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Medtronic, Medtronic with rising man logo, and Medtronic logo are trademarks of Medtronic. Third-party trademarks (“TM*")
belong to their respective owners. The following list includes trademarks or registered trademarks of a Medtronic entity in the
United States and/or in other countries.

To Medtronic, To Aoydturo g Medtronic pe Tov eyelpopevo avBpwro Kal To Aoyoturo Medtronic eival EUMopIKA OruaTa TG
Medtronic. Ta epmoplikd oripata Tpitwy («<TM*») avrikouv GTOUG avTIGTOIXOUG KATOXOUC TouG. H akdhoudn Aiota mepthapBdvel
EUMOPIKA OAPATA i oruata katatebévia piag etaipeiag Tng Medtronic oTic Hvwpiéveg MoATeie i/kat og AAEC XWPEG.

Medtronic, sigla Medtronic cu omul care se ridicd si sigla Medtronic sunt mdrci comerciale ale Medtronic. Mdrcile comerciale
terte (,TM*") apartin detinatorilor lor respectivi. Lista urmdatoare include marci comerciale sau marci comerciale inregistrate ale
unei entitati Medtronic in Statele Unite si/sau in alte tari.

Medtronic, norotun Medtronic ¢ n3o6paxeHrem YenoBeka, NPUHMMAIOLEro BepTUKanbHOe NonoxeHue, v norotin Medtronic
ABNAIOTCA TOProBbIMY MapKamu / TOBapPHBIMM 3Hakamu komnaHum Medtronic. Toprosble MapKu CTOPOHHYX Mpou3BoanTenei,

OTMeueHHble CMBOoM "TM*', ABNAIOTCA COBCTBEHHOCTLIO COOTBETCTBYIOLMX BNaAenbLeB. Cneayiolnii nepeyeHs BKIoYaeT
TOProBble MapKy UM 3aperncTpUpOBaHHble TOBapHbIe 3Haku komnanum Medtronic 8 CLUA 1 / van B Apyrvx cTpaHax.

Medtronic, logo Medtronic so vstavajucim ¢lovekom a logo Medtronic st ochranné znamky spolo¢nosti Medtronic. Ochranné
zndmbky tretich stran (,TM*") patria ich prislusnym vlastnikom. Nasledujuci zoznam uvédza ochranné zndmky alebo registrované
ochranné znamky organiza¢nej jednotky spolo¢nosti Medtronic v Spojenych statoch a/alebo v inych krajinach.

Medtronic, logotip druzbe Medtronic z osebo, ki vstaja, ter logotip Medtronic so blagovne znamke druzbe Medtronic. Blagovne
znamke tretjih oseb (“TM*") so last njihovih lastnikov. Na spodnjem seznamu so navedene blagovne znamke ali registrirane
blagovne znamke druzbe Medtronic v Zdruzenih drzavah Amerike in/ali drugih drzavah.

Medtronic, ayaga kalkan adamli Medtronic logosu ve Medtronic logosu Medtronic sirketinin ticari markalandir. Ugtincd taraf
ticari markalari (“TM*") ilgili sahiplerinin mulkiyetindedir. Asagidaki listede, bir Medtronic sirketinin Amerika Birlesik Devletleri
ve/veya diger Ulkelerdeki ticari markalari veya tescilli ticari markalari bulunmaktadir.
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Contacts:

Africa:

Medtronic South Africa and Southern
Africa

Office Reception Tel: +27(0) 11 260 9300
Diabetes: 24/7 Helpline: 0800 633 7867
Sub-Sahara 24/7 Helpline: +27(0) 11 260
9490

Albania:
Net Electronics Albania
Tel: +355 697070121

Argentina:
Corpomedica S.A.

Tel: +(11) 4 814 1333
Medtronic Directo 24/7:
+0800 333 0752

Armenia:

Exiol LLC

Tel: 437498 92 00 11
or +374 94 38 38 52

Australia:
Medtronic Australasia Pty. Ltd.
Tel: 1800 668 670

Bangladesh:

Sonargaon Healthcare Pvt Ltd.
Mobile: (+91)-9903995417

or (+880)-1714217131

Belarus:

Zarga Medica

Tel: +37517 336 97 00
+37529613 08 08
+37517 21502 89
Helpline: +74995830400

Belgié/Belgique:
N.V. Medtronic Belgium S.A.
Tel: 0800-90805

Bosnia and Herzegovina:
“Novopharm” d.o.o. Sarajevo
Tel: +387 33 476 444
Helpline: 0800 222 33

Epsilon Research Intern. d.o.o.
Tel: +387 51 251 037
Helpline: 0800 222 33

Brasil:

Medtronic Comercial Ltda.
Tel: +(11) 2182-9200
Medtronic Directo 24/7:
+0800 773 9200

Bulgaria:

RSR EOOD

Tel: +359 888993083
Helpline: +359 884504344

Canada:
Medtronic Canada ULC
Tel: 1-800-284-4416 (toll free/sans-frais)

Ceska republika:

Medtronic Czechia s.ro.

Tel: +420 233 059 111
Non-stop helpLine (24/7):
+420 233 059 059

Zakaznicky servis (8:00 - 17:00):
+420 233 059 950

Chile:

Medtronic Chile

Tel: +(9) 66 29 7126
Medtronic Directo 24/7:

+1 2300209750

Medtronic Directo 24/7 (From
Santiago): +(2) 595 2942

China:

Medtronic (Shanghai) Management Co.,,
Ltd.

Landline: +86 800-820-1981

Mobile Phone: +86 400-820-1981
Calling from outside China: +86
400-820-1981

Colombia:

Medtronic Latin America Inc. Sucursal
Colombia

Tel: +(1) 742 7300

Medtronic Directo 24/7 (Landline):
+01 8007102170

Medtronic Directo 24/7 (Cellular):

+1 3814902

Croatia:

Mediligo d.o.o.

Tel: +385 1 6454 295
Helpline: +385 1 4881144
Medtronic Adriatic d.o.o.
Helpline: +385 14881120

Danmark:
Medtronic Danmark A/S
Tel: +45 32 48 18 00

Deutschland:

Medtronic GmbH
Geschéftsbereich Diabetes
Telefon: +49 2159 8149-370
Telefax: +49 2159 8149-110
24-Stdn-Hotline: 0800 6464633

Eire:
Accu-Science LTD.
Tel: +353 45 433000

Espana:

Medtronic Ibérica S.A.

