«KPATIA NTA»

Appeca: syn. BarrosyTisceka, Bya. 17-21, 04107, m. Knis, Ykpaina
Ten.: +38 044 221 71 29

Bux. e Of-~O
Big «6» sepecHs 2017p.

HepxaBna cayxbHn Ykpainu 3 JikapebKHX
3a¢0BiB TA KOHTPOIO 32 HAPKOTHKAMH

ToBapHCTBO 3 oGMexkenoio BianositamshicTio «KPATIA JIT/», MicuesHaxopxenus: Yxpaia, M.
Kuis, Byn. Barropyrischka, Oyn.17-21, 10 € YOBHOBHKEHHM TIPENCTABHUKOM BHpoOHUKka AGGOTT
Moneuynap Inu., 1300 Eact Toyru Asenye, Aec Inaisec, Lininoic, 60018, CIIIA (Abbott Molecular Inc.,
1300 East Touhy Avenue, Des Plaines, Hlinois, 60018, USA), ua teputopii Ykpainu, sriaxo Jlosipenocti
Big «3» uepBHs 2016 poky, BMCNOBIIIOE CBOK TMOBAry 1a HagaeMmo iHGOPMAL0 LOAO MOBIROMICHHA Bl
BupoGHuKka: Abbott RealTime HIV-1 Qualitative, naprii 04N66-90, MOXKYTb MOKa3yBaTh fIOMMIIKOBI
pe3yNbLTaTH, JeTanbHa iHpOPMaLis 3a3HaueHa B MOJaHOMY 3BEPHEHH] BHpoBHuKa.

B nanmii 4ac komnaxia AG66oTT Moneuynap Iuu., 1300 Eact Toyru Aenye, Jec Ilnainec, lanidoic,
60018, CLIA (Abbott Molecular Inc., 1300 East Touhy Avenue, Des Plaines, Illinois, 60018, USA),
TPOBOANTE KOPHIyBaIbHI | MoMepemKyBatbHi Jil NIxoM indopMyBaHHs BCIX OTPHMYBAYIB AHOTO BAHTAKY.

3Bepracmo Bauiy yBary, o 3a3HaueHa B NOBiAOMIEHHi Npoxykuis, Gyna sseieHa B o6ir Ta
EKCIUYATALIIO SIK «ryMaHiTapHa AonoMora» 3rilHo Hakasy MidictepcTsa Couiansol [Tomitikn Yipainu Ne
1137 Bin 05.10.2016 . BianosigHo o crateit 4 15 3axony Ykpaiuu ,,[Ipo rymanitaphy fonomory”.

JoaaTkH qo HeTa:

. Konis noBiNOMIEHHA Npo NMOMUNKY y pe3yabratax Bia supobuuka Abbott Molecular Inc Bin
1.09.2017.

2. Konin mosipeHocTi mono npusHadenHa ToapucTBo 3 oOMexenolo sianopigansHicTio  «KPATIA
JIT/» € yNOBHOBAaXEHWM NpeICTaBHHKOM BHpoGHHKAa AGGoTT Moneuynap Tuu,, 1300 Eact Toyru
Asenye, Jlec IMaainec, nninoic, 60018, CILIA (Abbott Molecular Inc., 1300 East Touhy Avenue,
Des Plaines, Illinois, 60018, USA Ha tepuTopii YkpaiHu.

3 noBarouo,

AupeKrop Bypuesa 110,

Pesnivenko Hatania 0674302466

M2 Oepwaikcnywba Ykpainu
N210825/0/08-17 Big 07.09.201
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Updated Urgent Field Safety Notice
Abbott Molecular Inc.
Product: Abbott RealTime HiV-1 Qualitative
List Number: 04N&6-80

Lot Numbers: ALL
September 1, 2017

Dear Abbott Molecular Customer,

This is a follow-up to Urgent Field Safety Notice FA-AM-AUG2017-225 that you received regarding
Abbott RealTime HIV-1 Qualitative, List 04N66-80,

Background

You recently received an Urgent Field Safety Notice FA-AM-AUG2017-225 fram Abbott Molecular.
In the Field Safety Notice, we shared that Abbott RealTime HiV-1 Qualitative may exhibit false "Not
Detected" results for HIV plasma samples between 110 Copies/mL (Limit of Detection) and 336
Copies/mL.

investigation results identified that the issue described above is due to a change implemented to
the Version 2.00 plasma application specification file contained on the Abbott RealTime Hiv-1
Qualitative m2000 System ROW Combined Application CD-ROM, list number 04NG6-002.

s Version 1.00 of the plasma and Dried Bleod Spot (DBS) application specification files
{CO-ROM st number 04N68-01) are not impacted for both plasma and DBS sample
types. You can continue to use the Version 1.00 application specification files for both
sample types.

