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MINISTRY OF HEALTH AND FAMILY PLANNING
(Department of Health)
NOTIFICATION
New Delhi, the 4th November 1976

GB.R. 866(E)—The followmng 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 exercisg of the powers conferred by section 12
and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), 13 published as required by
the said sections for the information of all pcrsons likely to be afiected theieby; and notice
is hereby given that the sald draft rules will be taken into consideration after the expiry of
a period of 90 days from the date on which the copies of the official Gazette containing
ihis notification are made availablg to the public.

Any objections or suggestions which may be received from any person with 1espect tc
thc aaid draft rules before the expiry of the period so specified will be taken into consider-
ation by the Central Government
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DRAFT RULES
1. These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1976.

2. In the Drugs and Cosmetics Rules, 1945, for rule 44, the following rule shwdl be
substitutcd namely.

“44 Qualifications. of Government Analyst—A person appointed 45 n Covernmeat
Analyst under the Act shall be a person who—

(a) is u graduate in medicine or scicnce or pharmacy or pharmaceutical chetnistry
of a University recognised for this purpose by the appointing authority aod
has had not less than eight years’ post-graduate experience in the testing of
drugs in a laboratory under the control of (i) u Government Analyst ap-
pointed under the Act, or (ii) the head of an Institution or testing labo-
ratory approved for the purpose by the appointag authority, or

(b) possesscs a post-graduate degree in medicine or science or pharmacy or phar-
maceutical chemistry of a University recognised for this purpose by the
appointing authority or possesses the Assoclateship Diploma of the Institu-
tion of Chemists (lndia) obtained by passing the said examination with
‘Analysis of Drugs and Pharmaceuticals’ as one of the subjects and has had
not less than three years’ experience in the testing of drugs in g laboratory
under the control of (i). a Government Analyst appointed under the Act,
or (i) the head of un Inmstitution or testing laboratory mpproved for the
purpose by the appointing authority;

Provided that—

(1) for the purpose of examination of items in Schedule C, the person appointed
under clause (a) or clause (b) should be able to produce evidence of
satisfactory training in physiology, bacteriology or serology or pathology
or pharmacology er microbiology and should have experience of testing
of biological products included in Schedule C in an institution or testing
laboratory approved by the appointing authority for a period of not less
than flve years in the case of u person appointed under clause (a) and of
not less than three years in the case of a person appointed under clause

(b);

(i1) for a period of four years from the date on which Chapter 1V of the Act
takes effect in the States, persons, whose training and experience are
regarded by the appointing authority as affording, subject to such further
training, if any, as may be considered nccessary, a reasonable guarantee
of adequate knowledge and competence, may be appointed as Govern-
ment Analysts. The persons so appointed may, if the sppointing autho-
rity so desires, continue in service after the expirv of the said period of
four years;

(iii) no person who is cngaged directly or indirectly in any tl:ﬂde or business
connected with the manufacture of drugs shall be appointed as a Gov-
ernment Analyst for any area,

Provided [ucther that for the purpose of examination of Antisera, Toxoid gnd Vaccines
and Diagnostic Antigens [or Velerinary use, the person appointed shall be a person who is
a graduate in Veterinary Science, or general science, or medicine or pharmacy and hag had
not less than cight years' cxperience in the standardisation of blological products or a. per-
son holding a post-graduate degree in Veterinary Science, or general scicnce, or medicine or .
pharmacy or pharmaceutical chemistry with an expericnce of not less than three years in
the standardisation of biological products:

Provided also that persoms, already appointed as (lovernmeat Analysts may con-
tinue to remain in service, if the appointing authority so desires, notwith.

standing the fact that thcy do not fulfil the qualifications as laid down in
clause (a), clanse (b) or the preceding proviso.'.

