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AEKJIAPALIUSI O COOTBETCTBUUA
OGmecTBO ¢ OrpaHHYEHHOI 0TBETCTBEHHOCTHIO "OCCTEM" (OO0 "OCCTEM")

(HaumeHoRaHue oprasuzauMy uK QGamummis, HM#, OTYECTBO HHAMBHIYAILHOTO MPEANPUHUMATENSA, TPHHABIINX JEK/ApALHIO O COOTBETCTRHH)
Mesxpationnas uncnexkuus ®enepansHoli HaTOrOBOl ciry k061 No 46 1o r. Mockage, 05.10.2005

CBCMICHHA O pErHCTPaLIHK OpraHu3alul HiIu HHAHUBHAYAIBHOIO npeanpUuHUMaTens

OI'PH 1057748477467

(HauMeHORaHHe PETHCTPHPYIOMEro Oprana, AaTa peruCTPaLUH, PErHCTPALIHOHHBIH HOMEP)

Anpec: 115432 r. Mocksa, np-t Auziporosa, 1. 18, xop. 7, 31. 8, 0. 1, Ten. + 7 (495) 739-99-25

(anpec, Tenedon, daxc)
B mine  'enepansoro mmpexropa Jlu Uss By

(ROmKHOCTB, PaMHIHA, HMA, OTYECTBO PYKOBOJHTE/A OPraHH3aLHH, OT UMEHH KOTOPOii NpHHIMaeTes JeKnapars)
3agBuser, 4To Cucrema 1y cTHMYIHpOBANHST perenepanuu nepuononra OssBuilder System

(HauMeHOBaHHKe, THI, MapKa MPOAYKLHMH (YCIYH), Ha KOTOPYIO pacrpoCTpaHAeTCs AeK1apats)

Kox OKIIA2 32.50.22.190 Kox TH B3/1 9021 29 000 0

ko OK 005-93 1 (wnu) TH B3] CHI™ miu OK 002-93 (OKVH), cBenenus o cepuiinom BBIMYCKE WM MapTHH
CepuiiHEI BEITyCK

(HOMep napTHH, HOMepa H3NeNH, PeKBHIHTHI JI0roBOpa (KOHTPAKTa), HakIagHas)
"Occrem Hmmianr Ko., JIta.", Kopes,

Osstem Implant Co., Ltd., 66-16, Bansong-ro 513beon-gil, Haeundae-gu, Busan, Korea

MecTo npoussoacraa:

Osstem Implant Co., Ltd., Haeundae plant, 66-16, Bansong-ro 313beon-gil, Haeundae-gu, Busan,
Korea

HAaHMCHOBAHUC M3rOTOBHTEIA, CTpaHbl U T.IN.

COOTBETCTBYET TpPeOOBAHHSAM: I'OCT P 52770-2016, TOCT ISO 10993-1-2011, TOCT ISO 10993-4-
2011, TOCT ISO 10993-5-2011, I'OCT ISO 10993-6-201 1, TOCT ISO 10993-9-2015, TOCT ISO 10993-
10-2011, TOCT ISO 10993-11-2011, TOCT ISO 10993-12-2015, TOCT ISO 10993-13-2016, I'OCT ISO
10993-15-2011

(06Go3HauenHe HOPMATUBHBIX JIOKYMEHTOB, COOTBETCTBHE KOTOPLIM MOATBEPHICHO JaHHOI eknapaumeli, ¢ ykasaHueM MyHKTOB 3THX HOPMaTHBHBIX
AIOKYMEHTOB, COAePHAIINX TPeGOBaHHA 1A JIAHHOH MPOyKLHH (ycnyru))

Jlexnapanus NpUHATA HA OCHOBAHHH: IPOTOKOJIA TOKCHKOIOTHYECKHX HCCIEAOBAHMN MEIHIHHCKOrO

usnemast Ne 237-09P ot 22.01.2018 KJI 000 "LIKK Buomnaiig", arr.akk. Ne RA.RU.211[K01 ot 22.07.2015

Perucrpanuonnoe ynocrosepenue ®denepantuoir CIy’0bl 10 Hamsopy B cdepe 3ApaBOOXpaHEHUS
_(POC3IPABHAI30P) No P3H 2018/7407 ot 03.12.2019

(nudopmanys 0 JoKyMeNTaX, ABNAOMMXCA OCHOBAHHEM A8 NPHHATHA JEK1apalHH)