Tel: +34 91 625 05 42

Fax: +34 91 625 03 90

24 horas: +34 900 120 330

Estonia:

AB Medical Group Estonia Ltd
Tel: +372 6552310

Helpline: +372 5140694

Europe:

Medtronic Europe S.A. Europe, Middle
East and Africa HQ

Tel: +41 (0) 21-802-7000

France:
Medtronic France S.AS.
Tel: +33(0) 155381700

Hellas:
Medtronic Hellas S.A.
Tel: +30 210677-9099

Hong Kong:

Medtronic Hong Kong Medical Ltd.
Tel: +852 2919-1300

To order supplies: +852 2919-1322
24-hour helpline: +852 2919-6441

India:

India Medtronic Pvt. Ltd.

Tel: (+91)-80-22112245 / 32972359
Mobile: (+91)-9611633007

Patient Care Helpline:

1800 209 6777

Indonesia:

Medtronic International Ltd.
Tel: +65 6436 5090

or +65 6436 5000



Israel:

Medtronic Trading Ltd.

Tel.: +972-9-9724400

Tel. (product support -
8:00-17:00): +972-9-9724489
Helpline (weekends & holidays):
1-800-611-888

Italia:

Medtronic Italia S.p.A.

Tel: +39 02 24137 261

Fax: +39 0224138 210
Servizio assistenza tecnica:
Ne verde: 800 60 11 22

Japan:
Medtronic Japan Co. Ltd.
24 Hr. Support Line: 0120-56-32-56

BA: BEXA R AZy 7HASt

PZY: S Sl e (P
0120-56-32-56

Kazakhstan:

Medtronic BV in Kazakhstan

Tel: +7 727 311 05 80 (Almaty)

Tel: +7 717 224 48 11 (Astana)
KpyrnocyToyHas IMHWsA NOAAepXKU:
8800 080 5001

Kosovo:

Yess Pharma

Tel: +377 44 999 900
Helpline: +37745888388

Latin America:
Medtronic, Inc.
Tel: 1(305) 500-9328
Fax: 1(786) 709-4244

Latvija:

RAL SIA

Tel: +371 67316372
Helpline (9am to 6pm):
+37129611419

Lithuania:

Monameda UAB

Tel: +370 68405322
Helpline: +370 68494254

Macedonia:
Alkaloid Kons Dooel
Tel: +389 23204438

Magyarorszag:
Medtronic Hungaria Kft.
Tel: +36 1 889 0688

Malaysia:

Medtronic International Ltd.
Tel: +603 7946 9000

México:

Tel (México DF): +(11) 029 058
Tel (Interior): +01 800 000 7867
Medtronic Directo 24/7 (from México
DF):

+(55) 36 869 787

Medtronic Directo 24/7:

+01 800 681 1845

Middle East and North Africa:
Regional Office
Tel: +961-1-370 670

Montenegro:
Glosarij d.o.0.
Tel: +382 20642495

Nederland, Luxembourg:
Medtronic B.V.

Tel: +31 (0) 45-566-8291
Gratis: 0800-3422338

New Zealand:

Medica Pacifica

Phone: 6494140318
Free Phone: 0800 106 100

Norge:

Medtronic Norge A/S
Tel: +47 67 10 32 00
Fax:+47 67 103210

Osterreich:

Medtronic Osterreich GmbH

Tel: +43 (0) 1 240 44-0

24 — Stunden - Hotline: 0820 820 190

Philippines:

Medtronic International Ltd.
Tel: +65 6436 5090

or +65 6436 5000

Poccna

000 «MeaTpoHMK»

Tel: +7 495 580 73 77
KpyrnocyTouHasa MMHUA NOAAEPHKKM
8800200 76 36

Polska:
Medtronic Poland Sp. z 0.0.
Tel: +48 22 465 6934

Portugal:

Medtronic Portugal Lda
Tel: +351 21 7245100
Fax: +351 21 7245199

Puerto Rico:
Medtronic Puerto Rico
Tel: 787-753-5270

Republic of Korea:
Medtronic Korea, Co., Ltd.
Tel: +82.2.3404.3600

Romania:

Medtronic Romania S.R.L
Tel: +40372188017
Helpline: +40 726677171

Schweiz:

Medtronic (Schweiz) AG

Tel: +41 (0)31 868 0160
24-Stunden-Hotline: 0800 633333
Fax Allgemein: +41 (0)318680199

Serbia:

Epsilon Research International d.o.o.
Tel: 4381 113115554

Medtronic Serbia D.o.o

Helpline: +381 112095900

Singapore:

Medtronic International Ltd.
Tel: +65 6436 5090

or +65 6436 5000

Slovenija:

Zaloker & Zaloker d.o.o.
Tel: +386 154251 11
24-urna tehni¢na pomoc:
+386 51316560

Slovenska republika:
Medtronic Slovakia, s.r.o.
Tel: +421 26820 6942
HelpLine: +421 26820 6986

Sri Lanka:

Swiss Biogenics Ltd.
Mobile: (+91)-9003077499
or (+94)-777256760

Suomi:

Medtronic Finland Oy

Tel: +358 20 7281 200

Help line: +358 400 100 313



Sverige:

Medtronic AB

Tel: +46 8 568 585 20
Fax: +46 8 568 585 11

Taiwan:

Medtronic (Taiwan) Ltd.
Tel: 02-21836000

Toll free: +886-800-005285

Thailand:
Medtronic (Thailand) Ltd.
Tel: +662 232 7400

Tiirkiye:

Medtronic Medikal Teknoloji
Ticaret Ltd. Sirketi.

Tel: +90 216 4694330

USA:

Medtronic Diabetes Global
Headquarters

24-Hour Technical
Support: +1-800-646-4633

To order supplies: +1-800-843-6687

Ukraine:

TOB «MepTpoHik YkpaiHa»
JiHiA Uinoao60oBOI NIATPUMKM:
Ten.: 0800 508 300

United Kingdom:
Medtronic Ltd.
Tel: +44 1923-205167
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SN

Serial number« AplBuoc oeipdc- Numar de serie « CepuinHbiin Homep « Sériové Cislo «
Serijska Stevilka « Seri numarasi

REF

Catalogue number« ApilBuog katahdyou - Numdr de catalog - Homep no katanory
Kataldgové ¢islo - Kataloska stevilka - Katalog numarasi

(1x)

One per container/package « Eva avd kouti/cuokevaoia « O bucata per
recipient/pachet - OnuH Ha kKoHTeMHep/ynakoBky « Jeden kus v kazdej
schranke/baleni « En kos na pakiranje - Konteyner/ambalaj basina bir adet

(2x)

Two per container/package « Ao avd kouTi/cuokeuacia « Doua per
recipient/pachet - [18a Ha KoHTelMHep/ynakoBky « Dva kusy v kazdej Skatuli/balent -
Dva kosa na vsebnik/paket « Kap/ambalaj basina iki adet

