AEKJTAPALS PO BIANOBIAHICTD _
Ne 2908/003 penaxuis 1

UA.TR. 099
. BAPOBHHUK:
Liepajas specialas ekonomiskas zonas SIA "NordePlast", LV-3405, Ziemelu iela 19, Liepija, Latvia / Jliemasic cneuianac
ekoHomickac 3onac CIA "Hopaellnact”, LV -3405, 3iemento iena 19. Jlienas, Jlarsis

BUPOOHUYT OLISAHICU.!

- Liepajas specialas ekonomiskas zonas SIA "NordePlast", LV-3405, Ziemelu iela 19, Liepija, Latvia / Jlienasc
cnetianac exoHomickac 3oHac CIA "Hopaellnact", LV -3405, 3iememo iena 19, Jlienas, JlaTsis;

. Eurosirel S.p.A, Viale Europa, 30 20090 Cusago (MI), Italy / Eypocipen C.n.A, Biane Eypona, 30 20090 Kysaro
(ML), Itanis

YIOBHOBAKEHMUI1 MMPEJACTABHUK BUPOBHUKA B YKPAIHI:

TOBAPUCTBO 3 OBMEXEHOIO BIZMOBIJAJIBHICTIO «BAJITIK MEJIKAJI», Byn. bornasa XmeabHHULKOTO,
Gyaunok 23-B, m. Kuis, 01030, Ykpaina, ten. +380992320047, enexrponta nouira: office(@balticmedical.com.ua, kon 3a
CIIPTIOY 41282570, wo mie 3a nosipenicTio BupoGuuka Liepajas speciilas ekonomiskas zonas SIA "NordePlast" / Jlienasc
cneujanac exoHoMmickac 3onac CIA "Hoppuellnact" i 25.10. 2021 p.

3ATAJIBHA HA3BA MEAUYHOTI'O BUPOBY:
TlnacTupi, CTpiukM, mepes’s3yBambHi matepianu (repenix srindo flonatky 1, mo € 4acTHHOIO uiei Jleknapauii npo
~ BULMOBIAHICTD)

KIACHDIKALLIA:
Knac 111 3a kputepismu knacudikauii 3rinso goaarky 2 TexHIMHOTO PErIaMEHTY U100 MEHYHHX BHPOGIB, 3aTBEPIKEHOTO
nocranosoro Kabinery Minictpis Vipainu Bin 02.10.2013 Ne753

MPOLEXAYPA BIANNOBIAHOCTI:
Jlonatok 3 «[1ops0K NpoBeenHs npoleypy 3adesneuerns (GyHKUioHyBaHHS KOMIUIEKCHOT CHCTEMH yIpAaBJiHHS AKICTION,

JEKJAPALIIO CKJIAJAEHO HA NMIJCTABI:

Ceprudikary npo BianoiaHicTe BumMoram TEXHIHHOTO PErIAMEHTY LIOAO MEAMHHHX pupobis Ne UA.MD.500-22
Bin 29.08.2022 p., piiicauii no 28.08.2027p.

Ceprudikary nepesipku npoekty Ne UA.DE.158-22 in 29.08.2022 p., mifichuii 10 28.08.2027p.
CEPTU®IKATU BUJAHO: Opratom 3 ouinky sianosiznocti TOB «YKPMEHNCEPT», akpeauToBaHUM HAAY, atectar
Bin 22.03.2021 p. Ne 10240, npusHaueHnm MiHEKOHOMPO3BHTKY YKpalHu 3a inenrudirauiiinum Homepom UA.TR.099,
anpeca: ByJ1. Jlparomanosa, OyauHok 1-A, odic 2, m. Kuis, 02059, Vkpaiua, Ten.: +38-067-355-595-02 30

TexniuHa 1OKyMeHTalLa Ha MenuHI BpoOHu po3podrieHa Ta BNIPOBAUKEHA.
Jleknapauiio CKAaaeHo M WiIKOBUTY BIAMOBINAILHICTE BUpOOHUKA.
BianosinansHicTs 3a T0CTORIpHICTH HataHoT iHdopmalii Hece BUPOOHUK.

