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Regulations Respecting Food
and Drugs

PART J Restricted Drugs

Definitions

Definitions

J.01.001

The following definitions apply in this
Part.

Act means the Controlled Drugs and
Substances Act.

competent authority means a public
authority of a foreign country that is
authorized under the laws of the
country to approve the importation or
exportation of restricted drugs into or
from the country.

compound includes a preparation.

designated criminal offence means

(a) an offence involving the financing
of terrorism against any of sections
83.02 to 83.04 of the Criminal Code;
(b) an offence involving fraud against
any of sections 380 to 382 of the
Criminal Code;

(c) the offence of laundering proceeds
of crime against section 462.31 of the
Criminal Code;

(d) an offence involving a criminal
organization against any of sections
467.11 to 467.13 of the Criminal Code;
or

(e) a conspiracy or an attempt to
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fact in relation to, or any counselling in
relation to, an offence referred to in
any of paragraphs (a) to (d).

destroy, in respect of a restricted drug,
means to alter or denature it to such an
extent that its consumption is rendered
impossible or improbable.

hospital means a facility that is

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

(b) owned or operated by the
Government of Canada or the
government of a province and that
provides health services.

Institution means any institution
engaged in research on drugs and
includes a hospital, a university in
Canada or a department or agency of
the Government of Canada or of a
government of a province or any part
of them.

International obligation means an
obligation in respect of a restricted
drug set out in a convention, treaty or
other multilateral or bilateral
instrument that Canada has ratified or
to which Canada adheres.

label has the same meaning as in
section 2 of the Food and Drugs Act.

licensed dealer means the holder of a
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licence issued under section J.01.015.
package includes anything in which a
restricted drug is wholly or partly
contained, placed or packed.
pharmacist[Repealed, SOR/2021-271,
s. 1]

prescription[Repealed, SOR/2021-271,
s. 1]

proper name, in respect of a restricted
drug, means the name in English or
French that

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

(b) appears in bold face type for the
drug in these Regulations and, if the
drug is dispensed in a form other than
that described in Part C, the name of
the dispensing form; or

(c) is assigned in any of the
publications mentioned in Schedule B
to the Food and Drugs Act in the case
of a drug not included in paragraph (a)
or (b).

qualified investigator means, in respect
of a restricted drug, a person whose
use and possession of that drug are
authorized by the Minister under
subsection J.01.059(4) and who is

(a) employed by or connected with an
institution; or

(b) engaged in clinical testing or
laboratory research in an institution in
respect of that drug.

qualified person in charge means the
individual designated under subsection
J.01.012(1).
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restricted drug means a controlled
substance that is set out in the
schedule to this Part.

Security Directive means the Directive
on Physical Security Requirements for
Controlled Substances and Drugs
Containing Cannabis, as amended from
time to time and published by the
Government of Canada on its website.
senior person in charge means the
individual designated under section
J.01.011.

test kit means a kit

(a) that contains a restricted drug and a
reagent system or buffering agent;

(b) that is used during the course of a
chemical or analytical procedure to
test for the presence or quantity of a
restricted drug for a medical,
laboratory, industrial, educational, law
administration or enforcement, or
research purpose; and

(c) the contents of which are not
intended or likely to be consumed by,
or administered to, a person or an

animal.

General

Temporary accelerated scheduling
J.01.002

(1) The Minister may, by order, add to
column 1 of Part III of the schedule to
this Part any item or portion of an item
listed in Schedule V to the Act for a

period referred to in column 2 that is
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the same as that listed in Schedule V
for that item.

Deletion

(2) The Minister may, by order, delete
any item or portion of an item from
column 1 of Part III of the schedule to
this Part.

Deletion — Schedule V to Act

(3) An item or portion of an item listed
in Part III of the schedule to this Part is
deemed to be deleted on the day on
which it is no longer listed in Schedule
V to the Act.

Non-application — member of police
force

J.01.003

A member of a police force or a person
acting under their direction and control
who, in respect of the conduct of the
member or person, is exempt from the
application of subsection 4(2) or
section D, 6 or 7 of the Act by virtue of
the Controlled Drugs and Substances
Act (Police Enforcement) Regulations
is, in respect of that conduct, exempt
from the application of this Part.
J.01.003.1 [Repealed, SOR/2019-171,
s. 22]

J.01.003.2 [Repealed, SOR/2019-171,
s. 22]

Possession

Authorized persons

J.01.004

(1) The following persons are

authorized to possess a restricted drug
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listed in Part I of the schedule to this
Part:

(a) a licensed dealer;

(b) a qualified investigator who
possesses the drug for the purpose of
conducting clinical testing or
laboratory research in an institution;
(¢) an inspector, member of the Royal
Canadian Mounted Police, police
constable, peace officer, member of
the technical or scientific staff of the
Government of Canada, the government
of a province or a university in Canada
who possesses the drug in connection
with their employment;

(d) a person exempted under section
56 of the Act with respect to the
possession of that drug; and

(e) the Minister.

Agent or mandatary

(2) A person is authorized to possess a
restricted drug listed in Part I of the
schedule to this Part if they are acting
as the agent or mandatary of a person
referred to in paragraph (1)(a), (b), (d)
or (e).

Agent or mandatary — person referred
to in paragraph (1)(c)

(3) A person is authorized to possess a
restricted drug listed in Part I of the
schedule to this Part if they

(a) are acting as the agent or
mandatary of a person who they have
reasonable grounds to believe is a
person referred to in paragraph (1)(¢c);

and
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(b) possess the restricted drug for the
purpose of assisting that person in the
administration or enforcement of an
Act or regulation.

J.01.004.1 [Repealed, SOR/2019-171,
s. 22]

Test Kits

Authorized activities

J.01.005

A person may sell, possess or
otherwise deal in a test kit if the
following conditions are met:

(a) a registration number has been
issued for the test kit under section
J.01.007 and has not been cancelled
under section J.01.008;

(b) the test kit bears, on its external
surface,

(i) the name of the manufacturer,

(ii) the trade name or trademark, and
(iii) the registration number; and

(c) the test kit will be used for a
medical, laboratory, industrial,
educational, law administration or
enforcement, or research purpose.
Application for registration number
J.01.006

(1) The manufacturer of a test kit may
obtain a registration number for it by
submitting to the Minister an
application containing

(a) a detailed description of the design
and construction of the test kit;

(b) a detailed description of the

restricted drug and other substances, if
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any, contained in the test kit, including
the qualitative and quantitative
composition of each component; and
(c) a description of the proposed use of
the test Kkit.

Signature and attestation

(2) The application must

(a) be signed and dated by the person
authorized by the applicant for that
purpose; and

(b) include an attestation by that
person that all of the information
submitted in support of the application
is correct and complete to the best of
their knowledge.

Additional information or document

(3) The applicant must, not later than
the date specified in the Minister's
written request to that effect, provide
the Minister with any information or
document that the Minister determines
is necessary to complete the review of
the application.

Issuance of registration number
J.01.007

On completion of the review of the
application for a registration number,
the Minister must issue a registration
number for the test kit, preceded by
the letters "TK", if the Minister
determines that the test kit will only be
used for a medical, laboratory,
industrial, educational, law
administration or enforcement, or

research purpose and that it contains
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(a) a restricted drug and an
adulterating or denaturing agent that
are combined in such a manner and in
such a quantity, proportion or
concentration that the preparation or
mixture has no significant drug abuse
potential; or

(b) such small quantities or
concentrations of any restricted drug
as to have no significant drug abuse
potential.

J.01.007.1 [Repealed, SOR/2019-171,
s. 22]

J.01.007.2 [Repealed,
s. 22]

J.01.007.3 [Repealed,
s. 22]

J.01.007.4 [Repealed,
s. 22]

J.01.007.5 [Repealed,
s. 22]

J.01.007.6 [Repealed,
s. 22]

J.01.007.7 [Repealed,
s. 22]

J.01.007.8 [Repealed,
s. 22]

J.01.007.9 [Repealed,
s. 22]

J.01.007.91 [Repealed, SOR/2019-171,
s. 22]

Cancellation of registration number
J.01.008

The Minister must cancel the

SOR/2019-171,

SOR/2019-171,

SOR/2019-171,

SOR/2019-171,

SOR/2019-171,

SOR/2019-171,

SOR/2019-171,

SOR/2019-171,
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¢ samuNE

(a) the test kit is removed from the
market by the manufacturer;

(b) the Minister has reasonable
grounds to believe that the test kit is
used or is likely to be used for any
purpose other than a medical,
laboratory, industrial, educational, law
administration or enforcement, or
research purpose; or

(¢) the Minister has reasonable
grounds to believe that the cancellation
1s necessary to protect public health or
safety, including to prevent a restricted
drug from being diverted to an illicit

market or use.
Licensed Dealers

Authorized Activities

General

J.01.009

(1) A licensed dealer may produce,
assemble, sell, provide, transport,
send, deliver, import or export a
restricted drug if they comply with this
Part and the terms and conditions of
their dealer's licence and any permit
issued under this Part.

Qualified person in charge present

(2) A licensed dealer may conduct an
activity in relation to a restricted drug
at their site only if the qualified person
in charge or an alternate qualified
person in charge is present at the site.
Permit — import and export

(3) A licensed dealer must obtain a

permit to import or export a restricted
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Canada or of a government of a
province, a police force, a hospital or a

university in Canada.
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J.01.012

(1) An applicant for a dealer's licence
must designate only one individual as
the qualified person in charge, who is
responsible for supervising the
activities with respect to restricted
drugs that are specified in the licence
application and for ensuring that those
activities comply with this Part. The
applicant may designate themself if the
applicant is an individual.

Alternate qualified person in charge

(2) An applicant for a dealer's licence
may designate an individual as an
alternate qualified person in charge,
who is authorized to replace the
qualified person in charge when that
person is absent. The applicant may
designate themself if the applicant is an
individual.

