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YourTrustedPartner

San Diogo Jrjty 11,", 2018

We, ACON Laboratories Inc having a registered office at 10125 Mesa Rim Road. San Diego, CA92121, USA
assign SRL Sanmodico having a .egistsred offtce at A. Corobceanu slreet 7A, apt. S, Chiginau MD_2012,
Moldova, as authorized r€pr.sentativ€ in.o(espondence with the conditions ofdirecrive 93/4zEEc, 9&?9/EEc
aod 90/385/EEC.

we declare that the company menlloned above i9 authorizod to r€gistor, notify, ronew orulodfythe registralion
of medicaldevices on the territory oftha Repuuic of llloldova.

AcoN reserv.s the right to cancerthis authodzation at anytime wirh a one month notice. rf rhrs rs the caso,
AcoN will honor any obrigat.n to s!ppryto our represenr€tive senMedico sRL a[ the producrs d€iribution
acquired or jn lhe process ofbeing acquhed in public price bids and public Tenders process.

Sincorely,

f*\tw

S:/Accoont Manager, Inler

ACON Laboratodes

ACOIr LAAORAiORTES, TNC 10125 MESA RtM FOAO S N Ot€cO, CA 9212r T350.375.8000 a 350.075d093 enhb'@m



EC Certificate
Full Quality Assurance System
Oirective 9!/79/EC on In Vilro Diagnosttc tvedicat Devlces (|VDD), Annex tV exctuding i4,6)(Llst A and I and dev lces for self-testtng l
No. Vl 17 08 80997 017

Manufacturer:

EC'Representative;

Product
Category(ies):

ACON Laboralories, Inc,
10125 [,4esa Rlm Road
San D ego CA 9212 I
USA

Medical Device Safety Service GmbH

30175 Hannover
GERIVIANY

In Vitro di6gnostics:or the detection of human
Infeclions and tumor markers, blood glucos6

Hffi

measuring self "testing systems, self-lesting devices
for clinical chemistry, hematology and pregnancy

The Cerliircation Bocy oiTUV SUD ProdLrct Servic€ crnbH dectares tl^at the afo€nrentioned
nranllacntre. has molemerted a qlatty ass!faice system tor desi!., manutacl!re anc tinal
nspecion ofthe iespeclrve devEes/ device lam ies n accodance with IVDD Annex V. This
quaLty ass!rarice sysl€nr coniorms lo the requireme.ls of lh s Orcctive a.d is slbleci ro
periodlca su^/eillance. For markeling oi LstA delrces an addlronatAinex tV (4) certtrcate
rs manCatory. See sLso notes overeal

SH17743EXTO1

2D t7-09-t 3

2022-43,12

Dare, 2017-04-30

tl /
Storan P€rB

TUV SUD Producl Serv ce GmbH is Notii ed Body wilh rdenrificalion no. 0123

TiiYS00 ProduciSooico CmbH Zenfuiersletie Sidtersratie 65 . 80339 \4iifchen TtN'



EC Certificate
Full Quality Assurance System
Directive 98t9/EC on In Vitrc Diagnostic tvedicat Oevices (|VDD), Annex tV exctuding (a,
(ListA and B 3nd devices fof6etf ta6tng)

No. Vl 17 08 80997 017

6)

Model(s)r

Facility(ies):

For Detail Models see attachment

ACON Laboratof ies, lnc.
10125 Mesa Rim Road, San Diego CA 92i21, USA

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

IUY SUI Prod!clSe^, ce GnbN Zenifzierslelh RidlErslrafie 65 . 80339 Mijnchen . 6em,ary IWO



Attachment for Certificate No Vi 1Z 08 gO99Z 012

Supplement 001 dated 2017-08.30

For the product(s)/product category (ies):

On CallPlus B ood clucose [4onitoring System,

On Call Plus Blood G uccse Tesr Stips.

On Ca EZ ll B ood Glucose Monilorhg Syslen,

On Cal Redi Blood Gtucose Jvonilo. nS Sysiem,

On CallRedillB ood ctucoseTosl Slnps.

On CallAd',€nced Blood c ucose l,tonitoing Systern,

Or CaliAdEfced Blood c ucose-Iesi Strips

On Cal Plaliflum Btood c Licose Monitor ng Systen,

On Cal Platinum Arood ctucose Tesl Srr ps

On Cal Chosen Blood clucose [4onilrrng System

on caL choscn Brood G ucose Tsst srrtps

On CallVvji Blood Gluccse l\4onitoin0 System (OGIIj0r)
On callVvid Blood ctucose rest Str ps (ocs-l01).
On CallVlvid PalB ood ctucoce Monitoins System (OGt4"102).

