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YourTrustedPartner

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, 98/7T9/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,

ACON Laboratories

..........

s - ™
ACON LABORATORIES, INC. * 10125 MESA RIM ROAD  SAN DIEGO, CA 92121 . TB858.875.8000 F 858.875.0008 g B8 CT e, 3

a;,'-;gf",\é;fiﬂu‘:: :

a;;'(-‘? 4? ‘5‘

7S fa iC
sgANMED

sRl

7
HE




T

ny.a.._:ow UBLOLTIN BEEUR - GO egeamigy - spusiepyriey HOWE 3253G 1305004 (NS AfLL

N J,f_r".!_'f"w 4 -.l

r </
Ao ¥ 0 2 abed
VSN 'LzZize ¥o oBaig ues ‘peoy wiy esay sZ10L
"ou| ‘aImpsu| INNZY
VSN ‘12126 V2 oBaig ueg ‘peoy wiy esay 5z101
"au] ‘'seuolRIOqE] NOOY (san)ypjioey
uswiyoene aas sjepoyy |1ejag 104 (s)jepoy

Z10 L6608 80 L1 LA "ON

(Bunsay-jjos 10p sasimap pue g pue yIs)

{9 '¥) Buipniaxs A xeuuy {aanl) seoimag jeaipeyy ansous 10 OIUA UJ U0 DTYBLIBE AAIDANG
waysAg sourinssy Aienp |in4

aeayniad 93

ARG PO

N
m
=
—
-y |
-~
=
-
L 2
()
m
=
-
-
o
=
—
m
*

+
(]
m
-
-
=
=
-~
—_
h—
l
*
]
m
=)
ur]
-
LT
I
(=]
(=]
*
]
m
o=l
-
o 2 |
2
=
|

AQL AUBUNAG - USULUIN GESDR © S9OPRNSISIPN - BUSISISEULIE « HINT OOMBS10MI0IE ONS AfLL

vio L ofeq
210 0U uCHESLUSP! Wi APOR PRGN 8| HQWS 201eS 19NPald ONS ADL

g ugims
“ 0Ego-Li0Z  ajeq
tl-60-Z202 JRun plies
E180-L10Z Juody prEs
LOLXIEVLLIHS "ON lioday

JERlUBAD s3j0U Osje aas lojepusw g
SEYILD () Al XBUUY [BUOIDPE UE SIAIP 191 JO SulEHIBWw 10 SouBIBAIRS [Epouad
) j99lgns 51 pue a sii jo s bas ay) o} susojuon s o Aenb

SiU| Al ¥SUUY GQAI Y Ul S35LUR) AP / SACINP SaiBdsas 3y} jo uopoadsy
{BUl pLe aumoenuew “ubrsep J0; weisks &3 fymnb e duir sey JaunpenuEL
P 12 Sl 1B SaiERap HQWD aaies BNpalg QNS AL Jo Apog vonesuman ay |
faueuBaid pue ABoye u *Ansiways [eajuyo soj
sasjasp Bugsaj-jas ‘swayshs Jjos Bupnseaw
3s500n|B POOIq ‘Siaxiew JOLUNG PUR SUORIUI (sa1)fa06ajen
uewny jo uonasjap ay) Joj sonsoubeip ona Uy Jonpoid
ANVWNHID
Jancuuey giLQe
¥ usqesByog

Hquy adinieg Mfjajesg aoinaq jealpapy :aagejuasasday-03

van
LZ1Z6 w2 oBaig ues
PEOY WY E5a §21 0L

‘Ju] ‘sauojeloqe] NODY

1ainjoejnuepy

L10 L6602 80 LL LA 'ON

(Bupsay-jjas 10} sadjaap pue g pue v 15i7)

(9'v) Buipnioxe o) xauuy {gaai) saajaeqg jeajpapy opsoubelq oayA uj uo D3/6LI8E FANG8IG
we)sAg aourinssy Ajjenp jin4

