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Regulations Respecting Food
and Drugs

PART C Drugs

DIVISION 1 General
C.01.001
(1) In this Part

acetaminophen product has the same
meaning as in Division 9;

adult standard dosage unit has, with
reference to a drug, the same meaning
as in Division 9;

adverse drug reaction means a noxious
and unintended response to a drug,
which occurs at doses normally used
or tested for the diagnosis, treatment
or prevention of a disease or the
modification of an organic function;
antibiotic means any drug or
combination of drugs such as those
named in C.01.410 to C.01.592 which
is prepared from certain micro—
organisms, or which formerly was
prepared from micro-organisms but is
now made synthetically and which
possesses inhibitory action on the
growth of other micro—organisms;
authorization holder[Repealed,
SOR/2017-259, s. 1]

brand name means, with reference to a
drug, the name, whether or not
including the name of any

manufacturer, corporation, partnership
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or individual, in English or French,

(a) that is assigned to the drug by its
manufacturer,

(b) under which the drug is sold or
advertised, and

(c) that is used to distinguish the drug;
case report means a detailed record of
all relevant data associated with the
use of a drug in a subject;

children's standard dosage unit has,
with reference to a drug, the same
meaning as in Division 9;

child resistant package means a
package that meets the requirements
of subsection (2);

common name means, with reference
to a drug, the name in English or
French by which the drug is

(a) commonly known, and

(b) designated in scientific or technical
journals, other than the publications
referred to in Schedule B to the Act;
COVID-19 means the coronavirus
disease 2019;

COVID-19 drug means a drug, other
than a veterinary health product, that
is manufactured, sold or represented
for use in relation to COVID-19;
discontinue means, in respect of the
sale of a drug by the manufacturer to
whom a document was issued under
subsection C.01.014.2(1) that sets out
the drug identification number assigned
for the drug, to permanently cease the
sale of the drug;

expiration date means
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(a) in the case of a drug in dosage
form, the earlier of the following dates,
expressed at minimum as a year and
month:

(i) the date up to and including which
the drug maintains its labelled potency,
purity and physical characteristics, and
(ii) the date after which the
manufacturer recommends that the
drug not be used; and

(b) in the case of an active ingredient,
whichever of the following dates is
applicable, expressed at minimum as a
year and month:

(i) the retest date, or

(ii) the date after which the
manufacturer recommends that the
active ingredient not be used;

flavour means a non—medicinal
ingredient or combination of non-—
medicinal ingredients added to a drug
solely to produce or mask a particular
taste. It does not include an ingredient
or combination of ingredients that
impart only a sweet taste to the drug;
fragrance means a non—medicinal
ingredient or combination of non—
medicinal ingredients added to a drug
to produce or mask a particular odour;
immediate container means the
receptacle that is in direct contact with
a drug;

internal use means ingestion by mouth
or application for systemic effect to
any part of the body in which the drug

comes Into contact with mucous
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membrane;

[SAD Interim Order means the Interim
Order Respecting the Importation, Sale
and Advertising of Drugs for Use in
Relation to COVID-19 made by the
Minister on September 16, 2020 and
published in Part I of the Canada
Gazette on October 3, 2020;

List A means the document, entitled
List of Certain Antimicrobial Active
Pharmaceutical Ingredients, that is
published by the Government of
Canada on its website, as amended
from time to time;

List B means the document, entitled
List of Certain Veterinary Drugs Which
May Be Imported But Not Sold, that is
published by the Government of
Canada on its website, as amended
from time to time;

List C means the document, entitled
List of Veterinary Health Products,
that is published by the Government of
Canada on its website, as amended
from time to time;

List D means the document entitled
List of Certain Non—prescription Drugs
for Distribution as Samples that is
published by the Government of
Canada on its website, as amended
from time to time;

non—-medicinal ingredient means a
substance — other than the
pharmacologically active drug — that
is added during the manufacturing

process and that is present in the
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finished drug product;

official drug means any drug

(a) for which a standard is provided in
these Regulations, or

(b) for which no standard is provided
in these Regulations but for which a
standard is provided in any of the
publications mentioned in Schedule B
to the Act;

parenteral use means administration of
a drug by means of a hypodermic
syringe, needle or other instrument
through or into the skin or mucous
membrane;

per cent means per cent by weight
unless otherwise stated;
pharmaceutical ink means a non-—
medicinal ingredient or combination of
non-medicinal ingredients used to
imprint the drug with marks or
symbols;

pharmacist means a person who

(a) is registered or otherwise entitled
under the laws of a province to
practise pharmacy, and

(b) is practising pharmacy in that
province;

pharmacy technician means a person
who

(a) is registered or otherwise entitled
under the laws of a province to
practise as a pharmacy technician; and
(b) is practising as a pharmacy

technician in that province;
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practitioner means a person who

(a) is entitled under the laws of a
province to treat patients with a
prescription drug, and

(b) is practising their profession in that
province;

prescription means an order given by a
practitioner directing that a stated
amount of any drug or mixture of drugs
specified therein be dispensed for the
person named in the order;

proper name means, with reference to

a drug, the name in English or French

(a) assigned to the drug in section
C.01.002,

(b) that appears in bold—face type for
the drug in these Regulations and,
where the drug is dispensed in a form
other than that described in this Part,
the name of the dispensing form,

(c) specified in the Canadian licence in
the case of drugs included in Schedule
C or Schedule D to the Act, or

(d) assigned in any of the publications
mentioned in Schedule B to the Act in
the case of drugs not included in
paragraph (a), (b) or (¢);

salicylate product has the same
meaning as in Division 9;

serious adverse drug reaction means a
noxious and unintended response to a
drug that occurs at any dose and that
requires in—patient hospitalization or

prolongation of existing hospitalization,
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causes congenital malformation,
results in persistent or significant
disability or incapacity, is life-
threatening or results in death;

serious unexpected adverse drug
reaction means a serious adverse drug
reaction that is not identified in nature,
severity or frequency in the risk
information set out on the label of the
drug;

teaspoon means, for the purpose of
calculation of dosage, a volume of 5
cubic centimetres;

test group means a group that meets
the requirements of subsection (3);
veterinary health product means any of
the following drugs that is in dosage
form and that is not manufactured, sold
or represented for use in the
diagnosis, treatment, mitigation or
prevention of a disease, disorder or
abnormal physical state, or its
symptoms:

(a) a substance set out in Column I of
Part 1 of List C that is consistent with
the descriptive information set out in
Columns II to V, or any combination of
any substances in which all the
medicinal ingredients are substances
set out in Column I of Part 1 of that list
if that combination is, in respect of
each of those substances, consistent
with the descriptive information set out
in Columns II and III and the
descriptive information set out in
Columns IV and V that is, within each
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of those columns, common to those
substances;

(b) a homeopathic medicine set out in
Column I of Part 2 of List C that is
consistent with the descriptive
information set out in Columns II to V,
or any combination of homeopathic
medicines set out in Column I of Part 2
of that list if that combination is, in
respect of each of those homeopathic
medicines, consistent with the
descriptive information set out in
Columns II and III and the descriptive
information set out in Columns IV and
V that is, within each of those columns,
common to those homeopathic
medicines; and

(¢) a traditional medicine set out in
Column I of Part 3 of List C that is
consistent with the descriptive
information set out in Columns II to V,
or any combination of traditional
medicines set out in Column I of Part 3
of that list if that combination is, in
respect of each of those traditional
medicines, consistent with the
descriptive information set out in
Columns Il and III and the descriptive
information set out in Columns IV and
V that is, within each of those columns,
common to those traditional medicines;
withdrawal period means the length of
time between the last administration of
a drug to an animal and the time when
tissues or products collected from the

treated animal for consumption as food
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contain a level of residue of the drug
that would not likely cause risk to
human health.

(1.1) For the purposes of the Act,
serious adverse drug reaction has the
same meaning as in subsection (1).
(2) A child resistant package is a
package that

(a) when tested in accordance with an

acceptable method,

(i) in the case of a test group
comprising children, cannot be opened
(A) by at least 85 per cent of those
children prior to a demonstration to
them of the proper means of opening
the package, and

(B) by at least 80 per cent of those
children after the demonstration, and
(ii) in the case of a test group
comprising adults

(A) can be opened by at least 90 per
cent of those adults, and

(B) where the package is designed so
that, once opened and reclosed, it
continues to meet the requirements of
subparagraph (i), can be so reclosed
by at least 90 per cent of those adults;
or

(b) complies with the requirements of
one of the following standards, namely,
(i) Canadian Standards Association
Standard CAN/CSA-Z76.1-M90,
entitled Recloseable Child-Resistant
Packages, published January 1990, as

amended from time to time,
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(ii) European Standard EN 28317:1992,
entitled Child-resistant packaging —
Requirements and testing procedures
for reclosable packages, as adopted by
the European Committee for
Standardization on October 30, 1992,
recognized by the British Standards
Institution, and effective February 15,
1993 and by the Association francaise
de normalisation, and effective
December 20, 1992, and which
reiterates fully the international
standard [SO 8317:1989, as amended
from time to time, and

(iii) Code of Federal Regulations
(United States), Title 16, Section
1700.15, entitled Poison prevention
packaging standards, as amended from
time to time.

(3) For the purposes of this section,
test group means

(a) in relation to children, a group of at
least 200 children who

(1) are healthy and have no obvious
physical or mental disability,

(ii) are between 42 and 51 months of
age, and

(iii) represent evenly, within plus or
minus 10 per cent, each monthly age
between 42 and 51 months calculated
to the nearest month; and

(b) in relation to adults, a group of at
least 100 adults who

(i) are healthy and have no obvious
physical or mental disability,

(ii) are between 18 and 45 years of
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age, and

(iii) represent evenly, within plus or
minus 10 per cent, each yearly age
between 18 and 45 years calculated to
the nearest year.

(4) For the purpose of this section, an
amendment from time to time to a
standard referred to in paragraph
(2)(b) becomes effective 18 months
after the date designated by the
competent authority as the effective
date for the amendment.

C.01.001A

[Repealed, SOR/98-423, s. 1]
C.01.002

The Proper Name of a drug shown
opposite an item number in the
following Table in the column headed
"Chemical Names and Synonyms" shall
be the name shown opposite that item
number in the column headed "Proper

Names".
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TABLE 3

Itemm Proper Names Chemical Names and Synonyms gEH I/ glsly 4@ Fofof

No. hea

Al Acepromazine 2-acetyl-10-(3-dimethylaminopropyl) Al ol A X Zwrl7l 2- oA’ -10-(3-tH€olu =X 2 ) o] ¥ F
iephenothiazine o}

A2 Acetaminophen p—Acetaminophenol, Paracetamol, p- A2 oA Eolu] =31 p-otA Eotn]edis, FetAEHE, p-3dlo] =5 A o}
Hydroxyacetanilide: N-acetyl-p—aminophenol MEbd 2lo] = N-o}A| & ~p-o} 1] | =

A.3 Acetanilide: Acetanilid  Acetylaminobenzene: Antifebrin: A3 olAlEtd T = ol Eld ofAEolu] Al QE]H B A HdolAElrlo] =
Phenylacetamide 7=

A4 Acetylsalicylic Acid Acetylsalicylic acid A4 olA & ate] A Ak olA & e A Ak

A5 Allopurinol 1-H-Pyrazolo [3,4-d] pyrimidin-4-ol: 4- A5 G FE 1-H-3g}£2 [3,4-d] Fvd-4-&: 4-3lo]|=
Hydroxypyrazolo (3,4-d) pyrimidine FEA Y BEZ(3,4-d) I

A6 Amantadine 1-Adamantanamine A.6 obvteEld 1-o}gteltwl

A7 Aminocaproic acid 6-Aminohexanoic acid A7 oln| =7} Z A} 6-o}n] = S A} AL

A.8 Aminopterin N-[4-(2,4-diamino-6-pteridyl methyl) amino- A8 olw] =S E| ¥ N-[4-(2,4-t}ololn] -6-ZE| 2] D W E) o}m] -
benzoyl]-L- glumatic acid Wzd]-L- SFEA

A9 Aminopyrine: 1,5-dimethyl-2-phenyl-4-dimethylamino-3- A9 ofr =y d: oln=wd 1 5-tHE-2-Fd-4-tr|do}r] =-3-v] 2} E =

Amidopyrine pyrazolone: Dimethylaminophenazone tgojr] L}

A.10  Amitriptyline 3-(3-Dimethylaminopropylidene)-1,2: 4,5~ A.10 ofnj EgjZ el 3-B-yudoln =2 d e dl)-1,2: 4,5-T]HlZ=A]
dibenzocyclohepta—1,4-diene F23E-1,4-Y<l

A1l Azacyclonol a,a-diphenyl-4-piperidinecarbinol All olA}ALo| E 2 a,a-C ¥ d-4-3 d 2] ) d| 7}v] &=

B.1 Bemegride 3-Ethyl-3-methylglutarimide B.1 e el = 3-ol € -3-v g ZFFElE v =

B.2 Benactyzine Dimethylaminoethyl-1,1-diphenylglycolate B.2 H e # e dolr o e -1, 1-tsd 22 e o E

B.3 Bendroflumethiazide 3-benzyl-3,4-dihydro-6-(trifluoro- methyl)-2H- B.3 W= 2 ZFEol X = 3-WlZ-3,4-tslo| =2 -6-(Eg|ZF 2~ E)-
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B.4

B.5

B.6

B.7

C.1

C.2

C.3

C4

C.5

C.6

C.7

C.8
C.9

Betahistine

Bethanidine

Bretylium tosylate

Bromisoval

Calcium Carbimide

Captodiamine

Carisoprodol

Carphenazine

Cephaloridine

Chlormezanone

Chloromethapyrilene

Chlorphentermine

Cinchocaine

1,2,4-benzothiadiazine—7-sulfonamide-1,1-
dioxide: Bendrofluazide (B.A.N.)

2-[2-(Methylamino)ethyl] pyridine

N-Benzyl-N'N"-dimethylguanidine: 1-Benzyl-
2,3—dimethylguanidine

N-2-Bromobenzyl-N-ethyl-N, N-dimethylammonium
tosylate (Tosylic acid is trivial name for p—toluenesulphonic acid)

2-monobromoisovalerylurea: Bromisovalum:

Bromvalitone
Calcium cyanamide

4-butylthio—a-phenylbenzyl-2-
dimethylaminoethylsulfide

N-Isopropyl-2-methyl-2-propyl-1, 3-

propanediol dicarbamate

1-[10-(3[4-(2-Hydroxyethyl)-1-
piperazinyl Ipropyl) phenothiazin—2yl]-1-propapone

7-[(2-Thienyl) acetamido]-3-(1-pyridylmethyl)-3—

cephem—4-carboxylic acid betaine

2-(4-chlorophenyl)-3-methyl-4-methathiazanone-

1,1-dioxide: Chlormethazone: Chlormethazanone

N,N-dimethyl-N'-(2-pyridyl)-N"-(5-chloro-2-
thenyl)-ethylenediamine: Chlorothen

4-Chloro—a,a-dimethylphenethylamine

2-butoxy-N-(2-diethylaminoethyl)

cinchoninamide: Dibucaine

B.4

B.5

B.6

B.7

C.1

C.2

C.3

C4

C.5

C.6

C.7

C.8
C.9

vedg EAolE

Zzzvegdy

2H-1,2,4-MxFolr]olx]-7-dEotn =-1 1-1}
o] AlolE: MlE R ZFolA=(B.AN.)

2-[2-(Q ofrl )l ] 9)2)g)

N-#lZA-N'N"-tj v & oyl 1-w1"-2,3-t]v]
gteld

N-2-B 2 2ulZ-N-o&-N, N-tjie I e
[e]

Apolghobato] =8k 7

4-3-EE) @ g7 9w

o=

-2-tj g o) ol & A 5}

N- oxZ2g-2-Wg-2-T2g-], 3-%2
T

3
o

-[10-(3[4-(2-3}o) =F Al &)-1-F 3 2} X d ]
if:‘—fé) ¥ =gl o}l -2yl]-1-Z 2 g5 =
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D.1

D.2

D.3

D.4

D.5

E.1

E.2

E.3

E.4

E.5

E.6

E.7

Cinchophen

Clofibrate

Clomiphene

Desipramine

Diazepam

Diethylpropion
Diphenidol
Disulfiram
Ectylurea
Emylcamate

Ethacrynic Acid

Ethchlorvynol
Ethinamate
Ethionamide

Ethomoxane

2-phenylquinoline-4-carboxylic acid:

Quinophan

Ethyl 2-(p—chlorophenoxy)-2-

methylpropionate

1-Chloro—2-[4-(2-diethylamino—ethoxy)phenyl] -
1,2-diphenylethylene: 2-[p-(2-Chloro-1,2-
diphenylvinyl)phenoxy] triethylamine

5-(3-Methylaminopropyl)-10,11-dihydro-5H-

dibenz[b,f]azepine

7-Chloro-1,3-dihydro—1-methyl-5-phenyl-

2H-1,4-benzodiazepin—2-one
1-phenyl-2-diethylaminopropanone-1
1,1-Diphenyl-4-piperidinobutan-1-ol
Tetraethylthiuram disulphide
2—ethyl-crs—crotonylurea
1-Ethyl-1-methylpropyl carbamate

[2,3-Dichloro-4-(2-methylenebutyryl)
2,3-Dichloro-4-(2-
ethylacryloyl) phenoxyacetic acid

phenoxy] acetic acid:

3-(2-chlorovinyl)-1-pentyn-3-ol
1-ethynylcyclohexyl carbamate
2-Ethylisonicotinthioamide

2-n-Butylaminomethyl-8-ethoxy—-benzo—-1,4-

dioxan
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C.10

C.12

D.1

D.2

D.3

D4

D.5

E.1

E.2

E.3

E4
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E.8

E.9

E.10

F.1

F.2

G.1

H.1

H.2

H.3

L1

L.2

L.3

Ethyl Trichloramate

carbamate
Etryptamine 3-(2-Aminobutyl) indole

Etymemazine

ethylphenothiazine

Fluphenazine

Furosemide
acid: Frusemide (B.A.N.)

Glyburide

methoxy benzamide: 1-4[4-

cyclohexylurea: Glibenclamide

Haloperidol

hydro—xypiperidino]-4'-fluorobutyro-phenone

Hydroxychloroquine

Hydroxyzine
ethoxyethyl) piperazine

Idoxuridine 5-Todo-2'-deoxyuridine
Imipramine

5H-dibenz[b,flazepine
Indomethacin

indole-3-acetic acid

Ethyl n-[1-(2,2,2,~trichloro-1-hydroxyethyl)]

10-(3-Dimethylamino-2-methylpro-pyl)-2-

10-{3-[4-(2-Hydroxyethyl)
propyl}-2-tri-fluoromethylphenothiazine

piperazin—1-yl]

4-Chloro—-N-furfuryl-5-sulphamoylanthranilic

5-chloro-N-[2-[4~[[[(cyclohexylamino
carbonyl]amino]sulfonyl]phenyl]ethyl]-2-
[2-(5-chloro-2-
methoxybenzamido)ethyl Jphenyl- sulfonyl]-3-

4~(4-Chlorophenyl)-1-[3-(4-fluorobenzoyl)
propyl]-piperidin-4-ol: 4-[4-(p—Chlorophenyl)-4-

7-Chloro—4[4-(N-ethyl-N-2-hydro—-

xyethylamino)-1-methylbutyl-amino] quinoline

1-(p-chloro—a-phenylbenzyl)-4-(2-hydroxy

5-(3-dimethylaminopropyl)-10,11-dihydro-

1-(p-Chlorobenzoyl)-5-methoxy-2-methyl-
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E.8

E.9

E.10

F.1

F.2

G.1
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H.2

H.3
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1.2

L.3
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1.4
L5

1.6

L.1

M.1
M.2
M.3
M.4
M.5
M.6

M.7

M.8

M.9

Iproniazid
Isocarboxazid

Isoproterenol

Liothyronine

Mefenamic acid
Melphalan
Mepazine
Mephenesin
Mephenoxalone
Meprobamate

Methaqualone

Methisazone

Methotrimeprazine

Methyldopa

Methylparafynol

Methylphenidate

Methyprylon

1-isonicotinoyl-2-isopropylhydrazine
3-N-Benzylhydrazinocarbonyl-5-methylisoxazole

3,4-Dihydroxy-a-[isopropylamino) methyl]
benzyl alcohol: Isoprenaline

L-a-Amino-3-[(4-hydroxy-3-iodophenoxy)-
3,5-di~iodo-phenyl] propionic acid

N-(2,3-Xylyl)-anthranilic acid
4-Di-(2-chlorethyl)amino-L-phenylalanine

10~ [(1-methyl-3-piperidyl) methyl] phenothiazine
3-o-toloxy—-1,2-propanediol
5-(o-Methoxyphenoxymethyl)-2-oxazolidinone
2,2-di(carbamoylmethyl) pentane

2-Methyl-3-o-tolyquinazolin—4-one: 2-
Methyl-3-o0-tolyl-4—quinazolone
1-Methylindoline-2,3—dione—3-thiosemicarbazone:

N-Methylisatin—B-thiosemicarbazone

10-[3-(2-Methyl)dimethylamino

methoxyphenothiazine: Levomepromazine

propyl]-2-

1-3(3,4-Dihydroxyphenyl)-2-methylalanine
3-methyl-1-pentyn-3-ol: Methylpentynol
Methyl-1-phenyl-1-(2-piperidyl) acetate

3,3-diethyl-5-methyl-2,4-piperidinedione
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1.4
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1.6

L.1
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M.5
M.6
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M.15

N.1

N.2

N.3

0.1

0.2

0.3

P.1

p.2

P.3

P.4

P.5

Methysergide

Metyrapone

Nalidixic Acid

Nialamide

Nortriptyline

Oxanimide

Oxazepam

Oxyphenbutazone

Paramethadione

Pargyline

Pemoline

Pentazocine

Pentolinium Tartrate

1-(Hydroxymethyl)propylamide of 1-methyl-d-

lysergic acid
2-Methyl-1,2-di(3-pyridyl)propan—-1-one

1-Ethyl-7-methyl-4-oxo-1,8—-naphthyridine—
3-carboxylic acid

1-[2-(benzycarbamyl)ethyl]-2-isonicotinoyl-

hydrazine

3-(3-Methylaminopropylidene)-1,2, 4.,5-

dibenzocyclohepta—1,4-diene
2—ethyl-3-propyl-glycidamide

7-Chloro-1,3-dihydro-3-hydroxy-5-phenyl-
1,4-benzodiazepin—-2-one
4-n-Butyl-2-(4-hydroxyphenyl)-1-phenyl-
pyrazolidine-3,5-dione

3,5-dimethyl-5-ethyl-2,4-oxazolidinedione

N-Benzyl-N-methylprop-2-ynylamine
2-Imino-5-phenyloxazolidin—4-one

1,2,3,4,5,6-Hexahydro—8-hydroxy—-6,11-dimethyl—
3-(3-methylbut-2-enyl)-2,6-methano—-3-
benzazocine: 1,2,3,4,5,6-Hexahydro—6,11-dimethyl-
3-(3-methyl-2-butenyl)-2,6-methano—-3-
benzazocin—-8-ol

NN’-Pentamethylenedi-(methylpryrrolidinium
hydrogen, tartrate)
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M.15

N.1

N.2

N.3

0.1

0.2

0.3

P.1
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P.3

P.4
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pP.6

p.7
pP.8

P.9

P.10
pP.11
pP.12
P.13

P.14

P.16

pP.17
P.18
P.19
P.20
p.21

p.22

pP.23

Perphenazine

Phacetoperane
Phenacemide

Phenacetin

Phenaglycodol
Phendimetrazine
Phenelzine
Phenformin
Pheniprazine

Phenmetrazine

Phentermine

Phenylindanedione
Phenyltoloxamine
Pholedrine
Piperliate

Pipradol

Prochlorperazine

Prodilidine

2-chloro-10-{3-[1-(2-hydroxyethyl) -4~
piperazinyllpropyl} phenothiazine

1-1-Phenyl-1(2 -piperidyl)-1-acetoxymethane
(Phenylacetylurea

p—acetphenetidin: Acetphenetidin:

Acetophenetidin: p—ethoxyacetanilid
2-p-chlorophenyl-3-methyl-2,3-butanediol
3,4-Dimethyl-2 Phenylmorpholine
2-phenylethylhydrazine
N’-B-phenethylformamidinyliminourea
a-Methylphenethylhydrazine

Tetrahydro-3-methyl-2-phenyl-1,4-oxazine:
3—-methyl-2-phenylmorpholine

a, a-Dimethylphenethylamine: phenyl-tert-

butylamine

2-phenylindane—1,3-dione
N,N-dimethyl-2-(a-phenyl-o—tolyloxy) ethylamine
p-(4-hydroxyphenyl)-isopropylmethylamine
1-piperidine-ethanol benzilate
Diphenyl-2-piperidylmethanol

2-Chloro-10-[3-(1-methyl-4-piperazinyl)
propyllphenothiazine

1,2-Dimethyl-3-phenyl-3-pyrrolidinyl propionate

18

pP.6

P.7
P.8

P.9

P.10
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p.24

pP.25

pP.26

p.27

R.1

S.01

S.1

S.2

Propranolol

Prothipendyl

Protriptyline

Pyrazinamide

Rifampin

Sodium Cromoglycate

Sulfameter

Sulfamethazine

1-(Isopropylamino)-3-(1-naphthyloxy)-2-

propanol

9-(3-Dimethylaminopropyl)-10-thia-1,9-

diaza—anthracene

7-(3-Methylaminopropyl)-1,2:5,6—
dibenzocycloheptatrien: N-Methyl-5H-dibenzo
[a, d] cycloheptene-5-propylamine

Pyrazinoic acid amide

3-{[(4-methyl-1-piperazinyl)iminoImethyl}
rifamycin SV : Rifampicin (I.LN.N.) (Rifamycin SV
is an antibiotic produced by Streptomyces

mediterranei)

4H-1-Benzopyran-2-carboxylic acid, 5,5~ [(2-
hydroxy—-1,3-propanediyl) bis(oxy)Ibis[4~

oxo0-,disodium salt]:

Disodium 5,5 -(2-hydroxytrimethylenedioxy) bis[4-
oxo—-4H-1-benzopyran-2- carboxylate ]: Disodium
4 4'-dioxo-5,5"-(2-hydroxytrimethylenedioxy)di
(chromene—2-carboxylate): Cromolyn Sodium (USP):

Disodium Cromoglycate

2-(4-Aminobenzenesulphonamido)-5-
methoxypyrimidine: N'-(5-methoxy-2-
pyrimidinyl) sulfanilamide: Sulfamethoxydiazine
(B.AN.)

N'-(4,6-dimethyl-2- pyrimidyl)sulfanilamide:
2-(p—-aminobenzenesulphonamide)-4,6—

dimethylpyrimidine: sulphadimedine
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S.3

S.4

T.1

T.2

T.3

T.4

T.5

T.6
T.7

T.8

T.9

Sulfinpyrazone

Sulfisoxazole

Tetracaine

Thiethylperazine

Thiopropazate

Thioproperazine

Thioridazine

Tranylcypromine
Triamterene

Triflupromazine

Trimeprazine

Trimethadione

Trimipramine

1,2-diphenyl-4-(2-phenylsulfinilethyl)-3,5-

pyrazolidinedione

3,4-dimethyl-5-sulfanilamidoisoxazole:

Sulphafurazole

2—dimethylaminoethyl-p-n-
butylaminobenzoate: Amethocaine
2-Ethylthio-10-[3-(4-
propyllphenothiazine

methylpiperazin—-1-yl)

2-chloro-10-[3-[1-(2-acetoxyethyl)-4-
piperazinyl] propyl]phenothiazine

2-Dimethylsulphamoyl-10-[3-(4-
methylpiperazin—1-yl)- propyl]lphenothiazine

10-{2-[2-(1-methylpiperidyl)] ethyl
methylthiopheno—- thiazine

ar-2-

Trans d, 1-2-phenylcyclopropyl- amine
2,4,7-Triamino—6-phenylpteridine
10-(3-dimethylaminopropyl)-2-
trifluoromethylphenothiazine: Fluopremazine

10-(3-dimethylamino-2-methylpropyl)

phenothiazine

3,5,5—-trimethyl-2,4-oxazolidine- dione:

Troxidone

5-(3-Dimethylamino-2-methylpropyl)-10,11-
dihydro-5H-dibenz[b,f]azepine: 5-(3"-
Dimethylamino—2'-methylpropyl)iminodibenzyl
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T.1

T.2

T.3
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T.5

T.6
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C.01.003

No person shall sell a drug that is not
labelled as required by these
Regulations.

C.01.004

(1) The inner and outer labels of a
drug shall show

(a) on the principal display panel

(i) the proper name, if any, of the drug
which, if there is a brand name for the
drug, shall immediately precede or
follow the brand name in type not less
than one—-half the size of that of the
brand name,

(ii) if there is no proper name, the
common name of the drug,

(iii) where a standard for the drug is
prescribed in Division 6 of this Part, a
statement that the drug is a Canadian
Standard Drug, for which the
abbreviation C.S.D. may be used,

(iv) where a standard for the drug is
not prescribed in Division 6 of this Part
but is contained in a publication
mentioned in Schedule B to the Act,
the name of the publication containing
the standard used or its abbreviation
as provided in Schedule B or, if a
manufacturer's standard is used, a
statement setting forth the fact that
such a standard is used, and

(v) in both official languages, the

non

notation "sterile" "stérile" if the drug is
required to be sterile by these
Regulations;

(b) on the upper left quarter of the
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principal display panel

(1) the symbol "Pr" in the case of a
prescription drug, but the symbol "Pr"
shall not appear on the label of any

other drug,

(ii) the symbol "@" in a clear manner
and a conspicuous colour and size, in
the case of a controlled drug, other
than a controlled drug contained in an
agricultural implant and set out in Part
III of the schedule to Part G,

(ii1) the symbol "N" in a colour
contrasting with the rest of the label or
in type not less than half the size of
any letters used thereon, in the case of
a narcotic as defined in the Narcotic
Control Regulations, and

(iv) in the case of a targeted substance
as defined in section 1 of the
Benzodiazepines and Other Targeted
Substances Regulations, the following
symbol in a colour contrasting with the
rest of the label and in type not less
than half the size of any other letter

used on the main panel, namely,

C

T

(¢c) on any panel

(i) the name and address of the
manufacturer of the drug,

(ii) the lot number of the drug,

(iii) adequate directions for use of the

drug, except in the case of a drug to
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which section C.01.004.02 applies,

(iv) a quantitative list of the medicinal
ingredients of the drug by their proper
names or, if they have no proper
names, by their common names, except
in the case of a drug to which section
C.01.004.02 applies,

(v) the expiration date of the drug, and
(vi) in the case of a new drug for
extraordinary use in respect of which a
notice of compliance has been issued
under section C.08.004.01, the
following statement, displayed in
capital letters and in a legible manner:
"HEALTH CANADA HAS
AUTHORIZED THE SALE OF THIS
EXTRAORDINARY USE NEW DRUG
FOR [naming purpose] BASED ON
LIMITED CLINICAL TESTING IN
HUMANS.

SANTE CANADA A AUTORISE LA
VENTE DE CETTE DROGUE
NOUVELLE POUR USAGE
EXCEPTIONNEL AUX FINS DE
[indication de la fin] EN SE FONDANT
SUR DES ESSAIS CLINIQUES
RESTREINTS CHEZ L'ETRE
HUMAIN.".

(1.D to (1.5) [Repealed, SOR/2014~
158, s. 3]

(2) In addition to the requirements of
subsection (1), the outer label of a
drug shall display the following
information:

(a) the net amount of the drug in the

container in terms of weight, measure
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or numbers;

(b) in the case of a drug intended for
parenteral use, a quantitative list of
any preservatives present therein by
their proper names or, if they have no
proper names, by their common names;
and

(¢c) in the case of a drug for human use
that contains mercury or a salt or
derivative thereof as a preservative, a
quantitative list of all mercurial
preservatives present therein by their
proper names or, if they have no
proper names, by their common names.
(3) Where the container of a drug is
too small to accommodate an inner
label that conforms to the
requirements of these Regulations, the
inner label requirements of these
Regulations do not apply to the drug in
that container if

(a) there is an outer label that complies
with the labelling requirements of
these Regulations; and

(b) the inner label shows

(i) the proper name of the drug, the
common name of the drug if there is no
proper name or, in the case of a drug
with more than one medicinal
ingredient, the brand name of the drug,
(ii) the potency of the drug except
where, in the case of a drug with more
than one medicinal ingredient, the
name used pursuant to subparagraph

(1) for that drug is unique for a
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particular potency of the drug,

(iii) the net contents of the drug if it is
not in a discrete dosage form,

(iv) the route of administration of the
drug if other than oral,

(v) the lot number of the drug,

(vi) the name of the manufacturer of
the drug,

(vii) the expiration date of the drug,
and

(viii) the identification of special
characteristics of the dosage form if
they are not evident from the name of
the drug under subparagraphs (i) or
(ii).

(4) [Repealed, SOR/92-654, s. 2]

(5) This section does not apply to

(a) a drug sold to a drug manufacturer;
or

(b) a drug dispensed pursuant to a
prescription, if its label carries
adequate directions for use and
complies with the requirements of
section C.01.005.

C.01.004.01

(1) Every label of a drug for human use
in dosage form shall display the
following:

(a) a telephone number, email address,
website address, postal address or any
other information that enables
communication with a contact person
in Canada; and

(b) a statement to the effect that any

injury to a person's health that is
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suspected of being associated with the
use of the drug may be reported to the
contact person.

(2) Subsection (1) does not apply to

(a) the labels of a drug that is listed in
Schedule C or D to the Act and that is
in dosage form; or

(b) the inner and outer labels of a drug
to which section C.01.004.02 applies.
C.01.004.02

(1) In addition to the requirements of
section C.01.004, the outer label of a
drug for human use in dosage form
shall display, either one bilingual table,
placed on any panel, that contains only
the following information in both
English and French or one table in
English and one table in French, each
of which is placed on any panel, that
contains only the following
information:

(a) adequate directions for use of the
drug;

(b) a quantitative list of the drug's
medicinal ingredients by their proper
names or, if they have no proper
names, by their common names;

(c) the drug's non-medicinal
ingredients listed in alphabetical order
or in descending order of
predominance by their proportion in
the drug, preceded by words that
clearly distinguish them from the
medicinal ingredients; and

(d) the information referred to in
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subsection C.01.004.01(1).

(2) If a package is too small to
accommodate an outer label that
displays one bilingual table that lists all
of the drug's non—medicinal ingredients
or two unilingual tables, each of which
lists all of the drug's non—-medicinal
ingredients, the list of non—medicinal
ingredients shall be displayed in both
English and French on a tag, tape or
card that is attached to the package.
(3) If pharmaceutical ink, a fragrance
or a flavour has been added to the
drug, the following expressions may be
included in the list of non—-medicinal
ingredients to indicate that those
ingredients have been added to the
drug, instead of listing them
individually:

(a) in the case where a bilingual table
referred to in subsection (1) is
displayed, the expressions
"flavour/saveur", "fragrance/parfum"
and "pharmaceutical ink/encre
pharmaceutique"; or

(b) in the case where two unilingual
tables referred to in subsection (1) are
displayed, the expressions

n n

(i) "encre pharmaceutique", "parfum"
and "saveur" in the table in French,
and

(i) "flavour", "fragrance" and
"pharmaceutical ink" in the table in
English.

(4) If the composition of the drug

varies from one lot to another with
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solely for use as a disinfectant on hard
non-porous surfaces.

C.01.004.03

In addition to the requirements of
section C.01.004, the inner label of a
drug to which section C.01.004.02
applies shall display on any panel

(a) adequate directions for use of the
drug;

(b) a quantitative list of the drug's
medicinal ingredients by their proper
names or, if they have no proper
names, by their common names; and
(c) the information referred to in
subsection C.01.004.01(1).

C.01.004.1

(1) No person shall import a drug in
dosage form into Canada for the
purpose of sale unless they have in
Canada a person who is responsible for
the sale of the drug.

(2) No person who imports a drug in
dosage form into Canada shall sell any
lot or batch of the drug unless the
name of the person who imports it, and
the address of the principal place of
business in Canada of the person
responsible for its sale, appears on the
inner and outer labels of the drug.
C.01.005

(1) The principal display panel of both
the inner label and outer label of a
drug in dosage form shall show the
drug identification number assigned for
that drug, preceded by the expression

"Drug Identification Number" or
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identification numérique",
both, or the abbreviation "DIN".
(2) Subsection (1) does not apply to

"Drogue : or

(a) a drug in dosage form that is
compounded by a pharmacist under a
prescription or by a practitioner; or
(b) a drug in dosage form that is sold
under a prescription if the following
information appears on the drug's
label:

(i) the drug's proper name, common
name or brand name,

(i1) the drug's potency, and

(iii) the name of the drug's
manufacturer.

(3) In this section and in sections
C.01.005.1 and C.01.014, drug in
dosage form means a drug in a form in
which it is ready for use by the
consumer without requiring any further
manufacturing.

(4) and (5) [Repealed, SOR/81-248, s.
1]

C.01.005.1

(1) No pharmacist or practitioner shall
sell a Class A opioid — including one
that is compounded by a pharmacist
under a prescription or by a
practitioner — unless

(a) the drug's package has applied to it
a warning sticker that meets the
specifications set out in the source
document; and

(b) the drug is accompanied by a

patient information handout that meets
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the specifications set out in the source
document.

(2) Subsection (1) does not apply in
respect of the sale of a Class A opioid
by a pharmacist or practitioner if

(a) the opioid will be, or is,
administered under the supervision of
a practitioner; or

(b) the sale is to a pharmacist or
practitioner.

(3) The following definitions apply in
this section.

Class A opioid means a drug in dosage
form set out in Part A of the List of
Opioids, published by the Government
of Canada on its website, as amended
from time to time.

source document means the document
entitled Information for Patients
Concerning Opioids, published by the
Government of Canada on its website,
as amended from time to time.
C.01.006

Where a package of a drug has only
one label, that label shall contain all
the information required by these
Regulations to be shown on both the
inner and the outer labels.

C.01.007

No reference, direct or indirect, to the
Act or to these Regulations shall be
made upon any label of or in any
advertisement for a drug unless such
reference is a specific requirement of
the Act or these Regulations.
C.01.008
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[Repealed, SOR/80-544, s. 2]
C.01.009

If any Act of Parliament or any of its
regulations prescribes a standard or
grade for a drug and that standard or
grade is given a name or designation in
the Act or regulation, no person shall,
on a label of or in any advertisement
for that drug, use that name or
designation unless the drug conforms
with the standard or grade.

C.01.010

If it is necessary to provide adequate
directions for the safe use of a
parenteral drug or prescription drug
that is used in the treatment or
prevention of any disease, disorder or
abnormal physical state mentioned in
Schedule A.1 to the Act, the disease,
disorder or abnormal physical state
may be mentioned on the drug's labels,
including any package insert and any
document that is provided on request
and that sets out supplementary
information on the use of the drug,
and, in that respect, the drug is exempt
from subsections 3(1) and (2) of the
Act.

C.01.011

(1) A drug referred to in subsection
10(2) of the Act shall be exempt from
the standard for any drug contained in
any publication mentioned in Schedule
B to the Act to the extent that such
drug differs from that standard with

respect to colour, flavour, shape and
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size, if such difference does not
interfere with any method of assay
prescribed in any such publication.

(2) [Repealed, SOR/93-243, s. 2]

(3) Where a manufacturer's standard is
used for a drug, the manufacturer shall
make available to the Minister, on
request, details of that standard and of
a method of analysis for the drug
acceptable to the Minister.

(4) No person shall use a
manufacturer's standard for a drug that
provides

(a) a lesser degree of purity than the
highest degree of purity, or

(b) a greater variation in potency than
the least variation in potency,

provided for that drug in any
publication mentioned in Schedule B to
the Act.

C.01.012

A manufacturer who makes
representations on a label of a drug in
oral dosage form, or in any
advertisement, with respect to the site,
rate or extent of release to the body of
a medicinal ingredient of the drug, or
the availability to the body of a
medicinal ingredient of the drug, shall
(a) before making the representations,
conduct such investigations, using an
acceptable method, as may be
necessary to demonstrate that the site,
rate or extent of release to the body of
the medicinal ingredient of the drug
and the availability to the body of the
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medicinal ingredient of the drug,
correspond to the representations; and
(b) on request submit the record of
such investigations to the Minister.
C.01.013

(1) Where the manufacturer of a drug
1s requested in writing by the Minister
to submit on or before a specified day
evidence with respect to a drug, the
manufacturer shall make no further
sales of that drug after that day unless
he has submitted the evidence
requested.

(2) If the Minister determines that the
evidence submitted by a manufacturer
under subsection (1) is not sufficient,
he or she shall so notify the
manufacturer in writing.

(3) Where, pursuant to subsection (2),
a manufacturer is notified that the
evidence with respect to a drug is not
sufficient, he shall make no further
sales of that drug unless he submits
further evidence and is notified in
writing by the Minister that that further
evidence is sufficient.

(4) A reference in this section to
evidence with respect to a drug means
evidence to establish the safety of the
drug under the conditions of use
recommended and the effectiveness of
the drug for the purposes
recommended.

C.01.013.1

Section C.01.013 does not apply in

respect of a veterinary health product.
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Assignment and Cancellation of Drug
Identification Numbers

C.01.014

(1) No manufacturer shall sell a drug in
dosage form unless a drug
identification number has been
assigned for that drug and the
assignment of the number has not been
cancelled under section C.01.014.6.

(2) Subsection (1) does not apply in
respect of a veterinary health product,
a study drug as defined in section
C.03.301 or a medicated feed as
defined in subsection 2(1) of the Feeds
Regulations, 1983.

C.01.014.1

(1) A manufacturer of a drug may make
an application for a drug identification
number for that drug.

(2) An application under subsection (1)
shall be made to the Minister in writing
and shall include the following
information and material:

(a) the name of the manufacturer of the
drug as it will appear on the label;

(b) the pharmaceutical form in which
the drug is to be sold;

(¢) in the case of any drug other than a
drug described in paragraph (d), the
recommended route of administration;
(d) in the case of a drug for
disinfection in premises, the types of
premises for which its use is
recommended;

(e) a quantitative list of the medicinal
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ingredients contained in the drug by
their proper names or, if they have no
proper names, by their common names;
(f) the brand name under which the
drug is to be sold;

(g) an indication of whether the drug is
for human use or veterinary use;

(h) the name and quantity of each
colouring ingredient that is not a
medicinal ingredient;

(i) the use or purpose for which the
drug is recommended;

(j) the recommended dosage of the
drug;

(k) the address of the manufacturer
referred to in paragraph (a) and, where
the address is outside the country, the
name and address of the importer of
the drug;

() the name and address of any
individual, firm, partnership or
corporation, other than the names and
addresses referred to in paragraphs (a)
and (k), that will appear on the label of
the drug;

(m) in the case of a drug for veterinary
use, the written text of every label to
be used in connection with the drug,
including any package insert and any
document that is provided on request
and that sets out supplementary
information on the use of the drug;
(m.1) in the case of a drug for human
use, mock—ups of every label to be
used in connection with the drug —

including any package insert and any
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document that is provided on request
and that sets out supplementary
information on the use of the drug —
and mock—ups of the drug's packages;
(n) the name and title of the person
who signed the application and the
date of signature; and

(0) in the case of a drug for human
use, an assessment as to whether
there is a likelihood that the drug will
be mistaken for another drug for which
a drug identification number has been
assigned due to a resemblance
between the brand name that is
proposed to be used in respect of the
drug and the brand name, common
name or proper name of the other
drug.

(3) In the case of a new drug, a new
drug submission, an extraordinary use
new drug submission, an abbreviated
new drug submission or an abbreviated
extraordinary use new drug submission
filed under section C.08.002,
C.08.002.01 or C.08.002.1 shall be
regarded as an application for a drug
identification number.

C.01.014.2

(1) Subject to subsection (2), if a
manufacturer has provided all the
information and material described in
subsection C.01.014.1(2) or section
C.08.002, C.08.002.01 or C.08.002.1,
as the case may be, in respect of a
drug, the Minister shall issue to the

manufacturer a document that
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(a) sets out L U 4 85 F o= shsE HAR &

A
(i) the drug identification number 7F. o) okEol FojE ofokE AWM G,
assigned for the drug, preceded by the | I <tol= ¢Foj& "DIN"o] 7]z & of oF
abbreviation "DIN", or B
(i) if there are two or more brand L ook Aol 271 o]l A5
names for the drug, the drug ko] i o ofFol Fogh ookE A
identification numbers assigned by the | WHEZA Z}7F Fxy 5 st g
Minister for the drug, each of which 3t 1 oFoll = 2koj= "DIN"o| 7] A%
pertains to one of the brand names and | ©J¢F ¢t
is preceded by the abbreviation "DIN";
and
(b) contains the information referred to | 2. AC.01.014. 1242 A1 EHH A6
in paragraphs C.01.014.1(2)(a) to (f). o AFH ARE E35= A4
(2) The Minister may refuse to issue @ A2 AC.01.014.1x2] 2Ho] o
the document referred to in subsection | Fo1% #|F°] & ZF & 5 ol= sy
(1) if he or she has reasonable grounds | ¢ Z$-o sjFsrta Fal= 24
to believe that the product in respect QA ZAZE A& AY A1Fe] A B
of which an application referred to in < AFE 5 Aok
section C.01.014.1 has been made
(a) is not a drug, or 1. oJeksFo] ofd A 9§
(b) is a drug but its sale would cause 2. o efFE ol A qk Frufj R} = AH] R}
injury to the health of the purchaser or | A7 A& e 7FsAdol AAY,
consumer or would be a contravention HoEE o] #A8S N 7hsAdel 9
of the Act or these Regulations. = A5
(3) If the Minister refuses to issue the @ Aol A2de] ug} EAe IS
document under subsection (2), the Afste A9 AxPA = F7F AR =
manufacturer may submit additional © AEE AZFste] oA 1 29
information or material and request the | A& 84T 4 3
Minister to reconsider his or her
decision.
(4) On the basis of the additional @ Z#e A3 uet A=H F7F A
information or material submitted By 255 SAZ T4 g0 Add
under subsection (3), the Minister shall | A& A aLstoiof gy,

reconsider the grounds on which the

refusal to issue the document was
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made.

C.01.014.21

(1) The Minister may, at any time,
impose terms and conditions on a drug
identification number assigned for a
Class B opioid or amend those terms
and conditions.

(1.1) The Minister may, at any time,
impose terms and conditions on a drug
identification number assigned for a
designated COVID-19 drug, or amend
those terms and conditions, if

(a) a notice of compliance was issued
under section C.08.004 in respect of
(i) a new drug submission that was
filed under section C.08.002 for the
designated COVID-19 drug that
contains the statement referred to in
paragraph C.08.002(2.1)(a), or

(i1) a supplement to a new drug
submission referred to in subparagraph
(i) that was filed under section
C.08.003 for the designated COVID-19
drug; or

(b) a notice of compliance was issued
under section C.08.004 in respect of
one of the following that was filed for
the designated COVID-19 drug on the
basis of a direct or indirect comparison
to another designated COVID-19 drug
referred to in paragraph (a):

(i) a new drug submission under
section C.08.002,

(ii) an abbreviated new drug
submission under section C.08.002.1,

or
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(iii) a supplement to a new drug
submission or abbreviated new drug
submission under section C.08.003.

(2) The Minister shall notify, in writing,
the manufacturer to whom a document
was issued under subsection
C.01.014.2(1) that sets out the drug
identification number of any terms and
conditions imposed on the drug
identification number and of any
amendment to those terms and
conditions.

(3) The following definitions apply in
this section.

Class B opioid means a drug set out in
Part B of the List of Opioids, published
by the Government of Canada on its
website, as amended from time to time.
designated COVID-19 drug has the
same meaning as in section C.08.001.1.
C.01.014.3

The manufacturer to whom a document
was issued under subsection
C.01.014.2(1) that sets out the drug
identification number assigned for a
drug shall, within 30 days after the day
on which the drug is first sold
following the issuance by the Minister
of the document, date and sign the
document and return it to the Minister
with a statement set out on it that the
information it contains is correct and
with an indication of the date of that
first sale.

C.01.014.4

If the information referred to in
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subsection C.01.014.1(2) in respect of of AgH ARV} Y HHel FA W
a drug is no longer correct owing to a Ao 2 T o)A Astelx ke AL
change in the subject matter of the S 7} 3o AHsl= vlel uwpop 3}
information,

(a) in the case of a change in the 1. AIC.01.014. 1A 2FA 1S5 HEH A6%
subject matter of any of the of AFH ojufst AW FA7F WA
information referred to in paragraphs B s 24 5 5 o= sty Bt
C.01.014.1(2)(a) to () + wpe uhE

(i) that occurs prior to the sale of the 7}, o) ok g Aol WAoo WA 4
drug, a new application shall be made, T At AHAME AlEsEe]oF &

or

(ii) that occurs after the sale of the . o okE vl $of] W o] WAlek 7
drug, no further sale of the drug shall - SN o okEy Tk ook 2
be made until a new application for a SO Algt AHATE AlEE L 2 H
drug identification number in respect 7 Fod wrhx] g JokES St
of that drug is made and a number is Hujgd = Qe

assigned; and

(b) in the case of a change in the 2. AC.01.014. 1A 28A 7S5 HEH A1l
subject matter of any of the So AdugE BRSO FAV WAHE AP
information referred to in paragraphs oS 7} B = ol oA A v
C.01.014.1(2)(g) to (k) of W&

(i) that occurs prior to the sale of the 7F. o) okE ull Aol W7ol whAys 7
drug, the particulars of the change $-, AlC.01.014.3%0 A AFH A2
shall be submitted with the return of Hh 2} 3} ‘?}771] Mol AFUES A=3)
the document referred to in section ojof 3}

C.01.014.3, or

(ii) that occurs after the sale of the L oj ek whuf & WA o] WASE A9
drug, the person to whom the drug g o oFE 3t Hshe] ook 2 HEM
identification number in respect of that S5 Wawe A= Y WAEAAdEEH
drug was issued shall, within 30 days 304 ojujol FHoA L HAS Lok
of the change, inform the Minister of Elx

the change.

C.01.014.5 #C.01.014.5%

(1) The manufacturer to whom a @ oJofFel Fofd ofokm AHEHSE
document was issued under subsection | 7] &A1& AC.01.014.22A4 15}
C.01.014.2(1) that sets out the drug upet ke AlZzdAbE wd 1049 1

Ak AE ol kE it
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identification number assigned for a
drug shall, annually before the first day
of October and in a form established
by the Minister, provide the Minister
with a notification that is signed by
them and that

(a) indicates whether any of the
following circumstances apply in
respect of the drug:

(i) as of the day on which the
notification is sent,

(A) the manufacturer sells the drug in
Canada, or

(B) the manufacturer has discontinued
the sale of the drug in Canada, or

(ii) the manufacturer has not sold the
drug in Canada for a period that is
greater than 12 months and a portion
of that period is covered by the
notification; and

(b) subject to subsection (2), confirms
that the information that the
manufacturer previously submitted
with respect to the drug under
subsection C.01.014.1(2), paragraph
C.01.014.4(b) or section C.08.002,
C.08.002.01, C.08.002.1 or C.08.003,
as the case may be, i1s correct as of
the day on which the notification is
sent.

(2) If any of the information that the
manufacturer submitted under a
provision referred to in paragraph
(1)(b) is not correct as of the day on
which the notification is sent, the

manufacturer shall update that
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information in the notification.

C.01.014.6 #C.01.014.6%

(1) The Minister shall cancel the O F#2> v 7 & F o= shel
assignment of a drug identification Fsts AF o oFEe AHEWs Fo
number for a drug if F Aslofof str}

(a) the manufacturer to whom a . AIC.01.014.2z2A| 18l w2} o] oF3F
document was issued under subsection
C.01.014.2(1) that sets out the drug
identification number advises under
section C.01.014.7 that they

discontinued the sale of the drug; or

fo BN o

(¢) the Minister determines that the 3
product for which the drug 0] ookt o
identification number has been

assigned is not a drug.

(2) The Minister may cancel the @ A gL Zt 3 F o] F}o
assignment of a drug identification st 49 oE AEHE FoE
number for a drug if HAT 5 Ak

(a) the manufacturer to whom a 1. AIC.01.014.2z2A 180l ujz} o] k&
document was issued under subsection | AEHIE F43 TAE FFE2 A
C.01.014.2(1) that sets out the drug ZJA7E AIC.01.014.5%25 9wret 45
identification number contravenes

section C.01.014.5;

(b) the manufacturer to whom a 2. AC.01.014.2zxA 18] upg} o] f=
document was issued under subsection | AEHEE A4S TAE EFES Al
C.01.014.2(1) that sets out the drug A7) s oJekE dHste] AE
identification number has been notified | 3 A7} TEsHA] X SEE A
under section C.01.013 that the C.01.013z°) we} vk H9-
evidence that they submitted with

respect to the drug is not sufficient; or

(c) the drug is a new drug in respect of | 3. &]¢FFo] A|C.08.006%°) W& o]
which the notice of compliance has JA e Tk BEE Aokl A
been suspended under section

C.08.006.

(3) The Minister may cancel the @ Aol Hel A|21.31%0l we}t Al
assignment of a drug identification C.01.052A 1A 1375 == thEo

ket 4 E el okE
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KLIS A
number for a drug if, after he or she AGH AB5AQ s7HAA=ZE stol= &
has, under section 21.31 of the Act, I oJokEo) ) HIE AA s G
ordered the holder of a therapeutic ook HHEE FelAol AZE 4 E
product authorization referred to in Bo ages AL S J5ee SAE A
subparagraph C.01.052(1)(a)(i) or (iii) T3 AL wWHIg o o 72 B =
to conduct an assessment of the drug AL el dlFsls H5 sld o oFFE
in order to provide evidence of 3t ook AHMHT HoAE FHAT
establishing that the benefits T AUtk
associated with the drug outweigh the
risks of injury to health,

(a) the holder fails to comply with the 1. 37HaA7t sl HE S =A@
order; or < A5

(b) the holder complies with the order 2. 37HAAE HHE S EeiA v
but the Minister determines that the o] {7} A7t ookEd AHE FoA
results of the assessment are not o] A Ydu Atk AE Y53t
sufficient to establish that the benefits | 7]o F®3}#] &tha #Fokdk 74-5-
associated with the drug outweigh the

risks of injury to health.

(4) For greater certainty, the @ Hoh W&d] slr] 98] G ofoF
Minister's power to cancel the EZ AHHS Ho FHA Hike e 7+
assignment of a drug identification SO A Asle vlel] wET

number

(a) under paragraph (2)(b) is not 1. Al2gA|250l wel oekE A HW T
affected by his or her power to cancel BoE HAY F A= A2 A33H
the assignment of such a number under | W& H3 A4S HAaT = J= AT
subsection (3); and of ofal JekS x| et

(b) under subsection (3) is not affected | 2. A|3% o] ufg} oJfE A HHT Fof
by his or her power to cancel the = FHAY 5 Je He A23A 2359
assignment of such a number under 0E 1T aASE HALES U d
paragraph (2)(b). ghol]l o3l g WA Fe=tth
Shortages of Drugs and Interruption and | 9 ¢F% £ 2 o okE wv| S93 AHX

Discontinuation of Sale of Drugs
C.01.014.7
The manufacturer to whom a document

was issued under subsection
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C.01.014.2(1) that sets out the drug
identification number assigned for a
drug shall, within 30 days after the day
on which they discontinue the sale of
the drug, submit the following
information to the Minister:

(a) the drug identification number
assigned for the drug;

(b) the date on which the manufacturer
discontinued the sale of the drug; and
(c) the latest expiration date of the
drug that the manufacturer sold and
the lot number of that drug.
C.01.014.71

If a period of 12 months has elapsed
since the day on which the
manufacturer to whom a document was
issued under subsection C.01.014.2(1)
that sets out the drug identification
number assigned for a drug as defined
in section C.01.014.8 last sold the
drug, the manufacturer shall so notify
the Minister in writing within 30 days
after the day on which that period
ends.

C.01.014.72

If the manufacturer to whom a
document was issued under subsection
C.01.014.2(1) that sets out the drug
identification number assigned for a
drug resumes the sale of the drug after
a period of 12 months has elapsed
since the day on which they last sold
the drug, the manufacturer shall so

notify the Minister in writing within 30

days after the day on which they
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resume the sale of the drug.
C.01.014.8

The following definitions apply in this
section and in sections C.01.014.9 to
C.01.014.14.

drug means any of the following drugs
for human use for which a drug
identification number has been
assigned:

(a) drugs included in Schedule I, II, III,
IV or V to the Controlled Drugs and
Substances Act;

(b) prescription drugs;

(c) drugs that are listed in Schedule C
or D to the Act; and

(d) drugs that are permitted to be sold
without a prescription but that are to
be administered only under the
supervision of a practitioner.

shortage, in respect of a drug, means a
situation in which the manufacturer to
whom a document was issued under
subsection C.01.014.2(1) that sets out
the drug identification number assigned
for the drug is unable to meet the
demand for the drug in Canada.
C.01.014.9

(1) If a shortage of a drug exists or is
likely to occur, the manufacturer to
whom a document was issued under
subsection C.01.014.2(1) that sets out
the drug identification number assigned
for the drug shall post the following
information in English and French on a
website that is operated by a party for

that purpose with whom Her Majesty in
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right of Canada has entered into a
contract to make that information
available to the public:

(a) the manufacturer's name and their
telephone number, email address,
website address, postal address or any
other information that enables
communication with them;

(b) the drug identification number
assigned for the drug;

(c) the drug's brand name and proper
name or, if it does not have a proper
name, itS common name;

(d) the proper names of the drug's
medicinal ingredients or, if they do not
have proper names, their common
names,

(e) the drug's therapeutic classification
according to the Anatomical
Therapeutic Chemical classification
system (ATC), established by the
World Health Organization
Collaborating Centre for Drug
Statistics Methodology — namely the
level 3 description of, and level 4 code
for, the drug;

(f) the drug's strength;

(g) the drug's dosage form;

(h) the quantity of the drug contained
in its package;

(i) the drug's route of administration;
(j) the date when the shortage began
or is anticipated to begin;

(k) the anticipated date when the
manufacturer will be able to meet the

demand for the drug, if they can
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anticipate that date; and

(1) the actual or anticipated reason for
the shortage.

(2) The manufacturer shall post the
information

(a) if they anticipate that a shortage
will begin in more than six months, at
least six months before the day on
which they anticipate it to begin;

(b) if they anticipate that a shortage
will begin in six months or less, within
five days after the day on which they
anticipate it; or

(c) if they did not anticipate the
shortage, within five days after the day
on which they become aware of it.

(3) If any of the information that was
posted by the manufacturer changes,
they shall update that information on
the website within two days after the
day on which they make or become
aware of the change.

(4) Within two days after the day on
which the manufacturer is able to meet
the demand for the drug, they shall
post information on the website to that
effect.

(5) This section does not apply in
respect of a shortage of a drug that
results from a decision by the
manufacturer to discontinue its sale.
C.01.014.10

(1) If the manufacturer to whom a
document was issued under subsection
C.01.014.2(1) that sets out the drug

identification number assigned for a
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drug decides to discontinue the sale of
the drug, they shall post the following
information in English and French on
the website referred to in subsection
C.01.014.9(1):

(a) the manufacturer's name and their
telephone number, email address,
website address, postal address or any
other information that enables
communication with them;

(b) the drug identification number
assigned for the drug;

(c) the drug's brand name and proper
name or, if it does not have a proper
name, itS common name;

(d) the proper names of the drug's
medicinal ingredients or, if they do not
have proper names, their common
names,

(e) the drug's therapeutic classification
according to the Anatomical
Therapeutic Chemical classification
system (ATC), established by the
World Health Organization
Collaborating Centre for Drug
Statistics Methodology — namely the
level 3 description of, and level 4 code
for, the drug;

(f) the drug's strength;

(g) the drug's dosage form;

(h) the quantity of the drug contained
in its package;

(1) the drug's route of administration;
(j) the date on which the manufacturer
will discontinue the sale of the drug;

and
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subsection C.01.014.9(1) is on the
Government of Canada website.
C.01.014.12

(1) The Minister may request that the
manufacturer to whom a document was
issued under subsection C.01.014.2(1)
that sets out the drug identification
number assigned for a drug — or any
person who holds an establishment
licence in respect of a drug — provide
the Minister with information that is in
their control if the Minister has
reasonable grounds to believe that

(a) there is a shortage or risk of
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shortage of the drug;

(b) the information is necessary to
establish or assess

(1) the existence of a shortage or risk
of shortage of the drug,

(ii) the reason for a shortage or risk of
shortage of the drug,

(iii) the effects or potential effects on
human health of a shortage of the drug,
or

(iv) measures that could be taken to
prevent or alleviate a shortage of the
drug; and

(c) the manufacturer or licensee will
not provide the information without a
legal obligation to do so.

(2) The manufacturer or licensee shall
provide the requested information
electronically in a format specified by
or acceptable to the Minister within the
time limit specified by the Minister.
C.01.014.13

No person who holds an establishment
licence shall distribute a drug for
consumption or use outside Canada
unless the licensee has reasonable
grounds to believe that the distribution
will not cause or exacerbate a
shortage of the drug.

C.01.014.14

(1) If a person who holds an
establishment licence distributes a
drug for consumption or use outside
Canada, the licensee shall immediately
create a detailed record of the

information that they relied on to
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determine that the distribution of the
drug 1s not prohibited by section
C.01.014.13.

(2) The licensee shall retain the record
for at least one year after the latest
expiration date of the drug that they
distributed.

