Data:

FORMULARUL OFERTEI (F3.1)

27.11.2018

Licitatie deschisa

Catre:

L.MLS.P. Spitalul Cancelariei de Stat

SEL Sanmedico declard ci:

a)

b)

c)

d)

h)

Semnat:
Nume;

In calitate de: Administrator
Ofertantul: SEL Sanmedico

Adresa;
Diata:

Au fost examinate §i nu existd rezerviri fajd de documentele de licitajie, inclusiv
modificarile nr. (nfa);

SRL Sanmedico se angajeazi sa furnizeze, in conformitate cu documentele de licitatie
§1 condijiile stipulate in specificatiile tehnice si de formare a preturilor, urmatoarele
bunuri gi/sau servicii: , Achizifionarea reagentilor de laborator necesare pentru
anul 2019™:

Preful total al ofertei constituie: Suma totald fara TVA: 216 318,08 lei (Douii sute
saisprezece mii trei sute optsprezece lei, 08 bani);

Suma totald cu TVA: 235 354,53 lei (Doui sute treizeci si cinci mii trei sute cincizeci
si patru lei, 53 bani);

Prezenta ofertd va rimine valabila pentru perioada de timp specificatd in FDA4.8.,
incepind cu data-limitd pentru depunerea ofertei, in conformitate cu FDAS.2., va
ramine obligatorie §i va putea fi acceptatd in orice moment pind la expirarea acestei
perioade;

In cazul acceptérii prezentei oferte, SRL Sanmedico se angajeazi sa obtini o Garantie
de bund execujie in conformitate cu FDA7, pentru executarea corespunzitoare a
contractului de achizitie publica;

Nu sintem in nici un conflict de interese, in conformitate cu punctul IPO5.4;
Compania semnatard, afiliafii sau sucursalele sale, inclusiv fiecare partener sau
subcontractor ce fac parte din contract, nu au fost declarate neeligibile in baza

prevederilor legislajiei in vigoare sau a regulamentelor cu incidentd in domeniul
achizitiilor publice, in conformitate cu punctul IPOS.5;

Vitalie Goreacii

mun. Chisinau, str. Petricani 88/1 Jf'j_[!-:
27 Noiembrie 2018
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ORDIN DE PLATA NR.: 5857 TIP.DOC., 1
DATA EMITERII:Z& noiembrie 2018
PLATITI: 2164-00 LEI: Doua Mii Una Suta Sasezeci si ¥

Patru lei 00 bani ;

PLATITOR: (R) SRL SANMEDICO CODUL IBAN:MD34VIO22241400000157MDL
CODUL FISCAL :1003602008154 / H

-

ar we

PRESTATORUL PLATITOR CODUL BANCITI:
BC VICTORIABANK SA Fil 14 Chisinau tVICEMD2X446:
BENEFICIAR (RYACSR SR CODUL IBAN:MDZSMLOOO0O000Z2251806281:

CODUL FISCAL :1006601003%68

CEECT Y

PRESTATCRUL BENEFICIAR CODUL BANCII:

BC"Moldindconbank"5.A. suc."Telecentru" Chisinau tMOLDMDEX 306

DESTINATIA PLATII:;PLATA PENTRU GARANTI
PENTRU OFERTA LA LICITATIA DESCHISA DI
27.11.2018 Fara TVA.

TIPUOL TRANSFERULUI
NORMAL/URGENT : N:

=y

aa as ms oaw
.

