
d:s =-=---#
YourTrustedPartner

San Diego Juty.11rn, 2018

We, ACON Laboralories Inc having a registered offlce at1Ol2S Mesa Rim Road. San Diego, CAg212i, USA
assign SRL Sanmedico having a registered office atA. Corobceanu street 7A, apt,9, Chisineu MO_2012,

lvoldova 
' 

as authorized ropresentative in corespondence with lhe conditions of dnective 93/4zEEc, 98/79/EEc
and s0/385/EEC.

ws declare rhat rho com pany menlioned above is authoriz€d to.egist6.. nolify, renew or modify lh6 rcgistration
of medic.ldevices on the ter.itory of the Repubticof l\roldova.

ACON ressrves lhe right to cancetthis authorizalion at any tims wilh a ono month notice. lfthis is the cass,
ACON will honorany obligation to supptyto our representative Santvledico SRL allthe products distibution
acquired or in the process of being acquked in Public price bids and public T€nders process.

Since.ely,

Accouni Manager, lntenati

ACON Laboratories

AcoN LABOMIORTES,INC 10125 MESA RtM ROAO SAN DTECO. CA 92121 TOSg.675€Om t gSB.Oz5,OO9g . @nhb.@m



PDcd Se'vice

EC Certificate
lull Quality Assurance System
Di.ecliv€ 98/79/EC on h vitro Diagnostlc lvlodlcal Devlces (lvDD), Annex lV excluding 14,6)
(Llst A and B.nd d€vlces fo r self-testlng)

No. Vl 17 08 80997 017

Manutaclurer: AcON Laboratories, Inc,
10125l/esa Rim Road

San Dlego CA 92121

USA

Medical Device Safety Service GmbH
Schifisrabei 41

30175 Hannover

GERI\4ANY

EC"Representative:

Product
Category(ies):

In Vitro diagnostics for the detection of human
infections and tumor markers, blood glucose

'neasur:ng 
self {esting systems, self-testing devices

lor clinical chemist.y, hematology and pregnancy

The Cerliiioatior Body ofTUV SUD Product Service GmbH declares tl'at ihe aforEnreniioned
nranulacturer has mp emenled a q ualily assu rance syslem for desig n, manulaclu rc anc final
irsoeclion ofthe reso€ctrve devices/device iarnilies in accoroancewlh LVDD Annex lV. This
quaiily asslrance syslem conlorms lo the reqlriremerts of th s DrEcliva and is slbleci lo
periodical s utuei lance For marketing of L slA devrces an addri|onalA.nex iV (4) certticate
$ mancatorv see also notes 0v6real

SH17743EXTO1

2417-09-13

2p22-Q9-12

o:re, 2017-08-30
t@
Stelaf Pferli

'10V SUD Producl servce GmbH is Noijired Ecdywllh idenrilication no 0123

TUVSUDProdlrciServics6mbH Zeniiizientelle nidlersfaBe65 80339N4ijrch0n G€rmary Tuvt



EC Certificate
Full Quality Assurance System
Direclive 98/79/EC on ln Vitro Diagnosiic Medical
(Lisl A and B .nd d€vic€s fo.6ert-t66ltng)

No. V1 17 08 80997 017

Model(s)i

Facility(ies):

For Detail Models see attachment

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

AZURE Instituto, Inc.
'10125 Mesa Rim Road,San DiegoCA92121, USA

Devic€s (lvDD), Aniex lV ercl{dins (4, 6)

T0V SLI! rrOdudse^' cs 6nbft Z€rrif z ersle le R d ersrraBe 65 80339\lincren Cerorary TI]V@



Attechmentfor Cortificate NoVl 17 08 80997 017

Supplement 001 dated 2017-08-30

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

On CallP us Blood Ghcose rvroniioring System,

On CallPlus Blood Gluc.seTe$ Shps,

on ca EZ ll Btoad Gtucose Mor todng Systei.,

On Cai RediBiood Glucose Monio.irg System

On Cal RedillBood clucoseTcst Sirps.

