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JAEKJIAPAITIA ITPO BIAIHOBIAHICTD

BUMOraM TexHiYHOro perjiaMeHTy L1040 MeIUYHHUX BHPOOIB, 3aTBEPIKEHOI0
nocranoBoio KaGinery MinicTpiB Ykpainu Big 02.10.2013 p. Ne 753,

MeIWYHUX BUPOOiB: CTOMATOIOTIYHI I0MOMIiXKHI 3ac00H
komm 20.30.11-70.00, 20.41.20-90.00, 20.59.59-40.00 3a AKTITI JIK 016:2010

32i0n0 nepeniky 6 Jooamxky 1 0o Jlexnapayii npo 6ionogionicmeo

Bupo6nuk: Ipueatne mianpuemerso «JlaTycy,
M. XapkiB, ByJ. TekcruiabHa, 82, Teu. (057) 7332697, xox €/IPIIOY 32335679

(moBHe HaiiMeHyBaHHs BUpOOHHKa, afipeca, KOHTaKTHUiT TenedoH, xox €/IPIIOY)

Krnacudikamis 3a3HaueHNX MeAUIHUX BHPOOiB: Knac I 32iono Jlooamxky 2 Texuiunozo peenamenniy
w000 MeOudHUx 8upobis.

[MpoayKIito CyIpOBOJUKYE 3HAK 8iIONOGIOHOCMI MEXHIUHUM Pe2NaMEHMaM.

Tpomykmiss BimmoBimae ocHOBHHM BuMoraMm 3rimHo Jlomatky 1 TexHiuHOro perjaMeHTy IOIO
MEIUYHUX BHPODIB, 3arBepikeHOro mocraHoBor Kabinery MinictpiB Yxpainu Ne753 Bix
02.10.2013 p., 3a mpo1iexyporo, BcTaHoBjeH00 B Jlomatky 8 «Ilopsaok 3mificHeHHS BHYTPIIIHBOTO
KOHTPOJIIO BUPOOHHIITBA MEAWYHWX BHPOOiBY. MapKyBaHHS MEIUYHUX BHUPOOIB 3M1HCHIOETHCS
srigHo 1. 43 TeXHIYHOTO PEryIaMeHTy II0A0 MEIWYHUX BHPOOIB, 3aTBEPIKEHOIO IIOCTAHOBOIO
Kab6inery MinictpiB Yxkpaiau Ne753 Bix 02.10.2013 p. :
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3asnaveni MeUuHi BUPOOH BiMOBIAAIOTH BUMOTraM HAIliOHATIBHUX, EBPOMEHCHKHX Ta MDXHAPOAHIX
HOPMATHBHO-IIPABOBMX aKTIB Ta CTAHHapTiB, sfki HaBemeni B Jlomatky 2 mo Jleknaparuii Impo
BiIITOBiAHICTb.
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Jlexmapaltito CKIaieHo i MIJTKOBUTY BiaIOBifabHICTh [IpuBaTHOrO miAnpuemMcTsa «JlaTycy.

Hesin’emHor0 yacTUHOIO AaHOi Jlexmaparii € HacTynHi JlonaTku:

Homatoxk 1 3 mepestikoM MEIUYHUX BUPOOIB,
JomaTox 2 3 mepenikoM HaI[lOHATBHHUX, €BPOMEHCHKUX Ta MIXHAPOJHHX HOPMATHBHO-IIPABOBUX

aKTIB Ta CTaHJapTiB.

Tupexrop I «JlaTycy %——_’ _ 10.B. Bok

(nocana) (nianuc) (iniuiany Ta npi3BuILe)

Ne UA.LT.015-2-202% e 24.12.2021 p. 23.12.2026 p.

peecTpaiiiuunii N JiaTa peecTpawii TepMiH i Aeknapauii 10

UYnnnicrs Jlexnapanii npo BianoBiamicTs Moxma mepesiputy 3a e, (057) 733 26 98 Ta na caiiri [TI1 «JIaryc» latus.com.ua
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Honartok 1 no lexnapanii npo BignoBignicts Ne UA.LT.015-2-2021

[epenix MeguaHUX BUPOOIB

3:1 Howmep 3a katasiorom (REF) HaiimenyBanHus
1. 3210 Algoplen Ne 1, max u3omorounit
2. 3220, 3221 Algoplen Ne 2, max uzomorouuit
3. 0100 Vorkron-10, max xoMIIeHcamifuni
4. 0110 Vorkron-11, max KOMIeHcaIifHuHA
5. 0740 Ot6emn, 3aci6 s BiAOUTIOBAHHS HEPXKaBIFOYO1 CTaTi
6. 0102, 0103 Diasol, 3aci6 as OUHIeHHST aIMa3HUX iIHCTPYMEHTIB

= I0.B. Bok

Iupexrop 1T (HFTFoN, 5
(nocana) ; S

(mianuc) (iniuiany Ta npi3BuILEe)




Homatoxk 2 no Jdexaapanii npo Bigmosignicts Ne UA.LT.015-2-2021

[lepenix HaIlOHATBHUX, EBPOTMEHCHKUX Ta MDKHAPOJHUX HOPMATHBHO-IIPABOBUX AaKTIB Ta

CTaHIApTiB.

Ne ITo3naueHHs1 Ta Ha3Ba CTAHAAPTY

1. JCTY ISO 10993-1 «bionoriune OIiHIOBaHHS MeaW4yHUX BHpoOiB. Yactuna 1.
OuiHIOBaHHS Ta TECTYBaHHS B paMKaX IPOIECY YIPABIIHHS PH3MKAMU.

2. JACTY ISO 10993-5 «bionoridyne OWiHIOBaHHS MeAWYHUX BHpoOiB. YactuHa S.
BumnpoOyBaHHS Ha IIUTOTOKCHYHICTS in Vitroy.

3. JCTY ISO 10993-9 «biomoriune oIiHiOBaHHS MeaudHuX BHpoOiB. YactuHa 9. OcHOBHI
OPUHINAIN SKICHOTO Ta KiTbKICHOTO aHAIi3y NOTEHIIHHNK MIPOIYKTIB Ierpajarii.

-4, JCTY ISO 10993-10 «biomoriune oIiHIOBaHHS MeawyHuX BupoOiB. Yactuua 10.
BumnpoOyBaHHS Ha MOApPa3HEHHS 1 CEHCUO1TI3aITioN.

S. JCTY ISO 10993-13 «bionoriune omiHoBaHHS MequuHuX BHpo0OiB. YactuHa 13. OCHOBHI
MPUHIIAIH SKICHOTO Ta KUTBKICHOTO aHaTi3y MOTEHI[IHUX MPOIYKTIB AeTrpajgamiiy.

6. JCTY EN ISO 14971 Bupo6bu menuuni. HacTaHOBH 1OJ10 YIIPABIiHHS PU3UKOM.

(8 JCTY EN ISO 13485 Bupo6bu memmuni. Cucrtemu ympaBiiHHS sIKicTIO. Bumoru mo
PETYIIOBAaHHSL.

8. JICTY EN ISO 15223-1 Bupo6bu meauuni. CHMBOJIH, 3aCTOCOBaHI ITiJT 4ac MapKyBaHHS Ha
MEIUYHUX BUPOOAX, ETUKETKAX Ta B CYIpPOBIMHIA mokymeHTamii. YacTuHa 1. 3araibpHi
BUMOTH.

9. JICTY EN 1041 Bupobu menuuni. [Hpopmartis, sKy Haiae BUPOOHHUK.

%’__’/ 10.B. box

(migrc) (iHiuiagy Ta npi3BUILE)



