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

M3roTOBJICHME MeIMIIMHCKUX M3Ae/Inii, o cocTossauio Ha 15:50 30.06.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YaukanpHbil HoMep peectpoBoii 3amvicu: 201101;
2. CkBO3HOI uaeHTUdUKATOP peecTtpoBoii 3ammcu: 18303;
3. Cratyc: [leiicTBYyeT;

4. PerucrpaimoHHbiit Homep meauimHckoro uspenns: @C3 2009/04566 (EPVIJI - I'004-00110-
00/02933388);

5. Jlata mepBUYHOI rOCYIapCTBEHHON PErucTpalni MeIUIMHCKOTO U3Ies: |
6. JlaTa BHeceHMs M3MeHeHM B MeauLyHcKkoe usgenne: 16.06.2026;

7. Ilepuon meiictBust Bepcun: ¢ 16.06.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HanmeHoBaHMe MeauiHcKkoro muaaesnsi: CucreMa Jjist 3aKpbITOro ApeHupoBanus paH Blake u -
Vac

B COCTaBe:

1. Openaxku Blake cuamMkoHOBbIe, IVIOCKME M KPYTJIble C KAHAJIaMM IPEHMPYIOIIMMM, C TpoaKapaMu 1
6e3 B BapMaHTaX MUCIIOJTHEHMS:

1.1. IpeHask IIOCKUI, CUJIMKOHOBBIN Blake, 7 MM, npeHupytolve kaHaabl Ha 3/4 gauubl (2210), 10
IIT. B YII. C MHCTPYKIIMEN IO TPUMEHEeHMIO, B COCTaBe:

- [IpeHaxk TIOCKMIA, CUJIMKOHOBBIN Blake, 7 MM, npeHupytolye KaHaabl Ha 3/4 OJIVHBI,

- [Tepexonuuxk 3/16.

1.2. IpeHaxk myockuit, cuaMKoHoBbI Blake, 7 MM, mpeHupyroiye KaHaibl Ha Bcio gauay (2211), 10
IIT. B YII. C MHCTPYKIIMEN 10 IPUMEHEHMIO , B COCTaBe:

- IIpeHaxk TIockumit, CMIIMKOHOBBIN Blake, 7 MM, npeHupyoIye KaHaabl Ha BCIO IJIMHY;

- [epexomuuk 3/16.

1.3. JIpeHaxk mutockuit, cuaMKoHOBBIN Blake, 7 MM, mpeHnpytoniye KaHaibl Ha BCIO IJIMHY C



TpoakapoM 3/16 (2212), 10 uit. B yI1. ¢ MHCTPYKIIMEN 1O MPUMEHEHUIO, B COCTaBe:

- [IpeHa)k TIOCKMIA, CMJIMKOHOBBIN Blake, 7 MM, npeHuUpyOIIMe KaHabl Ha BCIO IJIMHY C TPOAKapOM
3/16;

- [lepexomauk 3/16.

1.4. IpeHax miockui, cuamkoHoBei Blake, 10 mm, gpenupyroiie KaHaibl Ha 3/4 mymubl (2213), 10
IIT. B YII.C MHCTPYKIIMEN TT0 TPMMEHEHMIO, B COCTaBeE:

- IIpeHaxk TIO0CKMIA, CMJIMKOHOBBIN Blake, 10 MM, mpeHupyroiye KaHalIbl Ha 3/4 IJIMHBI;

- [lepexomauk 3/16.

1.5. Ipenask miockuit, cuymmkoHoBbIi Blake, 10 MM, apeHupyrolie KaHalbl Ha BCIO qanHy (2214), 10
IIT. B YII. C MHCTPYKIMEN IO IPMMEHEHMIO, B COCTaBe:

- IIpeHaxk TI0CKMIA, CMIIMKOHOBBIN Blake, 10 MM, mpeHupyroliye KaHaIbl Ha BCIO JJIMHY;

- [lepexomauk 3/16.

1.6. [IpeHaxk minockuii, cuyimKoHOBBIM Blake, 10 MM, ApeHupyolIMe KaHajbl Ha BCIO IJIMHY C
tTpoakapoMm 3/16 (2215), 10 1IT. B YII. ¢ MHCTPYKIMEN IO TPMMEHEHIO, B COCTaBe:

- IIpeHak TUIOCKMIA, CMJIMKOHOBBIN Blake, 10 MM, mpeHupyroliye KaHaIbl Ha BCIO JJIMHY C TPOAKapOM
3/16;

- [lepexomauk 3/16.

1.7. Ipenax miockuit, cuamkoHoBei Blake, 7 MM, mpeHupytoniye KaHaibl Ha 3/4 AJIMHBI C TPOAKAPOM
3/16 (2216), 10 wiT. B yI. C MHCTPYKIIMEN 110 TPUMEHEHNIO , B COCTABE:

- IIpeHak TJIOCKMIA, CUJIMKOHOBBIN Blake, 7 MM, npeHupyloIiye KaHaabl Ha 3/4 OJIVHBI C TPOAKapoM
3/16;

- [Nepexonuuk 3/16.

1.8. Ipenaxk mockuit, cuamkoHoBbei Blake, 10 MM, gpeHupyrolie KaHaabl Ha 3/4 IJIMHBI C
TpoakapoM 3/16 (2217), 10 mIT. B yII. C MHCTPYKIIMEN IO MPUMEHEHMIO , B COCTaBe:

- IIpeHaxk Tiockumit, cuyiMkoHOBBIN Blake, 10 MM, mpeHupytoliye KaHaibl Ha 3/4 AJIMHBI C TPOAKapOM
3/16;

- [Nepexonuuxk 3/16.

