DEKNAPAUIA NPO BIANOBIAHICTb
Ne33-04/2019 sig "03" kBiTHA 2019 poky

Tosapucrso 3 obmerkeHoto BignosiganbHictio "IFAP", kog EAPNOY 19243202,
YNOBHOBAXeHWU NpeACcTaBHUK B YKpaiHi
MicLle3Haxo4KeHHsA: ByN. Muxaina Boluyka, 18-A, m. Kuis, YKpaiHa, 01103,
B 0cobi gupekTopa BMkosa Bnagucnasa MeopriioBuya, NiATBEPANKYE, WO MEANYHUI BUPI6

KoHreitHepu gnsa 6ionoriuHoro martepiany

BupobHuMK BupobHUue yHiTapHe nignpuemctso "NITOMJIACT-MEL"
By/. MyTeiiko, 31, KimHaTa 7, M. 3acnasib, MiHCbKMI palioH, MiHcbKa 0611.,
Pecny6nika binopyck, 223034

modugpikayii meduuHozo eupoby HasedeHi 8 flodamky Nel do daHoi [ekaapayii npo sidnosidHicme

AKMIA BUMYCKAETLCA 3@ TEXHIYHOIO AOKYMeHTaLiel0 BUPOOHMKa, BiANOBiAae BUMOram TexHIYHOTO pernameHTy
WoA0 MeAuYHKUX BUpobiB Ana AiarHOCTUKM in vitro, 3aTBepAKeHOro noctaHosoto KabiHeTy MiHicTpis YkpaiHu
Bia "02" xoBTHA 2013 poky Ne754,

a TaKoXK:

OCTY EN 556-1:2014 "Crepunisauja meguyHux BupoGiB. BUMOrM 4o meauuHux BMpo6iB 3 MNO3HaYeHHAM
'CTEPUNbHI'. YactuHa 1. Bumorn Ao meanuHux Bupobis, WO nig/iaratoTb KiHuesin crepunisauii” (EN 556-1:2001,
IDT + EN 556-1:2001/AC:2006, IDT);

ACTY EN ISO 11137-1:2015 (EN ISO 11137-1:2006, IDT; ISO 11137-1:2006, IDT) "Crepwnizauia Bupobis
MeMYHOro npusHadyeHHa. PagiauiitHa crepwnisauia. YactuHa 1. Bumorn pgo pospobreHHs, Banigauii Ta
MOTOYHOrO KOHTPOJIIO NPoLecy cTepuaisauii meanyHmx supobis";

ACTY EN ISO 11137-2:2015 (EN ISO 11137-2:2013, IDT; ISO 11137-2:2013, IDT) "Crepunizauia Bupobis
MeAMYHOro NpusHadveHHa. PagjauiiHa ctepunisauis. YacTuHa 2. BcTaHOBIEHHS CTepuAizyouoi gosu';

ACTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; I1SO 14971:2007, IDT) "Bupobu meauuHi. HactaHoBM wWwom0
ynpaBaiHHA pU3nKoM";

ACTY EN 14254:2015 "MepauuHi Bupobu ana fiarHocTMKM in vitro. 36ipHUKM OAHOPA30BOr0 BUKOPUCTAHHA AN
Bin6opy 3paskis y noaer, Kpim Kposi" (EN 14254:2004, IDT);

ACTY EN ISO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "Bionori4He OLHIOBaHHSA
MeAnYHUX BUPOo6iB. YacTuHa 1. OujiHIOBaHHA Ta TeCTyBaHHA B paMKaXx NpoLecy ynpasaiHHA pusukamu';

ACTY 1SO 10993-2:2004 "bionoriyHe oOLiHIOBaHHA MeANYHUX BMPO6IiB. YacTMHa 2. BUMOrM WOAO YTPUMYBaHHA
TBapuH" (ISO 10993-2:1992, IDT);

ACTY EN ISO 10993-5:2015 (EN ISO 10993-5:2009, IDT; ISO 10993-5:2009, IDT) "BionoriuHe oOLjHIOBaHHSA
MeanYHMX BUpo6is. YacTuHa 5. BUNpoboBYBaHHA Ha LIMTOTOKCUMYHICTb in vitro";

ACTY 1SO 10993-10:2004 "BionoriyHe OUiHIOBAHHA MeAMYHMX BUPO6iB. YactmHa 10. BunpobysaHHA Ha
noApasHeHHs Ta ceHcmbinisauio" (ISO 10993-10:1995, IDT); '

ACTY EN ISO 10993-11:2015 (EN ISO 10993-11:2009, IDT; ISO 10993-11:2006, IDT) "BionoriyHe OLjHIOBaHHS
mMeanyHuX B1po6is. YactnHa 11. BUnpo6oByBaHHA Ha CUCTEMHY TOKCUMUHICTL";
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OCTY EN ISO 10993-12:2015 (EN ISO 10993-12:2012, IDT; ISO 10993-12:2012, IDT) "BbiosioriyHe oOUiHIOBaHHA
meguuHuX Brupobie. YactnHa 12. BiabupaHHs 3paskis Ta eTasoHHI maTepianu”;

OCTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupobu meauuHi. IHpopmalin, AKy Hagae BUPOBHUK";

ACTY EN 980:2007 "Cumonu rpadiuHi gns mapkyBaHHa meguuHux Bupobis" (EN 980:2003, IDT).

