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YourTrustedpartner

San Oiego July 11u, 2O1O

We, ACON Laboratories Inc. having a registered office at 10125 Mssa Rim Road. San Diego, CA 92121, USA
assign SRL Sanm€dico having a reglstered ofice at A. Corobceanu slrooi 7A, apt. 9, Chiginau MD_2012,
lvloldova, as aulhorized represontat v6 in corrcspondence with the conditions of direcrive 93/4zEEc,9M9/EEo
and 90/385/EEC_

We declare lhat the company mentioned above i6 authorizod to register, notify, renew or modirythe registration
of nedicaldevices on the tenitory ofth6 Repubtic of Motdova.

AcoN reserves the right to cancer this autho zation at any tim6 wirh a one month notice. rf thrs is the case,
AcoN will honorany obligation to supprylo our represent€tive saolvedico sRL alltho producrs distnbution
acquired or in the process ofbeing acqujred in pubtic price bids and ArbticTenders process.

Srnco.ely,

ACON Laboratofles

,fr\
\J)Account Manager, lnlernatid

acoN LABORA I ORTES rNC 10125 MESA RrM ROAD SAN OiEGO, CA92121 r35g.37r.3ooo F 353.S75,3093 enrab3.Em
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Certificate
No. Q5 104507 0001 Rev.01

Holder of Certificate;

Certification Mark:

Scope of Ceftificate:

ACON Laboratories, Inc.
5850 oberlin Drive, +340
San Diego CA 92121
USA

Design and Development,
l\4anufacture and distribution of
ln Vitro Diagnostic Test Kits and Reagents for
the Determination of lnfectious Diseases
Clinical Chemistry, orugs of Abuse,
Tumor/Cardiac ll4arker,
Fertility/Pregnancy and Blood clucose
lllonitoring System,
Lancing Devices and Lancets

The Cefincaton Body of TUV SUD P.oducr Service GmbH ceritfles rhat the coinpaiy Jnenr oned
above l'.s esldulished .nd s na lrainjng. ouat:ty Inanageme. I qysrq- *t .r, . ."ers r. "tequre.nerts olrhe hsted cla.da d(s). SFp.tso notes over edr

sH1974310

2419-14-24
2422-09-06

2419-14-24
t(4
Head ol Cediircalion/N otiiied Body

TUV SUO Prodlct Seaice GmbH. Cenjticaton Body, Rtdterslra6e 65.80339 t/unich . Ger.nany TtJ\/
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Certificate
No. Q5 104507 0001 Rev.01

Applied Standard(s):

Facility(ies):

EN ISO 13485:2016
l\4edical devices- Qualiiy nranagementsystems
ReqLrire'nenls for regulalory purposes
(lso 1348s 2016)
DIN EN tSO 13485 2016

ACON Laboralories.l.c
5850 Oberrn Drive. s340. Saf Orego CA 921? I USA

ACON Laboraiones.lnc
10125lr,1€sa Rim Road, Sa DiegocA92121 USA

ACON Laborator es, lnc
6865 Fland€ls Dr.. Suile g. Saf O ego CA 92121. USA

10125 Mesa Rim Road, San Drego CA 92121 USA

T0V SUD P.odlcl Setolce GmbH ' Cenfcaton Body ' R dlerstra0e 05 . 80339 l ur ch. Gemany T1 /'
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EC Certificate
FUI Oualiiy Assu.ance Sysrem

iJ1"1"1""il%t:fi",$:!"y,i"",o"iig",;;;i'*""' 
o*,""",rvoD), A,1nex v excr,,dins {4 6)

No. V1 104507 0003 Rev.01

Manufacturer: ACON Laboratories, Inc.
5850 Obenln Drve #340
San Dielo CA 92121
USA

Product Category(ies): In Vitro diagnostics for the detection of
human infections and tumor markers, blood
gtucose measuring self"testing systems,
self-testing devices
for clinical chemistry, hematology and
pregnancy and ovulation

