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MINISTRY OF HEALTH AND FAMILY WELFARE
iDepariment «f Health)
NOTIFICATION
New Delhi, the 2nd February, 2007

G.5.R. 6YE).—The following drafi of certain rules further o anmend the Drugs and Cosmelics Rules, 1945, which
the Central Government proposes to make, after consuitalion with the Diugs Technical Advisory Board, in exercise of the
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Objections or Suggestions, if any, may be addressed to the Secretary, Ministry of i ealth and Fam; Iy Welfare,
Government of India, Nirman Bhawan, Neyw, Delhi- 1109 1;

Any objection or Suggestion which may be received from any person with 1espect to-the said draft rules, bejore
the expiry of the pertod as specified above, will he taken into consideration by the Cenral Government,

(4) The applicant shall be liable for the Payment of a fee of five thousand US dollars for cxpenditure ag may be
required for nspection or visjy of the manufac turing premises of the cosmetic manufaclrurer by the licensing
authority or by any other Petson to whom power hag been dele Bated in this behaif by the licensing author ty
under ruje 22, '

5 The applicant shall be liable for the Payment of testing fees dircetly 1o 4 tcs'ting laboratory approved hy the
Central Government in India or abroad, a5 may be required for Cxamination, tests and analysis of cosmetjc,

©) A fee of one hundred Us dollars or jts squivalent shall be Paid for a duplicare copy of the Registration
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129C, Grant of Registration Certificate.— ¢ 1) On receipt of an application for Registration Certificate in the Foym
and manner specificd in rule 123A, the licensing auhority shall, on being satisfied, thal, if granted, the ¢ onditions
of the Registration Certificate will be abserved, issus a Registration Certificate in Form 43

Provided thal if the application is complete in all respeets and information specified in Schedule-D> [l is in order,
the Jicensing authority shall, within stx wonths from the date of receipt of an application, issue such Registration
Certificate, and in exceptional circumstances and for reasons tobe recorded in writing, the Registration Certificale
may be issued within such extended perind, not exceeding throe months, as the licensing authority may deem fit.

t1 It the applicant does not receive the Ro.-agistraunn Certificate within the pericd as specified above, he may |
appeal to the Central Government and the Central Government may after such enguiry inte the mattet, as it i
considers necessary, may pass such orders in relation thereto a3 it thinks fit.

1297, Duration of Registration Certificate.—A Regisiration Cerlificate, unleza it is sponer suspended cr cancelled,
shall he vatid for & period of three years from the date of i issue:

Provided that if application fur a fresh Registration Certificate is made six months before the cxpiry of the existing
certificate, the current Registration Certificate shall be deemed to continue in force until orders are passed on the
applicaticn, |

129E. Suspension and cancellation of Registration Certificate.— [f the manufacturer fails tocomply with any of !
the conditions of the Registration Certificate, te licensing authority mnay after giving him an opparbinity to show

cause why such an order should nol be passed, by an order in writing, slating the reasons therefore, suspend or

cancel the Registration Certificate for such period as it thinks fit cither wholly or in respect of some of the

cosmetics to which it relates:

Provided that a persen who is agprieved by the order passed by the licensing authority under this mle may, within

thirly days of the receipt of the order, appeal to the Central Government and the Central Government may after |
such enquiry into the matter as it considers necessary and after giving the said appellant an opportunity fur

representing his views in the matter, pass such orders in relation thereto as it thinks fit.

129F. Prohibition of import of certain cosmetle,— No cosmetic, the manufacturc, sale or distribution of which is
prohibited in the county of origin, shall be imported under the saime name of under any other natie except for the
purpose of examination, lest ot analysis,

1290, Standard for imported cosmetics.— No cosmetic shall be itnported unless il complies with the specifications: !
a5 prescribed under Schedule-S or any other standards of gualily and safety, applicable to it, and other Provisions
under the rules.

1291, Labelling and Packing of Cosmetics.--No cosmetic shall be imported unless it is packed and labelled in
confortaity with the rules in Parts XV,

4, In Schedule A (o the said rules, afier Form 41, the following Forms shall be inserted namely:—-
“Form 42
. {See rule 129 A)
Application for issue of Registration Certificate for import of cosmetics into india under the Drugs and Cosmetics Rules, 1945,
(Narme and filll address) hereby apply Jor the grant of Registralion Certificate to the manufacturer, Mis......oocovien

T TN ceereenenr (fiill Gidedress with telephone, fax and e-mail address of the foreign
anufacturer) for bis manufactired cosmetics meant for impert into India.

