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KomMnnekT nocTasky BrAoYac:
1. KomnnekTHicT - cyAHO nigknagHe - 1 Wr. Bignosipae
- eTukeTKa - 1 WT.
2. 30BHILLHIA CyaHo | , . .
iLHi yAHO NoBuHHO GyTu Ges TpiujnH, 3aarpok Ta rocTpux Binnosinae
BUIMRAA Kp OMOK.
3. CTiAKICTL [0
BAnuBY CyAHO NOBUHHO BUTPUMYBATKM HABAHTaXEHHA Ha : .
Bignosinae
CTUCKAKYOrQ cTVCKaHHs He Mmenwe 600 H.
HaBaHTaXeHHS:
4. CTiKICTS A0
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Mnrounx sacobis,
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FapaHTiiHWA TepMin s6epiraHHa 5 poui
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BupoOuuk, aapeca

O0'exkT Aeknapauii
p

Knac 6e3neku

006'exT aeknapauii
BiANoBiaae BUMoram
CTaHapTiB

BuMoru TexHiuHHMX
perjiaMeHTiB

IMpoueaypa TeXHi4HOIO
perjiaMmeHTy, 110
3aCTOCOBYETbHCS

Hassa Ta aapeca, 3a K010
30epiraerbcs
JOKYMEHTAaUis 3
NiATBepAKEHHS
BiANOBiAHOCTI

OpraH 3 OUiHKH
BiANOBiAHOCTI

JoaaTkoBa iHpopmaLis
Jata opopmieHHs
aekaapauii npo

BIANOBIAHICTH

Tepmin aii neknapauii

7.3-01-12-01/17-04

JEKJIAPALISA ITPO BIAIIOBIJAHICTD Ne 011

AkuioHepte ToBapucTBO «ITiAMPHEMCTBO MO BUPOOHULITBY MEAWYHHX BUPOOIB 3
nonimepHux Matepianis «['emornact» (AT «['emomacTy)

ByJ1. Masikoscbkoro, 57, M. Binropoa-/{HictpoBeskuii, Onecbka 06:1., 67700, Ykpaina
Ten.: +38 (04849) 3-15-62; daxc: +38 (04849) 3-15-02

Koa €IPTTIOY 00480922

Cyano nigkaaane, HecrepuabHe Toprosoi mapku HEMOPLAST® (3riaso 3
J104aTKOM)

I

JCTY EN 1041:2019; ACTY EN ISO 10993-1:2015; ICTY EN ISO 10993-5:2015;
JCTY ISO 10993-10:2004; ICTY EN ISO 10993-12:2015;

JCTY EN ISO 13485:2018; ICTY EN ISO 14971:2015;

JACTY EN ISO 15223-1:2018;

TY V 25.2-00480922-061-2003

TexHiuHMii pernameHT WoA0 MeAYHUX BUPOOiB (3aTBepmkennii [Tocranosoro KMY
Bin 02.10.2013 p. Ne 753) - Jlonatok 1: OCHOBHI BUMOTH O MEIMYHUX BUPOOGiB

TexHiuHMI pernamMmeHT WoA0 MeauYHUX BUpoOiB (3aTBepmkenuit [Tocranosoro KMY
Bix 02.10.2013 p. Ne 753) - [lonatok 8: BHyTpiluHili KOHTPOJIL BUPOOHHMLTBA

MeIUYHHUX BUPOOiB

AT «emonnact», Byj. MaskoBcbkoro, 57, M. binropoa-/IHicTpOBCEKHH,
Opecbka 061., 67700, Ykpaina

15.12.2021 p. Penakuis 8

10 31.12.2024 p.

JlexJapanisi npo BiANOBIAHICTH CKJIA/IeHA M NIJIKOBHTY BilNOBIAAJbHICTH BHUPOOHHKA

B.o. rosiosu npasiaiguasg AT «I'emoriacTy

(nocana)
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_ IOJATOK
JIO TEKJIAPAIIT IIPO BIATIOBLTHICTS Ne 011

No HaiimenyBanust Moaudikauii MmeauaHoro Bupody

1 | CyaHo nigxnagnHe

B.o. ronosu npasaigss AT «'emomiact,
(nocana)

A.M. 3aKkpeBCbKHM
(mianuc) (iHiuianu Ta npissyiLe)




RF-2

Bupob6uux, anpeca

O6'exT Dexnapauiv

Knac 6e3nexun

06'exT aexnmapanii
BianoBigae BuMoram
cTaHaapTiB

Bumoru TexHiunux
pernaMeHTiB

Ilpouenypa TexHi4YHOrO
periaMeHTy, 10
3aCTOCOBYETbCS

Ha3sBa Ta agpeca, 3a K010
30epiraerncst
JOKyMeEHTallist 3
MiATBEepAKEHHS
BignosiaHocTi

