
l r'Atfos Mdical

Date: 30/06/2018

STATEMDNT

We, Atl s Medical having a registercd offrce at William James House, Cowley
Road, CB4 0WX, UK assign SRL Sanmedico having a registered
oflce a . Corobceanu street 74, apt.9, Chiiinau MD-2012, Moldova , as

represenlalive in correspondence with the conditions of directiveauthori
98/79

We dec are that the company nentioned above is authorized to fegistel, notiry,
the registration ofmedical devices on the tenitory ofthe Republicnodif;

of Mold

d
c.

fenew o
a,

On behal{ the Manufacturef
General nager

Head Orr ce w'lliad rane! noure, Co\ley Rd, Crnbddse,Ca4owx/ Unn.d
tek,4.r{0,1123 853S10, rar: +44 (0J1223 353524

Hn,, *J!"i,
' ri" 

'

,SAM{XDICO"
Sire: KrnSAbdlrlah rhe Second hd!*iett56te, sreet19,sahab Fr.eton. Area, p.o.aor:



l.l Y

2

t_t

ii

i

s 919

E3

€i

a6
5E

lig"
ritt
1;;: $

a

TIE

:t
s$-vt
<*

o

l;
L:

P " 1^
f i : -.4

, € i ;i :i:Pt i ; ! :l a;: ;5: s =l B;'5: -r;ri:qril ::i! ;i:l E

:i -: i::3 i}3i] : i {i ; :E; '!Ei ri;:;' tl;::;i: ii;;:Ei i=i'i ;E iri?rEol ; i j ii,::il;; E ilEi;;ii

R
"?1
q)

:
rnn

g

E:E:
9:= E

.{



I I^,,,.Ji-

Register

Certificate of Approval
This is to certify that the lManagement System ofl

Atlas Medical
King Abdullah ll Indlstfial Fslate Street No. 19. Sahab Fre€ Zone Area. Ammar,

has been approved by LReA lo the following standards:

tSO 13485:2003

11512 Jordan

Basem Obaid - Area Operalions [,4anager

lssued By: Lloyd's Register EMEA

for and on behalf of: Lloyd's Registef euality Assurance Limited

CLrrreni lsste Date: 231!larch 2018
Expiry Date: 31 March 2019
Certrficale lssue Nunber: 1 0067833

Odginal Approlals.
ISO 13485 28 February 2009

Approval Certificate Number: ISO 13485 - 0046833

The scope of this approval is applicable to:
ISO 13485r,20{13

Desrgn [,4anufac{ufrng and SLrpp]y ol t,4edtaal
D agnosl c Reage|ls aId Kits
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SYNTESYs 5.A.S, OIENALOOP, 

' 
C.

VI,1G GALILE].1Ol3
3so37 2.r.s€LVE OTTEOLO tpD

coo.FrscalE prva NREGtMp. paoov^ ols73gsoeeF
C-MAIL INFO@SYNTCSYS ]T. WGB \IV\/WSYNICEYS IT

AUTHORIZATION LET'I'ER

We, Syntesys S.A.S, having a rcgistered office at Via G. Galilei l0/3, 35037 Selve di
Teolo - PD - Italy, assign Sanmedico SRL having a registered office at A.Corobceanu str., apt. 9.
Chigindu MD-2012, Moldova, as authorized rcpresentative in correspondence with the conditions
of dircctive 98/79lCE and 93l42lCE.
We declarc that the company tnentioned above is authorized to register, notify, renew or modify the
registlation olrnedical devices on the territory ofthe Republic ofMoldova.

Teolo,02.0L2018

5"}TF:J;: ",

Rinaldo Ruggero

CEO and Le8al Repre5entative

SYNTESYS S,A.5.

ffi5"-n'ffi
'5ANllEDlc0"

L"- ill--d
FjiIODOTTI E sTRUM€NTAZIONE PER ANALISI OI LAts()R-ATO!IIC) . DISP()SAtsLE
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTITICATtr
CISQ/lClM SpA has issued an leNet recognized certificate that the organization:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via c. catitei, ,1013 - Zona Industriate - l-3S037 Selve di Teoto (pD)

has tmptemented and maintajns a

Quality Management System
for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of
products for laboratory analysis and sanitary produits. Sale agency of instruments,

reagents and consumable products for laboratory diagnostic.

which fulfils the requirernents of the following standard;

ISO 9001:2015
tssueo on: 20't8-06-04
First issued on: 2013-06-05
Expires on: 2019-06-04

This atlestation is dircctly linked to the leNet parlnefs orioinal
cedtl;cale dnd snatlnol be usad as d stand-atane aacunant.

