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San Diego July 1.1,", 20.10

We, ACON Laboratories Jnc. having a registered office at 10125 Mosa Rim Road. San Diego, CA 92121, USA
agsign SRL Sanm€dico having a registered office atA. Corobceanu street 7A, apt.9, Chisineu MD_2012,

lvoldova , as aulhorized representativ€ in corGspondence with the conditions of directive 93/42lEEc, 98r9/EEc
and 90/385/EEC.

we declare that the company mentioned abov6 i6 aqthorized to register, notify, renew or modlfythe registralion
of medicald€vices on the teffitory of the Repubtic of Motdova.

ACON r6s6rves the right to cancel this authodzation at any time with a one month notice. lfthis ls lhe case,
ACON wjll honorany obligalion to suppty to our representative Sanl\redico SRL allthe products distribution
acquired or in the process of being acquired in publjc price bids and plblicTenders prccess.

Sincerely,

ACON Laboratorl€s

AcoNLAAORAToRTES rNC 10125 MESA RrM ROAD SAN DIEGO, CA 92r 21 aa$'87s€OOO r O5O_87S.OO9O . @nrabs.@m



fi DAkks

Certificate
No. Q5 104507 0001 Rev.01

Holder of Certificate: ACON Laboratorles, Inc.
5850 Obenin Dri!e, #340
Saf Diego CA 92121
USA

Certification Mark:

Scope of Certificate: Design and Developtnent,
I\l a n ufa ctu re and distribution of
In Vitro Diagnostic Test Kits and Reaqeits for
the Determination of lnfectious Diseases,
Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac lMarker,
Fertility/Pregnancy and Blood clucose
lllonitoring System,
Lancing Devices and Lancets

The Cedificallon Body ofTUV SUD Producl Service GmbF certiiies that the company menlioned
above has eslablished 6nd is maintaioing a quality management sysien, which meets lhe
requremenls ollhe Lsied standard(s). See aiso notes overleai

sH1974310

2019-10-24
2022-09-06

Date, 2019'14 24

t(4
Head oi Certiicalion/Noulied Body

TUV SUD PrcduclSenice GmbH. Cediiication Eody Ridrelslra8e 65.30331Munrch ceJman/ TU/



DAKKS

Certificate
No. OS 104507 0001 Rev.01

Applied Standard(s):

Facility(ies);

TlVSUO ProduclS€rvce Ginbl-l' Cerlicaton 8ody. Rdle|slra8e 65 60339 r,llnlch Germany

EN ISO 13485r2016
lvledlcaL devices Qualiry management syslems -
Requirementslorregul6tory pu.poses
(iSO 13485:2016)
D N EN ISO 13485:201€

ACON Labor.tories.Inc
5850 Oberlin Orive, +3a0. Saf Oiegc cA 92121. UsA

ACON Laboralories. hc
10125 Mesa Rim Road, San Diego CA 921?l USA

ACON Laboralories Inc
6865 Flanders Or.. Suile B San Diello CA 92121 USA

10125 [4esa Rim Road, San Oieso CA 921?1 USA

]u!/'
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EG Certificate
Full Qu ality As sura nce Systenr
D reciive 98/79/EC o. ln Vitro Dlagnostic [4ed]cat Devices (|VDD), ADex tV exc udiig (a. 6)
(LlstAand B and devices iorselltestns)

No. Vl '104507 0003 Rev.01

Manufacturer: ACON Laboratories, Inc.
5850 Ober in Drve, t340
San Oiego CA92121
USA

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

The Cedifcaiion Body ol TUV SUO Product Setuice GmbH decla.es ihatthe atoremenrioned
manutactuerhas mpemenled a qua|ry assuEnce syslem for design manljacture and ina
mspeclion otlhe resp€clive dev ces /device tami es tn accordanc€ with tVOD Ann"ax tV Th6 o(atitvaq,ur"n.ecyser'.orfohslolher.o. enlelr>ofhr'Dire(',re,r.F"Lbje,,ot od "s!rvellance, Frr nlarketng ofLlslAdevices an addtionatA..ex V {4) cerllicale js nrandalory See