Qualifications

(3) Only an individual who meets the
following requirements may be
designated as a qualified person in
charge or an alternate qualified person
in charge:

(a) they work at the site specified in
the dealer's licence;

(b) they

(1) are a person entitled or, if
applicable, registered and entitled by a
provincial professional licensing
authority or a professional association
in Canada and entitled to practise a
profession that is relevant to their

duties, such as pharmacist,
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practitioner, pharmacy technician or
laboratory technician,

(ii) hold a diploma, certificate or
credential awarded by a post-—
secondary educational institution in
Canada in a field or occupation that is
relevant to their duties, such as
pharmacy, medicine, dentistry,
veterinary medicine, pharmacology,
chemistry, biology, pharmacy
technician, laboratory technician,
pharmaceutical regulatory affairs or
supply chain management or security,
or

(iii) hold a diploma, certificate or
credential that is awarded by a foreign
educational institution in a field or
occupation referred to in subparagraph
(i) and hold

(A) an equivalency assessment as
defined in subsection 73(1) of the
Immigration and Refugee Protection
Regulations, or

(B) an equivalency assessment issued
by an organization or institution that is
responsible for issuing equivalency
assessments and is recognized by a
province;

(c) they have sufficient knowledge of
and experience with the use and
handling of the restricted drugs
specified in the dealer's licence to
properly carry out their duties; and
(d) they have sufficient knowledge of
the provisions of the Act and this Part

that are applicable to the activities

13
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specified in the dealer's licence to
properly carry out their duties.
Exception

(4) An applicant for a dealer's licence
may designate an individual who does
not meet any of the requirements of
paragraph (3)(b) as a qualified person
in charge or an alternate qualified
person in charge if

(a) no other individual working at the
site meets those requirements;

(b) those requirements are not
necessary for the activities specified in
the licence; and

(c) the individual has sufficient
knowledge — acquired from a
combination of education, training or
work experience — to properly carry
out their duties.

J.01.012.1 [Repealed, SOR/2019-171,
s. 221

J.01.012.2 [Repealed, SOR/2019-171,
s. 22]

Ineligibility

J.01.013

An individual is not eligible to be a
senior person in charge, a qualified
person in charge or an alternate
qualified person in charge if, during the
10 years before the day on which the
dealer's licence application is
submitted,

(a) in respect of a designated
substance offence or a designated
criminal offence or a designated

offence as defined in subsection 2(1) of
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the Cannabis Act, the individual

(i) was convicted as an adult, or

(i) was a young person who received
an adult sentence, as those terms are
defined in subsection 2(1) of the Youth
Criminal Justice Act; or

(b) in respect of an offence committed
outside Canada that, if committed in
Canada, would have constituted a
designated substance offence or a
designated criminal offence or a
designated offence as defined in
subsection 2(1) of the Cannabis Act,

(i) the individual was convicted as an
adult, or

(ii) if they committed the offence when
they were at least 14 years old but less
than 18 years old, the individual
received a sentence that was longer
than the maximum youth sentence, as
that term is defined in subsection 2(1)
of the Youth Criminal Justice Act, that
could have been imposed under that

Act for such an offence.

Issuance of Licence

Application

J.01.014

(1) A person who intends to conduct an
activity referred to in section J.01.009
must obtain a dealer's licence for each
site at which they intend to conduct
activities by submitting an application
to the Minister that contains the
following information:

(a) if the licence is requested by
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(i) an individual, the individual's name, 7k Q19 B, A N1 ol &
(ii) a corporation, its corporate name v Hlel g, Wl 9 iz} W
and any other name registered with a of PAE g5s FHSALY AAlS 2
province under which it intends to k7] Qe Abgstaal st Foll 55
conduct the activities specified in its H OE o]F A
dealer's licence or by which it intends
to identify itself, and
(iii) the holder of a position mentioned o} AlJ.01.010ZA 35 Agw A=
in paragraph J.01.010(c), the B35k 21 Ag-, Al Ape] o] 53 A9
applicant's name and the title of the kS
position;
(b) the municipal address, telephone 2. Aoty G Al T4, HspHE Y
number and, if applicable, the email e = A oW T4, a8 HA
address of the proposed site and, if Tho s 49 989 T4
different from the municipal address,
its mailing address;
(c) the name, date of birth, telephone 3. Ak AAdAARLE] o] F, Adddd,
number and email address of the AeHs E olmd F4
proposed senior person in charge;
(d) with respect to each of the 4, Aokd AAS zkE AR LA
proposed qualified person in charge A AAE 2t AARF Z1Z}ef s v
and any proposed alternate qualified S 7 &
person in charge,
(i) their name, date of birth, telephone 7F oo, AdEd, dstis F oojdd
number and email address, T
(ii) the title of their position at the site, | Y. @A A
(iii) the name and title of the position of | ©. &% & 3=t ol53 #9d
their immediate supervisor at the site,
(iv) if applicable, the profession they gt AfEE = A, AT B AT
practise that is relevant to their duties, | &, 71 ZAE2 <& 578t F9 o]&
the name of the province that |2 P s e
authorizes them to practise it and their
authorization number, and
(v) their education, training and work af, Aol HEd ws, FH 2 T
experience that are relevant to their !
duties;

Aot A F ol oFF 178
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(e) the activities that are to be 5. 78 &5 9 7t &5 #Aysty
conducted and the restricted drugs in HFe FHGA e k=
respect of which each of the activities

1s to be conducted;

(f) if the licence is requested to 6. AH7IE o]]e] FHFAg kS &
manufacture or assemble a product or sl AlFoly =S AxSAY =
compound that contains a restricted Hat7] 98] A8 E A= A5, 7
drug, other than a test kit, a list that AFol L} A Eo tia] the 7t Ho] ¥
includes, for each product or e EE

compound,

(i) the brand name of the product or 7F AE] AR e JAdE oF
the name of the compound,

(ii) the name of the restricted drug in v AlFoly Bl EshE FH A S
the product or compound, o) ef3E2] o]l &

(iii) the strength per unit of the L= S =l e s e o R T o e
restricted drug in it, the number of T Ee Y XY

units per package and the number of

packages,

(iv) if it is to be manufactured or 2h, o2 W3 AX Fujrie] FFol et
assembled by or for another licensed ANZFAY Z2He= A5 g FuAte]
dealer under a custom order, the name, | °|&, AA T4 2 #Avjz} W3] HE

municipal address and dealer's licence

number of the other licensed dealer,

and
(v) if the applicant's name appears on nfp, Al zte] o] Fo] AlEo|L A E 9
the label of the product or compound, a | ZH#o] XA+ A9 HHF 2l AR

copy of the inner label;

(g) if the licence is requested in order 7. AFoly FAAE o9 HF ATk
to produce a restricted drug other than | ¥#& AAtst7] 98 W& A= 4
a product or compound that contains a LU 7T 5

restricted drug,

(i) the name of the restricted drug, 7F. FHaAgHe ek ol &
(ii) the quantity that the applicant . WAs]ol] whg) A4kE Ao 2 oAty =
expects to produce under their licence 4 2 O Fs AAE 73

and the period during which that

quantity would be produced, and

17
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(iii) if it is to be produced for another o} o2 WE| 4K Fujzpe] o whel
licensed dealer under a custom order, Aikat= A5, sl At ]%, Al
the name, municipal address and A T4 W HE] HE
licence number of the other licensed
dealer;

(h) if the licence is requested for an 8. AI5a} A6z AHEA e &
activity that is not described in of tiall W& AlAHste= A5, AT &
paragraph (f) or (g), the name of the T TAL HFAGFFEY ol &
restricted drug for which the activity is | 59 &%

to be conducted and the purpose of the

activity;

(i) a detailed description of the security | 9. Xl X Xlof] wa} A ¥ &2 Hot
measures in place at the site, z2)of gk gt A

determined in accordance with the

Security Directive; and

(j) a detailed description of the method 10. A1J.01.075%2] =25 faf A=A}
for recording information that the 7F Aljksh= AR 75 el gl A
applicant proposes to use for the sk Ay

purpose of section J.01.075.

Documents THAF

(2) An application for a dealer's licence | @ Fvdz} 371 A AHA = o5 2t &
must be accompanied by the following o] MFE FHY-slo]of st}

documents:

(a) if the applicant is a corporation, a 1. Al 2lo] Helel A9 v 7 H9o
copy of A5 AR

(i) the certificate of incorporation or 7F el AY SHA e 1 ovhe] AY
other constituting instrument, and A=A

(i1) any document filed with the . Abg o] Ak o A|ETE AR
province in which its site is located A HAE I FAufF A} & 7ol WAlE &
that states its corporate name and any e TdFAY AE Adetr] 98
other name registered with the A Foll 523 1 Hio RE o]ES
province under which the applicant 71 g A

intends to conduct the activities

specified in its dealer's licence or by

which it intends to identify itself;

(b) individual declarations signed and 2. Algrd AR}, AAS ZEE A AR}

18
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dated by each of the proposed senior
person in charge, and qualified person
in charge and any proposed alternate
qualified person in charge, attesting
that the person is not ineligible for a
reason specified in section J.01.013;
(c) a document issued by a Canadian
police force in relation to each person
referred to in paragraph (b), indicating
whether, during the 10 years before
the day on which the application is
submitted, the person was convicted as
specified in subparagraph J.01.013(a)(i)
or received a sentence as specified in
subparagraph J.01.013(a)(ii);

(d) if any of the persons referred to in
paragraph (b) has ordinarily resided in
a country other than Canada during the
10 years before the day on which the
application is submitted, a document
issued by a police force of that country
indicating whether in that period that
person was convicted as specified in
subparagraph J.01.013(b)(i) or received
a sentence as specified in
subparagraph J.01.013(b)(ii);

(e) declaration, signed and dated by the
proposed senior person in charge,
attesting that the proposed qualified
person in charge and any proposed
alternate qualified person in charge
have the knowledge and experience
required under paragraphs
J.01.012(3)(¢) and (d); and

(f) if the proposed qualified person in

charge or any proposed alternate
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qgualified person in charge does not
meet the requirement of subparagraph
J.01.012(3)(b)(), either

(i) a copy of the person's diploma,
certificate or credential referred to in
subparagraph J.01.012(3)(b)(ii) or (iii),
or

(ii) a detailed description of the
education, training and work
experience that is required under
paragraph J.01.012(4)(c), together with
supporting evidence, such as a copy of
a course transcript or an attestation by
the person who provided the training.
Signature and attestation

(3) The application must

(a) be signed and dated by the
proposed senior person in charge; and
(b) include an attestation by that
person that

(1) all information and documents
submitted in support of the application
are correct and complete to the best of
their knowledge, and

(i1) they have the authority to bind the
applicant.

Additional information and documents
(4) The applicant must, not later than
the date specified in the Minister's
written request to that effect, provide
the Minister with any information or
document that the Minister determines
is necessary to complete the review of
the application.

