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ey AT TRAR F 17 HATET
(T 3R gRE wegmor famD)

st
7% faeett, 3 ardier, 2017

r1.#1.17.327(31).—=ufer 3T yamres aradt 39, 1945 FT S Hored e & oe wiqaq F=87 w1 9
gty oY swETas ATt srferfe=e, 1940 (1940 T 23) i a=T 12 3T gmr 33 it AUATIATL TR & (I,
FETTL, AT 11, G 3, IUEs (i), G 2 FEa<r, 2017 § TRITT ATCT TR F TATEST A THETE FedT0 GA7aq
(FATE=T ST aETe wearor faam) #F srfegEar /. avan . 102(3), I 2 weadt, 2017 g T A =1 o
e g 39 asft aatrat &, s 399 g9rfaa g & /9radr g, 39 ag 7, Seer 3% sfeemer are 9ea &
TSI it TAAT STAT Al ITAsd FA & e off, Tarerty faa &t srafer i qarfa & 93 arerd oy gzma smwft>a o
o,

SIY I A SIS Al ATAAT STAAT H AL 2 FEAS, 2017 FT ST FIT AT TS AT |
1Y Fea T HEHIE G0 36 AT 6 Hae § a7 6 977 rerdi o gaar 92 o= fhar w2

qq:, A, Feal T TCRTL, ST T THTE T Afarf=a, 1940 (1940 71 23) ¥ &7 12 i< a1er 33 F
T IRAAT FT TIRT FId g, AT ThAhl GATGHIE dle F TUHET FA 6 THTq, A0 A7 Fore arat «q9,

1945 T &fi¥ FeTed Fi3d & forw Maferfaa Faw =t g, sraiq-

1. (1) == R 1 "ferg A sfrafer i sErye arnft (797 goarg) [=w, 2017 2 1
(2) T TSI F I THTIA 0l TG T i |
2. sirafer ofiT sETee Tt e, 1945 (g =08 =oe 1aTq 3o A Fgr T e) & Faw2d, 9= (F) %

wearq et @ sa:eafaa fhar s, aaig-

() SIS AR THTOT TUITeAT” & UHT TOrTet Afesa § S Tt 1- 37 faerar s 3g arrear, waw 2 - /s
fAerTaT 3T 3g qTredT, Yad 3 — 39 Aear oY 9 ararear o et 4-F fEerar s A arerear #
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w9 § Ffigd ATatert F fEeaar s I dr & e 9T aR16hd Fd & o0 SN § 912 St 8 17

3. I =t & Faw 74 9, @ (T) F T Retatad @ saenta B s, soiq-
“(F) SR, AT FAATHTOT TOTAT 6 Tav1 2 T qav 4 % orefi fafafde qeft gae w0 & siufeat #
AAHATH F AT & (oI ATAEH & a1 A1 7 H [AEe Saaaqeadar sreaae & T s qa 3 1)

4. 3 Tt & e 749 9, @< (7) % weanq etated g siaefaT e smo, srai-
“(8) STAR, STAVUS AITHLI TUTST F Yadt 2 ¥ 9av 4 & qefiq fAfafae qet g w7 it siufe=t &
AATH o ST o [T A A1 ALAT 7 § [ Saaaqedar steaa+ & qhoms Teqd Ha

5. I faewt & 7w 76 9, @ (9) & T et @ sia:wantaa fomar s, sraa-
“(10) STaEH, STAHTST AR TUTAT o6 Ta31 2 3T Fa9 4 % orefiq AfAfEe qeft gos =7 & siufe=t i
AATH o ST o [T A AT ALAT 7 § [ Saaagedar sreaa+ & qhoms Teqd Ha

6. I faewt & e 78 9, @ (7) & weanq et @ siaearfua fram smosm, sraia-
“(F) SATAEH, ATHUS AT TUTSAT 6 Ta91 2 2 g2 4 & qefig FAfAfEe qe@ft gas = 6it sfufeat St
AAHATH F AT & oI ATAEH & a1 A1 7 H e Saaaqeaar sreaae & afoms ye=qa 3 1)