On CaLlSharp Blood c ucose Monloring Sysrem (OG[4-121)

On CallSherp Blood Gtucose Test Slrips (OGS-121)

On C3|| P us ll Bood clucose tvoniroing System (OG|M-rZi),

Ol Call P us ll a ood Gd.cose Iesr Srrios (OCS-r711

On CsllExira Blood Olucose tlloni:orig Sysi€m {OGt/l 191),

On Call Etra Blood Glucose Test Siips iOGS-191)

On CallGK Dra B ood c ucose& Ketone [4on toring System (OGM:61).

on call B ood Ketone i€st Str ps (OGS 16'1)

D-ONE Bood GlLrcos€ tulonilo ng Syste,n,

O-ONE BLood G lcose lest Strips,

urnalysis Reagelt slfips (urlne).

UTI UnnBryTract nfection Test Sirps

Toxoplasma lgc E A Tesl Kii.

Toxoplasna lgl\,1ElA Tesl Kit.

Rubella lgc EIA Tesi Kit

Rubella lgM EIA Test Kt,

CMV lqc EIA T€st Klt,

cl\,]v lgltl EIA Test Kit,

Page 3 o{ 4

IUV SUD Prodlot Sery ce €nb! lrrtlliorsietto tidrcclraRe 65 . €0339 t\4inchen cormany Ttr\,/.!,



Attachrhent for Cerlificate No Vl i7 0B 80997 017

Supplement 001 dated 2017-08.30

Tor?IPSA E,A Tesl Kl,

PT Coaguraton ftlonitor]ng System (CCtv1-1211,

PT Coosuaion Ical stdps (CcS 121).

cholesi€rolltontoring System (CCM,1j1)

CIIOL Tolal Chotesie.ot T est Devices (CCSr 11),

TRIG Triglycerides Tesr Devices (CCS-1,2)

FDL High Dens ly Lipoprcte n Tesr Devices (CCSn13)

3'1 L pid Pare Test Devrces (C CS-i i 4)

Chol€slef ol CTRL Conlrot OevLcos

Cholest€rotryton loring Systen (CCM 101)

CHOL TolalCho eslerolTest Slrips (CCSJ01)

PTIINR i\4oiitoring Syslen (CC[4,i 51)

PT/INR Tesr St.ips (CCS-15.),

Hemoglobin Tesling Syslem (CC[4 141)

Hemo:lobln Test st. ps (CCS,1a1),

hCG P€gnafcy Rapid T€sr Csssefl€ (Ufine),

Pregn3ncy Rapid test Nlidsrream

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

Stefan PreiB

Certilication Medical Technology

Iliv Sl0 Droducl service cmrN Zendpe|slolle Rrd erst.aBe65 . 80339 telitnchen Gemany '[tjvo
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ACON Laboratories, Inc.
10125 Mesa Rim Road

San Diego CA 92121

USA

ffiffi

Valid untill

Date, 2016'08-24

Page 1 ol2

sH1674306

2016-09-07

2019-09-06

tl It lk4/ |.I

CERTIFICATE
No. Q1 N 16 06 80997 01 1

Holder of Certificate:

Certification Mark:

Scope of Certificate: Design and Development,
Manufacture and distribution of
In Vitro Dlagnostic Test Kits and Reagents for
thc Determination of Infectious Diseases,
Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker,
Fertilily/Pregnancy and Blood Glucose
Monitoring System,
Lancing Devices and Lancets

The Cerlification Body of TUV S{JD Prod!cl Seruico Gmbl^l certifies that the company menlioned
above has eslablish€d and s mai aining a q!al ty managemenl syslem, which nreels lhe
requiremenls of the listed slandafd(s). See also fotes oveAeai

(f nntts

80319 Mdnchcn 6ermany luvIUV SUD P.oduct Setu ce GmbH Ze.lili, srsre e FrdLcrslrsBc 65



@
ProduclSetuice

CERTIFICATE
No. QIN 16 06 80997 011

Applied Standard(s):

Facility(ies):

