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MINISTRY OF HEALTH AND FAMILY PLANNING
(Department of Health)
NOTIFICATION
New Delhl, the 5th February 1976

G.SR. 64(E)—The following draft of certain rules further to amedd the Drugs and
Cosmetics Rules, 1945, which the Central Government proposcs to make, ‘after €onsulta-
tion witn the Drugs Technical Advisory Board, in cxercise of the powers conferred by
scctions 12 and 33 of tho Drugs and Cosmetics Act, 1940 (23 of 1940) is published, as
required by the said sections for thc information of persons likely to be affected thereby.

Notice is hereby given that the said draft rules will be taken into consideration after
three months from the datc on which the copies of the Official Gagzette in which thig
notification i8 published are made available to the public.

Any objection or suggestion which may be received from any person with respect to
the snid draft rules before the cxpiry of the period so specified will be taken into consi-
deration by the Central Government.

1. (1) These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1976.

(2) They shall come into force on the date ol their publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (hereinafley referred to %s the said rules),
for rule 55 the following rule shall be subsiituted namely:—

“55, Form of receipis for seized drug, cosmetic, record, register, document or any
other material object.—A receipt by an Inspector for the stock of any drug
or cosmetic or for any record, regisier, document or other material object
seized under clause (¢) or clause (cc) of sub-section (1) of section 22 of
the Act, shall be in Form 16".
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3. In rule 65 of the said rules,

() in condition (3), for clause (d), the following clause shall be substituted,
namely:—
“(d) the name and address of the patient, or the name and address of the owner
of the apimal if the drug supplied ig for vetermary use”,;

(i) In condition (10), for clause (b), the following clause shall be substituted,
namely:— _
"(b) specify the name and address of thc person for whose treatment it is given,
or the name and address of the owner of the animal if the drug is meant
for veterinary use.”;

(iii) after condition (19}, the following condition shall be inserted, namely:—

*(20) Medicines for treatment of animal kept in g retail shop or premises and
labelled with the words “Not for human use—for treatment of animals
only” shall be stored—

(a) In & cupboard or drawer resarved solely for the storage of veterinary
drugs, or

(b) in a part of the premises separated from the remvainder of the premises to
which customers are not permitted to have access™.

4. I rule 66 of the said rules, for sub-rule {2), the following sub-rule shall be sub-

stituted, namely:— | :
“(2) A licensee whose licence has been suspended or cancelled may within three
menths of the date of the order under sub-rule (1), prefer an appeal against

that order to the State Government, which shall decide the same.

5. In rule 67—H, for sub-rule (2), the following sub-Tule shall be substituted, namely:—
*(2) A licensee whose, licence has been suspended or cancelled may, within three
monthe of the date of the order under sub-rule (1), prefer an appeal against

that order to the State Government, which shall decide the same.”.

6. In ruls 71 of the said rules, for condition (4), the following condition shall be
substituted, namely:— ' |
“(4) The applicant shall provide and maintain adequate staff, premises and labora-
tory equipment for carrying out tests of the strength, quality and purity of
the gubstances at a testing unit. The testing unit shall be separate from the
manufacturing unit and the head of the testing unit shall be independent of
the head of the manufacturing unit:

Provided that in the case of manufacturing units, which before the Commence-
ment of the Drugs and Cosmetics (............ Amendment) Rules, 1975,
were making arrangcments with  institutions approved by the licensing
authority for such tests to be carried out on their behalf may continue
such arrangements up to the 31st December, 1976:

Provided further that for tests requiring sophisticated instrumentation techniques
or biological or microbiological methods the licensing authority may per-
mit such tests to be conducted by institutions approved by it for this

purpose.”.

7. In mule 71A of the sald rules, for condition (3), the following condition shall be

substituted, namely:—

*(3) the applicant shall have adequate arrangements in his own premises for carry-
ing out tests for the strength quality and purity of the drugs at a testing
unit which shall be separate from the repacking unit:

Provided that in the case of repacking units, which, before the commencement
of the Drugs and Cosmetics (.......... Amendment) Rules, 1975, were
making arrangements with institutions approved by the licensing authority
for suchh tests to he carried out on their behalf, may continue such
arrangements upto the 31st December, 1976”,

