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- QIx9 AE A F=E2 FYYEIEF = (Central Drug Standard Control
Organization : CDSCO)°lH, A&S Aot BE WA AE(QoFE, o=r]7], o4
)< TSl =

<®I>
=0 — re "”'».,t Central Drugs Standard Control Organi
OLI E r<) I'OI t%_‘I:l'_-,ll_c--?ll' E.I q‘ § mﬁm Directorate General of Health Services
‘\.‘ . Ministry of Health & Family Welfare
(c Dsco) o g Government of India

o 7|&%3 : Central Drugs Standard Control Organization
o 74 : 25 (Head Quater), 6712 X|YE2F(Zonal Offices), 7702 FEX|HAIFEA(Sub-Zonal
Offices), 137112 & Rt/E 22 (Port/Air Port Offices), 7712 ¥ (Laboratories)
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o M3} : 91-11- 23236965 / 23236975

o WA . 91-11-23236973

o ZF2 : Drugs Controller General (India), Central Drugs Standard Control Organization
(CDSCO)HQ, Directorate General of Health Services, Ministry of Health and Family
Welfare, Government of India
-110002

o O|HY : dci@nic.in

, FDA Bhawan, ITO, Kotla Road, New Delhi

o ZH|0|X| : https://cdsco.gov.infopencms/opencms/en/Home/
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- TojoFrE & PR, 1940 2 32 1945, of 9AsIe, FE Az 2+ F HE7 A
He 7 Wl g2el A4 @ Wl Aade] ge FANT 98

T AHE= TThe Drugs and Cosmetics Act, 1940; A o]% ookE 9 PR 5
of AAA +d, Ax, & 2 Tl FAE Al = = s Ht= HAARAL °]

2016W 129242 ¥ Drugs and Cosmetics Rules, 19455 7§ <t

-
M, 1940 W GFF 1945, 7 TFAIE GSR 426(E); & U=
83} 9 S4E 552 Ua 9 Wew Hu} YAE BT UL
X 2k 0 QR PR S B 55 EAF (2020.5.7. KOTRA)
https://news.kotra.or.kr/user/globalBbs/kotranews/5/globalBbsDataView.do?setldx=244&dataldx=181347

< ACTS AND RULES >

@ Drugs and Cosmetics Act, 1940 and Rules, 1945 As amended up to the 31st
December, 2016
https://cdsco.gov.infopencms/export/sites/CDSCO_WEB/Pdf-documents/acts_rules/2016D
rugsandCosmeticsAct1940Rules1945.pdf

m Gazette notification G.S.R 426(E) under the provisions of Drugs and Cosmetics Act,
1940 and Rules
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/downloa
d_file_division.jsp?num_id=MTc1

@ Drugs and Cosmetics Act 2008-THE DRUGS & COSMETICS (AMENDMENT) ACT, 2008
https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/acts_rules/DC_A
CT_AMENDMENT_2008_file.pdf

m Drugs and Cosmetics Act 2008-GUIDELINES UNDER NEW PENAL PROVISION
https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/acts_rules/Guideli
nes_under_new_penal_provisions.pdf

@ Right To Information (RTI) Act
https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/acts_rules/RTIAct
20051.pdf

m The Draft Drugs and Cosmetics (Amendment) 2015
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https://cdsco.gov.infopencms/export/sites/CDSCO_WEB/Pdf-documents/acts_rules/DC_A
MMENDMENT_BILL1.pdf

X XtE : QlE CDSCO #ALO|E
https://cdsco.gov.in/opencms/opencms/en/Acts-Rules/

O 7178 ®<k

— RZAX(The Ministry of Health and Family Welfare)oflA+&= 2018 119 29d9) “sh

& 74 ZQt(Draft of Cosmetic Rules)”& At o™, 20199d 14 13L471A] 74<¢H
oiet ojAS Wk

- 9 A ofA A= QUA] kom, AAIRReE AFFAIRES] =o)7t ofA k. AL EAL S

% Cosmetic Rule, 2018
https://cdsco.gov.in/opencms/opencms/system/modules/ CDSCO.WEB/elements/down

load_file_division.jsp?num_id=MjE30A==

o

Draft of the Cosmetics Rules, 2018

o 2YE T#8(Cosmetic Rule) Xt HIZA
i

- X 2HE2 Drug and Cosmetic Act(QlYE H HERH)Ql M8 H1 J=0, S
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- SPEE SAEo tigt 9= TEF 30707 TojokE 9 SE F2(Drugs and Cosmetics
Rules, 1945); ©] 271% SO @AHo] glowl, $AE Feje] SPEAZE T 53)e
o] f+A Fetsfof ot

<%tns
ole EFE3} 7|7 (BIS : Bureau of Indian Standards)
o M HF U oY
- 19473 1€ M<Z! Indian Standards Institution(0|3} ISy Q=9 Z7tEEI|HZE ME =
H2 =0 M REE= ME0 et #F A4 259 T8 d3Y
- 1986 118 ISI= Bureau of Indian Standards(0|3} BIS)Z 7HESHSM, BISE MEQ| EE
ot & B 05 39 €¥E FEt= 72
- 7|3%E ol AH|XHR(Ministry of Consumer Affairs, Food & Public Distribution)2| &zt
O, sig FA A0 27(2Z Y
- BISE wE2|of 2AE F14 UAln, O3 54 Yo HYE g MRAE 5O A2 =
7tEL (S5), MUo| (E8) =HOl (MF), TC7t2 (88), 2l (3F)
X BN
https://news.kotra.or.kr/user/globalBbs/kotranews/5/globalBbsDataView.do?setldx=244&dataldx=178397
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i) Skin powders (IS 3959 : 2004) Second revision
https://archive.org/details/gov.in.is.3959.2004