I. Name of cosmetics along with their brand name and pack size for registration.

{1 @
2 ' (5
) )

2. 1 We* enclosc herewith the informations and undertakings specified in Schedule-1 HI duly signed by (he
manufactarer for grant of Registration Certilicate for the premises stated below:
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1 Ateeof ., .. for mglsl:mtmru of cosmetics for import as specified at Serial No. 2 above has been
credited tc- Ihe. Gmrl:mmem und.er the Bead of Account "02 10-Medical and Public Health, 04-Public Health,
104-Feey and Fines” under the Drags apd Costnetics Rules, 1945 - Central” vide Challan No....

4. Particulars of premises to be registered where inanufacture s carried on :
Address(es) s —
Telephome e e
Fa
B-mail 0 e

Ifwe undertake to comply with all the terms and conditions required (o oblain Registration: Certificate amd 10 keep
it valid during its validity penod

Place:  iseiismsss cvnnmnans

R Seal/Stamp of marfiacturer or his authorised agentin bidia,
(Nete:- In case the applicant is an authorised agent of the manyfociurer in India, the Power of Attorniey (< fo be
enclosed} ' :

*Delete whichever is not npplwabfe
Form 43
- - (See ryle 129 C)
Regigtration Certificate
Registration Certiflcate to be issued for tmport of cosmetics into India nnder Drugs and Cosmetics Rules, 1945.
Rngisl:atiouﬂeﬁiﬁcatc (o SO ' [T

WS it vt reteiiann o A ¥eme arud fiell Address af registered office
.hawng factor}r prerms.cs 31 ... {fall addresg) has been registered vnder rule
129 C as a manufactmcr and is bereby issuad I]llS Reg:strahnn Cmufmalc

2. Name(s) of cosmetics, along with theiy brand names am:l pack size which may be imporied under this Registration
Certilicats. .

{1}
)
)

3, This Registratiom Cestificate shall be in force fom ... v ccuserasscsssnnss 100 erteeeceeeeeee s eeneempmnesassnass WLEES 11 §8 SOGDOT
suspended or cancelled under the Rules.

4. This Registration Cettificate is issued 'I‘hmugh the oifice of the manufacturer or his auihmsedlmponw' distributor!
agent in India M/s (name and full addsess) ... ... who will be responsible for the business activities
of the manufacturer, in India in all r:spncta. ’

5. This Registration Cemtificate is subject to the conditions, stated below and to such other conditions as may be
specified in the Act and the rules, from time to tme.

Place: ot smsnnsna s

LICHNSING AUTHORITY

SealStamp
333 Gi/e7-3
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(1
{2}

Conditions of the Registrarion Certifican:
The Registration Certificate shali be displayed at a prominent place by the authonised importer/ distribulor! agent.

The inanufacturer or his autherised importer/distribulet/agent in India shall inform Lhe licensing authority forthwith
in the event of any administrative zciion taken viz. market withdrawal, regulatory restrictions, or cancellation of

~autharisation, andfor not of siandard guality repont of any cosmetic pertaining to this Registration Certificale

declared by the Regulatary Authority of the comiry of origin or by any Regulatory Auwthority of wmy other
counry, where the cosmetic is marketed/sold or diswibuned.

The dispatch and marketing of the cosmetic in such cases shall be stopped and the licensing a.ulhmil}.r shall be

* informed immediately. Further action in respect of such stopped marketing of cosmetic shall be followed as per the

(3

{4)

&

_ “direction of the licensing authotily. In such cases, action equivalent to that taken with reference to the concerned
cosmetic in the coumry of onigin or in the country of marketing shall be followed in Indiz also, in consultation with

the licensing authority. The licensing anthomity may, however, direct anty further modilication 1o this course of
action, including the withdrawal of the cosmetic from Indian market within 48 hours ime period.

The manufacturer or his authorised agent/importer/disiributor in ndia shal] infortn the licensing anthority within
30 days, in writing, in the event of any change in manufachring process, or in packaging, or in labelling or in
testing, or in documentation of any of the cosmetic perlaining to this Registration Certihicals.

In such cases, where there shallt be any major change/inodilication in manulacturing, or in processing or in lesting,
or in documentation as the case may be, al the discretion of the licensing autherity, the manufacturer or hix
autherised agent/importeridisiribotor n India shall obtain necessary approval within 30 days by subnitting a
scparale apphication alonp with the registration fee,

"The manufacturer or his avthorised agent in India shall inform the licensing authority immediately in writing, in the
evedl, of any change in the constitution of the firm andfor address of the registered office/lactury promiscs
upcrating under this Regisiration Certificate. Where any soch change in the constitution of the hiem anddor
address takes place, the current Registration Certificate shall be deemed 1o be valid for 2 magimum period of three
months trom the date on which the change has (aken place unless, in the mean time, a fresh Registration Certificate
has been taken from the licensing authonly in the name of the firm with the changed constilulion of the (irm and
of ¢hanged address of the registered office ur factory premiscs.”