Tablet Disintegration Times

C.01.015

(1) Subject to subsection (2), no
person shall sell for human use a drug
in the form of a tablet that is intended
to be swallowed whole unless, when
tested by the official method DO-25,
Determination of the Disintegration
Time of Tablets, dated July 5, 1989,
(a) in the case of an uncoated tablet,
the tablet disintegrates in not more
than 45 minutes;

(b) in the case of a plain coated tablet,
the tablet disintegrates in not more
than 60 minutes; and

(¢) in the case where the label of the
drug indicates that the tablet carries an
enteric coating or a coating designed
to serve a purpose similar to that of an
enteric coating, the tablet does not
disintegrate when exposed for 60
minutes to simulated gastric fluid, but
when it is subsequently exposed for a
continuous period to simulated
intestinal fluid, the tablet disintegrates
in not more than 60 minutes.

(2) Subsection (1) does not apply in

respect of a drug in the form of a
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tablet where

(a) a notice of compliance in respect of
the drug in the form of a tablet has
been issued under section C.08.004 or
C.08.004.01;

(b) [Repealed, SOR/98-423, s. 7]

(c) a dissolution or disintegration test
for the drug in the form of a tablet is
prescribed in Division 6 of this Part;
(d) the drug is labelled as complying
with a standard contained in a
publication referred to in Schedule B to
the Act;

(e) the drug has been demonstrated by
an acceptable method to be available
to the body; or

(f) representations regarding the drug
are made on its label, or in any
advertisement, with respect to the site,
rate or extent of release to the body of
a medicinal ingredient of that drug, or
the availability to the body of a

medicinal ingredient of that drug.

Prohibition

C.01.016

No manufacturer shall sell a drug
unless the manufacturer complies with

the conditions set out in sections
C.01.017 to C.01.019.

Serious Adverse Drug Reaction
Reporting — Manufacturers

C.01.017

The manufacturer shall submit to the
Minister a report of all information

relating to the following serious
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adverse drug reactions within 15 days
after receiving or becoming aware of
the information, whichever occurs
first:

(a) any serious adverse drug reaction
that has occurred in Canada with
respect to the drug; and

(b) any serious unexpected adverse
drug reaction that has occurred outside

Canada with respect to the drug.

Annual Summary Report and Case
Reports

C.01.018

(1) The manufacturer shall prepare an
annual summary report of all
information relating to adverse drug
reactions and serious adverse drug
reactions to the drug that it received
or became aware of during the
previous 12 months.

(2) The annual summary report shall
contain a concise, critical analysis of
the adverse drug reactions and serious
adverse drug reactions to the drug.
(3) In preparing the annual summary
report, the manufacturer shall
determine, on the basis of the analysis
referred to in subsection (2), whether
there has been a significant change in
what is known about the risks and
benefits of the drug during the period
covered by the report and shall include
its conclusions in this regard in the
summary report.

(4) If, in preparing the annual summary
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report, the manufacturer concludes
that there has been a significant
change, it shall notify the Minister
without delay, in writing, unless this
has already been done.

(5) The Minister may, for the purposes
of assessing the safety and
effectiveness of the drug, request in
writing that the manufacturer submit to
the Minister one or both of the
following:

(a) the annual summary reports;

(b) the case reports relating to the
adverse drug reactions and serious
adverse drug reactions to the drug that
are known to the manufacturer.

(6) The Minister shall, after giving the
manufacturer an opportunity to be
heard, specify a period for the
submission of the annual summary
reports or case reports, or both, that is
reasonable in the circumstances, and
the manufacturer shall submit the
reports within that period.

C.01.018.1

Section C.01.018 does not apply in

respect of a veterinary health product.

Issue—-Related Summary Report
C.01.019

(1) The Minister may, for the purposes
of assessing the safety and
effectiveness of the drug, request in
writing that the manufacturer submit to
the Minister an issue—related summary

report.
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(2) The report shall contain a concise,
critical analysis of the adverse drug
reactions and serious adverse drug
reactions to the drug, as well as case
reports of all or specified adverse drug
reactions and serious adverse drug
reactions to the drug that are known to
the manufacturer in respect of the
issue that the Minister directs the
manufacturer to analyze in the report.
(3) The Minister shall, after giving the
manufacturer an opportunity to be
heard, specify a period for the
submission of the report that is
reasonable in the circumstances. The
Minister may only specify a period that
is less than 30 days if the Minister
needs the information in the report to
determine whether the drug poses a
serious and imminent risk to human
health.

(4) The manufacturer shall submit the
report within the specified period.
C.01.019.1

Section C.01.019 does not apply in

respect of a veterinary health product.

Maintenance of Records

C.01.020

(1) The manufacturer shall maintain
records of the reports and case
reports referred to in sections
C.01.017 to C.01.019.

(2) The manufacturer shall retain the
records for 25 years after the day on

which they were created.
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Provision of Information Under Section
21.8 of Act

C.01.020.1

(1) For the purposes of section 21.8 of
the Act, hospitals are the prescribed
health care institutions that shall
provide information that is in their
control to the Minister about a serious
adverse drug reaction.

(2) The following prescribed
information about a serious adverse
drug reaction that is in a hospital's
control shall be provided to the
Minister in writing within 30 days after
the day on which the serious adverse
drug reaction is first documented
within the hospital:

(a) the name of the hospital and the
contact information of a representative
of that hospital;

(b) the drug's brand name, proper
name or common name,

(¢c) in the case of a drug imported
under subsection C.10.001(2) or
section C.10.006, the identifying code
or number of the drug, if any, assigned
in the country in which the drug was
authorized for sale;

(c.D) in the case of a drug whose sale
has been authorized under subsection
C.11.003(1), its identifying name, code,
number or mark;

(d) the drug identification number
assigned for the drug, if applicable;

(e) the patient's age and sex;
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(f) a description of the serious adverse
drug reaction;

(g) the date on which the serious
adverse drug reaction was first
documented;

(h) the date on which the patient first
used the drug and, if applicable, the
date on which the patient stopped
using the drug;

(i) the date on which the serious
adverse drug reaction first occurred
and, if applicable, the date on which
the patient's health was restored to its
state prior to the reaction;

(j) any medical condition of the patient
that directly relates to the serious
adverse drug reaction;

(k) any concomitant therapeutic
products used by the patient; and

(D) the effect of the serious adverse
drug reaction on the patient's health.
(3) A hospital is exempt from section
21.8 of the Act in respect of the
reporting of information referred to in
subsection (2) if

(a) the hospital does not have in its
control all of the information referred
to in paragraphs (2)(b), (¢), (e) and (f)
in respect of the serious adverse drug
reaction; or

(b) the serious adverse drug reaction
relates only to any of the following
drugs:

(i) a vaccine that was administered
under a routine immunization program

of a province,
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(ii) a drug that is authorized for sale
under Division 5 of this Part, or

(iii) a drug that was sold under
subsection C.08.011(1).

(4) In this section, hospital means a
facility

(a) that is licensed, approved or
designated as a hospital by a province
in accordance with the laws of the
province to provide care or treatment
to persons suffering from any form of
disease or illness; or

(b) that is operated by the Government
of Canada and that provides health

services to in—patients.

Limits of Drug Dosage

C.01.021

Except as provided in these
Regulations, no person shall sell a drug
for human use listed in the following
table unless both the inner and the
outer labels other than the inner label
of a single dose container carry a
statement of

(a) the quantitative content of the drug,
(b) the recommended single and daily
adult dose designated as such, except
for

(i) preparations solely for external use,
or

(ii) preparations solely for children's
use; and

(c) adequate directions for use when
the drug is recommended for children
which shall be either
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(1) the statement "CHILDREN: As
directed by the physician", or

(ii) a suitable reduced maximum single
and daily dose which shall not exceed

the following:

Proportion of

Age in years adult dose
10 - 14 one—half
5-9 one—fourth
2-4 one-sixth

under 2 years as directed by

physician
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TABLE X
Table of Limits of Drug Dosage for Adults Aol oFE EHE=F At sk %
External Use Internal Use 9] & BIE
Maximum Dosage Unless Ao &5 22 "AEA
Maximum otherwise stated, doses are e 3, 8 d9=
Limit in milligrams A 3= EE e AN
Item Per cent Single Daily SR % 13] 14
Acetaminophen — 650 40¢g o} A Eoln| = — 650 40¢g
Acetanilide and derivatives (except — 65 195 ol Eloldelol= 2 FE A (N- — 65 195
N-Acetyl-p—amino phenol) olM e —p-olu| -H|E A9])
Acetylsalicylic Acid — 650 40¢g obA & aba] A Ak — 650 40¢g
Aconitine, its preparations and 0.2 0.1 0.1 olzmy¥l, 1 AA 2 FEA 0.2 0.1 0.1
derivatives
Adonis vernalis — 65 195 o=~ BldE X~ — 65 195
Amylocaine, its salts and derivatives | 0.0 0.0 0.0 otz}g o2 yuf i PAE = 0.0 0.0 0.0
when sold or recommended for ofZIkel 1 9 @ A
opthalmic use
Amylocaine Hydrochloride, except when | 1.0 0.0 0.0 Ak ol &2l o Stzg o R wa | 1.0 0.0 0.0
sold or recommended for ophthalmic use TE fPAEE A A9
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Antimony, compounds of — 3.3 13 oFEl = 2 1 3}HE — 3.3 13
Atropine, Methylatropine, and their 1.0 0.13 0.44 olER¥ wWHolERZH W 1 o 1.0 0.13 0.44
salts

Belladonna and its preparations, on 0.375 0.13 0.44 WglEy 9o dlglE=u kR o= 0.375 0.13 0.44
the basis of belladonna alkaloids 7] 23k AlA|

Benzene (Benzol) — — — HlAI N E) — — —
Benzocaine 8.0 195 585 Wl Z 7)<l 8.0 195 585
Beta—-Naphthol — 195 585 HE-UZE — 195 585
Butacaine, its salts and derivatives 0.0 0.0 0.0 ottt g oz Fnf = HALE= 0.0 0.0 0.0
when sold or recommended for Hepgkel, 71 o 9 FEA

ophthalmic use

Butacaine Sulphate, except when sold or | 1.0 0.0 0.0 gk BElFlQl. o, otytg oz 1.0 0.0 0.0
recommended for opthalmic use TE AFAEE AE Ay

Cadexomer lodine 0.0 0.0 0.0 FhdlAn Q0= 0.0 0.0 0.0
Cantharides, cantharidin, and their 0.03 0.0 0.0 Zrelgtol =, Zrebeld 2 gheElEl W 0.03 0.0 0.0
preparations, on the basis of cantharidin, 71 A AL & S8 A9

except blisters

Cantharides, blisters only 0.2 0.0 0.0 Zrelglol=. BF A& 0.2 0.0 0.0
Cedar Oil 25.0 0.0 0.0 Ay o 25.0 0.0 0.0

63

AUT_A EolobE 4




A QD AIAIAZ 2 ME

Chlorbutol (not more often than — 325 975 SZEREUAZ o) 1H4) — 325 975
every 4 hours)

Choline Salicylate — 870 5.22 g = Al — 870 5.22 g
Cinchocaine Hydrochloride, except 1.0 0.0 0.0 A= Ak, &, FoF A9 1.0 0.0 0.0
suppositories

Cinchocaine Hydrochloride, — 11 11 A FZIIAAA, FHoF A& — 11 11
suppositories only

Colchicine and its salts — 0.55 1.65 3y 1 ¢ — 0.55 1.65
Colchicum and its preparations, on — 0.27 0.81 37 716 FI11 2 2 AlA — 0.27 0.81
the basis of colchicine

Croton Oil 10.0 0.0 0.0 JRE oY 10.0 0.0 0.0
Cyproheptadine and its salts — when — 0.0 0.0 AlolZg ey 2 1 A AF — 0.0 0.0
sold or recommended for the promotion T7He 387 & dv = e

of weight gain AAEE A5

Ephedrine and its salts — 11 32.5 =gy 1 4 — 11 32.5
Ephedrine and its salts, sprays 1.0 — — F =} 1 F(=3xZg o)) 1.0 — —
Epinephrine and its salts, sprays 1.0 — — oI =Hy} 1 Id(AZHo)) 1.0 — —
Gelseminine (Gelsemine) and its salts — 0.55 1.65 AMWI 7 A (4AZE o] el — 0.55 1.65

(not to be repeated within 4 hours)

a2 2
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Gelsemium and its preparations, on the — 16.2 48.6 Aok 71ur AAME 2 1 AR — 16.2 48.6
basis of the crude drug
Hydrocyanic (Prussic) Acid as 2 per | — 0.062 ml 0.31 ml AlQk3} =AAHE YA 2 A E — 0.062 ml 0.31 ml
cent solution &9
Hydroquinone 2.0 — — o] =& 7= 2.0 — —
Hyoscine (Scopolamine) and its salts | 0.5 0.325 0.975 o AAN(AFTEZEY) @ O o 0.5 0.325 0.975
Hyoscine aminoxide hydrobromide 0.5 0.325 0.975 &lo] 241 ofn|isAle] = Slo|=2 H Znlo]= 0.5 0.325 0.975
Hyoscyamine and its salts — 0.325 0.975 sl o Aol © 1 — 0.325 0.975
Hyoscyamus and its preparations, on | — 0.073 0.22 S| QAo -~ AL Rolx 7]HE — 0.073 0.22
the basis of hyoscyamus alkaloids 3l QAo 2~9) 1 A A
Lobelia and its preparations, on the — 130 390 Aok 71wk Zullglolel 1 A A — 130 390
basis of the crude drug
Lobeline and its salts — 2.0 6.0 2oy 9 a9 — 2.0 6.0
Magnesium Salicylate — 650 40¢g I R R e A AR | — 650 40¢g
Methyl Salicylate 30 — — Akg] A sk el 30 — —
Methylene Blue — 130 390 w e A5 — 130 390
Phenacetin — 650 1.95¢ HLAE — 650 1.95¢g
Phenazone and compounds thereof — 325 975 HuE 2 1 3gHE — 325 975

NUTk_2 5ol o A
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Phenol 2.0 32.5 260 = 2.0 32.5 260
Phenylpropanolamine when sold or — 0.0 0.0 28 AA A2 Fof B HAEE — 0.0 0.0
recommended as an appetite A5 AdzEEoln

depressent

Phosphorus — 0.0 0.0 2l — 0.0 0.0
Podophyllin 0.0 0.0 0.0 Xead 0.0 0.0 0.0
Potassium Chlorate — 325 975 A dE — 325 975
Potassium Chlorate, gargle 2.5 — — A3 (FA ) 2.5 — —
Procaine and its salts — — — 27l % 1 ¢ — — —
Proxymetacaine, its salts and derivatives | 0.0 0.0 0.0 ottt g oz Fnf = HALE= 0.0 0.0 0.0
when sold or recommended for ZEAMEFIRI, 2 B FEA

ophthalmic use

Salicylamide — 975 2925 ¢ Abg] Al olnlo] = — 975 2925 ¢
Santonin — 65 130 AE — 65 130
Selenium and its compounds 2.5 0.0 0.0 Ades 2 1 3gE 2.5 0.0 0.0
Sodium Chlorate — 325 975 I EF — 325 975
Sodium Fluoride — 0.1 0.1 EUERF — 0.1 0.1
Sodium Salicylate — 650 40¢g A AN EF — 650 40¢g

66

AUT_A EolobE 4



A QD AIAIAZ 2 ME

Squill and its preparations, on the — 32.5 97.5 Ak 718t dlE L 1 A A — 32.5 97.5
basis of crude drug

Stramonium and its preparations, on — 0.16 0.65 2EfEE 4420l 7]nk — 0.16 0.65
the basis of stramonium alkaloids 2Egf 2y 2 7 AA

Strychnine and its salts — 0.0 0.0 2Egolady} 1 o — 0.0 0.0
Tannic Acid — 150 1 000 ehd Al — 150 1 000
Tetracaine, its salts and derivatives 0.0 0.0 0.0 otylg o7 Fn = PAE = 0.0 0.0 0.0
when sold or recommended for HEZ7I, 1 o G5

ophthalmic use

Thiocyanates 0.0 0.0 0.0 E] @ A]ekkYd 0.0 0.0 0.0
Urethane 0.0 0.0 0.0 <&k 0.0 0.0 0.0
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Where drugs having similar
physiological actions occur in
combination, the dosage of each shall
be proportionately reduced.

Accurate dosagesmay be expressed in
either metric units or imperial units. If
the dosage is expressed in both
systems, then an approximation may
be used for one expression, but such
approximation must precede or follow
the accurate statement by which the
product will be judged and must be in
brackets.

C.01.022

Notwithstanding paragraph
C.01.021(b), the recommended single
and daily dosage of a drug

(a) intended to be burned and the
smoke inhaled may be increased to 10
times the oral dose, and

(b) intended for use as suppositories
may be increased to 33 1/3 per cent in
excess of the oral dose.

C.01.024

(1) Sections C.01.021 and C.01.022 do
not apply to

(a) a drug sold to a drug manufacturer;
or

(b) a drug sold on prescription.

(2) Paragraph C.01.021(c) does not
apply to

(a) acetaminophen;

(b) acetylsalicylic acid;

(¢c) magnesium salicylate;

(d) sodium salicylate; or

68
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(e) choline salicylate. 5. F9 A

(3) Where a drug mentioned in any of @ A2FA2EHF-E A4z AFH 2
paragraphs (2)(a) to (d) is okFol oJdolgow A= 4% o
recommended for children, no person S 7t 3 F o= et o] AAH}
shall sell the drug for human use © w7F Ul e o5 el 1
unless both the inner and the outer 7152 oyt o, FEA e <l
labels carry a statement that it is AL oJekES HrfstodA = ol Hr
recommended

(a) that the drug be used as directed 1. 9] 2FEo] 9ALe] X[ Alo uwle} AL-g-H
by a physician; or oo 3}

(b) that the maximum doses of the drug | 2. 9259 Hd €52 o3 o 714
not exceed the amounts set out in the H & 2dskA gom w 4x7F o] 4
following table and that single doses o] I¥AE Fi 13] Fofstofof 3t

not be administered more frequently

than every four hours.

Mt A EolobE 4
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TABLE st
Maximum Dose Hof 58
Column Column Column Column Column Column 2| e < v ve VIid vig
Column [ 1I I v \Y VI VII
© 2 o o e © o o =
g o L@ ~ e =
5 = 5 = B = 5 £ = = o o o ~ o b [
® D ® @™ 0 ® P 9 ) - 2 =2 =2 ™ L. i
e B c B e B e B K. B = " " 2 o o R =
ER- - 5 5 5 B g g m 2 e . = ,
T € T E T € T € c c o £ = m = Jz J Jiz
= 3 £ B > 3 £ B 3 3 B " " o % oo oo
2| g2|Ez| z2|g |¢g iz | 2 lfz | 2§ |§
5 & B | 8 & E @ = oo of oo @ 2 2
3 3 3 3 3 @ % o " & % = N = ®,
= = A - : g 2 2 <
[e] %) %) o %) o %) 9] = 1= ] e
ko] o o kel o (%} @D — o o 1=
= = o —
3 O o) Z O = g =] u I & H
5 4 I 8| & e o ® H =
® ® = o - == o
o S o jaV) at) =
Item Age i Eie o]
1 11 to — 6 3 1.5 480 2 400 1 11-12A — 6 3 1.5 480 2 400
under 12
years
2 9 to under — 5 2.5 1.25 400 2 000 2 9-11A4 — 5 2.5 1.25 400 2 000
11 years
3 6 to under — 4 2 1 320 1 600 3 6-94 — 4 2 1 320 1 600
9 years
4 4 to under — 3 1.5 — 240 1 200 4 4-6A — 3 1.5 — 240 1 200
6 years
5 2 to under — 2 1 — 160 800 5 2-4A4 — 2 1 — 160 800
4 years
A 2 E o) ok
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HAMA @ AIAIEAIE 2 AE StRHAXE 2]
1 to under 1.5 or as 120 600 1-24 1.5 =& 120 600
2 years directed 9 A}E]
by a A ALl
physician k=1
4 months 1 oras 80 400 47145 -1 1 == 80 400
to under 1 directed A EIPN)]
year by a A Al
physician uhE
0 to under 0.5 or as 40 200 0-47/M1€% 0.5 %+ 40 200
4 months directed 9 ALE]
by a A Aol
physician =
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(4) Where choline salicylate is @ =9 Al Aato] ofHolo Al A x|
recommended for children, no person = A9 g8 2 5 F ou e 7
shall sell the drug for human use o] AHE Y= E7F U ghaly o
unless both the inner and the outer ghlo] %7])% A ofYsl= o), T
labels carry a statement that it is A S QIAE o okES st =
recommended oly =t}
(a) that the drug be used as directed 1. 9] oFsEo] 9oALe] X[ Alo ule} ALE-H
by physician; or ofof &t
(b) that the maximum doses of the drug | 2. ¢J2F%9] FHo &3 t}S Fo 7|4
not exceed the amounts set out in the H S 23skA o ) 4% o]
following table and that single doses o] 7+AS a1 18] Fofsfoiof &
not be administered more frequently
than every four hours.
TABLE i
MAXIMUM DOSE Ho 54
Adult Aol g
Dosage Single Maximum = 9

Age Units (435  Dose Daily Dose (435€E1 13 & 1€ Ao &

(Years) mg) (mg) (mg) A= =) ZF(mg)  &F(mg)

11 to 13 660 3 300 11-1241 13 660 3 300

under 12

9to under 14 550 2 750 9-1141 13 550 2 750

11

6 to under 1 440 2 200 6-94 1 440 2 200

9

4 to under 3 330 1 650 4-6A) 3 330 1 650

6

2to under 4 220 1100 2- 44 5 220 1100

4

Under 2 As directed by physician 24 w9k oJALe] X AJol| mtof &
C.01.025 AC.01.025%

Both the inner and the outer labels of a
drug that carry a recommended single
or daily dosage or a statement of

concentration in excess of the limits
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provided by section C.01.021 shall
carry a caution that the product is to
be used only on the advice of a
physician.

C.01.026

The provisions of section C.01.025 do
not apply to

(a) a drug sold on prescription, or

(b) the inner label of a single-dose
container.

C.01.027

(1) Where a person advertises to the
general public a drug for human use,
the person shall not make any
representation other than with respect
to the brand name, proper name,
common name, price and quantity of
the drug if it

(a) contains a drug set out in the table
to section C.01.021; and

(b) carries on its label

(i) a statement of the recommended
single or daily adult dosage that results
in a single or daily adult dosage of the
drug referred to in paragraph (a) in
excess of the maximum dosage set out
in the table to section C.01.021 for that
drug, or

(ii) a statement that shows a
concentration of the drug referred to in
paragraph (a) in excess of the
maximum limit set out in the table to
section C.01.021 for that drug.

(2) Subsection (1) does not apply to

products containing
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(a) acetaminophen;

(b) acetylsalicylic acid;

(c) choline salicylate;

(d) magnesium salicylate; or

(e) sodium salicylate.

(3) [Repealed, SOR/94-409, s. 1]
(4) Where a person advertises to the
general public a drug for human use
that contains acetylsalicylic acid, the
person shall not make any
representation with respect to its
administration to or use by children or

teenagers.

Cautionary Statements and Child
Resistant Packages

C.01.028

(1) Subject to subsection (2), the inner

and outer labels of a drug that contains

(a) acetylsalicylic acid or any of its
salts or derivatives, salicylic acid or a
salt thereof, or salicylamide, where the
drug is recommended for children,
shall carry a cautionary statement to
the effect that the drug should not be
administered to a child under two
years of age except on the advice of a
physician;

(b) boric acid or sodium borate as a
medicinal ingredient shall carry a
cautionary statement to the effect that
the drug should not be administered to
a child under three years of age;

(c) hyoscine (scopolamine) or a salt

thereof shall carry a cautionary

74
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statement to the effect that the drug
should not be used by persons
suffering from glaucoma or where it
causes blurring of the vision or
pressure pain within the eye;

(d) phenacetin, either singly or in
combination with other drugs, shall
carry the following cautionary
statement:

"CAUTION: May be injurious if taken
in large doses or for a long time. Do
not exceed the recommended dose
without consulting a physician."; or
(e) acetylsalicylic acid for internal use
shall carry a cautionary statement to
the effect that the drug should not be
administered to or used by children or
teenagers who have chicken pox or
manifest flu symptoms before a
physician or pharmacist is consulted
about Reye's syndrome, which
statement shall also refer to the fact
that Reye's syndrome is a rare and
serious illness.

(2) Subsection (1) does not apply to a
drug that is

(a) intended for parenteral use only;
(b) dispensed pursuant to a
prescription; or

(c) a prescription drug or a drug that is
required to be sold under a
prescription by Part G, the
Benzodiazepines and Other Targeted
Substances Regulations or the Narcotic
Control Regulations.

C.01.029
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Q) =i @A KLIS #2uzms
(1) Subject to subsections D AIC.01.031.2&A113 2 A23o A
C.01.031.2(1) and (2), the inner and Aole= vkE AQeta, v 72 59 o
outer labels of a drug L shyef sidste ol okEe] UF =2kl
(a) that contains I o o= g oJoFE S ofHo]
(i) salicylic acid, a salt thereof or o] o] @] oki= 3o Rystojof 3t
salicylamide, U= HA e FoTTE HAGAoF S
(i) acetylsalicylic acid, or any of its =
salts or derivatives, L. o 2 5 T o= shvtE X8t
(ii1) acetaminophen, or 35
(iv) more than five per cent alkyl 7h AelAdsl 1| e Aot
salicylates, =
(a.1) that contains nicotine or any of its | Y. opxEAag] A = 1 oy F
salts and is a vaping product as defined | A
in section 2 of the Tobacco and Vaping | U. oA Eoju] =4
Products Act but that is not referred to | 2. 5FHAE o]ie] &7 A2y ol E
in paragraph 2(b) or (¢c) or section 3of | 1.1. YxZ¥ T 71 IS fata
the Regulations Excluding Certain HH 9o Az AEHy A2z HY
Vaping Products Regulated Under the F AR ] Aol A vk, TSR] ekE
Food and Drugs Act from the Oﬂ mel A E 54 dAxge] AlES
Application of the Tobacco and Vaping | ©H 2 Ax}esl] A0 Ao |
Products Act, or el A, 9 A2xA2% = A3%
(b) that is in a package that contains e A3Fo s|FstA ofydd A9
(i) more than the equivalent of 250 mg 2. U= 4 5 T oA sUE FdReke
of elemental iron, or o] &7 A
(i) more than the equivalent of 120 mg | 7}. A& 250213y o4t
of fluoride ion, unless the drug is U B4 o] 120213 o]kt &
intended solely for use in dentists' g oJofFo]l A3 oA A& A=
offices, A ]
shall carry a cautionary statement to
the effect that the drug should be kept
out of the reach of children.

(2) Subject to subsections @ AC.01.031.2xA18 2 A28 A
C.01.031.2(1) and (2), the inner label Aot vE AQsla, el v 7z
and outer label of a drug that is in a 3 5 o= st rE A 23
package shall carry a cautionary w71 o) ekEe] Y gz o F gl
statement, to the effect that there is = g 24l ofHoeloA HaivF 2
et 2 E ol oFE
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enough drug in the package to
seriously harm a child, if the package
contains

(a) more than 1.5 g of salicylic acid or
the equivalent quantity of any of its
salts or salicylamide,

(b) more than 2 g of acetylsalicylic
acid or the equivalent quantity of any
of its salts or derivatives,

(¢c) more than 3.2 g of acetaminophen,
(d) more than the equivalent of 250 mg
of elemental iron,

(e) more than the equivalent of 120 mg
of fluoride ion, unless the drug is
intended solely for use in dentists'
offices, or

(f) in the case where the drug is a
vaping product as defined in section 2
of the Tobacco and Vaping Products
Act but is not referred to in paragraph
2(b) or (¢) or section 3 of the
Regulations Excluding Certain Vaping
Products Regulated Under the Food
and Drugs Act from the Application of
the Tobacco and Vaping Products Act,
0.1 mg/ml or more of nicotine or the
equivalent quantity of any of its salts.
(3) The cautionary statements required
under subsections (1) and (2) shall be
preceded by a prominently displayed
symbol that is octagonal in shape,
conspicuous in colour and on a
background of a contrasting colour.
C.01.030

[Repealed, SOR/2003-196, s. 104]
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C.01.031
(1) Subject to section C.01.031.2,

(a) no person shall sell a drug
described in subsection C.01.029(1)
unless

(1) where the drug is recommended
solely for children, it is packaged in a
child resistant package,

(ii) where the drug is not
recommended solely for children, other
than a drug referred to in
subparagraph (iii), at least one of the
sizes of packages available for sale is
packaged in a child resistant package,
and

(iii) where the drug is a vaping product
referred to in paragraph
C.01.029(1)(a.1), it is packaged in a
child resistant package; and

(b) where a drug described in
subsection C.01.029(1) is packaged in
a package that is not a child resistant
package, the outer label shall carry a
statement that the drug is available in
a child resistant package.

(2) Subsection C.01.031.2(2) and
paragraph C.01.031.2(3)(a) do not
apply to a drug referred to in
paragraph C.01.029(1)(a.1).
C.01.031.1

[Repealed, SOR/87-484, s. 3]
C.01.031.2

(1) Sections C.01.029 to C.01.031 do
not apply to a drug that is
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(a) a prescription drug or a drug that is
required to be sold under a
prescription by Part G, the
Benzodiazepines and Other Targeted
Substances Regulations or the Narcotic
Control Regulations;

(b) intended for parenteral use only;
(¢c) in effervescent or powder form;

(d) in suppository form;

(e) intended for topical use, unless it is
a liquid preparation containing more
than five per cent alkyl salicylates;

(f) packaged in a non-reclosable
package containing not more than two
adult standard dosage units per
package; or

(g) in toothpaste form.

(2) Sections C.01.029 to C.01.031 do
not apply to a drug that is repackaged
by a pharmacist or practitioner at the
time of sale.

(3) Section C.01.031 does not apply to
a drug that is

(a) sold only in containers that have
roll-on or spray applicators or
permanently installed wick applicators;
(b) sold for exclusive use in animals
other than household pets; or

(c) intended solely for use in dentists'
offices, or packaged for hospital use
only.

C.01.032

No person shall sell a corticosteroid

drug for ophthalmic use unless
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(a) the outer label or the package
insert carries, as part of the directions
for use, the following statements:
"Contraindications

Viral diseases of the cornea and
conjunctiva;

Tuberculosis of the eye;

Fungal diseases of the eye;

Acute purulent untreated infections of
the eye, which, like other diseases
caused by micro—organisms, may be
masked or enhanced by the presence
of the steroid.

Side Effects

Extended ophthalmic use of
corticosteroid drugs may cause
increased intraocular pressure in
certain individuals and in those
diseases causing thinning of the
cornea, perforation has been known to
occur."; and

(b) the inner label carries the
statements required by paragraph (a)
or instructions to see the outer label or
package insert for information about
contraindications and side effects.
C.01.033

Section C.01.032 does not apply to a
corticosteroid drug that is sold by a
pharmacist under a prescription.
C.01.034

No person shall disseminate to a
practitioner promotional literature
about corticosteroid drugs for
ophthalmic use unless the statements

required by paragraph C.01.032(a) are
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included in that literature.

C.01.035

Sections C.01.032 and C.01.034 do not
apply to a drug sold solely for

veterinary use.

Miscellaneous
C.01.036
(1) No manufacturer or importer shall

sell

(a) a drug that contains phenacetin in
combination with any salt or derivative
of salicylic acid;

(b) a drug for human use that contains

(i) oxyphenisatin,

(ii) oxyphenisatin acetate, or

(iii) phenisatin; or

(¢) a drug for human use that contains
mercury or a salt or derivative thereof,

unless the drug is

(i) a drug described in Schedule C or D
to the Act, or

(i) one of the following drugs, namely,
(A) an ophthalmic drug or other drug to
be used in the area of the eye,

(B) a drug for nasal administration,

(C) a drug for otic administration, or
(D) a drug for parenteral administration
that is packaged in a multi—dose
container,

in which the mercury or the salt or
derivative thereof is present as a

preservative and the manufacturer or
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importer has submitted evidence to the
Minister demonstrating that the only
satisfactory way to maintain the
sterility or stability of the drug is to
use that preservative.

(2) For the purpose of clause
(D(e)(i)(A), area of the eye means the
area bounded by the supraorbital and
infraorbital ridges and includes the
eyebrows, the skin underlying the
eyebrows, the eyelids, the eyelashes,
the conjunctival sac of the eye, the
eyeball and the soft tissue that lies
below the eye and within the
infraorbital ridge.

C.01.036.1

No person shall sell, or advertise for
sale, nitrous oxide to the general
public.

C.01.037

(1) No person shall sell to the general
public a drug that is recommended
solely for children if the package in

which the drug is sold contains

(a) more than 1.92 g of salicylamide or
salicylic acid or the equivalent quantity
of a salt of salicylic acid;

(b) more than 1.92 g of acetylsalicylic
acid or the equivalent quantity of a salt
or derivative thereof;

(c) more than 3.2 g of acetaminophen
in 160 mg dosage units; or

(d) more than 1.92 g of acetaminophen
in 80 mg dosage units.

(2) Subsection (1) does not apply to a
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drug dispensed pursuant to a
prescription.

C.01.038

A drug for human use is adulterated if
it contains

(a) Strychnine or any of its salts;

(b) extracts or tinctures of

(i) Strychnos nux vomica,

(ii) Strychnos Ignatii, or

(iii) a Strychnos species containing
strychnine, other than those species
mentioned in subparagraphs (i) and (ii);
(c) Methapyrilene or any of its salts;
(d) Echimidine or any of its salts; or
(e) any of the following plant species
or extracts or tinctures thereof:

(i) Symphytum asperum,

(ii) Symphytum x uplandicum, or

(ii1) any other plant species containing
echimidine.

C.01.039

In vitro diagnostic products that are or
contain drugs other than drugs listed in
Schedule E to the Act, and drugs listed
in Schedule D to the Act that are
labelled for veterinary use only, are
exempt from the application of this
Part.

C.01.040

No manufacturer or importer shall sell
a drug for human use that contains as

an ingredient

(a) chloroform; or

(b) arsenic or any of its salts or
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derivatives, other than arsenic
trioxide.

C.01.040.1

No manufacturer shall use methyl
salicylate as a medicinal ingredient in a

drug for internal use in humans.

Colouring Agents

C.01.040.2

(1) No manufacturer shall use a
colouring agent in a drug other than a
colouring agent listed in subsections
(3) and (4).

(2) No person shall import for sale a
drug that contains a colouring agent
other than a colouring agent listed in
subsections (3) and (4).

(2.1) The following definitions apply in
subsections (3) to (4.1):

C.L (indication of the number) means
the designation used to identify a
colouring agent in the Colour Index
published by The Society of Dyers and
Colourists, as amended from time to
time;

D & C (indication of the colour and the
number) means the designation used to
identify, in accordance with the Code
of Federal Regulations of the United
States, a colouring agent that can be
used in the United States in drugs and
cosmetics;

FD & C (indication of the colour and
the number) means the designation
used to identify, in accordance with the

Code of Federal Regulations of the
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United States, a colouring agent that
can be used in the United States in
food, drugs and cosmetics.
(3) The following colouring agents are @ e 4 39 A= e 2 9E
permitted in drugs for internal and o] okFofl o] ALg-o] & &HT
external use, namely,
(a) ACID FUCHSIN D (D & C Red No. 1. 4 ¥4 D (D & C g4 W3 33,

33; C.I. No. 17200),

ALIZARIN CYANINE GREEN F (D & C
Green No. 5; C.I. No. 61570),
ALLURA RED AC (FD & C Red No. 40;
C.I. No. 16035),

AMARANTH (Delisted FD & C Red No.
2, C.I. No. 16185),

ANTHOCYANIN DERIVED FROM
JUICE EXPRESSED FROM FRESH
EDIBLE FRUITS OR VEGETABLES,
B3-APO-8'-CAROTENAL (C.I. No.
40820),

BRILLIANT BLUE FCF SODIUM SALT
(FD & C Blue No. 1; C.I. No. 42090),
BRILLIANT BLUE FCF AMMONIUM
SALT (D & C Blue No. 4; C.I. No.
42090),

CANTHAXANTHIN (C.I. No. 40850),
CARAMEL,

CARBON BLACK (C.I. No. 77266),
CARMINE (C.I. No. 75470),
CARMOISINE (Delisted Ext. D & C Red
No. 10; C.I. No. 14720),
B-CAROTENE (C.I. No. 40800),
CHLOROPHYLL (C.I. No. 75810),
EOSIN YS ACID FORM (D & C Red No.
21; C.I. No. 45380:2),

EOSIN YS SODIUM SALT (D & C Red
No. 22; C.I. No. 45380),
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ERYTHROSINE (FD & C Red No. 3;
C.I. No. 45430),

FAST GREEN FCF (FD & C Green No.
3; C.I. No. 42053),

FLAMING RED (D & C Red No. 36; C.L

No. 12085),

HELINDONE PINK CN (D & C Red No.
30; C.I. No. 73360),

INDIGO (D & C Blue No. 6; C.I. No.
73000),

INDIGOTINE (FD & C Blue No. 2; C.I.
No. 73015),

IRON OXIDES (C.I. Nos. 77489, 77491,
77492, 77499),

LITHOL RUBIN B SODIUM SALT (D &
C Red No. 6; C.I. No. 15850),

LITHOL RUBIN B CALCIUM SALT (D
& C Red No. 7; C.I. No. 15850:1),
PHLOXINE B ACID FORM (D & C Red
No. 27; C.I. No. 45410:1),

PHLOXINE B SODIUM SALT (D & C
Red No. 28; C.I. No. 45410),
PONCEAU 4R (C.I. No. 16255),
PONCEAU SX (FD & C Red No. 4; C.I.
No. 14700),

QUINOLINE YELLOW WS (D & C
Yellow No. 10; C.I. No. 47005),
RIBOFLAVIN,

SUNSET YELLOW FCF (FD & C
Yellow No. 6; C.I. No. 15985),
TARTRAZINE (FD & C Yellow No. 5;
C.I. No. 19140),

TITANIUM DIOXIDE (C.I. No. 77891);
(b) preparations made by extending
any of the colouring agents listed in

paragraph (a) on a substratum of
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(i) alumina,

(i) blanc fixe,

(iii) gloss white,

(iv) clay,

(v) zinc oxide,

(vi) talc,

(vii) rosin,

(viii) aluminum benzoate,

(ix) calcium carbonate, or

(x) any combination of the substances
listed in subparagraphs (i) to (ix); and
(c) preparations made by extending
any sodium, potassium, aluminum,
barium, calcium, strontium or
zirconium salt of any of the colouring
agents listed in paragraph (a) on a
substratum of

(i) alumina,

(i) blanc fixe,

(ii1) gloss white,

(iv) clay,

(v) zinc oxide,

(vi) talc,

(vii) rosin,

(viii) aluminum benzoate,

(ix) calcium carbonate, or

(x) any combination of the substances
listed in subparagraphs (i) to (ix).

(4) The following colouring agents are
permitted in drugs for external use,
namely,

(a) ACID VIOLET 43 (Ext. D & C Violet
No. 2; C.I. No. 60730),

ALIZUROL PURPLE SS (D&C Violet
No. 2; C.I. No. 60725),

ANNATTO (C.I. No. 75120),
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BISMUTH OXYCHLORIDE (C.I. No. Hl A5 SAZFRgo|=(Cl HE
77163), 77163)
CHROMIUM HYDROXIDE GREEN AFso|EFAlol = (kR K A18
(PIGMENT GREEN 18 (C.I. No. (C.I. M3 77289))
77289)),
DEEP MAROON (D&C Red No. 34; CI. | ¥ #FE(D&C AM WM3: 34; Cl HZ
No. 15880:1), 15880:1)
DIBROMOFLUORESCEIN (SOLVENT OHIZRZFEHARJN(ENE H= 72

RED 72 (C.I. No. 45370:1); ORANGE
No. 5 (D & C Orange No. 5)),
FERRIC FERROCYANIDE (C.I. No.
77510),

GUANINE (C.I. No. 75170),
MANGANESE VIOLET (C.I. No.
77742),

MICA (C.I. No. 77019),

ORANGE II (D&C Orange No. 4; C.1.
No. 15510),

PYRANINE CONCENTRATED (D&C
Green No. 8; C.I. No. 59040),
QUINIZARIN GREEN SS (D&C Green
No. 6; C.I. No. 61565),

TONEY RED (D&C Red No. 17; C.I. No.
26100),

URANINE ACID FORM (D&C Yellow
No. 7; C.I. No. 45350:1),

URANINE SODIUM SALT (D&C Yellow
No. 8; C.I. No. 45350);

ZINC OXIDE (C.I. No. 77947);

(b) preparations made by extending
any of the colouring agents listed in
paragraph (a) on a substratum of

(i) alumina,

(i) blanc fixe,

(ii1) gloss white,

(iv) clay,

88
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(v) zinc oxide,

(vi) talc,

(vii) rosin,

(viil) aluminum benzoate,

(ix) calcium carbonate, or

(x) any combination of the substances
listed in subparagraphs (i) to (ix); and
(c) preparations made by extending
any sodium, potassium, aluminum,
barium, calcium, strontium or
zirconium salt of any of the colouring
agents listed in paragraph (a) on a
substratum of

(1) alumina,

(i) blanc fixe,

(ii1) gloss white,

(iv) clay,

(v) zinc oxide,

(vi) talc,

(vil) rosin,

(viii) aluminum benzoate,

(ix) calcium carbonate, or

(x) any combination of the substances
listed in subparagraphs (i) to (ix).
(4.1) Despite subsection (1), no
manufacturer shall use a preparation
made by extending any of the following
substances on a substratum of mica in
a drug unless the requirements in
subsection (4.3) are met:

(a) titanium dioxide (C.I. No. 77891);
(b) iron oxides (C.I. Nos. 77489,
77491, 77492, 77499); or

(c) a mixed oxide made from
substances referred to in both

paragraphs (a) and (b).
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(4.2) Despite subsection (2), no person
shall import for sale a drug that
contains a preparation made by
extending any of the substances
referred to in paragraphs (4.1)(a) to (c)
on a substratum of mica unless the
requirements in subsection (4.3) are
met.

(4.3) The requirements referred to in
subsections (4.1) and (4.2) are the
following:

(a) the drug shall be in a solid dosage
form intended for oral administration
or in a liquid dosage form intended for
oral administration or it shall be a drug
intended for external use;

(b) in the case where the drug is in a solid
dosage form intended for oral
administration, the drug shall not contain
more than 3% of the preparation;

(¢c) in the case where the preparation
was made using iron oxides, the
preparation shall not contain more than
55% iron oxides.

(5) Subsections (1), (2), (4.1) and (4.2)
do not apply in respect of a drug that
is represented as being solely for use
in the disinfection, for disease
prevention, of

(a) medical devices;

(b) health care facilities; or

(c) premises in which food is

manufactured, prepared or kept.

Prescription Drugs
C.01.040.3

90

(4.3) A4.137} A4.280) A9
e te 7 9 g,

27

1. 9E2 4 548 A4 APl A
U, 7 Fog A Aol Ay, T
9]-g o] okEolojof &

3. AbshH & o] g-sto] AATE whEelRl
5 Wl AlA= 4kst de 55 AlE
ot g it

© A1F, A27, A4.1F B A4.2%2
O 7 & F ol shel s, A
i HHoE AFEH = Ao EA
ool AEHA B

1. 987]7]

2. 831 A4

3. AFel Az, 4] T BHAHE AL
N

A oE
AC.01.040.3=

MUt A EolobE Tt

A



O SR A @ AMIAE A 2 e

In deciding whether to amend the
Prescription Drug List in respect of a
drug, including by adding the drug to it
or removing the drug from it, the
Minister shall consider whether any of
the following criteria apply with
respect to the drug:

(a) supervision by a practitioner is
necessary

(i) for the diagnosis, treatment,
mitigation or prevention of a disease,
disorder or abnormal physical state, or
its symptoms, in respect of which the
drug is recommended for use, or

(ii) to monitor a disease, disorder or
abnormal physical state, or its
symptoms, in respect of which the
drug is recommended for use, or to
monitor the use of the drug;

(b) the level of uncertainty respecting
the drug, its use or its effects justifies
supervision by a practitioner; or

(c) use of the drug can cause harm to
human or animal health or a risk to
public health and the harm or the risk
can be mitigated by a practitioner's
supervision.

C.01.040.4

The Minister shall consult the general
public on any proposal by the Minister
to remove a drug from the Prescription
Drug List.

C.01.040.5

Sections C.01.040.3 and C.01.040.4
apply, with any modifications that the

circumstances require, in respect of
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classes of drugs.
C.01.041
(1) No person shall sell a prescription

drug unless

(a) they are entitled under the laws of
a province to dispense a prescription
drug and they sell it in that province
under a verbal or written prescription
that they received; or

(b) they sell it under section C.01.043.
(2) In the case of a verbal prescription,
the person referred to in paragraph
(1)(a) or a pharmacy technician shall
create a written record of the
prescription that includes the following
information:

(a) the date on which the prescription
was received and, if applicable, the
number of the prescription;

(b) the name and address of the person
to whom the prescription was issued;
(c) the proper name, common name or
brand name of the drug and its
quantity;

(d) the person's name and the name of
the practitioner who issued the
prescription; and

(e) the directions for use provided with
the prescription, whether or not the
practitioner authorized it to be refilled
and, if refills are authorized, the
number of authorized refills.

(3) The person referred to in
paragraph (1)(a) shall retain the

written prescription referred to in
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subsection (1) or the record referred
to in subsection (2) for at least two
years after the day on which the
prescription is filled.

C.01.041.1

Subject to paragraph C.01.041.3(2)(b),
a pharmacist or pharmacy technician
may transfer to another pharmacist or
pharmacy technician a prescription for
a prescription drug.

C.01.041.2

(1) Before a pharmacist sells a drug
under a prescription that was
transferred under section C.01.041.1,
the pharmacist or a pharmacy
technician shall

(a) create a written record of the name
and address of the pharmacist or
pharmacy technician who transferred
the prescription and, if applicable, the
number of authorized refills remaining
and the date of the last refill; and

(b) obtain a copy of the written
prescription or of the written record
that was created under subsection
C.01.041(2), as the case may be, or, in
the case of a verbal transfer, create a
written record that includes the
information referred to in that
subsection.

(2) The pharmacist shall retain the
documents referred to in subsection
(1) for at least two years after the day
on which the prescription was filled.
C.01.041.3

(1) A pharmacist or a pharmacy
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technician who transfers a prescription
under section C.01.041.1 shall indicate
the date of transfer on the original of
the written prescription or of the
written record created under
subsection C.01.041(2) or in a record
kept under the name of the patient in
question, as the case may be.

(2) When the pharmacist or pharmacy
technician has transferred the
prescription,

(a) the pharmacist shall not make any
additional sales under the prescription;
and

(b) the pharmacist or pharmacy
technician shall not transfer the
prescription to another pharmacist or
pharmacy technician.

C.01.041.4

[Repealed, SOR/2013-122, s. 11]
C.01.042

A person referred to in paragraph
C.01.041(1)(a) shall not refill a
prescription for a prescription drug
unless authorized by the practitioner
and, in the case of such an
authorization, they shall not refill a
prescription more than the number of
times specified by the practitioner.
C.01.042.1

A person referred to in paragraph
C.01.041(1)(a) shall indicate on the
original of or on the copy of the
written prescription or the written
record created under subsection
C.01.041(2) or in a record kept under
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the name of the patient in question, as
the case may be,

(a) the date on which the prescription
was filled;

(b) the date of each refill, if applicable;
(c) the quantity of drug sold when the
prescription was filled and, if
applicable, for each refill; and

(d) the name of the person who sold
the drug.

C.01.043

(1) A person may sell a prescription
drug to

(a) a drug manufacturer;

(b) a practitioner;

(c) a wholesale druggist;

(d) a pharmacist; or

(e) the Government of Canada or the
government of a province, for the use
of a department or agency of that
government, on receipt of a written
order signed by the minister
responsible for the department or by
the person in charge of the agency, or
by their duly authorized
representative.

(2) If a person sells a prescription drug
under paragraph (1)(e), they shall
retain the written order for the drug
for a period of at least two years after
the day on which the drug is sold.
C.01.044

If a person advertises a prescription
drug to the general public, the person
shall not make any representation

other than with respect to the brand
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name, the proper name, the common
name and the price and quantity of the
drug.

C.01.045

No person, other than one of the
following, shall import a prescription
drug:

(a) a practitioner;

(b) a drug manufacturer;

(¢) a wholesale druggist;

(d) a pharmacist; or

(e) a resident of a foreign country
while a visitor in Canada.

C.01.046

[Repealed, SOR/2013-122, s. 11]
C.01.047

[Repealed, SOR/80-543, s. 4]

Distribution of Drugs as Samples
C.01.048

(1) If a practitioner or pharmacist has
signed an order specifying the proper
name or common name, the brand name
and the quantity of a drug, other than the
following, the person who receives the
order may distribute or cause to be
distributed the drug, in dosage form, as a
sample to that practitioner or pharmacist
if the drug meets the requirements of
these Regulations:

(a) a narcotic as defined in the
Narcotic Control Regulations;

(b) a controlled drug as defined in
section G.01.001; or

(c) [Repealed, SOR/2020-74, s. 3]

(d) a prescription drug as defined in
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subsection 1(2) of the Cannabis A o oF
Regulations.
(1.1) A person may distribute or cause (1.D. F7<A g 9 HE wet

o o

to be distributed a prescription drug as | &S AW e AT 5 = 9
a sample under subsection (1) only to a | A} T CFALoAlE A18te] whE AWM=
practitioner or pharmacist who is & A FE S FEIAY FEHE
entitled, under the laws of the province | & & 4 U}

in which they are practising, to
prescribe or dispense that drug, as the

case may be.

(2) An order referred to in subsection @ A1 AuE T4 6/ES =

(1) may provide that the order be shA] ol Ysh= 71 H9F A A 714

repeated at specified intervals during o7 HHEF L= 3 4 it}

any period not exceeding six months.

(3) Despite subsection (1), a person @ A1l EF3tar a|F o eFF o

may distribute or cause to be W o]okEo] ol EE Do 1€

distributed a drug, in dosage form, as a | HWAlE &eFFeo] FFol ol g 7t

sample to a practitioner or pharmacist Tl 2AE BT FF9e A, e

without a signed order if that drug is A AT E FAAl glol YAF = AL

not a prescription drug and is part of a | oA AMZE& oJES FEFAY £5

class of drugs that is set out in column | 34l & 4 It}

1 of List D, and if all of the following

conditions are met:

(a) the drug contains, as its only 1. 3l olefFo] Fdsh oo JE o=
st o] s 3¢

medicinal ingredients, one or more of 2ol HAlH MHE F 3
|

those set out in column 2, each of o]

which corresponds to that class, in the 9l o oJekEo] 4EH-H 6L A
corresponding quantity set out in H A ARt dx3= F¢-

column 3, and the drug is consistent
with the descriptive information set out
in columns 4 to 6;

(b) the expiration date of the drug falls 2.

on a day that is = dtol] &3}
(i) at least 30 days after the day on 7F a7l
which it is distributed, if the expiration | %% E5%H 4 30¢ 3

date consists of a day, month and year,

Ak AE ol kE it
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or

(i1) in a month that follows the month in

which it is distributed, if the expiration
date consists only of a month and year;
(c) the drug meets the requirements of
these Regulations.

C.01.049

A person who, under subsection
C.01.048(1), receives an order for and
distributes or causes to be distributed
a drug as a sample shall

(a) maintain records showing

(i) the name, address and description
of each person to whom the drug is
distributed,

(i1) the brand name, quantity and form
of the drug distributed, and

(ii1) the date upon which each such
distribution was made; and

(b) keep those records and all orders
received for drugs in accordance with
section C.01.048 for a period of not
less than two years from the date upon
which the distribution referred to in
the records was made.

C.01.049.1

A person may distribute or cause to be
distributed a drug, in dosage form, as a
sample to any consumer that is 18
years of age or older if that drug is not
a prescription drug and is part of a
class of drugs that is set out in column
1 of List D, and if all of the following
conditions are met:

(a) the drug contains, as its only

medicinal ingredients, one or more of
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those set out in column 2, each of
which corresponds to that class, in the
corresponding quantity set out in
column 3, and the drug is consistent
with the descriptive information set out
in columns 4 to 6;

(b) the expiration date of the drug falls
on a day that is

(1) at least 30 days after the day on
which it is distributed, if the expiration
date consists of a day, month and year,
or

(i) in a month that follows the month in
which it is distributed, if the expiration
date consists only of a month and year;
(c) the drug meets the requirements of

these Regulations.

Information — Serious Risk of Injury to
Human Health

C.01.050

(1) This section applies to a holder of
one or more of the following
therapeutic product authorizations:

(a) a drug identification number that
has been assigned under subsection
C.01.014.2(1); and

(b) a notice of compliance that has
been issued under section C.08.004 or
C.08.004.01.

(2) The holder of a therapeutic product
authorization in respect of a drug that
is part of a class of drugs set out in
subsection (4) shall provide the
Minister with information in respect of

any serious risk of injury to human
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health that the holder receives or
becomes aware of and that is relevant
to the safety of the drug, regarding

(a) risks that have been communicated
by any foreign regulatory authority
that is set out in Part A of the List of
Foreign Regulatory Authorities for the
Purposes of Section C.01.050 of the
Food and Drug Regulations, published
by the Government of Canada on its
website, as amended from time to time,
or by any person who is authorized to
manufacture or sell a drug within the
jurisdiction of such an authority, and
the manner of the communication;

(b) changes that have been made to the
labelling of any drug and that have
been communicated to or requested by
any foreign regulatory authority that is
set out in Part B of the list referred to
in paragraph (a); and

(c) recalls, reassessments and
suspensions or revocations of
authorizations, including licences, in
respect of any drug, that have taken
place within the jurisdiction of any
foreign regulatory authority that is set
out in Part C of the list referred to in
paragraph (a).

(3) The information shall be provided
to the Minister within 72 hours after
the holder receives or becomes aware
of it, whichever occurs first.

(4) The classes of drugs are

(a) prescription drugs;

(b) drugs that are required to be sold
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under a prescription by Part G, the
Benzodiazepines and Other Targeted
Substances Regulations or the Narcotic
Control Regulations; and

(c) drugs that are permitted to be sold
without a prescription but that are to
be administered only under the
supervision of a practitioner.

(5) Despite subsection (2), a holder of
a therapeutic product authorization
who provided information in
accordance with

(a) paragraph (2)(a) is not required to
provide the same information again
under that paragraph in the case where
the holder receives or becomes aware
of that information in respect of a
foreign regulatory authority or person
referred to in that paragraph; or

(b) paragraph (2)(b) or (c) is not
required to provide the same
information again under that paragraph
in the case where the holder receives
or becomes aware of that information
in respect of a foreign regulatory
authority referred to in that paragraph.
(6) In this section, foreign regulatory
authority means a government agency or
other entity outside Canada that has a
legal right to control the manufacturing,
use or sale of drugs within its jurisdiction
and that may take enforcement action to
ensure that drugs marketed within its
jurisdiction comply with the applicable

legal requirements.
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Recalls

C.01.051

Where a manufacturer who sells a drug
in dosage form or a person who
imports into and sells in Canada a drug
in dosage form commences a recall of
the drug, the manufacturer or importer
shall forthwith submit to the Minister
the following information:

(a) the proper name of the drug, the
common name of the drug if there is no
proper name, the brand name of the
drug and the lot number;

(b) in the case of an imported drug, the
names of the manufacturer and
importers;

(¢c) the quantity of the drug
manufactured or imported;

(d) the quantity of the drug distributed;
(e) the quantity of the drug remaining
on the premises of the manufacturer or
importers;

(f) the reasons for initiating the recall;
and

(g) a description of any other action
taken by the manufacturer or importer

with respect to the recall.

Assessments Ordered Under Section
21.31 of the Act

C.01.052

(1) The Minister's power to make an
order under section 21.31 of the Act in
respect of a drug is subject to the
following conditions:

(a) the person to whom the order is
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made shall be the holder of one or
more of the following therapeutic
product authorizations in respect of the
drug:

(1) a drug identification number that
has been assigned under subsection
C.01.014.2(1),

(ii) an establishment licence that has
been issued under subsection
C.01A.008(1), and

(iii) a notice of compliance that has
been issued under section C.08.004 or
C.08.004.01; and

(b) the Minister shall have reasonable
grounds to believe that

(1) in the case of a holder of a
therapeutic product authorization
referred to in subparagraph (a)(i) or
(iii), the benefits or risks of injury to
health associated with the drug are
significantly different than they were
when the authorization was issued,

(ii) in the case of a holder of a
therapeutic product authorization
referred to in subparagraph (a)(ii) who
i1s an importer, the manner in which
one or more of the following activities
is conducted may present a risk of
injury to health associated with the
drug:

(A) importation, as defined in
subsection C.01A.001(1), of the drug,
(B) fabrication or packaging/labelling,
as defined in subsection C.01A.001(1),
of the drug outside Canada, or

(C) testing of the drug outside Canada,
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and
(iii) in the case of a holder of a ol Al1syE AFE X84 AR
therapeutic product authorization 7F L GAE obd A slld 3 7)ol

Y s 3 ok

referred to in subparagraph (a)(ii) who | Wz} &%
is not an importer, the manner in which | &#% A
an activity that is authorized under the
authorization is conducted may present
a risk of injury to health associated
with the drug.

(2) The Minister shall, after examining | @ ¥ okEF 3 #Aste] H A

the results of an assessment that was 21.31%0) we} HEs g 235 4
ordered under section 21.31 of the Act | B3 & U5 2} 35 EF Fd35tofof
in respect of a drug, kot

(a) provide the holder of the 1. X854 s7FAANA AE A3} A&

therapeutic product authorization with

the results of the examination; and

(b) ensure that a summary of the results 2. 3ol AE Ay FIP3IAAY 4
of the examination, together with a st 4= J+= FXo tisk A} kA 7
description of any steps that the Minister E Avo] 3 aoF W& Ayt A
has taken or may take as a consequence B fIxlo]Eof AlA]

of the examination, is published on the

Government of Canada website.

Activities Ordered Under Section 21.32 Hol A21.32% ut HEE &
of the Act

of

C.01.053 AC.01.053%

The Minister's power to make an order | H< #|21.32%0] ook #s)
under section 21.32 of the Act in of HEs WE & Ade A8y A
respect of a drug is subject to the e 7zt 39 =AS wEL

following conditions:

(a) the person to whom the order is 1. W& oA g o okEa dds)
made shall be the holder of one or of & 7} & T sh o]ite] A EA
more of the following therapeutic 17k AFo] oF g}

product authorizations in respect of the

drug:

(i) a drug identification number that 7}, AC.01.014.2% A 18 wet o=

Ak AE ol kE it
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has been assigned under subsection
C.01.014.2(1),

(ii) an establishment licence that has
been issued under subsection
C.01A.008(1), and

(iii) a notice of compliance that has
been issued under section C.08.004 or
C.08.004.01;

(b) the Minister shall have reasonable
grounds to believe that

(i) in the case of a holder of a
therapeutic product authorization
referred to in subparagraph (a)(i) or
(iii), there are significant uncertainties
relating to the benefits or harms
associated with the drug,

(ii) in the case of a holder of a
therapeutic product authorization
referred to in subparagraph (a)(ii) who
i1s an importer, the manner in which
one or more of the following activities
i1s conducted has introduced significant
uncertainties relating to the benefits or
harms associated with the drug:

(A) importation, as defined in
subsection C.01A.001(1), of the drug,
(B) fabrication or packaging/labelling,
as defined in subsection C.01A.001(1),
of the drug outside Canada, or

(C) testing of the drug outside Canada,
(i) in the case of a holder of a
therapeutic product authorization referred
to in subparagraph (a)(ii) who is not an
importer, the manner in which an activity
that is authorized under the authorization

is conducted has introduced significant
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uncertainties relating to the benefits or
harms associated with the drug,

(iv) the holder of the therapeutic product
authorization is unable to provide the
Minister with information that is sufficient
to manage those uncertainties, and

(v) the applicable requirements of
these Regulations, together with any
terms and conditions that have been
imposed on the authorization, do not
allow for sufficient information to be
obtained to manage those
uncertainties; and

(c) the Minister shall take into account
the following matters:

(i) whether the activities that the
holder of the therapeutic product
authorization will be ordered to
undertake are feasible, and

(ii) whether there are less burdensome
ways of obtaining additional
information about the drug's effects on
health or safety.

C.01.055 and C.01.056

[Repealed, SOR/82-524, s. 2]

Limits of Variability

C.01.061

(1) Where the net amount of a drug in
a package is not expressed on the
label in terms of number of dosage
units, any 10 packages of the drug
selected as provided by official method
DO-31, Determination of Net Contents,
dated December 7, 1988, shall contain

an amount of the drug such that, when
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determined by that official method, the YStE ofof st}
average of the net amounts of the drug
in the 10 packages is not less than the

net amount of the drug shown on the

label.

(2) Where the net amount of a drug in @ ZFA A = oJekRe] wFFo] g
a package is expressed on the label in L2 949 2 FAEHE A5, 19884

terms of the number of dosage units, 129 749 A FAAEHAAY DO-31 W
any 10 packages of the drug selected S AAP | uhg} delE oJekEo] 10
as provided by official method DO-31, | 7} EFel=, 2 FAFHAH R 4
Determination of Net Contents, dated At S we] At o 7ZF s9f ol

December 7, 1988, shall contain a of gk},

number of units such that, when

determined by that official method,

(a) the average number of dosage units | 1. 107 ¥Fo 2 ¥ A4 &5 9 &
in the 10 packages is not less than the = ghlo) FAIE &3 W99 FH)
number of dosage units shown on the A eFolof gt

label;

(b) no package contains less than the 2. oWl XF% Hol| FAHHE HAE A
number of dosage units shown on the Q)= efdlol] FAHE S 99 15
label except as provided in the table; o Ao 5 TEEAE ¢ F

and

(c) where the drug is a controlled drug | 3. ¢J¢F&Fo] #G.01.001zx9] gojd &
as defined in section G.01.001 or a glojekFolAY Tl AT, o A
narcotic as defined in the Narcotic ol mpokRd Ag, ojwg XL o
Control Regulations, no package Z9] %o 1 4H AE AYstae =
contains more than the number of Wol| TAlE &5 @9 FHT A2 5
dosage units shown on the label except | & X = oF &

as provided in the table to this section.