Date of manufacture - Huepopnvia kataokeunc « Data fabricarii - lata
n3rotosnenua « Datum vyroby - Datum izdelave « Imalat tarihi

Manufacturer « KataokevaoTr¢ » Producdtor « 3rotoBuTens « Viyrobca -
Proizvajalec « Imalatgi

Consult instructions for use « YupBouleuteite TIC 0dnyiec xpriong » Consultati
instructiunile de utilizare « ObpaTUTECh K MHCTPYKLMI NO NPpUMEHeHNo « Pozrite si
pokyny na pouzivanie - Glejte navodila za uporabo « Kullanim talimatlarina bakin

N XX°C
XX°C { XX°F
XX°F

Storage temperature limits - Opla Bepuokpaciag amobrikeuong - Limitele
temperaturii de depozitare - TemnepatypHbIl AvanasoH Npu xpaHeHuu « Hrani¢né
hodnoty teploty pri skladovani - Temperaturne omejitve pri shranjevanju -
Saklama sicakhigi sinirlari

()

Non-ionizing electromagnetic radiation « Mn 1ovtilovoa NAeKTEOUAYVNTIKK
akTivoPoAia - Radiatii electromagnetice neionizante « HeroHu3npyiollee
3MeKTpoOMarHuTHoe m3nyueHne « Neionizujlce elektromagnetické Ziarenie -
Neionizirajoce elektromagnetno sevanje - lyonlastirici olmayan elektromanyetik
radyasyon

Type BF applied part « Epappoldpevo tunpa tumou BF - Componentd aplicatd de
tip BF - [leTanb, HaxoasLanca B KOHTakTe ¢ naumeHTom, Tun BF « Aplikovana cast
typu BF « Uporabljeni del tipa BF « BF tipi uygulamali parca




P48

Transmitter: Protected against the effects of continuous immersion in water (2.4
meters (8 feet) immersion for 30 minutes). « lNounoc: MpoaotateveTal and Ti¢
ETMMTWOEIG OLUVEXOUC eUPBUBIONG 0TO VEPO (RAB0C epUBiong 2,4 pétpa [8 modial
ent 30 Aemtdy). « Transmitator: Protectie impotriva scufundadrii continue in apa
(scufundare la 2,4 metri (8 picioare) timp de 30 de minute). « TpaHCMKTTER:
3alLULLEH OT AEVCTBUA BOAbI MPY MOCTOAHHOM MOrPYXeHUM (Ha rnyounHy 2,4 meTpa
(8 dyTOB) B TeueHme 30 muHyT). « Vysielat: chraneny pred Ucinkami dihsieho
ponorenia do vody (ponorenie do hibky 2,4 m (8 stép) na 30 minut). - Oddajnik:
Zasciten pred ucinki neprekinjene potopitve v vodo (potopitev do globine
2,4metra (8 Cevljev) za 30 minut). - Verici: Kesintisiz olarak suda kalmanin (30 dakika
streyle 2,4 metre (8 fit) derinlikte suda kalma) etkilerine karsi korumalidr.

+XX%

Storage humidity upper limit « Avitato éplo uypaciag amobrikeuong « Limitd
superioara de umiditate pentru depozitare « BepxHaa rpaHuvLa avianasoHa
BNaXKHOCTV Mpu xpaHeHun « Hornd hrani¢na hodnota vihkosti pri skladovani «
Zgornja meja vlaznosti pri shranjevanju « Saklama nemliligi Gst sinir

,! XX%
XX%~

Storage humidity limits - Opla vypaciag amoBrikeuong « Limitele de umiditate
pentru depozitare « [Inana3oH BNaxxHOCTX Npw XxpaHeHuw « Hrani¢né hodnoty
vlhkosti pri skladovani - Omejitve vlaznosti pri shranjevanju - Saklama nemisinirlari

C€0459

Conformité Européenne (European Conformity). This symbol means that the
device fully complies with applicable European Union Acts. - Conformité
Européenne (Eupwrmaikr) Zuppdpewaon). To cOUBONO autd onuaivel OTI TO TPOIdV
OUHMOPGWVETAL TTANPWE HE TOUC IOXVOVTEC VOLIOUE TNG Eupwrnaikrc Evwonc. «
Conformité Européenne (Conformitate europeana). Acest simbol atesta
conformitatea deplind a dispozitivului cu legislatia aplicabild a Uniunii Europene. «
Conformité Européenne (EBponeiickoe COOTBETCTBME). DTOT CUMBOJ 0003HaYaeT,
YTO YCTPOMCTBO MOSIHOCTBIO COOTBETCTBYET TPEOOBAHMIAM NPUMEHKMbIX
anpekTns EBponelickoro cotosa. » Conformité Européenne (Zhoda

s poziadavkami EU). Tento symbol znamené, Ze pomacka je v Uplnom sulade

s platnymi pravnymi predpismi Eurdpskej Unie. « Conformité Européenne
(evropska skladnost). Ta simbol pomeni, da je pripomocek v celoti skladen z
veljavnimi zakoni Evropske unije. « Conformité Européenne (Avrupa Normlarina
Uygunluk). Bu sembol, cihazin yurarltkteki Avrupa Birligi Yasalarina tam olarak
uygun oldugunu ifade eder.

Fragile, handle with care - EUBpauoTo, XelploTeite pe mpoooxn « Fragil, a se
manipula cu atentie - Xpynkoe, obpaliatbca ocTopoxHo « Krehké, zaobchadzajte
opatrne - Lomljivo, ravnajte pazljivo - Kirilabilir, dikkatli tutun




Keep dry « Alatnpeite oteyvo « A se pastra uscat - bepeus o1 Bnaru - Uchovévajte
v suchu « Hranite v suhem prostoru « Kuru olarak tutun

Recyclable, contains recycled content « AVOKUKAWOIUO, EXEL AVAKUKAWUEVO
Tieplexouevo « Reciclabil, contine componente reciclabile « [Mognexxut BTopryHOW
nepepaboTke, COAEPKUT NepepaboTaHHble MaTepuansl « Recyklovatelné,
obsahuje recyklované materialy - Za reciklazo, vsebuje recikliran material « Geri
dondstardlebilir, geri dondstdrdlmas igerik icerir

Pl

Do not dispose of this product in unsorted municipal waste stream « Mnv
ATTOPPITTTETE TO TTAPOV TEOIOV OTO SNUOTIKO CUOTNUA LN SIAXWPIOUEVWY
amopplupatwy « Nu aruncati acest produs la categoria deseurilor municipale
nesortate « He BbibpacbiBaiiTe AaHHbIN NPOAYKT BMECTE C HECOPTUPOBAHHbBIM
6biToBbBIM MycopoM « Nevyhadzuijte tento produkt do netriedeného komunalineho
odpadu - Tega izdelka ne odlagajte med nelocene skupne odpadke « Bu Griing,
ayrim yapilmayan belediye atik zincirine atmayin

