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San Diego July 11ri, 2018

We, ACON Laboralories Inc. hsving a registered oflice at 10125 Mesa Rim Road. San Diego, CA 92121, USA

ass gn SRL Sanmedico having a reglstered office at A. Corobceanu slreet 7A, apt. I, Chisinau [,4D-2012,

[,loldova , as aulhorized representative in co(espondence with the conditions ofdkective 93/4ZEEC, 98/79/EEC

and 90/385/EEC.

We declare that the company menlioned above is authorized lo regisler, notify, renew or modjfythe registration

of medicaldevices on the terdtorv ofthe Reoubiic of l\,4oldova.

ACON reserves the right to cancel this aulhodzation al any time wilh a one month notice. lf this is lhe case,

ACON will honor any obligation to supplyto our represenlative SanNledico SRL all the products distribution

acquired or in ths process of being acquked in Public Price bids and Public Tend€rs prccess-

Sincere y,

e-\'| \2tto

Accounl Manager, Intern

ACON Laboratories

,SATilEDICCT:[,$A]\MrutLU rrr-t -. t^<

&M,--""r'f"*kltffi

r 353.375 3000 F e$.3
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CERTIFICATE
No. QIN 16 05 42074 027

Holder of Certiticate:

Facility(ies);

Certification Ma|k:

ScoDe of Certificate:

Applied
Standard(s);

Th€ Cedilicaiion Body oI TUV SUO ProdLrcl Ssrvice G'nbH certires ihat lhe company menuofed
above has eslabTished and s mainiainifg aqualily managemenl sysrem. wlioh me€ls the
reaurfemeils oi lhe rsted sra.dadls). see. so nores overeat

Acon Biotech (Hargzhou) Co., Ltd.
No.2l0Zhenzhong Road

310030 Hangzhou

PEOPLE'S REPUBLIC OF CHINA

Acon Biotech (Hangzho!)Co.. Ltd.
N6-210 Zhenzhong Road, WestLake Diskct.
310030 Hangzhou. PEOPLE'S REPUBLIC OF
CHINA

Design and Development,
Production and Distfibutlon of
In Vitro Diagnostic Test Kits
and Related Instruments,
Lancet and Lancing Device

EN ISO 13485:2012 +ACr2012
Medicaldsvices - OuaLily management syslerns -
Requkements foi feoulatory puPoses
(lSO 13485:2003 r Cor. 1 2009)
olN EN ISO 13485:2012

ffi

oats, 2016-07 08

IUV SUD Proriuct Sd.vicd Gmbll

sH1610619

2016-01 15

2019-07-14

tl /l

i,^"",r1
,SANMEDICO'

Zedi'Dleatlle Fldle'st6Rs65 30319lt4inchen



Dater 30/06/2018

STATEMINT

We, Atlas Medical having a registered office at Williaor James House, Cowley
Road, Cambridge, CB4 0WX, UK assign SRL Sanmedico having a registered
olfice a1 A. Colobceanu street 7A, apl. 9. Chiginau MD-2012, Moldova , as

authorized represertative in conespondence with the conditions ol directive
98t79EEC.

We clecla|e that the company mentioned above is autholized to regisrer, notify,
renew or nodifu the registration ofmedical devices on the territory ofthe Republic
of Moldova.

,- iAflos Medicol

Bead Otticew lhEnr.rBmer aou3e, Cowley Rd, Crmun4€, CBa Owx, unncd Kin8dom
Tel:+44(0)1223 353910, rai L,l4 {01r223 353524

Middle!a5!si!erKr^3Abdulahtheseco4dl.du3r rl€nate,s!ieet19,sahabtr€ezonea.€a,po Box:

On behalf ofth€ ManuJacturer
GeneralManager

n.!' - "''" '

aJos r,{er1lycil

{:","^:}ltx

,SNMEDICY
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Lloyd s
Register

Certificate of Approval

Ttris is to certify that the Management System of:

Atlas Medical
Klrig Abdullah I lndu!lrral [:slat--. Slieoi N.. 19 Safr;rb Iroe Tone Ale:i Amman, 11512 Jodar]

has been approved by LRQA to the following standards:

lso 13485 2003

Basem Obaid - Area Operations N4anager

lssued By: Lloyd's Register EIMEA

for a.d on behalf of: Lloyd's Register Quality Assurance Limited

ail'i;:.rl lssue Dele 23l\ilarch 2018
Exprry Date: 31 l\,4arch 2019
Ceri frcale lss!s NLi!nber 10067833

