
,ll;EKJIAP AQIUI O COOTBETCTBIHI 

O6rn;ecTBO C orpaHHqeHHOH OTBeTCTBeHHOCTblO «I1poqrn,n:eHT» (000 «I1pocjm,n:eHT») 
HaHMeHOBaH11e opraH113au1111 11n11 1pa~111m1J1, 11Mll, OT'!eCTBO 11H,!ll1B11J(YMbHOfO npet1np11HJ1MaTeJ1JI, np11ID!Billl1X L(eKnapawno 0 

COOTBeTCTBJ111 

3aperncTpHpOBaH(a) Of'PH: 1113668009289 3aperncTpHpOBaHO Me)KpaHOHHOH HHCOeKUHeH <l>e.n:epanbHOH 
ttanoroBoH cny)K6b1 }fa 12 no Bopotte)KCKOH o6nacrn, .n:arn perncTpau1111 02.03.201 lr. 

caet1eH11R o perncTpau1111 opratt113au1111 11n11 11HL111B11LlYMbHOro npet1np11H11MaTenH ( Ha11MeH0Bam1e perncTp11py10iuero opratta, t1arn 

perncTpau1111, perncTpau110HHb111 1-10Mep) 

A.n:pec: 394044, PoccIDI, r. Bopotte)IC, yn. EopoBcKa51, ,n:. 56, ocp.1, Tenecpott: (473) 241-41-44, noqrn: 
latelux@mail.ru 

at1pec, TenecjJoH, cpaKc 

B m1ue f'ettepanbttoro .n:11peKTopa KypyKHHa Banep1151 BHKTopOBH'la 
(LIOITJKHOCTb, QlaMl1nHR, 11Mll, OT'leCTBO PYKOBOL(l1TenR opraHJ13au1111, OT J1MeH11 KOTOpOH np11HJ1MaeTCll ,ueKnapauHR) 

3MBJ151eT, qTo MaTepHaJibl CTOMaTOJlOrH'leCKHe IIJlOM6HpOBOqHbie B Ha6opax H OT,n:enhHbIX yrraKOBKax, C 
npHHa,n:Jie)KHOCT51MH: 