The Cenlficalion Body otToVSoD product Service Gmbt dectares thar rhe aforemenlio.edI anurach er I as rmplementpd a q,rd,iry rss rance svstpn tor oelgl ,r r.,, ta!l r6 alo 5nolnsoe.roro rerespectrvede\i.esrd..|(eraT as:rd..o.onr.sif vDDAlp^ ? Tt sLr d L\assurarcesvtrncoltorfslorL)e,eqL,trc.refl)o'thicDtr.L.i.Fc'1'."ubf...or.p,rod."
su.vcillance fornrarketnsofLsrAdevcesanaddiliona A.nex iV (4)certlicare is m"".t.r",y S""

Dale, 2019-10-24

sH1974310

201910-24
2022 09-a2

tl ,/,. , *"'n/l
Head ol Cerrificatron/Norifed Body

ItiV SUD Prod(ct Seruice cmbH is Noritied Body wirh rdentitication no 0123

TUV slD Produci Sedrce cmbH, Cerliicaron Body. RidtersL.e6e 65. 80339 Mln ch . Gerhany rw"'
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EC Certificate
Fu Qua ityAssu.ance Sysrem

?r'^:"1"_"-1ul'j'1!c_ ?. 
,- vir,o Das, o$ic veor.a De.ices. \DD. Ar.e, r!.lc...d re 4 6

tL sr A.nd ts and devrces fo. se ttestnql

No. V1 104507 0003 Rev. 01

Model(s):

Facility(ies):

For Detail Models see attachment

ACON Laboratories, Inc.
5850 Ober I Drive, f34o SanDjegocAgZt2l,UsA

ACON Laboratoies, tnc
10125 Mesa F m Road, san Diego cA 9? l2l. usA

10125 lVesa Riin Road, Saf Diego CA 92121. USA

TUV SUD Product Seryice GmbH ts Noined Body with tdentfcation no. 0123

TUV SUD Producl sestce Gmbf. Cerliticalion Body, Rtdierstarle 65 . 0033! MLnjch, Ceman! lw'
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EC Certificate
Fr'll O!ality As$urance System
o'l:.1":?u:t-n !",91li ul.,o Diasnos c r4ed, !r Dev .- rivDD. a1,r,y rv ", ir o la r!.6l
{L sr A and E ard devr.es fo. self-testinq)

No. V1 104507 0003 Rev.01

For the product(s)lproduct category (ies)i

Oi Ca I P us 8lrod c !cose ldonilortng Sysiem

On CallPlus Btood Giucose Tesl Sr ps

On CaL EZ I Bood Gtucose lMoiitoring Sysleor

Oi CallRediBtood crucose A4oniroiig Sysrem.

On CallRedilt3lood clucose Tesl Strips,

on CallAdvanced Bood Gtucose tvonroring Systen.
On CallAdvan.ed Etood ctucose Tesl Strips,

On CallPlatinum Etood GtLrcose N,tonrtoring System,

on CallPlalinurn B ood Gtucose Test Strips,

On Ca lChosen Elood c ucose Monitoring Sysrem

On Call Chosen Blood ctucose Test Shps,
Oi Cal \4vid Blood Glucose t4onilorjng Syslem (OGt\4-1ol),

on CallVivid Blood ctucose rest Srrps (OGS 1oj ).
On Call\4vid Pal Blood GtLrcose rMoniloring System (OGi\4 r02)
On Call Shae Elood c L,cose Monirortng Sysrenr (OGM 12r ).
On Cal Sharp Elood c ucose Teslsrrips (OGS-12j )

On Ca PlLrs ll Blood ctucose l1on]ioring Sysle/n (OG^4,171),

On cali Plus ll Blood Gtucose Tesr Srrips (OGS-17j;,

On CallExlra Elood Glucose N/tonitorng System (OG[1 191),

On CallExlra Blood Gllcose Test Skips (OGS i91),
On Cal GK Dual Blood cllcose & Ketone ti,tonitorin! System (OGr,4-i61),

On CallBlood Kalone Test strips (OGS 161),

D-ONE Blood G ucose l\4onitoring System.