7. I A=t % Faw 78% ¥, @ (8) % waTq Mwferfad @ sia:wamfua foar o, srai:-
“(9) ATAEH, AAHTUS A(HLT JUTAT o Fa« 2 3T Taw1 4 & Fefiq AAEe gt gus =1 &t sfufe=i i
AAHATH & AT & (oI ATAEH & a1 A1 7 H [AEe Saaaqeaar sreaae & T s qa 3 1)

[®7. 5. TaE. 11014/12/2016-StsmTuH]

Fead AT THT, Hh qFa

feoqur — g7 Fw W & T § AfeeEET 9. t.28-10/45-t=(1), A 21 fiaway, 1945 gy g e o o
A I°H e Ferrg steg=mT 7. /r.%71.57. 303 (31), @ 30 714, 2017 F1=7 fohar 3m 97 |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 3rd April, 2017

G.S.R. 327(E).—Whereas the 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) in the Gazette of India,
Extraordinary, Part II, Section 3, Sub-section (i), dated the 2nd February, 2017 vide notification of the Government of
India in the Ministry of Health and Family Welfare, number G.S.R. 102(E), dated the 2nd February, 2017 for inviting
objections and suggestions from all persons likely to be affected thereby before the expiry of a period of forty-five days
from the date on which copies of the Official Gazette containing the said notification was made available to the public;

And whereas the copies of the said Gazette were made available to the public on 2nd February, 2017;

And, whereas, objections and suggestions received from the public on the said rules have been considered by the
Central Government.

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

1. (1) These rules may be called Drugs and Cosmetics (Ninth Amendment) Rules, 2017.

(2) They shall come into force on the date of their publication in the Official Gazette.
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2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 2, after clause (a),
following shall be inserted, namely,-

(aa) “biopharmaceutical classification system” means a system used to classify drugs on the basis of solubility
and permeability, classified as category I- high solubility and high permeability, category II- low
solubility and high permeability, category III- high solubility and low permeability, and category I'V- low
solubility and low permeability.”;

3. Inthe said rules, in rule 74, after clause (p), the following clause shall inserted, namely.-

“(q) the applicant shall submit the result of bioequivalence study referred to in Schedule Y, along with the
application for grant of a licence of oral dosage form of drugs specified under category II and category IV
of the biopharmaceutical classification system.”.

4. In the said rules, in rule 74B, after clause (7), the following clause shall inserted, namely.-

“(8) the applicant shall submit the result of bioequivalence study referred to in Schedule Y, along with the
application for grant of a licence of oral dosage form of drugs specified under category II and category IV
of the biopharmaceutical classification system.”.

5. In the said rules, in rule 76, after clause (9), the following clause shall inserted, namely.-

“(10) the applicant shall submit the result of bioequivalence study referred to in Schedule Y, along with the
application for grant of a licence of oral dosage form of drugs specified under category II and category IV
of the biopharmaceutical classification system.”.

6. In the said rules, in rule 78, after clause (q), the following clause shall inserted, namely.-

“(r) the applicant shall submit the result of bioequivalence study referred to in Schedule Y, along with the
application for grant of a licence of oral dosage form of drugs specified under category II and category IV
of the biopharmaceutical classification system.”.

7. In the said rules, in rule 78 A, after clause (8), the following clause shall inserted, namely.-

“(9) the applicant shall submit the result of bioequivalence study referred to in Schedule Y, along with the
application for grant of a licence of oral dosage form of drugs specified under category II and category IV
of the biopharmaceutical classification system.”.

[F. No. X.11014/12/2016-DRS]
K. L. SHARMA, Jt. Secy.

Foot note: Principal rules were published in the Official Gazette vide notification number F.28-10/45-H (1), dated the
21st December, 1945 and last amended vide notification number G.S.R. 303 (E) dated the 30th March, 2017.
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