Magnetic Resonance (MR) Unsafe « Mn ac@aléc yia payvnTiké ouvtoviopod (MR) «
Functionare riscantd in medii de rezonanta magnetica (RM) - Hecosmectmo ¢
MarHUTHO-pe3oHaHcHoM Tomorpaduelt (MPT) « V prostredi magnetickej
rezonancie (MR) nie je zariadenie bezpecné « Ni varno za magnetno resonanco
(MR) « Manyetik Rezonans (MR) Acisindan Guvenli Degildir

Recharge-by date « Huepounvia «Emavapdption éwe» » Data-limita pentru
reincarcare « [MoazapaanTts Ao « Termin opatovného nabitia « Rok za polnjenje « Sarj
etmek icin son tarih

© Bluetooth

Bluetooth® wireless technology or Bluetooth® enabled - AcUpuatn texvoAoyia
Bluetooth® rj evepyomoinuévo Bluetooth® - Dotat cu tehnologie fard fir Bluetooth®
sau compatibil cu tehnologie fara fir Bluetooth® « becnpoBogHasn TexHonorvis
Bluetooth® nnu sknioueHHas dyHkuUWs Bluetooth® « Podporuje bezdrotovi
technoldgiu Bluetooth® alebo funkciu Bluetooth® « Brezzi¢na tehnologija
Bluetooth® ali omogocen Bluetooth® - Bluetooth® kablosuz teknolojisi veya
Bluetooth® etkin




FCC ID: OHXXXX

Complies with United States regulations for radio frequency devices -

S UHHUOPPWVETAL LLE TOUG KAVOVIOHOUE TwV HVWEVWY MOATEIWVY YIa GUCKEUEC TTOU
Aertoupyouv pe padloouyvotnteg » Conform cu reglementdrile privind
dispozitivele cu radiofrecventa din SUA - CooteeTcTByeT TpeboBaHmam CLUA,
NpenbaBnAaeMblM K pafodacToTHbIM Nprbopam« Vyhovuje predpisom Spojenych
Statov tykajucich sa radiofrekvenc¢nych zariadeni « V skladu s predpisi Zdruzenih
drzav Amerike za naprave, ki uporabljajo radijsko frekvenco « Radyo frekans
cihazlarina yonelik Birlesik Devletler ydnetmeliklerine uygundur

1C: 3408B-XXXX

Complies with ISED Canada Radio Standards Specifications « YUPLOP@WVETAL E
TG TPOSIAYPAPES TWV TTPOTUTTIWY PASIOETIIKOIVWVIWY ToU popéa ISED Kavadd
Conform cu specificatiile privind standardele radio ale ISED Canada -
CooTBeTcTBYeT TPeOOBaAHMAM AreHTCTBa MO MHHOBALMAM, UCCeLOBAHMAM U
SKOHOMMUECKOMY Pa3BUTUIO KaHaabl, MpeaAbABAAEMbIM K YCTPONCTBAM
paanocsasu - Spiia $pecifikicie radiovych noriem kanadskej viadnej agentury
ISED - V skladu s specifikacijami glede radijskih standardov ISED Canada « ISED
Kanada Radyo Standartlari Spesifikasyonlarina uygundur

Authorized representative in the European Community « E€ouclodotnuévog
avTimpoownog otnv Evpwnaikr Kowotnta « Reprezentant autorizat in
Comunitatea Europeana « YnonHOMOYeHHbIV npeacTaBunTesb B EBponenckom
coobuecTse « Autorizovany zastupca v Europskom spolocenstve « Pooblasceni
predstavnik v Evropski skupnosti « Avrupa Toplulugu'ndaki yetkili temsilci

Complies with ANZ radiocommunications requirements « >UUUOPPWVETAL JE TIG
QATTAITACELC PASIOETIKOIVWVIWY TNG AuoTpaiiac-Néag Zniavdiag - Conform cu
cerintele privind comunicatiile radio din Australia si Noua Zeelanda «
CootBeTcTBYET TPEOOBaHMAM ABCTpanvn 1 HoBol 3enaHanm, NpeabasBasemMbiM K
pagvoceasu - Spiha poziadavky noriem Austrélie a Nového Zélandu tykajucich sa
radiovej komunikacie -V skladu zzahtevami glede radijskih komunikacij ANZ « ANZ
radyo iletisim gerekliliklerine uygundur

Complies with Japan Radio Law « Yuppop@WVETAL e TOV VOUO TTEPT
padloouyvotrTwy TN¢ lamwviag (Japan Radio Law) « Conform cu legea privind
radiocomunicatiile din Japonia « COOTBETCTBYET AMOHCKOMY 3aKOHY O Pajnio

V stlade s japonskym zdkonom o radiovych zariadeniach « V skladu z japonskim
radijskim zakonom - Japonya Radyo Yasasina uygundur




anatet oo | complies with Anatel EMC and Radiocommunications requirements «

S UHHOP@WVETAL LE TIC ATTAITHOEIC NAEKTPOUAYVNTIKAS OULBATOTNTAC KAl
padloemikovwvIwy Tou popéa Anatel « Conform cu cerintele Anatel privind CEM
si comunicatiile radio - CooTBeTcTBYET TPEOOBAHMAM HaLMOHANBbHOIO areHTCTBa
TenekoMMyHVIKaLmin bpasunuu, npeabasnaemsim K IMC v paguoceasu - Spina
poziadavky noriem Uradu Anatel tykajucich sa elektromagnetickej kompatibility
aradiovej komunikacie -V skladu zzahtevami glede elektromagnetne zdruzljivosti
in radijske komunikacije Anatel - Anatel EMC ve Radyo Iletisim gerekliliklerine
uygundur




Guardian Link (3)

The Guardian Link (3) transmitter with Bluetooth™* wireless technology is a component of the
continuous glucose monitoring (CGM) system for the MiniMed insulin pump systems with smart
device connectivity.

Figure 1. Kit components

tester @
.‘

transmitter
serter charger

Guardian Link (3) transmitter kit (MMT-7910) components

A complete transmitter kit includes the following components:

Guardian Link (3) transmitter (MMT-7911) - Charger (MMT-7715)
Two testers (MMT-7736L) «  One-press serter (MMT-7512)

Intended purpose of the device

The Guardian Link (3) transmitter (MMT-7911) is a rechargeable device and powers the glucose sensor,
collects and calculates the sensor data, and sends the data to a compatible MiniMed insulin pump
systemwith smartdevice connectivity forthe management of diabetes mellitus. The transmitteris only
compatible with the Guardian Sensor (3) glucose sensor (MMT-7020) and is indicated for single-patient
or multiple-patient use.