I. MaTepHaJibl CTOMaTOJlOfH'leCKHe OJlOM6HpOBO'lHbie B Ha6opax: 
1. Ha6op LATELUX Pro, B cocrnBe: 
MaTep11an LATELUX, 10 rrmp11ueB o6rn;ei1: Maccoi1: 38 r 111111 50 r; MaTep11an LATELUX MS, rrmpm.( 5 r- 1 
IIIT.; MaTep11an LATELUX flow, wnp11u 2,2 r- 2 IIIT.; ueMeHT npoKJia,n:oqHbJH Reoliner-LC, wnp11u 2,2 r - 1 
IIIT.; a,n:re3HB Monotex, cpnaKoH 6 r - 1 IIIT.; naK-rna3yph Lateglint, cpnaKOH 3 r - l rnT.; renh TpaBIDihHhIH Soft 
Etch, wnp11u 4 r - 2 IIIT.; ,n:eHTHH-rrpai1:Mep Saturol, cpnaKOH 3 r - 1 WT.; rracrn no1rnpoBaJihHaH Diapol-1.5 , 
wnp11u 3 r - 1 WT.; ttaca,n:KH-aTIIIJlHKaTOpbI - 25 IIIT.; Haca,n:KH-KHCToqKH - 20 WT.; ,n:ep)ICaTeJlb Haca,n:OK - 1 WT.; 
KHCToqKH .ZJ:JIH JiaKa - 3 IIIT. ; MaTpHqHbie OOJlOCKH - 100 WT.; KaHIOJlH - 20 IIIT.; qarnKa IIOJIHpOBaJibHM - 1 llIT.; 
pacuBeTKa - 1 WT. 
2. Ha6op LATELUX B cocrnBe: 
MaTep11an LATELUX, wnp11u 5 r - 5 WT.; a.n:re3HB Monotex, cpnaKOH 3 r - 1 WT.; renh TpaBHJibHhIH 37%, 
wnp11u 4 r - 2 IIIT.; MHKpoannnHKaTOpbl - 20 IIIT.; MaTpH'lHbie 0OJIOCKH - 50 WT.; pacuBeTKa - 1 IIIT. , KaHIOJIH - 5 
IIIT. 
3. Ha6op LATELUX flow B cocrnBe: 
MaTep11an LATELUX flow, wnpHU 2,2 r - 4 WT.; renh TpaBHJlhHbIH 37%, rrmp11u 3 r - l wT.; a.n:re3HB 
Latebond-LC, cprraKoH 2 r - 1 rnT.; pacuBeTKa - 1 wT.; MHKpoannn11KaTOpb1 - 10 WT.; KaHIOJIH - 13 WT. 
4. Ha6op THERAFIL-31 B cocrnBe: 
MaTep11an THERAFIL-31, wnp11u 5 r - 5 IIIT.; a.n:re3HB Therafil-31, cprraKOH 3 r - 1 wT.; renb TpaBHJihHhIH 37%, 
wnp11u 4 r - 2 WT.; MHKpoannJIHKaTOpbl - 10 IIIT.; MaTpHqHbJe OOJlOCKH - 50 WT.; pacuBeTKa - 1 IIIT., KaHIOJlH - 5 
WT. 
5. Ha6op THERAFIL- 21 B cocrnBe: 
MaTep11an THERAFIL-21 (ocHoBHM nacrn), 6attKa 15 r - 1 wT.; MaTep11an THERAFIL-21 (KaTaJIH3aTOpHM 
nacrn), 6aHKa 15 r - 1 rnT; a.n:re3HB Therabond (ocHoBHaH )KH.ZJ:KOCTb), cprraKOH 3 r - 1 IIIT.; a.n:re3HB Therabond 
(KaTaJIH3aTOpHM )1(11.ZJ:KOCTb), qmaKOH 3 r- 1 wT.; renb TpaBHJlbHblH 37%, wnpHU 2,8 r- 2 IIIT.; KHCTO'lKH - 5 
WT.; KaHIOJlH - 3 WT.; wnaTeJlH - 50 llIT.; 6JIOKHOT .D:JIH CM~IIIHBaHIDI - 1 WT. 
II. MaTepHaJibl CTOMaTOJ10r11qecKHe OJIOM6HpOBOqHble B OT,n:eJibHbIX ynaKOBKax: 
1. MaTep11an LATELUX (oTTeHKH Al, A2, A3, A3.5, A4, B0.5, Bl, B2, B3, B4, C2, C3, C4, D2, D3, UD, 
OA2, OA3, OA3.5, OBI , OB2, OB3, In), wnp11u 5 r. 
2. MaTep11an LATELUX MS (oTTeHKH A2, A3, B2, OA2, OA3,5, OB2), wnpHU 5 r. 
3. MaTep11an LATELUX flow (oTTeHKH Al, A2, A3, A3.5, Bl, B2, C3, OA2, OA3, OA3.5, OB2, U, DY, G, 
W), wnp11u 2,2 r C KaHIOJIHMH (3 WT.). 
4. MaTep11an Therafil-21 (oTTeHKH A2, A3), 6aHKa c OCHOBHOH nacTOH 15 r, 6attKa c KaTaJIH3aTOpHoH nacTOH 
15 r. 
5. MaTep11an Therafil-31 (oTTeHKH Al, A2, A3, A3.5, B2), wnpHU 5 r. 
III. I1p11tta,n:rre)KHOCTH 
1. f'errb TpaBHJibHblH 3 7%, wrrpHU 4 r., KaHIOJIH. 
2. f'eJib TpaBHJibHblH 37%, wnpHU 8 r, KaHIOJIH (3 WT.). 
3. fenh TpaBHJihHhIH Soft Etch, wnpwu 4 r., KaHIOJ151. 
4. A,n:re3HB Monotex, cprraKoH 6 r. 
5. A.n:re3HB Latebond-LC, cpnaKoH 3 r. 
6. A,n:re3HB Latebond-LC, cprraKOH 6 r. 
7. A,n:re3HB Therabond, <pJiaKOH 3 r (2 WT.), KHcTOqK11 (3 WT.), KIOBeTa. 
8. A,n:re3HB Therafil-31, cprraKOH 3 r. 
8. JlaK - rna3yph Lateglint, cprraKoH 3 r, KHCTOY:KH (3 WT.). 



9 . .IJ:ettrnH - ITpai1Mep Saturol, qJJ1aKOH 3 r. 
10. Ilacrn nomrpoBarn,Ha51 Diapol-1.5, rnnpttu 3 r, qarnKa ITOJittpoBa.JihHa51. 
11. bJIOKHOT )].J151 CMellIHBaHH51. 