ii) Skin powders for infants (IS 5339 : 2004) Second revision
https://archive.org/details/gov.in.is.5339.2004

iii) Tooth Powder (IS 5383 : 2006) Second revision
https://archive.org/details/gov.in.is.5383.2006

iv) Tooth paste (IS 6356 : 2001) Third revision (Reafirmed in 2006)
https://archive.org/details/gov.in.is.6356.2001

v) Skin Creams (IS 6608 : 2004) Second revision
https://archive.org/details/gov.in.is.6608.2004/page/n5/mode/2up

vi) Hair Oils (IS 7123 : 1993) Second revision
https://archive.org/details/gov.in.is.7123.1993

vii) Shampoo, Soap—based (IS 7669 : 1990) First revision (Reafirmed in 1996)
https://archive.org/details/gov.in.is.7669.1990

viii) Shampoo, Synthetic—Detergent based (IS 7884 : 2004) Third revision
https://archive.org/details/gov.in.is.7884.2004

ix) Hair Creams (IS 7679 : 1978) First Revision
https://archive.org/details/gov.in.is.7679.1978

x) Oxidation hair dyes, Liquid (IS 8481 : 2005) Third revision
https://archive.org/details/gov.in.is.8481.2005

K 47k ATl 20209 19 19%H RAHYS

https://www.avantis.co.in/updates/article/8221/bis—notifies—indian—standards—of

—oxidation—and—powder—hair—dyes/

xi) Cologne (IS 8482 : 1995) First revision : Amendment No.3 September 2012
https://archive.org/details/gov.in.is.8482.1995

xii) Nail polish (IS 9245 : 1994) First revision : Amendment No.l July 1998
https://archive.org/details/gov.in.is.9245.1994

xiii) After shave lotion (IS 9255 : 1995) First revision
https://archive.org/details/gov.in.is.9255.1995

xiv) Pomades and Brilliantines (IS 9339 : 1988) First revision
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https://archive.org/details/gov.in.is.9339.1988

xv) Depilatories chemicals (IS 9636 : 1988) Reaffirmed 2005
https://archive.org/details/gov.in.is.9636.1988

xvi) Shaving creams (IS 9740 : 1981)
https://archive.org/details/gov.in.is.9740.1981

xvii) Cosmetic Pencils (IS 9832 : 2002) First revision
https://archive.org/details/gov.in.is.9832.2002

xviii) Lipstick (IS 9875 : 1990) Reaffirmed 2005
https://archive.org/details/gov.in.is.9875.1990

xix) Lipsalve (IS 10284 : 1982) Reaffirmed 2005
https://archive.org/details/gov.in.is.10284.1982

xx) Powder hair dyes (IS 10350 : 1999) Second revision
https://archive.org/details/gov.in.is.10350.1999

xxi) Bindi (Liquid) (IS 10998 : 1984) Reaffirmed 2000
https://archive.org/details/gov.in.is.10998.1984

xxii) Kum kum powder (IS 10999 : 1999) Reaffirmed 2004
https://archive.org/details/gov.in.is.10999.1999

xxiii) Henna powder (IS 11142 : 1984) Reaffirmed 2005
https://archive.org/details/gov.in.is.11142.1984

xxiv) Sindoor (IS 14649 : 1999)
https://archive.org/details/gov.in.is.14649.1999

xxv) Liquid foundation make—up (IS 14318 : 1996) Reaffirmed 2004
https://archive.org/details/gov.in.is.14318.1996

xxvi) Cold Wax—Hair remover (IS 15152 : 2002)
https://archive.org/details/gov.in.is.15152.2002

xxvii) Face pack (IS 15153 : 2002)
https://archive.org/details/gov.in.is.15153.2002

xxviii) Kajal (IS 15154 : 2002)
https://archive.org/details/gov.in.is.15154.2002

xxix) Oxidation Hair Dyes (Emulsion type) (IS 15205 : 2002)
https://archive.org/details/gov.in.is.15205.2002

_'IO_
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xxx) Cream Bleach (IS 15608 : 2005)
https://archive.org/details/gov.in.is.15608.2005

X EA 1Rk BESE 7|FL(BIS) WAtOlE
https://bis.gov.in/index.php/standards/technical—department/petroleum—coal—and-rela

ted—products/indian—standards—referred—in—government—regulations/
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O 3= (Cosmetics)
— Qlmo] Tojopx Wl ShgEMl 1940 W 2 19455 o A3F(aaa)oll WEH, “SpFE"0]

@ 42, njs WEEY, SRWEE 9% BHoR QA Bt £AG BRe]

i

U BeEls Ao r AMgstes &F 0

tlo
1o

=

Dmgs mrd Cosmeﬁns 4cr 1940

12
[ [(aaa)] “cosmetic” means any article mtended to be rubbed, poured, sprinkled or sprayed on, or

mfroduced mto, or otherwise applied to. the human body or any part thereof for cleansing. beautifying.
promoting attractiveness, or altering the appearance, and includes any article intended for use as a component
3

of cosmetic [** *]:

- smgcig FolagE == 7}0]Eﬂ-?l(Guidelines on Registration of Import of
34

Cosmetics)y & F&A4]
- fHEAETE AES HE Variants(ﬁ}*gl'i%])” Eﬂg}—'& MdolH, “variants'= H|o]A

= =
ZEHolAe s A, Ax, & 2 Aol= 5ol oE AlES Qvd
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AsHEE 5= TtelEEelel FE5A(ANNEXURE))

3}1%EZ B3 E (Brands of Cosmetic Products)

1€ (Column-1)

3% (Column-3)

1. 271 ME
(Skin products)

1. 271 Aol ®ME
(Skin care products)