Contraindications

None known.
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Warnings

.

Do not use the transmitter adjacent to other electrical equipment that may cause interference
with the normal system operation. Other electrical equipment that may compromise normal
system operation has been contraindicated. For more information on electrical equipment that
may compromise normal system operation, see Exposure to magnetic fields and radiation,
page 13.

Always refer to the sensor user guide for all precautions, warnings, and instructions relating to the
sensor. Not referring to the sensor user guide can result in serious injury or damage to the sensor.

Do not allow children to put small parts in their mouth. This product poses a choking hazard for
young children.

Do not change or modify the device unless expressly approved by Medtronic Diabetes. Modifying
the device can cause serious injury, interfere with your ability to operate the device, and void your
warranty.

Do not use the tester if it comes in contact with blood. Touching blood can cause infection.
Dispose of the tester according to the local regulations for medical waste disposal, or contact your
healthcare professional for disposal information.

Bleeding may occur afterinserting the sensor. Always make sure that the site is not bleeding before
connecting the transmitter to the sensor. Blood can get into the transmitter connector and
damage the device. Discard the device if damaged. If bleeding occurs, apply steady pressure with
a sterile gauze or clean cloth at the insertion site until bleeding stops. After bleeding stops,
connect the transmitter to the sensor.

Contact your local representative if you experience any adverse reactions associated with the
transmitter or sensor. Adverse reactions can cause serious injury.

Do not discard the transmitter in a medical waste container or expose it to extreme heat. The
transmitter contains a battery that may ignite and result in serious injury.

Exposure to magnetic fields and radiation

Do not expose your transmitter to Magnetic Resonance Imaging (MRI) equipment, diathermy
devices, or otherdevices that generate strong magnetic fields (for example, x-ray, CT scan, or other
types of radiation). Exposure to a strong magnetic field has not been evaluated and can cause the
device to malfunction, resultin seriousinjury, or be unsafe.If yourtransmitter is exposed to a strong
magnetic field, discontinue use and contact your local representative for further assistance.

Always remove your sensor and transmitter before entering a room that has x-ray, MRI, diathermy,
or CT scan equipment. Exposure to a strong magnetic field has not been evaluated and can cause
the device to malfunction, result in serious injury, or be unsafe. If your sensor or transmitter is
exposed to a strong magnetic field, discontinue use and contact your local representative for
further assistance.
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Always carry the Medical emergency card provided with your device when you are traveling. The
Medical emergency card provides critical information about airport security systems and using

your transmitter safely on an airplane. Not following the guidance on the Medical emergency card
could result in serious injury.

Precautions

Do not attempt to use the Guardian Link (3) transmitter (MMT-7911) with a MiniMed insulin pump
without smart device connectivity. Only a MiniMed insulin pump with smart device connectivity
can communicate with the Guardian Link (3) transmitter (MMT-7911).

Only use the Guardian Sensor (3) glucose sensor (MMT-7020) with the transmitter. Do not use any
other sensor. Other sensors are not intended for use with the transmitter and will damage the
transmitter and the sensor.

Only use the green colored tester (MMT-7736L) with the transmitter. Pockets on the transmitter are
visible when connected to the tester. Do not use any other test plug. Other test plugs are not
intended for use with the transmitter and will damage the transmitter and the tester.

Figure 2. Transmitter pockets

Always use the tester when cleaning the transmitter. Do not use any other test plug with the
transmitter. Use of another test plug can allow water to get into the transmitter or can prevent
proper cleaning. Water can damage the transmitter.

Do nottwist the tester or sensor while attached to the transmitter. Twisting the tester or sensor will
damage the transmitter.

Do not allow the tester to come in contact with any liquid when not connected to the transmitter.
A wet tester can damage the transmitter.

Do not allow the transmitter to come in contact with any liquid when not connected to a sensor
ortothetester.Moisture willdamage the transmitterand a wet transmitter can damage the sensor.

Do not clean the O-rings on the tester with any substances. Cleaning the O-rings can damage the
tester.



Figure 3. O-rings

O-rings

Tl g&

IEC60601-1-2:2014, 4th Edition; Special EMC Precautions for Medical Electrical
Equipment

1. Special Precautions regarding Electromagnetic Compatibility (EMC): This body worn device is
intended to be operated within a reasonable residential, domestic, public or work environment
where common levels of radiated “E” (V/m) or “H” fields (A/m) exist, such as cellular phones,
wireless technology, electric can openers, microwave and induction ovens. This device
generates, uses, and can radiate radio frequency energy and, if not installed and used in
accordance with the provided instructions, may cause harmful interference to radio
communications.

2. Portable and mobile RF communications equipment can affect medical electrical equipment.
If you encounter RF interference from a mobile or stationary RF transmitter, move away from the
RF transmitter that is causing the interference.

3. Be careful when you use your transmitter closer than 30 cm (12 in) to portable radio frequency
(RF) equipment or electrical equipment. If you must use your transmitter next to portable RF
equipment or electrical equipment, observe the transmitter to verify correct system operation.
Degradation of the performance of the transmitter could result.

Assistance

Contact your local representative if you need a copy of a MiniMed system user guide.

Preparing your transmitter

The transmitter contains a non-replaceable, rechargeable battery that you can recharge as needed
with the charger. The transmitter needs to be charged before you use it. The charger has a green light
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that showsthe charging status andared light that communicates any problems during charging. If you
see a red light, see Troubleshooting, page 33. The charger needs one AAA alkaline battery.

Note: If the battery is installed incorrectly or is low, the charger will not work. Repeat the battery
installation steps using a new battery.

Installing a battery in the charger
To install a battery in the charger:

1. Push the battery cover in and slide it off (as shown in the image in step 3).

2. Insertanew AAA alkaline battery. Make sure the +and - symbols on the battery align with these
same symbols shown on the charger.

3. Slide the cover back on the charger until it clicks into place.

Charging the transmitter

CAUTION: Always charge the transmitter before inserting your sensor. A depleted
transmitter does not function. A fully charged transmitter works at least seven days without
recharging. A depleted transmitter can take up to two hours to recharge.

CAUTION: Do not store the transmitter on the charger for more than 60 days. Disconnect and
reconnectto the charger to re-charge again before use. If the transmitter is left on the charger
for more than 60 days, the transmitter battery will be permanently damaged.



To charge the transmitter:
1. Push the transmitter and the charger together to connect the transmitter to the charger.