Issuance
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J.01.015

Subject to section J.01.017, on
completion of the review of the licence
application, the Minister must issue a
dealer's licence, with or without terms
and conditions, that contains

(a) the licence number;

(b) the name of the licensed dealer,
their corporate name or the title of the
position they hold;

(c) the activities that are authorized
and the names of the restricted drugs
in respect of which each activity may
be conducted;

(d) the municipal address of the site at
which the dealer may conduct the
authorized activities;

(e) the security level at the site,
determined in accordance with the
Security Directive;

(f) the effective date of the licence;
(g) the expiry date of the licence,
which must be not later than three
years after its effective date;

(h) any terms and conditions that the
Minister has reasonable grounds to
believe are necessary to

(i) ensure that an international
obligation is respected,

(ii) ensure conformity with the
requirements associated with the
security level that is referred to in
paragraph (e), or

(iii) reduce a risk to public health or
safety, including the risk of a restricted

drug being diverted to an illicit market

21
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or use; and

(1) if the licensed dealer produces a
restricted drug, the quantity that they
may produce and the authorized
production period.

Validity

J.01.016

A dealer's licence is valid until the
expiry date set out in the licence or, if
it is earlier, the date of the suspension
or revocation of the licence under
section J.01.035 or J.01.036.

Refusal

J.01.017

(1) The Minister must refuse to issue a

dealer's licence if

(a) the applicant may not apply for a
licence under section J.01.010;

(b) during the 10 years before the day
on which the licence application is
submitted, the applicant has
contravened

(i) a provision of the Act, the Cannabis
Act or their regulations, or

(ii) a term or condition of a licence or
permit issued to the applicant under
any regulations made under the Act or
issued to the applicant under the
Cannabis Act or its regulations;

(c) during the 10 years before the day
on which the licence application is
submitted the proposed senior person
in charge or qualified person in charge
or any proposed alternate qualified

person in charge was convicted as
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specified in subparagraph J.01.013(a)(i)
or (b)(i) or received a sentence as
specified in subparagraph
J.01.013(a)(ii) or (b)(ii);

(d) an activity for which the licence is
requested would contravene an
international obligation;

(e) the applicant does not have in place
at the site the security measures set
out in the Security Directive in respect
of an activity for which the licence is
requested;

(f) the method referred to in paragraph
J.01.014(1)(j) does not permit the
recording of information as required
under section J.01.075;

(g) the applicant has not complied with
the requirements of subsection
J.01.014(4) or the information and
documents that they have provided are
not sufficient to complete the review of
the licence application;

(h) the Minister has reasonable
grounds to believe that the applicant
has submitted false or misleading
information or false or falsified
documents in or in support of the
licence application;

(i) information received from a
competent authority or the United
Nations gives the Minister reasonable
grounds to believe that the applicant
has been involved in the diversion of a
restricted drug to an illicit market or
use or has been involved in an activity

that contravened an international
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Q) it @urn e KLIS stzgzmng
obligation; or
(j) the Minister has reasonable grounds | 10. W3] ®o] FHFA g kEo] &Y
to believe that the issuance of the AlFoly EHEEE d8dE 93Ss £
licence would likely create a risk to sto] FFE Ao ke tigh YRS
public health or safety, including the of71e 7hsAdo]l dthal WS wEgH g
risk of a restricted drug being diverted | A9l A7} oAl U= 4%
to an illicit market or use.
Exceptions o £
(2) The Minister must not refuse to Q@ HFH2 FHFA G FFo] B Ao
issue a licence under paragraph (1)(b) U 2y 852 A8y e s WA
or (h) if the applicant meets the TFEAY IS By fE B8
following conditions, unless the stthar RS wkek Al <AV =
Minister has reasonable grounds to A5 AL, AR s 7 59
believe that it is necessary to do so to Z1E& 25 53 45 AldA2s
protect public health or safety, U Aol wEf WE AaS AH-aA
including to prevent a restricted drug = o "y}
from being diverted to an illicit market
or use-
(a) the applicant does not have a L AAA7E 9, Toebd . === 19t
history of non—-compliance with the AE =54 & olfo] gle 4%
Act, the Cannabis Act or their
regulations; and
(b) the applicant has carried out, or 2. AAHAZE W, Tk, 2 A
signed an undertaking to carry out, the S =57 el Bask A 2AE FH
necessary corrective measures to PAY 28 =X &5 A= AW ¢F
ensure compliance with the Act, the &5t 749
Cannabis Act and their regulations.
Notice A
(3) Before refusing to issue a licence, @ ¥ "W WS AFet7] ol 4l
the Minister must send the applicant a JAFol Al AR A E WAISH A S
notice that sets out the Minister's AAT 71315 F= FAE HUof g}
reasons and gives the applicant an
opportunity to be heard.
Renewal of Licence e 7
Application A%

Abeh_2Fo oFE 4
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J.01.018

(1) To apply to renew a dealer's
licence, a licensed dealer must submit
to the Minister an application that
contains the information and
documents referred to in subsections
J.01.014(1) and (2).

Signature and attestation

(2) The application must

(a) be signed and dated by the senior
person in charge of the site specified
in the application; and

(b) include an attestation by that
person that

(1) all of the information and documents
submitted in support of the application
are correct and complete to the best of
their knowledge, and

(i1) they have the authority to bind the
licensed dealer.

Additional information and documents
(3) The licensed dealer must, not later
than the date specified in the Minister's
written request to that effect, provide
the Minister with any information or
document that the Minister determines
1s necessary to complete the review of
the application.

Renewal

J.01.019

(1) Subject to section J.01.021, on
completion of the review of the
renewal application, the Minister must
issue a renewed dealer's licence that

contains the information specified in

25

#1.01.018%

D ol e A W
T 2= 217.01.0142418 2 A28 o]
A Auel BAME xosE AHAE
Aol Al A Z3 o s},

SRR DR

@ AHAE e 7 5o A F59
of @},

IRRERERERE REE B IRDE BESS

Mrgstal ERE 71AE A

>
O 1
>
N
N
)
A
by
N
ush
=2
>
Ll
-
Ip
i)

rok
o,

)
rir
N

N
A
o oAl

d

>

du -

— B
el

i
_O‘L
flr

o
RURP)
ol
o
rr

O

T H
L

qoode B [oxo
N

10X o @ v i O
>
il

73X

Y

#J.01.019%



O SR A @ AMIAE A 2 e

section J.01.015.

Terms and conditions

(2) When renewing a dealer's licence,
the Minister may, if he or she has
reasonable grounds to believe that it is
necessary to do so, add a term or
condition to it or modify or delete one
in order to

(a) ensure that an international
obligation is respected;

(b) ensure conformity with the
requirements associated with the
security level specified in the licence
or the new level required as a result of
the licence renewal; or

(c) reduce a risk to public health or
safety, including the risk of a restricted
drug being diverted to an illicit market
or use.

Validity

J.01.020

A renewed dealer's licence is valid
until the expiry date set out in the
licence or, if it is earlier, the date of
the suspension or revocation of the
licence under section J.01.035 or
J.01.036.

Refusal

J.01.021

(1) The Minister must refuse to renew

a dealer's licence if

(a) the licensed dealer may no longer
apply for a licence under section
J.01.010;

(b) during the 10 years before the day
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on which the renewal application is
submitted, the licensed dealer has
contravened

(1) a provision of the Act, the Cannabis
Act or their Regulations, or

(ii) a term or condition of a licence or
permit issued to the dealer under a
regulation made under the Act or
issued to the dealer under the Cannabis
Act or its regulations;

(¢) during the 10 years before the day
on which the renewal application is
submitted, the proposed senior person
in charge or qualified person in charge
or any proposed alternate qualified
person in charge was convicted as
specified in subparagraph J.01.013(a)(i)
or (b)(i) or received a sentence as
specified in subparagraph
J.01.013(a)(ii) or (b)(ii);

(d) an activity for which the renewal is
requested would contravene an
international obligation;

(e) the licensed dealer does not have in
place at the site the security measures
set out in the Security Directive in
respect of an activity for which the
renewal is requested;

(f) the method referred to in paragraph
J.01.014(1)(§) does not permit the
recording of information as required
under section J.01.075;

(g) the licensed dealer has not
complied with the requirements of
subsection J.01.018(3) or the

information or documents that they
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have provided are not sufficient to
complete the review of the renewal
application;

(h) the Minister has reasonable
grounds to believe that the licensed
dealer has submitted false or
misleading information or false or
falsified documents in or in support of
the renewal application;

(i) information received from a
competent authority or the United
Nations gives the Minister reasonable
grounds to believe that the licensed
dealer has been involved in the
diversion of a restricted drug to an
illicit market or use or has been
involved in an activity that contravened
an international obligation; or

(j) the Minister has reasonable grounds
to believe that the renewal of the
licence would likely create a risk to
public health or safety, including the
risk of a restricted drug being diverted
to an illicit market or use.

Exceptions

(2) The Minister must not refuse to
renew a licence under paragraph (1)(b)
or (h) if the licensed dealer meets the
following conditions, unless the
Minister has reasonable grounds to
believe that it is necessary to do so to
protect public health or safety,
including to prevent a restricted drug
from being diverted to an illicit market
or use-

(a) the licensed dealer does not have a
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history of non—-compliance with the
Act, the Cannabis Act or their
regulations; and

(b) the licensed dealer has carried out,
or signed an undertaking to carry out,
the necessary corrective measures to
ensure compliance with the Act, the
Cannabis Act and their regulations.
Notice

(3) Before refusing to renew a licence,
the Minister must send the licensed
dealer a notice that sets out the
Minister's reasons and gives the dealer

an opportunity to be heard.

Amendment of Licence

Application

J.01.022

(1) Before making a change affecting
any information referred to in section
J.01.015 that is contained in their
dealer's licence, a licensed dealer must
submit to the Minister an application to
amend the licence that contains a
description of the proposed
amendment, as well as the information
and documents referred to in section
J.01.014 that are relevant to the
proposed amendment.

Signature and attestation

(2) The application must

(a) be signed and dated by the senior
person in charge of the site specified
in the application; and

(b) include an attestation by that
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person that

(i) all of the information and documents
submitted in support of the application
are correct and complete to the best of
their knowledge, and

(ii) they have the authority to bind the
licensed dealer.

Additional information and documents
(3) The licensed dealer must, not later
than the date specified in the Minister's
written request to that effect, provide
the Minister with any information or
document that the Minister determines
1s necessary to complete the review of
the application.