TABLE i

Column I Column II < <

Labelled Permitted
It | Number of Variation from AT 5 o | FAEHE oA
e | Dosage Units the Labelled 3| Yol el A | A FEHE=
m | Per Package Number 2 | HE =31 W7

Mt A EolobE 74
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1 50 or less 0

T
S

1 |50 2 0o]F | 0

2 More than 50, 1
but less than
101

3 101 or more the greater of
one unit or
0.75% of the
labelled
number,
rounded up to
the next whole

number

C.01.062

(1) Subject to subsections (2) to (5), no
manufacturer shall sell a drug in
dosage form where the amount of any
medicinal ingredient therein,
determined using an acceptable
method, is

(a) less than 90.0 per cent of the
amount of the medicinal ingredient
shown on the label; or

(b) more than 110.0 per cent of the
amount of the medicinal ingredient
shown on the label.

(2) Subject to subsection (5), where a
drug in dosage form contains a
medicinal ingredient that is a volatile
substance of botanical origin or its
synthetic equivalent, the amount of
that ingredient, determined using an
acceptable method, shall be

(a) not less than 85.0 per cent of the

amount of the medicinal ingredient
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shown on the label; and

(b) not more than 120.0 per cent of the
amount of the medicinal ingredient
shown on the label.

(3) Subject to subsection (5), where a
drug in capsule form contains a
medicinal ingredient that is a vitamin in a
fish-liver oil, no variation from the
amount of the medicinal ingredient as
shown on the label, determined using an
acceptable method, is permitted other
than that which is in accordance with the
variation for that fish-liver oil as stated
in any publication whose name is
referred to in Schedule B to the Act.

(4) Subject to subsection (5), where a
drug in dosage form contains a medicinal
ingredient that is a vitamin, no variation
from the amount of the medicinal
ingredient shown on the label, determined
using an acceptable method, is permitted
other than the variation set out in column
Il or IV of an item of the table to this
section opposite the vitamin set out in
column [ of that item for the amount of
vitamin set out in column II of that item.
(5) Subsections (1) to (4) do not apply
in respect of

(a) a drug for which a notice of
compliance has been issued under
section C.08.004 or C.08.004.01;

(b) [Repealed, SOR/98-423, s. 8]

(c) a drug for which a standard is
contained in any publication whose
name is referred to in Schedule B to
the Act;
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(d) a drug described in Schedule C or 4, Hel My C == EHE D EE o] 7t
D to the Act or Division 6 of Part C of o] ACAHAGH | Hdrge oo+
these Regulations; or

(e) a drug for which a drug 5. A1C.01.014.2x| 13}l u}z} o] oks=
identification number has been AHM G 7} Fojy o) ekE 0 B A Uhe-
assigned under subsection 7y Eo] o BT Fiels ookE
C.01.014.2(1) and in respect of which

(i) the conditions of pharmaceutical 7hoojokE AL 2 FE #e] o] 9
production and quality control are ok o] ZA EA £n oFAHA obd
suitable for controlling the identity, A, AE 2 A7tE sk d A 3§t
quality, purity, stability, safety, ojof 3}

strength and potency of the drug,

(i1) all labels to be used in connection o AEAAEA 2 e Al AlEFEY 2
with the drug, including any package Ok Algo i3t FUF ARE WA=
insert and any document that is LA E ETete] ookt ydste] A
provided on request and that sets out Lo = EE e ookEy #dH sl
supplementary information on the use A 45 stofof g

of the drug, make proper claims in

respect of the drug,

(iii) the drug can, without undue ot} o] oFEL QAo Wit 3 oS
foreseeable risk to humans, be used ek 918 §lo] AxAAT AFEE
for the purposes and under the A AFE Ao uEt AFEE 4 9
conditions of use recommended by the ofof &

manufacturer, and

(iv) the drug is effective for the gh ojokFo]l 1 A, aeal Al
purposes and under the conditions of 27 A AFR ZAo] uel AFE A
use recommended by the gy}Ao]ojof 3t

manufacturer.

Mt A EolobE 4
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TABLE 3
Column I Column II Column III Column IV < ne me w4
Limits of variation Limits of variation
when the when the
recommended daly | recommended daily ghilo] FAlE 1 | 2hdle] TAJE 1
dose shownonlabel | dose shownonlabel d {AAFo] 1 A AFgFo] 11
isequal to or less is greater than Aol AlE <k Aol WAlE
Recommended thenamount setout | amount set out in olatd %9 S 24 45
Item | Vitamin daily dose incolumn I column 1T Eig W] EFT] 19 A4z W7 A gk o] WA Ak
1 vitamin A (or 10 000 I.U. 90.0 - 165.0 % 90.0 - 115.0 % 1 HIERIA (BB H] 10 000 L.U. 900 - 1650 = 900 - 1150 HAE=E
as B-carotene) EPIERI S 2A)
2 thiamine 4.5 mg 90.0 - 145.0 % 90.0 - 125.0 % 2 Elo}rl 4.5 mg 900 - 1450 HAE 900 - 1250 HAE
3 riboflavin 7.5 mg 90.0 - 125.0 % 90.0 - 125.0 % 3 21 ZE 7.5 mg 900 - 1250 3= 900 - 1250 HAE
4 niacin or 45 mg 90.0 - 125.0 % 90.0 - 125.0 % 4 Yolxl == Y 45 mg 900 - 1250 3= 900 - 1250 HAE
niacinamide ofxlotmfol =
5 pyridoxine 3 mg 90.0 - 125.0 % 90.0 - 125.0 % 5 3] 2] 541 3 mg 900 - 1250 HAE 900 - 1250 HAE
6 d-pantothenic 15 mg 90.0 - 135.0 % 90.0 - 125.0 % 6 d-FEdX2 15 mg 900 - 1350 A= 900 - 1250 HAE
acid
7 folic acid 0.4 mg 90.0 - 135.0 % 90.0 - 115.0 % 7 A4k 0.4 mg 900 - 1350 HAE 900 - 1150 HAE
8 vitamin Biz 14 ng 90.0 - 135.0 % 90.0 - 125.0 % 8 HIEFI By 14 ng 900 - 1350 HAE 900 - 1250 HAE
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9 vitamin C 150 L.U. 90.0 - 145.0% | 90.0 - 125.0 % 9 HIEFIC 150 L.U. 900- 1450 FHE | 900- 1250 FHI=
10 vitamin D 400 L.U. 90.0 - 145.0% | 90.0 - 115.0 % 10 HEFID 400 LU. 00-1450FHIE | 900- 1150 THIE
11 vitamin E 25 LU. 90.0 - 125.0% | 90.0 - 125.0 % 11 HE}RIE 25 LU 900-1250 FHIE | 900- 1250 S]HIE
12 vitamin K 0.0 mg 90.0 - 115.0 % 12 HEFTIK 0.0 mg 900- 1150 #RIE
13 biotin 0.0 mg 90.0 - 135.0 % 13 H| Q¥ 0.0 mg 900 - 1350 FHE

112
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C.01.063

[Repealed, SOR/96-399, s. 2]
C.01.064

Where a drug is prepared for
ophthalmic or parenteral use and
contains a preservative ingredient, that
ingredient

(a) shall be present only in an amount
necessary to obtain the intended action
and that does not pose undue risk to
humans or animals; and

(b) shall not interfere with the
therapeutic properties of the drug.
C.01.065

No person shall sell a drug that is
prepared for ophthalmic or parenteral
use unless a representative sample of
each lot of the drug in its immediate
container

(a) is tested by an acceptable method
for identity, and the drug is found to be
true to its proper name, or to its
common name if there is no proper
name,

(b) is tested by an acceptable method

for sterility, except

(i) for living vaccines, or

(ii) where the manufacturer has
submitted evidence, satisfactory to the
Minister to prove that processing
controls ensure the sterility of the
drug in its immediate container,

and the drug is found to be sterile; and

(c) is subjected to such further tests
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satisfactory to the Minister to ensure
that the drug is safe to use according
to directions.

C.01.066

No person shall sell a drug in aqueous
solution that is prepared for parenteral
use unless it has been prepared with
non-pyrogenic water produced by
distillation or reverse osmosis.
C.01.067

(1) Subject to subsection (2), no
person shall sell a drug that is
prepared for parenteral use unless a
representative sample of each lot of
the drug in its immediate container

(a) is tested by an acceptable method
for the presence of pyrogens; and

(b) when so tested, is found to be non—
pyrogenic.

(2) Subsection (1) does not apply in
respect of a drug that cannot be tested
for the presence of pyrogens or that is
inherently pyrogenic.

C.01.068

Detailed records of the tests required
by sections C.01.065 and C.01.067
shall be retained by the manufacturer
for a period of at least one year after
the expiration date on the label of the
drug.

C.01.069

The packaging of a drug that is
prepared for parenteral use shall meet
the following requirements:

(a) the immediate container shall be of

such material and construction that
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(i) no deleterious substance is yielded
to the drug,

(i) it is non-reactive with the drug,
(iii) visual or electronic inspection of
the drug is possible,

(iv) protection against environmental
factors that cause deterioration or
contamination of the drug is provided
or, where that protection cannot be
provided by the immediate container, it
is provided by the secondary
packaging, and

(v) a sufficient quantity of the drug is
contained to allow withdrawal of the
labelled amount of the drug; and

(b) the immediate closures and any
material coming into contact with the
drug in its immediate container shall
meet the requirements of
subparagraphs (a)(i) and (ii).

C.01.070

No person shall sell a drug that is a
hypodermic tablet that does not
completely dissolve in and form a clear

solution with water.

Mercuric Chloride Tablets

C.01.071

No person shall sell mercuric chloride
tablets for household use that are

packaged in lots of 200 or less, unless

(a) such tablets are

(i) of an irregular or angular shape,

(ii) coloured blue, and
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(iii) packed in an immediate container
that is readily distinguishable by touch;
and

(b) the principal display panel of both
the inner and the outer labels carries
in prominent type and in a colour
contrasting to that of such labels

(i) the design of a skull and cross-
bones, and

(i) the word "Poison".

C.01.081

[Repealed, SOR/80-544, s. 4]
C.01.085

[Repealed, SOR/80-544, s. 5]

Synthetic Sweeteners

C.01.101

(1) [Repealed, SOR/78-422, s. 3]
(2) [Repealed, SOR/78-800, s. 1]
(3) [Repealed, SOR/78-422, s. 3]
C.01.121 and C.01.122
[Repealed, SOR/80-544, s. 6]

Aminopyrine and Dipyrone

C.01.131

No person shall sell Aminopyrine or
Dipyrone (a derivative of Aminopyrine)

for oral or parenteral use, unless

(a) the inner label carries the
statement:

"WARNING: Fatal agranulocytosis may
be associated with the use of
Aminopyrine and Dipyrone. It is
essential that adequate blood studies
be made. (See enclosed warnings and

precautions)"; and
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(b) the outer label or the package
insert carries the following statements:
"WARNING: Serious and even fatal
agranulocytosis 1s known to occur
after the administration of Aminopyrine
or Dipyrone. Fatal agranulocytosis has
occurred after short term, intermittent
and prolonged therapy with the drugs.
Therefore, the use of these drugs
should be as brief as possible. Bearing
in mind the possibility that such
reactions may occur, Aminopyrine or
Dipyrone should be used only when
other less potentially dangerous agents
are ineffective.

PRECAUTIONS: It is essential that
frequent white blood cell counts and
differential counts be made during
treatment with these drugs. However,
it is emphasized that agranulocytosis
may occur suddenly without prior
warning. The drug should be
discontinued at the first evidence of
any alteration of the blood count or
sign of agranulocytosis, and the patient
should be instructed to discontinue use
of the drug at the first indication of
sore throat or sign of other infection in
the mouth or throat (pain, swelling,
tenderness, ulceration)."

C.01.132

No person shall disseminate to a
practitioner promotional literature
about Aminopyrine or Dipyrone unless
the statements set out in section
C.01.131 are included in such
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literature.

C.01.133

The provisions of sections C.01.131
and C.01.132 do not apply to
preparations containing Aminopyrine
or Dipyrone that are

(a) dispensed by a pharmacist pursuant
to a prescription; or

(b) sold for veterinary use only.

Coated Potassium Salts

C.01.134

No person shall sell coated tablets
containing potassium salts, with or
without thiazide diuretics, unless the
inner label thereof or the package
insert carries the following statement:
"WARNING: A probable association
exists between the use of coated
tablets containing potassium salts, with
or without thiazide diuretics, and the
incidence of serious small bowel
ulceration. Such preparations should be
used only when adequate dietary
supplementation is not practical, and
should be discontinued if abdominal
pain, distension, nausea, vomiting or
gastro-intestinal bleeding occur."
C.01.135

No person shall disseminate to a
practitioner promotional literature
about coated tablets containing
potassium salts, with or without
thiazide diuretics, unless the statement
set out in section C.01.134 is included

in such literature.
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C.01.136

The provisions of sections C.01.134
and C.01.135 do not apply to coated
tablets containing potassium salts with
or without thiazide diuretics that

(a) are sold for veterinary use only;
(b) are dispensed by a pharmacist
pursuant to a prescription; or

(c) contain 100 milligrams or less of

elemental potassium per tablet.

Antibiotics

C.01.401

Except as provided in these
Regulations, an antibiotic for other
than parenteral use shall, in addition to
meeting the requirements of section
C.01.004, carry on both the inner label
and outer label the potency of the
drug, expressed in terms of
International Units where established
or, if no International Unit has been
established, in terms of units,
milligrams, micrograms or fractions of
a gram,

(a) per gram in the case of solids or
viscous liquids;

(b) per millilitre in the case of other
liquids; and

(¢) per individual dosage or dispensing
form in the case of antibiotic
preparations put up in individual
dosage or dispensing form.

C.01.402

[Repealed, SOR/92-654, s. 4]
C.01.410 to C.01.412
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[Repealed, SOR/80-544, s. 8]
C.01.420 to C.01.422
[Repealed, SOR/80-544, s. 8]

Chloramphenicol

C.01.430 to C.01.432

[Repealed, SOR/80-544, s. 8]
C.01.433

No person shall sell chloramphenicol
and its salts and derivatives, for oral

or parenteral use, unless

(a) the inner label carries a warning
statement to the effect that

(i) bone marrow depression has been
associated with the use of
chloramphenicol, and

(ii) the enclosed warnings and
precautions should be read carefully;
and

(b) the outer label or the package
insert carries the following:

(i) a warning statement to the effect
that chloramphenicol should not be
used in the treatment or prophylaxis of
minor infections or where it is not
indicated, as in cold, influenza, or
infections of the upper respiratory
tract; that there are two types of bone
marrow depression associated with the
use of chloramphenicol; that some
degree of depression of the bone
marrow 1s commonly seen during
therapy, is dose-related and is
potentially reversible; that blood

studies may detect early changes and;
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that the other type of bone marrow
depression, a sudden, delayed and
usually fatal bone marrow hypoplasia
that may occur without warning, 1s
very rare, and

(ii) a statement of precautions to be
taken to the effect that it is essential
that appropriate blood studies be made
during treatment with chloramphenicol
and that while blood studies may
detect early peripheral blood changes,
such studies cannot be relied on to
detect the rare and generally
irreversible bone marrow depression
prior to development of aplastic
anemia.

C.01.434

Section C.01.433 does not apply to
chloramphenicol and its salts or
derivatives that are sold by a
pharmacist under a prescription.
C.01.435

No person shall disseminate to a
practitioner promotional literature
about chloramphenicol and its salts or
derivatives for oral or parenteral use
unless the statements set out in
paragraph C.01.433(b) are included in
such literature.

C.01.436

The provisions of sections C.01.433
and C.01.435 do not apply to a drug
sold solely for veterinary use.
C.01.440 to C.01.442

[Repealed, SOR/80-544, s. 8]
C.01.450 to C.01.452
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[Repealed, SOR/80-544,
C.01.460 to C.01.462
[Repealed, SOR/80-544,
C.01.470 to C.01.472
[Repealed, SOR/80-544,
C.01.480

[Repealed, SOR/80-544,
C.01.490 to C.01.497
[Repealed, SOR/80-544,
C.01.510 to C.01.513
[Repealed, SOR/80-544,
C.01.520 to C.01.522
[Repealed, SOR/80-544,
C.01.530 to C.01.532
[Repealed, SOR/80-544,
C.01.540 to C.01.542
[Repealed, SOR/80-544,
C.01.550 to C.01.552
[Repealed, SOR/80-544,
C.01.560 to C.01.563
[Repealed, SOR/80-544,
C.01.570 to C.01.572
[Repealed, SOR/80-544,
C.01.580

[Repealed, SOR/80-544,
C.01.590 to C.01.592
[Repealed, SOR/80-544,

Veterinary Drugs
C.01.600

No person shall sell for veterinary use
a drug listed in the Table of Limits of
Drug Dosage for Adults, other than a
drug in a form not suitable for human
use, unless both the inner and outer

labels carry the statement "For

s. 8]
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Veterinary Use Only" or "Veterinary
Use Only".

C.01.601

[Repealed, SOR/93-407, s. 6]
C.01.602

The provisions of sections C.01.401
and C.01.402 do not apply to an
antibiotic in amounts less than 50 parts
per million contained in an animal food.
C.01.603

The provisions of paragraphs C.01.401
(b) and (¢) and section C.01.402 do not
apply to an antibiotic in amounts
greater than 50 parts per million
contained in an animal food.

C.01.604

Both the inner and outer labels of a
veterinary drug represented as

containing a vitamin shall carry

(a) a statement of the amount of each
vitamin present in the drug, expressed
in terms of the proper name only of the
vitamin in

(i) International Units per gram or per
millilitre for vitamin A, provitamin A,
vitamin D, and vitamin E,

(ii) milligrams per gram in the case of
solids or viscous liquids, or per
millilitre in the case of other liquids,
for thiamine, riboflavin, niacin,
niacinamide, pyridoxine, d-pantothenic
acid, d—-panthenol, folic acid, ascorbic
acid, and vitamin K,

(iii) micrograms per gram in the case

of solids or viscous liquids, or per
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KL%

millilitre in the case of other liquids,
for biotin, and vitamin B12,

(iv) Oral Units for vitamin B12 with
intrinsic factor concentrate, or

(v) for vitamin products put up in
individual dosage or dispensing form,
the specified units per individual
dosage or dispensing form;

(b) except for drugs in a form not
suitable for human use, the statement
"For Veterinary Use Only" or
"Veterinary Use Only".

C.01.605

An antibiotic for parenteral use that is
recommended for veterinary use only
shall carry on both the inner and outer
labels

(a) the potency of the drug expressed
in terms of International Units where
established, or, if no International Unit
has been established, in terms of units,
milligrams or fractions of a gram, per
gram in the case of solids or viscous
liquids, per millilitre in the case of
other liquids, or per individual dosage
or dispensing form for antibiotic
preparations put up in individual
dosage or dispensing form; and

(b) [Repealed, SOR/92-654, s. 5]

(c) the statement "For Veterinary Use
Only" or "Veterinary Use Only".
C.01.606

No person shall sell an antibiotic
preparation for the treatment of
animals, other than an antibiotic

preparation that is a new drug sold
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pursuant to section C.08.013, unless,
(a) where the preparation is not to be
used for lactating animals providing
milk to be consumed as food, the inner
and outer labels of the preparation
carry a statement to that effect; or

(b) where the preparation may be used
for lactating animals providing milk to

be consumed as food,

(i) there has been submitted, on
request, to the Minister, acceptable
evidence to show the period of time,
not exceeding 96 hours, that must
elapse after the last treatment with the
preparation in order that the milk from
treated lactating animals will contain
no residue of antibiotics that would
cause injury to human health, and

(i1) the principal display panel of the
outer label of the preparation, the
inner label and the packaging insert, if
any, describing the antibiotic
preparation carry the warning
"WARNING: MILK TAKEN FROM
TREATED ANIMALS DURING
TREATMENT AND WITHIN ... HOURS
AFTER THE LATEST TREATMENT
MUST NOT BE USED AS FOOD",
where the number of hours to be
inserted is determined according to
evidence submitted pursuant to
subparagraph (i).

C.01.606.1

No person shall sell a product intended

for the prevention or treatment of foot
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rot of cattle if that product contains
Ethylenediamine Dihydroiodide (EDDI).
C.01.607

Notwithstanding subparagraph
C.01.004(1)(c)(i), the declaration of a
lot number is not required on the label
of an animal feeding—stuff containing a
drug.

C.01.608

The provisions of section C.01.604 do
not apply to medicated feeds
registered under the Feeds Act.
C.01.609

Despite paragraph C.01.401(a), the
potency of an antibiotic in amounts
greater than 50 parts per million
contained in a medicated feed
registered under the Feeds Act may be
declared in grams per tonne.

C.01.610

No person shall sell any substance
having oestrogenic activity for
administration to poultry that may be
consumed as food.

C.01.610.1

No person shall sell a drug for
administration to animals that produce
food or that are intended for
consumption as food if that drug
contains

(a) chloramphenicol or its salts or
derivatives;

(b) a 5-nitrofuran compound;

(c) clenbuterol or its salts or
derivatives;

(d) a 5—nitroimidazole compound; or
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(e) diethylstilbestrol or other stilbene
compounds.

C.01.610.2

No person shall sell an antibiotic
preparation containing
chloramphenicol, its salts or
derivatives, for administration to
animals that do not produce food and
that are not intended for consumption
as food unless

(a) both the inner label and outer label
of the preparation carry the words
"WARNING: FEDERAL LAW
PROHIBITS THE ADMINISTRATION
OF THIS PREPARATION TO ANIMALS
THAT PRODUCE FOOD OR ANIMALS
THAT ARE INTENDED FOR
CONSUMPTION AS FOOD / MISE EN
GARDE : EN VERTU DES LOIS
FEDERALES, IL EST INTERDIT
D'ADMINISTRER CETTE
PREPARATION AUX ANIMAUX QUI
PRODUISENT DES ALIMENTS OU
AUX ANIMAUX DESTINES A ETRE
CONSOMMES COMME ALIMENTS";
(b) where the preparation is for
parenteral use, the preparation
contains, in the form of
chloramphenicol sodium succinate, not
more than one gram of
chloramphenicol per vial;

(c) where the preparation is for
ophthalmic use, the preparation
contains not more than one per cent
chloramphenicol; and

(d) where the preparation is for oral
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there has elapsed since the
administration of the drug a period of
time specified by the Minister, based
on a review of the available data with
respect to drug residues.

(2) No manufacturer shall sell a drug in
respect of which the Minister has
required a warning to be printed
pursuant to paragraph (1)(b) unless the
manufacturer has complied with that
request.

C.01.612

(1) Every manufacturer or importer
who sells a veterinary drug in dosage
form that contains an active
pharmaceutical ingredient that is set
out in List A, or every person who
compounds such a drug, shall, in a
form established by the Minister,
submit to the Minister an annual report
identifying for each drug, the total
quantity sold or compounded and an
estimate of the quantity sold or
compounded for each intended animal
species.

(2) The annual report described in
subsection (1) is for a period of one
calendar year and shall be submitted
on or before March 31 of the year
following the calendar year covered by
the report, beginning with the first full
calendar year after the day on which
this section comes into force.

C.01.613

(1) No person shall import a drug into

Canada for the purpose of
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administering it to an animal that
produces food or an animal that is
intended for consumption as food if the
sale of the drug in Canada would
constitute a violation of the Act or
these Regulations.

(2) Subsection (1) does not apply to a
drug that is described in List B.
C.01.614

(1) Sections 43 to 58 of the Natural
Health Products Regulations apply in
relation to a veterinary health product,
as if that product were a natural health
product as defined in subsection 1(1)
of those Regulations.

(2) A veterinary health product shall
display, on the principal display panel
of the inner and outer label, the
statement: "Veterinary Health Product
/ Produit de santé animale" or "Produit
de santé animale / Veterinary Health
Product".

(3) Section C.01.600 and paragraph
C.01.604(b) do not apply in respect of
a veterinary health product.

C.01.615

(1) Every manufacturer or importer of
a veterinary health product shall notify
the Minister of the sale of that product
in Canada at least 30 days before the
day on which that sale is commenced.
(2) The notification shall be in a form
established by the Minister and contain
the following information:

(a) the name, mailing address,

telephone number and email address of
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the manufacturer or importers;
(b) the brand name under which the 2. 58 A7 Ee #) Jx

veterinary health product is sold;

(c) the pharmaceutical form in which 3. & A7 AE] Rl o okE
the veterinary health product is sold; e

(d) the strength per dosage unit; 4. &F 99T A=

(e) the route of administration; 5. Fo A=

(f) a quantitative list of the medicinal 6. ol°F Ao AF HE53 HooF i
ingredients and a qualitative list of the o] HAA 5=

non-medicinal ingredients;

(g) the species of animal for which the 7. 58 A7 AFE #AE e FEY
veterinary health product is =

recommended; and

(h) the use or purpose for which the 8. &8 A7 Fo 94y = &%
veterinary health product is e 54

recommended.

(3) A manufacturer or importer who @ A& wE AuE 3 AxGA =
has provided the Minister with a = FYAAE A2 we 2T EHE
notification under subsection (1) shall A7 WMAE ol 1 WA o]
provide the Minister with any changes A= sE5E AA7FAEFS Avst
to the information required under He 95 HA 309 A7pA] Aatol
subsection (2), in a form established by | A3l Aol wal 2 WAAES

the Minister, at least 30 days before o
the day on which the veterinary health

product to which the changes relate is

sold.

C.01.616 #C.01.616%

If the Minister has reasonable grounds | ¥ T&8 147154 Ee] ¢ o

to believe that a veterinary health otA s vt WS whek el 4Ql &
product may no longer be safe, the A7 d= AL Y 528 A3V 5A
Minister may request that the 9 AZGAF B TG A A S

manufacturer or importer of the TEE A7 Fe] s dFet
veterinary health product provide the = AR 9 AFE A3, olF 8F

Minister, within 15 days after the day ARE 15¢Y ool FadoA A&Est=
on which the request is received, with = g 4 9o

information and documents

Aot 4 E ol okE 74

131



O SR A @ AMIAE A 2 e

demonstrating that the veterinary
health product is safe.

C.01.617

(1) The Minister may direct the
manufacturer or importer to stop the

sale of a veterinary health product if

(a) the manufacturer or importer does
not, within the required period, provide
the Minister with the information and
documents requested under section
C.01.616;

(b) the information and documents
provided by the manufacturer or
importer in accordance with section
C.01.616 do not demonstrate that the
veterinary health product is safe; or
(c) the Minister has reasonable
grounds to believe that the sale of the
veterinary health product would be a
violation of the Act or these
Regulations.

(2) The Minister shall lift a direction to
stop the sale of a veterinary health
product if the manufacturer or importer
provides the Minister with information
and documents demonstrating that

(a) in the case of a direction to stop a
sale under either paragraph (1)(a) or
(b), the veterinary health product is
safe;

(b) in the case of a direction to stop a
sale under paragraph 1(c), the sale of
the veterinary health product would no
longer be a violation of the Act or

these Regulations; or
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(c) the situation giving rise to the
direction to stop the sale of the

veterinary health product did not exist.

Contraceptive Drugs

C.01.625

Contraceptive drugs that are
manufactured, sold or represented for
use in the prevention of conception and
that are not prescription drugs may be

advertised to the general public.
DIVISION 1A Establishment Licences

Interpretation

C.01A.001

(1) The definitions in this subsection
apply in this Division and in Divisions 2
to 4.

active ingredient means a drug that,
when used as a raw material in the
fabrication of a drug in dosage form,
provides its intended effect.

active pharmaceutical ingredient
means an active ingredient that is used
in the fabrication of a pharmaceutical.
antimicrobial agent means a drug that
is capable of destroying pathogenic
micro-organisms and that is labelled
as being for use in the disinfection of
environmental surfaces or medical
devices, as defined in the Medical
Devices Regulations, that

(a) are not invasive devices as defined
in those Regulations; and

(b) are intended to come into contact

with intact skin only.
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batch certificate means a certificate Az AT 43 A P =
issued by the fabricator of a lot or A el FASAY 54 AlF 8.39]
batch of a drug that is either imported HEE R e v AR oJokE HFo A
within the framework of a mutual v ooFE Azl Ax=PATE o

recognition agreement or referred to = 2t 38 W&o slo] eyt QA

on the List of Non-prescription Drugs Mg de

Not Subject to Certain Testing

Requirements, and in which the

fabricator

1. ookFo] w2y A EAE Fotst

document for the drug and certifies 3 G EAol A E dxabed wel A

that the lot or batch has been 27 Az, T/ EA D AFEEAS
=

fabricated, packaged/labelled and

(a) identifies the master production

tested in accordance with the

procedures described in that

document;

(b) provides a detailed description of 2. O 72 55 Egslo] oJokEd gt
the drug, including A U-E Al

(i) a statement of all properties and 7h oekEe] w9, 9 2 £ E X
qualities of the drug, including the shol ook wE EA W EHo dsh
identity, potency and purity of the &

drug, and

(i) a statement of tolerances for the L oJekEe] 54 " FAe o] &
properties and qualities of the drug; Q&b gk &

(c) identifies the analytical methods 3. Az Aol AFgE A WS
used in testing the lot or batch and gpebstal 1 B Ay AR ARE
provides details of the analytical A| -5

results obtained;

(d) sets out the addresses of the 4. G AxEA7t Ax, T&/EA L
buildings at which the lot or batch was AldE AEQ T4 WA

fabricated, packaged/labelled and

tested; and

(e) certifies that the lot or batch was 5. T Ax7F Az, TA/EA R
fabricated, packaged/labelled and AE RS e 2 59 Wi wa)
tested =

(i) in the case of a drug that is 7k 2% 9 gokel =3 A 9
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imported within the framework of a Y= oekEe] AS Y dEo]
mutual recognition agreement, in oJokE Az W FAAY V=S =53
accordance with the good thar IS FAI 7] He] ofokE Alx H
manufacturing practices of the FA#Y 7S Tk WH
regulatory authority that has
recognized those buildings as meeting
its good manufacturing practices
standards, or
(i) in the case of a drug that is not o A A FJoko 21 ffdA 4]
imported within the framework of a Fom EH Ald QAo A8 &
mutual recognition agreement and that = HIA oJekE HE AuE o okE
is referred to on the List of Non- o -5 A27ge] s Fete= Wl
prescription Drugs Not Subject to
Certain Testing Requirements, in
accordance with the requirements of
Division 2.
bulk process intermediate means an He 3 FAS Hel Hix Col e
active ingredient that is used in the B AESA FE ookE =& He 4
fabrication of either a drug of 3t Dol vy oJokEe] Aol AL
biological origin that is listed in = FaAdES o
Schedule C to the Act or a drug that is
listed in Schedule D to the Act.
class monograph means a document S5 ARY BN FA3 ue 7
prepared by the Department of Health So d|FeteE ARV £3H FAS T
that ghet
(a) lists the types and strengths of 1. EH F579 9ofEo x3e = Ye=
medicinal ingredients that may be ojoF AJiteo] THe ArE U4
contained in drugs of a specified class;
and
(b) sets out labelling and other 2. G oJoFEo HEE= HA E 7]E
requirements that apply to those drugs. | 271 WA]
dilute drug premix means a drug for 3]A oFE gy Aas TANRH, A2z
veterinary use that results from mixing | © A ¥ Atz ook gy rs =
a drug premix with a feed as defined in | 3l WE T8 JFEF o =AM, 1 9
section 2 of the Feeds Act, to such a FES MY WS St §Fo R ALES
level that at least 10 kg of the o "A}R F4 1983, A2zxA A9

Apeh_AE o) oFE 17
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resulting mixture is required to
medicate one tonne of complete feed,
as defined in section 2 of the Feeds
Regulations, 1983, with the lowest
approved dosage level of the drug.
dosage form class means a parenteral,
tablet, capsule, solution, suspension,
aerosol, powder, suppository, medical
gas or drug premix, or any other
dosage form class designated by the
Minister.

drug premix means a drug for
veterinary use to which a drug
identification number has been
assigned, where the directions on its
label specify that it is to be mixed with
feed as defined in section 2 of the
Feeds Act.

fabricate means to prepare and
preserve a drug for the purposes of
sale.

import means to import into Canada a
drug for the purpose of sale.

List of Non—prescription Drugs Not
Subject to Certain Testing
Requirements means the document
entitled List of Non—prescription Drugs
for Which the Testing Requirements
Set Out in Subsections C.02.019(1) and
(2) of the Food and Drug Regulations
Do Not Apply that is published by the
Government of Canada on its website,
as amended from time to time.

MRA country means a country that is a
participant in a mutual recognition

agreement with Canada.
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mutual recognition agreement means AT QA FoFoldh 4 ookE Alx
an international agreement that 2 FAAEY VEE oTEe dE AA
provides for the mutual recognition of st =A| Peks Egir,

compliance certification for good

manufacturing practices for drugs.

package/label means to put a drug in ZAH/epdlo) g o) okE o] M Z7] ot
its immediate container or to affix the SAY U7 epEol} o ghHlle] FzH
inner or outer label to the drug. sk Als Eekn

pharmaceutical means a drug other okAler ol W C == ¥ DI vyd
than a drug listed in Schedule C or D to | ¥ 2] FF o]9]9] o] fES w3lr}

the Act.

recognized building means, in respect AAE AEo|F oJofFe Alx, XY/x
of the fabrication, packaging/labelling Al e Alg e #Este] AIC.01A.019
or testing of a drug, a building that a ZA 18] weg} XA A 7| To] s F
regulatory authority that is designated ook 9] s Es i yyste] 4 9
under subsection C.01A.019(1) in oFE A 9 FEAY VES TS
respect of that activity for that drug Ao AT d=s Tt

has recognized as meeting its good

manufacturing practices standards in

respect of that activity for that drug.

recognized country or region means a A =71 == AYolzt Ayt HAFR7}
country or region that is set out in the A fArjo]Eof [ TAEo]okE 14
document entitled List of Foreign AC.02.019xA458 9] 485 I3 9=
Countries or Regions and Their o7 = A9 9 e AT S
Regulatory Authorities for the =1 Y At AAE EAeF 1 7N e
Application of Subsection C.02.019(5) HAE 27 B x9S g}

of the Food and Drug Regulations,

published by the Government of

Canada on its website, as amended

from time to time.

regulatory authority means a TR 7 ol g s = TF ol A o ok
government agency or other entity in o] AR e dviE AT HA A
an MRA country that has a legal right o] a1 A oA FufjE = ofokE
to control the use or sale of drugs WA 8-S FFsteA geetr] 93l
within that country and that may take A& 2XE AT F AE= MRA =719
enforcement action to ensure that AR 713 e O 9 GAE et
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drugs marketed within its jurisdiction
comply with legal requirements.
site[Repealed, SOR/2002-368, s. 1]

wholesale [Repealed, SOR/2013-74, s.
2]

wholesaler means a person who is not
a distributor described in section
C.01A.003 and who sells any of the
following drugs other than at retail
sale:

(a) a drug in dosage form that is listed
in Schedule C or D to the Act, a drug
that is a prescription drug or a
controlled drug as defined in section
G.01.001;

(b) an active ingredient;

(c) a narcotic as defined in the
Narcotic Control Regulations; or

(d) a drug containing cannabis as
defined in subsection 2(1) of the
Cannabis Act.

(2) In this Division and in Division 2,
drug does not include any of the
following:

(a) a dilute drug premix;

(b) a medicated feed as defined in
subsection 2(1) of the Feeds
Regulations, 1983;

(c) an active ingredient that is for
veterinary use and that is not an active
pharmaceutical ingredient;

(d) an active pharmaceutical ingredient
for veterinary use that is not required
to be sold pursuant to a prescription

and that is also a natural health
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KL

product as defined in subsection 1(1)
of the Natural Health Products
Regulations;

(e) a drug that is used only for the
purposes of an experimental study in
accordance with a certificate issued
under section C.08.015.

(3) Where the Minister designates
additional dosage form classes, the
Minister shall make a list of those

classes available on request.

Application
C.01A.002
(1) This Division does not apply to

(a) wholesaling a drug premix;

(b) subject to subsection (3), importing
or compounding, pursuant to a
prescription, a drug that is not
commercially available in Canada by
one of the following persons:

(i) a pharmacist,

(ii) a practitioner, and

(iii) a person who compounds a drug
under the supervision of a practitioner;
(b.1) any activity with respect to a
positron—emitting radiopharmaceutical
that is used only for the purposes of a
basic clinical research study described
in section C.03.304;

(c) any activity with respect to a drug
that is used only for the purposes of
clinical testing in accordance with
subsection C.05.006(1) or section
C.08.005;
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5. AC.08.015%0] ulz} w3 Q1A
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traditional Chinese medicines,
ayurvedic (East Indian) medicines and
traditional aboriginal (North American)
medicines, and

(B) the medical use of which is based
solely on historical and ethnological
evidence from references relating to a
medical system other than one based
on conventional scientific standards;
and

(e) fabricating, packaging/labelling,
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(d) fabricating, packaging/labelling, 4. A27Fe] QA wE AFR, EF/EA,
testing as required under Division 2, AlE, AC.01A.003%0] AFH FEAA}
distributing as a distributer referred to | 7} st& F%, Ao ZastA] &a
in section C.01A.003, wholesaling or ol FEje AAGolm He Mx Al
importing any of the following drugs of WAlE AW Aol = AAA o]
for which prescriptions are not o il X5, ou == X FAR FA
required and that are for human use in F R ke t}e 7t Ho] oJokES L-uj
dosage form and not represented as a = Yt 39
treatment, preventative or cure for any
of the diseases, disorders or abnormal
physical states set out in Schedule A.1
to the Act, namely,

(i) homeopathic drugs, 7F 8 o okE

(ii) drugs that meet the requirements . Aol whet "HIERY BA]", "]
of a class monograph entitled "Vitamin | & HZA", "4 o] HIElY RZA|" = "
Supplements", "Mineral Supplements", 2lo]l mvld HEA"et= AEY 5 A
"Dietary Vitamin Supplements" or B 9As S8k ookFE

"Dietary Mineral Supplements", as the

case may be, and

(iii) drugs that th ool B sldele o ok

(A) contain a plant, mineral or animal D AT oz, dAF 7 9oFE, o=
substance in respect of which HtHEelx) ook 2 AT dF(E
therapeutic activity or disease n)) ojekES ¥l AH F £
prevention activity is claimed, A d gso] T = AE, FE
including traditional herbal medicines, e T84 4E 3ok ookE
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testing, distributing, and importing of
antimicrobial agents.

(1.1) This Division and Division 2 do
not apply to a veterinary health
product or an active pharmaceutical
ingredient that is used in the
fabrication of a veterinary health
product.

(2) This Division and Divisions 2 to 4
do not apply to the affixing of a label
to a previously labelled container.

(3) This Division applies to the
importing, by a pharmacist, a
veterinary practitioner or a person
who compounds a drug under the
supervision of a veterinary
practitioner, of an active
pharmaceutical ingredient for
veterinary use that is for the purpose
of compounding, pursuant to a
prescription, a drug in dosage form
that is not commercially available in
Canada, if that ingredient is set out in
List A.

C.01A.003

This Division and Divisions 2 to 4
apply to the following distributors:
(a) a distributor of an active ingredient;
and

(b) a distributor of a drug for which the
distributor holds the drug identification
number.

C.01A.003.1

For the purposes of this Division and
the provisions of Divisions 2 to 4 that

are prescribed in paragraphs

141

O

r

_I; o\:o
(o ‘—|—f —_ i
o 5 =2

i? rIF

> B

b

rlr

4

lo,

>

lo,

BN
>
ol
20
uls
>~
=
o
-0,

2y

o o o

_10
i
flo
BN
2
o

I RS

A C.01A.003x
of A3 A2 B Adde v 4
FEAAAE A EHA B

2o $E9%

= 4

Ho
ox,

"

i

8o
Lo,
2

E AUNss uid 4594

!

AC.01A.003.1%

o] & = AA.01.048FA2ERE A4%
of WAlE A2F A4 2] H4
O 7 SollA Aste= vpel wE

(e}

Abet A E el ok T

A



O SR A @ AMIAE A 2 e

A.01.048(b) to (d),

(a) a reference to a distributor referred
to in section C.01A.003 or a distributor
referred to in paragraph C.01A.003(a)
includes a reference to a distributor of
an active ingredient that is intended for
use outside Canada; and

(b) a reference to a distributor
referred to in section C.01A.003 or a
distributor referred to in paragraph
C.01A.003(b) includes a reference to a
distributor of a drug in dosage form
that is intended for consumption or use

outside Canada.

Prohibition

C.01A.004

(1) Subject to subsection (2), no
person shall, except in accordance

with an establishment licence,

(a) fabricate, package/label or import a
drug;

(b) perform the tests, including
examinations, required under Division
2;

(c) distribute as a distributor referred
to in section C.01A.003 a drug other
than

(i) an active pharmaceutical ingredient,
or

(ii) an active ingredient that is used in
the fabrication of a drug that is of non—
biological origin and that is listed in
Schedule C to the Act; or

(d) wholesale a drug other than
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KLIS A
(i) an active pharmaceutical ingredient, | 7}. & 9 oF% A&
or
(ii) an active ingredient that is used in v HAEE A 7ol el Hy Co
the fabrication of a drug that is of non—- | Yg¥ 9 F Az AHE5HE Fa4
biological origin and that is listed in =

Schedule C to the Act.

(2) A person does not require an
establishment licence to perform tests
under Division 2 if the person holds an
establishment licence as a fabricator, a
packager/labeller, a distributor
referred to in paragraph C.01A.003(b)
or an importer.

(3) No person shall carry on an activity
referred to in subsection (1) unless the
person holds

(a) in respect of a narcotic as defined
in the Narcotic Control Regulations, a
licence for that narcotic under those
Regulations;

(b) in respect of a controlled drug as
defined in section G.01.001, a licence
for that drug under Part G; or

(c) in respect of a drug containing
cannabis as defined in subsection 2(1)
of the Cannabis Act, a licence for that
drug to conduct that activity under the

Cannabis Regulations.

Application

C.01A.005

(1) A person who wishes to apply for
an establishment licence shall submit
an application to the Minister, in a form
established by the Minister, that

contains the following information and
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documents:

(a) the applicant's name, address and
telephone number, and their facsimile
number and electronic mail address, if
any,

(b) the name and telephone number,
and the facsimile number and
electronic mail address, if any, of a
person to contact in case of an
emergency;

(c) each activity set out in Table I to
section C.01A.008 for which the
licence is requested;

(d) each category of drugs set out in
Table II to section C.01A.008 for which
the licence is requested;

(e) each dosage form class in respect
of which the applicant proposes to
carry out a licensed activity, and
whether it will be in a sterile dosage
form;

(f) whether the applicant proposes to
carry out a licensed activity in respect
of an active ingredient;

(g) the address of each building in
Canada in which the applicant proposes
to fabricate, package/label, test as
required under Division 2 or store
drugs, specifying for each building the
activities and the categories of drugs
and, for each category, the dosage
form classes, if any, and whether any
drug will be in a sterile form;

(h) the address of each building in
Canada at which records will be

maintained;
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(i) whether any building referred to in
paragraphs (g) and (h) is a dwelling—
house;

(j) the drug identification number, if
any, or a name that clearly identifies
the drug,

(i) for each narcotic as defined in the
Narcotic Control Regulations, each
controlled drug as defined in section
G.01.001 or each drug containing
cannabis as defined in subsection 2(1)
of the Cannabis Act for which the
licence is requested, and

(i1) for each other drug within a
category of drugs for which the licence
i1s requested, unless the licence is to
perform tests required under Division
2, distribute as set out in paragraph
C.01A.003(a), or wholesale;

(k) if any of the buildings referred to in
paragraph (g) have been inspected
under the Act or these Regulations, the
date of the last inspection;

(1) evidence that the applicant's
buildings, equipment and proposed
practices and procedures meet the
applicable requirements of Divisions 2
to 4;

(m) in the case of an importer of a drug
that is fabricated, packaged/labelled or
tested in an MRA country at a
recognized building,

(i) the name and address of each
fabricator, packager/labeller and tester
of the drug and the address of each
building in which the drug is
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fabricated, packaged/labelled or o] W ZF W gis) Ald S5
tested, specifying for each building the | A-$) % o]efsto] Hyt FEfelx] ofF

activities and the categories of drugs
and, for each category, the dosage
form classes, if any, and whether any
drug will be in a sterile form,

(ii) in respect of each activity done in
an MRA country at a recognized
building, the name of the regulatory
authority that is designated under
subsection C.01A.019(1) in respect of
that activity for that drug and that has
recognized that building as meeting its
good manufacturing practices
standards in respect of that activity for
that drug, and

(iii) in respect of any other activities,

(A) a certificate from a Canadian
inspector indicating that the
fabricator's, packager/labeller's or
tester's buildings, equipment, practices
and procedures meet the applicable
requirements of Divisions 2 to 4, or
(B) other evidence establishing that
the fabricator's, packager/labeller's or
tester's buildings, equipment, practices
and procedures meet the applicable
requirements of Divisions 2 to 4;

(n) in the case of any other importer,
the name and address of each
fabricator, packager/labeller and tester
of the drugs proposed to be imported
and the address of each building in
which the drugs will be fabricated,
packaged/labelled and tested,
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specifying for each building the
activities and the categories of drugs
and, for each category, the dosage
form classes, if any, and whether any
drug will be in a sterile form; and

(0) in the case of an importer referred

to in paragraph (n),

(i) a certificate from a Canadian
inspector indicating that the
fabricator's, packager/labeller's and
tester's buildings, equipment, practices
and procedures meet the applicable
requirements of Divisions 2 to 4, or
(ii) other evidence establishing that the
fabricator's, packager/labeller's and
tester's buildings, equipment, practices
and procedures meet the applicable
requirements of Divisions 2 to 4.

(2) In addition to the information and
documents referred to in subsection
(1), a person who submits an
application for an establishment
licence that relates to one or more
activities set out in Table I to section
C.01A.008 to be carried out in respect
of a category of drugs set out in Table
I to that section that includes a
COVID-19 drug may include a
statement to that effect in the
application.

C.01A.006

(1) A person who wishes to amend an
establishment licence shall submit an
application to the Minister, in a form
established by the Minister, that
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contains the information and
documents referred to in section
C.01A.005 that relate to the
amendment.

(1.1) In addition to the information and
documents referred to in subsection
(1), a person who submits an
application to amend an establishment
licence that relates to one or more
activities set out in Table I to section
C.01A.008 to be carried out in respect
of a category of drugs set out in Table
II to that section that includes a
COVID-19 drug may include a
statement to that effect in the
application.

(2) An establishment licence must be

amended where the licensee proposes

(a) to add an activity or category of
drugs, as set out in the tables to
section C.01A.008;

(b) in respect of a category of drugs
and activity indicated in the licence, to
authorize sterile dosage forms of the
category;

(c) to add any building in Canada at
which drugs are authorized to be
fabricated, packaged/labelled, tested
as required under Division 2 or stored,
or to add, for an existing building, an
authorization to fabricate,
package/label, test or store a category
of drugs, or sterile dosage forms of the
category; and

(d) in addition to the matters set out in
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paragraphs (a) to (c), in the case of an FAAx7} the 7 B ol st
importer, 75

(i) to add a fabricator, 7F o)k AlZxdAr, EAAA/EAY
packager/labeller or tester of a drug, 2 = AlEARE F7)

(ii) to amend the name or address of a . & 7fe Al AxAFA, TFAAY R
fabricator, packager/labeller or tester AR = AlE o] o5 T F4
indicated in the licence, and 7

(iii) if the address of the buildings at o}, o) okE AlF, EA/EA e AFo|
which drugs are authorized to be 517t A=Y Fa7F &7t 3AE A
fabricated, packaged/labelled or tested | §-, WEE FI7IetAY & 7]E A&
is indicated in the licence, to add sl T WMo oJokE e Ha F
additional buildings or, for an existing o] o ookE AF EA/EA =
building, to add an authorization to Alg 87t F7F

fabricate, package/label or test a

category of drugs, or sterile dosage

forms of the category.

C.01A.007 AC.01A.007&

(1) The Minister may, on receipt of an O #ZHAEe A3 7 A1, dds7F HA
application for an establishment MH EE G877 AE -] A4
licence, an amendment to an = A, AAAAA MM xFgH A
establishment licence or the review of | .9} ¥#ste] A3o] A4S U&= U
an establishment licence, require the Hdosk 7 AR ARE AT S
applicant to submit further details 8% F AUk

pertaining to the information contained
in the application that are necessary to

enable the Minister to make a decision.

(2) When considering an application, @ IS AHAME AALelE 3ol A
the Minister may require that s 4 35 27 & Atk
(a) an inspection be made during A 9 A7F 5 AC.01A.0052A

normal business hours of any building
referred to in paragraph a4
C.01A.005(1)(g) or (h); and

(b) the applicant, if a fabricator, a 2. AAHAJo] AR/ BAI DA, A27
packager/labeller, a person who met B8gk AES Fdste AL, Al
performs tests required under Division C.01A.003%A123.0] A5 FE5HA
2, a distributor referred to in T FAGA A9, o kFEY Az,
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paragraph C.01A.003(b) or an
importer, supply samples of any
material to be used in the fabrication,
packaging/labelling or testing of a
drug.

Issuance

C.01A.008

(1) Subject to subsection (1.1) and
section C.01A.010, the Minister shall,
on receipt of the information and
material referred to in sections
C.01A.005 to C.01A.007, issue or
amend an establishment licence.

(1.1) The Minister shall, in determining
whether he or she has received the
information and material referred to in
sections C.01A.005 to C.01A.007 in
relation to an application referred to in
subsection C.01A.005(2) or
C.01A.006(1.1) that contains the
statement referred to in the applicable
subsection, also take into consideration
the public health need related to
COVID-19.

(2) The establishment licence shall
indicate

(a) each activity set out in Table I to
this section that is authorized and the
category of drugs set out in Table II to
this section for which each activity is
authorized, specifying for each activity
and category whether sterile dosage
forms are authorized;

(b) the address of each building in

Canada at which a category of drugs

ey

A C.01A.008%

@ A1.18 2 AC.01A.010%d] e},
e AC.01A.005FFE A
C.01A.007z°] AF¥ 42 L A8E
THe A5 IYsrE daet Ay W

Ashel ok g},

(1.1) & AC.01A.005FA23F T+

AC.O1A.006ZA 1.18 )] AFH A7}
AAs ] i Fo] AFH H&o] ¥

AR % AR Ha oq5FE 24

v 2199 #EE TS Bt 3
8% ool gt

@ Fds7bol= v 29 Aol #A
s ofoF g},

Lo x¢ % Id WAE 7 &3 2
5ol 37Fd o] 29 % Il HA =
ojekE W, 7 &5 5 HF dis) 2
o 7ol FEje] o efsEol 7 A=A
o] -
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set out in Table II to this section is
authorized to be fabricated,
packaged/labelled, tested as required
under Division 2 or stored, specifying
for each building which of those
activities and for which category of
drugs, and whether sterile dosage
forms of the category are authorized;
and

(¢) in addition to the matters referred
to in paragraphs (a) and (b), in the case
of an importer,

(i) the name and address of each
fabricator, packager/labeller and tester
from whom the importer is authorized
to obtain the drug for import, and

(i) the address of each building at
which the drug is authorized to be
fabricated, packaged/labelled or
tested, specifying for each building the
activities and the category of drugs set
out in Table II to this section that are
authorized, and whether sterile dosage
forms are authorized.

(d) [Repealed, SOR/2002-368, s. 5]

(3) The Minister may indicate in an
establishment licence a period for
which records shall be retained under
Division 2 that, based on the safety
profile of the drug or materials, is
sufficient to ensure the health of the
consumer.

(4) When issuing an establishment

licence, the Minister may impose terms

and conditions on the establishment
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licence respecting
(a) the tests to be performed in 1. 9JekES AFL-3E}7] o oFA kA 3HelE}
respect of a drug, and the equipment to | 7] &l ¢ ¢kE3} A& sle] =8 efof &
be used, to ensure that the drug is not = AlE 2 ALE ZH)
unsafe for use; and
(b) any other matters necessary to 2. oJokE o] A%, EH/EA EE AY
prevent risk to the health of Z1& ¥3ete] 2njrte] A7t sk
consumers, including conditions under A WAs7] &l 2ask 7E e
which drugs are fabricated, A&t
packaged/labelled or tested.
TABLE 1 31
Item  Activities Sigs a4
1 Fabricate 1 A 2
2 Package/label 2 XA/ FEA
3 Perform the tests, including any 3 A2 wel FQ3 BE AAE I
examinations, required under Division 2 skl Alg 423
4 Distribute as a distributor referred to in 4 AC.01A.003FA 15 AFFH 754
paragraph C.01A.003(a) an active AzA e 4 3 F o= el &)
ingredient other than et A ol9Y FaAdESE 7E
(a) an active pharmaceutical ingredient; or 1. 78 oF AHAE
(b) an active ingredient that is used in the 2. HAESA 7]Yoln] WHe ¥R C
fabrication of a drug that is of non- o Yde oJokFe] Az AlEH=
biological origin and that is listed in FEAE
Schedule C to the Act
5 Distribute as a distributor referred to 5 AC.01A.0032A125 ] AvH F+&4
in paragraph C.01A.003(b) AAZA %
6 Import 6 T4
7 Wholesale a drug other than 7 t}& o]e]o] ojekZ Luj
(a) an active pharmaceutical ingredient; or 1. &F ooz gr
(b) an active ingredient that is used in the 2. B AEEA 7| dolw We] WE C
fabrication of a drug that is of non—biological o gy oekEo] Az AL EHE
origin and that is listed in Schedule C to the Act SadE

Mt A EolobE 4
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TABLE II ¥ I

Item  Categories of drugs g ookE WF

1 Pharmaceuticals 1 o okE

1.1 Active ingredients 1.1 Fadi

2 Vaccines 2 A

3 [Repealed, SOR/2013-179, s. 2] 3 [, Wt E14/2013-179, A2

%]

4 Drugs that are listed in Schedule D 4 WMALS Aest e HE Dol UEd
to the Act, other than vaccines o] ok

5 Drugs listed in Schedule C to the Act 5 Hel MR Col ydd 9ok

6 Drugs that are prescription drugs, 6 A o) ek, AG.01.001x0l o=

controlled drugs as defined in
section G.01.001, narcotics as
defined in the Narcotic Control
Regulations and drugs containing
cannabis as defined in subsection
2(1) of the Cannabis Act

7 Active pharmaceutical ingredients
set out in List A that are for

veterinary use

A FE, TopekFA TR o ol
sheRR R ek A2EA g

Aol vrkE Fie ol okE

Annual Licence Review

C.01A.009

(1) The holder of an establishment
licence that is not suspended shall
submit an application for the review of
their licence to the Minister before
April 1 of each year and include with it
the information and documents
referrred to in section C.01A.005.

(2) The Minister shall conduct an
annual review of the licence on the

basis of the information and documents
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submitted by the holder and any other of sir},

relevant information in the Minister's

possession.

Refusal to Issue g AR

C.01A.010 #C.01A.010&

(1) The Minister may refuse to issue O ZF# U 7 3 F o= sl

2

or amend an establishment licence in

respect of any or all matters indicated Al LS s}

in subsection C.01A.008(2) if A3 7ke] W = MAS AR &
AT

(a) the applicant has made a false or 1. A2 7F 31 7F 2143 #Ast] 59

misleading statement in relation to the T oo AX7F U= &S 3

application for the licence; or <

(b) the applicant has had an 2. AlAgzre]l g8 77t g ARk

establishment licence suspended in dsto] X H 45

respect of the matter.

(2) The Minister shall refuse to issue @ &2 AC.01A.008FA 28 A
or amend an establishment licence in H dF e BE AN #dste] o
respect of any or all matters indicated A8 7te dEstAY wAse Aol &
in subsection C.01A.008(2) if the Hzke] A7kel 918& =8 F vk
Minister has reasonable grounds to DS vk Al AV de B
believe that issuing or amending an Sl Aoty #Edste] JAF 7ty W
establishment licence in respect of the | =& =4S AFE 4 Ut

matter would constitute a risk to the
health of the consumer.

(3) Where the Minister refuses to issue | @ ¥ JQ3| 719 W == HAS
or amend an establishment licence, the 7

Minister shall a}

(a) notify the applicant in writing of the | 1. XA XA AF- A{FE AHOZ F
reasons for the refusal; and A]
(b) give the applicant an opportunity to | 2. A x| Al o]AE A&E3 73] = A
be heard. &

Terms and Conditions =z
C.01A.011 A C.01A.011%
O 25 9937 EfiAe vE 4 =

Mt A EolobE 4

(1) Every person who holds an
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establishment licence shall comply
with

(a) the requirements of the
establishment licence; and

(b) the applicable requirements of
Divisions 2 to 4.

(2) [Repealed, SOR/2000-120, s. 4]

C.01A.012

(1) The Minister may amend the terms
and conditions of an establishment
licence that are imposed under
subsection C.01A.008(4) if the Minister
believes on reasonable grounds that an
amendment is necessary to prevent
risk to the health of the consumer.

(2) The Minister shall give at least 15
days notice in writing to the holder of
the establishment licence of the
proposed amendment, the reasons for
it and its effective date.

C.01A.012.1

(1) Despite subsection C.01A.008(4),
the Minister may, at any time, including
when issuing an establishment licence,
impose terms and conditions on an
establishment licence that is issued or
amended under section C.01A.008 on
the basis of an application referred to
in subsection C.01A.005(2) or
C.01A.006(1.1) that contains the
statement referred to in the applicable
subsection.

(2) For greater certainty, terms and
conditions that may be imposed under

subsection (1) are not limited to those

155

1. 943871 &

19 2q

SN

ol

2. A2ARE A4Fe)

@ [#A, "t Et4/2000-120, A4
e
AC.01A.012%

O Fde Anjzte 7
W=sk7] 918 Aol Hesitia §he
Al Aol wet ek
C.01A.008zA148 o] uwpe} H-v}x]
A7t 21& AHE 5 2

=
o
r (]
o,
=
o

o

T % A

A3 7HA A Al

AC.01A.012.1%

@ AIC.01A.008% A4} o] %= B8},
Fe dhE Tt b AE XE
AEA AC.01A.008%0l wre} 357
v g = g4 vtel diEl Al
C.01A.006xA128 o]} AIC.01A.006%
AL 1A Agd A E AR =

(o3 = o) >~
& Fag 4 9l

@ wr} Was] 7] 98] A1) wat
Balg 5= 9l 2AL A C.01A.008%
Al4gke] wet g ¢ e 2de =



Q SR A @ AMIAE A 2 e

that may be imposed under subsection
C.01A.008(4).

C.01A.012.2

The Minister may, at any time, amend
terms or conditions that are imposed

on an establishment licence under
subsection C.01A.012.1(1).

Notification

C.01A.013

Every person who holds an
establishment licence shall notify the

Minister in writing within 15 days after

(a) there is any change to the
information referred to in any of
paragraphs C.01A.005(1)(a), (b) and (e)
to (1); or

(b) an event occurs that results in their
being in contravention of any of the
applicable requirements of Divisions 2
to 4, where it may affect the quality,
safety or efficacy of a drug fabricated,
packaged/labelled, tested as required
under Division 2 or stored by them.
C.01A.014

(1) No licensee shall carry on a
licensed activity in respect of any
category of drugs if a change referred
to in subsection (2) has occurred in

respect of that category, unless

(a) they have filed with the Minister a
notice that contains sufficient
information to enable the Minister to

assess the safety of the drug, taking
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into account the change; and

(b) the Minister has issued to them a
letter indicating that the information
will be reviewed and has not, within 90
days after issuing the letter, sent them
a notice indicating that the change is
not acceptable.

(2) Notification is required in respect
of the following changes where they
may affect whether a drug can be
fabricated, packaged/labelled, tested
or stored in accordance with the
applicable requirements of Divisions 2
to 4:

(a) changes to the plans and
specifications of a building where a
drug is fabricated, packaged/labelled,
tested or stored;

(b) changes to the equipment that is
used in the fabrication,
packaging/labelling or testing of a
drug;

(c) changes to the practices or
procedures; and

(d) in the case of an importer, other
than an importer of a drug that is
fabricated, packaged/labelled or tested
in an MRA country at a recognized
building, any change referred to in
paragraphs (a) to (c) that relates to the
fabricator, packager/labeller or tester
of the drug being imported.

C.01A.015

(1) An importer of a drug that is
fabricated, packaged/labelled or tested

in an MRA country at a recognized
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building shall immediately notify the
Minister if the fabricator,
packager/labeller or tester indicated in
the importer's establishment licence no
longer holds a valid permit, licence or
other authorization issued by the
regulatory authority that recognized
that building.

(2) The Minister shall, on receiving a
notification under subsection (1),
amend the importer's establishment
licence by removing the name and
address of that fabricator,

packager/labeller or tester.

Suspension

C.01A.016

(1) The Minister may suspend an
establishment licence in respect of any
or all matters indicated in subsection
C.01A.008(2) if he or she has
reasonable grounds to believe that

(a) the licensee has contravened any
provision of the Act or these
Regulations; or

(b) the licensee has made a false or
misleading statement in the application
for the establishment licence.