(Ha11MeHOBam1e, Tl1IT, Map1<a npo.uyKU11H, Ha KOTOPYIO pacrrpocTpaID!eTCll .ueKrrapaul1ll, 

Ceptti1HhIH BhmycK, KoJJ. OKII.IJ: 2 32.50.50.000, KoJJ. TH B3.IJ: 3006400000 
CBe,!leHl1l! 0 cep11MHOM Bbll1YCKe 11Jll1 rrapT1111 (HOMep napT11H, HOMepa 113,!lerr11i1, peKBl1311Tbl .uoroBopa (KOHTpa1cra), HaKJla,!lHal!, 1(0,!l OK 

005-93 11 (11rr11) TH B3,U TC 11rr11 OK 002-93 (OKYH) 

lfaroTOBHTeJih: "l!acTHOe ITpeJJ.ITPH5ITHe «JlaTyc» 
AJJ.pec: 61010, YKpattHa, r. XapbKOB, yn. TeKCTHJibHM, JJ.. 82 

Ha11MeHOBaI-I11e H3fOTOBl1TeJlll, CTpaHbl H T.rr.)) 

coorneTcrnyeT Tpe6oBaHH5IM fOCT ISO 7491-2012, fOCT 31574-2012, fOCT P 52770-2016, fOCT ISO 
10993-1-2011, fOCT ISO 10993-5-2011 , fOCT ISO 10993-10-2011, fOCT ISO 10993;:11-2011 

(o603Ha'feH11e HOpMaTHBHblX ,!lOKYMeHTOB, COOTBeTCTBHe KOTOpb!M rro.urnep)l(,!leHO .uaHHOM .ue1rnapau11ei-i, C YKa3aHHeM n yHKTOB JTHX 

HOpMaTHBHblX .UOKyMeHTOB, co.uep)i(all.\HX Tpe6oBaHl1l! .UJ!ll .uaHHOM npo.uyKUHH) 

.IJ:eKJiapauH51 npHIDITa Ha ocHoBaHHH: CepTHQ.JHKaTa Ha cttcTeMY yITpaBJieHH51 KaqecTBOM ISO 13485:2016 
«Medical devices - Quality management systems - Requirements for regulatory purposes», IDT. («l13JJ.eJIH51 
MeJJ.HUHHCKtte. CttcTeMhI MeHeJJ.:>KMeHTa Kaqecrna. Tpe6oBaHH51 JJ.JI51 uenei1: perynttpoBattmm) Mi UA 
80072.3233 5679.4-2018 OT 27.12.2018 roJ].a, BbIJ].aH OpraHOM ITO ceprnqJHKaUHH CHCTeM ynpaBJJeHH51 
r ocyJJ.apcrnettttoro ITpeJJ.rrpH5ITH51 «XapbKOBCKHH perttOHa.JihHhIH ttayqHo-rrpomBOJJ.CTBeHHhIH uettTp 
CTaHJ].apTH3aUHH, MeTponormt I1 cepTHQ.)HKaUHH», aTTeCTaT aKKpe)].11Ta1.vm NQ 80072, (YKpaHHa, 61002, r. 
XapbKOB, yn. M11poHOCHUKa51, 36). 
PerncTpaUHOHHOro YJJ.OCTOBepeHH51 Ha MeJJ.HUHHCKOe 113)].eJIHe NQP3H 2013/868 OT 12.07.2013 ro)].a, BbI)].aHHOro 
<DeJJ.epa.nbHOH crry)K6oi1 ITO ttamopy B c<pepe 3JJ.paBooxpatteHH51 (Poc3JJ.paBHamop). · 
(1rnqiopMaul1ll O ,!lOKyMeHTax, llBJlll!Oll.\11XCll OCHOBaHHeM ,!lJ!ll llp11ID!Tl1ll .ueKrrapau1111) 

.IJ:arn ITPHH5ITH51 J].eKJiapau.1n1 01.04.2019 

31.03.2024 r. 

B .B. K YPYKHH 
(m-rnu11arr&1, qiaM11rrl1ll) 

(rro.urrHCb, 11H11U11Mbl, qiaMl1Jll1ll pyKOBO,!ll1TeJ!ll opraHa ITO cepT11qJHI<aU1111) 


