Beinmcka
u3 'ocymapcTBeHHOro peecTpa MeIMIIMHCKUX M3Ae/INI Y OPraHU3aIuil
(MHAMBUAYAJIbHBIX MPeINPUHUMATEIeN), OCYIIeCTB/ISIONINX MIPOU3BOACTBO U

M3roTOBJICHME MeIMIIMHCKMX M3Ae/Inii, o cocTossamio Ha 11:35 25.09.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. VaukanpHbI HoMep peecTpoBoit 3amcu: 204305;
2. CKBO3HOI uaeHTU(dUKATOP peecTpoBoit samucu: 134853;
3. Cratyc: [leiicTBYyeT;

4. PerucrpaiumoHHbiit Homep meauimuckoro uspenms: P3H 2017/5426 (EPVYJI - '004-00110-
00/02930046);

5. laTa nmepBUYHOIN IOCYAAPCTBEHHOM perucTpaumnmu MeguumuHckoro usgems: 27.02.2017,;
6. JlaTa BHeceHMs M3MeHeHM B MeauuyHckoe usgenne: 24.09.2026;

7. Ilepuon meiictBust Bepcun: ¢ 24.09.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HanmeHoBaHnue menuiHckoro maaesusi: [Iposoguuk anrmorpadpmueckuin RADIFOCUS®
Glidewire Advantage

1. ITpoBoguuk aurnorpaduyecknint RADIFOCUS® Glidewire
Advantage B pasimuabix mogensix: 1.1 ITpoBomgHMk
anruorpadpmueckuii RADIFOCUS® Glidewire Advantage,
mogenb: RA*CA35185CM, ®dopma koHumKa M30ruyThiit
Angled, Buemnmit auametp 0.035" (0.89 mm), gymua 180

cm; 1.2 ITpoBomauk anruorpadndeckmnii RADIFOCUS®
Glidewire Advantage, mogenb: RA*CA35265CM,

®dopma koHumka Msoruyrteiii Angled, BHeIIHUI AyaMeTp
0.035" (0.89 mm), nymmna 260 cm; 1.3 IIpoBogHUK
anruorpabmueckuit RADIFOCUS® Glidewire Advantage,
mogmenb: RA*CS35185CM, ®opma koHumka [Ipsmoii
Straight, Buermnii guamerp 0.035" (0.89 mm), pamua 180



cm; 1.4 TTpoBomuuk anruorpadndeckmniit RADIFOCUS®
Glidewire Advantage, mogenb: RA*CS35265CM,

®dopma koHumka I[Ipsimoii Straight, BHelHNWI yameTp
0.035" (0.89 mm), nymmua 260 cm; 1.5 TIpoBogHMUK
anruorpabmueckuit RADIFOCUS® Glidewire Advantage,
mopenb: RA*FA14181CM, ®opma koHuMKa M30rHYThIN
Angled, Baemnnit guametp 0.014" (0.36 mm), ayua 180
cm; 1.6 ITpoBomuuk anrnorpaduueckmnii RADIFOCUS®
Glidewire Advantage, mogenb: RA*FA14301CM, ®opma
KoHumka Msornyteiii Angled, BHenHui ayameTp

0.014" (0.36 mm), maa 300 cm; 1.7 [IpoBogHMUK
anrmorpadpmueckuit RADIFOCUS® Glidewire Advantage,
momenb: RA*FS14301CM, ®opma koHumka ITpsmoii
Straight, suerumii guamerp 0.014" (0.36 mm), mamua 300
cMm; 1.8 ITpoBogumk anruorpadmuuecknin RADIFOCUS®
Glidewire Advantage, mogenb: RA*FA18181CM, ®opma
KoHumka M3orHyTeiii Angled, BHeIIHNIT JaMeTp