1. Ho|& A of MZF (o8 0t23 H|2l|) (Face care
products other than face mask)

20|44 OFA3 (Face mask)

00| #HEO{ HE (Eye contour products)

2 Ao MZE (Lip care products)

SHE A O ME (Hand care products)

Z A HME (Foot care products)

HFC] #HOf HME (Body care products)

® Nk iwin

Qe Ao MZE (External intimate care
products)

9. g}std ZtEH| HA (Chemical exfoliation products)

10. 22|18 ZEX A (Mechanical exfoliation
products)

11. O] 3HEE (Skin lightening products)

12. 7|EF 2Z1 0] XM[E (other skin care products)

2. 271 2HY ME

(skin cleansing products)

1. Hl% HE (Soap products)

2. 2E/A?] ME (Bath/shower products)

3. Ho|3¥ 2[FH HME (Make-up remover
products)

4. Q28 2’8 ME (External intimate hygiene
products)

5. 7|Et 23 A HE (other skin cleansing products)

. MZX MEZ (Body hair

removal products)

2}t HZ2H (Chemical depilatories)

=22|8 HMZH (physical epilation products)

Wi =

7|et MZH (other body hair removal products)

. RYk EFMIE (Bleach for

body hair products)

—_

. Dk BT (Bleach for body hair)

CHFH/E A MZ

(Correction of body odour
and/or perspiration)

1. YoMl =& HMEZ (Products with antiperspirant
activity)

2. 'Yotx Oj=2g ME (Products without
antiperspirant activity)

. Z2|/OHZE Hol2 MEF

(Shaving and pre-/after-
shaving products)

1. #0128 ME (shaving products)

2. Z2|/Of=E 40| HEZ (pre-/after-shaving
products)

3. 7|Et =2[/0f=H 40| XNE (other shaving and
pre-/after-shaving products)

. Holag ME (Make-up

products)

1. ot200|M (Foundation)

n

M B| (Concealer)

w

7|Et mfojA Ho|2Y ME
products)

(Other face make-up

OrAZ+EE (mascara)

00| M=% (Eye shadow)

Oto| H& (Eye pencil)

OFO| 2t0| (Eye liner)

® N\~

7|Et OfO| TO]3 Y (Other eye make-up
products)

9. EAEl (Lip stick)

10. EAEl AP (Lipstick sealer)

11. 7|EF & MO]3 Y (other lip make-up products)

_12_
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of Cosmetic Products)

1€ (Column-1)

3I&E HaME (Brands
ol

2% (Column-2)

3% (Column-3)

12. HEC|/H O] A HQAE(CItL Y MO|2 Y "ZS) (Body

or face paint, including "carneval make-up")

13. 7|EF HO]3 ¥ ME (Other make-up products)

8. &= (Perfumes)

1.

2.

SIO|EEYAZ &4 (Hydroalcoholic perfumes)
3

Hl SIO|[EE2YTZ T (Non hydroalcoholic
perfumes)

9. MEH B M= Efd MF (Sun
and self-tanning products)

1.

M DZ2EM F|E (Before and after sun products
Sun protection products)

Ao Eid XME (Self-tanning products)

It M HE X A= Eid ME (Other sun and
self-tanning products)

10. 7|Ef &271 X& (Other skin
products)

. 7|Et AZIA O] (Other skin products)

2. B &I
ME

(Hair and scalp
products)

1. 22 2 £ Ao &

8|0 ZAC| L] (Hair conditioner)

SHZ HE (Hair and scalp
care and cleansing

Fo 9 22 Aol ME (Scalp and hair roots
care products)

products)

Eftn 4X| HE (Antihairloss products)

71Ef 22 £ Ao X FHY MEF (Other hair
and scalp care and cleansing products)

H& 24X HME (Antidandruff products)

12. @M HE (Hair colouring

G+ X (Oxidative hair colour products)

products)

HIAFSE 22X (Non-oxidative hair colour
products)

M gl M XX (Hair bleaching and dye
remover products)

7|Ef = HMX| (Other hair colouring products)

13. I AELZE MFZF (Hair
styling products)

CYAH BHHME HE (Products for temporary

hair)

ST fole AEtYE HMF (styling Permanent
wave products)

80 A / AEHO|EL (Hair relaxer /
straightener products)

4. 7|Et &0 AEtYE HE (Other hair styling
products)
14. 7|t 2 SO HE (Other | 1. 80 MZZ2HM KF (Hair sun protection
hair and scalp products) products)
2. 7|Et 2% FIO| MZ (Other hair and scalp

products)

3. 4 REZ
HEZ
(Nail and
cuticle
products)

15, WY HiLAl & 2[2H HZ
(Nail varnish and remover

Y HEILA] 7 4 HOo]A Y (Nail varnish / Nail

make-up)

products)

H HFLA] 2|2 (Nail varnish remover)

Ul BFL Al Al (Nail varnish thinner)

Y =2[X| (Nail bleach)

Vil win

71Et 4 HL|A] 2 2[2H (Other nail varnish
and remover products)

16. W Ao / StEH HE
(Nail care / nail hardener

—_

W AHOf (Nail care products)

products)

H Y 3= (Nail hardener)

7|Eb Y A / SEELH (Other nail care / nail
hardener products)

17. HE =% 2[FH HMZF (Nail
glue remover products)

Y =& 2|28 (Nail glue remover)

_13_
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T

(Other nail and cuticle
products)

SIEE BHiE (Brands of Cosmetic Products)
1€ (Column-1) 2% (Column-2) 3% (Column-3)
18. 7|Et Y Y/FEIZ HE . HEIE 2|®HY / AZEL (Cuticle remover /

softener)

4l AZE HE (Nail sculpting products)

. 7|EF WY 2 REIE NE (Other nail and cuticle

products)

4. 72 9y
NE
(Oral
hygiene
products)

