MWHWNCTEPCTBO 34paBOOXPaHEHMS
Poccuiickon depepaummn

®E[EPAJIbHAS CNYXBA MO HAL3OPY B
B C®EPE 3/]PABOOXPAHEHVIA Cy6beKTam 06paLLeHms
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CnaBsHckasa nn. 4, ctp. 1, Mocksa, 109074
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TeppUTOpUabHbIX

o6.MA.r™.0N:/7 Ne
6.MA.r7 .07 /7 Ne opraHoB PocsgpasHazsopa

Ha Ne oT

MegnunmHCKNM opraHmnsaumam
O6 0T3blBE MEAMLMHCKOrO U3aenns
OpraHam ynpasneHus
34paBooxXpaHeHneM CyOBHEKTOB
Poccuinckoii degepaumnm

defepanbHaa cnyxbéa no Hagsopy B cepe 34paBOOXPaHeHUs COO6LLLAeT, YTO Ha
OCHOBaHUM WHGopMaumn, noctynuewen oT OO0 «Tepymo Pyc», YNO/IHOMOYEHHOrO
npeacTaBuUTeNsa MpPoun3BoAUTENA MeAUUMHCKOro usgenma «UHTpoastocep RADIFOCUS
INTRODUCER Il B pasnyHbIX BapuaHTax WCMNOSIHEHUSA», MPOU3BOACTBA «Tepymo
KopnopelwH», AnoHus, peructpaumoHHoe ygoctosepeHue oT 30.09.2016 Ne P3H
2016/4786, CpPOK [OEACTBUA He OrpaHW4yeH, MNPOU3BOAMTENIEM TMPUHATO pPeLLeHnEe O
[06POBO/ILHOM 0T3bIBE HEKOTOPbLIX MaPTU MeANUMHCKOro ugenus (cM. MNMpunoxkeHue).

MpuunHa oT3bIBa: MOTEHLMaIbHadA yTpaTa repMeTUYHOCTM YNaKoBKM, CriocobHas
HapYyLUTb CTEPUIBHOCTbL U3AeNnS.

B cny4dae Heob6Xxo4MMOCTU NOAYyYeHUA AOMONMHUTENBbHON WHMOpPMaLMn obpallaTbes
B OO0 «Tepymo Pyc» (BbusHec-LleHTp «CeBepHasa bawHa», 123317, Mocksa, Poccus,
yn. TecTtoBcKas, . 10, 2-oi nog., 13- atax, Tel.: +7 495 988 4740 Fax: +7 495 988 4739
WWwWWw.terumo-europe.com).

defepanibHass  cnykba no Haa3opy B cdepe 34paBOOXpPaHEHUA npegnaraet
cybbeKTam obpalleHns MeaUUMHCKUX W3Le/INA MPOBECTU MepOonpuAaTUSA MO NPOBEpPKe
Ha/INuMA YKa3aHHOro MegVLMHCKOro M3fenivs N MpefoTBpaLleHnto ero obpauieHus, o
pesysibTarax  MPoOUHMOPMMPOBaTL  COOTBETCTBYIOLWMIA  TeppuUTOpuasibHbI  OpraH
Poc3gpaBHag3opa.

TeppuTtopua/ibHbIM ~ OpraHam  Poc3gpaBHag3opa Mo cybbeKTam  PoccuincKoi
defepayn NMPoBeCTU MeponpuAaTUSA B COOTBETCTBUM C MOPALKOM, MpPefyCMOTPEHHbLIM
AQMVHUCTPATMBHBIM  pernameHToM dPefepasibHOM  CiyXbbl N0 Hag3opy B cgepe
34paBOOXPaHEHNA MO WCMOJIHEHUIO TOCYAAPCTBEHHOM (OYHKUMM MO0 KOHTPOM 3a
obpalleHneM MeLUUMHCKUX U3LeNNA, YTBEPXKAEHHbIM NpukasoM MuH3gpasa Poccun ot
05.04.2013 Neo 196H.