CODUL TRANZACTIEI:O01:
DATA PRIMIRIT:26/11/2018 :
DATA EXECUTARIT: :

D T e R R S T ]

SEMNATURA PRESTATORULUI

aw aw

MOTIVUL REFUZULUI £ L.B.

https://client.dotbank.md/BOL. WebClient/Reports/Print/Files/e8d733e4-7532-44b5-b... 11/26/2018



FORMULAR INFORMATIV DESPRE OFERTANT (F3.3)

Data: 27.11.2018

Licitajie deschisa

Pagina __ din__

si/sau serviciilor similare

ofertantului in livrarea/prestarea bunurilor

A. Ofertanti individuali
1. Informatii generale .
1.1 Numele juridic al ofertantului SRL ,,Sanmedico™
| Adresa juridicd a ofertantului in {ara Republica Moldova, MD2012, mun.
inregistrarii Chisindu, str. A.Corobeeanu, 7A, ap.9
1:3: Statutul juridic al ofertantului Societate cu Raspundere Limitati
Proprictate Privata
Forma de organizare juridica Societate cu Raspundere Limitata
Altele -
1.4, Anul inregistririi ofertantului 30 Decembrie, anul 1998
b Statutul de afaceri al ofertantului Comerful cu ridicata pe baza de tarife sau
contracte
Producitor --
Agent local/Distribuitor al producatorului --
striin
Intermediar =
Companie de antrepozit =
Altele -
1:6: Informatia despre reprezentantul -
autorizat al ofertantului
Numele --
Locul de munca si functia --
Adresa mun. Chisindu, str. Petricani 88/1, of. 10
Telefon / Fax (022) 62-30-32
E-mail sanmedico@ yandex.ru
7 Numarul de inregistrare pentru TVA 1200885
1.8, Numirul de identitate al ofertantului pentru --
impozitul pe venit (pentru ofertangii straini)
| Ofertantul va anexa copiile urmatoarelor Conform FDA
documente:
2. Informatii de calificare
i) Numirul de ani de experientd generald a 19 ani
ofertantului in livrari de bunuri i servicii
21 Numdrul de ani de experien{d specifici a




Valoarea monetard a livrarilor de bunuri “Nu se aplica”
similare pe parcursul perioadei previzute in
IPO 11.1 (a)

- l
Ted

Disponibilitate de resurse financiare (bani “Nu se aplica”
lichizi sau capital circulant, sau de resurse
creditare, extras din cont bancar etc.).
Enumerati §i anexa{i copiile documentelor
justificative

Detalii privind capacitatea de producere/ “Nu se aplica”
echipamente disponibile

Informatii financiare

Rapoarte financiare sau extrase din bilanul financiar, sau declaratii de profit / pierderi, sau
rapoartele auditorilor pentru ultimul an de activitate. Enumerafi mai jos si anexati copii. Se
anexeaza.

Denumirea, adresa, numerele de telefon, telex si fax ale bancilor care pot oferi caracteristici
despre ofertant in cazul contactirii de catre autoritatea contractanti: BC Victoriabank S.A.
filiala Nr.14, mun. Chisiniu, Republica Moldova

3.3.

Informatie privind litigiile in care ofertantul este sau a fost implicat: Nu sunt.

a) Orice proces pe parcursul ultimilor 3 ani:

Cauza litigiului Rezultatul sau sentinta $i suma implicata
b) Procese curente, pe parcursul anului fiscal curent:

Cauza litigiului Situatia curenti a procesului

Nota: Alte cerinte i detalii pot fi addugate de edtre autoritatea contractantd, dupd caz

B. Partenerii individuali ai Asociatici
4.1. | Fiecare partener al Asociatiei va depune toatd informatia solicitata in formularul de mai sus, in
compartimentele 1-3,
(42, Anexafi procura/imputernicirea pentru fiecare semnatar autorizat al ofertei in numele
Asociatiei.
4.3. | Anexai acordul semnat intre toti partenerii ai Asociafiel (care va purta caracter obligatoriu in

mod juridic pentru tofi partenerii).