?age 2 ol2

TlV S0D Prodrct Sery ce CnhH

EN ISO 13485r2012 + AC:2012
Med caldevices - Qually management systoms -
Requircmenls ior regulalory purposes
(lso 13485:2003 + Cor. 112009)
DIN EN ISO 13485:2012

ACON Laboratories, lnc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Acon Laboratories, Inc,
6865 Flanders Dr., Suite B, San Diago CA 92121,
USA

AZURE Institute, Inc.
10'125 Mesa Rim Road, San Diego CA 92121, USA

{f onrrs

^ -'",@6uJrr Nrncrcn LrermanvZ.nliziersr€ie 81dlentraRa65



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121, USA

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

classified as Self Test in tho directive 98f9rEC,

meets alf the provisions of the directive 98l7gtE9 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 ths notified body

TUV SUD Product Service GmbH.
RidlerstraRe 65,

80339 MUNCHEN, cermany,
notified under No. 0123 to the EC Commission.

Authorized Representative:
Nledical Device Safety Service cmbH

Schiftgraben 41
30175 Hannover, Germany

Signeo tnis adday o t A'c.^ , no t 7-
in San Diego, CA, USA

17'-'-r,2 =,' Qiyi Xie, MD, MPH
Senior Stafl Regulatory Affairs & Clinicat Affairs

Acon Laboratories, Inc.

-==-=-===10125 
^4esa 

Rim rload San Diego, CA92121, USA Tet: {B5B) 075{OOO . Fsx: (€5s) 675-8099



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121, USA

We, the manufacturer, declare under our sole responsibitity that
the rn vifro diagnostic device:

classifisd as Self Test in the directive 981/9/EC,

meets aff the provisions of the directive 99t79/EC 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 cmbH,
Ridterstra6e 65,

80339 MUNCHEN, Germany,
notified under No. 01ZO to the EC Commission.

Authorized Representalivei
Medical Device Safely Service GmbH

Schiffgraben 4.1

30175 Hannover. Germa.v

Sig_nedrhis f'bay ot li'a ^ Ze r 7-
in San Diego, CA, IJSA

Senior Staff, Regulatory Affairs & Cl nical Affairs
Acon Laboratories, Inc.

=-=i===

-===-===10 25Mesa R,ft ltoad srn oego, cisziz] u5n:rer 1e58) 875-8ooo. Eax {a58re?5-8099Erat nto@d.onrbs.ron



Declaration of Gonformi

ACON Laboratories, lncorporated
10125 Mesa Rim Road

San Diego, CA 92121, USA

We, the manufacturer, declare under our sole responsibility that
the rn vr?ro diagnostic device:

classified as Setf Test in the directive g8/79/EC

meets alf the provisions of ths directive 98lTgtEC on in vitro
diagnostic medical devices which apply to it

This declaration is according to Annex lV of the Directive
and thus is.bas€d on approval by the notified body

TUV SUD product Service GmbH.
RidterstraRe 65.

80339 MUNCHEN, cermany,
notified under No.0123 to the EC Commission.

Authorized Represenlativel
IVIedical Device Safety Service GmbH

Schiffgraben 41
30175 Hannover, Germany

eetT

(\/
/t<(a-1 _' ' 

--)z' ciivixiiffio, rupe-'
Senior gtaff, Regulatory Affaks & Ctinicat Affairs

Acon Laboratories, Inc

Mission@ Hb Hemoglobin Test Strios

srsned rhls / 1Tu, or Ap^tQ
in San Drego, cA, u-sn 

-'

-==__===
10125V€saRmRoad.s!.Dieso,cAn2-l2TUEA:T;r(85gr875.8ooo.Fa,.(658,075.0099

E,mai: lnto@acon abs clm



Declaration of Gonform

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121, USA

We, the manufacturer, declare under our sole responsibility that
the ,r, yifro diagnostic device:

Mission@ Hb He lobin Control Strio

classified as Self Test in the diroctivo g8/79/EC,

meets alf the provisions of the directive g8/79/EC on in vitro
diagnostic medicat devices which apply to it

This declafation is according to Annex lV of the Directive
and thus is bas6d on approval by the notified body

TUV SUD Product Service GmbH,
RidlerstraBe 65,

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

Authorized Representalive:
t\/edicat Device Safety Service cmbH

Schiffgraben 41
30175 Hannovef, cermany

^t/6Srg-nedlhis 4Z- day ot G^ - ot7jn San Diego, CA, USA

Senior Staff, Regulatory Affairs & ClinicalAffairs
Acon Laboratories, Inc.