Orrtraal/,pl-r.rtnls
ISO 13485 28 February 2009

Approval Certificate Number: ISO 13485 - 0046833

The scope ofthis approval is applicable to:
SO T 3485:2003

llesign I\4anufaclurrrg and Supply of 
't4edicalDiagnoslic Reagents alrd Krls

001

.i$39"



3KOna6
3AO (3(Ora6r142530 MocKoBqcas 06,1, r.9n€KrporopcK, yr.6y!ennoro, I.l
e-mril: sekr€tar@i:kolsb,ru, Canr : fi'r1r.ekol.rb.ru

UHll 5035025076, Knnr 503501001
FaHK nony,rare,ls: IIAO C6€p6snR Poccrt r. MocNua
I OpexoBo-3yeBcxoM OCD J\'e 1556/063
p/c 40702810040310121002
(/c 30101810400000000225
EI,iI{ 044525225

0r.0r.t0r9

AB l'())1.,13ArU4r AI4Crl Pt4EblOl OpA

3aKprrroe aKurroHepFoe o6uleclBo (3KOna6) (Poccrir, 142530, MocKoBcKa, 06r..

r.3nc(Tporopcx, yn.E)',:eHHoro. r.I ) Hacfcrutu\{ nonrsepx.qaet\r ! rr'l o "SANMEDIC0"SRl.

(yn. Kopo6.rrEy 7A, I(8. 9. r. I({r t-rH€B, Pecly6;ruxa Mo,r,loea) ,rgirrercr fiauurr

3KcKirro3raH6lv Itcrpn6ErcTopoM !i npeIcraBI,ITeIeM B Pecny6j jxe Mo;ljtosa u oc)-l.{ecrBrrer

yqac'rle c fipo,{ykqueii 3AO (?KOra6) B rrpoqe,qypax rocy,napcrBeHH!]x 3aKynoK roBapoB Ha

TeppfiToputi Pectty6.rturu Vor,qosa. or csoero rMeHt Bg,'ler nepel.ollopl,r, lpcrlcraBllel

!i0\tMepqec(te npeliroxeH!t! 3a(IrQqacT cooIne1.c1.B\')oulrae xoaoBopr,l, a TatK)(e ocyuecTBjl!e1

rrocTaBX,r vKiBaHfi oii porLtKrorH Ha TcpputoptJt PecnySir.ikfi Mo_'tt{OBa.

llonHoMoqrrr 
'to 

HacjoJtule\j\'aBTopx3ar{fioHHoNty nficr,M)- He Nrorvr 6Ll|b lnJperafiLr

,tpyfrv .[rjuarl.

Hacroquee ,uc6Nio ,1eiicrB Te.rlrHo c Mov€HTa nolnhcaHhi !r /lo 3 I J(exa6Dr 201 9r.

f eHepa'r6H6ri1 IrpeKTop BopncoB B.lO.

$1^"""1,H

",ttl,ttODICO"
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XEMR
XEMA CO_, Lld.

bldc..4-5/4 *n t..t@.y. *, 10
rd"/F..: r7 (a95) 510-s7.07, +7{.95J 717.3e.36

t.ntl, inbOrN.ru, htoOr.d.h.dlo.o6
l^t m.rj !*w.!ru.tu, w.udr-6.Jr.r .d

STATEMENT

We, XEMA Co., Ltd. having a registered office at 48, 9'r'Parkovaya st,

104264 Moscow, Russia, assign Sanmedico Srl having a registered olfice

at str. A. Corobceanu 7A, apt. 9, Chigindu MD 2012, Moldova, as

authorized representative in correspondence with the conditions of
dirccnve 93/42|EEC, 98/79/EEC and 90/385/EEC .

We declare that the company mentioned above is autho zed to register,

notify, rengw or modiry the registration ofmedical devices on the territory

of the Republic of Moldova.

Date : November, 29, 2017

Signature: Andrei P. Redkin

Deputy general manager

.,|

h
,,J,ft\,

i\$fr*
'sA\1{EDlco"
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For Life is Precious

HiMedia Laboratories Pvt. Ltd.

