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JEKJIAPAIIIS ITPO BIINOBIAHICTD
Ne UA.TR.MD.012-22

" 1. 06’ ex mexnapauii: Amapat Biopomacasxunii IPOCTATOME plus

UT 2. HaiimenyBaHHs Ta agpeca BUOOHHKa:
i Jlepxasne nignpuemcTso «HoBaTopy, BYJL. Tepuoninbebka, 17, M. XmennaunbKwrii, 29018

:

3. 1s gexnapariis PO BiATIOBiAHICTE BHIaHA IMiJ{ BUKIFOTHY Bi/IIOBI JATBHICTS BUPOOHMKA.
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;f 4.06’exT eK/IapAIlii Bi/INOBIJAE BUMOTaM Bi/INOBIHAX TEXHIYHMX PETJIAMEHTIB:
; -  TexniyHOMY perjiaMEeHTY II0A0 MEAMIHHX BHPOOIB, 32TBEPIKEHOT 0 NOCTAHOBOIO
L KaGinery MinicTpis Yxpainn Ne753 sin 02.10.2013 p.;
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" | 5 TlocwianHg HA BiIMOBIAHI CTAHJAPTH, BKITIOUEHI 10 MEPENTIKY HALIOHANBHIX CTaH/IapTiB, MO Oymu
| 3actocoBaHi (i3 3a3HAYCHHAM [AT BHIAHHS CTAHAAPTIB) CTOCOBHO SKMX JCKIAPYETHCH Bi/IOBITHICTB:
JACTY EN ISO 13485:2018, JICTY EN 60601-1:2015, JICTY EN 60601-1-2:201S,
JACTY EN 60601-1-6:2015, JICTY EN 60601-1-11:2015, JICTY EN 1041:2019,
JICTY EN ISO 15223-1:2018, ICTY EN ISO 10993-1:2015, ACTY EN ISO 14155:2015
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6. TIpusHaueHwii OpPraH y pasi 3amyuCHH:
Opras 3 OIIHKH BIUINOBIHOCTI

inenrndixauniianii Ne UA.TR.101
(uazea, ineHTH(IKaLIHHII HOMED)
NPOBIB QHIHKY TA CXBAJCHHS CHCTEMH ynpasainsg sxicrio 3rigxoe 3 lonatkem 3 no Texniunore

| perJiamMeHTy IIO/J0 MEXHYHHX pupobis «ITopsaaoK NPOBeJEHHS NPONEXYPH 3a0e3nedeHHs
| | dyaxumionyBanHA KOMILIEKCHOI CHCTeMH YIIPABIiHHS SKICTION
- (ommic 3aBHAHb)

1 Buaas ceprudikar BiJ_HIOBimiOC‘ﬁ.‘UA.IOl.MD.3.0127—22.00 3 Tepminom aii 1o 28.06.2027 p.

7. lonarkoBa indopMalis: TeXHIYHA AOKYMEHTALis, IKA € I0KA30BOI0 623010 BignoBiAHOCTI MPOAYKIIT
BHMOTaM TeXHIYHOr0 PErjiaMeHTY Mi0/I0 MeIHIHHX BupOGiB 30epiracroea Ha JIII “Hosartop”’,
By Tepuoniibebka, 17, M. XMenbHANbKAH
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TMiznucarno Bix iMeHi Ta 3a aopydennsm JI1 «HoBatop» M. XMeasHUIBKHHA, 29 uepsHs 2022p.

(Micrie Ta AaTa BUAAHH)
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CaicrynoB OJiekciii CepriiioBu4, IMPEKTOD

(npisBumme, 1M’s Ta 10 GaTHKOBL, nocazna)
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Penakmis 1
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