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e it 9frarr weary damT
(Taree frmpr)

wrfge
at fely, 7 werdl, 1995

ar.er.fr 57 (%) - wERTT v oF - gEEFA A
& f& wfew 3= o aivfeer qu qRIfeaA e fafr-
fafeal & 3mirr & (afrfm wifam ol k s 3% s &
ofan & qed fF durmr @ T fw A § 9 wETE W
aqeeT & fe o7 avrfaal o0 (afreie feva o few ofa
frg feay wmm,

o, A, 5 e, omfy s aqrs madr sfafre,
1940 {1949 W1 23) ®F 90 26%F T W mfeddl &1
AE FEA o, AT ATRR & orqren o7 af fRmT davaa

Wt wiggem a1, w.f1, s7a (W), ad® 23 qaé, 1983 #
frmfurfaa 4T dvitas &t 2, waig
gey wfrer & medlr #, ouw odegie 51 elT 9AY

gafur sfafzat & cymq freatafes sim enf fear amar,
oyt -

52 37 Rz AR wuferr o TIAEIIE qavi & fasr 3w q

ol w, WY Preafafa doder & e -~

277 GI/95

m

()

(7)

(7) 2 W atfar qw qEREEEE O

gF W ax gl av Ba dw ghir qw
E"ﬂﬂ‘"‘ﬂ Tl ¥ fireafifir smfie 1

aifera-—s50 ¥ 90 Py

£ e~ 240' ¥ 290 frthire

THTR ¢ GYaT AT~ 11 1 ¥ s i
371 3 vl

T HEX AT grovn 97 2w it affrs o
waifra qa gwdimiem v ¥ freafafas safes
BRIT

wiegn-- 50 ¥ oy farets

% ARATEA—— 20 Pl st & A

T ¥ M- TN R g wfae & ' ¥ oso
T & wgA WY su AR F wwfaw ¥
AFAT |

: {(g.979.)
¥ R faffee dndiee & opw .78, & wi
fosr Ol o dafaez § awd § o baw “agew
bar adf; zex” & fam oka mar Ao avmon o
awar &
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(w)&z-zan'tmf!mn:! gﬁjmwﬁﬂ'ﬁmm
N TEE a1 dxA wgTE wafre Wi g

[€. Mo 11014]8/ 043 . 0.7, G¥ 9. q%.q ]
Gawr  wwr, dqer afew

ary faeqed

9w WiEgar Wi & dww # weif o of oy, Fxeid
fog i 25-7-83 % ATw ., 578 (W) ¥ vaEmA ¥

oy, vad foerfafam s avie P -

1. oar.w1.fa. &, 40 (W), fef® 31-1-1084

2w wr.fr.8, 322 (W), AN 351084

3. mr.wr.fr. &, g3 (W), forbe 22-11-1985
4. wr.w M. g, 700 (W), RAIF 1561988
s. r.wr.fr. &, 1057 (W), s 3-11-98

¢ w.w.fr. d@. 742 (W), faaiw 10-8-1980
7. . ¥1.fn. |, 899 (W), T 26-12-1990
g ar,w.f7. &, ¢9 (o), RAtw 11-2-1001

5. ar.%7.f1. @, 304 (%), faiw 7-6-1991
10 Ar.wr. 5. @, 444 (w), BT 30-4-1092

dem i sEmEA Aot fyaw, 1945, 14579 TR QWM
dnfan =7 § Tra R ofor wewr (wreat favr) awy
#fwdr sl o seve sl wigfas a) Fam (98,
fr.og.) ¢ afFxfaw ¥, wafase & woevy 9y fen @
-qmm & awew oW 2w (3} (1) W werfes feafat
wiugeml o guf oo g § —
1. e fr. jz24, a8 G- 10-1970
2 ar.s1.f, 1242, 706 6-10-1979
3 ur,m. . 1248, 7w 6-10-79
4 aroer.fa, 1281, WiW 12-10-89
5. 51,%1.%, 430, orlrw 19-4-80
8. ur.®1.fr, 770, ard 26-7-80
7. wrm.fr, s40(w), ol 22-9-80
5. @1.®1.f4, 880, Ardw 512-80
9. ur.%1.f1. 681 (w), arfrr 5-12-80
10. @1 %t %, es2(w), ol 51280
11 @, . fr, 27(w), i 17-1-81
12. @1, 9., 478(w), e 6-6-61
13. a1 . fx, o2(w), aréra 15-2-82
14 @ %1.f1, 482(w), ATAX 22-6-82 ]
15 ar, .51, s10(w), 970w 26-7-82
v6. @ % fr, 13(w), mbm 26-7-82
17. . ®.f 318(w), A0 1-5-84
10, @t ®1. 1, 3z1(w), arlar 5-5-84
19. @r.®1.fr 4e0(w), arfmr 20-6-84
20. gr.%1.f1, 407(w), nim 2-7-84
21. wr.wt.Br. so(w), mbm 16-2 85
22. wr.w1.fr, 7e8({w), adm 10-10 85

