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San Diogo JulY 11'", 2018

Ws, AcoN Labotatories Inc havlng a registered office at 10125 Mesa Rim Road San Diego' cA 9212'1 UsA

assign SRL Sanmedico havinga registered officeatA Corobceanu str€6t 7A' apt 9' Chiginau l\4D_2012

l\,loldova , as authorized representative in correspondence with the conditions ofdirective 93/4ZEEC' 98/79/EEC

and 90/385/EEC.

we declare that tho company mentionod above is authorjzed to rogister' notify' ren€w or modify lhe reglstration

ol med cal devices on the teffitory of th€ RepLlblic of N'4oldova'

ACON reserves the righi to cancel this aulho zation at any timo with a one monih notice lf lhis is the cas6'

ACON will honor any obligaiion to supplyto our representative Sanl'ledico SRL allthe products distribulion

acquir€rd or in the process of being acquhed in Public Price bids and Public T€nd€rs procass

Sinc6rdy,

ACON Laboratories

,SNM$DICCT

ACON LAAORATORTES. lNC. 10125 MESA RIM ROAO SANDIEGO CA92121 T353375-3000 F
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CERTIFICATE
No. QIN 16 05 42074 027

Holder of Certificate:

Facility(ies):

Certification Mark:

ScoDe of Cerlificate:

Applied
Standard(s):

The Cerliilcaiion Body ol TLlV SUO Product SeNice GmbH certiies thal lhe company menlioned
above has establishedand is mainlaini.g aqlality managemeni sysiem, which meels the
reqrirements oflhe lisied standadG). See aso notes olerleal

Acon Biotech (Hangzhou) Co,, Ltd.
No.210 Zheizhong Rosd

310030 Hafgzhou
PEOPLE S REPUBLIC OF CHINA

Acon B olech (Hangzhou) Co. Ltd.
No.zl0Zherzhong Road Wesl Lake D sl.icl,
310030 Hangzho! PEOPLES REPUBITC OF
CHINA

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

EN SO 1348512012 + AC:2012
Medicaldevicss - Qualiiy ma.a9em6nt systems .
Req!tremenis lor regulatory pu.poses
(lSO 13485:2003 + Cor 1 2009)
OIN EN ISO 13485:2012

D.re, 2016,07-08

I0V Sii0 PrcdrctSnvica cnhlr

sH1610619

2016-07,15
2019-AT-14

!lN"\/l'!

"$INMEDICY

Zenlziersr€ rr Rid ersrran€ 65 00339lMincFei 6cmany



ACON Laboratories, IncorPorated
1 0125 Mesa Rim Road

San Diego, CA 92121 USA

Vy'e declare under our sole responsibility that the in vitro diagnostic
device:

Foresight HSV 1 lgc EIA Test Kil
Foresight HSV 2 lgc EIA Test Kit

Foresight HSV 1/2 lgc E A Test Kit
Foresight HSV 1 1gM ElATest Kit
Foresight HSV 2 lgM EIA Test Kil

Foresight HSV 1/2 lgN4 EIA Test Kil

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

meets alf the provisions of the directive 98l79lEC 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 RepresontatLvel
MDSS

Schiftgraben 41

30175 Hannover, Germany

stigned tlis _fl day of
in San Diego, CA USA

otf )ot3

<^y',n
/A+v\'-------.-
................./........... . --.

QiyiXle, MD, lilPH
Sefiof Statf, Regulatory Afiairs

ACON Laboratofles, Inc

lO125i,lesa RLm Road Sa.De!o,CA92121 LISA Tel (858)875-8000 Far:(858)875 8099

E'maiL lnro@aconlabscom

f."l*sr,3:4
"$AM,{rPrco'



ACON Laboratories. Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

lrve declare under our sole responsibility that the in vitro diagnostic
dev ice:

Fores ght CIMV gG E A Tesl Klt
Foresight CN/lV lgfM EIA Test Kit

classified as List B in Annex ll of the directive 98/79/EC,

meets all the orovisions of the directive 98l79lEC on in vitro
diagnostic medical devices which apply to it

This declaration is according to Annex lV of the Directive
and thus is based on approval by the notified body

TUV sUD Product Service GmbH,
RidlerstraRe 65,

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

Authorized Represenlative
MDSS

Schiffgraben 41
30175 Hannover, Germany

rirqned this //L cav of
rn-san o eq6feA usA

/-,/ )l/\('4r-
,/ byi x"MD.V"H '

Senior Staff, Rbgulatory Affa rs & C inlcal Affairs
Acon LaboTatones Inc.

