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TR IR GRAR HAT0T HATT
(vaTem wd uRar wearor fawm )

SIBKCE]
T3 facell, 5 98, 2014

A B 312(30).—NT IR TRaeE W R, 1945 BT SR WA dxa & fou wfoun I @1
ffafead o, B S WROR, Ny dh-iel FaRdR are ¥ WY & Jearq SufY iR yae |ani
MffT¥, 1940 (1940 &1 23) @I &R 12 3R &R 33 g Ued WAfKAT & WIRT T §Y I a1 aafaai &
MR @ fofg, e ST gWIfad 8 @1 G 8, ThTR fhar S 8, iR I8 gaa1 & 9l © 6 S
yreg el R S a9, el 39 ured T arel Iotaa & Uit STl Bl SUdel BRI Sl 8, darei
& @1 srafdr @t FHfe W= a1 ¥ uward faar fear sme

®Is Afdd, S JaTfad g sl & IR § i e A1 geia o W faaeg g o foRaa #§ 09 enaw
I goma, 39 yahR AT a@fd & Mk Sa SeR & fare afta, w@Red &k aRaIR wearr d37ed, wRd
WHR, o wam, 78 fQeel- 110001 HF A A1 FHI |

ey e
1, 3 el 1 dféra T iy ok wRae= At (st weies) e, 2014 €
2. NSy iR vaee At W, 1945 #, fm 3% & Sufgw (8) @ WM W ffaRaa Sufew @
SITQT, 3FeIie] i
“(8) frferRaa iy & fave a1 MW &) ) a1ad TR & FHI TS SICICYC MB JRANTD, ATTST
# fpy STET SR Ia oMWl a1 &y o @t ared fowe & Hal &1 Ja S 9 N & ewed gri e
SITQA, 3FeIie] -
(1) =fe gfiT Avicw

(2) =gAT STl arRE, Buerged 41 ¥hy UEioM Us gucised Al agd & fofy SrAiRed fdhed
(3) <Is drsacH-
(i) =g Tegf,
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(il) =T A SRARAGe (SSFRPeR U $gIaH)

(ii1) BAT PR Haex VIII,

(iv) =AT DI X IX,

(V) TSI AIEH ThaaeTe,
(vi) wrsfaT Hide fae,
(vii) U& SAMRIER PRl HTcia)
4) Redrc deacs-
(i) Repdtic sgfor Us §gfer UATeaq
(ii) sme-gRendeerT (Fd1am)
(iil) o= UFATPIAES PIAF ITHA ST Haex (ST- HTAUD)

(5) IRl fhea-

(i) T e Rgw

(ii) el ATCHCE TTATSOR a8 ThISl Aoied

[%T. |.9-11018/6/2011- SITHAYN]

3BV B, TS, HYFT Ald

fewur : ot e IoTaE H SIORgET 6. U.28-10/45-T4 (1) ARG 21 R, 1945 §RI YHIRE fHU ¢ o R
3ifcr ehes |1.@1.f9.153(31), TRE 05-03-2014 §RT {6y 7Y |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)

NOTIFICATION
New Delhi the 5th May, 2014
G.S.R 312(E).—The following draft rules further to amend the Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to make, in exercise of the powers conferred by section 12 and
section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), after consultation with the Drugs Technical
Advisory Board, is hereby published for the information of all persons likely to be affected thereby, and the
notice is hereby given that the said draft rules will be taken into consideration on or after the expiry of a
period of forty-five days from the date on which the copies of the Official Gazette of India in which this

notification is published, are made available to the public;

Any person interested in making any objection or suggestion on the proposed draft rules may do so in
writing for consideration of the Central Government within the period so specified to the Secretary, Ministry

of Health and Family Welfare, Government of India, Nirman Bhawan, New Delhi- 110011.
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Draft rules
1. These rules may be called the Drugs and Cosmetics (Sixth Amendment) Rules, 2014.
2. In the Drugs and Cosmetics Rules, 1945, in rule 3A, for sub-rule (8), the following sub-rule shall be
substituted, namely:-
“(8) 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, namely:-

(1) Blood grouping reagents

(2) Diagnostic kits for human immunodeficiency virus, Hepatitis B Surface Antigen and Hepatitis C
Virus

(3) Blood products-

(i) Human Albumin,

(ii) Human Normal Immunoglobulin (intramuscular & intravenous)
(i Human Coagulation Factor VIII,

(iv Human Coagulation Factor IX

(v) Plasma Protein Fractionation,
(
(

~ —

Vi) Fibrin Sealant Kit,
vii)  Anti Inhibitor Coagulation complex

(4) Recombinant products-
(i) Recombinant Insulin and Insulin analogues
(i) r- erythropoietin (EPO)
(iii) r-Granulocyte Colony Stimulating Factor (G-CSF)

(5) Biochemical kits-
() Glucose Test Strips
(i) Fully automated analyser based glucose reagents

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

Note.-The principal rules were published in the Gazette of India, vide notification No. F.28-10/45-H (1), dated
the 21* December 1945 and last amended vide notification number G.S.R. 153(E) dated 5" March, 2014.
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