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European Directorate for the
COAUMCaL CORELIL

C!uaht_l.-' of Medicines & HealthCare oF CUACF _ DOF L'ELIROPE

: E-:-rtjﬁuam:u of Substances Division

Certificate of suitability
No. R1-CEP 2001-291-Rev 01

Name of the :E:LI;EF-SEEH‘GE‘:
MEAT PEPTONES
Product codes: 'H:IE_, 130, 140, 144 and 147

Name of holder:
BIOTECHNICA INTERNACIONAL SA DE CV
Articulo 123 # 104, Col. Huertr:rs y Granjas de Brenamiel
San Jacinto Amilpas
Mexico-58285 Oaxaca

Site(s) of production: :
BIOTECNICA INTERNACIONAL SA DECV
Articulo 123 # 104, Col. Huertos y Granjas de Brenamiel
San Jacinto Amilpas
Mexico-68285 QOaxaca

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
R1-CEP 2001-281-REV 00

After examination of the information provided on the origin of raw material(s) and type of
fizssue(s) used and on the manufacturing process for this substance on the site(s) of
production mentioned above, we cerify that the substance MEAT PEPTONES meets
the crileria described in the current version of the monograph Products with risk of
transmitting agents of animal spongiform encephalopathies no. 1483 of the European
Pharmacopoeia, current edition including supplements.

- country {ies) of origin of source materials: New Zealand.
- nature of animal tissues used in manufacture: Bovine lungs -

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 nsk of transmnttmg
animal spongiform encephalopathy agents.

Manufacture of the substance shall take place In accordance with a su'ltiil:qré gLiality
assurance system such as 150 8001, and in accordance with the dossier submitted.

Failure to comply with thess provisions will render this cerificats void.

Address: 7, allée Kostner, CF 30026 - F - 67081 Strasbourg {Frunce)
Telephone: 33 (0p 3 85 <1 30 30 - Fax: 33 (00 3 88 41 27 71 - e-mail: cep@edoan.en
[nleroed @ hitpefamwsy_edgo,en



i The certificate is valid provided there has been no delerioralion in the TSE status of the

: EDLJI'ItI']F{IEE] of origin of the source material.
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Thiaf 'c.eml'nate is renewed from 2 December 2007 according to the provisions of
;Eesnfutmn AP-CSP (93) 5 as amended, and of Direclive 2001/83/EC and Directive

2&91!&2#&: and any subsequent amendment, and the related guidelines.
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DECLARATION OF ACCESS ffa beﬂ'ﬂedm b]-* fhe carificate holder under thelr own responsitilily]

Biotecnica Internacional Sa de E\f as halder of the cerdificale of suitability
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R1-CEP ED'EH-E'E"I Fl.ﬂ# ﬂ"[ f-nr MEAT PEPTONES
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hereby autherises ..,.... | ABORATORIOS.. ruﬂuﬂ. 'LA-
(rama of the pnmanerum:ai mrr:l,uan_\-',l

to use the Htu:wa-men!runad certificate of suitability in Hup;p:-l‘t ﬂHhElr app-llcahnn{s] for the following

.....

MEAT FEPTOME; Meot F'El:ltﬂ-l'lE' [Cot. Na, 1-5-0'3{]: Eﬂ-" arlclaqicnl Paptona
VCat. We, 1.5-115]; Proteose Paphtone {Cat, 16[!‘}:}; Frotanse Paptona # 3
(Cat. Mo, 1807}, Tryptane [Cat, Ne, 16120 Ur'ldh Ak !::p‘plu;ﬂ'{"Lcln far
Pronodisa TM Micrs and Molec Bioloagv Dehk tad Cul .
The holder alzo cerlifies ﬂ'lsﬁru: slgn cantluhanges 5 e .:.p.g.-‘éﬁ{.-."; E& :ﬁeéJc E“FEII'I‘]ELE EEP dossier
hawve been made since the granting of ihis version of the cerificate_:

Date and Signature (of the CEP holder): . oo © opog
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