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Cert ifica! I Certificate n ° : HMP/PT/164/201 0

Certificat de conforrnite d'un fabricant aux BPF
Certificate of GMP compliance of a manufacturer

Detivre a la suite d'une inspection contorrnement a I'Art. Issued following an inspection in accordance with Art, 111(5)
111(5) de la Directive 2001/831CE. of Directive 2001 /83 /EC .

L'Agence trancaise de securite sanitaire des produits de sante The French health products safety agency (Afssaps), the
(Afssaps) , autorite competente Irancaise, con firme les competent authority of France, confirms the following:
elements suivants :

La tabncant SHILPA MEDICARE LTD The manufactur er SHILPA MED ICARE LTD

Situe 4A. Deosugur Indl Est ate.
Deosugur ~ P.P. Shaktinagar, Raichu r
584 170 KARNATAKA
INDE

Located at 4A, Deo sugur Indl Est ate.
Deosugur - P.P. Shaktinagar. Raichur
584 170 KARNATA KA
INDIA

A ete inspects dans Ie cadre d'une ou de plusieurs
autonsatioru s) de mise sur Ie rnarche mentionnant des
tabricant s situes en dehors de la cornmunaute economique
europeenne contorrnernent a I'Art . 111(4) de la Directive
2001/83/CE transpose dans Ie code de la sante publique
francais,

Has been inspected in connection with marketing
authoriza tion(s) listing manufacturers located outside of the
European Economic Area in accordance with Art. 111(4) of
Directive 200 1/83/EC transposed in the French public health
code.

Vu les elements constates lors de l'inspection menee dans cet
etablissement du 08 mars 2010 au 10 mars 2010, Ie
fonctionnement de l'etablissernent est conforme aux principes
des Bonnes Pratiques de Fab ricatio n (BPF) des
substances actives (Partie II des BPF euro pee nnes). Ces
principes satistont aux recommandations des BPF de I'OMS,

From the knowledge gained durin g inspection of this
manufacturer, the latest of which was conducted from 8
March 2010 to 10 March 2010. it is considered that it
complies with the principl es of Good Manufacturing
Practice (GMP) fo r active subs tances (EU GMP Part II).
These principles fulfi l the GMP recomm endations of WH O.

Ce certificat retlete Ie statut de l'etabttssernent de fabr ication a
la date de J'inspec tion mentionnee ci-dessus at ne devrait pas
etre utilise pour reneter Ie statut de contormite au-dela de trois
ans a compter de la date d'inspection (soit jusqu 'au 10 mars
2013). date a laquelle l'autcrite cornpetente devra it etre
consultee.

This certificate reflects the status of the manufa ctur ing site at
the time of the inspection noted above and should not be
relied upon to reflect the compliance status if more than three
yea rs have elapsed since the date of that inspection (i.e. until
10 March 2013). alte r which the issuing authority should be
consulted.

l.'a uthenticite de ce certificat peut etre veriflee aupres de The authenticity of this certificate may be verified with the
l'autorite cornpetente. issuing authority,

Fabrication de substances actives I Noms des substances Manuf acture of act ive substances I Names of substances
soumises a l'inspection : subject to inspec tion:

• GEMCITABINE (CHLORHYDRATE DE) - GEMCITABINE HYDROCHLORIDE

Restriction s ou clarifications liees au champ d'application du Any restrictions or clarifying remark s related to the scope of
certificat : thi s certificate:

Neant Not app licable
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Pour Ie Directeur Generat at par delegation
Parempechementdu Directeur

de l'lnspection at des etablissements
Nom et signature de la personne respon sable La Chaf du dep'irt:ent des etablissernents
de l'autorite competente trancaise (Afssaps) A;;
Name and signature of the authonsed person
of the competent euttioti ty of Franc:e~(~A~fs:::s~a~p~s:!..I I--;t--'I;:- _
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