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YourTrustedPartner

san Diego JulY 11r', 2018

We, ACON Laboratories Inc. having a regislered office at '10125 Mesa Rim Road. San Diego, CA 92121' UgA

assign SRL Sanmedico having a registerod offlce at A. Corobc€anu staeei 74, apl. I' Chigineu MD_2012'

Moldova , as authorized fepres6ntativ€ in correspondence with the conditions of directive 93/42IEEC, 98|/9/EEC

end 90/385/EEC.

We declare that the company menlloned above i6 authorizod to regisler, notify, renew of modifythe registration

of medlcaldevices on the terilory of the Republic of lloldova.

ACON res€rv€s the right to cancel this authorlzalion at any tim€ wilh a one month nolic€ lf this is the case'

ACON will honor any obligetion io supply to olr representative Sanl\redico SRL allthe producls distibution

acquked or in the process o{ being acquked in Public Price bids and PublicTendsrs pmcess.

Sincerely,

Account Manager, lntern

ACON Laboratories

ACON LAAORAI ORTSS, INC 10125 MESA RIM ROAD SAN DLEGO, CA92121 t059.37530m F 353.375.3093 d6ntbs.6m



EC Certif icate
Full Quality Assurance System
Direcliva 98/79/EC on In Vitro Diagnostlc MedlcatDevices (lvDD),Annex lv excludlng (4' 6)

(LlstA and B and devlces forsell-tostlng)

No. V1 17 08 80997 017

Manulacturer: ACON Laltgratories' Inc.
10125 [4esa Rim Road

San Diego CA 92121

USA

Medical Device SaJetY Service GmbH

GERIIANY

EC-Representative:

Product
Category(ies):

ln Vitro diagnostics forthe detection of human

infectlons and tumor markers, blood glucose

measuring self .test:ng systems, self"testing devices

Ior clin:cal chemistry, hematology and pregnancy

Ihe Cerlification Body ofTUV SUD Producl Se'vc€ GmbH declares tl'al ihe atoEnrenrlo'ed

manulactLrrer has mpemenled a qLral{y assurance svstem iordeslgn, manuiacture anC final

rsDecliof ol the €soecuve d evrces / device iamilies rn accordance wdh |VDD An nex lV Thrs

quaLty ass!rarce sysiem co.for s lo the reqLriremefts ollh|s Orecirv. a'd ss!blecilo

;e rldica s! tueilla nce For m arketing ot List A devces an add tLona Ai nex lv (4) cedincale

s manCatory. S€e olso noles oveneal

SH]7743EXTo1

20 t7-09-t 3

2022.4312

2017-06 30
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stelan P.eLlJ

TlV SUD Prodlcl Servc€ GmbH Ls Noliiied Bodv wilh rdenlii|calion no 0123

irjv sUD Produciserice 0mbH zedfiierslelh nidlersfsSe 65 80339 Mijrchen Germal'y TWO



ProduclSe|/lce

EC Ceftificate
Full Quality Assurance System
Dnecli!e 98/79/EC on In vitro D agnostic l4edical Devices (lvDD), Atrnex lV ercluding (4' 6)
(List A and a 3nd devic€6 tor6eltte6tinq)

No. Vl 17 08 80997 017

Madel{s}:

Facility(ies):

For Detail Models see attachment

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 9212'1, USA

AZIIRE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

I!V SLI! tr0duci S0nlra Gmb Zert;lizlersrella R dlsrslraRe 65 80339 \lLncben Cernary TW"



Attachment for Csrtificate No V{ 17 08 80997 017

supplement 001 dated 2017-08-30 Prdrcl Seft re

For th€ product(s)/product category (ies):

On CallPlls Bood G ucose Monitoing System,

On Cal Pl!s Blood Glucose Test Stips.

on callEZ ll Blood Glucos€ N'lonjtoring systsm

On CallRediBlood Glucose Mon[o'ng System,

on CallRedill Blood Glucose Tesl skrps.

On Ca. ao/anced Brooa G ucose Mon,lo rlg Syslem

Oo CallAd%rced Blood Glu@seTesl Stips

On CaL Pl€lnum Elood G ucose l,4onrlcring Syslem

On Cal Plalinum Blood Glucose TestSlrPs

On Cal Chcsen Elood G lcose Manlicrng Syslem

On C6llChoscn tslood Glucose resl strips

On CallVlvid Blood Gllcose Nlonitorinq Syslem (OG[4-i0')

On CalLVivid B ood Clucose Tesl Skrps (OGS'101).

on callVivid Pa Blood Glucose Nlontorins System (OGN'I-102),

On CallSh?rp Blood Gucose l',lon lorlng Syslem (OGNI_121),

OnCall SherpBood GlucoseTestSl.ps(OCS 121)

On Call Plus ll Blood Glucose l\4onitoring Syst6m (OGL'l-i7r),

On Call P us ll Blood Glucose Tesl Slrlps (OGS-I71),

On Call Extra Elood (, ucose luonrtonng system (QGlv'l T91),

On caLl Exka Blocd Glucose Tesl Sirips (OCS-191),

on call GK D!a Blood Gl]cose & Ketone lvlon lorlnq System (OGIV:61).

