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San Diego July 11", 2018

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 modtfy 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 Safes -

ACON Laboratories

ACON LABORATORIES, INC. ' 10125 MESA RIMROAD ~ SAN DIEGO. CA 92121 - T 858.875.8000 F 858.875/8608+ atok
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ZERTIFIKAT ¢ CERTIFICATE #

Producl 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

Standa rd(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2003 + Cor. 1:2008)
DIN EN ISO 13485:2012

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
abave 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 Preify
Page 1 of 1

(( DAKKS

Deutache

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany




3A0 «3K012a6»142530 Mockosckas 06, r.2aekrporopcek, ya.Byaennoro, a.1
e-mail: sekretar@ekolab.ru, Caiit : www.ekolab.ru

Tea: (49643) 3-1374, 3-2311, paxc (49643) 3-3143 @ 3 KOﬂa 6
e ——

WHH: 5035025076, KIIII: 503501001

bauk nonyqavens: IIAO Chepbank Poceun r. Mocksa
B Opexoso-3yeBckom OCB Ne 1556/063

p/c 40702810040310124002

Kk/c 30101810400000000225

BHK 044525225

21.03.2018

ABTOPU3ALIMA IUCTPUBBIOTOPA

3akpeiToe aknuorepHoe obmectBo «IKOnab» (Pocemst, 142530, Mockosckas o06mn.,
r.OnekTporopek, yi.Bynensoro, a.1) HacTosmMm noarsepxzaaem , yto "SANMEDICO”SRL
(yn. Kopobusmy 7A, kB. 9, r. Kuumnés, PecnyGnuka Monmosa) sBiseTcs HAmMM
IKCKJIFO3MBHBIM TMCTpUObIOTOPOM B PeciyGnuke MonzoBa M ocymiecTBifeT ywdacTHe c
nponykume 3A0 «3KOnab» B npoueaypax rocyJapcTBEHHEIX 3aKyIOK TOBApPOB Ha
TeppuTopuH PecryGnmki Monnosa, OT CBOero HMeHH BelET NEpEroBOpHI, MpelCTABISET
KOMMEPHCCKHE MPEINIOKCHHS, 3aKTI0YaeT COOTBETCTBYIOIIHE JOTOBOPBI, @ TAKXKE OCYMIECTRIAET
MOCTaBKM yKa3aHHO# NPOAYKUMH Ha TeppuTophu Pecny6mmuku Monzmosa,

Tlonsomoums no HacToseMy aBTOPH3ALHOHHOMY TIHCEMY HE MOTYT GBITh MEpeaaHbl
APYTMM THUAM.

Hacrosimee nucsmo neficTBuTeNBHO ¢ MOMEHTA moxmHcanus w 10 31 nexabps 2018r.

lenepanbhbIii aupekTop /70 N Bopucos B.1O.
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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,
Chigindu 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,
Chisinidu MD-2012, Moldova

Date: 01.12.2017 gy,
Director: Mr. A 2 A

Signature:

3ASIBJIEHHE

Msi, 000 «Texnonorus-Cranaapty,
HMeIOLIee 3aperuCTPHPOBaHHBIN O(HC 110
anpecy 116/95, npocnexr Kanununa, r.
bapnayn, 656037, Poccus, nopyuatot SRL
SANMEDICO, umeromuyio
3aperucTpUpOBaHHbIN oduc Ha ynuue
A.Kopo6uany 7A, kB. 9, Knmunés MD-
2012, Monnosa, ObITh B KAaYeCTBE
YIOJITHOMOYEHHOTO MPEACTABUTEJIS B

COOTBETCTBHMH C YCJIOBHAMH JUPESKTUBLI
98/79/EC.

M&1 3asBnsieM, YTO YIIOMSHYTAs BhIIIe
KOMIIAHMA MMEeT IIPaBO PEruCTPUpPOBATS,
YBEIOMJIATH, OOHOBJIATE HITH
BO300HOB/ATH PETHCTPALIMIO
MEAMLHHCKHX M3/EIUH Ha TepPUTOPHH

' Pecrry6muku Monzosa.

00O Pupma «Texnonorus-Cranaapr»
656037 Poccus r.baprayn,

np-kt Kanuauua 116/95

SRL SANMEDICO,
r. Knmunées MD-2012, Monaosa
yi1. A.Kopobuany 7A, kB. 9
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