TR Fo Eho TFHo-33004/99

REGD.NO, D). L.-33004/99

@egmg of Judia

EXTRAORDINARY

T 1—EUE 3—IU-"Ug (i)
PART ll—Section 3—Sub-section (i)

WitER & wEfym
PUBLISHED BY AUTHORITY
| 384] w¢ foooll, qUER, FEATE 31, 2013/3TE0F 9, 1935
No. 384] NEW DELHI, WEDNESDAY, JULY 31, 2013/SRAVANA 9, 1935

e Td UREar e qarerd
(@R ud gitEar ey faamr)

v, s20(ar), T 3w T A & gz ot i AT
MﬁWwﬁMﬁ@&mmmw%ﬁm
& - |

Wﬁ?,%ﬁwwaﬁﬁd@wﬁﬁ?%ﬂﬁmaﬁﬂfﬁ%ﬁﬁ%@
Fafamtor, Y o Feeor 3 Frera ¥ Sy o8 Rfafae feom swfes #
qEeE A7 SR 2, N qIgER B aeRr ¥ iy ud dived e
et SRR, 1940 (1940 ¥ 23) HY ITRT 26 (%) BT T&T ARG FT T
+& gu st der WAL 379 () RA-18 9, 2013 F wRY

TS AT GRS T w7 A gr %
ﬁﬁ%@ﬁﬁﬂhﬁiﬁ@%ﬂﬁﬁaﬁﬁmﬁm

3355 G1/2013 . (H



THE GAZETTE OF INDIA : EXTRAORDINARY ﬂ/\m.l[ Sic. 3(i)|

|
aﬁ%maﬁzﬁmaﬁé%ﬁwwsﬁﬁ 2013 =T 379 UlY &
ﬁﬁﬁwwﬁﬁ%ﬁm%&%ﬁmaﬁ%aﬁvﬁwﬁwﬁ%%m

|

SAwfe & fAetaa #7 Feea frar strar sfRw aor = ot & aror s oo
ﬁwﬁﬁﬁﬁqﬁﬂmmﬁﬁnﬁaﬁaﬁmﬁﬂ%ﬁrww
ﬁ%ﬁr%wmmﬁﬁwgﬁm |

|

a?-aaaﬁwfér'a?ﬁﬁﬁm'aﬁaﬁﬁwmﬁ%ww ¥ AER
QHETUH@WTH qLALE. 379 (31) fewiw 18 o, 20133%%::11%1%3

m‘f%arsﬁ?rﬁrtwm-cﬁé

“TEATRETS S arRReTe I wf Eriete ¥ 5 ¥ T ¥
%@%ﬁ%@%ﬁw,ﬁﬁamﬁwﬁaﬁmsﬁwﬁﬁmﬁé

o faffmtarst 7 sroa &% av she 9o e y== st o frefefg
I FIAT T, .

1. {Haﬂﬂfﬁmmﬁww@gﬁ%ﬁﬁn%ﬁqmw%mﬁ?@
B smaT =R

2. Fafmtar #r 91 a1 e # Aty It/ S|Ear & T 9Oy 9 |
Wwar%m
ey gt y9rad & forg werg:

aﬁww&w%&rmﬁmwm%%mmﬁﬁﬁaﬁtﬁﬁ
AR R g Yo Y st A g€ €, 1 a7 @
S

. wﬁaﬁaﬁﬁﬁ%m%w%wmmﬁﬁm@w
£ qrer sk gargeTtar 1 adier FE e aifE g7 giata
far o 7% & e = ORI S @ e R
T &1 T 81 R AfEt Y o= § wuta wrEey 99 ar 6,
T TR 3T AT A RN Y (@R st
graretae, v ot w1 H ) |
o TIIEIN 7 A & 98, wﬁﬁﬁﬁwmwaﬁqﬁg%
fro et sra Sifay gt 1 geaiea far s =iy o,

i ,.-1;1]“r i Frglmrﬂmﬂ-ﬂm . t‘

O eSS C TR G i V| A




[ 9T 1L—@T8 3(i) ] ARG 1 TATH © SAGTER

[9F)

'wmaﬁnwmﬁm,@zgwwﬁmmaﬁrﬁwm
ST HTERITHRERATES & 89, A7 ot s 7 g Ivger

o T AR F TR F wga i ST T 2RI START 9T eamgds
=T o st it S % Sy gEvery Fw w7 A I Strar
1 3@ TRET F71 IR AW ST gUF F g1 o By s
Tiige T g ww & e o9 =R =ik
YIRS & 819 AT F0L ST g2 ArAd w1 ST FT

g 2|

[ 9§ 4-01/201 1 -Sret/faeire ]

3% b, Ugl, HgF Hidd
MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION |
New Delhi, the 31st July, 2013

G.S.R. 520(E)-—.Whereas the Central Government was satisfied that the use of
the drug Pioglitazone and all drug formulations containing Pioglitazone was likely to
involve risk to human beings and whereas safer alternatives to the 'said drug are
available;

Whereas, the Central Government was satisfied that it was necessary and
expedient to regulate by way of suspension, the manufacture for sale, sale and
distribution of the said drug in the country in public interest, and accordingly in exercise
of the powers conferred by section 26A of the Drugs and Cosmetic Act, 1940 (23 of
1940), the Centrai Government suspended the manufacture for sale, sale and
distribution of Pioglitazone and all formulations containing Pioglitazone for human use
through the notification number G.S.R. 379 (E) dated 18th June, 2013;

Whereas, the Drugs Technical Advisory Board has examined the issue of -

suspension of manufacture and sale of the said drug on 19" July, 2013 and has
recommended that the suspension of the drug should be revoked and allowed to be
marketed subject to certain conditions the manufacturers shall mention on their package
insert and promotional literature of the drug;

Now, therefore, on the basis of the recommendations of the Drugs Technical
Advisory Board, the Central Government hereby revokes the notification G.S.R. 379(E)

dated 18" June, 2013 subject to the following conditions as recommended by the Drugs |

Technical Advisory Board:-
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“Pioglitazone and ail formulations containing Piogiitazone for human use is
allowed to be manufactured for sale, sale and distribution subject to the condition
that the .manufacturers shall mention the following on their package msert and
promotional literature of the drug;

1. The drug should not be used as first line of therapy for diabetes. |

2. The manufacturer should clearly. mention following box warning in
bold red letters. '

- Advice for héalthcare professionals:

« Patients with active bladder cancer or with a history of
bladder cancer, and those with uninvestigated haematuria,
should not receive pioglitazone .

» Prescribers should review the safety and efficacy of
. pioglitazone in individuals after 3-6 months of treatment to
ensure that only patients who are deriving benefit continue to
be treated. Piogiitazone should be stopped in patients who -
do not respond adequately to treatment (eg, reduction in
glycosylated haemoglobin, HbA1c) '

_» Before starting pioglitazone, the following known risk factors
for development of bladder cancer should be assessed in
individuals: age, current or past history of smoking, exposure
to some occupational or chemotherapy agents such as
cyclophosphamide, or previous irradiation of the pelvic region

o Use in elderly patients should be considered carefully before
and during treatment because the risk of bladder cancer
increases with age. Elderly patients should start on the
-lowest possible dose and be regularly monitored because of
the risks of bladder cancer and heart fallure associated with -
pioglitazone.” -
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