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MINISTRY OF HEALTH AND FAMILY PLANNING
(Department of Health)
NOTIFICATIONS
New Delhi, the 17th December 1975

G. S R. 21(E).—The following draft of certain rules further to amend the Drugs
and Cosmetics Rules, 1945 which the Central Government proposes to make, afier con-
sultation with the Drugs Technical Advisory Board, jn cxercise of the powers conferred
by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is bereby
published, as required by the said sectionms, for the informution of all persons likely to
be affected thereby; and notice is hereby given that thc said draft xules will be taken
into considcration after 90 days from the date om which the copics 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 resﬁ)cct
to the said draft rules before the expiry of the period ay specified will be taken into
consideration by the Central Government.

DRAFT RULES

1. These tules may be called the Drugs and Cosmetics (Amendment) Rules, 1975.

(59)



60 THE GAZETTE OF INDIA EXTRAORDINARY [ParT H—

2. In the Drugs and Cosmetics Rules, 1945;
(i) iy Tule 142, afler 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(l) and such records shall be retnined for a period
of three years.”

(i} 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 am 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 157

(i} 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(1)(c¢) of the Drugs and Cosmetics Act, 1940, 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
detailled below contravene the provisions of section 18 of the Drugs and Cosmetics Act,
1940;

Now, therefore, | hereby require you under clause (c) 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 grant of renewal of a licence to manufacture Cosmetics for sale

1. I/We —of- hereby apply for the grant/renewal of a
ficence to manufacture on the premises situated at——————the following cosmetics;—

2. (iy Name of the cosmetics

(ii) Composition of the cosmelics—m—————

(jii) 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 sccompanied by a plan of the premises.”;
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(iv) in Schedule K, item No. 18 and the entries relating thereto shall be omitted;

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

“SCHEDULE U(1)

(See rule 142)

L. Particulars 1o be shown in the manufacturing Records.

1.

2.

Serial number,

Name of the product,

. Lot/Batch size.

. Lot/Batch number.

. Date of Commencement of manufacture and date when manofacture was completed.

. Names of all ingredients, quantities required for the Lot/Batch size, quantities

aclually used.

. Contro] reference number in respect of raw materials used in formulations.

. Reference to analytical report number.

. 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.

1. Records of Raw Muaterials.

Records in rtespect of each raw material shall be maintained indicating the quantily
recelved, 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 the particulars relating to the proper disposal of the stocks.

NoTE 1:—The licensing authority may permit the licensee o maintain records in such
manner as is considered satisfaclory. provided the basic requirements laid down above are
complied with.

NoTE 2:—The licensing suthority may direct the licensec to maintain records for such
additional particulars as il may consider necessary in the circumstances of a particular

case,”

[No. X-11013/6/75-D&MS]

SHRAVAN KUMAR, Jt. Secy
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wyteen T aforre fadye qAvem

(emee fasr)

Tfug=aT
TE fascefy, 17 fem@®, 1975

wo wo Mo 21 (%) ~AT wTETY, Hf-FeT AR qamm avwit wiy-
fam, 1940 (1940 #T1 23) F¥ a1 12 MY 33 T 770 WHTAT T HANT FIW Y
T Stafa-xen AR qATEHTT A H OIAd FA H owry At w1 v
qraa fraw, (945 § BT FMET F F {47 siren frw a7 9@l & dar i
a3 wrost ¥ mafies §, wearfag garadt ®1 freafafas e A qd) it £ 9E-
FO & faa wwrfo far s wgy & foad sov warfed @ A @@ g | w9
FIRT gt & Sy & for fort & 999 wrew 97 9y araag ¥ 9o fae & wwe framd e
St faa e €1 37 wwaa wYafen, faed g sfegea wwifam w7 SEr g,
SIAAT T I FUR WAl X1

R fafafaee swafy £) sarfer & 0F frant & woa wreq 7 qra o1 WHET 97
qora fiRd safsed ¥ vy i, FE aIHTY 99 9% =T S

faas| wr s
1. %7 fordi &7 ara stfirge i At (snte) fram, 1975 2

2. Hrfi—zren A< s gt fraw, 1945 %, —
(i) fAmm, 142 %, wre (@) & qear treafafad gos sirer soar gatg——

Y= 1) safaad, s g Fafafag gamws wnh & 5w am F s
F A1 I NG R A0 whada, gy o (1)# ffafe fafafet
* WAIY, TET WX OF wiadw @ 2% #) wafy 3% sfonf feo
ST |