Etffi

sr-]1974310

2019-1024
2422-49-12

Date, 2019-10-24 t/4
Head ol Cenif cat on/Noriled Body

TUV SUD Producl Seruice GmbH is Nolifed Body with idenlitication no Oj 23

T(lV Sl.lD P.oductSedice GnbH. Cer ication eody, Rdte.slraBe 65.80333 Mun ch. Cernlany rw"
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EC Certificate
Ful au€lity Ass!.ance System
Direclive 98/79/EC on In Viiro Dtagnosiic l4edicatDevices (|VDD) Annex tV excrudog 14 6)
(Lisl A a.d B and devices for selftesung)

No. V1 104507

Model(s):

Facility(ies):

0003 Rev.01

For Detail Models see attachment

ACON Laborator es,lnc
5850 Ooe_.rn Drve 3140. 5a- Dre! CA 9212,. r S.

ACON Laboraloies,Inc
10125 Mesa R m Road, San D ego CA 92 j 2 MA

T 0125 Nlesa Rim Road, San Dielo CA 92121. USA

TUV sUD Procucr Setuice GmbH is Notifed Body wth tdenufication no. O123

TlV SUO Produ:l Seryice cmbFl . Cenfcaton Sody, R d eBlraBe 65 . 00339 Mlnrch , Cerfiary lw'
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EG Gertificate
Ful Oual/ty Assurance Systein
D rectiv e 98/79/EC on In Vrtro Diagnostic Med ca I Devi.€s (|VDD) An nex tV exc u ding (4, 6 )(Lisl A and B and devrces ror selllesting)

No. Vl 104507 0003 Rev. 01

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

On Ca P us Blood G ucose rvlonitoring SysleD.

On CailFl!s 610od Glucose Tesl Slrips,

On CallEZ ll B ood Gl!cose l4oniroling Systetrr,

on CallRediBlood clucose rMonitoring System,

On CallRedill Blood clucose Tesl Strips,

On CallAdvanced Blood Glucose l,lonitoing Systef ,

On CallAdvanced Elood clucose Tesl Slrips,

Oi Ca Patinur Atood ctucose tMonnorng Syslem,

On CallPlatinlm Blood Glu.ose Tesl Strips,

On Callchosen Blood Gtucose [,toniloring Sysrem

Or CallChosen Blood Grucose Tesl strips,

On CalLVivid Biood c ucose [,lonitoing Syslem (OG[1-101)

oo cal Vilid Blood G ucose Test Str ps (ocS,101).

on Cal Vilid Pal B ood clucose Moniiorin s Syslem (oc [I- 1 02),

On Cal Sharp Alood Ghcose llon toring Syslem (octvt-]21).

On Cal Shaip Elood Glucose Test str ps (OGS r21l
onCal PLusllBlood Glucose N,{onitoring syslem (OG[4 171),

On Ca P!s liBlood Glucose Test Stflps (OGS-171)

on callExtra Biood c Lrcose li,4oiitorng System (OG[4,191),

On Ca LExira Blood Clucose T€sl Strips (OGS-r9t)

On Ca GK oualBlood G ucos€ & Kelone Moniroring sysrenr (OGM-161),

of ca B ood Kelone fesi Slips (OGS 161),

O-ONE B ood Glucose lvlonitoring Systenr.

D'ONE Bood Glucose Test Stflps,

Urlnalysis Reagent stips (U ne),

UTI Urinary Tract nfection Test St ps,

Toxoplasma lgc E A Test Kil

Toxoplasma 19L1 E1A Test Kit,

Rube E lltc EIA Test Kl,

Rubela kt[i EIA Test Kit.

