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- Certification of Substances Department

Certificate of suitability
No. R1-CEP 2000-384-Rev 02

me ofmesmnce
FOETAL lOV'lNB SERUM
Product code SH 30084

Name of holders. =
GE HEALTHCARE LTD
433 Oid Hyghway, RD8

New Zealand-3180 Tauranga

Site(’s) of production; _
GE HEALTHCARE LTD

433 O Highway, RDB
New Zealand-3180 Tauranga

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
R1-CEP 2000-384-REV 01

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 FOETAL BOVINE SERUM meets the aniteria described in
the current version of the monograph Products with risk of transmitting agents of animal
spongiform encephalopathies no. 1483 of the European Pharmacopoela, current edition including
supplements.,

— Country{ies) of origin of source materials:
Australia

— Nature of animal tissues used in manufacture;
Foetal bovine blood

The submitted dossier must be updated ater any significant change that may alter. the quallty,
safety or efficacy of the substance, or that may alter the risk of transmitting animal spongiform
encephalopathy agents, )

Manufacture of the substance shall take place in accordance with a suitable quamy mrame
system, and in accordance with the dossler submitted.

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

Address: 7 Abbe Yastrer, CS 30006

B - ISIA #2554
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INTERNATIONAL SERUM
INDUSTRY ASSOCIATION

PO BOX 926, MCHENRY, MD, 21541, USA
PHONE: 301 387 4967 FANX: 301 187 7360

Dear Justmn and Greg,

Following the completion of the audits performed ending on March 9. 2016
by audstor

Norman Alayan of Burean Veritas

and the receipt of acceptable audit reports and recommendation by ISIA,
ISIA 15 happy to recognmize

GE Healthcare/HyClone

as being traceability certified according to the ISIA Traceability Program
subject to the following conditions:
1) The Brsbane facility must be re-aucited after a full vear of nanufactunng
2) The Pasching Facility is cenified for Distribution only. Priee to Mamufachuring in Pasching a
quality system awdit nst be performed to determine whether the facility has the systems to be
compliant. Then after one year the facility nmst be andited to the traceability checklist

Thas cemfication allows GE Healtheare/HyCloae to apply 10 wse the 1SIA Seal on its marketing
collateral materials such as website, brochures, letterhead, etc.
The Seal may not be used on product labels.
All uses of the ISIA Seal must be approved by the CEO of ISIA.
In addition, GE Healtbeare/HyClone will be listed as Tracealnhity Certified on the ISIA website,

This certification will be valid for a maxinum penod of three years from the date the audit report
(through Magch, 2019), and can be renewed upon completion of another successful audit, Should GE

Healthcare/HyClone not renew its certification, of meet the requirements stated above, it will be
semoved from the ISIA website and aust no longer ¢laim to be certified o use the Tracealulity Seal

Congratulations,

?dsqw»j QX \L’A@sﬁu\

Rosemary J. Versteegen Ph.D.
CEO
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