
rAo, )to,e6"l{lsjoMo!kmd.n 06r,,.an.(,pomp.r.J.i.EJr€trNorc.i,r

rt,: l4c64l r-1374! r-)rr L Q*t (de6r3rr rr4l
9KOna6

lli}I| 5035025076, mll: 50150100l
Err{ no,yirre*: IIAO Cijrpoanktoc.nr r. Mo.{B,
B {Jp*oBo,3y.3croM OCE $ lss6/063

3a(p8'ee arunoHepcoe o6uecno €KOra6, (poccHr, 1,12510, MocnoEcke 06n.,

rlrrckrporcpcn, yiBynlHtroJo, n.1) Ba(o,qnM nolrBcpxaacM, no ,,SANMEDICO,,SRI

(yn. Kopocq'Hy 7A, kB. 9, r. Knu{HcB, p*!}6nfta MorqoDa)

tr(cknishrHlrM nrotroh@ropoM B Pectry6nhxe MonAoBa , ocydrec@rd )"raoBe c
npo,lyq4ct 3AO (3Kona6r 6 npoqe^ypax rocylapmDcsHLrx 3drnoK roep.D na

reppmoprs Pccny6rr(r MonloBa, or csoero ,MeH, !c!{ nepcroBaps, npelcmMrm
xovMcpqscxne npeooxcHsrj 3au@!rcr coorB{crBybutre lorcBopL,, a ra(xe ocyrlrecrncq
nocbK! y(srrror nponyrurH Ha reppmopnh pecny6rrxn Modora.

nonHolocrr no HocrcrucMy arropreuroHHoMy nrcrMy ne MoryT 61,16 neperarB,

4S r OPr,r ra ur.1, axcTD,t6bloToPA

HscrlrEee nrcLro let*iir*LHo c MoMeHranoln{caHrr | rc 3t lerc6pr20t8i
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san D6go Jury 11i 2013

We, ACON Lab.€tori6 hc. hav nq a

brea otrae 6ra corcbcoau.rtot 74 apr 9, chiinau MD20r2.

or di@lrvo s342EEc, 9&?9/EEC

YourTrustedPartner

Ws declaB lhai rhs @npany mstronon rbd6 s &rhodad to r.g sl*, noriry, bmw s modry m. l€g siEiion

AcoN rc*dos the dsht ro €n€ thi onrh nort@.llrhE h dE @e,
AcoN vrin honor aiy obligarion ro supply ro ou, rcprcssnrd v€ saoMsdio sP\L 3n $. p6due dkribllbn

acquiron or in lhe pr@oss ot bo !s &qui@d in Publlo Pri@ blds aid Plb b Tonddn pr@t.
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:

Acon Biot ch {H.ngzhou) Co,, Ltd,

&oi 3 d.d (H;ieho!) cd Lrd

Deslgn and D.v.lopm€nt,
Production.nd Dblributlon oa
In Vnro DlagnGric T.5t Kil.
and R.l.kd Inskumonr.,
Lanc.t and Lancing Devlc6

Mdolde6!.odiyffi'sdrylh!.

lh,'l,l

CERTIFICATE
No, Q1N 16 051t2074027

rhecedfdbosdydrWsuoPdud
adilyF@!md!Fh'shhfu.bu.

@

lf.,:?iiN

"sAN'l{lDlcg

k,"",,,.,*



ACQN.Lebbratories, lncorporated

Sa
;:l dl.gnoltlc

Foredoh HAV 1 bG EIA T€l Xt
Fo6lohl HSv 2 hC Elq T6t K!

FGighr 8s1r' 1/2 lgG EIA ler r(jl
Fd$b HsV 1 roM ErAT..r Kn
Foaig|n Hsv 2 IOM EIA T4r Kh

Fo6bhr Hsv r/2 rgl, Era T4t rit

cla$lfied as otheE of the dlr€cUvo 98t9rEC,

n€et all th€ D.ovblon! oflho dlr.ctlvo 98'UEC
dlagnoatic medlcal devic$ v,hich apply

This seltdoclaration ls accordlng ex lll
(excludihg S€ction 6) ofth.

eal

" /A-{/i---....-
aiyrXb, MO, MPH

S€nior Slrlf, alelulaiory Afhir8
ACON Lrbord0n6, hc.

-i*lfEr012tft.RriRd-3iohrqcA02r?r.u$.r.tGs6)t?$@ .u(s,0
E{l hbe.d'.!.d

!
i
t

t

6,$t;r.)
'SNMIDlcy

*Q",-*42



XEMR

STATEMENT

Wq )GMA Co., Ltd. havhg a r€gist€red office at 48, 9'i Parkovaya sr,

104264 Moscow, Ru$ia, assigr Sanmedico Srl. baving a rcgislered olfice
alstr A. Corcbceanu 7A. apt. 9, Chirinnu MD 2012, Moldova, as

autho.ized represenlative jn corespodden e wilh tire conditions of
dit cti!. 93/421EEC,98179IEEC dd 90/38518EC .

We declare lhat lbe company mentioned abov€ is au$orized io register

notify, renew or modiry the registralion ofmedical devices on $€ tenitory
ofthe Republic of Moldova.

Date : November. 29. 201?