CIVV l9c EIA Tesl Kil,

TUV S0O Product Setoice GmbF is Notifed Body wilh identifi.arion no 0123

TrJV S!D r.oducl Serrce Gmbf.Cenfcatioo Bcdy. Ridr€6tra0e 65.8C33rJ Mrnrch,cerman! tw'
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EC Certificate
Full O!alily Ass!rance System
D rective 98/79/EC on n Viiro Diagnostc MedcalD6vices (LVDD), An.er Vex.luding(4 6)
(LstA and B and devices lor selfleslins)

No. Vl 1q4507 0003 Rev.01

CN1V lglvl E A Tesl Klt.

lolalPSA EiA Test Kt.

P f Coagu alion rloniloring Sysle,n (CC[4-121).

PT Coagulation Test Sirps (Ccs'121),

cho esleroi N4onito.ins Syslem (CC\rl-111),

CHOL Tolal qholeste rol Test Detces (CCS-111),

TRLG Tdg ycqrides Test Oev ces (CCS-112),

HDL Flgh Density Lipoprotein Tesl Devlces (CCS-113),

3-1 Lipid PanelTestDevces (CCS 114).

Cholesterol CtRL Control Dev ces,

Cholesterol l,,lonitorlng System (CC[1-1 01),

cHoL Tolalqholestero Tesr srrps (ccs 101),

PT/lNR l4o.llbi.g Syslem (CCN4 151),

PTllNR Tesl Strips (CCS 151),

Hemoglob n Testing Syslem (CCM-141),

Hemoglobin Tesl slrips (CCS 141),

hCG Pregnancy Rapid Test Cassetle (uine).

Pfegnancy Rlpid Tesi Mldslream

on Call Extra.Mcbile Blood Glucose 1\4onitorng System (oGN4 281)

On CallSLrreBlood Glucose Monitoring systcm (OGt4-211)

on callsureSync Elood Glucose [ron]toring system (OGN4-2r2)

or callSurelB ood Glucose Test strips (oGS.211)

On CallGU DualBlood Glucos€ & UicAcid Monilorlng Sysle r (Ocivl-zo1)

On CallElood UflcAcid Tesl Stps (OGS-20i)

LH Ovulalon Rapid Test Cassene (Urlne)

Ovulation Rapid Test l,4idslream

Ovulallon & Pre!nancy Test Combo Pack

on Ca Extra Voice B ood Glucose rMoi ioriig Syslem (OGM-29r)

Early Oeteclion Pregnancy Tesl

DigilalPregnancy Test

TUV SUD Pr6drcl Seruice Gmb8 is Notiied Body with ideni ication no. 0123

TUVsljo ProductSeryne GmbH , c€rlilication Body. RidlerstraA€ 65'80339 Munlch 'cermany IW"
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EC Oertificate
Full Qual,ty Assurance Systen
Oirective 93ri421EEC on [4ed ca De!]ces (MDD), Annex I erc uding (4)
(oevices in qlass lia. lb or lll)
No. Gl 1104507 0002 Rev.01

ManufaSurer: ACON Laboratories, Inc.
5850 Obefin Driv€, #340
San Diego CA 92121
USA

Product jCategory(ies): Lancets, Safety Lancets

The Certificalon Body ofItjV SUD ProductService GmbH d€ctares that the aforemenitofed
manufaclurethas irnplemenied a quality assurance system for des sn, anlfactlre and tinal
i' spp-lio1 ofllhe esoe(rive deuce\ / dpvice (alego es a..ordarce with MDO Ar.Fi This q..ot,r,
ass-ra'c' )Yscmc0rror-slol'ereqr r€rnellsof rLisDirpcUvea o. s(.o.er ope,roo, ?l
s.rverlla"c".To_markeirqor,ldsslL r'r', "sd'aJo,to a A' 'ri . cer.ifcd- s Ir.to1 See

sH1974310

2019-14-24
2023-09-06

20..914-24 t/4
Head of Certif cat on/Notifi ed Body

ucr seryice GmbH s Nolilied Bodywth dentlcalionno 0123

u(l Seryice GmbH. Cednca[dn 8ody. R]derslraBe 65.8033! Mun ch. cermany TUV 
t
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EC ertificate
FullOuali9