» Version 2.00 of the DBS application specification file (CD-ROM list number 04N66-002) is
not impacted for the DBS sample type and can continue to be used for DBS testing.

s However, Version 2.00 of the plasma application specification file (CD-ROM list number
04N66-002) for plasma sample type is impacted. Use of Versicn 2.00 plasma application
specification file may exhibit false "Not Detected” results for HIV-1 plasma samples
between 110 Copies/mL and 336 Copies/mL.

Necessary Actions for Version 2.00 Application Specification with Plasma Samples
1. Immediately discontinue use of the Versian 2.00 application specification for the
plasma sample type {Refar to Appendix A to identify the version of the apptication
specification file installed in your m200Csystem).

2. Ifyou have Version 2.00, an Abbolt Molecuiar Technical representative or your
distributor will be in contact to install Version 1.00 for plasma sample type.

3. Itis recommended that you review this information with your medical directer or treating
physician.

Please review this information within your organization and with any organization/individual that
should be aware of this communication. Retain this communication for future reference.

If you have any questions regarding this communication, please contact your Abbott Molecular
Technical Services representative. We apologize for any inconvenience this may have created
far your laboratory.

Sincerely,

Jutio Salwen \
Quaiity Assurance
Abbhott Molecular Inc.

FA-AM-AUG2017-225v2
Page1of2




Updated Urgent Field Safety Notice
Abbott Molecular Inc.
Product: Abbott ReaiTime HiV-1 Qualitative
List Number: 04N66-90
Lot Numbers: ALL

APPENDIX A

The Version application specification file that you are using is visible on the Application Management
screen (Refer to lllustration 1 below):

llustration 1. Application Management screen - Version application specification file
w s “ PR e o w e
. “ & Abbott

......

Cambiner 300040 and mlOEow Applic i o WIV-1 Qual
Ay vrilh 0Ltk Plassns Ensbied Fhate Fill Machamic,

Cumte T e e oV us

The changes from Version 1.00 to Version 2.00 for the plasma protocol were:

« Adjusted a timer setting on the m2000sp to prevent timer warning errors with certain batch

sizes.

» Updated the minimum volume specification during the volurme verification step at the
sample/lysis removal and the volume of lysis pipette tip pre-wetting prior to lysis pipetting to
improve liquid handling.

Additionatly, the following change beiow impacted the plasma protocol as described in this Field Safety
Notice (this changa was not implemented in the DBS protacal):

¢ Adjusted the Detect Liquid Level command prior to sample tube aspiration.

Ahbott

- A Pramyse ffor Life

FA-AM-AUG2017-225v2
Page 2 of 2
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CpoyHoe yBeaoMneHue o 6e3onacHocTu npoaykuuun - OGHoBNeHue
Abbott Molecular Inc.
MpoaykT: Abbott ReaiTime HIV-1 Qualitative
KatanoxHsiit Homep: 04NB6-90
Homep cepuu: BCE

1 cenTabpa 2017 r.
YaamaeMblil nonbaoparens npoaykuun Abbott Molecular,

JlaHHOEe NUCHMO COAEPXKUT AONOCARUTENBHYIO MHhopMaumio o npafineMe ¢ npodykTom Abbott
ReaiTime HIV-1 Qualitative {xaT. Ne 04N66-30, o koTopoii coobiuanoce 8 nucbMe "CpoyHoe
yBEAOMNEHUE 0 Be3onacHoCTV NPOAYKLMU® C HOMEPOM FA-AM-AUG2017-225.

