3660TT VipnaHaus,
[JunarHoctuyeckoe nogpasgeneHune
DPrnmcknH brsHec Mapk,
DUHHCKIVIK,

Cnaiiro,

WpnaHouna FO1 VY44
Abbo Ten.:+353 71 9156200

25 okTsA6ps 2019 r.

Tema: MpegocTaBneHne MoJIHOMOUYMIA Ha MPaBoO MOAMUCU AOKYMEHTOB Ans Poccum OT MMeHU

3660TT WpnaHgusa, OuarHocTuyeckoe nogpasgeneHune, Cnaiiro (Abbott Diagnostics Division
Sligo)

Bcem 3anmHTepecoBaHHbIM NULaM:

/MeyaTb: KOPFTOBAATANATA C/IAWIO (MVK)

MPONCXOXAEHWI/
Mepwn XethdepHaH (Mary HefTernan)

CenvH KroppaH (Celine Curran)
pelic MpudgunTtc (Grace Griffiths)
Jlnza Mepdwm (Lisa Murphy)
Peituen X3aHHOH (Rachel Hannon)

ABNSAOTCA COTPYAHMKaMW OTfAena HOPMaTMBHO-NPaBOBOr0  PerynMpoBaHusi [MarHocTU4eckoro
nogpasgeneHns komnaHmm 9660TT VpnaHans, Cnaiiro (Abbott Ireland Diagnostics Division Sligo), n
YMO/HOMOYeHbI [AnarHocTUYecKMM nogpasgeneHvem KomnaHum 3660TT UpnaHams, Cnaiiro (Abbott

Ireland Diagnostics Division Sligo), nognucbiBaTb TexHuyeckue ¢ainbl n  WHCTPYKUUM Mo
3KcnnyaTtauun ans Poccuu.

C yBaXKeHUnEM.

/mognucaHo/

Hoanb XapeH (Noel Haren)

MeHef)kep 0TAena HOPMaTUBHO-NPABOBOIO PEry/IMPOBaHNS,
2660TT Vpnanamsa, AunarHocTuyeckoe nogpasgeneHue,
dunncknuH busHec lMapk,

DPUHUCKNNH,

Cnaliro,

MpadcTBO Chaiiro,

WpnaHams

noel.haren@abbott.com

/nognucaHo:/
Mapu Xaptu (Mary Harty)
PykoBoauTenb 6u3Hec-nogpasaeneHns

. /MeyaTb: TOPTOBAMANATA abl AT O (MHK)
Toprosas naniata Cnairo NoANMHHOCT b 3ACBUAETE/IbCTBOBAHA
16 Kyan Crpur, [IOEPOCOBECTHO

Chnaiiro, YnosuomoyeLu10e imuo /nognucano/30.10.2019 r./
WpnaHgnsa

Marv@SH£ochamber.ie

Tyk'or>/1IMc.1H: bpniisH 1 Mop (Brian B. Yoor). llo.j I . XenHecu (Paul C. licnnessy). leknaH
(Declau J. Woods)

1 )6601 VAHp.lang Nnkopnopelncn Ha Bepmypackux ocrposax (Abbott Ireland Incorporated In Bermuda) -
3qper nespupoBaHa a y6nunHe, 908940

Byac

MepeBof C aHIMMIACKOrO $3blKa BbIMOMHEH NEPeBOAYMKOM UnCTAKOBOM BukTOpuei
JMUTPUEBHOIA. A

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



Poccuiickas ®egepauymsa. Nopog Mocksa.

Cenbmoro HOSA6pSA ABe ThicAYM AeBATHaUAaTOro roga. *

A, baxTanse dnbMmupa KOpbeBHa, HoTapuyc r. MockBbl, CBUAETENLCTBYIO MOA/IMHHOCTL
nognucy nepeeogumnka YmcTakoBoin Buktopun AMUTPUEBHDI.

Mopgnuch caenaHa B MOEM NPUCYTCTBUMN.

JINYHOCTb NoANMCaBLIEro AOKYMEHT YCTAHOB/EHA.