@
EC on lr,ledc. DeMces {[4D0).Annex ltex(tJdr19 (1)

No. G1

T!V SU0

ss lla, ilb or lll)

04507 0002 Rev.0l

eS): ACON Lal orator es rc' 5850 Ooe'tr. Or re {340. Sa D, qo c ^ 9 12. . 56

ACON Laboratories, Inc.
10125 Mesa R m Road, San D ego CA 92121. USA

MURE nslltule,Inc.
10125 lvesa Rtm Road. San O ego CA 92j21. USA

seryice GmbN s Norilied aody errh rdenrfc2t on no 0123

seryce GmbH cediticatior Body. Ridlerslr3Be 65 . 80339 [,tunich. Germlny rw"



(Hangzhou) Co., Ltd.
Road, West Lake District,

P.R.China 310030

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

On Call plus Blood Glucose Monitorino Svste.n
Or Call p -s Blood ClLcose lvleLr

On Ca[ ptus Btood Gtucose Test Skip
Or Call otus Cru(ose Co,tlro Solulion

meets all the proviqions of the directive 98/29/EC on in yirro diagnostac medical
devices which apply to it

This decl e and thus is

oc

,$CON Biotech
No.210 Zhenzhong

Hangzhou,

aration is according to Annex lV of the Directiv
_,. !l:"0 on approval by the notified body
TUV SUD Product Service GmbH, RidterstritSe

80399 MUNCT{EN, Germany, notified under
No.0123 to the EC Commission.

Declaration of Conformity

Consuiting

UK

)-rf

Authorized Representative:
Wellkang Ltd t/a Weltkang Tech

Suite B 29 Harley Street.
LONDON Wlc gQR, Engtand.

Detailed brand informat:on ?nd first place date, ptease refer to CE product List.

Srgned thrs rt oay or 1
n Hangzhou, Ch na I

Junny you
Intef national Regulaiory Affairs lvlanager

ACON Biotech (H?ngzhou) Co., Ltd.

_=_:_:==_=

AUUJ\ 6 u I rUH (HANGZHOU) CO . Ll D.
-\o.210 Zhgnzhong Road. Wesl Lake Dislricl. Hangzhou, p.R.Chtna. 3i0030
Tel: +86-571-87963569 Fax: +86,57i,87963570 e_"mait: css6acontaO.com--cn



ApON Biotech
No.21p Zhenzhong

Hangzhou,

On Cal Lancinq device

of Class I according to Annex lX of the directive 93l42EEe,

meels alf the provlsions of the directive 93l42lEEC as amended by direclive
2007147|1C concerning medical devices which apply to it.

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

Authorized Represenlative
Wellkang Ltd t/a Wellkang Tech Consuliing

,"d8'fifli#ff[:!:$?i: ,-
Detailed brand information 4nd first place date, please refer to CE Product Lisl

We declare under our sole responsibility that the medical device:

Siqned this 1
in 

-tl 
angznou-Cfiini

, )",1day of r,

Interralional Regulatory Affairs l\,4anager
ACON Brotecl'(Hangzhou) Co. Ltd

-=---:==

-==:--===ACON BIOTTCH (HANGZHOU) CO.. I lD
No.210 Ztlenztlong Road. Vvest Lake D strct, Hangzhou. P.R.Ch,na, 310030

Tel: +86-571 -8796 3569 Fax +86-571-87963570 E"n'rail css(Oaconlab com.cn

Declaration of Conform ity

(Hangzhou) Co., Ltd.
Road, West Lake District,

P.R China 310030

ny You



Declaration of Conformity

{CON Biotech (Hangzhou) Co., Ltd.
No.2'!0 Zhenzhong Road, West Lake Distrrcr,

Hangzhou, p.R.China 31 0030

We declare under our sole responsibility that the medical device:

On Call Lancets

of Class llA according to Annex lX of the directive g3l42li-;a?,

meets alf the provisions of the directive ggf 4UE1C as amended by directive
2007147|EC concerning medical devices which apply to it.

