TOBAPUCTBO 3 OBMEXEHOIO BIANOBIAAABHICTIO
uKPATIH MEATEXHIKAR

Aapeca: 04107, m. Kuis, ByA. barrosytisceka, Bya, 17-21
[aeHTHCRIKALIMHUK koA: 38670845

Tea. +38 044 332-42-94 www.cratia.ua

Bux. Ne7-11
BiAl «I I» nunna 201 7p.
HMepxaBna cayxbu Y kpains 3 nikapcbkux

3ac06iB Ta KOHTPOTIO 32 HAPKOTHKAMH

Tosaprereo 3 ofimexeHow  sianosizaabHicTio «KPATIA MEATEXHIKA»,
MicuesHaxomkenns: Ykpaina, m. Kuis, syn. BarrosyTischka, Oyu.17-21, w0 € ynoBHOBaXKEHHUM
peAcTaBHHkOoM BUpoOHHka BekTon, Mikincon enx Kommnaui Jimiren, Jonop Poya, Jporena, Jayr,
Ipnannin (Becton, Dickinson and Company Limited, Donore Road, Drogheda, Co. Louth, Ireland) na
TepuTopil Yipaiku, 3rigwo HosipeHocti Bia «31» sk08THE 2016 poKy, BUCIOBIIOE CBOW nosary Ta
UPOCHTB  HAAaTU  iHPOPMALIKD (IOA0 cTaTycy onyGRiKyBaHHA ROBIIOMIEHHS npo  no0poBinkHe
BinKkTHKanks npoaykuil «[MInpun BD Plastipak™» (KaTanoxunii nomep: 300605) s pinnosinnocti 1o
HOMEPIB NApTiH, 3a3HaYEHHIT B M0JAHOMY 3BEPHEHH] BAPOOHUKA.

3sepraemo Bawy yBary, uo 3a3HaveHa B MOBIIOMAEHHI NpORyKIyis, fyna BBefiena B ofir Ta
EKCMIyaTauilo Ha nincrasi Ceijoutsa npo aepxaBiy peectpauiio Ne7392/2007. Bianosizno 1o n. 2.
TexuiuHoMy pernameHTy HIOO ME/IMMHMX BHpOOiB, 3aTRepaietioro flocTaHoRom Kabinety MinicTpia
Yrpaiun Ne753 sia 2 skosrus 2013 p., Taki Meanuni BMPOGH A03BOSETHCA HAMABATH Ha pHHKY Oez
MPOXOMKEHHS NPOLEAYPH OLIHKHK BiANOBiAHOCTI. 3oKkpema, nosHosakerHa TOB «Kpatis Mearexhikan,
K YNOBHOBAWEHOro rnpeacTaBHuka BuUpoOHuka Bexktow, [likincon enn Komnaui Jlimiten (Becton,
Dickinson and Company Limited) sianosimno go Jlomipenocti mim «31» xosrtus 2016 POKY He
TIOWHPIOIOTLCA HA 3a3HAYUEHI B MOBILOMIEHH]T BUpOGH.

JogaTku 1o amcra:

I. Konis noBiaoMeHHs npo BiakiHKaHHA NpOAYKUIT 3 PHHKY 3 ONHCOM TIPHYKHHH BiAKIMKaHHA,
iHpopMaNii Npo napTilo Topapy, 1O BiAKIMKAETHCA, TA KOPEKTYBA/IbHUX Aii, MOB'A3aHUX 13
NPAAYKTOM TA HOTO BUBEACHHAM 3 PHHKY.

2. Konia nosigom:1eHHA-3BePHEHHS 40 PO3TOBCIOAKYBAYA NPOAYKLT 3 iMoo IHGOPMY BAHHA OO
BHBEACHHA NPOAYKLIT 3 PHHKY.

3. Konis Aianncanoro posnosciolkysadeM MPOLyKLIT TOBIAOMIEHHS NPO BIAKITAKAHHS APOAYKIL]
3 PUHKY.

4. Koria nosipeHocti moao npusnadertn ToRAPHCTBO 3 0GMENEHOIO BIAMOBIAATBHICTIO «KPATIA
MEATEXHIKA» € ynoBHOBa)eHMM MNpeaCTABHHKOM BupoOHHka B Bektod, MikiHCOH eHa
Komnaui Jlimiten, Jowop Poyn, Aporena, Jlayr, Ipaangia (Becton, Dickinson and Company
Limited, Donore Road, Drogheda, Co. Louth, Ireland) na TepuTOpii YKpaiHu,

3 noBaroio, ) PER
Hupexrop L o
TOB «KPATIA MEATEXHIKA» / e

. - "/."

M2 Hemlmw&a Yipainu
N28444/0/08-17 Big 11.07.201
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RGENT: FIELD SA

FETY
MSS-16-730-FA

Voluntary Product Recall

Date; 22.05.2017

BD Plastipak™ Syringe, Catheter tip with Luer slip adaptor
Catalogue Number: 300605

For the Attention of;

e Procurement, Medical Director, Risk Manager, Head of Pharmacy, Medical Device
Safety Officer

scription roblem:

BD is conducting a voluntary field safety corrective action for all lots of BD 100ml Plastipak
Catheter Tip (CT) syringe labeled with a Syr expiration date. The syringes are being recalled
due to leakage past stopper failures during internal routine real time stability tests, with
failures beginning at the 2yr time point. No adverse event has been reported for this issue
at this time,

Although the product can safely be used for 18 months after manufacturing, to avoid
mistakes, we are recalling all lots labelled with a shelf life of 5 years. All affected iots are
listed in table A below. Users should stap using these lots immediately.

tl tential risk t tients

As mentioned, there is an increased risk of leakage past the stopper starting at 18 months
after production. In excepticnal cases, this might result in delay in therapy, underdasing
of the patient ar exposure of clinicians or patients to drugs.



Actions:

1. Immediately review your inventory for the specific Catatog (Ref) and lot numbers listed
below, and quarantine product subject to the recall.

2, Complete the Recall Response Card form and fax it back to BD at +7495 775 85 82 or
email the completed form to Yana.poydun@bd.com

Upon receipt of the Notice of Return BD will contact you to organize the replacement of the
recalled product at no charge,

NOTE: If you do not have any of the affected lots in your inventory, please complete the
Notice of Return form indicating you have zero (0) quantity and return the completed form
back to BD at +7495 775 85 83.

r i is Field S Notice

Please distribute this communication to all users of the BD Plastipak 100mL Catheter Tip
(CT) Syringes affected.

Contact Reference Person

If you have any questions, or would like to discuss this issue further, please feel free to
contact your local BD Account Manager - Vadim Kurasov, cell: +7.916.0518189,
Vadim.Kurasov@bd.com.

We confirm that the appropriate regulatory agencies have been informed of these actions.

The safety and well-being of patients and healthcare workers is the primary objective for
BD and we aim to ensure that only the highest quality product is used by our customers.
We apologize for any inconvenience this issue may have caused you and thank you in
advance for helping us to resolve this matter as quickly and effectively as possible,

Yours smcere

AL

ppa Dr. Bernd Peschke
Director Regulatory Compliance
BD Medical MPS - EEMA

Page 2 of &



Attachment A:

—
o g [ (gl [ o (SRR [ o |SNS
1201207 : DEC-2016 1206284 | MAY-2017 1302257 | JAN-2018 1308238 | JUL-2018
| 1201226 | DEC-2016 1206300 | MAY-2017 1302271 | JAN-2018 1309200 | AUG-2018
1201242 | DEC-2016 1206302 | MAY-2017 1302282 | JAN-2018 | 1309223 | AUG-2018 |
1201252 | DEC-2018 1207221 | JUN-2017 1302301 | JAN-2018 1309248 | AUG-2018
| 1201267 | DEC-2016 1207310 | JUN-2017 _ 1303203 | FEB-2018 1309272 | AUG-2018
1201281 | JAN-2017 1207323 | JUN-2017 1303215 | FEB-2018 1310203 | SEP-2018
1202210 | JAN-2017 1209201 AUG-2017 1303233 | FEB-2018 1310213 | SEP-2018
1202224 | JAN-2017 1209214 | AUG-2017 1303246 | FEB-2018 1310232 | SEP-2018
1202227 | JAN-2017 1209230 | AUG-2017 1303263 | FEB-2018 1310244 | SEP-2018
1202250 | JAN-2017 1200249 | AUG-2017 | 1303275 | FEB-2018 1310256 | SEP-2018
1202265 | JAN-2017 | 1209263 | AUG-2017 1303293 | FEB-2018 | 1310270 | SEP-2018
1202291 | JAN-2017 | 1210206 | SEP-2017 1304218 | MAR-2018 ! 1310288 | SEP-2018
1203216 | FEB-2017 1210211 _| SEP-2017 1304234 | MAR-2018 1311203 | OCT-2018
1203235 FEB-2017 1210243 | SEP-2017 1304254 MAR-2018 1311212 | OCT-2018
1203252 | FEB-2017 1210289 | SEP-2017 1304267 | MAR-2018 1311231 | OCT-2018
| 1203269 | FEB-2017 1210305 | SEP-2017 1304285 | MAR-2018 | | 1311233 | OCT-2018
1203283 | FEB-2017 1211204 | OCT-2017 1304287 | MAR-2018 1311243 | OCT-2018
1203310 | FEB-2017 | | 1211240 | OCT-2017 1304299 | MAR-2018 1311257 | OCT-2018
1204213 | MAR-2017 1211251 | OCT-2017 1304600 | MAR-2018 1311277 | OCT-2018
1204238 | MAR-2017 1211272 | OCT-2017 1305210 | APR-2018 1311278 ' OCT-2018
1204255 | MAR-2017 12112906 . OCT-2017 1305226 APR-2018 1312200 | NOV-2018
1204273 | MAR-2017 1211301 _| OCT-2017 13057156 | APR-2018 1312210 | NOV-2018
1204289 | MAR-2017 | | 1212202 | NOV-2017 1305730 | APR-2018 1312216 | NQV-2018
1205211 | APR-2017 1212226 | NOV-2017 1305740 | APR-2018 1312221 | NOV-2018
1205228 | APR-2017 1212248 | NOV-2017 | 1305748 | APR-2018 | 1401202 | DEC-2018
1205236 | APR-2017 1301200 | DEC-2017 1306206 | MAY-2018 1401203 | DEC-2018
1205253 | APR-2017 1301200 | DEC-2017 | | 1306226 | MAY-2018 1401211 | DEC-2018
1205265 _ APR-2017 1301210 | DEC-2017 1306263 | MAY-2018 1401300 | DEC-2018
| 1205288 | APR-2017 1301230 | DEC-2017 1306283 | MAY-2018 1401349 | DEC-2018
1205307 | APR-2017 1301253 | DEC-2017 1306297 | MAY-2018 1401351 | DEC-2018
1205327 | APR-2017 1301263 | DEC-2017 1307214 | JUN-2018 1401364 | DEC-2018
1206217 | MAY-2017 1301279 | DEC-2017 1307244 | JUN-2018 1401378 | DEC-2018 |
1206233 _| MAY-2017 1302208 JAN-2018 1307263 | JUN-2018 | 1402207 | JAN-2019
| 1208251 | MAY-2017 | 1302223 | JAN-2018 1307282 | JUN-2018 1402309 | JAN-2019 |
1206266 | MAY-2017 1302238 | JAN-2018 © | 1308207 | JUL-2018 1402317 | JAN-2019 |