On CallBlood Ketone Test Strips (OGS-161)

D'ON: Blood Glucose l,'loniloring Syslem,

D'ONE Blood Glucose T6t Si ps,

Ur nalys s Reagel Slripr (Urine),

UTLUrnary Tract nfection T$i Sk ps

Toxoplasma gG ElATesl Kii.

Toxop asma LglM EIA Tesl Kit

R{bella lgc EIA TeslKil

Rubella lglu tlA Test Kr,

C[4V qG E]A Test K t

CNIV Lg[1 EIA Tesi Krt,

Page 3 of 4

TUV SU0 ProduotSe'vrcc GmlrN 7adit,?iorsiolld lid 0.srrate 65 60339 l,lirchEn Cermany ll'v"



Attachment for certificate No v1 17 08 80997 017

Supplement 001 dated 2017.08-30

TolalPSA EIA Tesl Kir,

PT Coagllaton filoniloing Syslem (CCu 121',

PT Coaqulation Tcat Strips (CCS 121).

Choeslerol ilontoring Sysiem (CC\4_111).

CIIOL Tola Choesler.lTest Devces iCCS_1l'l),

TRIG Tag ycendes TestDev ces (CCS'1'2)

FDL H 9h Densily L popfoteif Tesi DEVLces (CCS-Tl3)

3-1 Lrp d Pane Test Devces (CCS-114)

cholesr€rol CTRL cortrol Devices

ChoeslerclNloi io.ins System (CCM 101)

CHOL Tol. Cho eslerclTest Slrlps {CCS'101)

PT/ NR l",lon loring Syslen (CaM'151)

PT/INR Test Stips (CCS-15'),

Hemoqlobin TesUng St€t€rn (CCl4 141),

Hemollobin Tesl Sl,ps (CCS'14r),

hCG Pfegnancy Raprd Tesl Cassetle {urne),

Pr€gn3ncy Rapid lest N'ldslream

Nlunich, MHS-CRT, 201 7-08-30

Stefan PreiB

Certification Medical Technology

lUl SLID !rodr cr Seryice €mrli laniiz elsralh 8,c erstra&eb5 80339 [riirchen Germaiy TWO
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The Ce.lication Body oi TUV SUO ProCucl SeNi@ Gtr'bH ceriiries thal the company mcnlioned
above has estab ished aid s malntaining a qualily managernenl sysl€m, which me€1s lne
foquroments oflhe isl€d siandad(sl. S€e also noles overleaf.

sH1610619

2016 0715
2019.07,14

tl tl
Date, 2016-07 08

CERTIFICATE
No. QIN 16 05 42074 027

Holder of certificate:

Facility{ies):

Certitication Mark:

Scooe of Certificate:

Applied
Standard(s):

Acon B:otech (Hangzhou) Co., Ltd.
No 210 Zh6nznon9 Road

310030 Han9zhou

PEOPLE'S REPUELIC OF CHINA

Acon B otech (Hang2hou) Co., Lld.
No.210 Zhefzhong Road, Wesl Lake Distrcl,
310030 Haogzhou PEOPLE'S REPLJBLIC OF
CHINA

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

EN ISO 1348512012 + AC:2012
Medicaldevices - olality management sysiems -
Requiremenis ror regulatorl p!.poses
(lSO 13485:2003 + Cor 1 2009)
DrN EN ISO 13485:2012

ll onrxs

Rdle.sr.aBe 65 80339lr0n.hen ccnnany nry'TUV SUU Produ.i Seturce Gmbll . ZenihneGt€le



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We declare under our sole responsibility that the in vitro diagnostic
device:

Foresjght FreeT4 EIA Tcst Kil

classified as others of the direcfive 9g/29/EC,

meets all the provisions of the directive 9g/79/EC 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 Representativel
tvlDss

Schjlfgraben 41
30175 Hannover, Germany

,.>4
'zl'-t.? - - ::-:-:--
QiyiXie, MD MPH

Senior Staff, Regulatory Affairs
ACON Laboratories, lnc.

iuT$::#;3l * '4"1 9il+

-==_=_===10125 fiIesa R]m Road . San OLego, CA 92121 . USA.Tet: (658) 875_OoOO. Fax {O5a) 875,8099E-ar i ro@dcor.abs 6-



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Drego, CA 92121 USA

We declare under our sols responsibility that the in vitro diagnostic
dsvice:

Foresight HSV 1 lgc EJA Test Kit
Foresight HSV 2 tgc EIA Test Kit

Foresight HSV 1/2 gG EtA Test Kit
Foresght HSV 1 Lgt\/l EtATesl Kit
Foresight HSV 2 tgM EIA Test Kii

Foresight HSV 1/2 tgtv EtA Test Kit

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

meets alf the provisions of the directive gBlTglEC on in vitro
diagnostic medical devices which apply to it

This self-declaration is according to Annex lll
(excluding Section 6) of the Directive.

