Bbinucka
u3 ['ocyrapcTBeHHOI0 peecTpa MEAMUUHCKUAX M3/1eJIMH U OPraHUu3auui
(MHAMBUIYAJBbHBIX NPEANPUHUMATEJIEN), OCYLHIECTBJIAIIUX IPOU3BOJACTBO U

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIuil, Mo cocTosiHuio Ha 11:16 18.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEpP peecTpoBoii 3anucu: 195204;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MeaunuHckoro uznenus: P3H 2023/20715 (EPYJI - '004-00110-
00/02932932);

4. Jlata mepBUYHOM rOCYIapCTBEHHON peructpanuu meauimuckoro m3aenus: 01.08.2023;
5. Jlata BHeCeHUS U3MEHEHUM B MeAUIIMHCKOE u3acnue: 23.01.2026;

6. [lepuon nevictust Bepcuu: ¢ 23.01.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HaumenoBanue meauuunckoro usnenus: Karanku meauuunckue cepun ST1 u ST1-X ¢

MMPHUHAJIC)KHOCTAMU

BapHaHThI UCTIOJTHEHUS:

I. Katanka mequuunckas cepun ST1 (karanoxxusiit Homep 6300-000-100), B cocrase:

1. Karanka meauuunckas cepunt ST1 (katanoxusiit Homep 6300-000-100) - 1 mT.

2. ITennsiit matpac ST1 & ST1-X TonmunHa 8 cM (karanoxxuasiid Homep 6300-0-100) - 1 . (mpu
HEOOXOMMOCTH).

3. Iennsiit Mmatpac ST1 & ST1-X tonmunua 10 cm (katanoxusii Homep 6300-0-102) - 1 mwr. (npu
HEOOXOMMOCTH).

4. Ilennsiit matpac ST1 & ST1-X orHeynopHsli, TonmuHa 8 cM (kaTanoxHbiil Homep 6300-0-103) - 1
mT. (MpU HEOOXOIUMOCTH ).

5. Ilennsiii matpac ST1 & ST1-X orneynopssiii, TonmuHa 10 cm (katanoxueiid Homep 6300-0-104) -
1 mr. (mpu HE0OXO0UMOCTH).

6. Jlep>xarens 11 OayuioHa ¢ KUCIIOPOOM, B BEpTHKAIBHOM nojioxkennn (Pa3mep 6amnona: @ 100-

120 / puna: 150-640 mm) - 1 mT. (mpu HEOOXOIUMOCTH).



7. Jepxatens Uit 6aJuloHa ¢ KUCIOPOIOM, B BEpTUKAIBHOM rosioskeHun (Pazmep 6amiona: @ 100-
120 / qmuna: 150-900 mm) - 1 mT. (mpu HEOOXOTUMOCTH).

8. Jlep>katens i OaioHa C KUCIOPOAOM, B BEpTUKAIBHOM TosioxkeHuu (Pasmep 6amiona: @ 100-
140 / nmuna: 150-640 mm) - 1 . (mpu HEOOXOUMOCTH).

9. Pemenn 6e3omacHocTH 115 HOT - 1 TIT. (ITpH HEOOXOIUMOCTH).

10. Pemenp Oe3omacHOCTH /1 Teda - 1 mT. (Mpu HE0OX0IUMOCTH ).

11. Pemens OezonacHoCTH AJs pyK - 1 mIT. (Ipu HEOOXOAMMOCTH).

12. Cpémubli TaTuB - 1 WT. (IpU HEOOXOJUMOCTH).

IIpunaiexHOCTH:

1. Jlorox nepubpmmisiTopa ¢ AepxareneM KapT - 1 mr.

2. lepxatenp pyjiaoHa Oymaru - 1 mr.

II. Karanka menuuunckas cepun ST1-X (katanoxusiii Homep 6300-000-200), B coctase:

1. Karanka menuuunckas cepun ST1-X (katanoxusiid Homep 6300-000-200) - 1 mi.

2. ITennsiit matpac ST1 & ST1-X Tonmunaa 8 cM (karanoxxuasiid Homep 6300-0-100) - 1 . (mpu
HEOOXOMMOCTH).

3. Ilennsnii matpac ST1 & ST1-X Tonuuna 10 cm (kaTanoxxHbiit Homep 6300-0-102) - 1 wT. (mpu
HEOOXOMMOCTH).

4. Ilennsiit matpac ST1 & ST1-X orneynopsslii, TonmuHa 8 cM (kaTanoxHbiil Homep 6300-0-103) - 1
mIT. (Ipy HEOOXOAUMOCTH).

5. ennsiit matpac ST1 & ST1-X orneynopusiii, Tonmuna 10 cMm (kaTanoxxsbiii Homep 6300-0-104) -
1 w. (mpu HE0OXOUMOCTH).

6. [lep>xarens i1 6ayuioHa ¢ KUCIIOPOOM, B BEpTUKAIBHOM nojiokennn (Pa3mep 6amnona: @ 100-
120 / nmuna: 150-640 mwm) - 1 . (mpu HEOOXOIUMOCTH).

7. depxarens amns 6auioHa ¢ KUCIOPOAOM, B BEpTUKaIbHOM nonoxennu (Pasmep 6amiona: @ 100-
120 / pmuna: 150-900 mm) - 1 mT. (mpu HEOOXOIUMOCTH).

8. Jepxarenp i 6aJuIoHa ¢ KUCIIOPOJIOM, B BEpTHUKAIbHOM MoJoxkennu (Pasmep 6amnona: @ 100-
140 / nuna: 150-640 mwm) - 1 mT. (mpu HEOOXOIUMOCTH).