Page 3 of B



Attachment A (Continuation):

f
E

T (gen] e [BESR| | v |sbeaw| | T oo
1402338 | JAN-2019 [_1 410263 | SEP-2019 1504242 | MAR-2020 1511203F | OCT-2020
14023586 | JAN-2019 1410276 . SEP-2019 1504257 1 MAR-2020 1511204P | OCT-2020 |
1402375 | JAN-2019 1410294 | SEP-2018 1504276 | MAR-2020 | 1511205P | OCT-2020
1403218 | FEB-2019 | 1410314 | SEP-2019 | 1505202 | APR-2020 1511277P | OCT-2020
1403248 _| FEB-2019 1411212 | OCT-2018 1505232 | APR-2020 1612200P | NQV-2020 |
1403267 | FEB-2019 1411238 __ OCT-2019 1505242 | APR-2020 | 1512201P_| NOV-2020
1403277 | FEB-2018 1411260 | QCT-2019 1505267 | APR-2020 1601200P | DEC-2020
1403306 | FEB-2019 1411277 . OCT-2019 1505290 | APR-2020 1601215P | DEC-2020

| 1404208 | MAR-2019 1411303 | OCT-2019 | 1506200 | MAY-2020 1601216F | DEC-2020 |
1404228 | MAR-2019 | 1411318 | OCT-2018 | 1506216 | MAY-2020 1601254P | DEC-2020
1404257 ' MAR-2019 1412211_ | NOV-2019 | 1506217 | MAY-2020 1601273F « DEC-2020
1404279 | MAR-2019 1412237 | NOV-2019 | 1506269 | MAY-2020 1602200F | JAN-2021
1404301_| MAR-2019 1412251 | NOV-2018 1508270 _| MAY-2020 1602201P | JAN-2021 |
1404601 | MAR-2019 1412275 | NOV-2019 1507200 | JUN-2020 | 1602202P | JAN-2021 |
1405216 | APR-2019 1501200 | DEC-Z019 | 1507201 JUN-2020 1602203P | JAN-2021
1405242 | APR-2019 | 1501208 | DEC-2019 1507202 | JUN-2020 1602204F | JAN-2021

| 1405266 | APR-2019 1501245 ;. DEC-2019 | 1507203 | JUN-2020 1603200P | FEB-2021
1405294 | APR-20:18 1501257 | DEC-2019 | 1507305 | JUN-2020 1603201P_| FEB-2021 |

| 1405313 | APR-2019 1501276 ' DEC-2019 1508245 | JUL-2020 | 1603202P | FEB-2021

1406218 | MAY-2019 1501286 | DEC-2019 1508253 | JUL-2020 1603203P | FEB-2021
1406244 | MAY-2019 1501299 ! DEC-2019 1508267 | JUL-2020 1604200P | MAR-2021
1406274 . MAY-2019 1502200 | JAN-2020 15008207 _| AUG-2020 1604201P 1 MAR-2021
1407220 : JUN-2019 | 1502217 | JAN-2020 | 1500208 | AUG-2020 | 1604202F | MAR-2021
1407240 | JUN-2019 1502230 | JAN-2020 | 1509209 | AUG-2020 }_1604203P MAR-2021
1407266 | JUN-2019 1502244 | JAN-2020 1509210 | AUG-2020 1604204P | MAR-2021
1407286 _| JUN-2019 | 1502257 | JAN-2020 1509268 | AUG-2020 16804205P | MAR-2021
1407311 JUN-2019 1502270 | JAN-2020 1510200 | SEP-2020 1605200P | APR-2021
1408209 | JUL-2019 1502285 | JAN-2020 1510201 _| SEP-2020 16805201P_| APR-2021
14082567 | JUL-2018 1503208 | FEB-2020 1510250 | SEP-2020 | 1605202P | APR-2021
1408274 | JUL-2019 1503230 | FEB-2020 1510251 | SEP-2020 | h605203P | APR-2021 |
1409202 | AUG-2019 1503246 | FEB-2020 1510252 | SEP-2020

1409228 | AUG-2019 1503264 | FEB-2020 1510297 | SEP-2020
1410200_| SEP-2019 1503277 | FEB-2020 1511200P | OCT-2020
1410220 | SEP-2019 1503298 | FEB-2020 | 1511201P | OCT-2020

| 1410243 | SEP-2019 | 1504216 | MAR-2020 1511202P | OCT-2020 ;
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NOTICE OF RETURN

BD Plastipak™ Syringe, Catheter tip with Luer slip adaptor
Catalogue Number: 300605

Check inventory and complete the information below, even if you do not have or are
not returning the affected product.

Faifure to complete all sections_of this page may resylt in improper or delayed of replacement
groduct.

Fax the completed form to +7 495 775 85 83 or emall the completed form to
Yana.poydun@bd.com

Upon receipt of the Notice of Return BD will contact you to arga nize the replacement of the recalled
product at no charge.

Please check your return carefully and complete the contact information below. Oonly
return product from the iots referenced in the recalled letter, you will only receive replacement
for recalled product that you return.

Required Information:

Establishment Namé : Phone Number:

Address/City/Postcode :

Lot Number and Quantity Returned (units) :

Completed by: (Print Name/Signature/Date)

BD Office use only

Lot Number and Quantity Returned {units) !

This form must be returned to BD before this action can be considered closed for your account

Page 5of B
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TEPMIHOBO: NOBIAOMMAEHHA NPO BE3MNEKY HA

MICLIAX
MSS-16-730-FA

[o6poBinbHe BiAKNMKAHHA NPOAYKUIl

Jdata: “31" ciuna 2017 p.

Wnpuy BD Plastipak™ 100 Mn kaTeTepHi 3 aAanTepoM TMNy nyep
Homep 3a katanorom: 300605

fo yearu:

o  [Ouctpub'iotopa

BD npoBoauTh AOBPOBINbHI KOPUryBansoHi 3axoau i3 zabe3neueHHA Oe3nekn Ha Micuax
woao ycix napTii wnpuuie BDPlastipak, 100 Mn 3 aganTepoM Tuny nyep, 3 5-piyHKUM
TepMiHoM 36epiraHHs, BKa3aHWM Ha eTuKeTui. BiaKnUKaHHA tNPULIB 3AIRCHIOETLCA Yepe3
HecnpaBHiCTh, NOB'A3aHY 3 NPOTIKAHHAM Yepes obMexyBay XOAY NOPWHA, BUABIEHOIO nia
4ac NPOBEAGHHA BHYTPILIHIX CTAHAAPTHUX BUNPOBYBaHb Ha CTIWKICTb B peansHUX yMoBax
ekcnnyartauii, 3 BUHUKHEHHSAM MecnpaBHOCTEl Ha 2-My poui cnyxéu. Ha AAHUHA 4ac He
6yno NosidoMNeHb npo aki-Hebyab HecrnpuaTAuBi Hacniaku.