(i) frawm. 145 &, & weamq faeafafag faow, w@: wfe fear o,
TId —

“145 T SEIYT T § RO T QqAT 7 A K HIAW W TG~ OpaT
frda® gra, wfafram & oo 22 #y sorar(1) & ave ()
F mits fafag =3 ¥ fear war oaT oRw fRad gy feey safad &
TEE TEA W AT WA Gy & (ET T AT |AN § FI
FY AT FT TE 2, wRT 15 FFw 7
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(iii) == % ¥,
(%) swy 15 & v 9 Frforfes Sea <@T Srear, waig - -

“ HET 15
(frawr 54 "1 145 7 Afam)

wiaiwaen st wow sadt afafmm, 1940 € s 22(1) (1) ® wiA
A wrAet finelt Taflr € 999 wa® 7§ @R w7 wmT 3 w4 W wEaT % g )

¥ a7 v w7 47 Fe @ i AF ST ared wes # & whwhrasd/
STHTHT AT # €21, wei-gey s s arws wfufaas, 1040 #Y 91307 18 & swaeay
FT IS XY F

AT, wa, § sy wiufmw w1 9raw 22 7 5w (1) F @ () & mie g

THIT FATE O oo gw wAw Ry ara y L .. fer Y swfiw 9% oWy T
FT SGAT 7T €7 |
aE L
il
afy-gen/gans aenl & SR
CIEic. S ' fadms 1"

(@) wer 31 & warT w7 famfafas wew ar s, sfg -
“ET 31

(f7rw 139 2few)

fewz & Fag sarw s ®1 fafratn w@ w fao oinfa & wq0m o
AT w fag wrgae

LEEmLL faeafafas sares o &, .| 9T
veoe o ¥ frfmio & fag st % maar)/aiac & fa aviem $Tar g/ § 1

2 (i) JuTET WTHUY FT A7 |

.....................................

................................................
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3. fafraior BT odgor & oy frafare aedad s & T, waae!

L . P
e R ol e o
...... LR AR WIXWTT & IR AT BY
il i
ZEATETT

.....................................................

v —— mrae ¥ arg of e &1 diE g sfgo (7

(iv) =ggsre &, 7 do 18 MIT Iu¥y wa i wiafeeat 1 @ firar o
(v) ATgarq & qednq frafafaa wgget s= eqrfeq &1 g, wafy —

“eget v (1)
(fram 142 2fET)
I fafaatn wfadel & thra «f wrd o faflfeaat

1. %W qEqt

2. 1T FY ATH

3. HT/qTH HTRIT

4. HTZ/UTT gEaT

5. fafamio & Sréw wr ardia At ag arde s fafmtor g g

6. @Al qg2RT ¥ AW, ;Z/AW AveR & fog sdfe afearon, geg:
xaFd afTwwr |

7. AT H WGHT H5 AT F7 A0 Fagar e aar |
8. farqaor feqtd dear w1 fadm

9. areafasw Iemew A< Iiew fafufeat Ay dare dfer &1 TR
I gET Iqatud gt |

10. faazor ar faxg ¥ faw darcdfer F gt 5 arog
11. fafator & fou seendl frar sy & gemer |
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I1. wws arx ® wfyda

TAF T4 0 A7 qag wfaga @ i o sreg 5y v mmar,  fgar
fodm qear, awg Tma 9T A & 7€ 7N, 9T I F ATH W
qT werrg faask fafantor & fag F==t wre &7 947 wray sod
#1 TR &, a7 @il k¥ Ifqmwagya | pafar fafufizar safma
g |

feeam 1 ——maarqa wifesrd, ggAfeard A ody Of7 ¥ wiwdg @y #
AT X THAT ST GAINAT Wby A ¢ O 45 g9 97 B Hq7
mftrfad ST FHarH F1 qEaraT T @y |

feoat 2——wamaa wila ey, mynfean vy g4 wfafoq fafafieat & fag

ufida @ o1 73w 2 @i Y g Rl fafirs @@
wfcfeafat & srawae am 1"

[@o Tan 11013/6/75-¥Ye ww qHo wao]

qFT AT, AgET afeaa |
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