000 . Fax (8581 875-8099

futr",, cl,t .)otL

1Ktl:3rr}%\
,SANMXDICg

*vo.-

q:==-:-==

10r25 rvlesa R m Road San Diego



STATEMENT

We, "Teclmology-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,

Chiqiniu MD-Z012, Moldova, as

",,rh^.i..1 ..-.acenrrriva ;h

correspondence with the conditions of
directivc 98/79lEC.

We declafe that the company mentioned
above is authorized to register, notiry,
renew of rLpdate the registratio! ofmedical
devices on the territory ofthe Republic of
Moldova.

"Tecnology-Standarl" Ltd
i 16 95 Kalinin Prospekt

City of BamauL, 656037, Russia

SRL SANMEDICO
A. Corobceanu street 7A, apt. 9,

Chi$ineu MD-2012, Moldova

3A'BJIEHI4E

Mn, OOO <Texuororlra-C'ranAapo,
qMerou1ee 3apef r-.rcrpapoeauuui o(lltc no

aapecy 116/95, lpocnerr Ka,luxrna, r
FapHayn, 656037, Pocorr, uopyuaror SRL

SANMEDICO, xMerouyrc
3aperlrcrplIpoBasHbli oQuc Ha ynlqe
A.Kopo6.rauy 74, (B. 9, KIlrtrrlueB MD-
2012, Mor,{oBa, 6hlrb B (aqecrBe

yrIonHoMoLreHrtoro IIpeAcTaBLiTeJrt B

cooTBeTcTBn!r c yctoBl,ttMIt aI4peKT]IBbI

98/79lUC.

MLr 3atBnteM, 'ITo ynorvttHyrat BEIIIIe

(oMrIaHI,tt IrMeer |1paBo perucrpLipoBaT6,

yaegov-n-rrr, o6uonuu a.rn

Boso6EoBrrrh perucrpauu!o

MeAr.rqrrHcKux I-r3,IIeru ii Ha repp{lopliE
Pecny6raxu Mo:rgoea.

OOO OnpMa (TexEoJrorut-CTaHAapr)

656037 Poccur r.EapHayn,

rp-KT KannHxHa 116/95

SRL SANMEDICO,
r. KruIlHeB MD-2012, MoLrAona

yr. A.Kopo6.rany 7A, xn. 9

Date:0i.12.2017

Director Mr.

Aara 01.12.201"1

Signaturr::

Anpe(rop: A

IloAnucb:



tri ! N.,\ !
Reg. No.305/a.054

3Ee'

GERTIFICATE

This certifies that the Quality management system far medical devices
of company

<Tech nology-Standard> LTD
'116/95 Kalinin Prospekt, City of Barnaut, 656037

RUSSIA

has been assessed by 3EC Intenatiotial
and faund to be in canformance with the fallawhg stan(lard:

EN ISO 13485:2016

far the fallowing scape:

DEVELOPMENI PRODUCTION AND SALES OF DIAGNOSTIC K'TS AND
REAGENTS FOR IN VITRO DIAGNOSTICS OF HAEIV]OST,ASIS SYSTEM

Ceniticate No.: M.@79n4 Daie of lssuance; July 26th, 2018 Original &te of spprovlliAuglst 5th, 2016

This @nicale s vaid korn Juy ?€1h,2013 lo A(gust 4lh,2019 on condUon lhat oqafizalion wil nraiilan eitectve
Qualily hanagemenl sysrem lor m€d caldev ce! To veriJy the va d ty oflh s cenircare p ease ccnraciour ofice ar:+421 {O)2 5!31 8343

Ih)t.bdttcato l0tty stpetsctt.s ptciaus cedrllcato Na t1.a37916issuadararsuslrn 2a16

tssu)ryaqice:3EC lnt.hatia.at e s.lnariana lS,321C5 A@tisl.va, Stahk R,"pubttc

,/ ,4
.t7frr.,'rzrry't./ /

i Pi Katarina Tomin Srdosov:r
't1aad af Cedticatiah Bady 3EC hlten)anahal . .s.

NAS un.Jer.e966ron nudb€r
centc.re No o o54lor.ed rical on oi aua ! manaqenrEnl syrreors torfledctdev.es
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SYNTE5Y5
5YNTE5Y5 s.As Or FlNA-tOR. 6c

vraG GArLFr rol3
35037 Zr SELVe OIIEOLO lPal.

.rMP. paoov^ 035739EOeFe
E-MAIL NFOO5YNTESY5 T .WEB \r/W\)/ SYNTC5YS IT

AUTIIORIZATION I,ET'I'ER

We, Syntesys S.A,S. having a registered office al Via C. Calilei I013, 35017 Selve di
'feolo - PD - Italy, assign Sanmedico SRL having a registerecl otfice at A.Cotobceanu str'., apt.9.
Chiqinnu MD-2012, Moldova, as authorized rcpresentative in cotrespondence with the condilior'ls

oldilective 98 79 ( F and 9l 42 Ct
We declale that the company mertioDed above is authorized to legister, notify, renew or modify the

registration ofnedical devices on the territory ofthe Republic ofMoldova.