OpraH 3 oninkn
BianoBiaHocTI

HdonaTxosa indopmauis
Jata opopmiteHnst
Aexknapauii npo

BiAnoBiAHiCTH

Tepmin aii aexmapanii

7.3-01-12-01/17-04

AEKJIAPAINIA ITPO BIANIOBITHICTH Ne 011

[Ty6niune axuionepre ToBapucTso ,,IlianpueMcTBO MO BUPOOHUITBY M€IUYHMX
BUpOGiB 3 noniMepHux Martepiaiis ,,I'eMormtact”

ByI. Masxoscbkoro, 57, M. Binropoa-ZIictposcekuii, Onechka 06i1., 67700, VYkpaina
Ten.: +38 (04849) 3-15-62; daxc: +38 (04849) 3-15-02

Kon €IPTIOY 00480922

Cynuo nigknagne, necrepuanse Toprosoi mapkas HEMOPLAST® (srigmo 3
JOJATKOM)

1

ACTY EN ISO 13485:2018; ICTY EN ISO 15223-1:2018; ZICTY EN 1041:2015;
ACTY EN ISO 14971:2015; ICTY EN ISO 10993-1:2015;

JACTY EN ISO 10993-5:2015; ICTY 1SO 10993-10:2004;

ACTY EN ISO 10993-12:2015; TY V 25.2-00480922-061-2003

TexHiuHHH periaMeHT o0 MeAHYHHX BHPOGiB (3aTBepmkenuit ITocranosoro KMY
Bix 02.10.2013 p. Ne 753) - lonaTok 1: OCHOBHi BUMOTH 10 MEIMYHUX BHPOGiB

Texniunuii pernamMeHT moa0 MeaAUYHUX BUPOGiB (3aTBepmkenuii [Tocranosoo KMY
Bix 02.10.2013 p. Ne 753) - Jlonatok 8: BHyTpiluHiit KOHTPOJIL BUPOGHULITBA

MEMYHUX BUPOOiB

TAT «emonnact», Byn. MasikoBebkoro, 57, M. Binropon-/[HicTpoBChKHii,
Onecebka 061., 67700, Ykpaina

20.11.2019 p. Penaxuis 7

710 30.06.2022 p.

HAexapauis npo BianoBianicTs cKJIafeHa nij NiIKOBATY BiANOBiAAALHiCTL BHPOGHAKA

B.o. ronosu npasnisag [TAT «emMormiacTy

(nocana)




RF-2 7.3-01-12-01/17-04

_ JOJATOK
JO TEKJAPAIII IIPO BUIHOBIIHICTD No 011

Ne Haiimenysanus moaudikauii Mexnunoro Bupody

1 | Cynso minknanue

B.o. ronosu npasminas [TAT «"emormnacty
(nocasna)




RF-2

Bupobnnk, agpeca

O06'exT aexnapanii

Knac Gesnexn

O0'exT nexapauii
BianoBixae BHMOram
CTaHJIapTiB

Bumoru TexHivHHX
peryiamenTis

Ipoueaypa TexuHiuyHoro
perjiaMenTy, wo
32CTOCOBYETLCS

Ha3sgea Ta aapeca, 3a aK010
30epiracTbes
JOKyMeHTaNjis 3
NiATBEepAKEeHHS
BianoBigHocTi

OpraH 3 ouinkH
BianosiguocTi

HonaTtkopa indopmanis
Jarta opopmiennn
JAeKJapauii npo

BiTnmoBigHiCcTE

Tepmin aif nexnapanii

7.3-01-12-01/17-04

AEKJIAPANLSA ITPO BIAITOBITHICTD Ne 011

Ily6niuHe akuioHepHe TOBapUCTBO ,,[liANPHEMCTEO MO BUPOGHHUITBY MEAUYHAX
BHPOOiB 3 MoniMepHUx Matepiais ,,[ emonnacr”

ByI. Masikoecbkoro, 57, M. binropoa-JlHictposcskuii, Onechbka o6i1., 67700, Vkpaina
Tei.: +38 (04849) 3-15-62; daxc: +38 (04849) 3-15-02

Kox €APTIOY 00480922

Cyano ninknaane, HecrepuibHe Toprosoi mapku HEMOPLAST® (zrigso 3
AOJATKOM)