Nota: Alte cerinfe i detalii pot fi addugate de cdtre autoritatea contractantd, dupa caz.
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Anexa nr.7 la Instruetiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fatii de bugetul public national
el BlsiI2g dis | 21112018

1. Destinatar | Mozyvuarey

i pentru participarea la procedun de achizitii publice

2. Date despre contribuabil / Huhopsating o nanoronasrelbinke

r

. Denumirea Codul fiscal / Numirul de identificare

| Hanmenonmise Prckmenwli koa | HosHmidueaunonsil Homep
|S.R.L. SANMEDICO | 1003602008154 |
Adresa sediului de bazd (strads, numdruly Codul - Denumires localititii
AJpeT ocHOmHOM MECTOPACHIOIASHIE | VITINLL HOMER) Koa - Hasesiosaniie 5BCensHHOTD MYHETA
[A. Corobceanu nr.7A of9 [0120-SEC BUIUCANL |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[MogTeepracHHe OTCYTCTEHE HIM HLTHYHA HEDOHMEN COTNAcHO JAHHLN ABTOMETHIHPORIHHOH Huifopaunonnoli
CHeTemMul

La data emiterii prezentului certificat restanta la bugetul public national constituie/ Ha aary

BRIIAYH A2HHOT CNPaBKK HEJIOMMKA Nepel HaHoHAALHEIM My GaHYHBIM GHOIKETOM COCTARNRET:
0,00 lei/neii,

4. Valabil pini la / deficronreaen a0 06.12.2018

5. srea Grzanului fiscal / [loaTeep#ieiie HAIOMOBOTD OPrana

déf: _ Albina Iscova

Semndlury Mo Mmile §i prenumeie Qo n o

Este extras din Sistemul Tnformational al SFS SIA ,Contul curent al contribuabilului®/ 21,11,2018 ora 10 ﬂ-?ia e
cu aplicarea prevederilor pet. 82-83 Ordin IFPS nr.400 din 14,03.2014 (Monltorul Oficial 72-77/399, 26.03.2 ﬂ ;

=TI



Bd, Mircea cel Batrdn 17/3
MDO-2075, mun. Chisindu
Republica Maldova

Tel; (4373 22) 78-46-75

Tel.: (+373 22) 78-46-79
SWIFT: VICBMD2 X446

IDNO 1002600001338
www.vicloriabank.mid Capital social - 250 000 910 lei
wianw.victoriabank.md

> VICTORIABANK

PRIMA BANCA DIN MOLDOVA

M, , /’?j din " /”/( N _f#‘fg;-ﬁ?-h:{f_Em 7

La Mr___ din " - e 20

CERTIFICAT

Prin prezentul, confirmam c& SANMEDICO SRL cod fiscal 1003602008154, detine In Filiala
nr.14 Chiginau a BC "VICTORIABANK" SA (codul bancii: VICEMD2X448), urméaterul cont curent:

* Nr. MD34V1022241400000157MDL In lei moldovenesti {(MDL);

Certificatul este eliberat pentru a fi prezefijét la solicitare.

Andries Denis
Director Filiala nr.14
B.C. "Victoriabank" S.A.

Tamna Elena
Contabil sef Filiala nr.14, 4
B.C. "Victoriabank" S.A."K__ o

? i L

L

-~

Ex. Popovici Raisa
el 022 63-08-15




CERTIFIGAT
BE INREGISTRARE

SOCIETATEA CU RASPUNDERE LMTATA

b e ———

"SA NMEDICO"

| S u wnmmm IA LA CAMERA fNRhﬁlﬂ'lMRu nE. STAT

Numérul de identificare de stat - codul fiscal
10036020081 4

3 ————

30.12.1998

Maotpan Svetlana, registeator de stat

rnpaju.m MHM




Adresa: Republica Moldova,
MD-2059, mun. Chisiniu, str. Petricani 88/1, oficiul 10
tel/fax: (022) 62 30 32

email: sanmedico@yandex.ru
sanmedico.office(@gmail.com

web:  www sanmedico.md

Data: 27.11.2018

*:%

SANMEDICO

Citre grupul de lucru Achizitii Publice al
1.M.S.P. Spitalul Cancelariei de Stat
Licitatia deschisa din 27.11.2018

DECLARATIE

Prin prezenta, compania SRL Sanmedico, pentru pozitiile castigitoare la Licitatia
deschisi din 27.11.2018, confirmi experienta de peste 17 ani de in livrarea bunurilor

similare.