1.9. [IpeHaxk KpyrJiblii, 6e3BTYJIOUHBIN, cuauKkoHoBbIi Blake, 10 Fr (2226), 10 mT. B yII. €
MHCTPYKIMEN IO MPYMEHEHNIO, B COCTABE:

- lIpeHa)k KpyTJibii, 6€3BTYJIOUHBIN, CUIMKOHOBBIN Blake, 10 Fr;

- Ilepexomuuk 1/8.

1.10. [IpeHask KpyrJibiii, 6e3BTYJIOUHBIN, CyuMKOHOBBIN Blake, 10 Fr ¢ Tpoakapom 1/8 (2227), 10 wiT. B
VII. C MUHCTPYKILIMEN 110 TPUMEHEHNIO, B COCTaBe:

- [IpeHaxk KpyTJibiiA, 6e3BTYI0UHbIN, cUIMKOHOBBIN Blake, 10 Fr ¢ Tpoakapom 1/8;

- Ilepexomuuk 1/8.

1.11. IpeHask KpyrJibiii, 6€3BTYIOUHbIA, CUIMKOHOBEIN Blake, 15 Fr (2228), 10 miT. B y1I. C
MHCTPYKIMEN 0 MMPYMEHEHNIO, B COCTABE:

- IlpeHask KpyrJibiit, 6€3BTYI0UHbIN, CHIMKOHOBBI Blake, 15 Fr;

- [Tepexonuuk 3/16.

1.12. IpeHask KpyTJibiii, 6€3BTYIOUHbIN, CUIMKOHOBBIN Blake, 15 Fr ¢ Tpoakapom 3/16 (2229), 10 wir.
B YII. C MHCTPYKLIMEN 110 IPUMEHEHNIO , B COCTaBe:

- JIpeHask KpyrJiblii, 6€3BTYJIOUHBIN, CJIMKOHOBbI Blake, 15 Fr ¢ Tpoakapom 3/16;



- [epexomuuk 3/16.

1.13. [IpeHask KpyrJibiil, 6e3BTYJIOUHbIN, CUIMKOHOBBIN Blake, 19 Fr (2230), 10 wT. B yII. €
VMHCTPYKIIVEN 10 IPMMEHEHNIO, B COCTaBe:

- lIpeHa)k KpyTJiblii, GE€3BTYJIOUHBIN, CUIMKOHOBBIN Blake, 19 Fr;

- [lepexomauk 1/4.

1.14. [IpeHask KpyrJbiii, 6e3BTYJIOUHBIN, CyIMKOHOBBI Blake, 19 Fr ¢ Tpoakapom 1/4 (2231), 10 1. B
VII. C MUHCTPYKLIMEN 110 TPUMEHEHNIO, B COCTaBe:

- IIpeHaxk KpyTJibiii, 6e3BTYJI0UHbIN, CUIMKOHOBBIN Blake, 19 Fr ¢ Tpoakapom 1/4;

- [Nepexomuuxk 1/4.

1.15. IpeHask KpyTJibiit, 6e3BTYI0UHbIN, CIMKOHOBBIN Blake, 19 Fr ¢ rubkum tpoakapom 1/4 (2232),
10 wT. B y1I. C MHCTPYKIIMEN MO TIPUMEHEHUIO , B COCTABE:

- lIpeHa)k KpyTJibli, 6E3BTYJIOUHBIN, CUIMKOHOBBIN Blake, 19 Fr ¢ rubkum Tpoakapom 1/4;

- I[lepexomuux 1/4.

1.16. IpeHask KpyTJiblii, 6€3BTYJIOUHbIN, CUIMKOHOBBIN Blake, 15 Fr ¢ rubkum Tpoakapom 3/16 (2233),
10 1IT. B yII. ¢ MHCTPYKLMEN 110 IPUMEHEHNIO, B COCTaBe:

- JIpeHask KpyTJiblii, 6€3BTY/IOUHBIN, CyyIMKOHOBbI Blake, 15 Fr ¢ rubkum tpoakapom 3/16;

- [Tepexomauk 3/16.

1.17. [IpeHask KpyrJbiil, 6e3BTYIOUYHbIN, CMUIMKOHOBbIN Blake, 24 Fr (2234), 10 . B yII. €
MHCTPYKIIMEN 10 TPUMEHEHNIO, B COCTaBe:

- lIpeHa)k KpyTJibliA, GE3BTYJIOUHBIN, CUIMKOHOBBIN Blake, 24 Fr;

- I[lepexomuuk 1/4.

