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YourTrustedPartncr

san Diego JulY 1f i, 2018

We, ACON Laboratori€s Inc. having a registered office at 10125 Mesa Rim Road San Diego' CA 92'121' USA

assign SRL Sanmedico having a registered office atA. Corcbcoanu sheet 74, apt 9' Chiginau MD-2012'

Motdova , as authorized repres€nlative in cofiospondence w;th the condltlons of dkective 93/42EEC, 98/79/EEC

and s0/385/EEC.

we declare that the company menlioned above is authorizgd to register, notify, renewor modify the registraiion

of medicaldevices on the territory ofthe Republic of l\,loldova

ACON reseNes the right to cancol thls authodzation at any time with a one month notice lf this is the case

AcoNwi||honolanyob|igationtosupp|ytoourrepresentativesan[/edicosRLa||theploductsdisldbution

acquired or in the proc€ss of being acquited in Public P ce bids and Public Tenders process

Sincerely,

Accounl I/anager, Internal

ACON Laboraiories

,snoottotto

acoNL soMToRrEs lNc lor25MESARrM ROAD SAN ol€GO,CA92121 T353.3753000 F
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CERTIFICATE
No. QIN {6 05 42074 027

Holder of Certificate: Acon Biotech (Hangzhou) Co ' 
Ltd'

No 210 Zhe'rzhong Road

West Lako D|6lnct

310030 hangzhou

PEOPLE'S REPUBLIC OF CHINA

Facilitv(iesl: Acon Boiecn {FangzhoJ) Co Lld -
No 2lo zherznorg Road We$ Lake oislt cl

310030 Hangzhou PEOPLES REPUBLIC OF

CHINA

@

ffi
Certification Mark:

ScoDe of Certificate: Design and Development'
Production and Distributlon of
In Vitro Diagnostic Test Kits
and Related Instrum€nts'
Lancet and LarilGing Device

Applied
Standaid(s):

EN LSO 13485:2012 + AC:2012

Medicaldevlces _ Ou4Lilv management svs\€ms-

Requifements ior regulatory purPos€s

(lSO 13485:2003 + Cor 1:2009)

orN EN ISO 13485i2q12

The Cerlilicalio. Bodv ol TUV SoD Product Serulce GmbH ceniies lhat the conpanv menlroneo

,li,i""li "jrlJ'""|,"" 
t m':nra'ni'e d additv {analeher's^'on whic! reErsr'e

;eourem€nls ol lhe r'sled slanoad\s) Seeasonoleso'e'eat

Dar€, 2016-07-08

s|1610619

2016-07-15

2019-07"14

'l

K.,"":;G"l

i'ry:l'li4

T!v SUD Produrr SPru(a 6dhti Z€dilr'l c nelle
tw'



lumiQuick Diagnostics, Inc.
)9r6 S.oi 8lv{l.,litu clarr,(A9i0tn, US^

Tcl: 1'10t 85t ()i)61

h(: 1 .11r8-{}i iliJajj
!-nrni: nnlj lu.rl(t.r.r. (,rri

\\.hsitc: w**.lud !! rt cod

Date: February 13,2018

LDTTER OF AUTHORIZ,A.TION

To whom it may col'lcern:

We, LumiQuick Diagnostics Inc. having a regislered ofnioe at 2946 Scort Blvd' Santa Clata'

CA 95054, USA, assign Sanmedico SRL having a registered office at str" A Coroboealu 7A'

apt. 9, Chi;iniu MD-2012, Moldouu , u. authorized rcpxesentative iu corlespondence with

the conditions of directive 98179/EEC

We declare that th€ company mentioned above is authotiized to legister, notify, renew or'

modify the legistlation of medical devices on the lenitory ofthe Republic ofMoldova'

This authorizaxion lerter is valid until Feb ary 28' 2020.

Best regards,

,'/p -

Pfu.$w
K*":;lr+

3M:i



r\'l \,. . , ,i

Product name

Declaration of Conformity

Model/numbsr

Fecal Occult Blood Tesi Devices

Qoi..kProlire :ccalOccult 6 ood T.slC.'d
O!i.kPro!r. :*!l Occlll Blood Tesl Stlip

72(fr1
724X6

RepresentativeName of company

]LumiQuiii'oiagnostlcs, inc- 2946 Scotl Blvd.