On Cai Advanced Blood G u€ose lloniloring System,

On Cal Ad@nced Alood GLircose Test Stdps

On Cal Platinuri Blood Glucose Monrtcf ng Sysrem,

O n Cal P alinum Blood Glucose Test Slr ips,

On C. Chosen B ood Glucose Monlicring Syslem

On O.L Choscn Elood G ucose Test Skips

On CallVvjC Elood Glucose lvloritlring Sysiem (OGl,1 10'),

On Cal Vivid Blood cllrcose Tesi Skrps (OGS-101).

On Cal Vivid Pai B ood clucose l\Ion iorim System (OGtv,t-l 02),

On CalLSharp B ood G ucose Monloring Syslem (OG[4-121)

On CallSharp Bood G ucose Test Strips (OGS 121)

On Coll Plus ll Blood Glucose Moniroing System (Ocivl-r71),

O. Call Plus ll Blood Glucose Tesl Sl ps (OGS-171),

On Call Exlra tslood (jltlcose Monironng sysrom {OGM 191),

On Call Extfa Blocd Giucose Tesl Slrips (OGSJ91),

On Call GK Dua Blood Gllrcose & Keione l\4oniloring Syslem (OG[4j61).

On Call B ood Ketone Test Staps (OGS-161),

D-ONE Bood Gllcose llonitoring Sysiem

O ONE BLood G lcose Tesl Stfips

UrLnalys s Reaq€1t Slrips {Urine)

UTI Urlnary Tract nfectio. Tesl Sk ps

Toxoplasma lgc E A T6st Kit.

Toxoplasma !gM EIA Tesl Kll.

RubeLla leG E ATesl Kit

Rlberla lgl\,t E A Tesr Krt,

CtlV lqG EIA T€sl Kt
CNIV lgNl EIA Test Kt

TIIVSUDProduclSeruc€6 bH 1eftt7,ns]e D lldloBlfalle05 t0339 t\4inchen Germa|w ltJl/,



Attachment for Certificate No V1 17 08 80997 017

Supplement 001 dated 20'17-08-30 ProdLclSeryice

TolalPSA EIA Tesl Kil,

PT C6eu at oi [4onito.ins Syslem (CCI4-121),

PT Cooquraton TcstStnps 1CCS-1211

Choeslerc l',loi toring Syslem (CCV-111)

Cl OL Tola CholesierolTest Devrces iCCSr r'1),

TR G Triglycerides Test Devic€s (CCS-1" 2)

HDL H gh De.sily L pop.oteir Test Devices {CCSr13).
31Lprd Pane lest D€vices (CCS-1r4)

Choleslerol CTRL Conlrcl Oev ces

Choleslerol l,,lof ioring Syslem (CCI,I 101)

CHOL Toral CholeslerolTesr Strips (CCS 101)

PT/INR l,lontoring Syslem (CC[,4 15'1)

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

Hemo!lobjn Tesling System (CCA4r41),

Hemoglobln Tesl Sl.ps (CCS 141)

hCG Pregnancy R3prci Tesl Cassette {Urne),

Prcgn3n€y Rapid I est r,{idskear,r

r$unich, MHS"CRT, 201 7-08-30

Stefan PreiB

C€rtification Medical Techno,ogy

IUV 5ll tJ ,roducl ServiDe GneH Zeni?:erstel-o I crsrstraBe b5 80339 L,liinchen 6ernrany TUVo
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Acon Biotech (Hangzhou) Co., Ltd.
No 210 Zhenziong Road

PEOPL€'S REPUBLIC OF CHINA

Acoi Eiotech iHang2hou)c0.. Ltd.
No.zr0 zhenzhong Road, llest Lak. Distncl,
310030 Hanlzho! PEOPLES REPUBLTC OF
CHINA

Applied
Standard(s):