19. X|Of 22| ME (Tooth care
products)

. X|9f (Toothpaste)

X[of A WM/ &

(Tooth cleansing
powder / salt)

. 7|EF X|OF #/0f XM|E (Other tooth care products)

20. Op2 Al /7 LEAY XA
AZFY O] (Mouth wash /
breath spray)

L OFRA A

(Mouth wash)

- HEAM HA

212 0| (Breath spray)

. 7|E} O

HAA/LEHM HMAH 2z 0] (Other
mouth wash / breath spray products)

21. X|O} O/¥H| (Tooth . X|O} O|E4X| (Tooth whiteners)
whiteners)
22. 7|et & EZH (Other . 7|Et 14 HZ HME (Other oral hygiene
oral hygiene products) products)
O Al ZJA(Manufacturer)
- AxGATE JI=E ALt Tt SFo] SEH AR Wit AEEe Eastal 9l
T AlFEeS 2oy e AxJA7E 468 804 Aitsks Zlidlolu AAIE
o1
O o221 (Authorized Agent)
- "giElolgt AxAATE A I7FE Wi 9] JiQlelu AAIE HWelH oofE H 3t
BE WOl 74 F45 Egolel AR U RE A 950l diet Al A
[0 Z+3]AHSubsidiary)
R AZAE 24T IE e TR
71et 442 (Any other importer)
TIEF AR AR2AR 2 diPele AQst AlEY Y FHLoRE S 7iQlo]

U dAE et

_14_
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IS 4707 Classification of Cosmetics Raw Materials and Adjuncts, Part 1: Dyes,
- I}E 1 | Colours and Pigments (5| 8% X))
Annex A — List of substances which must not form part of the
composition of cosmetic products (Hi&=X| d&
Annex B — List of substances which cosmetic products must not
contain except subject to the restrictions and
IS 4707 o ) . N
B conditions laid down (H{2$H= Kot H&2
- OIE 2
Annex C — List of preservatives which cosmetic products may
contain (518 EEX)
Annex D — List of U.V. filters which cosmetic sunscreen products
may contain (51& Xte[MXEH &)

% IS 4707 (Part 1) : Classification of Cosmetics Raw Materials and Adjuncts, Part 1:

Dyes, Colours and Pigments

https://archive.org/details/gov.in.is.4707.1.2001

% IS 4707 (Part 2) : Classification for cosmetic raw materials and adjuncts, Part 2: List of

raw materials generally not recognized as safe for use in cosmetics

https://archive.org/details/gov.in.is.4707.2.2009

_15_
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- IS 4707 (Part 1)y ©l FgFNA Argol o1-8% 2HA] Aol 455 o
- ol HoM 4 1, 2, 3, 4 9 YujE= thgy} 23

CField of Applicationy

= ojn|

%1 | RE 2o HE 585l KAMK

%2 & Yoo MEEE MES HoS BE SHo| HE0 SRS KM

o 5 fg Tl O JHsTH AR ZAOIM ot HEHK Qe HEOY &8s
KA

Q4 DR U pwatel HF AZ0| B HEOT SRS KM

% IS 4707 (Part 1) : Classification of Cosmetics Raw Materials and Adjuncts, Part 1:
Dyes, Colours and Pigments

https://archive.org/details/gov.in.is.4707.1.2001

Table 1 GRAS List of Colouring Agents
(Clause 4.1)

"Colour Index Number or
Denomination

Colour

Fleld of Application

2

3

4

Other Limitations and Requirements”

THoohe

Cireen

x

Fran2o

Green

e

Yellow

11680

Yellow

TR

Yellow

11725

Orange

11920

Orange

[ 12010

Red

120857

Red

3% Max concentration in the finished product

12120

Red

Red

Red

_16_




2IE FEA FoAte

O == 42
- IS 4707 (Part 2); o] F&A Aol Hiek=7A] Aol =5 9l
M)
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cosmetic products
https://1a803006.us.archive.org/3/items/gov.in.is.4707.2.2009/is.4707.2.2009.pdf

HigaA A 55 oD

ANNEX A
(Clauses 1 and 3)

LIST OF SUBSTANCES WHICH MUST NOT FORM PART OF THE COMPOSITION
OF COSMETIC PRODUCTS

[Names followed by an asterisk (*) are international non-proprietary names (INN) for pharmaceutical products)

N-5-Chlorobenzoxazol-2-ylacetamide
2-Acetoxyethyltrimethylammonium hydroxide (acetylcholine) and its salts
Deanol aceglumate (*)

Spironolactone®
[4-(4-Hydroxy-3-iodophenoxy)-3,5-diiodophenyl] acetic acid and its salts
Methotrexate*

Aminocaproic acid* and its salts

Cinchophen®, its salts, derivatives and salts of these derivatives
Thyropropic acid* and its salts

Trichloroacetic acid

Aconitum napellus L. (leaves, roots and galenical preparations)
Aconitine (principal alkaloid of Aconitum napellus L.) and its salts
Adonis vernalis L. and its preparations

Epinephrine*

Rauwolfia serpentina alkaloids and their salts

Alkyne alcohols, their esters, ethers and salts

Isoprenaline*

Allyl isothiocyanate

Alloclamide* and its salts

Nalorphine®, its salts and ethers

Sympathicomimetic amines acting on the central nervous system:
Aniline, its salts and its halogenated and sulphonated derivatives
Betoxycaine® and its salts

Zoxazolamine®*

1.
2
3.
4,
5.
6.
1.
8.
9.
10.
11

SEEER
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% Annex B @ List of substances which cosmetic products must not contain except
subject to restriction and conditions laid down

https://1a803006.us.archive.org/3/items/gov.in.is.4707.2.2009/is.4707.2.2009.pdf

ANNEX B
(Clauses | and 3)
LIST OF SUBSTANCES WHICH COSMETIC PRODUCTS MUST NOT CONTAIN IN EXCEPT SUBJECT TO
RESTRICTIONS AND CONDITIONS LAID DOWN