D-ONE Blood c ricose Tesi srips,
uinalysis Reage Snips (Urine),

UT! U naryTract Inlecrion Test Srips,

Toxoprasma gc E A Tesr Kir

Toxoplasina lgrM EIA Tesl Kr.

Rubella lgG EIA Test Kil,

Rrbela lg{'.1 EtATesl Kl.

C[4V]gG EIA Test Kit,

TllV S!D Product Setu ce GnbH is Norified Body wilh rdennr calron no. 0123

TUV sUO Produ.i Sato.e cmbH. CedJicarion Body. R d ersrJa6e 65 . 00339 [luirch , Gerd]ant TI]\/'
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EC Certificate
Fu a uality Assura nce Sysrem
Drrecllve 98/79/EC on h Vlro D agrostc MedcatDevic€s (tVDD) Ann:x tV erctrd ng (4. 6)
(LsiA and B anl devices forsetriestins)

No. Vl 104507 0003 Rev.01

CMV lgi,,lElA Test Kit

ToralPsA EtA Test Kii,

PT Coagllation Voniloring Sysrem (CCtvt-121).

PI coasulalion Test sirips (ccs,121),

Cholesterol l',4onitorng systen (CCl\4-1 1 t),
Cl'lOL Tolal ch olesterol Test Devices (Ccs,111),

TRLG T glycerides Test Devices (CcS,lt2),
HOL High Densiq Lipoprolein Test Devices (CCS,113)

3-1 Lipid Panel l'esl Devlccs (CCS-114),

Cholesterol CIR! Control De!iccs,

choresterol t\4on(or ng system (CC]V,101).

CHOL Tota Choieste,o Tesl Srips (CCS I o1),

PT/ NR Moniloring System (CCrV,151),

PT/lNR Test skips (CCS-151),

Hemo9lobin Tesllng System (CC14-r 41 )

l-lemoglobin Tesl Slrips (CCS-141 ),

hCG Pregnancy Rapid lesl Cassefte {Urine).

Pregnancy Rapld Tesi lvlidstrea m,

on call Etka Mob e Blood Glucose [4on]torins System (ocr,4-281)

On CallStlre B ood GLucose Nrlonito ng System (OGi\4-211)

On Call Sure Sync Blood Glucose Monitoing system (oGrvl-212)

On Ca I Sure B ood Glucose Tesl Snips (oGS-211)

On CallGU Dual Blood Glucose & UicAcid lr,4onito.ing Systenr (Oc[,]-201)

On call Blood UricAc d Test Slips (OGs'201)

LH ovLrlaton Rapid resl casseie (Urine)

Ov!lation Rapid Test Midsaeam

Ovul6tion & Pregnancy Test Combo Pack

On CallExtra Vorce Blood G lcose [1on]toirg Syslenr {OGN4-291)

Early Deleci on Pregnancy Tesl

Digilal Pregnancy Tesl

TUV SUD ftodu.l Service GmbH is Notilied Bodywlth denliication no 0123

I\.rV S!0 Prodlct Setoce GmbH. Cerliticaiion Body . Ridlerstra8e 65 , 80339 Mu ch.cermrny

F

TIJV"
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EC Certificate
FullQua ry Ass!rarce Syslem
oreclive 93/42.'EEC on Medicat Oevices (MOD). Annex I exctuding {4)(oevices in Class I a. ttb or tt)
No. Gl 104507 0002 Rev.0,1

Manufacturer: ACON Laboratories, Inc,
5850 Oberlin Dive, *340
Sai Diego CA921Z1
USA

Product Category{ies): Lancets, Safety Lancets

The Cerufcatio. Body otTtjV S0D producrsetuice cmbh dectares tha(he aioremertroned
mar rhclu e- hits i .p e ne lred a q'rattft -s,.ra.ce sv\rem 

