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No.815/MFG/ WHO-GMP/DFDA/2019/ My 37
Government of Goa,

Directorate of Food & Drugs Administration,
‘DHANWANTARYI’ Opp. Shrine of the Holy Cross

A cnp, of ihas document/CERTIFICATE
Yoo) W% the Chamber

Bambolim, Goa-403 202

Dated |7/ 7 /2019

fitsd Signatory 45

Bomtuy Lhd&bex cf Commerce and Industr}gTAN PAUL PWN
Regn. No ............... Za'g JUL -

This is to certify that M/s. Lupin Limited, situated at Plot No. B-1 5, Phase |A, Verna Industrial
Area, Verna, Goa — 403 722, INDIA, are holding Drug Manufacturing License in Form 25
bearing No. 654 dated 09/03/2004 and in Form 28 bearing No. 833 dated 15/10/2009, issued
by this Administration under the provisions of Drugs and Cosmetics Act 1940 and Rules made
there under, to manufacture drug formulations at the premises situated at the above address.

It is further certified that the said firm Is following Good Manufacturing Practices as per
World Health Organization (WHO) specification in the manufacturing and testing of the said
categories of the products.

It is further certified that the sald firm is holding Certificates of Pharmaceutical products
granted under WHO-GMP certification schemes in the respect of drug products stated in
Annexure-l, and the same is valid till 12/03/2022.

The Firm is also subjected to inspection at regular intervals.

This certificate is issued at the request of M/s. Lupin Limited, situated at Plot No. B-15, Phase
IA, Verna Industrial Area, Verna, Goa — 403 722, INDIA ’
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Annexure - |

Attachment to certificate No. 815/MFG/WHO-GMP/DFDA/2019/ dated: ! 12018
"Sr. No| Name of thé | Product T "Compositlon | CoPPNo./Dated |
Abacavir and Lamivudine Tablets | Each film coated tablet Contalns: | 816/MFG/WHQ-GMP/DFDA/
01 USP 600/300mg Abacavir Sulfate USP 2019/307 dt. 14 JUN 2019
equivalent to Abacavir ....... 600 mg
O | Lamivudine usﬂa'.::.":.-.-f-..!'-.'-- YQOO_"!;WW,,,_,W*_ . e e R e
02 | Levetiracetam Tablets 260mg Each film-coated tablet contains: 815/MFG/WHO-GMP/DFDA/ |
Levetiracetam Lupin 260mg 250mg Levetiracetam - 2019/30 dt, 25 JUN 2019
1 03 | Levefiracetam Tablets 500mg | Each fim-coated tablet contains: { 816/MFG/WHO-GMP/DFDA/
Levetiracetam Lupin 500mg 500mg Levetiracetam 2019/31 dt. 25 JUN 2019
04 | Levetiracetam Tablets 750mg | Each film-coated tablet contains: : 815/MFG/WHO-GMP/DFDA/ l
Levetiracetam Lupin 750mg j 760mg Levetiracetam ; 2019/32 dt. 25 JUN 2019
05 | Levetiracetam Tablets 1000mg | Each film-coaied tablet contains: " 815/MFG/WHO-GMP/DFDA/
Levetiracetam Lupin 1000mg | 1000mg Levetiracetam { 2019/33 dt. 25 JUN 2019
06 | Lavetiracelam Exiended Release | Each film coated extended release tablet | 815/MFG/WHO-GMP/DFDA/ ~
3 Tablets USP 500 mg contains I 2019/34 dt. 25 JUN 2019
| _.| Levetiracetam USP ... 500 mg

o7  Levetiracetam Extended Release | Each film coated extended release tablet ”}”Bisf'M FG/WHO-GMP/DFDA/
Tablets USP 1000 mg contains | 2019/35 dt. 25 JUN 2019

; Levetiracetam USP ... 1000 my

%
| 08 | "Buproplon Hydrochloride Extended- | Each extended-release tablets contains: —~  815/MEG/WHO-GMP/DFDA/ I
I Release Tablets USP 150mg (XL) Bupropion Hydrochloride USP ....150mg 2019/158 dt. 25 JUN 2019 }
09 Bupropion Hydrochloride Extended- | Each extended-release tablets contains:  815/MFG/WHO-GMP/DFDA/. |
i ! Relsase Tablets USP 300mg (XL) | Bupropion Hydrochloride USP ....300mg 2019/160 dt. 25 JUN 2019
l’ ) 1‘0' Metformin Hydrochloride Exténded | Each extended release coaied tablets 815/MFG/WHO-GMP/DFDA/ |
‘ Release Tablets USP 500mg contains: 2019/228 dt. 25 JUN 2018
. Metformin Hydrochloride USP 500mg
" Metformin Hydrochioride Extended ' Each extended release costed tablets ~~  815/MFG/WHO-GMP/DFDA/
Release Tablets USP 1000mg contalns: 2019/229 dt. 25 JUN 2019

. Metformin Hydrochloride USP 1000mq |
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