Intertek

EC Certificate

PRODUCTION QUALITY ASSURANCE

initial Certification Date

12 January 1999 Directive 93/42/EEC for Medical Devices, Annex V

Certificate lssue Date . . .

22 September 2008 We hereby declare that an examination of the under mentioned

production quality assurance system - restricted to the aspects of

ff?;f:fua:e Ez’g;';y Date manufacture concerned with securing and maintaining sterile
i conditions - has been carried out following the requirements of the

;he cefﬁf{ca;f_on is S,ui;fe_C?fo UK national legislation to which the undersigned is subjected,

thoir syston i Compliance transposing Annex V of the Directive 93/42/EEC on medical devices.

with the regulations stated We certify that the production quality system conforms with the

in this certificate, allowing | .. f th f fi d leaislati d th it

requiar assessments and re e:-vant provisions o _t e aforementioned legislation, an e resu

following the contracted entitles the organization to use the CE 0473 marking on those

requirerments of the Notified .

Body. products listed below.

This Certificate is for the

exclusive use of AMTAC's

client and is provided pursuant

to the agreement between . .

AMTAC and its Client Organization:

AMTAC's responsibifity and
fiability are limited to the terms

e sssmes  MIEDIMOP MEDICAL PROJECTS LTD

no liability fo any party, other

than to the Client in .

accordance with the 17 Hatidhar Street, Ra’anana, 43665, PO Box 2499, israel
agreement, for any loss,

expense or damage

occasioned by the use of this

Certificate. Only the Client is

authorized to permit copying or

distribution of this Certificate. : . - .
Any use of the AMTAC name Devices for the transfer, preparation and delivery of fluids and
or one of its marks for the sale d rugs:
or advertisement of the tested N :
: ; eedleless transfer devices
material, product or service A - R .
must first be approved in Vial adapters (Wlth and without fllters)
writing by AMTAC. Mix2 vial transfer device

AMTAC Certifivation Services Vented vial adapter w/wo inline filter

Limited is a Notified Body SwabaPRI)e vial adapter

according to Directive vl i i

93/42/EEC for medical M.lieCt for |nJect|0n .
devices, with identification Vial2Bag needleless transfer device
number 0473.

AMTAC Ceriification Services
Limited

Davy Avenue

Knowihil

Milton Keynes

MKS 8NL UK

& Telephone
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Email; acsi@intertek.com

Authorized Signatory:

{¢.vasy
AMTAC Certification Services Limited, Milton Keynes, UK