Registration Number: lT-83562

rT d#__
i

lRdV.1,sa,r,ft JQA ./.,1D, KtQ rorc? MTRTEC Or.." MSZT /trrSrr:r naonko AS {onr

, y,^:ll,:..o_y.! 1ll \ e., 2,.-t ttrr+ c,", .. . ...,, r'o" ii,,ra:* c.."ri.
tOIDn)i'RVA r,.:.../. t(ONl L( Colo,rr.r l bne.rJ Sc,.r.o.nr,.r. l.-r .,t rurl

NY( f .sr,,t,rr. v . t aSC fo', / Oull I Ar i,,0 ;,, aid R,ap ;r.,d S,r /-..,/ SIQ
slFJN4 QA!-t, rmr.d,,. .r.r,,,d ., \Os \. /:L"r/,,;StuiC p....,,., r:si L r,.i."u,,c ii,,,.,, i:si

IQlieI is r.pescDcd ii rbe USA blj AFNOR Cenificarion, Crse. DeS Hokr;gOmbH a,d

Wffi*Aler S:toichitaiu

Ptesident aJ IQNET
IqNei pann*sr:

,|OR sird,, A|NOR Ceniitcat\ai t:to,t:c AFCER pathB./ CCC] cr|rd CtSe

' flr lisr ol IQNer pernc^ is lild ar rhc I im. of isrue of rhis cenificcre. updaicd iitomarioi is .vaitrbte und{ w$}.,qDccce u.aron coD /
_Lh.zt -...,,
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATtr
ClSQ,llClM SPA has issued an IeNet recognized certificate that the organization:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Gatilei, 1013 - Zona Industriale - l-3S037 Selve di Teolo (pD)

has implemented and maintains a

Quality Management System
for the following scope:

Trading of products for laboratory anatysis. Design, manufacturing and sale ofproducts for laboratory analysis and sanitary produits. Sale agency of instruments,
reagents and consumable products for laboratory diagnostic.

which fulflls the requirements ofthe following standard;

UNICEI EN ISO 13485:2016

*a
*
*

*.*

*1r

@

i .' -,..,- l

lssued on: 2018-06-04
Fi|St issued on: 2014-06-21
Expires on: 2019-06-04

This alteslalion is ditoclly linked to the teNet patnels original
ceniltcate and shall not be used as a sland-aiane documan|

Registration Number: lT -93779

Aler Stoicllitoi
Prcsident of IQNE I'

Ie;\et panners'l
AINOR Sp.r, AlilOR Cqllllcltion L?,,ce Al'CtR to) r,gdl CCC Crtnd C:tSe r.f

cQc Cr'm CQM_Cri,k CQS Cza.l Reput)ti. Aa C Crrtlo DeS Haldir{ CmbH C?,,r,rj iCAv

\lR.Nr 0^)t--e I fu..,li/./,,. ",,us5.4.,1 ,r,;rR;. p. -,.,,, , rrsr u.i".r,.,r 1.,,.,..,]:sil"l

l ldA\, ..l,se,r,. JQA Jdp', KIQ (or? MItLt [C c,"dcc I4SZT t r]g.1/ j, Nenrko AS i/o,lo NSA

tsQIDONoRN4A ia,czr.r" I(lONltC Col,,'rio lispecu Slrlijloi iOv tr,/r,/tNIECd Con

I{)NLr r .epr+(rrJ l r rta L SA br AJ-l\Op ( ^dr,r.Jr."i. ( tSO. Des rtJ:i! C..nt ,rlc \S \t I

liYC!-S IC! ivl uft l,cBC fdt'il eudirj/ Austii /1 dr\, Rtan,6!4 SI h?ri Sre jt r ",r

ixttri"F)

lk*ffit
R's:ff

i l he lisr oflQNcr panne* is !irid.r 1e rinre of is$rc of his ccniirc re. updared i'rramrriotr is .vlirabrc und", lvs $ rqncr



STATEMNNT

Ve, "Technology-Standard" Ltd. having a
registered office at 116/95, Kalinin
Prospekt, Barnaul, 656037, Russia, assign
SRL SANMEDICO having a registered
orfice ar A. Corobcealu streel ?A. apl. \
Chipiniu MD-2012, Moldova, as
authorized representative in
conespondence with the conditions of
directive 98/79lEC.

