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NOTIFICATION

New Delhi, the 19th May, 2010

G.S.R.426(E).-Whereas a draft of certain rules further to amend the

Drugs and Cosmetics Rules, 1945 w€re published; -s required by sections 12

and 33 of the Drugs and Cosmefiesact,

the Gazette of lndia Extraordinary, Part ll, Section 3, Sub-Sactiofi (D dated the

2nd Februa ry 2O07, under the notification of the Governnm .t of lndia in the

Ministry of Health and Family welfare (Department of Frq .t}; !?umber GSR l

63(E) dated the 2nd February 2OO7 inviting objections and suggestions from all

persons likely to be affected thereby, before the expiry of a @rlod of forty-five :

days from the date on which copies of the Official Gazette containing the said

notification were made available tothe public;

And, whereas copies of the said officiai Gazette were made available to

the public on the 6.2.2007; :

And, whereas, objections and suggestions received from the public on - '-

the said draft rules have been considered by the Central Government;

--
Now, therefore, in exercise of ttle p.oylels.confeged. gys.e_cliglls 1f and . . . ,, , _. .

- 33''of the said Act, the Central Gover:nm6nt, after consultation with-the DrugE

TechnicalAdvisoryBoard,herebymakesthe'tolloW-mg.Rj!€=s.furtherto€mend

the Drugs and Cosmetics Rules, 1945, namely: -

I (1) These rules may be called the Drugs and Cosmetics

1 t*Amendment) Rules, 2010.

(2) They shall come into force with effect from 1't day of April 2011.
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2. In the Drugs and Cosmetics Rules, L945, (hereinafter referred to as the said

rules),-in Part XIII, for the heading -IMPORT OF COSMETICS", the

heading "IuPonr eruD REGtqXaUON 9! CQ9METICS" shail be

substi,tuted

3. In the said rules, for rule 129, the following rules shall be substituted,

namely:-

''|29.Registrationofcosmeticproductsimportedintothecountry.-
No cosmetic shall be imported into India unless the product is :

-
registered under thqrules by th6 ficensing authorify aPpointed by the

Central Government under rule 21 or by any Person to whom such

powers may be detegated under rule22.

LzgA. Form and manner of application for Registration Certificate.-

(1) Arr application for issue,of a Registration Certificate for cosmetics

intended to be imported into India shall be made in Form 42 either by

the manufacturer himself or by his authorised agent or importer in

India or by the subsidiary in India authorised by the manufacturer and

shall be accompanied by a fee of two hundred and fif.ty US dollars or its

equivalent to Indian rupees for each brand of gosmetic. The application

shall be accompanied by a treasury challa4 as specified in sub'rule (3)

along with the information and undertaking as specified in Schedule D

(III) duly signed by or on behalf of the manufacturer or by his

authorised agent or importer in India or by the subsidiary in India

authorised by the manufacturer.

(3) The fees shall be paid through a@ted brarrciles

of Bank of Baroda either in US dollars or in equi-valent Indian rupees

under Head of Account'0210- MEDICAL AND PUBLIC FIEALTFI, 04

PUBLIC HEALTH,1O&FESS AND FINES" and the original copy of the

treasury challan shall be submitted alongwlth the 4pplica,tiorr for
nnsArtn$ raaic*rrtinn
vlu'uuLl tgFAduq4v!..
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' Provided that in the case'of any direct payrnent of fees 'by a 
i

manufacturer in the country of origin, the fees shall be paid through
Eiectronic Clearance System (EeSI'fro* ,.n1t Uank in-the-;;#qrtof
origrn to the Bank of Barode, Kasturba Garldhi Mar'g, New Delhi,
through the Eleebonic Code=of ttr

l

MEDICAL AND PUBLIC HEALTH, &T PUBLIC HEALTH, 1O4.FESS

AND FINEs-l and *,e-oiigidartCerii 
"tth";aid rraqsfer shalt be - - 

-,1
treated as an equivalent to the bank challan 

lubject 
to the 

lppro-vul by 
j

the Bank of Baroda that thet have rec'i:i'Gd tha pa/meni. . - - : 
j

l

//\ .- l. igr. 