Amendment

J.01.023

(1) Subject to section J.01.025, on
completion of the review of the
amendment application, the Minister
must amend the dealer's licence.
Terms and conditions

(2) When amending a dealer's licence,
the Minister may, if he or she has
reasonable grounds to believe that it is
necessary to do so, add a term or
condition to it or modify or delete one
in order to

(a) ensure that an international
obligation is respected;

(b) ensure conformity with the
requirements associated with the
security level specified in the licence
or the new level required as a result of
the amendment; or

(c) reduce a risk to public health or
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safety, including the risk of a restricted
drug being diverted to an illicit market
or use.

Validity

J.01.024

An amended dealer's licence is valid
until the expiry date set out in the
licence or, if it is earlier, the date of
the suspension or revocation of the
licence under section J.01.035 or
J.01.036.

Refusal

J.01.025

(1) The Minister must refuse to amend

a dealer's licence if

(a) an activity for which the licence
amendment is requested would
contravene an international obligation;
(b) the licensed dealer does not have in
place at the site the security measures
set out in the Security Directive In
respect of an activity for which the
licence amendment is requested;

(¢) the method referred to in paragraph
J.01.014(1)(§) does not permit the
recording of information as required by
section J.01.075;

(d) the licensed dealer has not
complied with the requirements of
subsection J.01.022(3) or the
information or documents that they
have provided are not sufficient to
complete the review of the amendment
application;

(e) the Minister has reasonable
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grounds to believe that the licensed
dealer has submitted false or
misleading information or false or
falsified documents in or in support of
the amendment application; or

(f) the Minister has reasonable grounds
to believe that the amendment of the
licence would likely create a risk to
public health or safety, including the
risk of a restricted drug being diverted
to an illicit market or use.

Exceptions

(2) The Minister must not refuse to
amend a licence under paragraph (1)(e)
if the licensed dealer meets the
following conditions, unless the
Minister has reasonable grounds to
believe that it is necessary to do so to
protect public health or safety,
including to prevent a restricted drug
from being diverted to an illicit market
or use-

(a) the licensed dealer does not have a
history of non—-compliance with the
Act, the Cannabis Act or their
regulations; and

(b) the licensed dealer has carried out,
or signed an undertaking to carry out,
the necessary corrective measures to
ensure compliance with the Act, the
Cannabis Act and their regulations.
Notice

(3) Before refusing to amend a licence,
the Minister must send the licensed
dealer a notice that sets out the

Minister's reasons and gives the dealer
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an opportunity to be heard.

Changes Requiring Prior Approval by
Minister

Application

J.01.026

(1) A licensed dealer must obtain the
Minister's approval before making any
of the following changes by submitting
a written application to the Minister:
(a) a change affecting the security
measures in place at the site specified
in the dealer's licence;

(b) the replacement of the senior
person in charge;

(c) the replacement of the qualified
person in charge; or

(d) the replacement or addition of an
alternate qualified person in charge.
Information and documents

(2) The licensed dealer must provide
the Minister with the following with
respect to a change referred to in
subsection (1):

(a) in the case of a change affecting
the security measures in place at the
site specified in the dealer's licence,
details of the change;

(b) in the case of the senior person in
charge,

(1) the information specified in
paragraph J.01.014(1)(c), and

(ii) the declaration specified in
paragraph J.01.014(2)(b) and the
documents specified in paragraphs
J.01.014(2)(¢) and (d); and
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(c) in the case of the qualified person
in charge or an alternate qualified
person in charge,

(i) the information specified in
paragraph J.01.014(1)(d), and

(ii) the declarations specified in
paragraphs J.01.014(2)(b) and (e) and
the documents specified in paragraphs
J.01.014(2)(¢), (d) and (f).

Additional information and documents
(3) The licensed dealer must, not later
than the date specified in the Minister's
written request to that effect, provide
the Minister with any information or
document that the Minister determines
1s necessary to complete the review of
the application.

Approval

J.01.027

(1) Subject to section J.01.028, on
completion of the review of the
application for approval of the change,
the Minister must approve the change.
Terms and conditions

(2) When approving a change, the
Minister may, if he or she has
reasonable grounds to believe that it is
necessary to do so, add a term or
condition to the licence or modify or
delete one in order to

(a) ensure that an international
obligation is respected;

(b) ensure conformity with the
requirements associated with the
security level specified in the licence;

or
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(c) reduce a risk to public health or
safety, including the risk of a restricted
drug being diverted to an illicit market
or use.

Refusal

J.01.028

(1) The Minister must refuse to
approve the change if

(a) during the 10 years before the day
on which the application for approval of
the change is submitted, the proposed
senior person in charge or qualified
person in charge or any proposed
alternate qualified person in charge
was convicted as specified in
subparagraph J.01.013(a)(i) or (b)) or
received a sentence as specified in
subparagraph J.01.0013(a)(ii) or (b)(ii);
(b) the licensed dealer has not
complied with the requirements of
subsection J.01.026(3) or the
information or documents that they
have provided are not sufficient to
complete the review of the application
for approval of the change;

(c) the Minister has reasonable
grounds to believe that the licensed
dealer has submitted false or
misleading information or false or
falsified documents in or in support of
the application for approval of the
change; or

(d) the Minister has reasonable
grounds to believe that the change
would likely create a risk to public

health or safety, including the risk of a
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restricted drug being diverted to an
illicit market or use.

Exception

(2) The Minister must not refuse to
approve a change under paragraph
(1)(c) if the licensed dealer has carried
out, or signed an undertaking to carry
out, the necessary corrective measures
to ensure compliance with the Act, the
Cannabis Act and their regulations,
unless the Minister has reasonable
grounds to believe that it is necessary
to do so to protect public health or
safety, including to prevent a restricted
drug from being diverted to an illicit
market or use.

Notice

(3) Before refusing to approve a
change, the Minister must send the
licensed dealer a notice that sets out
the Minister's reasons and gives the
dealer an opportunity to be heard in

respect of them.

Changes Requiring Notice to Minister
Prior notice

J.01.029

(1) A licensed dealer must notify the

Minister in writing before

(a) making or assembling a product or
compound that is not set out in the
most recent version of the list referred
to in paragraph J.01.014(1)(f) that has
been submitted to the Minister; or

(b) making a change to a product or
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compound that is set out in the list, if
the change affects any of the
information that has previously been
submitted.

Information and list

(2) The notice must contain the
information referred to in paragraph
J.01.014(1)(f) that is necessary to
update the list and be accompanied by
the revised version of the list.

Notice — five days

J.01.030

A licensed dealer must notify the
Minister in writing within five days
after a person ceases to act as the
qualified person in charge or an
alternate qualified person in charge.
Notice — 10 days

J.01.031

(1) A licensed dealer must notify the
Minister in writing within 10 days after

one of the following changes occurs:

(a) a person ceases to act as the senior
person in charge; or

(b) the licensed dealer ceases to
manufacture or assemble a product or
compound that is set out in the most
recent version of the list referred to in
paragraph J.01.014(1)(f) that has been
submitted to the Minister.

Information and list

(2) A notice submitted under paragraph
(1)(b) must specify which information
referred to in paragraph J.01.014(1)(f)

1s being changed and be accompanied
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by the revised version of the list.
Notice of cessation of activities
J.01.032

(1) A licensed dealer that intends to
cease conducting activities at their site
— whether on or before the expiry of
their licence — must notify the
Minister in writing to that effect at
least 30 days before ceasing those
activities.

Content of notice

(2) The notice must be signed and
dated by the senior person in charge
and contain the following information:
(a) the expected date of the cessation
of activities at the site;

(b) a description of the manner in
which any remaining restricted drugs
on the site as of that date will be
disposed of by the licensed dealer,
including

(1) if some or all of them will be sold or
provided to another licensed dealer
that will be conducting activities at the
same site, the name of that dealer,

(i) if some or all of them will be sold
or provided to another licensed dealer
that will not be conducting activities at
the same site, the name of that dealer
and the municipal address of their site,
and

(iii) if some or all of them will be
destroyed, the date on which and the
municipal address of the location at

which the destruction is to take place;

(c) the municipal address of the
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location at which the licensed dealer's
documents will be kept after activities
have ceased; and

(d) the name, municipal address,
telephone number and, if applicable,
the email address of a person who the
Minister may contact for further
information after activities have
ceased.

Update

(3) After having ceased to conduct the
activities, the licensed dealer must
submit to the Minister a detailed update
of the information referred to in
subsection (2) if it differs from what
was set out in the notice. The update
must be signed and dated by the senior
person in charge.

J.01.032.1 [Repealed, SOR/2019-171,
s. 22]

Changes to Terms and Conditions of
Licence

Addition of or modification to term or
condition

J.01.033

(1) The Minister may, at any time other
than at the issuance, renewal or
amendment of a dealer's licence, add a
term or condition to it or modify one if
the Minister has reasonable grounds to
believe that it is necessary to do so to
(a) ensure that an international
obligation is respected;

(b) ensure conformity with the

requirements associated with the
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security level specified in the licence;
or

(c) reduce a risk to public health or
safety, including the risk of a restricted
drug being diverted to an illicit market
or use.

Notice

(2) Before adding a term or condition
to a licence or modifying one, the
Minister must send the licensed dealer
a notice that sets out the Minister's
reasons and gives the dealer an
opportunity to be heard.

Urgent circumstances

(3) Despite subsection (2), the Minister
may add a term or condition to a
licence or modify one without prior
notice if the Minister has reasonable
grounds to believe that it is necessary
to do so to protect public health or
safety, including to prevent a restricted
drug from being diverted to an illicit
market or use.

Urgent circumstances — notice

(4) The addition or modification of a
term or condition that is made under
subsection (3) takes effect as soon as
the Minister sends the licensed dealer
a notice that

(a) sets out the reasons for the addition
or modification;

(b) gives the dealer an opportunity to
be heard; and

(c) if applicable, specifies the
corrective measures that must be

carried out and the date by which they
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must be carried out.

J.01.033.1 [Repealed, SOR/2019-171,
s. 22]

J.01.033.2 [Repealed, SOR/2019-171,
s. 22]

J.01.033.3 [Repealed, SOR/2019-171,
s. 22]

J.01.033.4 [Repealed, SOR/2019-171,
s. 22]

J.01.034 Deletion of term or condition
(1) The Minister may delete a term or
condition of a dealer's licence that the
Minister determines is no longer
necessary.

Notice

(2) The deletion takes effect as soon
as the Minister sends the licensed

dealer a notice to that effect.