HesBaxawun Ha Te, WO BUKOPUCTaHHA npoaykuii npoTaroM 18 MicAuis 3 AaTu
BUPOGHNLTBA € 6e3neuHuM, Wob YHUKHYTU HEMOPO3yMiHb MU BiAKMAMKEEMO yCi napTii 3 5-
piYHUM TEPMIHOM NPUAATHOCTI, 3a3Ha4YeHuMm Ha eTukeTUi. Yc¢i 3adennedi naprii
nepepaxoBaHi B Tabnuui Hnxye. Ocobu, AKi BUKOPUCTOBYIOTL AdHY NpoAYKUIO, NOBUHHI
HErakHO NPUNMHUTH BUKOPUCTAHHA 3a3HAYEHUX NapTin.



ek e

JINBa H eKa i WNAUBHK PMINK ANA NAUIEHTIB

Aix 6yno 3a3Ha4eHo, iCHYE NIABULIEHWA DU3MK NPOTIKAHHA uepes oBMexyBad xoay
NOPWIMA NiCAst 3aKiHYEHHs 18 MICALIB 3 MOMEHTY BUPOBHULTBA. Y BUHATKOBUX BMNAaAKaXx
L€ MOXE NpU3BecTH A0 3aTPUMKKW B NIKYBAHHI, BBEAEHHA NALUIEHTY HeAOCTATHIX A403 AiKiB
abo CXMNBHOCTI NPaKTUKYIOHKUX NiKapis abo NaUiEHTiB BNAMBy AiKiB .

Aii:
BaM HeobxiaHO 3aiIRCHUTK HacTYNHI aii:

* TepMiHOBO nepeBipTe Balli 3aNacu Ha HAABHICTbL NEBHMX (BUX.) HoMmepis 3a
KaTanorom | HoMmepie napTi, 3a3HaYeHUX HUXYE, & TaKOX nignaral4ol
BIAK/IMKAHHIO NigKapaHTUHHOI NpoayKUi.

* BusBWTbE yCiX Balux KAIEHTIB, WO OTPUManu 3A3HAYEHY HUXYe npoaykyiw, |
NpoiHGOPMYHTE X, HanNPasWBLLM M KON A0AAHOro NPU3IHAYEHOre AAA KNIEHTIB
MNosigoMnenHa npo 6e3neky Ha Micusx.

» [llepesipTe ByAb-aKuMU cnocobaMmu, ski BW BBAXAETE NPUAHATHUMM, WO KOXEH |3

3a3naveHunx KNEHTIB oTpuMas MoBiAOMAEHHA Npo 6e3aneky Ha Micusx.

e 3bepexirTb yCi 3anucu, Nos's3aHi 3 gaHuMm KOPUIYHOUUM 3aXoacH i3 3abe3neyeHHs
B6e3neku Ha Micyax.

* 3anoBHITE BnaHk KapTu BiAryky Ha BigKAWKaHHS MPOAYKUIT i HanpasTe Horo no
thakcy Ha appecy BD 3a Homepom +7495 775 85 83 a6o HanpaBTE 3an0BHEHWH
BnaHK No enexTPoHHIA nowrTi; Yana.poydun@bd.com

Micna oTpuManHA MoBigoOMAEHHA NPo nNoBepHeHHN BD 3B'AXITLCS 3 BaMy ANA Toro, wob
OpraHiaysaTH 3aMiHy BIAKNUKaAHOT NpoAyKUii Ha 6e30NNaTHIli ocHOBI.

amn floBigomMn An ge3n H3 Micyax

[lpoxaHHs nepepatM gaHe NoOBIAOMAEHHA YCiM  NOKYNUAM  3a4ennedHux wnpuyis
BDPlastipak, 100 mMn, kaTanoxHuit HoMep 300605.
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pobirem

KoHTakTHa ocoba

Akwe y Bac € saki-Hebyab nutaHHA a6o BM xoTinn 6 A0AaTKOBO OGroBOPUTM AaHy
CUTYaLUilo, NPOXaHHs 3B'A3aTUCA 3 BalUMM MicLeBUM MeHeaxepoM nNo podoTi 3 KNieHTaMu
BD - Kypacoe BaauMm, 6.H. +7.916.0518189, Vadim.Kurasov@bd.com

MW NiATBEPAXYEMO, LUO BIANOBIAHI PErynioYi opraHn 6ynu NoBiACMAEHI PO 3AIMCHEHHA
DaHuX aii,

Beznexka i Brarocnofly4ya NauieqTiB | NpauiBHUKIB cdepu 0XOPOHW 3AQPOB'S € roNoBHOIO
MeTolo BD, i MM nparHemo 3abe3neunTh BUKOPWUCTAHHA HALWMK  KAIEHTAMWA TiNkKK
BMCOKOSKICHOI NpoaykUii. MU NpUHOCUMO Bam CBOi BUOAYEHHA 3a HE3PYYHOCTI, AKi MOriu
¥ BAC BMHUKHYTHW B 3B'A3KY 2 Aanow npobnemolo, i 3a3ganerigb AAKYEMO 38 HAAaHHA HaM
AOMNOMOrK B YPEryAtOBaHHI UbOf0 NUTAHHA B MAKCUMaNbHO KOPOTKi TEPMiHM,

3 noBaroko,

Big imeni A-pa bepHa MNewke {(BerndPeschke)

OupexTopa 3 AOTPUMEHHA BUMOT PerysiolunX OpraHie

Meawyne oBnaaHaHHa BD, MeguuHi xipypriydi cuctemu - period Cxiana €apona,
Bnuzekui Cxig i Appuka

CropiHka 3 i3 7



donartok A:

o o

TEPMIH TEPMIH TEPMIH TEPMIH “

NAPTIS nPHmI::HOCTI NAPTIA HPHJI:S;HOCTI NAPTIS npun:";}iocn NAPTIS npm:‘;r-rocn
ETUKETLII ETUKETL ETUKETLY ETUKETLI
1201207 PY-2016 1206284 TPA-2017 | 1302257 Ciy-2018 1308238 | NWn-2018
1201226 rPY-2016 1206300 TPA-2017 1302271 Cl4-2018 1309200 CEP-2018
1201242 rPY-2016 1206302 TPA-2017 1302282 CIv-2018 1308223 CEP-2018
1201252 I'PY-2016 1207221 YEP-2017 1302301 Cid-2018 1309248 CEP-2018
1201267 rPY-2016 1207310 MEP-2017 1303203 JOT-2018 1308272 CEP-2018
1201281 CiH-2017 1207323 YEP-2017 1303215 NKOT-2018 1310203 BEP-2018
1202210 CI4-2017 1209201 CEP-2017 1303233 MOT-2018 1310213 BEP-2018
1202224 CM-2017 | 1209214 CEP-2017 1303246 NKT-2018 1310232 BEP-2018
1202227 CIN-2017 1208230 CEP-2017 1303263 NKOT-2018 1310244 BEP-2018
12022580 Civ-2017 1209249 CEP-2017 1303275 MOT-2018 1310256 BEP-2018
1202265 CM-2017 1209263 CEP-2017 1303293 NKoT-2018 1310270 BEP-2018
1202291 Ciq-2017 1210206 BEP-2017 1304218 BEP-2018 1310288 BEP-2018
1203216 NKT-2017 1210211 BEP-2017 1304234 BEP-2018 1311203 | XOB-2018
1203235 OT-2017 1210243 BEP-2017 1304254 BEP-2018 1311212 | KOB-2018
1203252 nMQT-2017 1210289 BEP-2017 1304267 BEP-2018 1311231 | WOB-2018
1203269 NKOT-2017 1210305 BEP-2017 1304285 BEP-2018 1311233 | XOB-2018
1203283 OT-2017 1211204 XOB-2017 1304287 BEP-2018 1311243 | XOB-2018
| 1203310 NKCT-2017 1211240 XOB-2017 1304299 BEP-2018 1311267 | MOB-2018
1204213 BEP-2017 | 1211251 OB-2017 1304600 BEP-2018 1311277 [ XOB-2018
1204238 BEP-2017 1211272 XOB-2017 1305210 KBI-2018 1311278 | >KOB-2018
1204255 GEP-2017 1211296 OB-2017 1305226 KBI-2018 1312200 | HOB-2018
1204273 EEP-2017 1211301 KOB-2017 1305715 KBI-2018 1312210 | HOB-2018
1204289 BEF-2017 1212202 NIMC-2017 1305730 KBI-2018 1312218 | HOB-2018
1205211 KBI-2017 1212226 NAC-2017 1305740 KBl-2018 1312221 HOB-2018
1205228 KBi-2017 1212248 nC-2017 1305748 KBI-2018 1401202 rPY-2018
1205236 KBI-2017 1301200 rPY-2017 1306206 TPA-2018 1401203 [Py-2018
1205253 KBI-2017 1301209 rPy-2017 1306226 TPA-2018 1401211 rPY-2018
1205265 KBI-2017 1301210 PY-2017 1306263 TPA-2018 1401300 rPy-2018
1205288 KBI-2017 1301230 FPY-2017 1306283 TPA-2018 1401349 rPy-2018
1205307 KBI-2017 1301253 rPy-2017 1306297 TPA-2018 1401351 TPy-2018
1205327 KBI-2017 1301263 rPY-2017 1307214 YEP-2018 1401364 rPY-2018
1206217 TPA-2017 1301279 (PY-2017 1307244 HEP-2018 | 1401378 rPy-2018
1206233 TPA-2017 1302208 CIM-2018 1307263 HEP-2018 1402207 CM-2019