2. PesepByaps! 111 gpeHupoBanus J-Vac (mpy HeO6XOAMMOCTH), BAPMAHThI MICTIOTHEHMS:

2.1. PesepByap mys nperupoBanus J-Vac, kpyrisiii, 100 v (2160), 10 miT. B yII. ¢ MHCTPYKIIMEN 1O
MIPUMEHEHNIO;

2.2. PesepByap my1st npennpoBanus J-Vac, miockumit, 150 mi (2161), 10 wiT. B yII. ¢ MHCTPYKIIMEI 10
MIPUMEHEHNIO ;

2.3. PesepByap mys nperupoBanus J-Vac, mmockuit, 300 v (2163), 10 mIT. B y1I. ¢ MHCTPYKIIMEN IO
MIPUMEHEHNIO;

2.4. PesepByap st apennpoBanus J-Vac, miockmit, 450 v (2162), 10 miIT. B yII. ¢ MHCTPYKIIMEN IO
MIPUMEHEHUIO.

3. KapnuokonuekTops! Blake (11py He06XOIMMOCTM), BapUaHThI MICIIOJTHEHMS:

3.1. Kapanoxkonnekrop Blake 1:1 (BCC1), 20 mIT. B yII. ¢ MHCTPYKIIMEN 10 IIPUMEHEHMIO ;

3.2. Kapamnokonnektop Blake 2:1 (BCC2), 20 1IT. B yII. ¢ MHCTPYKIIMEN MO TPUMeHEeHUIO;

3.3. Kapamnokonnektop Blake 3:1 (BCC3), 20 1iT. B yII. ¢ MHCTPYKIIMEN MO TPUMEHEHUIO.

10. HammeHOBaHMe OpraHu3anym - yIIOJHOMOYEHHOI'O IIPeaCTaBUTES IIPOU3BOIUTEIIS
(usroroButesiss) meaguimackoro uspeusi: OBILLIECTBO C OT'PAHUYEHHOU
OTBETCTBEHHOCTBIO "IP)KOHCOH & I)KOHCOH";

11. MecTo HaxOKIeHUs] OpraHU3aLMUM - YIIOJTHOMOYEHHOT'O MPeICTaBUTE IS POU3BOATES
(usroroButesisa) meguiHckoro manemusi: 121614, TOPOJl MOCKBA,YJIMITA KPbIJIATCKAS4,
JOOM 17, KOPITYC 2;



12. FOpunndueckmii ampec OpraHm3anym - YIIoJHOMOYEHHOT'O TIPeICTaBUTE IS ITPOU3BOIUTEIIS
(usroroButesns) meauiHckoro msgenus: 121614, 'OPOJ MOCKBA,YJIMIA KPbIJTATCKAS,
IOOM 17, KOPITYC 2;

13. HamMmeHoBaHMe OpraHmM3aniy - IPOU3BOAUTEISI MEIUIIMHCKOIO U3IeIMs UM OpraHu3aium
MU3TOTOBUTENSI MeguuMHCKoro usnenus: Ethicon, Inc. (9TukoH, HK.);

14. MecTo HaxXOKIEeHUsT OpraHu3aly - IPOU3BOAUTEIISI MEAUIMHCKOTO U3Ae/IMs VI OpraHu3aLyn
usroroButenst meguuyHckoro nsgesms: 1000 Route 202 Raritan, New Jersey, 08869, USA;

15. FOpuanueckuii agpec opraHmusanmu - IPOU3BOAUTENSI MEIUIIMHCKOTO U3AEJIMs U OpraHu3ain
musroroButenst meguiyHckoro nspemsi: 1000 Route 202 Raritan, New Jersey, 08869, USA;

16. CtpaHa opra"usaiiuy - IpoOU3BOAUTENSI MEeIUIIMHCKOTO U3He/INs WUV OPraHu3alyi - USTOTOBUTEJIS
MeguimHckoro nsgenus: Coegunenubie 1ITarTor;

17. OKII/OKI1A2: 22.21.29.120;

18. Knacc moreHIMaapHOTO pyCKa MPUMEHEHMST MEOUIIMHCKOTO U3HENSI B COOTBETCTBUM C
HOMEHKJIATYPHOM KJ1accuduKalmeii MeIUIMHCKUX U3AENINIA, yTBEp)KIaeMori MMUHIMCTEPCTBOM

3apaBooxpaHenus Poccuiickoin @epepainm: 2a;

19. HasHaueHme MeAUIIMHCKOTO M3[e/Ns, YCTaHOBJIEHHOE MTPOou3BOANTeIeM: [JaHHOe MeAUIIMHCKOe
M3IeJIVe VICTIONb3YeTCs IS 3aKPBITOTO IPEHNPOBAHMS PaH;

20. Bug MmeauumMHCKOTO U3eus B COOTBETCTBUM C HOMEHKJ/IATyPHOM Kaaccuduramyen MeIUIMHCKIX
usnenn, yreepskaaemor MuHuctepctsoM 3apaBooxpanenust Poccuiickoin ®@enepanyn: 248920;

21. Axpec MecTa TpoU3BOJICTBA MJIM U3TOTOBIeHMs] MeauimHcKoro usgenus: 1. Nypro Healthcare Baja
Inc., 3801 University Blvd SE, Albuquerque NM 87106, USA. 2. Degania Medical Devices Pvt. Ltd.,
Plot No. 251 & 275, Sector 6, IMT Manesar, Gurugram, 122 050, Haryana, India. 3. Availmed S.A. de
C.V., Av. Paseo Reforma No. 8950, Interior E2 La Mesa, Tijuana, Baja California, C.P. 22116,
Mexico. 4. Degania Silicone Limited, Kibbutz, 1513000 Degania Bet, Israel. 5. Plastics Plus
Technology, Inc., 1495 Research Drive, Redlands, California 92374, USA;

22. CBegeHMs O B3ayIMO3aMEHSIEMbIX MEIUIIMHCKUX U3IETUSIX: ;

23. Mopeny MeIUIIMHCKOI'O U3IeINs:

Kop Buga HaumeHnoBanme mopgeiin

248920 Cucrema g5t 3akpbITOro apennpoBanust pad Blake u J-Vac 1. Ipenaxku Blake
CUJIIKOHOBBIE - TIJIOCKME Y KPYTJIble C KaHAJIaMM JPEHUPYIOIIMMM, C Tpoakapamu 1 6e3 B
BapuaHTax ucrnoyjHenus: 1.1. JIpeHask IJIOCKUi, CUIMKOHOBBIN Blake, 7 MM,