(2) Before suspending an
establishment licence, the Minister
shall consider

(a) the licensee's history of compliance
with the Act and these Regulations;
and

(b) the risk that allowing the licence to

continue in force would constitute for
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:

the health of the consumer.
(3) The Minister shall not suspend an

establishment licence until

(a) the Minister has sent the licensee a
written notice that sets out the reason
for the proposed suspension, any
corrective action required to be taken
and the time within which it must be
taken;

(b) if corrective action is required, the
time set out in the notice has passed
without the action having been taken;
and

(c) the licensee has been given an
opportunity to be heard in respect of
the suspension.

C.01A.017

(1) The Minister may suspend an
establishment licence in respect of any
or all matters indicated in subsection
C.01A.008(2) without giving the
licensee an opportunity to be heard if
it is necessary to do so to prevent a
risk to the health of consumers, by
giving the licensee a notice that states
the reason for the suspension.

(2) A licensee may request of the
Minister, in writing, that the
suspension be reconsidered.

(3) The Minister shall, within 45 days
after the date of receiving the request,
provide the licensee with the
opportunity to be heard.

C.01A.017.1

The Minister may suspend an
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establishment licence in respect of any
or all matters indicated in subsection
C.01A.008(2) if, after the Minister has,
under section 21.31 of the Act,
ordered the licensee to conduct an
assessment in order to provide
evidence establishing that the
licensee's buildings, equipment or
practices and procedures, as the case
may be, continue to meet the
requirements referred to in paragraph
C.01A.005(1)(1), subparagraph
C.01A.005(1)(m) (i) or (iil) or
paragraph C.01A.005(1)(0),

(a) the licensee fails to comply with
the order; or

(b) the licensee complies with the
order but the Minister determines that
the results of the assessment are not
sufficient to establish that those
requirements continue to be met.
C.01A.018

The Minister shall reinstate an
establishment licence in respect of any
or all matters indicated in subsection
C.01A.008(2) that are the subject of
the suspension if, within 12 months
after the effective date of the
suspension, the licensee provides the
Minister with sufficient evidence
demonstrating that

(a) the situation on which the
suspension was based has been
corrected; or

(b) the situation on which the

suspension was based did not exist.
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Cancellation

C.01A.018.1

The Minister shall cancel an
establishment licence if the licensee
has failed to submit an application for
the review of the licence in accordance
with subsection C.01A.009(1).
C.01A.018.2

(1) If the Minister has suspended an
establishment licence in respect of all
matters indicated in subsection
C.01A.008(2) and the suspension is
still in effect 12 months after the
effective date of the suspension, the
Minister shall cancel the licence.

(2) If the Minister has suspended an
establishment licence in respect of one
or more of the matters indicated in
subsection C.01A.008(2) and the
suspension is still in effect 12 months
after the effective date of the
suspension, the Minister shall cancel
the licence only in respect of the
matters that are the subject of the

suspension.

Designation

C.01A.019

(1) For the purposes of this Division
and Divisions 2 to 4, a regulatory
authority that is set out in column 1 of
the table to this section is hereby
designated in respect of the activities
set out in column 3 for the drug or
category of drugs set out in column 2.

(2) Whole blood and its components
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are excluded from the drugs and
categories of drugs set out in column 2
of the table to this section.

(3) The lot release of drugs listed in
Schedule D to the Act is excluded from
the activity of testing set out in column
3 of the table to this section.

162

Ap_A E o) of

W= Tt

8



A QD AIAIAZ 2 ME

TABLE 3
Designated Regulatory Authorities A A A 7] &
Column 1 Column 2 Column 3 41 o 2 4 3
Regulatory Drug or category of o oFE F=
Item authority drugs Activities = A 7] o okE W a5
1 Swissmedic, Swiss  Pharmaceuticals for Fabricating, 1 292 W2 A AAE T FEE 9 A2, G/ EA, AE
Agency for human or veterinary packaging/labelling, 292 ofokEH oFE
Therapeutic use testing
Products, Bern,
Switzerland Drugs listed in Schedules He WX CEL EHED
C and D to the Act of Ydu ook
2 Regional Medicines Pharmaceuticals for Fabricating, 2 2292 v A7) oA g e TEE 9 A2y, XA/ TA], AE
Inspectorate of human or veterinary packaging/labelling, 292 B %Y Ok
Northwestern use testing ook HAM
Switzerland (RFS- (RFS-NW)
NW), Basel, Drugs listed in He] WX CEL EHED
Switzerland Schedules C and D to of UYdw ookE
the Act
3 Regional Medicines Pharmaceuticals for Fabricating, 3 22 He s 2A oA g i FEE 9 Az, ER/FEA, A
Inspectorate of human or veterinary packaging/labelling, 29~ FHE E F oFE
Eastern and Central use testing oF 292~ Y 9
Switzerland (RFS- k& HAE(RFS-
07), Zurich, Drugs listed in 07) Hel W CE HE D
Switzerland Schedules C and D to of v ofokE
the Act
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Regional Pharmaceuticals for Fabricating, 292 HAR 24 AAE Ee FE§ 9 A zE, EA/EA, AE
Medicines human or veterinary packaging/labelling, 29 i xd ok
Inspectorate of use testing o] ok A}
Southern (RFS-9)
Switzerland (RFS-  Drugs listed in Hol ¥ C 2 ¥E D
S), Ticino, Schedules C and D to of Ydw ookE
Switzerland the Act
Regional Pharmaceuticals for Fabricating, 282 23 1A g e TEE 9 Az, EF/EA, AE
Medicines human or veterinary packaging/labelling, 29 AR A Y oFE
Inspectorate of use testing o okE AL
Western (RFS-W)
Switzerland (RFS-  Drugs listed in Hel Wg C ¥ HED
W), Lausanne, Schedules C and D to o Ydm ojekE
Switzerland the Act
ALbeh AE I FE 77
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DIVISION 2 Good Manufacturing
Practices

C.02.001

[Repealed, SOR/97-12, s. 5.1]
C.02.002

In this Division,

drug[Repealed, SOR/97-12, s. 6]

importer [Repealed, SOR/97-12, s. 6]

medical gas means any gas or mixture
of gases manufactured, sold or
represented for use as a drug;
packaging material includes a label;
produce[Repealed, SOR/97-12, s. 6]
quality control department[Repealed,
SOR/2010-95, s. 11

specifications means a detailed
description of a drug, the raw material
used in a drug or the packaging
material for a drug and includes

(a) a statement of all properties and
qualities of the drug, raw material or
packaging material that are relevant to
the manufacture, packaging and use of
the drug, including the identity,
potency and purity of the drug, raw
material or packaging material,

(b) a detailed description of the
methods used for testing and
examining the drug, raw material or
packaging material, and

(c) a statement of tolerances for the
properties and qualities of the drug,

raw material or packaging material.
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C.02.002.1

This Division does not apply to

fabricating, packaging/labelling,
testing, storing and importing of
antimicrobial agents.

C.02.002.2

In this Division,

(a) a reference to specifications is —
in respect of a drug intended for
consumption or use outside Canada,
the raw material used in such a drug or
the packaging material for such a drug
— a reference to the specifications
with which the drug, raw material or
packaging material is required to
comply in the country in which the
drug is intended to be consumed or
used; and

(b) the definition expiration date in
subsection C.01.001(1) does not apply
in respect of a drug intended for

consumption or use outside Canada.

Sale

C.02.003

No distributor referred to in paragraph
C.01A.003(b) and no importer shall sell
a drug unless it has been fabricated,
packaged/labelled, tested and stored in
accordance with the requirements of
this Division.

C.02.003.1

No person shall sell a drug that they
have fabricated, packaged/labelled,

tested or stored unless they have
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fabricated, packaged/labelled, tested
or stored it in accordance with the
requirements of this Division.
C.02.003.2

(1) No person shall import an active
ingredient into Canada for the purpose
of sale unless they have in Canada a
person who is responsible for its sale.
(2) No person who imports an active
ingredient into Canada shall sell any lot
or batch of it unless the following
appear on its label:

(a) the name and civic address of the
person who imports it; and

(b) the name and address of the
principal place of business in Canada
of the person who is responsible for its

sale.

Use in Fabrication

C.02.003.3

No person shall use an active
ingredient in the fabrication of a drug
unless it is fabricated,
packaged/labelled, tested and stored in
accordance with the requirements of

this Division.

Premises

C.02.004

The premises in which a lot or batch of
a drug is fabricated, packaged/labelled
or stored shall be designed,
constructed and maintained in a
manner that

(a) permits the operations therein to be

performed under clean, sanitary and
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orderly conditions;

(b) permits the effective cleaning of all
surfaces therein; and

(c) prevents the contamination of the
drug and the addition of extraneous

material to the drug.

Equipment

C.02.005

The equipment with which a lot or
batch of a drug is fabricated,
packaged/labelled or tested shall be
designed, constructed, maintained,
operated and arranged in a manner that
(a) permits the effective cleaning of its
surfaces;

(b) prevents the contamination of the
drug and the addition of extraneous
material to the drug; and

(c) permits it to function in accordance

with its intended use.

Personnel

C.02.006

Every lot or batch of a drug shall be
fabricated, packaged/labelled, tested
and stored under the supervision of
personnel who, having regard to the
duties and responsibilities involved,
have had such technical, academic and
other training as the Minister considers
satisfactory in the interests of the

health of the consumer or purchaser.

Sanitation
C.02.007

(1) Every person who fabricates or
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packages/labels a drug shall have a A5t BE A= AES 2 29
written sanitation program that shall be | 75 sl Aldx &= AATHAE A4
implemented under the supervision of 5 7HAa glojof gt

qualified personnel.

(2) The sanitation program referred to @ A1el] AgH A T2l =
in subsection (1) shall include U ZF 59 A}gko] x3tEojof gt
(a) cleaning procedures for the 1. o eFsfo] AX e EF/XAH= A
premises where the drug is fabricated AT Az = EF/FA O AFEEHE
or packaged/labelled and for the Zajol] ojgk Az dxt

equipment used in the fabrication or

packaging/labelling; and

(b) instructions on the sanitary 2. oJoFFS] AR A B EF/FA
fabrication and packaging/labelling of o} ojofFo] Az L EF/HA AEH
drugs and the handling of materials = A8 FHFd B3 #H

used in the fabrication and

packaging/labelling of drugs.

C.02.008 #C.02.008%

(1) Every person who fabricates or O 9oFES AZxsAY TH/ES B
packages/labels a drug shall have, in A5t EE A o oERe HAska
writing, minimum requirements for the Al Az @ /e HAes W Ags)
health and the hygienic behaviour and 71 98l Ade 14 2 A4 P53
clothing of personnel to ensure the B2 o ok HATEe] QA g A
clean and sanitary fabrication and & ztFolof gt

packaging/labelling of the drug.

(2) No person shall have access to any | @ B 7} & T o] sy 3|3t
area where a drug is exposed during Al ook Alx T YXA/3A HA
its fabrication or packaging/labelling if o Al ofefFo] =EHE T
the person A= oF Hr

(a) is affected with or is a carrier of a 1. A4 Ado| A=A AY} AAA
disease in a communicable form; or Ave] Bzl 45

(b) has an open lesion on any exposed 2. =9 AA xH g Wwe] 9l
surface of the body. = A5

Raw Material Testing 45 N

C.02.009 #1C.02.009%

(1) Each lot or batch of raw material O 959 7 AxGEf= YoFE Az
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shall be tested against the
specifications for that raw material
prior to its use in the fabrication of a
drug.

(2) No lot or batch of raw material
shall be used in the fabrication of a
drug unless that lot or batch of raw
material complies with the
specifications for that raw material.
(3) Notwithstanding subsection (1),
water may, prior to the completion of
its tests under that subsection, be used
in the fabrication of a drug.

(4) Where any property of a raw
material is subject to change on
storage, no lot or batch of that raw
material shall be used in the fabrication
of a drug after its storage unless the
raw material is retested after an
appropriate interval and complies with
its specifications for that property.

(5) Where the specifications referred
to in subsections (1), (2) and (4) are
not prescribed, they shall

(a) be in writing;

(b) be acceptable to the Minister who
shall take into account the
specifications contained in any
publication mentioned in Schedule B to
the Act; and

(c) be approved by the person in
charge of the quality control
department.

C.02.010

(1) The testing referred to in section
C.02.009 shall be performed on a
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sample taken

(a) after receipt of each lot or batch of
raw material on the premises of the
fabricator; or

(b) subject to subsection (2), before
receipt of each lot or batch of raw
material on the premises of the
fabricator, if

(i) the fabricator

(A) has evidence satisfactory to the
Minister to demonstrate that raw
materials sold to him by the vendor of
that lot or batch of raw material are
consistently manufactured in
accordance with and consistently
comply with the specifications for
those raw materials, and

(B) undertakes periodic complete
confirmatory testing with a frequency
satisfactory to the Minister, and

(i) the raw material has not been
transported or stored under conditions
that may affect its compliance with the
specifications for that raw material.
(2) After a lot or batch of raw material
is received on the premises of the
fabricator, the lot or batch of raw

material shall be tested for identity.

Manufacturing Control

C.02.011

(1) Every fabricator, packager/labeller,
distributor referred to in paragraph
C.01A.003(b) and importer of a drug
shall have written procedures prepared

by qualified personnel in respect of the
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drug to ensure that the drug meets the
specifications for that drug.

(2) Every person required to have
written procedures referred to in
subsection (1) shall ensure that each
lot or batch of the drug is fabricated,
packaged/labelled and tested in
compliance with those procedures.
C.02.012

(1) Every fabricator, packager/labeller,
distributor referred to in section
C.01A.003, importer and wholesaler of
a drug shall maintain

(a) a system of control that permits
complete and rapid recall of any lot or
batch of the drug that is on the market;
and

(b) a program of self-inspection.

(2) Every fabricator and
packager/labeller and, subject to
subsections (3) and (4), every
distributor referred to in paragraph
C.01A.003(b) and importer of a drug
shall maintain a system to ensure that
any lot or batch of the drug fabricated
and packaged/labelled on premises
other than their own is fabricated and
packaged/labelled in accordance with
the requirements of this Division.

(3) Subsection (2) does not apply to a
distributor if the drug is fabricated,
packaged/labelled and tested in Canada
by a person who holds an
establishment licence that authorizes
those activities in respect of that drug.

(4) Subsection (2) does not apply to a
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distributor or importer if the drug is
fabricated or packaged/labelled in an
MRA country at a recognized building
and both of the following requirements
are met:

(a) the address of the building is set
out in their establishment licence; and
(b) they retain a copy of the batch
certificate for each lot or batch of the

drug that they receive.

Quality Control Department

C.02.013

(1) Every fabricator, packager/labeller,
wholesaler, distributor referred to in
section C.01A.003 and importer of a
drug shall have on their premises in
Canada a quality control department
that is supervised by personnel
described in section C.02.006.

(2) Except in the case of a wholesaler
or a distributor referred to in
paragraph C.01A.003(a), the quality
control department shall be a distinct
organizational unit that functions and
reports to management independently
of any other functional unit, including
the manufacturing, processing,
packaging or sales unit.

C.02.014

(1) Except in the case of a wholesaler
or a distributor referred to in
paragraph C.01A.003(a), no lot or
batch of a drug shall be made available
for further use in fabrication or for

sale unless the person in charge of the
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quality control department approves
the sale or the further use.

(2) A drug that is returned to its
fabricator, packager/labeller,
wholesaler, distributor referred to in
section C.01A.003 or importer shall
not be made available for further use
in fabrication or for further sale unless
the person in charge of the quality
control department approves the
further sale or further use.

(3) No lot or batch of a raw material or
packaging/labelling material shall be
used in the fabrication or
packaging/labelling of a drug unless
the person in charge of the quality
control department approves the use.
(4) No lot or batch of a drug shall be
reprocessed unless the person in
charge of the quality control
department approves the reprocessing.
C.02.015

(1) All fabrication, packaging/labelling,
testing, storage and transportation
methods and procedures that may
affect the quality of a drug shall be
examined and approved by the person
in charge of the quality control
department before their
implementation.

(2) The person in charge of the quality
control department shall cause to be
investigated any complaint or
information that is received respecting
the quality of a drug or its deficiencies

or hazards and cause any necessary
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corrective action to be taken, in the
case where the complaint or
information relates to an activity over
which the department exercises quality
control.

(2.1) In the case where the complaint
or information that is received does
not relate to an activity over which the
quality control department exercises
quality control, the person in charge of
the department shall forward the
complaint or information to the person
in charge of the quality control
department that exercises quality
control over that activity.

(3) The person in charge of the quality
control department shall cause all tests
or examinations required pursuant to
this Division to be performed by a

competent laboratory.

Packaging Material Testing

C.02.016

(1) Each lot or batch of packaging
material shall, prior to its use in the
packaging of a drug, be examined or
tested against the specifications for
that packaging material.

(2) No lot or batch of packaging
material shall be used in the packaging
of a drug unless the lot or batch of
packaging material complies with the
specifications for that packaging
material.

(3) The specifications referred to in
subsections (1) and (2) shall
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(a) be in writing;

(b) be acceptable to the Minister who
shall take into account the
specifications contained in any
publication mentioned in Schedule B to
the Act; and

(¢c) be approved by the person in
charge of the quality control
department.

C.02.017

(1) The examination or testing referred
to in section C.02.016 shall be
performed on a sample taken

(a) after receipt of each lot or batch of
packaging material on the premises of
the person who packages a drug; or
(b) subject to subsection (2), before
receipt of each lot or batch of
packaging material on the premises of
the person who packages a drug, if

(i) that person

(A) has evidence satisfactory to the
Minister to demonstrate that packaging
materials sold to him by the vendor of
that lot or batch of packaging material
are consistently manufactured in
accordance with and consistently
comply with the specifications for
those packaging materials, and

(B) undertakes periodic complete
confirmatory examination or testing
with a frequency satisfactory to the
Minister,

(ii) the packaging material has not
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been transported or stored under
conditions that may affect its
compliance with the specifications for
that packaging material.

(2) After a lot or batch of packaging
material is received on the premises of
the person who packages a drug,

(a) the lot or batch of the packaging
material shall be examined or tested
for identity; and

(b) the labels shall be examined or
tested in order to ensure that they
comply with the specifications for

those labels.

Finished Product Testing

C.02.018

(1) Each lot or batch of a drug shall,
before it is made available for further
use in fabrication or for sale, be tested
against the specifications for that drug.
(2) No lot or batch of a drug shall be
made available for further use in
fabrication or for sale unless it
complies with the specifications for
that drug.

(3) The specifications referred to in
subsections (1) and (2) shall

(a) be in writing;

(b) be approved by the person in
charge of the quality control
department; and

(c) comply with the Act and these
Regulations.

C.02.019

(1) A packager/labeller of a drug, a
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distributor referred to in paragraph
C.01A.003(b) and an importer of a drug
other than an active ingredient shall
perform the finished product testing on
a sample of the drug that is taken
either

(a) after receipt of each lot or batch of
the drug on their premises in Canada;
or

(b) before receipt of each lot or batch
of the drug on their premises in
Canada if the following conditions are
met:

(1) the packager/labeller, distributor or
importer

(A) has evidence satisfactory to the
Minister to demonstrate that drugs
sold to them by the vendor of that lot
or batch are consistently manufactured
in accordance with and consistently
comply with the specifications for
those drugs, and

(B) undertakes periodic complete
confirmatory testing, with a frequency
satisfactory to the Minister, and

(i1) the drug has not been transported
or stored under conditions that may
affect its compliance with the
specifications for that drug.

(2) If the packager/labeller, distributor
or importer receives a lot or batch of a
drug on their premises in Canada the
useful life of which is more than 30
days, the lot or batch shall be tested
for identity and the packager/labeller
shall confirm the identity after the lot
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or batch is packaged/labelled.

(3) Subsections (1) and (2) do not @ A& A2 AT S5S 57e)
apply to a distributor if the drug is = G IE B Z7F Ayl A
fabricated, packaged/labelled and ook Alx, E/FA F AlFEh=
tested in Canada by a person who A5 e Ae ALuA] gt

holds an establishment licence that

authorizes that activity.

(4) Subsections (1) and (2) do not @ A1 L A2 FEHdA ==
apply to a distributor or importer if the | 99 A7F MRA =7}o| A 1A E AL
drug is fabricated, packaged/labelled A oekES A%, FA/FTA Z AFE
and tested in an MRA country at a L FEgE oJorEe] 7 Aol gk
recognized building and they retain a A2 ASA AHES HAstE 4%
copy of the batch certificate for each A Fedat v FHFA A= A&
lot or batch of the drug that they 2] et

receive.

(4.1) Subsections (1) and (2) do not (4.1) A1y} A2gke Z2Y19 o ofF
apply to a distributor or importer of a o FEIA B FAAATT Al
COVID-19 drug if it is the subject of a C.04.015z9 & M Q3o ikl
written request made under section 7d5-9] ofekEA e AEHA g
C.04.015.

(5) Subsections (1) and (2) do not ® g 7 39 o] EF 52 4
apply to a distributor or importer of a Q- AHF oJokEo] ol EA HAF &
drug that is not a prescription drug and | 71°] H&5 A g+ v 9JefE 5
that is part of a class of drugs that is o] 1ol HAIHE oefFe] K-l ook
set out in column 1 of the List of Non— | #¢ F&H3A £ FHHA A= A1F
prescription Drugs Not Subject to I} A2 J8HA G

Certain Testing Requirements if all of

the following conditions are met:

(a) the drug contains, as its only active | 1. 2Jef#Eo] FU3 faAdE o=z 24
ingredients, one or more of those set of WAlE AE T 3 oS Y &
out in column 2, each of which ol dldete= Aol tis] 3ol HA
corresponds to that class, in the H g FrE gHretar o, oo
corresponding quantity set out in o] 4~6g) HWAE A AHHo} UX|5}
column 3, and the drug is consistent = A5

with the descriptive information set out

in columns 4 to 6;
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(b) the drug is

(i) fabricated in Canada or in a
recognized country or region,

(ii) packaged/labelled in Canada or in a
recognized country or region, and

(iii) tested in a recognized country or
region;

(c) the distributor or the importer
retains a copy of the batch certificate
for each lot or batch of the drug that is
distributed or imported, as the case
may be.

(6) A drug that is referred to in
subsection (5) may be shipped directly
to a person other than an importer if
all of the following conditions are met:
(a) before importing the drug, the
importer receives a document that
demonstrates that the drug complies
with the specifications for that drug;
(b) the importer and the distributor
have measures in place to ensure that
all the requirements of these
Regulations in respect of the

importation of the drug are met.

Records

C.02.020

(1) Every fabricator, packager/labeller,
distributor referred to in paragraph
C.01A.003(b) and importer shall
maintain all of the following records on
their premises in Canada for each drug
that they fabricate, package/label,

distribute or import:
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(a) except in the case of an importer of | 1. H]|AAES A 7|dolw WHe HE Co
an active pharmaceutical ingredient or Udx ojokE o] A Zxo AR EE= o<
an active ingredient that is used in the Z FEAE B fFaAEY Y99t
fabrication of a drug that is of non- o] A= A|9star, i ookl npxa
biological origin and that is listed in B AAF £A4

Schedule C to the Act, master
production documents for the drug;

(b) evidence that each lot or batch of 2

the drug has been fabricated, Ao
packaged/labelled, tested and stored in | ¥A], Alg 2 BAFJGE TA
accordance with the procedures

described in the master production

documents;

(c) evidence that the conditions under 3. oofEe] Az, /A, AE E B
which the drug was fabricated, I x7lo] o] Zeo] 8718 F gt
packaged/labelled, tested and stored =7

are in compliance with the

requirements of this Division;

(d) evidence that establishes the 4. o] = FF Az AREE 9
period during which the drug in the o 870 @3 oefEo] a9 ek
container in which it is sold or made ALgel F-gtehe= 713 S dSsie 5
available for further use in fabrication A

will meet the specifications for that

drug; and

(e) evidence that the finished product 5. AC.02.018%¢] Axd A= A&
testing referred to in section C.02.018 S s A 2 sd A" A3
was carried out and the results of that

testing.

(2) Every distributor referred to in @ AIC.01A.003xA2% ) Avd &
paragraph C.01A.003(b) and importer FE5GA 2 AR 2] A= A
shall make available to the Minister, on | - & %+ FYst= o oFF9 7} A
request, the results of testing Zol e 98 9 /T A ZE
performed on raw materials and s st Ald AdaE Aol A A

packaging/labelling materials for each slojof st}
lot or batch of a drug that it distributes

or imports.
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(3) Every fabricator shall maintain on
their premises written specifications
for all raw materials and adequate
evidence of the testing of those raw
materials referred to in section
C.02.009 and of the test results.

(4) Every person who packages a drug
shall maintain on their premises
written specifications for all packaging
materials and adequate evidence of the
examination or testing of those
materials referred to in section
C.02.016 and of any test results.

(5) Every fabricator, packager/labeller
and tester shall maintain on their
premises in Canada detailed plans and
specifications of each building in
Canada where they fabricate,
package/label or test drugs and a
description of the design and
construction of those buildings.

(6) Every fabricator, packager/labeller
and tester shall maintain on their
premises in Canada personnel records
in respect of each person who is
employed to supervise the fabrication,
packaging/labelling and testing of
drugs, including the person's title,
responsibilities, qualifications,
experience and training.

C.02.021

(1) All records and evidence of the
fabrication, packaging/labelling,
finished product testing referred to in
section C.02.018 and storage of a drug

in dosage form that are required to be
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maintained under this Division shall be
retained for one year after the
expiration date of the drug unless the
person's establishment licence
specifies some other period.

(2) Subject to subsection (4), all
records and evidence of the
fabrication, packaging/labelling,
finished product testing referred to in
section C.02.018 and storage of an
active ingredient that are required to
be maintained under this Division shall
be retained in respect of each lot or
batch of the active ingredient for the
following period unless the person
holds an establishment licence that
specifies some other period:

(a) in the case of an active ingredient
that has a retest date, three years
after the lot or batch has been
completely distributed; or

(b) in any other case, one year after
the expiration date of the lot or batch.
(3) Subject to subsection (4), all
records and evidence of the raw
material testing referred to in section
C.02.009 and of the testing of
packaging/labelling materials that are
required to be maintained under this
Division shall be retained for five
years after the raw materials and
packaging/labelling materials were last
used in the fabrication or
packaging/labelling of a drug unless
the person's establishment licence

specifies some other period.
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(4) If a fabricator is required to
maintain records and evidence in
respect of the same active ingredient
under subsections (2) and (3), they
shall maintain them for the longest
period that is applicable.

C.02.022

(1) Every wholesaler, distributor
referred to in section C.01A.003 and
importer of a drug in dosage form shall
retain records of sale of each lot or
batch of the drug, which enable them
to recall the lot or batch from the
market, for one year after the
expiration date of that lot or batch
unless their establishment licence
specifies some other period.

(2) Every distributor of an active
ingredient referred to in paragraph
C.01A.003(a) and every wholesaler and
importer of an active ingredient shall
retain records of sale of each lot or
batch of the active ingredient, which
enable them to recall the lot or batch
from the market, for the following
period unless the person holds an
establishment licence that specifies
some other period:

(a) in the case of an active ingredient
that has a retest date, three years
after the lot or batch has been
completely distributed; or

(b) in any other case, one year after
the expiration date of the lot or batch.
C.02.023

(1) On receipt of a complaint or any
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information respecting the quality of a
drug or its deficiencies or hazards,
every fabricator, packager/labeller,
wholesaler, distributor referred to in
section C.01A.003 and importer of the
drug shall make a record of the
complaint or information that contains
the following:

(a) the results of any investigation
carried out under subsection
C.02.015(2) and, if applicable, the
corrective action taken; or

(b) the name and business address of
the person in charge of the quality
control department to whom the
complaint or information was
forwarded under subsection
C.02.015(2.1) and the date on which it
was forwarded.

(2) Records referred to in subsection
(1) shall be retained for the following
period unless the person holds an
establishment licence that specifies
some other period:

(a) in the case of a drug in dosage
form, one year after the expiration
date of the lot or batch of the drug;
and

(b) in the case of an active ingredient,

(i) if the active ingredient has a retest
date, three years after the lot or batch
has been completely distributed, or
(i) in any other case, one year after
the expiration date of the lot or batch

of the active ingredient.
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C.02.024

(1) Every fabricator, packager/labeller,
distributor referred to in section
C.01A.003, importer and wholesaler
shall

(a) maintain records of the results of
the self-inspection program required
by section C.02.012 and of any action
taken in connection with that program;
and

(b) retain those records for a period of
at least three years.

(2) Every person who fabricates or

packages/labels a drug shall

(a) maintain records on the operation
of the sanitation program required to
be implemented under section
C.02.007; and

(b) retain those records for a period of
at least three years.

C.02.024.1

Every distributor of an active
ingredient referred to in paragraph
C.01A.003(a) and every fabricator,
packager/labeller, wholesaler and
importer of an active ingredient shall
add all of the following information to
the documentation that accompanies
the active ingredient, immediately after
any like information that has been
added by another person:

(a) their establishment licence number,
or if there is none, their name,
address, telephone number, fax

number and email address;
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(b) an indication whether they have
fabricated, packaged/labelled,
wholesaled, distributed or imported the
active ingredient and the date on which
that activity was carried out;

(c) the expiration date; and

(d) the lot number.

Samples

C.02.025

(1) Every distributor referred to in
paragraph C.01A.003(b) and importer
of a drug in dosage form shall retain in
Canada a sample of each lot or batch
of the packaged/labelled drug for one
year after the expiration date of the
drug unless their establishment licence
specifies otherwise.

(2) Subject to subsection (4), the
fabricator of a drug in dosage form
shall retain a sample of each lot or
batch of raw materials used in the
fabrication for two years after the
materials were last used in the
fabrication unless their establishment
licence specifies some other period.
(3) Subject to subsection (4), the
fabricator of an active ingredient shall
retain a sample of each lot or batch of
it for the following period unless their
establishment licence specifies some
other period:

(a) in the case of an active ingredient
that has a retest date, three years
after the lot or batch has been

completely distributed; or
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(b) in any other case, one year after
the expiration date of the lot or batch.
(4) If a fabricator is required to
maintain samples in respect of the
same active ingredient under
subsections (2) and (3), they shall
maintain them for the longest period
that is applicable.

C.02.026

The samples referred to in section
C.02.025 shall be in an amount that is
sufficient to determine whether the
drug or raw material complies with the
specifications for that drug or raw

material.

Stability

C.02.027

(1) Every distributor referred to in
paragraph C.01A.003(b) and importer
of a drug in dosage form shall establish
the period during which each drug in
the package in which it is sold will
comply with the specifications for that
drug.

(2) Every fabricator and importer of an
active ingredient shall establish the
period during which each drug in the
package in which it is sold will comply
with the specifications for that drug.
C.02.028

(1) Every distributor referred to in
paragraph C.01A.003(b) and importer
of a drug in dosage form shall monitor,
by means of a continuing program, the

stability of the drug in the package in
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which it is sold.

(2) Every fabricator and importer of an
active ingredient shall monitor, by
means of a continuing program, the
stability of the drug in the package in

which it is sold.

Sterile Products

C.02.029

In addition to the other requirements of
this Division, a drug that is intended to
be sterile shall be fabricated and
packaged/labelled

(a) in separate and enclosed areas;

(b) under the supervision of personnel
trained in microbiology; and
(c) by a method scientifically proven to

ensure sterility.

Medical Gases

C.02.030

The provisions of sections C.02.025,
C.02.027 and C.02.028 do not apply to

medical gases.

DIVISION 3 Schedule C Drugs
C.03.001

In this Division,

drug means a drug that is listed in
Schedule C to the Act that is in dosage
form or a drug that is an active
ingredient of biological origin that can
be used in the preparation of a drug
listed in that Schedule;

licence or Canadian licence[Repealed,
SOR/97-12, s. 22]

189

Az, 2F R B
3. M oR s HAshs Jow
ATw WAoo Az, T 2 BA
I8 g 7l~
#]C.02.030%

AC.02.025%, AC.02.027=% % A
C.02.028%% o8& 7120 &5 XA

o)1
5 - .

A3F AE C oFE
AC.03.001%

o] el Al AL-g-3}
o] ofFo] gt

37} == Ao SR, Hg =
A/97-12, A|22%]

MUt A EolobE Tt



Q SR A @ AMIAE A 2 e

manufacturer[Repealed, SOR/97-12, s.
22]

master lot means a quantity of a drug
from which a lot is prepared for sale
by subsequent dilution or mixture;
radionuclide generator means a

radioactive parent and daughter

(a) contained in an ion-exchange
column, or

(b) dissolved in a suitable solvent in a
liquid-liquid extraction system

where the radioactive daughter is
separated from its parent by

(c) elution from the ion exchange
column, or

(d) a solvent extraction procedure.

C.03.001.1

No distributor referred to in paragraph
C.01A.003(b) or importer shall sell a
drug unless it has been fabricated,
packaged/labelled, tested and stored in
accordance with this Division.
C.03.002 to C.03.005

[Repealed, SOR/97-12, s. 24]
C.03.006

[Repealed, SOR/97-12, s. 67
C.03.007 to C.03.011

[Repealed, SOR/97-12, s. 26
C.03.012

On written request from the Minister,
every fabricator, packager/labeller,
tester, distributor referred to in
paragraph C.01A.003(b) and importer

of a drug shall submit protocols of
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tests together with samples of any lot npE AT e S A YA

or master lot of the drug before it is A AGAME AEFdoF sk, FTEA ¢

sold, and no person shall sell a lot of AAlE A A T AMZo] o] A9

which the protocol or sample fails to L71E FFHA] X Az E &

meet the requirements of these | 5}o] A= o}y Hr}.

Regulations.

C.03.013 #C.03.013%

No person shall fabricate or import a TTEA e 24 Y JFEES Az

drug that is derived from animal tissue SEAY Y= ofY A o, A

unless the tissue is obtained from a Aol Sl AAg sEAA & =4

healthy animal free from infectious ol A5+ A3,

disease.

C.03.014 #C.03.014%

(1) Section C.01.004 does not apply to @ AC.01.004x= o]okFdd 85X

a drug. %+

(2) and (3) [Repealed, SOR/97-12, s. @, ® [Jﬂ A, Wt E+A4/97-12, A28

28] Z]

C.03.015 #C.03.015%

(1) Every package of a drug that is a O ¥ oJfF e ook EA

prescription drug shall carry the o UE 2 i gl =AW S

symbol "Pr" on the upper left quarter Actol], = 13] 8% 87]9 A$ o

of the principal display panel of both ol F= bl "Pr" 7137 A H o

its inner and outer labels or, in the of &t

case of a single dose container, on the

upper left quarter of its outer label.

(2) Subsection (1) does not apply to @ A1FL o 7 3 F o= s
Beol= A8EA Fe=T

(a) a drug sold to a drug fabricator; 1. 9ok A FZGA A HAujE] = o oF=

(b) a drug sold under a prescription; 2. Aol we} Avjy = o okE

(c) a radiopharmaceutical as defined in | 3. A|C.03.201%] A% wWALA] o] ok=

section C.03.201; or

(d) a component or kit as defined in 4. AC.03.205%°) AoH FAAE £+

section C.03.205. INE

C.03.030 to C.03.045 A C.03.030%F-E A|C.03.045%

[Repealed, SOR/81-335, s. 2] [#1=], 887174, SOR/81-335, #12
=]

Mt A EolobE 4
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Radiopharmaceuticals

C.03.201

In these Regulations,
radiopharmaceutical means a drug that
exhibits spontaneous disintegration of
unstable nuclei with the emission of
nuclear particles or photons.

C.03.202

(1) Every package containing a
radiopharmaceutical, other than a
radionuclide generator, shall carry,
(a) on both the inner and the outer
labels,

(1) the proper name of the drug, which
proper name, where there is a brand
name, shall immediately precede or
follow the brand name,

(ii) the name of the distributor referred
to in paragraph C.01A.003(b),

(iii) the lot number, and

(iv) the drug identification number
assigned for the radiopharmaceutical,
preceded by the expression "Drug
Identification Number" or "Drogue :
identification numérique", or both, or
the abbreviation "DIN"; and

(b) on the outer label

(i) the address of the distributor
referred to in paragraph C.01A.003(b),
(ii) the standard that the drug
professes to meet, if that standard is
referred to in any publication
mentioned in Schedule B to the Act,

(iii) a statement of the pharmaceutical

form or the route of administration of
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the drug,

(iv) a statement of the recommended
use and the recommended radioactivity
to be administered for that use, or a
reference to an accompanying package
insert that shows such information,

(v) [Repealed, SOR/2017-259, s. 16]

(vi) the radiation warning symbol set
out in Schedule 3 to the Radiation
Protection Regulations and the words
"RAYONNEMENT — DANGER —
RADIATION",

(vii) the names and a statement of the
amounts of any preservatives or
stabilizing agents contained in the
drug,

(viii) the names and a statement of the
amounts of all other non-radioactive
contents of the drug,

(ix) a statement of the total
radioactivity content of the drug
including overfill,

(x) a statement of the total volume of
the drug including overfill, except
where its contents are entirely in
gaseous, capsule or lyophilized form,
(xi) a statement of the concentration of
radioactive material in the drug
expressed as

(A) units of radioactivity per capsule or
(B) units of radioactivity per unit
volume,

except where the contents of the drug
are entirely in gaseous or lyophilized

form,
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(xii) a statement of the specific activity | E. €45t B4 &8 $FE WAL
of the drug expressed as units of G2 HHE ookEe 54 A 4
radioactivity per unit weight of carrier gt W8 e gy e Ao wep "
present or the statement "carrier—free" | BA"S QGo] L= Zg o]y {7

or "sans entraineur", whichever is

applicable,

(xiii) a statement of the reference time | 3. A5, 7HE 2 Bl A5 WALS
in respect of the radioactivity values el 71 Al7lel did JrEA, fFst
mentioned in subparagraphs (ix), (xi) T 99 HRE o|FolL; fo = 7] s
and (xii), the name of the month being A

written or designated by letter

abbreviation,

(xiv) a statement of the recommended b, A Fav|zt B oJokE AR
useful life or the date after which the AFE A e Gxel dig FREA,
drug is not recommended for use, the Tt 2o ARE o]FolL o= 7]
name of the month being written or Ak A

designated by letter abbreviation, and

(xv) a statement of the special storage | 7. % % W3} #Add 54 B3 oA

requirements with reference to o st &

temperature and light.

(2) Subparagraph (1)(a)(iv) does not @ A1FA 1z 5L v 2 5 F 9
-

apply to a radiopharmaceutical that is

A g5 A e
(a) compounded by a pharmacist under | 1. "ol ujg} kAl = oJAlr} A3
a prescription or by a practitioner; or WAL o ok
(b) sold under a prescription, if the 2. kol whg} FwjE o okE. o WhA}
radiopharmaceutical's label indicates A olefEol glof thg 7 Ho] EEF

(i) its proper name, commonh name or 7V 59, HEYW e AR

brand name,

(ii) its potency, and v 97t

(iii) the name of its manufacturer. ok AlxPA}e ol &

(3) Subparagraph (1)(b)(viii) of this @ o] 9 AlgdA25 015 T Ho
section does not apply where the AFH ARIF ookEe sEE AFA
information referred to in that HAlol 271E ASee AeHA &ge
subparagraph is shown on a package =t
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insert that accompanies the drug.

C.03.203

(1) Every radionuclide generator shall
carry on the inner label

(a) the proper name of the radionuclide
generator, which proper name, where
there is a brand name, shall
immediately precede or follow the
brand name;

(b) the name and address of the
distributor referred to in paragraph
C.01A.003(b);

(¢) the lot number;

(d) the standard that the radionuclide
generator professes to meet, if that
standard is referred to in any
publication mentioned in Schedule B to
the Act;

(e) the drug identification number
assigned for the radionuclide
generator, preceded by the expression
"Drug Identification Number" or
"Drogue : identification numérique", or
both, or the abbreviation "DIN";

(f) the radiation warning symbol set
out in Schedule 3 to the Radiation
Protection Regulations and the words
"RAYONNEMENT — DANGER —
RADIATION";

(g) a statement of the total parent
radioactivity contained in the
radionuclide generator;

(h) a statement of the hour and date at

which the radioactivity value
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mentioned in paragraph (g) is valid, the
name of the month being written or
designated by letter abbreviation;

(i) a statement of the recommended
useful life or the date after which the
radionuclide generator is not
recommended for use, the name of the
month being written or designated by
letter abbreviation;

(j) a statement of the recommended
useful life of the drug after removal
from the radionuclide generator;

(k) a statement of special storage
requirements with reference to
temperature or shielding;

() complete directions for use or a
reference to an accompanying package
insert that sets out such directions;
and

(m) a statement cautioning against the
dismantling of the radionuclide
generator.

(2) Paragraphs (1)(i) and (j) of this
section do not apply where the
information referred to in those
subparagraphs is shown on a package
insert that accompanies the
radionuclide generator.

(3) Section C.01.005 does not apply to
a radionuclide generator.

C.03.204

(1) No person shall sell a drug that
contains technetium-99m at any time
during its useful life if it also contains
a radionuclidic impurity set out in the

monograph for Sodium Pertechnetate
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Tc-99m Injection referred to in the
publication set out in item 8 of
Schedule B to the Act, in an amount
greater than that shown in the
monograph.

(2) No person shall sell a radionuclide
generator from which can be removed
a drug that contains technetium-99m,
at any time during the useful life of the
drug, if the drug also contains a
radionuclidic impurity set out in the
monograph for Sodium Pertechnetate
Tc-99m Injection referred to in the
publication set out in item 8 of
Schedule B to the Act, in an amount
greater than that shown in the
monograph.

Drugs, Other than Radionuclides, Sold
or Represented for Use in the
Preparation of Radiopharmaceuticals
C.03.205

The following definitions apply in this
section and in sections C.03.206 to
C.03.209.

component means

(a) a unit of a drug, other than a
radionuclide, separately packaged in a
kit; or

(b) an empty vial or other accessory
item in a Kit.

kit means a package that is intended to
be used in the preparation of
radiopharmaceuticals and that

(a) contains one or more separately

packaged units of a drug, other than a
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radionuclide; and

(b) may contain empty vials or other
accessory items.

C.03.206

Sections C.01.005 and C.04.019 do not
apply to a component or Kkit.

C.03.207

(1) Every component shall be labelled
to show

(a) adequate identification of the
component and an adequate description
of its function;

(b) where applicable, a quantitative list
of its ingredients or a reference to the
label of the kit that shows such
information;

(c) the name of the distributor referred
to in paragraph C.01A.003(b);

(d) the lot number;

(e) a statement of any special storage
requirements with respect to
temperature and light;

(f) the date after which the component
is not recommended for use, the name
of the month being written in full or
designated by letter abbreviation; and
(g) adequate directions for use or a
reference to the accompanying
package insert that shows such
directions.

(2) The component of a kit that is
intended to contain the prepared
radiopharmaceutical shall be labelled
to display the drug identification
number assigned for the kit, preceded

by the expression "Drug Identification
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Number" or "Drogue : identification
numérique", or both, or the
abbreviation "DIN".

C.03.208

Every kit shall be labelled to show

(a) its proper name;

(b) its brand name, if any;

(c) a list of its contents;

(d) the name and address of the
distributor referred to in paragraph
C.01A.003(b);

(e) the drug identification number
assigned for the kit, preceded by the
expression "Drug Identification
Number" or "Drogue : identification
numérique", or both, or the
abbreviation "DIN";

(f) the lot number;

(g) a statement of any special storage
requirements with respect to
temperature and light;

(h) the date after which the kit is not
recommended for use, the name of the
month being written in full or
designated by letter abbreviation;

(i) where the label of a component
makes reference to the label of the kit
that shows information as to the
ingredients of the component, a
quantitative list of the ingredients of
that component;

(j) a statement of the sterility and
apyrogenicity of the components;

(k) adequate directions for preparing

the radiopharmaceutical or a reference
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to the accompanying package insert
that shows such directions;

(1) a statement of the duration of the
useful life of the prepared
radiopharmaceutical;

(m) a statement of the storage
requirements for the prepared
radiopharmaceutical;

(n) a statement of the recommended
use for the prepared
radiopharmaceutical and the
recommended radioactivity to be
administered for that use, or a
reference to the accompanying
package insert that shows such
information; and

(o) a statement of the route of
administration of the prepared
radiopharmaceutical.

(p) [Repealed, SOR/2001-203, s. 3]

C.03.209

A package insert shall be included in
every kit and shall show

(a) the proper name and the brand
name, if any, of the kit and a
description of its use;

(b) a list of the contents of the Kkit;
(c) the name and address of the
distributor referred to in paragraph
C.01A.003(b) of the kit;

(d) identification of the radionuclides
that can be used to prepare the
radiopharmaceutical;

(e) directions for preparing the

radiopharmaceutical and a statement of
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the storage requirements for the

prepared radiopharmaceutical;

(f) a statement of the duration of the 6. ZAE WA o ok o] ARG 7] gkl T
useful life of the prepared El)

radiopharmaceutical;

(g) a description of the biological 7. ZAE WA okEe] AEETA 2§
actions of the prepared of tigh A

radiopharmaceutical;

(h) indications and contraindications in | 8. ZA|¥ WA o] fEof 3t 1=
respect of the prepared 2 =57

radiopharmaceutical;

(i) warnings and precautions in respect | 9. 7A% 9 ZAE WA Q] oFEo o
of the components and the prepared gk A g FJAE
radiopharmaceutical;

(j) the adverse reactions, if any, 10. ZAE WA o) ekE 3 AHE o]
associated with the prepared k3ol & Agole 1 AR
radiopharmaceutical;

(k) where applicable, the pharmacology | 11. al@ &= A9, ZAH WAA o ok
and toxicology of the prepared o] okgle) J AT e 9 Al Y
radiopharmaceutical or a statement AHE o]lgd 4= Ju+= U &

that such information is available on

request;

() the radiation dosimetry in respect of | 12. ZA1¥ WA o] ofEo 3k WALA
the prepared radiopharmaceutical; = A5

(m) a statement of the recommended 13. AR WA ook A% 859
use for the prepared A &xof FoId A% WAalsel digh
radiopharmaceutical and the &

recommended radioactivity to be

administered for that use;

(n) a statement of the route of 14. ZA|E WA o) okE 2] Fol A 2o
administration of the prepared gk &

radiopharmaceutical; and

(o) a recommendation that the 15. T Aol Z=AE wARg o] oFF 9]
radiochemical purity and radioactivity WAbstel A ¢ 9 9WAls ks gl
content of the prepared g AS A%t &

radiopharmaceutical be checked prior
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to administration.

Positron—emitting Radiopharmaceuticals
Interpretation

C.03.301

The following definitions apply in this
section and in sections C.03.302 to
C.03.319.

adverse reaction means an undesirable
and unintended response in a study
subject or other person to a study drug
that is caused by the administration of
any dose of the study drug.

good clinical practices means generally
accepted clinical practices that are
designed to protect the rights, safety
and well-being of study subjects and
other persons.

import means, in respect of a study
drug, to import it into Canada for sale
for the purpose of a study.

other person means an individual who
comes into physical contact with a
study subject.

protocol means a document that
describes the objectives, design,
methodology, statistical considerations
and organization of a study.

qualified investigator means the
physician and member in good standing
of a professional medical association in
Canada to whom a sponsor gives the
responsibility for the proper conduct of
the study at a given study site, who is
entitled to practise their profession
under the laws of the province where

the study site is located.
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research ethics board means a body
described in section C.03.306.

serious adverse reaction means an
adverse reaction that results in any of
the following consequences for the
study subject or other person:

(a) their in—patient hospitalization or
its prolongation;

(b) a congenital malformation;

(c) persistent or significant disability
or incapacity;

(d) a life—threatening condition; or

(e) death.

serious unexpected adverse reaction
means a serious adverse reaction that
1s not identified in nature, severity or
frequency in the risk information set
out on the label of the study drug.
sponsor means a person who is
responsible for the conduct of a study.
study means a basic clinical research
study that involves human subjects and
that is described in sections C.03.304
and C.03.305.

study drug means a positron—emitting
radiopharmaceutical that is used in a
study.

study site means the location where all
or part of a study is conducted.
Application

C.03.302

(1) Sections C.03.303 to C.03.319
apply to the sale and importation of
study drugs.

(2) Sections C.03.001 to C.03.209 and
Divisions 5 and 8 do not apply to study
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drugs.

(3) Sections C.03.303 to C.03.319 do
not apply to a study drug manufactured
from a bulk process intermediate that
1s of biological origin.

Prohibition

C.03.303

No person shall sell or import a study
drug unless all of the following
requirements are met:

(a) the study drug is for use only in a
study;

(b) the study drug has been previously
tested in human subjects and its safety
in humans has been demonstrated;

(c) if the study drug is to be imported,
the manufacturer of the drug has a
representative in Canada who is
responsible for its sale;

(d) the sponsor is authorized under
section C.03.309 to sell or import the
study drug; and

(e) the sponsor complies with sections
C.03.310 to C.03.316.

Purpose of Study

C.03.304

(1) The purpose of a study is to obtain
data on any of the following:

(a) the pharmacokinetics or metabolism
of the study drug;

(b) normal human biochemistry or
physiology; or

(c) changes caused to human
biochemistry or physiology by aging,
disease or medical interventions.

(2) A study is not primarily intended to
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do any of the following:

(a) discover, identify or verify the
pharmacodynamic effects of the study
drug;

(b) identify adverse reactions;

(c) fulfil an immediate therapeutic or
diagnostic purpose; or

(d) ascertain the safety or efficacy of
the study drug.

Requirements

C.03.305

(1) A study shall meet all of the
following requirements:

(a) before the study drug is used in the
study, there is sufficient data from
testing it in animals and humans to
demonstrate its safety in humans;

(b) the amount of active ingredients or
combination of active ingredients in the
study drug has been shown not to
cause any clinically detectable
pharmacodynamic effect in humans;
(c) the total radiation dose incurred
annually by a study subject, including
from multiple administrations of the
study drug, from significant
contaminants or from impurities and
from the use of other procedures for
the purposes of the study, will be not
more than 50 mSv;

(d) any concomitant drug used in the
study has been assigned a drug
identification number under subsection
C.01.014.2(1) or, in the case of a
concomitant drug that is a new drug,

has been issued a notice of compliance
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under section C.08.004;

(e) study subjects shall be at least 18
years old and have legal capacity at
the time of the study;

(f) female study subjects shall

(i) be confirmed at the outset of the
study, on the basis of a pregnancy test,
as not being pregnant or state in
writing that they are not pregnant, and
(ii) be advised that if they are
lactating, they are to suspend lactation
for 24 hours after the administration of
the study drug; and

(g) the study shall not involve more
than 30 study subjects.

(2) Despite paragraph (1)(g), a study
may involve more than 30 study
subjects if the sponsor provides the
Minister with a scientific rationale for
the increase and the Minister approves
it.

Research Ethics Board

C.03.306

A research ethics board has all of the
following characteristics:

(a) its principal mandate is to approve
the initiation of and to periodically
review biomedical research that
involves human subjects in order to
protect their rights, safety and well-
being;

(b) it has at least five members, a
majority of whom are Canadian citizens
or permanent residents under the

Immigration and Refugee Protection
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Act, 1s composed of both men and
women and includes at least the
following:

(1) two members whose primary
experience and expertise are in a
scientific discipline, who have broad
experience in the methods and areas
of research to be approved and one of
whom is from a medical discipline,

(ii) one member knowledgeable in
ethics,

(ii1) one member knowledgeable in
Canadian laws relevant to the research
to be approved,

(iv) one member whose primary
experience and expertise are in a non-—
scientific discipline, and

(v) one member who is from the
community or is a representative of an
organization interested in the areas of
research to be approved and who is
not affiliated with the sponsor or with
the study site; and

(c) it has no affiliations with the
sponsor that could compromise its
ability to fulfil its principal mandate, or
that could be perceived to do so.
Application for Authorization

C.03.307

(1) The sponsor shall submit to the
Minister an application for
authorization to sell or import a study
drug that contains the information set
out in subsection (2) as well as
sufficient information to demonstrate

that all of the following criteria are
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subject;

(h) the radioactive dose range of the
study drug, expressed in MBq or mCi;
(i) the effective dose or effective dose
equivalent of the study drug,
expressed in mSv/MBq or rem/mCi;

(j) the sponsor's name and civic
address, its postal address if different,
and its telephone number, fax number
and email address;

(k) the manufacturer's name and civic

address, its postal address if different,
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and its telephone number, fax number
and email address;

(1) in the case of an application for
importation, the name and civic
address, the postal address if different,
and the telephone number, fax number
and email address of the
manufacturer's representative in
Canada who is responsible for the sale
of the study drug;

(m) the name and civic address of each
study site;

(n) for each study site, the name, civic
address, telephone number, fax
number and email address of the
qualified investigator;

(o) the proposed starting date for the
study at each study site, if known;

(p) for each study site, the name, civic
address, telephone number, fax
number and email address of the
research ethics board;

(q) a statement, dated and signed by
the research ethics board for each
study site, that certifies that it has
reviewed and approved the study, the
protocol and the statement of the risks
and anticipated benefits arising to the
health of study subjects as a result of
participating in the study that is set out
in the informed consent form;

(r) a list of any previous applications
for an authorization to sell or import a
drug for a study related to the current
study; and

(s) a statement, dated and signed by
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the sponsor's senior medical or
scientific officer in Canada and senior
executive officer, that certifies both of
the following:

(i) the study will be conducted in
accordance with these Regulations, and
(i) all of the information contained or
referred to in the application is
complete and accurate and is not false
or misleading.

Additional Information

C.03.308

If the information submitted under
section C.03.307 is insufficient to
enable the Minister to determine
whether the sale or importation of the
study drug should be authorized, the
Minister may, by notice in writing,
request the sponsor to provide any
additional information that is necessary
to make the determination and that is
relevant to the study drug, the study or
the protocol, by the date specified in
the notice.

Authorization

C.03.309

After examining the application and
any additional information, the Minister
shall authorize the sponsor to sell or
import the study drug if she or he
determines that the application
complies with the requirements of
section C.03.307, and shall send a
notice of that decision to the sponsor
that specifies the study sites in respect

of which the sale or importation are
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authorized.

Notice

C.03.310

The sponsor shall notify the Minister
in writing of the day on which the sale
or importation of the study drug is
intended to start in respect of each
study site, not later than 15 days
before that day.

Good Clinical Practices

C.03.311

A sponsor shall ensure that each study
is conducted in accordance with good
clinical practices and that

(a) the study is scientifically sound and
clearly described in its protocol;

(b) the study is conducted, and the
study drug is used, in accordance with
the protocol and with these
Regulations;

(c) systems and procedures are
implemented that assure the quality of
every aspect of the study;

(d) at each study site, there is only one
qualified investigator;

(e) at each study site, medical care and
medical decisions, in respect of the
study, are under the supervision of the
qualified investigator;

(f) each individual who is involved in
the conduct of the study is qualified by
their education, training and
experience to perform their respective
tasks;

(g) before a study subject participates
in the study, a copy of their signed
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consent form is included in the records
for the study;

(h) the requirements respecting
information and records set out in
section C.03.315 are met; and

(1) the study drug is manufactured,
handled and stored in accordance with
Division 2, other than sections
C.02.019, C.02.025 and C.02.026.
Labelling

C.03.312

Despite any other provision of these
Regulations respecting labelling, the
sponsor shall ensure that the study
drug

(a) bears an inner label that sets out
both of the following:

(1) the unique batch number for the
study drug, and

(i1) the radiation warning symbol set
out in Schedule 3 to the Radiation
Protection Regulations and the words
"RAYONNEMENT — DANGER —
RADIATION"; and

(b) is accompanied by a package insert
that sets out all of the following
information:

(i) a statement that indicates that the
study drug is to be used only under the
supervision of a qualified investigator,
(ii) the chemical or generic name of the
active ingredients in the study drug,
(iii) the name and civic address of the
manufacturer,

(iv) the name and civic address of the

sponsor,
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(v) the code or other identification of
the protocol,

(vi) the warnings and precautions in
respect of the use of the study drug,
and

(vii) a list of the possible adverse
reactions that are associated with the
use of the study drug.

Submission of Information

C.03.313

(1) On the Minister's written request, a
sponsor shall submit, within the period
specified in the request, information to
establish the safety of the study drug if
the Minister has reason to believe any
of the following:

(a) the use of the study drug may
endanger the health of a study subject
or other person;

(b) the study may be contrary to the
best interests of the study subjects;
(c) a qualified investigator is not
respecting their undertaking made
under paragraph C.03.315(3)(f); or

(d) information submitted in respect of
the study drug or study is false or
misleading.

(2) The Minister may, by notice in
writing, require the sponsor to provide
the Minister with any information or
records referred to in subsection
C.03.315(3) to assess the safety of the
study drug or the health of the study
subjects or other persons, by the date
specified in the notice.

Adverse Reaction Reporting
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C.03.314

(1) During the course of a study, the
sponsor shall notify the Minister of any
serious adverse reaction or serious
unexpected adverse reaction that
occurs inside or outside Canada, within
the following period:

(a) if the adverse reaction is fatal or
life-threatening, within seven days
after becoming aware of it; or

(b) if the adverse reaction is not fatal
or life-threatening, within 15 days
after becoming aware of it.

(2) The sponsor shall, within eight
days after having notified the Minister
under subsection (1), file with the
Minister a complete report in respect
of the adverse reaction, including an
assessment of the importance and
implication of the findings.

(3) Sections C.01.016 to C.01.020 do
not apply to study drugs.

Records

C.03.315

(1) The sponsor shall record, handle
and store all information in respect of
a study in a way that allows it to be
reported completely and accurately
and to be interpreted and verified.

(2) The sponsor shall maintain
complete and accurate records to
establish that the study is conducted in
accordance with these Regulations.
(3) The sponsor shall maintain all of
the following records in respect of the

use of the study drug in each study:
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(a) records respecting all adverse 1. o] db-g A FA] Al -8-o] oFE 9
reactions that occur inside or outside AR AeS 2 Fo JEHE 23St
Canada, including the indications for AUt S == Fooa] LA nE
use and the dosage form of the study ol Wk #3k 7=

drug at the time of the adverse

reaction;

(b) written procedures for subject 2. A BYEY 2 o] dHkg Bal
monitoring and for the documentation Mg gk A dxk

and reporting of adverse reactions;

(¢) articles from scientific journals or 3. QIztoll thghk Al-gojokEe] kA
other publications that were used in ARE s d Aled #st g
support of the safety profile of the A = Ve 2RE =5

study drug in respect of humans;

(d) records in respect of each study 4. A8 RS 55, A E 5o A
subject, including respecting their AHE B AR R okEe] dve lE) H
enrolment, a copy of their signed Ql = ERRIS Aol 18T 4 A+
consent form and sufficient information | - <21 gl % Ago] 7153 S
to enable them to be identified and g ARE E3tate] 2 Al iRt
contacted in the event that the sale of w3k 7=

the study drug may endanger their

health or that of another person;

(e) records respecting the shipment, 5. AlgdgolekEe 5, 5, o, 1l
receipt, sale, return and destruction or | 2, #H7] &= 7]EF A2 #g 7=
other disposition of the study drug;

(f) for each study site, an undertaking, 6. Zt AN@71HE A1 Al del 44
dated and signed by the qualified Ald A7 e 7} B8 #4388 o
investigator before the start of the 2 st GxtE 7AlskaL ATk A
study, that they will OF A

(i) conduct the study in accordance 7F A BT mE AT 79
with good clinical practices, and

(i) on discontinuance of the study by U AE o2 x7b A% e bd )
the sponsor, for any reason related to HE AR AR E St AT S
health or safety, immediately inform Al gzt AFaEl L3 s
both the study subjects and the AME S T AMTE WS e, A1 o
research ethics board of the b e o] w7l o
discontinuance, provide them with the st A e s AHeR e
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reasons for the discontinuance and
advise them in writing of any potential
risks to the health of study subjects or
other persons;

(g) for each study site, a copy of the
informed consent form; and

(h) for each study site, a copy of the
certifying statement described in
paragraph C.03.307(2)(q), of the
protocol for the study and of the
statement of the risks and anticipated
benefits arising to the health of study
subjects as a result of participating in
the study that is set out in the
informed consent form.

(4) The sponsor shall maintain all
records for five years after the day on
which the study ends.

Discontinuance of a Study

C.03.316

(1) If a sponsor discontinues a study in
its entirety or at a study site, the
sponsor shall notify all qualified
investigators of the discontinuance as
soon as possible in writing, and include
in the notice the reasons for the
discontinuance and whether the study
presented any risks to the health of
study subjects or other persons.

(2) If the discontinuance is for reasons
that would affect the health or safety
of study subjects or other persons, the
sponsor shall notify the Minister in
writing within 15 days after the
discontinuance, and include in the

notice the reasons for the
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discontinuance and whether it will have
an impact on any proposed or ongoing
studies in respect of the study drug in
Canada by the sponsor.

Suspension

C.03.317

(1) The Minister shall suspend an
authorization to sell or import a study
drug, in its entirety or in respect of a
study site, in any of the following
circumstances:

(a) information provided by the
sponsor under section C.03.307,
C.03.308 or C.03.313 proves to be
inaccurate or incomplete;

(b) the sponsor fails to provide the
Minister with sufficient information to
establish the safety of the study drug
pursuant to a written request under
section C.03.313, by the date specified
in the request;

(c) the sponsor fails to notify the
Minister of an adverse reaction or file
a report in respect of an adverse
reaction in accordance with section
C.03.314; or

(d) the sponsor contravenes a
provision of these Regulations or any
provision of the Act in relation to the
study drug.

(2) In determining whether to suspend
an authorization in its entirety or in
respect of a study site, the Minister
shall consider whether the reason for
the suspension affects the study in its

entirety or affects only a certain study
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site.