'or design. ,ndrr ,a.h.e a.o ,.."
Inspe(tor orF.: re\peL ive deviceq / deriLe ca'e9o,:es - ac(oroan.e . I tVDD Arr e/ .t -nis o(d,rl,
assurance sysl.n contormstothe reqlirements olthis Diective and ssubjecl lo perodtca
surv€rllance. For marketing ofciass l| devi.es an addlroJja ArnerL (a)ce;rificate 6 rrafdatory See

sH1974310

2019-10-24
2023-09-A6

Oate, 20r 9 r0-24 t/4
Head of Cerl frcation/flot fied Body

TUVS0O ProductService GmbH is Nolired Bodyvth denticarionno 0123

TUVSUD Prodlcl S€rvce GmbH,Certiticano. Body . Rtd ersiraBe 65.80339 Mu.ich. cermany TW"
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EC Certificate
Full Quality Ass! rance SysleJn
Drective 93/42lEEc on NledicatDevic€s ([rtDD), Annex lt excluding (4)
(oevices in Class ira, itb or i||)

No. Gl 104507 0002 Rev. 01

Facility(ies): ACON Laboralories. tnc
5850 Ooe ,O \e !.1.0 Si OreroCa92 l ..S-
ACON Laboratories, Inc.
I0125 l4esa Rlm Road. San O ego CA 92121 USA

AZURE Insiitute, nc
10125 rvesa R m Road. San D ego CA 9tt2j USA

TUV SUD Prodlcl S€Nice GmbH s Norified Bodyvrirh,denlif cllon fo 0123

IUV SUo Producl Service cmbH. Cerrfcalion Body. Ridterstra8e 65 ,80339, Munich . cefmany lw'



Declaration of Conform ity

AOON Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road, Wesi Lake Distnct,

Hangzhou, p.R.Chjna 310030
We declare under our sole reoponsibility that the jn vitro diagnostic device:

{)r Cal plus B ood G,Jcose rvlontlo,.nq Svstern
On Call ptJs Blood Clucose MeLr

OI. Catt ptLs BJood GrJcose I est Stno
O. Ca plus Gtucose Conl,ol SolLlro;

meets all the provisions of the directive 9g/79/EC on ,?, yirro 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 bodv
TUV SUEr product Service GmbH, niAterstiife SS

80339 MUNCHEN, Germany, notitioJ unaLr.
t{o. 0123 to the EC Commission.

Authorized Representative:
We kang Ltd ta We kanq Tech

Suite B, 29 Hariey Street.
LONDON Wjc geR, Engtand,

Detailed brand informalion and first place qate, please reter to CE

Signed this r! oay of 1 .

in Hangzhou Ch na -T-

Consulting

UK

Produci List.

Junny yo_
lnlernariora' Regulatory Affaifs Manaqel

ACO\ Biotecf' (Ha,rgzhoJ) Co., Ltd.

= 
ji:^*=g

-r=:---:_=-=ACON S|OTECH (HANGZHOU) CO.. LTD.
_\o 219 Zler. nolg Road \1/est Lare D,st ct Lla.rg,,nou p R Ch na 310030el -86-57 I -879635C9 F ar. . 86_5 / I 879635 /0 L_r,u,r. ...6uron.-"Ol"o'rn."i.,



Declaration of Conform ity

ACON Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road, West Lake District,

Hangzhou, P.R.China 310030

We declare under our sole responsibility that the medical device:

On Call Lancinq device

of Class I according to Annex lX of the directive g3tA2lEEC,

meets all the provisions of the directive 93/42lEEC as amended bv directive
2007147|EC concerning medical devices which appty to ii.

This self-declaration is according to Annex Vll of the Directive.

*",""t"'["ij;"i j'i:l'n'?!'S'1";"",n,"n
Suite B, 29 Harley Slreet,

LONDON W1c 9eR, Engtand, UK

Detailed brand info.mation and first place dale, ptease rcfer to CE product List

Signed this 

-l__ 
day of _

in Hangzhou, Qhina
t

^,1

Internatioral Regulatory Affairs lVanager
ACON Biotech (Hangzhou) Co.. Ltd.

AUUN bIU I EUH (HANGZHOUJ CO., LTD.
No.210 Zhenziong Road. West Lake District, Hangzhou, p.R.China, 3jOO3O

Tel: +86-571-87963569 Fax: +86,571-87963570 E-mait css@acontab com.cn



Declaration of Conformity

ACON Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road, West Lirke Disirict,

Hangzhou, p.R.China 310030

We declare under our sole responsibility that the medical device:

On Call Lancets

of Class ltA according to Annex lX of the directive g3l4ZtEEC,

meets all the provi€iions of the directive g3t42tEEC as amended by directive
20071471.E1> concerning medical devices which apply to it.