1206251 TPA-2017 1302223 CI4-2018 1307282 YEP-2018 1402309 CM-2019 |

| 1206266 TPA-2017 1302238 CiY-2018 1308207 nKn-2018 1402317 Ci4-2019 |
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TEPMIH
NMPUTATHOCT)
HA

ETUKETLII

| 1402338 | ciuzore ]
| 1402356 ]
|_ 1402375 |
1400219 |
| 1403248 |~ hora015 |
1403267 |
| 1403277 |

i

?

i

1404208 BEP-2019
1404228 BEP-2019

m
BEP-2019
1404301
1404601 | BEP-2019
| 1405216 | kBieots
1405242 | k12019
1405268
1405294 |  KBl.ooig
| 1405313 | kgi2ots
1406244 | TPA-2019
| 1407220 | Ugpogre ]
1407240 | uep.2019 |

|__EP-2019 |

| YeP-2019

1407266

BEP-2019

1410200
| 1410220 | Bepioorg
| 1410243 | Beposorg

Honartok A (HpO.IJOB)KeHHFI):

TEPMIR
NPUOATHOCT
HA

ETUKETH)
1410263 | Bep.oore |
| 1410276 | BEP.201

BEP-2019

| 1411212 | koBoorg
HOB-2019

| 1411238 |
1411260 | woB2ore |
| 1411277 | woB201s

| 1411303 | xoB-2019 ]
| 1411318 |

XKOB-2019
1412211 |

| _t501276 |
| 1501299 | Py 2p19 ]
| 1502200 | " Cia020 ]
1502217 | Cia0p0
| 1502230 | civa00 ]
| 1502244 | Ciupop ]
| 1502257 | Ciu.a00 ]
| 1502270 | cipppp
| 1502285 | citioa020 ]
| 1503208 | 7i0T202 ]
| 1503230 | niora020 |
1503246 | mioT2020 ]
1509277 | mioT2000 ]

|_nioT-2020 |

1503298
BEP-2020

NAPTIR

1504242 |
1504257 ]
1504276 |
| 1505202 ]
| 1505252 |
| 1505242 |
| 1505267 |
| 1505200 ]
1506216 |

1506217 ]
| 1506270 ]
| 1507200 |

TEPMIH
NPAGATHOCTI
HA

ETUKETLiI
BEP-2020
BEP-2020
BEP-2020
KBI-2020
KBIl-2020
KBI-2020
KBI-2020
KBI-2020
TPA-2020
TPA-2020
TPA-2020
TPA-2020

BEP-2020
BEP-2020
BEP-202q
BEP-2020
BEP-2020

KOB-2020

HKOB-2020

HOB-2020

i oo

TEPMIN
napma | MPAAATHOCT

ETHKETL]
| 1511203P | 0B.2020
| 1511204P | 082000
| 1511205F | 0 B-2020
| 1511277P | »0B-2000
| 15122000 | uc-2000
| 1512201P | ninc-20m0
PY-2020
| 1601215P | rPy-2000
rPY-2020
rPY-2020

rPY-2020
CI4-2021
CIY-2021
Ci4-2021
CI4-2021
CiY-2021
MOT-2021
NKOT-2021
MOT-2021
NOT-2021
BEP-2021
BEP-2027
BEP-2021
BEP-2021
BEP-2021
BEP-2021
KBI-2021
KBI-2021
KBI-2021
KBI-2021

CropiHka 5§ i3 7
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I3 IERTPSTY

__Howmep 33 KaTanorom: 300605

—_— _— _

MNepesipre 3anhack i zanoenire 3a3HaveHy Humue in:opMauilo, HaBiTL Akuo Y Bac
8iACyTHR 3avennena Npoaykuin a6o gy He NoBepracTte 3auenneny Npogykuig.
7] ] € CTarH fipuyuson HEHRAACKHO]

Henogne 3ATOBHOHHS /3 1, MOX
3aMiny apoa YiUil 360 35 TDHUMKH 33 Mitiy 300ayKHiT,

3anoaHite 6nank Kaptn Bigryxy Ha BiAKNMKaHHR NPOoRYKYIT i HanpaseTe itoro no dakcy 3a
afapecor BD 33 HoMepom +7495 775 85 83 aé6o Hanpasre 3anoBHerui Gnaux no
ENeKTPOHHIK nowri: Y, . d bd.

Ricns OTPUMAHHSA MosiaoMnenus NPC nosepHenns Bp 38'aKeTeca 3 BaMh ans TOrO, wWo6
Opradisybaru 3amiHy Bigaknukanaj npoaykyii va Gesonnarthig OCHOBI.

Npoxanng YBaWHO nepesipury npoaykuyiro, wo noaepraernca samu | 3anoBHuTY
KOHTaKTHY impopnauim, FAIHAYEHY HMKue, Moxe 6ytu 3aMiHeHa Tinbky npoayxuis, aka
foBepTaeTuen, 3 NapTii, 3aznauerinx Y vcTi npo BIAKNWKEHHS npoayruyii.

Heobxigna inchopmayis:

n L s
HaitMeHyBaHHR kom RaHii: Homep

Tenedony:

K,qpeca/uicm/m.aexc:
Homep NapTii i KinbkicTy BUpobias, o nosepTanThCs, (e QANHULRX):

B_ElFOBHEHO: {iM's APYKOBakMMp niTepamu/nianue /nara)

Finskn gns caywbonoro BukOpucTanns BD

Cropivka 6 i3 7



Bed.ovomn

HaMep napTii i KinbKicTe BUpo6iR, WO NosepTaThes, (B OAMHKUAX):

Tineku nicast nosepHeHHs aanoro 6AadHKka Ha agpecy BD sawa cnpasa Oy.ae BBaXaTuC 3aKPHATON

CropiHka 7 i3 7
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YBEAOMJIEHNE O BO3BPATE

Winpuu BD Plastipak™, 100 mn katerépHbie C aganTepoM THNA nyep
Katano)Hbiit Homep: 300605

MposepbTe 3anachl W JANONHNTE YHKAIAHHYHD HHXe vHdiopMaumio, AaXe ecny y B8ac

QTCYTCTBYET 3aTparuBaeMan NpoRyKiMA WNW Bh HE BO3BPALUALTE 3ATPArMBACMYIO

npofyKiinm,

HepQa+Ho NOMHEH M 08 Ka3aHHbIX_H3 JAHHOA CTD3RULEe, MOXET CT3Th AguinHOME
S wates 0 AACDKKH IAMEHLI NDCQYKUANA,

JanonnnTe GnaHKk KaprThi OTKAMKA HA OT3bIB NPOAYKLWM W HanNpaesTe ero no QaKcy B
agpec BD no Homepy +7 495 775 85 83 wAW HanpabbTe 3anonNHeHHbIA 6naWKk no
INEKTPOHHOW NovTe;

lNocne nonyueHUA YsenoMNeHws o Bo3epate 80 CBAMETCA C BaMK ANA Tora, uTobw opradn3oBath
33MEHY OTO3BAHHOA NPOAYKLMK HA fe3B03ME3IAHOA OCHOBE,

fipochia BHHMATENLHO MPOBEPHTE BOIBPAWASMYIO BaMH NPOAYKUMIO W 3ANONHWTb
KOHTAKTHYI0 WHGOPMBLUMIO, YKAZAHKYIO HUXKE, MoxeT O6blTs 3aMEBHEHA TONbKG
BO3BPALIAEMAA NPOAYKUMA W3 NAPTUA, YKa3I8HHbIX B NMCbME 06 oTablBEe NPOAYKLWAN,

TpebGyeman nHdopMaLInMN;

HEp e ey Cex MESc\sz¢H + 23060 SYBIYS

HanMmeroBaHWe KOMNaHUK! Homep
TenaedoHa:

tﬁmau‘vm_ )(Lkeé’, :Jm. K{.{ Ll ied f '38 . 03) 06-?
U 4 7

>

Aapet/ropoa/MHaexc:

Hapyu e v, 4‘”026-3 He ‘(102\1 s crcmay 6§_E‘Outf¢

HoMep napTuY M KoNu4ecTeo aoaap{gmaegbu y3nenun (B e.anﬂnuax):" ST
*{

Lo u?h- gtba&:-ﬂaﬁm ifa\m XY pmcan aiC nc.l;z;:ij}_)rr R
p EX Y Do bl e

w.on o

Jeqope 1q niok. FO 2 i d1.m.ar. /'/é/

Sanonilend: (Wha nevartHuIMM ByKBaMY/NoANUCH/AaTa)

Eey

TonsKo ANs CAYHEGHOro HCnonbviIosanns BD

HoMep napTUK 1 KONWHECTBO BO3BpatliagMblX WIAENWiA {B eqUHULAX):

TonbKO OCAe BO3IBPATA AanHOro Bnavka 8 agpec BD sauie geno Syger CHUTATECR 3aKPLITbIM

Ctpanuuab ua 6
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NOBIAOMNEHHA NPO NOBEPHEHHSA

UWinpuy BD Plastipak™, 100 mn KaTeTepHi 3 aganTepoM Tuny nyep
Homep 3a karanorom: 300605

MeperipTe 3anacn | 3anoBHITK 3a3HaueHy Huxue iHdopMauio, HapBiTe akujo Y Bac
BiACYTHA 3auenneHa npoaykuin a6o Bu He NoBEPTaETE 3a4EnNNeHy NPoaykKLlio.