Dare: 0l.r Decembcr 2017

STATEMENT

We, I{iMedia Lab0ratories Pvt. Ltd,, having a registered office ar 4_516,

Swastik Disha B siness Par*, Via Vadhani Industrial Estatc, L.B.S. Marg, Mumbai _ 400

086, INDIA, assign SRL SANMEDICO having a regisrered office at A. Corobceanu

stfeet 7A, apt. 9, Chitilriu MD-2012, Moldova , as authofized rcpresertahve lrl

corrspondeDce with the conditions ofdircctive 98r9lEEC.

We declare that the colnpany mentioned above is authorizeci to register. notify,

re[ew or modifu the registratio! of medical devices on the teritory of the Republio of
Moldova.

For HIMEDIA LABORATORIES PVT. LTD..

Mr. ARKD.

DIIIECTOR * SALES & MARKETING

ll€GlsTtieDorFlc€ 13,Vadh.nihdLEst,rBsMarg,Munbai 40o0s6,tndia.
T0l j00.9r.22-6116919?/25001607 i Fax 00.91-2?.25002236

coRPoRATEOFFI(E ar6,swntik 0isha 36in€$pa.t,viavadhan IndtEel, !BsfiagMu bai_40o0s6,tndia
reL ocer22,6r47 rels/?500374? I Fax:00.er 22 5t17 re20/250057641 ena'tridto@hid.dt.tabr.om
web ww.hinedi:hb!6m

k;
rq,:Li%



Declaralion af Confotmity
Document ref I DoC 2OlB vs. 11

Page 1 ol 72

DECLARATION OF CONFOR]VITY

1) Manufacrurer ( /ame, department): HiMsdia aborarories pvt. Ltd.
Add.essr 23 Vadhani hdustriat Estal€,LBS j,{a.g, tVunba, - 86, MS, lnd,a

2) Eu'ooean authodzed rcoresenlalive: CEparrner4u BV,
Address: EsoooRNLAAN 13, 39S1DB t\,tA^RN, THE NETHERLANDs:
{on producl bbeis printed as:
CEpadner4lJ , EsoooRNLMN 13,395iD€ trtAARN, THE NET|ERLANDS www.cepa ner4u.e!)

3) Ptaduc\Et (srcupnames /.):

lype and nadelnunberc sea apperdk

4) The oroducl(s) desc.lbed above is in conformitvwi r:

oehyarabd Cutture M,aedia&suooGfr eiG NL-CA0A2-2A13-26442
Ready Prepared i.tedia

subOroups: Ready Prepared ptates, Roady prepared Liquid & Sotid Medtum, Ready
P.epared Stants.Ready prepar€d DuatMedia, HiDip Srides, t-tisate A ood Cuturing Syslem,
Tra.sporl Medium wseabs, Vi.at rG.spod Medium w/swaos, L.J.Medium Sla.ts a Kits,
BiochemicalKits torMycobact€ia, Ul Oiag.osUc Kits, Brochomca tdenritication Kirs

NL-CA002.2013-26448

Ep oem olosicat Sireenfr[kirr
subgroups: Hi Aurcus Confirmatio. Kils

NL QAAA2-2A12-241 17

Anlimicrobial Susceplibitiry St;G;!
Subgroups:SefstlvityOiscs-Si.gte&M![i Discs

rMlC Slrps: aiCofrb Strips 8 Ezy i/lC Sldps

A002-2013-26444

Eaclenologicar Diffe,eni atio;aE
Subgrolps: Readymade Slains. odrdalors

Slrips, BiOt€cl Rapid tdenttication Discs

& Re!9eils in llqud Dfierenltaton OLscs a

NL,CA002-2013-26414

Cell Culilre [4edia

Subgroups: Karyoryping N4edia. Sten Ce[ D fforent ation Media & Supp]emenis Stonr Cel
Freezing Msdllm, Stem CeU Djfier€n[aUon Kirs ,Vnatlranspod Medium, Aatafced Sat(
Solutions, Aftib oUc so otions, Anthat Ccit Cutrure Medium rqutd

NL-CA002 20 t3-26446

[4olecular Bro]osy PraauaG

suboroupsiDNA & RNA tsolalior Kils, Latsx AggtLI nalion kils, Ha€matotogy (its, oe.sity
gradr€nl separarion Medium, pcR Kits

NL-CA002-2013,26447

$u:!i! .

