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wAresd W1 afvdTe FeAT SR ity & ogor wmdT Gt gemr ot T @ s Wy
(extevr firar) Iy FIT &Y Tk oy,
stfergrt #e wdr T A SRt 27 #E 1983 WY s

af faerft, 8 wf 1984 Y ITA T = TE AV

ATo ®To Fro 331 (w) ——siufy =+ frmam Ay W7, ¥t ATET ¥ Ewy # SAA0 ¥ Sver st
frm, 1945 %t =7 g w97 ¥ U gH drew e gt aT Al sowre X R d bt 3
fran wafy = smraw omvei st 1940
(1940 & 23) FX o977 12 T 33 FT AXATAATL
WA ®7RIY & #AFeg AT 9ivET Sedmt /e
(Tareen faam) FY afgg=mr doaro wrofo 385(%),
A 12 wE je8s F WHF, WA ¥ ITAUA,
FRETATO, W7 2, @9 3, 3=~ (i) /g 12 W%,

o, W, I% wfufaas #Y e 12 ' 3391
JIE AT BT SR &R gu, Awkry Avere tefiy
ARG AATEHIC AT F TIAN FH F v sl
ot s AmAY fm, 1045 1 AT geigR wo
¥ fom freaferfas fran swwr 8, st —

1983 % T2 1¥ zav wwrfor o oam & faew . . .
o w8 fk e WA T e T T
g ), O o & By 0 | A _ ’

gfirrt forad 9w whrgar stz o, @R far A (2) @ Tt & RO KT ATqE T SR |
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2. siafy o worgw @radY fad, 1945 ¥

"“(6) wﬁﬁn‘r& feedt frdwrs v 9a% w@ieor
W IOk gra 9 T gfedt w1 miw-
fafar v & MY @ a7 & fog sy
35 #u% e geas @’

3. swr el &fem 749 Fww (5) ¥ qwEmg

frfafas @ v s, sfg —

“(6) wmfaud, ey flws = g@w
e W 9EF gra ok af gfeat wy
wfwfafer w7 & fou aud =@ & fao
weq 35 § ux  frdmw gerw W@ 1

‘4. g froet Ffaw 73w % @w (6) ¥ v
freafafaa d@e <er amem, aqfiy —
“(7) wmferard, et fréfew ®Y s 9l
o gad gra f v afedd syafiffe
¥ & faw wwg Fam & faq ser 35
¥ o frlww gew @
5. g% fAaa1 # fagg 138 w—
(1) sufaaw (1), (2)
My T s
(i) sufmm (4) & ww 9w feafafag S
fraw e s, s -
“(4) afe qm aqwia frefra & sndr 2,
wf et & ot & an @y Sl &, ot
ST (1) & wiw w Ay
fedt wpnfe & g wfs & fag
TN WU W dew A
6. 9T fraat & fremr 130 & sofraw (1) & &
fr) W &Y (7) T owgE w1 A fear s |

w. O frdli & g 158 FEw (@) & awrg
fremfafqe v o siom, et —
“() wpefenard, fel frfas w g e
W s gra g of i L LT Sy
FOF A TG Tl L R ueg g5 H
s frfemw qew vemT

8. g% frawi ® v 100w L \") ®

qrary freafafan d@¥ sier smue, saiq —

“(®) wmfeamh, FrY T 2t wa oG
WogEd g o g gRAdl oy wiv
fafrr ®v F forg wwd A=t Y fem
we 32 ¥ oF fferr qraw W

W (3) & axwgs &

9. g% froui =Y wpelt % & we€T 35
“(fm 65, 74, 74%, 78, 85, 142 WIT 142
Afeg)” s, weT, sl WK wed ¥ e 9%

“(faw 65, 67-®, 74. 74%, 749, 78, 78%,
859, 142, 142-% 158 WX 158%
afag) 1’

HITH, Wod, N® WIT WAT TT AWGH)

10. 35wt &Y ey &, §, wfafe 2 &
gwng freafafer wfafe S amed, ool —

“3. A & ww ¥ R av aivfas defaal ®
fo wrae

doge & & figd) 437 a1 atefas wiufy
® ddy ¥ wrew sy § odage &
fau dwWwre & fafge fawewr olwor %y
wrErer fiFar oAt 1
feogr (—am @@ 1-5-1970 a% FqT FWifie wisfi
T AT QA EH, 1945 w@ww " af@r
Feur Harem (Ewer fawer) wwmme ¥ owalos
g oo witafy st ggnm awnft afufag st fag
feafavz g (& oY g9 ©w-61) 1 FEvIg S
framt & WTTa & TEwE, WOT 2, W€ 3 (1) § i
freafafas aftrgemm s @wtew fFy ww, waty—

1241 q18@& 6-10-79
qro Fo fTo 1242 ard® 6-10-79
qro ®o fo 1243 T 6-10-79
To Fo o 1281 T 12-10-79
o ®o fHo 430 IT®™  19-4-80
o o f7o 779 TG 26-7-80
qre %o fo 540 (W) ard@r 22-9-80
. |ro FTo ffo 680(W) ard@ 5-12-80
o FTo fTo 681(W) ITA 5-12-80
gro & fo 682(%) @@ 5-12-80
. ®To Fo fiyo 27(W) ardar 17-1-81
qro Flo fire 178(%) arda 6-8-81

