“TERUMO

Steidzams DROSIBAS PAZINOJUMS PAR PRODUKTA
ATSAUKSANU

lerice: Radifocus® vaditajsliizu Il, Radifocus® vaditajsltzu Il M coat un Glidesheath
Slender™ ievadapvalks

Izraisitas bazas: Potencials iepakojuma veseluma zudums, kas var apdraudét produkta
sterilitati

Atsauce: FSN 1701 2017-05

Riciba: Atgriezt

Adreséts: Slimnicas un katetrizacijas laboratorijas vaditajam, klinikas un medicinas personalam

PROBLEMAS APRAKSTS

»,Terumo Corporation” (uznémums ar ta galveno mitni Japana) veic globalu un brivpratigu Radifocus®
vadttajsltzu I, Radifocus® vaditajslizu Il M coat un Glidesheath Slender ievadapvalku, ko izmanto
transradialo vai transfemoralo iejaukSanas procediru atviegloSanai, atlasito partiju atsauksanu.

Atsaukuma iemesls ir potencials iepakojuma veseluma zudums, kas var apdraudét produkta sterilitati.
Sis baZas konstat&ja uznémums ,Terumo”, veicot regularo parbaudi, kuras laikd bija novérojams
nepilnigs komplekta noplésama maisina hermétiskums.

SIKAKA INFORMACIJA PAR ATTIECIGO IERICI

Attiecigo ieri¢u sarakstu (produkts noradits kopa ar partijas numuru) skatit | PIELIKUMA.

POTENCIALAIS APDRAUDEJUMS

Lidz Sim nav sanemtas sudzibas vai zinojumi par traumam, kuras budtu guvusi pacienti saistiba ar
izraisitajam bazam. Radita defekta novértétais potencials ir mazaks par 0,02 %. Ari pacientiem radita
kaitéjuma potencials ir zems, nemot véra defekta veidu un ietekmi uz produkta veiktspéju. Visi
sterilitates parbauzu rezultati, ko veica produktiem ar iepakojuma veseluma apdraudéjumu, bija
negativi (= netika novérota mikroorganismu augsana).

Esam apnémusies nodrosinat pacientu veseltbu un droSumu it visa, ko més daram, tadé| piesardzibas
pasakumu nolika esam izvéléjusies veikt brivpratigu produkta atsaukSanu (iznemsanu no apgrozibas).

KORIGEJOSA RICIBA

»,Terumo” bridina iesaistitos klientus par So problémjautajumu, IGdzot partraukt izmantot noraditas
produktu partijas, ka ar atgriezt krajumus un neizlietotas ierices.

KLIENTA RICIBA

1) Parskatit So droSuma pazinojumu un parliecinaties, vai ir informeéti visi $1 produkta lietotaji.

2) Nekavejoties identificét un nodalit visas atlikusas neizmantotas ierices un | pielikuma
noraditas produktu partijas.
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3) Atbildes forma noradit krajumos esoSo un neizlietoto iericu

skaitu, kuras noraditas pievienotaja saraksta, un péc iespéjas drizak nosttit atpakal aizpilditu
formu uz e-pasta adresi vai faksa numuru, kas noradits forma.

4) ,Terumo Europe” parstavis sazinasies ar Jums, lai nekavéjoties sanemtu atpakal produktu un
klientu apkalpos$anas nodala attieciga gadijuma izsniegs kredita avizo.

Apliecinam, ka drosuma pazinojumu par produkta atsauksanu ir sanémusi art Jisu valsts kompetenta
jiestade.

Ja rodas kadi jautajumi vai bazas Saja sakara, aicinam sazinaties ar mums vai ar vietéjo , Terumo”
parstavi.

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

Fien Aerts

priekSsédétaja vietnieks kontroles un kvalitates
jautajumos

,Terumo Europe N.V.”

Leuven, Belgija
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“TERUMO

| pielikums — sikaka informacija par attiecigajam iericém (1/4 Ipp.)

RS*A10K10SQ Radifocus® vaditajslazas Il 161101, 161207

RS*A11K10SQ Radifocus® vaditajsltzas Il 161129, 161207, 170113, 170116
RS*A40G05SQ Radifocus® vaditajslazas Il 161122, 161202, 170112
RS*A40G07SQ Radifocus® vaditajslazas Il 161117

RS*A40K10AQ Radifocus® vaditajslazas Il 161118

RS*A50G075Q Radifocus® vaditajslazas Il 170109

RS*A50K10SQ Radifocus® vaditajslazas Il 161212

RS*A60G055Q Radifocus® vaditajslazas Il 161031, 161130

RS*A60G07SQ Radifocus® vaditajsluzas Il 170109

RS*A70K10SQ Radifocus® vaditajsluzas Il 161031

RS*A90K10SQ Radifocus® vaditajsluzas Il 161109, 161202, 170109, 170202
RS*B10K10MQ Radifocus® vaditajsluzas Il 161213

RS*B1ON10OMQ Radifocus® vaditajsluzas Il 161128, 161208, 170110
RS*B10ON25AQ Radifocus® vaditajsluzas Il 161104