--l

(4) The appiicemt shall-tse iiabl 
i,

directly to a testing laboratory approved by the Central Gove.mmenf as 
I

may be, required for examination, tests and analysis of cosmetics.

(5) A fee of one hundred us dollars or its equivalent chall be paid for
a duplicate copy of the Registration Certificate, if the original is
defaced, damaged or lost.

L29B.Registration certificate. for. the import, ,of cosmetics
manufactured by one manufacturer.- A single application may be
made and a single Registration Certificate in Form 43 may.be issued ih
respect of import of one or more than one cosmetics manufactured by
the same manufacfurer:

Provided that the cosmetics are manufacfured at one factory or
more than one factory functioning conjointly as a single manufacturing
unit.

X29 C. Grant of Registration' Certifiiate.-- (i)- On-iecei "f ,*applicatioir for Rbgishafion Cer.tificate in tlle'form and manner
specified in rule L2gA, the licensing authoritj, struff*if"uti"ned.jssuea
Registration Certificate in form 43 subject to the, conditions of the
registration certificates in form 43: ,.- '

t 1, i.:, :

Provided that if the application is cornplete'-in'all respects and
inforrnation specified in fthedule D III' is in order; the liceniing
ai:'rhority shall, within six months from the date of receipt of an
application, issue such Registration Certificate, and rn exceptionaf
circumstances and for reasons to be recorded in writing, the
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Registration Certificate may be issued within such extended period, noi
exceeding three months, as the licensing authority may deem fit.

(2_) If the ap+&q4tdoes not,receive the Regiskation Certificate wirhin
the period 'as specified , above, he ,may appeal to the Central
Government and the Central Government may after such enquiry into
the matter, as it considers necessary, may pass such orders in relation
thereto as it thinks fit.

129D. Duration of Registration Certificate.- A Registiation Certificate,
unless it is sooner suspended qfqry4lg4.sh4lbe valid fora period of
three years from the date of its issue:

Provided that if application for a fresh Registrition Certificate is
made within six months before the expiry of the said certificate, the
existing Registration Certificate shall be deemed to continue to remain
in force until orders iue passed on the application.

llzgL, suspension and cancellation of Registration certificate.- If the
manufacturer fails to comply with any of the conditions of the
Registration Certificate, the licensing authority may after giving him an

opportunity to show cause why such an order should not be passed, by
an order in writing, stating the reasons therefor, suspend or cancel the

R.egistration Certificate for such period as it'thinks fit either wholly or
in respect of some of the cosmetics to which it relates:

Provided that a person who is aggrievedly th9 qlder passed by
the licensing authority undeithG:iule may, within thtt a;ts of the

receipt of the order,'appeal to the Ceqrtral Gov3nrmentandthe Central.
Government may aftef such enquiryinlo thOmatter_asril considefs

necessary and after Sving the said appellant an opportunity of being

heard pass orders as it tttinksfft. , 

-

129F, Prqhibitiqn of ,imp-ort of certain cosmetic.- No cosmetic, the

manufacture, sale.or.distrib-ution of whiah iS prohibited in the county of
origin, shall be imported under the same name or under any other

name except for the purpose of examination, test or analysis.
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tzgc. standard for imported cosmetics- No cosmetic shalt be
imported unless it complies with the specifications prescribed under
schedule s and schedule Q or any other standards of quality and
safety, applicable to it, and other provisions under the rules. Lr case the
cosmetic is not included under schedul€ s, it shall meet with
specificaffons undei the

country of origin.

129H. Labeling and Packing of Cosmctics.- lIq cos4qtia hall be
imported unless it is packed and labeled in conformity with the rules in
Parts xv. Further the label of imported cosmetics shall bear
registration certificate number of the product and the name and
address of the registration certificate holder for marketing the said
product in Lrdia".

In sCHEDULE A to the said rules, after Form 41., thefollowing Forms shall
be inserted namely:-

"Form42

Appricarion rot ,rro" 
(?i;l"llt:3"11" 

i"rtiri."t" ror import or
cosmetics into India under the Drugs and Cosmetics Rule s,1l94i.

