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Conditions of license or loan licence for manufacture of cosmetics

A license in Form COS- 8 shall be subject to the conditions stated therein and to the

following other conditions, namely:—

(b)

(©

(d)

(a) Manufacture of cosmetics shall be conducted under the direction and personal

@

(i1)
(111)

@iv)

supervision of competent technical staff consisting at least one person who is
a whole time employee and who possesses any one of the following

qualifications:

holds a Diploma in Pharmacy approved by the Pharmacy Council of India
under the Pharmacy Act, 1948 (8 of 1948), or

is registered under the Pharmacy Act, 1948 (8 of 1948), or

has passed the Intermediate Examination with Chemistry as one of the
subjects or an examination recognised by the Licensing Authority as
equivalent to it.

holds a bachelor degree in Cosmetic Technology from recognized

university.

The factory premises shall comply with the requirements and conditions specified

in the Seventh Schedule.

The manufacturer shall either—

)

(i)

provide and maintain adequate staff, premises and laboratory equipment
for testing the cosmetics manufactured, and the raw materials used for
manufacture in such cosmetics, or

make arrangements with a laboratory approved by the Central Licensing
Authority under Chapter VIII of the rules and accredited by National
Accreditation Board for Testing & Calibration Laboratories (NABL) for

carrying out such tests.

The applicant shall maintain documentary evidence for the following—
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@) documents in respect of the ownership or occupation on rental or other
basis of the premises, specified in the application for license or in the
license granted,

(i1) constitution of the firm, or

(iii))  any other document that may be required for verifying the correctness of
the statements made by the applicant or the licensee, while applying for or
after obtaining the license as the case may be.

The licensee shall comply with the provisions of the Act and the rules made

thereunder and with such further requirements, if any, as may be specified in any

rules to be made hereafter under Chapter IV of the Act.

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 after the date of expiry of the batch.

A license in Form COS- 9 shall be deemed to have been cancelled or suspended,

if the license issued, in Form COS- 8, in respect of manufacturing facilities is

cancelled or suspended.

The licensee shall test each batch or lot of the raw materials used for

manufacturing the cosmetics and also each batch of the final product and shall

maintain records or registers showing the particulars in respect of such tests. The
records or registers shall be retained for a period of three years from the date of
manufacture.

The licensee shall allow an Inspector appointed under the Act to enter with or

without prior notice any premises where the manufacture of a substance in respect

of which the license is issued, is carried on, to inspect the premises and to take
samples of the manufactured products for which a receipt shall be issued in Form

COS- 10.

The licensee shall allow an Inspector to inspect all registers and records

maintained under these rules and shall supply to the Inspector such information as
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he may required for the purpose of ascertaining whether the provisions of the Act
and rules made thereunder have been complied with.

The licensee shall maintain an Inspection book in Form COS-11 to enable an
Inspector to record his impression and the defects noticed;

The manufacturer shall inform the Licensing Authority within thirty days, in
writing, in the event of change in labelling or composition or testing, or
specification or in documentation of any of the cosmetic pertaining to this license
along with an undertaking that the products comply with standards laid down
bythe Bureau of Indian Standards as referred in the Ninth Schedule.

The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the license. Where any
change in the constitution of the firm takes place, the current license shall be
deemed to be valid for a maximum period of six months from the date on which
the change takes place unless, in the meantime, a fresh license has been taken
from the Licensing Authority in the name of the firm with the changed
constitution.

In case of change in name or address of a manufacturer, after grant of licence or
loan licence under sub-rule (5) of rule 23, an application for amendment shall be
made to state Government for prior approval from Licensing authorities for the
said changes in manufacturing license within a period of sixty days from the date
of such change.

Provided that clauses (c) and (d) 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

Authorityl.
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