Medtronic

UTHO usBectyBsarbe 3a 6e36eaHOCT Ha TepeH
Shiley™ ¢dnekcmubunen Tybyc 3a paxeoctommja 3a ynortpeba Kaj Bo3pacHu co TaperGuard™
MaH>eTHa 1 6e3 maH>keTHU: BHaTpeluHa KaHMNa 3a eAHOKpaTHa ynoTpeba unu BHaTpeLuHa

KaHuWNa 3a noBeKeKpaTHa ynoTtpeba
MoBnekyBamwe

Anpun 2023 roanHa
PedpepeHTeH 6poj Ha Medtronic: FA1323

3a ynotpeba BO 3emjuTe KoM ja cnepart perynatvMsata 3a MeAULUHCKM cpeAcTBa Ha EY: EamMHcTBEH perucrapcku 6poj Ha
npoussoautenot 8o EY (SRN): US-MF-000028763

MounTyBaHU 34paBCTBEHN PABOTHULM

Lienta Ha oBa n1cMmo e Aa GuaeTe ussecTeHn aeka Medtronic MHMLMpPa NOB/IEKyBakbe 32 KOHKPETHU NPOU3BOAHM cepuu Ha
Shiley™ ¢nexkcnbunnute Ty6ycu 3a Tpaxeoctomuja 3a ynotpeba Kaj Bo3pacHu co TaperGuard™ maHxkeTHa U 6€3 MaHXeTHU
CO BHATPELHW KaHW/IM 33 €JHOKPaTHa WK NoBeKekpaTHa ynoTtpeba. OBa NoB/IEKyBakbE CIeAM MO NPUjaBUTE OF, KIUEHTUTE
AekKa BO HeKOW Cny4au, NPUKNYYOKOT Ha ypeJoT He obe3besysa 6e3beaHo nosp3yBatbe CO 3aTBOPAYOT 04, 15 mm u apyru
AEN0BM 1 104aTOUM Ha KON0TO oA 15 mm. o gobusaTte 0Ba NMCMO 3aToa LWITO eBUAEHUM]aTa Ha Medtronic ykaxyea geka
BO Bawara ycTaHoBa ce cnopavyaHu NOTEHLM]aIHO 3acerHaT ypeau.

Onuc Ha npo6nemor:

Hawata uctpara 3a oBue NpujaBu 04 KAMEHTUTE NpenosHa rpellka BO MPOM3BOACTBOTO LITO Pe3yATUpaLLEe CO MOMan
AvjameTap O/ HaBe@HWUOT Ha ANIOT Ha NMPUKYYOKOT Kaj KOHKPeTHM Shiley™ dnekcnbunnm Tybycu 3a Tpaxeoctomuja 3a
ynotpeba kaj BospacHu. Osa aoBeno Ao HebesbeaHo NoBp3yBarbe NOMery NPUKNYYOKOT Ha YPeOT U AEN0BIUTE Ha KOOTO,
3aTBOPAYOT UK AoJaTouumTe.

Pu3uk no 3apasjeto:

Nako He bewwe NnoBp3aHO CEPMO3HO OLLTETYBatbE Ha NALMEHTOT CO OBME YPeau, Cenak ce npujaBeHn AUCNHea, 04J/10XKyBare
Ha TPETMAHOT A0AeKa Aa Ce HajaaT anTepHaTMBHU ypeau, Kako U Mana NoBpeAa Ha TKMBOTO M KpBaBere. MOXHO e aa
NOCTOM NOTEHUWjan 3a pecnmpaTtopHa MHCydULMEHUMja; cenak, kaj Medtronic Hema M3BewTau 3a oBaa nojaga.

