STATEMENT

We, “Technology-Standard” Ltd. having a
registered office at 116/95, Kalinin
Prospekt, Barnaul, 656037, Russia, assign
SRL SANMEDICO having a registered
office at A. Corobceanu street 7A, apt. 9,
Chisinau MD-2012, Moldova, as
authorized representative in
correspondence with the conditions of
directive 98/79/EC.

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

“Tecnology-Standart” Ltd
116/95 Kalinin Prospekt
City of Barnaul, 656037, Russia

SRL SANMEDICO
A. Corobceanu street 7A, apt. 9,
Chisindu MD-2012, Moldova

3ASIBJIEHHE

Ms1, OO0 «Texuonorusa-Cranaapr,
UMelolIee 3aperucTpUpPOBaHHbIH 0duC 110
anpecy 116/95, mpocnext KannHusa, T.
Bapuayi, 656037, Poccus, nopy4aror SRL
SANMEDICO, umeromntyio
3aperuCTpPUPOBAHHbBINA O(UC HA YIULE
A.Kopo6uany 7A, k8. 9, Kumunés MD-
2012, MonmoBa, ObITh B KQUeCTBE
YIOJIHOMOUEHHOr0 MpeACTaBUTEIs B
COOTBETCTBUHM C YCJIOBUAMH JAUPEKTHUBBI
98/79/EC.

MBI 3asBJIsiEM, YTO YIIOMAHYTas BbILIE
KOMIIaHUSI UMEET NPaBO PEeruCTpUpOBaTh,
YBEAOMJISITH, OOHOBJISATE HIIHA
BO300HOBIATH PErHCTPALIHIO
MEIULNHCKUX U3IeUH Ha TePPUTOPUH
Pecrry6nuku Monjosa.

000 Pupma «Texnonorus-Cranaapr»
656037 Poccus r.bapuay,
np-kt Kanununa 116/95

SRL SANMEDICO,
r. Knmunés MD-2012, Monzgosa
yn. A.Kopo6Guany 7A, k8. 9

Jara: 01.12.2017
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YourTrusted~artne:
San Diego July 11", 2018

We, ACON Laboratories Inc. having a registered office at 10125 Mesa Rim Road. San Diego, CA 92121, USA

assign SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chisinau 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,

Yg@wu AL
Jassy Alvarenga

Account Manager, Internatio

ACON Laboratories

ACON LABORATORIES, INC. © 10125 MESA RIM ROAD ~ SAN DIEGO, CA 92121 + T858.875.8000 F 858.878
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— ZERTAFIKAT & CERTIFICATE =

Product Service

CERTIFICATE

No. Q1N 16 0542074 027

Holder of Certificate: Acon Biotech (Hangzhou) Co., Ltd.
N0.210 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:

tuv-sud.comips-cert

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

Applied EN SO 13485:2012 + AC:2012

Standa rd(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(1ISO 13485:2003 + Cor. 1:2009)
DIN EN 180 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 Prei
Page 1 of 1

{{ DAKKS

Leutsche

(4

TUV SUD Product Service GmbH - Zertifizierstelle  Ridlerstralie 65 - 80339 Minchen Germany




.%y .:?ﬁ é%%a%ﬁ Getein Biotech,Inc.

No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel: +86-25-68569084 Fax: +86-25-68568500 E-mail: overseas@ getein.com.cn

STATEMENT

We, Getein Biotech Inc. having a registered office at No.9 Bofu Road,
Luhe District, Nanjing (211505) China, assign Sanmedico SRL having a
registered office at A.Corobceanu str, apt. 9, Chigindu MD-2012,
Moldova , as authorized representative in correspondence with the
conditions of directive 98/79/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: 2018.02.23

A
PO\
Sales Directo%\%\ﬁ%\‘&é\\‘\\\g.

1
SteW




(' E Declaration of Conformity c € |

according to Directive 98/79/EC, on in vitro diagnostic medical devices

Maker Getein Biotech, Inc.
(Name, Address) No. 9 Bofu Road, Luhe District, Nanjing, 211505, China
Authorized

Lotus Global Co., Ltd

Representative
15 Alexandra Road, London UK, NW8 0DP

(Name, Address)

FIAB000 Quantitative Immunoassay Analyzer
Cardiac Troponin | Fast Test Kit

One Step Test for NT-proBNP (Colloidal Gold)

One Step Test for NT-proBNP/cTnl (Colloidal Gold)
One Step Test for CK-MB/cTnl/Myo (Colloidal Gold)
One Step Test for hs-CRP+CRP (Colloidal Gold)
One Step Test for D-Dimer (Colloidal Gold)

One Step Test for PCT (Colloidal Gold)

One Step Test for B,-MG (Colloidal Gold)

One Step Test for mAlb (Colloidal Gold)

One Step Test for NGAL (Colloidal Gold)

One Step Test for CysC (Colloidal Gold)

One Step Test for HCG+ (Colloidal Gold)
One Step Test for CK-MB/cTnl (Colloidal Gold)
One Step Test for CK-MB (Colloidal Gold)

One Step Test for HbA1c (Colloidal Gold)

One Step Test for TSH (Colloidal Gold)

One Step Test for TSH/T3/T4 (Colloidal Gold)

Medical device Description

Classification of products according to directive : Others

Batch/serial No. type, production term (if applicable)

EN ISO 14971:2012 EN ISO 23640:2015 EN ISO 13485:2016

Adhcatt EN 980:2008 EN 13612:2002 EN 18S015223-1:2012
i .a : EN-ISO 18113-2:2011 EN 1041:2008 EN ISO 18113-1:2011
coordination
ENISO 18113-2:2011 ENISO 18113-3:2011
standards:

EN-IEC 61326-1:2013 EN-IEC 61010-1:2010 IEC 61010-2-101:2015
EN-IEC 61326-2-2:2013

Signatory representative declares herein the above mentioned device meets the basic requirements of the
European Parliament and the Council’s in vitro diagnostic medical devices directive; 98/79/EC Annex lI1. |
This declaration of conformity is based on European Parliament and the Council's 98/79/EC directive Annex
Il The compiled technical file and quality system document according to 98/79/EC directive Annex Il are
testified and the quality system certificate has issued by TUV Rhemland (§hanghai) Co., Ltd.
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