Teolo,02.01.2018

'91="lx,i!!:""

Rinaldo Ruggero

CEO and Legal Representative

SYNTE5YS S.A.S.

pii-oDciTri ; sitrUrir-Eni;zioliE |rER aN^L-igi DiLABoRAToRTo . DlsroosactLE
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE
CISC|/lClM SPA has issued an leNet recognized certificate that the organization:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. calilei, 10/3 - Zona Industriale - l-3S037 Selve di Teoto (pD)

has tmplemented 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 ptoducts fot laboratory diagnostic.

which fulfils the requirements of the following standard:

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

This atleslation is dnecly linked lo the lQNet Padne/s oiginat
cedilicale and shallnat be used as a sland-alone docunent.

Registration Number: lT-83562

it"'rl'!*;r.,,i.:,\!\!

Ate.t Stuichitaiu
Prcsidenr ol lQNET

AENOR &ar' AFNOII Cedifi catiar Ftu@ A?CEtr l,ojltgal CC(; Crtflr C]SQ .1rdl.
CQC crrra CQN1 cr,d CQS Czccl' Reptbft Ga C.r1Cloa1r, DQS Holdins Cnlbtt 6c',ra,r IicA

ll$rM .,l,p.r/rr,]QA.4d, KIQ (ord MIRTEC O*.c MSZT t!r,ad,a NcnNo AS 
^,otr,a 

NS

FoNDONOR\4A nr,rn,c/.r ICONTEC Crlo,np Inspecra So fiourjOy /:ir,/drlINTTCO

:.iYCE.Slct n/diao ICBC Poldrl Qudiiry Askh.trrrlr RR nxwd SII/J&.ISIe.t
SIRIM QAS irnearnoral M'rirr& SQS ,s,rt:r, iarl SRAC idrrria 1EST sr pclc(blls /n,.$i,1SD

IQNd is 
'ep'escired 

In tu USA by]AFNOR Cerincxtion. CjSQ. DQS ilotding CmbH i,rt)iSAl

' l|c iisr ofiQNcl prln.6 is vrtid ar rhc rime ofisse ofrhis ceniijclrc. Updatld inforn^rn,o is alaihbte lnder n^,w.tr]

,fuGth-.-/
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THE INTERNATIONAL CERTI FICATION NETWORK

CERTIFICATE
ClSCylClM SPA has issued an lQNet recognized certificate that the organization:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10i3 - Zona Industriale - l-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 ofthe following standard:

UNICEI EN ISO 13485:2016

**
*
*

*.*

*1r

tssueo on: 2018-06-04
First issued on: 20'14-06-21
Expires on: 2019.06-04

This altestali@ is direcly linked to lhe lQNet Parhels onginal
cedilicale and shallnot be used as a sland-alone documenl.

Reqistration Number: lT-93779

- 
""i 

\ l4
:1,..,.r 1l t: .

Alet Stok:hitaiu
I'rcsident of IQNET

ffiffi-
President al CIS)

IQr.'d trn.e's'
AINOR S7a.,, 

^INOR 
Cqrilllllnrn I-)?,,.e APCER t ,/,,6.dr (--cc Cr'r, ,' (:lsQ r.A

CQC Orrd CQM ClrrCQS Ctuh Reprblic Aa Cen Cnnlia DQS Htldjl]gCtrrLt{ 6.,rd,f FCAV
Fa)Nl)O),roRMA ii1,zz,./d lcoNTiic Col,,rrk lnspecld Strrifioi iOy /it,/an../INTDCO Cnr/.,

I l^M .,lryd,rd JQA Jar,, ]nrQ K,fed lvll R'l EC O,?c.. N1SZT ,toAd,r, Nenrko AS r!o?1 ar' NSAI

Sll(lM QAS I'ncn!'ional rV Arlt? SQS S,' r2e, 1dl S]LAC /io,rDri, TI:ST 51 Pcrc ln{g l,.ti. TsE
IQNer is reprecnled r 

'lE 
USA by: AINOR Ccnillcatiar, CISQ, DQS Ilokiins Cdbll and NSAI

NYCh'S IC! ,{,l,ri, 1,(i3C PordQnalily A6ri^,rbrr'l, RR lr$n Slltr?c/SIQ,Vn

irAc'ud

' l h. lisr .f IQ N.r t a.lnos is \ rlni !i l)c rinN of hstr of dris ccflincrre. Upd.red illonnlrion is avlilable $d* w{N rq