MocranyBarbe co naymeHTuUTe:
Hema gononHutenHn npenopaku 3a nocranysarbe CO NaLMEHTU KOM Tpeba Aa ce npumMeHaT Kaj nauueHTuTe Kage LTO BO
MOMEHTOB Ce KOPUCTaT MAu Bune KOPUCTEHU NOTeHUMjasHO 3acerHaTuTe ypeaun. YpeaoT 3acerHaT of 0Baa pasfuka BO
AMMeH3NnjaTa BEPOjaTHO ke My OMae BOOYNMB Ha JIEKApOT MpM NOCTaByBareTo; He Tpeba Aa ce Kopuctn 6muno Kakos
NPUKAY4OK o4 15 mm Ha Shiley™ dnekcnbunnuot Tybyc 3a Tpaxeoctomuja 3a ynotpeba Kaj BO3paCHM LITO He Ce NpuKavysa
CUTyPHO M/ HE OCTaHyBa NpUKaYeH Ha 3aTBOpay UM 0AATOK. Bo 0BOj cyyaj, Tpeba Aa ce NnocTasu antepHaTUBEH ypes, 3a
Tpaxeoctomuja. MorneaHeTe BO NPUNOroT b Ha 0Ba MUCMO 3a CMUCOK Ha NOTEHLMjaHO a4y pean. Kaj naymeHTute
Kaj KoM ce KOpWUCTaT NOTEHUMjaHO 3acerHaT ypeam He mopa Ja ce 3ameHysaat @y Wrﬁgfﬁa CTOMMJa OOKOJIKY
MOMEHTanHUTe noBp3yBatba ce 6e3beanun. Oue nauueHTn Tpeba Aa ce cneaar cq m’ac&) KpMTM%;é [ROTOKO/IM 33 Hera
Ha BallaTa 3apaBcTBeHa ycTtaHOBa. KNMHUYKMOT nepcoHan Tpeba cooaBeTHO Aa n‘po‘geH o, 8 CO NaLMeHTuTe
BO OAHOC Ha 610 KaKBM HECAKaHW KIUHUYKU UCXOAM. S«
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Medtronic

YHuBep3aneH NpuKAy4oK oz
15 mm

3acerHaTm npousBogu:
MorneaHeTe BO NpUnoroT b 3a CNUMCOKOT Ha NOTEHLMjaNHO 3acerHaTu npou3BoAM.

Aejcrea wro Tpeba Aa ce npesemar:

e CraBerte rvm BO KapaHTUH CUTE NPOM3BOAM LITO HE Ce KOPUCTAT OZ 3acerHaTure cepuun Ha Shiley™ dnekcnbunumor
Tybyc 3a Tpaxeoctomuja 3a ynotpeba Kaj BO3pacHu CO TaperGuard™ maHeTHa 1 6e3 mMaHKeTHu: BHaTpeluHa
KaHWna 3a eAHOKpaTHa ynoTpeba v BHaTpellHa KaHUNa 3a NoBeKkekpaTHa ynoTtpeba

* TlornegHete Bo NpunoroT A 3a ynaTcTsa 3a MAeHTUGMKyBarbeHa NOTEHLMjaIHO 3acerHaTuTe ypeau.

* Bpartete rv kaj A4TY KOME/Z 0O - Ckonje cute HeynoTpebeHn nponssoam 0f 3acerHatuTe cepuu Bo Balara 3anmxa,
KaKo LUTO e OMMLIAHO BO YNATCTBaTa 3a MCNopaka U BpaKakbe noaony.

¢ [lononHete ro npunoxeHWoT obpasew, 3a NOTBPAA OZ KAUEHTOT AYPU 1 aKo HemaTe HeynoTpebeHu 3a1nxu.

® [llpeHeceTe ro oBa U3BecTyBake [0 CUTE OHME Kou Tpeba Aa 6GMAAT 3an03HAEHM CO Hero BO pamkuTe Ha Bawara
yCTaHOBa WU/K BO KOja 6WN10 yCTaHOBa Kajie WTO NOTEHLMjaIHO 3aCerHaTMOT NPOU3BOA, OF, KOHKpPEeTHUTe cepumn bun
npedpneH unu guctpubympa.

YnatcTBa 3a UCnopaka U BpaKare:

Kage pa ce ucnparu

KnueHnr co sanuxu KnueHT co Hyna 3anuxm
nononHeTHoT obpasew,
LleniocHO nononHeTe ro NPUOKEHNOT Mcnpartete ro
/ MNononHete ro
obpasel 3a MoTBpAa 3a Bpakatbe. nononHeTuoT obpasew,

obpaseuoTt n

Kynenu OTkako Ke ro nobue obpasewLoT, LEeHTapoT 3a NpPeKy eNeKTPOHCKa
i ™ j
AMPEeKTHO 04, | TPVXKa 33 KnMeHTH Ha Medtronic ke CIMETHpRITR T8 nowTa unm dakc go
KBaA4paT4yeTo WTOo
Medtronic KOHTaKTUpa co Bac 3a fa ce opraHu3upa il KOHTaKTOT 04, Medtronic

O3HayyBa ,Hema

BpaKkarbeTo Ha BawwuTte npounssogu. Ke ) LITO ro MMa BO 06pazeLoT
3an1xm

Aobuete HaAOMECT 3a HEUCKOPUCTEHUTE 3a noTepaa.
ypeau wTo rv Bpakare

Mcnpartete ro
QnonHeTMoT obpasely

MononHete rn cute nonutba Bo 06paseLoT n
KyneHnu op, AVPEKTHO obpaTteTe ce Kaj AUCTpMbYTEpOT 3a
Auctpubytep | aa ce goroBopuTe 3a BpaKarbe Ha

) npoun3Bo4oT.
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DononHutenHu uipopmaumm:

Medtronic ro n3sectn Hag/1eXHOTO Teslo Bo BaluaTa 3emja 3a 0Baa nocTanka.

