HAEKJAPALIIS ITPO BIIIIOBITHICTD

BuMoram TexHiYHOro perinaMeHTy MO0 MeAHIHUX BUPOGIB, 3aTBEPIIKEHOT0
nocranoBoo Kabinery MinicrpiB Ykpainu Bix 02.10.2013 p. Ne 753,

MEIMYHUX BHPOOIB:
Cromatoaoriynuii incrpyment ko 3a JIKITIT 32.50.11-50.00
32i0no nepenixy 6 Jlooamky 1 0o [exnapayii npo 6ionosionicme

Bupo6nuk: IlpuBaTHe mixnpuemcrso «JIarycy,
M. XapkiB, By.1. Texcrnnbna, 82, Test. (057) 7332697, xox €JIPIIOY 32335679

(noBue HafimenyBaHHs BUPOOHHKa, apeca, KOHTakTHUI Tenedon, kox €JIPTIOY)

Knacudixarisi 3a3mauennx Meauunux BupoGiB: Kiac _I  3a kpumepismu xnacugixayii 32iono
Hooamxy 2 Texuiunozo pecnamenmy w000 meouunux 6upobis.

[IpomyKuiro CynpoBOIUKYE 3HAK 8IONOGIOHOCMI MeXHIYHUM Pe2amenmam.

I[Ipomyxiist BimmoBifae ocHoBHUM Bumoram 3rigmo Jlomarky 1 Texmiumoro peryiaMeHTy 110J10
ME[IMYHUX BUPOOIB, 3aTBEP/UKEHOro mocraHoBoo Kabinery Minictpis Vkpainm Ne753 Bin
02.10.2013 p., 3a mponeaypoIo OIIHKHK BiAOBiHOCTI, BeTaHoBIeHOIO B JlogaTky 8 (mynxtu 1-4)
«ITopsiiox 3xi¥icHeHHs BHYTPIITHBOrO KOHTPOJIO BUPOOHUIITBA MENMIHUX BUPOOiB». MapKyBaHHs
ME/IMYHAX BHPOOIB 3MiHCHIOEThCS 3rimHo 1. 43 (myHkTH 1-4) TexHiUHOTO peraamentTy Iojo
MEJIMYHUX BUPOOiB, 3aTBEpIPKEHOro mocTaHoBo Kabinery MinictpiB Ykpainm Ne753 Bin
02.10.2013 p.

3a3Haveni MeM4Hi BUPOOH Bi/NOBIIAI0Th BUMOTaM HAIliOHAIEHUX, €BPONEHCHKHX Ta MDKHAPOJIHUX -
HOPMaTHBHO-IIPABOBHX AaKTIB Ta CTaHAApTiB, sKki HaBeneHi B Jlomatky 2 mo Jleknapanii 1mpo
BiJIITOBiAHICTE.

Jexnapartito cKkiiazieno It IiJIKOBUTY Bi/inoBiganbHicTs [IpusatHoro mijmpuemctsa «JlaTycy.

Hesiy’emuoro yactunoro ganoi Jlexnapariii € nactynni Jlogarku:

Jlonarok 1 3 nepesikom MeTMYHUX BHPOOiB, '

Honarox 2 3 nepenmikoM HalliOHANBHHUX, €BPOIEUCHKUX Ta MDKHAPOIHUX HOPMATHBHO-IIPABOBUX
aKTIB Ta CTAH/IAPTIB.

Iupekrop ITIT «Jlaryey /4 Somssss ! 10.B. Bok

(mocana) i ia \| i (ininiany Ta npissuiie)
Mpwead
niN‘DV‘eMCTBO

Ne UA.LT.018-2-2026 Psssred 02.08.2026 p. 01.08.2031 p.
Bepcis 2 EX

peecrpauiiinuii Ne Jiata peectpauii TepMiH Jiii Jeknapaii 10

HYunnicrs Jlexapauii npo BifmosizHicTs MoxHa nepesipury 3a tei. (057) 733 26 98 Ta na caiiri ITIT «JTatyc» latus.com.ua