IpeHupyroime kaHanbl Ha 3/4 nyunbl (2210), 10 wrT. B yII., B cOCTaBe:




248920

Cucrema g5 3akpbITOro apennpoBanus pad Blake u J-Vac 1. Ipenasku Blake
CUJIMKOHOBBIE - TUIOCKME U KPYIJIble C KaHAJIaMM IPEHUPYIOIIVIMH, C TpoaKapaMu 1 6e3 B
BapuaHTax ucrojHenyus: 1.2. JIpeHask INIOCKUI, CUIMKOHOBBIN Blake, 7 MM,

I peHMpYIoIMe KaHaibl Ha Bcio auHy (2211), 10 mrT. B y1., B cocTaBe:

248920

Cuctema gj1s1 3akpbITOro apeHvpoBanus pad Blake u J-Vac 1. Ipenaku Blake
CUJIMKOHOBBIE - ITUIOCKYE U KPYIJIble C KaHAJIaMM IPEHUPYIOIIMMH, C TpoaKapaMu 1 6e3 B
BapMaHTax ucnojHenus: 1.3. JIpeHask IJIOCKUH, CUIMKOHOBLIN Blake, 7 MM,

IpeHupYIOIIe KaHa/Ibl Ha BCIO IJIMHY C Tpoakapom 3/16 (2212), 10 mIT. B yII., B cOCTaBe:

248920

Cucrema g71s1 3akpbITOro apennpoBanns pad Blake u J-Vac 1. Ipenasku Blake
CUJIMKOHOBBIE - TUIOCKME U KPYIJIble C KaHAJaMM IPEHUPYIOIIVIMH, C TpoaKapaMu 1 6e3 B
BapuaHTax ucrojHenus: 1.4. [IpeHaxk I1ockuii, cuaMkoHoBbI Blake, 10 MM,

IpeHupYylolye KaHaibl Ha 3/4 pyHbl (2213), 10 wit. B yII1., B cCOCTaBe:

248920

Cuctema gj1s1 3akpbITOro apeHvpoBanus pad Blake u J-Vac 1. Ipenaku Blake
CUJIMKOHOBBIE - TUIOCKYE U KPYIJIble C KaHaJIaMM IPEHUPYIONIMMH, C TpoaKapaMu 1 6e3 B
BapuaHTax ucrnojaHenus: 1.5. JIpeHask maockmii, cuimkoHoBbIN Blake, 10 MM,

IpeHupyIolye KaHaIbl Ha BCIO aamuy (2214), 10 wir. B yII., B COCTaBe:

248920

Cucrema g5 3akpbITOro apennpoBanus pad Blake u J-Vac 1. Ipenasku Blake
CUJIMKOHOBBIE - TUIOCKME U KPYIJIble C KaHAJIaMM IPEHUPYIOIIVIMH, C TpoaKapaMu 1 6e3 B
BapuaHTax ucrojHenus: 1.6. [IpeHak I1ockuii, cuaMkoHoBbI Blake, 10 MM,

IpEeHMpYIOoIle KaHajlbl Ha BCIO IJIMHY ¢ TpoakapoMm 3/16 (2215), 10 wrt. B yII., B COCTaBe:

248920

Cuctema gj1s1 3akpbITOro apeHvpoanus pad Blake u J-Vac 1. Ipenaku Blake
CUJIMKOHOBBIE - TIOCKYE U KPYIJIble C KaHAJIaMM IPEHUPYIOIIMMH, C TpoaKapaMu 1 6e3 B
BapMaHTax ucnojHenus: 1.7. JIpeHask IJIOCKUH, CUIMKOHOBLIN Blake, 7 MM,

IpeHupyIoIIe KaHaibl Ha 3/4 mymHbl ¢ TpoakapoM 3/16 (2216), 10 1iT. B y1I., B COCTaBe:

248920

Cucrema g71s1 3akpbITOro apennpoBauns pad Blake u J-Vac 1. Ipenasku Blake
CUJIMKOHOBBIE - TUTOCKME U KPYIJIble C KaHAJIaMM IPEHUPYIOIIVIMH, C TpoaKapaMu 1 6e3 B
BapuaHTax ucrojHenus: 1.8. [IpeHask rtockmii, cuaMkoHoBbi Blake, 10 MM,

I peHMPYIOIIIMe KaHaIbl Ha 3/4 myHbI ¢ Tpoakapom 3/16 (2217), 10 mrT. B y1I., B cOCTaBe:

248920

Cuctema gj1s1 3akpbITOro apeHvpoBanus pad Blake u J-Vac 1. Ipenaku Blake
CUJIMKOHOBBIE - TUIOCKYE U KPYIJIble C KaHaJIaMM IPEHUPYIONIMMH, C TpoaKapaMu 1 6e3 B
BapmaHTax ucrnoiaHenus: 1.9. JlpeHaxk KpyTJiblif, 6€3BTYJI0UHbIN, CUJIMKOHOBBIN Blake, 10

Fr (2226), 10 wiT. B ym., B coCcTaBe:

248920

Cucrema g5 3akpbITOro apennpoBanns pad Blake u J-Vac 1. Ipenasku Blake
CUJIKOHOBBIE - TIJIOCKME Y KPYTJIble C KaHAJIaMM JPEHUPYIOIIMMM, C Tpoakapamu 1 6e3 B
BapuaHTtax ucroyHenus: 1.10. [IpeHak KpyrJibiiA, 6e3BTYJIOUHbIN, CUJIMKOHOBBIN Blake,

10 Fr ¢ Tpoakapom 1/8 (2227), 10 wmit. B yII., B COCTaBe:

248920

Cuctema gj1s1 3akpbITOro apeHvpoanus pad Blake u J-Vac 1. Ipenaku Blake
CUJIMKOHOBBIE - ITIOCKME U KPYIJIble C KaHaJIaMM IPEHUPYIONIMMH, C TpoaKapaMu 1 6e3 B
BapmaHTax ucrnoiaHenus: 1.11. [IpeHak KpyTJibiii, 6€3BTYJIOUHBIN, CUIMKOHOBBIN Blake,

15 Fr (2228), 10 wIT. B y1I., B COCTaBe:




248920

Cucrema g5 3akpbITOro apennpoBanus pad Blake u J-Vac 1. Ipenasku Blake
CUJIKOHOBBIE - TIJIOCKME Y KPYTJIble C KaHAJIaMM JPEHUPYIOIIMMM, C Tpoakapamu u 6e3 B
BapuaHTax ucrojHenyus: 1.12. JIpeHak KpyrJibiiA, 6€3BTYJIOUHbIN, CUIMKOHOBBIN Blake,

15 Fr ¢ Tpoakapom 3/16 (2229), 10 wir. B yII., B COCTaBe:

248920

Cuctema gj1s1 3akpbITOro apeHvpoBanus pad Blake u J-Vac 1. Ipenaku Blake
CUJIMKOHOBBIE - ITUIOCKYE U KPYIJIble C KaHAJIaMM IPEHUPYIOIIMMH, C TpoaKapaMu 1 6e3 B
BapmaHTax ucrnoiaHenus: 1.13. [IpeHak KpyTJibliA, 6€3BTYJIOUHbIN, CUIMKOHOBBIN Blake,

19 Fr (2230), 10 wir. B y1I., B COCTaBe:

248920

Cucrema g71s1 3akpbITOro apennpoBanns pad Blake u J-Vac 1. Ipenasku Blake
CUJIVKOHOBBIE - TIJIOCKME Y KPYTJIble C KaHAJIaMM JPEHUPYIOIIMMM, C Tpoakapamu 1 6e3 B
BapuaHTax ucrojHenyus: 1.14. JIpeHak KpyrJibiiA, 6e3BTYJIOUHbIN, CUIMKOHOBBIN Blake,

19 Fr c tpoakapom 1/4 (2231), 10 wt. B y1m., B cOCcTaBe:

248920

Cuctema gj1s1 3akpbITOro apeHvpoBanus pad Blake u J-Vac 1. Ipenaku Blake
CUJIMKOHOBBIE - TUIOCKYE U KPYIJIble C KaHaJIaMM IPEHUPYIONIMMH, C TpoaKapaMu 1 6e3 B
BapuaHTax ucnosiHenus: 1.15. JlpeHask KpyTJibiii, 6e3BTYIOUHbINA, CUIMKOHOBBIN Blake,

19 Fr ¢ ru6bkum tpoakapom 1/4 (2232), 10 wrT. B y1I., B COCTaBe:

248920

Cucrema g5 3akpbITOro apennpoBanus pad Blake u J-Vac 1. Ipenasku Blake
CUJIVKOHOBBIE - TIJIOCKME Y KPYTJIble C KaHAJIaMM JPEHUPYIOIIMMM, C Tpoakapamu 1 6e3 B
BapuaHTax ucrojHeHus: 1.16. [IpeHak KpyrJibiiA, 6e3BTYJIOUHbIN, CUIMKOHOBBIN Blake,

15 Fr ¢ rubkrum Tpoakapom 3/16 (2233), 10 wurT. B yII., B COCTaBe:

248920

Cuctema gj1s1 3akpbITOro apeHvpoanus pad Blake u J-Vac 1. Ipenaku Blake
CUJIMKOHOBBIE - TIOCKYE U KPYIJIble C KaHAJIaMM IPEHUPYIOIIMMH, C TpoaKapaMu 1 6e3 B
BapmaHTax ucrnoiaHenus: 1.17. [IpeHak KpyTJibiiA, 6€3BTYJIOUHbIN, CUJIMKOHOBBIN Blake,
24 Fr (2234), 10 wir. B ym., B cOCcTaBe:

248920

Cucrema gj1s1 3akpbITOro ApeHupoBanus pad Blake u J-Vac 2. PesepByapsb! 1j1s
IpenupoBaHust J-Vac (Ipy Heo6X0aMMOCTH), BapuaHThl ucroaHenus: 2.1. PesepByap mis

npenupoBanust J-Vac, kpyribiia, 100 mut (2160), 10 1T, B yII.;

248920

Cucrema g5t 3aKpbITOro apenupoBanust pad Blake u J-Vac 2. PesepByapsb! 1j1s
IpenupoBaHust J-Vac (Ipy Heo6XOaMMOCTH), BapuaHThl ucronHeHus: 2.2. PesepByap ajis

npenupoBanus J-Vac, miockuit, 150 mi (2161), 10 wiT. B yiI.;

248920

Cuctema gj1s1 3aKpbITOro ApeHupoBanus paH Blake u J-Vac 2. PezepByapsl st
npenupoBaHust J-Vac (Ipy Heo6XOaMMOCTH ), BapuaHThI ucoaHeHus: 2.3. PesepByap ais

IpenupoBanus J-Vac, maockuit, 300 mi (2163), 10 wiT. B y1.;

248920

Cucrema g5t 3akpbITOro npeHupoBanus pad Blake u J-Vac 2. PesepByapsb! 11s
IpenupoBaHust J-Vac (Ipy Heo6X0aMMOCTH), BapyaHThl ucroaHenus: 2.4. PesepByap mjis

npennpoBanus J-Vac, miockmit, 450 mi (2162), 10 wiT. B yII.