Hesia’ eMHORO 4aCTHHOKO IAHOT Aeknapalti €:

Jonarox Nel 3 nepesiikoM MeauuHUX BUPOOIB.

Jlogatok Ne2 3 mepemikoM HaUiOHANbHUX CTAHAAPTIB, siKi IMEHTWYHI MDKHAPOAHMM Ta 3aCTOCOBAHI TPHM BHTOTOBIEHI
BHpOOIB.

Micue craadanna dexuapayii: Byn. boraana XMelbHULBKOTO, Oynunok 23-b, m. Kuis, 01 030, Ykpaina

Jlata cknagaHus Jeknapauii 29 cepnaa 2022 p.
Tepmin aii no: 28 cepnns 2027 p.
Jara nignucy neknapauii 29 cepnina 2022 .
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VY IOBHOBA3KEHMH NPEACTABHUK BUPOOHMKA B YKpaiHi:
Hupekrop TOB «BAJITIK MEIIKAJD /




. HHooamox Ne2
oo JEKJIAPAIJII ITPO BUIITOBIIHICTh ME/ITHYHHX BHPOBIB
Ne2908/003 peoaruial

lepenix nayionanenux cmanoapmis, sxi idenmusni MiNCHAPOORUM MA 3ACMOCOBAHT NPU BUZOMOGIEH]
6UPO0IE:

doxymenm Ne Hazea:

JCTY EN ISO 13485:2018 Menaununi Bupodu. Cucrema ynpasaindg gxictio. Bumoru wono perymosanns (EN 1SO
13485:2016, IDT; 1SO 13485:2016, IDT)

JACTY EN ISO 14971:2015 Bupodu mennuni. Hacranoeu mono ynpasninaa pusukom (EN ISO 14971:2012, IDT;

ISO 14971:2007, IDT)

JCTY EN ISO 15223-1:2018 Bupotu mMennuni. CUMBOJIH, 33CTOCOBAHI NiA yac MApKyBaHHA HA MEJMUHHX BUpoGax,
eTUKETKAX Ta B cynpoBigHiil nokymentauii. Yacruwa 1. 3aranedi sumoru (EN [SO
15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT)

JCTVY EN 1041:2019 Bupo6u meanuui. [ndopmariis, axy nagae supobuuk (EN 1041:2008, IDT)

JACTY EN ISO 10993-1:2015 Bionoriune ouiHtoBaHHs MeauuHuX Bupodis, Yacruna 1. Ouiniosanus i TecTyBaHHs B
pamkax mpollecy ynpasiiHHs puzuxkamu (EN ISO 10993-1:2009/AC:2010, IDT).
Ionpaeka Ne 1:2015

JCTVY EN ISO 10993-5:2015 bionoriyHe ouiHooBanug meauuynux BupoGis, Yactuna 5. BunpoGoByBanHs Ha
LUMTOTOKCHYHICTS in vitro (EN ISO 10993-5:2009, IDT; 1ISO 10993-5:2009, IDT)

HCTV ISO 10993-10:2004 Bionoriude ouixioeanus menuunux Bupobis. Yactmra 10. BunpoOysauHs Ha
nojapasHeHHs Ta cencudinizauio (18O 10993-10:1995, IDT)

- ACTY EN ISO 10993-11:2015  Bionoriuve ouisiosarns meauunux Bupobis. Yactuna 11. BunpoGosysaHus Ha

cucTeMHY TokcuuHicts (EN 1SO 10993-11:2009, IDT; 1SO 10993-11:2006, IDT)

ACTY EN ISO 10993-12:2015  Bionoriude ouisiopanns Meamunux supoGis. Yaciuna 12, BinGupanus spaskis Ta
eranonni Marepianu (EN 1SO 10993-12:2012, IDT; 1SO 10993-12:2012, IDT)
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Hooamor Nel
0o JEKTAPALII ITPO BITITOBITHICTD MEJHYHHX BHPOBIB
Ne 2908/003 peoakuinl

