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MINISTRY OF HEALTH AND FAMILY PLANNING

(Department of Health)

NOTIFICATIONS

New Delhi, the 17th December 1975

G.S.R. 21(El).—The fallowing draft of certain rules further to amend the Drugs
and Cosmetics Rules, 1945 which the Central Government proposes to make, after con-
sultation with the Drugs Technical Advisory Board, in exercise of the powers conferred
by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby
published as required by the said sections, lor the information of all persons likely to
be affected thereby; and notice is hereby given that the said draft rides will be taken
into consideration after 90 days from the date on which the copies of the official Gazette
containing this notification are made available to the public.

Any objections or suggestions which may be received from any person with respect
to the said draft rules before the expiry of the period as specified will be taken into
consideration by the Central Government

DRAFT RULES

1. These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1975.
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2. In the Drugs and Cosmetics Rules, 1945;

(i) in rule 142, after clause (b), the following clause shall be inserted, namely:—

"(b.i) the licensee shall keep records of the details of each batch of cosmetics
manufactured by him and of raw materials used therein as per particulars
specified in Schedule U(1) and such records shall be retained for a period
of three years."

(ii> after rule 145B, the following rule shall be inserted, namely:—

"145C Form or order not to dispose of stocks of cosmetics.—An order in writing
by an Inspector under clause (c) of sub-section (1) of section 22 of the
Act requiring a person not to dispose of any stock of cosmetics in his
possession shall be in Form 15"

(iii) in Schedule A,

(a) for Form 15, the following Form shall be substituted namely:—.

"FORM 15

(See rules 54 and 145C)

Order under section 22( l ) ( t ) of the Drugs and Cosmetics Act, J940, requiring a person
not to dispose of stock in his possession

Whereas. I have reason to believe that the stocks of drugs/Cosmetics in your possession
detailed below contravene the provisions of section 18 of the Drugs and Cosmetics Act,
1940;

Now, therefore, 1 hereby require you under clause (cj of sub-section (1) of section
22 of the said Act not to dispose of the said stock for a period of-—-—— days
from the date of this order.

Date Inspector

Details of stock of drugs/cosmetics

Inspector."

Date—

(b) for Form 31, the following Form shall be substituted, namely:—

"FORM 31

(See rule 139)

Application for grunt of renewal of a licerue to manufacture Cosmetics for sale

1. I/We — •—-—of — -hereby apply for the grant/renewal of a

licence to manufacture on the premises situated at — the following cosmetics:—-

2. (i) Name of the cosmetics — •

(ii) Composition of the cosmetics
(iii) Specifications of the Component ingredients— •——• - —

3. Names, qualifications and experience of technical staff employed for manufacture
and testing — ——— • • • ~ '

4. A fee of rupees • ——has been credited to Government under the head of
account— —— — —
Date- — — —

NOTES—-The application should be accompanied by a plan of the premises.";
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(iv) in Schedule K, item No. 18 and (he entries relating thereto shall be omitted;

(v) after Schedule U, the following Schedule shall be inserted, namely:—

"SCHEDULE U{\)

(See rule 142)

I. Particulars to be shown in the manufacturing Records.

1. Serial number,

2. Name of the product.

3. Lot/Batch size.

4. Lot/Batch number.

5. Dato of Commencement of manufacture and date when manufacture was completed.

6. Names of all ingredients, quantities required for ttto Lot/Batch size, quantities
actually used.

7. Control reference number in respect of raw materials used in formulations.

8. Reference to analytical report number.

9. Actual production and packing particulars indicating the size and quantity of

finished packings.

10. Date of release of finished packing for distribution or sale.

11. Signature of the expert staff responsible for the manufacture.

IT. Records of Raw Materials.

Records in respect of each raw material shall be maintained indicating the quantity
received, control reference numbers, the quantity issued from time to time, the names and
batch numbers of the products for the manufacture of which the said quantity of raw
material has been issued and thc particulars relating to the proper disposal of the stocks.

NOTE 1:—-The licensing authority may permit the licensee to maintain records in such
manner as is considered satisfactory, provided the basic requirements laid down above arc
complied with.

NOTE 2:—The licensing authority may direct the licensee to maintain records for such
additional particulars us it may consider necessary in the circumstances of a particular
case."

TNo. X-11013/6/75-D&MS]

SHRAVAN KUMAR, Jt. Secy
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