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wa @ fufgaar ¥ wifacy & fag wm qF ameq Seqa far T oar

[do %o 11013[2/77 ¥ ouHomHo Yox Fl0 UFo To]
Sto THMIHEA, WAL wfaw

New Delhi, the 13:h July, 1978 Now, therefore, in exercise of the powers conferred by
sect,ons 12 and 33 of the said Act, the Centrul Government,
after consultation with the Drugs Technical Advisory Board,
hereby makes the following rules further to amend the Drugs
and Cosmetics Ruoles, 1943, namely :\—

G-.S.R. 930.—Whereas certain draft rules further to amend
the Drugs and Cosmetics Rules, 1945, were published, as re-
quired by sections 8, 12, 16 and 33 of the Drugs and Cosme-
tics Act, 1940 (23 of 1940), ot pages 2059 to 2065 of the
Gazette of India, Kxtraordinary, Part LI, Section 3 Sub-Scc- 1, (i) These rules may be called the Drugs and Cosmetics
tion(i) dated the 29th October, 1977, under the notification of (Second Amendment) Rules, 1978.
the Government of India in the Ministry of Ifealth and

Family Welfare (Departmcat of Health) No. X. 11013/2/77- (if) They shall come into force on the date of their public-

D&MS, G.SR. 658(E), dated the 29th October, 1977 inviting ation in the officia! Gazette,

objections and suggestions from ull persons likely to be aflect- 2. TIn the Drugs and Cosmetics Rules, 1945, in Schedule V,
cd thereby, before the expiry of three months from the date after entry I, the following entry sghall be inserted
on which the copies of the Official Gazctte containing the namely -

said notification were made availuble to the public; “3 Standards for patent or proprietary medicines, con-

And whereas the said Gazette was made available to the talning vitamins;

public on the 10th Novembher, 1977. Patent or proprietarv medicines containing vitamins for

And whereas the objections and suggestions reccived from prophylaclic, therapeutic or paediatric use shall contain the
the public on the said Jraft have been considered by the Cen- vitamins in quantities ot less than and not more than those
tral Government; specified below in single or in fwo divided Jaily doses namely:-
Vitamin Unit Patent or proprictary Patent or porprictary Patent or proprictary medicines containing vitamins

medicines containing medicines containing for pacdiatric use
vitamins for prophylac vitamins for therapeutic
-tic use

(in single dose or in two divided doses)

per daily
For adults For infants less For children above one
year upto adults
1 2 3 4 5 6

Vitamin A 1.U. Not less than 1600 and Not less than 5000 and Not less than 750 and Not less than 1500 and
not more than 2500, not more than 10,000 not more than 10,000, not more than 35000,

Vitamin D LU. Not less than 100 and Not less than 400 aud Not less than 200 and Not less than 100 and
not more than 200, not more than 1000, not more than 400, not more than 400,

Vitamin B1 mg. Not less than 1 and not Notlessthan 4.5 andnot Not less than 0. 5and not  Not Iess than 1 and not

more tham 2, more than-10. - more than 1.— -- - .. more than 4.5..
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1 2 3 4 5 6

Vitamn B2 my. Not less than 1 and not Not Iess than § and not  Not less than 0.5 and not  Not less than 1 and not

more than 3, morc than 10. more than 1.5 more than 5.

Yitapun B6 mg. Not less than 0.5 and Not less than 1.5 and Not less than 0.5 and not Not less than 1 and not
not more than 1.5, not more than 3. more than 1 5. more than 3.

Niacinamide mg. Not less than 15 and not  Not Iess than 45 and not Not less than $ and not Not less than 10 and not
more than 26. more {han 100, morc than 15. morc than 40.

d—Petothcnic mg Not less than 1 and not  Not Jess than 5 and not Not less than 1 and not Not less than 2.5 and

acid or its salts
and panthenol,

Folic acid mg.
Vitamin B12 meg,
Vitamin C mg.
Vitamin E L.U.

more than 5. more than 50. more than 3. not more than 10.

Not less than 50 and not Not less than 1000 and Not less than 25 and not Not less than 100 and

more than 300. not more than 1500. more than 100, not more than 500.
Not Jess than 0.5 and Not less than 5 and not Not Iess than 1 and not Not less than 1 and not
more than 1.0 moie than 15 more than 3. mor¢ than 5,
Not less than 25 and not Not less than 75 and not Not less than 20 and not Not less than 30 and not
more than 50. more than [50. more than 40, more than 80.

Not less than 5 and not Not less than 15 and not Not less than 2.5 and Not less than 5 and not
more than 10. more than 25. more than 10. more than 20.

NoTEs 1 : Patent or proprietary medicines coniaining vitamins intended for prophylactic, therapeutic or paediatric usc shall bear
on the label (he words * For Prophylactic Use™ *“For Therapeutic Use’ or “For Paediatric Use” as the case may be.
In the cases of pacdiatric preparations the age of the infant or the child for whose use it is intended, shall be given
in addition to the particulars required to be given under these rules.

Note 2 : The above standards shall not apply to any preparation containing a single vitamin only and also to any prepuration
containing vitamins inlended {or parenteral use,
Provided, however, that in the case of patent or proprietary medicines contmmmng vitamins which are intended for
the treatment of certain specific conditions or diseases, the Licensing Authority specified in clause (b) or rule 21, may
permit the addution of vitamuns therein in relaxation of the limuts specified above, if satisfactory evidence is produced in
Justification of such relaxation.

[No. X, 11013/2/77-DMS&PFA]
G.PANCHAPAKESAN, Under Sccy.

e ot Pewe dee
(wly faawT)
HE faneY, 6 Wi, 1978

|fo wlo fXo 931, -~~Trsgaf, qIAAIT & w4¥3 309 ¥ qovgr 1T qyw wiHEAal w1 Ay wF gu Ky o fawnl s, e
faerr & mfie foeefi Qow Aorr Ay AW dmT Wt ¥ a3 & oFt ov oot # ogfy A fafwfre 5 aw fwfafas faw e B

- oty ——

1 ®farer arw wYe mrive—— (1) e e w1 afirer An fredy g FoAT (sAes wo WY Ty o) wft fam 1078 k)
(2) & Uwwd ¥ TREA KT ATG B T BN
2. AT BAT:—37 Ao vad gy eyt ¥ ww 1 ¥ fafafre af € ey g
3. TH AGAT, JEHT TAET W ATTHT —I A ¥ q@®1, FAF BRI W I KqTHT ¥ K6 o7 01 FI9 § sqeg g
* ww 2@ 4 % ¥ fafafeee )
¢ vt ®7 ogfe, g 991, wgAre v1ft—~3v Tw o wat W agfr org A ke of 39 qafhy ovr v & g ot 9w
vt % ww 5 ® 13 ¥ fafafre g
5 Prodan——ag afeg,——
(%) fomd G& wafem & forpr ofa ar foradt ooy ofifae &, frate fear &, ar
(@) forms wwdr afe g1 vy oy & Sfwe G go fedr safer @ faarg fear
B 1t ¥ @ farely e Ferggfrr et o i g~

Ty afx &altr qoeTe W wa Y wTe fir Gar famy 3@ e o faarg & o qwwre w1 ow ey frfy ¥ efr ok
§ wre daT v ¥ fag v wrare W ¥, o o Gl safer 6 v e ¥ wada & g ¥ wel