0.018" (0.46 mm), nymaa 180 cm; 1.9 TIpoBogHUK
anruorpadmueckuii RADIFOCUS® Glidewire Advantage,
mogmenb: RA*FA18301CM, ®opma KoHumKa M30rHyThii
Angled, Baemnmit nuametp 0.018" (0.46 mm), mymua 300
cm; 1.10 TTpoBogumk anrmorpadmueckuit RADIFOCUS®
Glidewire Advantage, mogenb: RA*FS18301CM, ®opma
koHumka [Ipsmoii Straight, Buerauit nuamerp 0.018" (0.46
MMm), mimHa 300 cm. 1.11 [TpoBogHMK aHTMOTpadmyecKun
RADIFOCUS® Glidewire Advantage Track, mopesnb:
RA*GB14181CM, ®opma koHunka MsoruyTsii Angled,
BHewHmit guametp 0.014" (0.36 mm), miamua 180 cm.; 1.12
[TpoBomauk anruorpadmueckuin RADIFOCUS® Glidewire
Advantage Track, mogesnb: RA*GB14301CM, ®opma KoHUMKa
W3zornyTeii Angled, Bueursnui nuamverp 0.014" (0.36 mm),
nHa 300 cm.; 1.13 [TpoBogHMK aHTMOrpadmyeckmin
RADIFOCUS® Glidewire Advantage Track, mozmenb:
RA*GB18181CM, ®opma konunka MsoruyTeiit Angled,
BHerHui quamerp 0.018" (0.46 mm), nymua 180 cm; 1.14
[TpoBoguuk anruorpaduuecknit RADIFOCUS® Glidewire
Advantage Track, mogenb: RA*GB18301CM, ®opma KoHUMKa
WsornyTeii Angled, Buemnnii guametp 0.018" (0.46 mm),

mmHa 300 cM. 2. DKRcIuTyaTauyMOHHAs JOKYMEHTAaIVS.

10. HammeHOBaHMe OpraHu3anym - yIIOJHOMOYEHHOI'O IIPeaCTaBUTES IIPOU3BOIUTEIIS
(usroroButesns) meauiackoro msgenus: OBIIIECTBO C OT'PAHUYEHHOUN



OTBETCTBEHHOCTDBIO "TEPYMO PYC";

11. MecTo HaxoXXIeHMsI OpraHU3aIyy - YIIOJHOMOUYEHHOT'O IPeICTaBUTE IS IPOU3BOANTEIIS
(usroroButesis) meauiHckoro magemusi: 123112, 'MOCKBA, VJI. TECTOBCKAA4, M. 10, 3T. 13,
ITOMEII. I, KOM. 5;

12. FOpuanueckuii ampec opraHusanym - yroJJHOMOYEHHOTO MPeICTaBUTE IS IIPOU3BOIUTEIIS
(usroroButesis) meauiHckoro m3gemusi: 123112, 'MOCKBA, VJI. TECTOBCKAA4, . 10, 3T. 13,
ITOMEII. I, KOM. 5;

13. HameHoBaHMe opraHmsaiuu - IpoM3BOAUTENST MEIULIMHCKOTO U3e/Ms WIM OpraHu3alun
m3rotoBuTeNst MeauumHcKoro usnaenus: Terumo Corporation (Tepymo Kopropeiiiiin);

14. MecTo HaxOsKIeHMUsT OpraHu3aliy - IPOU3BOAUTEIIS MEIUILMHCKOTO U3Ae/IMs VI OpraHu3aLyn
M3TOTOBUTEJISI MEIULIMHCKOrO usmeus: 44-1, 2-chome, Hatagaya, Shibuya-ku, Tokyo 151-0072,

Japan;

15. IOpuanueckuit agpec opraumsanyy - MIPOU3BOAUTEIIS MeIULIMHCKOTO U3Ie/ M I OPraHu3alun
M3TOTOBUTEJISI MeIULIMHCKOrO usmens: 44-1, 2-chome, Hatagaya, Shibuya-ku, Tokyo 151-0072,

Japan;

16. Ctpana opra"usaiuy - IpOU3BOAUTENSI MEIUIIMHCKOTO U3HE/INUS UM OPraHu3alyi - USTOTOBUTEJIS
MeIUIMHCKOTro usgenus: Snonus;