Hune cme nocseteHu Ha 6e3beHOCTa Ha NaLUMEHTUTE U ja LeHuMe BaluaTa HaBpemeHa peakuuja 3a 0Boj npobaem. anume
3a CMTe HenpujaTHOCTK LUTO MOXe Aa HacTaHaT Nopaau oBa. AKO MMaTe Kakeu 6MIO Mpalakba BO BPCKA CO OBa nucmo,
obpatete ce Kaj BawwuoT 3actanHuk 3a Medtronic ATY KOMEZ OOOEN - Ckonje mo6: 075 280 572 e-maun
afapeca:natasa.milevska@comed.com.mk

Co nouwmr,

HaTtawa Mwunescka Cnacosa
OAroBOpHO NnLLe 38 MAaTEPUOBUIUIAHLA

Mpuno3su:
Mpunor A: Mpeno3HaBakbe Ha NOTEHLMjAIHO 3aCerHaT
Mpunor b: CNUCOK Ha NOTEHLUMjaIHO 3acerHaTv ypeam
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Mpwunor A:
MPENO3HABAHE HA MOTEHLUJATHO 3ACErTHATUTE YPEAMU
Hajaete ru uHpopmauumTe 3a NPOU3BOAOT Ha ETUKETUTE Ha NPOU3BOAOT BO BalumTe 3anMXM

(£3 coviomn__ 10CN10A | £3 covoen _ 10CN10A
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bpoj Ha moaen
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Bpoj Ha cepuja
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Bpoj Ha moaen
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Bpoj Ha cepuija
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Mpwunor b:
CMUCOK HA NOTEHLMUIATHO 3ACETHATU YPEAU

Kopa Ha

npoussoa/ Obic 1a

npouseoaoT

Bpoj Ha 3acerHatu cepumn

Bpoj Ha
moaen

10CN10R 10.0MM ADT 202107218X 202108128X

10CN1O0R 10884521205475

21H0792JZX
FLEX TRACH W TG CUFF E : - >

21H0793JZX 21H0794JZX 2210596JZX

202107296X 202108285X
10UN10A 10.0MM
10UNIOA UNCUFFTRACHTUBE X1 | 20884521175690 | , 10/ coi7x
10UN10R 10.0MM ADT
R
e FLEX TRACH CUFFLESs | 0884521205543 202105307 202105308X | 202106148X | 202209335X
4CN65A 6.5MM TRACH
D, TUBE W TG CUFF X1 10884521172456 | ,; 043252x 2110369)2X | - ,
4CN65R 6.5MM ADT 202105082 202106267X | 202107294X | 202111088X | 202111399X | 202201303X
4CNB5R FLEX TRACH W TG CUFF 10884521205024
X1 202105310X 202106268X | 202107295X | 202111270X | 202112135X | 202202186X
4UN65A 6.5MM UNCUFF
SUNGIA TRACH TUBE X1 0884521175708 21D0466JZX 21E0659)2X | 21E0660J2X | ;
202107297X 202107300X | 202108123X | 202108125X | 202108140X | 202108229X
4UNG65R 6.5MM ADT
2
4UNG65R FLETRASH Clpriastyy | TOMNASILI0SAR 202107298 | zozmsuzf 202108124 _| 202108130X | 202108228 _| 21E113912x

