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[ S

ey Ay afT g were EHTERIL W18 ¥ W9 qUAE AT % Ovrg, Ay S sarem
afy faw, 1945 W T A wor & fag fresfafas
(wrregr franr) foram et &, vt -
e 1. (1) %7 ot wr oafaes am sl & saraw grnd,
7% faeelt. 10 wEET, 1909 (et swrem) fram, 1993 &
ur, &1, f4, ¢58(w) ——#ula o warew avwh wfgtn (2) @ rrver ¥ wwTwT A A £ oy iR

140 (1920 & 23) & @ 1zt wvr 3x H§ waliwy
wy ¥ siufy e wary et faw, 1045 &1 oY @whmA
v & fay wfee fadl w0 g wrea gorg & wrem T

2. #afy oY waraw qrmdt faw, 1045 §, fagw 40 %
w97, famfafer fow e ogan, aafg -

sfegre wwqmor ware  (ereer fawra) o7 wfegewr & 9r. “a9. Préiemt € e
wi, fr 780(w), Adm 25 faeeww, 1v92 gTor WA U ) '
™, WHIATCN, qrr 2, W07 5, &Y (i), arfrm 28 fraww, . et & wih s b w ¥ fraws fivur aor safier
Looz ¥ 0% Wi sfww ¥ forrk sy SR @R € e qar st grar foed ara qem ¥ frfy g nfir frefaureg
¥, v adw § fry e A ohat o wgTmes A & sfwfufrmrtor foomr ar sy famrer am Rarfrs g fra
§ o, grs o wafl o @A & OF Waw ST qEn st # fotimarrr afgr s @ iy fr # fofy &
&) gy wrtfa fege mm oar) Ty e T Frfrmr W,
o ¥ Sfad ST W 27-11-92 WY Joeea Wy of o (i) o ot v F fafrfae gt & Cow & w9 ow
ot R TE G o S B S s s qRTaY v # fafmfr 71 &7 & ww 18 ave w1 owww ¥ av
wein grerT e feve s fage o (ii) fag separeT sfeerdy arer e safor & forg woqtfae
wAvmer & wger o ¥ fafafee gt # & ww &
., W, W aeETe, P wiufrer o aro 12 iR ow T OF KT qFeor T W OFW X KW (8 AT RT
43w wew wfedt s s v gu ot siefy e wvw &,
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(in) fa§ aufy fadersr & w1 & wodr &9 & =y
% Yo, g « & ([@hfasr frfr waed w0 fafrmin
WOy ey Al W fAOew wEw ¥ o5 ¥ oW i
o wr uqv b,

wigh « ¥ efvwfar gt 3 fafratr o1 frdew w & fag
wiferga fapgqe ormaar

[ v=4 110145/ 92-DTATH Tod FOHT)
oy, |, e ale

drafg st wargw @l fAaw, 1045, 1-5-79 &% qar
dutfug T ¥ wyeeq sty o © wemo (Tyveen fran) o
¥ Farga sl st wacad & afr wirfrea o fagm (&
i ga ) W sfEAlER F oweirer & Aerewd 9RT fauar &
W & TTA w2, @E2(1) (1) & swmify frefafer wie
oy g wwmifer oo a1 -

1 #Ar, w7 124198 6 10-1979

2 @t &, 1 1242418 6-10-1979
3 gt % 7, 1243 @dr e-10-79
4 @ ¥ 7 12814 12-10-80
5 & ®w T 430ardw 19-4-80

g ®r. % 1, 770 adw 26-7-80

7 @ Wi, 1. 540 (%) arfw 22-0-30
g ar = f1, eso(W) a4 512-80

9 @t ® 1 es1(w) 7im 512-80
10 ar, &1, 1 esz(w) mdw s12-80
11 &1 &1, f7. 27(%) ard@ 17-1-81

12 ar. w1, f1 478(w) ard® 6-8-81
13 &1 &, 7 e2(7) v 15-2-82
14 €, T 462(®) m&W 22-6-82

L Bo13(w) wdm 26-7-82

w7
L
T

15 ar ®m 7 s510(%w) ardw 26-7-82
16 T
|T

fr 318(w) MA@ 1-5-84

17.

fr. 4s0(w) adw 20-6-84
o4 7(w) @dm 2-7-84

19

Ed

Hr
ar
18 ar. w0, 5 331(7) wiw g-5-84
ar
|t

il

20

21 & & f& so(w) Wi 16-2-85

22 gt w1 fa. 7s8(w) ;W 10-10-85
23 wr. ® f1, 17(%) adw 7-1-84

24 ar, w1, f7. 1049(w) wdw 29-5-86
25 @1 %, f4. 1060(w) adw 5-0-86
26. @ w1, fr 1115(w) 8w 30-9-86
27 w1 wr f7, 71(w) af® 30-1-87

28. 41, o, f1, s70(%w) Al 12-6-87
29 §r. %1, f1. 626(w) &da 2-7-87

30
31
32
13
34
3s
36
37
18
39
40
41
42
43
44
45
48
47
48
49
50
51
52
53
54
55
56
57
58
59
60
61
62
63
64
85

66
67

68

69.