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

TUV StrD Product Service GmbH, RidlerstraBe 65
80339 MUNCHEN, Germany, notified under

No. 0123 to the EC Commission.

*",,['jlTlil,'"fi :',ifj"i'1t::e;consr,tins
Surte B 29 Harley Slreel.

LONDON W1c 9eR, Engtand. UK

Detailed brand information and first place date, please refet to CE product List

q
dav of I )41 5

Inte:'national Regulatory Affairs lvlanager
ACON Biotech (Hangzhou) Co., Ltd.

g._--.==

--=-=-==-ACON BIOTECH (HANGZHOU) CO,, LID.
-r,1o.210 Zhenzhong Road Wesl Lake District. Hangzhou. p.R China. 310030
Tel +86,571 87963569 Fax +86 57i-87963570 E mait. css@acontab com cn

Signed this /f
ln Hangzhou, China



ACON Laboratories, lncorporated
10125 Mesa Rim Road

San Diego, CA 92121 , USA

We, the manufacturer, declare under our sole rrlsponsibility that
the rn viflo diagnostic device:

Mission- Hb Hemoqlobin Meter

classified as Self Test in the directive gg/7g/Ec,

meets aff the provisions of the directive 98l7glEo on in vitro
diagnostic medical devices which apply to it

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

TUV SUD Prodrct Service Gmbt{,
RidlerstraRe 65.

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

Aulhorized Representative:
[,4edical Device Safety Seryice cmbH

Schiffgraben 41
30175 Hannover, Germany

Signea this a{day o f -)a-. , no l J-
in San Diego, CA, USA

' 
'fF--zr^/ Oiyixie, [/]D [,lPH

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

-===:--===10125 N4esa Rinr Road San Diego, CA92121 USA . Te : (858) 075-aO0O . Fax (Bs6) B7S"8O99



Declaration of Conformifu

ACON Laboratories. Incoroorcted
10125 Mesa Rim Road

San Diego, CA 92121, USA

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

classifi€d as Self Test in the directive !r8/"/g/EC,

meets alf the provisions of the directive 9B/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 the notified body

TUV SUD Product Service cmbl{,
Ridterstralle 65,

80339 M0NCHEN, cermany,
notified under No.0123 to the EC Commission.

Authorized Representative:
I\4edical Device Safety Servlce GmbH

Schiffgraben 41
30175 Hannover, Germany

Qiy Xie. MD, MPH
Senior Statf, Regulatory Affairs & Ctinicat Affairs

Acon Laboratories, lnc.

:'*"fJi:i""*Fi!i' rta^ zat 7-

='=j===

-r=_==-===1or2s M€sa Ri- Roao . san Diego c[s:: Z: uEel-lr (B5BJ 8/)-6000. F.r (B5B) 8/s.8099



Declaration of Conformi

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA92j21, USA

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

classified as Self Test in the directive 98/29/EC

meets alf the provisions of the directive 9g/79/EC o n in vitro
diagnostic medical devices which appty to it

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

TUV SUD product Service GmbH,
RidlerstraBe 65,

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

-fzSigned this / /'day of
in San Diego, CA, USA

Aulhorized Represenlative:
lvledical Device Safety Service GmbH

Schiffgraben 41
30175 Hannover, Germany

&olVAe^tX

ff, Regulatory Affairs & Ctinical Atfairs
Acon Laboratories, lnc.

