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NﬂNISTRY OF HEAITH AND FAMILY WELTFARE ‘
{Department of Health)
NOTIFICATION
New Delhi, the 2nd Febnary, 2007

GS.R 63(E).—The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, which
the Central Government proposes to make, after consultation with the Drugs Technical Advisory Board, in exercise of the
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powers conferred by Section 12 and Section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as
tequired by the said sections, of the said Act, for the information of all persons likely to be affected thereby, and the notice
is hereby given that the said draft rules will be taken into consideration after the expiry of a period of forty-five days from
the date on which the copies of the Official Gazette in which this notification is published, are made available to the public;

- (bjections or suggestlons if any, may be addressed to the Secretary, Ministry of Health and Family Welfare,
Government of India, Nirman Bhawan, New Delhi - 110011,

Any objection or suggestion which may be received from any person with respect to the said draft rules, before

the expiry of the period as specified above, will be taken into consideration by the Central Government.

1.

DRAFT RULES

(1) These rules may be called the Drugs and Cosmetics (Am_endment) Rules, 2007.
(2) They shall come into force on the date of their final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules), in Part XIII, for the heading

3.

“IMPORT OF COSMETICS”, theheadmg “IMPORT AND REGISTRATION OF COSMETICS’ shall be substituted.
For rule 129 of the said rules, the following rules shall be substituted, namely.—

%129, Registration of cosmetic products imported into the country.—No cosmetic shall be imported into the

country unless the product is registered under rule 129D by the licensing authority appointed by the Central
Government under rule 21 to perform the duties of licensing authority under these rules or by any pcrson o whom
such powers of the licensing authority may be delegated under rule 22.

129A. Form and manner of application for Registration Certificate.—(1) An application for issue of a Regisration
Certificate for cosmetics intended to be imported into India shall be made in Form 42 either by the manufacturer
himself or by his anthorised agent in India or by the importer and shall be accompanied by a fee of two hundred
and flfty US dollars or its equivalent to Indian rupees for each brand of cosmetic. The application shall be
accompanied by a treasury challan as specified in sub-rule (3) and the information and undertaking specified in -
Schedule D (III) duly signed by or on behalf of the manufacturer. '

(2) An authorization by the manufacturer to his agent in India shall be duly authcntlcatcd clthcr in India before
a First Class Magistrate or in the country of origin before such an equivalent authority and duly attested by
the Indian Embassy in that couatry where the mamifacturing is located.

- (3) The fees shall be paid through a chatlan in the designated branches of Baok of B aroda either in US dollars or

in equivalent Indian rupees under Head of Account “0210- MEDICAL AND PUBLICHEALTH, 04 PUBLIC
HEALTH, 104-FEES AND FINES" and the original copy of thc treasary challan shall be submitted along with '
the application for product registration:

Provided that in the case of any direct payment of fees by a manufactuter in the country of origin, the fees
shall be paid through Electronic Cléarance System (ECS) from any bank in the country of originto the Bank of
Baroda, Kasturba Gandhi Marg, New Delhi, through the Electronic Code of the bank in the Head of Account
“9210- MEDICAL AND PUBLIC HEALTH, 04 PUBLIC HEALTH, 104-FEES AND FINES” and the original
receipt of the said transfer shall be treated as an equivalent to tl;e bank challan subject to the approval by the
Bank of Baroda that they have received the paymcnt

(4) The applicant shall be lable for the payment of a fee of five thousand US dollars for expenditure as may be
required for inspection or visit of the manufacturing premises of the cosmetic manufacturer by the licensing
authority or by any other person to whom power has been delegated in this behalf by the licensing authority

nnder rule 22.

(5) The applicant shall be liable for the paymcnt of testing fees directly to a testing laboratory approved by the.
Central Government in India or abroad, as may be required for examination, tests and analysis of cosmetic. -

(6) A fee of one hundred US dollars or its equivalent shall be pmd for a duplicate copy of the Registration
Certificate, if the original is defaced, damaged or lost.

129 B, 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 in respect of import of one
or more than one cosmetics manufactured by the same manufacturer: .

Provided that the cosmetics are manufactured at one factory or more than one factory functioning conjointly as a
single manufacturing unit.
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129C. Grant of Registration Certificate.— (1) On receipt of an application for Registration Certificate in the Form
and mannet specified in rule 129A, the licensing authority shall, on being satisfied, that, if granted, the conditions
of the Registration Certificate will be obscrved, issue a Registration Certificate in Form 43

Provided that if the application is complete in all respects and information specificd in Schedule-D 1T is in order,
the licensing authority shall, within six months from the date of receipt of an application, issue such Registration
Certificate, and in exceptional circumstances and for reasons to be recorded in writing, the Registration Certificate
may be issued within such extended period, not exceeding three months, as the licensing authority may deem fit.

(@) If the applicant does not receive the Registration Certificate within 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 {it.

129D, Duration of Registration Certificate.—A Registration Certificate, unless it is soonet suspended or cancelled,
shall be valid for a period of three years from the date of its issue: :

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

129E. Suspension and cancellation of Registration Certificate.— If the manufacturer fails (o 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 thercfore, suspend or
cancel the Registration 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 aggrieved by the order passed by the licensing authority under this rule may, within
thirty 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 for
representing his views in the matter, pass such orders in relation thereto as it thinks fit.