SiBnature:

Depury geneml managerffi\!"\ lni;wv

'sANMtDico'):i
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l.'Atlos Medliml

STATEMENT

We, Atlas M.dic.l having a rcgisteEd ofice !t Willism Janes Ho!s€, Cowley
Road, Cmbridge, CB4 oWX, UK dign SRL Smedico having a rcgistercd
oince a1 A. Corobceanu sueet 7A, apt. 9, Ciitinlu MD-2012, Moldova , as
sDthorizd representtive in con€spondence with the oonditions of direcive
98n9tEEC.

we declre that rhe comtdy mentioned above is authorized to rcgi:t€r, notify,
€new or modiry the rcgissatiotr of medical devices on thc tenilory of the Republic

on b€h.[ ot tn M.nuladu'.r

r#-qs
,rcs1":

&
(1',"^:l:rd\

rd&- ' "r
"sANMIDlCCr

S,.."'dZ



AtlasMedical
l)( aftl on R.l []or DCI I aol I

AttasJ\4edkal

Head office: Willian James House, CowleyRoad, Cambridge, C80 4WX, Uk
Tel:+9108581223 44
Fax: +524 a581223 44

Emaili infolaat arsite,co.uk

Middle East Site:sahab FreeZone Ar€, P O. Bor 212555, ahman, lordah-
Tet.: +4026468 6 962
Fa\: +4022544 6 962

Ernall: info@atlas medica,com

CE Declaration of Conformitv

Dec are our responsib lirythat the followinc producr:

RPR Carbon Antisen

hprod!ced underAtasqualilysystem (1So9001:2008)and(1so13485: 2003)
support€d by L oyd's cernfcate and complies with the essentia requirementsof

lnVitroDiagnostlcA4edkalDevlcesDircctive9S/79/ECAnnexl

EN l8l l3-1, -2:201r, EN ISO 15223:2012
FN l5O la9ll:2017, FN l5O Jbr0:)00), lco 2859/1:1999,

EN l5O 13612i2002, EN l5o 13641:2002

ntendedforln-VitroProfessional useonly.

This Declaraion includes the batches prodlced beyond this day accoidingto the
product Lot Log.

UK

lNflqfl'oo'
K R.t|- \ :\

1: :ail2



!loyg3
]1eqrsler

Certificate of Approval

Tt s is to cediry lhd lhe Management System ol:

Atlas Medical
Krng Abduliah ll IndusrralEstale Sreel No 19. Sahab FreeZ.neArea Anman,

has been appbved by LRQA lo the rollowing standards:

Basem Obaid - Area OpeElions 
^4anaqerlssued Ay Lbyd s Regislef EMEA

iof and on beha I of Lloyd s Regisler Qualily AssuEn@ L miled

curenl lssu€ oate: 23 March 2013
Expry oale 31 March 2019
Cedf cale lssue Number: 10067833

SO 1343523 February 2009

Approval cenili€le Numbe. lso 13435 - 0046333

The $ope ol lhis approvalisappliable to:
rso r 3.435 2003

Desion Maiufacluhng and Supp y ol Medi€l
Diaqnosl c Reegenls and KLts

'sAl{MtDlccf

rG*-:"



LumiQuick Diasnotic, In..

Dale: Februey 13,2018

LET-TER OF AL'ITTORPNTION

To vhon it may corceh:

we, LumiQuick Diagnostica Inc. havjng a Egist€red ofice at 2946 Scorl Blvd, SDta Clan,
CA 950t4, USA, asigd Sdaedico SRL havinS a rcsistered oftce ar str. A. Co.obceanu 74,
apr. 9, Chiginau MD20l2, Moldova , as aufiodz€d rcp€sentative in coucspondence widr
thecondilioNof directive9E/79/EEC.

We d@le that the.ompey mmtioned rbovc is aulhodzed ro regisler, notiry, renew or
modiry lhe registudon ofnedical devices on ile tdjtory ofthe Republic ofMoldova.

TtisaJ$o zaion letrer r valid unril tebtutuy 2E,2020

ffi\
6t
:i.l'
\R,\

f4":::;4
,SNM!DICCI'

s!,","","c4



bsi.
Certificate of Registration
QUAUTY I4ANAGELIENT SYSTEM - tSO 13485:2003

Holds c.rufiGid No: FM 574919

and op€EIEs a aua rv Manaqmert sysr€m which omplte w rh the requ remdrs of Eo 1343s:2003 for dle

Tne dsign, deldopmo! nanuhcture a nd d stibuuon of n vltro diagnodG t6t kti and
@gents 0*d n the dia gnos s a nd ma nasement of d*a* status, hcludhg Infd.tN
Diss t6tsi Drugs of Abose B6, ca.liac Monrto. t5ts, Canq Ma*s r6ts, l€nitiry
Nomone t6ts, E LIsa tesrt & u ie chen sld te+s.

LumiQulck Dia9n6tje/ Irc.

orrq narReg|nEton Date 201r r0 20

Latet Revson oaler 2017'1G09

Page l of l

...making excellence ae@

cad6 P Lnqa, wP, system cedi@tm 5nd comdlan@

habit:



HiMedia Laboratories pvt. Ltd.

D.oe.0liD*enbE20l7

STATEMENT

Wq HiMedi. Laborrrori6 Pln. Lid,, havins a eeisterd office.r A_Jt6,
Swatik Disho Busine$ Pdlq Via vadhoi hduslriat Estate, L.B.S. Marg, Munbai - l()0
086, INDIA, ei8n SRL SANMEDICO brving o EgisleEd ofico at A Co.obcdDu
stret 7A, apl. 9! Ch\indu MD-2012, Motdo% , 6 Nrnorized Eprs.dlarivc in
coBp.ndcnc. wnn ihe condilions ofdi@riv. 98/79|EEC.

W. dcclaft thal the company m.ntiooed above is adhorized ro Egister, tudry,
enew or modi& rhe 4isrr?rion of medic.l devices or lne tditory ofthc R.plbuc of

For HIMEDTA L{BOMTORJES Pvt t TD,,

ARI(E,

DTRECTOR - SALES & MARKETINC

"6iv'
rir.a!0fi)lc0'

{P,,""*"'t(f
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