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BuMoram TexXHiYHOro periaMeHTy HI010 MeIUYHNX BHPOOIB, 3aTBEPA’KEHOI0
nocranoBoio Kabdinery MinictpiB Ykpainu Big 02.10.2013 p. Ne 753,
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MEIUYHUX BUPOOIR:
CromaroJioriuni marepian, kox JIKTIT 32.50.50-10.00
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32i0n0 nepeniky 6 f{ooamxy 1 0o [Jexnapayii npo 6i0nogionicmo i 3
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Bupo6uuk: IlpuBaTHe minmpuemcTBo «JIaTycy, f’qf{‘

m. XapkiB, ByJ. Texcruabua, 82, res. (057) 7332697, kox €APIIOY 32335679

(noBHe HaiiMeHyBaHHs BUPOOHKKa, apeca, KOHTAaKTHHI TenedoH, kog EAPIIOY)
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Knacudixanis 3asHauenux meauunux Bupobis: Knac I sziono nynkmy 21 [odamxy 2 Texniunozo
peznamenmy woo0o MeOUUHUX 8upoois.
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= 73 [ponykiito cynmpoBOKYE 3HAK BIONOBIOHOCI MEXHIYHUM De2NaMEHMAM.
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Jna 3a3Ha4yeHHs MapKyBaHHA 3rigHo 1. 43 TexHiuHoro pemaMeHTy‘ IOJ0 MENWYHHX BHPOOIB,
3aTBeppkeHoro mnocranoBor KaGinery Minictpie Ykpainm Bim 02.10.2013p. Ne 753, 6yno 3abesneueno
NIPOBEEHHS MPOLIEAYPH OLLIHKY BiATIOBIIHOCTI Ta IIEPEBiPKY NPOEKTY, Ik BuKianeHo B Jlonarky 3 «Ilopsamox
HpPOBEIEHHS TIpoUEaypH 3abe3neyenns (GyHKIIOHYBAHHS KOMIUIEKCHOI CHCTEMH YMpaBIiHHS SKICTIO» Ta
3acBigueno Opratom 3 ceprudikanii «CEPT ACY» TOB «CEPTUGIKAIIAHNA EKCIIEPTHWM LIEHTP
ACY» (OC «CEPT ACV»), migposnin OOB «[TPOMCTAHIAPT», npusHauenuii HakazoM MiHicTepcTBa
€KOHOMIYHOr0 PO3BUTKY i Topriemi Ykpaimm Ne 515 Bix 11.03.2021p., atectar npo akpeaurauito HAAY
Ne 10200, 61085, m. Xapkis, By Akagemika IIpockypu, 1, inentudikanininuit Homep UA.TR.130:
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Ceprudikar signosigHocti UA.TR.130.0516-21 Bix 07.09.2021 p. Tepminom aii go 06.09.2026 p.

Ceprudikat nepesipku npoekry UA.TR.130.0517-21 Bix 07.09.2021 p. Tepminom aii no 06.09.2026 p.
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3azHaveni meauuHi BUPOOW BiAMOBINAIOTE BMMOraM HaLliOHAJBHHX, €BPONEHCHKUX Ta MDKHapOAHUX
HOPMATHBHO-TIPABOBUX AKTIiB Ta CTAHAAPTIB, ki HaBexeHi B Jomarky 2 no Jleknapatii mpo BiAMOBiAHICTS.
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Jlexiapaniro CKJIaZeHo MMi/ WiIKOBUTY BianosifansHicTs [IprBaTHOrO nixnpuemctsa «Jlatycy.

Hesin’emHor0 yacTiHOW naHoi Jexnapauii € HactynHi Jlopatku:

Honarok 1 3 mepesikoM MeTUUHUX BUPOOiB,
Jomatok 2 3 MepesikoM Hal[iOHaTLHUX, EBPONEHCHKUX Ta MXKHAPOAHMX HOPMAaTHBHO-NPABOBHMX aKTiB Ta

CTaH/AapTiB.
%— 10.B. Bok

(mianuc) (iHiLiany Ta npi3BuUiLE)
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Hpuparye ¢
HIAHPHGMCTEO :

06.09.2026 p.