O6wne crReaeHHUA

HeaaBHe B NONYHUIV NMCLMO "CpoYHOe YBEAOMAEHWE 0 De30NacHOCTW NPOAYKLMA" C HOMEPOM
FA-AM-AUG2017-225 oT noapasaeneHis MoNekynApHON AVMarHoCTHKK KoMiaHun Abbott. B atom
nuceme cooBLiyanock o ToMm, YTo 8 TecTe Abbott RealTime HIV-1 Qualitative moxeT SolTb NonyyeH
noxHbIA peaynesTaT "He ofhapyxeno” ("Not Detected”) npu KoHUeHTpauun HIV B oGpa3uax nnaambl
kpoew oT 110 konui/mn (Mpeaen obHapyxeHWA) 4o 336 konuiaimn.

B pesyneTaTe paccnefosaHus Bhiio onpeaeneHo, uto onvcanHas eviwe npobnema cessaHa ¢
yCTaHOBKOM hanna cneumdgurkaumui npunoxedun sepcun 2.00 ¢ ycTaHoBOUHOTO avcka Abbott
RealTime HIV-1 Qualitative m2000 System ROW Combined Application CD-ROM

(kaT. N2 04N66-002).

o [poBnema He pacnpocTpanAeTcs Ka sepcuio 1.00 dhaiina cnelnduKkaumni NpUNoXeHis
AR 06pa3sLoB NnasMsl KPOBK W CyXo# kannu kanunnapHow kpoeu (CKKK) (CD-ROM,
kaT. Ne 04N66-01). Bel MOMeTE NpoAcMKUTE UCNons3osaHne Bepcn 1.00 daiinos
cneuuduKkaymi npunoxeHus gna obpaalyos oBoux TUNOB.

o Bepewn 2.00 draidna cnegudnkayui npunoxeHnn ana CKKK (CD-ROM,
KaT. Ne 04N66-002) Taoke MoxeT GeiTe UCNONL3OBaHA NPU TecTporakuy o6pa3uos CKKK.

o NpoBnema kacaetca sepcuu 2.0 darnna cneuundmrkaumm npunoxedns (CD-ROM,
xaT. Ne 04N66-002) ans o6paadoe Nna3meb KpoaWd. Mcnonesaoeanue sepcny 2.00 dadina
cneuvhnKkaumin NPUNOXEHWS NPK TECTUPCBaHWKW 0fpazL0B NNaaMbl KPOBU MOXET NPUBECTH
K NONYYEHMIO NOXHBIX peaynbTaToR "He oBHapyxena" (“Not Detected”) ana oBpa3uios ¢
KoHUeHTpauwei HIV-1 o1 110 konuia/mn Ao 336 konwid/mn.

HeobxoauMbie gedcTBUA anA Bepcun 2.00 paina cneundrrkauvii NPpUNOMEeHWA Npy
TeCTUPOBAHWK cBpasLCB NNa3mMbl KPOBH

1. HeaamennuTensHO NpexpaTuTe MCNoNbacBaHWe Bepcun sepciky 2.00 daina
cneunukaLnis NpUNoXKeHVn ANA TecTUposaHnA oBpa3sLUoB NNa3mMel KRORKW
(MHOpMaUMIO O TOM, KaK ONpesenyTb Bepcuio thaitna cneyudikalMid NpUNoXeHnn,
YCTAHOBNEHHYHO Ha BaweM aHanusatope m2000, cM. Mpunoxenue A).

2. Ecnv Ha Bawem aHanuaaTope YCTaHoBNeHa sepcuna 2.00, casxuTeCE C
npeacrasuTenem cAywGhbl TeXHWYECKOR noaaepXKn Abbott Molecular unn
AVCTRUBEHOTOROM ANA yeTaHoBky Bepcun 1.00 ans oBpa3los NNasmel KPOBK.

3. Mei pekomedayem oBcyauTe MHOPMaUMIO, cojepXallyoca B JaHHOM NMUCbme, ©
PYKOBOAWTENEM WIM NEYALLUM BPAYCM BALIETO MEANUMHCKOND yHPeXAeHWA.

FA-AM-AUG2017-225v2
Crpanvuya 1 v 3




CpouHoe yBefoMnenue o GesonacHocTy npoaykuni - O6HoBNEHWe
Abbott Molecular Inc.

