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YourTrustedPartner

san Diego July'11rh, 2018

We ACON Laboratori6s Inc. having a registered office at 10125 Mesa Rim Road San Diego, CA 92121, USA

as6ign SRL Sanmedico having a registered otflce at A. Corobceanu slreet 7A, apt. 9, Chi9inau MD-2012,

Ivoldova, as authorized reprcsentative in correspondence with lhe conditions ofdkective 93/4ZEEC, 98/79iEEC

and 90/385/EEC.

w€ declare lhat the company menlloned abovs is authorized to register, notify, renew or modify the reglstration

of medicaldevic€s on the teritory ofthe Republicof lroldova.

ACON.6s€rves the right to cancelthis authoizalion at anytimo wilh a one monih notice. lfthis i5 tho ca6o,

ACON willhonor a.y obligation to supplyto our represenlattve SanMedico SRL allthe products distibulion

acquhed or in the process of being acquired in Public Price bids and PublicTenders process.

Sincerely,

Account lranag€r, I

AcoN Laboratodes

ACoN LABoRAIORIES.INC 10125 MESA RIM ROAO SAN DIEGO, CA 92121 r3$.375.3000 F 353.375.3003 ' hnltbs,@d



EC Certificate
Full Quality,Assurance System
Di.ectiv€ 98/79/EC on In Vilro Diagnostlc lledlcalDevices (IVDD)' Annex lV'xcluding (4,6)

{Llst A and B and devlc€s fo I selt'testlng )

No. Vl 17 08 80997 017

Manutaclurer; ACON Laboratories, Inc.
'10125 tulesa Rim Road

San D ego CA 92121

USA

Medical Device Safeiy Service GmbH
Schinerabei 41

GERIV]ANY

EC-Representative:

HffiH

Product
Category(ies):

In Vitro diagnostics for the deteclion of human
infeclions and tumor markers, blood glucose

'neasuringl 
self -testing systems, self_lesting devices

for cllnical chemistry, hematology and pregnancy

The Cerrilcatioi Body ofTUV SUD Prcduct SeNice Grnbl'jdecares thatlh€ alorenrentioned

manuiacl!rer has rnplemenled a qu,lly rssurance system for design manufaclure and flna

lsoecl on ol the fesDect ve d evrces / device iarnrlies In acccrdance wrlh IVDD Annex lV Th s

quality ass!rance sysiem confonns lo the requirenrerls of th s Drreclte and s slblecj io
periodi.a su 

^/eillance. 
For marketing oi List A delrces an addrt|onal Alnex lV (4 ) cert ncale

s manlatory See aso noles ovor€al.

SH17743EXTO1

2rl t7-09-13

2022-49-12

Dale, 2017-08-30
trl
Stotan Prer3

TlV SUD Prodlcl servc€ CmbH rs Noiiried Bcdvwilh idenlfrcallon no 0123

Tt)vSUg ProdrciS€.!ic€ GnrbH Zenifi?isrslelle . Ridle|stra8€ 65 . 80339l4ijllchen ljormaFy tw'



ProduclSr"/ce

EC Certificate
Full Quality Assurance System
Directive 98/7slEC on In vitro D agnostic &ledicalOevices (IVDD), Annex lV excluding {4,6)
(Li5t A and B and devices fors€ll testing)

No. V1 17 08 80997 017

Model(s);

Facility(ies):

For Detail Models see attachme.t:

ACON Laboratories, lnc.
10125 Mesa Rim Road, San Diego cA 92121, LJSA

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

ilv SLiD frodrcl se^'ice 0mtru Z0 il;rersleLh RidlerstaBe 65 . 80339 \lrrchei . 60rmary IJVO



Attachment for Certiticate No V1 17 08 80997 017

Supplement 001 dated 20'17-08.30 PodLclSeNbe

For the product{s)/product category (i€s):

On Call Plus Slood G ucose Monitoring System,

On CallPlls Blcod G uc.seTest Strlps,

On CatrEZ llStood G ucose Monirorlng Sysl€n,

On Call Redi Blood G ucose Monitolng Sysiem,

On Cal RedillB ood GlucoseTcsl Slnps.

On Cal Ad!6nced Blood 6 ucose Moniloing Syst€m,

On Cal Ad€nced B ood GLucose Test Stips

On Cal Plalrnum I ood Gllcose Moniicr n9 Syslem,

On Call Plalnum A ood GlLrcose Tesi Sr,ips,

On C;llChcsen Blood Glucose i,4onilcrinE System.

On C€ilChoscn tslood Glucose Tesl Slrips

On CaLlVivla Blood Gl]cose Monitoring System (OGlVlr0-)

On Cal Vivic Blood Glrcose Tesl St ps (OGS-101).

On Cal Vivid Pal I ood Giuco6e Mon toirc System (OG M-1 021,

On Call Sha.p B ood G ucose Mon loring Syslem (OGM-121).

