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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health)
NOTITICATION
New Delh, the 27th August 1977

G.S.R. 59f('E)—«Thc following draft of certain ru'cs further to smend the Drvgs and Cosmetics
Rules, 1945, which the Central Govirnment proposes to make, after consultatic n with the Drvgs
Technical Advisory Paord. In cxercase of the powers contfeired by sections 12 and 33 of the Drigs
and Cosmetics, Act, 1040 (23 0f 1940), 15 hereby published, a- required Ly the card sectcne, for
the Information of all pexsonsikely to be affecied thereby, and notice 19 hereby given that the caid
draft will be takeninto consideration ¢ fter the expiry ¢f ninery doys fiom the da e of publicaticn
of this notificat on in the Official Garette

_Any ohection or suggestion which may be reccived from any  person with - recpect ¢ tle
said draft before the expiry of the period so specified will be taken inte cont 1deratrcn by the Contryl
Government

. Draft Ru’es
1. These rules may be called the Drugs and Co metics (Amendmenr) Rules 1977
2. In the Drugs and Cosmetics rules, 1945,—

(1) 1n rulc 48, after the word ‘drug’ the words “‘or cormetic” thall he in<crted,

(1753)
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(11) for Schedule B, the following Schedule <hall be substiuted, namely :—
“ScarpuLe B
(See rules 7 and 48)
Fees (or t2at or analysis by the Central Drugs Laboratory or the Government Analyst

I Fees for drugsincluding hormones etc. requiring brologrcal assay.

Rs.
A.CTH. . . . . . . . 200
Digiralis . . . . . . . . . . . 200
Strophentlus . . . . . . . 200
Pituitary (Posterior Labe) Extract . . . . 100
Adrenaline preparations . . . . . . . . 100
Thytold . . . . . . . . . . 200
Sex Gland Preparations . . . . . . . 200
Ovarial . . . . . . . . . . 200
Luteal . . . . . . . . . . . . 200
Orchis . . . . . . . . . 200
Heparin . . . . . 150
Insulin and Insulin combmatlon (prolongcd action) . . . 400 to 1000
Organic Arsemicals, Neoer. phenamine efe, . . . . . *7510 100
Test forsterglity . . . . 50
Ab1yrmal Toxicity or Unduc TOchlty or Safcty test . . . £
D:ztermination of Lethal Doses 1D 5o to LD 10 on Mice . . . 280
Pyrogen test . . . . . . . . . 6o
Andblotlcs (Bio-a aay) . . . . . . . . .75
(Chemical Test for eachingredients) . . . . . . %0
Dusinfectants . . . . 100
Surgical Sutures (dcpEndmg on thc: numhcr oftcst‘. to be carried out) . 50 tO 100
Depressor of Histamine like substances test . . . . .75
Hyaluronidase . . . . . . . . . . 100
Any other test  requiring ammal experimentation . . . . 50
Maicrobiologicalussay . R . . . . . . 75
Mli:zroscopic examination . . . . . . . .25
Chemical Tests and Assays - _
Identification text . . . . . . . . 25
Dusintegration of tablets and capsules -
(a) Ordinary . . . . . . - . IO
(b) Sugar coated . . . . . . . . . . 20
(¢) Enteric Coated Y . . Y . . . . 40
Physiochemical Assays . . . 30

T :ars other thin asiay (limittesta forlmpurmcn A+h content, total sol-d-,
g1id vatue, Todine value, Sapon fication value, lors on drymg ete. for cach

test) . . . . . . . . . 10
Optical Rotation . . . . . . . . .25
Refractive Index . . 25
Physical Tests. (Solu.blllty, FH, Umformlr} of We)ghr, ph;a cal constants

etc) for each test . 5

Water (Karl Fisher) . . . . . . . . . . 30

Heavy Metals . . . . . . . . . . 25
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Arsenic test . . . . . . . . -« 25
Paper Chromatography . . . . . . . 25
Thin Layer Chromatography . . . . . . . 30
Golumn Chromatography . . . . . . 25
Gas Liquid Chromatc graphy . . . . . 100

I.R. Identification . . 50
Polymorphtes  (content of Polymorpl. A 1n Chlorumphemcol Pulmoitare) . 200
Other Miscellaneous tests . . . . . *25t0 100

11, Fees for Sera and Vacuimes :

Sera (a) Examined according ro wpecification of a Pharmaccpoea . 150
(b) Determ nation that sample is up to titre specified . . 100

Vuccine (a) Examination 1u which amimal testis employed . . *rooto
(b) Examination 1n which animal test1s not employed . . %0

Diagnostic Toxins :

(a) Identification test . . . . . . 50
(b) Potency test . . . . . 200
Diagnostic Sera, Potency and Acidity tests . . . . . . 100
D P.T. Products :
(a) Potency of Per us is fractim of tLe Vacc ne . . . %00
(b) Potency of Tetanus fraction . . . . . 300
(c) Paceucy of Diphtheria fraction . . . . . 200
111, Cosmerics . - . . . . . . . - . . *I00t0300
IV. Rubber Condoms . . . . . . . 250

*The exact amount of fce shall be determined by the Dircctor or the Governmenf Anatyst, as
the cave may be

NoTg —

1. For tests not listed yir the Schedule, charges will be determined bythe Directyr Govern-
ment Analyst of the laboratory/institvte as the case may be.

