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ey 3 RETE Feamor Tt
(FaTeey iR TfRET< FHeaTr fAawm)

St
T2 faeett, 15 wE, 2023

ar.#.. 371(31).—sioter i wied yarae arft srfafa=m, 1940 (1940 71 23) Y &am=r 12 #r
STETT (1) 3% &7 33 T IT-eITT (1) FIRT T&T ATRAT AT TIRT Hd g ST Thet o] TATSHIT TS
AT TAET F TETET AT FaATEett, 2020 # R0 Forree we, St s 9wh g ywara &Har a1
&, & o wfau FaEt & Aeted 791 A S99 TA1ad g arel 61 GA1ad SA<hal hl SITHHTT 3T
AT o T Jerrfera oA STTaT § i) TageT I8 =T AT Sar g & ST I HEE 97 39 e |
tag &t & sty it gHrfe o7 A1 39 arg o= o s, ™ i & 2 STeT = | [ ied

AT & TSI T TIAAT STaT T SqeT8 FLTS SATUIAT

T Aty safer % g Tt ff =fcs & 9| S arelt At S ATl 9 6% G g0
IEEIEAERIBSILLIR

AT ST qATE, QA g1, H AL Gi=a (3w, TTET S TRATT FedTT H31, AT
TR, FAT Aq9C 414w, I G, A wq@w, a2 REe-110011 # O9ST ST AT drugdiv
mohfw@gov.in T< £8< T STl

3157 G1/2023 @)
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CCIHEEREIEE
1. (1) =9 FRraTaeft &1 90 S| ree qrRt (L A RaaTEst, 2021 )
(2) T ALFRTEY TSI H I AR TH9 AT a0 & T9 g
2. sETae ARt FEmTeett, 2020 (B a2t T8+ a1e 3<% A= wgr o) §; e 3 ),

(i) @ve () T A= T s
(i) @vE (F) | ofq § Aot ST sia: s St STustT, F97d-

“TTSHLOT; T T ITANT T T TN T SITaT & a1 S8Rt SAf9m sraer 9 390 77 77g 6
Tgell ARG & Ugel ITANT F3 8 g 3 FHIH 6 qrg’ 92 F7 TN 77 Srar g, a1 At g &
g THTE ATHIAT 6T TS I AT AT ATH LG T FHIT BT JATUIAT”

3. 3% [MwTaet #, a4 °, 3u-fFew 2, 9ve (i) #1 fBera fRar smom)
4. 3% Fmmaet °, e 7 9, Meferfaa & sfaweetoa BT smoem, staia-

“FrRTT - =0 RIamEet & TS & Gl @QEUF ag g Sl AT a9 6 &meT 20 Y
THh Teqid IATT 0 [HTH & qgd qarad gl”

5. 3<% ATt ®, Faw 6 #, “Fsrr srfersrdy”, o=l & TI79 9% STgf Fgl W ST START gl &,
“Tz=ror TferRT” 9reg T STUAT|

6. 3<% R °, w9 H,

(i) ST-F=w 1 #, =@ve (ii), § oreg ‘AE=or iy oeat & v 97 ‘e aifasiy” oes
T SO

(ii) ST-FF=w 1 ¥, @ (vi) #, “sreraT fashr ersat & AT B Srom
7. 3% Rt g, B 11 % v a2 Refertera e s <@ strosm, 79w

“FTT TITET AT TORTLTAT 37T SHh

(1) ATARTH F Fraviad ST FalT AT TIRTLTAT Foferigd TFomrT Fxid THre qrt
STARTLITEAT % T 92 1 HAT -

() TETE AT % UH AT H7 AT Srerar = HwAT, SgE ATAHTH A gy 11 6 Sq-ar
(2), AT 9T 25 FT IT-ATT (4) F T A T EF; e
(F) AT THANTIATAT o6 T § FTH HLAT; TAAT
() TH 3+ AT 7 (AoqTae g o 917 9% 29 |/iaT 1)