70
71
72
7%
74
75

76

qT
qr
qf

=
1% 4293

qr
qar

qr.

qr,

qar

qf

i
qaf
qr

=r.

g
qr

qr
T

g7,

qf

e

qi

qr,

k:1

qafr,

L1

T,

7

4r,

Hr,

qr

a1
qi

qt

A

fr
fa.

fr
fr

® fr
w fr
&, fr
wr, fr
wr fa
wr iy

wr fq.
wr 1.
O

fr
if

. &0, fa

@ fa
w1 f¥,

I

wr fa
w fq

e

fa.
fr

il
@aﬁ?lﬂz’;p'spavss’;pa”i”

792(®) A 17-9-87
371(%) arltg 14-3-88
75(%) wfmr 2-6-88
875(9) ariter 2-6-88
676 (%) "L 2-6-88
677(w) wda 2689
681 (w) arfry 6-6-89
735(%) W@ 24-6-88
813(w) = 27-7-88
p44(%) T 21-0-88
43 (W) @WAT 20-1-89
44(%) Wi 20-1-89
100(%) ard& 14-2-88
443 (7)) 0" 12-4-89
588(W) AT 2-6-89
691 (W) Ad™ 11-7-89
78¢(®) ANT 28-8-89
16(7) arde 1-10-89
731(F) ar@ 23-8-90
865 (W) ATW 2510-90
11(%) mi™ 7-1-91
224(%) WEA 19-4-91
246(W) @@ 1-5-91
301(w) ad™ 7-6-91
302(@) 7 0= 7-6-91
491 (%) @im 25 7-91
495(%) ad®@ 25-7-91
532(%) ardw 14-7-91
626(®) A 11-10-01
) arf| 11-11-91
) AV 10-12-91
59(%) "rim 22-11-91

. 305(%) WTW 4-4-92
. 445(%) AT 30 4 92

597(%) arf@ 17-6-02
g63(w) arfiw 3-7-92
723(") IAT 11-8-92
796(%) mad 1-10-92
877(%) witar 17-11-92
904(w) wrdm 2-12-92

923 (W) FdT 141292

27 (%) arém 22-1-93 (wfa )
28(%) arém 22-1-93

86(®) 26-2-04

296(9) AW 24-3-03

w0 f 373(w) arda 13-4-93 (qfd 97)
w1 1 374(%) AW 13-4-93 (ylaw)
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MINISTRY OF HEALTH AND FAMILY
WELFARE

(Department of Health)
NOTIFICATION
New Delhi, the 19th October, 1993

G.SR. 658(E).—Whereas a draft of certain
rules further to amend the Drugs and Cosmetics
Rules, 1945 was published as required by Sections
12 and 33 of the Drugs and Cosmetics Act, 1940
(23 of 1940) with the notilication of the Govern-
ment of India, in the Ministry of Health &
Family Welfare (Department ol Health) No.
GSR. 780(E) dated 28th September, 1992 in the
Gazette of India, Extraordinary Part [T—Section
3, Sub-section (i), dated 28th September, 1992
inviting the objections and suggestions from all
persons likely to be affected thereby before the
expiry of period of sixty days from the date on
which the copies of the Gazette were made
available 1o the public;

And, whereas, the copies of the Gazette were
made available to the public on the 27-11-92.

And, whereas the objections and suggestions
received from the public on the said draft rules

have been taken into consideration by the
Central Government;
Now, therefore, in exercise of the powers

conferred by the Sections 12 and 33 of the said
Act, the Central Government, after consultation
with the Drugs Technical Advisory Board, hereby
makes the following rules further to amend the
Drugs & Cosmetics Rules, 1945, namely :—

1. (1) These Rules may be called the Drugs
and Cosmetics (IVth Amendment) Rules, 1993.

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

Rules, 1945
ghall be substi-

2. In the Drugs and Cosmetics
for Rule 49, the following rule
tuted, namely :—

“49 Qualifications of Inspectors

A person who is appointed an Inspector
under the Act shall be a person who
has a degree in Pharmacy or Pharma-
ceutical Sciences or Medicine with
specialisation in clinical pharmacology
or Microbiology from a University
established in India by law :

Provided that only those Inspectors ;—

@ W_ho have not less than 18 months expe-
rience in the manufacture of atleast

one of the substances specified in Sche-
dule C, or

(i) Who have mnot less than 18 months’
experience in testing of atleast one of
the substances in Schedule C in a Labo-
ratory approved for this purpose by the
licensing authority, or

(iii) Who have gained experiences of not
less than three years in the inspection
of firms manufacturing any of the subs-
tances specified in Schedule C during
the tenure of their services as Drugs
Inspectors;

shall be authorised to inspect the manufacture
of the substances mentioned in Schedule C”.