This declaration isi according to Annex V of ther Directive and thus is
.. based on approval by the notified bodv

TUV SUD Product Service GmbH, RidlerstriRe oS
8033$ MUNCHEN, Germany, notified unJer

No. 0123 to the EC Commission.

*" ffj!1i:"i"T:'i-'":l,1!1ui c on",,, no
Surle B 29 Harte! Slreei

LONDON W1c 9eR, England. UK

De:ailed brand jnformatjon and first ptace date, ptease refer to CE product List

Signed this /9
n Hangzhou. China

9
day of /

Intern6tional Regulatory Afiairs N4anager
AOON Siotech (Hangzhou) Co.. Ltd.

=-=--.==

-l==i=:=AUUI\ EJ U IELts IFIA\GZHOU) CO LID.
f.1o.210 Zherzhong Road West Lake Dislrict. Hangzhou. p R China, 310030Tel +86 571 37963569 Fax +86-571 87963S70 E_;at .ss,O".ontai-.orn-_



ACON Laboratories, lncorporated
10'125 Mesa Rim Road

San Diego, CA 9212.1 , USA

We, the manufacturer, declare under our sole nesponsibility that
the rn yilro diagnostic device:

classified as Self Test in the directivs 9B/79/EC,

meets afl the provisions of the directive 9g/29/EC on in vitro
diaLgnostic medical devices which apply to it

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

TUV SUD product Service GmbH,
RidterstraRe 65,

90339 MUNCHEN, Germany,
notilfied under No. 0123 to the EC Commission.

Authorized Representativel
Medical Device Safety Service GmbH

Schiffgraben 41
30175 Hannover, Germany

il'*"fffi#i1i' 51a^ , nat'r-

Senior Staff, Regulatory Affai|s & ClinicalAffairs
Acon Laboratories. Inc.

-==1-==-=ro I25 Mcsa Rim Road . San D ego, CA-92_r 2T U5A:T; (85er B?5{OOO . }dx. {EsBj875_0099Fnat ilro@a@ntabs.com

' '47-...-
QiyiXie, MD l\4PH



Declaration of Gonformriifu

ACON Laboratories, lncorporuted
10125 Mesa Rim Road

San Diego, CA 92121, USA

We, the man ufacturer, declare under our sole nesponsibility that
the in yifro diagnostic device:

classified as Self Test in ths directive !tt'7 g/EC,

meets all lhe provisions ofthe directive gg/7!t/Ec on in vltro
diErgnostic medical devices which apply to it

This declaration is according to Annex lV ol the Directive
and thus i-s. bas,ed on approval by the notified body

TUV SUO product Service cmbt{,
RidlerstraRe 6S.

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

Authorized Represenlativel
N,,ledical Device Safety S€rvice GmbH

Schiffgraben 41
30175 Hannover Germanv

Signed fhis ?L iay ot --,a,^ 2a r ?-
In |'an Dego CA, USA

Acon Laboratories, Inc.

:_-::=

-==_=_===ror.?5vesaR'hRoad s." 0,"g", ci-gi'ii JEAiT"' (858r s75-8ooo . Eax (sss)o?5-soc9
E-ha t: inro@acontabs.com

llilission@ Hb Hemoglobin Testin



Declaration of Confornii

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121, U$A

We, the manufacturor, declare under our sole responsibility that
the rn vftro diagnostic device:

ctalrsified as Sett Test in the directive 98/29/EC

meets alf tihe provisions of the directive gB TWEC on in vitro
diagnostic medicat devices which apply to it

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

TUV SUD product Service GmblH.
RidlerstraRe 6S.

.__ 00339 MUNCHEN, cermany,
notified under No.0123 to the EC Commission.

