OEKINAPALIUA O COOTBETCTBUA

OBLWecTBO C OrpaHNYeHHON OTBETCTBEHHOCTLIO «ANCTPUBLIOTEPCKUIA U TEXHMYECKUA LieHTP « KOPATT»
(000 «LleHTp «KOPAJT»)

HauMeHoBaHWe opraHuaauuu unu amunus, UMs, OTYeCTBO UHAUBUAYANLHOrO NPeAnpUHUMaTEnNs, NPUHABLLMX AeKnapauuio 0 COOTBETCTBUU

3apeructpupoBaHo: MexpaiioHHas VHcnekums denepansHon Hanoroeow Cnyx6eiNe 15 no r. CaHkT-
MeTtepbypry ot 11.07.2005, OI'PH: 1057811460277

CBEAEHWUA O perucTpaluv opraiu3auum unu MHABUAYanbHOro NpeanpUHUMaTens (HauMeHoBaHe PerucTpyupyloLLero opraxa, AaTta peructpaumm,
perucTpaumoHHbIi HoMep)
MecTo HaxoxaeHus 1 daktndeckuin agpec: 191119, Poccus, ropoa Caxkr-lNetepbypr, ynuua
3BeHuropogckas, aom 2/44, nutep A, nomelteHune 13H, tenedoH: +78126505050

appec, TenedoH, dakc

B nuue eHepanbHoro aupekTopa byrnaeea Onera AHaTonbesnya
AOIMKHOCTb, CbaMMﬂMﬂ, UMsA, OTHECTBO PyYKOBOAUTENA OpraHu3auuy, oT UMeHU KOTOpOﬂ npuHUMaeTca aeknapauusa

3asaBnseT, YTo
HakoHe4HWKkM cTomaTonornyeckme ¢ NpuHaanexXHoCTAMU

1. HakoHeuHukn TypBuHHbIE cTomaTonornveckune Eolia (B, B EURMED); Black Pearl Eco (3H, 4H); Bora;
Boralina; Bora L; Bora LK; Prestige; Prestilina; Prestige L; TD 783; TDS 890; TD 783 B koMnnekre ¢
6nokom ynpaenenus S001; TD 783 B komnnekTte ¢ 6nokom ynpasnenus SF811; TDS 890 B komnnekTe ¢
6nokom ynpasnerHus STS 890.

2. HakoHe4Hukn mexaHudeckue, yrnosblie: CA 1:1 (1132, DIAMLINE); CA 1:1 L (1141, DIAMLINE); CA
1:5 (DIAMLINE); CA 1:5 L (DIAMLINE); CA 10:1 (DIAMLINE); CA 10:1 L (DIAMLINE); CA 15:1 Prophy;
PM 10:1 Prophy (B komnnekte co cMeHHbImMu ronioBkamu); CA 1:1 (EXT SPRAY); CA 30:1 (EXT SPRAY);
CA 20:1 L (EXT SPRAY).

3. HakoHe4yHuku mexaHudeckue npsmele: PM 1:1 (DIAMLINE); PML 1:1; Prolab; PM Prolab; PM 1:1 (EXT
SPRAY); PM 1:2 (EXT SPRAY).

[puHagnexHocTu:

1. CoeauHeHue BuicTpocbemHoe Unifix, Eolia (B, B EURMED).

2. ApanTepsbl Ans npucoeauHeHust TypouHHbIX HaKOHEYHUKOB.

3. NNamnoykn ans TypouH.

4. MaHOMeTp ANsi NPOBEPKU U perynmpoBaHus AaBreHus.

5. PoTopebl cepBucHble: poTop, poTop Eolia, potop Bora Ceramic, potop Prestige, potop Black Pearl P.
6. MoawwunHuk ans cepsuca Eolia, Black Pearl, Prestige, Bora, CA (1142, 1121).

