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WFLEL 6 (31).—ofrafy st weme frm, 1945 1 ol dvirm w0 % fag i el @ ww s sthafy sik
T QI AR, 1940 (1940 #23) Y W12 SR 33 H SOMTHR RO GURR % @i SR aREr s wae
(e famT) st sifrgEen G, WLELL 596( ), ARIT 10 IETE, 2000 ¥ T MWW % ST, FHHRT, VT 2, WE 3
UGS (1) AHW 10 JETE, 2000 ¥ T 1 H 3 9wy o e @ fored I ot vttt @ forrs SR et € w0
e off, 8 e R s stiirpe | vy T Y s s saeen w0 g e o, et fem st satw
T ¥ TR SR S R Wi T A

air s Tene Y Wit wr 11-07-2000 Y, RIS STER R S T o

R Fty R A s wiey et & dei & e 9w st ofR e o e o fen €

o, o7, HET TR Sw StfuEm Y M 12 SR 910 33 TR wEY WA W WA R g, Sitt aeme
FETEER S ¥ At Wy ¥ vyem vty ol v wrdt frem, 1945 1 sk wiE w0 ¥ fau Pt frm e
%’, \:ﬁqﬁ[-—

1. (1) 5 Pt = st T st e aweft (vee i) fem, 2001 ¥

(2) A W § FHRE HARE BT € |

2. smfy SR s arft fem, 1945 w5 g ¥ AR . 28 ot 39 wafim wfafedt % e fretated
T=1: Tty fomam SmQem et o

Aoty o o e 1w o e
1 2
29, WAt wt i HYFTam % STEATT 4 % ITAY SR TG FAG 7Y FEmT g srafi
# i % Preffo wdl % ol el €¢ w6 e st 3 e
@, S?Pﬁ?l;:—

(i) ohofy, T8 TR W AT ITWER @@ FH/
st R AR w3 mw T )
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1 2
(1) Srafl, 39 ¥ % W Fafirea erfirerdy w7t orfiman & Wi
(iii) afrafyy U witert o faferton @ g =Y ool « g7 el &
i st o ¥ i O wl = srfirdrer e sy fered
Frafir ¥ A st It Avn v & /e ot fftmei
71 wihetiEl % = o 1 war 9R AR ¥ 17 ol @ Rk
wer fg e ¥, € 1 A srfver sifufem 3 o1 e et
Foriveres g Pl % fog Saemer W o gt % fag o3
ot & w1
30. Himery ¥ wwren wor fafiprar S o wmme . srfufem % ot 4 % wdt swiy el wefie e o freed R
X ¥, T Ay Nrrer sreqre freds oirle g o ¥ R R ar v 3 Ry e W oR % <,
ittt sreqrer o ¥, e @i o oerw ok wEeRw ¥ fog s W ow e ww gt
e & ¥ srafeun diew dqe  w=w ¥ it #m iR T Pradiafen wif % ot W :—
fafipedta gz ofk o1 dies g Fres (i) A ¥ U smvre wreft Rl F TR w woRw, e
siwt R e ghe o , g s il o A HET FOE A e ST yeaEar @
TR TRy A TR ety srifame ¥
(ii) ¥ %% 1w srfbn fafwe afirerd & afifg e ot dgfern
e ¥ e € forede w fr 122-w oWt o (i) H
fafifis g o |
(iii) T R U A, STE.Y gd ardiE S wme & e
W | e A R AETe e fafiibe
we.aAmA, 1 3R 11 winedt Penfen-at 7 wirem, weifn
Tt | TR W % qe A Werw Ry g
(iv) T3 ¥ & venm ik afteen % Ty vt sromcaras
g gt
(v) W& %= grr st o wderor fieg g @ 1 =R ¥ B
v fipan smem ol wen framas wfifefrl % Sk o
el wwrer 9@ e @ T A SwEm % frg Iuee
T A

[ 6. TR 11014/7/99-.7A.gE. R Ly w ]

TR TR, TR Sl

urg, fewqur :—qea frm a5 T 28-10/45w=( 1) f&ams 21-12-1945 TR yafim Reg g & ko

Brfim W iR 1-12-2000 % ELHLE. GoAT 904(37) ¥ g wwi f3ar T 9n) 1-5-1979 Wk qerwii ey o