We declare that the company mentioned
above is aufiorized to register, notify,
renew or update the rcgistration ofmedical
devices on the reritor.y ofthe Republic of
Moldova.

"Tecnology-Standail" Ltd
I 16195 Kalinin Plospekt
City of Barnaul, 656037, Russia

SRI SANMEDICO
A. Corobceanu street 7A, apt. 9,
Chigindu MD-2012, Moldova

3A'BJIEHI,IE

Mu, OOO <Texrtolorsa-CraH.{apr),
r-rMetorqee 3apefl,tcrprpoBaEHbrii oq)uc no
aApec) I t6l95. npocneKr KaqHHkHa, | .

Bapnayl, 656037, Poccur, nopy.raro,r SRL
SANMEDICO, hMerouyrc
3ape.rcrpupoBaHribri oqlr.rc Ha yntue
A.Kopo6qaHy 74, kB. 9, Kuur{rreB MD-
2012, Mo,r4oua,6trrb B xaqecrBe
yrlorHoNroqeHHoro npeacaaBHTenr B

cooTBeTcTBxU C yCnOBr,rrMu,qr.rpeI{TtB6l

98/'.l9tF.C.

M6l 3arBrteM,,1To ynoMrHyrat B6I[e
I(OMnar'rl-1, IlMeeT npaBo pef acTpllpoBaT6,
yBeAoMn'r6, o6HoBnrrE firt
Bo3o6lIoaIrT6 perl.rcTpaqI,Iro

Meaarlwlcr{r.rx u3aenuia Ha TeppuToprilt
Pecny6rrrklr MorAoBa.

OOO cDupva <<Texuorrorra-Craunapr>
656037 Poccnq r.Faprayr,
tip-nr Ka,rnuala 1 16/95

SRL SANMEDICO,
r. KriruHHdB MD-2012, MoruIoDa
yr. A.Kopo6.rany 7A, r<o. 9

Aara:0, 12.201'l

ArpeKrop: A

Datet 0],12.2017

Director: N4r.

Signature: floAnucr:
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3EC"

CERTIFICATE

This certifies that the euality management systen for medicat devices
of contpan,

<Tech nology-standard > LTD
116/95 Kalinin prospekt, City of Barnaut, 656037

RUSSIP

_ has been dssessed b, 3FC tnrcrnatanat
and taund ta be in canfotmance with the rc aA;qg sandad.

EN ISO 13485:201G

far the following scape:

DEVE.LOPMENI PRODUCTION AND SALES OF DIAGNOSTIC KITS AND
REAGENTS FoR rN vrrRo DrAGNosrrcs on seeuosrnsis 6vsiiif

cenilicate No.i M-0379/13 Dare ot lssuance. Ju y 26th, 2O1B Ofigifal date of approvatiAugust sth, 2016
Thi, e (ae s vdb tro, JL.y z!rh, 2018 .o Ar.gusl 4tn, 2Ot9 o- -o d.ro. .!r dganzdo.uuar.na aserenrsyJer,o, rore.irrh;vaorJ;,16,"1r.,r""rii,".J,r,i,",i:i-,i*",.a-_(0,.:sr,8,.3
fhis coditica!. tttty su petse.tes pteviaus ce nificate Na Lt -03 / gh 6 issued a n Aogu st S! h 20 1 6
l$Ding afli..:3EC thte'natiohat.s H/anenA 1A 021 Ds Btalista4 Stav.k ReDhhc

Head alCodiloatian Aady 3EC tnbnlatto.ata.s

cea'r o D.o, ,, oc .-q,r,r:011 roe. .o."r'.cf No O 0)4



3AO (3KO,r:r6)l42Si0 MocRoBcIraq o6,r
e-n,a : g!{qbr@sLd4 b.ru, ."r',,,*"-";l;;:JJoropc'.' v''i 6vnen no, o. a. r

r en: (4e64J) l- 13?4, 3_2JI I, +aKc {{96aJ

raHH:s03s02s076,Krrrr:50r50r00r 

jt- 

-Og@aadt'riHk Uony,rare.rn: IIAO C6cp6aIr t,occx r. iUocKBa
B L,pexoBo-JyeurNoM OCD J$ 1556/06-]
p/c 40702810040J1012,{002