-=__1_==-_=
r0125 v€sa Rm Road . san Dteqo, c[92-12i u=A:];, ts58)075-8ooo . Fa. tB58ro7s-8099

E-|na t: tnjo@acontabs.com

Mission@ Hb Hemoglobin Test Strips

Oiyi Xiei MD, MPH



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92j21, USA

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

classified as Selt Test in the dir€ctivs gg/79/EC,

meets alf the provisions of the directive 9g/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€d on approval by the notified body

TUV SUD Product Service GmbH,
RidlerstraBe 65,

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

Authorjzed Representiative:
[4edica Device Safety Service cmbH

Schittgraben 41
30175 Hannover, Gerrnany

^ t/*
Signed this a f day of G^ ^ ^ t+in San Diego, CA, USA

,f="\ '
'oiyixi6, MD, l,4pH

Seniof Staft, Regulatory Affairs & CtinicalAtfairs
Acon Laboratodes, Inc.

=-:-==_
-===_-==-:-'o 25MesaRrRodo sar o eso, cfsz-r ii rtEelri' lo5s) 675-eooo . Fa r (858)B/58099
E_mair: info@acon abs.com



Declaration of Conformi

ACON Laboratories, Incorporated
'10125 Mesa Rim Road

San Diego, CA 92121, USA

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

classified as Self Test in the directive 9B/79/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 the notified body

TUV SUD Product Service cmbH,
RidterstraRe 65.

eoseg r tiNcxeN, cermany,
notified under No. 0123 to the EC Commission.

Authorized Represeniative:
Medical Device Saf€ty Service GmbH

Schiffgraben 41
30175 Hannover, cermany

signea tnis !{6ay or
in San Diego, CA, USA

-!=:-_-==10125 [lesa Rh Road San o.ego. CFe:'iz; uEnirir. rsrst szS-eooo. rar.{858) 875.g099
E_mait: info@acontabs.com

Tcu"t >eln-

Senior Staff, Regulatory Atfahs & Clinicat Affaks
Acon Laboratories, Inc.



ACON Laboratories, Incoroorated
10'125 Mesa Rim Road

San Diego, CA 92121 USA

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

For€sighr Free T4 EIA Tcst Kir

ctassified as others of the directive gg/29/EC,

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

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

Ar.rlhorized Representative:
IVDSS

Schiffgraben 41
30175 Hannover, cermany

,.rt.
../a.Ah..::::-..--.-
Q yi Xie, lVD, MPH

Senior Staff, Regulatory Affairs
ACON Laboratories, Inc.

lJ'*"fj?::#,13x 
* Aa:+-. 9il+

=--==
-==_=_==:-101?5 lv1es. R,m Road - Szn Diego CA 92j21 . USA.Tet: (B5B) 675_8000 , Far (85S) 875,S099
E-ma I iito@a6ntabs.@m



Declaration of Confo

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresighl Rube|a tgc EtA Tesi Kit
F-oresight Rube a g[,4 EtA Tesi Kit

classified as List B in Annex of the directive g8/79/EC,

meets all the provisions of the directive 9g/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,
RidlerstraRe 65,

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

Authonzed Represenlative:
IllDSS

Schifigraben 41
30175 Hannover, Germany

Signed this -[L day of
in San Diego CA USA

r,"*tL,ulV

Xie MD i/PH
Sen or Staff, Regulatory Alfairs & Ctinicat Affairs

Acon Laboratories, Inc.

-=:_=___===='0125 Vesa R r Poaa Sd^ O,eqo CA 92r21 . LSA.-e e5O) B7j€OOO. cd, (658 8/5-BOqqF.aa rro@d.ontaos co-



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 HSV 1 lgc EjA Test Kit
Foresght HSV 2 tgc EIA Test Kit

Foresaght HSV 1/2 tgc EtA Test Kit
Foresight HSV 1 gM EtATesl Kit
Foresight HSV 2 tgM EIA Test Kii

Fofesight HSV t/2 tg[rt E A Test Kit

classified as others of the directive 98/29/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 Represenlativel
l\rDss

Schiffgraben 41
30175 Hannovef, cermany

Signed tnis f oay of
in San Diego, CA USA

a<,f )oti

/'-\/ ^

,//\--1-4r -----..-.....-
t-

^n,; 
Yta r\ln ArDq

Senior StafF, Regulatory Affairs
ACON Laboratories, Inc.