2. Within 10 seconds after the transmitter is connected, a green light on the charger will flash for
one to two seconds as the charger powers on. For the rest of the charging time, the green light
on the charger will continue to flash in a pattern of four flashes with a pause between the four
flashes.

3. When charging is complete, the green light on the charger will stay on, without flashing, for 15
to 20 seconds and then turn off.

4. After the green charger light turns off, disconnect the transmitter from the charger. The green
light on the transmitter starts to flash.

Pairing your transmitter

Always refer to the system user guide for instructions on how to pair your transmitter with your pump.
The pump and the transmitter must be paired before data from the sensor can be sent to the pump.
The pump and the transmitter are only required to be paired once. There is no need to pair the pump

with the transmitter again when you insert a new sensor.
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Inserting the sensor

Always refer to your sensor user guide for instructions on how to insert the sensor.

Connecting the transmitter to the sensor

Before proceeding, have your MiniMed insulin pump system user guide available.

To connect the transmitter to the sensor:

1.

After the sensor is inserted, consult your sensor user guide for details on how to apply the
required tape before connecting the transmitter.

2. Hold the rounded end of the inserted sensor to prevent it from moving during connection.

. Hold the transmitter as shown. Line up the two notches on the transmitter with the side arms

of the sensor. The flat side of the transmitter should face the skin.

Slide the transmitter onto the sensor connector until the sensor arms snap into the notches on
the transmitter. If the transmitter is properly connected, and if the sensor has had enough time
to become hydrated with the interstitial fluid, the green light on the transmitter will flash 6 times.

Note: If the transmitter does not flash, see Troubleshooting, page 33.

When the transmitter light flashes green after connecting to the sensor, use your pump to start
the sensor. For more instructions, see your system user guide.

6. Attach the adhesive tab of the sensor to the transmitter.

After the transmitter is connected, consult your sensor user guide for details on applying the
required tape.

Follow the instructions that appear on the pump screen or in your system user guide.



Disconnecting the transmitter from the sensor

Before proceeding, have your MiniMed insulin pump system user guide available.

To disconnect the transmitter from the sensor:

1. Carefully remove any tape from the transmitter and sensor.

2. Remove the adhesive tab from the top of the transmitter.

3. Hold the transmitter as shown, and pinch the flexible side arms of the sensor between your
thumb and forefinger.

4. Gently pull the transmitter away from the sensor.

5. Follow the instructions that appear on the pump or in your system user guide.

Removing the sensor

Always refer to the sensor user guide for instructions on how to remove the sensor.

Reconnecting the transmitter to a sensor that is already inserted

You can reconnect your transmitter to the sensor you are currently using. Simply connect your
transmitter to the sensor that is already inserted. When the pump detects the transmitter, confirm that
youwant to Reconnect Sensor. It may take afew seconds to establish a connection when reconnecting
a sensor. Reattach the adhesive tab of the sensor to the transmitter and reapply any required tape.
When you reconnect a sensor, the sensor will go through another warm-up period before you can
calibrate it.

Tester

The testeris used to test the transmitter to make sure it is working. The tester is also used as a required
component to create a waterproof seal when cleaning the transmitter. Properly connecting the tester

19

ysi|bu3



to the transmitter ensures that fluids do not come in contact with the connector pins inside the
transmitter. Fluids can cause connector pins to corrode and affect the performance of the transmitter.

Do not twist the tester while it is attached to the transmitter. This will damage the transmitter.

The tester can be used for one year. If you continue to use the tester for more than one year, the
connector pins inside the transmitter could be damaged, because the tester cannot continue to
provide a waterproof seal. For instructions on how to check the connector pins, see Inspecting the
transmitter connector pins, page 20.

CAUTION: Only use the green colored tester (MMT-7736L) with the transmitter. Pockets on
the transmitter are visible when connected to the tester. Do not use any other test plug. Other
test plugs are not intended for use with the transmitter and will damage the transmitter and
the tester.

Figure 4. Tester and transmitter

green
tester

pockets

Inspecting the transmitter connector pins

This image is an example of how the connector pins should look.

20



Figure 5. Transmitter components

connector opening

connector pins

housing

Look inside the connector opening of the transmitter to make sure that the connector pins are not
damaged or corroded. If the connector pins are damaged or corroded, the transmitter cannot
communicate with the charger or the pump. Contact your local representative. It may be time to
replace your transmitter.

Also look for moisture inside the connector opening. If you see any moisture, allow the transmitter to
dry for at least one hour. Moisture inside the connector opening could cause the transmitter to not
work properly and could cause corrosion and damage over time.

Connecting the tester for testing or cleaning
Before proceeding, have your MiniMed insulin pump system user guide available.

To connect the tester:
1. Hold the transmitter and the tester as shown. Line up the flat side of the tester with the flat side
of the transmitter.
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2. Pushthetesterinto the transmitter until the flexible side arms of the tester click into the notches
on both sides of the transmitter.
When properly connected, the green light on the transmitter flashes 6 times.

3. To test the transmitter, check the sensor icon on the pump to ensure that the transmitter is
sending a signal (see your system user guide).

4. To clean the transmitter, see Cleaning the transmitter, page 22.
5. After testing or cleaning, disconnect the tester from the transmitter.

Disconnecting the tester

To disconnect the tester:
1. Hold the transmitter body as shown and pinch the side arms of the tester.

2. With the tester arms pinched, gently pull the transmitter away from the tester.

Note: To save transmitter battery life, do NOT leave the tester connected after cleaning or
testing.

Cleaning the transmitter

The transmitter is intended for personal use at home (single-patient use) or for use in healthcare
facilities (multiple-patient use). Single-patient use requires cleaning after each use, while
multiple-patient use requires cleaning and disinfection after each use. When using the transmitter in
a healthcare facility, always follow the cleaning and disinfecting procedure for multiple-patient use.

WARNING: Do not discard the transmitter in a medical waste container or expose it to
extreme heat. The transmitter contains a battery that may ignite and result in serious injury.
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Note: The tester is a required component for cleaning the transmitter. For details, see Tester,
page 19.

CAUTION: Do not use automated washer-disinfector to clean or disinfect the device. Using
automated washer-disinfector to clean or disinfect the device will cause damage to the

transmitter.

For single-patient use

Always clean the transmitter after each use.

To clean the transmitter, you need the following materials:
- mild liquid soap
- soft-bristled toddler toothbrush
+ container

« clean, lint-free dry cloths

Use life

The transmitter can be cleaned up to 122 times or for one year, whichever comes first. Discard the
transmitter at this point. If you continue to use the transmitter beyond 122 times or one year, the

cleaning process may damage the device. Contact your local representative to order a new transmitter.

