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TTE ST IRER FTT §A19d
(FaTeT ST g Fearor fawmT)
wfegET
7% faeett, 31 SWadY, 2017
.. 76 (31).—eafd s s arnft e, 1945 1 s deita 77 % foro o et &1 g
StEr T wETET AT afaEE, 1940 (1940 #7 23) FY gTr 12 @i grer 33 F AYLATIATE AT F TSI,

FETYTIOT, 907 |1, @€ 3, 3UE< (i), aE 16 9T+, 2016 F TG T TR o FFTeq 3T TRATT Fed 107 HATAT

(FaTEeT ST afeare e o) i srfeeEar €. a9r.a.[. 312(3r), I 16 719, 2016 T YHTerd Hhar a3 =r
S g 37 |+t =t |, Bs S99 garfad g it §91eAT 8, 39 a8, e 3% ATSg=ar arer 9ed &
TSI T TIAAT ST T IqAsg FT oF TS off, Faretter fam fr srater i qurty & 0@ e siw g st B mw
T

T I LT T Tidrai STaT B T 16 7T, 2016 T STAs FAT aF TS o |

ST e TEEHTT GILT S (AAHT o6 Hael | a1 § YTH e i gAarar 9% o= = g

oq:, A, Feal T TR, AT T ToreT arft sfafaas, 1940 (1940 T 23) #it 427 12 37 a7 33 &
eI oTfRRT AT TN T g, ST ToheAtoht TAATERT F1E & TLH T F THT, TS AT Fore art 779,

1945 =T 3I¥ HeMee Fv & foru Aeferiea Fem aardt g, -
1. (1) == Rt 7 fem ar shafey sie semaer st (e o) e, 2017 21
(2) T TSI | THTIA FT AT FHT TIT BT |
2. S < wETEe ATt S, 1945 i aqEEt @ § w9 geAiw 35 A 35 AT IHA Hetaa qfateAt w
o a2 Ao @ wegis i watest Tl Srusty, sreiq;-
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AT 7 e T faeae e o
“35. FATAT For A, FrEH ¥ae 3X waerar | AT F AT 4 A IEF FHT g0 70 FAG F 3798,
T % "0 e | S 37 =0 ord & erefie ved gu i v saure At et

Fqata % e A B T gt siw srgee fafamtaret 6 g
ez O & faser oo o g, o st & |y fafeafea
T ST srafera 2

36. Aaer srq=a fEa et gfafaag & sreama 4 97 9w qefie g9y o ey F oAy
ST, TH o4 & AT T2 gu T qiw aFag = & g
FTAETT F T F AqIE, 394 Iudaraa & i, e
festren, froraret & sqa R =0 & a@rg € 2«7 a8
et faforg TRft 3 Tammsr T o forw swerfaa g1 aum Sk dee
o7 ‘A sgET Afaa gie osz o gu gt

TS — FgATET § qAe gRAAT &, e BT i
FraaTdT 71 B s SATEaTaE SuEnTEar f AT ever w
T FA F O SuATT ST it sraemwar g, e aer i

IRFAT AT AT SO |
37. 5% ae%e Taed T e =@, BFd 10 | stfaf==s % steama 4 &7 39 = a0 v A & Sues,
3. sie 20 3. &7 ufoded 5 3 | S H 32 =9 a9 & erefi" Tga gu T v 3are fEafewr=r sufer
frferafor swta 3 erefe fafafifa fro oo 8, fef B st
g farfaartae R ST srfera g 1)

[T 5.7 11014/5/2012-31. 0% F. €]
Feae AT eTHT, € A=

feroqor; gor e, e F TS # sfeeEET |, U.28-10/45-t=(1), ariE 21 v, 1945 gy waTard R T o
3T IH Sifaw werrere srfeg==T /. 471, &1, 9. 56(37), AT 19 Sa<t, 2017 5T a1 77 ¢ |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 31st January, 2017

G.S.R. 76 (E}—Whereas a draft of certain rules further to amémedDrugs and Cosmetics Rules, 1945, was
published, as required by section 12 read withi@ec®3 of the Drugs and Cosmetics Act, 1940 (23.940), vide
notification of the Government of India in the Mitiy of Health and Family Welfare (Department ofalfle and Family
Welfare), number G.S.R. 312 (E), dated the 16thdla016, published in the Gazette of India, Extlawry, Part I,
Section 3, Sub-section (i), dated the 16th Mard,62 inviting objections and suggestions from pesshkely to be
affected thereby before the expiry of a periodarfyf five days from the date on which the copieshef Official Gazette
containing the said naotification were made avadablthe public;

And whereas copies of the Gazette were made alail@ibhe public on 16th March, 2016;

And whereas, objections and suggestions receiwed fne public on the said rules have been consideyehe
Central Government;

Now, therefore, in exercise of the powers confenader section 12 read with section 33 of the Dragd
Cosmetics Act, 1940 (23 of 1940), the Central Goweant, after consultation with the Drugs TechnisdVisory Board,
hereby makes the following rules further to amére@rugs and Cosmetics Rules, 1945, namely:-

1. (1) These rules may be called the Drugs and Cossgdf Amendment) Rules, 2017.

(2) They shall come into force on the date of tffie&l publication in the Official Gazette.



[am 1—&vg 3(i)] WA kT SIS @ STHIROT 3

2. In the Drugs and Cosmetics Rules, 1945, in Schdduler serial numbers 35 and 35 and the entrikding
there to, the following serial numbers and entsiesll be substituted, namely:-

Class of Drugs

Extent and Conditions of Exemption

“35. Homeopathic hair oils having acti
ingredients up to 3X potency only.

which require them to be regulated with a saleneesubject to th
condition that such products have been manufacturedkr a valid
manufacturing license and sold in the original sggbacking of the
licensed manufacturers.

36. Custom made devices.

All provisions of Chapter IV of the Act and the eslmade thereunde|
subject to the condition that the device being Hjpady made in
accordance with a duly qualified medical practiéos written
prescription under his responsibility, in accordanwith specific

professional user, shall not be considered as eustade device.

37. Zinc sulphate tablets and oral solutig
having 10 mg and 20 mg of elemental zinc.

riehe provisions of Chapter IV of the Act and rulésreunder which
require them to be covered by a sale licence, stiltpethe condition
that such a product has been manufactured undealid drug
manufacturing licence.”.

eThe provisions of Chapter IV of the Act and theesumade thereunde

design, characteristics and the same is intendedhéo sole use of a
particular patient and the label contain the wocdstom made device],
Explanation.- Mass produced devices, which only need adoption to
meet the specific requirement of a medical practér or any othef

D
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[F. No. X 11014/5/2012-DFQC]
K. L. SHARMA, Jt. Secy

Note.- The principal rules were published in the Gazeftdndia vide notification No. F.28-10/45-H (1), tdd the

21% December, 1945 and last amended vide

notificationber G.S.R. 56(E), dated thé"Bnuary, 2017.
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