2 For the tests relating to Ayurveda, Unani and Sidha medicines charges will be deter-
mined by the Adviser (ISM), Director or Government Analyst of the  Laboratory/
Institute as the casc may be

[No X. r1013/4/77-ID8MS]
RAM KISHORE SINGHAL, Jt. Secy.

rareen W afeare wEqTor WA
(eareem  fawm)

EIPEE
¥ fas=lt, 27w, 1977

aro wio Ao 595 (%) —Fafw wwwre, sy Wy gaTeT Wl stafra,
1940 (1940 %T 23) F¥ G 12 33 T T WAAT HT THRT FL W, W0e
TEAYRT FATGHEIX AT QW S F 99, Wwg 6 ggmaT gy o,
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1945 Ffqua =T GeigT &7 I dar 5 oSw g ¥ oyt 2,
weqifaa dmaAT &7 faefafaa arey 39 gt st s7 aEsrad far g
frarar <gre, foas god wwifeq Rt qwwam@ard, dcgea & g fw
I ATET 9T TH FOGEAT F TOA N IFO Y a0 § qea a1 gEfe
& grar, e faar s

Fax fafafase “wafy & gafta s @ 9@ sTeT & awa o ot ey
argmE el safeq & g g, F=0T aewe S99 aT e w960

framt w1 smew
1. ¥ fa@ay &7 aw @iy 7 wyawT e (doga) w1977
g
2. #ay 9 wATeT qrwn fAgw, 1945 %—
(i) fraw 487, ‘Siag’ wez & quar “ar saTaT GUnly’ wem W eqifaa

feg @@ ;
(ii) w7 a & e frafafay ggaet @ s, safy —

et o

(fraw 7 9T 48 2MfaT)

Feglg WYOT  TARETAT AT 9T fAweraw grr oo ar faverger &
fou @
I o7 srAmam W saT w @ wel staw, foa § gt wifa afwfag & ®

fag ota

To
To "To o THo 200
fefodfag 200
T THE 200
frgfasr (Teq @ow) @17 100
afgaefr ffwfaar 100
ATIUTE 200
faw afqfafataar 200
it 200
CAR] 200
ity 200

ELUEG] 150
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TgFT W ST wasr *400 ¥ 10007%F
(Fremifas fxar)
sta wfaar, fardeanie wifa *75 & 100TF
TITEATT &7 qLreq 50
grararer  fagwear ar aafaa fagrar
AT HTEAT TLEEAT 75
FEI 97 A% WG A 50 AT OF T 10 FT AT 250
QI ST Tyator 60
ufeamatfeas (Sta AT ) 75
(va@® waa & fan @ ade) 50
TITULATE 100
wog WA (fFu o g qdeon A gem o fade
XA ) 50 ¥ 100TF
faearfa G gardl & s g 75
g‘rq'm{\ﬁﬁ'ﬁa’ 100
e wd aferer R qw s osmdfea @ 50
qeAAfersr AT 75
Hed TLreT 25

vgmfre afwn st wEmw

qgaTa T 25
R st wagel o1 fagar
(%) gm™Tg 10
(@) mau-faarfe 20
() = faerfoa 10
ndfa-wamfas g 30

TG § faw oQeor (wd® afvae F fau grEs, -
qaeq, [0 a1, WA q5q, HATSH qoa, T
e, B8R AT 9T g sk &y d@w & fay

qEYETIT ) 10
CERE T 25
HYAATH 25
wed® qOeor & fog wfaes qdretor 5

(fadrmar, 97 w=, Wik £ vawgar, wifgw feaas mife)
st (Fe fwe) 30
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IR I (e 25
wfaar e 25
qfas aufaaeT 25
ECE IR S R LIEER 30
e guifqa=s * 25
g T avifada 100
uTE0 WTTo qgATH 50
qgedt qdew (FrERiTea Tifwde § gged) g # 200
HRYEET )
7 T Fo gharr 25 ¥ 100
II &usitawf e fug o
Tr— (%) wvaww & fafgw & ware aOfig 150
(&) ag wmagrw &30 5 agar fafatase wq@mETs
(eTeex) TF g 100
- (%) a8 o, fow ¥ aw-adeor faar g gy *100 & 300
(&) =g odver, foad qwp aderw 7 fear T &y 50
Frifrs Srafre (%) ggam adem 50
(=) wire #=T adeo 200
v Jy,  wifsrr wear W weEr gt 100
¥ro do &o O
() & & wrer wiar (wregfaw) sw ) nfew 77O 500
(@) vgerew (fe2aw) ww w7 wisg @ 300
() <ifgorr (fyedfifear siw &1 wher =97 ) 200
III. s qrh *100 & 300T%
IV. = foemdses (F=0rm) 250
*EIE FY 3T ST THRA T qAgTon, qurfeafy, frme ar g gt gy
fwrar oo
fervqufy -

1wt A gAag 7 g s alern & foro yerr w1 wauTor, quiferfy
SANTTAT/EE & fARws a7 i faweww grer fawar s
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2. wgdfew, gar o fag olefear s qrafag Qoo & oo
FT wAuTew, Aurfeqfs, SAWEET/ERE & gar@wT (W€ 0" U9),
fams a1 geTdr fawrws g fwar W

[feX 11013 4 77-¥ uvs gn ug]

wwfeatT fae, qgx afax

_;Hm,mumsﬁmm,?ﬂ??m,ﬂ‘hﬁm‘_—‘
wieer awr Prdes, wwre Tawnr, Pyect gwr wartyr 1977
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