RS*B11K10MQ Radifocus® vaditajsluzas Il 161107, 161209, 170116
RS*B11N10OMQ Radifocus® vaditajsluzas Il 161114, 161212, 170201, 170202
RS*B11IN10MQ Radifocus® vaditajslazas Il 161111, 161212, 170113
RS*B11N25AQ Radifocus® vaditajsluzas Il 161115, 161212

RS*A40G07SQ Radifocus® vaditajsluzas Il 161202

RS*A40K10AQ Radifocus® vaditajslazas Il 161209

RS*A50G07SQ Radifocus® vaditajsluzas Il 161201

RS*B60ON10MQ Radifocus® vaditajsluzas Il 161125, 161222

RS*B90K10MQ Radifocus® vaditajslazas Il 161102, 161201

RS*BI9ON10OMQ Radifocus® vaditajslizas Il 161103, 161206

RS*BI9ON10OMQ Radifocus® vaditajslazas II 161111, 161206, 170113
RS*BION25AQ Radifocus® vaditajslazas II 161108, 161202, 170110
RS*R50N10MQ Radifocus® vaditajslazas Il 161124

RS*R60N10MQ Radifocus® vaditajslazas Il 161129, 161213

RS*R8ON10MQ Radifocus® vaditajslazas Il 161207

RS*RION1OMQ Radifocus® vaditajslazas I 161108, 161121, 161205, 170201

I PIELIKUMS, 1/4 Ipp.
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“TERUMO

| pielikums — sikaka informacija par attiecigajam iericém (2/4 Ipp.)

RS+A40G07SQ Radifocus® vaditajslazas Il 161124
RS+A40G10SQ Radifocus® vaditajslazas Il 161125
RS+A40K10AQ Radifocus® vaditajslazas Il 161121
RS+A50G075Q Radifocus® vaditajslazas Il 161125, 161212
RS+A50K10SQ Radifocus® vaditajslazas Il 161128
RS+A60G075Q Radifocus® vaditajslazas Il 161206
RS+A60K10AQ Radifocus® vaditajslazas Il 161126
RS+A60K10SQ Radifocus® vaditajslazas Il 161126, 161209
RS+A70K10SQ Radifocus® vaditajslazas Il 161124
RS+A80K10SQ Radifocus® vaditajslazas Il 161128
RS+B40K10AQ Radifocus® vaditajslazas Il 161121
RS+B40K10MQ Radifocus® vaditajsluzas Il 161122, 161209
RS+B40K10SQ Radifocus® vaditajslazas Il 161123
RS+B50K10MQ Radifocus® vaditajsluzas Il 161123, 161214
RS+B50N10MQ Radifocus® vaditajsluzas Il 161128, 161206
RS+B50N10SQ Radifocus® vaditajslazas Il 161126
RS+B50N25AQ Radifocus® vaditajslazas Il 161126
RS+B60G075Q Radifocus® vaditajslazas Il 161122
RS+B60K10MQ Radifocus® vaditajsluzas Il 161129, 161212, 161214
RS+B60N10MQ Radifocus® vaditajsluzas Il 161115, 161130, 161210
RS+B60N10SQ Radifocus® vaditajslazas Il 161130
RS+B60N25AQ Radifocus® vaditajsluzas Il 161129
RS+B70K10MQ Radifocus® vaditajslazas Il 161123, 161206
RS+B70N10MQ Radifocus® vaditajsluzas Il 161124
RS+B70N10SQ Radifocus® vaditajsluzas Il 161124
RS+B70N25AQ Radifocus® vaditajslazas Il 161125
RS+B80K10MQ Radifocus® vaditajsluzas Il 161126
RS+B8ON10MQ Radifocus® vaditajslazas Il 161128
RS+B8ON10SQ Radifocus® vaditajslazas Il 161128
RS+B8ON25AQ Radifocus® vaditajslazas Il 161129
RS+R40K10MQ Radifocus® vaditajslazas Il 161122
RS+R50N10MQ Radifocus® vaditajslazas Il 161126
RS+R60N10MQ Radifocus® vaditajslazas Il 161130, 161203
RS+R70N10MQ Radifocus® vaditajslazas Il 161125, 161212
RS+R8ON10MQ Radifocus® vaditajslazas Il 161128
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“TERUMO

| pielikums — sikaka informacija par attiecigajam iericém (3/4 Ipp.)