M.A. MypalLKo


http://www.terumo-europe.com

CpoyuHoe YBEAOMJIEHUWE O BE3OINACHOCTU HA
MECTAX

YCTpOIACTBO; Radifocus® Introducer Il, Radifocus® Introducer Il M coat n Glidesheath
Slender™

I'Ipo6nema: noTeHunanbHaa yTpata repMeTUu4HOCTU ynakKoBKU, cnocobHas HapywunTb
CTEPUNBHOCTb N3[enns.

O6o3HaueHue: FSN 1701 2017-05.

[JeiictBne: Bo3Bpar.

BHMMaHWIO;  3aBefyloluUx 60NbHULAMY, TAGopPaTOPUSMK KaTeTepusaLmm, nepcoHana KInHUK v
MeAULMHCKUX PaBOTHUKOB.

OMMCAHWME NMPOBJIEMbI

Terumo Corporation (co wTa6-KBapTUPOK B ANOHUN) NPOBOAUT r106a/bHbIN f06POBO/bHLIA OT3bIB
n3bpaHHbIX napTuii usgenuii Radifocus Introducer B, Radifocus introducer B M coat u Glidesheath

Slender, KoTopble WMCMOMb3YIOTCA ANS MOAAEPXKKM NPOBEAEeHWs MNpoueayp TpaHcpaauanbHoro u
TpaHcemopanbHOro BMeWaTebCTea.

MprumHa oOT3biBa: MNOTeHUManbHas YyTpaTa FepMeTUYHOCTU YMaKoBKWM, CMOCOGHAas HapylwuTb
CTEepWUbHOCTL U3genus. MpobneMa 6bina BbisiBNieHa B Terumo B NpoLecce perysipHoit NpoBepKu, npu
KOTOPOI 0GHapy)eHa HenosiHasi repMeTusaums TepMocBaprBaeMoro naketa Ha6opa.

NoAPOBHOE OMMNCAHWME AEDPEKTHOIO U3AE/TNA

MepeyeHb AedeKTHbIX YCTPOICTB (coveTaHne HoMepa ToBapa 1 napTum) cM. B MPUTOXKEHNA 1.

MNOTEHUMANBHAA OMACHOCTb

Mo gaHHol Npobneme He 6bI10 OTMEYEHO XKaslob KAMEHTOB MM COOBLLEHNI O TpaBMax MauUeHTOB.
Mo oueHke, NoTeHuuanbHas fons 6paka coctaBnseT meHee 0,02%. BepoaTHOCTb yllepba Anst
naumeHTa Takke HU3Kas, yunTbiBas Xapakrep gedekra 1 BAMsSHWE Ha XapaKTepucTuku npoaykra. bbinu
NPOBELEHbI UCMbITAHWS CTEPUILHOCTM U3AENWI C NPU3HAKaMU yTpaThl LEe/IOCTHOCTM NakeTa, Npy 3TOM
BCE pe3y/ibTaThl ObIN OTpULaTeNbHbIMY (=6e3 pocTa MUKPOOPraHn3MoB).

Mbl cTpemumca K obecneyveHunto 340p0BbA U 6e30MacHoCTK nayneHToB BO BCeEX obnacTax Hawen
AeATeSIbHOCTU W pewnin BbIMOJIHUTb 3TOT AO6pOBOJ’IbeII7I OT3bIB (BbIBO,CI' n3 I/ICI'IOI'IbSOBaHVIﬂ) B
Ka4yecTBe Mepbl NMpeaoCcTopoOXHOCTH.

CroCoOb YCTPAHEHWA

KomnaHusi Terumo yBeAoMAsieT KIMEHTOB O Npo6rieme, TpebyeT NPeKpaTuTb UCMosib30BaTh rpynny
U3enuii, monasLUKX Noj NoJO3PeHUe, U BEPHYTb OCTaBLUNECS U3AENNs U3 CBOErO 3anaca.