Mpoueaypa OWIHKM BIiANOBIAHOCTI MpoBefeHa 3riAHO i3 3a3HayeHUM TexHIYHUM perfaMeHToOM  LoAo
MeaMYHUX BUPOBIB Ans AiarHOCTUKM in vitro, goaatok Ne3 (BuKAouatoum n.n.6-8): 3aifCHEeHHA BHYTPILLHLOrO
KOHTPO/110 BUPOBHULTBA MeANYHUX BUPODiB AR AiarHOCTMKM in vitro.

[exnapauia ckiageHa nig winkosuTy BianosiganbHicte TOB "ITAP", Wwo BianoBigae 3a BBeAESHHA MEANYHOrO
BMpoby B 0bIr A4/1A 3aCTOCYBAHHA B MeAUYHINA NpaKTUL.
TexHiYHa AOKYMeHTaLia AnA uinen niaTsepasKeHHs BignosigHocTi 36epiraeTbca 3a agpecoo:
8yn. Mertanicris, 20, m. KuiB, YkpaiHa, 03057

Oeknapauia umHHa go: "03" KBiTHA 2024 paxy.

B.l. bukos
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A GAR

Hopartok Nel
Ao Oeknapauii npo BignoBigHicTb

OOOATOK
no OEKNAPALIT MPO BIAMOBIAHICTb N233-04/2019 sig, "03" ksitHa 2019 poky
KoHTeltHepu ansa 6ionoriyHoro martepiany
BupobHuk Bupob6Huue yHiTapHe nignpuemcTteo "JIITOMNNIACT-MEL"
syn. MyTeitko, 31, KimHaTa 7, M. 3acnaB/nb, MiHCbKUIA paitoH, MiHcbKa 061.,

Pecny6nika binopycs, 223034

Ne Hassa moaudikauii meguuHoro supoby Hasea mopudikauii meauuHoro Bupoby

3/n POCICbKOO MOBOIO YKpPaiHCbKOO MOBOIO

1. | KoHTeiiHep ana 6MONOrMUecKoro matepuana ¢ Kpblkoil | KoHTeliHep ana 6ionoriyHoro marepiany 3 KPULLKOIO
BMECTMMOCTbI0 250 M/ B UHAMBUAYANbHOMN YaKOBKe MicTKicTio 250 mn B iHAMBIAYaNbHIM ynakosLi
HECTEPUbHbIN HeCcTepUAbHUM

2. | KoHTelHep ana 6MonorMyeckoro matepuana C Kpbllko | KoHTeltHep ana 6ion0riYHOro matepiany 3 KpULWKOK
BMeCTMMOCTbIO 250 M/ B UHAMBUAYANbHOM YNAKOBKeE micTKicTio 250 mn B iHAMBIAYaIbHINA yNaKOBLL
CTePU/bHbIN CTEPUNbHUN

3. | KoHTellHep a8 BMONOrMyYeckoro matepuana c KpblwKoi | KoHTeliHep ans 6ionoriyHOro matepiany 3 KPULLKOKO
BMECTMMOCTbIO 125 MAn B MHAMBUAYANbHOW YNaKOBKe MICTKicTIo 125 mn B iHAMBIAYaNbHINM ynaKosLj
HeCTePUIbHbIN HecTepuUbHUIA

4. | KoHTeltHep ana 6buonornyeckoro matepuana c Kpbllwkoi | KoHTeillHep g 6ionorivHoro matepiany 3 KpULWKOK0
BMECTMMOCTbIO 125 M/ B UHAMBUAYANbHOW YAaKOBKE MmicTKicTo 125 mn B iHAMBIAYyaNbHIN yNaKoBLU
CTEPUNbHbIN CTepUNbHUIA

5. | KoHTeitnep gna 6uonormyeckoro matepuana ¢ KpblwKoi | KoHTeliHep ans 6ionoriyHOro matepiany 3 KpULLKOKO
BMECTMMOCTbIO 60 MA B MHAUBUAYA/IbHOM YNaKoBKe MicTKicTio 60 MA B iHAMBIAYaNbHIN ynaKosLj
HECTEPU/IbHbIN HeCTepUNbHUM

6. | KonteiiHep gna 6uonornyeckoro matepmana c KpblwKoW | KoHTelHep ana 6ionoriyHoro matepiany 3 KPULIKO0
BMECTMMOCTbIO 60 M/ B MHAMBUAYANLHON YNAKOBKe MiCTKiCTIo 60 mn B iHAMBIAYaNbHIl ynakoBLi
CTepPU/IbHBbINI CTePUIbHUIA

7. | KoHTeiiHep ana 6Monornyeckoro matepuana ¢ KpbilKoi | KoHTellHep ana 6i0/10rYHOro matepiany 3 KPULLKOIO 3
C JIOXKOW-LWNaTenem BMecTMmocTbio 30 ma (KOHyc) B JIOXKOlO-LINaTenem micTkictio 30 ma (KoHyc) B
MHAMBUAYANIbHOMN YNAaKOBKE HECTEPU/bHbIN iHOMBIAYaNbHIN YNaKoBL HECTEPUALHUIA

8. | KoHTeitHep ana 6MonorMyeckoro matepuana ¢ KpbllKoi | KoHTeiHep ans 6ios0riyHOro martepiany 3 KpULLKOLO 3
C NNOXKOW-LINaTenem BMecTMMocCTbio 30 ma (KOHyc) B NOMKOlO-LINaTenem micTkictio 30 ma (KoHyc) B
MHANBUAYaNbHOW YNAKOBKE CTEPUIIbHbIN iHAMBIAYaNbHIN yNaKoBL| CTepPUbHUI

B.T. bukos
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