9jed1313490 O3

~
m
==}
I—
s
=
p |
—
4
5]
m
=
I—
-
Ly
=
l
m
2

.wl.n_ J
+
]
rm
e
—
=
©
=
-~
=
—
L 4
L]
m
=
-
-
x)
=
=
(=]
*
o
m
=
-
-
(=]
I=
—

Iw s



“= \Muounyy serog - cg BRSO - SMSISRYRIGY - HOWY Eiing 12np84g NS ANL
i ¥ - o

v iop afeg

ABojouyaa) |esipayy uopeaynias
H1oid uejoyg

e Y

0£-80-210Z "1HO"SHIN 'yoiunpy

W 152 ) pidey AsueuBauy

‘tsuun) suesseo 1sey pdew AoueuBiaig ooy
(Lp1-520) sding 189 uigoiBotwayy

‘TLri-Wo0) wesks Bunss ) uiqoiBowa
1L51-807) sduig 1591 MNILd

(£51-WSD) waisks Bupoyuow uNKLd
(101-502) sduis 1821 jasmissioyn 2101 TOHD
‘(Loi-wao) AS Buuopuow josaisajoyy
Sa0ma( (Qnuod Y10 jaisiseoy D

{PLL-SD0) SalAa 1se L BuBd prdn (¢
“(€11-522) s8amnaq 1581, weeidodr Aususg yBiH QN
{211-800) saomaq 138 sapuaciuy o)

(b1 1-820) ssamaq iss1 Rmsal0ys 101 TOHD
“(111-0D) walshg Buuoyuoy pialssioyy
(121-890) sduig 159 uoienBeog | 4
'1hZL-W00) weishs Buuoyuoyy uoneinBeos | 4
W1 1581 Wi vSd [mol

0€-80~LLOZ Paep Lop Juewsjddng
410 L6608 80 LL LA ON SjB3yIMas) SO} uawyoeny

~
m
=
-
b 3 |
-~
p=]
-
+
Ly
m
-
—
-
L)
=
-
m
L 2

+
X
m
-
-
=
©
-
=
-
—
L
(]
m
-
=i
=
()
=
(=]
(=]
2
()
m
=
-
-
[}
=
i

R

AUBLLIBD - UBYIUDI FESDE - 49 SYRUSINDY - DUDMLDEMIDT - HAWE INIAS WnpoLg ONS ANL

40 ¢ afeg

41831 vi3 WG| AnD

‘ol 1821 w3 o ano

WA 52 w13 Wi epeany

N 1581 Vi3 96) ejeany

iy 152) )3 W ewsedoxoy

WA 1531 W13 OB ewseidoxo

‘sdig 1521 uonaeyuy ey Aeuun LN
‘fauin) sdung wabeay siskieuun

‘sdulg 1sa | asoonjs poolg ING-Q
'waishs Buuoyuoy as00nS pooig INC-Q
1191-590) sdulg 1581 auciy poolg iBD ug

(19L-WO0) waisks Buuopuoly sutiay § 2S02MO POOIY NG HO §2I U0

‘(181-5D0) sduis j53 3s00nig Poojg B I8 LD
"(18L-WD0) washs Butouuoy ss09ni9 poolg BIXT (8D UQ
(1L21-890) sduis 153 3s0INjS) paoig || SNid 8D UQ
(121-W90) weisls Buopuop #s0anio pootg || shid e UD
(121-590) 3ding 153 25039 poolg dseys 18D U0
‘(121-Wo0) washs Buuoyuoyy ssoanig poag disys e up
‘(201-Wo0) waiskg Buuoyucly asoanig poolg [d PINA 12D VO
(401-500) sding 183} 280009 paoig PINA, 12D UD
(101-WD0) waishs Euuoyuop as0anis) poolg pINA 12D U0
'sing 158 | 8S000|S) POOIE USSOYD 1B LD