NpoaykT: Abbott RealTime HIV-1 Qualitative
KaTtanoxHbiit Homep: 04N66-90
Homep cepun: BCE
QBcyaUTe MHAOPMALMIO, COAEPKALLYIOCA B AaHHOM fINCbME, C KONNEeramu, a Takke c
COTRYAHWKAMW OPraHu3aLvi/nuLaMY, KOTOPbIE AOMTKHb 6biTk B KypPCE ONWCAHHOW Bbiwe
npobneMe. COXpaHUTE KONKIO AGHHOIG NUCEME.

Ecnu y Bac WMEIOTCA BOTPOCHI OTHOCWTENBHC COAEPXKAHKA 3TGTO NMCEMA, obpawairtecs K
CBOEMY MECTHOMY NPEeACTABUTENI0 CyXObt TEXHUHECKOA NOAREPKKN Abbott Molecular.
Mbi MPUHOGMM UCKPEHHWE U3BUHEHWA 33 NPUUMHEHHbie HeyAoGCTBa.

C yBameHnem,

Julio Salwen
Quality Assurance
Abbott Molecular Inc.

FA-AM-AUG2017-225v2
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CpouHoe yBegomneHne o 6e30nacHOCTH NPOAYKUWM - OBHoBneHWe
Abbott Molecular Inc.

MpoaykT: Abbott RealTime HIV-1 Qualitative
KaTanoxHelin HoMep: 04N66-90
Homep cepun: BCE

NPUNOXEHWE A

Bepcuto chaina cneuuukaLuin NPUNoXeHus!, KOTOPYKD Bbl CNONKIYeTe, MONKHO NOCMOTPETE Ha
akpate "Application Management" (Ynpabnexue npunoxeHusamm) {C™. pucyHok 1 Hrxe):

PucyHok 1. OkpaH "Application Management” (YnpaeneHue npunoxeHusami) - Bepeun daina
cneumpuxauuu NpUNOXEHNA

Bt vt ey Rass qmu- [

¥ THER ] Qua :  Carmabiinad fA0008p and mIGRE AppBeation hor -2
Harsuman Lk Mgory it D Bloisd Spots, Ensbibod Mate § ilk Bochanis,
Combhred m2000sp and m1000rt AppBcation hor HTV-1 Quad
Ansag with B Il Flasoia, Enabled Plale TiH Mechanic,

nvLak
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facaln
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Lopyh i Sarrica! CaC o us Erghh

MameHeHua B Bepcui 2.00 Ans o6pa3LoB NNa3Mbl KPOBKU NO CpaBHEHNIC € sepcihei 1.00:

o OTKODPPEXTUPOBAHLI HACTPOWKK TailMepa Ha m2000sp ANs NPEAGTELALLUEHNSA OLLINOOYHBIX
yseaoMneHwa npu oSpadoTke HeKOTOpPbIX NapTUi obpaalo..

s OBHOBMEHK CNeLdUKaLIMKM MUHMMANLHOrC oGbema Ha aTane nposepky ofbema npu
yaanenuu oBpa3ya/nuanca 1 Take obbeMa XUAKOCTM 4N NPEABAPUTENBHATD CMaYNBaHuR
HAKGHEYHUKA NKNeTKW Nepes A03UPOoBaKKEM NU3UCa ONA YNYYLEeHUA NMNETUPOBAHNA
HUOKOCTK,

A Taloke cneayroLLee K3MeHeHUe, KOTCPOE NOBAWANO HA BLINONHEHWE TeCTUPOBaHNA 00pasyos
NN33mbl KPOBW, KAK ONUCaHO B SaHHOM NUCbME

"CpouHoe yseaomneHue o GesenacHocTU NpoaykTa” (3To MameHeHve He Bbino BeeaeHO B NPOTOKEN
TecTupoeaHua obpaauoas CKKK):

* OTrkeppekTvpoeaHa komanaa Detect Liquid Level (AeTeKkumMA ypoRHA XUAKOCTH) nepep,
acnupaunein obpasua na npobupky ans obpaalos.