Authorized Represenlative:
|\/ledical Device Safety Service cmbH

Schiffgraben 41
30175 Hannover, Germany

etlV

(\,/
/<z^--, -__
oi},i xielvo. rr,lpri-

Senior Statt, Regutatory A.la.rs g Clinical Affairs
Acon Laboratories, lnc.

Mission@ Hb Hemogtobin fest Stripi

sisned this t 7/,!*.r Ai^tQ
in San DiegtEA, U'SA 

----f-----'

E€:==

-== 
= 

i_-:-'o25MosdRmRoao.sanotoo-ca'sz-iUs:sA:r;ro58ro758ooo.Fa\.{8s8,875-0099
E-nait: iito@acontaos.com



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA92121, USA

We, the manufacturer, declare under our sole respongibility that
the rn vftro diagnostic device:

Missiono Hb Hemoglobin Control Stri

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

meets alf tlhe provisions of the directive 9B/79/EC on in vitro
diagnostic medical devices which apply to it

This decliaration is according to Annsx lV of the Directive
and thus i? ba€€d on approval by the notified body

TUV SUD product Service cmbl-t,
RidlerstraBe 6S.

80339 MUNCHEN, ceimany,
notilied under No. 0123 to the EC Comrrnission.

Authorized Representatjve:
Ivledical Device Safety Service cmbH

Schiffgraben 41
30175 Hannover, Gefmany

^ rt*Signed this A f d,ry of
in San Diego, CA, USA

Senior Staff, Regulatory Atfairs & Clinical Affairs
Acon Laboratories, Inc.

-e-=1iE=-_-'r:25 ilesa tr ioao.sa- D,"g" cili'jfr fEn:r;,e5B)8?5 Bo0o Fa{. {858) 075 soeq
E-mait: info@6conlabs.com



Declaration of Conformi

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121, US.A

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

!tis:tgd !1! Hemogtobin Conrroi Sotution

clasBifi€d as Self Test in the directive 9E/79/EC,

meets all tlhe provisions of the directive gg/7g/Ec on ,n virro
diagnostic medical devices which apply to it

This declirration is according to Annex lV of the Directive
and thus is bas:d on approval by the notij'ied body

TUV SUD product Servico GmbFl,
RidlerstraRe 6S.

80339 MtjNCHEN, Germany,
notifisd under No. 0123 to the EC Comrnission-

Authorized Representative:
l\4edical Device Safety Service GmbH

Schiffgrabef 4,1

30175 Hannover, Germany

Signeo this ? Utry of
in San Diego CA, USA

-====_==:;10'25fMesaRmtoad.sanDeso,cFs.2i2luEAirer.lo5Srs/5.80o0 Eax. {ss8) 8/5,8099
E-mail: info@acontabs.com

S"u^ >alT

Senior Staff, Regutatory Aitairs & Clinicat 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
oevtce:

Fores;ght Fr€e T4 EIA Tcst Kir

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

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

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

Authorized Representative:
tllDSS

Schiffgraben 41
30175 Hannover, Germany

fl,*fJg# j3l * Aq+- ,9ot+

==-==
-r:= ----=:=10'125[lesaR]hRoad.SanDiego CA92121 ,USA,Tet (B5B)875_EOOO, Faxr (B5O)875{O9S
E-na I inro@a@ntabs @m



Declaration of Conformi

I\CON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 UUA

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

Foresight Rubella tgc EIA Test Kit
Fo.esight Rr.rbetja tglV EIA Tesl Kjt

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

meets afl the provisions of the directive gg/79/ E,C on in vitro
diagnostic medical devices which ,apply to it

This declaration is according to Annex lV of the Directivc)
and thus is based on approval by the notified bodv

TUV SUD product Service cmbH,
RidlerstraRe 65,

80339 MUNcHEN, cermanv,
notifir-'d under No. 0123 to the EC Commission.

Authorzed Represenlative:
MDSS

Schiffgrabef 4't
30175 Hannover, Germany

'u"iJT::H,tx 
ot Me*{'L- 4[P--

oiiliXie,i.;D;i,iit1- -
Seniof Staff, Regutatory Aflai|s & Ctjnicat Affairs

Acon Labotalo.ies, Inc.

