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npo.r.yKu:i"i BHMoraM Texuiquoro perJiaMeury rn,o.r.o Me.r.uquux eupo6ie 

IlpneaTue ni.nnpncMcTBO <<.JlaTyc», M. Xap1de, eyJI. TeKCTHJibua, 82, KOA €,LU>IlOY 32335679, 
TeJI. (057) 7332697 

s oco6i .lJYtpeKTopa EoKa IO.B. 

ni.nrnep)l)Ky€, w.o Me.[lHYHi BHpo6H: 
MaTepiaJIH KOMno1111.diiui nJioM6yeaJihH.i: 
Latelux, MaTepia.Jl KOMnOJHLdHHHH nJioM6ysaJ1bHHH csirnornepAHYYHH; 
Latelux MS, MaTepia.Jl KOMn03HU.iHHHH nJioM6ysaJ1bHHH csirnornep.nttyYHH KOHAeHcyeMHH; 
Latelux flow, MaTepiaJ1 KOMn03HU.iHHHH nJioM6ysaJ1bHHH csirnornep.nHYYHH TeKyYHH; 
Latefil, MaTepiaJ1 KOMnOJHu,iHHHH nJioM6ysaJ1bHHH xiMiYHoro rnep.niHHll ; 
Therafil-10, MaTepiaJ1 KOMnoJHU.iHHHH nnoM6ysaJ1bHHH xiMiYHOro rnep.niHHll ; 
Therafi l-21, MaTepiaJ1 KOMno3Hu,iHHHH nJioM6ysaJ1bHHH xiMiYHoro rnep.niHHll; 
Therafil-3], MaTepian KOMn03HLJ,iHHHH nJIOM6yBa.JlbHHH csirnornep.nHyYHH. 

KOA ,[(Knn 32.50.50-10.00, KJiac Ila, 3a KpHTepillMH KJiaCHcpiKau,i'i 3fi.[lHO .no.naTKY 2 TeXHiYHOro 
pernaMeHry w.o.no Me.lJ.HYHHX BHpo6is, si.nnosi.nalOTb BHMOraM TexHiYHoro pernaMeHry w.o.no MeAHYHHX 
BHpo6is, Jarnep)l)KeHoro nocTaHOBOJO Ka6iHeTy MiHicTpis YKpa'iHH N2 753 si.n 02.10.2013 p. 
3a npou,e.nypolO BCTaHOBJieHOIO B .no.naTKY 3 «ilOpllAOK npose.neHHll npou,e.nypH 3a6e3neYeHHll 

cpyHKLJ,ilOBaHHll KOMnJieKCHo'i CHCTeMH ynpaBJiiHHll llKiCTIO» (6e3 3acTocysaHHll p03.niny «ilepesipKa 

npoeKry Me.[lHYHOro BHpo6y»), Ta 

.[(CTY ISO I 0993-1:2015 EionoriYHe ou,tHIOBaHHll MeAHYHHX BHpo6is. lfacrnHa 1. Ou,iHIOBaHHll Ta 
BHnpo6ysaHHll . 
.[(CTY ISO 10993-5:2004 «oionoriYHe ou,iHIOBaHHll Me.D.HYHHX BHpo6is. Y.acrnHa 5. BHnpo6ysaHHll Ha 
U.HTOTOKCHYHiCTb in vitro (ISO 10993-5: 1999, IDT)» . 
.[(CTY ISO 10993-9:2004 EionoriYHe ou,iHIOBaHHll MeAHYHHX BHpo6is. Y.acTHHa 9. OcHOBHi npHHU.HnH 
llKicHoro Ta KiJibKicHoro aHaJ1i3y noTeHu,iHHHX npo.nyKTiB .nerpa.nau,i'i (ISO 10993-9: I 999, IDT) . 
.[(CTY ISO 14971 :2009 (ISO 14971 :2007, IDT) BHpo6H MeAHYHi. HacTaHOBH mo.no ynpasniHHll 
pH3HKOM . 
.[(CTY EN 980:2007 CHMBOJIH rpacpiYHi AJill MapKysaHHll Me,nHYHHX BHpo6is . 
.[(CTY ISO 13485:2005 BHpo6H MeAHYHi. CHcTeMH ynpasniHHll llKiCTIO. BHMorn mo.no peryJIIOBaHHll. 

CeprncpiKaT si.nnosi.nHOCTi N2 UA.TR.002.CB.0228 - 16 si.n 28.11.2016 p . .niiicHHH .no 27.11.2021 p, 
BHAaHHH opraHOM 3 ou,iHKH si.nnosi.nHocTi .[(CT «XapKiscrnH.napTMeTponoriR», M. XapKis, 
syn. MHpOHOCHU.bKa, 36, i.neHrncpiKau,iHHHH HOMep UA.TR.002. 

28 .1 1.20] 6 p. 
(11aTa) 

UA.LT.OI0-2016 
pefc-rpauillHHil N~ 

28.11.2016 p. 
11arn pefc-rpauil 

IO.B. EoK 
(iHiuiairn Ta npi3BHIUC) 

27.11.2021 p. 
TepMiH 11il 11eKJJapaui'i 110 
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