Santa Clara, CA
95054
USA

Jeff V/ang

Name of company hone/email

Prinsessegrachi 20
2514 AP
The Hague, Netherlands

i 
+31.70.345.8570 " phone
+31.70.346.7299 - fax

' 
e orope@emefgogrou p. co m

Device classification

idass: Seif-certity

TITLE: Quality Sysiems lVanager

DAIEi 28104/2417

]Route to compliaDce 'Standards applied

iAnnex It of tvDD 98/79lec ilso t:+8s,zoog

i::1i::t":l:* r

Lunriouick Diagnoslics, Inc. declares lhal lhe above nrenlioled p.oducls meel the provisloii of the

Council Directive 9B/79/EC for In Vitro Diagnostjc Medical Devices and Direclive 08/79/EC as

transposed in ll e Iational laws of the Member Slales.

coMPANY REPRESENTATIVET Jeli Wang

SIGNATURE:

?t,s$""-- #
@-"#

"[:'d"]
il*S':



Ouicr(Prulile Troponn I sor un -rdl card
ouickPrclile Troponin lwhoio Rlod l€slcdill
OuickP.oi e Oardiac l)dnoliiorunr Tesl C.d
ouickP.olile Codilc Panel whold Bloql Testg.d
Ori.lPronb MyqJldb{r scruft ltsl €rj
O.lckProtlc lvyollobLn Wrol6 Blood Ie31Card

Ou ckPmfi]c cK MB SeR0 Tes( c.d
ouicklforie cl(-MD who e ulood Tesl card

Ouicr.frorilo Tbpo ri. Slr P
orr{P.orie cK rin sl.rp
OuickProile Mydglobrn slr P

lModel/number
l

izlror
fbac2
/1!003

75Cr0

ddress

isaa s"oti-gtu,i.
Santa Clara, CA

95054
USA

Telephone/email

Pinsessegracht 20

2514 AP
The Hague, Netherlandt

+31.70.345.8570 - phone

i +31 .70.346.7299 - fax

e0ropa@enretgogroLlP,com

6"r* "k"-fb"t." lR-rt" ro comptiance .standards applieci

class. sell-Cenifv :Arrrex lll ol VDeD 98/79/Ec 
lrso 

13485:2003

i lcounciloilec

LumiQuick Diagnoslics. r*. il"f"*"ir,r"riri" "u"* ,nui'tion"o p'oou"tt 
'n"et 

lhe provisron of

Co!ncilDirectve g8/79/EC for In Vitro Diagnostic Medicpl Devices and Dkective 98/70/EC as

lransposed in lhe nallonal laws o{ the Menlber Slales.

ihe

COI\rlPANY Rl:PRESENTATIVE: Jeff Warrg

TITLE: QualitY SYsiems lvlanager

DAfe.28lO412017

SICNATURq:

Declaration of ConformitY

I Cardiac [,4a*cr Tosl D{'vice$

Product natno

."{"* -^rtP\cu lil'.;{,s}N$* 
,J'w

{,:;;ll:+
lr*-t*

Inr& I ?rr0 i!,r^ddrisr



bsi.
Certificate of Registration
QUALITY N4ANAGEI4ENT SYSTEI\4 - ISO 13485:2016

This s to cedfy that: LumiQuick Dlagnostics, Inc.
2946 Scott Blvd
Santa Clara
California
95054
USA

Holds Certificate Nol

and operates a Quality lvlanaqernent Systen] which complies with the requirements of ISO 13485r2016 for the
lollowino scoDe:

The des gn, development, man!iacture and d strlbut on of in vitro diagnostics test kils and
reagents used in the diagnosis and management oF disease slatus, includ ng Infeclious
Diseases tests, ortigs of Abuse tests, Cardlac Mon lor tests, Cancer I\4arker tests, Fertility
Hormone tesls, ELISA tests & Ur ne Chemistrv tests.

By RoyalCharter

FM 574919

Stewart Brain, Head of ComDlance & Rlsk - Med cal Devices

ror ano on Denafi ot b5li

Oi9 nal Registration Dater 2011-10'20

Latest Revision Dater 2018-11-21

Effective Date: 2017 10'20

Expiry Date: 2020-10-19

Page: I of 1

...making exceLlen ce a habit'

I i.r,:: : r. rirfzr,r: r,: ,r.r:tr ri li\r anc sh.i I rr r:r:!rr.rl nriiz( rtlly r!." rr.!.rt.
rir.lli.rl.it.lg!I!e,ttli..d.Lrrr.ri.:_5..:all.t:r,1r.fr.ii!Ir,f..t1Jaii,.,)n.r..ri

