
AEKJTAPAUTTfl O C OOTBETCTBVTVT
O6rqecrso c orpaHr4qeHuoft oreercrBeuHocrrro <,I[EHKO >

HaI,MeHoBaHI{e opmHI,BaIpIrI ltru Qartunur, lrM.], orqecrBo l[utr,rBr,rayaJr6uoro [peAnpr4ur{MareJrs, np![urBrurx Aexnapaqup o

O|PH 1117847230412 or 03.06.201 1 r. Mexpafrouna.s I4OHC Ns l5 no Cauxr-flerep6ypry
cBe.[eHr.Is o perurcrpaunlr opfaHra3arlr.ru vilu trIl4trBu/'yaJrbHoro npelnpuHr,rMarenr (HarrMeHoBaHfie perHcrpr,rpypuero opraHa, .Uara

perucrpaur.rH, perucrparlr4oHurrfi uouep)

197183, r. Canrr-Ilerep6ypr, Jlunosar anrrer, ,uoM 9, rrr,rrep A, rer. (8I2) 241-72-88
Aapec, renerfou, rlarc

B nr.rqe feneparusoro Ar{peKTopa AuApraaHoBofi Mapuu BsqecraBonnrr
AoJIxHocrb, tpzuurua, r4Mf,, orqecrBo pyroBo.ur4Tenq opraur,r3arluu, or r,rMeur{ xo'ropofi [pr,rur4MaeTc.rr AeKnaparlr4t

3anuaer, uro
llpoayxur.rs Matepuamr croMaronorurrecKr4e aAfe3raBHbre Bisco c upr,rHaAJrexHocrflMr.r

Marepuamr croMaro JrorrrqecKr,re a,qre3r4BHbre B isco :

All-Bond 2, Pre-Bond, All-Bond 2 Primer A, All-Bond 2 Primer B, All-Bond 2 Primer A & B, D/E
Resin, All-Bond 3, All-Bond 3 part A and B, All-Bond 3 Part A, All-Bond 3 Part B, All-Bond 3 Resin,
All-Bond SE, All-Bond SE part I and part II set, All-Bond SE Part I, All- Bond SE Part II, All-Bond
SE Liner, ACE All-Bond SE, ACE All-Bond SE Cartridge, One- Step, One-Step Plus, One-Step
Standart, Ortho-One, Ortho-One Orthodontic Direct Bonding paste, Ortho-One Orthodontic Primer,
Ortho-One no mix paste, Ortho Bracket paste LC, Ortho Band Paste LC blue, Aqua-Prep F, BisBlock,
Cavity Cleanser, Porcelain Etchant 9,5o HF, Porcelain Etchant 4oAHF, Barrier Gel, Porcelain Primer,
Porcelain Bonding Resin, ZPrime Plus, Uni-Etch, Uni-Etch WBAC, Etchant 37% Phosphoric Acid
Liquid Etchant, Bis- Silane, Opaquer catalyst, Opaquer base: universal, Pro-V Coat, Etch, Etch
w/BAC.
llpuna4neNHocru:
1. flpucnoco6rrenvrfl.AJr.s HaHecenur.,y4urcHr{s a,qre3rlBoB: arrrrJrr.rKarophr, cMeHHbIe arrrIJIHKaro-

pbr, AepxareilLr Arrfr cMeHHbrx arrrJrr.rKaropon: Bisco Applicators Regular, Bisco Applicators Fine,
Bisco Applicators Endo, Bisco Brush Applicators, Brush Handles, Foam Pellets.
2. ,{ucuencepu (gosaropu): Unit-Dose Syringe, ACE Dispenser.
3. KanrcrrE: Needle Brush Tips, Unit-Dose Needle Tip, Brush Tips, Etchant Syringe Tips,
Application Tips, Dual-Syringe Static Mixing Tips, Dual-Syringe Mixing and Intraoral Tips, Dual-
Syringe Mixing and Root Canal Tips,'Brush Tips, Plastic Tips, Flowable Syringe Tips, Syringe Tips,
Disposable Syringe Tips.
4. Kroseru Anfi 3aMerrrvrBalufl.: Small Mixing Pads, Large Mixing Pads, Reusable Mixing Wells,
Disposable Mixing Wells, Resinvoir Light-Proof Mixing Well, Mixing Pad.