WARNING: Do not use the device if you see any cracking, flaking, or damage to the housing.
Cracking, flaking, or damage to the housing are signs of deterioration. Deterioration of the
housing can affect the ability to properly clean the transmitter and resultin serious injury. Call
your local representative and discard the device according to local regulations for battery

disposal (non-incineration), or contact your healthcare professional for disposal information.

To clean the transmitter:

1. Wash your hands thoroughly.
2. Attach the tester to the transmitter to create a waterproof seal.
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3. If there is adhesive residue on the transmitter, see Removing adhesive residue, page 31.
4. Rinsethe transmitter under room temperature tap water for atleast one minute, and until visibly
clean. Make sure all hard-to-reach areas are rinsed completely.

5. Prepare amild liquid soap solution using 5mL (1 teaspoon) of mild liquid soap per 3.8 L (1 gallon)

of room temperature tap water.
6. With the tester still attached, submerge the transmitter in the mild liquid soap solution and soak

for one minute.
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7. Holding the tester, brush the entire surface of the transmitter using a soft-bristled toddler
toothbrush. Make sure to brush all hard-to-reach areas until visibly clean.

8. Rinse the transmitter under running room temperature tap water for at least one minute, and
until all visible liquid soap is gone.

9. Dry the transmitter and tester with a clean, dry cloth.

<

10. Place the transmitter and tester on a clean, dry cloth and air dry them completely.
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11. Disconnect the tester from the transmitter by gently squeezing the arms of the tester.

For multiple-patient use

When using the transmitterin a healthcare facility, always clean and disinfect the transmitter after each
use.

WARNING: You must adhere to Standard Precautions when handling or using this device. All
parts of the system should be considered potentially infectious and are capable of
transmitting blood-borne pathogens between patients and healthcare professionals.

The transmitter must be disinfected after use on each patient. This system may only be used
for testing multiple patients when Standard Precautions and disinfection procedures
provided by Medtronic Diabetes are followed.

To clean the transmitter, you need the following materials:

.

.

gloves

mild liquid soap

soft-bristled toddler toothbrush
8.25% bleach

two containers

clean and lint-free dry cloths

Use life

The transmitter can be cleaned and disinfected up to 122 times or for one year, whichever comes first.
Discard the transmitter at this point. If you continue to use the transmitter beyond 122 times or one
year,the cleaning and disinfection process may damage the device. Contact Medtronic to order a new
transmitter.
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To clean and disinfect the transmitter:

1. Wash your hands and put on gloves.

2. Inspect the inside of the transmitter’s connector opening for any sign of body fluid. For
instructions on how to inspect the connector pins, see Inspecting the transmitter connector

pins, page 20.

CAUTION: The person inspecting the transmitter must have sufficient vision that
enables him or her to see small drops of body fluid or debris.

WARNING: If you see any body fluid in the connector opening, you must discard the
transmitter. Because the transmitter contains a battery, do not discard in a bio-waste
container. Instead, continue to clean and disinfect the transmitter, and then discard
according to local regulations for battery disposal (non-incineration).

Figure 6. Transmitter components

connector opening

connector pins

housing

3. Attach the tester to the transmitter to create a waterproof seal.
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4. If there is adhesive residue on the transmitter, see Removing adhesive residue, page 31.

5. Rinse the transmitter under room temperature tap water for at least one minute and until visibly
clean. Make sure all hard-to-reach areas are rinsed completely.

6. Prepare amild liquid soap solution using 5 mL (1 teaspoon) of mild liquid soap per3.8 L (1 gallon)
of room temperature tap water. Make sure to prepare a fresh solution for each use.

7. With the tester still attached, submerge the transmitter in the mild liquid soap solution and soak
for one minute.

8. Holding the tester, brush the entire surface of the transmitter using a soft-bristled toddler
toothbrush. Make sure to brush all hard-to-reach areas until visibly clean.
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9. Rinse the transmitter under running room temperature tap water for at least one minute, and
until all visible liquid soap is gone.

10. Dry the transmitter and tester with a clean, dry cloth.

<

11. Preparea1:10bleach solution by using one (1) part 8.25% bleach to nine (9) parts water, forafinal
concentration of 0.8%. Make sure to prepare a fresh solution for each use.

12. Make sure that you have completed the previous cleaning steps before disinfection. With the
tester still attached, soak the transmitter in the bleach solution for 20 minutes.
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13. Rinse the transmitter under running room temperature tap water for three minutes.

14. Place the transmitter and tester on a clean, dry cloth and air dry them completely.
WARNING: If you saw any body fluid inside the connector opening on earlier
inspection, you must now discard the transmitter with tester still attached, according

to local regulations for battery disposal (non-incineration).

15. Disconnect the tester from the transmitter by gently squeezing the arms of the tester.
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16. Inspectthe housing of the transmitter for any signs of cracking, flaking, ordamage. If you see any
of these signs, you must now discard the disinfected transmitter according to local regulations

for battery disposal (non-incineration).

WARNING: Do not use the device if you see any cracking, flaking, or damage to the
housing. Cracking, flaking, or damage to the housing are signs of deterioration.
Deterioration of the housing can affect the ability to properly clean the transmitterand
resultin serious injury. Call your local representative and discard the device according
to local regulations for battery disposal (non-incineration), or contact your healthcare
professional for disposal information.

17. Discard the used gloves and thoroughly wash hands with soap and water.

Removing adhesive residue
You may need to perform this procedure if there is adhesive residue present on the transmitter. If you
visually inspect the transmitter and see adhesive residue on it, follow these instructions.

To remove adhesive residue, you need cotton swabs and a medical adhesive remover such as
Detachol™*, which is a mineral spirit.

Note: During testing, Medtronic MiniMed used Detachol™* to remove the adhesive residue from
the transmitter. Detachol™* is recommended for use but may not be available in all countries.

To remove adhesive residue:

1. Make sure the tester is attached to the transmitter.

2. Soak a cotton swab in the medical adhesive remover.

3. Hold the tester and gently rub the adhesive remover on the transmitter until the residue is
removed.
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4. Continue with the cleaning procedure. See Cleaning the transmitter, page 22 for details.

Bathing and swimming

After the transmitter and sensor are connected, they form a waterproof seal to a depth of 2.4 meters
(8 feet) for up to 30 minutes. You can shower and swim without removing them.

Cleaning the charger

This procedure is for general cleaning as required, based on physical appearance.

CAUTION: Do not immerse the charger in water or any other cleaning agent. The charger is
not waterproof. Water can damage the charger and cause the device to malfunction.

WARNING: Dispose the charger according to the local regulations for battery disposal, or
contact your healthcare professional for disposal information. The charger may ignite upon
incineration.