. ®Wlo ¥To fFo 62(W) @@ 15-2-82

. #ATe FTe Mo g62(5) arta 22 6-82
. G &0 fro 510(w) arlim 26-/-82
. gTo FTo f70 13 () ara*@r 7-1-83
17. Mo Ao fro 318(®) at@  1-5-84

fTe &o fTo

L R A S
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MINISTRY OF HEALTH AND
FAMILY WELFARE
NOTIFICATION

New Delhi, the 8th May, 1984

G.S.R, 331(E).—Whereas certain draft rules
turther to amend the Drugs ang Cosmetics Rules,
1945, were published as required by sections 12 and
33 of the Drugs and Cosmetics Act, 1940 (23 of
1940), at pages 1 to 3 of the Gazette of India, Extra-
ordinary Part-II, Section 3, Sub-Section (i), dated
the 12th May, 1983, under the notification of the
Government of India in the Ministry of Health and
Family Welfare (Department of Health) No. G.S.R.
385¢ g , dated the 12th May, 1983, inviting objections
and suggestions from. all persong likely to be affected
thereby before the expiry of nincty days from the date
-on which the copics of the Official Gazette containing
the said notification were made available to the public;

And whercas copies of the said Gazette were made
available to the Public on the 27th May, 1983;

And whereag the objections and suggestions received
from the public on the said draft have been considered
by the Central Government;

Now, therefore, in exercise of the powers conferred
i_z’y sections 12 and 33 of the said Act, the Central

overnment after consultation with the Drugs Techui-
cal Advisory Board, hereby makeg the following rules
further to amend the Drugs and Cosmetics Rules,
1945, namely :(—

1. (1) These rules may be called the Drugs and
Cosmetics (Second Amendment) Rulcs, 1984,

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

2, In the Drugs and Cosmetics Rules, 1945 (herc-
Inafter refcrred to as the said rules), in rule 67G
after clause (5), the following clause shall be added,
namely :(—

“(6) The licensee shall maintain an Inspection
Book in Form 35 to enable an Inspector to
record his impressions and the defects
noticed.”

3. In rule 74-B of the said rules, after clause (5)
the following clause shall be added, namely :—

“(6) The licensee shall maintain an Inspection
Book in Form 35 to cnablc an Tnspector to
record hiz impressions and the defecis
noticed.”

4, In rule 78-A of the said rules, after clause (6)
the following clause shall be added, namgly :—

“(7) The licensee shall maintain an Inspection
Book in Form 35 to cnable an Inspector to

record his Impressions and the defects
noticed.”

5. In rule 138 of the said rules,—

(i) the provisions to sub-rules (1), (2) and (3)
shall be omitted;

(i) for sub-rule (4) the following sub-rule shal
be substituted, namely :—

“(4) A fee of rupees fifty shall be paid for
duplicate copy of a licence issued under
sub-rule (1), if the original is defaced,
damaged or lost.”

6. Ta rule 139 of the said rules, in sub-rule (1), the
proviso to clause (c), and clause (d), shall be
omitted.

7. In rule 158 of the said rules, after clawse (b),
the following clause shall be added, namely :—

“(c) The licensee shall maintain an Inspection
Book in Form 35 to enable an Inspector to
record his impressions and the defects
noticed.”

8. In rule 158-A of the sald rules, after clause (d),
the following clause shall be added, namely :—-

“(e) The licensee shall maintain ap Inspection
Book ip Form 35 to enable an Inspector to
record hig impressiong and the defects
noticed.”

9. In Schedule A to the said rules, in Form 35, for
the brac’.ets, words, figures and letters, “(See rules
65, 74, 74-A, 78, 85-H, 142 and 142-A)” the brackets,
words, figures and letters, “(See rules 65, 67-G, 74,
74-A, 74-B, 78, 78-A, 85H, 142, 142A, 158 and
158-A)” shall be substituted.

10. In Schedule V to the said rules, after entry 2,
the following entry shall be added, namely :—

“3 Standards for patent or proprietary medicines
in capsule form :—

A patent or proprietary medicine in capsule
form ghall comply with the ‘disintegration
test’ specified in the monograph for ‘Cap-
sules’ in the Indiapn Pharmacopoeia.”

Note : The Drugs and Cosmetics Rules, 1945, as
amended uptp 1-5-1979, is contained in the
publication of the Ministyy of Health 2nd
Family Welfare (Department of Health)
containing the Drugg and Cesmetics Acts and
the Rules (PDGHS-61). Subsequently the
said rules have been amended by the follow-
ing notifications published in Part TI, Section
3(i) of the Gazette of India, namely :—

1. GSR, 1241 dated 6-10-1979.
2. GSR, 1242 dated 6-10-1979.
3. GSR. 1243 dated 6-10-1979.
4. G.S.R, 1281 dated 12-10-1979.



G.S.R. 430 dated 19-4-1980.

G.S.R.
GS.R.
GSR,
G.S.R.
GS.R,

. GSR.
. GS.R.
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779 dateg 26-7-1980
540(E) dated 22-9-1980.

680(E) dated 5-12-1980.
681(E) dated 5-12-1980.

682(E) dated 5-12-1980.
27(E) dated 17-1-1981.
478(E) dated 6-8-1981.
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13.
14.
15.
16.
17.

GSR. 62(E) dated 15-2-1982,
G.SR. 462(E) dated 22-6-1982
GSR. S10(E) dated 26-7-1982.
GSR. 13(E) dated 7-1-1983.

G.SR. 318(E) dated 1-5-1984,

[No. X 11012/4|22-DMS & PFA}
S, V., SUBRAMANIYAN, Jt Secy
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