5. Ifinarema: Disposable Spatula.
HauMeHoBaHr4e, Tr{n, MapKa npo,rlyxuun (ycryru), Ha Koropyrc pacnpocrpaHtercs AeKJIapauI4s

rcor OK|IA2: 20.59.52.120 xol TH 83.{: 3006 00 000 0
Cepurftuufi BbrrycK. I4grorosrrem: <Eucr<o hsx.> CIIIA

Bisco Inc., 1100 W, Irving Park Road, SchaumburE,IL,60193, USA
cBe.{eHrlrr o cepuiuov BbrnycKe uflv ilapTuu (norr'rep napTlru, HoMepa ug$enuft, peKBrr3HTbr Aoroaopa /xourparua./, uarnaAuar,

HalIMeHOBaHI,te I,r3rOTOBr,rTerq, CtpaUrt u r. n. )
coorBercrByer rpe6onalunM |OCT ISO 10993-1-201 lJOCT ISO 10993-4-2011,
focT ISo 10993-5-201 1. |OCT ISO 10993-6-2011, |OCT ISO 10993-10-2011
focT ISo 10993-11-20t1. fOCT ISO 10993-12-2015. |OCT ISO 10993-18-2011
focT P 52770-2007

o6ognaqeuue HopMarr,rBHEx AoKyMeHToB, coorBercrBrrre KoropbrM [oATBepxAeHo gaunofi geuapaquefi, c yKa3aHI4eM IIyHKToB 3TI,tx

HopMarr4BHbrx roKyMeHToB, coAepxarrlrrx rpe6onannr Ars Aalrsofi npo.rlyKutlu (ycryru)

,{onorunrerrbHas rauSopnaauu.a PerucrpaqfioHnHe yAocrosepeHr,r.fi OeAeparuHofi cryx6rt no

ualsopy e cdepe gapasooxpaHer.ruq (POC3APABHAA3OP) J\b @C3 2010/07528 ot 30.07.2010 r.,

,{exnapaqur [pr{Hrra Ha ocHoBaHI,II4 [poroKoJla roKcl{KoJloruqecKux IlccreAosaHufr

l',{b 04/T.044.1-2017 or 14.04.2017 r. I,UI AHO <IIeHrp K3EMI4) l''{s RA.RU.21MAl1
uuQoprrlauua o AoKyMeHTax, sBrqrculuxct ocHoBaHI,reM rnt \puHATLrA AeKnapauuu

,{ara npr.ruflrufl 4eKtlapa\vu 14.04.2017 r.

.{ernapaqur o coorBercrBlzl4 AeficrnureJlbHa Ao 13.04.2020 r.



f,tr nn4:
M.B. AumI{aHoBa

r{Ht,tr$arbr, rfautmnr

perlrcTpau[Il AeKJlapaqn[ o coorBeTcTBI{Ir
]\! RA.RU.1 1I4MI8, (\.rpl'aH llu lJgP ll4qrztltail{Lur IrPvAJr\r{frL rvrwAv^vuvy r vvy r-

HaLTMeHOBaHHe 14 aTTeCTaT aKI(peAI,ITaIInn Opraga nO CeprutpmaUun, 3apemCTpI'IpOBaBIUero AeKnapaqnp

125239, Mocrra,6ymra

oHHbrfi HoMep AeKJIapaIII4I'I

3-14 (49s) 749-30-88
aApec opraHa no cePrltQraraqnu

}Ib POCC US.I,IM18

perllcTpaqull

opranano ceptu(lllKaql{r @
noilnI{cb

M.P. fonolaasos
l4HLrUHaJrbl, QaMutl,tt

14.04.2017 r.6hsg I aEKflAyrtr$,tFY+
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