Suspension and Revocation of Licence
Suspension

J.01.035

(1) The Minister must suspend a
dealer's licence without prior notice if
the Minister has reasonable grounds to
believe that it is necessary to do so to
protect public health or safety,
including to prevent a restricted drug
from being diverted to an illicit market
or use.

Notice

(2) The suspension takes effect as
soon as the Minister sends the licensed
dealer a notice that

(a) sets out the reasons for the

suspension;
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(b) gives the dealer an opportunity to
be heard; and

(c) if applicable, specifies the
corrective measures that must be
carried out and the date by which they
must be carried out.

Reinstatement of licence

(3) The Minister must reinstate the
licence if the Minister has reasonable
grounds to believe that the suspension
is no longer necessary.

Revocation

J.01.036

(1) Subject to subsection (2), the
Minister must revoke a dealer's licence
if

(a) the licensed dealer may no longer
apply for a licence under section
J.01.010;

(b) the licensed dealer requests the
Minister to do so or informs the
Minister of the loss or theft of the
licence or the actual or potential
unauthorized use of the licence;

(c) the licensed dealer ceases to
conduct activities at their site before
the expiry of their licence;

(d) the licensed dealer does not take
the corrective measures specified in an
undertaking or notice;

(e) the licensed dealer has contravened

(i) a provision of the Act, the Cannabis
Act or their regulations, or
(i1) a term or condition of a licence or

permit issued to the dealer under a
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regulation made under the Act or
issued to the dealer under the Cannabis
Act or its regulations;

(f) during the 10 years before the day
on which the licence is revoked, the
senior person in charge, the qualified
person in charge or any alternate
qualified person in charge was
convicted as specified in subparagraph
J.01.013(a)(D) or (b)(Q) or received a
sentence as specified in subparagraph
J.01.013(a)(ii) or (b)(iD);

(g) the Minister has reasonable
grounds to believe that the licensed
dealer submitted false or misleading
information or false or falsified
documents in or in support of an
application relating to the licence; or
(h) information received from a
competent authority or the United
Nations gives the Minister reasonable
grounds to believe that the licensed
dealer has been involved in the
diversion of a restricted drug to an
illicit market or use.

Exceptions

(2) The Minister must not revoke a
dealer's licence for a ground set out in
paragraph (1)(e) or (g) if the licensed
dealer meets the following conditions,
unless the Minister has reasonable
grounds to believe that it is necessary
to do so to protect public health or
safety, including to prevent a restricted
drug from being diverted to an illicit

market or use:
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(a) the licensed dealer does not have a
history of non—compliance with the
Act, the Cannabis Act or their
regulations; and

(b) the licensed dealer has carried out,
or signed an undertaking to carry out,
the necessary corrective measures to
ensure compliance with the Act, the
Cannabis Act and their regulations.
Notice

(3) Before revoking a licence, the
Minister must send the licensed dealer
a notice that sets out the Minister's
reasons and gives the dealer an
opportunity to be heard.

Return of licence

J.01.037

The licensed dealer must return the
original of the licence to the Minister
within 15 days after the effective date
of the revocation.

Import Permits

Application

J.01.038

(1) A licensed dealer must submit to
the Minister, before each importation
of a restricted drug, an application for
an import permit that contains the
following information:

(a) their name, municipal address and
dealer's licence numbers;

(b) with respect to the restricted drug
to be imported,

(1) its name, as specified in the dealer's

licence,
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(ii) if it is a salt, the name of the salt,
(iii) its quantity, and

(iv) in the case of a raw material, its
purity and its anhydrous content;

(c) if the restricted drug is contained in
a product to be imported,

(i) the brand name of the product,

(ii) the drug identification number that
has been assigned to the product under
section C.01.014.2, if any, and

(iii) the strength per unit of the
restricted drug in the product, the
number of units per package and the
number of packages;

(d) the name and municipal address, in
the country of export, of the exporter
from whom the restricted drug is being
obtained;

(e) the name of the customs office
where the importation is anticipated;
and

(f) each proposed mode of
transportation and any proposed
country of transit or transhipment.
Signature and attestation

(2) The application must

(a) be signed and dated by the qualified
person in charge or an alternate
qualified person in charge; and

(b) include an attestation by that
person that all of the information
submitted in support of the application
is correct and complete to the best of
their knowledge.

Additional information and documents
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(3) The licensed dealer must, not later
than the date specified in the Minister's
written request to that effect, provide
the Minister with any information or
document that the Minister determines
1S necessary to complete the review of
the application.

Issuance

J.01.039

Subject to section J.01.042, on
completion of the review of the import
permit application, the Minister must
issue to the licensed dealer an import
permit that contains

(a) the permit number;

(b) the information set out in
subsection J.01.038(1);

(c) the effective date of the permit;

(d) the expiry date of the permit, being
the earlier of

(i) a date specified by the Minister that
i1s not more than 180 days after its
effective date, and

(i1) the expiry date of the dealer's
licence; and

(e) any terms and conditions that the
Minister has reasonable grounds to
believe are necessary to

(i) ensure that an international
obligation is respected, or

(i) reduce a risk to public health or
safety, including the risk of a restricted
drug being diverted to an illicit market
or use.

Validity

J.01.040
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An import permit is valid until the
earliest of

(a) the expiry date set out in the
permit,

(b) the date of the suspension or
revocation of the permit under section
J.01.045 or J.01.046,

(c) the date of the suspension or
revocation of the dealer's licence under
section J.01.035 or J.01.036, and

(d) the date of the suspension or
revocation of the export permit that
applies to the restricted drug to be
imported and that is issued by the
competent authority in the country of
export.

Return of permit

J.01.041

If an import permit expires, the
licensed dealer must return the original
of the permit to the Minister within 15
days after its expiry.

Refusal

J.01.042

(1) The Minister must refuse to issue

an import permit if

(a) the licensed dealer is not
authorized by their dealer's licence to
import the relevant restricted drug or
their licence will expire before the date
of importation;

(b) the Minister has reasonable
grounds to believe that the importation
would contravene an international

obligation;
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(c) the licensed dealer does not have in
place at the site the security measures
set out in the Security Directive in
respect of the importation;

(d) the licensed dealer has not
complied with the requirements of
subsection J.01.038(3) or the
information or documents that they
have provided are not sufficient to
complete the review of the permit
application;

(e) the Minister has reasonable
grounds to believe that the licensed
dealer has submitted false or
misleading information or false or
falsified documents in or in support of
the permit application;

(f) the licensed dealer has been
notified that their application to renew
or amend their licence will be refused;
(g) the Minister has reasonable
grounds to believe that the importation
would contravene the laws of the
country of export or any country of
transit or transhipment; or

(h) the Minister has reasonable
grounds to believe that the issuance of
the permit would likely create a risk to
public health or safety, including the
risk of a restricted drug being diverted
to an illicit market or use.

Notice

(2) Before refusing to issue the import
permit, the Minister must send the
licensed dealer a notice that sets out

the Minister's reasons and gives the
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dealer an opportunity to be heard.
Providing copy of permit

J.01.043

The holder of an import permit must
provide a copy of the permit to the
customs office at the time of
importation.

Declaration

J.01.044

The holder of an import permit must
provide the Minister, within 15 days
after the day of release of the
restricted drug specified in the permit
in accordance with the Customs Act,
with a declaration that contains the
following information:

(a) their name and the numbers of their
dealer's licence and the import permit
that applies to the restricted drug;

(b) with respect to the restricted drug,
(i) its name, as set out in the dealer's
licence,

(ii) if it is a salt, the name of the salt,
and

(iii) its quantity;

(c) if the restricted drug is contained in
a product that they have imported,

(1) the brand name of the product,

(ii) the drug identification number that
has been assigned to the product under
section C.01.014.2, if any, and

(iii) the strength per unit of the
restricted drug in the product, the
number of units per package and the
number of packages; and

(d) the name of the customs office from
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which the restricted drug was released 2 oHkEd

and the date of the release.

Suspension A

J.01.045 AJ.01.045=

(1) The Minister must suspend an O F#2> v 7 & F o= shtel s

import permit without prior notice if Fa= A AP £A4 glo] =9 IUE
A efoF gt

(a) the dealer's licence is suspended; 1. #ofzr Ws 7 A5 45

(b) the Minister has reasonable 2. Fa A oFFo] B Aol B

grounds to believe that the suspension 2 Hey = AS A5y TR

is necessary to protect public health or | o4 P& B $ 37| 98] AA7F 2o

safety, including to prevent a restricted | 3tthar 2S wkal gzl A7 A

drug from being diverted to an illicit NA A= B5

market or use; or

(c) the importation would contravene 3. FYol FEToIY A= e 34

the laws of the country of export or o] WELS Yuldte= A4S

any country of transit or transhipment.

Notice A

(2) The suspension takes effect as @ A= Aol Ws|Ax] Fuf A}l A

soon as the Minister sends the licensed | U 72} & U802 3= A& HU

dealer a notice that  SA ago] WAt

(a) sets out the reasons for the 1. A2 AL

suspension;

(b) gives the dealer an opportunity to
be heard; and

(c) if applicable, specifies the
corrective measures that must be
carried out and the date by which they
must be carried out.

Reinstatement of permit

(3) The Minister must reinstate the
import permit if the Minister has
reasonable grounds to believe that the
suspension is no longer necessary.
Revocation

J.01.046
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(1) Subject to subsection (2), the
Minister must revoke an import permit
if

(a) the licensed dealer requests the
Minister to do so or informs the
Minister of the loss or theft of the
permit or the actual or potential
unauthorized use of the permit;

(b) the licensed dealer does not carry
out the corrective measures specified
by the Minister under paragraph
J.01.045(2)(¢c) by the specified date;
(c) the licensed dealer has contravened
a term or condition of the permit;

(d) the Minister has reasonable
grounds to believe that the licensed
dealer submitted false or misleading
information or false or falsified
documents in or in support of the
application for the permit;

(e) information received from a
competent authority or the United
Nations gives the Minister reasonable
grounds to believe that the licensed
dealer has been involved in the
diversion of a restricted drug to an
illicit market or use; or

(f) the dealer's licence has been
revoked.