Provided further that for tests requiring sophisticated imt.mmentatiqn techniques
or biological or microbiological methods the licensing authority may per-
mit such test to be conducted by institutions approved by it for this

purpose.”,
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8. In rule 76 of the said rules, for nditi i iti :
substituted, mamelyn— fi condition (4), thf following condition shall be
(4} The applicant shall provide and maintain adequate staff, premises and labora-
tory equipment for carrying out such tests of the strength, quality and
purity of the _substances as may be required to be carricd out by him
umder the provisions of Part X of taesc rules including proper housin for
animals used for the purposes of such tests. The testing unit shall be
separate from the manufacturing unit and the hcad of the testing unit shall
be independent of the head of the manufacturing unit:

Proyided that in the case of manulacturing units which before the commence-
‘ment of the Drugs and Cosmetics (.......... Amendment) Rules, 1975,
were making arrangements with institutions approved by the licensing
authority for such tests to be carried out on their behalf may continue
such arrangements upto the 31st December, 1976:

Provideq further that for tests requiring sophisticated instruments techniques or
biological or microbiological methods the licensing authority may permit
such tests to be conducted by institutions approved by it for thig purpose.”.

9. Tn rule 85 of the said ruels, for subrrule (2), the following sub-rule shall be sub-
stituted, namely:— '
“2) A licensee whose licence has been suspended or cancelled may, within three
months of the date of the order under sub-rule (1). prcfer an appeal against
that order to the State Government, which shall decide the same.”.

10. Tn rule 85-1 of the said rules, for sub-rule (2), the following sub-rule shall be
substituted, namely:—
“(2) A lcensec whose licence has been suspended or cancelled may, within three
months of the date of the order under sub-rule (1). prefer an appeal against
that order to the State Government, which shall decide the same.”,

11. In Schedule A to the said rules, for Form 16, the following Form shall be sub-
gtituted, nmamely:—
“ForM 16

(See Rule 55)

ord, recister, document or material

Recelpt for stock of drugs or cosmetles or for rec !
(cc) of the Drugs and Cosmetics

obiect seized under section 22(1) (c) or
Act, 1940. I
The stock of drugs or cosmetics or records, registers, documenis or muaterial objects

detailed below has/have this dav bern seized bv me under the nrovisions of clause (c) or
clause (cc) of sub-section (1) of section 22 of the Drugs and Cosmetics Act, 1940, from

the premises of—————situated at ———— Date Tnspector—
Detalls of drugs, cosmetics, records, registers, documents or material objects seized.

Datc————TInspector
12. Tn Schedule K to the said rule,—

(a) against entry 12, under the heading “Extent and condition of Fxemption”, after
the words “covercd bv a sale licence”, the words, “subiect to the condition
that provisions of condition (17) of rule 6% are complied with by the person
stocking or selling such substances”, shall be inscrted;

agn . ”
inst entry 14, under the heading “Extent and conditions Exemption”, gfter
® e e words " the words. “subject to the condition

the words “covered by a sale licence”, { 4
that the provisions of condition ( 17y of rule 65 are complied .w1th b}lf the
person stocking or selling mechanical contraccptives shall be inserted;

be inscrted, namely:—

(c) after entry 19, the following entry shall
jons of Chapter IV of the Act and the

w90, Radio Pharmaccuticale—All the provis

rules made therennder.”.
[No. X. 11014/2/72-D]

SHRAVAN KUMAR, TJt. Secy.



196 THE GAZETTE OF INDIA EXTRAORDINARY [Part 1L

— P -— —_—

ooy AT afar frdwa swea
(Tareen faw)
wfgqsar
7¢ fage), 5 G¥ad, 1976

arowTo fo 64 (N).—Fvdiw axary, sl weo o< waraw e wifufmm,
1940 (1940 FT 23) FT ORT 12 AT 33 T qgq  wiFaAT F7 7AW FIJ gT, Jar
My F50  TFAE T ATE § qUAA FIW & AT, Wy gex W wwmeA
quft fagw, 1945, ¥ 1T gaiaa 0 & fag wfaw fram gamar e &) dar &
xq "rast ¥ owafrg 3, 9 fradl w1 ferfafag srer 99 oft safsadt 87 sl
W faq g#ifua famr o wgr & e 9aw gwrfaa g9 =) qewmEar g )

T I AT & qrd @ FF ol & 94 qrew vl 3w arda ¥ v oA
qewry far frar sgm foewy 99 wramw 1 wfgat, feed ag sirgear swafad
Y et &, SHar K7 Sweew FUE I E

Fa% fafvfiee wafy 7 awiftg & oF fwl & a0 qreg W a@g S W
aey ar garE e eofeg & g @, GT wETT e aw faErT S )