202107299X

5CN70A 7.0MM TRACH 22D0927JZX 22D0929JZX 22H0032JZX 22H0860JZX
5CN70A TUBE W TG CUEF X1 10884521172463

22H0863JZX 22J0071JZX
22D0928JZX 22H0031JZX 22H0033JZX 22H0861JZX 22H0865JZX 22J0072JZX

5CN70R 7.0MM ADT

5CN70R FLEX TRACH W TG CUFF 10884521205420
X1 202111135X 202208294X | 202208295X | 202210208X
SUN70A 7.0MM UNCUFF
SUNTA TRACH TUBE X1 UM SN 21B0062JZX 21E0645JZX 21E0646)ZX 21E0647JZX
5UN70R 7.0MM ADT -
T—— FLEX TRACH CUFFLESSX1 SHGIe 202208296X
6CN75A 7.5MM TRACH
6CN75A TUBE W TG CUFF X1 IRGIATISN 22A0137JZX 22H0868JZX . - . : ,
202110171X 202203160X | 202204167X | 202207266X | 202209220X | 21G0482JZX
6CN75R 7.5MM ADT 202110231X 202203304X | 202206076X | 202207267X | 202210429X | 21L0522JzX
6CN75R FLEX TRACH W TG CUFF 10884521205437 202110310X 202203305X | 202206077X | 202207268X | 21G0479JZX 2110523J7X
X1

202110387X 202203306X 202206078X 202208201X 21G0480JZX 2110524JZX

202111268X 202203406X | 202207117X | 202208202X | 21G0481JZX | 21L0526JzX

202107305X 202109214X | 202111266X | 22C1156JZX 22E1001JZX 22H0069JZX
202107306X 202109215X | 202201019X | 22C1157JZX 22H0064JZX | 22H0072JZX

6UN75R 7.5MM ADT

6UN75R FLEX TRACH CUFFLESSX1 10884521205505 202108126X 202109340X | 21G0487JZX 22C1158JZX 22H0065JZX 22H0073JZX

202108178X 202111221X | 21H0958JZX | 22C1159)ZX 22H0067JZX | 22H0075JzZX

202108179X 202111222X 22B0728JZX 22C1160JZX 22H0068JZX 22H00

7CN80A 8.0MM TRACH

i TUBE W TG CUFF X1 A —— 21C0355J2X 22D0975JZX__| 22D0976JzX | 22E0964JZX
7CNSOR 8.0MM ADT 202104382X 202105284X | 202203162X | 202204065X | 202206208X | 202206297X I
7CN8OR FLEX TRACH W TG CUFF 10884521205444 | 202104383X 202106225X | 202203309X | 202206207X | 202206209x
- —— <
202105228X
7UNSOA 8.0MM UNCUFF
7
TORN0A TRACH TUBE X1 SRS 201005012 21C0356J2X
7UNSOR 8.0MM ADT /
7UNSOR 2 I
- FLEX TRACH CUFFLESSX1 10884521203512 | ,12203307x 21G077412X _ [flg W &
e = b
8CN85A 10884521172494 | 21C0434JZX 21C0436J2X \zgoggsmzx%‘? 22E1157JZX
= :

\&t:\'
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Kopg Ha
npoussoa/

bpoj Ha
mopen

Medtronic

Onuc Ha
npou3BoAoT

8CN85A 8.5MM TRACH

Bpoj Ha 3acerHatu cepum

TUBE W TG CUFF X1 21C0435JZX 2110287JZX 22A0136JZX | 22E1152JZX -
202106382X 202109124X | 202111115X | 202202323X | 21HO764JzX | 2110383)zX
SCNBSR S.SMM. ADY 202107194X 202109168X | 202201302X | 202202438X | 21H0795JzX | 22A0732JzX
8CNS5R FLEX TRACH W TG CUFF 10884521205451 | 202107195X 202110189X | 202202117X | 202204062X | 21H0951JZX | 22F0889JZX
Xl 202107196X 202111087X | 202202118X | 21HO762JZX | 21H0952)ZX | 22H0040)zX
202109037X 202111106X | 202202120X | 21HO763JZX | 21J0382JzX
8UNS5A 8.5MM UNCUFF : -
SUNBSA TRACH TUBE X1 TBASTILISTOE | oors asnin . .
202105199X 202106264X | 202107063X | 202107115X | 202108188X | 202208021X
202105200X 202106265X | 202107064X | 202107116X | 202108230X | 202209336X
202105201X 202106313X | 202107065X | 202107202X | 202202326X | 21G0922)zX
SUNS5R SUNEIR 5V AT 10884521205529
FLEX TRACH CUFFLESSX1 202105383X 202106314X | 202107113X | 202108121X | 202203066X | 22C1430JZX
202105384X 202106315X | 202107114X | 202108182%¢ 22C1432J2X
202105385X 202106316X | g ; .
9CN9OR 9.0MM ADT
9CN9OR FLEX TRACH W TG CUFF | 10884521205468
X1 202105281X 202110114X | 202202327x
9UN9OR SUNISNSnits ADY 10884521205536 202203308X 21F0328)ZX .

FLEX TRACH CUFFLESSX1
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