Exceptions

(2) The Minister must not revoke an
import permit for a ground set out in
paragraph (1)(d) or J.01.036(1)(e) or
(g) if the licensed dealer meets the
following conditions, unless the

Minister has reasonable grounds to
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wc I_l»a.l:l-IEII-I

believe that it is necessary to do so to
protect public health or safety,
including to prevent a restricted drug
from being diverted to an illicit market
or use-

(a) the licensed dealer does not have a
history of non-compliance with the
Act, the Cannabis Act or their
regulations; and

(b) the licensed dealer has carried out,
or signed an undertaking to carry out,
the necessary corrective measures to
ensure compliance with the Act, the
Cannabis Act and their regulations.
Notice

(3) Before revoking an import permit,
the Minister must send the licensed
dealer a notice that sets out the
Minister's reasons and gives the dealer
an opportunity to be heard.

Return of permit

J.01.047

If an import permit is revoked, the
licensed dealer must return the original
of the permit to the Minister within 15
days after the effective date of the

revocation.

Export Permits

Application

J.01.048

(1) A licensed dealer must submit to
the Minister, before each exportation
of a restricted drug, an application for
an export permit that contains the

following information and document:
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(a) their name, municipal address and
dealer's licence number;

(b) with respect to the restricted drug
to be exported,

(1) its name, as specified in the dealer's
licence,

(ii) if it is a salt, the name of the salt,
(iii) its quantity, and

(iv) in the case of a raw material, its
purity and its anhydrous content;

(c) if the restricted drug is contained in
a product to be exported,

(i) the brand name of the product,

(ii) the drug identification number that
has been assigned to the product under
section C.01.014.2, if any, and

(iii) the strength per unit of the
restricted drug in the product, the
number of units per package and the
number of packages;

(d) the name and municipal address of
the importer in the country of final
destination;

(e) the name of the customs office
where the exportation is anticipated;
(f) each proposed mode of
transportation and any proposed
country of transit or transhipment; and
(g) a copy of the import permit issued
by the competent authority in the
country of final destination that sets
out the name of the importer and the
municipal address of their site in that
country.

Signature and attestation

(2) The application must
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(a) be signed and dated by the qualified
person in charge or an alternate
qualified person in charge; and

(b) include an attestation by that
person that, to the best of their
knowledge,

(i) the exportation does not contravene
the laws of the country of final
destination or any country of transit or
transhipment, and

(ii) all of the information and
documents submitted in support of the
application are correct and complete.
Additional information and documents
(3) The licensed dealer must, not later
than the date specified in the Minister's
written request to that effect, provide
the Minister with any information or
document that the Minister determines
is necessary to complete the review of
the application.

Issuance

J.01.049

Subject to section J.01.052, on
completion of the review of the export
permit application, the Minister must
issue to the licensed dealer an export
permit that contains

(a) the permit number;

(b) the information set out in
paragraphs J.01.048(1)(a) to (f);

(c) the effective date of the permit;

(d) the expiry date of the permit, being
the earliest of

(1) a date specified by the Minister that
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is not more than 180 days after its
effective date,

(ii) the expiry date of the dealer's
licence, and

(iii) the expiry date of the import
permit issued by the competent
authority in the country of final
destination; and

(e) any terms and conditions that the
Minister has reasonable grounds to
believe are necessary to

(i) ensure that an international
obligation is respected, or

(i1) reduce a risk to public health or
safety, including the risk of a restricted
drug being diverted to an illicit market
or use.

Validity

J.01.050

An export permit is valid until the
earliest of

(a) the expiry date set out in the
permit,

(b) the date of the suspension or
revocation of the permit under section
J.01.055 or J.01.056,

(c) the date of the suspension or
revocation of the dealer's licence under
section J.01.035 or J.01.036, and

(d) the date of the expiry, suspension
or revocation of the import permit that
applies to the restricted drug to be
exported and that is issued by the
competent authority in the country of
final destination.

Return of permit
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J.01.051

[f an export permit expires, the
licensed dealer must return the original
of the permit to the Minister within 15
days after its expiry.

Refusal

J.01.052

(1) The Minister must refuse to issue

an export permit if

(a) the licensed dealer is not
authorized by their dealer's licence to
export the relevant restricted drug or
their dealer's licence will expire before
the date of export;

(b) the Minister has reasonable
grounds to believe that the exportation
would contravene an international
obligation;

(c) the licensed dealer has not
complied with the requirements of
subsection J.01.048(3) or the
information or documents that they
have provided are not sufficient to
complete the review of the permit
application;

(d) the Minister has reasonable
grounds to believe that the licensed
dealer has submitted false or
misleading information or false or
falsified documents in or in support of
the permit application;

(e) the licensed dealer has been
notified that their application to renew
or amend their licence will be refused;

(f) the Minister has reasonable grounds
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g enEdEEA

to believe that the exportation would
not be in conformity with the import
permit issued by the competent
authority of the country of final
destination;

(g) the Minister has reasonable
grounds to believe that the exportation
would contravene the laws of the
country of final destination or any
country of transit or transhipment; or
(h) the Minister has reasonable
grounds to believe that the issuance of
the permit would likely create a risk to
public health or safety, including the
risk of a restricted drug being diverted
to an illicit market or use.

Notice

(2) Before refusing to issue the export
permit, the Minister must send the
licensed dealer a notice that sets out
the Minister's reasons and gives the
dealer an opportunity to be heard.
Providing copy of permit

J.01.053

The holder of an export permit must
provide a copy of the permit to the
customs office at the time of
exportation.

Declaration

J.01.054

The holder of an export permit must
provide the Minister, within 15 days
after the day of export of the restricted
drug specified in the permit, with a
declaration that contains the following

information:
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(a) their name and the numbers of their | 1. A1) o]F H | 3T #|ske] ok
dealer's licence and the export permit of A& Fujxl A HEe} =& 5
that applies to the restricted drug; 7F HS

(b) with respect to the restricted drug, 2. FHFA e oksEo] e e ZF &

(i) its name, as specified in the dealer's | 7}. Zufx} W3] o] HA|H o] &

licence,

(ii) if it is a salt, the name of the salt, v A AS A9 ol&

and

(ii1) its quantity; o, %

(¢) if the restricted drug is contained in | 3. &3 A|Fl FHFA | eFFo] ¥t
a product that they have exported, R R = AR

(i) the brand name of the product, 7V, Ao AR

(ii) the drug identification number that . sl = 49 AC.01.014.2%90] wh

o

= BT
has been assigned to the product under | @} A|FEol] Fojx oJokE A HE
section C.01.014.2, if any, and
(iii) the strength per unit of the o}, A3
restricted drug in the product, the Ei
number of units per package and the
number of packages; and
(d) the name of the customs office from | 4. FHFA T FES =53 AHe] o]
which the restricted drug was exported | %

and the date of export.

Suspension A

J.01.055 #J.01.055%&

(1) The Minister must suspend an O 8L s 7 & T o= sl &

export permit without prior notice if o= A9 AFA A4 glol & FUME
A efoF gt

(a) the dealer's licence is suspended; R el Pt s e g i B R R

(b) the Minister has reasonable 2. FATA g kFo] B Aol B

grounds to believe that the suspension SEg Aegys= AS A st F5HA

is necessary to protect public health or | °o|4 FHS HE3el7] Y3 AA7F T &

safety, including to prevent a restricted | sttbar ¥ vkl shE] 4 A7

drug from being diverted to an illicit oAA U= 4%

market or use; or

(¢) the exportation would contravene 3. F=ol HF 542 7 AH= &

the laws of the country of final = A= HES fIvtete 45
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destination or any country of transit or
transhipment.

Notice

(2) The suspension takes effect as
soon as the Minister sends the licensed
dealer a notice that

(a) sets out the reasons for the
suspension;

(b) gives the dealer an opportunity to
be heard; and

(c) if applicable, specifies the
corrective measures that must be
carried out and the date by which they
must be carried out.

Reinstatement of permit

(3) The Minister must reinstate the
export permit if the Minister has
reasonable grounds to believe that the
suspension is no longer necessary.
Revocation

J.01.056

(1) Subject to subsection (2), the
Minister must revoke an export permit
if

(a) the licensed dealer requests the
Minister to do so or informs the
Minister of the loss or theft of the
permit or the actual or potential
unauthorized use of the permit;

(b) the licensed dealer does not carry
out the corrective measures specified
by the Minister under paragraph
J.01.055(2)(c) by the specified date;
(c) the licensed dealer has contravened
a term or condition of the permit;

(d) the Minister has reasonable

59

54

@ A= ol WA wr)Ael A
e 7t 58 Ygow a BAE w
= A ago] WAt

1 A A

2. 9|7 & A 73

3. AFE = A5, FaeoF & Y =

ﬁ
S
v
N
=

@ F¥E AAF O o AashH ot
AL RS v ARl SA7E e B
T S7HE Besfor v

Ha

#1J.01.056%

© A2 At g AL,
He 0e 7 & F olx shtel Pl

2. W82 A7k A1.01.0552%412%
A3zl wep ko] WAIG Al ZXA]
= U]



Q) it @urn e KLIS stzgzmng
grounds to believe that the licensed 9 EmE o9 AX7} = ARE AE
dealer submitted false or misleading AAY Y = AxH FAE A=
information or false or falsified thar 1S wkek ARl A7 A
documents in or in support of the Al JE= H5-
application for the permit;

(e) information received from a 5. & Goly wAdG =R e
competent authority or the United AR wef WE] AR FujAprt FH G A s
Nations gives the Minister reasonable ojefES EY Aoy By 8x= A
grounds to believe that the licensed S35t d doddcta US vkt kel
dealer has been involved in the A FAY FdelA U= B
diversion of a restricted drug to an
illicit market or use; or
(f) the dealer's licence has been 6. oz} A7t Haw A5
revoked.
Exceptions o £
(2) The Minister must not revoke an Q@ FIE FHATA g kFo] B Ao
export permit for a ground set out in U 2 52 d&se S WAt
paragraph (1)(d) or J.01.036(1)(e) or T HAY tHdS BHEsH] fs] e
(g) if the licensed dealer meets the sitthal WS wksk el Al AV A=
following conditions, unless the 95 ALsta, W AA] Fuj 7t
Minister has reasonable grounds to o 7 3o 2AE BT 55 AT
believe that it is necessary to do so to A1EdA4z5H A)J.01.036FA 18455
protect public health or safety, T A7%e wet & s7HE HAE)
including to prevent a restricted drug M= oF "
from being diverted to an illicit market
or use-
(a) the licensed dealer does not have a | 1. W3 A% #Fujx7} ©, Toupd, =
history of non-compliance with the T I S oA @2 ol"Ho] gle
Act, the Cannabis Act or their 735
regulations; and
(b) the licensed dealer has carried out, 2. "3 fdujxzl 1, Tdiepy, 2
or signed an undertaking to carry out, I S F=eh7] 918l 283 Al %=
the necessary corrective measures to S HAAY 283 2XE FHe =
ensure compliance with the Act, the A ekl S
Cannabis Act and their regulations.
Notice A
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(3) Before revoking an export permit,
the Minister must send the licensed
dealer a notice that sets out the
Minister's reasons and gives the dealer
an opportunity to be heard.