Heroghe 3ar108HeRHS PO3AINIB, 333HIYEHUX Ha Q3K CTOPIHLE, MOXE CTATH ADUYHHOI HEHaReXHOF
3aMiky ApONYyKLiT 360 3aTPUMKKM 3aMIHW NDOIVKLUIT.

3anoeHite 6naxk KapTu BIAryKy Ha BigKNWKaHHA npogyKuii i HanpasTe itore no akcy 3a
appecowo BD 3a nHomepoMm +7495 775 85 83 abo HanpasTe 3anoBHeHMA 6GRaHk no

eNeKTPOHHIA nowTi: Yana.poydun@bd.com

Nicna oTpuManHa TMosigoMneHHs NPo nosepHeHHAa BD 38'axersca 3 Bamu ans Toro, wob
OpraHi3yBaTi 3aMiHy BIAKAUKAHOT NPogyKuii Ha 6€30MNaTHIA OCHOBI,

NpoxaHHA yBawHO nepesipuTi NPOAYKLIIO, WO NOBEPTAETLCA BaMM | 3AaNOBHUTH
KOHTAKTHY iHdoOpMayilo, 3asHaueny HUMmue. Moxe 6YTHM 3aMiHEHA Tinbku NPoAayKLia, Aka
NOBEPTAETLCK, 3 NAPTIA, 3a3HAUEHNX Y ANCTI Npo BiAKAWKAHHA NpoAYKLIT.

Heob6xigHa iHdopMayin:

TOB "Becr Ocr Megikan" +380445948145
HaWMeHyBarHHsa KoMAAHIT: Homep
TenedoHy:

Ykpaina, Kuis, Byn. Kyn'aHcexa, 38, 63069
Aapeca/MicTo/iHgeKkc:

Naprisa N¢ 1410263 Ha 17.02.17 Ha cknani 6200 wr.
Homep naptii i kinekicTe BupoGie, wo NOBEPTAITLCA, (B OAMHULAX):

Ane &pe npouyeaypa floBepHeHHn Bif rokynyis, To6to
KinbKicTes Syae 6inswo.

Hepopeaanwk Fpiii 17.02.17
3anoeHeHo: (iM's ApyKOBaHUMK nitepamu/nianuc /aata)

Tinvum ans cny)xGosoro suKOpHCTaHKS BD

Homep naprii i kinbkicTb BUpo6is, wo NOBepTaTLCA, (B 0AUHULAX):

Tinbkit nicas MOBEPHEHHS BAHOMO BAAHKE Ha aapecy BD saita cnpasa Gyne BBaXaTucs 3akpuTomn

CropiHka 6 i3 6



Wi Donora Road,
Droghadg
Co. Louth,
Irelang.
t; +353(0)41.987150g
f +383(0)41. 9539084

B D Ll oo

AOBIPEHICTE POWER OF ATTQORNEY
v, Kuis Place of issue: Kyiv city
1 KOBTHA ABI THCsTi micTHazaTOrG poxy Date of igsue: October 31 two thousand sixteenth

Hereby Becton Dickinson and Company Limited,
'licio Aovipenicrio Becton Dickinson and Company | jocated A Donore Road, Drogheda, o, Louth,
limited, axa postamosama sa adpecow:  Danore Ireland, registered under the laws of Ireland, duly
Yoad, Drogheda, Co, Louth, Ireland , 3apescrposana represented by Patrick Keenan, acting under the
"' JAKOHOAABCTBOM  lIreland |, B ocof; Cormac | paeic of the Company's Charter (hereinafter —
I'vnolds, aiovoro ga tiacTasi Cratyry (TyT i pani - «Mznu facturer»), authorizes
1h1pobHuKs), y TOBHOBAXYy€ Limited Liability Company “CRATIA
tosapuctso 3 oBmexenomn BigTiopigaannicTio MEDTEKHNIKA”, 5 legal entity incorporated an
WPATIA MEATEXHIKA», sxe JAPEECTpOBate 3a | fha  ju00c of Ukraine, legal address: 17-21,
“1HIHOAQBCTBOM  Ykpainy, MICUe3HaX0 ke HH: Baggovutivs'ka Str, gn floor, Kyiv. Ukraine,
“paita, M. Kuis, sya, Barrosyriscoka, 6ya.17-21, g represented by director Evgenija Oleksandrivna
"ICPX. 8 0cobl anpexTopa AHApyIIeHKO Eprenii Andruscherko, acting  under  the Charter
' \whcanapisnm, aka Aie Ha nigcrasi Cratyty (aaai 3a (hereinafter  referred tq a8 «Authorized
NUKCTOM  «YTIOBHOBaXeHiLig NpeacTaBamk»), sig representative»), on behalf and in the interest of the
renlrY HA KOPMCTSB Bripo6unxa CTBOPIOBATH MO4j), Manufacturer to create events, to carry out legal
s UIYBATH I0PMARYHL All, NOB’ 533k 3j 3ALACHEHTLAM actions related to performing of functions as the
RS Ynosrosaxenoro TIPEACTABHNKS | Ayithorized Representative of the Manufacturer on
o0IuKa B Yepaiei, B uiasx wiei Aosipeuocri the tertitory of Ukraine, For the purpase of this
¢ MI4CHIA YTIOBHOBaX eHOTO npeacTasHmka; Power of Attorney the definition of an Authiorized
CeliakeHul  npedemaanux - Bydv-axa  ropuduuna representative as follows:
4 @00 piswuna pcoba - ndnpuesens, o e Atithorized representative - megns any legal person or
sletinos Yiepainu ago JApEECmposaka didnogiono do sole proprictor, a resident of Ukraine or is regisiered in
- rdascmga Yipaivu, npedemasnuyman inosernozo | accordance  with  Ukrainign legislation, or 4
(IR 20CRODAPIOGANHA, 1O MAe HaexcHin THHOM | yeprocentative office of a foreign business entity, that is
LpORENT nosHosaxenna i SHPOORUKG 6uunsmu duly authorised by the manufacturer to act on its behalf

s OiF 60 0w yeni CTOCOBHD 0606 A3kt | 10 regard to the laMer's abligations under the Technical
kA, somanosaenux Texuivnun POLNMERIAMI | Rooyfations of Ukraine;

ol The scope of its rights and obligations are defined
M rpaB Ta 0608’ A3Kin ¥roetonasxenoro by the Technicai regulations concerning medijcal
fhe i EARMIKA BHIHAYAKITLCH Texﬁiqm-mm devices approved by the Reso[utiom of the Cabinet
SN eHraMEL 11030 MeAHYHIIX Bupobis, | of Ministers of Ukraine, as of October 2, 2013 Mo 753,
“cpekeniMu Tlocrauopane Kaﬁine'ry Nﬁm’c-rpin Ne 754 and No 755 (hereinaftey - «Technica]
¢ esia 02.10.2013 Ne 753, Ne 754§ Ne 755 (aani - regulations»), laws of Ukraine on  technical
i beraamenris), saxonoaascraon Ykpainng regulation and market surveillance and  other
v ICNHMHOTO  peryyopamms  ta PrlkoBOro legisiation of Ukraine. By this Power of Altorney the
LYo Ta MM HOPMATHBIO-NpaBoBkA Manufacturer designates g Auathorized
ot Yapaiun, Lliero Aosipenicrio Brpodx Representative on the territory of Ukraine with the
-k 1501 and Company Limited

21, Reynolds P Keanan, D. Hopkin (UK}, Secretary: P. Keenan
A lreland (Registration Number 19998)

-~ et Curneen, Notary Pyblic
Lo, heland
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HDBHOBAXKEHOTO  MpeACTaBHMKa  [1a
It 3 TaAaHAAM HOMY TpaBa;
BIATIOBIAAABHICTE

IMEHI  Ta  [mig

L HHKA CKARAQTH Ta HiAnmcyBatTi
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LAttt npo siaosiaticTs TIPOAYKUIY
aeant TexniuHuM peraaMenTtan;
HOBANT TIPOBEASHNA  mpoueayp
+ 1 iAnoBiAHOCTI 3a dojaTkamu Ned,
N8, N9 TexwiuHoro Peraamenrty
cpReyoro  TIKMY  Nevs3, T1a
No3, Ne§, Nog, Ne§
oo Peraamenty 3aTBePAKEHOIO
i1V Ne754,  saificHiopat BUBip
v 3 OLMHKM  BiAfTOBIAHOCTI A
AD npoueaypi,
v HAATH IHTepecy BupoBuka;
SVBAM i fl0aaBaTH 3assu
09K Jansku) 3a dogarxamp Ned,
-8, Ne9 Texwiunoro Peraamenry
cekenoro  TIKMY  No7533,  1a
Ne3,  Ne5, Ne6, Ne8
+muro Perdamenty satsepaxenoro
1 N0754, aueru ta Byap-axi iumi
3achigaysat  pipmicms
LAIB T AOCTOBIpHICTh  KoOITii
cenanil, suaanoi BupoBHuxom;
S EITM TA YKARAATH AOIOBOpH i
eI AKTH BUKOHaHMX pobiT Ta
1OKYMEHTH, noB a3aHi 3
Aif, BCTAaHOBACHMX
peraamentamMmu  ujogo
S BIPODIB;
LT

i i INIT

eilidd

i

U,

BETRRANIE .
o IMTT

incTpyxI1LY 3
o LMELSL,  3acBigMyBaTH HIPHICTh
L
el Ta Blanosi T Ha
i1, JATINTH, CKAPIH § pexaaMartii
(KOpHCI’_\/Ba‘IiB} 00
sudilra SIKOCT MeAnuHItX
YOAL  BHKOHAHHA  QYHKIf
1KUHOTD [TPe ACTABHIIKA;
s U HE 3ATTHTH T2 110BI4OMASHI 1T
OplaHis  plTKOROro

