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qT.1.1. 897 (31).—rfer i< sETe "Iy fRaw, 1945 7 37 Herres e F forw wfaaw Rt
T ATET SO ST THTET TTHIAT Arert=ad, 1940 (1940 FT 23) il T 12 ¥ 91T 33 HT ATATIHIT
AT o TSI, TETIT, AN |, T 3, IUEE (i), aE 19 JA1s, 2016 H THIAT T TR F Ta1ee]
T qRA FATT H1AT (FATELA 3 TRER Fedror FamT) &7 sffeg=ar &, aranM. 705(3), aie
19 SETE, 2016 FTRT WO AT s o1 ek g 39 |+t safeat |, e 339 wwitead g &
TATAAT §, 39 AT &, Sl I ATILAAT ATl AT F TSI 60 TTAAT STAaT 1 ITesd F3T of T8 ff,
darefta fam iy srafer v awrfa & 9@ swer sie g s ta fro o 2,

Y TSI FiT ITAIT STHAT Y AT 19-7-2016 FT ITAT FAT a7 TS off |

3IY Fed T ALY GIT S (AFAT & Fael § a1 7 T et i gmar 9 G=w fFar w@r g

2, T, Fea T TLRTE, AT 3T ToTer Ay srfarfa=ra, 1940 (1940 =1 23) Fit &m=T 33 F &7
qfed TRT 12 % SrefiT w&<t &if TS AIRAAT T TART Fd g, AT TEHATHT TATGHT d1E o TXH FA 6
THET, ST S TG ATt 97w, 1945 7 $¥ Hea F3 o forg Fefoted [am aqm g, Q-
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2. ot 3 Ay e, 1945 5 —
(F) =T = (1) 7, W 2 A “ITE 2.3” % EA X RAtertE 3w Tl S, -

“2.3 WX ® ArATd F forw swerfaa wost strafar a1 ARt a1 f&er somat F gy 7, g w@reey
TreA- st fafawtor agfa (Showdt) F fRanfaden F s s fafawtor agfa (sfowdt) s
T AT IATE THTOTT (HTHTHT) AT XA §9 1 HATAd Ao had T&rdt & forfted qrese, S
IEA <4 ® TP FAFETHE Fresr g s waree SeeA-struadT et F qa ST e
T STOARTT STHTTTS & AT gl #hl T SET [ FaTeed TeA-siuadt feemHaet # e 995
ST AHTHT AT ATITH AT AELTIT AT FATST AT AT T % Oy s ger o9 3o #
Arorfert % Ao % s o forw s R o srowdy st 3 swges sroresr i g

(@) AT F (1) &, 98 1 & “STHE 1.47 % o 0, Fofafead SuHe Tl Susfy, o711 -

“1.4 forsg TaTee HEA-SHUAdt 9559 % SH SHUATT THTTS AT AU 3cqre THrora= (H1dT) a7
Trft " &1 [aifaa afafwtEa ot 5 e s, s osga F 3o F g Bams
TTTEERE0T GTRT o TaTee Ead SHuady fRermfHaert & Eme ST 3 10 Sfoady s rorTsr 3 aaqed
g, Srqar o Taresy EeeA-SiruadT fRertaaent ST S4<h 5T AHTLERT AT SATITH IT SATECferaT AT
FATST IT TG T FIT I 397 | SOTer F F&A7ore F J2rse o forw S 3 1o Strowdt S morsy
A THTTIS 6T T8 IF & & Al 1hd Idl” |
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 21st September, 2016

G.S.R. 897(E).—Whereas a draft of certain rules further to amérdrugs and Cosmetics Rules,
1945, was published, as required by section 12 watidsection 33 of the Drugs and Cosmetics AcgQl9
(23 of 1940),vide natification of the Government of India in the N&itny of Health and Family Welfare
(Department of Health), number G.S.R. 705(E), d#tedld' July, 2016, published in the Gazette of India,
Extraordinary, Part Il, section 3, sub-section @gted the 19 July, 2016, inviting objections and
suggestions from all persons likely to be affedtegleby before the expiry of a period of forty figays
from the date on which the copies of the Officighz@tte containing the said notification were made
available to the public;

And whereas copies of the Gazette were made ailatialthe public on 19.07.2016;

And, whereas, objections and suggestions receir@d the public on the said rules have been
considered by the Central Government;

Now, therefore, in exercise of the powers confemurader section 12 read with section 33 of the
Drugs and Cosmetics Act, 1940 (23 of 1940), thetaéisovernment, after consultation with the Drugs
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Technical Advisory Board, hereby makes the follayviules further to amend the Drugs and Cosmetics
Rules, 1945, namely:-

1.

(@)

(b)

Note.-

(1)These rules may be called the Drugs and Cossn@igth Amendment) Rules, 2016.

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

In the Drugs and Cosmetics Rules, 1945,
in Schedule D(l), in item 2, for “sub-item 2.3" etifollowing shall be substituted, namely:—

“2.3 A copy of Good Manufacturing Practice (GMP)tidfate as per WHO — GMP guidelines or

Certificate of Pharmaceutical Products (CPP) ottemiconfirmation for active substances exported
to European Union which is equivalent to GMP cidie issued as per WHO — GMP guidelines, by
the National Regulatory Authority of the countryasfgin or a copy of the certificate equivalent to

GMP certificate as per WHO GMP guidelines issuedNagional Regulator of United States of

America or Japan or Australia or Canada or the jg@an Union for the purpose of marketing of the
drugs in their country, in relation to bulk drugsformulations or special product meant for import
into India.”

in Schedule D(ll), in item 1, for “sub-item 1.4he following shall be substituted, namely:-

“1.4 GMP certificate as per WHO-GMP format, or farate of Pharmaceutical Products (CPP), or
written confirmation for active substances expoti@dhe European Union which is equivalent to
GMP certificate issued as per WHO — GMP guidelilbgsthe National Regulatory Authority of the
country of origin or a duly notarised copy of thertdficate equivalent to GMP certificate as per
WHO-GMP guidelines issued by United States of Agseior Japan or Australia or Canada or the
European Union for the purpose of marketing ofdheg in their country.”

[F. No. X.11014/01/2016-DFQC]
K. L. SHARMA, Jt. Secy.

The principal rules were published in the Gazefténdia vide notification No. F. 28-10/45-H (1),
dated 21 December, 1945 and last amended vide notificaiamber G.S.R. 789(E), dated
12.08.2016.
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