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STATf,MENT

we, Atl.s Medical h.viDg a ,egisrered office ar \ , iam lames House, Cowle)
R@d, Cmbfldse. CB4 owx. Ln< asign SRI SMedico having a legisrml

srEer TA apr' 9. Chrginau MD-2012. Moldola , as

iiil";*" 
,****,'. in corespondence with $e (ondhions or dir<rr\e

We declare that the compmy rnenioned above is authorie<l ro register, norify,
re!€* olnodiry the regktration of medical devices on rhe lerirory oilhe Republic

or b.h.rl of th. M.nutrduret
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Cu(enl ssue oale 23March 2013
Erp ry Dara 31March2019
ced'r/cale ssu J Numb€r: 10067333

ApprovrlCedlidale Numbe. ISO 13435 - 0046333

The $op€ ollh 6 app@va is appti@bte to
rso r343t2003

Des'gn Manrlactur is and srppy o,[4.d cal
0 a9nos c Reasenls and (rs

\\*

Certificate of Approval
Th s 

'e 
lo @d't rhal lhe lvlanaqehenl syriem of

Atlas lvledical
Kis Abdulah ndustria Estde stf(el

nas oeen approved

8.3efr Obaid - Area ope.ations Manager

lssued By. Lloyd s Regrster EMEA

ro' c.d 01 b€l dl.or _ ovd\ aegisre o,rtr y Assu,anF I n leo

No 19 Sarrab Free z.nearea Amrnai,11512,Jodan
by LRQAlothe lbl.wing srandadel

ISO 13435 23 February 2009
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3rxpdrce eq{oHep{oe o6@ecBo €(ona6, {po@s,, t425j0. MocKoBcka 06,,,
f.3,q.p.ropc{, yn.ByleHroro, n.I ) Hacro,lrrM no/rrBepMaeM , cro 'SANMEDICO,,SRL
(y'. (opo6giHy 7A, KB 9. r (HD'qCB, pecnt6n{$ Monaosa)
r(ctrosrBHLrM llnpr66bropoM s pccly6rnKe MoDoBd n ocyuecrBcFcr yca.rse c
npo4kuten 3AO €Kora6r s npdqelypax rocylapns.nn6u 3a(}ro( roBapoB tsa
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nocmlo y(a0nHon nponykuHq Ha repprropn pecny6nnn, Morloha

nonHoMo{rr ro HacorqeMy.BropH3a({orHoMy mcbMy He MorF6ML rcpelaH,

3l aeka6p,2018f



i"'x
;E
:A

E

/!".-

32

K.

)
rdq

$, S ir E

ie.!3.* i l! E

Eirl i:!-; !! i" 5g ,'
gEdEiiFiiEE

iEiFifiifgss
5ui'ii'jiEE ,;Fii ;c,i
Ei ! ti li9eB]tti: ii ii$ii

oirco
't"
/1\

O .^,'€3 tl
6 A !!;x ri
99 ir
^" rl

8l

tn
IF

ol
al
o

!t

t;

!t

II
!a

:ll

, s :: !g,i- ii :

;EF9ii , j; ,

*liii$ i!siiiE

$iE$;iiFiif$s

fES! 
q "i$ 

,iE;iiii
*ll

9l
ol

EX

sl
ol
6l

!
.-!t

ti

r!

;3
{i
ti,, ti

*

fl\I
t-
r\



STATEMENT ]A'BJIIHI{E

\\t, "Tech.olo8y-Srandard" L1d. halhg a
rceistered office ar ll6/95, Kalinin
Plospeki, Bmaul, 656037, Rusia, a$ign
SRL SANIVTEDICO havins a rcsisteed
ofllce a1A. Corobceanu street 7A, apt.9,
Chrtinau MD-2012. Moldova, as

luthorized repreyntative in
cotrespond.ncc wilh the conditions of

We declde that the compmy mentioned
abole is aulhoriad ro rcghter, notify,
renew or update the regis|ation ofmedicll
devices on lhetedtory oflhe Republicof