248920

Cucrema g5t 3aKpbITOro apennpoBanust pad Blake u J-Vac 3. Kapanokonnekropsl Blake
(TIpu HeO6XOAMMOCTH ), BapMuaHThI ucnosHeHust: 3.1. Kapamnokounekrop Blake 1:1
(BCC1), 20 wirr. B ym1.;

248920

Cucrema g5 3aKpbITOro apenupoBanust pad Blake u J-Vac 3. Kapanokonnekropsl Blake
(TIpu HEO6XOAMMOCTH ), BapMaHThI ucnoHeHust: 3.2. Kapamnokounekrop Blake 2:1
(BCC2), 20 miT. B yI1.;




248920

Cucrema 11 3akpbITOro aApeHmpoBanus paH Blake u J-Vac 3. Kapanokonnektops! Blake
(TIpy HEOOXOIMMOCTH ), BapMaHThI McIoHeHus: 3.3. Kapauokonnekrop Blake 3:1
(BCC3), 20 wir. B ym.

Brimicka copmupoBana Ha oduiaabHOM caiiTe PefepasbHONM CTYKObI IO HaA30py B cdepe

3apaBooxpaHeHys B cetu HTepHeT: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOATTMCAH
3JIEKTPOHHOU ITOAITHCBHIO

Ceprudurar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy sbinan: ®EJEPAJIBHAS CJIVIKBA ITO HAZI30OPY B COEPE 3IPABOOXPAHEHUS

Teiictsurenen ¢ 2025-08-18 mo 2026-11-11
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OEAEPAABHAS CAV3KBA TIO HAA3OPY B COEPE 3APABOOXPAHEHIS
(POC3APABHAA3OP)

PETUCTPALIMOHHOE YAOCTOBEPEHHUE

HA MEAWLIMHCKOE U3AEJIHUE
Ne ®C3 2009/04566

or 21 mapra 2023 roaa

Ha Mepununckoe m3nenmne S
Cucrema Jy1si 3aKpBITOro ApenupoBanus pau Blake n J-Vac

Hacrosimee peracrpanoHHOe yI0CTOBEPEHHE BEIIAHO

O6mecTBO ¢ OrpaHHYEHHOMH 0TBETCTBEHHOCTHIO " JIxkoHCcoH & JI:KoHCOH"
(000 " Ixoncon & /Ixouncon"), Pocens,

121614, MockBa, yia. Kpslaarckas, a. 17, k. 2

IIpousBoauTeb

"I1uxon, Uuk.", CHIA, '

Ethicon, Inc., Route 22 West P.O. Box 151, Somerville, New Jersey,
08876-0151, USA '

MecTo npou3BOACTBA MEAUITMHCKOTO H3/IE/IHs
CM.IPHJIOJKEHH €

Homep perucrpanuonsoro gocee Ne PJI-52707/79238 ot 26.10.2022
Kitacc noTeHnmanbHOro pucka MpUMEHEHHS MEUIAHCKOTO U3EIHs 2a

Kox O6mepoccuiickoro kinaccupukaTopa NpOAyKIAM [0 BUAAM SKOHOMUYUECKON
JesitenpHocTH 22.21.29.120

Hacmxmee PCTHCTPAlTHOHHOE YOAOCTOBEPEHNE HUMEET IIPHUIIOKEHUE Ha 3 nmucrax

b RPAEGR -
9@.: 0w
e 4

¥ o
npukazoM PocsnpaBnanzopa or 21 mapra 2023 rona &&;’?‘

ONYIIEHO K 00paIieH o Ha Tegpn'roppm Poccuitckgiis
aMeCcTHTEIb pyKoBoauTeasa DeaepaabHoi