3apernctpupoBaHo B peectpe: Ne77/52-H/77-2019-N-/AN N
B3bickaHo Mo Tapudy 100 py6.

3*$K|N9aHue ycnyr NpaBoOBOro M TEXHWYECKOro Xapakrepa: ~

3.10. baxTaase

Bcero npoLuHypoBaHo, NPOHYMEepoBaHo

N CKpenaeHo nevatblo...(237.,.ancr.N
HoTtapuyc...... 0.,

'A‘O‘A,H 7 S

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Poc«.niirkas Oegepauuna
Fopoa Mocksa

22NK0N120M0

1, BOpoHUHA EBreHvs MnagyMupoBHa. BpeMeHHO UCMOMHSAOLLAsA 06593aHHOCT

HoTapuyca ropoga Moembl ba3sw3s AnbHUPbI KOpbeBHbI, CBUAETENLCTBYIO

BEPHOCTb KOMWW C NpeACTaBNEHHOr0 MHe JOKyMeHTa.

3aperucTpuposaHo B peecjpe: Ne77/52-H/77-2020-

BabickaHo /10 Tapudy;. pC> py6.

Ynnauero 3a okawes 9P U 1 1K$oro n TexHmueckoro xapaxtepa: — py6.
E.B. BopoHunHa

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



6COTMNNA

Rrt:

Mel Ferguson M.A. Ye-11 .

i Ar~-Wih Cbbinbrr nTCmnmrrer
Notary Public

for the City of Dublin and Counties of Fingal, South Dublin
and Dun Laoghaire-Rathdown

Commissioned for Life

29 April 2020

TO WHOM IT MAY CONCERN

I, Mel Ferguson, Notary Public, practising at 1 Clare Street, Dublin 2, hereby certify that

the attached has been produced to me and is the document presented to me by Abbott
Ireland Diagnostics Division.

This Notarial Act has been provided at the request of Abbott Ireland whose registered
office is at Finisklin Business Park, Sligo, Ireland.

/ Mel Ferguson
Notary Public
1 Clare
Dublin 2
Commilssiof.ed ‘e

~9

| Clare Street
Dublin 2

Phone-00353 16616922 Fax-00353 16785418
Mail - fetauacnmiSlsheehanandco ie

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



APOSTILLE -
(ConTmtion de Lalllye do Sodobr™ IMf)

1. CouDtry:
Paye/ftrfs: IRELAND

Thls {wblk documeBt
UilKdsent acteptriiiic/El presente docrnncBiQ pabhe o

2.has been signed .
alll signd par viel Ferguson
ha sido fumedo por

3.acting In the capaclt}' of

agissani en qualhd de Notary Public
quien Bettlaen calidad de

4.bean the seal / stamp of
estrev” du sceau Atindxe de Notary Public
y et levestido del setki / timbav de

Certified
Attestd / Cettifkado

.a 3 «.the

|}en Dublin le/bldfa 15/05/2020
7.by . e

parlpor Department of Foreign Aifairs and Trade
8. No

S0uS no 7524572020

t*jo el ndincio

Id. signature:

Siﬁnature:

tM wtHMUiy of «)= tignalun are t>«apacaii <rSm pvMi «*»hM M puMe .
SpONptMiiw idwitty of»w BM « «Hrp wntd>«M p iA ic doeuiW « tiew *.TM* ApoM M ||09hr
M U etbl documanbrwhlen»m ttaai.foM rSrSm miw im 0fH» ApeoSSs,too

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Abbott Ireland Diagnostics Division, T +353 ri 9156200

Finisklin Business Park,
Sligo,
Ireland.

Abbott Ireland Diagnostics Division
27 Apr 2020

To Whom It May Concern:
This memo is to inform you in regard to the requirements for manufacturing site

registration- Manufacturing Licence issued by National Competent Authority.

The Competent Authority within Ireland under which Abbott Ireland Diagnostics Division

operates is the Health Products Regulatory Authority (HPRA).
Manufacturers operating within Ireland are required to register with HPRA.

Abbott Ireland Diagnostics Division has been assigned an Organisation Registration
Number by HPRA.

The registration numberis: IE/CAOI/M/IV/0662.