4. oo!r,ri;\:
ii'."'",-'"

riu" 
,F

w

rc Docr.rmenl No.
/, vlfro Diagnostic wed cat Devices Directive 98/79/EC

5) Addiliona information (conromity pracedut' NaLiheoBody,CEcet1nrcat2\*,n,"ruuonn,.,,".1,
confomity assessme.t procedure for cE mark ns: h /r.o Diaenosric [,red]la,q$,lce oirecrve. Annex l

vlurnbal, India; 2018-30,10

'Ptace &date ot issue (yyyy-mn.dd))
;;;;;;;JT6ffi;-
(nane: runctiatdnd signarrrc ot nanut,

\_ ..-'----1'''" t"''' s'**'o'
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cdn N rrii ccd N6574.

sYNTESYS 5 A5 DIRINALOOR 6C
VIAG GAI-ILEI IOl3

35037Zl SeIVeDTEOLOIOOI
TG!. i39 099 9903E6€ R.A FAX.35 0{9 9903867

cooFrscaLE P.iva N.REG rMP. paDova o3573950446
E.M,{IL INFO@sYNTEsYS IT

5YNTESYS

AUTHORIZATION LETTER

We, Syntesys S,A,S. having a regislered office at Via C. Galilei l0/3, 35037 Selve di
l-eolo - PD - Italy, assign Sanmedico SRL having a registered office at A.Corobceanu str., apt.9.
Chiqin6u MD-2012, Moldova, as authoized feprcsentative in couespondence with the conditions
o{ directive 98i79rCE and 93142/CE.
We declare that the company mentioned above is autholized to register, notify, renew or modify the

registlation ofllredical devices on the tenitory ofthe Republic of Moidova.

Teolo, 02.01.2018

l!\l qvNT[SYs 5 
^ 

q

tj);j - ,"'":"''

Rinaldo Ruggero

CEo and LeSal Representative

SYNTESYS S.4.5.

' t'RocidiTr E grRuMtitii\zronE ijiR ANALTEi or nEimAronto - Dtspog;\El



cl

)
6
0

6

2q.

i

;

a 3F \.',

= 
e.: I

f!,:t_!: ;;i. :;:;1, tEi

, I .nsi:! :;;
5 i ;".r:Ej il!*i t ;E::i: l:!i
E R- i;:;;i :::ij s P':;:j ;:;F
j i 03.13:; ii,::
il $t r'i!;r 3;l:
'T *a P "1i: :9":
!! tj .3!:.1 'lt.if ii !;liii !l!;
h: i: ;--ir, ":;!
33 q'3 i;; ,, !: :;;!

it:i;: ll.u

I ij;je; !:liI "':"rs: "|rgI ::l;ls i::; E;
I !;::iL -:1. ?r: :e;;:; :i:; ?l

t

ii

;
i

E

a

:
:

;
a

i

e

:r
:l

B{

-' ;
t. .:
il !
!! i

{. :

i5

3

o
d

q

6
E

H

9

t
a

;
E

0

: 314

: iti

:

it

!:. 5tr ai

i: ap

3* :i
:{\Y i$
= 

-\ \,, 3:

5:

ii',;
!iii
is

:,3B fl i
iidd $ry

3 3:! h;

:jd: ;ii ;I !r"

f H,! i!! H Wlr

!:N
6 ;i

,./,'.2,:
r'.'sii

vtiF fii
A!; i f P
9rP; I i
:;;i E !6:d' ; I
:-:r ee

93iqL
!HHiI; H:;

9 ei
1f;!

{r)
K

n
ul
ut
Fz
It

m

()
gr

-.f/.2
!.' E

UI

ul
llj
F

n
m



*1
*
*

***a

,*
*
*
*,

*

ffim.,*'l'f'd try ( t.t't lir t'to\'! t

t'ksident of CISQ

lr,{:Xxn rr ii-::l-t',X.".?:IlFli',ril:i:;-::::::::::rr::1::,;. .:::: -.l.. -'

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE
CISCUICIM SPA has issued an lQNet recognized certificate that the organizatlon:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.

