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MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health)

NOTIFICATION

New Delhi, the 27th August 1977

G.S.R. 595(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 powers conferred by sections 12 and 33 of the Drugs
and Cosmetics, Act, 1940 (23 of 1940), is hereby published, as required by the aid sections, for
the information of all persons likely to he affected thereby, and notice is hereby given that the said
draft will be taken into consideration after the expiry of ninety days from the date of publication
of this notification in the Official Gazette

Anv objection or suggestion which may be received from any person with respect is the
said draft before the expiry of the period so specified will be taken into consideration by the Central
Government

Draft Rules

1. These rules may be called the Drugs and Cosmetics (Amendment) Rules 1977

2. In the Drugs and Cosmetics rules 1945,—

(i) in rule 48, after the word 'drug' the words "or cosmetic" shall be inserted,
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(11) for Schedule B, Che following Schedule shall be substituted, namely :—

"SCHFDULH B

(See rules 7 and 48)

F^es for t;st or auilys is by the Central Drugs Laboratory or the Government Analyst

I. Fees for drugs including hormones eu. requiring btologtcal assay.

A.CT.H. .
D i g i t a l i s . . . . . . . . . .

S t r o p h e n t l u s . . . . . .

P i t u i t a r y ( P o s t e r i o r L a b e ) E x t r a c t

A d r e n a l i n e p r e p a r a t i o n s . . . . . . .

Thytoid .
S e x G l a n d P r e p a r a t i o n s . . . . . .

O v a n a l . . . . . . .

L u t e a l . . . . . . . . . . .

O r c h i s .

H c p a r i n . . . . .

I n i u l i n a n d I n s u l i n c o m b i n a t i o n ( p r o l o n g e d a c t i o n )

O r g a n i c A r s c n i c a l S j N e o e r . p h e n a r n i n e e t c . . . .

T o s t f o r s t c r j h t y . . . . . .

A b m r m a l T o x i c i t y o r U n d u e T o x i c i t y o r S a f e t y t e s t

D e t e r m i n a t i o n o f L e t h a l D o s e s L D ; o t o L D 1 0 o n M i c e

P y r o g e n t e s t . . .

A n L i b i o t i c s ( B i o - a 1 s a y ) . . . . . . . .

( C h e m i c a l T e s t f o r e a c h i n g r e d i e n t s ) . . . . .

D i s i n f e c t a n t s . . . . . . . .

S u r g i c a l S u t u r e s ( d e p e n d i n g o n t h e n u m b e r o f t e s t s t o b e c a r r i e d o u t )

D e p r e s s o r o f H i s t a m i n e l i k e s u b s t a n c e s t e s t . . . .

H y a l u r o n l d a s e . . . . . . . . .

A n y o t h e r t e s t r e q u i r i n g a n i m a l e x p e r i m e n t a t i o n

M i c r o b i o l o g i c a l a s s a y . . . . . . .

M i ^ r o s c o p i c e x a m m a t i o n . . . . . . .

Ch etnical Tests and Assays • —

I d e n t i f i c a t i o n t e x t . . . . . . .

Disintegration of tablets and capsules '

( a ) O r d i n a r y . . . . . . .

( b ) S u g a r c o a t e d . . . . . . . . .

( c ) E n t e r i c C o a t e d . . . . . . .

P h y i i o c h e m i c a l A s s a y s . . . . . .

Rs.

. 200

* 200

2 0 0

1 0 0

1 0 0

. 200

. 200

. 200

2 0 0

. 200

. 150

. "400 to 1000

*75 to 100

50

• 75
. 250

60

• 75

• 50
. 100

. 50 to 100

• 75
1 0 0

5°
75

25

25

1 0

2 0

40

30

T i i t s o t h ; r t h n a s j a y ( l i m i t t e s t s f o r i m p u r i t i e s A ^ h c o n t e n t , t o t a l s o l d " ,
S l i d v a l u e , I o d i n e v a l u e , S a p o n fication v a l u e , l o s s o n d r y i n g e t c . f o r e a c h
t e s t ) 1 0

O p t i c a l R o t a t i o n . . . . . . . .

R e f r a c t i v e I n d e x . . . . . . . .

P h y s i c a l T e s t s . ( S o l u b i l i t y , P H , U n i f o r m i t y o l W e i g h t , p h j s c a l cons t&j
e t c ) f o r e a c h t e s t . . . . . . .

W a t e r ( K a r l F i s h e r )

H e a v y M e t a l s

25

25

Mb

5

• 30

• 2$
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A r s e n i c t e s t . . . . . . . . *
P a p e r G i r o m a t o g r a p h y
T h i n L a y e r C h r o m a t o g r a p h y , .

C o l u m n C h r o m a t o g r a p h y . . . . .
Ga*i L i q u i d C h r o m a t i g r a p h y . . . .

I . R . I d e n t i f i c a t i o n
P o l y m o r p h t c s ( c o n t e n t o f P o l y m o i p i , A i n C h l u r u m p h t n i c o l P u l m i t a r e )

O t h e r M i s c e l l a n e o u s t e s t s . . . .

II. Fees for Sera and Vacaies :

Sera (a) Examined according TO specification of a Pharmacopoeia .
(b) Determination that sample is up totitrCFpccificd

Vaccine (a) Examination in which animal test is employed
(b) Examination m which animal test 18 not employed

Diagnostic Toxins :

( a ) I d e n t i f i c a t i o n t e s t . . . .
(b) Potency test

Diagiostlc Sera, Potency and Acidity ttsts

D P. T. Products :

( a ) P o t e n c y o j P e r u s i s f r a c u i o i o f t h e V a c c r e
( b ) P o t e n c y o f T e t a n u s f r a c t i o n . . . . .
( c ) P o c c n c y o f D i p h t h e r i a f r a c t i o n . . . . .

III . Cosmetics

IV. Rubber Condoms

25
30

25
1 0 0

50

200

•25 to joo

150

1 0 0

•too to

50

50

2 0 0

1 0 0

500

300

2 0 0

•100 to 303

250

•The exact amount of fee shall be determined by the Director or the Government Analyst, as
the case may be

NoTH —
I. For tests not listcdin the Schedule, charges will be dcteimmrd bythe Director Govern-

ment Analyst of the laboiatory/institvte ai (he case may be.
2 For the tests relating to Ajurveda, Unani and Sidha medicines charges will be deter-

mined by the Adviser (ISM), Director or Government Analyst of the Laboratory/
Institute as the case may be "

[No X. 11013/4/77-D&MS]

RAM KISHORE SINGHAL, Jt. Secy.
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