AERKJIAPALIUS O COOTBETCTBUMA
O6mecTBo ¢ orpanu4yenHoii orgercreennocToio "CUBAHTOC (PYC)";
000 "CHUBAHTOC (PYO)"

(HaHMCHOBaHl/lC OpraHu3auny Win Cl)aMl/lI]l/lfl, HMA, OTHECTBO HHAWBHAYAJIbHOIO NMPEANPUHUMATE/Is, NPUHABLUKX ACKJIapalHio O COOTBCTCTBPIPI)
Wucnexknus ®enepanbroii HanoroBoi ¢imyx6er Ne 25 mo r. Mockse , 05.09.2018

CBCACHHS O PErUCTPALMK OpraHn3aunu Wik HHAKWBHAYAJbHOrO NpeaAnpuHuMaTeis

OI'PH 1187746795675

(HaUMEHOBAHKE PErUCTPUPYIOLLErO OpraHa, 1aTa PerucTPaLmH, PErcTpauMOHHbIH HOMep)

Anpec: 115162, r. Mockaa, ya.lllyxosa a.14, atax 2, komHara 4, 6, Tenedon: +7-915-369-01-54

(aapec, renedoH, paxc)
Bimne  I'enepanbHoro pupexropa @emroka fOpust AnaronseBrya

(IIOII)KHOCTL, (l)ﬂMIrU'lHH, HMst, OTHECTBO PYKOBOAUTE]ISI OPraHU3alHK, OT HMCHH KOTOpOﬁ [PUHUMACTCA ﬂeknapaum)
3asiBIseT, UTO Annapar cayxooii uugposoii INTUIS 2 ¢ npunagiekHocTIMHI

(HanMEHOBAHUE, THII, MAPKA NPOYKLHH (YCITYIH), Ha KOTOPYIO PAcrpoCTpaHseTcs AeKnapaims)

Kox OKIIA2 26.60.14.120 Kox TH B2/1 9021 40 000 0

kon OK 005-93 w (naun) TH BOJL CHI™ nin OK 002-93 (OKYH), cBeuctms 0 cepuilHoM BbINYCKe WM NapTHH
CepuiHbIii BBITYCK

(HOMEP NAPTHH, HOMEPA W3ICJINIT, PEKBH3UTBI JLOIOBOPA (KOHTPAKTA), HAK/IaAHAas1)
“CuBantoc 'm6X” I'epmanus,
Sivantos GmbH, Henri-Dunnant-Strasse 100, 91058 Erlangen, Germany

HAUMCHOBAHWC H3TOTOBHUTEIIA, CTPAHbI U T.II.

coorsercTByeT TpeboBanusam: ['OCT P 50444-92 (p.3, 4), 'OCT P 51024-2012, 'OCT P MBK 60601-1-
2010, TOCT P 51407-99 (MOK 60118-13-97), 'OCT P 52770-2016, TOCT ISO 10993-1-2011, TOCT ISO
10993-5-2011, 'OCT ISO 10993-10-2011, 'OCT ISO 10993-12-2015

(O603Ha‘lCHMC HOPMATHBHBIX A0KYMCHTOB, COOTBETCTBHE KOTOPLIM MOJATBEPIKACHO JaHHOR ACI(J’laanMCﬁ. C YKa3aHHEM NMYHKTOB 3THX HOPMATHBHBIX
HOKYMCHTOB, COACPIKAULIHX 'I'[)C(’)OBZlH“}l JUISE JIAHHOH NpoAYKLHH (yCJ’IyFM))

Jlexnapanus npUHATa HA OCHOBAHWU:  [IPOTOKOJIA TexHHYeckux wucnbiTanmii Ne 03/151.P-2017 or
22.03.2017 UJI AHO "Lentp KOEMHM", per. No RA.RU.21M/111 ot 30.04.2015; npoTokojia HCIBITAHHN
OMC Ne 2018.D-48.05CD ot 29.05.2018 OOO WJII "MenTecrllpuGop", per. Ne POCC
RU.0001.21MII26 ot 22.07.2015; mpoTOKO/Ia TOKCHKOIOIHYECKUX HUCCIEIOBAHUN MEIUIIMHCKOrO U3/IENIUs
No 18288-4 ot 30.05.2018 JlaGopatopustit nertp OO0 "lentp Kourposst Kauectsa OHIL", per. Ne POCC
RU.0001.21PK75 ot 12.08.2014

Peructpanmonnoe ynocroBepenne ®enepanbHod cinyxkObl 110 HaI30py B cdepe 3ApaBOOXPAHEHHUS
(POC3IPABHA/I30P) Noe ©C3 2008/01449 ot 05.02.2018

(HH(])OPM'(HU'ISI O AOKYMCHTAX, ABJIAIOILHXCA OCHOBAHHEM UL TIPHHATHA [lCKJ'l‘dan,l/ll/l)