(3) Before suspending an authorization,
the Minister shall send the sponsor a
notice that

(a) specifies whether the suspension is
of the study authorization in its
entirety or in respect of a study site
and sets out the reasons for the
proposed suspension and the effective
date;

(b) if applicable, specifies the
corrective action that the sponsor must
take and the period within which it
must be taken; and

(c) gives the sponsor a reasonable
opportunity to be heard in writing
concerning the proposed suspension.
(4) Despite subsection (3), the Minister
shall immediately suspend an
authorization if she or he has reason to
believe that it is necessary to do so to
prevent injury to the health of a study
subject or any other person.

(5) When the Minister suspends an
authorization under subsection (4), the
Minister must send the sponsor a
notice that

(a) sets out the reasons for the
suspension;

(b) if applicable, specifies the
corrective action that the sponsor must
take and the period within which it
must be taken; and

(c) gives the sponsor a reasonable
opportunity to be heard in writing

concerning the suspension.
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Reinstatement

C.03.318

(1) Subject to subsection (2), the
Minister shall reinstate the
authorization if the sponsor provides
the Minister with sufficient evidence to
establish that the study does not
present a risk of injury to the health of
study subjects or other persons, within
the following periods:

(a) in the case of a suspension under
subsection C.03.317(1), 30 days after
the day on which the suspension is
effective; or

(b) in the case of a suspension under
subsection C.03.317(4), the period
specified in the notice sent under
subsection C.03.317(5).

(2) If the Minister does not reinstate
any part of an authorization that was
suspended, the Minister shall amend
the authorization to remove that part.
Cancellation

C.03.319

(1) The Minister shall cancel an
authorization, in its entirety or in
respect of a study site, in either of the
following circumstances:

(a) the study is discontinued in its
entirety or at that study site by the
sponsor under section C.03.316; or

(b) the sponsor fails to provide the
Minister with the evidence required by
subsection C.03.318(1) within the
specified period.

(2) When the Minister cancels all or
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part of an authorization, she or he shall

send the sponsor a notice that sets out
the reasons for the cancellation and
the effective date.

DIVISION 4 Schedule D Drugs

C.04.001

In this Division,

date of manufacture means

(a) in the case of a product for which a
standard of potency exists, the date it
satisfactorily passes a potency test,
(b) in the case of an animal product for
which no standard of potency exists,
the date of its removal from the
animal, and

(c) in the case of a product other than
an animal product for which no
standard of potency exists, the date of
cessation of growth;

drug means a drug that is listed in
Schedule D to the Act that is in dosage
form or a drug that is an active
ingredient that can be used in the
preparation of a drug listed in that
Schedule;

licence or Canadian licence[Repealed,
SOR/97-12, s. 31]

manufacturer [Repealed, SOR/97-12, s.

311

C.04.001.1

No distributor referred to in paragraph
C.01A.003(b) or importer shall sell a

drug unless it has been fabricated,

packaged/labelled, tested and stored in

accordance with this Division.
C.04.002
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This Division does not apply to a drug
in oral dosage form that contains
micro-organisms if the drug is
recommended solely for restoring,
normalizing or stabilizing the intestinal
flora.

C.04.003

The date of issue of a drug shall be the
date on which the finished product is
removed from cold storage but in any
case shall be, not later than

(a) six months after the date of
manufacture for a drug that has been
kept constantly at a temperature not
exceeding 10°C;

(b) 12 months after the date of
manufacture for a drug that has been
kept constantly at a temperature not
exceeding 5°C; or

(c) two years after the date of
manufacture for a drug that has been
kept constantly at a temperature not
exceeding 0°C.

C.04.004 to C.04.006

[Repealed, SOR/97-12, s. 34]
C.04.007

[Repealed, SOR/97-12, s. 671
C.04.008 to C.04.012

[Repealed, SOR/97-12, s. 361
C.04.013

Every fabricator and packager/labeller
shall safely segregate all work with
spore—bearing, pathogenic micro—
organisms and other infectious agents
known to require special precautions in

manipulation and shall take such care
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of equipment and arrangements for
supervision that the possibility of
contamination of other drugs is
avoided.

C.04.014

No person shall conduct laboratory
procedures of a diagnostic nature in
their premises unless those procedures
are entirely segregated from the
fabrication, packaging/labelling and
testing of drugs.

C.04.015

On written request from the Minister,
every fabricator, packager/labeller,
tester, distributor referred to in
paragraph C.01A.003(b) and importer
of a drug shall submit protocols of
tests together with samples of any lot
of the drug before it is sold, and no
person shall sell any lot of that drug if
the protocol or sample fails to meet
the requirements of these Regulations.
C.04.016

All animals from which drugs are
prepared and preserved shall be

(a) under the direct supervision of
competent medical or veterinary
personnel;

(b) kept in quarantine by the fabricator
for at least seven days before use; and
(c) healthy and free from infectious
disease.

C.04.017

A fabricator shall keep necropsy
records of all animals that die or are

killed after having been used in the
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production of a drug.

C.04.018

A fabricator shall immediately
segregate, and report the fact to the
Minister, any animal with actual or
suspected vesicular stomatitis, foot
and mouth disease, encephalomyelitis,
infectious anaemia, glanders, anthrax,
tetanus or any other serious infectious
disease.

C.04.019

The provisions of section C.01.004 do
not apply to a drug as defined in this
Division but every package of such
drug shall carry

(a) on both the inner and the outer
labels

(i) the proper name of the drug, which
proper name, where there is a brand
name, shall immediately precede or
follow the brand name in type not less
than one-half the size of that of the
brand name,

(ii) the name of the distributor referred
to in paragraph C.01A.003(b),

(ii1) the potency of the drug, where
applicable,

(iv) the recommended dose of the
drug,

(v) the lot number,

(vi) the expiration date except upon
the inner label of a single—dose
container, and

(vii) adequate direction for use; and
(b) on the outer label
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(i) the address of the distributor
referred to in paragraph C.01A.003(b),
(ii) [Repealed, SOR/2013-179, s. 3]

(iii) the proper name, or the common
name if there is no proper name, and
the amount, of any preservative in the
drug,

(iv) a statement that the drug shall be
stored at a temperature of not less
than 2°C and not more than 10°C,
unless the Minister has received
evidence demonstrating that such a
statement is not required,

(v) a statement of the net contents in
terms of weight, measure, or number,
and

(vi) in the case of a new drug for
extraordinary use in respect of which a
notice of compliance has been issued
under section C.08.004.01, the
following statement, displayed in
capital letters and in a legible manner:
"HEALTH CANADA HAS
AUTHORIZED THE SALE OF THIS
EXTRAORDINARY USE NEW DRUG
FOR [naming purpose] BASED ON
LIMITED CLINICAL TESTING IN
HUMANS.

SANTE CANADA A AUTORISE LA
VENTE DE CETTE DROGUE
NOUVELLE POUR USAGE
EXCEPTIONNEL AUX FINS DE
[indication de la fin] EN SE FONDANT
SUR DES ESSAIS CLINIQUES
RESTREINTS CHEZ L'ETRE
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HUMAIN.".

C.04.020

Except in the case of the following
drugs, every package of a drug that is
a prescription drug shall carry the
symbol "Pr" on the upper left quarter
of the principal display panel of both
its inner and outer labels or, in the
case of a single dose container, on the
upper left quarter of its outer label:
(a) a drug sold to a person who holds
an establishment licence; and

(b) a drug sold under a prescription.
Bacterial Vaccines, Products Analogous
to Bacterial Vaccines

C.04.050

Except as provided in this Division, a
bacterial vaccine shall be a sterile
suspension of killed cultures of
bacteria, with or without the addition
of other medication, and shall not
include an autogenous vaccine.
C.04.051

No person shall sell a bacterial vaccine
unless the culture that has been used
in its preparation has been tested by
an acceptable method for identity and
purity and when so tested it shall be
true to name and a pure strain, and a
record of the culture shall be
maintained which shall include a
statement of its origin, properties and
characteristics.

C.04.052

No fabricator shall use a substrate

(culture medium), in the production of
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a bacterial vaccine, that contains any
horse meat or horse serum.

C.04.053

A fabricator of a bacterial vaccine
prepared from a bacterium that does
not grow readily in ordinary culture
media shall test its sterility in media
which are specially favourable to the
growth of such bacterium, and it shall
be sterile.

C.04.054

Except as provided in sections
C.04.083, C.04.084 and C.04.090, both
the inner and outer labels of every
multiple-dose container and the outer
label of every single—dose container of
a bacterial vaccine shall carry a
statement of

(a) the number of bacteria per
millilitre, or the weight of dried
substance of bacteria per millilitre,

(b) the number of bacteria per
millilitre, or the weight of dried
substance of bacteria per millilitre, of
each species or immunogenic type for
a vaccine that contains a number of
different species or immunogenic types
of bacteria,

(c) the exact nature and amount of any
substance, other than a simple diluent,
combined with such vaccine, and

(d) the recommended dose,

and the inner label of a single—dose
container shall carry a statement that

it contains only one dose.
C.04.055
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The expiration date of a bacterial
vaccine shall be not later than 18
months after the date of manufacture
or the date of issue.

Typhoid Vaccine

C.04.060

Cultures of Salmonella typhosa used in
the preparation of typhoid vaccine
shall be smooth, motile, and in the Vi
form, with the following antigenic
structure IX,XII,Vi; d.-.

C.04.061

No person shall sell any lot of typhoid
vaccine unless such lot has been
shown to meet a test for potency made
by an acceptable method.

Pertussis Vaccine

C.04.065

A fabricator shall, in the preparation of
pertussis (whooping cough) vaccine,
use only strains of Bordetella pertussis
that meet the requirements of an
antigenic test made by an acceptable
method.

C.04.066

No person shall sell any lot of
pertussis (whooping cough) vaccine
unless such lot has been shown to
meet a test for potency made by an
acceptable method.

B.C.G. (Bacille Calmette-Guerin)
Vaccine

C.04.070

B.C.G. vaccine shall be prepared from

living B.C.G. organisms that
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(b) are proved to be non-pathogenic
by an acceptable method; and

(c) have a history of successful use in
the production of B.C.G. vaccine.
C.04.071

No fabricator shall employ any person
in the manufacture of B.C.G. vaccine
unless such person

(a) has been and remains free from all

forms of tuberculous infection,

(b) undergoes every six months a
medical examination, that shall include
an X-ray examination of the chest, for

the presence of tuberculosis, such

examination being made by a qualified,

practising physician who shall sign a
certificate of such person's freedom

from tuberculosis, and such certificate

shall be kept on file and be available at

all times, and

(¢) resides in a household that is at all
times free from active tuberculosis,
nor shall a fabricator employ such
person in any other laboratory
position.

C.04.072

The preparation, preservation and
packaging/labelling of B.C.G. vaccine
shall be conducted under the direct
supervision of an experienced
bacteriologist who has

(a) not less than three years
postgraduate training in bacteriology

and immunology;
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(b) specialized in the field of
bacteriology; and

(c) at least one year of practical
experience in the manufacture of
B.C.G. vaccine.

C.04.073

No fabricator shall permit any culture
that is not a B.C.G. culture to be at any
time on any premises that are used for
the manufacture of B.C.G. vaccine.
C.04.074

A packager/labeller shall test by an
acceptable method, after filling of the
final container, each lot of B.C.G.
vaccine for the presence of
contaminating micro—-organisms and
when so tested it shall be free
therefrom.

C.04.075

Notwithstanding section C.04.074, a
fluid B.C.G. vaccine may be released
for sale if no growth has appeared
upon the test culture medium after an
incubation of 24 hours, but if there is
evidence of the presence of
contaminating micro—organisms in any
lot during the test period of 10 days
the packager/labeller shall at once
recall such lot.

C.04.076

Every fabricator and packager/labeller
shall determine the number of viable
B.C.G. organisms in each lot of vaccine
by an acceptable method and shall
keep a record of the number.

C.04.077
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A fabricator of B.C.G. vaccine shall
keep, at a temperature not exceeding
5.0°C, and for not less than six months,
(a) the culture on glycerine—-water
potato medium from which the Sauton I
and Sauton II subcultures were made,
and

(b) not less than six vials of the final
product

from each lot thereof.

C.04.078

Every fabricator and packager/labeller
of B.C.G. vaccine shall keep, in form
satisfactory to the Minister, continuous
clinical records of the use of B.C.G.
vaccine in humans.

C.04.079

A fabricator of B.C.G. vaccine shall
examine pathologically all test animals
used and shall immediately report to
the Minister any evidence of active,
progressive tuberculosis in any such
animals.

C.04.080

The expiration date for B.C.G. vaccine
shall be not more than

(a) 10 days after harvesting in the case
of fluid vaccine;

(b) 12 months after harvesting in the
case of freeze dried vaccine stored at
a temperature of 4°C or above; or

(c) 20 months after harvesting in the
case of freeze dried vaccine stored at
a temperature below 4°C.

C.04.081

No person shall sell fluid B.C.G.
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vaccine that is not packaged in
containers sealed by fusion.

C.04.082

No inner label shall be required for
fluid B.C.G. vaccine in single—dose
containers.

C.04.083

The label of fluid B.C.G. vaccine shall
carry, in lieu of the statements
provided in paragraphs C.04.054(a) and
(b), a statement of

(a) the weight of bacteria per millilitre;
and

(b) the route of administration of the
vaccine.

C.04.084

The label of freeze—dried B.C.G.
vaccine shall carry, in lieu of the
statements provided in paragraphs
C.04.054(a) and (b), a statement of
(a) the amount of bacteria per vial or
per dose; and

(b) the route of administration of the
vaccine.

C.04.085

The provisions of subparagraph
C.04.019(b)(iv) do not apply to freeze—
dried B.C.G. vaccine.

Products Analogous to Bacterial
Vaccines

C.04.090

A product analogous to a bacterial

vaccine shall be
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(a) a bacterial antigen, other than a
bacterial vaccine, such as a lysate, or
(b) an extract prepared from a
bacterial culture,

and shall conform to the requirements
of these Regulations for bacterial
vaccines except those of paragraphs
(a) and (b) of C.04.054.

C.04.091

The expiration date of a product
analogous to a bacterial vaccine shall
be not later than 18 months after the
date of manufacture or the date of
issue, but for dried tuberculin and
tuberculin containing at least 50 per
cent glycerin the expiration date shall
be not later than five years after the
date of manufacture or the date of
issue, and for all other tuberculins not
more than 12 months after the date of
manufacture or the date of issue.
Virus and Rickettsial Vaccines
C.04.100

A virus vaccine, rickettsial vaccine,
shall be a suspension of, or prepared
from, living or killed viruses or
rickettsiae.

C.04.101

No person shall sell a virus or a
rickettsial vaccine unless the
fabricator has submitted to the
Minister details of the source of the
strains of viruses or rickettsiae used,
the method of their propagation, the
method of fabrication of the vaccine,

the methods employed for determining
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sterility, safety, identity and potency
and any other tests required by these
Regulations.

C.04.102

Upon written request from the Minister
every fabricator and packager/labeller
shall submit with respect to each lot of
virus or rickettsial vaccine, when
ready for sale, detailed protocols of
sterility, safety, identity, potency, and
of any other tests required by these
Regulations.

Smallpox Vaccine

C.04.110

Smallpox vaccine

(a) shall be a virus vaccine;
(b) shall be the living virus of vaccinia

or its derivatives obtained from

(i) the vesicles produced in the skin of
healthy calves by inoculation of
vaccinia virus,

(ii) specifically infected membranes of
chick embryos, or

(iii) suitable tissue culture infected
with vaccinia virus or its derivatives;
and

(c) shall be in fluid or dried form.
C.04.111

Every fabricator and packager/labeller
shall fabricate and package/label
smallpox vaccine only in an
independent unit that is isolated from
all other laboratory activities, and in or

about which no extraneous materials
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C.04.116

Smallpox vaccine must demonstrate
evidence of disease prevention that is
at least equivalent to that of a vaccine
that

(a) is known to prevent human to
human transmission of smallpox; and
(b) meets the potency of equal to or
greater than 10® pockforming units per
millilitre, as determined using chick
embryo chorioallantoic membranes.
C.04.117

No person shall sell smallpox vaccine

unless

(a) in the case of fluid vaccine, it has
been stored at a temperature below -
10°C;

(b) in the case of dried vaccine, it has
been stored at a temperature below
10°C; and

(c) the outer label carries a statement
that it shall be stored at a temperature
of not more than 5°C.

C.04.118

Notwithstanding the provisions of
section C.04.003, the date of issue of
smallpox vaccine shall be not later
than

(a) in the case of fluid vaccine, nine
months after the date of manufacture;
and

(b) in the case of dried vaccine, 24
months after the date of manufacture.
C.04.119

The expiration date of smallpox
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vaccine shall not exceed the following,
unless supported by evidence of

stability satisfactory to the Minister:

(a) in the case of fluid vaccine, 3
months after the date of issue; or

(b) in the case of dried vaccine, 12
months after the date of issue.
C.04.120

No inner label shall be required for
smallpox vaccine in single-dose
containers or when dispensed in
capillary tubes.

C.04.121

No person shall sell smallpox vaccine
to which an antibiotic has been added.
Poliomyelitis Vaccine

C.04.122

Poliomyelitis vaccine shall be an
aqueous suspension of killed
poliomyelitis viruses, Types I, II, and
I1I.

C.04.123

Poliomyelitis vaccine shall be prepared
in acceptable tissue culture medium
from strains of poliomyelitis virus
proven capable of producing vaccine of
acceptable potency.

C.04.124

Poliomyelitis vaccine in its final form
shall contain not more than 0.35
milligram per millilitre of total
nitrogen, nor more than one part per
million of animal serum.

C.04.125

No person shall sell poliomyelitis
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vaccine unless it has been tested by an
acceptable method for potency and
safety and when so tested it shall be
safe and of acceptable potency.
C.04.126

The outer label shall carry a statement
of any antibiotic present in the vaccine.
C.04.127

The expiration date of the
poliomyelitis vaccine shall be not later
than 12 months after the date of the
last satisfactory potency test unless
evidence, satisfactory to the Minister,
i1s presented that a longer period is
appropriate.

Poliovirus Vaccine, Live, Oral

C.04.128

Poliovirus Vaccine, Live, Oral or
Poliovirus Vaccine, Live, Oral (Naming
the strains) shall be prepared from
living poliomyelitis virus types I, II and
III that

(a) have been obtained directly from a
source acceptable to the Minister;

(b) are shown to be genetically stable
by an acceptable method;

(c) are shown to be non-pathogenic
when given orally to humans;

(d) are proved to be capable of
multiplying in the human alimentary
tract and of producing type specific
neutralizing antibodies when
administered orally; and

(e) have a history of successful use in
the production of polio—virus vaccine,

live, oral.
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C.04.129

Poliovirus vaccine, live, oral, shall be
fabricated, packaged/labelled and
tested in premises separated from
buildings where other products are
fabricated, packaged/labelled or
tested, and from buildings where
control tests involving the use of cell
lines or virus strains not employed in
the fabrication, packaging/labelling and
testing of poliovirus vaccine, live, oral,
are carried out.

C.04.130

No fabricator shall permit the
introduction of any bacterial or viral
cultures other than those used in the
manufacture of poliovirus vaccine, live,
oral on any premises that are used for
the manufacture of poliovirus vaccine,
live, oral.

C.04.131

Notwithstanding sections C.04.129 and
C.04.130, a fabricator may
manufacture other drugs in an area in
which polio-virus vaccine, live, oral is
manufactured at times when that
vaccine is not being manufactured, if
(a) both prior to and following each
manufacture the area is cleaned and
disinfected by methods acceptable to
the Minister; and

(b) the fabricator has received written
permission from the Minister to carry
out such manufacture.

C.04.132

Poliovirus vaccine, live, oral shall be
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prepared only
(a) in a tissue culture,
(b) in a medium, and

(c) by methods

acceptable to the Minister.

C.04.133

No fabricator shall sell poliovirus
vaccine, live, oral, unless he has tested
each lot for extraneous micro-
organisms and the vaccine is free
therefrom.

C.04.134

A fabricator of poliovirus vaccine, live,
oral shall test, by a method acceptable
to the Minister, each lot of vaccine for
neurovirulence and for genetic
markers and it shall meet the
requirements established by the
Minister.

C.04.135

No fabricator shall employ any person
in the manufacture of poliovirus

vaccine, live, oral unless such person

(a) is free from infectious disease;

(b) has been vaccinated successfully
against poliomyelitis by poliovirus
vaccine, live, oral; and

(c) has been proved by periodic tests
to be a non-carrier of poliomyelitis
virus.

C.04.136

A fabricator of poliovirus vaccine, live,
oral shall not permit the entry to a

building in which the vaccine is
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manufactured of any person who

(a) is not directly concerned with the
manufacturing processes; or

(b) has been working on the same day
with experimental animals or with
infectious agents.

Bacteriophage

C.04.137

Bacteriophage shall be a virus
preparation with specific lytic action
against micro—-organisms actually or
potentially pathogenic.

C.04.138

The expiration date of bacteriophage
shall be not later than 12 months after
the date of manufacture or the date of
issue.

Toxins, Toxoids

Schick Test Reagents

C.04.140

Schick test reagents for the diagnosis

of susceptibility to diphtheria shall be

(a) diphtheria toxin for Schick test;

(b) Schick control; and

(c) diphtheria toxin for Schick test with
control.

C.04.141

Diphtheria toxin for Schick test shall
be sterile diluted diphtheria toxin
stabilized by an acceptable method.
C.04.142

Schick control shall be suitably diluted

(a) diphtheria toxoid; or
(b) sterile diphtheria toxin heated at a
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the type known as the "positive Schick
reaction"; and

(b) intracutaneous injection into normal
guinea pigs without admixture with
antitoxin, and 1/100 of one test dose
must not cause, and 1/50 of one test
dose must cause, a definite local
reaction of the type known as the
"positive Schick reaction".

C.04.145

The human test dose for the Schick
control shall give a negative Schick
reaction when injected
intracutaneously into normal guinea
pigs.

C.04.146

No person shall sell diphtheria toxin
for Schick test unless both the inner
and the outer labels carry a statement
of the number of human test doses it
contains together with the name of any
stabilizer.

C.04.147

The expiration date of Schick test
reagents for the diagnosis of
susceptibility to diphtheria shall be not
later than 12 months after the date of
manufacture or the date of issue.
Diphtheria Toxoid

C.04.160

Liquid diphtheria toxoid shall be
sterile, formalized, detoxified
diphtheria toxin and shall not contain
more than 0.02 per cent free
formaldehyde.
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Diphtheria toxoid alum precipitated
shall be prepared from diphtheria
toxoid, and shall not contain more than
15 milligrams of alum per human dose.
C.04.162

The alum used in the preparation of
diphtheria toxoid alum precipitated
shall contain not less than 99.5 per
cent pure potassium alum, Al
K(SO4)2,12H:0.

C.04.163

No fabricator shall use a culture
medium for the production of
diphtheria toxin that contains horse
protein or Witte peptone or that has
not been freed as far as possible from
any other allergenic ingredient.
C.04.164

Diphtheria toxin from which diphtheria
toxoid is prepared shall have a
toxicity, as indicated by an L+ dose, of
not more than 0.20 millilitre or by an
M.L.D. of not more than 0.0025
millilitre.

C.04.165

A fabricator shall test each bulk
container of diphtheria toxoid, before
being dispensed into the final
containers, for toxicity by an
acceptable method, and it shall be
non-—toxic.

C.04.166

No person shall sell any lot of
diphtheria toxoid unless such lot has
been shown to meet a test for

antigenicity made by an acceptable
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method.

C.04.167

A fabricator shall fill diphtheria toxoid
aseptically into clear glass containers
and where preservative is not added
shall seal the containers by fusion.
C.04.168

No person shall sell diphtheria toxoid
that contains phenol.

C.04.169

No person shall sell diphtheria toxoid
unless both the inner and the outer
labels carry a statement of the
appropriate dose for purposes of
immunization.

C.04.170

The expiration date of diphtheria
toxoid shall be not later than two years
after the date of manufacture or the
date of issue.

Tetanus Toxoid

C.04.180

Liquid tetanus toxoid shall be sterile,
formalized, detoxified tetanus toxin,
and shall not contain more than 0.02
per cent free formaldehyde.

C.04.181

Tetanus toxoid alum precipitated shall
be prepared from tetanus toxoid, and
shall not contain more than 15
milligrams of alum per human dose.
C.04.182

The alum used in the preparation of
tetanus toxoid alum precipitated shall
contain not less than 99.5 per cent

pure potassium alum, Al K(SOy)s,
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12H20.

C.04.183

No fabricator shall use a culture
medium for the production of tetanus
toxin that contains horse protein or
Witte peptone or that has not been
freed as far as possible from any other
allergenic ingredient.

C.04.184

Tetanus toxin from which tetanus
toxoid is prepared shall have a toxicity
as indicated by an M.L.D. for the
guinea pig of not more than 0.0001
millilitre.

C.04.185

A packager/labeller shall test each
bulk container of tetanus toxoid,
before being dispensed into the final
containers, for toxicity by an
acceptable method, and it shall be
non-toxic.

C.04.186

No person shall sell any lot of tetanus
toxoid unless such lot has been shown
to meet a test for antigenicity made by

an acceptable method.

C.04.187

No person shall sell tetanus toxoid
unless both the inner and the outer
labels carry a statement of the
appropriate dose for purposes of
immunization.

C.04.188

A fabricator shall fill tetanus toxoid

aseptically into clear glass containers
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and where a preservative is not added
shall seal the container by fusion.
C.04.189

No person shall sell tetanus toxoid that
contains phenol.

C.04.190

The expiration date of tetanus toxoid
shall be not later than two years after
the date of manufacture or the date of
issue.

Antitoxins, Antisera

C.04.210

An antitoxin or antiserum shall be the
serum or fraction thereof separated
from the blood of animals that have
been artificially immunized against the
by—-products or antigenic fractions of
specific cultures of micro—organisms,
or against specific venoms.

C.04.211

The potency of an antitoxin or
antiserum shall be determined by an
acceptable method and where
applicable the unit of potency shall be
the International Unit.

C.04.212

Liquid diphtheria antitoxin shall have a
potency of not less than 500
International Units per millilitre.
C.04.213

Liquid tetanus antitoxin shall have a
potency of not less than 400
International Units per millilitre.
C.04.214

A liquid antitoxin or antiserum shall

contain not more than 20 per cent
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solids.

C.04.215

A dried antitoxin shall be prepared
from a liquid antitoxin and, when
reconstituted to the original volume of
the liquid antitoxin, shall have a
potency not less than that prescribed
for such liquid antitoxin.

C.04.216

A dried antitoxin or antiserum shall not
contain more than one per cent
moisture when determined by an
acceptable method.

C.04.217

Each lot of antitoxin or antiserum shall
be tested by an acceptable method for
pyrogenicity and it shall be pyrogen-
free, and, after filling into the final
containers, for identity and it shall be
true to name.

C.04.218

No person shall sell an antitoxin or
antiserum unless both the inner and
the outer labels carry a statement of
the species of animal used, when other
than the horse, and the net contents in
millilitres or the number of units in the
container.

C.04.219

In respect of antitoxins, the expiration
date shall be

(a) for liquid antitoxins with standards
of potency, not later than five years
after the date of manufacture;

(b) for dried antitoxins with standards

of potency, not later than five years
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after the date of manufacture;

(c) for liquid antioxins with no 3. 97} 710] Qe A d54h9 A
standards of potency, not later than 12 | <, A ZLHE 1271€ o]

months after the date of manufacture;

and

(d) for dried antitoxins with no 4, A7t 7ol gl Ax dE4a9 A
standards of potency, not later than -, AZLEH 54d o]y

five years after the date of

manufacture.

C.04.220 #C.04.220%

In respect of antisera, the expiration ddA A-dete] Fav|ihe v 7

date shall be T} golof g},

(a) for liquid antisera with standards of | 1. &7} 7]5o] A& A & Ao 7
potency, not later than three years - FH 34 oy

after the date of manufacture;
(b) for dried antisera with standards of | 2. 97} 7]
potency, not later than five years after Q- Al xd
the date of manufacture;
(¢) for liquid antisera with no standards | 3. 97} 7|0l §l& 9A F A 7
of potency, not later than 12 months Q- A ZFLEE 1271 o)

after the date of manufacture; and

(d) for dried antisera with no standards | 4. 97} 7|50 Qe A% ddHo 7
of potency, not later than five years G-, A=LFE 5 oy

after the date of manufacture.

Preparations from Human Sources A FHE

C.04.230 A C.04.230%

Preparations from human sources shall Ql

be pooled blood plasma, or pooled = Ao
blood serum, or fractions of either 2 5
separated by a method satisfactory to of shr},
the Minister.

C.04.231 #C.04.231%

A fabricator shall obtain human serum, | AZJA= A4S 25 A7 A7)
or human plasma, only from a person thar QIF3 Al o mRE Y I Ee=
certified by a qualified medical A& dojof gt

practitioner to be healthy.

Aot 4 E ol okE 74
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C.04.232

A fabricator shall not use a person to
serve as a donor of blood, placenta, or
cord who has a history of a disease
transmissible by blood transfusion
including syphilis, infectious hepatitis,
or malaria.

C.04.233

The operation of drawing blood from a
donor shall be under the supervision of
a qualified medical practitioner, and
shall be carried out in a suitable
bleeding room under the control of the
fabricator.

C.04.234

A fabricator shall obtain human
placenta and cord used in the
manufacture of preparations from
human sources only from women
confined in public hospitals, and the
donor of such placenta and cord shall
have been free from the toxaemias of
pregnancy, and the placenta and cord
shall not show gross evidence of any
pathological condition.

C.04.235

(1) Subject to subsections (2) and (3),
dried human serum, dried human
plasma or dried fractions of either
shall not contain more than one per
cent moisture when determined by an
acceptable method.

(2) Dried Rho(D) Immune Human
globulin shall not contain more than
three per cent moisture when

determined by an acceptable method.
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(3) Dried Antihemophilic Factor Human
shall not contain more than two per
cent moisture when determined by an
acceptable method.

C.04.236

A fabricator shall provide directions or
means for the removal of particles of
such size as to be dangerous to the
recipient from preparations from
human sources that are issued in fluid
form or that are reconstituted from the
dried form.

C.04.237

A fabricator of preparations from
human sources shall maintain complete
records of all donors, which records
shall include the medical certificate
required by section C.04.231.

C.04.238

A fabricator, packager/labeller or
distributor referred to in paragraph
C.01A.003(b) may issue human serum
or human plasma, or fractions of either
of them, for prophylactic or
therapeutic use in any of the following
forms:

(a) immune human serum, which shall
be serum separated from the blood of
persons recovered from the disease or
from persons specifically immunized
against the disease for which the
serum is intended as a prophylactic or
therapeutic agent;

(b) immune human globulins, or other
immune human serum fractions, which

shall be prepared from immune human
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serum or plasma;

(¢) normal human serum, or normal
human plasma, or fractions of either of
these prepared from the blood of
normal individuals; and

(d) dried products prepared from any
of these.

C.04.239

No person shall sell a preparation from
human sources unless both the inner
and the outer labels clearly indicate
that the preparation is derived from
human sources.

C.04.240

The expiration date for preparations
from human sources issued in fluid or
dried form shall be not later than five
years after the date of filling the
immediate container.

C.04.241

The date of manufacture of
preparations from human sources shall
be the date of bleeding the donor.
C.04.300 and C.04.301

[Repealed, SOR/81-335, s. 3]
C.04.400

[Repealed, SOR/2013-179,
C.04.401

[Repealed, SOR/2013-179, s.
C.04.402

[Repealed, SOR/2013-179, s.
C.04.403

[Repealed, SOR/2013-179, s.
C.04.404

[Repealed, SOR/2013-179, s.
C.04.405

s. 4]
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[# =], Ht78#1174/81-335, A|3x]
A C.04.400%

[#A], W8 #E+4/2013-179,
AC.04.401%

[#A], HtrE#E+4/2013-179,
A C.04.402%

[#A], HtrE#E+4/2013-179,
AC.04.403%

[#1=], |t 88 178/2013-179,
A C.04.404%

[#1=], Ht8 8 1178/2013-179,
A C.04.405%
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[Repealed, SOR/2013-179, s. 4] [# A, Wt = +4/2013-179, A4zx]
C.04.406 A C.04.406%
[Repealed, SOR/2013-179, s. 4] [# A, "ot = t+4/2013-179, A4zx]
C.04.407 A C.04.407%
[Repealed, SOR/2013-179, s. 4] [#A], Wt = t+4/2013-179, A4zx]
C.04.408 A C.04.408%
[Repealed, SOR/2013-179, s. 4] [# A, Wt = t+4/2013-179, A4zx]
C.04.409 AC.04.409%
[Repealed, SOR/2013-179, s. 4] [# A, "8 = 14/2013-179, A4zx]
C.04.410 A C.04.410%
[Repealed, SOR/2013-179, s. 4] [H#], HFEHE174/2013-179, Al4%]
C.04.411 AC.04.411%
[Repealed, SOR/2013-179, s. 4] [H#], HFEHE174/2013-179, A4%]
C.04.412 A C.04.412%
[Repealed, SOR/2013-179, s. 4] [H#], BFEHE174/2013-179, Al4%]
C.04.413 A C.04.413%
[Repealed, SOR/2013-179, s. 4] [H=], HatgsE+74/2013-179, Al4zx]
C.04.414 A C.04.414%
[Repealed, SOR/2013-179, s. 4] [H#], HatgE#74/2013-179, Al4zx]
C.04.415 AC.04.415%
[Repealed, SOR/2013-179, s. 4] [H#], Hatg&E#74/2013-179, Al4zx]
C.04.416 A C.04.416%
[Repealed, SOR/2013-179, s. 4] [H=], HatgeE+74/2013-179, Al4zx]
C.04.417 A C.04.417%
[Repealed, SOR/2013-179, s. 4] [H#], Hatg&E#74/2013-179, Al4zx]
C.04.418 A C.04.418%
[Repealed, SOR/2013-179, s. 4] [#A], "t =t74/2013-179, A4zx]
C.04.419 AC.04.419%
[Repealed, SOR/2013-179, s. 4] [#A], "= t74/2013-179, A4zx]
C.04.420 A C.04.420%
[Repealed, SOR/2013-179, s. 4] [#A], "ot =t74/2013-179, A4zx]
C.04.421 A C.04. 421}~
[Repealed, SOR/2013-179, s. 4] [HA], BFEE+78/2013-179, Al4x]
C.04.422 xﬂc.o4.422}~
[Repealed, SOR/2013-179, s. 4] [#A], Hatrg#E4/2013-179, A43]
C.04.423 A C.04.423%

Mt A EolobE 4
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[Repealed, SOR/2013-179, s. 4]
C.04.424

[Repealed, SOR/2006-353, s. 1]
C.04.425

[Repealed, SOR/2006-353, s. 1]
C.04.426

[Repealed, SOR/2006-353, s. 1]
C.04.427

[Repealed, SOR/97-12, s. 50]
C.04.428

[Repealed, SOR/2006-353, s. 1]
Insulin Preparations

C.04.550

(1) Insulin means the active principle
of the pancreas that affects the
metabolism of carbohydrates in the
animal body and that is of value in the
treatment of diabetes mellitus.

(2) The Canadian Reference Standard
for insulin shall be the International
Standard therefor.

(3) The insulin preparations described
in these Regulations shall contain
insulin to which may be added only
such ingredients as are prescribed in
these Regulations.

(4) The potency of an insulin
preparation shall be expressed in units
per cubic centimetre and each unit per
cubic centimetre shall provide one
International Unit of insulin per cubic
centimetre.

C.04.551

No person shall sell or dispense an
insulin preparation that has not been

stored by him continuously at a
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temperature between 35° and 50°F (2°
and 10°C).

C.04.552

The zinc—insulin crystals used in an
insulin preparation shall contain, as

determined by an acceptable method,

(a) not less than 21 International Units
of insulin per milligram, and

(b) on the dry basis, not less than 0.30
per cent and not more than 0.90 per
cent zinc.

Insulin Injection or Insulin

C.04.553

The insulin preparation, "Insulin
injection" or "Insulin" shall be a clear
colourless or almost colourless sterile
solution free from turbidity and
insoluble matter, prepared from insulin
or zinc insulin crystals, shall have a pH
of not less than 2.5 or more than 3.5,
or not less than 7.0 or more than 7.8
and shall contain

(a) weight by volume,

(i) not less than 0.1 per cent and not
more than 0.25 per cent of either
phenol or cresol, and

(i) not less than 1.4 per cent and not
more than 1.8 per cent glycerin; and
(b) as determined by an acceptable
method, for each 1,000 International
Units of insulin,

(i) not more than 7.0 milligrams of

nitrogen for Insulin Injection prepared

from zinc—insulin crystals, and not
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more than 8.5 milligrams of nitrogen H FAME A= 85w ols)
for Insulin Injection other than that

made from zinc-insulin crystals,

(i) not less than 0.10 milligram and not | }. o}1 1&d AAH o= AxH A&
more than 0.40 milligram of zinc for FAFE ofd 2 0.10¥8 13 o] 0.40
Insulin Injection prepared from zinc- A28l o]} o} Q&Y Aoz A
insulin crystals, and not more than 0.40 | &% A ©]9]9] Q&Y FALE ofd2

milligram of zinc for Insulin Injection 0.40 g 13 o]3}

other than that made from zinc—insulin

crystals, and

(iii) in the case of Insulin Injection =5

other than that made from zinc-insulin Qo] Q&
%

crystals, not more than 1.0 milligram of

ash.

C.04.554 #C.04.554%

No person shall sell Insulin Injection FTEX e 72 59 S EE =

unless, ZotA] ofyste QlEd FAE st
o] A= oy Hrh

(a) it is dispensed in a vial of 1. I0A Al FAE v H &S 9] S53F Hy]

approximately 10 cubic centimetre S Z3sle oF 10443 AEn e 85

=
capacity that contains an excess o] njojete] ZA|
volume sufficient to permit withdrawal
of 10 cubic centimetres;
(b) the vial label indicates that each 2. Hfolet
cubic centimetre has a potency equal Q747 o
to
(i) 40 International Units of insulin,

o

7t s
(ii) 80 International Units of insulin, or v dEd

|= IRy

(iii) 100 International Units of insulin; ol&d 100=A ¢

and

(c) each cubic centimetre thereof has 3. MAFAIE P E e AA] F7F7F 955
an actual potency that is at least 95 AE o|itolr HIA|FHAPH O Z A
per cent and does not exceed 105 per S uf ghdlo] FAIE 971e] 10534l
cent of the potency indicated on the E o]3}

label as determined by an acceptable
method.

Mt A EolobE 4
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C.04.555
(1) A fabricator shall not sell Insulin

Injection unless he

(a) has filed with the Minister, in
accordance with subsection (2), a
submission relating to that preparation,
in a form and having a content
satisfactory to the Minister;

(b) has furnished the Minister with
such additional information as the
Minister may require; and

(c) has received from the Minister a
notice that the information contained in
the submission is in accordance with
the requirements of this section.

(2) A submission filed pursuant to

subsection (1) shall include at least,

(a) for each master lot of insulin or
zinc—insulin crystals employed in the
manufacture of Insulin Injection

(i) protocols of assay of its potency
expressed in International Units per
cubic centimetre, in the case of insulin,
and in International Units per
milligram, in the case of zinc—-insulin
crystals,

(i) a report of its moisture content in
percentage determined by drying to
constant weight at 100°C in the case of
zinc—insulin crystals,

(iii) a report of the ash content in the
case of insulin, and

(iv) reports of assay of its nitrogen

content in milligrams and its zinc
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content in milligrams per 1,000
International Units of insulin;

(b) for the first finished lot of Insulin
Injection prepared from each master
lot of insulin or zinc-insulin crystals, a
report on the amount of each
component thereof; and

(c) for the first filling of the first
finished lot of Insulin Injection from
each master lot of insulin or zinc—
insulin crystals,

(1) a report of assay of its nitrogen
content in milligrams per 1,000
International Units of insulin,

(ii) a report of assay of its zinc content
in milligrams per 1,000 International
Units of insulin, and

(iii) a report on the determination of its
pH.

(iv) [Repealed, SOR/95-203, s. 2]
C.04.556

The expiration date printed on the
inner and outer labels of every
package of Insulin Injection shall be a
date not later than two years after the
date of removal for distribution from
the fabricator's place of storage.
Insulin Zinc Suspension — Rapid
C.04.557

The insulin preparation "Insulin Zinc
Suspension — Rapid" shall be a sterile
suspension in a buffered aqueous
medium, of insulin modified by the
addition of zinc in such a way that the

suspended precipitate consists of

amorphous material, shall have a pH of
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not less than 7.0 and not more than 7.8
and shall contain,

(a) weight by volume,

(i) not less than 0.15 per cent and not
more than 0.17 per cent of sodium
acetate (NaCzH302.3H20),

(i) not less than 0.65 per cent and not
more than 0.75 per cent of sodium
chloride, and

(iii) not less than 0.09 per cent and not
more than 0.11 per cent of methyl-p-
hydroxybenzoate; and

(b) as determined by an acceptable
method, for each 1,000 International
Units of insulin,

(i) not more than 7.0 milligrams of
nitrogen; and

(i) not less than 1.2 milligrams and not
more than 2.5 milligrams of zinc, of
which not less than 20 per cent and not
more than 65 per cent shall be in the
supernatant liquid.

C.04.558

The insulin used in the preparation of
Insulin Zinc Suspension — Rapid shall
be obtained from one or more master
lots and shall be present in an amount
sufficient to provide either 40, 80 or
100 International Units of insulin in
each cubic centimetre of Insulin Zinc
Suspension—Rapid when the precipitate
is suspended uniformly.

C.04.559

The clear supernatant liquid obtained

from Insulin Zinc Suspension — Rapid
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shall contain not more than 1.0
International Unit of Insulin per cubic
centimetre when the potency of the
insulin preparation is 40 units per
cubic centimetre, and not more than
1.5 International Units of insulin per
cubic centimetre when the potency of
the insulin preparation is either 80
units or 100 units per cubic centimetre,
as determined by an acceptable
method.

C.04.560

No person shall sell Insulin Zinc

Suspension — Rapid unless

(a) it is dispensed in a vial of
approximately 10 cubic centimetre
capacity that contains an excess
volume sufficient to permit withdrawal
of 10 cubic centimetres; and

(b) each cubic centimetre thereof
provides, when the precipitate is
suspended uniformly,

(1) 40 International Units of insulin,

(i) 80 International Units of insulin, or
(iii) 100 International Units of insulin.
C.04.561

(1) A fabricator shall not sell Insulin

Zinc Suspension — Rapid unless he

(a) has filed with the Minister, in
accordance with subsection (2), a
submission relating to that preparation,
in a form and having a content
satisfactory to the Minister;

(b) has furnished the Minister such
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additional information as the Minister
may require; and

(c) has received from the Minister a
notice that the information contained in
the submission is in accordance with
the requirements of this section.

(2) A submission filed pursuant to

subsection (1) shall include at least,

(a) for each master lot of insulin or
zinc—insulin crystals employed in the
manufacture of Insulin Zinc Suspension
— Rapid,

(1) protocols of assay of its potency
expressed in International Units per
cubic centimetre in the case of insulin,
and in International Units per milligram
in the case of zinc-insulin crystals,

(ii) a report of its moisture content in
percentage determined by drying to
constant weight at 100°C in the case of
zinc—insulin crystals, and

(iii) reports of assay of its nitrogen
content in milligrams and its zinc
content in milligrams per 1,000
International Units of insulin;

(b) for the first finished lot of Insulin
Zinc Suspension — Rapid prepared
from each master lot of insulin or zinc-—
insulin crystals

(i) a report on the amount of each
component used in the preparation,

(ii) a report of assay of its nitrogen
content per 1,000 International Units
of insulin,

(iii) a report of assay of its zinc
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content per 1,000 International Units ok 54 H A

of insulin,

(iv) a report of the insulin content in gt BG AAES A AT & AFH A
International Units per cubic MAFAE N EHG A& shFS A
centimetre of the supernatant liquid A= FAITH HalA

after removal of the suspended
precipitate,

(v) a report of assay of the zinc uh B AHES AAS
content of the supernatant liquid after oled kol sk =A H 1A
removal of the suspended precipitate,

(vi) a report on the determination of its | B} pH =A ol tf3F H I1A]

pH, and
(vii) a report on the microscopic AbHf AAES] dvjd A o st
appearance of the suspended B 1A

precipitate; and

(c) for the first filling of the first 3. &Y EE ofd &Y AA] 7

finished lot of Insulin Zinc Suspension B ARG E o] &ste] a4 <

— Rapid from each master lot of =9 ofdd HEgMNo Hx dAF AFXTE

insulin or zinc-insulin crystals, HAE As T A5, o 2 59
BE AR

(i) a report on the determination of its 7} pH S0l g B alA

pH,

(ii) a report on the microscopic v A= A ARl ik ®HaA

examination of the precipitate, and

(iii) a report on its identification, as o AEA G A net A" Y

determined by an acceptable method. Aol gk B A

(iv) [Repealed, SOR/95-203, s. 3] et [#A], HarE = 14/95-203, A3=]

C.04.562 A C.04.562%

The expiration date printed on the BE S84 ded ofd dg A

inner and outer labels of every 5 epdla) o B gl Q1 fav]

package of Insulin Zinc Suspension — He AHE7] THALFEH 213 ool

Rapid shall be a date not later than two | ©F @t}
years after the date of filling of the
immediate container.

Insulin Zinc Suspension — Medium <l
C.04.563 A|C.

Mt A EolobE 4
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The insulin preparation "Insulin Zinc &Y AAQ "A&EH ofd HEN ujjX]

Suspension — Medium" shall be a "= Bf JAEe 7Y 39 nEE AH

sterile suspension, in a buffered I FAY 249 ERER FAAHES

aqueous medium, of insulin modified by | o}1S H7lsle] W3l <l&H o Q4=

the addition of zinc in such a way that T4 Ao = H dgdo =z pHIF

the suspended precipitate consists of a | 7.0 o]} 7.8 o]s}o]ojoF s}, 1o &t

mixture of crystals and amorphous T8 24L& s 7t 59 249 Fg

material in an approximate ratio of stofof shr,

seven parts of crystals to three parts

of amorphous material, shall have a pH

of not less than 7.0 and not more than

7.8 and shall contain,

(a) weight by volume, 1. 33 oty % 7|#o® e 7 2
4 23

(i) not less than 0.15 per cent and not 7} 0.15H A E o] 0.17THAE o]3}9]

more than 0.17 per cent of sodium ol A EAFYE H(NaC2H305.3H:0)

acetate (NaCzH302.3H20),
(i1) not less than 0.65 per cent and not . 0.65HAE o]A 0.75HAME o]35}<]
more than 0.75 per cent of sodium AU E

chloride, and
(iii) not less than 0.09 per cent and not | Th 0.09HAE o] 0.11HAE ©o]3}9]
more than 0.11 per cent of methyl-p— w Y —p-3lo| EEZ A Al 24

hydroxybenzoate; and

d

ARl mel SAe ),
4 1,000 A9 7|Fo = o 7t
Units of insulin, o =

(b) as determined by an acceptable 2
el
m
(i) not more than 7.0 milligrams of 7F7.08 8] 1 olste] A4, O F
bi Z
4

method, for each 1,000 International

2l

=

nitrogen of which not less than 63 per
cent and not more than 73 per cent

shall be in the crystalline component,

and
(i1) not less than 1.2 milligrams and not | Y. 1.2%28] 13 o]A} 2.5 8] 13 o]3}
more than 2.5 milligrams of zinc, of 9] o}, 1 F 20HAE o]A 65HAE

|
which not less than 20 per cent and not | ©]38Fe] o}d-& A Mof] glojof T

more than 65 per cent shall be in the

supernatant liquid.
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C.04.564

The insulin used in the preparation of
Insulin Zinc Suspension — Medium
shall be obtained from one or more
master lots and shall be present in an
amount sufficient to provide either 40,
80 or 100 International Units of insulin
in each cubic centimetre of the
preparation when the precipitate is
suspended uniformly.

C.04.565

The clear supernatant liquid obtained
from Insulin Zinc Suspension —
Medium shall contain not more than 1.0
International Unit of insulin per cubic
centimetre when the potency of the
insulin preparation is 40 units per
cubic centimetre, and not more than
1.5 International Units of insulin per
cubic centimetre when the potency of
the insulin preparation is either 80
units or 100 units per cubic centimetre,
as determined by an acceptable
method.

C.04.566

No person shall sell Insulin Zinc

Suspension—-Medium unless

(a) it is dispensed in a vial of
approximately 10 cubic centimetre
capacity that contains an excess
volume sufficient to permit withdrawal
of 10 cubic centimetres; and

(b) each cubic centimetre thereof

provides, when the precipitate is

suspended uniformly,
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(1) 40 International Units of insulin, 7F 1EH 407 A TS

(ii) 80 International Units of insulin, or . 2l 80 A4

(iii) 100 International Units of insulin. o} 1EH 1007 A T4

C.04.567 A C.04.567=

(1) A fabricator shall not sell Insulin O A=A v 2 59 dxE =2

Zinc Suspension—-Medium unless he T AAA] ofyslal Q&Y ol dAE Y
A& #Awfjstod = oy Hrf

(a) has filed with the Minister, in 1. Al2ge wat FdaA s Al A<k

accordance with subsection (2), a AHAE AFE o] FEsttha AA

submission relating to that preparation, | st 323 Y&o2 A&

in a form and having a content

satisfactory to the Minister;

(b) has furnished the Minister with 2. Fdo]l 2% F = FUF ARE
23

such additional information as the g Al A=
Minister may require; and

(c) has received from the Minister a
notice that the information contained in
the submission is in accordance with

the requirements of this section.

(2) A submission filed pursuant to @ A1t uet AEFH Aol HAsH

subsection (1) shall include at least, E3tslojof = ALY v 7t 59}
Fag= 3

(a) for each master lot of insulin or 1. 1&d ofd FHE wjA] Az AHE

zinc—insulin crystals employed in the H AdEH e ofd Ed Ao 7t

manufacture of Insulin Zinc a2~y AlzT9 e A, v 2 59

Suspension—-Medium, 2E Z8

(i) protocols of assay of its potency 7F deEde A5 AAFAEHE =

expressed in International Units per A= FAISE 2 F7te] S AAA

cubic centimetre in the case of insulin, o AEA, 283 ofdA-Qled ZAA9

and in International Units per milligram | 745 222383 FAGZ HASH 1

in the case of zinc—insulin crystals, A7tel S AGAIE AEA

(i) a report of its moisture content in w oofd e AA Y A5 100°CellA

percentage determined by drying to At AgFo] HEF 7Axsto] SATH

constant weight at 100°C in the case of | G~ WM& shedol gt R I1A]

zinc—insulin crystals, and

(iii) reports of assay of its nitrogen th o1& 1000549 D]l o

Mt A EolobE 4
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content in milligrams and its zinc 2 BAS da g 9 ool 3kl 4
content in milligrams per 1,000 3 =4 HI1A]

International Units of insulin;

(b) for the first finished lot of Insulin 2. 0« d = ol Aud AA 7}
Zinc Suspension-Medium prepared nf2~E AT A AzE AdeEd o}
from each master lot of insulin or zinc— | & g vjx]o] Hx A A ZTH9
insulin crystals, o] Ag, the 7 H9Y EE AR

(i) a report on the amount of each 7F Az ARgE ZF A Ee] el s
component used in the preparation, R A

(i) a report of assay of its nitrogen . A AE R E Y 2= dEd 1,000
content in milligrams per cubic TAG T dElagoz g AgE A4
centimetre or per 1,000 International shefol] sk =4 W A

Units of insulin,

(iii) a report of assay of its zinc o MAFAEIMEHY == dEd 1,000
content in milligrams per cubic A dElaos F AT ofdd
centimetre or per 1,000 International shefol] sk =4 W A

Units of insulin,
(iv) a report of the insulin content, in ot B4 JA4E
International Units per cubic H
centimetre, of the supernatant liquid =4 3t

after removal of the suspended

precipitate,

(v) a report on the determination of the | 7} @& I HdES 27 AFiolr daY
proportion of the nitrogen in the H &S 543 BaA

crystalline component of the

suspended precipitate,

(vi) a report of assay of the zinc vl B JAAES AAS & A
content of the supernatant liquid after oled kol sk =A H 1A

removal of the suspended precipitate,

(vii) a report on the determination of AL pH =40l o3l XA

its pH, and

(viii) a report on the microscopic o, i M=o v AdA o digt
appearance of the suspended H 1A

precipitate; and

(c) for the first filling of the first 3. ¢l&d X oo old AA 7+
finished lot of Insulin Zinc Suspension npA~E A ZGo A A& oLH ol
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— Medium from each master lot of

insulin or zinc—insulin crystals,

(i) a report on the determination of its
pH,

(ii) a report on the microscopic
examination of the precipitate, and

(iii) a report on its identification as
determined by an acceptable method.
(iv) [Repealed, SOR/95-203, s. 4]
C.04.568

The expiration date printed on the
inner and outer labels of Insulin Zinc
Suspension — Medium shall be a date
not later than two years after the date
of filling of the immediate container.
Insulin Zinc Suspension — Prolonged
C.04.569

The insulin preparation "Insulin Zinc
Suspension — Prolonged" shall be a
sterile suspension in a buffered
aqueous medium of insulin modified by
the addition of zinc in such a way that
the suspended precipitate consists of
crystals with not more than a trace of
amorphous material, shall have a pH of
not less than 7.0 and not more than 7.8
and shall contain

(a) weight by volume,

(i) not less than 0.15 per cent and not
more than 0.17 per cent of sodium
acetate (NaC2H302.3H20),

(i) not less than 0.65 per cent and not
more than 0.75 per cent of sodium

chloride, and

otk AFA A HANE ] wet S4E T
Aol digh KA

2h, [#HA], HarHE4/95-203, A4x]
AC.04.568%

Aed ofd e nix ] vy gl
o ghle] QlE FaEv|He AF &

7] FAQRE 23 olyjolofe} g},

INDY A=

xﬂc 04.569%

a4 AAD AR dad okl F
%%”m kel FAY EdE TAEHE
5 otdS AHrhstel WEd el ¢
= 74 WAl e 2 dgdem
pH7F 7.0 o]’ 7.8 o]stolofof shm, 1
of e 242 vs 4 2o 230

S

1%y gu] % 1FoR e 74 2
4 24
7} 0156 AE o4 0.17H A E o]3}e]

o}l A EAFYE FH(NaC2H3z02.3H:20)

. 0.655 AE o4 0.75HAE o]3}<]
AU EF
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(iii) not less than 0.09 per cent and not | T 0.09HAE o]4 0.11HAE o]&}9]
more than 0.11 per cent of methyl-p- H el -p-3&lo] == A Ml 24

hydroxybenzoate; and

(b) as determined by an acceptable 2. A A Wl SA-HPS o,
method, for each 1,000 International ol 1,0005A4AHY 7o 2 v 7F
Units of insulin, =9 4

(i) not more than 7.0 milligrams of 7o 7.02E 8 olsle] A4 1 F 90
nitrogen, of which not less than 90 per | HAE o|ito] A=A AR olojo} &
cent shall be in the crystalline
component, and

(i) not less than 1.2 milligrams and not | Y. 1.2 2|13 o] 2.5 13 o|3}
more than 2.5 milligrams of zinc, of 9] o}, 1 F 20HANE o]

which not less than 20 per cent and not | ©]3s}¢] o}

more than 65 per cent shall be in the

supernatant liquid.

C.04.570 AC.04.570%

The insulin used in the preparation of FAZE dad ofd HE O A Fo
Insulin Zinc Suspension — Prolonged A4 5= oldle ) o)At mlAE
shall be obtained from one or more Az gloll Al dojof st FHdEo]
master lots and shall be present in an AstA dErE u AA L] Z+ AlA - AE
amount sufficient to provide either 40, Y 40, 80 = 1007 ATl A&

80 or 100 International Units of insulin S Fgst7]o FESE Folojof st
in each cubic centimetre of the
preparation when the precipitate is

suspended uniformly.

C.04.571 A C.04.571%

The clear supernatant liquid obtained AAEE Qlad ofd dEAoA] AL
from Insulin Zinc Suspension — T A Ae AdAEHANE O wht
Prolonged shall contain not more than SAYE W, Jd=d AALY J7H7E AA
1.0 International Unit of insulin per AP HE 40991Q1 -5 Al A5 AlE]
cubic centimetre when the potency of HEE 1.0 A G o]ste] JdEdS 3
the insulin preparation is 40 units per fratodof shH, dEd AA 77 Al
cubic centimetre, and not more than AFAE M EH G 80HS] =& 1009 <1

a

1.5 International Units of insulin per

o

lo o M
=
2

ol
-

cubic centimetre when the potency of

the insulin preparation is either 80
et 2 F ol oFF A
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units or 100 units per cubic centimetre,
as determined by an acceptable
method.

C.04.572

No person shall sell Insulin Zinc

Suspension — Prolonged unless

(a) it is dispensed in a vial of
approximately 10 cubic centimetre
capacity that contains an excess
volume sufficient to permit withdrawal
of 10 cubic centimetres; and

(b) each cubic centimetre thereof
provides, when the precipitate is
suspended uniformly,

(1) 40 International Units of insulin,

(i) 80 International Units of insulin, or
(iii) 100 International Units of insulin.
C.04.573

(1) A fabricator shall not sell Insulin
Zinc Suspension — Prolonged unless
he

(a) has filed with the Minister, in
accordance with subsection (2), a
submission relating to that preparation,
in a form and having a content
satisfactory to the Minister;

(b) has furnished the Minister with
such additional information as the
Minister may require; and

(c) has received from the Minister a
notice that the information contained in
the submission is in accordance with
the requirements of this section.

(2) A submission filed pursuant to

subsection (1) shall include at least,
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(a) for each master lot of insulin or
zinc—insulin crystals employed in the
manufacture of Insulin Zinc Suspension
— Prolonged,

(1) protocols of assay of its potency
expressed in International Units per
cubic centimetre in the case of insulin,
and in International Units per milligram
in the case of zinc—insulin crystals,

(ii) a report of its moisture content in
percentage determined by drying to
constant weight at 100°C in the case of
zinc—insulin crystals, and

(iii) reports of assay of the nitrogen
content in milligrams and of its zinc
content in milligrams per 1,000
International Units of insulin;

(b) for the first finished lot of Insulin
Zinc Suspension — Prolonged prepared
from each master lot of insulin or zinc-
insulin crystals,

(i) a report on the amount of each
component used in the preparation,

(ii) a report of assay of its nitrogen
content in milligrams per cubic
centimetre or per 1,000 International
Units of insulin,

(iii) a report of assay of its zinc
content in milligrams per cubic
centimetre or per 1,000 International
Units of insulin,

(iv) a report of the insulin content, in
International Units per cubic
centimetre, of the supernatant liquid

after removal of the suspended
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precipitate,

(v) a report of the determination of the
proportion of the nitrogen in the
crystalline component of the
suspended precipitate,

(vi) a report of assay of the zinc
content of the supernatant liquid after
removal of the suspended precipitate,
(vil) a report on the determination of
its pH, and

(viii) a report on the microscopic
appearance of the suspended
precipitate; and

(c) for the first filling of the first
finished lot of Insulin Zinc Suspension
— Prolonged from each master lot of
insulin or zinc-insulin crystals,

(i) a report on the determination of its
pH,

(ii) a report on the microscopic
examination of the precipitate, and
(iii) a report on its identification as
determined by an acceptable method.
(iv) [Repealed, SOR/95-203, s. 5]
C.04.574

The expiration date printed on the
inner and outer labels of every
package of Insulin Zinc Suspension —
Prolonged shall be a date not later than
two years after the date of filling of
the immediate container.

Globin Insulin with Zinc

C.04.575

The insulin preparation "Globin Insulin
with Zinc" shall be a sterile solution of

insulin modified by the addition of

270

a2
%
>,

ol

N

S
>
T
=2
=
AL
|\

2,
i,
offt
e,

°
=
L
L [ oo

W& 4 /95-203, A5Z]

A
oft
=
)
)
o,
2
[-4 U
i)
2
IS
b
i
e

=
4z
i
_\TLI
fo
ojv M

[
e 2

z -0
T 5
)

o
~
o It

ﬁ:‘oo}'iozi%;&o}':._ﬂ
N O
=~
o1
q
N
B
\\)
L

£ o Lo
N

O
9
O oo

rlo
o N =

o X
o

o

(o4
-

ro 2

my O R
(@)

&~

il

fru

=

rO

()3

)

x 9
()]
it

o

B

394 .
(L)

_’0

o

u



O SR A @ AMIAE A 2 e

globin prepared from beef blood, in the
form of globin hydrochloride, and zinc,
shall be a clear, yellowish, or almost
colourless liquid free from insoluble
matter and acceptably free from
turbidity, shall have a pH of not less
than 3.4 and not more than 3.8 and
shall contain,

(a) weight by volume, not less than 1.3
per cent and not more than 1.7 per
cent glycerin, and either

(1) not less than 0.15 per cent and not
more than 0.20 per cent cresol, or

(i1) not less than 0.20 per cent and not
more than 0.26 per cent phenol, and
(b) as determined by an acceptable
method, for each 1,000 International
Units of insulin,

(i) not more than 15.0 milligrams of
total nitrogen,

(i) not less than 36.0 milligrams and
not more than 40.0 milligrams of globin
calculated as 6.0 times the nitrogen
content of the globin, and

(iii) not less than 2.5 milligrams and
not more than 3.5 milligrams of zinc.
C.04.576

The globin hydrochloride used in the
preparation of Globin Insulin with Zinc
shall contain not less than 16.0 per
cent and not more than 17.5 per cent
nitrogen calculated on a dry, ash—free
and hydrochloric acid-free basis, and
its ash content shall be not more than
0.3 per cent as determined by an

acceptable method.
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C.04.577

The insulin used in the preparation of
Globin Insulin with Zinc shall be
obtained from one or more master lots
and shall be present in an amount
sufficient to provide either 40 or 80
International Units of insulin in each
cubic centimetre of the Globin Insulin
with Zinc.