23. m.wm.ﬁt. 17(q),urﬂw 7-1-88

24 @, %r.%. 1049(w), atw 29-5-88

25 w1 &8, 1060(W), ity 5-9-86

26. 81 ,w1.f7. 1118(w), ardrw 30-9-84

27. @1 %.fr. 71{w), Al 30-1-87

28. ar.®1.f7, 570(w), iy 12-6-87

29. A1, %7, 626(w), v 2-7-87

30. wr.a7.fv, 792(W), Wl 17-9-87

ar &t e, s71(w}, ordrw 14-3-88

az v, &t .fr, 75(w), maw 2-8-88

33. gr.wr.fw, 675(%), Wi 2-6-88

34. W11 fr, 676(W), mdra 2-6-88

35 w.wr.fr. 677(W), mirw 2-6-88

a6 @1.%r.fr. 681(w), Ir{w 6-6-83

37. gr.w1.fq. 735(%), wdw 24-6-88

38. @, wr.fr. 813(w), mre 27-7-88

3p. AW . f. 944(w), wdw 21-9-85 (wfava)
40. @,%7.f%, 43(w), WA 20-1-89 (YfER)
41 mow. 1. 44(w), adw 20-1-89 (qfawr)
42 qr .. 100(9), W 14-2-89 {qfaTm)
43 w1 f. 443(9), ordre 12-4-89 (Afaw)
44 @ o100, s88{w), MW 2-6-89 (Ffaew)
45. ar. % .fr. o1 {w), ardra 11-7-89

46. T %1, 4, 784(W), 7.3 28-9-99

47. & .o fr. 16(w), adw 1-10-89

48. gy.wr . fr, 731(w), 7w 23-8-90

49. wr w1, fr, ags(w), arfrm 25-10-90

50. m.wr.fr. 11(w), ardm 7-1-01

51 qr.wr, . 223(9), ardie 19-4-91

52. gr.%7.fr. 248(9), T 1-5-91

53. 1. w.f1. 301(W), 7@ 7-6-91

54 @& fr, 302(a), miw 7-6-91

55 qr.%1.f. 401({%), wfw 25-7-91

56. 147,74, 495(%), o 25-7-61

57. Fr.T. P, sa2(w), wdw 14-8-91

58. ar.%1. M. 626(w), arfm 14-10-01

9. FI %1, fr, a8 (W), ardtar 7-11-91

60. wr. &1 .fr, 730(w), Wi 10-12-91

61 ar.wr.fr. sg(w), arfrw 22-1-92

62 §r.wr.f1, 305(%),a A 4-3-92 (qlIvA)
63 .o, 7. 445(w), mdw 30-4-92

64 Wi . %7.f7. 897(w), o\ 17-6-92
65 ar.%r.f7. ses(w), Al 3-7-92
66 .77, 7. 723(w), vl 11-8-92
67. &r.w ., 796(%), aréw 1-10-92
ea. ar.&.f, 877(%W), w @ 17-11-92
85, ®1.%.f. goo(w), mimr 2-12-92
7t @, %1.f0. e2a(w), mrlw 1412-92
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71 Agr fr. 27(9), ad 22-1-93 (wfaT)
72. Wt w0 fr. 28(W), MYE 22-1-93
86

7a. ar,%0. 7, 86(9), M@ 26-2-53

74. wi.wr fr. 208(w), arfE 24-3-93

75 ar.m . fr. 373(w), arérar 13-4-93 (fgw)

76, wr.w.f1. 374(%), A 13-4-93 (fgTN)

77, 1.5 F1. 447(w), arda 10-6-93 {MfaTA)
(

78, wr.#r.fr, e58(w), AW 19-10-93
79. wr.4r.Fr. 673(%), oré@ 27-10-93
0. Ar.wr . 108w}, AW 22-2-94
81 wm.wr.fa. 108(w), il 22-2-94
82 @.® Fr. aro(w), arfw 7-4-94

aa ar.wr.fr. aee(w), ada 17 594
ga. 71 %1 fr, g15(w), mivr 9-8-94.

MINISTRY OF HEALTH AND FAMILY

g WELFARE
(Department of Health)
NOTIFICATION
New Delhi, the 7th February, 1995

" G.SR. 57(E).—Whereas the Central Govern-
ment is satisfied that the use of certain Patent and
Proprietary Oral Rehydration Salt preparations do
not have therapeutic justification and are likely to
involve risk to human beings and it is necessary
and expedient to prohibit the manufacture, sale
and distribution of these drugs in public interest ;

Now, therefore, in exercisc of the powers con-
ferred by Section 26-A of the Drugs and Cosmetics
Act, 1940 (23 of 1940), the Central Government
hereby makes the following further amendment in
the Notification of the Government of India in the
Ministry of Health and Family Welfare GSR 578
(E) dated the 23rd July, 1983.