Return of permit

J.01.057

If an export permit is revoked, the
licensed dealer must return the original
of the permit to the Minister within 15
days after the effective date of the

revocation.

Identification

Name

J.01.058

A licensed dealer must include their
name, as set out in their dealer's
licence, on all the means by which they
identify themself in regard to their
activities in relation to restricted
drugs, including labels, orders,
shipping documents, invoices and

advertising.

Sale of Restricted Drugs

Sale to institution

J.01.059

(1) Despite section C.08.002 and
subject to subsections (3) and (4), a
licensed dealer may sell a restricted
drug to an institution for one of the
following purposes if the institution
submits to the dealer or the Minister an
application to purchase the drug and
the Minister issues a prior written

authorization for the sale:
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(a) clinical testing in the institution by
qualified investigators for the purpose
of determining the hazards and efficacy
of the drug; or

(b) laboratory research in the
institution by qualified investigators.
Content of application

(2) The application must contain the
following information:

(a) the name and the municipal address
of the institution;

(b) the names and qualifications of the
qualified investigators;

(c) the name, form, quantity and
strength per unit of the restricted drug
being requested;

(d) details of the proposed use of the
drug; and

(e) the name and municipal address of
the licensed dealer from whom the
institution proposes to purchase the
drug.

Application to licensed dealer

(3) If the institution submits the
application to the licensed dealer, the
dealer must provide a copy of it to the
Minister.

Authorization by Minister

(4) After reviewing the application
received from the institution or the
copy of it received from the licensed
dealer, the Minister may, subject to
any terms and conditions that the
Minister has reasonable grounds to
believe are necessary, authorize in

writing
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(a) the sale by the licensed dealer to
the institution of the restricted drug
applied for in the form, quantity and
strength per unit specified by the
Minister; and

(b) the possession of the restricted
drug by qualified investigators for
clinical testing of the drug in the
institution for the purpose of
determining its hazards and efficacy or
to conduct laboratory research with the
drug in the institution.

Authorized use only

(5) The institution must use the
restricted drug only in accordance with
the written authorization.

Sale to Minister

J.01.060

A licensed dealer may sell or provide a
restricted drug to the Minister.
Provision for identification or analysis
J.01.061

(1) Despite anything in this Part, a
person may, for the purpose of
identification or analysis of a restricted

drug, provide or deliver it to

(a) a practitioner of medicine; or

(b) an agent or mandatary of a
practitioner of medicine, if the agent or
mandatary has been exempted under
section 56 of the Act with respect to
the possession of that restricted drug
for that purpose.

Agent or mandatary of practitioner of

medicine
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(2) An agent or mandatary of a
practitioner of medicine who receives
the restricted drug must immediately
provide or deliver it to

(a) the practitioner; or

(b) the Minister.

Practitioner of medicine

(3) A practitioner of medicine who
receives the restricted drug must
immediately provide or deliver it

(a) for the purpose of its identification
or analysis, to a person exempted
under section 56 of the Act with
respect to the possession of that
restricted drug for that purpose; or
(b) to the Minister.

Packaging, Labelling and Transportation
Packaging — sale and provision
J.01.062

(1) A licensed dealer that sells or
provides a restricted drug must
securely package it in its immediate
container, which must be sealed in
such a manner that the container
cannot be opened without breaking the
seal.

Packaging — transport and export

(2) A licensed dealer that transports or
exports a restricted drug must ensure
that its package is sealed in such a
manner that the package cannot be
opened without breaking the seal.
Exception

(3) Subsection (1) does not apply to a

test kit that contains a restricted drug
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and that has a registration number.
Labelling

J.01.063

(1) A licensed dealer that sells or
provides a restricted drug must ensure
that its package is labelled so that its
inner and outer labels show

(a) the proper name or, if there is no
proper name, the name of the drug;

(b) the net contents of the package;
(¢) the unit strength of the drug and the
number of units per package, if
applicable;

(d) the lot number of the drug;

(e) the expression "Restricted Drug";
and

(f) the name and municipal address of
the manufacturer or assembler of the
drug.

Exception

(2) Subsection (1) does not apply to a
test kit that contains a restricted drug
and that has a registration number.
Non-application

(3) The labelling requirements set out
in section C.01.004 do not apply to a
restricted drug.

Transport

J.01.064

A licensed dealer must, in taking
delivery of a restricted drug that they
have imported or in making delivery of
a restricted drug,

(a) take any measures that are
necessary to ensure the security of the

drug while it is being transported;
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(b) use a method of transportation that 2. ookES HFEE BE AlHo] AY
permits an accurate record to be kept S xgste] FHEQAOA Qe w7R|
of all handling of the drug as well as of | &]¢Eo] RE HF YIS A3 7]=
the signatures of every person g e 5 UHEE AEE A
handling it until it is delivered to the
consignee;

(c) in the case of an imported drug, 3. 7Y o=l Ay THAY, o wet
transport it directly to the site Wk 5 WHojo] MAlE dFoR A
specified in their licence after it is 5T A
released under the Customs Act; and
(d) in the case of a drug to be 4, 7= =Rl A5 Wl HAlE &
exported, transport it directly from the oA FEE ABow AY &4 A
site specified in their licence to the
customs office where it will be
exported.
Thefts, Losses and Suspicious T, 24 9 gizge A
Transactions
Protective measures — licences and S X - W3 ¥ 7}
permits AJ.01.065%
J.01.065
A licensed dealer must take any W3] A2 I AE AXEa Y= WL
measures that are necessary to ensure | &7} HoFS R AsL7] 98] Hash &2
the security of any licence or permit in | £ ZX& FHdallof s}
their possession.
Protective measures — restricted drugs | B3 & - FFA|gre]of&
J.01.066 AJ.01.066=
The following persons must take any ot 7zt 39 sidsle A= aAlskal
measures that are necessary to ensure v FAFAgY FE] HEs HAS] 9
the security of any restricted drugs in d Zosk BE 2XE FHoF i)
their possession:
(a) a licensed dealer; 1. W3] AA] Fufz}
(b) an institution; 2. 71
(c) a qualified investigator who 3. 7]Toll A Aol AEA A=
possesses the restricted drug for the HAHo02 FHFgAgke RS A~AE x4
purpose of clinical testing or laboratory | < 2zt& FAM%

Aot A F ol oFF 178
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research in an institution; and

(d) a person exempted under section
56 of the Act with respect to the
possession of the restricted drug.
Theft or loss — licences and permits
J.01.067

A licensed dealer that becomes aware
of a theft or loss of their licence or
permit must provide a written report to
the Minister within 72 hours after
becoming aware of it.

Theft or loss — restricted drugs
J.01.068

(1) Subject to subsection (2), any
person referred to in section J.01.066
who becomes aware of a theft or loss
of a restricted drug must

(a) provide a written report to a
member of a police force within 24
hours after becoming aware of the
theft or loss; and

(b) provide a written report to the
Minister within 72 hours after
becoming aware of the theft or loss
and include a confirmation that the
report required under paragraph (a)
has been provided.

Explainable loss — licensed dealer

(2) Subsection (1) does not apply to a
licensed dealer that becomes aware of
a loss of a restricted drug that can be
explained on the basis of normally
accepted business activities.
Suspicious transaction

J.01.069

(1) A licensed dealer must provide a
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contains the restricted drug, other than
a test kit, the drug identification
number that is assigned to the product
under section C.01.014.2, if any; and
(e) a detailed description of the
reasons for those suspicions.

Good faith

(2) No civil proceedings lie against a
licensed dealer for having provided the
report in good faith.

Non-disclosure

(3) A licensed dealer must not disclose
that they have provided the report or

disclose details of it, with the intent to
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(b) the name and municipal address of 2. A Aol ol AA Fi

the other party to the transaction;

(c) details of the transaction, including 3. A AF AFCEARe) A7, #3,
its date and time, its type, the name Aol oo o5 FF F A Fo
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in the case of a product or compound, o] eofFo] 5F X9

the quantity of every restricted drug

that it contains;

(d) in the case of a product that 4. NEINE o] FHGAste]ekES *



O SR A @ AMIAE A 2 e

prejudice a criminal investigation,
whether or not a criminal investigation
has begun.

Partial protection against self-
incrimination

J.01.070

A report made under any of sections
J.01.067 to J.01.069, or any evidence
derived from it, is not to be used or
received to incriminate the licensed
dealer in any criminal proceeding
against them other than a prosecution
under section 132, 136 or 137 of the

Criminal Code.

Destruction of Restricted Drugs
Destruction at site

J.01.071

A licensed dealer that intends to
destroy a restricted drug at the site
specified in their licence must ensure
that the following conditions are met:
(a) the licensed dealer obtains the prior
approval of the Minister;

(b) the destruction occurs in the
presence of two of the following
persons, at least one of whom must be
a person referred to in subparagraph
(1):

(i) the senior person in charge, the
qualified person in charge or an
alternate qualified person in charge,
and

(ii) a person who works for or provides
services to the licensed dealer and

holds a senior position;
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(c) the destruction is carried out in
accordance with a method that
complies with all federal, provincial
and municipal environmental protection
legislation applicable to the place of
destruction; and

(d) as soon as the destruction is
completed, the person who carried out
the destruction and each of the two
persons referred to in paragraph (b)
who were present at the destruction
sign and date a joint declaration
attesting that the restricted drug was
completely destroyed, to which each
signatory must add their name in
printed letters.

Destruction elsewhere than at site
J.01.072

A licensed dealer that intends to
destroy a restricted drug elsewhere
than at the site specified in their
licence must ensure that the following
conditions are met:

(a) the licensed dealer obtains the prior
approval of the Minister;

(b) the licensed dealer takes any
measures that are necessary to ensure
the security of the restricted drug
while it is being transported in order to
prevent its diversion to an illicit market
or use,

(c) the destruction is carried out by a
person working for a business that
specializes in the destruction of
dangerous goods and in the presence

of another person working for that
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business;

(d) the destruction is carried out in
accordance with a method that
complies with all federal, provincial
and municipal environmental protection
legislation applicable to the place of
destruction; and

(e) as soon as the destruction is
completed, the person who carried out
the destruction provides the licensed
dealer with a dated declaration
attesting that the restricted drug was
completely destroyed and containing
(1) the municipal address of the place
of destruction,

(i1) the name and quantity of the
restricted drug and, if applicable, the
brand name and quantity of the product
containing it or the name and quantity
of the compound containing it,

(iii) the method of destruction,

(iv) the date of destruction, and

(v) the names in printed letters and
signatures of that person and the other
person who was present at the
destruction.