On Ca lSharp Blood G ucoseTest Strlps (OGS'1211

On Call P us ll Blood Glucose Monitoflng System (OG[il"17l),

On Call P us 11 B ood GLlrcose Test Slrips lOGS'lTT),
Of Call Extra Blocd Olucose lvonrtoang Systcm (OG[4 '191),

Ol Ca I tn a Brocd Glucose Tesr Saips rOOS-191).

On Call GK D!ar Bbod Glucose & Keione [4on lor ng System (OG[4j61)

On Call Bood Ketone Test St.rps (OGS-r61)

D.ONE Bood Gllcose Mor toring Syst€n,

O ONE Blood G 0cose Tesl Sirips

Unnalyss Feagort Slrips (Urir.e).

UTI U,inary Tlact lnleclion T.st Sirps

Toxopla3ma gG EIA Test K:

Toxoprasma lglM EIA Tesl Kit

R{bella lgc EIA Tesl Kit

RubeltalgM EIA Test Kl.

CMV roc ErA Test K t

C[4V lgM EIA Tesi Kt.

ILV SUO Produot Serv,cc (imbrl ;/0difyiorsielh lid crslraBe 65 t0339 lvlijnch:n Cemany iw"



Attachment for Certificate No V1 17 0B 80997 017

Supplement 00'1 dated 2017.08.30 ProdLclService

Tolal PSA ErA T€€t K|,

PT Coagllalion rvoniio.lng Syslem (CCl',1-121),

PT Coagulation Tcat Stdps (CCS'121J,

Choleste rol l,lonitor ig Syslem (CCM-j11).

CIiOL Toial C hol€sterol Tesl Devices (CCS-111).

TRIG Tiglycerides Test Devic€s (CCS-1-2)

HDL H gh Densily L pop.oleir "fesl Devices (CCS-113),

3-1 Lpid Pane Test Devices (CCS-]14)

Cho:est€rol CTRL Conlrol Dev c6s

Choleslerol [,loi ioring System (CCr!4 101).

CHOL Tolal CholeslefolTest Sirips (CCS-101)

PTllNR llionitoins System (CCM-r 51)

PT/lNR Tesl Skios (CCS'151),

Herioglobin Tesllng Syslem (CCil'141)

He.noglobin Tesl Sk,ps (CCS"141),

hCG Prcgna.cy Rapid Test Cassetlo (Uin€),

Pregnancy Rapid Test [Iidslream

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

Stefan PreiB

C€rtifi cation Medical Technology

liiv S(j0 2roduclServrce GmcH Zenrlzerstelh Rro erstraBe 65 80339 i,liinclr€n Garmanv rtMo



Acon Biotech (Hangzhou) Co,, Ltd.
No ?10 Zheizhonq Road

310030 Hangzhou

PEOPLES REPUBLIC OF CHINA

Acon B otech (Bangzhou) Co., lid
No 210 Zheizhong noad. W.st Lake Disircl,
310030 Hangzhou. PEOP:E'S REPUBLIC oF
ctitNA

Design and 9evelopment,
Production and Distribution of
In Vitro D:agnostic Test Kits
and Related Instrumetts,
Lancet and Lancing Device

EN SO 1348512012 + AC:2012
firedical devices - Ouality mgnagement sysi€ms -
Requ.ements aor €gulslory purpo€es
(lSO 13485:2003 + Cor. l:2009)
DIN EN ISO 1348512012

ffi

Oatc, 2016-0?-08

sH1610619

2015 07 15

2419-QT-14

tl,,1
't

CERTIFICATE
No. QIN 16 05 42074 027

Holder of Certit:cate:

Facility{ies):

Certitication Mark:

Scope of Certificate:

Applied
Standard(s):

Tlre Ce.likaiion Body ofTUV SUD P'oCuct Seruie cnrbtt ceniites lhar rhe comyanv menlioned
abov€ has en.bhhed ard s maintaining. quallty mznageme.t system, which me€tslhe
requtremsnls oflhe lisred siandard(sl see atso notes ov€rteaf.

I nakks

U d erslnle 05 80339lvliinchei Gsmriy TWoiUV SUll Prod!oiSe.vrce Gnbll . ZedllLziersie te



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:

Fores;sht Free T4 EtA Tcst Kit

classified as others of the directive 98/29/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.

Auihorized Ropresentative:
IVDSS

Schiffgraben 4'1

30175 Hannover, Germany

.ft\.,*..,--,-..=-
Qiyi Xie, N4D, MPH

Senior Staff Regulatory Affairs
ACON Laboratories, Inc.

fl'*"fffi#;3l", A"+\ Er1*-

10125l\,lesa Rim Road . San Diego, CA 92j21 . UsA .Ter (858) 87s,sooo . Fax (856) 87s_s099
E-mat into@acontabs.com



ACON Laboratories. lncoroorated
10125 Mesa Rim Road

San Diego, CA 9212'1 USA

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

Foresight Rube la lgG EIA Test Kit
Foresight R!bella lgM EIA Tesl Kir

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

meets afl the provisions of the directive g8/79/EC on in vitro
diagnosiic 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,
Ridlerstrat3e 65,

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

Authorized Represenlative:
MDSS

Schiffgraben 41
30175 Hannover, Germany

t
S oned lhis ItL oav ot ltt c,*Lb. lll\D
rn San oieq;-, cA UsA

4/ t'y.-./\Jtl

."" ",.i,n -$t;]t";%?"yii 
" " ";, 

;;. ;
Acon Laboratofies, lnc.