I

JACTY EN ISO 13485:2015; ACTY EN 980:2007; ICTY EN 1041:2015;
ACTY ENISO 14971:2015; ACTY EN ISO 10993-1:2015;

JCTY EN ISO 10993-5:2015; ZACTY ISO 10993-10:2004;

JACTY EN ISO 10993-12:2015; TV V 25.2-00480922-061-2003

TeXHIYHMH perjlaMeHT 100 MeAWYHHX BUPOOGiB (3aTBepmxennii [Toctanosorw KMV
Bix 02.10.2013 p. Ne 753) - lonatox 1: OCHOBHI BUMOTH 10 MEOHYHHX BHPOOiB

Texuiunuii pernaMeHT WOLO MEAMYHUX BUpoGiB (3aTBepaxkenuit [ToctanoBoro KMY
8ix 02.10.2013 p. Ne 753) - lonarok 8: BHyTpiluHiit KOHTpoOIL BUPpOGHMITBA

MEAMYHMX BHPODOiB

[IAT «I'emoninact», Byl Maskosebkoro, 57, M. Binropoa-JIHicTpoBChbkHuii,
Opnecbka 061., 67700, Ykpaina

27.11.2018 p., penakuis 5

no 27.11.2021 p.

HMexnapauia npo BianosixnicTs cKiIageHa NiX NLIKOBHTY BiANOBiIaNLHICTL BHPOGHHKA

o7

Toaosa npasiainnasg AT ,,FeM_o'h 2% — R B Hearonmm

(nocama}
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Ne HaiimenyBanns Moaudikauii Mmequanoro Bupoy

1 | Cynno migknagse

(ininianu Ta npizBuEe)

Jlucr 2 JIuctis 2
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e
OKaSHIGE TYV 25 2-00480922-061-2003 HE
KOMANEKT NOCTaBKU BKMIOYAE ‘
1. KoMnnekTHicTL - CYAHO nigknagHe - 1 wWr. Bignosinac
- eTUKeTKA - 1 W,
- 2. 3oBHIWHINA CyaHo nosuHHO ByTH Bes TpilluH, 3aaup oK Ta rocThux Bianosigae
BUIMAL KR OB OK,
3. CTikikicTs o
- BANWUBY CyAHO NOBUHHO BUTPYMYBATH HABaHTAXEHHA Ha T
CTUCKAOYOro CTUCKAHHA He merwe 600 H. A A
- HaBaHTaxeHHA
4. CTinikicTs A0
BAnnBy CyaHo NOBUHHO DYTH CTIAKMIM 40 BNNVBY arp ecuBHO!
arpecuBHoO! G'ygq ST 4 - 1A yap Bianosigac
5i i ONOrIUHOT PiAWHI OpraHisMy MOAUHN ~ ceul,
onoruHoT pianHN
= —
;5;?:“:{? Ao CyaHo NoBMHHO BYTH cTivKuM go gesiHderyi’ 3 %
ririeHiquT POIYMHOM Nepekney BogHIO Ta oBpobin posUnHamy Bianosigae
MUIOUAX 3acobis.
 obpobiu

FapaHTiiHWA TepmiH 30epiraHHs 5 pokiB BG4 A48TV BUIOTOBNEHHS nNpW 4OTPUMaHHI YMOB
TpaHcnopTyBaHHA. 3bepirakHa Ta excnnyaTayll,

BucHosok. CyaHO nigknagHe BUrOTOBMNEHO Ha m,anpwwm’a: 3 BNPOBALMEHOIO CUCTERICR
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RF-2

BupoOuuk, aapeca

O0'exkT Aeknapauii
p

Knac 6e3neku

006'exT aeknapauii
BiANoBiaae BUMoram
CTaHapTiB

BuMoru TexHiuHHMX
perjiaMeHTiB

IMpoueaypa TeXHi4HOIO
perjiaMmeHTy, 110
3aCTOCOBYETbHCS

Hassa Ta aapeca, 3a K010
30epiraerbcs
JOKYMEHTAaUis 3
NiATBepAKEHHS
BiANOBiAHOCTI

OpraH 3 OUiHKH
BiANOBiAHOCTI

JoaaTkoBa iHpopmaLis
Jata opopmieHHs
aekaapauii npo

BIANOBIAHICTH

Tepmin aii neknapauii

7.3-01-12-01/17-04

JEKJIAPALISA ITPO BIAIIOBIJAHICTD Ne 011

AkuioHepte ToBapucTBO «ITiAMPHEMCTBO MO BUPOOHULITBY MEAWYHHX BUPOOIB 3
nonimepHux Matepianis «['emornact» (AT «['emomacTy)