.. !r'...:. r.. rj., rl j r r || ii,t ,.rrr.jr.\r c. r_! irrrijij:. !,t ,:,rj1,

ihrrr'rnilrir:,r."s:Bti(].!.lnrrll.ir.,t:1.50'.r,11.1::irtrL,ti,.r'i]),frrtri,vitnli::1i,ti!/,
A rlir,. J f:8ri ari..,,1a \r ri:..,.



icol

Date: 30/06/2018

STAT

We, Atlas Medical having a registered offtce t william James House, Cowley
Samnedico having a registeredRoad, Cambridge, CB4 OWX, UK assign S

office at A. Corobceanu street 7A. apt.9, C iginau MD-2012, Moldova , as

authorized representative in correspondence

98/'19EEC.
ifb. the conditions of directive

We declare thal the con]pany nentioned abov is authorized to register, notify,
eE on the territory ofthe Republicrenew or modifu the registration ofmedical devi

ofMoldova,

H$d otticew rliinramer House,Covleynd, Crmb.
Tel: +4! l0)1223 353910, ta* ra4

, c04 0wx, unired kinSdoh

on behall of the Manufactur€r
GenetalManager

y'^C;rcruRi'6\

lr**oo

Middle €a5rs re iKinsAbd!rlah the seco4d lndun al €sGre, sreet 19, Ff€e Zone area, P.O.Bon 204,
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Lloyd s
Register

This is to celtify that the Manage

Atlas Medi
King Abdullah 1t lnd!slrial Eslate, Street No '19. Sahab

has been aPproved bY LRQA to the

lso 13185 2003

Basem Obaid - Area Operati s I\,4anager

tssued Byr Lloyd's Reg r EN.4EA

Certificate of pproval

for and on behalf of: Lloyd's Register

ent System of:

llowing standards:

ality Assurance Limited

lApprovals:
85 28 February 2009

al
e Zone Are; Aalman, 11512, Jofrlan

Currenl lssle Daie 23 |\,4arch 2018
Expiry Dalel 3'1 March 2019
Cedificale lssue Number: 10067833

Ori!jrn

lso 1

Approval Certificate Number: lSo

The scope ofthis approval is
ISO 13485:200

Design I\,4andacturing and Su
Diagnoslic Reagents

13485 - 0046833

applicable tol

of lvledrc.l

001

nd Krts



STATEMENT

We, "Technology-Standard" Ltd. having a

registered office at 1 16195, Kalinin
Prospekt, Barnaul, 656037, Russia, assign

SRL SANMEDICO having a registered

office at A. Corobcoanu str9et 74, apt. 9,

Chifinru MD-2012, Moldova, as

authorized representatlve ln
correspondence wilh the conditions of
directive 98/7glEC.

We declare ihat the company mentioned

above is autho zed to registel, notify,
renew or update the registration ofmedical

devices on the teritory ofthe Republic of
Moldova.

"Tecnology-Standart" Ltd
1 16195 Kalinin ProsPekt

City of Bamaul, 656037, Russia

SRL SANMEDICO
A. Cofobceanu street 7A, aPt. 9,

Chiginiu MD-2012, Moldova

3A'IBJIEHI'IE

Mlr, OOO <Texnolorsf, -CraHAaPr),

r.rMerouee 3apef J'IcTp]'lpoBaHH6li O(bHC nO

alpec) I Ib/95. npocneKT KanfiHxHa. r'
Bapxayr, 656037, Poccut, ropyqaror SRL

SANMEDICO, IaMeroLqYro

3apeascTpllpoBaEHr,Ii OQltc Ha yfijqe

A.Kopo6vany 7A, xo. 9, Kl,rIlI,lIleB MD-

2012, MorAoBa,66lrh B KaqecrEe

ynoJIHoMoqefl nofo npeAcTaBuTent B

cooTBeTC',tBuU C yonoButMI'l AUpeKTUBLT

98179lEc.