HEPETIK MEJHYHHX BHPOKIB
[ Hazea meduurnozo eupody
1"

IlepueBuii naacrup nepdoposanuii 6 cm (em) x 18 em (em) ECOPLAST®
Iepuenwnii niactup nepdopopanmii 6 cm (em) x 10 cm (em)
TlepueBnii niacrup nepdpopoBanmii 10 cm (em) x 15 cm (em) ECOPLAST®
IepueBnii nuacruap neppoposanuii 10 cm (cm) x 15 em (cm)
Ilepuennii niacrup nepdoposanunii 10 cm (em) x 18 cm (em) ECOPLAST®
Iepueswnii niacrup nepdpopopannii 10 em (cm) x 18 em (em)
[epueBnii naacrup nephopopanuii 12¢m (em) x 18 em (em) ECOPLAST®
llepuesunii nactap neppopopannii 12¢m (em) x 18 cm (cm)
9 | llaacTup nepuesnii 3 MeHTOIOM nepdoposanuii 6 cm (cm) x 10 em (em) ECOPLAST®
10| InacTup nepueBnii 3 MenTo.10M neppoposanuii 6 cm (em) x 10 em (cm)
11| TlnacTup nepuesnii 3 MenTOIOM nepgoposanuii 10 em (em) x 15 em (em) ECOPLAST®
12| Ilractup nepueswnii 3 menTon0om nepdoposamuii 10 cm (em) x 15 em (em)
| 13| TlnacTup nepueBuii 3 MeHTOI0M neppoposannii 10 cm (em) x 18cm (em) ECOPLAST®
14| ILiacTup nepnesuii 3 menTosiom neppoposannii 10 cm (em) x 18cm (em)
15| TliacTup nepuesuii 3 MenToI0M nepgoposannii 12 cm (em) x 18 em (em) ECOPLAST®
16| Tlnacrup nepuesnii 3 MeHTOIOM nepdoposannii 12 cm (em) x 18 em (em)
7] Habip moszoabunx naacrapis «Canillam aus sunasenns sarpy6inof mxipu 2mr
40mm (mm) x 60 mm (mm) ECOPLAST®
18| Habip M0301bHHX niacTHPIB 1isi BHAAICHHS 3ar pyOinol mripn 2mr
S0 mm (Mm) x 70 mm (mm) NORDEPLAST®
19| Ha6ip mosomsnux naacrupis "Cani/lucx" 118 Baaasenns Mo30ms 6 wr 72 mm (mm) x 19 mm
(mm) ECOPLAST®
20| Habip M030.1bHAX IJIACTHPIB IS BHAAICHES MO30TIB SWT 72mm (Mm) x 19 mm (mm)
21| Habip niacTupiB MeHYRUX 6AKTePHIHARIY TKAHUX «Cpionani 3axucr» 16 mr
72 mm ( mm) x19 mm (Mm)-8 wit; 72 mm (vm) x 38 mm (mm)-2mr; 38 mm (mm) x 38 mm (Mm)-
6T ECOPLAST®
| 22| llnacTup meauyHmii HeTKauui akTepunuinnii 72 mm (vv) x 19 mm (mm) ECOPLAST®
23| Mlaactup Menuunmii HeTkanmii Gakrepuuuannii 72 mm (vm) x 19 mm (mm)
24| Ilnacrap vennyHunii HeTkauuit 6akTepuuuannii 72 mm (Mm) X 25 mm (mmM)ECOPLAST®
25| TlinacTup meananuii HeTkannii Gaxrepuunznuii 72 mm (M) X 25 mm (vm)
| 26| IliacTap meanynuii HerKanuii 6axrepuunannii 38 mm (vm) x 38 mm (mm) ECOPLAST®
27| IlnacTup Mennvnnii HeTKauuii 6akTepununnii 38 mm {(vMm) x 38 mm (Mmm)
28| TlnacTup meanunnii Hevkanuii GakTepuunannii 4 cm (cvm) x 10 em (eM)ECOPLAST®
29| ILnacTup meanunmii nerkannii OaxTepunuanunii 4 cm (em) x 10 em (em)
30| TlnacTup MeanuHuil HeTKARUH GakTepuun i 6 cm (cM) x 10 em (em) ECOPLAST®
31| Tliacrup Mexuynuii HeTKanmii Gaxkrepunniamii 6 cm (em) x 10 cm (em)
32| IliacTup MeanuEAi HeTKanmii Oaxtepuinauuii 8 em (cm) x 10 em (eMm)ECOPLAST®
33| TlnacTHp MeanuHui HeTRanni GakTepnunanuii 8 cm (cm) x 16 em (em)
34| lnacrap mennunnii TKanuii 6akTepunnanuii 72 mm (vym) x 19 mm (vm) ECOPLAST®
35| MlnacTup meanunnii TKAHHA Gakrepuunanmii 72 mm (mm) x 19 mm (mm)
36| TlaacTup meauunmii TKanui Gakrepunminnii 72 mm (vm) x 25 mm (mm) ECOPLAST®
37| IaacTup mMeauunuii TRauuii 6akrepuunnuii 72 mm (vm) x 25 mm (Mm)
| 38| Tlnacrup meanunmii TKaHuii 6axtepummanuii 38 mm (M) x 38 mm (Mm)ECOPLAST®
39 flaacrup Meqnuunii TRanni Gaxrepuunaanii 38 mm (my) x 38 mm (vm)
40| MaacTup mexuunnii Tkanmii Gaxrepuunanuii 4 cm (em) x 10 em (em)ECOPLAST®