C.04.578

(1) The Canadian Reference Standard
for Globin Insulin with Zinc shall be the
standard adopted therefor by the
Minister from time to time.

(2) Upon application of a person who
holds an establishment licence, the
Minister shall furnish him with a
portion of the Canadian Reference
Standard with directions for
comparative testing.

(3) The testing of the biological
reaction of Globin Insulin with Zinc
shall be made by an acceptable method
and that biological reaction shall be
comparable to the biological reaction
of the portion of the Canadian
Reference Standard furnished by the
Minister.

C.04.579

No person shall sell Globin Insulin with

Zinc unless

(a) it is dispensed in a vial of
approximately 10 cubic centimetre
capacity that contains an excess

volume sufficient to permit withdrawal
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of 10 cubic centimetres; and

(b) each cubic centimetre thereof 2. 72t AAFAEEHEZ O 72t 5 5

provides, A s A

(i) 40 International Units of insulin, or 7F Ed 405 A 9

(ii) 80 International Units of insulin. U ded 804 HS

C.04.580 A C.04.580=

(1) A fabricator shall not sell Globin O AxGAE s 2 39 dxE =2

Insulin with Zinc unless he F AAA otystaL ok gy ==l
dads dujsto = oy Hrh

(a) has filed with the Minister, in 1. Al2ge wat FdaA s Al A<k

accordance with subsection (2), a HEE AFE Fo] Sttt A4

submission relating to that preparation, | 3t 23 y&o=2 A=
in a form and having a content
satisfactory to the Minister;

(b) has furnished the Minister with 2

such additional information as the T A A=
Minister may require; and

(c) has received from the Minister a
notice that the information contained in
the submission is in accordance with

the requirements of this section.

(2) A submission filed pursuant to @ A1l uwgt AEH AFol A
subsection (1) shall include at least, E3hslojof = ALY v 7t 59}
Fag= 3
(a) for each master lot of insulin or 1. ofd g 224 A& Aol ALE
zinc—insulin crystals employed in the H QlEd e ofd Qe AAe 7t
manufacture of Globin Insulin with np~E ARz Y Ag, v 7 59
Zinc, RE AR
(i) protocols of assay of its potency 7F "] A5 AAFAEHE =
expressed in International Units per A= FAISE 2 G7te] S AAA
cubic centimetre in the case of insulin, o AlEA, 28a ofd-Qled ZAA9
and in International Units per milligram | 4% Y2233 FAGZ FASE 1
in the case of zinc—insulin crystals, A7k SA A AEA
(i) a report of its moisture content in L oofd e AA Y A5 100°CellA
percentage determined by drying to At AgFo] HEF 7Axsto] SATH
constant weight at 100°C in the case of | 2] WE& ko] gk ¥ A
et 2 E ol oFE
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zinc-insulin crystals, and

(iii) reports of assay of its nitrogen th o= 1,000 A GG Lo
content in milligrams and its zinc 2 FAIeE Aa gsF 2 ol gk 4
content in milligrams per 1,000 5t =4 B 1A

International Units of insulin;

(b) for the master lot of globin 2. ofd - =28 Aded Az AME
hydrochloride used in the preparation He 228 Ak el viay Al z2T9
of Globin Insulin with Zinc, reports of o] B, v 7t & B S 4
assay of B 1A

(i) its nitrogen content in per cent 7 Adzgk 73 "2 FRA Ve R
calculated on a dry, ash-free and ARtE Ao WiEg ek
hydrochloric acid free basis,

(ii) its chloride content in per cent . it ez ALkd dstge] WEs
calculated as hydrochloride, and sk

(iii) its ash content in percentage; th 3o WEE I

(c) for the components used in the 3. ol T FEHI AY =3E AR
preparation of the trial mixture of o Algx A& sty tg ZF =9
Globin Insulin with Zinc, a report on ol gk B 1A

the quantity of

(1) insulin in grams, or in International 7Fh O3 Ee gAGE EAG dad
Units,

(i1) zinc in grams, or in milligrams, per  dEd 1,000 4G 13 e
1,000 International Units of insulin, Ao FASH ofd

(iii) globin hydrochloride in grams orin | t. ¢l&d 1,000=A S 138 FE+=
milligrams, per 1,000 International el ooz A =24 A4k

Units of insulin, and

(iv) the volume of the preparation in 2k MAFAE N = 252 ZA%
cubic centimetres or litres; A A 2] H-3

(d) for the trial mixture of Globin 4. oA 3 =W A& A &7
Insulin with Zinc, o A9, v 4 B BRE AR

(i) a report of assay of its nitrogen 7F AAEAE T H Y = 2lEd 1,000
content in milligrams per cubic TAGE ooz wASE A4
centimetre or per 1,000 International sheko] thek 54 H A

Units of insulin,
(ii) a report of assay of its zinc content | Y. Al AFAE M E T == ¢l=d 1,000
5

in milligrams per cubic centimetre or TAGSY deyaoz FAISH ofd
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per 1,000 International Units of insulin,
(iii) protocols of the biological reaction
showing the retardation of the insulin
effect, and

(iv) a report on the determination of its
pH;

(e) for the first finished lot of Globin
Insulin with Zinc from each trial
mixture of Globin Insulin with Zinc, a
report on the amount of each
component in the preparation; and

(f) for the first filling of the first
finished lot of Globin Insulin with Zinc
from each trial mixture of Globin
Insulin with Zinc,

(1) a report of assay of its nitrogen
content in milligrams per cubic
centimetre or per 1,000 International
Units of insulin,

(i1) a report of assay of its zinc content
in milligrams per cubic centimetre or
per 1,000 International Units of insulin,
and

(iii) a report on the determination of its
pH.

(iv) [Repealed, SOR/95-203, s. 6]
C.04.581

The expiration date printed on the
inner and outer labels of every
package of Globin Insulin with Zinc
shall be a date not later than two years
after the date of filling of the
immediate container.

NPH Insulin or Isophane Insulin
C.04.582

The insulin preparation "NPH Insulin"
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or "Isophane Insulin" shall be a sterile 2% JdEA"e T A v Ao dgH
preparation of rod-shaped crystals Sledl, R2E 9 ofd S ShFE W
containing insulin, protamine and zinc, ) 2of AAe] Hi AA=ZA pH 7.0
suspended in a buffered aqueous o)Ak 7.8 o]slo|ojof Y 1o dfF-H
medium, shall have a pH of not less EZLe e ZF 39 FHo] Fghslo]of
than 7.0 and not more than 7.8 and ca=

shall contain

(a) weight by volume, not less than
0.15 per cent and not more than 0.25
per cent anhydrous disodium
phosphate, and either

(1) not less than 1.4 per cent and not
more than 1.8 per cent glycerin and
not less than 0.15 per cent and not
more than 0.17 per cent metacresol
and not less than 0.06 and not more
than 0.07 per cent phenol, or

(i1) not less than 0.40 per cent and not
more than 0.45 per cent sodium
chloride and not less than 0.7 per cent
and not more than 0.9 per cent
glycerin and not less than 0.18 per
cent and not more than 0.22 per cent
metacresol; and

(b) as determined by an acceptable
method, for each 1,000 International
Units of insulin,

(1) not more than 8.5 milligrams of
nitrogen,

(ii) not less than 3.0 milligrams and not
more than 6.0 milligrams of protamine
except that the ratio of the protamine
to the insulin shall be not less than the
isophane ratio and shall not exceed the
isophane ratio by more than 10 per

cent,
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(iii) not less than 0.16 milligram and
not more than 0.40 milligram of zinc,
and

(iv) no protease activity significant for
the stability of NPH insulin.

C.04.583

The protamine used in preparing NPH
Insulin shall be obtained from the
sperm or from the mature testes of
fish belonging to the family
Salmonidae, genera Oncorhynchus
Suckley, or Salmo Linne.

C.04.584

The isophane ratio means the minimum
number of milligrams of protamine
required to precipitate 100
International Units of insulin and shall
be determined by an acceptable
method.

C.04.585

The insulin used in the preparation of
NPH Insulin shall be obtained from one
or more master lots and shall be
present in an amount sufficient to
provide either 40, 80 or 100
International Units of insulin in each
cubic centimetre of the preparation
when the precipitate is suspended
uniformly.

C.04.586

The clear supernatant liquid obtained
from NPH insulin shall contain not
more than 0.4 International Units of
insulin per cubic centimetre when the
potency of the insulin preparation is 40

units per cubic centimetre, not more
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than 0.6 International Units of insulin
per cubic centimetre when the potency
of the insulin preparation is 80 units
per cubic centimetre and not more than
0.7 International Units of insulin per
cubic centimetre when the potency of
the insulin preparation is 100 units per
cubic centimetre, as determined by an
acceptable method.

C.04.587

No person shall sell NPH Insulin unless

(a) it is dispensed in a vial of
approximately 10 cubic centimetre
capacity that contains an excess
volume sufficient to permit withdrawal
of 10 cubic centimetres; and

(b) each cubic centimetre thereof
provides,

(1) 40 International Units of insulin,

(ii) 80 International Units of insulin, or
(iii) 100 International Units of insulin.
C.04.588

(1) A fabricator shall not sell NPH

Insulin unless he

(a) has filed with the Minister, in
accordance with subsection (2), a
submission relating to that preparation,
in a form and having a content
satisfactory to the Minister;

(b) has furnished the Minister with
such additional information as the

Minister may require; and

(¢) has received from the Minister a
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notice that the information contained in | =53t F#o EXE 9
the submission is in accordance with

the requirements of this section.

(2) A submission filed pursuant to @ A1&e w2t AEH AF HAS

subsection (1) shall include at least, X gslofof gt AMYS o 2 39}
2}

(a) for each master lot of zinc—insulin 1. 8 dad Az AFEH ofdd <l

crystals employed in the manufacture a9 2A9 Z npay AT B

of NPH Insulin, 0 7 Ho BE A=

(i) protocols of assay of its potency in 7F dE e gAG 2 BAgE 19

International Units per milligram, 7ol 54 AR A A

(ii) a report of its moisture content in L} 100°Col Al g3t FAZ 1zx35)]

per cent determined by drying to S48 o] NEE Tl digk B

constant weight at 100°C, and A

(iii) reports of assay of its nitrogen t} &Y 1,000 A9 F e oo

content in milligrams and its zinc 2 FAIeE A gsF 9 ol gk 4

content in milligrams per 1,000 S 54 KA

International Units of insulin;

(b) for the master lot of protamine, a 2. LZEMS] ulxE Az AL

report of the isophane ratio for the T Qe Az AFEE AEAHY

insulin used in the preparation of the o] A Hl o tlgh H 1A

NPH Insulin;

(c) for the trial mixture of NPH Insulin,

(i) a report of assay of its nitrogen
content in milligrams per cubic TA G Y1 or FA
centimetre or per 1,000 International shefol] tisk 54 HalA

Units of insulin,

(ii) a report of assay of its zinc content | Y. AlAFAE M EH Y = <l&d 1,000

in milligrams per cubic centimetre or ZAGAE oMo g7 FAT oA
per 1,000 International Units of insulin, | el st 54 Hi1A

(iii) a report of the insulin content in o} B9 AAES A A T Al o]
International Units per cubic AAFAE v EG A& shFsS oA
centimetre of the supernatant liquid A= FEAISH HalA

after removal of the suspended

precipitate,

Mt A EolobE 4
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(iv) a report on the determination of its
pH, and

(v) a report on the microscopic
examination of the precipitate;

(d) for the first finished lot of NPH
Insulin from each trial mixture of NPH
Insulin, a report on the amount of each
component in the preparation; and

(e) for the first filling of the first
finished lot of NPH Insulin from each
trial mixture of NPH Insulin,

(1) a report of assay of its nitrogen
content in milligrams per cubic
centimetre or per 1,000 International
Units of insulin,

(i1) a report of assay of its zinc content
in milligrams per cubic centimetre or
per 1,000 International Units of insulin,
(iii) a report on the determination of its
pH,

(iv) a report on the microscopic
examination of the precipitate, and

(v) a report of its identification as
determined by an acceptable method.
(vi) [Repealed, SOR/95-203, s. 7]
C.04.589

The expiration date printed on the
inner and outer labels of NPH Insulin
shall be a date not later than two years
after the date of filling of the
immediate container.

Protamine Zinc Insulin

C.04.590

The insulin preparation "Protamine
Zinc Insulin" shall be a sterile white

suspension in a buffered aqueous
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medium, containing insulin modified by
the addition of protamine and zinc,
shall have a pH of not less than 7.1 and
not more than 7.4, and shall contain,

(a) weight by volume,

(i) not less than 0.15 per cent and not
more than 0.25 per cent anhydrous
disodium phosphate,

(i) not less than 1.4 per cent and not
more than 1.8 per cent glycerin, and
(ii1) either not less than 0.18 per cent
and not more than 0.22 per cent
cresol, or not less than 0.22 per cent
and not more than 0.28 per cent
phenol; and

(b) as determined by an acceptable
method, for each 1,000 International
Units of insulin,

(1) not more than 12.5 milligrams of
total nitrogen,

(i1) not less than 10.0 milligrams and
not more than 15.0 milligrams of
protamine,

(iii) not less than 1.7 milligrams and
not more than 2.5 milligrams of zinc.
C.04.591

The protamine used in the preparation
of Protamine Zinc Insulin shall be
obtained from the sperm or from the
mature testes of fish belonging to the
family Salmonidae, genera
Oncorhunchus Suckley or Salmo Linne.
C.04.592

The insulin used in the preparation of

Protamine Zinc Insulin shall be
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obtained from one or more master lots
and shall be present in an amount
sufficient to provide either 40, 80 or
100 International Units of insulin in
each cubic centimetre of the
preparation when the precipitate is
suspended uniformly.

C.04.593

(1) The Canadian Reference Standard
for Protamine Zinc Insulin shall be the
standard adopted therefor by the
Minister from time to time.

(2) Upon application of a person who
holds an establishment licence, the
Minister shall furnish him with a
portion of the Canadian Reference
Standard with directions for
comparative testing.

(3) The testing of the biological
reaction of Protamine Zinc Insulin shall
be made by an acceptable method and
that biological reaction shall be
comparable to the biological reaction
of the portion of the Canadian
Reference Standard furnished by the
Minister.

C.04.594

No person shall sell Protamine Zinc

Insulin unless

(a) it is dispensed in a vial of
approximately 10 cubic centimetre
capacity that contains an excess
volume sufficient to permit withdrawal
of 10 cubic centimetres; and

(b) each cubic centimetre thereof
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provides

(1) 40 International Units of insulin,

(ii) 80 International Units of insulin, or
(iii) 100 International Units of insulin.
C.04.595

(1) A fabricator shall not sell

Protamine Zinc Insulin unless he

(a) has filed with the Minister, in
accordance with subsection (2), a
submission relating to that preparation,
in a form and having a content
satisfactory to the Minister;

(b) has furnished the Minister with
such additional information as the
Minister may require; and

(c) has received from the Minister a
notice that the information contained in
the submission is in accordance with
the requirements of this section.

(2) A submission filed pursuant to

subsection (1) shall include at least,

(a) for each master lot of insulin or
zinc—insulin crystals employed in the

manufacture of Protamine Zinc Insulin,

(1) protocols of assay of its potency in
International Units per cubic
centimetre in the case of insulin and in
International Units per milligram in the
case of zinc—insulin crystals,

(ii) a report on its moisture content in
percentage determined by drying to
constant weight at 100°C in the case of

zinc-insulin crystals, and
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(iii) reports of assay of its nitrogen
content in milligrams, and its zinc
content in milligrams per 1,000
International Units of insulin;

(b) for the components used in the
preparation of the trial mixture of
Protamine Zinc Insulin, a report on the
quantity of

(1) insulin in grams or in International
Units,

(i) zinc in grams or in milligrams, per
1,000 International Units of insulin,
(iii) protamine in grams or in
milligrams, per 1,000 International
Units of insulin, and

(iv) the volume of the preparation in
cubic centimetres or litres;

(c) for the trial mixture of Protamine
Zinc Insulin,

(i) a report of assay of its nitrogen
content in milligrams per cubic
centimetre or per 1,000 International
Units of insulin,

(i1) a report of assay of its zinc content
in milligrams per cubic centimetre per
1,000 International Units of insulin,
(iii) protocols of its biological reaction
showing retardation of the insulin
effect, and

(iv) a report on the determination of its
pH;

(d) for the first finished lot of
Protamine Zinc Insulin from each trial
mixture of Protamine Zinc Insulin, a
report on the amount of each

component in the preparation; and
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(e) for the first filling of the first
finished lot of Protamine Zinc Insulin
from each trial mixture of Protamine
Zinc Insulin,

(i) a report of assay of its nitrogen
content in milligrams per cubic
centimetre or per 1,000 International
Units,

(i1) a report of assay of its zinc content
in milligrams per cubic centimetre or
per 1,000 International Units, and

(iii) a report on the determination of its
pH.

(iv) [Repealed, SOR/95-203, s. 8]
C.04.596

The expiration date printed on the
inner and outer labels of every
package of Protamine Zinc Insulin shall
be a date not later than two years after
the date of filling of the immediate
container.

Sulphated Insulin

C.04.597

The insulin preparation "Sulphated
Insulin" shall be a clear or slightly
turbid, colourless or almost colourless,
sterile, isotonic preparation of zinc—
insulin crystals chemically modified by
treatment with sulphuric acid, shall
have a pH of not less than 6.0 and not
more than 7.0, and shall contain,

(a) weight by volume,

(1) not less than 0.6 per cent and not
more than 1.0 per cent sodium

chloride, and
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(ii) not less than 0.2 per cent and not
more than 0.3 per cent phenol; and
(b) as determined by an acceptable
method,

(1) not more than 200 milligrams
protein for each 1,000 International
Units of insulin, and

(ii) not less than 5.5 and not more than
6.5 sulphate groups per insulin
molecule.

C.04.598

The neutralization ratio means the
amount of anti-beef-insulin serum
required to neutralize one unit of
Sulphated Insulin divided by the
amount required to neutralize one unit
of beef insulin, and shall be determined
by an acceptable method.

C.04.599

The neutralization ratio of Sulphated
Insulin shall be not less than 4 to 1.
C.04.600

No person shall sell Sulphated Insulin

unless

(a) it is dispensed in a vial of
approximately 10 cubic centimetre
capacity that contains an excess
volume sufficient to permit withdrawal
of 10 cubic centimetres, and

(b) each cubic centimetre thereof
provides 100 International Units of
insulin as determined by an acceptable
method.

C.04.601

(1) A fabricator shall not sell Sulphated
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Insulin unless he

(a) has filed with the Minister, in
accordance with subsection (2), a
submission relating to that preparation,
in a form and having a content
satisfactory to the Minister;

(b) has furnished the Minister with
such additional information as the
Minister may require; and

(c) has received from the Minister a
notice that the information contained in
the submission is in accordance with
the requirements of this section.

(2) A submission filed pursuant to

subsection (1) shall include at least,

(a) for each master lot of zinc-insulin
crystals employed in the manufacture
of Sulphated Insulin,

(i) protocols of assay of its potency in
International Units per milligram,

(ii) a report of its moisture content in
percentage determined by drying to
constant weight at 100°C, and

(ii1) reports of assay of its nitrogen
content in milligrams and its zinc
content in milligrams per 1,000
International Units of insulin; and

(b) for each lot of Sulphated Insulin
prepared from each master lot of zinc—
insulin crystals,

(1) a report of the amount of each
component,

(ii) a report of the protein content in

milligrams per 1,000 International
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Units of insulin,

(iii) a report on the determination of
the neutralization ratio,

(iv) a report on the determination of
the number of sulphate groups per
insulin molecule,

(v) protocols of assay of its potency
expressed as International Units per
cubic centimetre, and

(vi) a report on the determination of its
pH.

(vii) [Repealed, SOR/95-203, s. 9]
C.04.602 The expiration date printed
on the inner and outer labels of every
package of Sulphated Insulin shall be a
date not later than two years after the
date of filling of the immediate
container.

Labelling of Insulin Preparations
C.04.650

The packager/labeller of Insulin
Injection may label that insulin
preparation "Insulin made from Zinc-
Insulin crystals" only when it has been
prepared from zinc-insulin crystals.
C.04.651

The packager/labeller of an insulin
preparation shall print the information
required by these Regulations to
appear on both the inner and outer
labels of every package of that insulin
preparation as set out in the Table to

this section.
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TABLE X
Column I Column 1I Column 1III 14 e
Potency of Special Printing
Item |Insulin Preparation |Preparation Requirements for Label g | Qs AA A A ] &7}
1 Insulin Injection, not |(a) 40 units per (a) black ink on yellow 1 g 20 WAE o |1, ccE 4099
labelled as set out in | cc. stock. 2 RAHA @& <l
item 2. (b) 80 units per | (b) black ink on green =3 FA} 2. ccF 809
cc. stock.
(c) 100 units per | (c) black ink on white 3. ccd 1009
cc. stock.
2 Insulin Injection, labelled | (a) 40 units per | (a) red ink on grey stock. 2 "ol QY AAS |1.ccE 409y ol
"Insulin made from Zinc— | cc. 2 THE Qledlrelg
Insulin crystals.” (b) 80 units per | (b) green ink on grey I FIAE JEd F |2, ccF 8099 =
cc. stock. A}
() 100 units per cc. | (c) black ink on white 3. ccd 1004
stock.
3 Insulin Zinc (a) 40 units per | (a) red ink on lavender stock 3 a4 d€d ofd | 1. ccH 4099
Suspension — Rapid, | cc. plus a distinguishing mark or a8 73 A
Insulin Zinc design. A dEd oA
Suspension — Medium | (b) 80 units per | (b) green ink on lavender AN 2. ccF 80%HS]
and Insulin Zinc cc. stock plus a distinguishing
Suspension — mark or design.
Prolonged. (c) 100 units per | (c) black ink on white stock. 3. ccd 1009
cc.
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4 Globin Insulin with  |(a) 40 units per |(a) red ink on brown stock 4 olel g Z=Hl o | 1. ccH 4099 | 1. 2 AEo WA 9
Zinc. cc. except that the expression =4 A, &, "AlA T A E R E
"40 units per cubic 409" = R vl
centimetre" may be printed A FHAE AT =
in white letters on a red -
background.
(b) 80 units per | (b) green ink on brown stock 2.ccd 80%HS |2, AA AFo =AM A
cc. except that the expression "80 o, "Al A F A E F E G 80
units per cubic centimetre" may G E =AY npge A
be printed in white letters on a 2HE AT F A
green background.
5 NPH Insulin. (a) 40 units per | (a) red ink on blue stocks. 5 =7y =" 1.ccd 4099 | 1. J&A A 5ol w7k
cc. k=1
(b) 80 units per | (b) green ink on blue 2.ccd 80%HS  |2. T A Fo I
cc. stock. =
() 100 units per cc. | (c) black ink on white 3.ccd 1009H%] |3, A AlFo He4 o
stock. =
6 Protamine Zinc (a) 40 units per |(a) red ink on white 6 IR old ¢l 1. cc™ 4099 1. A A Fo| WA o
Insulin. cc. stock. &) =
(b) 80 units per |(b) green ink on white 2.ccd 80 |2, A AFo mA A
cc. stock.
(c) 100 units per | (c) black ink on white 3.ccd 100e%] |3, A AlFd HAGgA o
cc. stock =
7 Sulphated Insulin. 100 units per black ink on white stock 7 gak A&EH ccd 1009 YA AF A2 4,
cc. plus the statement HiEo] "Ha... dikgol
"Warning... Not for Ordinary ol HE A Hx 6}
Use... See Package Leaflet". drolghE
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C.04.652

The packager/labeller of an insulin
preparation shall print on the outer
label of every package thereof
instructions to store the preparation in
a refrigerator at 35° to H0°F (2° to
10°C) and to avoid exposing it to
freezing.

C.04.653

The packager/labeller of an insulin
preparation that consists of a
precipitate suspended in a buffered
aqueous medium shall print on the
inner label of every package thereof
the statement "Shake Carefully".
C.04.654

The packager/labeller of an insulin
preparation may, in lieu of printing
adequate directions for its use on both
the inner and outer labels thereof as
required by subparagraph
C.04.019(a)(vii), print the descriptions
for use in a descriptive circular
prepared in accordance with section
C.04.655, but in such case he shall

(a) enclose a copy of the circular in the
package containing the preparation;
and

(b) state on the outer label of the
package that such a circular is
enclosed therein.

C.04.655

The descriptive circular referred to in
section C.04.654 shall include, at least,
the following information:

(a) a statement that
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(1) the treatment of diabetes mellitus 7F B A RoE 9Ale] = HE
requires medical supervision and 7F Hast

review,

(i) insulin preparations should be used | Y. A=d AA= 9 2L a9 A
only as determined by a physician for H| o] 2} ghxtol] dis) A7 278 &
each patient in the light of blood-sugar | =%+ A}-&3s}ojof g+

and urinary-sugar findings, and
(iii) the physician's instructions o Ad, &5 F4 4 259
concerning diet, dosage, rest and A} S

exercise should be followed carefully;

(b) an outline of the procedure to be 2. FAM19F FAME, Hio]ld whr) &
followed in withdrawing the insulin FAF BYE AEd= WH S xE3HE o]
preparation from the vial, including npo] o A & AAZS Ad w uz}
techniques for sterilization of the of 3= Aol Wi MEA g

syringe and needle, vial-stopper and

site of injection;

w

(c) a statement explaining that FAE AW FAY 8 FA) 0}1/1
injections should be subcutaneous, and )3} FAS sfof 3ok AW sk F

not intravenous or intramuscular, and a | 9ol d&A 02 FAlstA] olor s}

&

caution against successive injections in | © %+

any one site;

(d) a statement that doses are 4, 852 AAFAEHTE 971 S92
specified in terms of Units of potency WA E o] Qo 7} g8Fo] kL ol

per cubic centimetre and that the AA el FA HAE AMAFAE v E G
volume of each dose will depend upon 9l o] A7fel uwhl eefA] 7] wiitdll, o
the potency in terms of units per cubic 25k o] -2 3xP7} FAZ] Y] BA]E o

centimetre stated on the label of the 3|5t Aol T3t

insulin preparation and that, for these
reasons, it is important that the patient
understand the markings on syringes;
(e) a brief explanation of hypoglycemia | 5. A &3l tjdt 7+eFsk Awa} I
together with emergency measures hg A Al Sk Bl Bt HE
suitable for use by patients and those A= o3 A gk A

caring for patients in the event of
hypoglycemic reactions;

(f) a statement indicating the 6. AW = 4, A v e 2
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possibility of undesirable reactions
associated with illness or infection,
with the omission or loss of a meal,
and with a shortage of the insulin
preparation;

(g) a statement warning against using
any other type of insulin preparation
than that prescribed by the physician;
(h) a statement that the use of a
package should not be commenced
after the expiration date printed on the
package;

(i) a statement that the contents should
be used as continuously as practicable
and that any vial from which a part of
the contents has been withdrawn
should be discarded in the event of its
being in disuse for several weeks'
time;

(j) a statement stressing the
importance of visiting a physician
regularly and of carefully following his
instructions;

(k) in the case of insulin preparations
consisting of a clear, colourless or
almost colourless solution, free from
turbidity and from insoluble matter, a
statement that if the contents of the
vial become cloudy or turbid, use of
that vial should be discontinued;

(D) in the case of insulin preparations
consisting of a precipitate suspended
in a buffered aqueous medium, a
statement explaining that it is
necessary to shake the vial carefully

before withdrawing a dose, noting that
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if the contents have become lumpy or
granular in appearance or have formed
a deposit of particles on the wall of the
container, the use of that vial should
be discontinued;

(m) instructions that the insulin
preparation should be stored in a
refrigerator at 35° to 50°F (2° to 10°C)
and should not be exposed to freezing;
and

(n) in the case of Sulphated Insulin, a
statement explaining that this insulin
preparation is not for ordinary use, but
1s a chemically modified insulin which
may be more effective than the usual
insulin preparations in certain insulin—
resistant or insulin—allergic diabetic
patients.

C.04.656

(1) Notwithstanding section C.04.554,
a person who holds an establishment
licence may sell Insulin Injection made
from zinc—insulin crystals contained in

vials of approximately 20 cubic

centimetre capacity each of which vials

(a) contains an excess volume
sufficient to permit withdrawal of 20
cubic centimetres, and

(b) provides 500 International Units of
insulin per cubic centimetre,

if

(c) notwithstanding section C.04.651,
both the inner and outer labels are
printed in black ink on white stock and

overprinted in narrow brown and white
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diagonal stripes, of which there shall T HA 57 ol 2070 olste] =H4YUt
be at least five but not more than 20 to | lojoF &

each inch;

(d) both the inner and the outer labels 4, Y5 iy o i o] EF "I
carry the statement "Warning — High — 197} — dRkgo] opd"olgt= F T
Potency — Not for Ordinary Use"; and 7} EAE

(e) each package contains a 5. ZF x¥EE #C.04.656%9 81
descriptive circular that conforms to ek o] 2shE el Hst
the requirements of section C.04.655 o U 4 & ¥3hsia e

and, in addition, includes,
(i) at the beginning of the circular the 7F ot & Aw o thso] B

statement:

"Warning — This insulin preparation "4l — o] Q&Y AlA|d = AlA|FAIE]
contains 500 International Units of v 500 A HS Y dEdo] FHE
insulin in each cubic centimetre. o] HFYY. FFo)z g Hgs H¢
Extreme caution must be observed in 35 E7bse &adE 2T 7 Jon
the measurement of doses because 2 &% SAd 7Zas 57971 283y
inadvertent overdose may result in oh A EA QL oJAFe] FHE glo] o] AA|
irreversible shock. Serious = AEE A AaE A9E 29
consequences may result if it is used T AFYY. 5 Hulo] gl 3 3
other than under constant medical 2= 92 AdeEd AAY AFES diAs)H
supervision. Unless specifically 7] 93k A o7 o] AAE AlLfAE=
prescribed it should never be used by Sle=Ash=

patients to replace use of any other

insulin preparations.",

(ii) a statement that Insulin made from o Al A A E R E Y 500 A ¢ o] of
Zinc—Insulin crystals 500 International A Qe 2o e Qe A
Units per cubic centimetre should not FoJslod A= ofy HAues

be administered intravenously, and

(iii) a statement giving information for ok olEd &3 oy 2 odad A3A
the safe and effective use by o] & I ALY J=d 8T
physicians of the drug in insulin shock 2009 A Y o)) X Jol A AL
therapy and in the treatment of hdslal g9AQl ookE AMR ARE
diabetic patients with high insulin AF s T

resistance (daily requirement more

than 200 International Units of insulin).

_]O
i

Abet A E el ok T
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(2) [Repealed, SOR/95-203, s. 10]

Anterior Pituitary Extracts

C.04.675

Anterior pituitary extract shall include
all natural products, prepared from the
anterior lobe of the pituitary gland of
animals, having physiological
properties associated with the
hormones of the anterior pituitary
gland and their proper names shall be
(a) Adrenocorticotrophic Hormone,
Corticotrophin,

(b) Thyrotrophic Hormone,
Thyrotrophin,

(c) Growth Hormone Pituitary,
Somatotrophin,

(d) Lactogenic Hormone, Prolactin,
(e) Gonadotrophic Hormone,
Gonadotrophin, followed by qualifying
words to indicate the gonadotrophic
activity associated with the extract,
and if unpurified anterior pituitary
extract

(f) Pituitary Extract Anterior Lobe
followed by qualifying words to
indicate the physiological properties
associated with it.

C.04.676

Reference standards for anterior
pituitary extract shall be

(a) the International Standard,

(b) where no International Standard
exists, the Canadian Reference
Standard shall be that established and
kept by the Minister from whom
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intramuscular use unless the
preparation has been assayed by an
acceptable method involving
subcutaneous injection and, where the
preparation is recommended for

intravenous use, the label carries
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portions for comparative testing may =
be had upon application, and
(c) where neither an International 3. A RTAIE e MY iEEAI =57
Standard nor a Canadian Reference EAEHA o AFe wdd IS
Standard exists, a provisional A& AC.01A.003FA235.0 AFH
reference standard that shall be a FAAIE @A AFe] A FF
suitable quantity of the product o2 A& FAH TFAE
submitted by the distributor referred to
in paragraph C.01A.003(b) to the
Minister for checking the uniformity of
the product.
C.04.677 A C.04.677%
Both the inner and outer labels of an HatrA A FEEY UE 2hEy 9
anterior pituitary extract shall carry a ool Bx= A A A o whet
statement of the potency in terms of SAE AC.04.67620 FAHH A
the reference standard for anterior A F229 Uik A 5049 o
pituitary extract provided in section Zhell gk 7 Aok gt o, ¥ St
C.04.676 as determined by an FA A FEE i3k TF=AE7 9
acceptable method, except that where + A5, AIC.01A.003xA|23%0l A=
no reference standard for an anterior TEFAE BE HokrA A F25
pituitary extract exists, the distributor XA A7 @9 2 ALeEH SH W
referred to in paragraph C.01A.003(b) o el L= =75 Egsleok
shall include, with every package of skt
the anterior pituitary extract, an
acceptable statement of the unit of
potency and the method of assay used.
C.04.678 A C.04.678%
No person who holds an establishment AL 7R E T EA] Y5 e 2
licence shall sell corticotrophic F U AHEE S FAREAARSSEE
hormones for subcutaneous or S Fujtod A= ofy ok o, sl Al
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specific dosage instructions for that

use.
C.04.679 AC.04.679%

No person shall sell as such TTEA FARAAFS 2R, AR
adrenocorticotrophic hormone, S22 YA AHT2EE FEFE
thyrotrophic hormone, growth hormone | HZE2X L= YA Mz=5 2yl 7lo]
pituitary, lactogenic hormone, or o] o A o]9e HelA [
gonadotrophic hormone that is not FEEO] EoUA B AdeA F&
acceptable free from any anterior oJorZ S Fuslel = o] Hu}

pituitary extract other than the one for

which it is named.

C.04.680 A C.04.680%

The outer label of a mixture of two or FAS AR TS 282, AT 2R,
more of adrenocorticotrophic hormone, | ¥3}5A AFEZ2E, FHEEH|T2E
thyrotrophic hormone, growth hormone | AAMAFT 2L F 2714 o] =3
pituitary, lactogenic hormone and E = ol F o]x st HEEA
gonadotrophic hormone, or a mixture A FEES S oE9] o F &
of any of those with pituitary extract Hol| = g 3= A= 4 AEY
anterior lobe, shall carry a declaration A WA S 7] At oF st}

of the proper name and the amount of

each component of the mixture.

C.04.681 #C.04.681%

The outer label of an anterior pituitary | ¥4 A¢ FE2E T+ Hsl5A A
extract or mixture of anterior pituitary A FEE ZFEY F = v
extracts shall carry a statement 7t &9 w7F Aol g

(a) showing the species of animal from 1. HalA A9 FE=E9 Alxo A
which the glands used in the H s FE3 559 & HAFE
preparation of the anterior pituitary T

extract were obtained,

(b) that it shall be stored at 2. YR ASIoF 3HE WA &
refrigerator temperature, and

(c) that, except in the case of 3. AT 27 AGE A sta
gonadotrophic hormones, it is to be o 9JALY] EAo|t AHbel upebaA g A}
used only on the advice or on the &3tofof gtoh=

prescription of a physician.

C.04.682 AC.04.682%

Mt A EolobE 4
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Both the inner and outer labels of
adrenocorticotrophic hormone shall
carry a statement indicating the route
of administration, in addition to
meeting the requirements of
paragraphs C.04.681(a) and (b).
C.04.683

The expiration date for an anterior
pituitary extract or mixture of anterior
pituitary extracts shall be not more
than two years after the date of
passing a potency test.

DIVISION 5 Drugs for Clinical Trials
Involving Human Subjects
Interpretation

C.05.001

The definitions in this section apply in
this Division.

adverse drug reaction means any
noxious and unintended response to a
drug that is caused by the
administration of any dose of the drug.
adverse event means any adverse
occurrence in the health of a clinical
trial subject who is administered a
drug, that may or may not be caused
by the administration of the drug, and
includes an adverse drug reaction.
clinical trial means an investigation in
respect of a drug for use in humans
that involves human subjects and that
is intended to discover or verify the
clinical, pharmacological or
pharmacodynamic effects of the drug,
identify any adverse events in respect

of the drug, study the absorption,
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distribution, metabolism and excretion
of the drug, or ascertain the safety or

efficacy of the drug.

drug means a drug for human use that QJokE ol AAA G oA Al e QA&
is to be tested in a clinical trial. o okES Wttt

good clinical practices means generally | 4AAE FF7|Fo)d A4A A tha=t
accepted clinical practices that are 2 71EF Abghe] A, obd 2 EXE H
designed to ensure the protection of s3l7] 9l&] AAE dubd o &85
the rights, safety and well-being of = YA #YH AC.05.010% A
clinical trial subjects and other wH g AEles wet
persons, and the good clinical

practices referred to in section

C.05.010.

import means to import a drug into FhdolH A S A Fujd Fx o7
Canada for the purpose of sale in a Motz oJekES FUsteE AL T3
clinical trial. =

investigator's brochure means, in AR AL o] oFE 3 T sIe] A
respect of a drug, a document C.05.005xA53%0 A ook o
containing the preclinical and clinical g A R A AEIE 2FE A
data on the drug that are described in £ @it

paragraph C.05.005(e).

protocol means a document that AEAE AT AT 54, A
describes the objectives, design, A, dHE, SAA 18AE 2 A4S
methodology, statistical considerations | AW3slE= A4S Lo},

and organization of a clinical trial.
qualified investigator means the person &
responsible to the sponsor for the 3]
conduct of the clinical trial at a clinical A] 3
trial site, who is entitled to provide AXF o HEC W
health care under the laws of the A A
province where that clinical trial site is | 3}& AMgHS W3t}

located, and who is

(a) in the case of a clinical trial 1. X3} EHoznt A5 = o oo
respecting a drug to be used for dental | #3F AFAIFS] A5, oA = A9
purposes only, a physician or dentist A2 AR = XY g3 A3

and a member in good standing of a

Arket A4 E o ok 114
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professional medical or dental
association; and

(b) in any other case, a physician and a
member in good standing of a
professional medical association.
research ethics board means a body
that is not affiliated with the sponsor,
and

(a) the principal mandate of which is to
approve the initiation of, and conduct
periodic reviews of, biomedical
research involving human subjects in
order to ensure the protection of their
rights, safety and well-being; and

(b) that has at least five members, that
has a majority of members who are
Canadian citizens or permanent
residents under the Immigration and
Refugee Protection Act, that is
composed of both men and women and
that includes at least

(i) two members whose primary
experience and expertise are in a
scientific discipline, who have broad
experience in the methods and areas

of research to be approved and one of

whom is from a medical discipline or, if

the clinical trial is in respect of a drug
to be used for dental purposes only, is
from a medical or dental discipline,
(ii) one member knowledgeable in
ethics,

(iii) one member knowledgeable in
Canadian laws relevant to the
biomedical research to be approved,

(iv) one member whose primary
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experience and expertise are in anon- | @ A9 AFAS ZEF1 Qojof gt

scientific discipline, and

(v) one member who is from the ah & WO 91 A 93] FAlo| A
community or is a representative of an | %%l oA A Fofo] Ao J=
organization interested in the areas of 713 EARA A A} e A
research to be approved and who is HA7132 Aol glojof g

not affiliated with the sponsor or the
site where the clinical trial is to be
conducted.

serious adverse drug reaction means an | Az}3F <
] O

adverse drug reaction that requires in- | 99 AFo] HAR3AY, HMHAA 719

patient hospitalization or prolongation < st AY, AEH o AY Fdig &

of existing hospitalization, that causes of B B5E& AU, B AHS
[e]

= =
congenital malformation, that results in | 9 gAY} AFES 2 st= k& o] 4kt
persistent or significant disability or =
incapacity, that is life threatening or
that results in death.
serious unexpected adverse drug o
reaction means a serious adverse drug | ¢ ¢F
reaction that is not identified in nature, | A A,
severity or frequency in the risk A &2 gk o] wkg-& It
information set out in the investigator's
brochure or on the label of the drug.
sponsor means an individual, corporate | A& YF| Ak AAA|HS A A= T
body, institution or organization that ol, Hel, 713 == GA S 3}

conducts a clinical trial.

Application g

C.05.002 AC.05.002x

(1) Subject to subsection (2), this D A2zA A= vE A Ydtar, o
Division applies to the sale or 2T AMES g o=E s ddAIEe
importation of drugs to be used for the 102 AMSE & oJokEe dv e

Ayt f
o & r

purposes of clinical trials involving o] A-&Ht},

human subjects.
(2) Except for paragraph C.05.003(a), @ AC.05.003xA41%, #AC.05.0063=A]
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C.05.011, subsections C.05.012(1) and
(2), paragraphs C.05.012(3)(a) to (d)
and (f) to (h), subsection C.05.012(4)
and sections C.05.013, C.05.016 and
C.05.017, this Division does not apply
to the sale or importation of a drug for
the purposes of a clinical trial
authorized under subsection
C.05.006(2).

Prohibition

C.05.003

Despite sections C.01.014, C.08.002,
C.08.002.02 and C.08.003, no person
shall sell or import a drug for the

purposes of a clinical trial unless

(a) the person is authorized under this
Division;

(b) the person complies with this
Division and sections C.01.015,
C.01.036, C.01.037 to C.01.040,
C.01.040.2, C.01.064 to C.01.067,
C.01.070, C.01.131, C.01.133 to
C.01.136, and C.01.435; and

(¢) if the drug is to be imported, the
person has a representative in Canada
who is responsible for the sale of the
drug.

General

C.05.004

Despite these Regulations, a sponsor
may submit an application under this
Division to sell or import a drug for the

purposes of a clinical trial that contains
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the sponsor's senior medical or
scientific officer in Canada and senior
executive officer and shall contain the
following information and documents:
(a) a copy of the protocol for the
clinical trial;

(b) a copy of the statement, as it will
be set out in each informed consent
form, that states the risks and
anticipated benefits arising to the
health of clinical trial subjects as a
result of their participation in the
clinical trial;

(c) a clinical trial attestation, signed
and dated by the sponsor's senior
medical or scientific officer in Canada
and senior executive officer,
containing

(1) the title of the protocol and the
clinical trial number,

(ii) the brand name, the chemical name

or the code for the drug,
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(iii) the therapeutic and
pharmacological classifications of the
drug,

(iv) the medicinal ingredients of the
drug,

(v) the non—-medicinal ingredients of
the drug,

(vi) the dosage form of the drug,

(vii) the name, address and telephone
number and, if applicable, the facsimile
number and electronic mail address of
the sponsor,

(viii) if the drug is to be imported, the
name, address and telephone number
and, if applicable, the facsimile number
and electronic mail address of the
sponsor's representative in Canada
who is responsible for the sale of the
drug,

(ix) for each clinical trial site, the
name, address and telephone number
and, if applicable, the facsimile number
and electronic mail address of the
qualified investigator, if known at the
time of submitting the application,

(x) for each clinical trial site, the name,
address and telephone number and, if
applicable, the facsimile number and
electronic mail address of the research
ethics board that approved the
protocol referred to in paragraph (a)
and approved an informed consent
form containing the statement referred
to in paragraph (b), if known at the
time of submitting the application, and

(xi) a statement
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(A) that the clinical trial will be
conducted in accordance with good
clinical practices and these
Regulations, and

(B) that all information contained in, or
referenced by, the application is
complete and accurate and is not false
or misleading;

(d) the name, address and telephone
number and, if applicable, the facsimile
number and electronic mail address of
any research ethics board that has
previously refused to approve the
protocol referred to in paragraph (a),
its reasons for doing so and the date
on which the refusal was given, if
known at the time of submitting the
application;

(e) an investigator's brochure that
contains the following information,
namely,

(i) the physical, chemical and
pharmaceutical properties of the drug,
(ii) the pharmacological aspects of the
drug, including its metabolites in all
animal species tested,

(iii) the pharmacokinetics of the drug
and the drug metabolism, including the
biological transformation of the drug in
all animal species tested,

(iv) any toxicological effects in any
animal species tested under a single
dose study, a repeated dose study or a
special study in respect of the drug,

(v) any results of carcinogenicity
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studies in any animal species tested in Fo ok wekd A4 Ay

respect of the drug,

(vi) any results of clinical uf, ojekFo] QA ekEd A4 A
pharmacokinetic studies of the drug,

(vii) any information regarding drug Ab AFEES iAo 2 3k o] H A FE
safety, pharmacodynamics, efficacy A AL ookl otHA, oFHE aF
and dose responses of the drug that 285k vkgo #3ek BE A

were obtained from previous clinical

trials in humans, and

(viii) if the drug is a of. 3| o] oFFo] A|C.03.20120l A<
radiopharmaceutical as defined in H A ookl A, A A
section C.03.201, information oFE o] A X A A, Az WAL o oFE
regarding directions for preparing the of thgk HALAE AS W Al xE WA}
radiopharmaceutical, the radiation AdojekEe] Bt o o #A3sk

dosimetry in respect of the prepared
radiopharmaceutical and a statement of
the storage requirements for the
prepared radiopharmaceutical;

(f) if the drug contains a human-— 6. 9ol AbEH A Eghslo] o) okE

sourced excipient, including any used o oA = A
in the placebo, = 72 5o AR
(i) information that indicates the 7t Al E = A5l wek A

human-sourced excipient has been A 7F AC .

assigned a drug identification number oFE AWM E FouglAY, &
under subsection C.01.014.2(1) or, in oko] A9 A|C.08.004xA 18] wa} 4
the case of a new drug, issued a notice | FEHA7} TP At= HH

of compliance under subsection
C.08.004(1), as the case may be, or

(ii) in any other case, sufficient L 71 BE A, JA F3 F3 A9
information to support the identity, YA, %, 97F ok 2 kA S
purity, potency, stability and safety of SRS = Qe SRS AR

the human-sourced excipient;
(g) if the drug has not been assigned a 7. 3 o] ekEo] A|C.01.014.2x%A11%
[e)

drug identification number under of uwhg} ojekE AHMHE ) Fou ] gk
subsection C.01.014.2(1) or, in the SEAY, == Aok - AC.08.004%
case of a new drug, a notice of T = AC.08.004.01%0l we} H3tEH

Ak AE ol kE it
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compliance has not been issued under
section C.08.004 or C.08.004.01, the
chemistry and manufacturing
information in respect of the drug,
including its site of manufacture; and
(h) the proposed date for the
commencement of the clinical trial at
each clinical trial site, if known at the
time of submitting the application.
Authorization

C.05.006

(1) Subject to subsection (3), a sponsor
may sell or import a drug, other than a
drug described in subsection (2), for

the purposes of a clinical trial if

(a) the sponsor has submitted to the
Minister an application in accordance
with section C.05.005;

(b) the Minister does not, within 30
days after the date of receipt of the
application, send to the sponsor a
notice in respect of the drug indicating
that the sponsor may not sell or import
the drug for any of the following
reasons:

(i) that the information and documents
in respect of the application

(A) were not provided in accordance
with these Regulations, or

(B) are insufficient to enable the
Minister to assess the safety and risks
of the drug or the clinical trial, or

(ii) that based on an assessment of the
application, an assessment of any

information submitted under section
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C.05.009 or a review of any other
information, the Minister has
reasonable grounds to believe that

(A) the use of the drug for the
purposes of the clinical trial endangers
the health of a clinical trial subject or
other person,

(B) the clinical trial is contrary to the
best interests of a clinical trial subject,
or

(C) the objectives of the clinical trial
will not be achieved;

(¢) for each clinical trial site, the
sponsor has obtained the approval of
the research ethics board in respect of
the protocol referred to in paragraph
C.05.005(a) and in respect of an
informed consent form that contains
the statement referred to in paragraph
C.05.005(b); and

(d) before the sale or importation of
the drug at a clinical trial site, the
sponsor submits to the Minister the
information referred to in
subparagraphs C.05.005(c)(ix) and (x)
and paragraphs C.05.005(d) and (h), if
it was not submitted in respect of that
clinical trial site at the time of
submitting the application.

(2) Subject to subsection (3), a sponsor
may sell or import a drug for the

purposes of a clinical trial in respect of

(a) a new drug that has been issued a

notice of compliance under subsection
C.08.004(1), if the clinical trial is in
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respect of a purpose or condition of
use for which the notice of compliance
was issued; or

(b) a drug, other than a new drug, that
has been assigned a drug identification
number under subsection
C.01.014.2(1), if the clinical trial is in
respect of a use or purpose for which
the drug identification number was
assigned.

(3) A sponsor may not sell or import a

drug for the purposes of a clinical trial

(a) during the period of any suspension
made under section C.05.016 or
C.05.017; or

(b) after a cancellation made under
section C.05.016 or C.05.017.
Notification

C.05.007

If the sale or importation of a drug is
authorized under this Division, the
sponsor may make one or more of the
following changes if the sponsor
notifies the Minister in writing within
15 days after the date of the change:
(a) a change to the chemistry and
manufacturing information that does
not affect the quality or safety of the
drug, other than a change for which an
amendment is required by section
C.05.008; and

(b) a change to the protocol that does
not alter the risk to the health of a
clinical trial subject, other than a

change for which an amendment is
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required by section C.05.008.
Amendment

C.05.008

(1) Subject to subsections (4) and (5),
when the sale or importation of a drug
is authorized under this Division and
the sponsor proposes to make an
amendment referred to in subsection
(2), the sponsor may sell or import the
drug for the purposes of the clinical
trial in accordance with the amended
authorization, if the following
conditions are met:

(a) the sponsor has submitted to the
Minister an application for amendment
in accordance with subsection (3);

(b) the Minister does not, within 30
days after the date of receipt of the
application for amendment, send to the
sponsor a notice in respect of the drug
indicating that the sponsor may not sell
or import the drug in accordance with
the amendment for any of the following
reasons, namely,

(i) that the information and documents
in respect of the application for
amendment

(A) were not provided in accordance
with these Regulations, or

(B) are insufficient to enable the
Minister to assess the safety and risks
of the drug or the clinical trial, or

(i) that based on an assessment of the
application for amendment, an
assessment of any information
submitted under section C.05.009 or a
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review of any other information, the
Minister has reasonable grounds to
believe that

(A) the use of the drug for the
purposes of the clinical trial endangers
the health of a clinical trial subject or
other person,

(B) the clinical trial is contrary to the
best interests of a clinical trial subject,
or

(C) the objectives of the clinical trial
will not be achieved;

(c) before the sale or importation of
the drug, the sponsor submits to the
Minister

(i) for each clinical trial site, the name,
address and telephone number and, if
applicable, the facsimile number and
electronic mail address of the research
ethics board that approved any
amended protocol submitted under
paragraph (3)(a) or approved any
amended statement submitted under
paragraph (3)(c), and

(ii) the name, address and telephone
number and, if applicable, the facsimile
number and electronic mail address of
any research ethics board that has
previously refused to approve any
amendment to the protocol, its reasons
for doing so and the date on which the
refusal was given;

(d) before the sale or importation of
the drug, the sponsor maintains
records concerning

(i) the information referred to in
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paragraph C.05.005(h), and

(i) the information referred to in
subparagraph C.05.005(c)(ix), if any of
that information has changed since it
was submitted;

(e) before the sale or importation of
the drug in accordance with the
amended authorization, the sponsor
ceases to sell or import the drug in
accordance with the existing
authorization; and

(f) the sponsor conducts the clinical
trial in accordance with the amended
authorization.

(2) For the purposes of subsection (1),
amendments are

(a) amendments to the protocol that
affect the selection, monitoring or
dismissal of a clinical trial subject;

(b) amendments to the protocol that
affect the evaluation of the clinical
efficacy of the drug;

(c) amendments to the protocol that
alter the risk to the health of a clinical
trial subject;

(d) amendments to the protocol that
affect the safety evaluation of the
drug;

(e) amendments to the protocol that
extend the duration of the clinical trial;
and

(f) amendments to the chemistry and
manufacturing information that may
affect the safety or quality of the drug.
(3) The application for amendment

referred to in subsection (1) shall

313

U AR A ol% sld ARV A
79 AC.05.005F A 352 2o AFH
Xéli

5. 7% Sld wel oofES wvf &
= Y8 dell Alg o) At 71
&) 7Fol| uhel ook o] dw e 7S
T A

L AE thgae] A, g E

el Aol G2 WAL YA A
24 54

2. dloRES] QA B Wbl ABL
WAL QP GEAE ADA 53

3. AHAE gl Al fE A
e WS QgE AFA £

4. GloFES] A B FF2 v
= QgAE AR 54

5. A 71ke Ak A

ARA 57

6. lokEe) QbaA Ex EAo JRL
RS I EE T !
4

@ A1l A=8 +4 A= A
C.05.005z0l we} AlZ¥ AlZdAll o



O SR A @ AMIAE A 2 e

contain a reference to the application
submitted under section C.05.005 and
shall contain the following documents
and information:

(a) if the application is in respect of an
amendment referred to in any of
paragraphs (2)(a) to (e), a copy of the
amended protocol that indicates the
amendment, a copy of the protocol
submitted under paragraph
C.05.005(a), and the rationale for the
amendment;

(b) if the application is in respect of an
amendment referred to in paragraph
(2)(e), a copy of the amended
investigator's brochure or an
addendum to the investigator's
brochure that indicates the new
information, including supporting
toxicological studies and clinical trial
safety data;

(c) if the application is in respect of an
amendment referred to in any of
paragraphs (2)(a) to (f) and, as a result
of that amendment, it is necessary to
amend the statement referred to in
paragraph C.05.005(b), a copy of the
amended statement that indicates the
amendment; and

(d) if the application is in respect of an
amendment referred to in paragraph
(2)(f), a copy of the amended
chemistry and manufacturing
information that indicates the
amendment, and the rationale for that

amendment.
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(4) If the sponsor is required to
immediately make one or more of the
amendments referred to in subsection
(2) because the clinical trial or the use
of the drug for the purposes of the
clinical trial endangers the health of a
clinical trial subject or other person,
the sponsor may immediately make the
amendment and shall provide the
Minister with the information referred
to in subsection (3) within 15 days
after the date of the amendment.

(5) A sponsor may not sell or import a

drug for the purposes of a clinical trial

(a) during the period of any suspension
made under section C.05.016 or
C.05.017; or

(b) after a cancellation made under
section C.05.016 or C.05.017.
Additional Information and Samples
C.05.009

If the information and documents
submitted in respect of an application
under section C.05.005 or an
application for amendment under
section C.05.008 are insufficient to
enable the Minister to determine
whether any of the reasons referred to
in paragraph C.05.006(1)(b) or
C.05.008(1)(b) exist, the Minister may
require the sponsor to submit, within
two days after receipt of the request,
samples of the drug or additional

information relevant to the drug or the
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clinical trial that are necessary to
make the determination.

Sponsor's Obligations

Good Clinical Practices

C.05.010

Every sponsor shall ensure that a
clinical trial is conducted in accordance
with good clinical practices and,
without limiting the generality of the
foregoing, shall ensure that

(a) the clinical trial is scientifically
sound and clearly described in a
protocol;

(b) the clinical trial is conducted, and
the drug is used, in accordance with
the protocol and this Division;

(c) systems and procedures that assure
the quality of every aspect of the
clinical trial are implemented;

(d) for each clinical trial site, the
approval of a research ethics board is
obtained before the clinical trial begins
at the site;

(e) at each clinical trial site, there is no
more than one qualified investigator;
(f) at each clinical trial site, medical
care and medical decisions, in respect
of the clinical trial, are under the
supervision of the qualified
investigator;

(g) each individual involved in the
conduct of the clinical trial is qualified
by education, training and experience
to perform his or her respective tasks;
(h) written informed consent, given in

accordance with the applicable laws
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governing consent, is obtained from
every person before that person
participates in the clinical trial but only
after that person has been informed of
(1) the risks and anticipated benefits to
his or her health arising from
participation in the clinical trial, and
(i) all other aspects of the clinical trial
that are necessary for that person to
make the decision to participate in the
clinical trial;

(1) the requirements respecting
information and records set out in
section C.05.012 are met; and

(j) the drug is manufactured, handled
and stored in accordance with the
applicable good manufacturing
practices referred to in Divisions 2 to
4 except sections C.02.019, C.02.025
and C.02.026.

Labelling

C.05.011

Despite any other provision of these
Regulations respecting labelling, the
sponsor shall ensure that the drug
bears a label that sets out the
following information in both official
languages:

(a) a statement indicating that the drug
Is an investigational drug to be used
only by a qualified investigator;

(b) the name, number or identifying
mark of the drug;

(c) the expiration date of the drug;

(d) the recommended storage

conditions for the drug;
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(e) the lot number of the drug;

(f) the name and address of the
Sponsor;

(g) the protocol code or identification;
and

(h) if the drug is a radiopharmaceutical
as defined in section C.03.201, the
information required by subparagraph
C.03.202(1)(b)(vi).

Records

C.05.012

(1) The sponsor shall record, handle
and store all information in respect of
a clinical trial in a way that allows its
complete and accurate reporting as
well as its interpretation and
verification.

(2) The sponsor shall maintain
complete and accurate records to
establish that the clinical trial is
conducted in accordance with good
clinical practices and these
Regulations.

(3) The sponsor shall maintain
complete and accurate records in
respect of the use of a drug in a
clinical trial, including

(a) a copy of all versions of the
investigator's brochure for the drug;
(b) records respecting each change
made to the investigator's brochure,
including the rationale for each change
and documentation that supports each
change;

(c) records respecting all adverse

events in respect of the drug that have

318

8.
YA S kEQl 5, AIC.03.202%
Zﬂl%—zﬂZiH]— oﬂ ];q_;r/]_ o:T—LE]L_ X']Ji].

7%

AC.05.012%

DO A8 A= AN dEE =2
© ARE gHdsta 43stA Hasha
A W HSE F Y Ao RE U E,
AT 2 HBslo]of i},

@ A8 FHAE ddArdo]l AAE
#7712 o] A ug UL
S Q=ely] Yel Ao H e 7=
S HAslo]of 3ty

@ A A= AGAI PN o oFF
ARg HEste] v ZF 35 X6t
st e V)5S Bystofof g
t}.

1. 3l oJokel digh & wze] A
A} AR} AR

2. 7 WA 2A9 74 WAS st
= e X A7 Ao 7}
HG o ek 7=



O SR A @ AMIAE A 2 e KLIS st2wzimsl

occurred inside or outside Canada, Nyt 2ol A WA sE o oFsEyt ¥
including information that specifies the | @¥ EE o]|AAldo] #3 7] =
indication for use and the dosage form

of the drug at the time of the adverse

event;

(d) records respecting the enrolment 4. o) okF w7 A A =
of clinical trial subjects, including I gkl #AAAe] ARE AFE
information sufficient to enable all = A5 B A didAE AdEsE)
clinical trial subjects to be identified aL AgE = Qe 8 ARE g
and contacted in the event that the sale | 3} AdAIE Ao S5 #3 7]

of the drug may endanger the health of =

the clinical trial subjects or other

persons;
(e) records respecting the shipment, 5. olekE9] v, 404, H7], HbE 2
receipt, disposition, return and g7]o] #3 7=

destruction of the drug;

(f) for each clinical trial site, an 6. 7+ A E7IHER 44 AFAI}
undertaking from the qualified AAAI S FHSE Holo] AMEE AJz)
investigator that is signed and dated by | 3}7] ol AWsta &5 745182
the qualified investigator prior to the W g ZF 55 gAeE 44 A4
commencement of his or her S}k

responsibilities in respect of the
clinical trial, that states that

(1) the qualified investigator will 7}

conduct the clinical trial in accordance | wal JAAHS =343+

with good clinical practices, and

(i) the qualified investigator will . A4 AFAE A YER7E DA
immediately, on discontinuance of the ol AA = AddAE 7B AA
clinical trial by the sponsor, in its ANES st 45 SA d3AE o
entirety or at a clinical trial site, inform | 2x}¢} 752 L3l Fob AL
both the clinical trial subjects and the AdElal T AME AlTet ddAE
research ethics board of the 21 Rt e = S R R o P A I R
discontinuance, provide them with the ek ZAA g dis) AHoez 4=
reasons for the discontinuance and A

advise them in writing of any potential

risks to the health of clinical trial

Mt A EolobE 4
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subjects or other persons;

(g) for each clinical trial site, a copy of
the protocol, informed consent form
and any amendment to the protocol or
informed consent form that have been
approved by the research ethics board
for that clinical trial site; and

(h) for each clinical trial site, an
attestation, signed and dated by the
research ethics board for that clinical
trial site, stating that it has reviewed
and approved the protocol and
informed consent form and that the
board carries out its functions in a
manner consistent with good clinical
practices.

(4) The sponsor shall maintain all
records referred to in this Division for
a period of 15 years.

Submission of Information and Samples
C.05.013

(1) The Minister shall require a
sponsor to submit, within two days
after receipt of the request,
information concerning the drug or the
clinical trial, or samples of the drug, if
the Minister has reasonable grounds to
believe that

(a) the use of the drug for the
purposes of the clinical trial endangers
the health of a clinical trial subject or
other person;

(b) the clinical trial is contrary to the
best interests of a clinical trial subject;
(c) the objectives of the clinical trial

will not be achieved;

@ ANg A= o] o Aud BE
7125 159 ot B slejof 3},

AR L ME AE
AC.05.013%

O v 7t 2 F ol sl sigRt
AR e e el SAVE =
B, B 845 e EHE 2 o
Uil Al e sjxbell Al ojefs ®= 9l
Aol Bet AR e i o oo
AES AET AL asteof I
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(d) a qualified investigator is not
respecting the undertaking referred to
in paragraph C.05.012(3)(f); or

(e) information submitted in respect of
the drug or the clinical trial is false or
misleading.