Oate, 2016"07-08

sH1610619

2016.0715
2019-07,14

'l

CERTIFICATE
No. Q1N l6 05 42074 027

Holder of Certificatei

Facility(ies):

Certification Mark:

Scope of Certificate; Design and Developmenl,
Production and Oistfibution of
In Vitro Diagnostic T€st Kits
and Related Instruments,
Lancet and Lancing Device

EN ISO 13485i2012 + AC:2012
M€dical devices , Olatity managemenr syslems -
Requir€menls for regulalory p!eoses
(lSO 13485 2003 + Cor 1 2oo9)
OIN EN ISO 134E5:2012

The Ceniication Body ofTtlV SUO Producl Servie Gnrb| ceilii es rhat rhe comDanv mentio,red
abov€ has estabished a.d s maintainin€ a quatty managemert syslem, which meets lhe
.€qorromefls ollhe lisled srandad(s). see atso notes overteat

ll nnLrs

ll,dlerstrar3e65 80339M0nchen.Gednany TtVoT!V SUIJ Prodr 6iServ ce cmbH . Zertifr?erslelia



ACON Laboratories, I ncorporated
10125 Mesa Rim Road

San Diego, CA 9212j, USA

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

classified as Self Test in the dirsctive ggng/Ec,

meets aff the provisions of the directive 98/79/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 tho notified body

TUV SUD Product Service cmbH.
RidterstraRe 65.

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

Authorized Representative:
Medical Device Safety Service GmbH

Schiffgraben 41
30175 Hannover, Germany

tT--a-
- ---'-r'- ciirliliL, ub MpH

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

Signeo tnis 2daay o t -Ja^ , o- t'J-
in San Diego, CA, USA

-==-:=---==10125 M*a Rim Road, San Diego, CA 92121 USA.Te i(858) 875{OOO , Fa:: (658) 075.8099
E-mair ito@a@ntabs com



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121, USA

We, the manufacturer, declare under our sole responsibility that
the i|t yiflo diagnostic device:

Mission' Hb Hemoqlobin Testi

classified as Self Test in the directive 98r/9/EC,

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

This declaration is according to Annex lV of the Directive
and thus is bas.ed on approval by the 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 GmbH

Schiffgraben 41
30175 Hannover. Germanv

signed this Ag bay ot --\a-^ Ze t 7-
in San Diego, CA, USA

Acon Laboratories, Inc.

= -_i= ==

-=_--_-=:
1o125MesaRr-Road san o ego. Ciezi z: uEA I -; (B5sr s Z5-OooO . cax {B5Br 0?5.0099



Declaration of Conformi

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA92121, USA

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

Mission'Hb Hemoglobin Test Strips

classified as Self Test in the directive 98/79/EC

meets alf the provisions of the directive 98/79/EC on in vitro
diagnostic medical devices which appty to it

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

TUV $UD Product Service cmbH.
RidlerstraRe 65.

s0339 MUNCHEN, cermany,
notified under No. 0123 to the EC Commission.

Authorized Represenlative:
IVIedical Device Safety Service cmbH

Schiffgraben 41
30175 Hannover, Germany

slqned thls / |Euv.r Ap^tp
inSan oiego. cA, u'sn 

-
Senior

Acon Laboratories, lnc.

10125v€saR,n noao s"n o:"qo, CAgz=ri FSoi* fgaet uta.OOOO.,"{ {6581025 Bo99
E-maitr into@acontabs.com

eo(V

(\./
/0<'t^1 _

-/ Qiyi Xiei l\rD, MPH
Staff, Regulatory Affairs & Clin cat Atfairs



Declaration of Gonformi

ACON Laboratories, lncorporated
10'125 Mesa Rim Road

San Diego, CA 92121 , USA

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

classified as SelI Test in the diroctive g8/79/EC,

meets all the provisions of the directive gg/7glEc 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 cmbH,
RidlerstraBe 65,