41| ILiacTap mequunuii TRanuii Gaxrepnuninuii 4 cm gm cm)
42| TlnacTup MeanyHuil TRauri SakvepuunInni 6 (;,ﬁ'g @‘l» ) ECOPLAST®
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43| aacTap mennunnii Tkanui Gaxrepuunamii 6 cm (em) x 10 em (ewm) B

44| Ilracrup meanunuii Tkannii 6akreprunaunii 8 em (em) x 10 cm (em)ECOPLAST®

45| Nnacrup meauyunuii TRAaHKUNA GakTepuuuannii 8 cm (em) x 10 em (em)

46| Iaacrup mexnunnii Bogocrilikuii 6akrepunuianii 72 mm (vm) x 19mm (Mm)ECOPLAST®

47| MlaacTup meanununii BogocTilikuii 6akrepunuanmii 72 mm (Mm) x 19mm (Mm)

48| Ilaactap mexnyuuii BogocTilikuii 6axrepuunannii 72 mm (Mm) x 25 mm (mm) ECOPLAST®

49| NaacTap meauunnii Bogocrilikmii 6akrepuunannii 72 mm (Mm) x 25 mm (vMm)

50| IlracTup meanunuii Bogocriiiknii 6akrepunnynuii 38 mm (Mm) x 38 mm (mm)ECOPLAST®

51| MaacTup menuunuii BoxocTilikuii Gakrepuuninuii 38 mm (vm) x 38 mm (Mm)

52| Maacrup meauununii Borocriikuii Gakrepuuninuii 6 cm (evm) x 10 em (cM)ECOPLAST®

53| Mnacrup meanunuii Boxocrifiknii faxrepnunguuii 6 cm (cm) x 10 cm (cvm)

54| Habip naacTupis meanannii 1is Buganennd Gopoxasor "Cani®iam" 16 mr "
(niameTp 19 mm (mm) (4mit), giamerp 12 mm (mm) (12mr1) ECOPLAST®

55| HaGip ninactupis meguunnx "Anoe Bepa" 16mr (72 mm (vy) x 19 mm (vmm) — 8 wrr, 72 mm (MM1
| x38 mm (vm) —2 mit, 72 mm (Mm) x 25 mm (mm) — 6 ) ECOPLAST®

57| Habip naactupis meguunnx «/lonomora npu repneci» 15 mr (ziamerp 14 mm (mMm))
ECOPLAST®

58] Habip naactupis 6akrepuunannx rkasnx 10 w1 ( 72 mm (mm) x 19 mm (vm)
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