(2) I-F=H (1) 9% TR T ST (9T, FEF TLRIT et TANTLATAT 3T I (Haera Hl o7
Ao arfea a1 sfesgfea #% gdt g, e o= su-fFaw (1) § AR s=aeEt F oo S
SHTES FTHIAT SANTLTAT o6 ST THTE AT o TEE07 ST oo wee il e gl
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Ford et ot STIRTSTAT T q9 TF TH T AT A5l AT SATUIT S T T 37 SHuady g7
TATTITAT % qIE T THTO STAaT TP o U AL TATIT TANTLATAT a8 g TA=T &« &
TR w2t T STam

(3) FeTT TETHR AT ST T 37eqeT U Aok SR o et a<ahTe g fAgeh sreram
SuEERERIES I

8. 3<% At ¥, w26 ¥,

(i) @ (1) F IT-@vE (i) F w2 w2 el sy-gve w@r ST, -

‘= fATET F AVl F TEd TT ATSH T ITFERT0r g7 STATad 3 UF qeerr #:3d & forw
TP AT AT TR TATIT TTRTIATAT TS (TATTUA) T TATHRT STRTITAT hi SFeT il STuafy|”

(i) @ (F) T 9¥ Reforfed gue T@r ST, [ -

“Sreal AT § e @E & g, AEEagF # 39+ g Afatda w@es qaunt %
T I ST TEH ITANT T TS Hgl AT & fFawor #7 Ranie T@ar gRm &Y uH [FiE & O a9 srEr
I T FHIH & A2 Bg AT, STH o ST AT 918 § I, T 6l FATY % (o7 I=477 7541 g’

(iii) @ () F T & e 1, Mot @< w@r S, a9iq-

"Ferd T @ (F) ST (S) A1 & AT 9T An) 981 g6 ST FF 7T 6 Sl AT ST
1 = AR g 7@ S arer RS UE Z e AT s E Grfaeer g saited R S

9.3 i ¥, MW 31 H &= (2) ¥, " ATERTT " 9Te 3 £TH 9G¥ " TR 9768 T@T SITUATT |

10. 3<% 7=t ®, faw 31 % e, feforfera & s wafoa FBraT sroa, 79w -

"31%., ATEAY BT eI X Reiad.- (1) To7 AT arfdereor, argdwary 1 78 w1
FATT T ATHL a0 o 1% o6 UAT AT FA7 Al I AT ST A1fev, Ife IThr T | ATSaaems
ATH AT Fhgr ot AT ATATHAH rrET 39 qgd adTy U AT fhegr STaet &7 97 F | STTqHe
2T g, rfaa # 3o+ F0r 9a1d gU Seer g7 [ a3 § AUaT 399 Hafad 5 TRTA1 & gad § 39
T % dgd ST AT T AT a7 TF FT TohaT g TIaT 39 A4ty  forw 5 ag 3t=a awsm, Fefaa
T THRaT g

(2) arsEEaTr et ardw Feftag o Fee B @ g, 98 g f ot § & i
AT F HIAT ST TLHIT F 19 AU T ThdT g, ST T 92 = FTA F 918 19T ITid HiT 37
THT TS Sifae g "

11. 3 9=t ®, 7w 34 #, 39-fF=m (10) 1 Feforfad & w0 9= 7@ S seaia: —

" afe died yaTad "Rt FAta F e € ar d@ied ye e araRET F AR A7 heAT 9% o
FTA I I % FIGA T (AT ArALTRATAT T G H, Tl Tiad TATe T 2t 6 S gl

Ford T STgi IOt gT |ied AT qannRiT ¥ FAHETar F 9T W 99 F 9T dad weAr
FUTerd et l, Toholl AT ALl o oael IT T[T ATSH AT TTTEEHTOT FIT SAHITSd IS A& gIT |

12. 3 Wi §, w49+,

(i) ST-F= 1 7, " 3T FRET g " ersat T A T Srom



4 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(i)]
(i) ST-F=\ 3 7, " AT HRAT " T&T T AMT AT SATUIT