HPRA do not issue a licence or certificate that identifies the Organisation Registration

Number and therefore Abbott Ireland Diagnostics Division is unable to provide a copy of
the requested licence.

The Organisation Registration Number is required by HPRA with each piece of
correspondence submitted and is used to confirm the identity of the manufacturer defined

in the documentation. See attached information fixim HPRA

Kind Regards

Date: id
Rachel Hannon

Regulatory Affairs Specialist

Abbott Ireland Diagnostics Division

lhwton; BriaolLYaor, Prh>.Heunmy, Me<r)iaJ. Woodti

NblMH treland incorporatrd in Bermuda aAbett

A Prwnise for Life

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Org Statust
Name:

Telephone:
Fax:
Ema:

Page 2

tanafachrer
Abbett Ireland Disgnestics Divisien
Finishila Business Park,

TRELAND

Mé Lorvaine Whithey
+353-71-9171712
+353-71-M71718

Lorraine. Whitney@abbett.com
Above 100 empleyess

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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A Promias for Life



Cnpas. POCCUA
9522

Apabeko*MpnaHackv Toprosbl lunin m

Men ®eprycoH M. A. (Mel Ferguson M.A.)

[ocyaapcTBeHHbI HOTapuyc
ropoga Ay6nvH n rpagcts ®uHran, KOxHbIn Jy6/vH
m/ n OyH Naorxaiip-PaTtxayH (City of Dublin and Counties of Fingal, South Dublin and Dun Laoghairc-Ralhdown)

C NOXXM3HEHHbIMW MONHOMOYUAMU

29 anpens 2020 r.

ONA NMPEOABABNEHNA MO MECTY TPEBOBAHN/A

A, Men ®eprycoH (Mei Ferguson), rocyapCTBeHHbIA HOTapuyc, NPaKTUKYHOLWWIA No aapecy Knap
Crpur, 1, Ay6nmH 2 (1 Clare Street, Dublin 2), HacTOALLMM NOATBEPXAAM0, UTO NpUaraemMblil JOKYMEHT
OblN NPeabAB/IEH MHE W ABNAETCA LOKYMEHTOM, NPesocTaB/IeHHbIM MHe D660TT pnaHays
[OvarHoctnueckoe nogpasaeneHune (Abbott Ireland Diagnostic Division).

HacTosLwmMiA HoTapu1asbHbIin aKT NpeaocTaBneH no 3anpocy 660TT MpnaHama(Abbol Ireland),

3aperncTpupoBaHHoi no agpecy ®uHUCKNMH busHec Mapk, Cnaiiro, NpnaHaus (Finisklin Business Park,
Sligo, Ireland).

/nognucs/

Men ®eprycon (Mel Ferguson)
I"oCyjapCTBEHHbIN HOTapuyc

Knap Crpur, 1

[y6nunH 2 (1 Clare Street, Dublin 2)
C MOXW3HEHHBIMM MOMHOMOYNAMM

/neyats/

Knap Crpur, 1
[y6nuH 2 (1 Clare Street, Dublin 2)

TenedoH: 00333 16616922 dakc: 00353 16785418
3n- nouta: fcrgusonm”heehanandco.ie

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



/MeyaTb: lenapTaMeHT WHOCTPaHHbIX fen u Toproenn NpnaHgmu/

/noanuce/

ANOCTUNb

(FBArckas KOHBeHLUMA OT S oKTAGPA 1961 r.)
L 1~rpatia: WPNAHINSA (IRELAND)

HacToawwmii 0hHOHaNbHbIN JOKYMEHT

2. HOAMMCAH Men ®eprycou (Mcl Per8iuon)

secTynalowuu B KAHECTBE OCYAapCTBEHHbIV HOTApUYC

CKpenseH nevyaTblo/unamMnom .
P "OCYAapCTBEHHbIV HOTapuyc

YpoctoBepeHo
58 [Jy6nuHe 6 15.05.2020 T.
T1Kem:
LlenapTamenToM MHOCTPaHHbIX eN 1 TOProBan

S N 7524572020
9. Meyatb/mnamn: 10. Mognucek:

TleyaTb:

LisnapTameHT

MHOCTPaHHbIX Aen u /noanucs/

Topronsu Wpnanaun/

HacToanwi anocTunb yA0CTOBEPSET TOMbKO MO;y1HHHOCTB MOANMCU H feecnocobHocn

MHUa, NOAMMCaBLLEro O(ULMaNbHBIA JOKYMEHT, a Takoke, ecivi MPUMEHVNMO, NOAMHHOCT

neyatm WAM urramna, NPHCYTCTBYIOWWIX Ha oduuuanbHOM AokymekrTe. Hectoswm!! 310952
anocTuNb He 3aBepsieT CoAepXaHue [OKYMEeHTa, [/19 KOTOpPOro OH 6bin BbigaH. Bblgauy

[laHHOT 0 anocTWIA MOXHO NpoBepuTb Ha www.adwenticttlions.dfai.ie

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



j 3660TT VipnaHausi(Abbon [vnarHocnneckoe TB/H353719156r00
Ireland) nowwgenenmve (Dia”ostics
DivisionX
DUHNCENMH BusHec Mapa
(Finiskiin Business Park),
r. Cnaiiro (Sligo)
WpnaHous.

2660TT NpnaHana AunarHoctmuyeckoe nogpasgesneHue (Abbott Ireland Diagnostics
Division)
27 anpens 2020 r.

Ons npeAbaBneHUs No MecTy TpeboBaHWA:

[laHHOE NCLMO COLEPXKUT MH(OPMALIO /1 BaC O TPEGOBAHISX K PETVCTPALMM MPOM3BOACTBEHHOO
npeanpuATAS - JIMLEH3MIO Ha NPOK3BO/CTBO, BblAaHHOMY HaLOHA/bHBIM YOMHOMOYEHHBIM OpraHoOM.

m}
YNOMHOMOYEHHbIM OpraHoM B VpnaHauu, perynvpyroLmmM aestenbHOCTb 9660TT VpnaHama

[OwnarHoctnyeckoe nogpasaeneHe (Abbott Ireland Diagnostic Division), senseTtcs VipnaHACcKWin COBET Mo
nekapcTBeHHbIM cpeacTeam (HPRA).

MpownssoanTenu, paboTatowwye B VipnaHamm, AO/MKHbI 6bITb 3aperncTpupoBaHbl B HPRA.

HPRA npucsoun 9660TT VipnaHams AnarHoctuueckoe nogpasgeneHue (Abbott Ireland Diagnostic
Division) pernctpauyoHHbIi HOMep OpraH13aLmm.

PeructpauuoHHbiii Homep: IE/CA01ZMAV/0662.

HPRA He BblAaéT /IMLEH3NI 1 CEPTUMKATOB C YKa3aHWeM PerncTpaLyoHHOro Homepa opraHm3auum, B

CBA3N C YeM 3660TT VipnaHavs AuarHoctnyeckoe nogpasgeneHue (Abbott Ireland Diagnostic Division)
He MOXEeT NMPefOoCTaBUTb KOMIKO 3anpPOLLEHHO NIMLIEH3NN.

PerncTpaLmoHHbIii HoMep opraHusaumn Tpebyetcs HPRA 15 Kaaoi 0Tnpas/ieHHO

KOPPeCnOHAEHLMM 1 UCMOMb3YETCA /1 MOLTBEPKAEHNA MAEHTUDMKALWMOHHON MHKopMaLmK
MPOV3BOAWTENS, ONpPeLe/ieHHON B IoKyMeHTaLUmu. CM. npunaratoLLyocs nHpopMauyio oT HPRA

C HanTydLLIMMKW NOXXENaHUAMN,

Inognuck/ [Hara: 27 anpena 2020 .