NLIESY

ORI ERY

right:

Donore Read,
Drogheda

Ca. Lauth,

Ireland.

t +353(0}41.9871500
f: +353(0)41.9839066

g com

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
approved by the RCMU #753 and with
regard to Annexes #3, #5, #6, 48 of the
Technical Regulation approved by the
RCMU #754, to  select a conformity
assessment body to be involved, to
represent interests of the Manufacturer:
to'sign and to submit Applications with
regard to Annexes #4, #5, $8, #9 of the
Technical Regulation approved by the
RCMU #753 and with regard to
Annexes #3, 45, 6, #8 of the Technical
Regulation approved by the RCMU
#7534, letters and other documents, to
certify Eranslations and authenticity of
copies of documentation issued by the
Manufacturer;

to sign and conclude agreements and
contracts, acts of acceptance and ather
documents related to the performing

actions, determined by  Technical
Regulations concerning medical
devices;

to translate instructions for use (user’s
manual}, to certify translations:

to consider and respond on petitions,
requests, complaints and claims of
consumers (users} concerning issues
related to safety and quality of medical
devices while the functions of
Authorized representalive execution;

to respond on inquiries and messages of
the  authorized  bodices, market
surveillance badies, Ministry of Health
of Ukraine, authorized bodies for
conformity assessment and to make
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CLAY Minictepcerna Oxopotmn
;e Yepaiay,  yrnomnosaskeHumx
«ll 3 OUHKM  BigMoBigsHocT:  Ta
i Heobxigni 1ToscHemHs B
SuiBIN DeantewHOoCTT  Ta sKkoCTi
X BEpoGiB;

nonaik exianux ra BUXIAHMX JaHmx,

oGk BXKHBALH 3@ pe3yAbTaTaMi
- BIACTEKEeHHA/ posrasay
S NX 3AX0AIB, roriepeaso
St X 3 Bupobunkowm;

-+ 11 MAPKYBAHHA Y BIAIIORI AHOCT 3

LM H 33KOHI0AABCTRA;

S LU TeYATKOIOfUIraMaoM  Bei
wri, Kl Heobxigmi B nponeci
cuuid byHrHin  ViosHoBaxkenoro
iaBIIKa 1 B r1poneci ceprugikanil
HPORCABHHA  NPONEAYPH  OLLIHKH
s LOCTE MEAUYHELX BUpoBis
v PeraaMenTam:

S IG AT Bl HeOOXIAHT 41T 3 BBEACHHA

i1V BHPODIB B 00Ir, BiakaMkamms
Sy BMpOoBIB,  yruaizauil  mican
corenua 3 BupobunkoM, nolamma

C U LICHL T BIATIOBiAEH A0 opraxie

HIIOLO . PUHKOBOTO  Harasay,
VHICHUX OpTaHiB 3 oIfiHkuM
utoeri,  Minicrepersa  Oxoponn
* Y kpaiim;

HESTHACOBUM  TpMMaueM  BCix
e, BHEADITMX HA IM' 5 Bupo6mika
| AMIX BiA BIATIORIAHNX OpraHis 3
. HI0BiATI0CT], Aaﬁopa'ropiﬁ,
. +#1IN OpTaHi3amii, iHImX yeTanos
CPHEMCTB Gyap-akol  dopmu

[
HooRCh TeoBxiaHi  3paski aad
il cepridikamit i oninke
LOCIL B TIpu3tadeH] oprany 3

51, \1IOBI W 10CT1, eKCTIepTHI
i, aabopatopli ta inmi
1 HEATIPHEMCTBA By Ab-KOT
F1CHOC

Donore Road,
Drogheda

Co. Lauth,

ireland.

t +332(0)41.987 1500
f. +353{0)41.0835066

bd.com
necessary clarifications on safety and

quality  issues regarding  medical
devices;

to maintain records of mcoming and
outgoing data, as well as tracing/
consideration for necessary measures to
be taken, with prior approval with the
Manufacturer;

to affix labeling in accordance with
requirements of national legislation;

to  seal/stamp all the documents
required during the implementation of
the functions of the Authorized
Representative, as well as during a
certification process and conformity
assessment procedures of medical
devices to requirements of Technical
regulations;

to perform all necessary actions with
putting of medical devices into the
market, to recall (withdrawal) of
medical devices, recycling of wastes
upen mutual coordination with the
Manufacturer, submission of
notifications and answers to the State
market surveillance bodies, authorized
conformity assessment bodies, as well
as Ministry of Health of Ukraine.

to be the temporary holder of all
received documents in the name of
Manufacturer and obtained from the
appropriate  conformity  assessment
bodies, laboratories, expert
organizations and other agencies,
enterprises and legal entities of any
form of ownership;

to provide all the necessary samples for
testing, certification and conformity
assessment proceedings to a assigned
badies of conformity assessment, expert
organizalions, laboratories and other
agencies and enterprises of any form of
ownership;




BOM oy eInIE BYAB-AKIN KOM AT, Byap-
YL ¢ ey aBo TpeTiit ocobi;

- EREANTATS? ] Ta ogopMaIoBaTH

ST 3AsBH, AMCTHM,  KOMITAKTH

CaioT AOKYMeHTaIIii, BHOCHTH

itienHs i joroBdenHs a0
CHTIB,  HAAABATH  NOSCHeHIN  Ta
Lo 0By IHGOpManio;
- Lot yol Heobxigui omaati 3a
- lonipeHicTio, pxaovaoun Ti, 10
A TTI upoaeﬂ,emiﬂm O HK#H
suit LLIOCTI, QKCITEPTH300
ST IMX Marepiaais,
COVBOHHAMM  3pa3sKiBE - MeAMuHX
. "% 3 TAaKeX onJary Beix Ta Gyas-
o wpeKaBHuX 30opis Ta Mira;

T GBI OPUTHAAM AOKYMENTIB i ix
SRNY KOtTii {ceprudgikarn,
' LI 3BITH, BUCHOBKM, Aexaapartit,
© ot 10 al AOKYMEHTH, 1105 A3ar 3
LRIpIM Al 3a nieto dosipericrio
vpRarol CayxGu Yipaimr 3
~whIX 3acobiB Ta xonTpoao 3a
-izaMy,  MiHicrepersa Oxopon
T Ykpaiuy, igmmx ABPKABHUX
5 Yhpalky, IpM3HAYEHHMX OPraHis 3
il uToBigHOCTi, AaBopatopiii 1a
S+ 1AoB i THANpHeMeTs By Ab-sK0i

o LICHOCTEY;

= o owon ixtepec BupofwHitka Ta
vl vel neoBxig ail g uac

Lo IO 3aCBi e,
. AT 110CAYT, rnocAyr 3
3 A TA THLIM;

- SNl LA Hac 3aificHenug Ppynkuii

<1 KelloT IIpeactarimixka
R HeOOXIAHO 3iECHITT B

spHaveri y i Josipenoct,
N © FUHIH (IPEACTABHMK [LOBHHE)
9 | 3IroAy Rupodunka i1a

_— .

Denore Road,
Drogheda

Co. Louth,

lrgiand.

1 +353(0)41.9871500
f: +353(0)41.98390588
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with the right of sub-delegation io any entity, any
employee or third party:

=~ 1o develop and execute documents,
statements, letters, sets of technical
documentation, to make corrections and
additions to the documents, to provide
explanations and additional
information;

- to make all necessary payments under
this Power of Attorney, including those
related  to conformity  assessment,
expertise of materials, testing of
samples of medical devices, as well as
payments for all and any state fees and
charges;

- to receive original documents and its
authenticated  copies {certificates,

protocols, reports, canclusions,
declarations, licenses and  other
documents related to the

implementation of actions under this
Power of Attorney from the State
Adminisiration  of  Ukraine on
Medicinal Products and Drugs Control,
Ministry of Health of Ukraine, other
state bodies of Ukraine, the authorized
conformity assessment bodies,
laboratories and  other agencies,
enterprises and legal entities any
awnership form of;

- to represent  interests of  the
Manufacturer and to implement all the
necessary actions during notarization,
advocatory, recycling of wastes and
other services;

- in case, while performance of functions
of Authorized representative of the
Manufacturer requires to carry out
other actions that are not specified in
this Power of Attorney, the Authorized
representative shall obtain an approval
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3alficHeinig TAKMX Aiff. from the Manufa cturer,

AiK MeANY HMX BHpohis 11cAQ AKMX
“PIOETECA  1opu AN, Als Aosipenoctj
I0BAeHuit AoAa'rxax, Aki @ HeBiA' eMHOIg
Holo tief Aosipenoer,

Josipenicrs, AlitcHa MoHaliMenure 1 gry, Pokin
O BiAkAnKamy BMpOﬁHHKOM.
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A OT3bIB nNPOAYKUWN

n06posonbﬁbl

parta: »31” aHBapA 2017T.