13. 3<% A=t #, Faw 53 °, 3u-fAam 2 #, arfafaem Y am=T 1797 % @S (3T) " oreal 37 Al &
e AT "a7 FHeradt Hied THTaE ArnRi” st ST st 7 g AT Aty £ & 179 F a8d T’
Tied TETaT ATI," 9Teg T o w1 q fFhu SITua

14. 3 et &, 79 60 ®, " ATSHT " 9151, STET Fal |l AT €, F T 9 "AqHIET" 958 7@l
ST

15. 3<% At &, R 61

(i) " ATSHE-ITH TRET "USET I 9T " AR T 988 T S0
(i) 9157 , "ATSHA " ST Fgl Wl SATAT g, o TATH UL 9168 " ATHIEA " TET STUITY
16. I =T #, F9w 62 €, @< (3) ®, "97 ATAIGHT HT TAIH0" AT 6 ST TTIT ATHEA
T T2 AT AT AT qHIH" 9158 T SATU|
17. 3 =9t ®, F9w 63 #, "9TT " 957 S@T Fel Al AAT §, F S I "HLAT " M58 @l
ST
18. 3<% 99T ®, 9w 69 ¥, SU-fAarw 2 § "eita " 9T T AT FoRAT SITUAT|
19. 3<% FFHT H, 92l AT |, @ (6) H, "qEAATHT " €57 & A 9T "IIIRR" e @r
S

[F7. . T, 11014/16/2021-51917]
ATYAT TeATIF, HIh 91

e : g1 a8 9T & T | ATE=T Seis ar.F.4.763(37), arira 15 faHaw, 2020 g T
[EukLD

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 15th May, 2023

G.S.R . 371(E).—The following draft of certain rules further to amend the Cosmetics Rules, 2020, which the
Central Government proposes to make, in exercise of the powers conferred by sub-section (1) of section 12 and sub-
section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published after consultation
with the Drugs Technical Advisory Board for information of all persons likely to be affected thereby, and notice is
hereby given that the said draft rules shall be taken into consideration on or after the expiry of a period of forty- five
days from the date on which the copies of the Gazette of India containing these draft rules are made available to the
public.

Objections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government.

Obijections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, Room No. 437 C Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (1) These rules may be called the Cosmetics Rules, (......Amendment) Rules, 2021.
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(2) They shall come into force on the date of their final publication in the Official Gazette.
2. In the Cosmetics Rules, 2020, (hereinafter to be referred as the said rules);
Inrule 3,
(i) Clause (m) shall be omitted.
(i) in clause (w), at the end, following explanation shall be inserted namely, -

“Explanation: When use before term is used it shall mean use before first day of month stated on label and
when date of expiry is used, it means the cosmetic will expire on the last day of the month.”

3. In the said rules, in rule 4, in Sub-rule 2, Clause (ii) shall be omitted.
4. In the said rules, in rule 7, shall be substituted by the following namely. -

“Government Analyst- The Government Analyst for the purpose of these rules shall be as referred in section
20 of the Act and rules made thereunder.”

5. In the said rules, in rule 6, the word, “Controlling officer”, wherever it occurs shall be substituted by the
word, “Controlling Authority”.

6. In the said rules, in rule 9,

(i) in sub-rule 1, in clause (ii), the words, “controlling officer” shall be substituted by the words,
“controlling authority”.

(i) in sub-rule 1, in clause (vi), the words, “ or sale” shall be omitted.
7. In the said rules, for rule 11, the following rules shall be substituted, namely.-
“Central Cosmetics Laboratory and its function

(1) The Central Drugs laboratory established under the Act shall function as Central Cosmetics Laboratory
for the purpose of, -”

(a) to analyse or test such samples of cosmetics as may be sent to it under sub- section (2) of section 11, or
under sub-section (4) of section 25 of the Act; or

(b) functioning as an appellate laboratory; or
(c) to carry out any other function as may be specifically assigned to it.