Restrictions Conditions of Use and Warnings
which must be Printed on the Label

Field of Application andfor Use M Auth: d Ci itations and R
in the Finished Cosmetic Product

2) 3) 4) (5)

6)

Boric acid, borates and a) Talke a) 5 percent (by mass/mass as boric 1) Not to be used in products for children 1) Not to be used for children under
tetraborales with the exception acid) under 3 years of age. 3 years of age.
of substance No. 1184 in

Anncx A

2) Not to be used on pecling or irritated 2) Not to be used on peeling ar
skin if the concentration of free soluble irritated skin.
borates exceeds 1.5 percent (by
mass/mass as boric acid)

Products for all hygiene 0.1 percent (by mass/mass as Not to be used in products for children 1) Not to be swallowed.
boric acid) under 3 years of age.

2) Not to be used for children under
3 years of age.

Other products (excluding bath 3 percent (by mass/mass as boric 1) Not 1o be used in products for children 1) Not to be used for children under

products and hair  waving acid) under 3 years of age. 3 years of age.
products)

2) Not to be used on peeling or imitated 2) Not to be used on peeling or
skin if the concentration of free soluble irritated skin
borates exceeds 1.5 percent (by
mass/mass as boric scid)

Bath products 18 percent (by mass/mass as Not to be used in products for children Not to be used for children under 3
boric acid) under 3 years of age. years of age.

Hair waving products 8 percent (by mass/mass as boric Rinse well.
acid)

_’|8_
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% Annex C : List of Preservatives which cosmetic products may contain

https://1a803006.us.archive.org/3/items/gov.in.is.4707.2.2009/is.4707.2.2009.pdf

(Clauses 1 and 3)

LIST OF PRESERVATIVES WHICH COSMETIC PRODUCTS MAY CONTAIN
PREAMBLE

Preservatives are substances which may be added to cosmetic products for the primary purpose of mlnblhng the development of micro-organisms in such products.

The substances marked with the symbol (*) may also be added to cosmetic products in concentration other than those laid down in this Annex for other specific purposes

apparent from the presentation of the products, for examplc as deodorants in soaps or as anti-dandruff agents in shampoos.

Other substances used in the formulation of products may also have anti-microbial propertics and thus help in the preservation of the products, as. for instance,

many essential oils and some alcohols. These substances are not included in this Annex.

For the purposes of this list:

a) ‘Salts’ is taken to mean: salts of the cations sodium, potassium, calcium, magnesium, ammonium and ethanolamines; salts of the anions chloride, bromide, sulphate,
acetate,

b) “Esters’ is taken to mean: esters of methyl, ethyl, propyl, isopropyl, butyl, isobutyl, phenyl.

All finished products containing formaldehyde or substances in this Annex and which release formaldehyde must be labelled with the i ins formaldehyde'
where the concentration of formaldehyde in the finished product ds 0,05 p

Substance Maximum Authorized Concentration Limitations and Requiremenis Conditions of Use and Warnings
which must be Printed on the Label

@ ) @) 3
Benzuic acid (CAS No. 65-85-0) and its sodium salts | Rinse off products except oral care
(CAS No. 532-32-1) products: 2.5 (acid)
Oral care products: 1.7 percent (acid)
Leave-on products: 0.5 percent (acid)

Salts of benzoic acid other than listed under reference | 0.5 percent (acid)
No.l and esters of benzoic acid

Propionic acid, its salts and esters (*) 2 percent (acid)

Salicylic acid,its salts and esters (*) 0.5 percent (acid) Not to be used in preparations for children under three years | Not to be used for children under three
of age except for shampoos years of age (')

Sorbic acid (hexa-2 4-dienoic acid) and its salts (*) | 0.6 percent (acid)

F |dehyde and ldehyd 0.2 percent {(except for products for oral | Prohibited in aerosol disp (sprays)
hygiene)

0.1 percent (products for oral hygiene)
expressed as free formaldehyde

_19_
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https://ia803006.us.archive.org/3/items/gov.in.is.4707.2.2009/is.4707.2.2009.pdf

G18E Aol A AE 22 o)

(Clauses 1 and 3)
LIST OF PERMITTED UV FILTERS WHICH COSMETIC PRODUCTS MAY CONTAIN

For the purpose of this Directive, UV Filters are substances, which contained in ¢ ic sunscreen products, are specifically intended to filter certain UV rays in order to protect
the skin from certain harmful effects of these rays.

These UV filters may be added to other cosmetic products within the limits and under the condition laid down in this Annex.
Other UV filters used in cosmetic products solely for the purpose of protectinfg the product against UV rays are not included in the list.

81 Substance i A C Other Limitations and Requi Conditlons of Use and Warnings which
Ne. maust be Printed on the Label

2) (C] 5

4-Aminobenzoic acid 5 percent -
N,N,N-Trimethyl<4-(2-oxoborm-3-ylidenc-methyl) | 6 percent —
anilinium methyl sulphate
Homosalate (INN) 10 percent
Oxybenzone (INN) 10 percent

2-phenylbenzimidazole-5-sulphonic acid and its 8 percent
sodium and tri ine salts d as acid)

P

3.3'(1 4-Pheny} hylene) bis (7, 7~dimethyl- | 10 percent
bicyck f:zmw' I-methanesulfoni d as acid)
lcld)l.ndlhllﬂl

I<{4-teri-butylphenyl)-3-{4-methoxy- 5 percent
phenyl)propane-1,3-dione

alpha-(2-Oxobom-3-ylidenc)-4-sulphonic acid and | 6 percent
its salts (expressed as acid)