\npuy BD plastipak™ 100 MN kaTeTepHme C aganTepomM Tuna nyep

KaTanoXHblid HOMEp: 300605

BHWMBHWKD:

o JucTpubeioTopa

n obneMbi:

BD npoBoaMT AOBPOBONbHLIE KOpPeKTUpyowme MeponpuaTMa  No obecnedveHuro
6e30MacHOCTH Ha MecTax B OTHOLIEHWM BCEX NapTuiA wnpuues BD Plastipak, 100 Mn ¢
apanTepoM Tuna nyep, ¢ 5-A@THUM CPOKOM XpaweHus, yKa3anHbIM Ha 3Tuxerke. OT3blB
\NPUUEB OCYLLECTBNAGTCA BBUAY HEeWCNPaBHOCTH, CBR3aHHOM C nNpoTeukoh 4epe3
orpaHvuMTeNnt  Xoaa NOpUIKHA, o6HapYyXXeHHOW BO BpeMs NpoBeAeHWA BHYTPEHHUX
CTaHAAPTHBIX WCMbITAHUA Ha yCTOWUMBOCTb B PeaNbHbIX YCNOBWAX JKCnAyaTauuu, <
BO3HUKHOBEHMEM HencrnpapBHOCTER Ha 2-m rogy cnyx6el. Ha HacToawee BpeMa He bblno
cooBLEHnii 0 Kakux-M6o HebNaronprusaTHLIX nocneacTeUAX.

HecMoTpa Ha TO, HTO WCNONL3IOBAHWE npoayKuuu B TeweHne 18 Mecaues C naThbl
ApPOM3BOACTBA ABAAETCH 6e30NacHbIM, BO nabexaHme HeaopasyMeHnil Mbl OT3bIBAEM BCE
HapTUn C 5-AeTHUM CPOKOM [OAHOCTH, yKasaHHbIM Ha 3TnkeTke. Bce 3arparvBagMbie
napTMW nepeyncnedbl B Tabnuue A Hmke. Sluua, UCnonbayowme A3HHYIO MNPOAYKUMIO,
AOSKHBI HE33MEATUTENBHO NPEKPaTUTL NENoNb30BaHKE YKa3aHHbIX MAPTHNA.

B [+] Th U BO3MOWHDL A NaunuenTo
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Kak Gbif0 YKa3aHo, CYLIECTBYET NOBLILEHHbIA PUCK NPOTEUKW YEPE3 OFpaHNuUTeNb XOA3
NOPWHA N0 WCTEYeHMW 18 MecsiueB € MOMEHTa RpPOW3BOACTBA. B WCKNIOYUTENBHBIX
cAyuasx 3T0 MOXET NPMBECTW K 3234epXke B JIeYEHUM, BBEAGHUIO NAUUEHTY
HEAOCTATOMHLIX f03 feKapCcTBa WAN MNOABEPKEHHOCTU NPAKTUKYIOWNX spaven unu
NauneHToB BO3AEWCTBUIC NEKAPCTB.

Bam HEOBXOAWMO OCYLIECTBUTL CACAYIOLINE ABUCTBUSA!

¢ CpoyHo NpoBepsTe Baww 3anackl Ha Hanuuue ONpeaeneéHHbixX (ncx.) HoMepeB No
Katanory U HOMEpOB NapTHid, YKasaHHWbIX HUXKE, a TakKxke noanexalied oT3biBy
NOAKaPaHTUHHGW NpoayKuuu.

¢ BbIfEWTE BCEX BaLUMX KNMEHTOB, NONYUMBLLIMX YKA3AHHYIO HWXe NPoAYKUWKD, U
NPoUHDOPMUPYHTE WX, HarnpaBWe WM KOMWIO NpunaraeMoro nNpeaHa3HAYeHHOro
ANA KNAVWEHTOB YBeaoMmiernus o 6@30nacHOCT Ha MecTax.

« MNpoBepbTe nW6bIMM Cnocobamu, KOTOPbIE Bbl CUNTAETE NPHUEMIEMBIMU, HTO
KaXAblii W3 YKa3aHHbIX KAMEHTOB RonyYnn YeeaomsneHwe o He30nacHoCTU Ha
MecTax,

¢ COXpaHMTE BCE 3anUCK, CBA3AHHLIE C JAHHBIM KOPPEKTURYIOWNM MEPCNPUATUEM NO
abecneyeHntc 6@30MNACHOCTH HA MeCTax.

e 3anonHuTe 6naHk KapThl OTKAWKA Ha OT3bIB NPOAYKUNN M HANPABLTE €ro no dakcy
B aapec BD no HoMepy +7495 775 85 83 unu HanpaseTe 3anN0NHeHHbH 6naHK no
3NEKTPOHHON nouTe: Yana.poydun@bd.com

MNocne nonyueHus YBeAoMMeHWA O Bo3aBpaTte BD ceaxerca C Bamu And TOro, TGk
OpraHu308aTe 3aMeHy OTO3BaHHOW NPOAYKUMMW Ha Besso3Me3aHON OCHOBE.

a4 HHOI omne o 6e30 HOCT MecCT

Npocbba nepeaaTb AaHHWoe cooblWeHne BCEM MOKYNATeNsM 3aTparnBaeMbiX WNPULOB BD
Plastipak, 100 Mn, KaTanoXHbH HoMep 300605,

CrpaHvua2 wz 6
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Ecnu y Bac ecvb Kakue-nubo BONPOCH WK sbt xoTenu 6ol AONONHUTENEHO obcyauTo
AQHHYIO CUTYaLMIO, npocbba CBA3ATHCA ¢ salivM MECTHbIM MenegXepoMm no paboTte C
knueHTamu BD - Kypacos BaauM, M.H. +7.916.0518189, Vadim.Kurasov@bd.com

Mbi noaTBEpXKAZEM, 4TO COOTBETCTBYHHUWE perynupyouue opransl 6e11kA yBeaoMAeHbl o6
oCyiLeCTBNeHnH AaHHbBbIX AEACTBANA.

BezonacHOCTL W Gnarononyvne nayuweHTos W paboTHUKOB cthepsl 3/paBooXpaHeHnA
GBANETCA TNABHOA LEnbto BD, W Mbl CTPEMUMCA obecneMuTb WCMONL30BAKRNE HAWNMK
KAWMEeHTaMW TONLKO BblCOKOKaHECTBeHHO'F'I NPoAYKLMN. Mbl NPUHOCUM BaM CBOU V3BUHEHUS
3a HeyaobCTBa, KoTopble Mornu y B8ac BO3HUKHYTE B €BA3W C AaHHOW npobnemMow, W
sapanee GnarofapuM 33 OKA3aHWe HaMm NoMOLU B yperynmmposanvi aaHHore sonpoca B
MAKCHMMaNLHO KOPOTKUE CpOKMK.

C yBaXeHWEM,

oT wMenu fl-pa bepHaa Newke (Bernd Peschke)

AupeKTopa no cobnioaeHuto TpeboBaHuv perynupyounx OpraHoB

MeANLUKWHCKOE obopynoBaHne BD, MeanuUUHCKKE XUpYPru4eckue CcUCTEMbl - Peruox
BocTouHan Espona, BnvxHui BOCTOK W Adpuka

CTpaHnua3 us3 6



MpunoxeHue A:

sl nom

CPOK CPOK CPOK CPOK

naptun | FOAROCTA napTus | FORHOCTH napTus | FOAHOCTH napTus | FOAHOCTU

STUKETKE STHKETKE STUKETKE ATUKETKE

1201207 | QEK-2016 1206284 | MAN-2017 1302257 | AHB-2018 1308238 | WION-2018
1201226 | OEK-2016 1206300 | MAW-2017 1302271 | SHB-2018 1309200 | ABr-2018
1201242 | [EK-2016 1206302 | MAW-2017 1302282 | AHB-2018 1309223 | ABI-2018
1201252 | NIEK-2016 1207221 | WMKOH-2017 1302301 | sHB-2018 1309248 | ABr-2018
1201267 | OEK-2016 1207310 | WIOH-2017 1303203 | ®EB-2018 1300272 | ABr-2018
1201281 | AHB-2017 1207323 | WIOH-2017 1303215 | ©EB-2018 1310203 | CEH-2018
1202210 | AHB-2017 1209201 | ABI-2017 1303233 | ©EB-2018 1310213 | CEH-2018
1202224 | AHB-2017 1209214 | ABr-2017 1303246 | ©EB-2018 1310232 | CEH-2018
1202227 | SHB-2017 1209230 | ABr-2017 1303263 | ©OEB-2018 1310244 | CEH-2018
1202260 HHB-2017 1209245 ABIr-2017 1303275 $EB-2018 1310256 CEH-2018
1202265 | AHB-2017 1209263 | ABI-2017 1303203 | ®EB-2018 1310270 | CEH-2018
1202291 HAHB-2017 1210206 CEH-2017 1304218 MAP-2018 1310288 CEH-2018
1203216 ©EB-2017 1210211 CEH-2017 1304234 MAP-2018 1311203 OKT-2018
1203235 | ®EB-2017 1210243 | CEH-2017 1304254 | MAP-2018 1311212 | OKT-2018
1203252 | ®EB-2017 1210289 | CEH-2017 1304267 | MAP-2018 1311231 | OKT-2018
1203269 | ®EB-2017 1210805 | CEH-2017 1304285 | MAP-2018 1311233 | OKT-2018
1203283 DOEB-2017 1211204 QKT-2017 1304287 MAP-2018 1311243 QOKT-2018
1203310 | ®EB-2017 1211240 | OKT-2017 1304299 | MAP-2018 1311257 | OKT-2018
1204213 MAP-2017 1211251 QKT-2017 1304600 MAP-2018 1311277 QKT-20t8
1204238 | MAP-2017 1211272 | OKT-2017 1305210 | ANP-2018 1311278 | OKT-2018
1204255 MAP-2017 1211296 OKT-2017 1305226 AlNP-2018 1312200 HOB-2018
1204273 MAP-2017 1211301 OKT-2017 1306715 AMNP-2018 1312210 HOB-2018
1204289 | MAP-2017 1212202 | HOR-2017 1305730 | ANP-2018 1312216 | HOB-2018
1205211 | AMP-2017 1212226 | HOS-2017 1305740 | AMP-2018 1312221 | HOB-2018
1205228 | ANP-2017 1212248 | HOS-2017 1305748 | AMP-2018 1401202 | OEK-2018
1205236 ANP-2017 1301200 AEK-2017 1306206 MAI-2018 1401203 OEK-2018
1205253 | ANP-2017 1301209 | [AEK-2017 1306226 | MAM-2018 1401211 | [EK-2018
1205265 AlNP-2017 1301210 AEK-2017 1306263 MAWN-2018 1401300 JEK-2018
1205288 | AMP-2017 1301230 | QEK-2017 1306283 | MAW-2018 1401349 | [IEK-2018
1205307 | ANP-2017 1301253 | AEK-2017 1306297 | MAM-2018 1401351 | AEK-2018
1205327 AlP-2017 1301263 AEK-2017 1307214 WIOH-2018 1401364 LEK-2018
1206217 | MAW-2017 1301279 | [OEK-2017 1307244 | MIOH-2018 1401378 | AEK-2018
1206233 MAWN-2017 1302208 AHB-2018 1307263 WNHOH-2018 1402207 AHB-2019
1206251 MAIA-2017 1302223 AHB-2018 1307282 HMHOH-2018 1402309 AHB-2019
1206266 MAR-2017 1302238 AHB-2018 1308207 AKON-2018 1402317 AHB-2019
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MpunoxeHue A (NpOAOCNKEHWE)!

Pt

CPOK CPOK CPOK CPOK
napTua | FORROCTH naprua | FORHOCTH naptug | TORHOCTA NAPTUS ronugcm
STUKETKE STUKETKE STUKETKE STUKETKE

1402338 | 5HB-2019 1410263 | CEH-2019 1504242 | MAP-2020 1511203F | OKT-2020
1402356 | AHB-2018 1410276 | CEH-2019 1504257 | MAP-2020 | | 1511204P | OKT-2020
1402875 | AHB-2019 1410294 | CEH-2019 1504276 | MAP-2020 1511205P | OKT-2020
1403219 | ®EB-2019 1410314 | CEH-2019 1505202 | AMP-2020 1511277P | OKT-2020
1403048 | OEB-2019 1411212 | OKT-2019 1505232 | AMP-2020 1512200P | HOS-2020
1403267 | ®EB-2019 1411238 | OKT-2019 1505242 | AMP-2020 1512201F | HOS-2020
1403277 | ©EB-2019 1411260 | OKT-2019 1505267 | AMNP-2020 1601200P | REK-2020
1403306 | ©EB-2019 1411277 | OKT-2019 1505290 | ATP-2020 1601215P | JEK-2020
1404208 | MAP-2019 1411303 | OKT-2019 1506200 | MAM-2020 1601216P | AEK-2020
1404228 | MAP-2019 1411318 | OKT-2019 1506216 | MAM-2020 1601254P | [OEK-2020
1404257 | MAP-2019 1412211 | HOS-2019 1506217 | MAI-2020 1601273P | AEK-2020
1404279 | MAP-2019 1412237 | HOS-2019 1506260 | MAM-2020 $602200P | SHB-2021
1404301 | MAP-2019 1412251 | HOS-2019 1506270 | MAI-2020 1602201P | SIHB-2021
1404601 | MAP-2019 1412275 | HOR-2019 1507200 | WOH-2020 1602202P | SIHB-2021
1405216 | ATP-2019 1501200 | [EK-2019 1507201 | WKOH-2020 1602203P | AHB-2021
1405242 | AMP-2019 1501208 | JIEK-2019 1507202 | VIOH-2020 1602204P | $IHB-2021
1405266 | AMP-2019 1501245 | NEK-2019 1507203 | WIOH-2020 1603200P | GEB-2021
1405294 | AMP-2019 1501257 | OEK-2019 1507305 | WIOH-2020 1603201P | ©EB-2021
1405313 | ANP-2019 1501276 | [AEK-2019 1508245 | MION-2020 1603202P | QEB-2021

1406218 | MAR-2019 1501286 | AEK-2019 1508253 | WION-2020 1603203P | ®EB-2021
1406244 | MAA-2019 1501209 | OEK-2019 1508267 | MION-2020 1604200P | MAP-2021
1406274 | MA-2019 1502200 | AHB-2020 1500207 | ABr-2020 1604201F | MAP-2021
1407220 | WIOH-2019 1502217 | $HB-2020 1509208 | ABI-2020 1604202P | MAP-2021
1407240 | WIOH-2019 1502250 | AHB-2020 | | 1509200 | ABr-2020 1604203F | MAP-2021
1207266 | YIOH-2019 1502244 | $HB-2020 1509210 | ABI-2020 1604204P | MAP-2021
1407286 | WOH-2019 1502257 | SIHB-2020 1509268 | ABI-2020 1604205F | MAP-2021
1407311 | WIOH-2019 1502270 | RHB-2020 1510200 | CEH-2020 1605200P | ANP-2021
1408209 | MI0N-2019 1502285 | AHB-2020 1510201 | CEH-2020 1605201F | AMP-2021
1408257 | WKON-2019 1503208 | ®EB-2020 1510250 | CEH-2020 1605200P | ANP-2021
1408274 | VION-2019 1503230 | ®EB-2020 1510251 | CEH-2020 1605203P | AMP-2021 |
1409202 | ABF-2019 1503246 | ©EB-2020 1510252 | CEH-2020
1400228 | ABI-2019 1503264 | GEB-2020 1510297 | CEH-2020
1410200 | CEH-2019 1503277 | OEB-2020 1511200P | OKT-2020
1410220 | CEH-2019 1503298 | ®EB-2020 1519201 | OKT-2020

1410243 | CEH-2019 1504216 | MAP-2020 1511202P | OKT-2020
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YBEAAOMNEHMWE O BO3BPATE

tnpuy BD Plastipak™, 100 mn KaTeTepHbie ¢ aaanTepoM TMna nyep
KaTanosubiii Homep: 300605

fpomepeTe 3anacsl W 3anNONHUTE yKa3aHHYIO Hwxe uHopMaumio, pawe ecnv y Bac
oTCYTCTBYyeT 3arparnsaeMas RPORYKuUWA WnW Bbl He BO3BpaujaeTe 3aTparMsaeMyro
NpoAYKLIHMK.

HeronHoe 3a0NHeHue _Da3aenos, yKasaHHbIX Ha JaHHO# cTpaHue, Moxer Crarh apuumnHol
HeHaaeXaen 3ameHsl NPOAYKUAN M IBREPHKY 3aMERbI IROAYKLMN.

JanonsuuTe 6naHK KapTbl OTKAMKA Ha OT3abIB NPOAYKUMK W HanpaBbTe ero no giakcy B
appec BD no noMepy +7 495 775 85 83 nan wWanpaskTe aanonHeHHbid 6Gaank no
3NEKTPOHHOW nouTe: Yana.poydun@bd.com

Moche nonyuyeHus YBeAoMNEeHWa O poappaTte BD CBAMETCA C BaMU AN TOro, YToBLI OPraHn3oRaTh
3aMeHy OTO3BAHHOW NPOAYKUWW Ha 6e3Bo3IME3aHON OCHOBE.

MNpoch6a BHUMATENLHO nNpoBRepuTL BO3BPallaeMyld BaMn NPoAyKUNIO W 3aNONHHATE
KOHTaKTHY10  HHODOPMaALUIO, YKA3AHHYH) HUKe, MoxeT 6biTe 3aMeHeHa TONbKo
BO3BPAILAEM3s NPOAYKLMNA W3 NapTHiA, YKa3aHHbIX B NUCbME of 0T3biBe NPOAYKUKK.

Tpe6yeMman nHdopmMaLna:

HaWMEHOBAHNE KOMNAHWUW! Homep
Tenedona:

Aapec/ropoa/vHAeKC:

Homep napTvi ¥ KonW4yecTso BO3BpalLAEMbiX U3aennis (B eAUWHULAX)!

JanonHeno: (MMA nevyaTHbIMK ﬁyxsamu,fno,anCb/.uaTa)

ToMbKO AR CAYWEBHOro HCOoAL30BaHNA BD

HoMep NAapTHU M KONUYECTBO BO3BPAWEAEMBIX uspenvid {8 eanHuLax):

Tosnbko Aoc/Ie B03BPaTa ganHoro 6nanKa B agpec 8D sawe 4eno BYRET CHUTATLCA 3aKPbIThiM
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