RM*AF5G10HQW | Radifocus® vaditajsltzu Il M coat | 161103
ievadapvalks
RM*AF5J10SQW | Radifocus® vaditajsldzu Il M coat | 161108, 161216
ievadapvalks
RM*AF5J16SQW Radifocus® vaditajslazu Il M coat | 161111, 161125
ievadapvalks
RM*AF5J255QW Radifocus® vaditajsltzu Il M coat | 161115, 161214
ievadapvalks
RM*AF6J10SQW Radifocus® vaditajsltzu Il M coat | 161021, 161024, 161107, 161121
ievadapvalks 161122,161123, 161202, 161216
170109,170110, 170119, 170120
170123, 170124, 170125
RM*AF6J255QW | Radifocus® vaditajslGzu Il M coat | 161114, 161129, 161130, 161213
ievadapvalks 161228, 170223, 170224, 170302
RM*RF5F10PQ Radifocus® vaditajslazu Il M coat | 161024, 161109, 161128,161214
ievadapvalks 170126, 170201
RM*RF5F16PQ Radifocus® vaditajslGzu Il M coat | 161114, 161212
ievadapvalks
RM*RF5F25PQ Radifocus® vaditajsltzu Il M coat | 161114
ievadapvalks
RM*RF5J10PQ Radifocus® vaditajsltzu Il M coat | 161110, 161209, 170112
ievadapvalks
RM*RF5J16PQ Radifocus® vaditajslazu Il M coat | 161115, 161213, 170113
ievadapvalks
RM*RF5J25PQ Radifocus® vaditajsltzu Il M coat | 161111, 161130, 161209, 170116
ievadapvalks
RM*RF6F10PQ Radifocus® vaditajslazu Il M coat | 161025, 161026, 161027, 161028
ievadapvalks 161111, 161223, 161226, 170113
170202, 170203, 170208
RM*RF6F16PQ | Radifocus® vaditajslizu Il M coat | 161027, 161108, 161130
ievadapvalks
RM*RF6F25PQ Radifocus® vaditajslazu Il M coat | 161031, 161110, 161212, 161226
ievadapvalks 170130, 170131, 170208
RM*RF6J10PQ Radifocus® vaditajslazu Il M coat | 161109, 161213, 161219, 170131
ievadapvalks
RM*RF6J16PQ Radifocus® vaditajsltazu Il M coat | 161028, 161115, 161128, 161209
ievadapvalks 170118
RM*RF6J25PQ Radifocus® vaditajslazu Il M coat | 161031, 161102, 161209, 161228
ievadapvalks 170127
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“TERUMO

| pielikums — sikaka informacija par attiecigajam iericém (4/4 Ipp.)

RM*ES5F10SQR | Glidesheath Slender™ 161108, 161202, 170110

RM*ES5J10SQ Glidesheath Slender™ 161103, 161118, 161201

RM*ES6F10SQR | Glidesheath Slender™ 161021, 161109, 161128

RM*ES6J10HQS | Glidesheath Slender™ 161124, 170116, 170202

RM*ES6J10PQ Glidesheath Slender™ 161109, 161125, 161205

RM*ES6J10SQ Glidesheath Slender™ 161223

RM*ES6J16HQS | Glidesheath Slender™ 170111, 170206, 170307

RM*ES6J16PQ Glidesheath Slender™ 161128

RM*ES6J165Q Glidesheath Slender™ 161110, 161125

RM*ES7F10SQR | Glidesheath Slender™ 161115

RM*RS5C10PQ Glidesheath Slender™ 161104, 161123, 161124, 161201
170120, 170201

RM*RS5F10PQ Glidesheath Slender™ 161107, 161201, 161227, 170127
170201

RM*RS5F16PQ Glidesheath Slender™ 161108, 170202

RM*RS6C10PQ Glidesheath Slender™ 161024, 161111, 161214

RM*RS6F10PQ Glidesheath Slender™ 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

RM*RS6F16PQ Glidesheath Slender™ 161031, 161110, 161114
161213

RM*RS6J10PQ Glidesheath Slender™ 161028, 161108, 161111
161115, 161208, 161209
170112, 170113, 170127
170130, 170131

RM*RS6J16PQ Glidesheath Slender™ 161026, 161114, 161128
161207, 170125

RM*RS7FI0PQ | Glidesheath Slender™ 161031, 161109, 161209
161212

RM*RS7F16PQ Glidesheath Slender™ 161115, 161129

RM*RS7J10PQ Glidesheath Slender™ 161129

RM*RS7J16PQ Glidesheath Slender™ 161114, 161130
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“TERUMO

Drosibas pazinojums par produkta atsauksanu - ATBILDES FORMA,
KO AIZPILDA KLIENTS

lerice: Radifocus® vaditajslizu I, Radifocus® vaditajsltzu Il M coat un Glidesheath
Slender™ ievadapvalks

Izraisitas bazas: Potencials iepakojuma veseluma zudums, kas var apdraudét produkta
sterilitati

Atsauce: FSN 1701 2017-05

Riciba: Atgriezt

Ladzu, aizpildiet, parakstiet un nosutiet atpakal uz noradito e-pasta adresi vai pa faksu:

Kam:

E-pasts/Fakss:

Klienta numurs:

Slimnicas nosaukums:

Pilseta:

Valsts:

Miusu riciba esosie ieraksti liecina, ka esat sanémusi zinojuma noraditas ierices.

Slimnicas krajumi:

Atbildi sagatavoja un iesniedza [Ludzu,
izdrukat]

Amats

Talruna numurs

Paraksts

Datums
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FSN1701A [LV]
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