'Vc 
3010r810400000000225

EIIK 04452s225

2 t.03.2018

ABTOP14 3AUr.Ut AUcTPUEbIOTOPA

3aKpBrroe afiI'ioFrepHoe o6uec..Bo (31(Ona6) (pocckr, 142530, MocKoBc(a.{ o6n.,
r.3nc(ryo'opck, y,r.ByieHFor-', r.l) Hacroqu'rv rorrBapx,uaeM , Lt.fo ,,SANMEDICO,,SRL

(yrr. KopobqrHy 7A, xn. 9. r. I(qurrrcB, pecny6,lHxa ]vfor,qosa) eBnse.rc, HamBM
3(cMIo3ilBHbIM nlrcl-prr6broropoM B pecnv6,rsre MonroBa fi ocyurecrBnrel yqacrue c
npolyxrtket 3AO (3KOra6) B npoqe,qypax rocyaapcrBeHHgrx 3aKynoK foBapoB fia
Teppr.rropntr pecrry6nfi(!j. Mo:raoga. ot cBoero ,rveHu Bere.r tepcroEopEr, trpcl]craB,rlrer
koMMepqecKie npeIJTOXeHEt, 3a&ltoqaeT cooTBe'r.cl.Bytolqlte .qoroBop6l, a TaKXe OCyUIeCTBITeT
nocTaB(tr yKa3aHHoji npo,Iy(qrr.r Ha TeppxTopr_r, pecny6nrkll MonloBa.

llo:ruovoqrlr rro HacroruleMy aBTopl3arlrorrHoMy nacLMy Ee Nior)r 611.6 flepeaaHEr
apyffi^r ntrIaM,

Hactort[ec nuctvo neficrBfiTer6Ho c MoMeH ra fiollrlrica]{hs tr Io 3l leKa6p, 20lgr.

fcfiepa,rlrr]fi{kpemop .l
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<'t ii
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.-€=€€:==+=
YourTrustedPartner

San DjegoJuty11h,2018

We, ACON Laboratori€s Inc. havjng a registered office at 10.128 tllesa Rim Road. San Diego, CA S2121, USA
assign SRL Sanmedico having a registercd oflice at A. Corobcoanu str€et 7A, apt. 9, Chigindu t,tD_2012,
Ivoldova, as aurhorized representative in coffespondence with the condrtions ofdirective 93/4zEEc, 98/79/EEc
and 90/385/EEC.

We declare that th6 com pany mentioned above js authorized lo r€gister, notify, ren6w or mod y lhe registration
of medicaldevices on the territofy ofthe Republic of lroldova.

AcoN reserves the right to cancelthis authorization at anytime w h a one month notice. lfthis is the cas6.
AcoN will honor any obligarion to suppry to our representative sanr\redico sRL arr rhe produds distribution
acquired or in the process of being acquired in pubtic price bids and public Tenders proce6s.

Sincerely,

f*\()a
:r^//Account l\,4anager, Internatio

ACON Laboratofles

,innutotts

ACON LABORAIORTES.INC lol25MGSARrMROAO SAN D|EGO. CA 92121 
'353.375.3000 

F
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CERTIFICATE
No. QlN 16 05 42074 027

Holder of Certificate: Acon Biotech (Hangzhou) Co,, Ltd.
No.210 Zhenzhong Rord
west tak6 Districl
310030 Hangzhou

PEOPLE'S R€PUSLIC OF CHINA

Facility{ies): Acon Biotech (Hangzhoul co., Lld.
No.210Zhenzhong Road. west Lake Districl,
310030 Hangzhou. pEOpaE S REpUBLIC OF
CHINA

Certification Mark:

Scope of Certificate: Design and Development,
Produclion and Distribution of
In Vitro Diagnostic Test Kits
and Rslated lnstrumenls,
Lancet and Lancing Device

Applied
Standard(s):

EN lso 13485:2012 + ACr2012
M€dicaldevices - Qusily managemenr systems -
RequiGments to. fegulatory pu?os€s
(lSO 13485 2003 r Cor 1:?009)
DIN EN ISO 13485:2012

The Ced{icalo. Body ol TUV SUD ProductS€rvce cmbH cedities that the compa.y menrioned
above has establishedand is mainlaining aquatity managensnt system, which meels the
rcquremenls of lhe kted standad(s). See atso nores avenea,.

