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The world-class pharmaceutical manufacturing facility of
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(Medicines and Healthcare products Regulatory Agency of the United Kingdom]
} Safeguarding public health \
i Certificale No: UK GMP 33831 Insp GMP 33631/544560-0001 \L“.
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CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
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Issued Inliowlng an inspection in :ccordam:n with Art. 111(5) of Directive 2001/83/EC
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The competent authority of the United Kingdom confirms the following:

The manufaciurer ESKAYEF BANGLADESH LIMITED

Site addross 400 SQUIBB ROAD
TONGI INDUSTRIAL AREA

ensures high standards of satety and quality
cadir e for Eskayet products

————  — —

BANGLADESH

Has been Inspecied in connection with markeling authorisation(s) listing manufacturers located outside of the
! European Economic Area in accordance with Ar. B{2V33(2V19{3F44[3]‘ of Regulation (EC) 726/2004 transposed in
| the followipg national legisiation: o

' || Regulation 3fs) of lhe Medicinas 7( uman Uqa (Ma autactu.ang Wholesale _ ﬁea!‘gg_ gn&_ Miscallaneous |
> 1] Amendments) Regulations (SI 20052 39) and Section f9{3) m‘the Medicines Act 1968 as amended

-, ppens:turopean &other highly regulated markets =
for Eskayef products
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From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on 23-26/06/2008, i is considered that it complies with the Good Manufacturing Practice requirements
referred lo The principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/EC,

This certificate reflects the stalus of the manufacturing site at the time of the inspection noted above
and should not be relied upon to reflect the compliance status if more than three years have elapsed
since the dale of that inspection, after which time the issuing authorty should be consulted

of Eskayet people

The authenticity of this certificate may be verified with the Issuing authority.

i g e v 7 L
+ :
._.}u W _'i-"'..:- ; _.' Ly r.

depicts the Total Quality Management approach l
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T 020 7084 2000 F 020 7084 2353 www.mhra.gav.uk
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