Hata npuaatus nexnapanun — 05.03.2020

Jlexnapanus o COOTBETCTBHH NeHCTBUTEIbHA Jile) 05.03.2023
M.IIL A "‘{l’} “-/b)” JIn Y3 By
""" (montmcs) (MHMIMAIEL, aMuTHs)

CBGI[CHHH O PCTHCTPallH ICKIIApallie O COOTBETCTBHH

Q%EP CEPTUOUKAIIAY U JEKJIAPUPOBAHMUST», Ne RA.RU.11MIT18
CEPTSS

1’ v’

(HaUMEHOBAHHE M A/IpeC OpraHa 0 CepTH(HKALIH,

M" OCiehdy . MuEBHMKH, oM Ne 3, kopryc 1, stax 3, mom. 1, koM. 26 TenedoH: +7 (495) 783-42-17

3apErHCTPHPOBABIIErO JIEKIAPALIHIO)

-KR.MI118.B.02516/20 ot 05.03.2020 geicTBYET

(nara perncTpaiMi M pernCTPALHOHHBIE HOMEp JeKIapaL)
~

P AL Toko

no 05.03.2023

(moanych, HHHLHAML, GAMHHA PYKOBOAHTENSA opraHa 1o cepru(ukamH)



Cucrema s CTHMYTHPOBAHHS M PEreHepaliy MepHOI0HTa OssBuilder System:
B COCTaBe:

1) MemGpana Tutasopas (OssBuilder), e Gonee 50 LIT., B HCTIOTHEHUSX :

- OB2: SM1W487SB, SM1W4107SB, SM1W4109SB, SM2W797SB, SM2W799SB, SM2W10127SB,
SM2W10129SB, SM2W12127SB, SM2W12129SB, SM3W797SB, SM3W799SB, SM3W10127SB,
SM3W10129SB, SM3W12127SB, SM3W12129SB.

- OB3: SB3V107F, SB3V109F, SB3V101 IF, SB3V207F, SB3V209F, SB3V201 IF, SB3H107F, SB3H109F,
SB3H1011F, SB3H207F, SB3H209F, SB3H2011F

2) Y nnuauTens (nepexonuuk) (OB Anchor), npu HeoOXomuMocTH, He Gojee 50 UIT., B HCIIOJTHEHHX
OBAC350016, OBAC350516, OBAC351016, OBAC351516, OBAC352016, OBAC352516, OBAC353016,

SBAC4010TSR, SBAC4015TSR, SBAC4020TSR, SBAC4025TSR, SBAC4030TSR, SMHI310USM,
SMHI315USM, SMHI320USM, SMHI325USM, SMHI330USM, SMHI410USR, SMHI415USR,
SMHI420USR, SMHI425USR, SMHI430USR, SMHI510USP, SMHI510USW, SMHI515USP,
SMHIS15USW, SMHI520USP, SMHI520USW, SMHI525USP, SMHI525USW, SMHI530USP,
SMHIS30USW.

3) ®opmupoBaTens gecHb (Healing Cap), npu HeobXxoauMocTH, He Gonee 50 mr., B HCIOJTHEHHSX |
SBHC4030, SBHC4040, SBHC5030, SBHC5040, SMHA443R, SMHA444R, SMHAS553R, SMHAS554R
4) Bunr-3arnynika (Cover Cap), npu HeoGxomumocTH, He 6oree 50 IIT., B HCTIONHEHHAX: SBCC4000,
SMCC415.

5) BpemeHHbIit BHHT s uxcarun (Tenting Screw), IpH HeoOXoAMMOCTH, He Goltee 50 INT., B HCMONHEHHAX:
SBS2008I, SBS20101, SBS20111, SBS2013L.

M.IL ﬁ/} 7J1 ﬁr JIn Yxs By

! (1'1011111’401;) I (MHHIMAITEL, aMuTis)

(HanmeHoBaHKe  anpec oprasa no CepTH(HKALHH,

B8,y Muésankn, mom No 3, xopnyc 1, stax 3, oM. 1, koM. 26 Tenedon: +7 (495) 783-42-17

3apErHCTPHPOBABLLETO ICKNAPALIEO)

(naTa perucTpauuy 1 perncTpauHoHHBI HOMED JeKNapaLmu)

A . Hoxo

(noamwce, uunumanTel, Gamuana pykosoaHTeA opraHa no cepTudHKaLm)




