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European Directorate for the
' Qwality of Medicines & HealthCare OF EURGPE bt umcre

Certification of Substances Division

Certificate of suitability
No. R1-CEP 2001-299-Rev 01

Name of the substance;
BEEF EXTRACT POWDER
Product code 150

Name of halder:
BIOTECNICA INTERNACIONAL SA DE CV
Articulo 123 # 104, Col. Huertos y Granjas de Brenarmisl
San Jacinto Amilpas
Mexico-68285 Oaxaca

Site(s) of production:
BIOTECNICA INTERNACIONAL SA DE CV
Articulo 123 # 104, Col, Huertos '_.r Granjas de Brenarmiel
San Jacinlo Amilpas
Mexico-68285 Oaxaca

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
R1-CEP 2001-293-REV.00

After examination of the information provided on the origin of raw material(s) and type of
tissue(s) used and on the manufacturing process for this substance on the site(s) of
production mentioned above, we certify that the substance BEEF EXTRACT POWDER
meets the criteria described in the current version of the monograph Products with risk
of transmitting agents of animal spongiform encephalopathies no: 1433 of the European
Pharmacopogia, current edition including supplements. :

— countries of origin of source materials: Mexico, - United States of
America and Mew Zealand

— nature of animal tissues used in manufacture; Bovine skelaial muscle and
bovine bones (free from skulls,
spinal cord and veriebrae) .

The submitted dossier must be updated after any significant change that may alter the
quality, safety or efficacy of the substance, or that may alter the risk of transrnlﬂlng
animal spongiform encephalopathy agents.

Address: 7, allée Kagtmer, CF 30026 - F - 67081 Strasbourg {France}
Telephone; 33 (03 3 88 41 30 30 - Fax: 33 {00 3 88 41 27 71 - e-muil: cop@@edgm.eu
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Manufacture of the substance shall take place in accordance with a suitable quality

“assurance system such as 130 8001, and in agcordance with the dossier submitted.

Fﬁililre to comply with these provisions will render this certificate void.

The ﬂeruf;ale is valid pravided there has been no deterioration in the TSE status of the

cuuntry{las} c:nf origin of the source material.

This =+:artrﬁt:ate is renewed from 23 October 2007 according to the provisions of
Resolution AP-CSP (93) 5 as amended, and of Directive 2001/83/EC and Directive
2001/82/EC and any subsequent amendment, and the related guidelines.

This certificate has:
lines.

¢ %0

m

[——— LD-..H..’!“-{-'H'L_
T

D|renlnr of EDOM & HealthCare

Strasbourg, 11 February 2008

DECLARATION OF ACCESS (to be filed in by the centificate holder uhdar thair ouwn responsibility)

Biotecnica Internacional 3a de GV, as holder of the cadificate of suitability

R1-CEF 2001-288-Rev 01 for _EEEF EXTRACT POWDER

heraby authorises ... ... LAEﬂRATﬂMUquMEn‘ q_ 'ﬁ' ........ Ay

inarme of the phamacewhical mmp&nj.-;l

iz use the above-mentioned cerificale of suitability in support r:ufﬂ'l-Elr appllcat.lnm;s} for the following
Marketing Aulharisation(s). iname of produchs) and markefing ﬂunme.r{ﬂ: J.rknmwa}

BEEF EXTRACT POWDER,- Extract [Cat. Ho. 1700], f“clsa,in 'l' £ Peptone
(Cat. Ma. 1403) and it opplication for Promadisa TM Miera l:lﬁd
Molecular B"U‘l‘:’q'.l" Dehydrated Tulture Yadino.

The holder also cerlfies thal no significant changes o the operabons as described in the CEF dossier
have been made since the granting of this version of the cerlifi b gy

Date and Signature (of ke CEF holder):  gaprH 5, 2008
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