ByJ1. Masikoscbkoro, 57, M. Binropoa-/{HictpoBeskuii, Onecbka 06:1., 67700, Ykpaina
Ten.: +38 (04849) 3-15-62; daxc: +38 (04849) 3-15-02

Koa €IPTTIOY 00480922

Cyano nigkaaane, HecrepuabHe Toprosoi mapku HEMOPLAST® (3riaso 3
J104aTKOM)

I

JCTY EN 1041:2019; ACTY EN ISO 10993-1:2015; ICTY EN ISO 10993-5:2015;
JCTY ISO 10993-10:2004; ICTY EN ISO 10993-12:2015;

JCTY EN ISO 13485:2018; ICTY EN ISO 14971:2015;

JACTY EN ISO 15223-1:2018;

TY V 25.2-00480922-061-2003

TexHiuHMii pernameHT WoA0 MeAYHUX BUPOOiB (3aTBepmkennii [Tocranosoro KMY
Bin 02.10.2013 p. Ne 753) - Jlonatok 1: OCHOBHI BUMOTH O MEIMYHUX BUPOOGiB

TexHiuHMI pernamMmeHT WoA0 MeauYHUX BUpoOiB (3aTBepmkenuit [Tocranosoro KMY
Bix 02.10.2013 p. Ne 753) - [lonatok 8: BHyTpiluHili KOHTPOJIL BUPOOHHMLTBA

MeIUYHHUX BUPOOiB

AT «emonnact», Byj. MaskoBcbkoro, 57, M. binropoa-/IHicTpOBCEKHH,
Opecbka 061., 67700, Ykpaina

15.12.2021 p. Penakuis 8

10 31.12.2024 p.

JlexJapanisi npo BiANOBIAHICTH CKJIA/IeHA M NIJIKOBHTY BilNOBIAAJbHICTH BHUPOOHHKA

B.o. rosiosu npasiaiguasg AT «I'emoriacTy

(nocana)

W
4 ! A .M. 3aKkpeBCbKHH

777 (niannc) (iHiuianu Ta npi3BULLE)

{
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RF-2 7.3-01-12-01/17-04

_ IOJATOK
JIO TEKJIAPAIIT IIPO BIATIOBLTHICTS Ne 011

No HaiimenyBanust Moaudikauii MmeauaHoro Bupody

1 | CyaHo nigxnagnHe

B.o. ronosu npasaigss AT «'emomiact,
(nocana)

A.M. 3aKkpeBCbKHM
(mianuc) (iHiuianu Ta npissyiLe)




RF-2

Bupob6uux, anpeca

O6'exT Dexnapauiv

Knac 6e3nexun

06'exT aexnmapanii
BianoBigae BuMoram
cTaHaapTiB

Bumoru TexHiunux
pernaMeHTiB

Ilpouenypa TexHi4YHOrO
periaMeHTy, 10
3aCTOCOBYETbCS

Ha3sBa Ta agpeca, 3a K010
30epiraerncst
JOKyMeEHTallist 3
MiATBEepAKEHHS
BignosiaHocTi

OpraH 3 oninkn
BianoBiaHocTI

HdonaTxosa indopmauis
Jata opopmiteHnst
Aexknapauii npo

BiAnoBiAHiCTH

Tepmin aii aexmapanii

7.3-01-12-01/17-04

AEKJIAPAINIA ITPO BIANIOBITHICTH Ne 011

[Ty6niune axuionepre ToBapucTso ,,IlianpueMcTBO MO BUPOOHUITBY M€IUYHMX
BUpOGiB 3 noniMepHux Martepiaiis ,,I'eMormtact”

ByI. Masxoscbkoro, 57, M. Binropoa-ZIictposcekuii, Onechka 06i1., 67700, VYkpaina
Ten.: +38 (04849) 3-15-62; daxc: +38 (04849) 3-15-02

Kon €IPTIOY 00480922

Cynuo nigknagne, necrepuanse Toprosoi mapkas HEMOPLAST® (srigmo 3
JOJATKOM)

1

ACTY EN ISO 13485:2018; ICTY EN ISO 15223-1:2018; ZICTY EN 1041:2015;
ACTY EN ISO 14971:2015; ICTY EN ISO 10993-1:2015;

JACTY EN ISO 10993-5:2015; ICTY 1SO 10993-10:2004;

ACTY EN ISO 10993-12:2015; TY V 25.2-00480922-061-2003

TexHiuHHH periaMeHT o0 MeAHYHHX BHPOGiB (3aTBepmkenuit ITocranosoro KMY
Bix 02.10.2013 p. Ne 753) - lonaTok 1: OCHOBHi BUMOTH 10 MEIMYHUX BHPOGiB

Texniunuii pernamMeHT moa0 MeaAUYHUX BUPOGiB (3aTBepmkenuii [Tocranosoo KMY
Bix 02.10.2013 p. Ne 753) - Jlonatok 8: BHyTpiluHiit KOHTPOJIL BUPOGHULITBA

MEMYHUX BUPOOiB

TAT «emonnact», Byn. MasikoBebkoro, 57, M. Binropon-/[HicTpoBChKHii,
Onecebka 061., 67700, Ykpaina

20.11.2019 p. Penaxuis 7

710 30.06.2022 p.