17. OKII/OKIIA2: 32.50.50.190;

18. Kitacc noTeHIIMaabHOIO pMCKa IPUMEHEHNST MEIUIIMHCKOTO U3/ B COOTBETCTBUM C
HOMEHKJIATyPHOM KjaccuduKalmer MeIUIIMHCKUX U3IeniA, YTBep:KaaeMoil MHIUCTepCTBOM

3npaBooxpaHennst Poccuiickon @enepanym: 2a;

19. HaznaueHnne MeIUIIMHCKOTO M3AesNsl, yCTaHOBJIEHHOe mpousBoauTeniem: [IpoBogHMK
RADIFOCUS® Glidewire Advantage mpegHa3sHaveH J1JIsI IIPOBeIEHMs KaTeTepa K JKeJaeMoin
aHATOMMYECKOM 06J1aCTy MIPU AMArHOCTUUECKUX M MHTEPBEHIMOHHBIX MPOIIeaypax, 32 UCKIIOYEHNEM

BMeLLIATeILCTB Ha Ceplle WM COCYAaX LeHTPaJIbHOM CHCTEMbI KPOBOOOPAIIEHNUS. ;

20. By MeauIiMHCKOro u3ziens B COOTBETCTBUM C HOMEHKJIATYPHO KiIaccuduKaiyein MeauuuHCKUX
U3IEeNNiA, yTBepskaaeMoi MuHmucrepcTBoM 3apaBooxpaHennst Poccuiickon Deneparnn: 254580;

21. Agpec MecTa IpOU3BOACTBA MUJIM U3TrOTOBJIEHUST MeauuyHckoro usnenust: 1. Terumo Corporation
Ashitaka Plant (Tepymo Kopnoperiiia Armmraka ITnant), 150, Maimaigi-cho, Fujinomiya-shi,
Shizuoka, 418-0015, Japan. 2. Terumo Yamaguchi Corporation (Tepymo Amaryun Kopmopeiiiit), 3-
22, Sayama-Aza-Murayama, Yamaguchi-shi, Yamaguchi, 754-0894 Japan;

22. CBegeHMs O B3ayIMO3aMEHSIEMbIX MeIUIIMHCKUX U3IETUSIX: ;



23. Mogenu MegUIMHCKOTO U3IeIs:

Kopx Buga

HaumeHnoBaHMe Mmopgein

254580

[TpoBoguuk anruorpaduyecknit RADIFOCUS® Glidewire Advantage. 1.1 ITpoBogHuK
auruorpadpmuecknit RADIFOCUS® Glidewire Advantage: RA*CA35185CM, ®opma

KoHumka Msoruyreiii Angled, Buersani guamerp 0.035" (0.89 mm), nymna 180 cm

254580

[TpoBoguuk anruorpaduyecknit RADIFOCUS® Glidewire Advantage. 1.2 ITpoBomHUK
auruorpadpmueckmit RADIFOCUS® Glidewire Advantage: RA*CA35265CM, ®opma
KoHumka Msornyteit Angled, sueramii quametp 0.035" (0.89 mm), nimuna 260 cm;

254580

ITpoBomuuk anruorpadmueckuin RADIFOCUS® Glidewire Advantage. 1.3 ITpoBoguuk
aurmnorpabmueckniit RADIFOCUS® Glidewire Advantage: RA*CS35185CM, ®opma
KkoHumka [Ipsmorii Straight, Bueramuit auametp 0.035" (0.89 mm), niuna 180 cm;

254580

[TpoBoguuk anruorpaduyecknit RADIFOCUS® Glidewire Advantage. 1.4 ITpoBogHUK
aurnorpadmuecknit RADIFOCUS® Glidewire Advantage: RA*CS35265CM, ®opma

KkoHumka IIpsamorii Straight, Bueramui aguamerp 0.035" (0.89 mm), nymna 260 cm;

254580

[TpoBoauuk anrnorpaduueckuit RADIFOCUS® Glidewire Advantage. 1.5 ITpoBomumk
auruorpadpmuecknit RADIFOCUS® Glidewire Advantage: RA*FA14181CM, ®opma
KoHumka Msoruyteit Angled, sueramii quametp 0.014" (0.36 mm), ngauna 180 cm;