Via G. Galilei, 10/3 - Zona Industriale - l-35037 Selve di Teolo (PD)

has implemented and malntains a

Quality Management SYStem

for the following scope:

Trading of products for laboratory analysis. Design, manutacturing and sale of
products for laboratory analysis and sanitary producls. sale agency of instruments,

reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

ISO 9001:2015
lssued on: 2018"06-04
First issued on: 2013-06-05
Expires onr 2019-06-04

'this atteslation is diectly linked lo lhe lQNel Paftnefs oiginal
cedificale and shall not be used as a sland-alone documonl

Registration Number: lT-83562

i
:

]IE 4,#-
,,11L\ Stuichtoiu

Presidekt ol IQNET
lQrer r:11nvs''

AljNORJpd0 AFNOIa CenLflc0lrotr t?,.c AICEI( &, rrsi] CC(r (-rrrd CISQ //',1
cQC Crrra CQN,I 0rr. CQS Czacll Repuhlic C.o C.tt Ctour, DQS I'lddrrg Orblt C'?' dor f{lAv

|ONDONoRN'I lt 7rr4l.,ICONIIC Cdlo n,ir lnrpeda SetllllorntrOv /:nrl,r/ INTICO C,r/4

lLdV .1,g.,rtk JQA ./.,lnr KfQ (,rc" N4lRl AC C,"a." MSZ'I ltu,Ea]r Ncnko AS }ot1l rn NSAI

\ICE-SII,L l/Crt o I'CBC Poldr./ Quilitv Ausdd.d'Jr1a RR R6!a SIIAJd./ SlQ.Sln{,nr
SUiJlvl QAS hredari.til ;Vallr,n SQS t rrre) hr./ SJIAC,to,@re TCST Sr Pcr$itrrs &/$u iSE huk'

IQNet is spEserred in rhc US,^ bl] AFNOR Cenifi.ition. CISQ DQS lloklilu Cmbrl Ma NSAI

h**"#^R\{"::r;E

'1h.1$ oflQNer l]|nnc^ is vald ir rhc liir. ofissu. oflhis cenificit! UNrrcd infortrDrion is lYJilt'ble uid€r
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THE INTERNATIONAL CERTIFICATION NETWORK

CtrRTIP'ICATE
CISQ/lClM SPA has issued an lQNet recognized certificaie that the organizalion

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 1013 - Zona Industriale - l-35037 Selve di Teolo (PD)

has implemented and rna niains 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 products. Sale agency of instruments,

reagents and consumable products for laboratory diagnostic.

2018-06-04
2014-06-2'l
2019-06-04

"{A**
.,11,:r Stt)bhik)iit

I'resident o/ {Qit"}i l'
IQ\e1:'rrr,i.,s'l

AtiNOtt t),r, ,^INOR ( cir1l.r1Loo / )d,.r,\l'Cl:({ /1,1,3Il (rCC trl!( (llSQ 1/rN'
UQC Clr,i C( Ni Cl,r,. i'QS C:r.rr rdp,lrn Go C.n C/n'lnr DQS liijatr,s Ci!|tl ln,rr,f l (.1

f0\l)ONoRN ,1 tirr-r l./ i(lONi ijc Col),,/4, Jrt.cm sirrii! trlLalY /-,ri!,d lNTll( o
lli{li .r,!r'r,r.rlJA r,{,.,liJ'Q (/? !lltll l(l at?..r Nl5lTlfuft.,.L Nfln|o {5.Vni{

Sllllill Q.rS 1 .r:!r,ri;,i,l/.,ir,.!lQSli1:ol,{iSir,\[ilr,r,!,Utl]Sri)Jrc,rhtrl'll,'r,,, lSl:
\\ (:li ii(iLr tn,v ,, l)(llla l,,i /Q!ilir! irs ri:i .ii.rr l{il lrA.iir Sll /\iir;rr !lQ

lQId ii r.l,--d)r.rr r: ri! I-S,\ 1,,, Al\ilil C.rLll,rlifu. ClSf.r. DQS lJ.Il:;.!{jd\bil i

'llr.ij:.ilQ\rn,rdnrri..::ritrrlr.riD:.'::.i.Di|]r\...ilii.lLrliiilrtralrrriitrtJlr.rrs:rvrlrb!!
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which fulfils the requirements of the following standardl

UNI CEI EN ISO 13485:2016
tssueo on:
First issued on;
Expires on:

This altestatian is dnectly lilked to lhe lQNelPannels aiginal
cenificale and shallnal be rsed as a stand alane .lacunent.