[0 HA/130py B cdepe 3ApaBoOOXpaHEHN




OEAEPAABHAS CAVSKBA I1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

RPETUCTPALIMOHHOMY YAOCTOBEPEHHIO
HA MEAWLUHWHCKROE U3SAEJIUE
ot 21 mapra 2023 roaa Ne @C3 2009/04566

Ha mMeaunmHaCcKOE U3€THe
Cncrema JJi 3aKPLITOro ApenupoBanus pan Blake u J-Vac, B coctane:
. Jlpenaxu Blake cuIuKOHOBEIE, ITIOCKME U KPYIIIBIC C KaHAJIaMK JIPCHUPYIOIMH,
¢ TpoakapaMu 4 6€3 B BapHaHTaX MCIIOJHEHHUS:
1.1. JIpenax miockuii, CuiIMKoHoBbIH Blake, 7 MM, IpeHHPYIOIIME KaHAIbI HA 3/4 puHbL
(2210), 10 mrT. B yII. ¢ HHCTPYKIMEW 10 MTPUMEHEHHIO, B COCTaBE:!
- JpeHax IIoCKuit, CHIHKOHOBEI Blake, 7 MM, IpeHHpyIONIHe KaHAIb! HA 3/4 JITMHEBL,
- Tlepexonuuk 3/16.
1.2. JIpeHax mIOCKuii, CHIHKOHOBBIH Blake, 7 mm, JpEHUPYIOMIHE KaHaJIbl Ha BCIO JIHHY
(2211), 10 moT. B yII. C HHCTPYKIMEN 1O IPUMEHEHHIO , B COCTaBe:
- JlpeHax 1I0CcKui, cCuInkoHoBbIM Blake, 7 MM, npeHupyromue KaHalbl Ha BCIO JUIMHY,
- Ilepexonruk 3/16.
1.3. Jipenax miockui, cCumukoHoBEIH Blake, 7 MM, ApeHHpYIOIIME KaHATbI HA BCIO JUIMHY
¢ Tpoakapom 3/16 (2212), 10 mT. B y1. ¢ HHCTPYKIIHeH 0 IPAMEHEHHUIO, B COCTABE!
- Jlpenax miockuii, cruiukoHoBEIH Blake, 7 MM, npenupyromue kaHajbl Ha BCIO UTHHY
¢ Tpoakapom 3/16;
- Iepexonuuk 3/16.
1.4. Jlpenax miiockuii, cuinukoHosbii Blake, 10 MM, IpeHHpyIOIIHE KaHAJIbI HA 3/4
JuMHEL (2213), 10 mT. B yI.c HHCTPYKIIMEH 110 IPUMEHEHHUIO, B COCTaBE:!
- Jlpenax miockuii, CuiMkoHoBEIH Blake. 10 M, ZIPCHUPYIOILKE KaHAJIEL HA 3/4 nuHBL
- ITepexonuux 3/16.
1.5. Jlpena ruiockui, cuinkoHoBeli Blake, 10 MM, npenupyroiye KaHajbl Ha BCIO
nnumy (2214), 10 mT. B yII. ¢ HHCTPYKIHMEH 110 IPEMEHEHUIO, B COCTABE:
- JipeHax IIOCKH#, CHITMKOHOBBIH Blake 10 MM, npennpyronme KaHaJIbl Ha BCIO mmHy,
- TlepexonHuk 3/16. : :
1.6. Jlpenax IOCKUH, CUITMKOHOBBIA Blake 10 MM, ApeHUpYIOMHE KaHaIbl Ha BCIO
ATaHY ¢ Tpoakapom 3/16 (2215), 10 mT. B yn. ¢ MHCTPYKLHEH [10 NPUMEHEHHUIO, B
cocTaBe:
- Ipenaxx niockuii, cummkoroBsi Blake, 10 MM, nperupyionive KaHaibl Ha BCIO JUIMHY
¢ Tpoakapom 3/16;
- Tlepexonuuk 3/16.
1.7. Ipenax nnockwuii, cunukonossii Blake, 7 mm, NPEHUPYIOUIHE KAHAITBI Ha 3/4 IUII/IHI:I

c TpoaKapOM 3/16;

- Ilepexoanuxk 3/16. :
- 3amecTuTe]b PYKOBOAUTEIH d)enepa.nbnon c.rlymﬁbl
1o HaA30py B cdepe 31paBOOXPaHEHUH R - 1, . IlaBmiokoB

011874k
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HA MEAWMLIMHCROE U34EJIUE
ot 21 mapra 2023 roga Ne ®C3 2009/04566

Jluer 2

1.8. Jipenax ruiockuii, cunukoHoBeii Blake, 10 MM, apenupyromye kaHaisl Ha 3/4
JUTHHBI ¢ TpoakapoM 3/16 (2217), 10 1T, B yII. ¢ HHCTPYKIMEH 110 IIPUMEHEHHIO,
B COCTaBe:
- Jlpenax miockuit, cunukonosbi Blake, 10 MM, npenupyromue kaHanbl Ha 3/4 ATHHbBI
¢ Tpoakapowm 3/16;
- Ilepexongnuk 3/16.
1.9. ipenax KpyrJbiii, 6e3BTy/1049HbIH, cunukoHoBbn Blake, 10 Fr (2226), 10 mt. B ym.
¢ MHCTPYKIHMEH IO NPUMEHEHHIO, B COCTABE:
- JIpeHasxx KpyrJislii, 6€3BTYI09HbIH, CHIMKOHOBEI Blake, 10 Fr;
- Ilepexonnuk 1/8.
1.10. Jlpenax Kpyriisii, Ge3BTy I09HbI, cuaukoHOBBIH Blake, 10 Fr ¢ Tpoaxapom 1/8
(2227), 10 mT. B yII. ¢ UHCTPYKIHEH 110 IIPUMEHEHHIO, B COCTABE:.
- Jipenaxk Kpyriblid, 6e3BTyI09HbIH, cumkoHOBEE Blake, 10 Fr ¢ Tpoakapom 1/8;
- Ilepexonnux 1/8.
1.11. dpenax kpyrisiii, 6e3BTyI0uHbIM, CHUIMKOHOBBIX Blake, 15 Fr (2228), 10 m. B y11.
C MHCTPYKIMEH IO IPUMEHEHHUIO, B COCTABE:
- Ipenax Kpyriibiif, Ge3BTY I04HbIN, cuukoHOBBI Blake, 15 Fr;
- [lepexonnuxk 3/16.
1.12. Jlpenax Kpyriisli, 6e3BTy104HbIH, criankoHoBbH Blake, 15 Fr ¢ Tpoakapom 3/16
(2229), 10 wt. B yII. ¢ HHCTPYKIIMEH 110 IPUMEHEHHIO, B COCTABE:
- JlpeHax Kpyribii, 6e3BTYI0YHBIH, cuiuKoHOBED Blake, 15 Fr ¢ Tpoakapowm 3/16;
- Ilepexongnuk 3/16.
1.13. JIpenax KpyTIblid, 6e313rynoqahm, cumikoHoBerit Blake, 19 Fr (2230), 10 mr. B ym.
C HHCTPYKIIMEH 110 IPUMEHEHUIO, B COCTABE:
- JIp€HaX KpyrJiblii, 0€3BTYJI0YHbIHA, CHIMKOHOBbIA Blake 19 Fr;
- Tlepexonuux 1/4.
1.14. ipenaxc Kpyrisid, Ge3BTyN0UHBIH, cCHIMKOHOBLLH Blake, 19 Fr ¢ Tpoakapom 1/4.
(2231), 10 mmT. B yII. C HHCTPYKIHMEH 10 NPUMEHEHHMIO, B COCTABE:
- JlpeHax KpyIIisii, 6e3BTyI0uHbf, cunukoHOBEM Blake, 19 Fr ¢ Tpoakapom 1/4;
- [lepexonnuk 1/4.
1.15. penax kpyrisiii, 6e3BTy104HbI, cumkoHOBsIH Blake, 19 Fr ¢ rubxum TpoaKapoM