(2) The Minister may require the
sponsor to submit, within seven days
after receipt of the request, any
information or records kept under
section C.05.012, or samples of the
drug, in order to assess the safety of
the drug or the health of clinical trial
subjects or other persons.

Serious Unexpected Adverse Drug
Reaction Reporting

C.05.014

(1) During the course of a clinical trial,
the sponsor shall inform the Minister
of any serious unexpected adverse
drug reaction in respect of the drug
that has occurred inside or outside
Canada as follows:

(a) if it is neither fatal nor life
threatening, within 15 days after
becoming aware of the information;
and

(b) if it is fatal or life threatening,
within seven days after becoming
aware of the information.

(2) The sponsor shall, within eight
days after having informed the
Minister under paragraph (1)(b), submit
to the Minister a complete report in
respect of that information that

includes an assessment of the
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importance and implication of any
findings made.

(3) Sections C.01.016 to C.01.020 do
not apply to drugs used for the
purposes of a clinical trial.
Discontinuance of a Clinical Trial
C.05.015

(1) If a clinical trial is discontinued by
the sponsor in its entirety or at a

clinical trial site, the sponsor shall

(a) inform the Minister no later than 15
days after the date of the
discontinuance;

(b) provide the Minister with the
reason for the discontinuance and its
impact on the proposed or ongoing
clinical trials in respect of the drug
conducted in Canada by the sponsor;
(c) as soon as possible, inform all
qualified investigators of the
discontinuance and of the reasons for
the discontinuance, and advise them in
writing of any potential risks to the
health of clinical trial subjects or other
persons; and

(d) in respect of each discontinued
clinical trial site, stop the sale or
importation of the drug as of the date
of the discontinuance and take all
reasonable measures to ensure the
recovery of all unused quantities of the
drug that have been sold.

(2) If the sponsor has discontinued the
clinical trial in its entirety or at a

clinical trial site, the sponsor may

322

@ AIC.01.01627FH #1C.01.020%+=
AFA e B2 om ARG H = o oFFol
= A8HA &=

AR T

AC.05.015%

AW e Feshs
& 7 38 wE Saystolol @t

1 FHARE 159 ool gatelA F
wakolof

2. gl A T AR A o # A
Aol el @ olobEu welstol
AFALAY A F9 g

A GBS ok 3

3. M5 @ 243 BE 4

4. TE Zh PEAI T el Hel T
d Ve R P ofofEe] v E=
FUS T, dujE ZE HARE 9
ofEel FE HAAT F UdeE BE
Fe A =245 FHatoloF 3



Q SR A @ AMIAE A 2 e

resume selling or importing the drug
for the purposes of a clinical trial in its
entirety or at a clinical trial site if, in
respect of each clinical trial site where
the sale or importation is to be
resumed, the sponsor submits to the
Minister the information referred to in
subparagraphs C.05.005(c)(ix) and (x)
and paragraphs C.05.005(d) and (h).
Suspension and Cancellation

C.05.016

(1) Subject to subsection (2), the
Minister shall suspend the
authorization to sell or import a drug
for the purposes of a clinical trial, in
its entirety or at a clinical trial site, if
the Minister has reasonable grounds to
believe that

(a) the sponsor has contravened these
Regulations or any provisions of the
Act relating to the drug;

(b) any information submitted in
respect of the drug or clinical trial is
false or misleading;

(c) the sponsor has failed to comply
with good clinical practices; or

(d) the sponsor has failed to provide

(i) information or samples of the drug
as required under section C.05.009 or
C.05.013, or

(ii) information or a report under
section C.05.014.

(2) Subject to section C.05.017, the
Minister shall not suspend an

authorization referred to in subsection
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(1) unless Al 2] gkt

(a) the Minister has sent to the 1. 3ol 7F AA =& dldsts 4
sponsor a written notice of the Al 713 gk 37 T o F-9f AL
intention to suspend the authorization HAg 37 T JANE AlE 9]

=

that indicates whether the 2o A AHo R X3 H9
authorization is to be suspended in its
entirety or at a clinical trial site and

the reason for the intended

suspension;

(b) the sponsor has not, within 30 days | 2. A& -OJQZV} A1zl AFH T4
after receipt of the notice referred to = e F 304 ol v 7 & F
in paragraph (a), provided the Minister | %= 349 AlFE o|f=2 717 T
with information or documents that HojA = olY "tk AS YSste A4
demonstrate that the authorization H EE TAE ol A AFsA &2
should not be suspended on the 735

grounds that

(i) the situation giving rise to the 7h o] d]lo] H&= Aol EAsA]
intended suspension did not exist, or Eee =3

(ii) the situation giving rise to the . Tee] dQlo] Aol A=A
intended suspension has been

corrected; and

(c) the Minister has provided the 3. #do] AlE ol Fxbo Al A25 o u}
sponsor with the opportunity to be gt gds = 73E AT B

heard in paragraph (b).

(3) The Minister shall suspend the Q@ d#e st Tde 58 TAY, 9
authorization by sending to the sponsor | 7} @A T dFsl= AAA S 7] ol
a written notice of suspension of the gk 37F T AR, 37 T AMTE
authorization that indicates the ZIAg &7 s AW FAAE AY
effective date of the suspension, o F x| Al EF3e] 3 7E FHle]of

whether the authorization is suspended | 3%t}
In its entirety or at a clinical trial site

and the reason for the suspension.

(4) If the Minister has suspended an @ AT A1 wa 7S ok
authorization under subsection (1), the ¥ B = o i T 3}‘/}01]/\1 A5}
Minister shall = u}o) u}zlol s}

(a) reinstate the authorization in its 1. o9 59 HALFH 304 o]
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entirety or at a clinical trial site, as the
case may be, if within 30 days after
the effective date of the suspension
the sponsor provides the Minister with
information or documents that
demonstrate that the situation giving
rise to the suspension has been
corrected; or

(b) cancel the authorization in its
entirety or at a clinical trial site, as the
case may be, if within 30 days after
the effective date of the suspension
the sponsor has not provided the
Minister with the information or
documents referred to in paragraph
(a).

C.05.017

(1) The Minister shall suspend an
authorization to sell or import a drug
for the purposes of a clinical trial, in
its entirety or at a clinical trial site,
before giving the sponsor an
opportunity to be heard if the Minister
has reasonable grounds to believe that
it is necessary to do so to prevent
injury to the health of a clinical trial
subject or other person.

(2) The Minister shall suspend the
authorization by sending to the sponsor
a written notice of suspension of the
authorization that indicates the
effective date of the suspension,
whether the authorization is suspended
in its entirety or at a clinical trial site
and the reason for the suspension.

(3) If the Minister has suspended an
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authorization under subsection (1), the
Minister shall

(a) reinstate the authorization in its
entirety or at a clinical trial site, as the
case may be, if within 60 days after
the effective date of the suspension
the sponsor provides the Minister with
information or documents that
demonstrate that the situation giving
rise to the suspension did not exist or
that it has been corrected; or

(b) cancel the authorization in its
entirety or at a clinical trial site, as the
case may be, if within 60 days after
the effective date of the suspension
the sponsor has not provided the
Minister with the information or
documents referred to in paragraph
(a).

DIVISION 6 Canadian Standard Drugs
Conjugated Estrogens

Conjugated Estrogens for Injection
Conjugated Estrogens Tablets
Digitoxin

Digitoxin Tablets

Digoxin

Digoxin Elixir

Digoxin Injection

Digoxin Tablets

Esterified Estrogens

Esterified Estrogens Tablets

Gelatin

Thyroid

General

C.06.001

In this Division,
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(a) solubility and specific gravity shall
be determined at 25°C;

(b) tests for identity, quantitative tests
for arsenic, lead, copper, zinc, fluorine,
and sulphur dioxide, and limit tests
shall be made by the official methods;
and

(c) determination of physical and
chemical constants shall be carried out
by acceptable methods.

Conjugated Estrogens

C.06.002 [S].

Conjugated estrogens shall be the drug
conjugated estrogens described in The
Pharmacopeia of the United States of
America, XVIII (1970), except that

(a) the dilute assay preparation A,
assay preparations A and B and equilin
reagent described therein shall be
prepared by official method DO-29,
Conjugated Estrogens, October 15,
1981; and

(b) the identification test described
therein shall be performed by official
method DO-29, Conjugated Estrogens,
October 15, 1981.

Conjugated Estrogens for Injection
C.06.003 [S.]

Conjugated estrogens for injection shall

be the drug conjugated estrogens for
injection described in The
Pharmacopeia of the United States of
America, XVIII (1970), except that
(a) the dilute assay preparation A,

assay preparations A and B and equilin
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reagent described therein shall be
prepared by official method DO-29,
Conjugated Estrogens, October 15,
1981; and

(b) the identification test described
therein shall be performed by official
method DO-29, Conjugated Estrogens,
October 15, 1981.

Conjugated Estrogens Tablets
C.06.004 [S].

Conjugated estrogens tablets shall be
the drug conjugated estrogens tablets
described in The Pharmacopeia of the
United States of America, XVIII (1970),
except that

(a) the dilute assay preparation A,
assay preparations A and B and equilin
reagent described therein shall be
prepared by official method DO-29,
Conjugated Estrogens, October 15,
1981; and

(b) the identification test described
therein shall be performed by official
method DO-29, Conjugated Estrogens,
October 15, 1981.

C.06.100 and C.06.101

[Repealed, SOR/80-544, s. 12]
Digitoxin

C.06.120 [S].

Digitoxin shall be the drug digitoxin
described in the Pharmacopeia of the
United States of America.

Digitoxin Tablets

C.06.121 [S].

Digitoxin tablets shall be the drug

digitoxin tablets described in the
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Pharmacopeia of the United States of
America.

Digoxin

C.06.130 [S].

Digoxin shall be the drug digoxin
described in the Pharmacopeia of the
United States of America.

Digoxin Elixir

C.06.131 [S].

Digoxin Elixir shall be the drug digoxin
elixir described in the Pharmacopeia of
the United States of America.
Digoxin Injection

C.06.132 [S].

Digoxin injection shall be the drug
digoxin injection described in the
Pharmacopeia of the United States of
America.

Digoxin Tablets

C.06.133 [S].

Digoxin tablets shall be the drug
digoxin tablets described in the
Pharmacopeia of the United States of
America.

C.06.140 to C.06.142

[Repealed, SOR/80-544, s. 12]
C.06.150 to C.06.153

[Repealed, SOR/80-544, s. 12]
C.06.154 to C.06.156

[Repealed, SOR/80-544, s. 12]
C.06.157 to C.06.160

[Repealed, SOR/80-544, s. 12]
Esterified Estrogens

C.06.161 [S].

Esterified estrogens shall be the drug

esterified estrogens described in the
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Pharmacopeia of the United States of
America.

Esterified Estrogens Tablets

C.06.162 [S].

Esterified estrogens tablets shall be the
drug esterified estrogens tablets
described in the Pharmacopeia of the
United States of America.

Gelatin

C.06.170

Gelatin shall be the drug gelatin
described in the Pharmacopeia of the
United States or the British
Pharmacopeia.

C.06.180 to C.06.183

[Repealed, SOR/80-544, s. 12]
C.06.230 to C.06.233

[Repealed, SOR/80-544, s. 12]
C.06.240 to C.06.242

[Repealed, SOR/80-544, s. 12]
Thyroid

C.06.250

Thyroid shall be the cleaned, dried,
powdered thyroid glands of domestic
animals used for food, and shall
contain not less than 0.17 per cent, and
not more than 0.23 per cent iodine and
no added iodine in either inorganic or
organic form, and

(a) its characters are

Description, —

(i) General, — thyroid occurs as a
cream-—coloured, amorphous powders;
the odour and taste are faint and meat—
like, and

(i) Microscopical, — when suitably
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mounted and examined under the

microscope, thyroid shows the

following: numerous smooth to striated

hyaline fragments of colloids, of
angular to irregular shape, that are
colourless to pale yellow in water

mounts, brown in Mallory's stain and

pink in solution of eosin, some of these

fragments containing granules, minute

vacuoles, crystalloidal bodies and

cells; numerous irregular fragments of

follicular epithelium staining brown

with Mallory's stain, the individual cells

more or less polygonal to rounded-
angular or irregularly cuboidal, often
with prominent nuclel staining dark
blue, their cytoplasm purplish with
Delafield's solution of haematoxylin;

slender glistening segments of

capillaries of closely undulate outline;

numerous slender segments of

neuraxons, numerous aggregates of

particles of intercellular substance and

slender, mostly straight connective
tissue fibres staining blue to greenish
blue with a mixture of Mallory's stain
and solution of phosphotungstic acid,
the bundles of fibres often appearing
reddish in Mallory's stain; few
glistening fragments of blood vessels
with serrated or crenated ends as
viewed in water mounts; and

(b) the tests for its purity are

(i) Inorganic iodine, — add to one gram

of thyroid 10 millilitres of a saturated

solution of zinc sulphate in water,
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shake, allow to stand five minutes, and
filter through a fritted glass filter; add
to five millilitres of the filtrate 0.5
millilitre of mucilage of starch and four
drops each of a 10 per cent w/v
solution of sodium nitrite in water and
dilute sulphuric acid, shaking after
each addition: no blue colour is
produced, and

(ii) Moisture, — thyroid loses not more
than six per cent moisture.

C.06.251

Thyroid shall be

(a) assayed by official method DO-26,
Thyroid, October 15, 1981; and

(b) stored in a cool place and in a
tightly-closed container.

C.06.252

[Repealed, SOR/80-544, s. 12]
C.06.260 to C.06.264

[Repealed, SOR/80-544, s. 12]
C.06.270 to C.06.280

[Repealed, SOR/80-544, s. 12]
DIVISION 7 Sale of Drugs for the
Purposes of Implementing the General
Council Decision

Interpretation

C.07.001

The definitions in this section apply in
this Division.

Commissioner of Patents means the
Commissioner of Patents appointed
under subsection 4(1) of the Patent
Act.
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General Council Decision has the
meaning assigned by subsection 30(6)
of the Act.

Application

C.07.002

This Division applies to the sale of
drugs for the purposes of implementing
the General Council Decision.
Application for Authorization

C.07.003

An application by a manufacturer for
authorization to sell a drug under this
Division shall be submitted to the
Minister and shall contain the following
information and documents:

(a) a statement that the manufacturer
intends to file an application with the
Commissioner of Patents under section
21.04 of the Patent Act;

(b) in respect of a new drug, the
submission number and date of filing of
the new drug submission or
abbreviated new drug submission filed
under section C.08.002 or C.08.002.1,
respectively, and of any supplement
filed under section C.08.003 in respect
of the drug;

(c) in respect of a drug that is not a
new drug,

(1) the application number and date of
filing of the application that has been
filed under section C.01.014.1 in
respect of the drug, or

(ii) the drug identification number, if
one has been assigned in respect of

the drug pursuant to section
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C.01.014.2;

(d) for a drug in a solid dosage form,
the manner in which the drug is
marked in accordance with paragraph
C.07.008(a) and evidence that such
manner does not alter the safety and
efficacy of the drug;

(e) for a drug in a dosage form that is
not solid, the manner in which the
immediate container is marked in
accordance with paragraph
C.07.008(a); and

(f) a sample of the label for the drug
that includes the information required
by paragraph C.07.008(c).
Authorization

C.07.004

The Minister shall notify the
manufacturer and the Commissioner of
Patents for the purposes of paragraph
21.04(3)(b) of the Patent Act that the
manufacturer's drug meets the
requirements of the Act and these
Regulations if

(a) the manufacturer has submitted to
the Minister an application in
accordance with section C.07.003 and
a copy of the application filed by the
manufacturer with the Commissioner of
Patents under section 21.04 of the
Patent Act;

(b) in respect of a new drug, an
examination of the new drug
submission or abbreviated new drug
submission or supplement to either

submission by the Minister
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demonstrates that the submission or
supplement complies with section
C.08.002, C.08.002.1 or C.08.003, as
the case may be, and section
C.08.005.1;

(c) in respect of a drug that is not a
new drug, a drug identification number
has been assigned pursuant to section
C.01.014.2; and

(d) the Minister is satisfied that the
manufacturer and the drug comply with
the Act and these Regulations.
C.07.005

Despite sections C.01.014, C.08.002
and C.08.003, a manufacturer may sell

a drug under this Division if

(a) the Minister has notified the
Commissioner of Patents for the
purposes of paragraph 21.04(3)(b) of
the Patent Act that the drug meets the
requirements of the Act and these
Regulations; and

(b) the manufacturer has received
authorization under section 21.04 of
the Patent Act.

C.07.006

Sections C.01.005 and C.01.014.1 to
C.01.014.4 do not apply to new drugs
sold under this Division.

Notice to Commissioner of Patents
C.07.007

The Minister shall notify the
manufacturer and the Commissioner of
Patents for the purposes of paragraph
21.13(b) of the Patent Act in the event
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that the Minister is of the opinion that
the manufacturer's drug authorized to
be sold under this Division has ceased
to meet the requirements of the Act
and these Regulations.

Marking and Labelling

C.07.008

No person shall sell a drug under this

Division unless

(a) the drug itself permanently bears
the mark "XCL", in the case of a drug
in a solid dosage form, or the
immediate container permanently bears
the mark "XCL", in the case of a drug
in a dosage form that is not solid;

(b) the colour of the drug itself is
significantly different from the colour
of the version of the drug sold in
Canada, in the case of a drug in a solid
dosage form; and

(c) the label of the drug permanently
bears the mark "XCL", followed by the
export tracking number assigned by
the Minister under section C.07.009
and the words "FOR EXPORT UNDER
THE GENERAL COUNCIL DECISION.
NOT FOR SALE IN CANADA." or
"POUR EXPORTATION AUX TERMES
DE LA DECISION DU CONSEIL
GENERAL. VENTE INTERDITE AU
CANADA."

C.07.009

The Minister shall assign an export
tracking number to each drug in

respect of which the Minister has
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notified the Commissioner of Patents
under section C.07.004.

Records

C.07.010

The manufacturer shall, with respect
to a drug authorized to be sold under
this Division,

(a) establish and maintain records, in a
manner that enables an audit to be
made, respecting the information
referred to in subsection C.08.007(1),
and retain those records for at least
seven years from the day on which
they were established; and

(b) provide to the Minister the
summaries referred to in section
C.08.008.

Notice to Minister

C.07.011

The manufacturer shall notify the
Minister in writing not less than 15
days before commencing the
manufacture of the first lot of a drug
authorized to be sold under this
Division and not less than 15 days
before the exportation of each
subsequent lot of the drug.

DIVISION 8 New Drugs

C.08.001

For the purposes of the Act and this
Division, new drug means a drug, other
than a veterinary health product,

(a) that contains or consists of a
substance, whether as an active or
inactive ingredient, carrier, coating,

excipient, menstruum or other

337

7%

AC.07.010=

AzQAE o] ol wel gl 57t
olo}E3 B g 7 55 BT
Foatolo} Fith.

1. AlC.08.007xA 18] Am¥ AHxe}
Baicl Bt A W

& 59 g wasta, s 7S] 54
B 9nE A 77 upeel o

2. AC.08.008%°]
Bl 7l AZstolof g

e g A
AC.07.011%&

g AR 159 A7, e 87
oobEe] ol F AZEE 5% 15
Q A7 g A AW A stelok @

A8 Ak
#C.08.001%



O HAA DMK 2 ME KLIY sh=EHEEE
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(b) a drug, acceptable to the Minister,
that can be used for the purpose of
demonstrating bioequivalence on the
basis of pharmaceutical and, where
applicable, bioavailability
characteristics, where a drug in
respect of which a notice of
compliance has been issued under
section C.08.004 or C.08.004.01
cannot be used for that purpose
because it is no longer marketed in
Canada, or

(¢) a drug, acceptable to the Minister,
that can be used for the purpose of
demonstrating bioequivalence on the
basis of pharmaceutical and, where
applicable, bioavailability
characteristics, in comparison to a
drug referred to in paragraph (a);
designated COVID-19 drug means a
new drug for which the purpose and
conditions of use recommended by the
manufacturer relate to COVID-19;
pharmaceutical equivalent means a new
drug that, in comparison with another
drug, contains identical amounts of the
identical medicinal ingredients, in
comparable dosage forms, but that
does not necessarily contain the same
non-medicinal ingredients;
specifications means a detailed
description of a new drug and of its
ingredients and includes

(a) a statement of all properties and
qualities of the ingredients that are

relevant to the manufacture and use of
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the new drug, including the identity,
potency and purity of the ingredients,
(b) a detailed description of the
methods used for testing and
examining the ingredients, and

(c) a statement of the tolerances
associated with the properties and
qualities of the ingredients.

C.08.002

(1) No person shall sell or advertise a

new drug unless

(a) the manufacturer of the new drug
has filed with the Minister a new drug
submission, an extraordinary use new
drug submission, an abbreviated new
drug submission or an abbreviated
extraordinary use new drug submission
relating to the new drug that is
satisfactory to the Minister;

(b) the Minister has issued, under
section C.08.004 or C.08.004.01, a
notice of compliance to the
manufacturer of the new drug in
respect of the submission; and

(c) the notice of compliance in respect
of the submission has not been
suspended under section C.08.006.

(d) [Repealed, SOR/2014-158, s. 10]

(2) A new drug submission shall
contain sufficient information and
material to enable the Minister to
assess the safety and effectiveness of
the new drug, including the following:

(a) a description of the new drug and a
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statement of its proper name or its
common name if there is no proper
name,

(b) a statement of the brand name of
the new drug or the identifying name
or code proposed for the new drug;
(c) a list of the ingredients of the new
drug, stated quantitatively, and the
specifications for each of those
ingredients;

(d) a description of the plant and
equipment to be used in the
manufacture, preparation and
packaging of the new drug;

(e) details of the method of
manufacture and the controls to be
used in the manufacture, preparation
and packaging of the new drug;

(f) details of the tests to be applied to
control the potency, purity, stability
and safety of the new drug;

(g) detailed reports of the tests made
to establish the safety of the new drug
for the purpose and under the
conditions of use recommended;

(h) substantial evidence of the clinical
effectiveness of the new drug for the
purpose and under the conditions of
use recommended;

(i) a statement of the names and
qualifications of all the investigators to
whom the new drug has been sold;

() in the case of a new drug for
veterinary use, a draft of every label
to be used in connection with the new

drug, including any package insert and
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any document that is provided on
request and that sets out
supplementary information on the use
of the new drug;

(j.1) in the case of a new drug for 10.1. QA& Aleke]l - Aok} #d

human use, mock-ups of every label to | 3}o] AF&E BE A4 A9} QA A
be used in connection with the new A Aleko] A& tigt BHF K
drug — including any package insert 5 YA A4S 2Ee BE gl
and any document that is provided on 2y Aok 7 1y

request and that sets out

supplementary information on the use

of the new drug — and mock-ups of

the new drug's packages;

(k) a statement of all the 11. Ak $HE f&) o ZF Hof
representations to be made for the dsle] 18 2E £

promotion of the new drug respecting

(i) the recommended route of 7t Alekel A% Fo A=
administration of the new drug,

(ii) the proposed dosage of the new u aleke] Aot &5

drug,

(iii) the claims to be made for the new o}, Aleko] tis] WAlS F%

drug, and

(iv) the contra—indications and side gf Aokl 7] AME H Fzkg

effects of the new drug;
(1) a description of the dosage form in 12, o ARFE Aleke] Ao sk A
which it is proposed that the new drug s

be sold;

(m) evidence that all test batches of 13. AlEA 9k #dste] 3 BE A
the new drug used in any studies ol AbgE Aleke] BE Al AT
conducted in connection with the 7F APFAQ Al A Ao 2 Az
submission were manufactured and 2 A HA = S

controlled in a manner that is

representative of market production;

(n) in the case of a new drug intended 14. 28 B9 T3ty 93 Ak
for administration to food-producing o] AL, g Aleke] FoF 7|7+

animals, the withdrawal period of the
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new drug; and

(0) in the case of a new drug for 15, Z2Y19 AA o] okFo] ofd QA
human use other than a designated & 2ok Ag-, Aok HEste] AREo
COVID-19 drug, an assessment as to AQME AFEE Y e ofokEe] AR,
whether there is a likelihood that the HEr T airgo] frAkske] sid Al
new drug will be mistaken for another oko] ookEZ AHHT V) HojFH e 9
drug for which a drug identification ok o g 9921=E 7lsAo] Jd=Aol o
number has been assigned due to a s H7F

resemblance between the brand name

that is proposed to be used in respect

of the new drug and the brand name,

common name or proper name of the

other drug.

(2.1) A manufacturer may file, for a (2.1) AZE=A v 7 59 Wgo] x
designated COVID-19 drug, a new stE)o] QoW A|FZJAE ZZ19 A

drug submission that does not meet the | & 2] k39

requirements set out in paragraphs of YAlE 87AE& FFHeA ¥ A
(2)(g) and (h) if the submission NAHAME A& 5 At

contains

(a) a statement that the submission 1. AlEA ol A2z HAlEH Qo]
contains evidence to establish that the | FHASS YSsh= SA7F 235
requirement set out in paragraph (b) is AT+= g

met; and

(b) sufficient evidence to support the 2. Z2Y19 A ook old 4 9
conclusion that the benefits associated | @3 ¥#dd Sy} Z=21}4199
with the designated COVID-19 drug Hy ¥R 284S aHste], 2=
outweigh the risks for the purpose and | 19 A& 2JeFEy #gdd o]Ho] A%
under the conditions of use B2 g9 AR o] e e A
recommended, with consideration e 488 $83 Ayl d ¢ e

given to the uncertainties relating to =7
those benefits and risks as well as the
public health need related to COVID-

19.

(2.2) A manufacturer may file, for a (2.2) AZFAol AFAAHGALL 23 Al A
designated COVID-19 drug for human TE F2U19 A A o) ekE Ao o
use, a new drug submission that does St B3 JRE WAISH wAE 2E5H]
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not meet the requirements set out in
paragraph (2)(j.1) if the submission
contains a draft of every label to be
used in connection with the designated
COVID-19 drug, including any package
insert and any document that is
provided on request and that sets out
supplementary information on the use
of the designated COVID-19 drug.
(2.3) If, at the time a new drug
submission is filed for a designated
COVID-19 drug, the manufacturer is
unable to provide the Minister with
information or material referred to in
any of paragraphs (2)(e) to (k), (m) and
(n) or in paragraph (2.1)(b) or
subsection (2.2) or that information or
material is incomplete, the
manufacturer shall provide the
Minister, at that time, with a plan that
specifies how and when the
manufacturer will provide the Minister
with the missing information or
material.

(2.4) Subsections (2.1) to (2.3) apply if

(a) the new drug submission contains a
statement that the submission is for a
designated COVID-19 drug; and

(b) the purpose and conditions of use
specified in the new drug submission in
respect of the designated COVID-19
drug relate only to COVID-19 and the
submission contains a statement to that
effect.

(2.5) Subsections (2.1) to (2.3) do not
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apply if the manufacturer is seeking a
notice of compliance for a designated
COVID-19 drug on the basis of a direct
or indirect comparison between the
designated COVID-19 drug and
another designated COVID-19 drug.
(3) The manufacturer of a new drug
shall, at the request of the Minister,
provide the Minister, where for the
purposes of a new drug submission the
Minister considers it necessary to
assess the safety and effectiveness of
the new drug, with the following
information and material:

(a) the names and addresses of the
manufacturers of each of the
ingredients of the new drug and the
names and addresses of the
manufacturers of the new drug in the
dosage form in which it is proposed
that the new drug be sold;

(b) samples of the ingredients of the
new drug;

(c) samples of the new drug in the
dosage form in which it is proposed
that the new drug be sold; and

(d) any additional information or
material respecting the safety and
effectiveness of the new drug.
C.08.002.01

(1) A manufacturer of a new drug may
file an extraordinary use new drug
submission for the new drug if

(a) the new drug is intended for

(i) emergency use in situations where

345

W ohE Z2U19 A4 o kEe] A
T g vae] A Z2U19 A F
ofefsgoll Wik AFSHAME st
B A2.13HH A2.3% A_HA &
=t

@ g 83 Al AoF Azt Al
°fe] ¢t 9 aaE H7bstr] 98k
el Fasitta Adats A9 the
b 2ol AR g Aas AadA A&
&toloF g},

1. 2lefe] zy Aol Axdat o534 F
2o, o AlRbE AF ] Aok AxAA}

=

1. 2%k ebiy % mvel Bd F7)

dlefe] Qb =
AR e AR

AC.08.002.01=
® Ao AxGAE o



O SR A @ AMIAE A 2 e

persons have been exposed to a
chemical, biological, radiological or
nuclear substance and action is
required to treat, mitigate or prevent a
life-threatening or other serious
disease, disorder or abnormal physical
state, or its symptoms, that results, or
is likely to result, from that exposure,
or

(ii) preventative use in persons who
are at risk of exposure to a chemical,
biological, radiological or nuclear
substance that is potentially lethal or
permanently disabling; and

(b) the requirements set out in
paragraphs C.08.002(2)(g) and (h)
cannot be met because

(1) exposing human volunteers to the
substance referred to in paragraph (a)
would be potentially lethal or
permanently disabling, and

(ii) the circumstances in which
exposure to the substance occurs are
sporadic and infrequent.

(2) Subject to subsections (3) and (5),
an extraordinary use new drug
submission shall contain

(a) an attestation, signed and dated by
the senior executive officer in Canada
of the manufacturer filing the
submission and by the manufacturer's
senior medical or scientific officer,
certifying that the conditions referred
to in paragraphs (1)(a) and (b) are met,
together with sufficient supporting

information to enable the Minister to
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determine that those conditions are
met; and

(b) sufficient information and material
to enable the Minister to assess the
safety and effectiveness of the new
drug, including the following:

(i) the information and material
described in paragraphs C.08.002(2)(a)
to (f), () to (m) and (o),

(ii) information respecting the
pathophysiological mechanism for the
toxicity of the chemical, biological,
radiological or nuclear substance and
describing the new drug's ability to
treat, mitigate or prevent that
mechanism,

(iii) detailed reports of in vitro studies
respecting the toxicity and activity of
the new drug in relation to the
recommended purpose,

(iv) detailed reports of studies, in an
animal species that is expected to
react with a response that is predictive
for humans, establishing the safety of
the new drug, and providing substantial
evidence of its effect, when used for
the purpose and under the conditions
of use recommended,

(v) information confirming that the end
point of animal studies is clearly
related to the desired benefit in
humans,

(vi) information demonstrating that
there is a sufficient understanding of
the pharmacokinetics and

pharmacodynamics of the new drug in
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animals and in humans to enable
inferences to be drawn in respect of
humans so as to allow for the selection
of an effective dose in humans,

(vii) information respecting the safety
of the new drug in humans, including
detailed reports of clinical trials, if any,
establishing the safety of the new
drug,

(viii) information, if any, respecting the
effectiveness of the new drug in
humans for the purpose or under the
conditions of use recommended,

(ix) a plan for monitoring and
establishing the safety and
effectiveness of the new drug under
the conditions of use recommended
that includes procedures for gathering
and analyzing data, and

(x) any available assessment reports
regarding the new drug prepared by
regulatory authorities in countries
other than Canada.

(3) Reports referred to in
subparagraph (2)(b)(iii) or information
referred to in subparagraph (2)(b)(vi)
may be omitted if the extraordinary
use new drug submission includes a
detailed scientific explanation as to
why the reports are or the information
is not available.

(4) Any information or material that is
necessary to enable the Minister to
assess the safety and effectiveness of
the new drug shall, at the request of
the Minister, be added to the
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extraordinary use new drug
submission, including

(a) the names and addresses of the
manufacturers of each of the
ingredients of the new drug and the
names and addresses of the
manufacturers of the new drug in the
dosage form in which it is proposed to
be sold;

(b) samples of the ingredients of the
new drug;

(c) samples of the new drug in the
dosage form in which it is proposed to
be sold; and

(d) any information omitted by virtue
of subsection (3).

(5) If an extraordinary use new drug
submission is in respect of a new
purpose for a new drug for which a
notice of compliance has been issued
under section C.08.004, the
information and material referred to in
subparagraph (2)(b)(i) may be omitted
unless any of it is different from that
which was originally submitted.
C.08.002.02

Despite sections C.08.002 and
C.08.003, no manufacturer or importer
shall sell a new drug for extraordinary
use in respect of which a notice of
compliance has been issued under
section C.08.004.01 except to

(a) the Government of Canada or the
government of a province for the use

of a department or agency of that
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government, on receipt of a written
order signed by the minister
responsible for the department or by
the person in charge of the agency, or
by their duly authorized
representative; or

(b) a municipal government, or an
institution of such a government, on
receipt of a written order signed by a
senior official of the government or
institution or by his or her duly
authorized representative.

C.08.002.1

(1) A manufacturer of a new drug may
file an abbreviated new drug
submission or an abbreviated
extraordinary use new drug submission
for the new drug where, in comparison
with a Canadian reference product,

(a) the new drug is the pharmaceutical
equivalent of the Canadian reference
product;

(b) the new drug is bioequivalent with
the Canadian reference product, based
on the pharmaceutical and, where the
Minister considers it necessary,
bioavailability characteristics;

(c) the route of administration of the
new drug is the same as that of the
Canadian reference product; and

(d) the conditions of use for the new
drug fall within the conditions of use
for the Canadian reference product.
(2) An abbreviated new drug
submission or an abbreviated

extraordinary use new drug submission
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shall contain sufficient information and
material to enable the Minister to
assess the safety and effectiveness of
the new drug, including the following:
(a) the information and material
described in

(i) paragraphs C.08.002(2)(a) to (f), (§)
to (1) and (o), in the case of an
abbreviated new drug submission, and
(ii) paragraphs C.08.002(2)(a) to (f), (j)
to (1) and (o), and subparagraphs
C.08.002.01(2)(b)(ix) and (x), in the
case of an abbreviated extraordinary
use new drug submission;

(b) information identifying the
Canadian reference product used in
any comparative studies conducted in
connection with the submission;

(c) evidence from the comparative
studies conducted in connection with
the submission that the new drug is

(i) the pharmaceutical equivalent of the
Canadian reference product, and

(ii) where the Minister considers it
necessary on the basis of the
pharmaceutical and, where applicable,
bioavailability characteristics of the
new drug, bioequivalent with the
Canadian reference product as
demonstrated using bioavailability
studies, pharmacodynamic studies or
clinical studies;

(d) evidence that all test batches of the
new drug used in any studies
conducted in connection with the

submission were manufactured and
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controlled in a manner that is
representative of market production;
and

(e) for a drug intended for
administration to food-producing
animals, sufficient information to
confirm that the withdrawal period is
identical to that of the Canadian
reference product.

(3) The manufacturer of a new drug
shall, at the request of the Minister,
provide the Minister, where for the
purposes of an abbreviated new drug
submission or an abbreviated
extraordinary use new drug submission
the Minister considers it necessary to
assess the safety and effectiveness of
the new drug, with the following
information and material:

(a) the names and addresses of the
manufacturers of each of the
ingredients of the new drug and the
names and addresses of the
manufacturers of the new drug in the
dosage form in which it is proposed
that the new drug be sold;

(b) samples of the ingredients of the
new drug;

(c) samples of the new drug in the
dosage form in which it is proposed
that the new drug be sold; and

(d) any additional information or
material respecting the safety and
effectiveness of the new drug.

(4) For the purposes of this section, in

the case of an abbreviated new drug
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submission, a new drug for
extraordinary use in respect of which a
notice of compliance has been issued
under section C.08.004.01 is not a
Canadian reference product.

C.08.003

(1) Despite section C.08.002, no
person shall sell a new drug in respect
of which a notice of compliance has
been issued to the manufacturer of that
new drug and has not been suspended
under section C.08.006, if any of the
matters specified in subsection (2) are
significantly different from the
information or material contained in
the new drug submission,
extraordinary use new drug
submission, abbreviated new drug
submission or abbreviated
extraordinary use new drug
submission, unless

(a) the manufacturer of the new drug
has filed with the Minister a
supplement to that submission;

(b) the Minister has issued a notice of
compliance to the manufacturer of the
new drug in respect of the supplement;
and

(c) the notice of compliance in respect
of the supplement has not been
suspended under section C.08.006.

(d) [Repealed, SOR/2014-158, s. 13]

(2) The matters specified for the
purposes of subsection (1), in relation

to the new drug, are the following:
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(a) the description of the new drug;
(b) the brand name of the new drug or
the identifying name or code proposed
for the new drug;

(c) the specifications of the ingredients
of the new drug;

(d) the plant and equipment used in
manufacturing, preparation and
packaging the new drug;

(e) the method of manufacture and the
controls used in manufacturing,
preparation and packaging the new
drug;

(f) the tests applied to control the
potency, purity, stability and safety of
the new drug;

(g) the labels used in connection with
the new drug;

(g.1) in the case of a new drug for
human use, its packages;

(h) the representations made with
regard to the new drug respecting

(i) the recommended route of
administration of the new drug,

(ii) the dosage of the new drug,

(iii) the claims made for the new drug,
(iv) the contra-indications and side
effects of the new drug, and

(v) the withdrawal period of the new
drug; and

(i) the dosage form in which it is
proposed that the new drug be sold.
(3) A supplement to a submission
referred to in subsection (1), with
respect to the matters that are

significantly different from those
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contained in the submission, shall
contain sufficient information and
material to enable the Minister to
assess the safety and effectiveness of
the new drug in relation to those
matters.

(3.1) A supplement to a submission
referred to in subsection (1) shall
contain, as the case may be,

(a) if, due to a matter specified in
subsection (2) — other than the brand
name of a new drug for human use —
that the supplement concerns, it is
necessary to modify a new drug's
labels:

(1) in the case of a new drug for
veterinary use, a draft of every label
to be used in connection with the new
drug, including any package insert and
any document that is provided on
request and that sets out
supplementary information on the use
of the new drug, or

(ii) in the case of a new drug for
human use, mock-ups of every label to
be used in connection with the new
drug — including any package insert
and any document that is provided on
request and that sets out
supplementary information on the use
of the new drug — and mock-ups of
the new drug's packages; or

(b) if the supplement concerns the
brand name of a new drug for human
use-

(i) an assessment as to whether there
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(c) an abbreviated new drug
submission that is filed under section
C.08.002.1; or

(d) an abbreviated extraordinary use
new drug submission that is filed under
section C.08.002.1.

supplement means a supplement to a
submission that is filed under section
C.08.003.

(2) Despite sections C.08.002,
C.08.002.01, C.08.002.1 and C.08.003
and subject to subsection (3), the
manufacturer of a new drug is not
permitted to file a submission or
supplement for the new drug on the
basis of a direct or indirect comparison
to any new drug in respect of which an
authorization was issued under the
[SAD Interim Order.

(3) Subsection (2) does not prevent the
manufacturer of a new drug from filing
a submission or supplement for the
new drug on the basis of a direct or
indirect comparison to another new
drug in respect of which an
authorization was issued under the
[SAD Interim Order if

(a) a notice of compliance is issued
under section C.08.004 or C.08.004.01
in respect of a submission or
supplement for that other new drug;
and

(b) the comparison is in respect of the
matters that were approved by the
notice of compliance.

C.08.003.1
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In examining a new drug submission,
an extraordinary use new drug
submission, an abbreviated new drug
submission, an abbreviated
extraordinary use new drug submission
or a supplement to any of those
submissions, the Minister may examine
any information or material filed with
the Minister by any person pursuant to
Division 5 or section C.08.002,
C.08.002.01, C.08.002.1, C.08.003,
C.08.005 or C.08.005.1 to establish the
safety and effectiveness of the new
drug for which the submission or
supplement has been filed.

C.08.004

(1) Subject to section C.08.004.1, the
Minister shall, after completing an
examination of a new drug submission
or abbreviated new drug submission or
a supplement to either submission,

(a) if that submission or supplement
complies with section C.08.002,
C.08.002.1 or C.08.003, as the case
may be, and section C.08.005.1, issue
a notice of compliance; or

(b) if that submission or supplement
does not comply with section C.08.002,
C.08.002.1 or C.08.003, as the case
may be, or section C.08.005.1, issue a
notice to the manufacturer to that
effect.

(2) If a new drug submission or an
abbreviated new drug submission or a
supplement to either submission does

not comply with section C.08.002,
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C.08.002.1 or C.08.003, as the case
may be, or section C.08.005.1, the
manufacturer who filed the submission
or supplement may amend the
submission or supplement by filing
additional information or material
within 90 days after the day on which
the Minister issues a notice to the
manufacturer under paragraph
C.08.004(1)(b) or within any longer
period specified by the Minister.

(3) Subject to section C.08.004.1, the
Minister shall, after completing an
examination of any additional
information or material filed in respect
of a new drug submission or an
abbreviated new drug submission or a
supplement to either submission,

(a) if that submission or supplement
complies with section C.08.002,
C.08.002.1 or C.08.003, as the case
may be, and section C.08.005.1, issue
a notice of compliance; or

(b) if that submission or supplement
does not comply with section C.08.002,
C.08.002.1 or C.08.003, as the case
may be, or section C.08.005.1, issue a
notice to the manufacturer to that
effect.

(4) A notice of compliance issued in
respect of a new drug on the basis of
information and material contained in a
submission filed pursuant to section
C.08.002.1 shall state the name of the
Canadian reference product referred to

in the submission and shall constitute a
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declaration of equivalence for that new
drug.

C.08.004.01

(1) Subject to section C.08.004.1, the
Minister shall, after completing an
examination of an extraordinary use
new drug submission or an abbreviated
extraordinary use new drug submission
or a supplement to either submission,
(a) if that submission or supplement
complies with section C.08.002.01,
C.08.002.1 or C.08.003, as the case
may be, and section C.08.005.1, issue
a notice of compliance; or

(b) if that submission or supplement
does not comply with section
C.08.002.01, C.08.002.1 or C.08.003,
as the case may be, or section
C.08.005.1, issue a notice to the
manufacturer to that effect.

(2) If an extraordinary use new drug
submission or an abbreviated
extraordinary use new drug submission
or a supplement to either submission
does not comply with section
C.08.002.01, C.08.002.1 or C.08.003,
as the case may be, or section
C.08.005.1, the manufacturer who filed
the submission or supplement may
amend the submission or supplement
by filing additional information or
material within 90 days after the day
on which the Minister issues a notice
to the manufacturer under paragraph
C.08.004.01(1)(b) or within any longer
period specified by the Minister.
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a notice of compliance; or

(b) if that submission or supplement
does not comply with section
C.08.002.01, C.08.002.1 or C.08.003,
as the case may be, or section
C.08.005.1, issue a notice to the
manufacturer to that effect.

(4) A notice of compliance issued in
respect of a new drug for
extraordinary use on the basis of
information and material contained in a
submission filed pursuant to section
C.08.002.1 shall state the name of the
Canadian reference product referred to
in the submission and shall constitute a
declaration of equivalence for that new
drug.

C.08.004.1

(1) The following definitions apply in
this section.

abbreviated new drug submission
includes an abbreviated extraordinary
use new drug submission.

innovative drug means a drug that
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contains a medicinal ingredient not A ke olof HES dhfola 9o
previously approved in a drug by the A, A=EHE, o)ldAA, & = U
Minister and that is not a variation of a | A & 7]<& 50HE <oF o] wol
previously approved medicinal 7} o oJokE S et}
ingredient such as a salt, ester,
enantiomer, solvate or polymorph.
new drug submission includes an Ak AEA o= EY ALE 219 AEA

extraordinary use new drug
submission.

pediatric populations means the
following groups: premature babies
born before the 37th week of
gestation; full-term babies from O to
27 days of age; and all children from
28 days to 2 years of age, 2 years plus
1 day to 11 years of age and 11 years
plus 1 day to 18 years of age.

(1.1) For the purposes of the definition
innovative drug in subsection (1), a
medicinal ingredient is not considered
to be approved in a drug by reason of
the Minister having issued or amended
an authorization under the ISAD
Interim Order in respect of a COVID-
19 drug that contains the medicinal
ingredient.

(2) The purpose of this section is to
implement Articles 20.48 and 20.49 of
the Agreement between Canada, the
United States of America and the
United Mexican States, as defined in
the definition Agreement in section 2
of the Canada—United States—Mexico
Agreement Implementation Act, and
paragraph 3 of Article 39 of the

Agreement on Trade-related Aspects
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of Intellectual Property Rights set out
in Annex 1C to the Agreement
Establishing the World Trade
Organization, as defined in the
definition Agreement in subsection
2(1) of the World Trade Organization
Agreement Implementation Act.

(3) If a manufacturer seeks a notice of
compliance for a new drug on the basis
of a direct or indirect comparison
between the new drug and an
innovative drug,

(a) the manufacturer may not file a
new drug submission, a supplement to
a new drug submission, an abbreviated
new drug submission or a supplement
to an abbreviated new drug submission
in respect of the new drug before the
end of a period of six years after the
day on which the first notice of
compliance was issued to the innovator
in respect of the innovative drug; and
(b) the Minister shall not approve that
submission or supplement and shall not
issue a notice of compliance in respect
of the new drug before the end of a
period of eight years after the day on
which the first notice of compliance
was issued to the innovator in respect
of the innovative drug.

(4) The period specified in paragraph
(3)(b) is lengthened to eight years and
six months if

(a) the innovator provides the Minister
with the description and results of

clinical trials relating to the use of the
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innovative drug in relevant pediatric
populations 1n its first new drug
submission for the innovative drug or
in any supplement to that submission
that is filed within five years after the
issuance of the first notice of
compliance for that innovative drug;
and

(b) before the end of a period of six
years after the day on which the first
notice of compliance was issued to the
innovator in respect of the innovative
drug, the Minister determines that the
clinical trials were designed and
conducted for the purpose of
increasing knowledge of the use of the
innovative drug in those pediatric
populations and this knowledge would
there—by provide a health benefit to
members of those populations.

(5) Subsection (3) does not apply if the
innovative drug is not being marketed
in Canada.

(6) Paragraph (3)(a) does not apply to
a manufacturer if the innovator
consents to the filing of a new drug
submission, a supplement to a new
drug submission, an abbreviated new
drug submission or a supplement to an
abbreviated new drug submission by
the manufacturer before the end of the
period of six years specified in that
paragraph.

(7) Paragraph (3)(a) does not apply to
a manufacturer if the manufacturer

files an application for authorization to
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sell its new drug under section
C.07.003.

(8) Paragraph (3)(b) does not apply to
a manufacturer if the innovator
consents to the issuance of a notice of
compliance to the manufacturer before
the end of the period of eight years
specified in that paragraph or of eight
years and six months specified in
subsection (4).

(9) The Minister shall maintain a
register of innovative drugs that
includes information relating to the
matters specified in subsections (3)
and (4).

C.08.005

(1) Subject to subsection (1.1) and
notwithstanding sections C.08.002 and
C.08.003, a manufacturer of a new
drug may sell it to a qualified
investigator to be used solely for the
purpose of clinical testing to obtain
evidence with respect to the safety,
dosage and effectiveness of that new
drug, when the following conditions are
met:

(a) before the sale, the manufacturer
has filed with the Minister, in
compliance with section C.08.005.1, a
preclinical submission containing
information and material respecting

(i) the brand name of the new drug or
the identifying name or code proposed
for the new drug,

(ii) the chemical structure or other

specific identification of the
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composition of the new drug,

(iii) the source of the new drug, o} Aleke] FHd

(iv) a detailed protocol of the clinical 2t YA A ddAE A A
testing,

(v) the results of investigations made ul, Aleko] A AMES HAWISHY] 9
to support the clinical use of the new s =y E FAF A3

drug,

(vi) the contra-indications and up, Alokyt fraste] dEzl 57 2 A
precautions known in respect of the My Alek 3t} & A EAEHE A=

new drug and the suggested treatment
of overdosage of the new drug,

(vii) all ingredients of the new drug, Ab QAo Z gA|gk kel RE AT
stated quantitatively,
(viii) the methods, equipment, plant and | ©}. Al¢ke] A =%, 7}& 9
controls used in the manufacture, W, A, 2 2 e

processing and packaging of the new

drug,

(ix) the tests applied to control the 2}, Aleke]l A7F £ 2 oRHA S FA
potency, purity and safety of the new sz 98l A8 Alg

drug, and

(x) the names and qualifications of all b, oloFE S e &

investigators to whom the drug is to be | 3} #2, AA| o] =3Y
sold and the names of all institutions in | °]&
which the clinical testing is to be

carried out;

(b) the Minister has not, within 60 days | 2. 30| AN AEME FHI G5
after the date of receipt of the B 60¢Y ol 3F Aleka} e st
preclinical submission, sent by AL AZEA7F 5294 55 9
registered mail to the manufacturer a Algt BAE 7] FHOE A=A
notice in respect of that new drug Al g shA] g A5

indicating that the preclinical

submission is not satisfactory;

(c) all inner labels and outer labels 3. AA AR Al AleF duf] Al ALE-H
used in conjunction with the sale of the | & E& 5 #aly} o F gl oL
new drug to qualified investigators 7y Fo BE AL g

carry the statements

Aot 4 E ol okE 74
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(1) "Investigational Drug" or "Drogue de
recherche", and

(ii) "To Be Used By Qualified
Investigators Only" or "Réservée
uniquement a l'usage de chercheurs
compétents";

(d) before the sale, the manufacturer
ascertains that every qualified
investigator to whom the new drug is
to be sold

() has the facilities for the clinical
testing to be conducted by the
investigator, and

(ii) has received the information and
material referred to in subparagraphs
()@ to (vi); and

(e) every qualified investigator to
whom the new drug is to be sold has
agreed in writing with the
manufacturer that the investigator will
(i) not use the new drug or permit it to

be used other than for clinical testing,

(i1) not permit the new drug to be used
by any person other than the
investigator except under the
investigator's direction,

(iii) report immediately to that
manufacturer and, if so required by the
Minister, report to the Minister all
serious adverse reactions encountered
during the clinical testing, and

(iv) account to the manufacturer for all
quantities of the new drug received,
where so requested by the

manufacturer.
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(1.1) This section applies only in
respect of a new drug for veterinary
use.

(2) Notwithstanding subsection (1), no
manufacturer shall sell a new drug to a
qualified investigator unless that
manufacturer has, in respect of all
previous sales of that new drug to any
qualified investigator,

(a) kept accurate records of the
distribution of that new drug and of the
results of the clinical testing and has
made those records available to the
Minister for inspection on the request
of the Minister; and

(b) immediately reported to the
Minister all information he has
obtained with respect to serious
adverse reactions.

(3) The Minister may notify the
manufacturer of a new drug that sales
of that new drug to qualified
investigators are prohibited if, in the
opinion of the Minister, it is in the
interest of public health to do so.

(4) Notwithstanding subsection (1), no
manufacturer shall sell a new drug to a
qualified investigator if the Minister
has notified the manufacturer of that
drug that such sales are prohibited.
(5) Paragraph (1)(c) does not apply to
a radiopharmaceutical as defined in
section C.03.201 or to a component or
kit as defined in section C.03.205.
C.08.005.1

(1) Every manufacturer who files a
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new drug submission, an extraordinary
use new drug submission, an
abbreviated new drug submission, an
abbreviated extraordinary use new
drug submission, a supplement to any
of those submissions or a submission
for the clinical testing of a new drug
for veterinary use shall, in addition to
any information and material that is
required under section C.08.002,
C.08.002.01, C.08.002.1, C.08.003 or
C.08.005, include in the submission or
supplement

(a) [Repealed, SOR/2018-84, s. 10]

(b) a sectional report in respect of
each human, animal and in vitro study
included in the submission or
supplement;

(c) a comprehensive summary of each
human, animal and in vitro study
referred to or included in the
submission or supplement; and

(d) a submission certificate in respect
of all information and material
contained in the submission or
supplement and any additional
information or material filed to amend
the submission or supplement.

(2) A sectional report referred to in
paragraph (1)(b) shall include

(a) a summary of each study included
in the submission or supplement;

(b) a summary of any additional
information or material filed to amend

the submission or supplement; and

oF2l AoF A EA, oFA B ARE 21k
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(c) where raw data is available to the 3. A3 #dste] AxGAVF dARE
manufacturer in respect of a study, ojgdd F A= AS, ve 4 &

(i) a summary of the data, 7F AR Q.of

(ii) a cross-referencing of the data to L o BaiAe] # Rt gk
the relevant portions of the sectional A9 A5 #Hx

report,

(iii) a description of the conditions o ARE IS Yol FPE 19
under which the experiments from o gk A7

which the data were obtained were

conducted,

(iv) the details of the data treatment g A5 A7 dafe] AF- AR
process, and

(v) the results and conclusions of the b Aol Ay 2 A8

study.

(3) The comprehensive summary @ A1FA3E AFH TF 8=
referred to in paragraph (1)(c) shall AEA T B 250 AFHAY £
include a summary of the methods el BE Al wEsto] ARRE U,
used, results obtained and conclusions | =&3%F 23} 9 Ao g QoFo] E
arrived at in respect of all studies ghsjojof s, @ Ryl HH H
referred to or included in the T s FxEojof gt

submission or supplement and shall be
cross—referenced to the relevant
portions of the sectional reports.
(4) The submission certificate referred | @ A1 #4350 AFE #A|&F THAE

to in paragraph (1)(d) shall g 7 Zo) ddste]or sk},

(a) certify that all information and 1. AlEA B2 B 250 ¥y BE
material included in the submission or Ar 2 5o} T AE:A e B
supplement and any additional ARE FAs7] Hsl AEsd F7F R
information or material filed to amend T 2grt st ddsty, g
the submission or supplement are Hux 2 F3 Qofo] AlEA e B
accurate and complete, and that the o 2zl FREAY EstE A 2
sectional reports and the 55 AgsA xdsta =S 1
comprehensive summary correctly Slojof st

represent the information and material
referred to or included in the

submission or supplement; and

Mt A EolobE 4
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(b) be signed and dated by

(1) the senior executive officer in
Canada of the manufacturer filing the
submission or supplement, and

(ii) the senior medical or scientific

officer of the manufacturer.
(5) [Repealed, SOR/2018-84, s. 10]

(6) Every manufacturer who has filed a
new drug submission, an extraordinary
use new drug submission, an
abbreviated new drug submission, an
abbreviated extraordinary use new
drug submission, a supplement to any
of those submissions or a submission
for the clinical testing of a new drug
for veterinary use and who has any
relating clinical case reports or raw
data that were not included in the
submission or supplement shall keep
those reports or data and shall, within
30 days after receiving a written
request from the Minister, submit them
to the Minister.

C.08.006

(1) For the purposes of subsection (2),
evidence or new information obtained
by the Minister includes any
information or material filed by any
person under Division 5 or section
C.08.002, C.08.002.01, C.08.002.1,
C.08.003, C.08.005 or C.08.005.1.

(2) The Minister may, by notice to a
manufacturer, suspend, for a definite

or indefinite period, a notice of
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compliance issued to that manufacturer
in respect of a new drug submission,
an extraordinary use new drug
submission, an abbreviated new drug
submission, an abbreviated
extraordinary use new drug submission
or a supplement to any of those
submissions if the Minister considers
(a) that the drug is not safe for the use
represented in the submission or
supplement, as shown by evidence
obtained from

(i) clinical or other experience not
reported in the submission or
supplement or not available to the
Minister at the time the notice of
compliance was issued, or

(i1) tests by new methods or tests by
methods not reasonably applicable at
the time the notice of compliance was
issued;

(b) that, upon the basis of new
information obtained after the issuance
of the notice of compliance, there is
lack of substantial evidence that the
drug will have the effect it is
represented to have under the
conditions of use prescribed,
recommended or proposed by the
manufacturer;

(c) that the submission or supplement
contained an untrue statement of
material fact;

(d) that the manufacturer has failed to
establish a system for maintaining

required records or has repeatedly or
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deliberately failed to maintain such
records;

(e) that, on the basis of new
information obtained after the issuance
of the notice of compliance, the
methods, equipment, plant and controls
used in the manufacturing, processing
and packaging of the drug are
inadequate to assure and preserve the
identity, strength, quality or purity of
the new drug;

(f) that, on the basis of new
information obtained after the issuance
of the notice of compliance, the
labelling of the drug is false or
misleading or incomplete in any
particular and that this defect was not
corrected by the manufacturer upon
receipt of a written notice from the
Minister specifying the respect in
which the labelling is false or
misleading or incomplete; or

(g) that, in the case of a new drug for
extraordinary use, the manufacturer
has not adhered to the plan referred to
in subparagraph C.08.002.01(2)(b)(ix).
(3) The Minister may, by notice to a
manufacturer, suspend for a definite or
indefinite period a notice of compliance
issued to that manufacturer in respect
of a new drug submission, an
extraordinary use new drug
submission, an abbreviated new drug
submission, an abbreviated
extraordinary use new drug submission

or a supplement to any of those
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submissions if, after the Minister has, A 3l ASERHAE EXE2H 4dF
under section 21.31 of the Act, 717 2= F718 a4 Qo

ordered the holder of a therapeutic
product authorization referred to in
subparagraph C.01.052(1)(a)(iii) to
conduct an assessment of the new
drug in order to provide evidence
establishing that the benefits
associated with the drug outweigh the

risks of injury to health,

(a) the holder fails to comply with the 1. s7FAA7E HEs ol dgshA] kg A

order; or <

(b) the holder complies with the order 2. 7HAAY HEE ol AA T FH
but the Minister determines that the o] {7} A7t ofokEd AHE FA

results of the assessment are not o] A AgRY AYE AS 455
sufficient to establish that the benefits | 7]ol F®3}#] &tia B3t 45

associated with the drug outweigh the
risks of injury to health.
C.08.007 A C.08.007%

(1) Where a manufacturer has received | @ AZQA}7} Aok AE=A, EH ALE

a notice of compliance issued in Aok AZA, oF2 Aok AEA, 3 5
respect of a new drug submission, an HOALE Aok AlEA = olE T MR
extraordinary use new drug of thal B¢t zwe} Fylsle] wais

submission, an abbreviated new drug AJEHAE T2 A5, AxdA= A
submission, an abbreviated AL 7Hs s WA O R oy 7t o

extraordinary use new drug submission | @3t 7|5& 2 2 HAslo]oF 3t}
or a supplement to any of those
submissions, the manufacturer shall
establish and maintain records, in a
manner that enables an audit to be
made, respecting

AzQA7} @AY g 2k
Helo] AZGA A R &5 =
Vg A, AT, 24 B A

(a) animal or clinical experience,

studies, investigations and tests

e e =

conducted by the manufacturer or
reported to him by any person

concerning that new drug;

Mt A EolobE 4
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(b) reports from the scientific
literature or the bibliography
therefrom that are available to him
concerning that new drug;

(c) experience, investigations, studies
and tests involving the chemical or
physical properties or any other
properties of that new drug;

(d) any substitution of another
substance for that new drug or any
mixing of another substance with that
new drug;

(e) any error in the labelling of that
new drug or in the use of the labels
designed for that new drug;

(f) any bacteriological or any
significant chemical or physical or
other change or deterioration in any lot
of that new drug;

(g) any failure of one or more
distributed lots of the new drug to
meet the specifications established for
that new drug in the submission or
supplement; and

(h) any unusual failure in efficacy of
that new drug.

(i) [Repealed, SOR/95-521, s. 3]

(1.1) The manufacturer shall retain the
records respecting the information
referred to in subsection (1) for at
least seven years from the day on
which they were established.

(2) A manufacturer or importer who
sells a new drug for extraordinary use
in accordance with section C.08.002.02

shall retain the written order for at
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least 15 years from the day on which
the order was filled.

C.08.008

No manufacturer shall sell a new drug
unless the manufacturer has, with
respect to all the manufacturer's
previous sales of that new drug,
furnished to the Minister

(a) a summary of a record respecting
any information referred to in
paragraphs C.08.007(1)(a) to (¢), on
receipt of a request from the Minister
for the summary;

(b) a summary of a record respecting
any information referred to in
paragraph C.08.007(1)(d) to (f),
immediately on the manufacturer
establishing the record; and

(c) a summary of a record respecting
any information referred to in
paragraph C.08.007(1)(g) or (h), within
15 days after the day on which the
manufacturer established the record.
C.08.008.1

Where a manufacturer has received a
notice of compliance issued in respect
of an extraordinary use new drug
submission, an abbreviated
extraordinary use new drug submission
or a supplement to either of those
submissions, the manufacturer

(a) shall adhere to the plan referred to
in subparagraph C.08.002.01(2)(b)(ix);
and

(b) shall, before the first day of

October in each year and whenever
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requested to do so by the Minister for
the purposes of assessing the safety
and effectiveness of the drug to which
the notice of compliance relates,
provide a report on the use of the
drug, including a critical analysis of
any available updated information
respecting the drug's safety and
effectiveness.

C.08.009

(1) Where the Minister has decided

(a) to notify the manufacturer of a new
drug for veterinary use that the sale of
that drug to qualified investigators is
prohibited, or

(b) to suspend a notice of compliance
issued under section C.08.004 or
C.08.004.01,

the manufacturer, if dissatisfied with
that decision, may require the Minister
to provide him with the reasons for the
decision.

(2) Where the manufacturer has
received the reasons for a decision of
the Minister pursuant to subsection (1),
he may require the Minister to refer
that decision to a New Drug Committee
and thereupon shall provide the
Minister with a statement of the
reasons for his dissatisfaction and any
information and material upon which he
relies in support of those reasons.

(3) Where the Minister has been
required to refer a decision to a New
Drug Committee pursuant to

subsection (2), he shall appoint a
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member of the New Drug Committee, a5 AEE 2] 919 9o
the dissatisfied manufacturer shall 2 A|3e] HdS A HEte]oF Frh =
appoint a member of the New Drug st A el AlZF Yol x4 = 4
Committee and the two members so Folle o] fdido] d A39 9
appointed shall appoint a third member | < #| & 3&}ojof 3t}

of the New Drug Committee who shall

be chairman, or, if they are unable to

do so within a reasonable time, the

Minister shall appoint a third member

of the New Drug Committee who shall

be chairman.