Registration Number: lT-93779

lttg. O.iawito l' rr r:tt t

t'rtriduit ol ClSl)
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Declaration of Conformity

Product neme lllodoUnumber

Adeno / Rola Virus Test Devices

Qui.lPolilc ltoravirus Anligen lest ca.d
oudP@ri e A&@v rus Anlioon lesr c.rd
QurctP.ofrlo Adonc/Rol! Combo Tesl Cor.l

OuickPbtib AdenorRora Iosr Stip

/1032

I 711X3

71051

RepresentativoName of company

rLrmiouict iliagnostics, tnc. Joff Wang

rTelephone/email
lllame of company

Emergo Europe Prinsesseglachl20
2514 AP
The Hague, Nelhedands

SIGNATURE:

jDevice classification Route to co-rnpliance Standards appliod
Annex lll of IVDD 98/79/EC rlSO 13485:2003
Colrnci Direclive

Lumiouick Diagnoslics Inc. declares ihat the above rnentioned prociucls nreel the provlsion ol lhe
Co.rncil Dfective 98/79lEC lor lf Viho D ag{loslic Medical Devrces and Difeclive 9817s/EC as

Iransposed in lhe nalioral laws of lhc l\.'lenrber Slates

COIVIPANY REPRESENTATIVE: JEff WANg

TITL€i Qualily Systems lvlanager

D4fE.28t0412017

|{].o.dJll0l,].loL|!'t|trJ!'oLj2'{0''Ncw^ddlc.s



i ,;rirr.ri,l l 1)r,Iir,:. ir:,. 1,i..
',r,r./,. r I

Declaration of Gonformity

odel/number

OuickProtile Troponm lSerufi Test Card
ooic.i<Prolrle Toponin l vvhotg Blood l osl caftl
ouE(Prollro cardia. Panorsetun r6st card
Olicl+rolil6 Cadiac Panel Wliold Blood To6t Cod
OuickProi o Myogl.bh Sorln Tost cad
Ou ckP.ofilb Myogrobin Wrole B ood Test crr!
OurckProlil€ C(-NIB S€rum tesl Cad
Oui.kProflo CK-rVB Whole Btood 

-lost 
Card

Olickl,roile Iroponln I Stip
OudProfire CK-[18 Sl.rp
Olrc(Prohlc tulyog obin Sxip

iRepresontative
Jeff V/ang

75001

75\n2
'/5to3

/5004
75005

/5007
74p03

75009

i75010

Nur" of 
"or!111.....-.

LumiQuick Diagnostics, Inc.

Eme€o Europe

2946 Scoti Blvd

Santa Clara, CA

Address

Telephone/email

Pdnsessegracht 20
2514 AP

The Hague, Netherlands

'CoLrncil 
Direclive i

Route to compliance Standards applied
nex lll of IVDD 98/79/EC ilSO 13485:2003

Lumiouick Diagnoslics, Inc. declafes thal llle above mentroned prod!cLs nreet the prov sion of ihe
Council Direcllve 98/79/EC for In Viko Diagnoslic Medjcal Devices ard Directive 98/79/EC as
lransposed ir1 lhe nalional laws of lhe Menrber Slates.

COMPANY REPRESENTATIVE: Jeff WanE

TITLE: QLralily Systerns Manager

DATE:2810412017

Lc|jdj'i'tr{'l'ck'',1dduo.'[,n0..N{w^dd'.*

SIGNATURE:

_fl;*a'1

Lry:::



I .rli()L';r 1 l)i,!!!n,rir'. lIr'

Declaration of Conform ity

Product name

Name of company
LuniQoick Diagnostics, i;;.

H. Pylori AblAg Test Devicos

QLrickPbfle H Pyroi Anlioen TcatC.rd
O'.kpro'1"iL pyro iAnlibody-eslCa'dWrolc Eocd
aulcJ(P,ofl 6 rl. Ptlori Anrilody Tesl Crd"Se(o
Ouiclprotilell bllon Antioen lost Slip
Qor.*Piolile H Pylon Ant bodt Sorun T6l Stlip
OuiclPolrle l-l Pylon Anl bodt WA T.sr Strip

2946 Scotl Blvd.
Sanla Clara, CA
95054
USA

ress

Prinsessegracht 20

odellnumb€r

t1020
7102

471061

.Representative

elephone/email
. *31-70.345.8570 - phone
' +3'1 .70.346.7299 - tax2514 AP

The Hague, Nethedands

Council Direclive
l

TITLE; Qudlity Syslenls Manager

DA"(E| 2810412017

i europe@emergogroup.conr

.Device classillcatior] 
lRoute 

to compliance .Standards applied
'Classr Sellcediiy iAnnex lll of IVDD 98/79/EC ,lSO 13485:2003

LumiQuick oiagnoslics, Inc. declares that the above mentioned prodJcts meel the pfovision of the

