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TaTey 3T e ST WA
(FaTeeT S fam wearor fawm)

BRI

7% foeett, 4 TawaT, 2016

ar.EnE. 1041(3).—siufe 3T yH\Tas ameuT =99, 1945 #7 T Hemed Fed & o0
FIATT FTHT 7 ITET SOt ST TaTe_ arEi Sfat=aw, 1940 (1940 71 23) &r & 33 F A1
qfed T 12 i ATATIETE AT o TSI, FETLT, 90 1, T2 3, 376 (i), qE 23 3,
2016 H THTTAT AT LRI o TFTET ST TAT HedT0T HATAT (FATeeT [asT) i sTfeg==r 4.
ar.F1.. 812(31), A 23 Ted, 2016 FTT TRITrd Fohar =1 o7 Rorerer gy 39 94T =f<ra ¥,
Sreh 399 waTfaa g it §91EAT 8, 39 A |, SEEr 3 9= ar qd & a5 it
ST STAT &1 Sqse FXT &t T o, Garenta fae &t srater it Fa1H § @ AT i g9 s iag
[RURIURF

ST TSI 61 Tt ST9aT i arg 23-08-2016 T ITsel FT aF s AT ;
AT Feal T ALY GIT I (AT & dag § SAqT | ST eql 3T gAmEr 9¢ == G

TATE |
qd:, T, Fea T TR, AT T TaTe ATy stferf==ra, 1940 (1940 =T 23) ¥ &mr 33
& AT IT5q gRT 12 % (el T&T F T2 RRAT &1 TN Fd g, AT Taheiehl qAT@HIL aIe o
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AL A F TAT, SHUTE ST TETE Uil M, 1945 7 X gerg wed & fou Hafofag
A STt 8§, Srie-
1. (1) =7 f9=w 7 Sfer A sirafer ST o arnlt (FTaar gere) T, 2016 2 |

(2) T TSI | THTI 6T ATE Dl TG g |
2. Sufdr ST gETaT Gt [AH, 1945 F A=t 7 6 99 AuEee (X qarEs A
FLTIT) | Hatera aiforee 3 & 927 1 F T fAureraar & gaiad ST 1.4 §,—
(31) = fEOTeRaaT sTegad & "eted feoqur (i) §, “odreror gerd dir qaree AT giated S S T
(FF) UX AT ST ALY 9M&&0 ¥ FHICSHl 6 &IF UT s [ v 9ganr @
(em.fFaE.) # fRu ru RemfAgert & oA o furaar eaa= 4% 99 srgamed ! qLrev &
STTUAT, $T&% ST HsF & ST,
(3m) 9= FTERdar segae (A Hgama # o a9 7 Saaret F o) | getea oo (vi) ),
&S 1A HHg il HEATd FLd #hl STALTRAT el 6 qLATq “AA¥F fEawmg ST qganT e

(. a.|.) # fRU U fReraeent & Ta UH AT [uTeFaar sredde, T 98 Argehed! aren
R STTOmTT 17 9reg sreaETiuT T StTaAn

[®T. . Tad 11014/7/2016-31. 0. 41 ]
Fead AT 9THT, HIh q=a
fooqur - ot 9w, 9T F e § A=A €. U.28-10/45-t=(1), i 21 faaway, 1945

FIT ST T T o ST I SiTa| erred Afeg=aT &. 91414, 897(37) aia 21.09.2016
ERAERIE IR

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

NOTIFICATION
New Delhi, the 4th November, 2016
G.S.R.1041(E).—Whereas a draft of certain rules further to améredDrugs and Cosmetics

Rules, 1945, was published, as required by sed®mead with section 33 of the Drugs and

Cosmetics Act, 1940 (23 of 194Q)de notification of the Government of India in the N&itry of
Health and Family Welfare (Department of Health)mber G.S.R. 812(E), dated the“2&ugust,

2016, published in the Gazette of India, Extracadin Part I, Section 3, sub-section (i), dated the
23“ August, 2016, inviting objections and suggestifsom all persons likely to be affected thereby
before the expiry of a period of forty five day®srr the date on which the copies of the Official

Gazette containing the said notification were maglable to the public;

And whereas copies of the Gazette were made ailatialhe public on 23.08.2016;

And, whereas, objections and suggestions receroed the public on the said rules have been

considered by the Central Government;
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Now, therefore, in exercise of the powers conferrader section 12 read with section 33 of
the Drugs and Cosmetics Act, 1940 (23 of 1940)Gaetral Government, after consultation with the
Drugs Technical Advisory Board, hereby makes thviong rules further to amend the Drugs and
Cosmetics Rules, 1945, namely:-

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

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

2. In the Drugs and Cosmetics Rules, 1945, in Scleedl in Appendix Il relating to Animal
Toxicology (non-clinical toxicity studies), in pay@aph 1, in sub- paragraph 1.4 relating to Local
Toxicity,-

(A) In Note (i) relating to Dermal toxicity study, féne words and brackets “Daily topical (dermal)
application of test substance in its clinical des&mym should be done”, the words and brackets
“the initial toxicity study shall be carried out byon-animal alternative tests as given in
Organisation for Economic Cooperation and Develagn®&iidelines”, shall be substituted.

(B) In Note (vi) relating to Ocular toxicity studieo(fproducts meant for ocular instillation), afteet
words “need to include a recovery group.” the wdsigh initial toxicity studies shall be carried
out by non-animal alternative tests as given indigption for Economic Cooperation and
Development Guidelines.” shall be substituted.

[F.No. X.11014/7/2016-DFQC]
K. L. SHARMA, Jt. Secy.

Note.— The principal rules were published in thez&e of India vide notification No. F.28-10/45-H) (
dated 21 December 1945 and last amended vide notificationber GSR 897(E) dated 21.09.2016.
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