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World Class Medicines for

CANCER TREATMENT

Now in Bangladesh
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-

BHO 1108 Apgondin 01 Verslon |
Cenificate No: MTAIRHM 2020

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER'S

= IR ~ & 4 A _— L R+ Part |
- . ' Tsswed follawing an imspection In sccordance with Art, 111051 of Divective 2001 AVEC
The Medicines Authority of Malta confirms the following:
The manufscturer: Eskayel Pharmaceaticals Limited - Rupganj Plant

Site address: Oncology Unit, Sterile Facility, Murapara, Rupganj, Norayanganj, 1464, HBangladesh

Has been [nspecied in connection with marketing suthorisstions) listing manufscturers ocated ousside
of the European Economic Aren in secordance with An. |1 1(4) of Directive 2001 #1EC ranspossd (i
the fotlowsng national legislation: Art, 101A (10) of the Medicines Act (Chapier 458 of the Lawsy of
Mlalta)

Firom the knowlcdge gained during inspection of this manu{acturer. the batest of which was conducted on
12% = 7™ October 2019 it is considered that it complies with the Good: Manufacturing Praclice
requiremenis refermed fo in the principles and puideli of Gond M. ing Practice laid down In
Directive 2001 M EC’,

This certificate reflects the swtus of the manufactisring site st the time of the ispection anied above and
shiosild no4 be relied upon 1o reflect the comphiance ststiss if more than three vears have clapsed since the

daig of that inspection. However, this period of validity may be reduced or extended wsing regulatory risk
management peinciples by an eniry in the Resinciions of Clarifying remarks feld.

Thia certificate is valid only when presented with all pages and both Pans | and 2

The suthensicity of this centificate may be verified in EudraGMDP. 11 it does nol sppess, please contact
the issuing mithoriiy
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achieves one of the most prestigious & stringent accreditations

European Union Good Manufacturing Practice

for Sterile Injection & Oral Solid products

time in Bangladesh
and one of the few in Asia

SI+F

ESKAYEF PHARMACEUTICALS LIMITED