129F. Prohibition of import of certain cosmetic.— No cosmetic, the manufacture, sale or distribution of which 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.

129G. Standard for imported cosmetics— No cosmetic shall be imported unless it complies with the specifications
as prescribed under Schedule-S or any other standards of quality and safety, applicable 10 it, and other provisions
~under the rules. '

129H. Labeling and Packing of Cosmetics.—No cosmetic shall be imported unless it is packed and labelled in
conformity with the rules in Parts XV.”.

4. InSchedule A (o the said rules, after 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.
IIWS* S PP PP TP PO TS ST TR SO VEPTE TR VIRC LR ERITRITRE R UL CEE LI LA LAt S

(Name and full address) hereby apply for the grant of Registration Certificate to the MAnfacturer, M/S. o roviierirerenses
............................. eeeresestesssasseesssssessseesessisenseensnnnes (il address with telephone, fax and e-mail address of the foreign
manufacturer) for his manufactured cosmetics meant for import into India.

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

D (4)
@) 5
G ' 6)

2. 1 We* enclose herewith the informations and undertakings specified in Schedule-D 111 duly signed by the -
manufacturer for grant of Registration Certificate for the premises stated below:

-
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3 Afeeof . ..for reglsuahon of cosmetics for 1mport as spcmficd at Serial No, 2 above hasbeen
credited tn t.hc Govcmment under the Head-of Account*0210-Medical and Public Health, 04 Public Health,
104-Fees and Fines” under the Drugs andCosmcucs Rulm, 1945 - Central” vide Cha]lan NOL e rsnrresenecermesssamiressnanens

_dated.......riinns (attached in original). ' . ‘ ' o

4. Particulars of prennses to.be rcglstcred where manufacturc is carried on:
Address(es) ...... cesmssssiia st
Telephone | RO
Fax , rveesbibsbebeenanna s s itns
CEmail e S .

I/we undertake to comply with all the terms and conditions reqmred 1o obtain chlstramm Ccmfxcate and to kcep
it vatid during its validity period. :

PIACE:  wmrceseesssemiesessesssssneenens

Sea]!Stamp of mamufacturer or his anthonsed agentm India.

{Note:- In case the apphcant isan authorised agent of the manufacturer in India, the Pawer of Attomey isfo be
enclosed) ) : '
*Delete whichever-is not applicable.. A
, ‘ _ Fgrm 43
- ' - (See rule 129 C)
o * Registration Certificate )
Regtstrauon Certiffcate to be issued for import of cosmetics into India under Drugs and Cosmetics Rules, 1945,
chls&auon Certificate NO. vicorereeerveans R e Daateunrrrossissssssrsamsssssssennes

IVIZS s seraissssmssmmsmmss s serasersess angesaens ' ......... ... Name andfull Address of regzstered office)
ST S havmg facmryprcmlscsal .......... peiieesrerreneserenastets (futl addrcss)hasbecnrcglstcredunder rule
'129C asa manufacturer and is hereby issued this Registration Certificate.

2. Name(s) of cosmetics, along with their brand names and padk size which-may be lmponed under this chlstranou
Cemﬁcatc _
n
e
3 | | -
3. This Regu-;trauon Certificate shall be in force 100 11 WOTUROR OO to .................. unless itis sooner
suspcnded or cancelled under the Rules. - ' . .

" 4 This Registration Certificate is issued through the office of the manufacturer ofhisauthmisod importér/ distributor/ *
agent in India M/s (name and full Address) veommrirnmenresmmeissnns who will be responsible for the business activities
.of the manufacmrer, in India in all fespects. \

5. This Reglstrauon Cetificate is subject to the conditions, stated below and. to such other conditions as may be
specified in {he Act and the rules, from time to time.

PLACE: oo :
LICENSING AUTHORITY
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Conditions of the Registration Certificate

( 1) The Registration Certificate shall be displayed at a prominent place by the authorised mmporter/ distributor/ agent.

(2) The manufacturer or his authorised importer/distributor/agent in Tndia shall inform the licensing authority forthwith

in the event of any administrative action taken viz. market withdrawal, regulatory restrictions, or cancellation of
authorisation, and/or not of standard quality repost of any cosmetic pertaining to this Registration Certificale
declared by the Regulatory Authority of the country of origin or by any Regulatory Authority of any other
country, where the cosmetic is marketed/sold or distributed.

The dispatch and marketing of the cosmetic in such cases shall be stopped and the licensing authority shall be

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

&)

@

5

direction of the licensing authority. In such cases, action equivalent to that taken with reference to the concerncd
cosmetic in the country of origin or in the country of marketing shall be followed in India also, in consultation with
the licensing authority. The licensing authorily may, however, ditect any further modification to this course of
action, including the withdrawal of the cosmetic from Indian market within 4% hours time period.