9. Pemens Oe3omacHoCTH )1 HOT - 1 1IT. (TP HEOOXOAUMOCTH).

10. Pemens OezonacHocTy A Tena - 1 mwT. (Ipu HEOOXOAUMOCTH).

11. Pemenp Ge30macHOCTH )i PyK - 1 T, (MTpu HEOOXOIUMOCTH).

12. CoémubIi TaTHB - 1 T, (TpU HEOOXOIUMOCTH).

[TpunagiexxHOCTH:

1. Jlotok nedpubpunnsTopa ¢ aepkartenem kapt - 1 mr.

2. lepxaTens pysioHa Oymaru - 1 mir.

9. HaumeHoBaHMe OpraHU3aINH - YIIOJTHOMOUYEHHOTO MPEACTABUTENS IPOU3BOAUTENS (M3TOTOBUTEIS)
MenumnuHckoro u3aenus: OBLIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO
"CTPAVIKEP";

10. MecTo Hax0/1€HHs] OPraHU3aLUHU - YIIOJTHOMOYEHHOTO IIPEICTaBUTEISI IPOU3BOIUTENS
(m3roroBurenst) meauuHckoro m3aenus: 125167, . MOCKBA, [1P-KT HEHHHFPAHCKHﬁ, . 39,
CTP. 80, 9T 3 U IIOM 1;



11. FOpunndeckuii aapec OpraHu3aIliy - YIIOJTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(u3roroBurenst) meauimHackoro u3aenus: 125167, . MOCKBA, ITP-KT JIEHMHFPAI[CKHPI, . 39,
CTP. 80, 9T 3 U IIOM 1,

12. HaumeHOBaHME OpraHU3aIlUH - TIPOU3BOJUTENS MEIUIIMHCKOTO U3/IENNS MIIM OpTraHU3aIiN
u3roroBurens meauuHekoro u3aenus: Stryker Medical (Crpaiikep Menukan);

13. MecTo Hax0X/IeHHsI OPTaHU3aLMHU - TPOU3BOJAUTENS METUIIMHCKOTO U3CIIUS UM OpTraHU3aIuu
usroroButens MmeauimHcekoro u3aenus: 3800 E. Centre Avenue, Portage, Michigan, 49002, USA;

14. FOpuandeckuit aipec OpraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO H3ICIUS UIIH OpTaHU3aliH
nsrotoutesst Mmeaunuackoro uznenus: 3800 E. Centre Avenue, Portage, Michigan, 49002, USA;

15. Ctpana opraHu3amyu - MPOU3BOIUTENS] MEIUIIMHCKOTO U3ICITUS WU OPTaHU3alUH - U3TOTOBUTEIIS
MeaunuHckoro u3naenns: CoequaeHubie 1ITaThr;

16. OKII/OKIIA2: 32.50.50.190;

17. Kimacc moTeHIIMaIBHOTO pHUCKa MPUMEHEHHS MEAUITMHCKOTO U3/IeTHs B COOTBETCTBUH C
HOMEHKJIaTypHOU Ki1accuuKanuei MeJUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepamuu: 1;

18. HazHauenne MEeIUIMHCKOTO U3/IeNMs, YCTAaHOBJICHHOE TPou3BoauTeNIeM: KaTanku MeIUIIMHCKUE
cepuu ST1 u ST1-X npeaHazHavyeHbI AJ1 MOJAEPKKHU MAIMEHTOB B TOPU30HTAILHOM IOJI0KEHUH.
Karanku npenocTaBiastoT BO3MOKHOCTh TPAHCHIOPTUPOBATH NAIIUEHTOB B MEAUIIMHCKOM YUPEKACHUU

MCIUIIUHCKUM IICPCOHAIIOM.

19. Bux MEIUIIMHCKOTO U3/1e1Ms B COOTBETCTBUM ¢ HOMEHKJIATYpHO! KilaccupuKanuei MenIuHCKIX
U3, yTBepxk1aeMoil MunucrepctBoM 3apaBooxpanenust Poccuiickoit denepanuu: 201690;

20. Anpec mecta mpoU3BOJCTBA WM U3rOTOBJICHUS MeauIMHCKoro u3nenus: Muka Metal Ticaret Ve
Sanayi A. S, Kayseri Serbest Bolge 2.Cadde No:17 38070 Kayseri, Turkey;

21. CBenmenus o B3aMMO3aMEHAEMBIX MEIUIIMHCKUX U3ACIUIX: ;

22. Monenu MeTUIIMHCKOTO U3IEIIN:

Kon Buna HaumenoBanue moaesin
201690 II. Karanka megumuuckas cepun ST1-X (katanoxxusiit Homep 6300-000-200), B coctase:
201690 I. Katanka mequuunckas cepun ST1 (karanoxxusiit Homep 6300-000-100), B cocTage:

Brimcka copmupoBana Ha odunmanbHoM caiite DeaepanbHOi CiIyKObI 110 HaI30PY B cdepe
3npaBooxpaHeHus B cetu MHTepHeT: https://roszdravnadzor.gov.ru/.


https://roszdravnadzor.gov.ru/

JAOKYMEHT TTOAIIMCAH
OJIEKTPOHHOU ITOAITNCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy seinan: ®EJEPAJIBHAS CJYKBA 110 HAZI3OPY B COEPE 3JIPABOOXPAHEHUSA

Jleiicturenen ¢ 2025-08-18 mo 2026-11-11