Honmarok 1 o Jlexnapanii npo Bigmosigmicrs Ne UA.LT.018 -2-2026, Bepcis 2

[lepenix MequuHUX BHPOOIB

e REF HaiimenyBanus
n/n

1. 6001 MTondep-rnaaunka Nel

2. 6002 HITondep-rnamunka No2

3. 6003 [Irondep-rnamunka No3

4. 6004 KyneBuana riamnka Ned

5. 6005 KyneBunna rmagmika Ned (Mana Kynpka)

6. 6006 Kynesunna rioanunka Ne4 (cepens Kyibka)

7 6009 CepnioBuyina riajiuika Ne6

8. 6007 30H/1 CTOMATOJIOT YHHIA

9. 6030 Jloxxa Juist 3nminkiB (B1)

10. 6031 Jloxka just 3minkis (B2)

11. 6032 Jloxxa Juist 3minkis (B3)

12. 6033 Jloxxa juis 3minkis (H1)

13. 6034 Jloxka juis 3ninkiB (H2)

14. 6035 Jloxka st 3minkiB (H3)

15. 6021 JloTok Juist iHCTpYMEHTIB

16. 6008 Pyuka jy1s1 13epkaia cToMaToJIoriaHoro

17. 6022 Konreitnep aist crepmitizarii 6opis

18. 6010 [IIaTens cromaroorigHuit

19. 6011 ExckaBarop cromarooriunmit Nel

20. 6012 ExckaBaTop ctoMaTosoriunmii Ne2

21. 6013 ExckaBaTop cromarosorianuii Ne3

(nignuc)

10.B. Bok

(iniuiany Ta npi3suie)




Hoparox 2 po Jlexnapanii npo Bixmosignicrs Ne UA.LT.018 -2-2026, Bepcis 2

Ilepenik HaIiOHAIBHUX, €BPOIEHCHKUX Ta MIDKHAPOJHUX HOPMATHBHO-IIPABOBHX aKTiB Ta
CTaHJIapTiB.

No ITo3navenns Ta Ha3Ba cTraHAapTy

1. JACTY 1ISO 10993-1 «bionoriune oniHIOBaHHS MeauuHUX BUpoOiB. Yactuna 1.
OniHIoBaHHS Ta TECTYBaHHS B paMKaXx IPOIIECY YIPABIiHHS PU3MKAMHE .

2. JACTY ISO 10993-5 «bionoriune ouiHOBaHHS MeAWYHMX BUpoOiB. Yactmna 5.
BunpoOyBaHHS Ha HIUTOTOKCHYHICTH in vitroy.

3. JACTY ISO 10993-10 «bionoriune ouiHOBaHHS Meauunux Bupo6iB. Yactuna 10.
BunpoOyBaHHs Ha 1I0J{pa3sHEHHS 1 CEHCHOiTI3aIiIoN.

4. JICTY ISO 10993-13 «bionoriune onintoBanus Meuunux BupoOis. Yactuna 13. OcHoBHI
IPHHIMIIN SIKICHOTO Ta KiJIbKICHOIO aHali3y MOTSHIIHHUX IPOJIYKTIB JIErpajamiin.
5. JICTY EN ISO 14971 Bupo6u Meauuni. HactaHOBH 11010 YIIPABIIIHHS PUSUKOM.

6. JACTY ISO 13485 Bupobm wMemuuni. CucreMu ymnpasiiHHS sKkicTio. Bumoru o
peryJroBaHHSL.

T JICTY EN ISO 15223-1 3acobm MemuyHOI TeXHikH. YMOBHI IO3HAYKH Ha ETUKETKAX
3ac0o0iB MEIMYHOI TEXHIKH, MapKyBaHHs Ta 000B’s3K0Bi Bimomocti. Yactuna 1. 3aransui
BHUMOTH. '

8. JICTY EN 1041 Bupobu menuuni. [ndopmartisi, ssky Hazae BUPOOHUK.

9. JICTY EN ISO 13485 Meauuni Bupodu. CucreMa yrpasitinus skicTio. Bumoru 10
pEryJIIOBaHHSL.

10. | ICTY EN ISO 14971 Bupo6u Mequuni. HactaHOBH 11010 YIIPABIIiHHS PUIUKOM.

%’7 FO.B. Box
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