‘wayshg Buuoyuop 8sooD Poolg USSOYD fBD LD

'SAUS 1S | BS00NIS) POOIE WNUNBY 1B UQ

‘wayshz Bucyuop #S00MD Poolg WNUREld (1ED UD

‘sdig 52 @500 pooig PRIUEAPY (12D U0

‘wershg Buuoluoy) ascanig pooig PIILEAPY (B UD

‘sduig jse escon|S poog || 1paY JIED LD

‘wisisAg Bunowuop Bs0SMD POoiE 1PSY (18D UQ

‘wasds Bunatuop esooms pooig I Z3 18D UD

‘SIS 1531 #50aNiO poojg shid jeD uo

‘w=shg Buliopuoyy asaonig poojd sNid (B0 UD

:(sa1) A10B8)e2 yanpasd/(shonposd s 104

0E-80-L10Z Pejep oo Juawejddng

L10 L6608 80 L1 LA ON S1B241J8D J0j JUdWyseny

~N
m
=~
p—
oy |
=
=
—f
L
T
m
-
-
-n
lx)
=
l
m
&

*
]
m
-
i
=
<
-~
=
b -]
ar]
L 2
L]
m
=
—
-
]
b
=
(=]
L
o
m
==
=
b 2 |
]
=
1




DAKKS CRTZ 1 10 13

=
<t
w
w
[55
o
L
w
¢
o
Q
I
Q
o
-
[+~
L
o
*
-
<<
<
-~
©
-
o
a.
(VY]
Q
*

4
5]
-
<t
[
=
—
oc
kb
()
4
[
=X
b
o
-
oc
i
™

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. 1:2009)
DIN EN ISO 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 Preilt

Page 1 of 1

TUV SUD Product Service GmbH - Zentifizierstelle - Ridlerstrale 65 . 80339 Milnchen - Germany




Cert. NT111/1  Cert. N.G5T4/

. SYNTESYS S.A'S. DI RINALDO R. &C.
SYNTESYS VAN G AL Va7
35037 Z.1. SELVE DI TEOLO [PO)

TEL. +35 OMS 9903866 R.A. FAX +30 OMD S903867
COD.FFISCALE P.IVA NREG.IMP, PADOVA 03573950288
E-MAIL INFORSYNTESYSIT - WER WWWSYNTESYS.IT

AUTHORIZATION LETTER

We, Syntesys S.A.S. having a registered office at Via G. Galilei 10/3, 35037 Selve di
Teolo - PD - Italy, assign Sanmedico SRL having a registered office at A.Corobceanu str., apt. 9,
Chisinau MD-2012, Moldova , as authorized representative in correspondence with the conditions
of directive 98/79/CE and 93/42/CE.
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.

Teolo, 02.01.2018

SYNTESYS S.AS.

Ol RINALDO R BT

copebisTesdies

_\. na0 19002847

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.A.S.

[ PRODOTTE STRUMENTAZIONE PER ANALIS| Di LABORATORIO - DISPOSABLE
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:

SYNTESYS S.a.s. di

Rinaldo Ruggero e C.

Via G. Galilei, 10/3 - Zona Industriale - I-35037 Selve di Teolo (PD)

has implemented

and maintains a

Quality Management System
for the following scope:

Trading of products for laboratory anal

ysis. Design, manufacturing and sale of

products for laboratory analysis and sanitary products. Sale agency of instruments,
reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

ISO 9001:2015
Issued on: 2018-06-04
First issued on: 2013-06-05
Expires on: 2019-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: IT-83562

~TaNet -

Alex Stoichitoiu

President of IONET

IQNet Partners*:
AENOR Spain AFNOR Centification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

[ =zt

Ing. Claudio Provetti
President of CISQ

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI leland ;| _ f

NYCE-SIGE Meéxico PCBC Poland Quality Austria Austria RR Russia S Israel S1Q Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Séy

IQNet is represented in the USA by: AFNOR Ce

rtification, CISQ, DQS Holding GmbH and NSAI Inc.




THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)
has implemented and maintains a

Quality Management System

for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of
products for laboratory analysis and sanitary products. Sale agency of instruments,
reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

UNI CEI EN ISO 13485:2016

Issued on: 2018-06-04
First issued on: 2014-06-21
Expires on: 2019-06-04

This attestation is directly linked to the IQNet Partner’s original
certificate and shall not be used as a stand-alone document,

Registration Number: 1T-93779

HaNet” gl it CIsQ BT

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISQ

[QNet Panners*:

AENOR Spain AFNOR Certification France APCER Pornugal CCC Cyprus CISQ ftahy:
CQC China CQM China CQS Czech Republic Cro Cent Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Fenezuela ICONTEC Colombia Inspecta Sentifiointi Oy Finland INTECO Costa Rica o/t # %y GON

IRAM drgentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Irelandl/ =" ¢ & o

NYCE-SIGE Mérico PCBC Poland Quality Austria Austria RR Russia S Israel SIQ Stovenia HE:

SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS|
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc. (3 *
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