MHCTPYKUMA pna KIVEHTA

1) W3yuuTe AaHHOE yBeJOMIEHUE 0 6e30MacHOCTU Ha MecTax U obecredbTe, UTobbl Bce
nonb3oBaTesn 6blIM 03HAKOM/IEHBI C Er0 COLEPXKAHNEM.
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2) HemeaneHHO BbIABUTE U OTAE/NIUTE BCE OCTaBLUMECH,
Hencnosib30BaHHbIe U3AeNNa N NapTUK, YKasaHHble B MNpunoxeHun L

3) YKaxuTe HOMepa Heucrnosb30BaHHbIX U3AeNniA 13 NPUIOXKEHHOTO CRINCKA Ha
COOTBETCTBYIOLLEM 6/1aHKe OTBETA U Kak MOXKHO cKopee BbilnTe 61aHK No agpecy
9M1EKTPOHHOI MOYTbI UM (hakcy, YKa3aHHbIM Ha 6raHKe.

4) TMpeacTaBUTeNb KOMNaHUM Terumo Europe CBSHKETCS C BaMu A4S opraHM3aumm

HeMe//1eHHOro BbIBO3a U3AeNnid, a cny6a no paboTe ¢ KIMeHTaMm opopMUT KPeanT-HOTY,
€C/I 3TO NPUMEHUMO.

Mbl y6e,q|/|Teano npocuM BacC CBA3aTbCA C HaMW NN MECTHbBIM MNMpeacTaBUTENNILCTBOM KOMMNaHNN
Terumo B c/lydae BO3HMKHOBEHMA BOMPOCOB NN 3any,Cl'HeHVII7I.

Julie Godeau

Bo Timmermans

TERUMO EUROPE N.V.

European Emerging Markets - Division
Tel: +32 16 38 13 26

Tel: +32 16 38 13 09

Fax: +32 16 40 02 49
Julie.Godeau@terumo-europe.com
Bo.timmermans@terumo-europe.com

®uH Aptc (Fien Aerts),

BULe-Npe3naeHT N0 HOPMAaTMBaM U KavyecTBy,
Terumo Europe NV,
Leuven, Belgium (Benbrus)
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MpunoykeHne L MoapoGHOe onucaHne AedEKTHLIX YCTPONCTB

(cTpaHuua 1 u3 4)

RS*A10K10SQ
RS*A11K10SQ
RS*A40G05SQ
RS*A40G07SQ
RS*A40K10AQ
RS*A50G07S(1
RS*A50K10SQ
RS*AB0G05SQ
RS*AB0G07SQ
RS*A70K10SQ
RS*A90K10SQ
RS*B10K10MQ
RS*B1ON10MQ
RS*B10N25AQ
RS*B11K10MQ
RS*B11N10MQ
RS*B11N10SQ
RS*B11N25AQ
RS*B40G07SQ
RS*B40K10AQ
RS*B50G07SQ
RS*B6ON10MQ
RS*BI0K10MQ
RS*BION10MQ
RS*BYON10SQ
RS*BION25AQ
RS*R50N1OM(i
RS*R60N10MQ
RS*R8ON10MQ
RS*ROON10MQ

Radifocus* Introducer i
Radifocus® Introducer i
Radifocus* Introducer Il
Radifocus® Introducer i
Radifocus® Introducer I
Radifocus® Introducer Il
Radifocus® Introducer |l
Radifocus* Introducer Il
Radifocus* Introducer |l
Radifocus® Introducer |l
Radifocus® Introducer i
Radifocus® Introducer |l
Radifocus® Introducer Il
Radifocus® Introducer |l
Radifocus® Introducer |l
Radifocus® Introducer |l
Radifocus® Introducer I
Radifocus® Introducer I
Radifocus® Introducer I
Radifocus® Introducer II
Radifocus® Introducer Il
Radifocus* Introducer |l
Radifocus® Introducer I
Radifocus® Introducer i
Radifocus* Introducer I
Radifocus® Introducer |l
Radifocus® Introducer |l
Radifocus® Introducer Il
Radifocus® Introducer i