2-cyano-3,3-dipheny| acrylic acid, 2-cthylhexyl 10 percent
ester (Octocrylene) (expressed as acid)

Polymer of N-{(2 and 4)-[(2-oxobom-3- 6 percent
ylidene)methyl]benzyl jacrylamide

. | Octyl methoxycinnamate 10 percent

. | Ethoxylated Ethyl-4-Aminob (PEG-25 10 percent
PABA)
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% IS 14648 : 2011 “"Microbiological Examination of Cosmetics And Cosmetic Raw
Materials — Methods of Test”
https://law.resource.org/pub/in/bis/S11/is.14648.2011.pdf
https://archive.org/details/gov.in.is.14648.2011

ANNEX A
(Clause 1)

MICROBIAL LIMITS FOR COSMETIC FINISHED PRODUCTS

Product Microbial Limit (CFU/g or Product Microbial Limit (CFU/g or
CFU/mi)" CFU/ml)"

Shampoos, powders  Total Microbial Count: 1 000, pathogens:
Max E. coli and Psendomonas
Yeast and Mould Count: 100, aeruginosaly
Max S. aureus: absent/g
Skin creams and Total Microbial Count: 1000, C. .albicans: absent/g
lotions Max Total Microbial Count: 1 000,
Yeast and Mould Count: 100, Max
Max Yeast and Mould Count: 100,
Absence of Gram negative Max
pathogens: Absence of Gram negative
E. coli and Pseudomonas pathogens:
aeruginosaly E. coli and Pseudomonas
S. aureus: absent/g aeruginosal/g
C. albicans: absent/g S. aureus: absent/g
Baby products Total Microbial Count: 200, C. albicans: absent/g
Max Tooth paste and Total Microbial Count: 1 000,
Yeast and Mould Count: 100,  tooth powders Max
Max Yeast and Mould Count: 100,
Absence of Gram negative Max
pathogens: Absence of Gram negative
E. coli and Pseudomonas pathogens:
aeruginosa/g E. coli and Pseundomonas
8. aureus: absent/g aeruginosa/g
C. albicans: absent/g S. aureus : absent/g
Eye products Total Microbial Count: 100, C. albicans : absent/g
(Products to be used  Max All other products Total Microbial Count: 1 000,
in and around the Yeast and Mould Count: 100, requiring micro- Max
eyes) Max biological assessment Yeast and Mould Count: 100,
Absence of Gram negative Max

" CFU/g = forsolids. " CFUfg = for solids.
CFU/mi for liguids. CFUfmi for liguids

_2’|_
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2= HZ A (contact hypersensitivity)
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% IS 4011 : 1977 Methods of test for safety evaluation of cosmetics

http://bwcindia.org/Web/Info& Action/Legislation/Testingof Cosmetics.pdf
https://archive.org/details/gov.in.is.4011.1997
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- SPE =Yy "4 @72 TThe Drug & Cosmetics rules 1945; ¢ PART XV
(LABELLING, PACKING AND STANDARDS OF COSMETICS] o =5 J&

https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-documents/acts_rules/2016DrugsandCosmeticsAct1940Rules1945.pdf

- SR mgol MAFOF ok A aoteld et 2

EA|7| R AbSt Inner Label | Outer Label
(5 2t) | (@5 =)

Name of Cosmetics
sl o8 ° ©
the Name of the manufacturer and complete address of the premises of
the manufacturer O O
Mz=RAte| o|F 8l oty &FO0| Mz=E MY AlHol 2AHet Fo
Use before date/Expiry Date
2H|7|3 £ QE7|3 O O
Net contents
a0y o
Adequate Direction of safe use
OB ALEE 9B HES AR HEN °
Warning, caution or special direction required to be observed by the
consumer O
2H[APIE =80 5l= B4, Fo|, = EET XAAY
a statement of the names and quantities of the ingredietns that are
hazardous or poisonous O
FHSALE 90| U= d=2f O|F1 o it 29
Batch number 0 0
SHX| G
Manufacturing license number, the number bing preceded by the latter M
HZS7L e, Ws go| BX Mg Eoich © ©
the list of ingredients
HE 2|AE j © ©
Labelling requirements, if any, specified in the relevant Indian standard as
laid down by the BIS for the cosmetics covered under Schedule S 0 0

Do b QTAMO| Yk FR, AAF SO EEls SAYBO O
EESOM 7HS B8 s EE0 BAE A
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The Drug & Cosmetics rules 1945
PART XV
[LABELLING, PACKING AND STANDARDS OF

COSMETICS]

148. Manner of labeling: — Subject to other

provisions of the rules, a cosmetic shall carry

(1) On both the inner and outer labels:

(@) The name of the cosmetics,

(b) The name of the manufacture and complete
address of the premises of the manufacturer

where the cosmetic has been manufactured:

Provided that if the cosmetic is contained in a
very small size container where the address of
the manufacturer cannot be given, the name of
the manufacturer and his principal place of

manufacture shall be along with pin code.

(c) Use before/Expiry Date (Month and Year).

(2) On the outer label:

A declaration of the net contents expressed in
terms of weight for solids, fluid measure for
liquids, and weight for semi-solids, combined
with  numerical the
sub-divided:

count if content is

148. cHH 2 &4l .

g E2 ot &5 &7|oHOfF St

(@) eHEEL

el
o

(b) Mz=YAe| OlF A =tHEFO| M= M=¢

=
AL PN

—

() ZH|7|BHuse before

Date) (2 d2|1 9Ek)

date)/7-& 7| Zt(Expiry

2) 2/F 2HE

& sze DHQ RA, AL SH BF 2
axlel RAE EIISHH, B0 MEHE HP
2R Tt ZESOl EI|BHCL
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Provided that this statement need not appear | T, = T&0| 60mIE Z=1}stX| U&= T, o
in case of a package of perfume, toilet water | = S O|Q} Z2 =T L& += 20| 30g2 =
or the like, the net content of which does not | ItStA| Q= 10X L& Htax 2HEE ZEHo 4
exceed 60 ml or any package of solid or | 20|& O 27E EAIZ a7t QlCt

semi-solid cosmetic the net content of which

does not exceed 30 grams.

