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TATESY SR IRETR Fe AT HTT
(FaTeT ST g Feamor fawmT)

EIBECE
% feeett, 2 wad, 2017

ar. .. 102(30).—=iw 2 @i sema arft (T, 1945 7 @i Heitas #3 F oo wfaay
et =1 Feferfa areo, SR e For &1, ivta of serae Jraeft srfaf=ee, 1940 (1940
T 23) FT 9T 12 3T 9T 33 GRT V& ARRAT T AN FLd g, AT The 16T TeATgH 9IS o
RIS FA 6 TAT, TATT H TEqT9 &, 3T AT FEIT 0l AR o6 (7@ TR BT a2,
TSTeeh ITE TATIET g1 i HHTAAT g AT TE AT &f AT ¢ T I =T HIH 9 39 qig ¥,
STt = IT%9 9T aTer AT & TSI st ITAaT STHaT 0 ST FT &f SATdl 8, dareie faq
T Srafer T AT 9% AT 36 TATG [@A=1e Fohar ST,

Fra T T GIT UH Sedl ST gATEl 9%, ST 36 T&d HI# & 999 § 3¢ [AEy
srafer o frav et =xfe & e gt o= o s

UH ST 3T qAE, TS AT g, qaC gi=a (Ale), TreeT i aRan edm 374,
AT a&r 414-t, & f&§v, @AW w@q, 98 & -110011 & 99 ST 9%d g AT
drugsdiv-mohfw@ gov.in 9% ¥ T ST 9&d % |

577 Gl/2017 (1)
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ey fFaw

1. (1) = et & wferg 7 Shafdr sie e arafi(Feme) =, 2017 2 |
(2) T TSTIH § Ik ATAH TRTH 6T AT Tl TG il |

ey =i s areft (R, 1945 (S 28 d 2ok 9T o<k g fgrmn 8) & fHaw

2 ®, G (F) & THTQ (MHTIEd G q:EAT0d 3T ST, sTai-

“(FF) “STENOST FRIOT JUITSAT” & UHT JUTSAT ATHIT & S 9= 1— 39 feear &iw 3g
ITAEAT, Ja9 2 — % fAear s g arerear, yawt 3 — 37 fear s % g
S wat 4-T7% fEerar s e arrear & €9 # aufigd st &1 fEear i arawar
& ATYTT T A1 el o o7 TART H AT ATl 8 17

36 i % e 74 9, @ (@) F wearq et @< st B S, seriqG-

“(=T) SATaE, STAHTST AR TOITAT o T 2 3T T 4 & o7efiq AFAiee qut gae &9 6
St Y S % ergar % fory sraes & vy a0 v § iy Semugerar asraa %
T S T 1)

3 =i & f=w 749 ¥, @ (7) & vEq Metertaa @ st BT s, -

“(8) SATaEH, STAHTST ATTHLOT TUITAT o TadT 2 3 Taw1 4 & Tefi AfAias qEt g &9 @
St Y St % ergar % fory sraes & vy sqE= v § iy Semugerar asraa %
T S T 1)

36 7=t & {76 ¥, @ (9) & wanq Mwforfad @ sia:eumioa fohar o, sraiq-

“(10) TaEeh, STAHTS AHTOT TUTHAT o FaiT 2 ST Fa91 4 & ofefia fAfafee qeft e =7
£ shfeat 7 o= F aqae F U e F 9 o=y ¥ ¥ [Afd Saemgerar
LA o TILOTTH & LT 1)

3 et & e 78 #, @ (7) & v Meforfad @ siaseerfoa B s, saia-

“(F) SATAEH, TAHTS AR JUTEAT o Tt 2 3T Ta1 4 % orefi= [AfAfas qEt g =9 6t
shorfart £ sr=ta ¥ e & forw e % Ay o ¥ § A Samugear e

IO o HT 17
3<h F=AT & 9w 78% ¥, @w (8) & wATq Meforiad @< sia:wmiad fohar o, sraiq-