1L (1) &7 feawl 1 9w swfe s oY smmem et (") e,
1976 &1

(2) & Oga & gETEA AT QIO ®T OS9G FT

2. Wiwfa gor T waew @ from, 1045 (FAe wed wvenq vl 9sd
framwermar ) & fraw 55 & e o freafafas fram Tr s, smfq —

“55. mfama sy zew, gawa awed, afvde, e, Temaw ar
fedt wa atfaw awg « fag @@ W wew —afafaam W
g 22 ®OITI (1) FOo@UE (W) AT @O¥ (W) F
it wfwrdia (e sfy o= a1 saraT @l & @F & o,
wawn fhet wtae, o, swras ar v qifad aeg & fag
fadras g & 1A goefl TR wrew 16 /R

3. 397 fagui & faaw 65 W,

(i) =8 (3) # aw (9) F varF 9 freafafas g w@r s,
qyiq ——

“(x) M T AT HR @7 HAT 90 F @ FT A A @, qfz
sty foear war wfy s fafwcdla 9eaw & fag g
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(i) =& (10) & =we (@) % T 9 feafafas g war s,
“(@w) wa safyq 71, ¥ grar & fag g faar v , a0 W,
AT ] % TR T arw Wyt afy swfy e gw-fafwcd

gagmr & fag wifasg g, fafafese grm "

(i) =& (19) & wearg Freafafan wd My arg, waly -

“(20) G FHTT AT f@T F qmnl &F oA F fag @ T qer
‘mafg  Iraw F fag Tfi—-Fa gl & gwere & fag ’owsst
A Jaq QT AeiEEr —

(%) Faa wo-Fafwedm ufa gsaf & qeTedaonr & fag & wfag
FAATY a7 §UT ¥ WOETIET K1 ST, WIET

(@) mady afww’ 4 & guF frg mg of@T & oF w@ § weropa
Fr wroy fom¥ argwl 1 g9w A5 v mr arar g 7

4. 937 frawi & from 66 & wafaaw (2) & wma 9 faeafafag  eofwas
W@ ACTAT, A ——

“(2) gar sEfaady fomar waafa faffag ar @ 57 & af g,
vafraa (1) & gefle svdw &7 qrd & A wrm F waw, 99wy
¥ fagg g TR it FTERT, A7 guFT fafem 6"

8. faam 67w ¥, wafwaw (2) & v a¥ freafafas safran @ stroar

nqiq -
“(2) Bar mqfagd foesr mawfa fofag o @ s ok 9o
frrm (1) & ot wraw &7 i ¥ AT A1 F AT, 99 qRw ¥
frgg ST ATETT B AW T wHT, A I fafreeg s
6. 35 fradt & fram 71 &, wa (4) & wqr7 R fawafafes wd @l sred,
e —

“(4) maww olrdor umw § gargf F waw Ay W@ wamr F adwer
¥ fo maia FHATOaR, ofEl @R gEvwtar IwET §7 swEwqT
A ITHT qWT FQT | O g fafmin oF7F ¥ quE gem
qar alrerr uFw F1 gura fafaato o & e & o =em

aog ¢ fafaain gwel 2 qar & Y iy 7= W smree et
(dwrg) fqaw, 1975 F WTOW ¥ O9gE, O§Y @eqmi @
09, T HIAT FrUFTE grr waafae &, ST Ny @ adawor
frg @ & faw waw #TF 4, 31 fawe=wy, 1976 a% QuT AW
W R