E:elz_lmqe; X;HTHISH SRafnhiIMgsn_nr?n)B BOM 3660TT VpnaHams AvarHocTnyeckoe
ELrannet no HopMa 0-MpaBoBOMY noapasaeneHue (Abbott Ireland Diagnostics

perynmpoBaHunio Division)

3660TT NpnaHaus ﬂ,marHocmqec[(oe _ OUHUCKNHH Bu3Hec Mapk

nogpasgeneHue (Abbott Ireland Diagnostics Chaiiro

Division)

rpaccteo Cnaiiro
Wpnangua (Ireland)

An>Trilips: bluritaii K. Ky|||[Brmi K Ysur). ile.i . KcHuks M*ul U. MfMnmy).;Uk-.uu,te. OTx LU Kbs J. U m J») B A b b Ott
M6BrT Hp.txHanBHHKOf>riB|tBtirM m  bepMj.-irKui oc>1s>Ba\ (Ahbeti IrtUiMI |1K*I")>Brak4 ia BBTLLIMAN )
A Fomise for LHe
MepeBoy, C aHINIICKOTO A3biKa Ha PYCCKUM A3bIK BbINONHEH NEPeBOAUNKOM ANeKceeBoi VpnHoii
BUKTOpPOBHOI.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Poccuiickas degepayms. Nlopog Mocksa.

Ll ecTHafuaToro UHA ABe ThiCAYN ABaALATOro roga.

A, BaxTapgse dnbmupa HOpbeBHa™ HOTapuyc r. MockBbl, CBUAETENLCTBYO MOA/IMHHOCTL
nognucu nepesofuunka Anekceesoinl pnHbl BUKTOPOBHGI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.
JInyHoCTL NoAnucasLLEero 4OKYMEHT YCTaHOB/IEHA.

3apeniCdtpoBaHo B peectpe: Ne77/52-H/77-2020-
¢y 100 py6.

npaBoBOro N TEXHNYECKOro Xapakrepa: -

2.10. baxTagse

Bcero npoLuHypoBaHo, np
1 CKpenneHoevaTbto
HoTtapuyc..

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Poccuiickas dhegepaumm
l"opog, Mocksa
AR BTH FBTTO0 sHA B LS LLKPLLLLA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



KOInmsl Ty ssut

Anb'IrMhOuinbrrol'Canmecnx

Mel Ferguson M.A.

Notary Public
for the City of Dublin and Counties of Fingal. South Dublin
and Dun Laoghairc-Rathdown

C.'mmissioned for Life

21 April 2020

TO WHOM IT MAY CONCERN

I, Mel Ferguson, Notary Public, practising at 1 Clare Street, Dublin 2, hereby certify that
the attached has been produced to me and is the document described to me as being an
original Certificate issued to Abbott Ireland Diagnostics Division.

This Notarial Act has been provided at the request of Abbott Ireland whose registered
office is at Finisklin Business Park, Sligo, Ireland.

/ Ferguson
Notary Public
1Clare Street
Dublin 2
Commissioned for life

L]

1 Clare Street
Dublin 2

Pmme- 004 16616922 Fax- 00353 | 6785414
Mai' - i'ergusonmi”sheehaniindco le

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



APOSTILLE
(Convention de La Haye du 5 oclobre 1961)

1. Country:
Peya/Paf»; IRELAND

This (mblic document
1.e presentacte public/ El presence document) pdblico
2. has been si{pwd by

adtdsigodpar
ha sido finnado por Vel Ferguson

3.acting in the capacity of
aglssant en quality de P
quien aetdaen calidsd de Notary Public

4.bears the seal / stamp of
cst revfiiu du sceau / timbre de “orary Public
y esii revestido del sello I timbre de

CertHkd
Atttstd / Ceitincado
5.at . 6. die
&len Dublin ic/eldfa 11/05/2020
v g)e;i/por Department of Foreign Affairs and Trade
e.No
SOUS oo 4229842020
bajo el ndmero
10.Si uture:
Signature:
Firma:

avmamnely a<rw agrabM and capaeSy g(M panon wn«hu Mgm4 Nesrutse
saafipnoiwe.maUanWyoinaaaalGtsWrooNchliapuBiedocunanlbean.'maApodiaa
aartm bl na dDeunan In wNOikvaa laauaa T» kmOy Bl kauancabl N a Spotada. aaa
dSR>a