Oats, 2016-07-08

IIJV SUD ProdudtSe ic€ Gnbrl

s81610619

2016 07,r5
2019-Q7-14

t(4

ir3|JtX

,SANMTDICg

Zanlzi,qsle le . Bd e4traB€ 6t . 80339lMun.h



LumiQuick Diagnostics/ Inc.
;1i.16 5l!r 3nn.. !,r.lr.:rr,r, ( 

^ 
r,0i4, !S^

k,t t.101r.855 0061
ri!: l-.14r$.85i-l)0il

i' f).il ,rin,k'nriWirir r.nr
w.lrsrre: trlr{ Irmkui(ii.com

Dater Februar.y 13,2018

LtrTTER OF AUTHORIZATION

To whom it may concerrr:

We, LumiQuick Diagnostics Inc. having a registered office at 2946 Soott Blvd, Santa Clara,
CA 95054, USA, assign Sanmedico SRL having a rcgisterecl office at str. A. Cor.obceanu 7A,
apt. 9, Chiginiu MD-2012, Moldova, as authorized representalive jn cor.espondence with
the condirions of direcLive 98/79rEEC.

We deciale that the comprury mentioned above is author.izecl to register, notify, renew or
modify thc registration ofmedical devicas on the letritofy offhe Republic ofMoldova.
This autholization letter.is valid until February 2g,2020.

Best regards,

Charles Yu
President

,r1s;r",tl;p
,SANM[D1Ctr



bsi.
Certificate of Registration
QUALITY I4ANAGEN4ENT SYSTEM - ]SO 13485:2016

This is to certiry that: LumiQuick Diagnostics/ Inc.
2946 Scott Blvd
Santa Clara
California
95054
USA

Holds Certifcate No:

flifi,iil";'rtfjouuo*"" 
tanagement svstem which comp]ies w th the requ rements of Iso 13485:2016 for the

By RoyalCharte/

The design, development, manufacture and distTibution of jn vi?o diagnostics test kils and
reagents used n lhe diagnosis and management of disease slalus, in;uding Infectious
Diseases tests, Drugs of Abuse tests, Cardtac !lon tor tests, Cancer I\4arker iests, Fertility
Horrnone tests, ELISA tests & Urlne Chemistry tests.

FM 5749L9

{ra-.,*
Stewart Brain, Head of Compltance & Risk - l4edical Devices

For and on behalf of BSI:

Or 9inal Regislration Datei 2011-10,20

Latesl Revision Date: 2018-11-21
Effective Date: 2017-10-20

Expiry Date: 2020-10-19

Page: I of 1

...making excellence a ha bit.

f5.:r;;.."x
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Declaration of Conformity

duct name

Name of company

Model/nrmber
H. Pylori Ab/Ag Test Devices

OlickProkle ll Pytoi Anugen Test card
AuickFro'll6 I l Py1o, Anlibody T€sl Card Whob Arood
oulcl<tronlo l.l, Pj,lori Anribody Test C.rd.Serunr
ouichFDfile r'1. Pylori Anligen T€sl stip
OurckPro,ire H PtloriArtbody Setun lesl Sbip
OuickProlile H pytoi Anlib.dy WB Ted Skrp

1r020
71O2r1

l7 r046

171061
r71464

LumiQuick Diagnostics, Inc. 2946 Scott 8lvd.
San{a Clara, CA
95054
USA

Jett Vr'ang

elephone/emaillName-of 
co

iEmergo Eufope Pdnsessegracht 20
2514 AP
The Hague, Neihe ands

.Device classlfication
Class Self-Certify

oute to complianco
Annex lll of IVDD 98/79/EC

TITLE: Qualily Systefis tvtanagef STGNATURE:

DATE:28t04t2017

ttc- occlitutor_Lcn.r_anrrg.-t:2R0_Ncyr^ddrass

.Standards applied
iSO l3485:2003

iCoUnci Direclive
.- )..

LumiQuick Diag|ostics, Inc. declares lhai the above menlioned prodJcls meet lhe provision of lhe
Gouncil Dircclive 9B/79/EC for ln Vitro Diagnostic Medical Devices and Directive g8/7glEU as
transposed in lhe naliorral laws ot the f\,4entber Stales.

CO|\ilpANY REPRESENTATTVE: Jeft Wang

L4-41:

+31.70.345.8570 - phone

i+31 70.346.7299 - fax
eutope@eme.gogroarp.conl

rffi
.L-'":-#.9

6'"t\i:r,,fi-"\
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