After Schedule D (TI) to the said rules, the following Schedule shall be insertzd, nantely:

“SCHEDULED{III}
(Sce rule 129 A)

INFORMATION AND UNDERTAKING REQUIRED} TO BE SUBMITTED BY THE MANUFACTURER OR HIS

AUTHORISED IMMORTERDISTRIBUTORAGENT WITH THE AFPLICATION FORM FOR A
REGISTRATION CERTIFICATE. THEFORMAT SHALL BE PROPYRLY FILIED IN FOR EACH
APPLICATION IN FORM 42 AND FURNISHED

1. TARTICLEARSOF THE MANUF ACTURER AND MANUFACTURING PREMISES

11
12

13

14
2
1l

42

Name wnd address of the manufacuring premises (telephone
N, Fux No. e-mail address) to be cegistered.
Mame{s) and address{es) of the ParmersDizectors,

Nume and address of the suthorised importer/distributor/agent in Indiu, responsible for the bosiness of the
manufacturer,

A boef profile of the manufacturer’s business activity, in domestic as well as global market.
PARTICULARS OF THE COSMETICS 1¢) BE REGISTERED UNDER REGISTRATION CERTIVICATE,

Names of cosinetics slong with their brands name and pack size to be registered meant for import inle 2nd use in
India.

Particulars of the manufacturing ticences/ registration/ marketing authorisations (il any} under which the cosmelics
are being mamufactured in the country of origin along with the copy of the licencesfmarkeling authorisation/
registration issucd by the Regulatory Authonty of that coumiry.
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23 List of conntries where marketing authorisation or import permission for the said cosmetic is granted with date.

3. CHEMICAL INFORMATION OF CDSMETIC

3] Name{s) of chemicals vsed in the manufacture of cosmetic.

32 Spc::iﬁcalic;n and testing method for testing of the cosmetics.

33 Manner of labelling as pet the rules of the Drugs and Cosmetics Rules, 1945,
34 Package mgert (if any).

4, UNIERTAKING TO DECLARE THAT

41 We shall comply wilh all the conditions imposed on the Registration Certificate for the import of cosmetics as
required under the provisions of Drugs and Cosmetics Rules, 1945,

42 We declare that we arc carrying on the manufackure of the cosmetics mentioned in this Schedule, at the Preitiscs
specificd above, and we shall from time to time report any change of premises on which manufacure will be carricd
on and in cases where manufacture is carried on in more then one factory any change in the distribution of
functions berwoen the factories.

43, We shall comply with the provisions of Part X111 of the Drugs and Cosmetics Rules, 1945,

44 Every cosmetic manufactured by s for import ander the Registration Certilicale mio India shatl-conform to the
specifications given in the Drugs and Cosmetics Rules, 1945 as amended from time to lime.

45 We shall from time 1o time repert for any change or mapufachuring process, orin packaging, or in labelling, or in
testing, or in documentation of any of the cosmetics, pertaining (o the Registration Certificate, to e granted 1o us,
Where any change in respect of any of the cosmelics under (he Registration Certificate has taken place, in respect
of any of the abave matters, we shall inform the same 1o the licensing anthority, in writing, withia 3 days from the
daie of such changes,

46 We shall from Gine Lo time report for any administrtive action taken dve (o adverse reaction, viz, market withdrawals/
tegulatory restriction, or cancellation of authorisation andfor “not of standard quality report”™ of any cosmetic
periaining to the Registration Centificate dectared by any Regulatory Autherity of any country where (e cosmetic
is marketed/sold or distributed. The despatch and marketing of the cosmetic in such cases, shall be stopped and
the licensing authority shall be informed inymediately.

47 We shall comply with such further sequirements, if any, as ﬂlﬂ}f bespecified, by the CGrovernment of India, under the
Act and Lhe Ru]m. made thereunder,

48 We shali allow the hicensing anthority and/ or any person aul]mriscd by him in that behalf w enter and inspect the
manufaciuring premises and 1o examine the process/procedure and documents in respect of any cosmetic
manufactured by us for which the application for Registration Certificate has been made. We further undertake
thal the applicant may be required to deposit inspection fee as stipulated wder Rule 1294 {4) 1o cnablc the
ingpection of manufacturing site by the officials authorised for this purpose. Non-compliance to this condition as
and when so directed would result in cancellation of R égistration Certification,

4% We shall aliow the Yicensing authority or any person anthorised by him in that behalf to take samples of the
cosmctics for testing if considered necessary by the licensing anthority.

The information submitted sbove is true 1o the best of my/our knowledge and belief.
Plave:
Drate:
Signatare of the Mauufzcnorer
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