"Tecnology-Standan' Ltd
11695 Kalinin Prospekt
Cily of BaDaul, 65603 7, Russia

SRLSANNIEDICO
A. Corobceiu strcet 7,{, ap1.9,
chi!indu MD-2012, Moldova

M6r, OOO (Texsono.ur-CrauapD,
lMe@uee 3aPerrcrpnpoDalsrrt oQlc no
a.upecy I I6/95, npocnerc KdlrrHa,..
Baprayr, 656037, Poccnq. nopycabr SRL
SANMEDICO, rMelouryrc
3apefrcrp{poBaHsrn oorc da yn'qe
A.Kopo6qaHy 7A, kB.9, KuuGeB MD,
2012, MouoBa,66116 B MqeoBe
ytro"!olroqesHoro np€acraBrrcrr B

coorBercrBrr c ycroBrrMu !tspemBbl
98t79tEC.

Mr 3arBmeM, qro ynoMrHyru BHue
(oMiasrr rr{eer npaBo pemcrptrpoBar6,
yBeaotnrrb, o6noMrrL ri!
Bo3o6HoBr116 Pe.rcaparrm
MertrunHcrux B,qe$n Ha repplrop,n
lecny6r,M MonaoBa.

OOO otpMa (TcxHono.nr-Crasaapr)
656037 Poccrr r.Dapsayn,
trp-K (dsflrHa I l6195

SRL SANMEDICO,
f. KlnrHeB MD-2012, MonaoBa
yr. A.Kopo6qaHy 74, (8.9

Asra:01.12.2017Dale:01.12.
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CE]RTIFICATE

rh6 cednjest atthe auzlny tna

(Tech nolc'gy-Standa rcl> LTD
ri6195 Kaln l rrosp.kr :1! oiaa,ia! 656t37

qLlss  

r.s reer rssejs.d rjr 3Ec ,i1c,rJi.ii61

EN fsl) 13485:2012
(rso 13485r2003 + Cor 1r?009)

t..|r t ri.eht s..p.

DEVELOPMENT PRODUCIiONAND SALES OF
REACENIS FOR ]N V]TFC DIACNOSTCS OF
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lxniQuick Diagnosricr, Inc.

Dltei lebruary 13,20t8

z4--
',.

LEITER OTI AUTHONIZATTON

To whom ir may conceh:

we. r!h.Oukk Dia8no.dc rnc. havine a f,greereo o0.ce dr 20!6 Scofi Bivd. snk, lara,.A e50r4. UsA. Aqsn Sdnedi, o Sr{ hlvi1g s FeisleFa orFcearsrr A Corco.ceu 7.A
dpr 

-o.-Cnir 
nru MD.20 tz.^Motdo*. * 

",,.to.i."a "p,*.".,tre,l cor*ponoence wrrh
me conorrons or drrcc!ve 98/79/EEC

We d@larc $at t.le compay mentioned above is authoriT_ed to .esisler notify, rcnew ormodifr lhc reghtdtio! ofne<lj€t devices on rhe teriLory 01lhe Relublic orMotdova.
Ths iurhonarion teno 6 vdtid ud j rebrurD 28,202r.



Declaration of Conformity

C.Idiac Ma'[€r T6!t Dd .og

!l*PreibMF9|dDsd.3dld.d

llumiouick Diae;o;iia-, hc

lllLEr Quallly Syrlems Ma.ager

euope@eme€osroup @m

nnex lll ot lVoD 93t9/Ec ISO 13485:2003

Lumiolrck Dragnosti6, Inc declares hat the abow nentionod ooducL m€el the orovt6toi ot lhe
Council D reclire 98/79/EC lor tn Vito DLgn6tic tvedi@t Devies and DiEctivo O8//o/EC 6s
t6nspo*d h lh6 nrlionallas ot the M€mb.f Stai.s,

COiIFAaIYREPRESENTATIVE. J€iIWanq

{,{n
J:[.s,

\\:\

fi1:3t\
'sAI{MIDICCT

9a,."crZ



Declaration of Conformity

F*ar O@n s od T6st o.vt*s

l*

eudp€@M€rsogroupcom

EmeEo Euope

I

ctasi: sittcenit! nnex llloflvoD 93t9/Ec 1SO13405:2003

Loniouicl< 0lagnosti6,Inc. d€claG. thar lhe abow menltoned prcducts meetth6 provtsion ot th6
counc I onedivs gatg/Ec tor In v(.o oiagno6tic l,t6dtcat oovices and Dtdcfve 93/79lEc d3
lra.sposed in th. ndlionallow oflhe Memberslales.