HAexapauis npo BianoBianicTs cKJIafeHa nij NiIKOBATY BiANOBiAAALHiCTL BHPOGHAKA

B.o. ronosu npasnisag [TAT «emMormiacTy

(nocana)




RF-2 7.3-01-12-01/17-04

_ JOJATOK
JO TEKJAPAIII IIPO BUIHOBIIHICTD No 011

Ne Haiimenysanus moaudikauii Mexnunoro Bupody

1 | Cynso minknanue

B.o. ronosu npasminas [TAT «"emormnacty
(nocasna)




RF-2

Bupobnnk, agpeca

O06'exT aexnapanii

Knac Gesnexn

O0'exT nexapauii
BianoBixae BHMOram
CTaHJIapTiB

Bumoru TexHivHHX
peryiamenTis

Ipoueaypa TexuHiuyHoro
perjiaMenTy, wo
32CTOCOBYETLCS

Ha3sgea Ta aapeca, 3a aK010
30epiracTbes
JOKyMeHTaNjis 3
NiATBEepAKEeHHS
BianoBigHocTi

OpraH 3 ouinkH
BianosiguocTi

HonaTtkopa indopmanis
Jarta opopmiennn
JAeKJapauii npo

BiTnmoBigHiCcTE

Tepmin aif nexnapanii

7.3-01-12-01/17-04

AEKJIAPANLSA ITPO BIAITOBITHICTD Ne 011

Ily6niuHe akuioHepHe TOBapUCTBO ,,[liANPHEMCTEO MO BUPOGHHUITBY MEAUYHAX
BHPOOiB 3 MoniMepHUx Matepiais ,,[ emonnacr”

ByI. Masikoecbkoro, 57, M. binropoa-JlHictposcskuii, Onechbka o6i1., 67700, Vkpaina
Tei.: +38 (04849) 3-15-62; daxc: +38 (04849) 3-15-02

Kox €APTIOY 00480922

Cyano ninknaane, HecrepuibHe Toprosoi mapku HEMOPLAST® (zrigso 3
AOJATKOM)

I

JACTY EN ISO 13485:2015; ACTY EN 980:2007; ICTY EN 1041:2015;
ACTY ENISO 14971:2015; ACTY EN ISO 10993-1:2015;

JCTY EN ISO 10993-5:2015; ZACTY ISO 10993-10:2004;

JACTY EN ISO 10993-12:2015; TV V 25.2-00480922-061-2003

TeXHIYHMH perjlaMeHT 100 MeAWYHHX BUPOOGiB (3aTBepmxennii [Toctanosorw KMV
Bix 02.10.2013 p. Ne 753) - lonatox 1: OCHOBHI BUMOTH 10 MEOHYHHX BHPOOiB

Texuiunuii pernaMeHT WOLO MEAMYHUX BUpoGiB (3aTBepaxkenuit [ToctanoBoro KMY
8ix 02.10.2013 p. Ne 753) - lonarok 8: BHyTpiluHiit KOHTpoOIL BUPpOGHMITBA

MEAMYHMX BHPODOiB

[IAT «I'emoninact», Byl Maskosebkoro, 57, M. Binropoa-JIHicTpoBChbkHuii,
Opnecbka 061., 67700, Ykpaina

27.11.2018 p., penakuis 5

no 27.11.2021 p.

HMexnapauia npo BianosixnicTs cKiIageHa NiX NLIKOBHTY BiANOBiIaNLHICTL BHPOGHHKA

o7

Toaosa npasiainnasg AT ,,FeM_o'h 2% — R B Hearonmm

(nocama}

Jluct 1 JlucTtis 2



7.3-01-12-01/17-04

_ IOIATOK
JI0 AEKJIAPAILIIT ITPO BUIITOBUIHICTD No 011

Ne HaiimenyBanns Moaudikauii Mmequanoro Bupoy

1 | Cynno migknagse

(ininianu Ta npizBuEe)

Jlucr 2 JIuctis 2
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