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February 04, 2014

To

The Listing Department
National Stock Exchange of India Limited
Exchange Plaza,

Bandra — Kurla Complex

Bandra (East)

Mumbai — 400 05|

To

The Listing Department

Bombay Stock Exchange Limited
Floor 25, P. ). Towers,

Dalal Street,

Mumbai — 400 001

Dear Sirs,

Sub: Certificate of Good Manufacturing Practice (GMP) Compliance of a Manufactorer

Indoco Remedies has received from State Institute for Drug Control (SUKL), Czech Republic. Certificate
of Good Manufacturing Practice (GMP) Compliance for their Gioa Plant 11 located at L-32,33.34 Vemna

Industrial Fstate, Goa 403722, The Certificate pertains to manufacture of Sterile Ophthalmic

Formulations.

The Plant has been inspected in connection with marketing authorization(s) listing manufacturers located
outside of the European Fconomic Area in accordance with Arl. 111(4) of the Directive 2001/83/EC
transposed in the following national legislation: Section 101 paragraph 3 of the Act No. 3782007 Coll..
on Pharmaceuticals and on Amendment to Some Related Acts (the Act of Pharmaccuticals) as amended,
From the knowledge gained during inspection of Plant 11. the latest which was conducted on 09/11/2013 it
is considered that it complies with the principles and guidelines of Good Manufacturing Practice laid
down in Directive 2003/94/EC.
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Directive 2001/83/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 6"

Navember 2001 relates to control of medicinal products for human vse in the European Union.

The GMP certificate confirms that the Plant fulfills the GMP recommendation of World Health
Organization (WHO)

A copy of the said certificate is enclosed herewith.

Yours faithlully,
For Indoco Remedies Limited

RZ e

/ Sundeep V Bambolkar
Jt. Managing Director
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CERTIFIEAT SVP PRO VYROBCE CERTIFICATE OF GMWIP COMPLLANCE OF A MANUFACTURER
Cinr 1 Part 1

Vydiany po inspekci v souladu s Chinkem 1115 Smérnice
2001/BI/ES a 1 §13, odst. 2, pism, 3 bod 3 rikona £, 378/2007
Sb., o Wivech a o rméndch nékterych souviseficich zakond
(rdkon o 8tvach), ve méni pordéiich pfedpesd.

Pivudnyg organ Cecke republity poterzuje ndstedu|icl:

Virobee.

Indoco Remedies

1-32, 33, 34, Verna Industrial Estate, Plant 1l, Vems, Goa
403 732 india

Adresa misto wijrohy.
1-32, 33, M, Vema industrisl Estate, Plant i, Vema, Goa
403 722 india

Byl inspeicovidn v souvitlostl § registraci obsahujicl seznam
vyrobcll se sidlem mimo Evropsky hospodifuky  prostor
v souladu Cnkem 111{4) smimice 2001/83/EC plevedamjm
do ndrpdnl legistativy |3kn:

§101 odst. 3 pékona £ 37E/2007 Sh, o lbvech a o rmEndch
nitkteryeh souvisejleich akondl (sdkon o léEmech), va mdnl
pordéiich pledpisd.

Ha rdkiadé nalost rigkanych béhem posiednd inspokce, terd
tryla prowedena dne 0611 7013, je temtn wiobce povibowin
7@ subjekt sphfujic

poladavky a ndvody dpravnd wyrobnl praxe s@ENOvens
smirnici 2003/94/EC

* Tyto podadavky spifu)i doporuden] S70 na SVP.

Tento centdikit odrdd stav wrobniho mista o fase wile
gminéné inipekce & nemélo by & spolthat na to, Iz bude
odrilet stav shedy po uphynuti wice ped T et od data
imspekce. Doba platnostl mide byt alcméng na ikl
regulatoenich priacipl frend izl prodidulena nebo rorscens
rapisem v oddile Cmazen neho vywdtien!

Tento certifikdt je platny, pouse jsou-li prediokeny viechiy
stranya casti 1 a 2.

