
,[(EKJIAP Al(IDI O COOTBETCTBIHI 

O6w.eCTBO C orpamNeHHOH OTBeTCTBeHHOCTblO «I1poqrnJJ.eHT» (QQQ «I1poqm.n.eHT») 
HaHMeHOBa1me opraHH3aUHH 11n11 cpaM11nm1, HMll, OT'leCTBO HHllHBHJIYMbHOrO npe,!!npHHHMaTeJlll, npHHJIBWHX .neK11apau1110 0 

COOTBeTCTBHH 

3aperncTp11poBatt(a) Me)l(paifottttan 11ttcneKQID1 Cl>e.n,epaJibHOH HaJioroBOH cny)l(6b1 N°!i 12 no Bopotte)l(CKOH 
o6nacrn OT 02.03.2011 , OfPH: 1113668009289 

cse.neHHJI o pernCTpau1111 opraH11Jau1111 11n11 HHllHBH.nyanbHor o npe.nnpHHHMaTeAA (Ha11MeHOBaHHe perncTp11py1omero opraHa, .11arn 

pernCTpau1111, perncTpauHOHHblH HOMep) 

A.npec: 394044, Pocc1u1, r. Bopotte)!(, yn . .6opoBCKaH, ,n. 56, ocp. l, Tene<poH: (473) 241 -41-44, nol.JTa: latelux@mail.ru 
a.11pec, Tenecj>oH, cpaKc 

B mrue feHepaJibHOro ,n:11peKrnpa KypyKHHa BaJiep1,u1 B11KTop0B11'1a 
(.11omKHOCTb, cjlaM11nm1, HMll, OT'leCTBO PYKOBO.!IHTCJUI opraHH3auHH, OT HMeHH KOTOpOH npHHJ,fMaeTCll .11eKn apau11ll) 

3aHBm1eT, 'ITO MaTepHaJI CTOMaTonornLiecKHH cneno'IHbIH Consiflex c np11tta.nne)l(HocrnM11: 
I. BapHaHTbI HcnontteHm1: 
1. MaTepHaJI cToMaTOnornLieCKHH cneno'IHblH Consiflex THn O (oLieHh BblCOKOBH3KHi1). 
2. MaTepHaJI cToMarnnorn-i.iecKHH cnenoLIHbIH Consiflex THn 1 (BbICOKOBH3KHH). 
3. MaTepHaJI CTOMarnnorHl.JeCKHH cnenO'llibIH Consiflex THn 3 (HH3KOBH3KHH). 
II. I1p11tta.n.ne)l(Hocrn: 
1 . .1J:o3Hp0B0'1HaH IIIKaJia. 
2. MepmrK. 
3. KaTaJIH3arnpHb111 renb Consiflex. 

(HaHMeHOBa1rne, THn, MapKa npO./IYKUHH, Ha KOTOpylO pacnpoCTpaHlleTCll .11eK11apau 11ll, 

CepHHHblH BhmycK, Ko,n OKTI.D: 2 32.50.50.190, Ko,n TH B3.1J: 3407000000 
CBC.!ICHJ,fll O cepHHHOM Bbmy cKe 11n11 naprnH (HOMep naprnH, HOMepa H3.!len11i1, peKBJ,f3HTbl .11oro0opa (KOHTpaKTa), HaKJlaJ(HaJI, KO.II OK 

005-93 11 (11n11) TH 83.U TC 11n11 OK 002-93 (OKYH) 

lfaroTOBHTenb: qacTHoe npe.n,npIDirne «JJaryc». A.n.pec: 61010, YKpaHHa, r. XapbKOB, yn. TeKcTHnhHaH, .n,. 82 
HaHMeHOBaHHe J,f3fOTOBHTenJI, CTpaHbl J,f T.n.)) 

COOTBeTcTByeT Tpe6oBaHIDIM rocT P 50444-92, rocT 31573-2012 (ISO 4823 :2000), rocT P 52770-2016, 
rocT ISO 10993-1-2011, rocT ISO 10993-5-2011, rocT ISO 10993-10-2011, rocT ISO 10993-11-2011. 
(o603Ha'leHHe HOpMaTHBHblX .!IOKyMeHTOB, COOTBeTCTBHe KOTOpb!M no.11Tsepi1(.!leHO .11aHHOH .11eKnapau11ei1, C YKa3aHHeM nyHKTOB JTJ,f)( 

HOpMaTHBHb!X .!IOKyMeHTOB, co.11eplKall.lHX Tpe6osaHHll .11nJ1 JlaHHOH npO./IYKUHH) 

,neKnapauHH npHHHTa Ha OCHOBattm1: Ceprncp11KaTa Ha c11cTeMY ynpaBneHHH Kal.JeCTBOM ISO 13485:2016 «Medical 
devices - Quality management systems - Requirements for regulatory purposes», IDT. («113,nenHH Me.n111.tHHCK11e. 
C11cTeMbl MeHe,ll)!(MeHTa Kal.fecTBa. Tpe6oBaHHH ,nnn ueneit peryn11p0Bam-rn») N2 UA 80072.32335679.4-2018 OT 
27.12.2018 ro.n.a, Bbl.1laH OpraHOM no ceprncp11KauID1 c11cTeM ynpaaneHHH rocy,napcTBeHHoro npe.nnp11HTHH 
«XapbKOBCKHH pernOHaJlbHblW Hay1.fHO-npmi3B0,1lCTBeHHblH ueHTp CTatt.napT113aQl111, MeTPOJJonrn 11 cepT11cp11Kau1111», 
aTTeCTaT aKKpe.n11Tau1rn N2 80072, (YKpa11Ha, 61002, r. XapbKOB, yn. M11poHoc111.tKaH, 36). PerncTPaQHOHHOro 
y .nocTOBepeHHH Ha Me,nm.(HHCKoe 113,nen11e N2 P3H 20f9/9013 OT 08.10.2019 ro.na, Bbl,llaHHOro <I>e.nepanbHoJ:i 
cny)!(6ow no tta.n3opy B ccpepe 3.npaBooxpaHemui (Poc3,npaBHa.n3op). 
( HHcjlOpMaUHll O .!IOKyMeHTax, llBAAIOll.lHXCll OCHOBaHHeM .!lnll npHHJITJ,fll .11eKJ1apau1111) 

apauHH 06.11.2019 

TBHll .neHCTBHTenbHa JJ.O 05.11.2024 r. -------------

B .B. KypyKHH 
(HHHUHMbl, cpaMHnJ,fll) 

au H H .neKnapau1111 0 COOTBeTCTBHH 
HOMep RA.RU. l lA.D:37, OpraH no ceprnqmKaQHH npo.nyKI.(HH "Kpactto .1J:ap" 000 "11)]; 

(ttaHMeHOBaHHe 11 a.11pec opratta no cepT11cjl11Kau1111, 3apernCTp11poeaeruero .11eKnapauJ,fJO) 

~ OCCHJI, ro o.n MocKBa, n. C meBCKHH BaJI, .n. 9, K. 1, o .513 

(n arn pernCTpau1111 11 pemcTpau110HHblH HOMep neKnapau1111) 

r beBa Be a Mwxai1noBHa 

( non n11cb, HHHUHMbl, cpaMHnHll pyKOBO./IHTeAA opraHa no ceprncjl11KaU11H) 


