HEKJIAPAIIUST O COOTBETCTBUMU
ObmecTRO ¢ orpaHuueHnoii orBercreenHoctrio ""OCCTEM"
(000 "OCCTEM")

(HaHMeHOBaH}]E OpraHu3auvy HiIH qlEIMHIIHR, UM, OTHYECCTBO HHAHBHAYANBHOTO nNpeAnpHHUMATEA, MPHHABIIAX JACKapauuo o COOTBCTCTBHH)
Mexpaiionnas nacnekims OeaepanbHON HATOroBoi c1y:K06 Ne 46 mo . Mockse , 05.10.2005

CBEJIEHHA O PErUCTpaLiH OpraHu3auui uiu HHAHBHIYA/IbHOTO NPCANPHHUMATE/IA

OI'PH 1057748477467

(nanMeHoBaHIE PErHCTPHPYIOUIETO OPraHa, AaTa PerucTPaLKH, PErHCTPALMOHHbLH HOMED)

Anpec: 115432 r. Mockga, np-t Angpornosa, 1. 18, kop. 7, ot. 8, od. 1, Ten. + 7 (495) 739-99-25

(anpec, Tenedon, dakc)
B mane  T'enepanshoro mupexropa Jlu Yo By

(ﬂOﬂ}KHDCTb, Cl]aMHﬂHH, WM, OTYECTBO PYKOBOAWTENA OpraHu3alu, OT UMEHHU KOTUDOF[ TNPpUHUMAETCA nekﬂapaum)
3agBisgeT, uTo NMnuianTaTel cToMaToorHueckne SS SA

(HaHMeHOBaHHe, THII, MAPKa IPOAYKLUMH (YCIYru), Ha KOTOPYHO PaclpoCTpaHACTCA AEKIapaLyis)

Kox OKIIA2 32.50.22.190 Kox TH B3I 9021 29 000 0

Koz OKTINI2 u (mnu) TH B3] CHI" i OK 002-93 (OKVH), cBejieHus 0 cephifHOM BBIMYCKe WTH MapTHH
CepHuiiHEIi BEITYCK

(HOMep napTuu, HOMepa M3NCNHI, PEKBH3UTELI A0TOBOPA (KOHTPAKTA), HAKAAHAS)
"Occerem Hmnnant Ko., JIta.", Kopes,

Osstem Implant Co., Ltd., 66-16, Bansong-ro 513beon-gil, Haeundae-gu, Busan, Korea
MecTo npou3BoacTBa MEANMMHCKOT0 H3/(ETHA:

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

HAHMEHOBAHUE W3COTOBHUTENA, CTPaHbI W T.II.

coorBercrByeT TpeOoBanusmM: ['OCT P 50444-92 (Pa3n. 3,4), I'OCT P UCO 14801-2012, TOCT P
52770-2016, I'OCT ISO 10993-1-2011, T'OCT ISO 10993-4-2011, 'OCT ISO 10993-5-2011, TOCT ISO
10993-6-2011, 'OCT ISO 10993-10-2011, I'OCT ISO 10993-11-2011, TOCT ISO 10993-12-2015

(0Go3Ha4yenne HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPBIM NOATBEPIKAEHO JAHHOM JeKk1apauMei, ¢
YKa3aHHEM MYHKTOB 3THX HOPMATHBHBIX JOKYMEHTOB, CONIEPIKAIINX TpeGOBAHMA A JAHHOIH npoayKuku (yeayru))

Jlexnapanus MpHUHSTA Ha OCHOBAHMHK: IpoTokona ucnsrranuii Ne 2019-07-30-002 ot 30.07.2019
Hcnprrarensras nabopatopus TEXHUYIECKHX Cpe/ICTB Mo TpeboBanuaM OesonacHoct O6mecTsa ¢
OrpaHUYEHHON OTBETCTBEHHOCTHIO "OnekrpoHrTrect”, per. Noe RA.RU.211M45 ot 28.01.2016; npotokona
TOKCHKOJIOTHYECKHX UCIBITaHuH MeauiHHcKkux u3neruii Ne 94-05P ot 15.07.2019 Ucnwirtatensaas
naboparopus ObmecTsa ¢ orpanndeHHOil oTBeTcTBeHHOCTEIO "[{eHTp KOHTpOIs KavuecTsa Buomnaiid", per.
Ne RA.RU.21IIKO1 ot 22.07.2015

