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O6'ekT excrnepTH3H PO3UnH 3B0I0KYFOUHIA U1 O4ei T4 KOHTAKTHHX NiH3 Biotrue® rmﬂyp@HDBa Kuenora 0. 2% Posqm{
3BONOKYIOUMIL 15 Ovei Ta KOHTAKTHUX J1in3 Biotrue® rianyponosa kuciota 0.24%: PosuuH 38010KYIO4HMI 115 Oueii Ta
KOHTAKTHHMX J1iH3 Aprenak® Criieck rianypoHosa kuciora 0,2%;: Posumn 3BOJOKYIOUHT 18 0Yel Ta KOHTAKTHUX JIiH3
Aprenak® Crneck rianypoHosa kuciiora 0,.24%
BUFOTOBJICHHH Y BiZAMOBIAHOCTI 13 =

(1Y, JICTY, TOCT)
Kon 3a JKIIT, YKT3E, aprukya 3307900000

Ciepa 3acTocyBaHHs Ta peaizauii 00'exra excrepru3y MeanyHa npakTinka, 0QTaabMONOTiYHi HEHTPH, alTeYHi 3aK1ajHn

Kpaina-supoGnuk «Bausch & Lomb Incorporatedy. Crionyueni rarn Awepii, 1400 North Goodman St.. Rochester. NY
14609, USA. Ha 3asoui: Dr. (rerhard Mann, Chem.-pharm. Fabric GmbH. Brunsbutteler Damm 165 - 173. 13581 Berlin,
Germany

{azpeca, MICLEIHAXOIKSHHA, Teﬂed}on (bal(c E-mail_ pe6-caiit)
3aseHuk excrieptuzu TOB "Ton-Bixu", ¥xpaina, 01011, M. Kuie. Byir. ﬂecmﬁd. 3.1en: + 380 44 428 34 82, E-mail:
ved@visionlux.com.ua, koa 3a €[IPTIOY: 37242705 : -

(ampeca, MICLE3HAXOLKEHHA, 'ncneq:on (bsu\c E-mail; Bcﬁ caﬁ'{)
ﬂaHi NPO KOHTPAKT Ha MoCTa"YaHHsg 00'eKkTa B Y!\pamy Ha nenenxoamaxmm..ocnom

Ob'exT eKkcriepTH3H BiAMOBiNae BCTAHOBICHUM MeIUYHUM KPUTEpiaM Ge3neku/moKasHUKaM: 38 pe3ysibTaTaMu iAeHTHhIKAILIT,
OLIHKH PU3UKY 1714 3J0POB'S HACEAEHHS. @ TAKOK Pe3yabTaTaMH MepeBipkyM HAAAHOTO 3asBHUKOM 3pa3ka 00'€KTY eKCIEPTH3H B

meskax cdepn akpenuranii (Atectat npo akpeauTauiro Ne 2H375 Bin 22.05.2015p. signosiauo go sumor JICTY ISO/IEC
17025:2006). a came: BHpoOW HETOKCHMHI, CTEPUIILHI, NOAPA3HIONYA Ta ceHcubini3yioua Ail - BIACYTHI, BiANOBIAHO 10 BUMOT
JICTY ISO 10993-5:2004 ..Bionoriune ouiHIOBaHHA MeAWYHHX BHpoOiB. YacTnua 5 BunpoOyBaHHs HA LIMTOTOKCHYHICTD in
vitro", ICTV ISO 10993-10:2004 «bionoritHe oUiHKBaHHA MeIMYHUX BHPoOiBy yacTHHa 10. BHnpoOyBaHHs HA NOApPa3HEHHS

Ta ceHcubinizanioy, MB « TOKCHKOMOTO-TirieHIYHI TA TOKTIHIYHI JOCTiIUKeHHA MOJIMEPHUX MaTepianis i BUpobiB Ha X OCHOBI

Meangroro npusHadeddan. K., 2009p. ta Jlep:kapHol Papmakonel Yipaiau, 2001, suganns 1

HeoOxigHUMK yMOBaMH BUKOPHCTaHHA/3aCTOCYBaHHSA, 30epiraHHs, TpaHCTIOPTYRBAH S, YTHII3ALLIT, 3HHILIEHHS €;
a) JOTPHUMAHHSA BUMOL, BCTAHOBIEHMX JIAHUM BHCHOBKOM 34 PE3ybTaTaMu BUNpoOyBaHb HaJaHHUX 3asdBHHKOM 3DPa3KiB;
0) 3afe3neueHHs YMOB TPAHCNOPTYBAHH, 30epiraHts Ta peanisauii npoavkLil, nependaueHux BUMOraMH | peKoMeHIaisMu

BHPOOHMKA.