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



| iDAKKS

Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Serdce

No. Q5 001922 0022 Rev. 00

Holder of Certificate:

o|E£"
Facility(ies):
>
Certification Mark:
«
OL_
>Kzi

Scope of Certificate:

Applied Standard(s):

Abbott Ireland Diagnostics Division
Finisklin Business Park

Siigo

IRELAND

Abbott Ireland Diagnostics Division
Finisklin Business Park, Siigo, IRELAND

Design, develop and manufacture of in vitro
diagnostic test kits, reagents and common liquid
accessories for donor screening and/or the detection
and/or monitoring of hepatitis, cancers, cardiac
markers, congenital transmitted diseases,
determination of congenital disorders of the foetus,
endocrine disorders and haematoiogical disorders
and therapeutic drug monitoring

EN ISO 13485:2016

Medical devices - Quality management systems e
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN 180 13485:2016

The Certification Body of TOV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713177228
Valid from: 2020-03-25
Valid until: 2023-03-24
0
" Date, 2020-03-25 Christoph Dicks
Head of Oertification/Notified Body
Page 1of1
<1 TOV SOD Product Service GmbH « Certification Body « Ridlwstrafie 65 « 80339 Munich = Germany

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MepeBOf C aHI/IMICKOTO S3blKa Ha PYCCKUI A3bIK

/nevats/ ceuna POCCU A
9957

Ap»6c«o-Mpn»>uclall Topcw u Tenara

6
Men ®eprycod M. A. (Mel Ferguson M.A.)

[CocyfapcTBeHHbIV HOTapuyc
ropoga Ay6nuH H rpadcte ®uHran, KOxHbIA Jy6nnH n
[)'H Naorxaiip'PatxayH (City of Dublin and Counties of
Fingal, South Dublin and Dun Laoghaire-Ralhdown)

C NOXU3HEHHBLIMW MOTHOMOYUAMN

21 anpens 2020 r.

Bcem 3anH'LLIpcCcOBaMHbLIM fIKLAM

A, Men ®eprycoH (Mel Ferguson), rocyaapCTBenmblii HOTapUycC, MPaKTUKYKOLWMA no agpecy HOnsp
Ctpur, 1, Oy6nuH 2 (1 Clare Street, Dublin 2), HacTosLMM NOATBEPXKAAD, UTO NPUNAraemblii JOKYMEHT
Obln NpegbsBlieH MHe U SABASETCA [OKYMEHTOM, OMWCaHHbIM MHE Kak OpuluMman cepTudukara,
BblgaHHOro 9660rr MpnaHausa, AuarHoctudeckoe nogpasgeneHume (Abbott Ireland).

HacTosu|uii HOTapuanbHbIA akT MpeAocTaBneH no 3anpocy 2660TT WpnaHams (Abbott Ireland),

3aperncTpupoBaHHol Mo agpecy ®uHUCKNNH BusHec Mapk, Cnaiiro, NpnaHams (Finisklin Business Park,
Sligo, Ireland).

/nognucs/

Men ®eprycoH (Mel Fergu.son)
I'|kyaapcTBeLl bl HOTapuyc
K'naap Ctpur, |

[Ay6nun 2 (1 Clare Strc«l, Dubliit 2)
C HWKMNLLEHNBIMU NO.TUMUYUUMU

/MevaTs/

IS

Knssp Ctput, 1
Ly6nuH 2 (1 Clare Street, Dublin 2)

TenedoH; 00353 t 6616922 dakc; 00353 | 6785418
3n. soura: ferga-iotiin®shcdianandco.ie

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



/MeyaTb: lenapTaMeHT VHOCTPaHHbIX Aen v Toprosav Vipnangun/ 1nognvce/
AMNOCTUNb
IMTHUFCKAS KOHBEHLMA 0T DoKTHEOB ]%Lr.)

wnnngna
HacToHLHI othH1LLIANbIbIA 4OKYMEHT

1cTpans;