Perucrpanmonnoe ynocrosepenne ®enepanbHoii ciiyK0b! 110 HaI30py B cepe 3paBOOXpPAHEHHUSI
(POC3IPABHAJI30P) Ne P3H 2020/9919 ot 09.04.2020

(undopmaling 0 IOKYMEHTAX, ABISIOIMXCA OCHOBAHHEM LA [IPHHATHA AeK/IapaLim)

Jara npunsarug aexiapanun  15.06.2020

Jexmapamus 0 cOOTBETCTBHH JCHCTBHTEILHA JI0 15.06.2023
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MMnnianTatsl cromMaronornyeckue SS SA, BapHaHTHI HCTIOTHEHHS:
1. Ummnanrar SS II SA (No Mount), B BapuanTax HCIIOJHEHHS:
1.1. SS2R4007S18 (94.0x7 mm, 1.8mm (G/H)).

1.2. SS2R4008518 (4.0x8.5 mm, 1.8 mm (G/H)).
1.3. SS2R4010S18 (©4.0x10 MM, 1.8 MM (G/H)).
1.4, SS2R4011S18 (04.0=11.5mm, 1.8 mm (G/H)).
1.5. SS2R4013S18 (1¥4.0x13 mm, 1.8 mm (G/H)).
1.6. SS2R4008S28 (04.0x8.5 mm, 2.8 mm (G/H)).
1.7. SS2R4010S28 (04.0x10 mm, 2.8 mm (G/H)).
1.8. SS2R4011528 (04.0x11.5 mm, 2.8 mm (G/H)).
1.9. SS2R4013528 (04.0x13 mm, 2.8 mm (G/H).
1.10. SS2R4507S18 (04.5%7 mm, 1.8 MM (G/H)).
1.11. SS2R4508518 (©4.5x8.5 mm, 1.8 mm (G/H)).
1.12. SS2R4510S18 (@4.5x10 mm, 1.8 mm (G/H)).
1.13. SS2R4511518 (@4.5x11.5 MM, 1.8 MM (G/H)).
1.14. SS2R4513S18 (04.5x13 mm, 1.8 mm (G/H)).
1.15. SS2R4508528 (©4.5%8.5 MM, 2.8 mm (G/H)).
1.16. SS2R4510828 (©4.5x10 mm, 2.8 mMm (G/H)).
1.17. SS2R4511828 (©4.5%11.5 mm, 2.8 mm (G/H)).
1.18. SS2R4513528 (04.5%13 mm, 2.8 mm (G/H)).
1.19. SS2W4507S20 (04.5%7 mm, 2.0 mm (G/H)).
1.20. SS2W4508S520 (04.5%8.5 mm, 2.0 mm (G/H)).
1.21. SS2W4510820 (@4.5%10 mm, 2.0 mMm (G/H)).
1.22. SS2W4511820 (04.5%11.5 mmM, 2.0 mm (G/H)).
1.23. SS2W4513520 (©4.5%13 mm, 2.0 mm (G/H)).
1.24. SS2W5006S520 (@5.0x6 MM, 2.0 MM (G/H)).
1.25. SS2W5007S20 (©5.0%7 mm, 2.0 mm (G/H)).
1.26. SS2W5008520 (©5.0%8.5 mm, 2.0 mm (G/H)).
1.27. SS2W5010S20 (@5.0x10 mm, 2.0 mm (G/H)).
1.28. SS2W5011820 (@5.0%11.5 mm, 2.0 mm (G/H)).
1.29. SS2W5013820 (©5.0x13 mm, 2.0 mm (G/H)).
2. Ummnanrar SS I SA (Pre-Mounted) ¢ BUHTOM-3arTyIIKo# # yCTAHOBOYHBIM aalTEPOM, B BAPHAHTAX
UCTIOJIHEHUS:

2.1. ASS2R40078518 (94.0x7 mm, 1.8 mMm (G/H)).
2.2. ASS2R4008S518 (04.0x8.5 mm, 1.8 mm (G/H)).
2.3. ASS2R4010S18 (©4.0x1 Omm, 1.8 MM (G/H)).
2.4. ASS2R4011S18 (04.0x11.5 mm, 1.8 mm (G/H)).
2.5. ASS2R4013S518 (04.0%13 mm, 1.8 mm (G/H)).
2.6. ASS2R4008528 (04.0x8.5 MM, 2.8 mm (G/H)).
2.7.ASS2R4010828 (04.0x10 mmM, 2.8 mm (G/H)).
2.8, ASS2R4011828(04.0x11.5 mm, 2.8 mm (G/H))
2.9. ASS2R4013828 (4.0x13 mmM, 2.8 mm (G/H)).
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2.10. ASS2R4507818 (04.5%7 mm, 1.8 MM (G/H)).
2.11. ASS2R4508S18 (@4.5%8.5 mm, 1.8 Mm (G/H)).
2.12. ASS2R4510518 (24.5x10 mm, 1.8 mm (G/H)).
2.13. ASS2R4511818 (@4.5x11.5 mm, 1.8 MM (G/H)).
2.14. ASS2R4513818 (04.5%13 mm, 1.8 mm (G/H)).
2.15. ASS2R4508528 (04.5%8.5 mm, 2.8 mm (G/H)).
2.16. ASS2R4510828 (@4.5x10 mm, 2.8 MM (G/H)).
2.17. ASS2R4511828 (©4.5%11.5 mm, 2.8 mm (G/H)).
2.18 ASS2R4513828 (@4.5x13 MM, 2.8 mm (G/H)).
2.19. ASS2W4507S20 (04.5xTmm, 2.0Mm(G/H)).
2.20. ASS2W4508S20 (04.5%8.5Mm, 2.0Mm(G/H)).
2.21. ASS2W4510820 (©4.5%10mm, 2.0mm(G/H)).
2.22. ASS2W4511520 (@4.5%11.5mm, 2.0MMm(G/H)).
2.23. ASS2W4513820 (@4.5%13mm, 2.0MM(G/H)) .
2.24. ASS2W5006820 (@5.0x6Mm, 2.0MmM(G/H)).
2.25. ASS2W5007S20 (@5.0x7mm, 2.0mM(G/H)).
2.26. ASS2W5008S20 (©5.0%8.5mM, 2.0MM(G/H)).
2.27. ASS2W5010820 (@5.0%10mM, 2.0mm(G/H)).
2.28. ASS2W5011S20 (@5.0x11.5mm, 2.0mm(G/H)).
2.29. ASS2W5013S520 (@5.0x13mmM, 2.0MM(G/H)).
3. UmmnanTat SS III SA (No Mount), B BapuaHTax HCIIOTHEHHS:
3.1. SS3R3508S18 (©3.5x8.5Mmm, 1.8Mm(G/H)).
3.2. SS3R3510818 (©3.5x10mm, 1.8mm(G/H)).

3.3. SS3R3511818 (©3.5x11.5mm, 1.8MM(G/H)).
3.4. SS3R3513518 (@3.5x13mmM, 1.8MMm(G/H)).

3.5. SS3R3508528 (23.5%8.5mm, 2.8mm(G/H)).

3.6. SS3R3510828 (@3.5%10mm, 2.8mm(G/H)).

3.7. SS3R3511828 (@3.5%11.5mmMm, 2.8MM(G/H)).
3.8. SS3R3513828 (@3.5%13mmM, 2.8Mmm(G/H)).

3.9. SS3R4007518 (04.0%7mm, 1.8Mm(G/H)).

3.10. SS3R4008518 (©4.0x8.5mm, 1.8MM(G/H)).
3.11. SS3R4010S18 (©4.0x10mm, 1.8MMm(G/H)).
3.12. SS3R4011S18 (©4.0%11.5mm, 1.8Mmm(G/H)).
3.13. SS3R4013S18 (©4.0x13mmM, 1.8mm(G/H)).
3.14. SS3R4008528 (4.0x8.5mmM, 2.8Mm(G/H)).
3.15. SS3R4010S28 (@4.0x10mmM, 2.8mm(G/H)).
3.16. SS3R4011828 (@4.0x11.5mm, 2.8mMM(G/H)).
3.17. SS3R4013S28 (©4.0x13mmM, 2.8Mm(G/H)).
3.18. SS3R4507S18 (04.5x7mm, 1.8Mmm(G/H)).