(3) On the Inner Label; where a hazard exists:

(@) An Adequate direction for safe use,

(b) Any warning, caution or special direction

required to be observed by the consumer,

(c) A statement of the names and quantities of

the ingredients that are hazardous or

poisonous.

(4) A distinctive batch number, that is to say,
the number by reference to which details of
manufacture of the particular batch from which
the substance in the container is taken are
recorded and are available for inspection, the
figures representing the batch number being

preceded by the letter B:

Providing that this clause shall not apply to
any cosmetic containing 10 grams or less if the
cosmetic is in solid or semi- solid state, and 25
milliliters or less if the cosmetic is in a liquid

state:

Provided further that in the case of soaps,

instead of the batch number, the month and

L& 2H2of; ?/20] EXsts 8%

1

(a) CtHBl

— —

(b) AHIXE7F E4S0psHe BE ZAT, Fo| &

SEot RAIME,

rir

() FlistAHLE 540 e HEQ| Ol Yo
Cigh A9,

(4) Lgsh HX| 4dY, & 87| Wf 2ES MF
£ HiX|o HZE NE AtES 7|55t HARg
+ Ae Tx HS0|H HIX| MSE LEIYE =
X2, oo X B7l =Lt

2 232 SIHEO| 1M £ ghax AEjOl
2 10g O|st, Hx| SEf Q1 AL 25 L2|2|E Of
SIE Eol= SIHEN = MEXX| ULt

Hol Ze WA HE oAl

A7) 2HAO| E7|X|OfOF ohLt.

Hl+2ol M=
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year of manufacture of soap shall be given on
the label.
(5) Manufacturing licence number, the number M= 57F Hz, Hz o 22X M2 =QICt
being preceded by the letter M.
(6) Where a package of cosmetic has only one | (6) S&E ZZ0| otLto| 2t = HP2 0|Y
label such label shall contain all the information | 3t 2t 0= O] FAof el LHE % F 2pH
required to be shown on both the inner and | 250 HEA|St= O 2R3t R FEI ZEL|
the outer labels, under these rules. O{OF BtCt
(7) The list of ingredients, present in|(7) SE25E2 ‘ingredient"0|2t= EtO{E 0]
concentration of more than one per cent shall | E7|$F 20, 1 % 0|49 52 ZEXsts d&
be listed in the descending order of weight or | € Z20|&, 0|23t H&0| H7tEl AHe| 5
volume at the time they are added, followed | E& FI|9| L{EXt+=2=Z LtEL|0{OF ot 1
by those in concentration of less than or equal | Ct20l= 1 % O[5t 8=2 HE& =AMt &2al

to one per cent, in any order, and preceded by
the word “"INGREDIENTS" :

Provided that this statement need not appear
for packs of less than 60 ml of liquids and 30
gm of solid and semi solids.
(8) Labeling requirements, if any, specified in
the relevant Indian Standards laid down by the
Bureau of Indian Standards for the cosmetics
covered under Schedule “S".

148 A Prohibition against altering
inscriptions on containers, labels or wrappers of
cosmetic: — No person shall alter, obliterate or
deface any inscription or mark made or
recorded by the manufacturer on the container,

label or wrapper of any cosmetic:

T, 4% 6oml OIS, 1A S gt1H 30gm Ojg
of ZFO|E& 0| Argol EAIY TR} gict

@) 2Ha Q7 AFS0| Y= ZHL, AHES "sof
Zoels YEO Cish A= BEEIOM A8
oF 2 Q= mEO| HAIZOf ALK

Mol #HE A - O 5= 2EE 87,
ot e ZEX|Of MZYAZE EGotAL 7IF
o 7MY EE BAIE BE, MA Ex &
Me eF &t
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148 B. Prohibition against false or misleading
claims: — No cosmetic may purport or claim to
purport or convey any idea which is false or

misleading to the intending user.

149.

Colours and Pigments: — Hair dyes containing

Labeling of hair dyes containing dyes,

Para-Phenylenediamine or other dyes, Colours
shall be labeled with the

following legend in English and local languages

and pigments]

and these shall appear on both the inner and

the outer labels.

"Caution: - This product contains ingredients
which may cause skin irritation in certain cases
and so a preliminary test according to the
accompanying directions should first be made.
This product shall not be used for dyeing the
eyelashes or eyebrows; as such a use may

cause blindness.”

Each package shall also contain instructions in
English and local languages on the following

lines for carrying out the test:

"This

inflammation of the skin in some cases and so

preparation may cause serious
a preliminary test should always be carried out
to determine whether or not special sensitivity
exists. To make the test, cleanse a small area
of skin behind the ear or upon the inner
surface of the forearm, using either soap and
water of alcohol. Apply a small quantity of the
hair dye as prepared for use to the area and

allow it to dry. After twenty-four hours, wash

rirrot g
o
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Ral
30
rir

r
uo
el
>
Ir
re
n
o~

=g Zodts YA 2t
%EI

S|

=
©
11%
hu

nE

ara-Phenylenediamine E= 7|E}
=3t 2N = Fof Bl
S Rt F 2t 4% 2&F

Ct.