[No, X-11014[5/92-DMS & PFAl
B. S. LAMBA, Jt. Secy.

Note : The Drugs & Cosmetics Rules, 1945
as amended upto 1-5-1979 is contained in the
publication of the Ministry of Health & Family
Welfare (Department of Health) containing the
Drugs & Cosmetics Act and the Rules (PDGHS-
61). Subsequently the said rules have been amend-
ed by the following notifications published in Part
IT, Section 3, Sub-section (i) of the Gazette of
India, namely
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2. GSR
3. GSR
4. GSR
5. GSR
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1241 dated 6-10-1979
1242 dated 6-10-1979
1243 dated 6-10-1979
1281 dated 12-10-1979
430 dated 19-04-1980
779 dated 26-7-1980
540(E) dated 22-9-1980
680(E) dated 5-12-1980
631(E) dated 5-12-1980
682(E) dated 5-12-1980
27(E) dated 17-1-1981
478 (E) dated 6-8-1981
62(E) dated 5-2-1982
462(E) dated 22-6-1982
510(E) dated 26-7-1982
13(E) dated 7-1-1983
318(E) dated 1-5-19384
331(E) dated 8-5-1984
460(E) dated 20-6-1984
487(E) dated 2-7-1984
89(E) dated 16-2-1985
758(E) dated 10-10-1985
17(E) dated 7-1-1986
1049(E) dated 29-8-1986
1060(E) dated 5-9-1986
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. GSR
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. GSR
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. GSR
. GSR
. GSR
. GSR



THE GAZETTE OF INDIA :, EXTRAORDINARY

[PART T1—SEC. 3(i)]

26.

27.

28.
29.
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36.
37.
38.

39.

40.

41.

42,

43.
44,

45.
46.
47.

48,
49.
50.
51.

GSR 1115(E) dated 30-9-1986
GSR 71(E) datead 30-1-1987
GSR 570(E) dated 12-6-1987
GSR 626(E) dated 2-7-1987

GSR 792(E) dated 17-9-1987
GSR 371(E) dated 24-3-1988
GSR 75(E) dated 2-6-1988
GSR 675(E) dated 2-6-1988
GSR 676(E) dated 2-6-1988
GSR 677(E) dated 2-6-1988
GSR 680(E) dated 6-6-1988
GSR 735(E) dated 24-6-1988
GSR 813(E) dated 27-7-1988

GSR 944(E) dated 21-9-1988 (Corri-
gendum)

GSR 43(E) dated 20-1-1989 (Corrigen-
dum)

GSR 44(E) dated 20-1-1989 (Corrigen-
dum)

GSR 100(E) dated 14-2-1989 (Cirrigen-
dum)

GSR 443(E) dated 12-4-1989

GSR 588(E) dated 2-6-1989 (Corrigen-
dum)

GSR 691(E) dated 11-7-1989
GSR 784(E) dated 28-8-1989
GSR 16(E) dated 10-1-1990
GSR 731(E) dated 23-8-1990
GSR 865(E) dated 25-10-1990
GSR 11(E) dated 7-1-1990
GSR 223(E) dated 19-4-1991

52.
53.
54.
53.
56.

57.
58.
59.
60,
61.
62.

63.
64.
65.
66.
67.
68.
69.
70.

71.

72.

73.
74.
75.

76.

GSR 246(E) dated 1-5-1991
GSR 301(E) dated 7-6-1991
GSR 302(E) dated 7-6-1991

GSR 491(E) dated 25-7-1991
GSR 495(E) dated 25-7-1991

GSR 532(E) dated 14-7-1991
GSR 626(E) dated 11-10-1991
GSR 668 (E) dated 1-11-1991
GSR 730(E) dated 10-12-1991
GSR 59(E) dated 22-11-1991

GSR 305(E) dated 4-3-1992 (Corrigen-
dum)

GSR 445(E) dated 30-4-1992
GSR 597(E) dated 17-6-1992
GSR 663(E) dated 3-7-1992
GSR 723(E) dated 11-8-1992
GSR 796(E) dated 1-10-1992
GSR 877(E) dated 17-11-1992
GSR 904(E) datd 2-12-1992
GSR 923(E) dated 14-12-1992

GSR 27(E) dated 22-1-1993 (Corrigen-~
dum)

GSR 28(E) dated 22-1-1993
GSR 86(E) dated 26-2-1993
GSR 296(E) dated 24-3-1993

GSR 373(E) dated 13-4-1993 (Corrigen-
dum)

GSR 374(E)
gendum)

dated 13-4-1993 (Corrr
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