I/We*
(Name and fuII address) hereby apply fqr the.grant ,of, Registration
Certificate to the , , , fr?Itufaqlger, M/s

(fuil qQdress iaith lplqpfunp,

fax anfl e-mail address of, the foreign manufacturer) foi his manufactured

I

cosmetics meant for impoflintp India-
1. Narnes of cosmetics along with their brand,name and pack iize(s)

and variants for registration.
(1) (4)

(2)

(3)

pf
(6)

TiWe* enclose herewith the information and undertaking specified
in fthedule D (IIf duly signed by the manufacturer for grant of
Registration Certificate for the premises stated belorv;-

3. A fee of for regist'ation'of cos-metics for import
as specified at serial number .2 above has been credited to the
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Central Government under the Head of Account"A1l}-Medical and

Public Health, O4'Public Health, 104-Fees and Fines" under the

Drugs and cosmetics Ru1es,-1945 = .Cenfrall' vide Chalian

No. . dated (attached in original).

4. Particulars of - prenises to be re#stered where manu-facture is-
carried on:

Telephone :

Fax :

E- mail :

I/we undertake to comply-.wittrr aU thE teisrs and eonditiijns- re4r*irett te - -
obtain Registration Certificate and to keep itvalid during its validity period..

Place:

Date:

Signature

Name

Designation

Seal/Stamp of manufacturer or his

authorized agent in India.

Q,lotei ln case the applicant is an authorized agent of the manufacturer iin lndia, the

Power of Attorney is to be enclosed)

"Delete whicheaer is not applicable.

, Form43
(See rule 129 Cl

Registration Certificate

Registration Certificate to be issued for importoftosgqetirs,into lndia '

q46

Date

(Name and full Address of registered offirt)

having factory premises ^tAL

(full address) has been registered under rule

12g C* u *uorrfucturer and ishereby issued thisRegistration Certificate.

2. Name is) cf cosnefics, along with their brand names and pack slze(s) and
\-'l -- ----

variants which may be i.mported under this Registration Cer"tificate.

(1)

tcttf t 1"'f jin *.=

Registration Certificate No
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8)
(31

3. This Registration Certificate shall,be in force from to
ides-it is Soonef susperded or cancelled under the

nrles.

5.

4. This Registration Certificate

the manufacturer or his authorroedagen
subsidiary in India authorised

(name and full address)

responsible for the business

aii respects.

This Registration Certificate is subject to the conditions, stated below and
to such other conditions as may be specified in the Drugs and Cosmetics
Act, 194a and the rules made thereunder, from time to time in ttris
regard.

Place:

Date:

LICENSING AUTHORITY
SeaI/Stamp

Conditions of the Registration Certificate

The Registration certificate shall be produced by the authorised
importer/distributer / agent as and when required by the licensing
aathor ity / re gulatory authority.

The nranufacturer or his 4uthorised qrpqqelftlistribulo!/e,gqt b
hrdia shall inform the lic€nsing authorify forthwith in the event of any
administrative action taken namelv, *artei 

"nttrarawal, 
regulatory

restrictions, or cancellation of authorisation, and/or not of standari
quahry report of any cosmetic, pe+teiniag-+o tl+is--trtegis#atien-
Certificate declared by the Regulatory Authority of the country of
origrn or by any Regutatory Authority of any other country, where the
cosmetic is marketed/sold or distributed.

The dispatch and marketing of the cosmetic in such cases sharl
be stopped and the licensing authorif 'sha[ be-inlornnEilimmediately.
Furiher aciion in respeci of such stopped marketing of cosnetic shall be
foltrowed as per the directuon of the licersing authority. In such cases,

3!tig eq11val. en!to q"a r"k:lwith reference to the concemed cosmetic
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in the country of origin or in the country of marketing shall be fo[owed
in India also, in consultation with the licensing authority. The licensing
authority may, however, direct any further modification to this coufi$e

of acti Atr market
within 48 hours time period.

