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San Diego July 11", 2018

We, ACON Laboratories Inc. having a registered office at 10126 Mesa Rim Road. San Diego, CA 82121, USA

assign SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chiginau MD-2012,
Moldova , as authorized representative in correspondence with the conditions of directive 93/42/EEC, 98/79/EEC

and 90/385/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the registration

of medical devices on the territory of the Republic of Moldova.
ACON reserves the right to cancel this authorization at any time with a one month notice. If this is the case,

ACON will honor any obligation to supply to our representative SanMedico SRL all the products distribution
acquired or in the process of being acquired in Public Price bids and Public Tenders process.

Sincerely,

Jassy Alvarenga

Account Manager, International Sale

ACON Laboratories

ACON LABORATORIES, INC. © 10125 MESA RIM ROAD  SAN DIEGQ, CA 92121 T 858.875.8000
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ACON Laboratories, Incorporated
10125 Mesa Rim Road
San Dlego CA 92121 USA

We declare under our solo responsubllity that the in vitro diagnostic
o device:

Foresight HSV 1 IgG EIA Test Kit
Foresight HSV 2 IgG EIA Test Kit
Foresight HSV 1/2 IgG EIA Test Kit
Foresight HSV 1 IgM ElATest Kit
Foresight HSV 2 IgM EIA Test Kit
Foresight HSV 1/2 IgM EIA Test Kit

classified as others of the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro
diagnostic medical devices which apply to it

This self-declaration is according to Annex Il
(excluding Section 6) of the Directive.

Authorized Representative:
MDSS
Schiffgraben 41
30175 Hannover, Germany

A 1}
Signed this 9 day of G‘O.f— : 20173
in San Diego, CA USA ' fihs,

Qiyi Xie, MD, MPH
Senior Staff, Regulatory Affairs
ACON Laboratories, Inc.

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) 875-8000 - Fax: (858) 875- .
E-mail: info@aconlabs.com




claration of Conformif

ACON Laboratories, Incorporated
10125 Mesa Rim Road
San Dgie_gg,__ CA 92121 USA

We declare under our sole responsibility that the in vitro diagnostic
device:

Foresight Total T3 EIA Test Kit

classified as others of the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro
diagnostic medical devices which apply to it

This self-declaration is according to Annex |l
(excluding Section 6) of the Directive.

Authorized Representative:
MDSS
Schiffgraben 41
30175 Hannover, Germany

in San Diego, CA USA

Slgned this 96 day of A"&j , &‘Jf L{‘

< L ]
-

.......................

Qiyl Xie, MD, MPH
Senior Staff, Regulatory Affairs
ACON Laboratories, Inc.

—_iE SESE Vs =

LR —ae—a—— e — S

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) 875-8000 - Fax: (858) 875 99
E-mail: info@aconlabs.com

so




Declaration of Conformity

ACON Laboratories, Incorporated
10125 Mesa Rim Road
San Diego, CA 92121, USA

We, the manufacturer, declare under our sole responsibility that
the in vitro diagnostic device:

B Foresight® Toxoplasma IgG EIA Test Kit ]

classified as Annex |l List B of the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro
diagnostic medical devices which apply to it

This declaration is according to Annex IV of the Directive
and thus is based on approval by the notified body
TUV SUD Product Service GmbH,
Ridlerstrafle 65,

80339 MUNCHEN, Germany,
notified under No. 0123 to the EC Commission.

Certifcate No. V1 16 06 80997 012
valid 2016/08/24 to 2017/09/12

Authorized Representative:
MDSS
Schiffgraben 41
30175 Hannover, Germany

Signed this Zé‘ day of ﬁ?,o b 20/ é

in San Diego, CA, USA

Y —
7 Qiyi Xie, MD, MPH
Senior Staff, Regulatory Affairs & Clinical Affairs
Acon Laboratories, Inc.

- o .k

e

10125 Mesa Rim Road - San Diego, CA 92121, USA - Tel: (858) 875-8000 - Fax: (858) 875-809
E-mail: mfo@aconiabs com
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ACON Laboratories, Incorporated
10125 Mesa Rim Road
San Diego, CA 92121 USA

We declare under our sole responsibility that the in vitro diagnostic
device:

Foresight Total ‘T4 EIA Test Kit

classified as others of the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro
; diagnostic medical devices which apply to it

This self-declaration is according to Annex lll
(excluding Section 6) of the Directive.

Authorized Representative:
MDSS
Schiffgraben 41
30175 Hannover, Germany

Signed this _Q:é day.of ’a"""'\ . Qﬁ{\[’

in San Diego, CA USA J
7/,..-4 _ ;
""c':ii';a'zi;,'i\;{rjﬁ MPH
Senior Staff, Regulatory Affairs
ACON Laboratories, Inc.
——cEfEEE 1!

