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TEKJAPAIS ITIPO BIMOBIIHICTE

Ne DOC.UA.TR-001/ver.2
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Adpeca: Vkpaina, 02081, m. Kuis, Byn. Ypiisceka, 23-B, 0¢.241
Teneghon: (044) 239 26 41
E-nowma: info@mobil-medical.com

Koo 3a €J]PIIOY

42952052

Bupobuuya dinonuys:

ITAT «Xim¢papm3aBoj «UepBoHa 3ipkar

Adpeca:

61010, Ykpaina, M. Xapkis, Byn. ['opaieHkiBCcbKa, 1.

Haiimenysanmns
MeOuuHo20 supoby:

JAOMEHOPM® (DOMENORM®)
BarinanbHu 3B0/10XKYHOYHIA rejib 3 riaJypOHOBOK KHCJIOTOI0 TAa
Jginocomamu, 30 r (g)

Knacudixayis . .
pixay Kinac I 3rigso 3 mynkroMm 13 Jlogatky 2 TexHI9HOTO peryiaMeHTy 00
3A3HAYEHUX MEOUYHUX f
. MEJMIHUX BUPOOIB.
supobis:
IIpooyxyiio cynpogoosicye 3nak 8ionogionocmi.:
Bionosionicme 3a3HaueHi BUPOOH BiIIOBIIAIOTH BUMOT'aM HAI[IOHATFHUX CTAHJIAPTIB, AKi
Cmanoapmam. HaBejieH1 B Jlonatky 1 o ganoi Jlexnapariii npo BiIIOBiHICTb.
3rizgo 1n. 18 TexHIYHOrO permaMeHTy WOJ0 MEAWYHUX BHPOOIB, I
. 3a3Ha9YE€HOT0 MapKyBaHHs Oyio 3a0e3lle4eHO0 HIPOBEICHHS OLIEAYPH
Ilpoyedypa oyinku . . MapIyBAHE Y tPOBCIL POTIEYP
cionosionocmi: OLIIHKH BiATIOBiAHOCTI, BiAmoBiguo 70 ITopsaxky 3aiiiCHEHHS BHYTPIITHBOTO
’ KOHTPOJIIO BUPOOHUIITBA MEAWIHUX BHPOOIB, sikuii BUKIaAeHO B JlomaTky
8, 10 TexHIYHOTO PErIAMEHTY 00 MEAWYHUX BUPOOIB
Cmpox 0ii
P 307.07.2021 p. no 09.06.2026 p.
dexnapayii:

Hegio’emuoro yacmunoro oanoi lexnapayii npo ionogionicme € Hacmynni /Jooamok:

JHooamox 1 3 nepenikom HauionanbHUX, €6PONENCLKUX MA MIICHAPOOHUX HOPMAMUBHO-NPABOBUX
akmie ma cmanoapmis.

TOB «/Iezep @apmay 3aA6NAE, U0 CUH{CEKAZAHI MCOUURI UpOOU GIONOBIOGIOMb 8CIM GUMOAM
Ilocmanosu Kabinemy Minicmpiec Ykpainu eio 2 ucoemun 2013 Ne753 «llpo zameepoycennsn
Texniunozo peznamenmy wi000 MeOUUHUX UPODIeN.

Texniuna Ooxymenmayin pospodiena i zbepicaemoca y supodnuxa: TOB «/lecep @apmay,
Ykpaina, 02081, m. Kuis, eyn. Ypruiecsxa, 23-5, ogh. 247




Homartox 1
1o Jexnapanii mpo BimnosignicTs Ne DOC.UA.TR-001/ver.2
Iepenix HamioHAJILHUX CTAHAAPTIB

JACTY EN ISO 13485:2018 Meanuni Bupobu. Cucrema ynpasiiHHS sikicTio. Bumorn no
peTyIIOBaHHS.

JACTY EN ISO 15223-1:2018 3acobu mMemuuHOi TEXHIKM. YMOBHI IIO3HAKH HA C€TUKETKAX
3aco0iB MEIMYHOI TEXHIKHM, MaPKOBAHHA Ta 000B’s13K0B1 Bijomocti. YactrHa 1. 3araibpHi

JCTY EN ISO 14971:2015 Bupo6u memuani. HacTaHOBM mIO10 yIpaBIIiHHS PU3UKOM;

JACTY EN ISO 10993-1:2015 bionoriune oiiHoBaHHA MeawdHux BupoOiB. Uactuna 1.
O1iHIOBaHHS Ta TECTYBaHHS B paMKaX IPOLIECY YIIPABIIiHHA PU3UKAMH.

ISO 10993-10:2013 Biological evaluation of medical devices - Tests for irritation and
sensitisation. (bionoriune omiHoBaHHS MequgHUX BUpoOiB. Yactuna 10. BunpoOyBaHnHs Ha
IOJIPa3HEHHS Ta CCHCUOLTI3aIi0);

JACTY EN ISO 10993-3:2015 bionoriyse ouiHioBaHHa MemuunHux Bupobis. Hactuna 5.
BunpoOyBanus Ha HUTOTOKCHYHICTS in Vitro

JACTY EN 1041:2019 Bupobu meauanl. Indopmanis, 4Ky Hajnae BUPOOHHK.
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(DOMENORM®)

Barinansuuil asononyiound rens 3 rlanyposoRoI0 KRCHIOTOI Ta ninocomamu, 30§

IHCTPYRUIN ANR SRCTOCYRANNS Mafmunore supoby

CRERE FDOMAT HaTRi - 100 S0, BOSHNN SRCTDAKT BOMRLURM, Kaneudynv { Koot - 500%, nporinourirons - 5,009, netarin - 1 ,QG%; KapGomMap RPN,
Aierusanin - 040%, sinarin < 01356, ERTA < 0,059 pocnunst docdoniniar cot = Q0296 winason « G.03%, sogs owangena - 86,18%. ¢
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1o Jexnapanii mpo BimnosignicTs Ne DOC.UA.TR-001/ver.2
Iepenix HamioHAJILHUX CTAHAAPTIB
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Barinansuuil asononyiound rens 3 rlanyposoRoI0 KRCHIOTOI Ta ninocomamu, 30§

IHCTPYRUIN ANR SRCTOCYRANNS Mafmunore supoby
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