10125 N4esa Rim Road . Sar Diego CA 92121 . USA.Te: (858)875€OOO. Fax (858) 8?5,s099
E_hat into@aconlabs.q)m



Declaration of Conform

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

WE declare under our sole responsibility that the in vltro diagnostic
device:

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

Foresight HSV l/2 gc EIA Test Kit
Foresght HSV 1 lgM ElATesl Kit
Foresight HSV 2 lgM E A Test Kit

Foresight HSV 1/2 tgM EtA Test Kit

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

meets aff 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.

Aulhorized Representatjve:
t\,1DSS

Schiffgraben 41
30175 Hannover, Germany

Signed tnis 94 oay of
in San Diego, CA USA

uf , 9ot3

Senior Staff, Regulaiory Affairs

10125l',lesa Rlm Road . s.n Diego, CA 92121 , UsA Te: (858)875-0OOO. Fax {858) 87s-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:

l.'oresighr l,re€ T3 BtA t.cs1 Kit

classified as others of the directive g8/79/EC,

meets aff 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.

Authorlzed Represontative:
[IDSS

Schiffgraben 41
30175 Hannover, Germany

/1 "/1, L.-a a a 1'z i,z ii"ri".J L"ii.li

Signea Lnts 11taay ot .a-L.--(, , pa rr
jn San Diego, CA USA

Regulatory Affairs Manager
ACON Labofatories, Inc.

..s====
10125 [,lesa Rim Road SanDego,CA92121 UsA .Tet: (858) 875-8000 . Fax (es8) 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:

Forcsight Totat lj tjlA.t.ert Kir

classified as others of the directive g8/79/EC.

meets aff 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 Representative:
t\40ss

Schiffgraben 41
30175 Hannover, Germany

sign"otni, 96 oavor l&w,l
in San Diego, CA USA 

J

10125lvesa Rim Road sa. Diego, cA92121 .USA.Tetr(s5g) 075 sooo.Fax (s5s)e75,g099
F rr'l 'rr^6?... abs conr

+rlP

'/--1]----------
'6iv' ii" rnr.' - .' ''

Senior Staff, Regulatory Affairs
. ACON Laboratories, Inc.



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

tiorcsight Totat 't4 EIA Tcjl Kit

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

meels alf the provisions of the directive gg/7g/Ec on in vitro
diagnoslic medical devices which apply to it

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

Aulhorized Representatave:
M0ss

Schilfgraben 41
30175 Hannover, Cermany

Senior Staff, Regulatory Affairs
ACON Laboratories, Inc.

;;'*"fg;;g;3l", &t eoif

-==-=_==-:-1012s Mesa Rim Road . San O ego. CA 92121 . USA.Tet: (a5B) S75-8OOO . Fax: (S56) 07S-S099



ACON Laboratories, lncorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Mission U500 Urine Anakzei
Mission LI5OO Urine Analyzerwilh B;rcode Reaoer

[,4isson Urine Anaryzer Barcode Reader
[,4ission Printer Paper Rotts (Sticker/Thermal)

Ivission U500 Data Transfer Kit

classified as others of the directivs gg/79/EC,

meets alf the provisions of the directive 98r79/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

a tt( I
Siqned this d. dav of /VLa,4-C,1,
an San Diego CA USA

d6lo

Senior Statf, Regutatory Affairs & CtinicalAttairs
Acon Laboratories, 1nc.

#:1----==:E
r0r25 Mesa Rim Road -San Diego CA 92121 . USA .Tet: (E5B) 875-8OOO . Fax: (058) 875,8099

E mait info@acontabs.@m



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92i21 USA

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

Foresighl. TSH EIA Test Kit

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

meets afl 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.

Aulhorized Ropresentativel
I\4sdical Devico Safety Servic€ GmbH

Schiffqrabgll 41
30175 Hannover, cerrnany

sisned rhls 0,{ oav ot lVttpn[ r r . i0 1 |
in San Diego, CA USA

A.^n | ^h^r.i^riac l^.

r=_:_:____==
10125lvl€sa R m Road san D ego, CA 92121 . UsA .T6 i {858) 875-oooo . Fax: (858) 875-8099

E mait: inio@acontabs.@m

President

'-:4-z=
J nn-nan Lin



Declaration of Conformi

ACON Laboratories. Incorporated
'10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresight H pylon tgc EtA Test Kit

classified as others of the dir€ctive 98/29/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 Represenlalive:
MDSS

Schiffgraben 4'1

30175 Hannover, Germany

signed this aq aay o,f 5eF , Q,o/+
in San Diego, CA USA

10125MesaRmRoad San 0|090, CA 92121 . USA ,T6t: (B5B) 875,8OOO . Fax (858) 875-8099r.mr'Ii.i./a,fnIaDs'com
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