uTeg Ag W I g vt ad ] an stfad a1 genstfas gafaat
BT AT F NI T F fong, smmree wifuwrd, swrr I et
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T BT AT mwT AT @R, WY IWF GTU g9 AANT &
fag sqaifes §17
7. 95 frami & fram 71—% %, wa (3) & v ) frafafeq o @l
T, i —
(3) =azs sofy z=al & vaw, Ffedy S A & fag g adwn
oFF W, g T ifer ues ¥ auw g, ol 53 F fag we
Fr afwT § ugla gaesg o
atg g IR oFET A m W, 9 wiwfa o w7 wane s (
dmuT)  feaw, 1975 ¥ wroew & wgw, O|T g
F ;g A ogAET wfeEsy aqrir it & s ey o
qe fg A & fog gaeg $T 3§ 4, 31 famway, 1976 % d4T
TTH FW G A j
T%g  Tg WY 5 Ny wew=or asdlst o CRMew o geaeifas wafaat #
HORT TE A oAt & fAg, wwe wfgwd gww 97 e
FOCTFRAT ATAT [T FT FFAT, AT IgF grer &9 qq97 & fog
gAAET 1"
8. 357 frant & fqam 76 §, wd (4) % vurq q¥ faeafafes o wh S,
T = -
“(a) wAeE  qardl F waw, el AT qEAr & qF Ty, e
% A EF fAoal & g 10 & STael F it far sirAr mfaa
g ®W & fag watq swdifras,  ofwe AT gdwmsn S0,
Faad et G adverort & wavsAt & forg woped aqpei & fag awfaa
wrATaT WY T ¥, wEear s HRAT FWO | TOWT T,
fafgafor O & quw 0 Far Qe gFF FT owary bt
TFE & THT § TFAE NI ;
atg o fafyato owsl £ qor §, S owhefa wew i e v
( gmg)  fAmw, 1975 & wroew ¥ ggd, adt weqrsy
F oA, A1 wAAA qfeFrd grer gAtEd § o sw ey ow
gdam fFg s F fq waeg #¥ T &, 31 feqeay, 1976 @ gar
FA @ gR |
qtey #g M OF Mg aeiteor andiet a1 e a1 geetfas agfaat )
THAT TAT A T & fog, waama qriETa 9T 9 g
T PR AT w7 a9 geR @ W gaeT & fo
aafEa & 0
9. g7 framl & frow g5 o, vafraw (2) % wam o< faeafafen gufam
QT AGAT, TA —
“(2) dar samlmardy faad st frafias ot @ 57 & of 3, 91-
frms (1) % e fieg s @ 3w 5 ardre & @7 wre & WA
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3T WIEW F fF€g TS FCRIT &) wie F @@ &7 IqgT fafqwwy
o i

10. 331 frami & frrm 9s—a #, gafmaw (2) ¥ @ ox fawfifas 99
fraw <@y s, wufg —

“(2) dgr wAAfqERY  fruah waafta fefag ar @ $0 & af @
gafmw (1) & wefla wndw &) g & 19 wrd & 9T, gw Wy

& faeg ST TUETT FT WA KT ART, Q7 FgET fAfAvEy
Far "

11. 947 fawi &7 gqqa-—F ¥, €7 16 & @y 4 fqefafas s w@r
SITQT, mﬁﬁ‘ —

16

(fraw 55 2fam)

Wil gow wite saia ot wfefaam, 1940 W S137 22 (1) (31) Wi ()
w w17 wfaqa wtafa g av sarow arady € @ 8 fag s
wfimer Tforea, Teraw ar avkaw aey w fag wiT

oy o geal ar gRTET qUEuT & @ T gear oo wivert, Wawed,
geqrastt a1 aifead megwl #1, fqmwr s S fear gar @, 7% gru, sl gea
Y saraT wrwt wfutaaw, 1940 F7amxr 22 F) SOWRT (1) F @O (T) AT @Y
(1) F graedi F A, L, ¥

feqq ... # afeey §  gfawgw frar qar g
ard| L fadlemr o
wfwrga st zedl, sargw oo, sivew, forer, wads a1 afias
TegAl & =1

T e fadrars

12. 947 fagal € sg@sn A

(%) wfaftz 12 & &mw, ‘gz &1 faeare §iX vany wd oE ¥ A
faarara wfafee & T fratafag wfafe @ sof, aaiq —

“gfufram & oAt 4 MA@ gTC g et & 9qae, o SR
frsr gawfta & wvaaa aTC ST ¥ W FWT Y, oW wd ® wee
Th ge fF 39 slsq g, S a¥ qeigt FU teTh F%qT § a1 gAwr
foma #%ar &, fam 65 5 o (17) &  Sqavu) &7 gae frar
rar &1’
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(@) sfafez 14 & =93, ‘Gz F1 fawT w1 Ig9 wd” wdw F A=,
fawmr wfafea & s aX frefafas wfafte @it o, ey —

“sifafaaw & wema 4 WX TN a9 U fAEEl & Suaew, O g
fn ol & srawia A SN &) wdeT F@T R, AW W K
wflw wa g fF 39 =afe g o atfas ™ fOawi w1 e
FLqT & AT 9FFT v F1ar 8, frmw es AY md (17) & Sraeni

FT WEAAS AT Sat g 17
(w) wfafer 19 & wwarg, frwafafan afafre ww s, WA —

“20. et  sthwfieri—mfufem & w4 AT s 7 M
fragt & =ft  Sqaew 7

[@o ww 11014/2/72-30]
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