Colrncil Difective 9B/79/EC fof In Vitro Diagnoslic Medical Devices and Direclive 98/79/EC as

lransoosed in lhe nalional aws of lhe Nlember Slates.

cOMPANY REPRESENTATIVE: Je{f Wang

w
/s..""'*,

!-q:i

lc ooc.l:'arm !rn/ rri.']jo._ra?Rn- Nrw^dd!.rs



bsi"
Certificate of Registration
QUALITY MANAGEMENT SYSTE|4 - ISO 13485:2016

This s to certify thati

Holds Certficate No: FM 574919

and operates a Quality lYanagement System wh ch complies with the requirements of ISO 13485:2016 for the
folowino scooe:

By RoyalChartef

LumiQuick Diagnostics, Inc.
2946 Scott Blvd
Santa Clara
California
95054
USA

The design, developmenl, manufacture and dislribulion of in viko diagnostics tesl kits and

reagents !sed in the diagnosls and management of dlsease status, including Infectious
Diseases tests, Drugs of Ablse tests, Cardiac l4onltor tests, Cancer Marker tests, Feftility
Hormone tesls, ELISA tests & Ur ne Chemistry tests.

{r,*,...
For and on behalfof BSI:

Orlginal Regislration Dater 2011-10-20

Latest Revis on Dater 2018_11-21

Stewart Bra n, Head of Compliance & Rlsk - N4edlcal Devices

Effective Date: 2017-10-20

Expiry Dater 2020-10-19

Page: 1 of 1

..making excellence a ha bit"

': r: )l lrr ':i.::r:1.ix.rt.J9dr4e:' rf ..r'--r:: J.r:'nt.:Jir''rr.ri,rrrr'irr:i:rl) r'r';
lJDr : rr:r. lrt rillr. :. trit;1.r'

l./., n . ir., , rr i 4..., -rii a:.,,ri-r:':.a i.... i:'r)!il',',., r r.,lriic Si:rr]]i),ti.rr:ir i !\ 2tlr: r',lt l!,\

K;':"rt*

,q:.'-



STATEMENT

We, TCS Biosciences Ltd., having a registered office at Botolph Claydon'

Buckingham, MK 18 2LR, England assign Sanmedico SRL having a reglstefed

office at str. A. Corobceanu 7A, apt. 9, Chigindu MD-2012, Moldova' as

Authorized Representative in corespondence with the conditions ofdircctive

98t791EEC.

We declare that the company mentioned above is authorized to register' notiti'

renew or modily the registratiorr of medical devices on the teuitory of the Republic

of Moldova,

Date: 7\ A1^g\/* 2o\S

Signature: .&"r- Or,r".^
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bsi.
Certificate of Registration
ENVIRONMENTAL MANAGEMENT SYSTEN4 - ISO 14001:2015

Th s is to cert 6/ that:

Holds Certificate Number:

and operates an Environmental lYanagement system which compiies with the requirements of lso 14001:2015 For
tl_e folowi'rg scopF:

The procurement, manufacture and sale of a range of diaghostic products for
clinicalT pharmaceutical/ food and environmental laboratory testing.

By RoyalCharter

TCS Biosciences Ltd
Botolph Claydon
Buckingham
MK18 2LR
t-Jnited Kingdom

EN4S 590359

Andrew Launn, Ef4EA Sys Cert Ops & Compliance Director

For and on behalf of 8SI:

Or ginal Registration Date: 2013-06,10

Latest Revision Dal€: 2017-07-17

@wffi
r',r.:i. rrii rri l.riliLr(rf .:r !i.J:.:..ri.t!irr-Fiirr.rRcl;ids,)trr.r..r(...r..!.r,^i,,,r.

:ir rJtrt i .n::.r qd!!e
'|,r..]:\I4''].|.]'.'l')'..r/1.1.'i].j.rl

r,i.fn?ri. ,larrrad b:r, (llcnr3rk r.!i, t!1A!axr!c, Krc$:rt, l.],:.! x.yrca;lK5 8rA ijt: r .rr j/5 lljt ,001
$tl,r:.;1ri, i.ll( I r::i.a,, r.i)rj|ra.t rFi.irxir,rrti.!mbe.7Bol321.tl8_.aL,5rt8€hRorii.t.fi4r$r4.!A.irx.
/. r.l: r r, .,iir,, BiJ ar:i.,i.aa.nr.vrr.

Effective Date: 2016-01-27

Expiry Date: 2019-01-26

' Page: I of I
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