FA-AM-AUG2017.225v2
CTpanduya I M3 3
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Country: United States of America
This public document
has been signed by GIA XENAKIS
acting in the capacity of NOTARY PUBLIC, COOK COUNTY
pears the seal/stamp of STATE OF {LLINOIS
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JUNE 09, 2016
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JOBIPEHICTh

Rec-Tlaeine, lnalnoite
2 yepReHn B THCR4 MECYHAAUATH

Liico nosipesicrio ABBOTT MOLECULAR INC, sra
PO3ITALIOBANE 38 ANPECOHD: 1300 East Touhy Avenue, Des
Plaines, lllinois, 60018, CIUA, sapeecrpomase 33
saxoHopaecToM CIIA, 8 ocobi [lpeswpenTta nana AHape
Befiuepa, Aitowore Ha niactasi Cramyry (TyT i aaai —
«BHpolHRK»), YEOBHORAKYE

Tosapucreo 3 ofmexenow sianosinaasnicrio «KPATIA
JITIl», Ake 3apeecTpOBAHE 34 3AKOHOZEBCTROM  YXpaTHH,
micueanaxonxena: 04073, M. Kuip, syn. Kypeniaceka, Syn. 18
(inerTWbikauifnmi xoa: 38002596) 8 ocobi anpexTopa Bypuesol
Ipuun FOpiiBuy, AKka i€ na nincrasi CTatyTy {(Aani 3a TeKcrom
«¥YNoBROBAXERHT MPEACTABHHK®), Bij iMeHi T2 HA KOPHTH
BupofHuka CTBOPIOBATH NOA[l, BHKORYBATH IOpHAHYHD i,
nop's3adi 31 3didcHcHHamM  ByHRuiA  YaosHoBamenoro
npeacrasiuka Brpobuuka B Yipaini. B uiax uiel HAesipedocTi
BM3HAYCHHR Y TOBHOBAKEROTD NPEICTABHMKA,

Vnogrooancenuil npedcmagnus - Bydv-sika wopudusna ocoba abo
ituura ocoba - RiONPUEMEIfs, WO € PEIUOEHMOan Yepainu afo
sapeccmposane  sidnosione 0o sakorodascmea Yupainu,
APeSC MABHIYMEE  IHaZEMHO020 cyh’erma 20CnOOapISaRiR, WO
MAE  HEREXCHUM MUHOM niOmeepoyceni NOBHOGGICENNA  6i0
aupoBuKa uurAmY JOpuousHi Oif 8i0 figeo iweni CMoCogHo
obiva 'a3Kie aupobnlka, ACIMANOCAEHUX Texnivuumu
penasermawi Yrpaini.

Of‘em npas Ta ofor’s3kia YnosuoBawenore I[lpeactaBxuka
BHIHAMAIOTEEH TEXHIMHMMM PETNAMEHTAMH LIOA0 MELHHHNX
aupobis, 3aTeepamenumu [locTaHoBaMH KaGikery MiuicTpie
Vipeint Big 02.10,2013 Ne 753, Na 754 i M 755 {nani -
«TexHiYRi PErnaMenTsy), 3EKCHONARCTBOM YKpdilM WOZO
TexHIYHOPO PEryHOBAHHR T4 PHHKOBOTO Rarisay Ta HIIMH
HOPMATHAHO-PABOBHMHA AKTAMM Y KpaTHU. Lliewo [MomipenicTio
Bupofitik MpHIHAYac YNORHOBAKEHOTO HPEACTEBHHKZ KA
tepuTopii YKpainu 3 HanaHAsM foMmy rpana:

- sin imesi Ta nig sianosizansHicTs Bupoltyxa cknasatd Ta
nignucysaT Jleknapauii npo BianoBiAKiCTs MpoAYKIIT BAMOraxs
TexHiysHuM pertaMeHTan;

- ininiioBATH NPOBEAEHHA npONCLYP OuiHKM BiaMosiaxocTi 3a
Monarxamu  Ned, MNa5, NeB, Ne9 Texniunorc Periamenty,
amificiosary  esip opramy 3 ouinxd  BiAmoslamocri AR
3ATYNEHHA A0 POUCAYPH, NPEACTARIATH iHTepeck Bupobuixs;