“(9) STeEeh, STAHTST AV [T TUITAT o TaT 2 3T TaT 4  Fefiq Ay et g &7 &
St Y St % ergar % fory e & vy sqE= v § fAfde Semugerar aeraa %
T ST T 1)

[FT. &. T, 11014/12/2016-1.317.74 ]
Frad AT OTHT, HIh q=a
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)

NOTIFICATION
New Delhi, the 2nd February, 2017

G.S.R. 102(E).—Fhe following draft of certain rules further to ameethe Drugs and Cosmetics Rules, 1945
which the Central Government proposes to make émnagse of the powers conferred by section 12 antisse33 of the
Drugs and Cosmetics Act, 1940 (23 of 1940), aftarsaltation with the Drugs Technical Advisory Boaisl hereby
published for information of all persons likely e affected thereby and notice is hereby givenghat draft rules will
be taken into consideration on or after the expira period of forty-five days from the date on whicopies of the
Gazette of India containing these draft rules aagl@mavailable to the public.

Objections and suggestions which may be receivea finy person within the period specified abové kgl
considered by the Central Government.

Objections and suggestions, if any, may be adddess¢he Under Secretary (Drugs), Ministry of Headind
Family Welfare, Government of India, Room No. 414DAWing, Nirman Bhavan, New Delhi — 110011 or semiemail
drugsdiv-mohfw@gov.in

Draft rules

1. (1) These rules may be called the Drugs and Cosséti Amendment) Rules, 2017.
(2) They shall come into force on the date of tffieal publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (hereinadtierred to as the said rules), in rule 2, aftause (a),
following shall be inserted, namely,-

(aa) “biopharmaceutical classification system” neearsystem used tdassify drugs on the basis of solubility
and permeability, classified asategory I- high solubility and high permeabilityategory II- low
solubility and high permeability, category IlI- higolubility and low permeability, and category INgw
solubility and low permeability.”;

3. Inthe said rules, in rule 74, after clause (pg,fillowing clause shall be inserted, namely.-
“(q) the applicant shall submit the result of bioe@lence study referred to in Schedule Y, alorit whe
application for grant of a licence of oral dosagenf of drugs specified under category Il and catedd
of the biopharmaceutical classification system.”.

4. Inthe said rules, in rule 74B, after clause (@, following clause shall be inserted, namely.-
“(8) the applicant shall submit the result of bioaglence study referred to in Schedule Y, alori the
application for grant of a licence of oral dosagenf of drugs specified under category Il and catgdd
of the biopharmaceutical classification system.”.

5. Inthe said rules, in rule 76, after clause (9%, fillowing clause shall be inserted, namely.-
“(20) the applicant shall submit the result of wjovalence study referred to in Schedule Y, alnith the
application for grant of a licence of oral dosagenf of drugs specified under category Il and catgdd
of the biopharmaceutical classification system.”.

6. Inthe said rules, in rule 78, after clause (¢, fillowing clause shall be inserted, namely.-
“(r) the applicant shall submit the result of biae@lence study referred to in Schedule Y, aloritty w
the application for grant of a licence of oral dpsdorm of drugs specified under category Il and
category IV of the biopharmaceutical classificataystem.”.



4 THE GAZETTE OF INDIA : EXTRAORDINARY [RRT II—SEC. 3(i)]

7. Inthe said rules, in rule 78A, after clause (B following clause shall be inserted, namely.-
“(9) the applicant shall submit the result of bioeglence study referred to in Schedule Y, aloritiy w

the application for grant of a licence of oral dpsdorm of drugs specified under category Il and
category IV of the biopharmaceutical classificataystem.”.
[F. No. X.11014/12/2016-DRS]
K. L. SHARMA, Jt Secy.

Note : Principal rules were published in the Official @ vide notification number F.28-10/45-H (1), ethtthe
21% December, 1945 and last amended vide notificationber G.S.R. 76(E) dated the’anuary, 2017.
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