Aulhorized Repae!entative:
t\ilDss

Schifigraben 41
30175 Hannove. Germany

Signed tris _f cay of
in San Diego, CA USA

oLf 2ot3

t '\/ 
^

,//qIxr ---------
I- -- --diiixfd,'iltt;iiipH -..----

Senior Staff, Regulatory Aftaifs
ACON Laboratories, Inc.

=__::==
-==-:==-=10125 r',4esa R m Road S.. Diego CA 92121 , USA.Tet (858) 8i5-8oOO . Fax. (858) s7s-s099
E-mait iro@acontabs.com



ACON Laboratories. Incorporated
10'125 Mesa Rim Road

San Diego, CA 92121 USA

We declare under our sole responsibility that the in vitro diagnostic
device:

t'oresighr l.ree'fl UIA 'l cst Kit

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

meets aff the provisions ofthe 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.

Authoriz€d Representatlve:
I\,1DSS

Schiffgraben 41
30175 Hannovef, Gemany

signed this /14day ot 2a /l
in San Diego, CA USA

.z-
. ,.+=. 4.. ( . ! .9- ... a:.: . I

/ Richard Lenart

F
|\cguraury ^ a ! rvrcr rdgvr

ACON Laboratories, Inc.

=--==!.:_;=_=_=_====

10'125 Mesa Rim Road. San Diego, CA 92121 USA .Tet: (858) 87s-8000 . Fax (g5s) 875-8099
E-ma Ii info@a@ntabs.com



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We declare under our sole rssponsibility that the in vitro diagnostic
device:

Forcs ighr 't'otal t: tjlA test Kil

classified as others of the directive g8/79rEC,

mssts alf the provisions of the diroctive g8/29/EC on in vitro
diagnostic m€dical dovices which apply to it

This self-declaration is according to Annex lll
(excluding Section 6) of the Directive.

Aulhoized Representativel
MDSS

Schiffgraben 41
30175 Hannover, Germany

Sisneo tnis ,6 oay ot
in San Diego, CA USA

, er/9

7_-\|__
'biri x;"',vir, rrr"n

Senior Statf, Regulatory Affairs
ACON Laboratories, Inc.

-==_=i=-=r0125|'resaRimRoad.SanOego CA92121 . USA .Ie . (85g) 075-BOOO _ Faxr {B5B) 875-0099



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We declare under our sole responsibility that the in vitro diagnostic
device:

Forcsight Tolat 't4 EtA Tesl Kir

classified as others of the directive gg/7g/Ec,

meets afl the provisions of the directive 9g/79/EC 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 Represenlalive:
MDSS

Schifigraben 41
30175 Hannover, Germany

il'*"js::g;31", &j eolP

--===-==
1012s Nlesa Rim Road . San Orego. CA 92121 . USA .Teti (858) 875.6000. Far {8s8) 875.s090

E-ha, rrto@acon abs co.



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

W€, the manufacturer, declare under our sole responsibility that
the in vitro diagnostic device:

lvlission U500 lJrine Analyzer
Mission U500 LJrine Analyzerwiih Barcode Reader

l\,,lission lJrine Analyzer Barcode Reader
lv4ission Printer Pape. Rolls (Sticke/Thermal)

lvission U500 Data 
-Iransfer 

Kit

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

meets afl the provisions of the directive g8/79/EC 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 Represenlative:
MDSS

Schiffgraben 41
30175 Hannover, Germany

Signeo tnis Jftoay ot
in San Diego, CA USA

/tl"-J

Senior Staff, Regutatory Affairs & Cljnicat Affairs
Acon Laboratories, Inc.

-=1L-_==:Er0l25MesaRimRoad.SanoegocA92l2l.usa.T€L:(858)875-8ooo.Fax:(858)E75€099
E mair inro@acontabs @m



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We, the manufacturer, declare under our sole responsibility that
the in vitro diagnostic device:

Foresighf,TSH EtA Tost KI

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

meets aff the provisions of the directive 98 tTglEC 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 Repre6€ntativ€:
MedicalDevice Safety S€rvice GmbH

Schiffgrabon 41
30175 Hannover, Germany

sisned this CA day ot {lye'.,1b( r J01+
in San Diego, CA USA

/.nt4n;,
President

Acon Laboratories, Inc.

r0125 lllosa Rim Road . San DieOo, CA 92121 . USA,Te: (B5g) 87S-OOO0 , Fax:(858)87s-8099
E.md L rto@acontabs con



ACON Laboratories. Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We declare under our sols responsibility that the in vitro diagnostic
d€vice:

Foresighl H. pylori lgc EIA Test Kit

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

meets all the provisions of the directive 98/79/EC 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 Represenlative:
t!1DSS

Schiffgrabefi 41
30175 Hannover, Germany

signed this laq aay ot 5eF . Q,Pl+
in San Djego, CA USA

Acon Laboratories, Inc.

10125 M€sa Rim Road. san D690 CA 92121 USA Tet:(858) 875-8000 Faxr(858)875-8099
E-ra,t. r.lo@acon abs.com
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