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) B75-8000 - Fax: (858) 875-8099
E-mail: info@aconlabs.com




ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We, the manufacturer, declare under our sole responsibility that
~ the in vitro diagnostic device:

ooooo
G

> Foresight® TSH EIA Test Kit
classified as others of the directive 98/79/EC,

~meets all the provisions of the directive 98/79/EC on in vitro
diagnostic medical devices which apply to it

This self-declaration is according to Annex llI
(excluding Section 6) of the Directive.

Authorized Representative:
Medical Device Safety Service GmbH
Schiffgraben 41

30175 Hannover, Germany

Signed this JA  day of November = 01 F
in San Diego, CAUSA

Jinn-nan Lin
President
Acon Laboratories, Inc.

gy =

10125 Mesa Rim Road - San Diego, CA 92121 - USA - Tel: (858) 875-8000 - Fax: (858) 875-8099
E-mail: info@aconlabs.com
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Product Service

CERTIFICATE

No. Q1N 16 05 42074 027

Holder of Certificate: Acon Biotech (Hangzhou) Co., Ltd.

No.210 Zhenzhong Road
West Lake District

310030 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Acon Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road, West Lake District,
310030 Hangzhou, PEOPLE'S REPUBLIC OF
CHINA

Certification Mark:

Scope of Certificate: Design and Development,
Production and Distribution of
In Vitro Diagnostic Test Kits
and Related Instruments,
Lancet and Lancing Device

Applied EN ISO 13485:2012 + AC:2012
Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2003 + Cor, 1:2008)
DIN EN IS0 13485:2012

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1610619
Valid from: 2016-07-15
Valid until: 2019-07-14
Date, 2016-07-08 %

Stefan Preil}
Page 101

TUV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrafe 65 . 80339 Minchen - Germa



XEMA CO., Ltd.

bldg. 48/4, Sth Parkovaya str, 105264, Moscow, Russia
Tel./Fax: +7 (495) 510-57-07, +7 (495) 737-39-36
E-mail: info@xema.ru, info@xema-medica.com
Internet: www.Xxama.ru, Www.xema-madica.com

STATEMENT

We, XEMA Co., Ltd. having a registered office at 48, 9™ Parkovaya st,
104264 Moscow, Russia, assign Sanmedico Srl. having a registered office
at str. A. Corobceanu 7A, apt. 9, Chisindau MD 2012, Moldova, as
authorized representative in correspondence with the conditions of
directive 93/42/EEC, 98/79/EEC and 90/385/EEC .

We declare that the company mentioned above is authorized to register,
notify, renew or modify the registration of medical devices on the territory
of the Republic of Moldova.

Date : November, 29, 2017

Signature: Andrei P. Redkin

Deputy general manager
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3A0 «3K01a6»142530 MockoBekas 004, r.9aexrporopek, ya.Byaennoro, a.1
e-mail: sekretar@ekolab.ru, Caiit : www.ekolab.ru

Teu: (49643) 3-1374, 3-2311, dpaxc (49643) 3-3143 @ 3 Ko.ﬂ a 6

WHH: 5035025076, KIIII: 503501001

bauk noayqarenn: [IAO Coepbanx Pocenn r. Mocksa

B Opexoso-3yesckom OCB Ne 1556/063

p/c 40702810040310124002

/e 30101810400000000225

BHK 044525225 .

21.03.2018

ABTOPU3ALUSA TUCTPUBBIOTOPA

3akpeiToe axumoHepHoe obmectBo «3KOnab» (Poceusi, 142530, Mockosekast 0611,
r.9nekrporopek, yn.Bynennoro, a.1) Hactosiumm noaTBepxkaaem , 9ro "SANMEDICO”SRL
(yn. KopoGusny 7A, kB. 9, r. Knumnés, PecnyGnuka Monnosa) sBaseTcs Haummm
IKCKIIO3MBHBIM IMCTpUOBIoTOpoM B PecnyGnmke MomaoBa ¥ OCyWIeCTBIsieT ydacTHe ¢
npogykumet 3A0 «3KOnab» B npoueaypax rocylapcTBEHHEIX 3aKyNoK TOBApOB Ha
TeppuTopiH Pecriybnmku Monnosa, OT CBOEro HMEHH BCAET TEPEroBOpbI, TPEACTABIACT
KOMMEPHECKHE MPEUTONEHMUS, 3aKII0Y4ET COOTBETCTBYIOIIHE JOTOBOPLI, @ TAKXKE OCYUIECTBISET
OCTaBKM yKa3aHHOM NMPOAYKLUHH Ha TeppuTopuu Pecny6imku Mosnosa,

[lonHomoums 1o HACTOSAIEMY ABTOPH3ALHONHOMY THCEMY HE MOTYT GBITh TIepesaHsbI

APYTHM NHLAM.

Hacrosiiee nucemo NefCTBHTENBHO ¢ MOMEHTA MOANHMCcaHns 1 10 31 aexabps 2018r,

Bopucos B.1O.
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