- mignHcypati | nomasatv 3aned 33 JlopaTkamu Ned, Nas,
M8, N#9 Texdiunoroc PernamenTy, HMCTH T2 Oynb-aki ivwmi
JOKYMEHTH, JACBLIMYBATH BIPHICTS NEpEKNanis T2 ZOCTOBIpHICTH
konift qokymenTauii, aMaaHoT Bupobruxom;

- NiAMHCYBRTR TA YKJANATW JOTOBOPH | KOHTPEKTH, 2KTH

suxoHanMx  pofiT @ ibwi  AOKYMOHTH, TOR’A3AHL 3
HPOBEACHHAM  OWIKKW  BIATOBIIROCTI  MCIMNHHX BHpOGiB
Bupobitnza, EKCIIEPTH301) BiANOBIAHAX MaTepianis,

Abbott Molgeular Inc.
1300 East Touhy Avenue
Oas Plaines llinais 60018
United States of America

POWER OF ATTORNEY

Place of issue: Des Plaintes |llinois

Date of issue: __ % _June two thousand sixteen

Hereby ABBOTT MOLECULAR INC., located at 1300 Fast
Touhy Avenue, Des Plaines, [linois, 60018, LISA, registered
under the laws of USA, duly represented by President Mr,
Andrea Wainer, who acts under the basis of the Articles of
Incorporation (hereinafter - «Manufacturers),

autherizes

Limited liability company “CRATIA LTD™, a legal entity
incorporated under the laws of Ukraing, legal address: 18
Kurepivska  Str, 04073 Kyiv, Ukraine, (company code:
38002596), represented by director Burtseva lrina Yuriivna,
acting under the Articles of Incorporation (hereinafier referred
to as «Authorized representativen), on behalf and in the interest
of the Manufaciurer to create events, to carry out legal actions
related to performing of functions as the Authorized
Representative of the Manufacturer on the territory of Ukraine.
For the purpose of this Power of Attorney the definition of an
Authorized representative as follows:

Authorized representative - means any legal person or sofe
proprietor, a resident of Ukraine or is registered in accordance
with Ukrainian legislation, or a representative office of a foreign
business entity, that is duly authorised by the manufacturer to act
on its behalf with regard 1o the latter's obligations under the
Technical Regulations of Ukraine,

The scope of its rights and obligations are defined by the
Technical regulations conceming medical devices approved by
Decrees of the Cabinet of Ministers of Ukraine, dated October 2,
2013 Ne 753, Ne 754 and Ne 755 (hereinafier ~ «Technical
regulations»), laws of Ukraine on technical regulation and market
surveillance and other legislation of Ukmine. By this Power of
Altorney the Manufacturer  designates its  Authorized
Representative on the territory of Ukraine with the right:

- on behalf and under the responsibility of the Manufacturer
to compose (issue) and sign Declarations of Conformity of
products to requirements of Technical Regulations,

- to initiate conformity assessment procedures with regard to
Annexes #4, #5, #8, #9 of the Technical Regulation, to sclect a
conformity assessment body to be invoived, to represent interests
of the Manufacturer;

- to sign and to submit Applications with regard to Annexes
#4, #5, #8, #9 of the 'l'echnical Regulation, letters and other
documents, to certify translations and authenticity of copies of
documentation issued by the Manufacturer;

- to sign and conclude agrecments and contracts, acts of
acceptance and other documents related to  the con

assessment of medical devises of the Manufacturer, ex
materials, testing of samples of medical devices;




- OTPHMYBATH OpHIiHATK Roky™eHTis | Ix samipeni xouy
{cepTuthikaTH, NPATOKONY, 3BITH, BUCHOBXH, deknapauil, niuenzii
Ta M NoKyMenTH, AOB'E3aHi 3 BHKOHAHMAM Al 33 Uigw
Josipesicrio st Jlepsasnol CnywGu Yxpainx 3 Jlikapcbkux
3acobis, Minictepersa Oxopowd 3aopor'a Yxpalnu, iHuiMx
NepwasHux opranie YKpaiHK, NPH3HAMEHHX OPraHis 3 OUIHKH
signosintacri, nabopatopifl Ta MMIMX yctamows | MiANPHEMCTB
Byay-aK0T hopMH BIACHOCTI);