Cu respect,

Goreacil Vitalie B J
Administrator SRL ,,SAWFDICO” //

.-‘-'



STATEMENT 3ASIBJIEHHE
We, “Technology-Standard” Ltd. having a Mzei, 000 «Texunonorua-Cranaapt»,
registered office at 116/95, Kalinin HMelollee 3apernCTPHPOBaHHELH ohHC 1o
Prospekt, Barnaul, 656037, Russia, assign anpecy 116/95, npocnext Kanuuuna, r.
SRL SANMEDICO having a registered Bapuay, 656037, Poccus, nopy4aior SRL
office at A. Corobceanu street 7A, apt. 9, SANMEDICO, umerouyo
Chiginiu MD-2012, Moldova, as 3aperucTpHpOBaHHEI oduc Ha ynuue
authorized representative in A.Kopobuany 7A, k8. 9, Knumués MD-
correspondence with the conditions of 2012, Monpnosa, ObITh B Ka4ecTBe
directive 98/79/EC. YIOTHOMOYEHHOTO [TPEICTABUTENA B
COOTBETCTBHMH C YCIOBHAMH JHPEKTHBEI
98/79/EC.
MBI 3aABI9€M, YTO YIIOMAHYTAA BBILIES
We declare that the company mentioned KOMIaHMs UMeeT NPaBO PErHCTPHpPOBATS,
above is authorized to register, notify, yBEJIOMJISTH, OGHOBJIATD HIIH
renew or update the registration of medical BO306HOBNATE PErHCTPALIHIO
devices on the territory of the Republic of MEJHLIMHCKUX H3/IeJMH Ha TeppUTOPHH
Moldova. Pecrryonuxn Monjosa.
“Tecnology-Standart” Ltd 000 dupma «Texnonorus-Crangapm»
116/95 Kalinin Prospekt 656037 Poccus r.bapuayn,
City of Barnaul, 656037, Russia np-kt Kanunuza 116/95
SRL SANMEDICO SRL SANMEDICO,
A. Corobceanu street 7A, apt. 9, r. Kuunmués MD-2012, Mongosa
Chisindu MD-2012, Moldova yi. A.Kopo6Guany 7A, k8. 9

IMarta: 01.12.2017
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%;f Eﬁﬁéﬂ%ﬁﬁ Getein Biotech,Inc.

No.8 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, Chisindau 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



r-
C € Declaration of Conformity C €
according to Directive 98/79/EC, on in vitro diagnostic medical devices
Maker Getein Biotech, Inc.
(Name, Address) Mo. 9 Bofu Road, Luhe District, Nanjing, 211505, China
Authorized

Lotus Global Co., Ltd

Representative | .\ andra Road, London UK, NW8 0DP

(Name, Address)

FIABOO0O Quantitative Immunocassay Analyzer
Cardiac Troponin | Fast Test Kit

One Step Test for NT-proBNP (Colloidal Geld)

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 B2-MG (Colloidal Gold)

Medical device Description
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-MEB (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}
Classification of products according to directive . | Others
Batch/serial No. type, production term (if applicable)
EN ISO 14971:2012 EN ISC 23540:2015 EN ISO 13485:2016
: EMN 980:2008 EN 13612:2002 EN IS0O15223-1:2012
Applicasi EN-ISO 18113-2:2011  EN 1041:2008 EN ISO 18113-1:2011
sopIdshan ENISO 18113-2:2011  EN ISO 18113-3:2011
standards:

EN-IEC 61326-1:2013 EN-IEC 61010-1:2010 [EC 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 [Il,
This declaration of conformity is based on European Parliament and the Council's 98/79/EC directive Annex
lIl. 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 Rheinland (§hanghai) Co., Ltd.