The manufacturer or his anthorised agent/importer/distributor in India shall inform the licensing authority within
30 days, in writing, in the event of any change in manufacturing process, or in packaging, or in labelling or in
testing, or in documentation of any of the cosmetic perfaining to this Registration Certificate.

Insuch cases, where there shall be any major change/modification in manufacturing, or i processing or in testing,

or in documentation as the case may be, at the discretion of the licensing authority, the manufacturer or his
authorised agent/importer/distributor in India shall obtain necessary approval within 30 days by submitting a
separate application along with the registration fee,

The manufacturer or his authorised agent in: India shail mform the Feensing authority immediately in writing, in the
event, of any change in the constitution of the firm and/or address of the regstered office/ factory premises
operating under this Registration Certificate. Where any such change in the constitution of the firm andfor
address takes 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 mean time, a fresh Registration Certificate
has been taken from the licensing authority in the name of the firm with the changed constitution of the firm and/
or changed address of the registered office or fuctory premises.”

After Schedule D (II) to the said rules, the following Schedule shall be inserted, namely:

“SCHEDULEDJID
(Seetule 129 A)

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

AUTHORISED IMPORTERDISTRIBUTOR/AGENT WITH THE APPLICATION FORM FOR A
REGISTRATION CERTIFICATE. THEFORMAT SHALL BE PROPERLY FILLED IN FOR EACH
APPLICATION IN FORM 42 AND FURNISHED

1. PARTICULARSOF THEMANUFACTURER AND MANUFACTURING PREMISISS

11

12
13

14

2.

.2'1

22

Name and address of the manufacturing premises (telephone
No., Fax No. e-mail address) to be régistcred.
Name(s) and address(es) of the Partners/Dircctors.

Name and address of the authorised importer/distributor/agent in Indra, responsible for the business of the
manufacturer.

A brief profile of the manufacturer’s business activity, in domestic as well as global market.
PARTICULARS OF THE COSMETICS TO BE REGISTERED UNDER REGISTRATION CER] WICATE

Names of cosmetics along with their brands name and pack size to be registered meant for import into and use in
India,

Particulars of the manufacturing licences/ registration/ marketing authorisations (if any) under which the cosmetics
are being manufactured in the country of origin along with the copy of the licenses/marketing authorisation/
registration issued by the Regulatory Authority of that country.
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List of countries where marketing authorisation ot import permission for the said cosmetic is granted with date.

3, CHEMICAL INFORMATION OF COSMETIC

a1
32
33
34

4, UNDERTAKING TO DECLARE THAT o ;

4.1

42

43
44

45

46

4.7

48

49

Name(s) of chemicals used in the manufacture of cosmetic.

Specification and testing method for testing of the cosmetics. _

Manner of labelling as per the rules of the Drugs’-and Cosmetics Rules, 1945.
Package insert (if any). ' '

We shall comply with all the conditions imposed on the Registration Certificate for the import of cosmetics as
required under the provisions of Drugs and Cosmetics Rules, 1945. S x f

We declare that we are carrying on the manufacture of the cosmetics mentioned in this Schedule, at the prcmises
specified above, and we shall from time to time report any change of premises on which manufacture will be catried
on and in cases where manufacture is carried on in more than one factory any change in the distribution of

* functions between the factories.

We shall comply with the provisions of Part XIII of the Drugs and Cosmetics Rules, 1945.

Every cosmetic manufactured by us for import under the Registration Certificate into India shall conform:to the
specifications given in the Drugs and Cosmetics Rules, 1945 as amended from time to time. :

We shall from time to time report for any change orqmanufacturing process, or in pac;kaging, orin labelling, or in
testing, or in docutnentation of any of the-cosmetics, pertaining to the Registration Certificate, to be granted to us. -

Where any change in respect of any of the cosmetics under the Registration Certificate has taken place, in respect
of any of the above matters, we shall inform the same to the licensing authority, in writing, within 37) days from the
date of such changes. . '

We shall from time to time report for any administrative action taken due to adverse reaction, viz. market withdrawals/
regulatory restriction, or cancellation of authorisation and/or “not of standard quality report” of any cosmetic
pertaining to the Registration Cértificate declared by any Regulatory Authority of any country where the 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 immediately. , _ _

We shall comply with such further requirements, if any, as may be specified, by the Government of India, under the
Act and the Rules, made thereunder. - ' ’ o
We shall allow the licensing authority and/ or any person authorised by him in that behalf to enter and inspect the

manufacturing premises and to 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 -

that the applicant may be required to deposit inspection fee as stipulated under Rule 129A (4) to enable the

inspection of manufacturing site by the officials authorised for this purpose. Non-compliance to this condition ag
and when so dirctted would result in cancellation of Régistration Certification. B

We shall allow the licensing authority or any person suthorised by him in that bcﬁalf to take samples.of the

cosmetics for testing if considered necessary by the licensing authority.

Thé information subrﬁittcd above is true to the best of my/our knowledge and be}ief.

Placé: ' | hE 4 |

Date:'. L
Signaturg of the Manufaéuxrer .

" Seal/Stamp”

[F.No. X-1 1014/412006-DMS & PFA]

AMARIJEET SINHA, Jt. Secy.
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