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

Authorized Representativer
N,,tedical oevice Safety Service cmbH

Schiffgraben 4.j
30175 Hannover, Germany

^,/#Sfgned this iff day ot G^ r o t7
in San Diego, CA, USA

Senior Statf, Regulatory Affairs & Clinical Atiairs
Acon Laboratoies. Inc.

lor25 iesaRaRoao sa^ D'ao cisziii,tEelr-r (g5B) E?s€ooo . Fd,. (E5B)8254099



ACON Laboratories. Incoroorated
10'125 Mesa Rim Road

San Diego, CA 92121, USA

We, the manufacturer, declare under our sole responsibitity that
the ,n yifro diagnostic device:

classifiod as Self Test in the directive 98/79/EC.

meets all the provisions of the directive 98/29/EC on in vitro
diagnostlc medicat devices which apply to it

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

TUV SUD Product Service cmbH,
RidlerstraRe 6S,

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

Aulhoized Representative:
IVedical Devic€ Salety Servic€ GmbH

Schiffgraben 41
30175 Hannover, Germanv

Jr
S gnec thrs f'8ay of Tie-^ >a I a-
in San Diego, CA, USA

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

-==-__-==10125lvesa Rim Road San Diego, CA9212.1, USA. Telr {8S8) 875-BOOO. Fax:i058) 875,8099



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresight Free T4 EIA Tcst Kit

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

meets afl the provisions of the directive 9g/79/EC on in vitro
diagnostic medical devices which appty to it

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

Authorized Representative:
MDSS

Schiffgraben 41
30175 Hannover, Germany

,.>t.
../.............4. 

A h.. _ ::::-:::...--
Q yi Xie, iVD, l\4PH

Senior Staff, Regulatory Affairs
ACON Laboratories, Inc.

i'*";ffi#;Sl", -fu+ ,9tt+

-== 
L==:-

10125 Mesa Rim Road . San D ego, CA 92j21 . USA,Tet: (Ose) 875-8OOO. Farr (65a) 675,8099Faa. , o@amntdbs @n



Declaration of Gonformi

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresight R!be a tgG EtA Tesl Kit
Foresight Rubelta g[/ EtA Test Kit

classified as List B in Annex ll of the directive 9g/79/EC,

meets all the provisions of the directive 98/79/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,
RidlerstraRs 65,

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

Authorized Representative:
IVDSS

Schjffgraben 41
30175 Hannover, Germany

;'JjJiJ:Jh j$ a M'*tL' P19--

Senior Staff, Regu atory Affai|s & ClinicatAffairs
Acon Laboralories, Inc.

=--==tsi==1-==:E
10125 Mesa Rim Road . Sa. oiego cA s2121 . USA.Tetr (858) 875{o0O . Fax (85s)875 so99

E_hait hto@aco.tabs.@m

Qiti Xie MD, [/PH



Declaration

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

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

Forcsight HSV 1/2 tgc EtA Test Kit
Foresighl HSV 1 tgM EtATesl Kit
Foresight HSV 2 tgtv EtA Test Kii

Foresight HSV .t/2 tgtV EtA Test Kit

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

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

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

Signed tnis'fl oay of
in San Diego, CA USA

Authorized Represenlativei
]\,1DSS

Schiffgraben 41
30175 Hannover, cermany

otf eot3

Senio. Staff, Regulatory Affaks
AaON | .h^r.r^.i6c 1..

=:-==
--:a=:-=-=10125 Mesa Rim Road San Oego CA 92121 , USA ,Tet. (858) 875-8OOO . Fax. (B5S) 875-8099



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

forcsighr tree T3 EtA.l.est Kit

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

meets all the provisions of the directive gglTglEC on in vitro
diagnostic medical devices which appty to it

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

Authorizod Represontative:
[IDSS

Schiffgraben 41
30175 Hannover, Germany

Signed this 2!(aay oI '.'L. --[. 2.. .l
in San Diego CA USA

Regulatory Affairs Manager
ACON Laboratories, Inc.

