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1. $1.12. 908 (31). —trorfer 3fiw yamere ATy A, 1945 =7 ¥ Forree w7 F forw wfaoy At
T ITET, S srafer sfiw wemere At srferfeaw, 1940 (1940 =71 23) &t &m=T 33 F AT ufq amr 12
ZTET FATUTENT TR TLHRTT o FATET 3T TIETE FodTo HATAT (FATET 3T Oiams sedror faam) &
ATER=AT &, A1ALE, 312(37), A 5 9%, 2014 &I, Fd % TS99, STETEIR, 96 11, &< 3, 37EE (i),
a5 92, 2014 # TaTiea orar 07 o & 37 a9t satwat &, e 39 gartad g &t garaar o,
39 AT |, S 36 Afeg=aT At oI i IiAST SAar A Suesy w4 &f 5 o, gareny faT &
srater Y FAIH § @ AT 7 AT AN 7T 9

T T 7 TfaT, 12 9%, 2014 &7 S9dT il U6 LT «F 78 off ;

SIY 36 9T o a1 |, SaT & FlS e ST A IH qol g0 o ;

qq:, T, FalT TR, ST 3T T qrEfT srfarf=aw, 1940 (1940 T 23) ¥ &mT 33 & 911
afed emeT 12 % refie wat orf<hal a1 TINT Td gU, SHUer qaelehl TATgRTE aTe & TIH F o T2
araer Sie TETee ATt w1945 &7 & eted F:3 & for Aefafe e aamr g, soiq —
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1. (1) = fA==T =7 =ferg 919 Arater sfie Joree it (Araar genad) =, 2014 2 |
(2) T TS | THRTH T A | TFT BT |

2. Aroter 3T yoTae AarRi FEw, 1945 ¥, e 3% % sufay (8) & o w et suffem
TET ST, AT —

“8) () F=frfeT sivfer F e a1 swfey a9 f 9=9T WRGET F FA A999 TEIIE A

FTIATToThew, AMUST § TRT SITUIT &l 3<% SITOTer 3T ATOer a9 il arad (Heeih 6 Fedl H TANT I JeAqTT
= fRer® g BT sroa |
(@) @< (F) ¥ f<e fore = siafer a9 2-
1) =< i fisizm
2) TIEF TEAICTHREUAT ITATH, gUclzed af Ahel UL UUE guclzed Hf aERd & [T
TR fhed
(3) =T MIEFeH-

F) A AT SHANAG T (SETHEGAY U 321aq9) ;
T) TLAT HRAT FFe? VI ;

q) A-ZRAIuE (3

() ST-ITTATRTEET FIATAT THATET FoFe? (S-HTTaT) |
(5) ATATHRHHA fohed-

F) TS ave fEr

F) Pl ARHEE UAATSST o€ IS LISied |7

[¥. T. 11018/6/2011-FTUwerTH1]

FraddTd eTHI, HIH qia

feoqur : g =, o= # sfag=eT |, . 28-10/45-1= (1) aE 21 fGEaw, 1945 gry wered &y
T &7 W Herra qr.aAr. AL 889(3r), AT 12 feuwr, 2014 gy g U |
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 22nd December, 2014

G.S.R. 908 (E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was
published, as required by section 12 read with section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), vide
notification of the Government of India in the Ministry of Health and Family Welfare (Department of Health and
Family Welfare), number G.S.R. 312(E), dated the 5th May, 2014, in the Gazette of India, Extraordinary, Part II,
Section 3, Sub-section (i), dated the 5th May, 2014, inviting objections and suggestions from all persons likely to be
affected thereby before the expiry of a period of forty five days from the date on which the copies of the Official
Gazette of the said notification were made available to the public;

And whereas copies of the Gazette were made available to the public on the 12th May, 2014;
And whereas, no objections and suggestions were received from the public on the said rules;

Now, therefore, in exercise of the powers conferred under section 12 read with section 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical Advisory
Board, hereby makes the following rules further to amend the Drugs and Cosmetics Rules, 1945, namely:—

1. (1) These rules may be called the Drugs and Cosmetics (7th Amendment) Rules, 2014.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945, in rule 3A, for sub-rule (8), the following sub-rule shall be
substituted, namely:—
“(8) (a) The functions of the Laboratory in respect of the following kits or class of drugs shall be carried out
at the National Institute of Biologicals, Noida and the functions of the Director in respect of the said drugs or
class of drugs shall be exercised by the Director of the said institute.

(b) The kits or class of drugs referred to in clause (a) are-

(1) Blood grouping reagents.
(2) Diagnostic kits for human immunodeficiency virus, Hepatitis B Surface Antigen and Hepatitis C
Virus.
(3) Blood products-
(a) Human Albumin;
(b) Human Normal Immunoglobulin (intramuscular and intravenous);
(c) Human Coagulation Factor VIII;
(d) Human Coagulation Factor IX;
(e) Plasma Protein Fractionation;
(f)  Fibrin Sealant Kit;
(g) Anti Inhibitor Coagulation complex.
(4) Recombinant products such as-
(a) Recombinant Insulin and Insulin analogues;
(b) r-erythropoietin (EPO);
(c) r-Granulocyte Colony Stimulating Factor (G-CSF).
(5) Biochemical kits-
(a) Glucose Test Strips;
(b) Fully automated analyser based glucose reagents.”.

[F. No. A.11018/6/2011-DFQC]
K. L. SHARMA, Jt. Secy.

Note.—The principal rules were published in the Gazette of India, vide notification No. F.28-10/45-H (1) dated the
21st December, 1945 and last amended vide notification number G.S.R. (E), dated the 12th December, 2014
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