3. The manufacturer or his authoriseit"irgent/importer/dish.ibutor or 
i

subsidiary.inhrdiashallinformtlrelicensingauthoritywithin30day'in
lwriting in the event of addi{pnal variant/additional cosmetie ea&lgory/ 
f

additional manufacturing location or any change in labeling or in testing, or
in documentation of _any_

Certificate

In such cases, where there shall be any additional variant/additional cosmetic

. chtegory/additional manufacturing location, as the case may be, at the
discretion of the Licensing authority, the manufacturer or his authorised
agent/importer/disffibufqr./subsidiary in India shall apply for necessary
approval within 30 days by submitting a separa.te application along with the
reglstration fee.

4. The manufacturer or his authorised agent in India shall inform the
licensing authority immediately in writin$, in the event, of any change
in the constitution of the firm and / ot addtess of ttre registered ofhce/
factory premises operating under this Registration certificate. where
any such change in the constitution of the firrn and/or address hkes
place, the current Registration Certificate shall be deemed to be valid
for a maximum period of three months from the date on which the

change has taken place unless, in the meantime, a fresh Registration
Certificate has been taken from the-licensing authofif in fte name Of

the firm with tlge changed constifirtio:r,,oL.thqfirrr,l andlor:e,hange4 ,

address of tlie registeredoffice or factory premiseC,ll-

In the said rules, after SCHEDULE D (Ii)ttrefotlowirrgsc}reduleshall be

inserted, namely:- 6

'scHEbuLE D (rrD
(See rule 129 A,

nsronMAnoN ANb UNDFRfAKTNC REeUTRED ro BE

SLIBI'4ITTED BY THE MANUFACTURER OR HIS AUTHORISED

IMPORTER/DISTRIBUTOR/AGENT WITH THE APPLICATION
FORM FOR A REGISTR.ATION CERTIFICATE. THE FORMAT

r Y tq ur/ I u---{
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and variants to be

(b)
t:,.:..,:.:@,j,

(d)

use m

i_i :.:-i l:

-.,J _-:

4.
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:.:..,,,.i.-,:,:,r..i .:,,.,, ..,''ji ;,. .9{ft".. ,pt+etics menti,-o'q9 ,4.,$9r!e*4:dglg.3!S"...,,
premiqes specifieduabone, urrd*e'ifdt'from ti*" to 

i.
time rg>ort any.cfinge ofpreniis"i o":*hi.6 

.-i;;;: ;'::r::- 
"

manufdttub will be carried on and in cases where
mmufacture is<arr-ie*on in-rnor". tfth"-ur.-gn"t#
any change in the'distributiofl of function, Uut*""r,

.l i-:r -i', ':"1 .i

.,,, (9),

(0

(gf

the factories. a
r. .-ji. .' -r, s'' 

V\fe sha'll coriply with the provisions of Part XIII of. 
i

i the. Drugs'and Co-qmetics Rules, 1945. '

Every cosmttic uramrfaei
.: ,flie,$€grstration Cgrtificate into Infia shall confo,rrl"to

:;(e) ,...

o

c,clses, shall be stopppcl and tliq licensing

,.a(h) We shall allow the licensing authorify or anyperson
authorised. by hi_nrin that behalf, io,take:samples of the
cosmetics for tesiing i.f ccnsidered necessary by the
!.licensing authority.

any of the coqmetic pertaining to $e certificate to be granted to
lls. .- 

to. . a 6r
We shail from tirire tcFtime feport for any administrative
action taken d ue to adverse. re€ti ort, viz. market
withdt4wat"sTiegutatory rdipiction, or cancellation of

luthorisa$on and/or " not gf'standard quality rep,ogg' of
.uly cosmetft pertaining to the Registration Certificate
declared by *y Regulatory Aithority of a"y country

l
l
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The information submitled above is true to the best of my/ow knowledge

and belief.

. hisau.thonzed agent :

Seal/Stamp""

Foot Note

! iF.No.X. tt0t4/4/2006-DMS&?FAl

VINEET CHAWDHRY, Jt. SecY.

: 'The Principal rules were published in the Gazette oi frf Aiu t',a, Xotincation No, F. 28'101

45-I{D AateA Ztst DecemLer, 1945 and last amendedltvide notification number G.S.R. 376(E)

dated the 3rd May,20l0.
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