=.::==r.d;===_==_=

10125 Mesa Rin Road San Dtego CA 9212j . USA.Tet: (OS8)BZS-8000. Fax (BsB) 875"8099



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:

ForcsighrTotal l.j IIA l-est Kit

classified as otherc of the directive 9g/79/EC.

meets all the provisions of the directive gg/7g/Ec on in vitro
diagnostic modical devices which apply to it

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

Aulhorized Reprosentativel
MDSS

Schiffgraben 4.1

30175 Hannover, Germany

il'*"fffigq,t6t" o:

-== 
=_==-:-

10125 l',{esa Rirn Road . sa. Diego, CA 92121 . USA.Tetr (ssg) 875 s000. Fax (858)87s-0099
r -ait rlio@aco. dbs con

&rlP

7-\:-__
%,vi ir",/mir, rtrpH

Senior Staff, Regulatory Affairs
. ACON Laboratories, lnc.



ACON Laboratories, Incorporated
'10125 Mesa Rim Road

San Diego, CA 92121 USA

We declare under our sole responsibility that the in vitro diagnostic
d6vice:

I.oresight Totajt.4 EIA Tcn Kir

classified as others of the directive g8/29/EC,

meets all the provisions of the directivo 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.

Aulhorized Representatjve:
NiDSS

Schiffg.aben 41
30175 Hannover, cemany

signeo this t& aay or
in San Dlego, CA USA

eoif

4'- 1-'- f
Qiyi Xie MD, MPH

Senior Staff Regulatory Affairs
ACON Laboratories, Inc.

-={==:=1012s r'/esa Rrm Road San oiego CA 9212j . USA ,Tel:1s58) 875-6000_ Faxr (85s) 875-s099



ACON Laboratories, lncorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Mission U500 Urine Analvzer
Mission U500 Urine Analyzer wjth Barcode Reader

ft4ission Urine Analyzer Barcode Reader
l,,lission Prinler Paper Rot s (Sticker/Thermat)

M ssion U500 Data T.ansfer Kit

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

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

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

Authorized Representative:
t\,1DSS

Schiffgraben 41
30175 Hannover, Germany

^ t+(
Siqned this ,/t ' dau of
in San Diego, CA USA

Senior Staff, Regulatory Affairs & Clinjc€l Affairs
Acon Laboratories, Inc.

-:-:'=={:=--_==-=:
r0125 Mesa Rim Road . San D ego. cA 92121 . u$q.Iet: (858) 8753ooo .rar: (s58) E75_8099

E m:t ,at^/6,m.,abs com



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresight TSH EtA T6sl Kit

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

meets afl the provisions of the directive gg lTglEC 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 Represeniative:
lvledical Devico Safety Servic€ GmbH

Schiffgraben 41
30175 Hannover, cermany

sisned this &L aay or lltwnbt r , J01+
in San Drego, CA USA

-:124=:--::...,- 
--.....-....,

J nn-nan Lrn

A^^^ I 
^h^r.l^.i6. 

l^^

1012sMesaRimRoad San Oreqo, cA92121 , usA .Tet: (s5s) 875,8000 . Fexr (858) 875,8099
E-mar,rto@aconr.bs.com



Declaration of Gonform

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresight H pyloi tgG EtA Test Kit

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

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

This self-declaration is according to Annex lll
(excluding Section 5) of the Directive.

Authorized Representative:
1\4DSS

Schiffgraben 41
30175 Hannover, Germany

slgned thrs aA aav ot 5eF Al/+
in San Diego, CA USA

-'/.^
/ oiyi >{e, Mo, Mi;n-

Senior Staff, Regulatory Affairs & Clinicat Alfairs
Acon Laboratories, Inc.

-==:=_===10125 rMesa Rim Road SanO690 CA92121 .USA.l€:(856) 875_6000.Far (858) E75-8099
F.T:'t'rfr^6r..n^r?bs com
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