7. N'onoska ans cepsuca: Intra LUX 1:1, 1:1 L, CA 1:5, CA 1443.

8. CepBucHas kHormka.

9. NpomexyToyHasa Yactb BORA S36.

10. KomnnekT ocen.

HauMeHoBaHue, TuMn, Mapka npoayKuun, Ha KOTOPYK pacnpocTpaHaeTca Aeknapauus

CepuiHbiii Bbinyck, Kog OKIMA2 32.50.11.000, Kog TH B3/ 9018499000
CBEAEHUSA O CEPUIMHOM BbINYCKE UMW NapTuK (HOMep NapTuu, HoMepa U3AEenuii, PeKBU3UTLI AoroBopa (KOHTpakTa), Haknaaxas), kog OK 034-2014 u
(vnn) TH B3 EASC

UsrotoButens: «bbeH-Onp Oentan CA» (Bien-Air Dental SA), MecTo HaxoxaeHus n hakTn4eckun
agpec: leenuapus, Langgasse 60, 2504, Bienne, Switzerland.
3aBofbl-M3roToBUTENM:
Bien-Air Dental SA, Weenuapus, Langgasse 60, 2504 Bienne, Switzerland
Bien-Air Dental SA, MNMoptyranus, Micromediport, Unipessoal Lda, Rua Ponte de Pedra, N240, Centro
Empresarial Aaa, Ed D4 4470-108 Maia, Portugal

HauMeHoBaHWe U3roToBuTens, CTpaHbl U T.0.
cootBeTcTBYeT Tpeb6oBaHuam [OCT P 50444-92 (Pa3g. 3, 4), FTOCT 25982-83, FOCT 27875-88,
FOCT ISO 15606-2011, TOCT ISO 7785-1-2011, TOCT ISO 7785-2-2011

0603Ha4YeHne HOpMaTUBHbLIX AOKYMEHTOR COOTBETCTBUE TPEBGOBAHUAM KOTOPbLIX NOATBEPXAEHO AaHHOW AeKnapauuen ¢ ykasaHuem pasaenos (NyHKTOoB,
NOANYHKTOB) 3TUX HOPMATUBHbLIX AOKYMEHTOR CoAepxallux TpeboBaHua ANs AaHHOM NPoAyKLMK (ycnyru)

[eknapauusi o COOTBETCTBMU MPUHSTA HA OCHOBaHUM:
MpoTokon mncneiTaHui Ne 08/302-2019 ot 23.08.2019

UcnbiTaTenbHas nabopaTtopus ABTOHOMHasi HeKommepyeckas opraHusaums"LieHTp kavecTBa,
achbcbekTnBHOCTU N BesonacHoCcTU MeanunHeknx usgenuid', attecrat akkpeagutauun RA.RU.21MO11 oT
07.04.2015, cpok aencTeus - beccpoyHbIv

PeructpauunoHHoe yaoctoBepeHue Ha meauumHckoe nagenveNe ¢C3 2008/02716 ot 13.05.2019,
denepanbHas cnyxbta no Haasopy B cdepe 3apaBooxpaHeHus (POC3OPABHALSOP)

UHOPMaLMSA O OKYMEHTaX, ABMSIOLLUXCA OCHOBaHUEM ANS NPUHATUS AeKknapauuu

HaTa npuHaTusa geknapauum 30.08.2019
[eknapauus o cooTBeTCTBUM AelicTBUTenbHa Ao 29.08.2022



O.A.Byrnaes

MHULMans! ¥ hamunus pyKoBOAUTEN OpraHu3aumm-3assutens
(YynonHOMOYEHHOro UM f1La) UMK UHAVBKAYANLHOTO NpeaAnpuHUMaTens

\ Cﬁegenuﬂ o perMCT UMM geknapaumMm o COoTBETCTBUM
\ : PeI'MCTpaLWlOHHbIM Homep AtTectaT akkpeanTauum Ne RA.RU.11PC52 ot 11.12.2014, cpok AeicTBus -
- BECCpOoYHbI, BbigaHHbIN denepanbHon cryxBGoi no akkpeautaumm, OpraH no cepTudukalmy NpoayKUnm
“~OB6LecTsa ¢ orpaHNYeHHoN OTBETCTBEHHOCTbIO « PernoHarnbHbIn LEeHTP OLEeHKU COOTBETCTBUSD
agpec: 123060, ropoa Mocksa, ynuua Maplana Peibanko, Aom 2, kopnyc 9, nomelleHune 638
HanmeHoBaHwe U agpec opraHa no CepTMd)MKauMM, 3aperucTpupoBasLuero geknapauuto

Peru OHHBbI HoMep Aeknapauum o cooteetctBun POCC RU [1-CH.PC52.B.00277/19 ot

Aata peructpauyum u peI'VICTpaLlMOHHbIﬁ HOMep geknapauyuu

%/ A.O. Bepecos

,//‘WMCI:, UHUUMans!, hamunua pykoBOAWUTENS opraHa no ceptudukaumm