(2) Without prejudice to sub-rule (1), the Central Government may also designate or notify any laboratory
under its control and the Director of such laboratory having facility for carrying out test and evaluation of cosmetics as
Central Cosmetics Laboratory for the purposes specified in sub-rule (1):

Provided that no Laboratory shall be so designated unless it has been certified as GLP compliant or duly
accredited by the National Accreditation Body for Testing and Calibration Laboratories.

(3) The Central Cosmetic Laboratory shall be headed by a Director who shall be appointed or designated by
the Central Government.”

8. In the said rules, in rule 26,
(i) for sub clause (ii) of clause (c), the following sub clause shall be substituted, namely.-

“ make arrangements with a laboratory approved by the State Licensing Authority under Chapter VIII of the
rules and accredited by National Accreditation Board for Testing & Calibration Laboratories (NABL) for carrying out
such tests.”

(i) for clause (f), the following clause shall be substituted, namely.-

“The licensee shall keep record of the details of each batch of cosmetic manufactured by him and of the raw
materials used therein as per particulars specified in the Eighth Schedule and such records shall be retained for a
period of three years or six months after expiry of the batch whichever is later.”

(iii) For proviso of clause (m), the following clause shall be substituted, namely.-

“Provided that clauses (f) and (h) shall not apply to the manufacture of soap and the procedure for testing of
raw materials and the records to be maintained by a manufacturer of soap shall be such as are approved by the
Licensing Authority.

9. In the said rules, in rule 31, in clause (2), for the word, “officer” shall be substituted by the word,
“Authority”.
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10. In the said rules, after rule 31, the following shall be inserted as namely, -

“31A. Cancellation and suspension of licence.— (1) The state Licensing Authority may, after giving the
licensee an opportunity to show cause why such an order should not be passed, by an order in writing stating the
reasons therefor, cancel a licence issued under these rules or suspend it for such period as he thinks fit, either wholly
or in respect of some of the substances to which it relates, if in his opinion, the licensee has failed to comply with any
of the conditions of the licence or with any provisions of the Act or the rules made thereunder.

(2) A licensee whose license has been suspended or cancelled may appeal within a period of three months
from the date of the order to the State Government which shall after considering the appeal, pass orders, and such
orders shall be final.”

11. In the said rules, in rule 34, sub-rule (10) shall be substituted by the following namely. —

“In case, the cosmetics is meant for export then the labels on packages or container of cosmetics shall meet
the specific requirements of law of the country to which the cosmetics is to be exported.

Provided that where a cosmetic is required by the consignee to be not labeled with the name and address of
the manufacturer, the labels on packages or containers shall bear a code number as approved by the State Licensing
Authority.”.

12. In the said rules, in rule 49,
(i) in sub-rule 1, the words “or by courier” shall be omitted.
(i) in sub-rule 3, the words, “or courier” shall be omitted.

13. In the said rules, in rule 53, in sub-rule 2, after the words and figures, “clause (c¢) of Section 17C of the
Act,” and before the words and figures, “or adulterated cosmetic”, the words and figures, “or spurious cosmetics under
Section 17D of the Act,” shall be inserted.

14. In the said rules, in rule 60, the word, “licence”, wherever it occurs shall be substituted by the word,
“approval”.

15. In the said rules, in rule 61,
(i) the words, “premises licensed”, shall be substituted by the words, “approved premises”.
(ii) the word, “licence”, wherever it occurs shall be substituted by the word, “approval”.

16. In the said rules, in rule 62, in clause (e), the words, “or renewal of approval”, shall be substituted by the
words, “or end of retention period of approval”.

17. In the said rules, in rule 63, the word, ‘“Part”, wherever it appears, shall be substituted by the word,
“Chapter”.

18. In the said rules, in rule 69, in sub-rule 2, the word, “Central”, shall be omitted.

19. In the said rules, in First Schedule, in clause (6), the words, “Power of Attorney”, shall be substituted by
the word, “authorization”.

[F. No. X. 11014/16/2021-DR]
ARADHANA PATNAIK, Jt. Secy.

Note : The principal rules were published in Gazette of India vide notification number G.S.R.763 (E), dated the
15" December, 2020.
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