Radifocus® Introducer II

161101,161207

161129,161207,170113,170116
161122,161202,170112

161117
161118
170109
161212
161031,161130
170109
161031

161109,161202,170109,170202

161213

161128,161208,170110

161104

161107,161209,170116

161114,161212,170201,170202

161111,161212,170113

161115,161212
161202
161209
161201
161125,161222
161102,161201
161103; 161206

161111,161206,170113
161108,161202,170110

161124
161129,161213
161207

161108,161121,161205,170201

MPUNOXXEHVE 1 cTpaHnua 1/4
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MpunoxxeHue L. Mogpo6HOe onvcaHve AedEKTHbIX YCTPOCTB

(cTpaHuua 2 n3 4)

RS+A40G07SQ
RS+A40G10SQ
RS+A40K10AQ
RS+A50G07SQ
RS+A50K10SQ
RS+AB0GO7SQ
RS-+ABOK10AQ
RS+AG0K10SQ
RS+A70K10SQ
RS+AS0K10SQ
RS+B40K10AQ
RS+B40K10MQ
RS+B40K10SQ
RS+B50K10MQ
RS+B50N10MQ
RS+B50N10SQ
RS+B50N25AQ
RS+B60G07SQ
RS+B60K10MQ
RS+B60N10MQ
RS+B60N10SQ
RS+BBON25AQ
RS+B70K10MQ
RS+B70N10MQ
RS+B70N10SQ
RS+B70N25AQ
RS+B80K10MQ
RS+BSON10MQ
RS+B8ON10SQ
RS+BBON25AQ
RS+R40K10MQ
RS+R50N10MQ
RS+R60N10MQ
RS+R70N10MQ
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Radifocus® Introducer |l
Radifocus* Introducer Il
Radifocus* Introducer i
Radifocus* Introducer Il
Radifocus® Introducer Il
Radifocus® Introducer |l
Radifocus® Introducer Il
Radifocus® Introducer II
Radifocus® Introducer II
Radifocus® Introducer Il
Radifocus® Introducer I
Radifocus® Introducer II
Radifocus® Introducer Il
Radifocus* Iptroducer Il
Radifocus® Introducer Il
Radifocus® Introducer Il
Radifocus® Introducer II
Radifocus® Introducer I

Radifocus® Introducer Il

Radifocus® Introducer Il "

Radifocus® Introducer |l
Radifocus® Introducer |l
Radifocus® Introducer I
Radifocus® Introducer 1L
Radifocus® Introducer I
Radifocus® Introducer Il
Radifocus® Introducer Il
Radifocus* Introducer Il
Radifocus™ Introducer |l
Radifocus® Introducer |l
Radifocus® Introducer |l
Radifocus® Introducer 1L
Radifocus® Introducer I

Radifocus® Introducer Il

161124

161125

161121
161125,161212
161128

161206

161126
161126,161209
161124

161128

161121
161122,161209
161123
161123,161214
161128,161206
161126

161126

161122
161129,161212,161214
161115,161130,161210
161130

161129
161123,161206
161124

161124

161125

161126

161128

161128

161129

161122

161126
161130,161203
161125,161212

I W

ItJ



RS-+R8ON10MQ

Radifocus® Introducer |

— TERUMDO
161128

Mpuno>keHue 1, NogpobHoe onvcaHne gedeKTHbIX YCTPOWCTB (CTpaHuua 3 13 4)