254580

ITpoBomuuk anruorpadmueckuin RADIFOCUS® Glidewire Advantage. 1.6 ITpoBoguuk
auruorpadmyeckmniit RADIFOCUS® Glidewire Advantage: RA*FA14301CM, ®opma
KoHunka Msoruyteiii Angled, Buerauit auametp 0.014" (0.36 mm), nymna 300 cm;

254580

[TpoBoguuk anruorpaduyecknit RADIFOCUS® Glidewire Advantage. 1.7 ITpoBogHUK
auruorpadmueckmit RADIFOCUS® Glidewire Advantage: RA*FS14301CM, ®opma

KkoHumka IIpsmorii Straight, Buerami auamerp 0.014" (0.36 mm), gymaa 300 cm;

254580

[TpoBoguuk anruorpaduyecknit RADIFOCUS® Glidewire Advantage. 1.8 ITpoBomHuK
auruorpadpmuecknit RADIFOCUS® Glidewire Advantage: RA*FA18181CM, ®opma
KoHumka Msoruyteit Angled, sueramii quametp 0.018" (0.46 mm), nquna 180 cm;

254580

ITpoBomuuk anruorpadmueckuin RADIFOCUS® Glidewire Advantage. 1.9 ITpoBoguuk
auruorpadmyeckmniit RADIFOCUS® Glidewire Advantage: RA*FA18301CM, ®opma
KoHunka Msoruyteiii Angled, Bueranit auametp 0.018" (0.46 mm), nymna 300 cm;

254580

[TpoBoguuk anruorpadmuyecknint RADIFOCUS® Glidewire Advantage. 1.10 ITpoBogHuk
auruorpadmueckmit RADIFOCUS® Glidewire Advantage: RA*FS18301CM, ®opma

KkoHumka IIpsmorii Straight, Bueramui auamerp 0.018" (0.46 mm), nymna 300 cm;

254580

[TpoBoguuk anruorpadmuecknit RADIFOCUS® Glidewire Advantage. 1.11 ITpoBomHuK
auruorpadpmuecknit RADIFOCUS® Glidewire Advantage Track: RA*GB14181CM,
®dopma konumka Vsoruyreni Angled, Buemrnuit nuamerp 0.014" (0.36 mm), myimua 180

cm;

254580

[TpoBoguuk anruorpaduyecknint RADIFOCUS® Glidewire Advantage. 1.12 ITpoBogHuK
auruorpadmyeckmiit RADIFOCUS® Glidewire Advantage Track: RA*GB14301CM,
®opma kKoHurka Msoruyteiii Angled, Buerauit auametp 0.014" (0.36 mm), ngaaa 300

c™;




254580 [TpoBoguuk anruorpadmuecknint RADIFOCUS® Glidewire Advantage. 1.13 ITpoBogHMK
auruorpadmuecknit RADIFOCUS® Glidewire Advantage Track: RA*GB18181CM,
®dopma konunka Vsoruyrsni Angled, Buemrnuit nuametp 0.018" (0.46 mm), myimua 180

cm;

254580 [TpoBoguuk anruorpaduyecknint RADIFOCUS® Glidewire Advantage. 1.14 ITpoBogHuK
aurnorpadmyeckmiit RADIFOCUS® Glidewire Advantage Track: RA*GB18301CM,
®opma kKoHurka Msoruyteiii Angled, Buerauit auametp 0.018" (0.46 mm), nuua 300

CM.

Brimicka chopmupoBana Ha oduimaabHoM caiiTe DemgepasbHONM CTYKObI IO HAaA30py B cdepe
3npaBooxpaHenus B cetu MuTtepHer: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOAITMCAH
BJIEKTPOHHOU IO CBHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A
Komy Beinan: ®EJEPAJIBHASI CJIVIKBA 11O HAJI30PY B COEPE 3IPABOOXPAHEHUS

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



https://roszdravnadzor.gov.ru/

