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Certificate of Registration
of Quality Management System
to 1.S. EN ISO 13485:2012

The National Standards Authority of Ireland certifies that:
Wallac Oy

Mustionkatu 6

FI-20750, Turku

Finland

has been assessed and deemed to comply with the requirements

of the above standard in respect of the scope of operations given
below:

The design and manufacture of in-vitro diagnostic
test kits, in-vitro diagnostic reagents, in-vitro
diagnostic instruments and software used in the
diagnosis and monitoring of cancer, fertility,
endocrine disorders and in the management of
maternal health screening, neonatal screening,
prenatal screening and as an aid in diagnosis.

Additional sites covered under this multi-site certification are listed on the Annex
(File No. MD19.4443)

ApprOVEd by = Approved byl 7 A% A, /51-
Kevin D. Mullaney /_.. Susan Murphy /;i/(\»’ e /'f i/l"i B

Chief Executive Officer Risk Management Officer

Registration Number: MD19.4443
Certification Granted: Apr 30, 2009
Effective Date: Apr 30, 2015
Expiry Date: Apr 29, 2018

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800

For a correct and true copy.
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Annex to Certificate number MD19.4443

Scope of Registration :

The design and manufacture of in-vitro diagnostic test kits, in-vitro
diagnostic reagents, in-vitro diagnostic instruments and software
used in the diagnosis and monitoring of cancer, fertility, endocrine
disorders and in the management of maternal health screening,
neonatal screening, prenatal screening and as an aid in diagnosis.

Activity Location

Headquarters, Design, Wallac Oy
Manufacture Mustionkatu 6
FI-20750, Turku
Finland
File No.: MD19.4443

Design PerkinElmer Health Sciences Inc., R&D Waltham
940 Winter Street
Waltham, MA 02451
USA
File No.: MD19.4443/A

For a correct and true copy.
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PAI SU QUAN NUOC CHXHCNVN TAI PHAN LAN
EMBASSY OF THE S.R OF VIETNAM IN FINLAND

CHUNG NHAN / HQP PHAP HOA LANH SU/
CONSULAR AUTHENTICATION
Quicgia:  VIET NAM

Country:

Gidy 16, tai hidu ndy

This public document
DoOng(Ba):  Paivi Syrjasuc ky
Has been signed by
Vi chirc danh:  Thur ky
Acting in the capacity of
Vicondiucia B NGOAI GIAQ PHAN LAN
Bears the seal slamp of

duoc chimg nhin/hop phap hoa linh sy
Ci

ertified
5 m. Helsinki 6 N,a,. 2 & 20

C:r quan ciip - 94JSUQHAN~M CHXHCN VIET
NAM TAI PHAN LAN