=::==
-=1=:-=-=10125 lvlesa Rin Road Sa. Diego, CA 92121 , USA .Tet (858) 875,BOOO . Far (858) 875_S099
E-mai inro@acontabs.com



ACON Laboratories, Incorporated
10125 MeQa Rim Road

San Diego, %,W{4 USn

We declare uFdgt'gqr Sole responsibi ty that the,tlr. Vftrc diagnos c
dovlce:

l-orcsight Fnc Tj EIA Test Kit

classified as others of the directive 98r79/EC.

meets aff the provisions of th€ directive 9g/?9/EC on in vilt6
diagnoatic medical devic$ which apply to it

This self-declaration is according to A
(excluding Section 6) of the Di

.L,l
' .:i'i,{"

a-a '
;f '

Authortzod R6pr€s6nlAfl V9:
MDSS :. :

Schiffgrab€lr41
30.1 75 HannoyEt, Gemany

Signed this l?ryday ot ,r/---4 . po 'rin san oiegolcn usA

-f.?,ll

.n4,z2oro*r.{-^
/ Richard LEnart

Regulatory Affairs Manag€r
ACON Laboraiories. lnc.
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ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

We declare under our sole respon6ibility that the in vitro diagnostic
device:

Fo,rsight folat I:l DIA-t.esr Kit

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

msets all the provisions of the directive g8/29/EC o n in vitro
diagnostic msdical devices which apply to it

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

A!thorized Represontativei
I\,1DSS

Schiffgraben 41
30175 Hannover, Germany
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Qiyi Xie, lMD, MPH

Senior Staff, Regulatory Affajrs
. ACON Laboratodes, Inc.



ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

r:oresight Totaj .t4 
E1l\ Tesl Ki(

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

meets alf 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 Representative:
IUDSS

schiffg€ben 41
30175 Hannover, Germany
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Qiyi Xie, VlD, MPH

Senior Staff, Regulatory Affairs
ACON Laboratories, Inc.



Declaration of Conformi

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 9212j USA

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

Mission U500 unne Anatyzer
Missron J500 Jrire Analyze- with Barcode Reaoel

l\,4ission lJrine Analyzer Bafcode Readef
l\Iission Prinler Paper Rot s (Sticker/Thermau

I\,,lission U500 Data Transfer Kit

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

meets alf the provisions ofthe diractive 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.

Altho zed Represenlative:
t\4DSS

Schiffgraben 4't
30175 Hannover, Germany

Slgneo ttris J ftoay 
ot

in San Diego, CA USA
l4r"-J dolo

Senior Staff, Regutatory Affairs & CtinicalAffajrs
Acon Laboratories, lnc.
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ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

W6, the manufacturer, declare under our sole responsibility that
the in vitro diagnostic device:

Forosight TSH EtA Tesr Kit

classified as oth6rs of the directive 9g/79/EC,

meets afl the provisions of the directive 9g 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 Representativel
MedicalDevloe Safety Servicg cmbH

Schiffgrab€n 41
30175 Hannover, Germany

slsned rhls C/ oav oi f,lt ",qbc , j0 I ?
'r San O'eqq Cn USA
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Jinn-nan Lin
President

Acon Laboratories, Inc.



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. pylon lgc EIA Test Kit

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

meets afl the provisions of the directive gBtTglEC on in vitro
diagno6tic medical devices which spply to it

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

Authorized Representative:
MDSS

Schiffgraben 41
30175 Hannover, cermany
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Seniof Staff, Regulatory Affairs & Clinical Affairs

10125l',lesa Rm Road Sanoego CA92j21 . USA .t6t: (s5g) B75,8oOO . Fax: (es8) 075_0099
E-rart. rrro@acontabs cor

Acon Laboratories, lnc
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