General Manager. Enben Su N I’P ’

Vot ks, 2ot i1

(place and date of issue) {name &nd sf;nalure or equivalent sy

marking of authorized person) /_/ :
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Atlas Medical

Date: 30/06/2018

STATEMENT

We, Atlas Medical having a registered office at William James House, Cowley
Road, Cambridge, CB4 OWX, UK 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/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.

On behalf of the Manufacturer
General Manager
Haya Amawi

o
5l D) |
2y |

Head Office Willlam James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom. E
Tel: +44 (0) 1223 58910, Fax; +44 (0) 1223 858524 L
Midiie Fast Sita ; King Abduilah the Second industrial Estate, Street 19, Sahab Free Zone Area, P.O. Box: 204, Amman 11512, Ju-rﬁan
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R Lloyd's

Register

Certificate of Approval

This is to certify that the Management System of

Atlas Medical

King Abdullah Il Industrial Estate, Street No. 19, Sahab Eree Zaone Area, Amman, 11512, Jordan
has been approved by LRQA to the following standards:
150 13485:2003

Basem Obaid - Area Operations Manager

Issued By: Lloyd's Register EMEA
for and on behalf of: Lloyd's Register Quality Assurance Limited

Current Issue Date: 23 March 2018 Original Approvals:

Expiry Date: 31 March 2019 ISO 13485 28 February 2009
Certificate lssue Number: 10067833

Approval Certificate Number: ISO 13485 — 0046833

The scope of this approval is applicable to:
ISO 13485:2003
Design Manufacturing and Supply of Medical
Diagnostic Reagents and Kits

Lhry's Mmplsler Drousp Limited, i aMiltes and sutsidaries, inching Uepf's Regaber Cualty Aswranca Limited (LRQAL and thekt reapectve ofior., employees of agetlh are, mmwwﬂ falin H‘ 4-uu . i
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. » . , Tel: 1-408-855-0061
LumiQuick Diagnostics, Inc, El e
A5 46 Seott Bhel, Santa Clany, CA 95054, LISA E-rmasil: info|umiguick.com

Website: www. Jumiguick.com

Date: February 13, 2018

LETTER OF AUTHORIZATION

To whom it may concern:

We, LumiQuick Diagnostics Inc. having a registered office at 2946 Scott Blvd, Santa Clara,
CA 95054, USA, assign Sanmedico SRL having a registered office at str. A. Corobeeanu 7A,
apt. 9, Chisiniu 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.

This authorization letter is valid until February 28, 2020,

Best regards,

/Af

Charles Yu
President




LurmniOuick Diagnostics, Inc L g 4 e
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Declaration of Conformity

PRODUCT IDENTIFICATION
Product name Model/number

b
Cardiac Marker Tesl Devices

QuickProfile Troponin | Serum Test Card . 75001
QuickProfile Troponin | Whale Blood Taest Card 75002
QuickProfile Cardine Panel Serum Test Card 75003
QuickProfile Cardiac Panel Whole Blood Test Card | 75004
QuickProfile Myoglobin Serum Test card | 75005
QuickProfile Myoglobin Whaole Blood Test Card 75008
QuickProfile CK-MB Serum Test Card 75007
QuickProfile CK-MB Whole Blood Test Card 75008
QuickProfile Tropanin | Strip 75009
QuickProfile CK-MB Strip I 75010
CuickProfile Myoglobin Strip 75011 ‘
MANUFACTURER
Name of company Address Representative |
LumiQuick Diagnostics, Inc. 2946 Scott Bivd. | Jeff Wang |
Santa Clara, CA ‘
95054
USA
AUTHORIZED
REPRESENTATIVE
Name of company Address Telephone/email
Emergo Europe Prinsessegracht 20 +31.70.345.8570 - phone ‘
2514 AP | +31.70.346.7299 - fax
The Hague, Netherlands |eumpe@emergugroup.cnm

CONFORMITY
ASSESSMENT
Device classification Route to compliance

Class: Self-Cerify Annex IIl of IVDD 98/79/EC
|Council Direclive

Standards applied
(1SO 13485:2003

| _ |
LumiQuick Diagnostics, Inc. declares that the above mentioned products meel the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member Slates.