Pravost tohoto certifikdtu mide byt owblens v EudraGhP
Pokud e nezobrazi, kontaktujie presim vyddvajicl autorita,

Certifiit VP spom ¢ sukh ) ABEER 201 3
Danune 7501, 2014
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S, Framtriek Choctrsa
eomail: posta okl o

Poduis

FomS 002-33710000. 3004 -..;

issued foliowing an inspection in accordance with Art. 111(%5)
ol Directive 2001/BY/EC and Section 13, paragraph 2, letter a,
point 3 of the Act Mo 378/2007 Coll., on Pharmaceaticals and
on Amendments 10 Some Related Acts (the Act on
Pharmaceuticais), as amended,

The compttent autharity of the Czech Republic confirms the
fallowing:

The manuf scturer;

Indoco Remedias Limited

L-32, 33, 34, verna industrial Estate, Plant I, Verng, Goa
403 722 india

Site addrews
1-32, 13, 34, Verna induitrisl Exmmte, Plant i, Vemna, Gos
AQ3 727 india

Has besn nspecied In  connection  with  marketing
autharisation]s) lsting manufacturers located outside of the
European Economic Arez in accordance with Am. 111(4) of
Directive 2001/23EC/ trampoted i the following national
eghlation:

Section 101 paragraph 3 of the Act Mo 378/2007 Coll, an
Pharmaceyticals and on Amendments to Some Related A
{the Act on Pharmaceuticals), as amended

Fram the knowledge gained during inspection of thix
manufacturer, the laest of which was conducted on
(9, 11,2013, it is considered that it complies with

The principles and guidetings of Good Manufacturing Practice
Laud chorwm i Durective 20035480

! These requirements fulfil the GMP recommendations of
WHO,

Thls certificate raflects the status of the manufactuing site at
the time of the mapection noted abowe and should not be
relfed upon to refiect the compliance status W more than
thiee years have elapsed sinte the date of that inspection
Howewer, this perind of vaiidity may be reduted or extended
using regulatory risk management ponciples by an entry i
the Restrictians or Clarfying remarks flald.

This certificate is valid only whaen presented with all pages and
both Parts 1 and 2.

The authenticity of this cerificate may be verified In
EudraGhP If it does not appedr, please contact the issuing
authority.

GRT Cerificete Mol R, wkiy126666/2013

Dave; 28012004
Page 1/2
LT

Phonp member «d 20 I71 1AS B32
Signature of the sithorised person of the competent authority




Cise 2
ﬁ Humdna léfhd pripravicy
1 VYROBN! OPERACE
1.1 Sterilni pfipravicy
1.1.1 Asepticky plipravovand (wirobni operoce pro ndshedijicl
iékave formy)
1.1.16 Ostatnd asepticky phipravované — nfnd
pligeaviny

1.5 Baleni
1.5.2 Sekunddrni balenf

1.6 Kontrola jakost|

161 Miroiwclogickd: reoudko no steriity

162 AMikrobiclogicks: mirobiologickd napdvodnost
163 Chermicid,/Fyriktini

hakikoli omezeni nebo wyivitleni vitahuicl se k rozsahu
certifikdtu:

Datum: 28.01.2014

Iména a podpis oprivndné osoby pHiluiného creny Cesle
republilcy

Frantilek Chuchma _dzitqf'_ﬁ—___./

widoud | Inspekinihg odbon

Statni ustay pro kontrole 1édy
Seobidrova 48

100 41 Praha 10

Ceski republika

@-mad posta@sukl of

tebelon: «420 272 1ES B32
fax: +420 271 732377

Cartifah it SWP wp rm okl | SBARES R 3
Cabwrn: T 012004

Srans 22

Iridnn: Frantifek Chuchma

a-rmaill postafitoskl oz

Padpi _.--a_df'.,
F-IMS 003-13,/10.01. 7014 :J

Pary 2
E H Medicinal P
1 MANUFACTURING OPERATIONS

1.1 Sterile Products
L.1.1 Aseptically prepared {peoceising operations for the
foficwing desage formi)
L1186 Other aseptically preparad products -
Optthalmi formulations

1. 5 Packaging
1.5.2 Secondary packing

1.6 Quality control testing

161  Micrabilogionl: steriy
162  Microbiologicol: non sreriity
163 Chemicol/Physicol

Arvy restriction o darihpng remarks retsted to the wope of
this certificate:

Date: 28.01.2014

name and gnatute of the authocised person of the
competent authority of the Crech Republic

Frantifes Chuchms
Head of the Inspection section

State Institute for Drug Contirol
Srobdrova 48

100 41 Prague 10

Crech Aepublic

e-mail: poylaSsuid.cr

phone: +420 172 185 £32

faoe: 830 271 732 377

GMP Centificare Rl o suide] 466852011

Date: 28.01. 2014

Page 2)12

Name

Phone nurber: «430 172 185 833

Ligraturs of the suthormed permon of the competest authassty

e ——————— S ———