TepMIH Jii eknapauii 10

07.09.2021 p.
JZiaTa peecTpauii
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Homatoxk 1 1o Jdexaapanii mpo BigmoBignicTs Ne UA.LT.019- 1- 2021

[lepenik MequaHIX BHPOOIB, 3araTbHO0 KiJIBKICTIO 5 MO3MIIH

Ne REF HaiimenyBaHHs

1. 2706 Devilat, macra mis gepitanizamil

2, 2812 Cresolat, piguHa I aHTHCENTHIHOT 00pOOKY KOPEHEBUX KaHANTIB
3. 2823 Endohex, pigwHa 1151 OUHINEHHS 1 TPOMUBAHHS KOPEHEBUX KaHAJIIB
4. 2710 Endocort-H, nemMeHT IIMHKOKCHIEBI€HOIbHIH

5. 2820 Desgel, anTrcenTHIHAN TeTb IS 00p0oOKM KOPEHEBUX KaHATIIB

Hupexrop I1IT «JlaTyc»

I0.B. box




Honatoxk 2 no Jdexmapanii nmpo BigmoBignicts Ne UA.LT.019- 1- 2021

[lepenik HaITiOHATBHUX, EBPOTIEUCHKAX Ta MIXKHAPOHAX HOPMATHBHO-IIPABOBHUX aKTIB Ta CTAHAAPTIB.

No ITo3HavyeHHS Ta Ha3Ba CTAHAAPTY

1 JICTY EN ISO 15223-1 3acobu MmeauuHol TEXHIKA. YMOBHI ITO3HAKK Ha €TUKETKAX 3ac00iB
) MeIUIHOI TeXHIKH, MapKOBaHHs Ta 000B’s13K0Bi BimomocTi. YactuHa 1. 3arayipHi BUMOTH

2, JCTY EN 1041 Bupobu meauuni. [Hdpopmartis, 9Ky Hagae BUPOOHUK

3 JCTVY ISO 10993-1 «bionoriuxe omiHIOBaHHS MeIUUHUX BrpoOiB. YacTuHa 1.
) O1iHIOBaHHS Ta BUMPOOYBaHHSI)

4 JCTVY ISO 10993-2 «bionoriube OmiHIOBaHHSI MeIUIHUX BUpoOiB. YactuHa 2. Bumoru

T OO0 YTPUMYBaHHSI TBAPHUHY

5 JCTY ISO 10993-5 «bionorigyne OIIHIOBaHHS MEIWYHUX BHPOOIB» dYacTuHA 5.
’ BumpobyBaHHs Ha IIMTOTOKCHYHICTS in vitroy

6 JICTY ISO 10993-9 «bionoriuge ominoBanHsS Mexuuaux BupobiB. Yactura 9. OcHOBHI
’ IPUHITAIIY SIKICHOTO Ta KiJIBKICHOTO aHAi3y NOTEHIIHHUX MPOAYKTIB Aerpatariiy

7 JICTY ISO 10993-10 «biojoriune oOIiHOBaHHS MenudHux BupobiB. Yactuma 10.
’ BurnpoOyBaHHs Ha IOJIpa3HEHHs Ta CEHCUO1TI3aIlo )

3 JICTY ISO 10993-13 «biosoriune oriHrOBaHHS MequaHUX BUpoOiB. YacTura 13. SIkicHUI
) Ta KiJIbKICHUH aHaJIi3 MPOYKTIB Aerpafamii moJiMepHuX MEIUIHUX BHPOOiBY»

9 JCTY EN ISO 13485 Meawnuni Bupobu. Cucrema ympaBiiHHS sKicTi0. Bumoru o
) pEryJIIOBaHHS

10. JICTY EN ISO 14971 Bupobu menuuni. HacTaHOBH 11010 yIIPAaBIIHHS PU3AKOM

Hupexrop [T «JlaTyc» 10.B. bok