Application for prior approval

J.01.073

(1) A licensed dealer must submit to
the Minister an application that
contains the following information in
order to obtain the Minister's prior
approval to destroy a restricted drug:
(a) their name, municipal address and
dealer's licence number;

(b) the proposed date of destruction;
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(c) the municipal address of the place
of destruction;

(d) a brief description of the method of
destruction;

(e) if the destruction is to be carried
out at the site specified in the dealer's
licence, the names of the persons
proposed for the purpose of paragraph
J.01.071(b) and information
establishing that they meet the
conditions of that paragraph;

(f) the name of the restricted drug and,
if applicable, the brand name of the
product containing it or the name of the
compound containing it; and

(g) the form and quantity of the
restricted drug or the product or
compound containing it and if
applicable, the strength per unit of the
restricted drug in the product or
compound, the number of units per
package and the number of packages.
Signature and attestation

(2) The application must

(a) be signed and dated by the qualified
person in charge or an alternate
qualified person in charge; and

(b) include an attestation by that
person that

(i) the proposed method of destruction
complies with all federal, provincial
and municipal environmental protection
legislation applicable to the place of
destruction, and

(i1) all of the information submitted in
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support of the application is correct
and complete to the best of the
signatory's knowledge.

Additional information and documents
(3) The licensed dealer must, not later
than the date specified in the Minister's
written request to that effect, provide
the Minister with any information or
document that the Minister determines
is necessary to complete the review of
the application.

Approval

J.01.074

On completion of the review of the
application for approval, the Minister
must approve the destruction of the
restricted drug unless

(a) in the case of a destruction that is
to be carried out at the site specified in
the dealer's licence, the persons
proposed for the purpose of paragraph
J.01.071(b) do not meet the conditions
of that paragraph;

(b) the Minister has reasonable
grounds to believe that the restricted
drug would not be destroyed;

(c) the Minister has reasonable
grounds to believe that the licensed
dealer has submitted false or
misleading information or false or
falsified documents in or in support of
the approval application;

(d) the restricted drug or a portion of it
is required for the purposes of a
criminal or administrative investigation

or a preliminary inquiry, trial or other
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KLIS s HdEe

proceeding under any Act or its
regulations; or

(e) the Minister has reasonable
grounds to believe that the approval
would likely create a risk to public
health or safety, including the risk of
the restricted drug being diverted to an

illicit market or use.
Documents

Licensed Dealers

Method of recording information
J.01.075

A licensed dealer must record any
information that they are required to
record under this Part using a method
that permits an audit of it to be made at
any time.

Information — general

J.01.076

A licensed dealer must record the
following information:

(a) the name, form and quantity of any
restricted drug that the dealer orders,
the name of the person who placed the
order on the dealer's behalf and the
date of the order;

(b) the name, form and quantity of any
restricted drug that the dealer
receives, the name and municipal
address of the person who sold or
provided it and the date on which it
was received;

(c) in the case of a restricted drug that
the dealer sells or provides,

(1) the brand name of the product or
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the name of the compound containing
the restricted drug and the name of the
restricted drug,

(ii) the drug identification number that
has been assigned to the product under
section C.01.014.2, if any,

(iii) the form and quantity of the
restricted drug and, if applicable, the
strength per unit of the restricted drug
in the product or compound, the
number of units per package and the
number of packages,

(iv) the name and municipal address of
the person to whom it was sold or
provided, and

(v) the date on which it was sold or
provided;

(d) the name, form and quantity of any
restricted drug that the dealer
manufactures or assembles and the
date on which it was placed in stock
and, if applicable, the strength per unit
of the restricted drug in the product or
compound, the number of units per
package and the number of packages;
(e) the name and quantity of any
restricted drug that the dealer uses in
the manufacturing or assembling of a
product or compound, as well as the
brand name and quantity of the product
or the name and quantity of the
compound, and the date on which the
product or compound was placed in
stock;

(f) the name, form and quantity of any

restricted drug in stock at the end of
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each month;

(g) the name, form and quantity of any

restricted drug that the dealer delivers,

transports or sends, the name and

municipal address of the consignee and

the date on which it was delivered,
transported or sent;

(h) the name, form and quantity of any
restricted drug imported, the date on
which it was that the dealer imports,
the name and municipal address of the
exporter, the country of exportation
and any country of transit or
transhipment; and

(i) the name, form and quantity of any
restricted drug that the dealer exports,
the date on which it was exported, the
name and municipal address of the
importer, the country of final
destination and any country of transit
or transhipment.

Explainable loss of restricted drug
J.01.077

A licensed dealer that becomes aware
of a loss of a restricted drug that can
be explained on the basis of normally
accepted business activities must
record the following information:

(a) the name of the lost restricted drug
and, if applicable, the brand name of
the product or the name of the
compound containing it;

(b) the form and quantity of the
restricted drug and, if applicable, the
form of the product or compound

containing it, the strength per unit of
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the restricted drug in the product or
compound, the number of units per
package and the number of packages;
(c) the date on which the dealer
became aware of the loss; and

(d) the explanation for the loss.
Destruction

J.01.078

A licensed dealer must record the
following information concerning any
restricted drug that they destroy at the
site specified in their licence:

(a) the municipal address of the place
of destruction;

(b) the name, form and quantity of the
restricted drug and, if applicable, the
brand name and quantity of the product
containing the drug or the name and
quantity of the compound containing
the drug;

(¢) the method of destruction; and

(d) the date of destruction.

Annual report

J.01.079

(1) Subject to subsections (2) and (3), a
licensed dealer must provide to the
Minister, within three months after the
end of each calendar year, an annual
report that contains

(a) the name, form and total quantity of
each restricted drug that they receive,
produce, sell, provide, import, export
or destroy during the calendar year, as
well as the name and total quantity of
each restricted drug that they use to

manufacture or assemble a product or
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compound;

(b) the name, form and quantity of each
restricted drug in physical inventory
taken at the site specified in their
licence at the end of the calendar year;
and

(c) the name, form and quantity of any
restricted drug that has been lost in the
course of conducting activities during
the calendar year.

Non-renewal or revocation within first
three months

(2) If a licensed dealer's licence
expires without being renewed or is
revoked during the first three months
of a calendar year, the dealer must
provide to the Minister

(a) within three months after the end of
the preceding calendar year, the annual
report in respect of that year; and

(b) within three months after the expiry
or revocation, a report in respect of
the portion of the current calendar
year during which the licence was valid
that contains the information referred
to in subsection (1), in which the
quantity in physical inventory is to be
calculated as of the date of expiry or
revocation.

Non-renewal or revocation after third
month

(3) If a licensed dealer's licence
expires without being renewed or is
revoked after the first three months of
a calendar year, the dealer must

provide to the Minister, within three
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months after the expiry or revocation,
a report in respect of the portion of the
calendar year during which the licence
was valid that contains the information
referred to in subsection (1) for that
period, in which the quantity in
physical inventory is to be calculated

as of the date of expiry or revocation.

Institutions

Method of recording information
J.01.080

An institution must record any
information that it is required to record
under this Part using a method that
permits an audit of the information to
be made at any time.

Information

J.01.081

An institution must record the following
information:

(a) the name and quantity of any
restricted drug that the institution
orders, the name of the person who
placed the order on the institution's
behalf and the date of the order;

(b) the name and quantity of any
restricted drug that the institution
receives as well as the name and
municipal address of the licensed
dealer that sold or provided it and the
date on which it was received;

(c) details of the use of restricted
drugs in the institution;

(d) the names and qualifications of

every person who makes use of a
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restricted drug in the institution; and
(e) all clinical data with respect to the
use of every restricted drug received

by the institution.

Drug Received for Identification and
Analysis

Method of recording information
J.01.082

A person who records information in
accordance with section J.01.083 must
do so using a method that permits an
audit of the information to be made at
any time.

Information

J.01.083

A person who receives a restricted
drug in accordance with section
J.01.061 must record the following
information:

(a) the name and quantity of the
restricted drug, as well as the name
and municipal address of the person
who provided it to them and the date
on which it was received;

(b) details regarding the identification
or analysis of the restricted drug; and
(c) the names of the persons who
handled the restricted drug during the

process of identifying or analyzing it.

Record Keeping

Retention period

J.01.084

A licensed dealer, a former licensed
dealer, an institution and a person

referred to in section J.01.083 must
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keep any document containing the
information that they are required to
record under this Part, including every
declaration and a copy of every report,
for a period of two years following the
day on which the last record is
recorded in the document and in a
manner that permits an audit of the
document to be made at any time.
Location

J.01.085

The documents must be kept

(a) in the case of a licensed dealer, at
the site specified in their licence;

(b) in the case of an institution, at the
institution;

(c) in the case of a person referred to
in section J.01.083, at a location in
Canada; and

(d) in the case of a former licensed
dealer, at a location in Canada.
Quality of documents

J.01.086

The documents must be complete and
readily retrievable and the information

in them must be legible and indelible.

Notification of Application for Order of
Restoration

Written notification

J.01.087

(1) For the purpose of subsection 24(1)
of the Act, notification of an application
for an order of restoration must be

given in writing to the Attorney
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General by registered mail and be Eia=3
mailed at least 15 days before the date
on which the application is to be made
to a justice.
Content of notification A W&
(2) The notification must specify Q@ A= v 2t 35 25 7] A8k
of &ttt
(a) the name of the justice to whom the | 1. A& W& FA}o] o] &
application is to be made;
(b) the time and place at which the 2. Aol AlgldE Az A
application is to be heard;
(c) details concerning the restricted 3. A7 iAol H= FH A gk ekE ol
drug or other thing in respect of which | 2 ¥te] E3dof #3k AlF ALg
the application is to be made; and
(d) the evidence on which the applicant | 4. 217 <lo] #3350l AxH FHF#gHe]
intends to rely to establish that they ofFoly 1 wrel EHof sk 4~ Hsh
are entitled to possession of the o] A& AT 8l o EstuA &
restricted drug or other thing referred = A
to in paragraph (c).
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