2 0rx oM
s
M
HU
mjn

e 1z
Hu
il
i}
>_

Of EA[SHOF

o

'F=ol - 2 HME2 B8R0 met oF =S &
=

2
Ral
OF
—__
IS)

o
I
=]
o

HAES +d3t7| s 24 m7|X0ls Chg &
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"ol MAe 80 et ojfo y4ct g5 ¢
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o5 ZE%H7| {3 24 OjHl HXAEE Y
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the area gently with soap and water. If no
irritation or inflammation is apparent, it may be
assumed that no hypersensitivity to the dye
exists. The test should, however, be carried out
before each and every application. This
preparation should on no account be used for
dyeing eyebrows or eyelashes as severe
inflammation of the eye or even blindness may

result.”

149 A. Special provisions relating to toothpaste

containing fluoride:

(i) Fluoride content in toothpaste shall not
be more than 1000 ppm and the content of
fluoride in terms of ppm shall be mentioned

on the tube and carton.

(i) Date of expiry should be mentioned on

tube and carton.

22 Ho
2ol Chgh o9 §FS0] gl Wz UF ¥ 4
ALCH DLt HAES 2E HE Ho| 48
SHOFELICE =0 A% ¥ YoT|AHL HYS
Yoz 4+ 9ooz of HHE EHOL HEY

& &2 1000ppm2 HA|
=

S OFOF

5lH, 24 T2 ppm2Z HA|E|0{OF St

(i) #& 7Zlet2 FELF 7H=0 7| M =|0fof

St}

—
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O +=dshg&F 55 718
- QlEo] #ujd F2oz £ RE SPES dE SYAFEFEETE=(CDSCO)

=
[e ]

- USR5 5 AHAQ A4l 42(Form 42)E A/dsto], ] AlFet A Ik Y
- CDSCO EHo|IAE Edll =2H] A4 sl =™, 4% & 15¢ olde] #7784
H

2l A3 ¢ https://cdscoonline.gov.in/CDSCO/UserRegistrationForm

% AF QA
the Drugs Controller General (India), Central Drugs Standard Control
Organization (CDSCO)HQ, Directorate General of Health Services, Ministry
of Health and Family Welfare, Government of India, FDA Bhawan, ITO,
Kotla Road, New Delhi —110002

I
i)
o

25 A4 43(Form 43)9] SEFo] daHH, A= Re 27 FeHolA

A HFE 55 AHE T U WA 2 5 U A= ole T

AA 522 vzl A FZLA 22l [The Manufacturer himself]
ZRAIAIZAAZHE AT o] dE) [The Authorized Agent of the Manufacturer]
Z A2kl A+SJAF [The Subsidiary of the Manufacturer)
St

718} 4=4=} [any other importer]
- 525 932 XA gis Schedule D-IIONA A5t = ARE 4AHo $re) T
A A=t
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Q= 00| ™M E /4 X}(Indian Agent/Importer)

o Q= HEO| SEE Indian Agent/Importer E|AE = CDSCO SHO|X|0f HAIZ SO,

A Ol
T AADO

https://cdsco.gov.in/opencms/opencms/en/Cosmetics/cosmetics/

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download file division.jsp?num id=MzY=

2l O o[ HE/+

[e] K=X
e

2xtel

HE 7Y,

57t M=ot 57152 7=7(7H0|

Indian Agent/Importer

Legal Manufacturer

Category

M/s. Eureka Cosmo Pvt Lid..
Mumbai

M/s. Eureka Cosmo Private Limited, 13 Gokul
Regency I, Thakur Complex, Kandivili East,
Mumbai

1. Eve liner

2. Face care products other than face mask.
3. Foundation

4. Hydroalcoholi perfumes

5. Make up remover products

6. Mascara

7. Other face make up products
8. Lip care products

9. Nail care products

10. Nail varnish/ nail make up
11. Other face make up products
12. Other lip make up products
13. Eye pencil

14. Lipstick

KIT

Cos178/13

26.12.2016 to 03.07.2019

SRV Overseas Pvt Ltd, MCH No.
6-3-248/B/C/ Road No. 1. 3rd
Floor, Banjara Hillas, Hyderabad-
50034

M/s. PT Priskila Prima Makmur, JL Kapur
Murara Raya 32-c, Jakarata Utara 14460,
Indonesia

1.Products with antiperspiratn activity
2. Hydroalcoheli perfumes
3. Products for temporary hair

COSs279/16

2016 TO
2019

Seslong Traders Pvt. Ltd, 27, 2nd
Floor, Krishna Reddy Layout
Damlur, Bangalore-560071

M/s. Coem Co. Wangam -dong 46, Je2 Bio
Valley -ro, Jecheon-si, Chungcheongbuk -do,
Korea

1. Face mask

COS295/16

03.01.2017 TO
02.01.2020

Sagar Drugs & Pharmaceuticals Pvt.
Ltd, 38/03 & 46/01, Kanbha Kuha
Road, Singarwa, Taluka Dascroi,
Ahmedabad, Gujarat

M/s. Fulya Kozmetik Islak Mendil Imalat Ve
Pazariama Ltd, STI, Kirac Ozmangazi Mah,
Kucuk Ayazma CAD, No. 17, Esenyurt/istanbul,
Turkey

1. Other skin cleansing products
2. External intimate hygiene products

COS8290/16

03.01.2017 TO
02.01.2020

D.G. Impex Building No. 133,4 th
floor, Mithai Pul, Qutab Road.
Sadar Bazar, Delhi-110006

M/s. Yiwu osilan cosmetics co Itd, No. 15
Chunhan Road, Beiyuan Street, Yiwu City,
Zhejiang Province, China

1. other Lip make up products

C08294/16

05.01.2017 TO
04.01.2020
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- Guidelines on Registration of Import of Cosmetics
- Guidelines to fill Cosmetics Details in excel sheet
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