Hara npunarus aexnapanuu  26.09.2018

Jlexnapanust 0 COOTBETCTBUU JCHCTBUTEIBHA JI0 26.09.2021

Dentok IOpuii AHato/ibeBHY
(MHULMANBL, (aMuins)

PTUDOUKALIMNA U JIEKJIAPUPOBAHM», Noe RA RU.11 MITI8

N (HaMMEHOBAHKE ¥ AAPEC OPraHa Nno cepTURUKALLTH,

Va\MuéBanKH, 1oM No 3, kopnyc | tenedon: +7 (495) 783-42-17

|2 3aperuc rpupoBaBLuCro ﬂbl(ﬂdpdu”lﬁ))

JI-DE.MI118.B.00085/18 ot 26.09.2018 neiicreyer 10 26.09.2021
VA (1aTa pericTpaiik U PErneTpauHoniibiii HOMEp AeKJlapaLnm)
A e;%/ T AJl. doko

(MOANHCH, HHULMANLE, PAMIIHS PYKOBOJANTES Opraia rno cepTu(uKaLnm)




Arnmapat ciyxoBo# mudposoit INTUIS 2 ¢ npunaanexHoCTsIMU:

Bapuanter ucionsenus: INTUIS 2 S (Bug 228560); INTUIS S DIR (Bux 228560); INTUIS DIR (Buz
228560); INTUIS SP DIR (Bux 228560); FFP INTUIS 2 CIC (T3) (sux 204370); INTUIS 2 CLICK CIC (Bux
204370); FFP INTUIS 2 CT (N) (Buzx 204370); INTUIS 2 CLICK ITC (Bun 204370) ; FFP INTUIS 2 IT (N)
(Bux 173110) ; INTUIS 2 M (Bux 228560); INTUIS 2 P (Bug 228560); INTUIS 2SP (Bux 228560).
[IpunayexsocTy:

1. barapeliku a7 ciyXoBBIX anmnaparos, tTunopasmepsl 10, 13,312, 675 - no 12 mryk B ynakoBke.

2. Kommnext ais cnyxonpotesupoBanust (LIFE FITTING SET): TpyOku 3ByKONpOBOISIIKE PA3JIMIHBIX
nnuH, npaseie/nesbie (LIFE TUBE REFILL: 1, 2, 3,4, 5, 6 RIGHTLEFT (24 pcs)), BK1abpIIHA-HAKOHEYUHUKU
BHyTpuyHble (LIFE TIP REFILL 8 mm , 10 mm (20 pcs)), nexana (LIFE TUBE SELECTOR (1 pcs)),
nexana mogenupyromme (LIFE TUBE SHAPER 1, 2, 3 (3 pcs), necka-0yx st TpyOOK 3BYKOIIPOBOISIINX
(LIFE CLEANING WIRE REFILL (10 pcs)).

3. [Iporpammuoe obecnieuerre CONNEXX Ha ssiekrponrom Hocurteste (CONNEXX Software on CD).

4. Bxnaplyu-HaKOHEYHUKY BHYTPHYIIHbIE OTKPBITHIE 4 MM, 6 MM, 8 MM, 10 MM; 3aKkpbIThIE 8 MM;
noayoTKphIThie 8-12 MM, nBoiinbie 8/10 mm, 10/12 mum B ynakoBke u 6e3 (LIFE TIP REFILL OPEN 4 MM, 6
MM, 8 MM, 10 MM; CLOSED 8 MM; SEMI-OPEN DOME 8-12 MM; DOUBLE 8/10 MM, 10/12 MM).

5. @unpTp Aist 3amuThl oT cepsl (C - Guard).

6. Knmuk-Bknangeimu ¢ Beatom S, M, P (CLICK SLEEVE VENTED S, M, P); 3akpsiteie S, M, P (CLICK
SLEEVE CLOSED 8, M, P).

7. bammax s nporpammuposanusi (PROGRAM MING SHOE).

8. Aynuob6ammax (AUDIO SHOE SET SP).

MecTo npou3BoACTBa:

1. Sivantos Pte Ltd., Blk 28, Ayer Rajah Crescent # 06-08, 139959, Singapore.

2. Sivantos Pte, Ltd., 18 Tai Seng Street, # 08-08, 539775, Singapore.

®enrox FOpuii AHaTo/ILeBHY
(MHULMANBI, (haMuIIus)

EPTUOUKAIIN 1 JEKJIAPUPOBAHM S, Ne RA RU.11 MII18

(HAMMEHOBAHKE W AJIPEC OpraHa no cepTUhUKaLUH,

. Muésnuku, nom Ne 3, kopryc 1 renedon: +7 (495) 783-42-17

3aPErHCTPHPOBABILENO ACKIAPALIHIO)

J-DE.MI118.B.00085/18 ot 26.09.2018 neficTByeT 10 26.09.2021

(Llal A PErucCTpaLiiK N peruct pdl_lHOIHIblll HOMEP JACKJIapa 1L1HH)
A.Jl. doko

(MOANKCH, MHALKALE, PaMUIHS PYKOBOAHTENS OpraHa no cepruukaiiin)