RM*AF5G10HQW Radifocus® Introducer Il M Coat

RM*AF5J10SQW
RM*AF5J16SQW
R(VI*AF5J25SQW
RM*AF6J10SQW

RM*AF6J25SQW

RM’ RFSFIOPQ

RM*RF5F16PQ
RM*RF5F25PQ
RM*RF5J10PQ
RM*RF5J16PQ
RM*RF5J25PQ
RM*RF6F10PQ

RM*RF6F16PQ

RM*RF6F25PQ

RM*RF6J10PQ
RM*RF6J16PQ

RM*RF6J25PQ
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Radifocus* Introducer Il M Coat
Radifocus® Introducer Il M Coat
Radifocus® Introducer Il M Coat
Radifocus® Introducer Il M Coat

Radifocus® Introducer Il M Coat

Radifocus® Introducer Il M Coat

Radifocus® Introducer Il M Coat
Radifocus® Introducer Il M Coat
Radifocus® Introducer Il M Coat
Radifocus® Introducer Il M Coat
Radifocus® Introducer I M Coat
Radifocus® Introducer Il M Coat

Radifocus® Introducer Il M Coat

Radifocus® Introducer LM Coat

Radifocus® Introducer I M Coat
Radifocus® Introducer Il M Coat

Radifocus® Introducer Il M Coat

161103

161108,161216
161111,161125
161115,161214

161021,161024,161107,161121
161122,161123,161202,161216
170109,170110,170119,170120
170123,170124,170125

161114,161129,161130,161213
161228,170223,170224,170302

161024,161109,161128,161214
170126,170201

161114,161212

161114

161110,161209,170112
161115,161213,170113
161111,161130,161209,170116

161025,161026,161027,161028
161111,161223,161226,170113
170202,170203,170208

161027,161108,161130

161031,161110,161212,161226
170130,170131,170208

161109,161213,161219,170131

161028,161115,161128,161209
170118

161031,161102,161209,161228
170127



Mpuno>keHue L MNoapo6Hoe onncaHme AedeKTHbIX YCTPOCTB

(cTpaHuua 4.13 4)

RM*ES5F197(i,R ,

RM*ES5J10S(a
RM*ESB6F10SQR
RM*ES6J10HQS
RM*ES6J10PQ
RM*ES6J10SQ
RM*ES6J16HQS
RM*ES6J16PQ
RM*ES6J16SQ
RM*ES7F10SQR
RM*RS5C10PQ

RM*RS5F10PQ

RM*RS5F16PQ
RM*RS6C10PQ
RM*RS6F10PQ

RM*RS6F16PQ

RM*RS6J10PQ

RM*RS6J16PQ

RM*RS7F10PQ

RM*RS7F16PQ
RM*RS7J10PQ
RM*RS7J16PQ
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Glidesheath Slender™
Glidesheath Slender™
Glidesheath Slender™
Glidesheath Slender™
Glidesheath Slender™
Glidesheath Slender™
Glidesheath Slender™
Glidesheath Slender™
Glidesheath Slender™
Glidesheath Slender™
Glidesheath Slender™

Glidesheath Slender™

Glidesheath Slender™
Glidesheath Slender™
Glidesheath Slender™

Glidesheath Slender™

Glidesheath Slender™

Glidesheath Slender™

Glidesheath Slender™

Glidesheath Slender™
Glidesheath Slender™
Glidesheath Slender™

161108,161202,170110
161103,161118,161201
161021,161109,161128
161124,170116,170202
161109,161125,161205
161223
170111,170206,170307
161128

161110,161125

161115

161104,161123,161124,161201
170120,170201

161107,161201,161227,170127
170201

161108,170202
161024,161111,161214

161024,161025,161101,161104
161107,161116,161117,161118
161121,161122,161123,161202
161215,161216,161219,161220
161221,161222,161223,170110
170111,170112,170117,170118
170119,170120,170125,170126
170203

161031,161110,161114
161213

161028,161108,161111
161115,161208,161209
170112,170113,170127
170130,170131

161026,161114,161128
161207,170125

161031,161109,161209
161212
161115,161129

161129
161114,161130



