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srfgET
7% fEweft, 12 ¥, 2018,

Tr.#T.fA. 366(sr). i siiT =T ATt =W, 1945 FT < Hemed F3d & oy wfqar Haa &
Faforfera g, [ s TR ST TReTehr TATZHIL dTS 6 TLHLT F STTer T e ARt aferaay,
1940 (23 & 1940) #it &TeT 12 =¥ 4T 33 ZIET Y& ATHAT AT TN FId g0, THH G TATHT g =l
HATAAT ATl THT ATHAT 0l AR & (70 THTLAT AT Srav g i Tag gy gaar &f St g & S
=T T 92 39 a7 Tarens oA i sraty a9t g u¥ A7 39 a1 AT AT strow e arie
T T I (A0} ATer AT 3 Tora= T IIAIT ST F ITASY FATE AT

7 AT T 39 AR srafy & fiae el f =i § e g el st s qEmEt W
IEEIERERIES I

st ST g2, afe w2, ar saw atza, (@fd), sresr s e wearr /= rer, ard
TR, FA |, 4140, €7 &, fAgior a9, 92 faeeht - 110011 &1 sfva f&Far ST sta=m drugsdiv-
mohfw@gov.in 9% 2-< fFaT ST

&y fFaw
1. (1) =7 A=t 1 siofer va yemes |y (- gorree) Haw, 2018 FEr ATl
(2) T FTHIET TSI § THE SATAH THTAA I (12 |/ AN g

2. sfoter ue yeTes araeft AW, 1945 (396 9Ts & S AW % w9 § geidq G @) #§ e 89
H, IAAE TGF  a1%, ofd #, Meferf /v aiqes enfeer B sroa srata,-

2165 GI/2018 (€)]
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"FTT TR AT AR 21 | Ieatad ATHET T 4q2 8 & ama Jaiq 9ars aeqo <0 &
AT T 3T TH ATS8d & dgd (A9 6T AT TaT a1 F 3ce 7T SAThRT F A 9T q1a
ITART % forw qeferd ofiw waret 8, v et 9dieror § S9N o w0 a= A o /e uw e
FTA T ATAIT & THAT &, ST AT o SATHATE I B 28FT IT FIH 28T % qgd M 0T HIET ST
THH AATAT, IFT I o forT BT 46 H At &F T 8 37 A F Aqa1e 2827 a7 HF 28517 &
ord i o fRmtor & forg ezt o srm g e fRmtar soa st F qga Wiy gt oat &1 arew
Ex

3. 3Hq Aot #, w92 ¥, 9= (3) F arg, Ml @<t & arffer fram smosm, sratq, -

"(F) ATSHALTL Feal T ST TIRTLATAT, FHIAT 6 SATHIET & AT F o7 TEqqT g ATl AT
T ST AT ST A,

(@) ATETET % 9 faaue % forg SuenT R S AT Aartae a¥veror S o wae § giager qavst
#Y wiaferarstt it At  foro oo we=ma e AT 95 g,

(ST) FATSHALTIT AQTAF AT 9971 % dgd [Hd o =77 89 % qga faave & forw srqaa et oft
&Y T uraear § faRear & gatea T stage s @i 38 T S & Fwwe el T gy F
AT # 7w 122 Srudt srquras wom”

[T, &. 7. 11014/19/2017-Sramews]

T TAT, HEAT A==

Rroqur ;. wer Rt #ir femis 21 e, 1945 & srfa=mT 9. U%.28-10/45-T7 (1) F 98 T o9

# wwriom B A siw sifaw A sfegEa @, aranA, L (31), TG e ¥ ded
gorrfera T

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 12th April, 2018.

G.S.R. 366(E).—The following draft of certain rules, 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), in
consultation with the Drugs Technical Advisory Board is hereby published for information of all persons likely to be
affected thereby, and notice is hereby given that 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 copies of the Gazette of India containing these draft rules are made
available to the public.

Objections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government.

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, Room No. 414 A, D Wing, Nirman Bhavan, New Delhi — 110011 or emailed at
drugsdiv-mohfw @ gov.in.

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics ( Amendment) Rules, 2018.
(2) It shall come into force on the date of its final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter to be referred as said rules), in rule 89, after the existing
Proviso, at the end, the following new Proviso shall be inserted, namely,-

“Provided further that if Licensing Authority referred in rule 21, is satisfied that the human vaccine is safe and
effective for human use based on the clinical trial data and other information generated with the vaccine or drug substance
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manufactured under this licence, may grant permission to consider remaining quantities of such batch used in the clinical
trial shall be deemed to have been manufactured under Form 28D or Form 28DA as the case may be. Further, permission
for the said vaccine is granted in Form 46 and the licence is granted to manufacture the said vaccine in Form 28D or Form
28DA as the case may be and the manufacturer shall comply with all the conditions specified under the said Forms.”.

3.

Note :

In the said rules, in rule 92, after clause (e), the following clauses shall be inserted, namely,-

“(f) the licensee shall release the clinical trial batches to be used for marketing with the approval of the Central
Drugs Laboratory, Kasauli;

(g) the licensee shall have a post marketing surveillance mechanism for monitoring of adverse drugs reactions in
respect of the clinical trial batches to be used for marketing;

(h) the licensee shall comply with rule 122 DAB in case of any injury or death due to administration and adverse
effect of vaccines related to any quality failure, manufactured under clinical trial batches and are permitted for
marketing under rule 89.”.

[F. No. X.11014/19/2017-DRS]
SUDHIR KUMAR, Jt. Secy.

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