=:-==-,
-E1-==-€'O'25l,resa Rr aolo Sar D 

"9o, 
CFsz: Zi .tEr lr-r lg58) s7 5-8000 . Far (B5Or 875,8069

E,mar. inlo@acontabs.com



Declaration of Conformitv

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA92121, USA

We, the manufacturer, declare under our sole responsibility that
the ,n yiflo diagnostic device:

classifi€d as Setf T€st in the directive 98n9/EC,

meets all the provisions ofthe directive 9g/29/EC 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 ths notified body

TUV SUD product Service GmbH,
RidlerstraRe 6S,

80339 MUNCHEN, Germany,
notified under No.0l23 to the EC Commission.

Authorized ReDresentative:
I\,4edical Devic€ Saf€ty Service GmbH

Schlffgraben 4t
30175 Hannover. Germanv

J-
Sigred this ?['fi3y 6f I? "r >a I n-
in Sar Diego. cA L'SA 

_- 

-- 
-

Senjor Staff, Regulatory Affairs & Clinica Affairs
Acon Laboratories, Inc.

-t==:-=:-10'25rvresaRmRoad.Sanoego,CFS:12IUEe.r;i.,g58)B75-8OOO.Far.r85B)87s-8099
E-fti Info@acon absco.



ACON Laboratories, Incorporated
'10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresjght Free T4 EIA Tcsl Kir

ctassified as others of the directive 9B/29/EC,

meets all the provisions of the directive 98/79/EC on
diagnostic medical devices which apply to it

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

Aulhorized Ropresentativei
MDSS

Schiffgraben 41
30175 Hannover, Germany

in vitro

ill

:'*"f*:# jsl o'f -fu:f '4o(+

Senior Staff, Regulatory Affai|S
ACON Laboratories, Inc.

.===€;€==€

Sa Drego CA92l/'.LSA,ret ,858t 875{OOO, Ea\ rg58) 8?r{099E-nar .ro@acontabs @m

10125 lvlesa Rlm Road



ACON Laboratories, Incorporated
10125 Mesa Rim Road

l3an Diego, CA 92121 USA

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

Foresight Rube ta JgG EIA Tesl Kit
Foresight Rubelia tgt\,4 EtA Tesl Kit

classified as List B in Annex lt of the directive 98/29/EC,

meets all the provisions ofthe directive 98l79tEC on in vitro
diagnostic medical devices which apply to it

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

TUV SUD product Service cmbH,
RidlerstraRe 6S,

80339 MUNCHEN, ceImany,
notified under No. 0i23 to the EC Commission.

ALithorized Representatavei
MDSS

Schiffgraben 41
30175 Hannover, Germany

:;UfJiJ:H,H ot /',c*L!i,. utrP

Senior StaFf, Regutatory Affairs & CtinicatAffairs
Acon Laboaatores, Inc.

-=i==--==-==
10125 Mes€ Rim Road , San Dtego. CA 9212j . USA.Tet: (85s) B?5,sooo . Fat (s58) s75-8099

€_ma I into@aconlabs.corn



Declaration of Conformi

ACON Laboratories. lncorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresight HSV 1 lgc EjA Test Kit
Foresighi HSV 2 tgc EtA Test Kit

Foresight Hsv 1/2 tgc EtA Test Kit
Foresighl HSV 1 tgM EtATesl Kit
Foresight HSV 2 tg[,,t EtA Test Kit

Fofesighl HSV 1/2 tgM EtA Test Kil

classified as others of the directive 9B/7g/EC,

meets all the provisions of the directive gglTgtE3 on in vitro
diagnostic medical devices which apply to it

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

Auihodzed Represenlativel
1\,1DSS

Schifigraben 41
30175 Hannover, Germany

Signeo tnis _fl oay of
in San Diego. CA USA

odf . )ot3

Senior Staff, Regulatory Affairs

1012s Mesa Rim Road Sa. Diego CA 92121 , USA.Tet (a5B) 075-SOOO , Fa! (858) 875_S099



ACON Laboratories, Incorporated
10125 Me$a Rim Road

San Diego, @pp,&e-t USn

We rdeclare undg, responsibility that the firr ultro diagnostb j
devlce:

Foresisftt Frce T3 EIA Tcst Kit

classifiod as others of the diroctive gB/"fglEC,

ets all the provisions of the directive g8/29/EC on in
diagnostic medical devices which apply to it

This self-declaration is according
(excluding Section 6) ofthe Dl

Authorized Ropre66nie0lvB:
tDSS :. l

Schlffgr€beni41
30175 Hannovgi Germanv

toAnngs
rectlv.f|i r:'

Slsnqd this //4aau a .r'/*--A
in sah oies6-, cA uFA

2a tl

Rlctrard Lenart
Regulatory Affairs Managef

ACON Laboralories. lnc.