3.19. SS3R4508S18 (04.5%8.5mm, 1.8MM(G/H)).
3.20. SS3R4510518 (D4.5%10mm, 1.8mm(G/H)).
3.21.SS3R4511518 (04.5%11.5mm, 1.8Mm(G/H)).
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3.22. SS3R4513518 (@4.5%13mm, 1.8MmM(G/H)).
3.23. SS3R4508S28 (4.5%8.5Mm, 2.8mm(G/H)).
3.24, SS3R4510828 (04.5%10mm, 2.8Mm(G/H)).
3.25. SS3R4511828 (04.5%11.5mm, 2.8mm(G/H)).
3.26. SS3R4513S528 (D4.5x13mm, 2.8MMm(G/H)).
3.27. SS3W4507S20 (94.5x7mmM, 2.0MM(G/H)).
3.28. SS3W4508S520 (04.5%8.5mm, 2.0mm(G/H)).
3.29. SS3W4510S520 (@4.5x10MmM, 2.0MM(G/H)).
3.30. SS3W4511820 (@4.5%11.5mM, 2.0Mmm(G/H)).
3.31. SS3W4513820 (04.5%13mm, 2.0mm(G/H)).
3.32. SS3W5006820 (@5.0x6.0mm, 2.0MMm(G/H)).
3.33. SS3W50078520 (©5.0%7.0mM, 2.0MmMm(G/H)).
3.34. SS3W5008520 (05.0%8.5mm, 2.0Mmm(G/H)).
3.35. SS3W5010820 (©5.0%10mm, 2.0mm(G/H)).
3.36. SS3W5011820 (@5.0x11.5mm, 2.0MMm(G/H)).
3.37. SS3W5013S820 (©5.0%13mmM, 2.0Mm(G/H)).
3.38. SS3W6006S520 (06.0%6MmM, 2.0MM(G/H)).
3.39. SS3W6007520 (06.0%x7mm, 2.0mm(G/H)).
3.40. SS3W6008S20 (06.0x8.5mm, 2.0MmM(G/H)).
3.41. SS3W6010S20 (©6.0x10Mmm, 2.0MM(G/H)).
3.42. SS3W6011S20 (6.0x11.5mm, 2.0mm(G/H)).
3.43. SS3W6013S20 (©6.0%13Mmm, 2.0MmM(G/H)).
3.44. SS3W7006S20 (@7.0x6mm, 2.0MM(G/H)).
3.45. SS3W7007S20 (©7.0x7mm, 2.0mm(G/H)).
3.46. SS3W7008S20 (07.0%8.5mmM, 2.0mm(G/H)).
3.47. SS3W7010820 (@7.0x10mm, 2.0Mm(G/H)).
3.48. SS3W7011820 (©7.0%11.5mMm, 2.0Mm(G/H)).
3.49. SS3W7013520 (©7.0x13mm, 2.0mm(G/H)).
4. Ummnaatar SS III SA (Pre-Mounted) ¢ BHHTOM-3arTynikoif  yCTaHOBOYHEIM a/1alITEPOM, B BAPHAHTAX
UCIIOJTHEHHS:

4.1. ASS3R3508S518 (@3.5%8.5mm, 1.8MMm(G/H)).
4.2. ASS3R3510S18 (©3.5%10mm, 1.8mMm(G/H)).
4.3. ASS3R3511518 (@3.5x11.5mm, 1.8mm(G/H)).
4.4. ASS3R3513518 (03.5%13mmM, 1.8MM(G/H)).
4.5. ASS3R3508S28 (@3.5%8.5mm, 2.8mMm(G/H)).
4.6. ASS3R3510828 (@3.5x10mm, 2.8Mm(G/H)).
4.7. ASS3R3511828 (@3.5x11.5mm, 2.8mm(G/H)).
4.8. ASS3R3513828 (3.5%13mm, 2.8MM(G/H)).
4.9. ASS3R4007S518 (@4.0x7mm, 1.8mm(G/H)).
4.10.,ASS3R4008518 (@4.0%8.5mm, 1.8Mm(G/H)).
4.11.-ASS3R4010S818 (©4.0x10mmM, 1.8Mm(G/H)).
412, ASS3R4011S18(@4.0x11.5mm, 1.8MM(G/H)).
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4.13. ASS3R4013S18 (4.0x13mm, 1.8MM(G/H)).
4.14. ASS3R4008S28 (04.0x8.5mm, 2.8Mmm(G/H)).
4.15. ASS3R4010S28 (©4.0x10mm, 2.8Mmm(G/H)).
4.16. ASS3R4011S28 (@4.0%11.5mm, 2.8mm(G/H)).
4.17. ASS3R40138528 (@4.0x13mm, 2.8Mm(G/H)).
4,18 ASS3R4507S18 (04.5x7mm, 1.8mm(G/H)).
4.19. ASS3R4508S18 (94.5%8.5mm, 1.8Mm(G/H)).
4.20. ASS3R4510S18 (04.5x10mm, 1.8Mmm(G/H)).
4.21. ASS3R4511S18 (@4.5x11.5mm, 1.8MMm(G/H)).
4.22. ASS3R4513S18 (94.5x13mM, 1.8mm(G/H)).
4.23. ASS3R4508S28 (04.5x8.5Mmm, 2.8mMMm(G/H)).
4.24. ASS3R4510S28 (04.5%10mm, 2.8mm(G/H)).
4.25. ASS3R4511828 (04.5%11.5mmM, 2.8mm(G/H).
4.26. ASS3R4513528 (04.5x13mm, 2.8Mm(G/H)).
4.27. ASS3W4507S20 (94.5%7mm, 2.0mMm(G/H)).
4.28. ASS3 W4508S520 (04.5%8.5mm, 2.0mMm(G/H)).
4.29. ASS3 W4510S20 (@4.5>10mm, 2.0Mmm(G/H)).
4.30. ASS3W4511S20 (@4.5<11.5mmMm, 2.0MMm(G/H)).
4.31. ASS3W4513820 (@4.5x13mmM, 2.0MM(G/H)).
4.32. ASS3W5006S520 (@5.0%6.0mm, 2.0Mmm(G/H)).
4.33. ASS3W5007S20 (©5.0x7.0mmM, 2.0Mmm(G/H)).
4.34. ASS3W5008S20 (©5.0%8.5mm, 2.0mm(G/H)).
4.35. ASS3W5010S520 (95.0x10Mmm, 2.0MMm(G/H)).
4.36. ASS3W5011S20 (@5.0x11.5mmMm, 2.0mm(G/H)).
4.37. ASS3W5013S20 (@5.0x13mm, 2.0mm(G/H)).
4.38. ASS3W6006S20 (@6.0x6MmM, 2.0MM(G/H)).
4.39. ASS3W6007S20 (06.0x7mm, 2.0MmM(G/H)).
4.40. ASS3W6008S20 (06.0x8.5mm, 2.0mM(G/H)).
4.41. ASS3W6010S20 (©6.0x10Mmm, 2.0MM(G/H)).
4.42. ASS3W6011820 (26.0x11.5mmMm, 2.0MMm(G/H)).
4.43. ASS3W6013S20 (06.0x13mm, 2.0mm(G/H)).
4.44. ASS3W7006520 (07.0x6mm, 2.0mMM(G/H)).
4.45. ASS3W7007S20 (O7.0x7mmM, 2.0Mmm(G/H)).
4.46. ASS3W7008S20 (@7.0%8.5Mmm, 2.0mm(G/H)).
4.47. ASS3W7010S20 (07.0%10mm, 2.0mm(G/H)).
4.48. ASS3W7011S20 (@7.0%11.5mm, 2.0Mmm(G/H)).
4.49. ASS3W7013820 (@7.0x13mM, 2.0MM(G/H)).
I1. [IpuHamIeKHOCTH:

1. Bunt-3armymxka

1.1. SSCS480-- 5e 6omee 100 mT.

1.2.8SCS600 - ne 6onee 100 miT.
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2.1. SSHRG - ge 6onee 50 mr.
2.2. SSHWB - ne 6omee 50 mr.
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