T WA PrEm, 1945, ren T aRER s gaey (wred fyven) ¥ Sfiy o s wenht srfafee, 1940
(M of TEwE.-61) W weheE ® e k)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health)
NOTIFICATION
New Delhi, the 4th January, 2001

G.S.R. 6 (E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was
published as required by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), at pages 3 to 5 in the
Gazette of India, Extraordinary, Part 11, Section 3, Sub-section (i), dated the 10th July, 2000 in the notification of the
Government of India in the Ministry of Health and Family Welfare (Department of Health ), No GSR 396 (E), dated the
10th July, 2000 inviting objections and suggestions from all persons likely to be affected thereby before the expiry of a
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period of forty five dax' trom the date on  ‘uch the copies of the Official Gazette in which the said notification werc
made available to the ~ublic;

And whereas copies of the said Gazetie were made available to the public on 11-7-2000.

And whereas objections and suggestions received [rom the public on the said draft rules have been considered
by the Central Government;

Now, therefore, in exercise of the powers conferred by scctions 12 and 33 of the said Act, the Central Govern-
ment after consultation with Drugs Technical Advisory Board, hereby makes the following rules further to amend the
Drugs and Cosmetics Rules, 1945, namely .—

1. (i) These rules may be called the Drugs and Cosmetics (First Amendment) Rules, 2001
(ii) They shall come into force on the date of their publication in the Official Gazette,

2. In SCHEDULE K to the Dtugs and Cosmetics Rules, 1945 after item number 28 and the entries relating
thereto, the following shall be inserted, namely :—

Class of Drugs Extent and conditions of Exemption
1 2z
"29. Morphine Tablets The provisions of Chapter IV of the Act and the rules made there-

undcr which require therh to be covered by a sale licence, subject
to the following conditions, namely;-

(i) The drug shall be supplied by the Palliative Care Centres
approved by the State Government to terminally ill cancer
patients.

(ii) The drug shall be kept under the custody of the Medical
Officer-in-charge of the said Centre.

(iii) The drug shall be purchased from a dealer or a manufac-
turer who holds licence under these rules, and records of
such purchases showing the names and quantities together
with their batch numbers, and names and addresses of the
manufacturers or dealers and the names and addresses of
the patients to whom supplies have been made shall be main-
tatned. Such records shall be open to inspectian by an In-
spector appointed under the Act, who may also take samples
for test.

30. Whole Human Blood collected and transfused  All the provisions of Chapter'IV of the Act and rules made there-
by Centres run by Armed Forces Medical Services  under which require them t0 be covered by a licence to operate a
in border areas, small mid-zonal hospitals including Blood Bank for collection, storage and processing of whole
peripheral hospitals, Field Ambulances, Mobile human blood for sale or distribution subject to the following

medical units and other field medical units conditions:—

including blood supply units in border, sensitive

and field areas. (i) Thesc Centres shall collect, process and transfuse blood
in emergent situations which require life saving emergency
surgeries/or transfusion.

(i) These Centres shall be under the active direction and
personal supervision of a qualificd Medical Officer,
possessing the qualifications and experiences specified in
condition (i) of rule 122-G.

(iii) Each blood unit shall be tested before use for freedom from
HIV I and II antibodies, Hepatitis B surface antigen, malarial
parasites and other tests specified under the monograph
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) "Whole Human Blood" in current edition of Indian
Pharmacopoeia.

(iv) These Centres shall have adequate infrastructure facilities
for storage and transportation of blood.

(v) The blood collected and tested by such Centres shall be
transfused by the Centre itself and may be made available
for use of other peripheral Armed Forces hospitals or centres
during operational circumstances."

[F. No.X. 11014/7/99-DMS.&PFA]

DEEPAK GUPTA, Jt. Secy.

Foot Note:—The Principal Rules were published in the Official Gazette vide notification No, F.28-10/45-H(1) dated
21st December, 1945 and last amended vide GSR 904(E), dated 1-12-2000. The Drugs and Cosmetics Rules, 1945 as
amended up to 1-5-1979 is contained 1n the publication of the Ministry of Health and Family Welfare (Department of
Health) containing the Drugs and Cosmetics Act, 1940 (PDGHS-61).
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