1/4'(2232), 10 . B yI. ¢ nnc'rpyxcnnen no npnMeHeHgy;,a{gqgcmBe
4 7 Dé';” 1A

1/4

- Hepexonuuk 1/4. 4

1.16. Jperax KpyTiblii, Ge3BTYIOIHbIH, cnnmc 1
3amMecTHTEIb pyKoBoauTest DenepanbHol {
10 HaA30pYy B cepe 3APaBOOXPAHEHHS




CDEAEPAABHAH CAYIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHASI '
~ (POC3APABHAA3OP)
NMPUJIOXEHHUE

R PETUCTPALHHOHHOMY YAOCTOBEPEHHIO
- HAMEAUUHWHCROE U3AEJIUE
or 21 mapra 2023 rona  Ne @C3 2009/04566

3/16 (2233), 10 mt. B yII. ¢ HHCTPYKIUEH IO IPHMEHEHHIO, B COCTABE:!

- JTpeHask KpyriibIid, 6e3BTyounsi, cummkoHossii Blake, 15 Fr ¢ rubxum tpoakapom
3/16;

- [lepexonnuk 3/16.

1.17. IpeHaxx Kpyriibiii, 6€3BTYI0YHBIH, cunuxoHoBsIH Blake, 24 Fr (2234), 10 mt. B yII.
C MHCTPYKUHUEH 10 IPUMEHEHHIO, B COCTABE:

- JIpenasx Kpyr/bii, 6e3BTyI04HbL, CHTHKOHOBEIH Blake, 24 Fr;

- [lepexonuux 1/4.

2. PesepByaps! 1isi ApeHupoBanus J-Vac (pa Heo6X0UMOCTH ), BADHAHTEI UCIIOTHEHUS:
2.1. PesepByap s apenupoBanus J-Vac, kpyrisii, 100 mi (2160), 10 mr. B ym.

¢ HHCTPYKIHEH 110 NIPUMEHEHUIO; '

2.2. PesepByap mns npenuposanus J-Vac, miockui, 150 mn (2161), 10 mt. B ym.

¢ WHCTPYKIHEH 110 MPAMEHEHHIO;

2.3. PesepByap juist ipenuposanus J-Vac, mnockuit, 300 Mt (2163), 10 mr. B ym.

¢ MHCTPYKIIMEH 10 TPUMEHEHHIO;

2.4. PesepByap /Ui ApeHupoBanus J-Vac, miockui, 450 mi (2162), 10 mT. B y1I.

C MHCTPYKUUEH 10 NPUMEHEHHMIO.

3. Kapauoxonnexrops! Blake (1pu HeoGXOAMMOCTH), BADHAHTHI MCTIOTHEHMS: ¢
3.1. Kapmuoxonrekrop Blake 1:1 (BCC1), 20 mT. B yn. ¢ HHCTPYKIHEH 110 NPUMEHEHHIO; |\
3.2. Kapauokounnextop Blake 2:1 (BCC2), 20 mT. B yI. ¢ HHCTPYKIIHEH [0 NPUMEHCHHIO;
3.3. Kapauoxonnextop Blake 3:1 (BCC3) 20 [T, B YII. ¢ HHCTPYKIMEH 0 IPHMEHEHHIO,
MecTo IpoH3BOJACTBA:

1. Availmed S.A. de C.V., Av. Paseo Reforma No. 8950, Intetior E2 La Mesa, Tijuana,
Baja California, C.P. 22116, Mexico.

2. Degania Medical Devices Pvt. Ltd., Plot No. 251 & 275, Sector 6, IMT Manesar,
Gurugram, 122 050, Haryana, India.

3. Nypro Healthcare Baja Inc., 3801 University Blvd SE, Albuquerque NM 87106, USA.
4. Plastics Plus Technology, Inc., 1495 Research Drive, Redlands, California 92374,
USA.

S.Ql_)egania Silicone Limited, Kibbutz, 1513000 Degania Bet, Israel.
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