(4) Any person who is in the full-time @ 3G F-Ae A Y v 2HE
employment of the Department or in ZZE3FA] Bl Al xgRte] A FYo
the full-time employment of the 2 QA F2 Alge Aok 3] Yo
dissatisfied manufacturer shall not be 2 Agd = glo

appointed a member of a New Drug

Committee.

(4.1) A member of a New Drug (4.1) 2ok 9ds] oS A Al A6F
Committee shall, on appointment, sign o W} ndyE AR, A8, F7 =
an undertaking not to disclose or use Ae=s FMAY AHEeA] AT =
any information, material, data, A epAfoll A rgate]of gt

evidence or representations

considered pursuant to subsection (6).

(5) The Minister shall pay the © a2 ko] x|k Aok 3]
reasonable fees and costs incurred by Aol FEAQ] By &S, B Ax
the member of the New Drug AR = S5 A Z2GA7F A gt 999
Committee appointed by the Minister, sHe] Aol B9l v g Zh7 Heshar,
and the dissatisfied manufacturer shall | $]¥7do] X sl= T4 B9} H
pay the reasonable fees and costs &2 FuH 5 AxGAIE 47 A
incurred by the member appointed by A Hoksio)

the dissatisfied manufacturer, and the
Minister and the dissatisfied
manufacturer shall each pay half of the
reasonable fees and costs incurred by

the chairman.
(6) The New Drug Committee formed ® A3& weh FAAE Ak Y] =

Ahek 4 E ol oFE
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pursuant to subsection (3) shall
consider the reasons for the decision
of the Minister, the reasons for the
dissatisfaction of the dissatisfied
manufacturer and any information or
material in support of the reasons of
the Minister or the dissatisfied
manufacturer and may consider other
evidence, material, information or
representations.

(7) The New Drug Committee formed
pursuant to subsection (3) shall report
its findings and recommendations to
the Minister.

(7.1) No member of a New Drug
Committee shall disclose or use any
information, material, data, evidence or
representations considered pursuant to
subsection (6).

(8) Where the Minister has received
the findings and recommendations of a
New Drug Committee, he may
reconsider the decision to which those
findings and recommendations relate.
Pre-positioning of Designated COVID-
19 Drugs

C.08.009.01

The following definitions apply in
sections C.08.009.03 to C.08.009.05.
Chief Public Health Officer means the
Chief Public Health Officer appointed
under subsection 6(1) of the Public
Health Agency of Canada Act.

foreign regulatory authority means a
government agency or other entity

outside Canada that has a legal right to
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control the manufacturing, use or sale
of drugs within its jurisdiction and that
may take enforcement action to ensure
that drugs marketed within its
jurisdiction comply with the applicable
legal requirements.

C.08.009.02

Sections C.08.009.03 to C.08.009.05
apply in respect of a designated
COVID-19 drug if the following
conditions are met:

(a) a notice of compliance has not been
issued under section C.08.004 or
C.08.004.01 in respect of the
designated COVID-19 drug; and

(b) Her Majesty in right of Canada has
entered into a contract for the
procurement of the designated COVID-
19 drug.

C.08.009.03

(1) The holder of an establishment
licence may import a designated
COVID-19 drug if the following
conditions are met:

(a) the Chief Public Health Officer
provides the Minister with

(i) information indicating that

(A) the designated COVID-19 drug is
the subject of a new drug submission
that was filed under section C.08.002,
or

(B) an application has been submitted
to a foreign regulatory authority to
authorize the sale of the designated
COVID-19 drug,

(ii) the name of the designated COVID-
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19 drug and a description of it,

(iii) the name and contact information
of the designated COVID-19 drug's
manufacturer,

(iv) information specifying the quantity
of the designated COVID-19 drug to be
imported,

(v) the name and contact information of
any holder of an establishment licence
who is proposed to be an importer of
the designated COVID-19 drug, and
(vi) the civic address of the place
where the designated COVID-19 drug
will be stored after importation;

(b) the holder provides the Minister
with

(i) the name and contact information of
each fabricator, packager/labeller and
tester of the designated COVID-19
drug and the civic address of each
building at which the designated
COVID-19 drug will be fabricated,
packaged/labelled or tested, specifying
for each building

(A) the activities referred to in Table I
to section C.01A.008 that apply to the
designated COVID-19 drug,

(B) the categories referred to in Table
I to that section that apply to the
designated COVID-19 drug, and

(C) for each category, the dosage form
classes, if any, and whether the
designated COVID-19 drug will be in a
sterile form, and

(ii) a certificate from an inspector

indicating that each fabricator's,

381

of tEk A

o FEU19 A7 of ok Az A
o5 % A=A

2 FskEE 2219 A% o FE
TEE AT AR

ok 229 AA ook FddAtR
AlRHEl G sl 7AARe} o] 53t AEA

vh 54§ =19 A4 oeFES u
Bt o) Fa
2. A7FAAT oA B 7 HE A

=3 4%

7} :/i1/}19 A7 ofekEe] b Az

2, EFAR/FA A L AlﬁUMA o]
7 A=A H ;’i‘/}19 217 o] oFsEo]

1) 21
C.01A.008

1~N ©

2)
g

Fol et AE 5ol

o @

ke el opE It

A



(b) the information referred to in
clauses (1)(b)(D)(A) to (C) that the
holder submitted in respect of the
building in their application for the
licence under section C.01A.005 or in
an application to amend the licence
under section C.01A.006, has not
changed.

(3) If the conditions set out in
subsection (1) are met, the Minister
shall send a letter to the Chief Public
Health Officer to that effect.
C.08.009.04

Sections A.01.040 and C.01.004.1,
subsection C.01A.004(1), section
C.01A.006 and Divisions 2 to 4, other
than the following provisions, do not
apply in respect of the importation,
under section C.08.009.03, of a
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designated COVID-19 drug by the
holder of an establishment licence:

(a) sections C.02.003.1, C.02.004 and
C.02.006, as they apply to the storage
of the designated COVID-19 drug by
the holder;

(b) subsection C.02.012(1);

(¢c) sections C.02.013 and C.02.014;
(d) section C.02.015, as it applies to
the storage and transportation of the
designated COVID-19 drug by the
holder;

(e) subsection C.02.021(1), as it
applies to the storage of the
designated COVID-19 drug by the
holder;

(f) subsection C.02.022(1);

(g) section C.02.023;

(h) subsection C.02.024(1);

(1) section C.03.013; and

(j) section C.04.001.1, as it applies to
the storage of the designated COVID-
19 drug by the holder.

C.08.009.05

Despite anything in these Regulations,
the holder of an establishment licence
may distribute a designated COVID-19
drug that they have imported under
section C.08.009.03 if the following
conditions are met:

(a) the Chief Public Health Officer
provides the Minister with the name of
the designated COVID-19 drug and the
civic address of the place where it will
be stored after the distribution; and
(b) the designated COVID-19 drug is
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distributed to a person who will store
it at that place.

Disclosure of Information in Respect of
Clinical Trials

C.08.009.1

(1) In sections C.08.009.2 and
C.08.009.3, information in respect of a
clinical trial means information in
respect of a clinical trial, within the
meaning of section C.05.001, that is
contained in a new drug submission, an
extraordinary use new drug
submission, an abbreviated new drug
submission or an abbreviated
extraordinary use new drug submission
for a new drug for human use filed
under section C.08.002, C.08.002.01 or
C.08.002.1 or in a supplement to any of
those submissions filed under section
C.08.003.

(2) For greater certainty, the definition
information in respect of a clinical trial
includes information that is contained
in a submission or supplement referred
to in that definition and that is in
respect of clinical testing involving
human subjects in regards to which an
application was filed under this
Division before September 1, 2001.
C.08.009.2

(1) Information in respect of a clinical
trial that is confidential business
information ceases to be confidential
business information when one of the
following circumstances occurs with

respect to the submission or
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supplement:

(a) the Minister issues a notice of
compliance under section C.08.004 or
C.08.004.01;

(b) in the case where the Minister
issues a notice to the manufacturer
under paragraph C.08.004(1)(b) or
C.08.004.01(1)(b) and the
manufacturer does not amend the
submission or supplement under
subsection C.08.004(2) or
C.08.004.01(2), the applicable period
referred to in the relevant subsection
expires;

(c) the Minister issues a notice to the
manufacturer under paragraph
C.08.004(3)(b) or C.08.004.01(3)(b).
(2) Subsection (1) does not apply to
information in respect of a clinical trial
that

(a) was not used by the manufacturer
in the submission or supplement to
support the proposed conditions of use
for the new drug or the purpose for
which the new drug is recommended;
or

(b) describes tests, methods or assays
that are used exclusively by the
manufacturer.

C.08.009.3

The Minister may disclose, without
notifying the person to whose business
or affairs the information relates or
obtaining their consent, any
information in respect of a clinical trial

that has ceased to be confidential
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business information.

Sale of New Drug for Emergency
Treatment

C.08.010

(1) The Minister may issue a letter of
authorization to a manufacturer of a
new drug authorizing the sale of a
specified quantity of the new drug for
human or veterinary use to a
practitioner, for use in the emergency
treatment of an animal or a person
under the care of that practitioner, if
(a) the practitioner provides the
following information to the Minister:
(i) the name of the new drug and
details concerning the medical
emergency for which the new drug is
required,

(ii) the quantity of the new drug that is
required,

(iii) subject to subsection (2), the
information in the possession of the
practitioner in respect of the use,
safety and efficacy of the new drug,
(iv) the name and the civic address of
the person to whom the new drug is to
be shipped, and

(v) any other information the Minister
may request to enable the Minister to
determine whether to issue the letter
of authorization;

(b) the practitioner agrees to

(1) provide a report to the
manufacturer of the new drug and to
the Minister describing the results

obtained following the use of the new
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drug to address the medical
emergency, including information
respecting any adverse drug reactions
observed by the practitioner, and

(ii) account to the Minister, on request,
for all quantities of the new drug
received;

(¢) in the case of a new drug for human
use, the person referred to in
subparagraph (a)(iv) is a practitioner
or a pharmacist; and

(d) in the case of a new drug for
veterinary use, the person referred to
in subparagraph (a)(iv) is a
practitioner, a pharmacist or a person
who may sell a medicated feed
pursuant to section C.08.012.

(2) Subparagraph (1)(a)(iii) does not
apply if the following conditions are
met:

(a) the sale of the new drug has been
authorized under subsection (1) to
address the same medical emergency
on at least one previous occasion;

(b) the European Medicines Agency or
the United States Food and Drug
Administration has authorized the sale
of the new drug without terms or
conditions, for the same use in its
jurisdiction; and

(c) the Minister has not cancelled the
assignment of a drug identification
number for the new drug under
paragraph C.01.014.6(2)(b) or (c) or
subsection C.01.014.6(3).

(3) [Repealed, SOR/2021-271, s. 4]
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(4) The letter of authorization must
contain the following information:

(a) the name of the practitioner to
whom the new drug may be sold;

(b) the name and the civic address of
the person to whom the new drug may
be shipped;

(c) the name of the new drug and the
medical emergency in respect of which
it may be sold; and

(d) the quantity of the new drug that
may be sold to the practitioner to
address the medical emergency.

(5) For the purposes of this section,
the practitioner is not required to know
the identity of the animal or the person
under the care of that practitioner at
the time the letter of authorization is
issued.

C.08.011

(1) Despite section C.08.002, the
manufacturer may sell a new drug in
accordance with a letter of
authorization issued under subsection
C.08.010(1).

(2) In the case of the sale under
subsection (1) of a new drug for
veterinary use that contains an active
pharmaceutical ingredient set out in
List A and that was not imported under
section C.08.011.2, an annual report
identifying the total quantity of the new
drug that was sold, including an

estimate of the quantity sold in respect

of each animal species for which the
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drug is intended, must be submitted to
the Minister by the manufacturer, if the
new drug was present in Canada at the

time of sale, otherwise by the

practitioner.

(3) The sale of a new drug made in @ A1l w2 2leke] el o)A
accordance with subsection (1) is = ol 25 AL W H o] 1A =
exempt from the provisions of the Act o] A8x x| ofgiry,

and these Regulations other than this

section.

(4) The annual report described in @ A2gd PAE A RudeE 9d
subsection (2) is for a period of one 1del gk RAolm, oefFo] A5 vl
calendar year and must be submitted H A A ARy B el
on or before March 31 of the year HeE 93] v 3 3€ 31471/ A=
following the calendar year covered by | % ofoF gt}

the report, beginning with the first full

calendar year during which the drug is

first sold.

C.08.011.1 #C.08.011.1=

(1) The Minister may issue a letter of D v 7z} 39 xHo] F =5+
authorization to the manufacturer of a B AT dld Aleke d]dsizkaAt
new drug authorizing the holder of an 7F AAE B FEE Aok B 4
establishment licence to import a T THsE S Frkete sUMAE
specified quantity of the new drug for Aok Az A o A B =

human or veterinary use, if the

following conditions are met:

(a) the manufacturer provides the 1. A&7 oAl o 2 5o A
following information to the Minister: s BF A=

(i) the name of the new drug and 7F Aleke] o] 53 Y Aloks st
details concerning the medical = o5F vt Bk AFAE
emergency for which the new drug will

be imported,

(ii) the quantity of the new drug to be U, sty = Aleke] S5

imported,

(iii) the name of the holder of an th AokE FUE I8 ol&

establishment licence who will import

Mt A EolobE 4
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the new drug,

(iv) the civic address of the facility
where the new drug is to be stored in
Canada, and

(v) any other information the Minister
may request to enable the Minister to
determine whether to issue the letter
of authorization;

(b) the establishment licence
authorizes the importation of a new
drug in the same category as the one
to be imported; and

(c) the quantity that is to be imported
does not exceed the amount that the
Minister determines is likely to be
required to address the medical
emergency.

(2) [Repealed, SOR/2021-271, s. 5]

(3) The letter of authorization must
contain the following information:

(a) the name of the new drug and the
medical emergency in respect of which
the letter is issued;

(b) the quantity of the new drug that
may be imported to address the
medical emergency;

(c) the name of the holder of an
establishment licence who is
authorized to import the new drug; and
(d) the civic address of the facility
where the new drug is to be stored in
Canada.

C.08.011.2

(1) Despite subsection C.01A.004(1),

the holder of an establishment licence
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may import a new drug in accordance
with a letter issued under subsection
C.08.011.1(1).

(2) Section C.01A.006 and Divisions 2
to 4, except for the following
provisions, do not apply to the
importation of a new drug referred to
in the letter of authorization:

(a) sections C.02.003.1 and C.02.004,
as they apply to the storage of the new
drug by the holder of an establishment
licence;

(b) section C.02.006, as it applies to
the storage of the new drug by the
holder of an establishment licence;

(c) subsection C.02.012(1);

(d) sections C.02.013 and C.02.014;
(e) section C.02.015, as it applies to
the storage and transportation of the
new drug by the holder of an
establishment licence;

(f) subsection C.02.021(1), as it applies
to the storage of the new drug by the
holder of an establishment licence;

(g) subsection C.02.022(1);

(h) section C.02.023;

(i) subsection C.02.024(1);

(j) section C.03.013; and

(k) section C.04.001.1, as it applies to
the storage of the new drug by the
holder of an establishment licence.
C.08.011.3

(1) Despite section C.08.002, the
holder of an establishment licence who
imports a new drug under section
C.08.011.2 may distribute a new drug
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in accordance with a letter of
authorization issued under subsection
C.08.010(1).

(2) The holder of an establishment
licence who distributes to a
practitioner, in accordance with
subsection (1), a new drug for
veterinary use that contains an active
pharmaceutical ingredient set out in
List A must submit to the Minister an
annual report identifying the total
quantity of the new drug that was
distributed, including an estimate of
the quantity distributed in respect of
each animal species for which the drug
is intended.

(3) The distribution of a new drug
made in accordance with subsection
(1) is exempt from the provisions of
the Act and these Regulations other
than this section.

(4) The annual report described in
subsection (2) is for a period of one
calendar year and must be submitted
on or before March 31 of the year
following the calendar year covered by
the report, beginning with the first full
calendar year during which the drug is
first distributed.

Sale of Medicated Feeds

C.08.012

(1) Notwithstanding anything in this
Division, a person may sell, pursuant
to a written prescription of a
veterinary practitioner, a medicated
feed if
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(a) as regards the drug or drugs used
as the medicating ingredient of the
medicated feed,

(1) the Minister has assigned a drug
identification number pursuant to
section C.01.014.2, or

(ii) the sale is permitted by section
C.08.005, C.08.011 or C.08.013;

(b) the medicated feed is for the
treatment of animals under the direct
care of the veterinary practitioner who
signed the prescription;

(c) the medicated feed is for
therapeutic purposes only; and

(d) the written prescription contains
the following information:

(i) the name and address of the person
named on the prescription as the
person for whom the medicated feed is
to be mixed,

(i1) the species, production type and
age or weight of the animals to be
treated with the medicated feed,

(iii) the type and amount of medicated
feed to be mixed,

(iv) the proper name, or the common
name if there is no proper name, of the
drug or each of the drugs, as the case
may be, to be used as medicating
ingredients in the preparation of the
medicated feed, and the dosage levels
of those medicating ingredients,

(v) any special mixing instructions, and

(vi) labelling instructions including
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(A) feeding instructions,

(B) a warning statement respecting the
withdrawal period to be observed
following the use of the medicated
feed, and

(C) where applicable, cautions with
respect to animal health or to the
handling or storage of the medicated
feed.

(2) For the purpose of this section,
medicated feed has the same meaning
as in the Feeds Regulations.
Experimental Studies

Conditions of Sale

C.08.013

(1) Notwithstanding anything in this
Division, a person may sell a new drug
proposed for use in animals to an
experimental studies investigator in a
qguantity specified by the Minister for
the purpose of conducting an
experimental study in animals if

(a) the experimental studies
investigator has been issued an
experimental studies certificate
pursuant to subsection C.08.015(1) and
the certificate has not been suspended
or cancelled pursuant to section
C.08.018; and

(b) the drug is labelled in accordance
with subsection C.08.016(1).

(2) For the purposes of this section
and sections C.08.014 to C.08.018,

experimental studies certificate means

a certificate issued pursuant to
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subsection C.08.015(1);
experimental studies investigator AHAT AFA S AAF SHA o] o
means a person named as the TAZ PAE ALES dek

investigator in an experimental studies

certificate;

experimental study means a limited AHATd AT AFA7F 555 O
test of a new drug in animals carried Ao g AlokS AghH o7 AlgslE A
out by an experimental studies = e

investigator.

Experimental Studies Certificate AYAT FHA

C.08.014 #C.08.014%

(1) For the purpose of obtaining an O AHAL AFAF ATAE g
experimental studies certificate, an oHE A ve 4 59 AR 2 25
applicant shall submit to the Minister, E AMEor Zyo| A AE3sFolok st}
in writing, the following information

and material:

(a) the brand name of the new drug or 1. AloFe] AEw = Aloko] s A<t
the identifying name or code proposed H AEy = I

for the new drug;

(b) the objectives and an outline of the 2. 21k st Aote AFAFe] Hix
proposed experimental study of the 2 e

new drug;

(c) the species, number and production | 3. A1¢f& FoJst & F 4 2 At
type of animals in respect of which the | %

new drug is to be administered;

(d) the name and address of the 4. Aef A xPAe ol T4
manufacturer of the new drug;
(e) the address of the premises in 5. A AR} AAE Al R FA

which the experimental study is to be

conducted;

(f) a description of the facilities to be 6. AdAT sl AHEE A Aol gt
used to conduct the experimental A7

study;

(g) the name, address and 7. AjtE APAS AFAY o]F, F4i
qualifications of the proposed 9 214

experimental studies investigator;

Mt A EolobE 4
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(h) the chemical structure, if known, 8. 88 Fx7F 4R
and the relevant compositional g a qleke] A A
characteristics of the new drug;
(i) the proposed quantity of the new 9. AglAF ALgE Aleko] Aot 7F

drug to be used for the experimental

study;
(j) the results of any toxicological or 10. Alefo g FAHULS F U+= BE
pharmacological studies that may have =X = kg At Ay

been conducted with the new drug;

(k) the written agreement referred to 11. A28l AxH A Al 2FA

in subsection (2); and

(1) such other information and material 12. &Aool a+el= 7|eF AH 2 2 m
as the Minister may require.

(2) Where a food-producing animal is @ 2% AAE FEo] AP 2rol
involved in an experimental study, the A=A A1) AHJAS AFEAF F
applicant referred to in subsection (1) HAE A7) H8 s=9 AFA B
shall, for the purposes of obtaining an ALY HEHS Rt A= RE A

experimental studies certificate, obtain | AT AFAFe] ALA 52 flol= T
= [e)

from the owner of the animals, or from | & & I AiES dvjshA| LA
a person authorized by the owner, a © AH oA E Wofof g

written agreement not to sell the

animal or any products from it without

prior authorization from the

experimental studies investigator.

(3) The Minister may request the @ a2 Aok A=Yl Al AleF =
manufacturer of a new drug to submit = AR Ay T srel Fae] &
to him samples of the new drug or of Tl ARE AA FAY HoRE A
any ingredient of the drug and, in Zoles 94T 4 o, e AE
satisfactory form and manner, any e AHE AESSHA R AFoles A
other information that the Minister HAT AS5Ae Tg5E AR F Ak

requests and where such samples or
information are not submitted, the
Minister may refuse to issue an
experimental studies certificate.
C.08.015 AC.08.0156%

(1) Where, on receipt of the D AC.08.014z0) we} Al=¥ HH 2
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information and material submitted
pursuant to section C.08.014, the
Minister has determined that

(a) the applicant is qualified as an
experimental studies investigator for
the purposes of the proposed
experimental study,

(b) the facilities for the conduct of the
experimental study are adequate for
the purposes of the proposed
experimental study, and

(c) the proposed experimental study
can be conducted without undue
foreseeable risk to humans or animals,
the Minister shall issue an
experimental studies certificate for the
purposes of the proposed experimental
study and shall specify therein the
quantity of the new drug that may be
sold to the experimental studies
investigator.

(2) If, on receipt of the information and
material submitted under section
C.08.014, the Minister determines that
the requirements of paragraphs (1)(a),
(b) and (c) have not been met, the
Minister shall refuse to issue an
experimental studies certificate.
Labelling

C.08.016

(1) The label of a new drug that is sold
pursuant to section C.08.013 shall
show

(a) the brand name of the new drug or
the identifying name or code proposed

for the new drug;
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(b) a warning statement to the effect
that the drug is for use only in an
experimental study in animals;

(c) the lot number of the drug;

(d) the name and address of the
manufacturer of the drug; and

(e) the name of the person to whom
the drug has been supplied.

(2) Sections C.01.004, C.01.005 and
C.01.014 do not apply to a drug that is
sold pursuant to section C.08.013 and
labelled in accordance with subsection
(1.

Conditions of Experimental Study
C.08.017

An experimental studies investigator
shall

(a) use the new drug only in
accordance with the outline of the
experimental study;

(b) report immediately to the Minister
all serious adverse drug reactions
associated with the use of the new
drug;

(c) report promptly to the Minister, on
request, the results of the
experimental study;

(d) return to the manufacturer, on
request, all quantities of the new drug
not used in the experimental study;
(e) maintain all records of the
experimental study for a period of at
least two years after the conclusion of
the study and, on request, make such
records available to the Minister;

(f) report promptly to the Minister any
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known disposition of animals involved
in the study or of any products from
the animals that is contrary to the
terms of the agreement referred to in
subsection C.08.014(2); and

(g) account to the Minister, on request,
for all quantities of the new drug
received by him.

Suspension or Cancellation of
Experimental Studies Certificate
C.08.018

(1) If the Minister determines that it is
necessary in order to safeguard animal
health or public health or to promote
public safety, he or she may suspend
for a definite or indefinite period or
cancel an experimental studies
certificate.

(2) Without limiting the generality of
subsection (1), the Minister may
suspend or cancel an experimental
studies certificate if

(a) the information and material
submitted pursuant to section C.08.014
contains an untrue statement or
contains any omission concerning the
properties of the drug that were known
or ought reasonably to have been
known to the manufacturer or the
experimental studies investigator;

(b) the labelling of the new drug is, at
any time, false, misleading, deceptive
or incomplete;

(c) the qualifications of the
experimental studies investigator

prove to be inadequate;
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(d) there is evidence that the
experimental studies investigator has
not complied with the conditions
referred to in section C.08.017; or

(e) an action of the manufacturer in
respect of the new drug has resulted in
his conviction for a violation of section
C.08.002.

DIVISION 9 Non-prescription Drugs
C.09.001

This Division does not apply to

(a) a drug that is required by these
Regulations or the Narcotic Control
Regulations to be sold only on
prescription; or

(b) a drug for use exclusively in
animals.

Analgesics

General

C.09.010

No manufacturer or importer shall,
after June 30, 1986, sell a drug for
analgesia that contains a combination
of

(a) a salt or derivative of salicylic acid
with another salt or derivative of
salicylic acid or with salicylamide; or
(b) acetaminophen with a salt or
derivative of salicylic acid or with
salicylamide.

C.09.011

Each label of a drug that is intended
for internal use and contains
acetaminophen, salicylic acid or a salt
or derivative thereof shall, after June

30, 1986, carry a caution
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(a) to consult a physician if the
underlying condition requires
continued use for more than five days;
and

(b) that it is hazardous to exceed the
maximum recommended dose unless
advised by a physician.

C.09.012

Each label of a drug that is intended
for internal use and contains salicylic
acid or a salt or derivative thereof
shall after June 30, 1986, carry a
warning statement to consult a
physician before taking the drug during
the last three months of pregnancy or
when nursing.

Acetaminophen

C.09.020

(1) The adult standard dosage unit of
acetaminophen shall be 325 mg.

(2) The children's standard dosage
units of acetaminophen shall be 80 mg
or 160 mg.

C.09.021

(1) In this Division, acetaminophen

product means a drug that contains

(a) acetaminophen as a single
medicinal ingredient; or

(b) acetaminophen in combination with
caffeine.

(2) No manufacturer or importer shall
sell an acetaminophen product unless it
meets the requirements of this
Division.

(3) [Repealed, SOR/90-587, s. 5]
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C.09.022

(1) Subject to subsections (2) to (4), an
acetaminophen product sold in the
form of a tablet, capsule or other solid
dosage form intended for oral
administration shall contain one adult
standard dosage unit of acetaminophen
per individual dosage form.

(2) An acetaminophen product in the
form of a tablet, capsule or other solid
dosage form intended for oral
administration may contain 500 mg of
acetaminophen per individual dosage
form if it has a label that states that it
is not a standard dosage unit product.
(3) An acetaminophen product sold in
the form of a tablet, capsule or other
solid dosage form that is intended for
oral administration may contain 325 mg
of acetaminophen for immediate
release and another 325 mg for
subsequent release, if it has a label
that states that it is not a standard
dosage unit product.

(4) An acetaminophen product sold in
the form of a tablet, capsule or other
solid dosage form that is intended for
oral administration and that is specially
recommended for children shall contain
one children's standard dosage unit of
acetaminophen per individual dosage
form.

(5) An acetaminophen product in the
form of a liquid that is intended to be
taken as drops and that is specially

recommended for children shall contain
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one children's standard dosage unit of
acetaminophen per millilitre of the
product.

(6) A package of an acetaminophen
product described in subsection (5)
shall be accompanied by a measuring
device capable of accurately delivering
0.5 mL of the product.

(7) An acetaminophen product in the
form of a liquid that is not intended to
be taken as drops and that is specially
recommended for children shall contain
one children's standard dosage unit per
teaspoon of the product.

(8) An acetaminophen product in the
form of a liquid shall contain one adult
standard dosage unit of acetaminophen
per teaspoon of the product.
Salicylates

C.09.030

(1) The adult standard dosage unit of a
salicylate shall be

(a) in the case of acetylsalicylic acid,
sodium salicylate and magnesium
salicylate, 325 mg; and

(b) in the case of choline salicylate,
435 mg.

(2) The children's standard dosage unit

of a salicylate shall be

(a) in the case of acetylsalicylic acid,
sodium salicylate and magnesium
salicylate, 80 mg; and

(b) in the case of choline salicylate,
110 mg.

C.09.031

(1) In this Division, salicylate product
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means a drug that contains

(a) a salt or derivative of salicylic acid
as a single medicinal ingredient;

(b) a salt or derivative of salicylic acid
in combination with caffeine;

(c) a salt or derivative of salicylic acid
in combination with one or more
buffering agents or antacids; or

(d) a salt or derivative of salicylic acid
in combination with caffeine and one or
more buffering agents or antacids.

(2) No manufacturer or importer shall
sell a salicylate product after June 30,
1986 unless it meets the requirements
of this Division.

(3) No manufacturer or importer shall,
until June 30, 1986, sell a salicylate
product in a dosage unit other than one
mentioned in this Division, unless the
salicylate product was legally available
for sale in Canada on February 1,
1984.

C.09.032

(1) Subject to subsections (2) and (3)
and section C.09.035, a salicylate
product in the form of a tablet, capsule
or other solid dosage form intended for
oral administration shall contain one
adult standard dosage unit of a
salicylate per individual dosage form.
(2) A salicylate product in the form of
a tablet, capsule or other solid dosage
form intended for oral administration

may contain

(a) 500 mg of acetylsalicylic acid,
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sodium salicylate or magnesium
salicylate, or

(b) 670 mg of choline salicylate

per individual dosage form if it has a
label that states that it is not a
standard dosage unit product.

(3) A salicylate product in the form of
a tablet, capsule or other solid dosage
form intended for oral administration
may contain

(a) two adult standard dosage units of
a salicylate per individual dosage form
if the label of the salicylate product
states that each individual dosage form
contains two adult standard dosage
units; and

(b) three adult standard dosage units of
a salicylate per individual dosage form
if the label of the salicylate product
states that each individual dosage form
contains three adult standard dosage
units.

C.09.033

(1) Subject to subsection (2), a
salicylate product in the form of a
liquid shall contain one adult standard
dosage unit of a salicylate per
teaspoon.

(2) A salicylate product in the form of
a liquid may contain

(a) two adult standard dosage units of
a salicylate per teaspoon if the label of
the salicylate product states that each
teaspoon of the product contains two
adult standard dosage units; and

(b) three adult standard dosage units of

405

1. opA g atg] Ak, A AU ER T
A A2l )4 500 7] 13
2. FHAE AR 6708 8] 1

#C.09.033x

@ Aol wel oA Weje] el
A AFAE 1 EAEG 1090 A4
A Q) HE 8 97 FhHolof

gt

—_>‘4—"4
oo ofh
=
met o,
>
>,
)
>
>
2
i
rlo

do ool N ©
ﬁiﬁmz}ou%
:
jg_“imlm
lo

o X%

o &
K
ok
>~ :
re
o

Mt A EolobE 4



Q SR A @ AMIAE A 2 e

a salicylate per teaspoon if the label of
the salicylate product states that each
teaspoon of the product contains three
adult standard dosage units.

C.09.034

A salicylate product that is claimed to
be buffered shall provide at least 1.9
milliequivalents of acid neutralizing
capacity per adult standard dosage unit
of a salicylate.

C.09.035

A salicylate product in the form of a
tablet, capsule or other solid dosage
form intended for oral administration
and that is specially recommended for
children shall contain one children's
standard dosage unit of a salicylate per
individual dosage form.

DIVISION 10 Access to Drugs in
Exceptional Circumstances

C.10.001

(1) The following definitions apply in
this section and in section C.10.002.
foreign regulatory authority means a
government agency or other entity
outside Canada that has a legal right to
control the manufacturing, use or sale
of drugs within its jurisdiction.

public health official means

(a) the Chief Public Health Officer
appointed under subsection 6(1) of the
Public Health Agency of Canada Act;
(b) the Chief Medical Officer of Health,
or equivalent, of a province;

(c) the Surgeon General of the
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Canadian Armed Forces; or

(d) the Chief Medical Officer of Public | 4. 5% AMu]2~ FA9 i FFH
Health for the Department of olxm Aoz}

Indigenous Services.

(2) Despite sections A.01.040 and @ AA.01.040% % AC.01.004.1z %=
C.01.004.1, any person who holds an S ska, 9 Ok%gl % ’51 7V o
establishment licence that authorizes e 0%7};4 A= Og 7 3o 2o £
the importation of a drug may importa | & 49 #C.08.004x% F&= A

drug for which a notice of compliance C.08.004.01z0°l w2} H3gH A7} vt
has not been issued under section y= ] FAAY AC.01.014.224] 130

C.08.004 or C.08.004.01, or for which mef o] okE AWM ST o] ok
a drug identification number has not ook S s 4 At}

been assigned under subsection
C.01.014.2(1), if the following

conditions are met:

(a) a public health official has, within 1L 3Ry Fdol At 1 ol
the past year, notified the Minister in oA v 24 B AW A% 4
writing of -

(i) an urgent public health need for the | 7} T&A WA i JFES FA
immediate use of the drug within their AbgoF st 1Est ¥ Hage] 2
jurisdiction, and 84

(ii) the intended use or purpose of the U, ook ory 8% e 3
drug;

(b) the drug is authorized by a foreign 2. G oJekE L nt AQA = H
regulatory authority in the United HAgte o= A F=ro] AlE 5o
States, Switzerland or the European AgE A sdst 85 & 5402
Union to be sold for the same use or Hrfst s FAd A5

purpose as that described under

subparagraph (a)(ii);

(c) the drug is in the same category as 3. 3lF 9o ekEo] glo]l AV HFH H

the category for which the licence was | ¢ A3t Wl &= 45

issued;

(d) the drug is imported directly from 4. 3T efFo] o= A Gl 9|
the country in which it is authorized to | v &7}& ¥ Z7boll A AH FY=

be sold by the foreign regulatory = A5

authority; and
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(e) the drug is one for which the
following information is set out in the
List of Drugs for an Urgent Public
Health Need that is published by the
Government of Canada on its website,
as amended from time to time:

(i) brand name,

(ii) medicinal ingredients,

(ii1) dosage form,

(iv) strength,

(v) route of administration, and

(vi) identifying code or number, if any,
assigned in the country in which the
drug was authorized for sale.

(3) Sections C.01A.006 and C.01A.007
do not apply in respect of the
importation of a drug under subsection
(2).

(4) For greater certainty, a licensee
may, despite subsection C.01A.004(1),
import a drug under subsection (2)
without having their licence amended
under section C.01A.006.

(5) Divisions 2 to 4, other than the
following provisions, do not apply to
the importation of a drug under
subsection (2):

(a) sections C.02.003.1 and C.02.004
as they apply to the storage of the
drug by the licensee;

(b) section C.02.006;

(c) subsection C.02.012(1);

(d) sections C.02.013 and C.02.014;
(e) section C.02.015 as it applies to the
storage and transportation of the drug

by the licensee;
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(f) subsection C.02.021(1) as it applies
to the storage of the drug by the
licensee;

(g) subsection C.02.022(1);

(h) section C.02.023;

(i) subsections C.02.024(1) and
C.02.025(1);

(j) section C.03.013; and

(k) section C.04.001.1 as it applies to
the storage of the drug by the
licensee.

C.10.002

(1) A sale of a drug that is imported
under subsection C.10.001(2) is
exempt from the provisions of these
Regulations only if the drug is sold to a
person within the jurisdiction of a
public health official who has notified
the Minister as described in paragraph
C.10.001(2)(a), for use in respect of
the same urgent public health need for
which it was imported.

(2) Any person who wholesales such a
drug must hold an establishment
licence to wholesale a drug in the
same category and despite subsection
(1), the following provisions apply in
respect of the wholesale:

(a) sections C.02.003.1 and C.02.004
as they apply to the storage of the
drug by the licensee;

(b) section C.02.006 as it applies to the
storage of the drug by the licensee;
(c) subsection C.02.012(1);

(d) section C.02.013;

(d.1) section C.02.014;
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(e) section C.02.015 as it applies to the
storage and transportation of the drug
by the licensee;

(e.1) subsection C.02.021(1) as it
applies to storage;

(f) subsection C.02.022(1);

(f.1) [Repealed, SOR/2023-247, s. 7]

(g) section C.02.023; and

(h) subsection C.02.024(1).

C.10.003

Every licensee who imports a drug
under subsection C.10.001(2) must
notify the Minister within 15 days after
the day on which it is imported by
providing the following information:

(a) the name, title and contact
information of the person who
imported the drug;

(b) the brand name of the drug;

(c) the medicinal ingredients, strength,
dosage form and route of
administration of the drug and any
identifying code or number assigned to
it in the country in which it was
authorized for sale;

(d) the name of the country from which
the drug was imported; and

(e) the total quantity of the drug
imported.

C.10.004

(1) The following definitions apply in
this section and in sections C.10.005 to
C.10.011.

designated drug means a drug that is

set out in the List of Drugs for

5. 37FF 5] o ofE
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Exceptional Importation and Sale.
drug means any of the following drugs QokEoldt U3 7 zof dIst= <A
for human use: & oS wIt
(a) drugs included in Schedule I, 1I, 111, 1. TASEH, ¥HE LILI IV B
IV or V to the Controlled Drugs and Vol xZ3she oF&
Substances Act;
(b) prescription drugs; 2. AvF ook
(c) drugs that are listed in Schedule C 3. Heol ¥ C T+ ¥ Do yEd
or D to the Act; and o) oFF
(d) drugs that are permitted to be sold | 4. A7 §lo] ujst 4= YAk 2]A}2]
without a prescription but that are to A Stollwk T = gl oo
be administered only under the
supervision of a practitioner.
foreign regulatory authority has the L= A F=olek A|C.10.001x# 13+

same meaning as in subsection
C.10.001(1).

List of Drugs for Exceptional
Importation and Sale means the List of
Drugs for Exceptional Importation and
Sale that is published by the
Government of Canada on its website,
as amended from time to time.

(2) In sections C.10.006 and C.10.009,
batch certificate, fabricate, MRA
country, package/label and recognized
building have the same meanings as in
subsection C.01A.001(1).

C.10.005

(1) The Minister may add a drug to the

List of Drugs for Exceptional
Importation and Sale only if the
Minister has reasonable grounds to
believe that

(a) there is a shortage or risk of
shortage of another drug for which a

notice of compliance has been issued
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under section C.08.004 or C.08.004.01
or for which a drug identification
number has been assigned under
subsection C.01.014.2(1); and

(b) the drug to be added to that list can
be substituted for the drug referred to
in paragraph (a).

(2) In subsection (1), shortage has the
same meaning as in section C.01.014.8.
C.10.006

(1) A person who holds an
establishment licence that authorizes
the importation of a drug may import a
designated drug if the following
conditions are met:

(a) the licensee provides the Minister,
electronically in a format specified by
or acceptable to the Minister and not
later than the third business day before
the day on which the designated drug
is imported, with a notification that
contains the following information:

(i) the licensee's name and contact
information,

(ii) the name and contact information of
each fabricator, packager/labeller and
tester of the designated drug and the
address of each building in which it is
fabricated, packaged/labelled or
tested,

(iii) in respect of the designated drug,

(A) its brand name,

(B) its medicinal ingredients,
(C) its dosage form,

(D) its strength,
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(E) its route of administration, 5) 7o A=

(F) its identifying code or number, if 6) ) 7S W Il A FojH
any, assigned in the country in which it | 2 ZE= TEE= H3I7F 9 29 G
is authorized for sale, and Eiass

(G) a detailed description of its 7) AHE z=7def gk A A
conditions of use,

(iv) the intended port of entry into gk Auct d= oAA g

Canada,

(v) the estimated date of arrival of the a2 o ekEe] wiE o Y

shipment of the designated drug, and
(vi) the total quantity of the designated | B}, vl AFH IHo| F=Ustax}t 3}
drug that is intended to be imported on | & A& | efEo] F +7

the date referred to in subparagraph

(v);
(b) the designated drug is authorized to | 2. XA ¢]¢kEo] &g A Yo o=
be sold by a foreign regulatory A ke os) #uf F7E we A

authority within its jurisdiction; 5
(c) the designated drug is in the same 3. A
category as the category for which the o} FYs3k

establishment licence was issued;

(d) the following information is set out 4. A o]oFEy Tdsle] EY 9 W
in the List of Drugs for Exceptional ol o] okE HFo thg ZF Hol AR
Importation and Sale in respect of the 7F WAlE S

designated drug:
(i) the licensee's name, 7h 17 S A ol

(ii) the information referred to in U AlasgE5DEEH 6)o Adad AR
clauses (a)(iiD)(A) to (F),
(iii) the name of the foreign regulatory ok A2so] AFH Q= fA 7T o

authority referred to in paragraph (b), =

and

(iv) the date after which it may no 2t o ol o] Erkst Gt
longer be imported;

(e) the lot number of the designated 5. A

drug is set out in the list referred to in o <l
paragraph (d), if applicable; 7 5-o kg
(f) the total quantity of the designated 6. 37 SEA7F FA= A o ekE
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drug that the licensee imports does not
exceed the maximum limit specified in
the list referred to in paragraph (d) in
respect of the drug, if applicable;

(g) the designated drug is imported on
or before the date referred to in
subparagraph (d)(iv); and

(h) the licensee has prepared a plan
that specifies the measures to be taken
in order for the licensee to comply
with section C.10.011.

(2) In subsection (1), business day
means a day other than

(a) a Saturday; or

(b) a Sunday or other holiday.
C.10.007

Sections A.01.040, A.01.044 and
C.01.004.1 do not apply in respect of
the importation, under section
C.10.006, of a designated drug by a
person who holds an establishment
licence.

C.10.008

(1) Subject to sections C.10.009 and
C.10.010, a sale of a designated drug
that is imported under section
C.10.006 is exempt from the following
provisions:

(a) sections A.01.015, A.01.017 and
A.01.051; and

(b) the provisions of Part C other than
(i) sections C.01.016, C.01.017,
C.01.019 to C.01.020.1, C.01.040.3 to
C.01.049.1 and C.01.051,

(ii) the provisions of Divisions 1A and

414
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2, and

(iii) this section and sections C.10.009
to C.10.011.

(2) For greater certainty, for the
purposes of section C.01.016, the
manufacturer of a designated drug is
required to comply only with the
requirements set out in sections
C.01.017 and C.01.019 in respect of
the drug.

(3) Subsections (1) and (2) cease to
apply in respect of the sale of a
designated drug on its expiration date.
C.10.009

(1) Section C.02.019 does not apply to
a person who holds an establishment
licence in respect of a designated drug
that they import under section
C.10.006.

(2) The licensee shall perform the
finished product testing on a sample of
the designated drug that is taken either
(a) after receipt of each lot or batch of
the designated drug on their premises
in Canada; or

(b) before receipt of each lot or batch
of the designated drug on their
premises in Canada if the following
conditions are met:

(i) the licensee has evidence
satisfactory to the Minister to
demonstrate that lots or batches of the
designated drug sold to them by the
vendor of the lot or batch are
consistently manufactured in

accordance with and consistently
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comply with the specifications for that
drug, and

(ii) the designated drug has not been
transported or stored under conditions
that may affect its compliance with the
specifications for that drug.

(3) In subsection (2), a reference to
specifications is a reference to the
specifications with which the
designated drug is required to comply
within the jurisdiction of the foreign
regulatory authority referred to in
paragraph C.10.006(1)(b).

(4) If the licensee receives on their
premises in Canada a lot or batch of a
designated drug whose useful life is
more than 30 days, they shall visually
inspect the lot or batch to confirm the
identity of the product.

(5) Subsections (2) and (4) do not
apply to the licensee if the designated
drug is fabricated, packaged/labelled
and tested in an MRA country at a
recognized building and the following
conditions are met:

(a) the address of the building is set
out in their establishment licence; and
(b) they retain a copy of the batch
certificate for each lot or batch of the
designated drug that they receive for
at least one year after the expiration
date of the lot or batch.

(6) In this section, specifications has
the same meaning as in section
C.02.002.

C.10.010
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(1) A person who holds an
establishment license and who imports
a designated drug under section
C.10.006 is required to comply with
paragraphs C.02.020(1)(a), (b) and (d)
in respect of the drug but is not
required to maintain the records
referred to in those paragraphs on
their premises in Canada.

(2) The Minister may request that the
licensee provide to the Minister any of
the records referred to in paragraphs
C.02.020(1)(a), (b) or (d) in respect of
the designated drug.

(3) The licensee shall provide the
requested records electronically in a
format specified by or acceptable to
the Minister within the time limit
specified by the Minister.

C.10.011

(1) A person who holds an
establishment licence shall not sell a
designated drug that they imported
under section C.10.006 unless they
ensure that the information referred to
in clause C.10.006(1)(a)(iD(G) is
available in English and French and in
a manner that permits the safe use of
the drug.

(2) The licensee shall ensure that the
information is available in accordance
with subsection (1) until at least the
end of the day on the latest expiration
date of the designated drug that they
imported.

DIVISION 11 Public or Canadian Armed
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KL%

Forces Health Emergencies — Drugs
for Immediate Use or Stockpiling
C.11.001

(1) The following definitions apply in
this Division.

foreign regulatory authority has the
same meaning as in subsection
C.10.001(1).

initial public health official means the
public health official named in an
authorization issued under subsection
C.11.003(1).

public health official means

(a) the Chief Public Health Officer
appointed under subsection 6(1) of the
Public Health Agency of Canada Act;
(b) the Chief Medical Officer of Health,
or equivalent, of a province;

(c) the Medical Officer of Health, or
equivalent, of a municipality;

(d) the Surgeon General of the
Canadian Armed Forces; or

(e) the Chief Medical Officer of Public
Health for the Department of
Indigenous Services.

subsequent public health official means
any public health official, other than
the initial public health official, who
obtains the quantity of a drug, or a
portion of the quantity, that is specified
in an authorization issued under
subsection C.11.003(1).

(2) This Division applies to a drug for
human use in dosage form for which a

drug identification number has not been
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assigned under subsection C.01.014.2(1)
or for which a notice of compliance has
not been issued under section C.08.004 or
C.08.004.01, including drugs that have
ceased to be considered to be natural
health products by virtue of subsection
103.15(2) of the Natural Health Products
Regulations.

C.11.002

(1) In order to address an actual,
imminent or potential emergency,
event or incident affecting public
health or the health of members of the
Canadian Armed Forces, a public
health official may, on application to
the Minister, obtain an authorization
that permits a drug manufacturer to
sell a specified quantity of a drug to
the public health official, for immediate
use or stockpiling or both.

(2) The application must

(a) set out the name of the public
health official and include information
setting out how they may be contacted
at any time;

(b) set out the name of the
manufacturer and include information
setting out how they may be contacted
at any time;

(c) describe the emergency, event or
incident;

(d) state whether the drug is for

immediate use or stockpiling or both;

(e) describe the use of the drug that is
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intended to address the emergency,
event or incident;

(f) set out the civic address of the
place to which the drug is to be
shipped by the manufacturer;

(g) set out the following information
about the drug:

(i) its brand name, if any, and either its
proper name, common name and
chemical name or its identifying name,
code, number or mark,

(i1) its medicinal ingredients,

(iii) its strength,

(iv) its dosage form,

(v) the recommended dosage for the
use described under paragraph (e),
(vi) its recommended route of
administration,

(vii) the indications that have been
approved by any foreign regulatory
authority, if applicable,

(viii) its contraindications,

(ix) a summary of its safety profile,
and

(x) the recommended storage
conditions for the drug;

(h) specify the quantity of the drug
required to address the emergency,
event or incident;

(1) include a statement by the public
health official, accompanied by
supporting information or documents,
attesting that

(i) there is an actual, imminent or
potential emergency, event or incident
affecting public health or the health of
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the members of the Canadian Armed
Forces that is likely to result, in
humans, in a serious or life—
threatening disease, disorder or
abnormal physical state,

(i) immediate action is or would likely
be required to diagnose, treat, mitigate
or prevent the disease, disorder or
abnormal physical state or its
symptoms,

(iii) conventional therapies, if any,
have failed, are unsuitable or are
unavailable in Canada at the time the
application is made, and

(iv) the known and potential benefits
associated with the use of the drug
described under paragraph (e)
outweigh the known and potential risks
associated with that use;

() include any information or document
available to the public health official
concerning the safety, efficacy and
quality of the drug in respect of the
use described under paragraph (e),
including information published in a
medical or scientific journal; and

(k) set out the following information, if
known by the public health official:

(i) the names of the foreign regulatory
authorities that have authorized the
sale of the drug in their jurisdictions
for the same use as that described
under paragraph (e),

(ii) the names of the foreign regulatory
authorities that have received an

application for authorization to sell the
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drug in their jurisdictions for the use
described under paragraph (e) but that
have not yet made a decision in
respect of that application at the time
the public health official makes the
application under subsection (1), and
(iii) the names of the foreign
regulatory authorities that have
refused to authorize the sale of the
drug in their jurisdictions for any use,
as well as the reason for the refusal.
(3) The public health official must
provide the Minister with any
additional information or document that
the Minister determines is necessary
for the purpose of reviewing the
application, by the date specified by
the Minister.

C.11.003

(1) The Minister may, after review of
the application, issue an authorization
to a manufacturer authorizing the sale
of a specified quantity of the drug to
the public health official for the use
described in the application.

(2) In reviewing the application, the
Minister must consider whether there
is an alternative mechanism that would
address the emergency, event or
incident.

(3) The authorization must

(a) set out the date of issue;
(b) set out the name and contact
information of the public health official;

(c) set out the name and contact
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information of the manufacturer; of &

(d) describe the emergency, event or 4. WS AFA B AMLE A5}

incident; of &

(e) state whether the drug is for 4. oJoFEo] ZA] ARE T H]EHEX

immediate use or stockpiling or both; T E OE g AJA HAsk o
)

(f) describe the use for which the sale 5. HAEE AL e AlaLE 25

of the drug is authorized in order to el 37k o ekEe] x5 AW

address the emergency, event or of &

incident;

(g) set out the civic address of the
place to which the drug is to be

shipped by the manufacturer;

(h) set out the following information 7. ook ik S 7 B ARE

about the drug: Al skofoF

(i) its brand name, if any, and either its | 7} A3&go] A= A 9 F5 1¥
proper name, common name and I A, dub | 3 8kA} = Al o]
chemical name or its identifying name, 5, F=, s T+ v

code, number or mark,

(ii) its medicinal ingredients, L} ook AR

(iii) its strength, = AR

(iv) its dosage form, 2. A3

(v) its recommended dosage and route | 7} @ &3 2 Fo] F=

of administration, and

(vi) its recommended storage vl A B3 =23

conditions; and

(i) specify the quantity of the drug that | 8. Fwl&d 4= &= 9JoFFo] FFS WA
may be sold. slofof 3

C.11.004 #C.11.004%

The initial public health official must Hx TR F5LEL2 AC.11.0022A)
notify the Minister, in writing, of any 28 A75, AC.11.0023A28A| 8% &)+,
change to the information provided AC.11.002x2A28A 105 == A
under paragraph C.11.002(2)(g), C.11.002zA|3& ol e} A&k Ko

subparagraph C.11.002(2)(1)(iv), HAo] e A WAANSS ¢A #
paragraph C.11.002(2)(j) or subsection | YHE 304 ool ZolA AH EX
C.11.002(3), within 30 days after the leojof 3ty
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day on which they become aware of
the change.

C.11.005

(1) Subject to subsection C.11.008(2),
these Regulations, other than sections
A.01.010, A.01.014 and A.01.045,
subsections C.01.001(1) and (1.1) and
this Division, do not apply to a drug
that is sold in accordance with an
authorization.

(2) In the case of a drug described in
Schedule C or D of the Act, a drug that
is sold in accordance with an
authorization is exempt from the
application of section 12 of the Act.
C.11.006

(1) The initial public health official
must ensure that the drug bears a label
or is accompanied by a document that
clearly sets out the following
information in English and French:

(a) the name and civic address of the
drug's manufacturer;

(b) a statement that the Minister has
authorized the sale of the drug to
address the emergency, event or
incident described in the authorization;
(c) a statement that the drug is to be
used only for the use described in the
authorization;

(d) the drug's brand name, if any, and
either its proper name, common name
and chemical name or its identifying
name, code, number or mark;

(e) the drug's medicinal ingredients;

(f) the drug's strength;

424

AC.11.005%

@ AC.11.008zA2& ] we}, o] 4
& AA.01.010%, AA.01.014% L A
A.01.045%, AC.01.001%A113 = A
1183 o] & AQstae 37t w
2t Ao e o okEel A8¥ A ket

@ Wel ME C EE Dol YAH elobE
Q) A%, Skl upet s o|opEL
W A2EzE A n,

el
5. SleRES] ook Y
6. SlokEY F=



O SR A @ AMIAE A 2 e

(g) the drug's dosage form;
(h) the drug's recommended dosage
and route of administration;

(1) the drug's lot number, if known;

(j) all warnings and precautions in
respect of the use of the drug, if any;
(k) the drug's expiration date, or, if
there is no expiration date, the
stability testing date or the date on
which the drug should be retested, as
specified by the manufacturer;

(1) the drug's recommended storage
conditions; and

(m) the net contents of the drug's
container, in terms of the weight,
volume, size or number of units of the
drug in the container.

(2) Any subsequent public health
official must ensure that the drug bears
the label or is accompanied by the
document.

(3) If the initial public health official
becomes aware of a change to any of
the information referred to in
paragraph (1)(a), (h), (;), (k) or (1), they
must

(a) ensure that the information on the
drug's label or in the accompanying
document is updated; and

(b) notify of the change, in writing and
without delay, any person to whom
they have sold any quantity of the
drug.

(4) If the person notified under
paragraph (3)(b) is a subsequent public
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health official, they must notify of the
change, in writing and without delay,
any person to whom they have sold
any quantity of the drug.

(5) Any person who is notified under
paragraph (3)(b) or subsection (4) must
ensure that the updated information
accompanies, in writing, any quantity
of the drug that remains in their
possession.

C.11.007

(1) In addition to the information
required under subsection C.11.006(1),
the initial public health official or any
subsequent public health official, as the
case may be, must make the following
information available to the following
persons, in writing, in English and
French:

(a) to the persons to whom the drug is
administered and the persons who
administer the drug, the known and
potential benefits and risks associated
with the use for which the sale of the
drug is authorized, the recommended
duration of use, if any, of the drug and
instructions on how to report serious
adverse drug reactions; and

(b) to the persons who administer the
drug, the information referred to in
paragraphs C.11.002(2)(a), (b) and (e)
and subparagraphs C.11.002(2)(g)(v),
(vii) and (viii), if that information is not
set out on the drug's label or
accompanying document.

(2) If the initial public health official

426

FE WG ZE AgelA B4 A2 S
AA el FASeIof g}

ofell v 7 =9 ARE ST Abghel
Aol B 2oz AW Agste]of

o7 e o oFEo] v
7b 87k ARgI g ste] 2zl A
A relda Ad, A oo A%
ARG 717be] e A i FE
A SO oFE ol ks B ol o
& AHE A
2. olF G} oJokE Sl e §F
Aol AIE ] A S B, ST
ofeFiE Fofsh= Aol Al AIC.11.002
ZA

284135, A2%5 2 A535, 18l
11.002Z A 284|750} A= 2



Q SR A @ AMIAE A 2 e KLIS st2wzimsl

becomes aware of a change to any of v FH e WA ARES ¢A 9
the information referred to in A5 et AFgElAl ©AE AR S A
subsection (1), they must, in writing A glo] A FH|stojof gy,

and without delay, notify the relevant

persons of the change.

C.11.008 A C.11.008%

(1) If the initial public health official is O Hx FTEA FFYo] AC.11.001
a person referred to in paragraph (d) ZA1Fe] TR FFY9e Ao F
of the definition public health official in | A4z AFH Ak H9-, A
subsection C.11.001(1), they must C.01.020. 1A 28 A1 2555 AJ13359

<

submit a written report to the Minister | 93" ARE ¥ 3gslo] g o &
in respect of any serious adverse drug st Ak ek=o B
reaction to the drug, and include in the A& =
report the information referred to in BE 304 ool A|E3dto]of 3},
paragraphs C.01.020.1(2)(b) to (1), no
later than the 30th day after the day on
which they become aware of the
reaction.
(2) If the initial public health official is @ FH=x

A1

a person referred to in any of

paragraphs (a) to (c) or (e) of the AT HEH A3z, =& As55 AaH
definition public health official in AbeRel 7H9- M HiueE QR o
subsection C.11.001(1), the written o A7bek ofEoldukg-a B A
report is not required and section Aw- #Ade] AC.01.020.1%7F A&
C.01.020.1 applies in respect of the o

provision of information relating to

serious adverse drug reactions.

C.11.009 AC.11.009%

(1) The initial public health official O HAzx F5E0 592 A3 &
must monitor the response to the drug o dHk-g 7 Aste] g FEe] 7
in the emergency, event or incident — A& Z3bsto] v ddsE, A e Ala
including monitoring information they o Al o] okl thst &= FHAsle]oF
receive relating to serious adverse st Sl tfSo ek ARE d7] 2
drug reactions — and must take s &elAl A& FHsto]oF s}

reasonable steps to obtain information

on that response.
FHubct_2Eel ekE 1A
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KU ocoL=
(2) The initial public health official must, @ Hzx TR THFYS FHe] 8 F
on request of the Minister, submit a o] glow F¥o] XAk 7|7k FF H
written report to the Minister on the AAFSE AVA B Abalel] tdk o oF=
monitoring of the response to the drug in -5 AAleF A A3 3 Al =
the emergency, event or incident during 2o o)t BIuAE A Edlo]oF s}
the time period specified by the Minister,
as well as on any corrective measures
taken as a result of the monitoring.
C.11.010 #C.11.010%
(1) The initial public health official O Hx d5E0 TF9S okEe &
must maintain all information about the | "] % A} #3t BE HRE A
sale and use of the drug in a way that C.11.004z % #|C.11.008%2} Al
allows them to submit the information, C.11.009xA|28} o] AwH FH, &4
notices and reports referred to in 4 HINE AET 5 e FHow
sections C.11.004 and C.11.008 and B sto]of i,
subsection C.11.009(2).
(2) The initial public health official and | @ % FFTHH FFIY F& FTH
any subsequent public health official 7 FHYL T gofE AE Al slE
must maintain all information about the | ¢J2FFo] FoH Aol A7} o] g
sale and use of the drug in a way that e = U AG s ook Ty
allows them to communicate with L Ao A B E AHE T o
persons to whom the drug has been w9 Fo At A28 5 Jde=
administered if the health of those 2o 2 Hyksto]of g,
persons may be endangered by its use.
C.11.011 #C.11.011%
The initial public health official or any e = Ao et Hx FTRA F
subsequent public health official, as the | ¥ £+ & TR F5F9 A
case may be, must retain the C.11.004= % A|C.11.008%, Al
information, notices and reports C.11.009zxA#123 % AC.11.010x9
referred to in sections C.11.004 and vE BE, A H BIANE ST HH,
C.11.008, subsection C.11.009(2) and A 2 BRuA # 7o) FRE &

section C.11.010, as applicable, for 15
years after the end of the period to
which the information, notices and
reports relate.

C.11.012
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The initial public health official must Hzx FTHA FHFYLS Ad dde ¢
account to the Minister for any unused | 7|22 H{38tal A& H|F 9oF T
quantity of stockpiled drug remaining ARESHA] & el e AT AT
in their possession at the end of the oJoFES H|ET Hx AR vs 1¥
preceding calendar year by the January | 30¥€7}%], 18] I v} A% 149 30
30 that follows the first full calendar A7}A] Ao Al Ra1sto]of st}

year during which the drug is

stockpiled and then by January 30 of

each subsequent year.

C.11.013 #C.11.013%

(1) The Minister may cancel an O a2 i o ofFo] Aol Azgt
authorization if the Minister has T kel A3 g v E 5 9
reasonable grounds to believe that the | thal #&& whek ) A7 U=
drug presents a serious or imminent AS 37HE HAY A

risk of injury to human health.

(2) If the Minister cancels an @ AHo| FHI7IE FHAdEeE AL, H=
authorization, the initial public health TETH FFYL T YokES A
official must, without delay, notify of FE3 e Al A FHA AEES AA
the cancellation any person to whom glo] EAlstofofF ghrt.

they have directly distributed any

quantity of the drug.

(3) These Regulations apply to any @ o] AL FHAo ado] L=
unused quantity of the drug as of the g4 VTR ARRSHA e ook
day on which the cancellation takes JreFo] AL ¥t}

effect.

C.11.014 AC.11.014%

(1) The Minister may issue an D & 7zt 39 sFsteE A Ane
authorization that permits an initial AC.11.001ZA|13e] FsHA F5H99
public health official who is a person Ao F A3, M43 == A530 o
referred to in paragraph (a), (d) or (e) vE TFEA FFAo] ojug At
of the definition public health official in | #&|slar J&= AtHFe] &5 A=l A&
subsection C.11.001(1) to sell a g F UARF A FHFY S YokE
specified quantity of a stockpiled drug S G oAt Al FufEtE AL F &5}
to a practitioner for use in the = 7k a9 ¢ A

emergency treatment of a person

under the care of that practitioner, if

Mt A EolobE 4
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(a) the manufacturer of the drug has been
issued a letter of authorization under
subsection C.08.010(1) that authorizes the
sale of a specified quantity of the drug to
that practitioner for the emergency
treatment of that person; and

(b) the use of the drug specified in the
letter of authorization is the same as
the use described in the authorization
issued to the manufacturer under
subsection C.11.003(1).

(2) This Division, other than this
section, does not apply to a drug sold
in accordance with an authorization

issued under subsection (1).

L. 3l oJok&o] A=At g Akt
o] Sw AEE 3 T JAA 5
A Y ookE #AE TSk Al
C.08.010%A|180l W& 3|7tE a3
L e

2. 3| 7toll WAlE oFFES] &= Al
C.11.003zA| 18l ufe} Al 2= 2}l Al

WEE S WAE $Es BAe
A%

@ o] %2 A9|& o] B A3t uw
g} wrFE 3 7)o whel wujE s o] okE
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