--====:=10125M6sa Rlm Road San Diego, CA 9212i . USA .Tet (gS8) BZ5.BO00 . t.x (858) g7+80€g
E-ma : hf ocDaconisbs_@m



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 9212.1 USA

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

Fo,.cstght forat Ij tjlA.t!st Kil

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

meets aff the provisions of the directive 9g/29/EC on in vitro
diagnostic m€dical devices which apply to it

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

Authorized Representatjve:
MDSS

Schiffgraben 41
30175 Hannover, cermany

_ /)r. ^ grlp
;'*TJ?::ftY^,fflof t -

. ACON Laboratories, lnc.

---==_-==:1==
10125 lvesa Rirn Road . San Diego, CA 92j21 . USA .Tet: (e58) S7b S000. Faxr (S58) 675-S099

E_ma t: in{o@acontabs.com



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

Ws declare under our sole responsibility that the in vitro diagnostic
dsvice:

IroresiShr Toral.t.4 EIA Ten Kir

ctassified as others of the directive 9g/79/EC,

meets all the provisions of the directive 98/79/EC o n in vitro
diagnostic medical devices which apply to it

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

Aulhorized Representativej
MDSS

Schiffgraben 41
30175 Hannover, Germany

" r' ....
Qiyi Xie, l\rD. MPH

Senior Staff, Regulatory Affaifs
ACON Laboratories, Inc.

;'*1ru*j;sl"' &+ eoiP

-===-==10125^4esa Riln Road . Ssn Drego, CA 92121 . USA .Teti (858) 875-8000 . Fax: (SsS)87S.S099
E-ma, nfo@sco^t.os cor



ACON Laboratories, lncorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Mission US00 Urine Anatyzer
Mission US00lJrine Analyzer with Barcode Readef

Mjssion lJrine Analyzer Barcode Reader
ilrission printer paper Rojls (Slicker/Thermat)

tvission u500 Data Transfer Kit

classified as others of the directive 98/29/EC,

me€ts alf the provisions of the diractivo 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 Representative:
[,tDss

Schiffgraben 41
30175 Hannover, Germany

sisneo tnrs 1!((oay ., lt<^r-J d o t 6
in San Diego, CA USA

Senior Statf, Regutatory Affairs & ClinicalAffairs
Acon Laboratories, lnc.

-==-:==-Er0125lvlesa R m Road . san Diego, cA 92121 . usA.T€t: (8s8) 875-8oOO. Fax (E58) 87s,6099
E.mat nfo@acoitabs com



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:

Forssighto TSH EtA Tesl Kit

classified as others of the directive 9g/79/EC,

meets all the provisions of the directive 9g/79/EC on in vitro
diagnostic medical devices whlch apply to it

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

Aulhorized Representaliv6:
MedicalDevice Safely Ssrvice cmbH

Schiffgraban 41
30175 Hannover, cermany

sisned this &L aay or fl}tembt r , j0 1+
in San Diego, CA USA

President
Acon Laboratories, Inc

l0l2SMesaRmRoad sanDeso,CAg2j2j.USA.Ts (85s) s7s_sooo . Fax: (ss8) 875.s099



ACON Laboratories, Incorporated
10'125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresight H. pylori tgc EtA Test Kit

classifiod as others of the directive 9g/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.

Aulhorized Represenlalive:
MDSS

Schitfgrab€n 41
30175 Hannover, Germany

Sisned this aa day ot 5eF . Q?l+
in San Drego, CA USA ---r---

Senior Staff, Regulalory Affairs & Clinical Atfairs

10125M€saRmRoad San O€go, CA 92r21 .USA.Ts (958)E75-BOOO. Faxi(858) 875,6099
E ma.r i.b@acan abs co,n

Acon Laboratories, Inc.
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