-==_= 
_===

10125 Mes. Rim Road , San Otego, CA 92121 , USA.Ie: (A58) 875{0OO , Fax (g5S) 875-8099
E_marr inio@aconlabs.com



Declaration of Gonform

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresight HSV 1 lgc EtA Te6l Kit
Foresght HSV 2 lgc EtA Test Kit

Foresight HSV 1/2 tgc EIA Test Kit
Fofesghl HSV 1 tgM ElATest Kit
Foresight HSV 2 tgM EtA Test Kit

Foresighl HSV,I/2 tg[, EtA Test Kit

classified as otherc of the directivo 98/79/EC,

moets aff the provisions of the directive ggtTgtE1 on in vitro
diagnostic medical devices which apply to it

This self-declaration is according to Annex lll
(exr:lu6;nt Section 6) of the Directive.

Authorized Representative:
MDSS

Schiffgraben 41
30'175 HEnnover, Gemany

Signed ttris-fl oay of
in San Diego, CA USA

oof

.--\/ ^
,,,/\_1& _-___--
'I

Qiyi Xle, MD. IVIPH
Senior Staff Regulatory Affajrs

ACON Laboratories, Inc

r---=€--i-:=s=
10125l',lesa Rlm Road . San Otego, CA 92j21 . UsA .Tet (s56) 875,sOOO . Fa (A58) S75_S099

E-mai: inro@acontabscom
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l\CON Laboratories, Incorporated
10125 Mesa Rim Road

San Dtego, CA 92121 USA

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

Forcsjghr lr€e 1.3 ElA.t.cst Kit

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

meets aff 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
(er:cluding Section 6) of the Directive.

Authorlzed Represontativei
t\4DSS

Schiffgraben 41
30175 Hannovor, Germany

Signed this z(day ot
in San Diego, CA UUA

Regulatory Affairs Manager
ACON Laboratories, Inc.
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ACON Laboratories, lncorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Forcsighr.fotal t3 tjtA .ttst 
Kir

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

mests aff the provisions of the directive gg/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.

Authoriz€d Representaiive:
l\4DSS

Schiffgraben 41
30175 Hannover, cerrnany

^A
signed rhis !! oav or -1&ul Sr l f
in Sa1 Diego Cn USn ---f- 

-J

ri==--:*F:=
i0125 [4esa Rim Road ,Sa. Diego, CA 92121 . USA.Iel:(S5O] 875-€OOO . Fsx: (858)875 OO99

E,mart: inio@acontabs.com
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ii",f mij rr.lpi

Senior Staff, Regulatory Affairs
. ACON Laboratories, Inc.



ACON Laboratories, Incorporated
10i25 Mesa Rim Road

San Diego, CA 92121 USA

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

t.o,.esight Totat .t4 
EtA Tesl Kir

claslrified as others of the directive gg/79/EC.

meets all the provisions of the directivo 9g/7g/EC on
diagnostic medical devices which apply to it

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

in vitro

ill

Aulhorized Represenlalive:
It4DSS

Schiffgraben 41
30175 Hannover, cermany

'''.. |. - .. .

Oiyi Xie, lVlD, MpH
Senior Staff, Regutaiory Affairs

ACON Laboratories, Inc.

i;'*"ls::*;sr", &-vl eolP
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ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We, the manufactursr, dgclar€ under our sole responsibility that
the in vitro diagnostic device:

tvtission lJ500 urine Analvzer
Misston USOO Jrine Anatyzer wirh B;rcode Readel

l\,4ission Urine Analyzer Barcode Reader
tvlission prjnter paper Ro s (Sticker/Thermal)

[,tission u500 Dala Transfer Kit

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

meets all the provisions ofthe diractivo 98/29/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.

Authodzed Represenlative:
MDSS

Schifigraben 41
30175 Hannover, cermany

sisned this 
glt( 

a^u ot
in San DiegopA, USA

/a"*J &"tb

Acon Laboratories, Inc.