In the said notification, in the table, after serial
number 51 and the entries relating thereto, the
following shall be inserted, namely ;—

“52. Patent and Proprietary Oral Rehydra-
tion Salts other than those conforming to
the following parameters :

(a) Patent and Proprietary Oral Rehydra-
tion Salts on reconstitution to one
litre shall contain :—

Sodium—350 to 90 millimoles

Total osmolarity—240 to 290 milli
osmoles

Dextrose : Sodium molar ratio—Not less

than 1 : 1 and not more than
3:1,

(b) Patent and Proprietary cereal based
Oral Rehydration Salts on reconstitution
te one litre shall contain :—

Sodinm—>50 to 90 willimoles.

Total osmolarity—Not more  than
290 milh osmoles.

Precooked rice—Equivalent to not
less than 50 gms and not more than

80 gms as total replacement of
Dextrose.

(c) Patent and Proprietary Oral Rehydra-
tion Salts (ORS) may contain amino-
acids in addition to Oral Rehydration
Salt conforming to the parameters
specified above and labelled with the
indication for “Adult Choleratic
Diarrhoea only”.

(d) Patent and Proprictary Oral Rchydra-
tion Salts shall not contain mono or
Polysaccharides or saccharin sweeten-
ing agent,

[No. X.11014[8/94-DMS&PFA]
SHAILAJA CHANDRA, JYoint Secy.
Foot Note :

The Principal notification was published in the
Gazette of India vide GSR No. 578(E) dated
23-7-83 and subsequently amended by :—

. GSR No. 49(E), dated 31-1-1984,

. GSR No. 322(E), dated 3-5-1984,
GSR No. 863(E), dated 22-11-1985,
GSR No. 700(E), dated 15-6-1988,
. GSR No. 1057(E), dated 3-11-1988.
GSR No. 743(E). dated 10-8-1989,
. GSR No. 999(E). dated 26-12-1990.
GSR No. 69(E), dated 11-2-1991,
9. GSR No. 304(E), dated 7-6-1991,
10, GSR No. 444(E), dated 30-4-1992.
11, GSR No. 111(E). dated 22-2-1994,

Note : The Drugs & Cosmetics Rules, 1945 as
amended upto 1-5-1979 is contuined in the pub-
lication of the Ministry of Health & Family Wel-
fare (Department of Health) containing the Drugs
& Cosmetics Act and the Rules (PDGHS-61) Sub-
sequently the said rules have been amended by the
following notifications published in Part I, Section
]3, Sub-section (i) of the Gazette of India, name-
y —

1. GSR 1241 dated 6-10-1979

2. GSR 1242 dated 6-10-1979
3. GSR 1243 dated 6-10-1979

I N
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GSR 1281 dated 12-10-1979
GSR 430 dated. 19-04-1980
GSR 779 dated 26-7-1980
GSR 540(E) dated 22-9-1980
GSR 680(E) dated 5-12-1980
GSR 631(E) dated 5-12-1980
GSR 682(F) dated 5-12-1980
GSR 27(E) dated 17-1-1981
GSR 478(F) dated 6-8-1981
GSR 62(E) dated 5-2-1982
GSR 462(E) dated 22-6-1982
GSR 510(E) dated 26-7-1982
GSR 13(E) dated 7-1-1983
GSR 318(E) dated 1-5-1984
GSR 331(E) dated 8-5-1984
GSR 460(E) dated 20-6+1984
GSR 487(E) dated 2-7-1984
GSR 89(E) dated 16-2-1985
GSR 788(E) dated 10-10-1985
GSR 17(E) dated: 7-1-1986
GSR 1049(E) dated 29-8-1986
GSR 1060(E) dated 5-9-1986
GSR 1115(E) dated 30-9-1986
GSR 71(E) dated 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(F) dated 24-6-1988
GSR 813(E) dated 27-7-1988

GSR 944(E) dated 2-9-1988 Corrigen-
dum

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

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

GSR 100(E) datccl 14-2-1989 Corrigen-
dum

GSR 443(E) dated 12-4-1939

GSR 588(E) dated 2-6-1987 Corrigen-
dum
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50.
51.
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54.
55.
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64.
65.
66.
67.
68,
69.
70.
71.

72.
73.
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75.
76.

71.

78.
79,
80.
81,
82
83.
84.

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 7-1-1991
GSR 223(E) dated 19-4-1991
GSR 246(E) dated 1-5-1991
GSR 301(E) dated 7-6-1991
GSR 302(E) dated 7-6-1991
GSR 49(E) dated 23-7-1991
GSR 495(E) dated 25-7-1991
GSR 532(E) dated 14-8-1991
GSR 626(E) dated 1-10-1991
GSR 688(E) dated 1-11-1991
GSR 730(E) dated 10-12-1991
GSR 59%E) dated 22-1-1992

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

GSR: 445(F) dated 30-4-1992

GSR 59E) 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 87NE) dated 17-11-1992

GSR 904(E) dated 2-12-1592

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) dated 13-4-1993 (Corrigen-
dum)

GSR 447(E) dated 10-6-1993 (Corrigen-
dum)

GSR S88(F) dated 19-10-93

GSR 673(E) dated 27-10-93

GSR 108(E) dated 22-2-94

GSR 109(E) dated 22-2-94

GSR 370(E) dated 7-4-94

GSR 466(E) dated 17-5-94

GSR 615(E) dated 9-8-94.
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