COMFANY REPRESENTATIVE: lerl Wang

nTLE: Auatty Syst6ms Manager
",uro*".' V,4)f,o



bsi.
Ceftificate of Registration
QUALITY MANAGEI4ENT SYSTEM - ISO lJa85:2003

LumiQuick Dla9nost6, ric,

95054

FM 574919

syst€m wh ch omples w th the requ re@nts of Iso 13435:2003 for rhe

T edes(.drelome I -d1J,adu'e qT dtshbL0o, ofr "r,od,agnodct6ktsdrd

nonnone c*, Eus tests & ur ne chemkrry t*,

and opeate a a@r! Mmag€mst

@

paqe: 1of I

..makinq excellence a habit:

Svq Sysiem cenifl@h .nd comp ran.e

'sNMtDlccf



€E*=:-==:€
YourTrustedParIner

orm6diq d.vies on lh€ ton ory of i

sanD€goJu]y11o,,0]3

we, AcoN LaboEtorios ho. h.v ng a regstred ota€ at 1or25 Msa Rim R@d san oi.go, c{ 92r 2r , usA
a$ign s R! sai msdioo having o 69idercd offc6 ar a co6bcsn! slr*r 7A, apl. 9, chirinau M o.ror ,.

ofd €ctive 93/4zEEc gs'g/EEC

aoqureo oln rho p@ss or boing aclu rcd npubricpric6bidsand pubfic



Acon Biot€ch (HanszhoulCo,, Ltd.

CERTIFICATE
No. Q1N 16 0542074 027

D6lgn and Oevelopment,
Production.nd Di6lribution of
h Vatro Oiagn@tic Test Klts
.nd Rolated Instrumentsi
l-ancot.nd Lancing 0.vic€

tr''-*:1r:\
'sA.\'\!EDlCo"

*R\
,,1
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5YNTE5Y5

AUTHORIZATION LE TTER

wc, Syht€sys S.A.S- havins a rcgisl€red office at via G. Galilei 10/3, 35017 Selve di
Teolo - PD - llaly, assig Ssnmedico SRL having a registered oflice al A.Corobceanu str., apt 9.
Chisinau MD-2012, Moldova , as authori*d rcpresentative h cofiespondence witb lhe condrtions
of directive 98/79lCE and 93/42lCE.
We declarethat th€ company mentioned above is authorized to Egister, nolify, renev or modify lhe
registmlion of nedical devices on the letritory otthe Republic of Moldova.

'feolo,02.01.2018

"'tI5-="1:": ^'

CEo and tesaL Reprcsenrative

fltr,?\
'srltMrDIcv

";,d

"LG.k-1
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SYNTESYS S.a.s.
Rinaldo Ruggero e C.di

MaG G3lilei. t0/3-Zonatndusuale-35037Setvedl

UNI EN ISO 9001:2008

!ndgb/d@ruumo@bda(id|bddbb€joid

padsh]hn4'a4owa'.

Hfflfi flrffit

lcfMr
CERTIFICATOn.
CERTIFICATE Na.

z-.*::i;qi
,sA.NMIDIC0',



flHfii sfffii

tctM
CERTIFICATo n.

CERTIFICATE Na.

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

Via G. Galilei 10/3 -Zona lndusirlae-3503? sevedlTeoo(pD)
liala

UNI CEI EN ISO 13485;2012

.o !, oP! !o4rrido,,tr,q o

,!0..- s!!4. o; ,r ar,

. |!'n,?

f..ii::l
'S,l-tiln

9.."".,,!9