::":-==

---_==:-'025lvlesaRinRoao.sarDego,cA9212..usA.T€t:(8581I/58O0O,F3t(85S,E75€099
E-ma I rlto@a@.,ebs @_



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We, the manufacturer, declare under our sole re$ponsibility that
the in vitro diagnostic device:

Forosighte TSH EIA Tost Kit

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

meets afl the provisions of the directive gS lTglEC on in vitro
diagnostic medical devices which apply to it

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

Authodzed Represeniativel
N,ledical oevioe Safely Service GmbH

Schiffgrab€n 41
30175 Hannovor, Germany

srsned this -Qi oav or [1,ya7"51 , ;g 1 ,
1 San D eqo, CA US;A

:::.2i.€==*__.
Jinn-nan l.in

President
Acon Laboraloaies, Inc.

-==-_==_:'0,25 [losd q n Rold. sr. D 
"r" 
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ACON Laboratories, Incorcorated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Fo.esighl H pylon tgc EtA Test Kit

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

meets all the provisions of the directive gg/7g/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.

Authorized Represenlative:
MDSS

Schiffgraben 41
30175 Hannover, Germany

:J'*fJii:"*J$ot Sef &'et*

'1/-n
" oiyirii;, MD. MFi

Senior Staff, Regulatory Affairs & Ctinical Affairs
A.^n | .hAr.r^ria. l^^

10125 Mesa Rim Road San Or€qo, CA 92121 . UtA.T6t: (058)875_8OOO. Faxi(058) 875_8099
E_mait info@acontabs.com



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We declare under our sole r€sponsibility that the in vitro diagnostic
oevtce:

l,oresigbr HBsAq UtA.j-cst Kir

ctassified as others of th€ directive gg/79/EC,

meets afl the provisions of the directive gB ITglEC on in vitro
diagnostic medical devices which apply to it

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

Autho zed Repfesenlativol
fuIDSS

Schiffgraben 41
30175 Hannovor, Gomrany

:'*"fJi::/,61i,,g or zl.. -/. . "1, 
, ,

.,1 //'
r'- /' , ^ .: I... .l 
-,.t--... :c. ....1!-.\<-"tt.

-.., flichard Lenart
Regulatory Affaifs l\4anager

ACON Laboratories, Ino.
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ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Forcsiglt t{CV EIA l.cst Kil

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

meets afl the provisions of the directive 98 lTgtEC 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 Ropresentalive:
t\rlDss

Schifigraben 41
30175 Hannover, Germany

Sgnea nis 7 //!kav of

'n 
San DieqolcA USA

, .2att

Reg!latory Affairs l\4anager
ACON Laboratories, Inc

= _+:-=.n

101?5lvcsa Rim Road San Diego, CAg2l2l ,USA-Tc (SS8)87118000. FaN:(S5O)S7S,!00,
, - ..- ,,.b5.!om



Declaration of Conformi

ACON Laboratories, lncorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresigll HBcAb EIA Test Kit

classified as others of the directive 9g/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.

Aulhorized Representative:
IVDSS

Schiffgrab€n 41
30175 Hannover, Gennany

aisnea thts l4 aay ol
in San Diego, CA USA

z1-, Ji .zo n

10125 i/6sa Rim Road. San Oiego, CA 92121 , lSA.TeL (8S8) 8ZS-8()oO , Fa! {858) 875_8099
Ern.i|: inro@!contabs con

,' Richard Lenart
Regulatory Affaifs Manager

ACON Laboratories, Inc.



Conform

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 IJBsAb IIA Tesr Kil

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

msets aff the provisions of the directive gB lZglEC an 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:
tvDss

Schitf0rabsn 41
30175 Hannovor, ceftnany

Eisned this 1@ day of
in San Diego, CA USA

.J ."'
.... 1.., -t...,..,....:. e,.c. -.tr.
/. llichard Lenarl- 
Regulatory Affai|s Manager

ACON Laboratorles, Inc.

:-.-::3=
. . / _==_ _i_:=

10125 Mesa Rnn Road , Sa Dtego CA 9212j . LISA,Tet: (8sB)875.8000 . Falr (858) 875,BOS9
E_mait: i fo@acontabs com
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