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CERTIFICATE OF REGISTRATION

Benetech Inc.
555 Richmond Street West, Suite 508
Toronto, ON M5V 3B1 Canada

UL LLC® (UL) issues this certificate 1o the Firm named above, after assessing the Firm's quaity
system and findng it in comphance with

ISO 13485:2003 / Cor 1:2009
EN ISO 13485:2012

The design and development, manufacture and servicing of software used for the
calculation of the risk of prenatal anomalies

File Number A18124 Effective Date August 2, 2015
Certificate No. 10798568 PDWS Expiry Date August 1, 2018

Authonzed by
g i il s
,-?ﬁ.rz.// f"f‘r";ovzﬂ

Michael J. Windler, P.E.
Manager of Global Regulatory Service
Dsstingushed Member of the Technical Staft
UL Life and Hoalth Sclences
UL LLE

This qualty system regestration is included in UL's Directory of Registered Fums and applies (0 the provision of goods and'or services
as specifind in the scope of regisiration from the addressies) shown above By issuance of this centificate the fum replesents thal &
will mainiain Bs registration in accordance with the apphcable requirements This certficate is not ranslerable and remams the

property of UL LLC

UL g
333 Phingsten Road
Northbrook, IL 600622096 USA




Ontario

MINISTRY OF GOVERNMENT AND CONSUMER SERVICES

1 HEREBY CERTIFY AS FOLLOWS:

MOIRA VISOIU

of the Province of Ontario, whose name is subscribed to the attached
Instrument, was, at the time of subscribing thereto, a NOTARY PUBLIC
in and for the Province of Ontario, Canada, duly commissioned and duly
authorized by the laws thereof to administer oaths, to take affidavits
and to certify the proof of deeds and other instruments in writing to

be recorded within the said Province.

I FURTHER CERTIFY THAT I have compared the signature of the said
NOTARY PUBLIC subscribed to the attached Instrument with the specimen
signature of the said NOTARY PUBLIC filed in this office and verily
believe the said signature to be genuine; and THAT I have compared the
impression of the Seal of the said NOTARY PUBLIC appearing on the
attached Instrument with the specimen of the Seal filed in this office

and verily believe the impression of the Seal to be genuine.

IN TESTIMONY WHEREOF I have hereunto set
my Hand and affixed the Seal of the
Ministry of Government and Consumer
Services of the Province of Ontario at the
City of Toronto in the said Province this
twenty-second day of January, A.D. 2018,

TIida N #0

for the MINISTER OF GOVERNMENT AND CONSUMER SERVICES




L& Benetech

January 5, 2015

This letter is to confirm that:

Arad Tajhiz Azma Co. Ltd.

located at:

5/F, No. 47, Taghavi Alley
Sohrevardi Street
Tehran, Iran

is the official distributor of Benetech PRA software in the country of Iran. They are authorized
to sell and support all Benetech Pre-Natal Risk Assessment products within the territory.

Sincerely,

Les Hansen / / [
President =

Benetech Inc.

Benetech Inc. W“LL
555 Richmond Street West, Suite 508, Toronto, ON, Canada, M5V 3B1 ) S—-
www.Benetech.com g agniary 12, Y



CERTIFICATE OF REGISTRATION

Benetech Inc.
555 Richmond Street West, Suite 508
Toronto, ON M5V 3B1 Canada

UL LLC® (UL) issues this cortificate to the Firm named abave, after assessing the Firm's qualty system
and finding it in compliance with

ISO 13485:2003

The design and development, manufacture and servicing of software used for the
calculation of the risk of prenatal anomalies

File Numbar A18124 Effective Date August 2, 2015
Certificate No. 10798568 AZBA Expiry Date August 1, 2018

Authorized by
WD Acoredaet & 4
- '?‘*4{;‘}“‘4‘
Michael J. Windler, P.E.
Manager of Global Regulatory Service
Asnasdié (EH_ ), Distinguished Member of the Technical Staff
UL Life and Health Sclences
UL LLC

This quality system registration is included in UL's Directory of Registered Firms and apphos (o the provision of goods and/or services
as specified n the scope of registration from the addross(es) shown above By Issuance of this corlificale the firm represants that it
will maintain its registration in accordance with the apphicable requiramaonts  This certificate s not trandferable and remains the

proparty of UL LLC

UL is a CMDCAS UL LLC

. s 333 P ten Road
Recogn'zed Reg'Strar Northbrook, iL 600:&‘:‘28;0‘;‘6 S;A

UL and the UL logo are Lrademarks of Underwriters Labotitonies ing © 2011



EC CERTIFICATE

Benetech Inc.

555 Richmond Street West, Suite 508
P.O. Box 704

Toronto

Ontario M5V 381

Canada

EC Certificate - Full Quality Assurance
System Approval Certificate

Annex IV, section 3 of Council Directive 98/79/EC on In Vitro Diagnostic
Medical Devices

Scope of Certificate
The design and development, manufacture and servicing of software used
for the calculation of the risk of prenatal anomalies,

Device Classification
Annex Il List B

Device Descriptions
Benetech PRA Software for estimating the risk of having a fetus with a
range of congenital abnormalities including Trisomy 21

Model:
Ixxx
File Number A18124 Cycle Start Date 21 August 2015
Centificate No. 679150821 Efective Date 21 August 2015
Expiry Date 21 August 2018
Authonsed by
Paul O Dea
Certification Manager

For and on Behaf of UL Irternational (UK) Lid

We hereby declare that an examination of the full quality assurance system has been carried out per report

rements of the national legisiation to which the undersigned is subject, transposing
Annex 1V (with the exemption of sections 4 and 6) of Councl Directive 98/79/EC on In Vitro Diagnostic Medical
Devices. Wa certify that the full guality sssurance system conforms with the relevant provisions of the
aforementioned directive and Is subject to periodic survelllance as required by 98/79/8C, Annex IV, Section 5. For
Annex 11, List A devices whera they are covered by this certificate, an EC Design Examination certificate according to
98/ 79/EC, Annax IV, Section 4 s required.,

Notiﬂed BOdy UL international (UK) Limited
Wonersh House, The Guildway, Oid Portsmouth Road,
Guildford, Surrey, GUY 1R, United Kingdom

OO MNp 100ES 2 0