- npemctasnstH iuvepecu Brpobuuka Ta 3nificriosatd yei
Heobxinti A nid 4ac HOTApiansHOrO 3ACHIAYEHHA, ANBOKETCRKHX
[OCNY L, BOCHYT 3 YTHAIZAUIT Ta IHLIKX;

-y pasi, koD nia vac anifcHerns QyHxuUii Y NoBHOBAXEROTO
MpencrasHika BupoBuuka neobxiano anifcnuTw lmwi aif, we
sa3dayeni y uil JlosipeHocTi, YnosHosakeHuH npeacTaBHuK
HOBMEEN OTPUMETH 3r0ny BHpoSHuka w8 3aiHcHeH s Takux nifk,

BupoBuux niaTeepaxkye, mo ud Josipenicts sunana rinsku
ogHOMy Ynoswosaxenomy [TpenctasHuky 8 Ykpaiki siaHocho
KOXHOIO OKPEMOT0 MEAHIHOrO RHPoBY (rpynu).

[Mepenix meaAnuHnx  BHpoGiR  1M0AC  AKHX  MOWMPIOETLCR
iopuanyna 2ia Josipenocti scrasioenenud s Hopatax, Ak €
HeBix'emHOI0 ¥acTHHOMW uict Jlouipenocti.

tla [dosipenicTs gificis npoTsrom n'ETH poxis, Nokn He Gyne
HHCHMORO BLAKRMKAHOO Brpobhuxom.

Albott Molecular inc.
1300 East Touhy Avenua
Deas Plaines lHinois 60018
United Statas of America

- to receive original documents and its authenticated copies
(certificates, protocols, reports, conclusions, declarations,
licenses and other documnents related to the implementation of
actions under this Power of Attorney from the State
Administration of Ekraine on Medical Products, Ministry of
Health of Ukezine, other state bodies of Ukraine, the authorized
conformity assessment bodies, laboratories and other agencies,
enterprises and legal entities any ownership form of;

- to represent interests of the Manufacturer and tot take all
the necessary actions in the notarization, advocatory, and other
services;

- in case, while performance of functions of Authorized
representative of the Manufacturer reguires to carry out other
actions that are not specified in this Power of Afttorney, the
Authorized representative shall obtain an approval from the
Manufacturer.

The Manufacturer affirms that the authorizatiorn js issued for only
Authorized Representative in Ukraine in respect of cach medical
device {group).

The list of medicat devices under the legal force of this Power of
Attomey set out in Annexes, which are an integral part of the
Power of Aftorney-

This Power of Attorney i3 valid during 5 (five) years until
revoked by the Manufacturer in writing,

President, Abbott Molecular Inc.,

1
A \.QQL. [/L &LM’\_} + Andrea Wainer

State of 1llinois
County of

Signed and attested before me an

é M 3"20/ édalc) by

(name/s of persan/s).




ACJATOK M 1
ao Joaipenoeriels _ 4 qepsens 2016 [

Hec-Inefince, Ioninoiic
« » qeprens 2816 poky

1. Lum fonatxom BrpoGuux (qosipHTens) I4TBEDIHB MEPLNik
Meanqnux  supolia (OpodyTiB) woao sHX BHKQHYIOTLCS
POGOTH | PEANi3YIOTHCR TOROKEHHS, BHIHAYEH] Hosipenicrio gin
uepEsHE , 2016 pu:

Abbott Molecular ine.
1300 East Touhy Avenue
Pes Plaines llinois 60018
United States of America

ANNEX #1
to Power of Attorney, dated % June 016
City of issue: Des Plaines, lilinois
Date of issue: _5  June 2014

. This Annex determines the list of medical devices
{products) approved by the Manufacturer {principal) to perform
the works and implementation of the provisions under the Power
of Attorney, dated ____ June 2016:

President, Abboft Molecuiar Ine.,

/ Andrea Wainer

State of lllinois
County of éﬁ é

Signed and attested before me on

Kel

6-F20/E (dueyny

(name/s of person/s),

@e of Notary Public




