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BuMoramM TexHi4yHOro periamMeHTy 00 MeAHYHUX BHPOOIB, 3aTBEPIKEHOI O
nocranoBoo Kabinery MinicrpiB Ykpainu Bix 02.10.2013 p. Ne 753,

MEIUYIHUX BHPOOIB:
Marepiaau moJripyBajbHi 3y00TeXHIUHI
kon 20.42.18-50.00 3a JIKITIT JTK 016:2010
32ioHo nepeniky 6 Jlooamky 1 0o [Jexnapayii npo 8ionogionicmo
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Bupo6uuk: IIpuBarHe miznpueMcTBo «JIaTycy,
m. Xapkis, Bya. TexcruiabHa, 82, Ten. (057) 7332697, xox €EAPIIOY 32335679

(noBHe HaiiMeHyBaHHs BUPOOHHUKaA, afipeca, KOHTaKTHH# Tene(oH, kox €IPTIOY)

Knacudikamis 3a3HadyeHUX MequaHuX BUpobiB: Knac I 32iono [ooamxky 2 Texniuno2o pecnamenmy

000 MeOUYHUX 8UPOOIE.

[Iponykiiro CylpoBOIKYE 3HAK 810N0GIOHOCT MEXHIYHUM De2NaMeHMAam:

e
X

= -;,bvs.n,

[Ipoxykiis BigmoBimae ocHOBHUM BuMoram 3rimHo Jlomatky 1 TexHiuHOrO perjaMeHTy IIOJO
MeIUYHUX BUpPOOiB, 3aTBepikeHoro mnocraHoBor Kabinmery MinicTpie Yxpaiaun Ne753 Bix
02.10.2013 p., 3a mponexypoio, BcTanosnenoro B Jlogatky 8 «[Topsnok 3MifCHEHHS BHYTPIIIHBOIO
KOHTDOJII0O BHPOOHHUIITBA MEAUYHHUX BHPOOiB». MapKyBaHHS MEIUYHHX BHPOOIB 3A1HCHIOETHCS
srigao 1. 43 TexHIYHOTO periaMeHTy IoJ0 MEAWYHHX BHpPOOiB, 3aTBEPIXKEHOTO IMOCTAHOBOIO
Ka6inety MinictpiB Yxpainu Ne753 Bix 02.10.2013 p.
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3asHaveni Meu9HI BUPOOH BiAIOBIAAIOTs BUMOIaM HalliOHAJBHUX, EBPOTIEHCHKIX Ta MIXXHAPOJHUX
HOPMAaTHBHO-IIPABOBHX aKTiB Ta CTAaHAApTiB, sKki HaBemeHi B Jlomatky 2 mo Mekmapamii mpo
BiIIOBIHICTE.
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Jlexutapartiro CKJIaIeHo Iij I[IIKOBUTY BIAMOBinabHICTE [IpuBaTHOTO MimnpreMcTsa «JIaTyc.
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Hegin’ emHOI0 9acTuHOIO naHoi Jlexmapartii € HacTymHi JlomaTku:
Jlonarox 1 3 mepenikoM MEIUYHUX BHPOOiB, ,
Jonatok 2 3 mepenikoM HaI[iOHAIBHHUX, €BPONEHCHKAX Ta MIXHApPOJHMX HOPMATUBHO-IPABOBUX

%/ 10.B. box

(miamc) (iniLiany Ta npi3BHIIE)
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aKTiB Ta CTAHJAPTIB.
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Jlupexrop ITIT «Jlat
(nocana)

23.12.2026 p.

TepMiH [ii Aekiapariii 10

24.12.2021 p.

JiaTa peecTpauii
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Homarox 1 no Jexnapanii mpo BigmoBigaicTs Ne UA.LT.014-3-2021

[epemnik MequIHUX BUPOOIB

No

o/ Homep 3a karanorom (REF) HalivenyBanns
1. 0301 Diapol - 1.3, macta noJipyBagpHa aiMa3Ha
2, 0302 Diapol - 1.5, macra nmojipyBaigpHa ajiMa3Ha
3. 0303 Diapol - 1.10, macta momipyBajibHa aiMa3Ha
4. 0304 Diapol - 1.20, macTa monipyBajibHa aIMa3Ha
3 0311, 0314 Proclean Z, macra nosipyBajibHa IUPKOHOBA
6. 0312, 0315 Proclean Z 31 ¢Topom, nacta mojipyBajibHa HIUPKOHOBA
7. 0316, 0317, 0318 Proclean S, mopomox Juis duimeHHs 3y0iB METOIOM
a0pa3uBHOTO CTPYMEHIO
8. 0736 . Polacryl, macra monipyBayipHa
9. 0737 Polacryl, nopommox nonipyBanbHUR

W 10.B. bok

(miruc) (iHiLaTy Ta Npi3BUILE)




Honatoxk 2 no Jexnapanii mpo BigmoBigHicTy Ne UA.LT.014-3-2021

[lepenik HamiOHAIBHUX, €BPOMEHCHKUX Ta MDKHApPOJHUX HOPMATHBHO-IPABOBUX aKTIB Ta

CTaHIapTIB.

Ne ITo3nayeHnHs Ta Ha3Ba CTAHAAPTY

1. ACTY ISO 10993-1 «bionorigne omniHIOBaHHS MequuHUX BHpoOiB. Yactura 1.
OmuiHIOBaHHS Ta TECTYBAaHHS B paMKax IPOLECY YIIPABIIHHS PH3UKAMHUY.

2. JICTY ISO 10993-9 «bionoriune oriHOBaHHS MequaHUX BHPOOiB. YactuHa 9. OCcHOBHI
MIPUHIUIN SKICHOTO Ta KiJIBKICHOTO aHATI3Y MOTSHIIHHUX MPOAYKTIB JeTrpajaliiiy.

3. JCTY ISO 10993-10 «bionoriyne omiHIOBaHHS MeawdHuX BupobiB. Yactunua 10.
BurnpoOyBaHHS Ha MOAPa3sHEHHS 1 CCHCHOLTI3AIII0N.

-4, JICTY ISO 10993-12 «biomoriyae oIiHIOBaHHS MeAWYHUX BHUpoOiB. Yactuna 12.
BinbupanHs 3pa3KiB Ta eTaJIOHHI MaTepiainy.

S. JCTY ISO 10993-13 «bionoriune omiHOBaHHS MeauIHUX BUpoOiB. YacTuHa 13. OcHOBHI
MPUHITAIH SKICHOTO Ta KiJTBKICHOTO aHaTi3y MOTEHIIHHUX IPOIYKTIB JeTrpaalii».

6. JICTY EN ISO 14971 Bupobu memudni. HacTaHOBY IOK0 YIIPABIIHHS PU3UKOM.

7. JCTY EN ISO 13485 Bupobm memwuni. CucteMu ympaBiiHHS sIKicTIO. Bumorm no
pETyJIIOBaHHSL.

8. JCTY EN ISO 15223-1 Bupobu memuani. CHMBOIIH, 32CTOCOBaHI IT1J 4ac MapKyBaHHSI Ha
MEIUYHUX BUpOOaX, €THKETKAax Ta B CYNpOBiAHIA moxymenranii. Yactura 1. 3araiphi
BHUMOTH.

9. JICTY EN 1041 Bupobwu memwani. [Hdopmartis, Ky Haiae BUPOOHUK.
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