COMPANY REPRESENTATIVE: Jelf Wang

= \ \ =
TITLE: Quality Systems Manager SIGNATURE: } [ t_ (/?[
DATE: 28/04/2017 [ e

EC_Dedaration_Lotier Emergo E2ZR0_HowAddresn




bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

By Royal Charter

This is to certify that: LumiQuick Diagnostics, Inc.
2946 Scott Blvd
Santa Clara
California
95054
USA

Holds Certificate No: FM 574919

and operates a Quality Management System which complies with the requirements of ISO 13485:2003 for the
following scope:

The design, development, manufacture and distribution of In vitro diagnostics test kits and
reagents used in the diagnosis and management of disease status, including Infectious
Diseases tests, Drugs of Abuse tests, Cardiac Monitor tests, Cancer Marker tests, Fertility
Hormone tests, ELISA tests & Urine Chemistry tests.

f'l!'éﬂlﬁﬂ
For and on behalf of BSL:

Carlos Pitanga, SVP, System Certification and Compliance

Original Registration Date: 2011-10-20 Effective Date: 2017-10-20
Latest Revision Date; 2017-10-09 Expiry Date: 2019-02-28
u:;:ﬂ-t"‘ F"ElgE: 1 le 1
] § ..making excellence a habit’
M hi proy BSI and shall be returme: o request. | |
tif ca i gn_;lﬂg P !_-'f'i o alidated at '-'-"-"'l'-'.-'.'-'.'-'-']l-_:-.||_".f-.-'1=,"Ci"\l”|' Disactory .. | |
JuT v Wi of fne atiachet |

Americas Headguarters: BS1 Group Amenca Inc, 12950 Warldgate Drive Suike BOO, Hemdan, WA 201 70-6007 USA R \)_:\_)m =
A Member of the BSI Group of Compasies, DD
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YourTrustedPartner

San Diego July 11", 2018

We, ACCON Laboratories Inc. having a registered office at 10125 Meza Rim Road. San Diego, CA 82121, 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/T9/EEC

and 80/385/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or madify 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 menth 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.

Sinceraly,

Jassy Alvarenga

Account Manager, Internatiorts

ACON Laboratories

ACON LABORATORIES, INC.

10125 MESA RIM ROAD  SAN DIEGO, CA 82121

- -

T858.575.6000 F 858.6758008 + aconlabs com
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CERTIFICATE

No. Q1N 16 05 42074 027

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied
Standard(s):

Acon Biotech (Hangzhou) Co., Ltd.

Mo.210 Zhenzhong Road
VWest Lake District

310030 Hangzhou
PEQPLE'S REPUBLIC OF CHINA,

Acon Biotech (Hangzhou) Co,, Lid.

MNa.210 Zhenzhong Road, West Lake District,
310030 Hangzhou, PEOPLE'S REPUBLIC OF
CHIMA

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

EM ISO 13485:2012 + AC:2012

Medical devices - Quality management systems -
Requirements for regulatory purposes

(150 13485:2003 + Cor, 1:2009)

DIM EN IS0 134852012

Product Service

The Certification Body of TUV SUD Product Service GmbH cerifies that the company mentioned

abova has established and |s maintaining 2 quality management system, which meets tha

requirements of the listed standard(s). See also notes overleal.

Report Mo.: SH1E610619
Valid from: 2016-07-15
Walid until: 2019-07-14
Date, 2016-07-08 %
Stefan Preil
F 1of1
= (( DAKKS

o T

ot e,

# .

TUV SUD Product Service GmbH - Zerifizierstelie  RAidlerstrafe 65 - 80333 Minchen - Germany o