[No. X.11013/2/76-D&MS]

SHRAVAN KUMAR, Jt, Secy.
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eTresa wqy. wfevre frdmn dwma
(ewresn faum)
e
Tt feedY, 4 AW, 1976

wio wo Fire 866 (w) —safa M7 wanm arnlt fres, 1945 &, miefy
e e arasty sfafaaw, 1940 (1940 F7 23) %Y oY 12 WR 90 33 ¥1U
sy WiEE w1 OGA F g, WX uwA 70 F ¢ wfrea et v frafate
vy, ford ahg aorry, shafa qediEYy amEs % # aAE &, 99T 5T SR
wrft ¥, 3w Al S s & A, (9 9T SuET e @R & darEdr
&, g QTR T SARTET e B s 35 e ag g € At § fe
It -Sree-faaat oF, 9w arde & faawt wwea w1 ] wrtrad fwad ag afegee
€ & FRaT %Y gAd g1t &Y, 7o fawr A waly o qele & awse, farer e s o

gt et & @AW @ ey ot fe @ afz wvg sl ar qe,
zg w1 fafafase wafy & gmfeq & o, ara §t o1 3= awFTe 3w o frame
F4f 1

site-fow
1. % fqawi s s Aofy 9 swras aredt (swne) frow, 1976 0

. vl A ST Al e, 1945 F R 44 % cart 1 frefatas
faw T@T AT, HAT

“ g4 worrdt Toumew WY ngag.——wlafan & wfw goRd e ¥
wr ¥ fagaa =afeg ag erfsr grm—

(#) siv sexfaas o faaw ar waf faafo fasm ar stafe ey
# et O fawafaamen @1 wvas €, 0¥ 7@ wdww & fag
fagferrat wifertd & wwaar € & e foy

(1) =wfufras % wdw fegaa awwrdy faeaes &, waar

(il) frafrwat sfoxrd gro @ w@em 5 fag gyafes
trdy "ot v afietT sawaET & wegst F fAaqord
faelt st & wywloa % Qv w1 79 F w9 8 ad
FT EAFHIAT HIAT g, AT,

(=) foax am frafeasal srfasr g @ wawem F foag araar-
g fordt Crealorarsea £ segfaar ar faser av wfir frate
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faart ar Wil <@ # ermraR Iy gtmf‘mﬁ: e
gfezgm ars Sfwezg (fhear) s gafagzfing s ar facdrar
gt ot gax “oiwfy” faedgur s qufer amr o fass
FrT IFa  qrerT arg FTH ey Peqy g ooy (1) wiafrew
F aftr fagee ataErdy Praws &, waar (i) Frgfeesad
arfarwrdy gror go s & fag waaifza et Sear ar qdrag-
garar & sreqer & fadwordry frdy savrerar F sSrefadt
# ol T 7 § 77 AT A8 w7 0TAT A

(1)  wagefr (w) & & 74 37 7 dar ¥ sqvoq & fag, woe (%) av
(@) & wdra frqger wafer ag aner o o< o and @wr
afyy fe ga wlre-fr fanm, Sy fwra av e forarrse
ar O faam a1 geqr o fawm  daraws wfrsoor gy e
faar & A o% ggdr w ¥ weafrs da gt & qlmey
#1 fagfeasal wrigardr ora ayafar fedr doqr ar qdaw
wavraTr ¥, ave (%) & w7 fager sl o <om & ww &
*q qi 24 ¥ AR qor () 3 AT frasx swhe & awr
¥ w7 ¥ w7 aq w w9y v Tifag

(i) ¥ safwaaY &1, forak sfomgor A wqwe & A ¥ Prgwasat
wifawrdt ag aawar g fx, Q¥ o gfoao, afz A4, %
oelA WY 3 AT AT QAR a0g, cqfer wrr Wit e
# aqfaa 7 faa asd 3, va arle @, foae) gt
HT AEAA 4 AT F Ay Qv @, T ad &Y mafy & frg
Tl favawsl & =9 ¥ feqw fear o awar &1 @@ A6
frqwr feq g aafaa, afx fagfeesal sifaerd dar g @,
a2 ad A7 I¢F HaAlr AT AR F v B0 F @ wwA &

(iii} = ot =afeq, ot wwfadi & fafaain & gy frfr s
AT FIAT & TEAAT: AT qqeta: @ gur &, et o e &
faw aw@rdt frvers fager adi frar smoar )

73y a8 A b aq Fafeear & wam & faq @8, D9Ee 7R Asams
aaqr srpAfees ddda A e & gaaT ¥ fag, g aafea dar saler g oy
qw falwear faar av amrg faqee ar sqfaam a0 grafa fqatr fae s eae
A AR e A gt F ARG 5T 7 § 79 w5 ad w1 wT9T @) ar dar safeg
Y, foa ara 7o fSlwcar fagem, amer fram, ar soias o st fate frae
ar e s ¥ erasia] Ifa g1 W G 9Tl & AFMAEEr §ToF7 § B
#tr af F1 oTaT Y '
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