2.nonnucan Men ®epo'coH

3. BbIC1yj1al0LLM»1 B KauecTse [OCyAapCTBEHHbIN HOTapMYC

4.cxpe«lnell ncMaTbM/urTBMnift I OCYAapCTBEHHbIN HOTapUyC
Ypocrnse[>rHo

5 [ly6nuHe 11.05.2020
fo.1o; JenapTamMeHTOM VMHOCTPaHHbIX A€/ U TOProsav
811 6942682020
9 Vieyars/LLTBIH; te. Mognuce'

/MMevar: KLLHCY'

JeraprameHT

VHOCTBHHBIX [ oy

Il TOOro’’ i

Ve

- ««m« mmmmaﬁgw%mk inuicoMeieni omm.asu(‘
%% T IT: MLUMMVATD. F’#ﬂ 31)072
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((DAKKS

Oeuuche
Akkrtditlfrunfut«B«
0-ZM-UlIlI-01-00

CeptTumdpukart
Ne Q5 001922 0022 Uc
[epxaTenb cepTHuKara:

O6beKT(bl):

OB6CNYXUMHHC MPOsTyKL

.€P00

[Ha! noctunycckoc nogpasgeneHune, 36603t
Wpnanaun (Abbott Ireland Diagnostics
Division)

PDunmcknwa bHHec Mapk

Cnaiiro
Wpnawws (Finisklin Business Park, Sligo, Ireland)

[HarHocTyeckoe nunparacnowe. 36601t Mpna>wws (Abbott Ireland
Diagnostics Division)

duwiwcknHm buskec Mapk, Cnaiiro, Npnanaw (Finisklin Business Park,
Sligo, Ireland)

mbl: .
CepTH(MKALMOHHBIT! 3HaK:
Cq)epa AeﬁCTBMﬂ ||||‘|)CICIH|)UO&IIII€, PA3PHGMTKA W NPOU3BOACTBO HAabBopoOB
CepTVl(*)I/IKaTa' ans aHatocTukH INn vitro, peareHTOB H 06bIYHbBIX XUAKUX
' npuHagnexHocTen ans CKPWHWHIa [JOHOpPOB ninnn
Bbl ABJEHUA ninnu MOHUTOPUHTA renatnTa,
3/10KAYeCTBEHHbI X HOoBOOGpa3oBaHUIi, cepheyHblx
MapKepoB, BPOXAEHHbIX 3a6oneBaHWii, onpepeneHus
BPOX | €HHbI X aHoManui nnopa, SHAOKPUHHBIX 7
reMaTonorMyeckmMx HapyweHUi, a TakKXe MOHUTOPUHTaA
W NeKapCTBEHHbIX NpenapaTos
|_|pVIMC1IJJMbII7I(-bIC) EN ISO 13485:2016
Mcannmnkekuc nsgenns — CUCTeMbl YpaBneHNs KayecTBOM —
ctaHgapT(bl): Tpe6oBaHNs ANs POYNATOPHBIX Lieneit
(ISO 13485:2016)
bl DIN [-N ISO 13485:2016
OpraH no ceptugmnkauum NMOB 3KO[ Mpogato-Cepsuc MNM6X (TOV SOD Product Service GmbH)
YAOCTOBEPSET. >TO BbILLEYNOMAHYTasA KOMMaHUs Co3fana 1 nojaepXXuBaeT CUCTEMY YNpaBeHUs Ka<iCC1BOM,
KOTOpas 0TBeYaeT rpeboBavHAM MepeynceHHbIX cyanaapToB. CM. rakxe puMeyarTs Ha obopore.
OTueT Ne: 713M7228
b- [felicTBuTeneH c: 25.03 2020
NelicTBUTeNeH f4o: 24.03.2023
<fc7,

[JaTa, 25.03.2020

CrtpaHuua 1w |

(nognuck/
Kpuctod Auke (Christoph Dicks)

PyKoBoaMTE b CCPTUGHKALLIKA<MOr0/ynosIMOMOUCH>10r0
opraHa

THOB 3tO/[ MpogaeTt Cepauc Mu6X (TOv SOD Product Service GmbH) ¢ CcpTMdmKkaLLoHHbIMN opraH ¢ RidlerstraBe

65 * 80339 MtoHXeH * "'epmaHus

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

THO1

/MeyvaTb: Men deprycoH (Mel Ferguson)/