3a pe3y/bTaTaMH JIep/KaBHOT CaHiTapHO-eMiAeMioNoriuHoT ekenepTH3M 00'ekT excnepTH3n PO3unH 38010 YIOUMI T oueli Ta
KOHTaKTHUX JiH3 Biotrue® rianvponosa kucyiora 0.2%: Po3uun 380103 YIOYHH JUIS 0UeH TA KOHTAKTHUX JIiH2 Biotrue®
riasryponosa kucnota 0.24%: Po3unH 3BON0KYIOUNH AN 04l Ta KOHTAKTHUX JiH3 Aprenak® Cryeck rialypoHOBa KHCI0TA
0.2%: Po34uH 3BON0MKYHOUHIT U1 04€el Ta KOHTAKTHUX NiH3 Aprenak® Cnneck rianypoHosa kucnoTa 0.24%, 3a HanaHum
3aABHHKOM 3Pa3KOM BIJIMOBIJAC BUMOraM Ji04Oro CaHiTapHOro 3akoHoaBcTBa Y KpaiHH | 3a yMOBaMH TOTPHMAaHHA BUMOT
1[bOT0 BUCHOBKY MOe OyTH BUKOPHCTaHHIT B 3asABIeHIH cepi 3acTocyBaHHA,




TepMiH NPHUAATHOCT] TApaHTOBAHUN BUDOOHUKOM.

TudopMalis OO0 €THKETKH, IHCTPYKLT, MpaBulIl TOUIO ETHKETKA VKPATHCHKOK MOBOI MOBHHHA MICTHTHCh HA KOXHil TapHii
OMHHIL NPOAVKLi; MAPKYBaHHs 3ailcHioBaTH y Bitnoianocti 3 ICTY EN 980:2007 «Cumpoau rpadivuti 418 MapKyBaHHs
MEIHYHUX BHPOOIRY.

JTanuit BUCHOBOK He MO3Ke OyTH BUKOPUCTAHHH A11A PEKNaMH CIIOKHBUHX sikocTel 00'€KTa EKCIEePTH3H.

BHCHOBOK AiHCHHIT I'ATh POKIB

BiamnosizansHiCTh 3a JOTPUMMaHHA BUMOT HBOTO BHCHOBKY HECE 3asBHHK.

TToka3HHKH Oe3MeKH, SKi MiAIATal0Th KOHTPOIO HA KOPIOHI: He MILIAraloTh

TMokazHUKH Be3nekH, AKi MAISTalTh KOHTPOMIO MPH MUTHOMY OGOPMIIEHHI: HE MiANIATAIOTE

TloTouHMit AepKaBHHUiT CaHiTapHO-€riieMionoriuHmil HarNAL 3AIHCHIOETLCS 3TIAHO 3 BUMOraMH LIbOTO BUCHOBKY: BUOIPKOBO.
Ha RiIMOBiAHICTL BCTAHOBIEHUM MEIMYHMM KPUTEPiAM Oe3nexu: BUpoou HEeTOKCHYHI, CTEPUIIbHI, N0Apa3HIoda Ta
cencubinizvioua il - BixcyTHi, BianosinHo o sumor JACTY ISO 10993-5:2004 _Bionoriube ouiHoBanHa MeIMIHUX BUPOGiB.
Uactina 5 Bunpo6ysanHs Ha LMTOTOKCHYHICTS in vitro", JCTY 1SO 10993-10:2004 «BionoriyHe OLiHIBAHHA MEIHYHHX
supo6iey yactuya 10. BunpoOyBaHHs Ha NOAPA3HEHHA Ta cencubinizaniton, MB « TOKCHKOIOro-TirieHi4Hi Ta JOKIiHi4Hi
TocHipKeHHS MoNiMepHUX MaTtepianis i BUpobiB Ha iX OCHOBI MeIHYHOro npu3HayeHHsmy, K., 2009p., [lep:kapHoi @apmakorel

Vxpaiuu, 2001, BunaHHa 1 Ta 32 BUKOHAHHAM YMOB BUKOPHCTAHHA

Kowmicis 3 mepiasHoi canitapHo-eninemionoriutof excneprusn M. Kuis, ByJ1. I'epois O6opoHHu, 6, Ten. 258-47-73
MPH FOJIOBHOMY [IEPKABHOMY CaHiTapHOMY nikapesi Ykpainu
HaykoBOro LIeHTPY NPEBEHTHBHOT TOKCHKOJIOTIT, XapuoBoi Ta
ximiunoi Ge3mexy imeni akaaemika JL.IL.Measens MinictepcTBa
OXOpOHH 310POB'S YKpaiHu

(HalMEHYBAHHS, MiCle3Hax0/LieHHA | Teneon, dakc, e-mail, peG-caliT)

I1pOTOKON EKCIEPTH3H Ne 3/8-A-5603-16 Bin 25.11.2016 p.

(Na nporokony, aata foro 3aTEepIKEHHS )
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