MH 3atBrteM, qro YnoMrlIYTat BbItIle

KOMna!1ut IlMeeT IlpaBo pefI4cTpxpoBaTb'

yBeAoMntrh, o6soBntr6 tJIL

B03o6fl oBrtr6 Pefl-{crPaultlo
MeauII[ECKITX l'I3AeJIUE Ha repplrTOpUr'l

Pecny6rLrKu MonAoBa

OOO @upva <<Texrtororut-CranAapr

656037 Poccfi t r'EaPHayn,

rIp-KT Ka,rflH,4ra I 16/95

SRL SANMEDICO,
r. K{ufiHdB MD-2012, MolAona

yr. A,Kopo6uartY 7A, rce. 9

0t.12.201'7Date: 0l.l

Director l

Signature: floanucul

ilNi[[[1

ffi*,
i,fsr-twttl

"e.l



H\\ \s
Reg. No 305/0 054

3EC^

CERTIFICATE

This ceftifies that the Quality management system for medical devices
of company

<Technology-Standard> LTD
'116/95, Kalinin Prospekt, City of Barnaul, 656037

RUSSIA

has been assessed by 3EC Intenatianal
and found to be in canfarmance with the fallawing slanclard:

EN ISO 13485:2016

for the falla,r'ling scape:

DEVELOPMENT, PRODUCTTON AND SALES OF DIAGNOSTIC KITS ANO

REAGENTS FOR IN VITRO DIAGNOSTICS OF HAEIMOSTASIS SYSTEM

ceniiicate No.: M-0379/13 oale of issuanc€: July 26th, 2013 Original dale of approvai: augusl 5th, 2016

Thjscenfica|eLsValdlio.nJuIy26lh,2018toAug!sl4th'20l9oncondloniIsltrgaflzalronw,franlaineft€ctive
Ouit ty manlqemenr svstem ior med;a delices rovertylh;%ldtyollh6!edtic.replea5econra.loLroliLcezl -421(0)2 583183,13

fhiscanin.abluirysopercedesucrhos.edilic.t6Na'a379/l6issu.da.au1rst5b2416

/ssuhg oflice. SEC lnteosliaral a s . HQnin, 18, a21 A5 Btatisl|t Stoak Roptbhc

,/ /t'/?rzzz-rz-jZ-
,,//
9l Katarina Tomin Srdosove

"heatl al CcnilcaLo. Bady 3EC ,1lenaLiah.l a.s



3AO (lKOna6'r42530 N{oc'roB.tae 06'r' r'?n€ K'rpo I opc R' ljr'}'yrertnoro! r'1

;ff1;#ffi*iir;ll:iil::ijlil,'" 6) gxona6
v,

[HH: 50]5025076, R(In: s03501001

Drs|r noryqareflq: IIAO COeP6euK Poc€lrH r' MocNBa

s OpexoBo-3yeBcRoM OCF Jt'e 1556/063

o/c 40702810040310121002
*1" :OlOt8t0+O00OO00OZZS
EHIt 044525225

09 0r.2019

AB I Ol'l'13;\IU4fl AhC f P14EbNJl OPA

3a(pLrtoe a(unoHepHoc o6u(cc1Bo (3KOra6) (Pocclrt' l'12530' MockoBcKa' oojl '

r.3ncxrporopcri, yn.Ey.retaoro. : l) Hacl or{ultlv llorfrsepxqaeY ' 
qlo "SANI\4EDICO"SItl-

(yr. Kopo6qsHy 7A, rg 9. t K!'nuHeB, Pecry6x (a Mor'loBa) tB"lterct HauJ rJ

)Kc([o3 aHLI]1 n crp!6BrcTopoil u flperc mBu-r'etlel\t B Pecny6llaKe Moil'{oBa H ocllllccrRttcI

yqacrre c npo,[yKu elj 3AO (?Korra6' B lrpollg'lypax rocylapcrBcHHbrx 3aK]lloK roBapoB Ha

'reppxropltr{ Pccny6rrnxu \4o:rlosa, o'f cBoero \1ellu Bcrer nepel olJopLl llpe':lcraBiter

Ko\4ltepqeC(fie npellrOXeHrlt,3ax-:liorlaeT COOrrlqTCTBylOUIde:OrOBOpl']' a IaKXe 0CylIleCTRjItcl

rrocraB(x yliiBaHfi oii llpoityFnr Ha repptiropfi Pecnt6l'rKfi tlor-uoBa

llonHoMoqrat lo Ilaclotrlle\4) alToplllallHOllHol\l! nfic!\{-v He \1ol\T 6bJTL flepejlalllrl

ltpJf tl!l IIll I tat\I.

llacrotluec Ilr'lctj,io jtellcrBltre;lbHo c \lo\ieflra norlllucaHll' ri lLo ll ''iel(a6pt 20l9r'

1'efi epanBHblii,l{Pe(|oP Eoprrcoe B.iO.
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