To clean the charger:

1. Wash your hands thoroughly.

2. Useadamp cloth with mild cleaning solution, such as a dishwashing detergent, to clean any dirt
or foreign material from the outside of the charger. Never use organic solvents, such as paint
thinner or acetone, to clean the charger.

3. Place the charger on a clean, dry cloth and air dry for two to three minutes.
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Troubleshooting

The following table contains troubleshooting information for the transmitter, charger, and tester. For

more information about troubleshooting, see your system user guide.

Table 1. Troubleshooting issues

Problem

Likely Cause(s)

Resolution

You connected the
transmitter to the
charger and no lights
came on.

The transmitter connec-
tor pins are damaged or
corroded.

Your charger battery has
no power or no battery is
inserted.

1. Check the transmitter connector pins for
damage or corrosion. For more informa-
tion about your connector pins, see
Inspecting the transmitter connector
pins, page 20. If the pins are damaged or
corroded, contact your local representa-
tive. It may be time to replace your trans-
mitter.

2. If there is no damage to the connector
pins, replace the battery in the charger.
For instructions on replacing your
charger battery, seeInstalling a batteryin
the charger, page 16.

During charging, the
flashing green light on
the charger turns off and
you see a longer flashing
red light on the charger.

Your charger battery is
low on power.

Replace the battery in the charger. For instruc-
tions on replacing your charger battery, see
Installing a battery in the charger, page 16.

During charging, the
flashing green light on
the charger turns off and
you see a series of quick
flashing red lights on the
charger for two seconds
atatime.

Your transmitter is low
on power.

1. Charge the transmitter continuously for
one hour. If flashing does not stop, pro-
ceed to step 2.

2. Charge the transmitter continuously for
eight hours. If flashing does not stop, call
your local representative. It may be time
to replace your transmitter.

During charging, a mix

of quick and long flash-
ing red lights appear on
the charger.

Your charger and your
transmitter are low on
power.
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1. Replace the battery in the charger. For
instructions on replacing your charger
battery, see Installing a battery in the
charger, page 16.

2. Charge the transmitter continuously for
one hour. If the quick flashing red lights
do not stop, proceed to step 3.
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Table 1. Troubleshooting issues (continued)

Problem

Likely Cause(s)

Resolution

3.

Charge the transmitter continuously for
eighthours. If flashing does not stop, call
your local representative. It may be time
to replace your transmitter.

The green light on the
transmitter does not
flash when you connect
it to the sensor.

Your transmitter is not
fully connected.

Your transmitter is low
on power.

Your sensor is not prop-
erly inserted into your
body.

. Disconnect the transmitter from the sen-

SOr.

. Wait for five seconds and reconnect

them. If the green light still does not
flash, proceed to step 3.

. Fully charge the transmitter and connect

it to the tester. If the green light still does
not flash, see troubleshooting on “The
green light on the transmitter does not
flashwhenyou connectitto the tester” If
the green lightflashes, proceed to step 4.

. Disconnect the transmitter from the

tester, wait atleast five seconds, and con-
nect the transmitter to the sensor. If the
greenlightstilldoes not flash, proceed to
step 5.

The sensor may not be properly inserted

into your body. Remove the sensor from
your body and insert a new sensor.

The green light on the
transmitter does not
flash when you connect
it to the tester.

Your transmitter is not
fully connected.

Your transmitter is low
on power.

Check the connection between the
transmitter and the tester. If the green
light still does not flash, proceed to step
2.

2. Fully charge the transmitter.

Test the transmitter with the tester again.
If you stilldo not see the greenlightflash,
call your local representative. It may be
time to replace your transmitter.

Your transmitter battery
does not last for seven
days.

Your transmitter is not
fully charged when you
connect it to the sensor.
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necting it to the sensor. If the transmitter
battery still does not last for the duration
of one sensor use, proceed to step 2.




Table 1. Troubleshooting issues (continued)

Problem Likely Cause(s) Resolution
The transmitter and 2. Moveaway from any equipmentthatcan
pump frequently lose cause RF interference. For more informa-
wireless connection. tion on RF interference, see the Radio

Compliance Information sheet included
with your pump.

3. Make sure your pump and your trans-
mitter are located on the same side of
your body to minimize any RF interfer-
ence. If your fully charged transmitter
battery continues to lose power before a
full seven days, call your local represen-
tative. It may be time to replace your
transmitter.

Your transmitter has lost | Your pump is out of 1. Move awayfromany equipmentthatcan

connection with your range. cause RF interference. For more informa-

pump. There is RF interference tion on RF interference, see the Radio
from other devices. Compliance information sheet included

with your transmitter. If your transmitter
is still not communicating with your
pump, proceed to step 2.

2. Make sure your pump and your trans-
mitter are located on the same side of
your body to minimize any RF interfer-
ence. If your transmitter is still not com-
municating with your pump, call your
local representative for assistance.

Note: An alarm or alert occurs and a message appears when your transmitter has lost connection

with your pump for 30 minutes.

Storage and handling

Store the transmitter, charger, and testerin a clean, dry location at room temperature. If the transmitter
is not in use, you must charge the transmitter at least once every 60 days.

CAUTION: Do not store the transmitter on the charger. If the transmitter is left on the charger
for more than 60 days, the battery will be permanently damaged.
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Disposal

Do not dispose the transmitter in unsorted municipal waste stream. Discard the transmitter according
to local regulations for battery disposal, or contact your healthcare professional for disposal

information.

Specifications

The essential performance (EP) of the transmitter is to measure and transmit to a monitoring device the
sensing device's signal value(s) within the transmitter's accuracy requirements under the specified use
conditions outlined in the system user guide and for the duration of the expected service life. If the
transmitter experiences electromagnetic disturbances, either no orincorrect data may be transmitted.
In such situations, refer to the operation, maintenance, and troubleshooting instructions within the
applicable user guides. You may also use the tester to test if the transmitter is operating properly. If the
transmitter is damaged or if it cannot communicate with the charger or pump, contact your local
Medtronic support representative for assistance.

Table 2. Product specifications

Biocompatibility

Transmitter: Complies with EN 1SO 10993-1

Applied parts

Transmitter
Sensor

Operating conditions

Transmitter temperature: 0°C to 45°C (32°F to 113°F)

Caution: When operating the transmitter on a tester in air temperatures
greater than 41°C (106°F), the temperature of the transmitter may exceed
43°C (109°F).

Transmitter relative humidity: 10% to 95% with no condensation
Transmitter pressure: 57.60 kPa to 106.17 kPa (8.4 psi to 15.4 psi)

Charger temperature: 10°C to 40°C (50°F to 104°F)

Charger relative humidity: 30% to 75% with no condensation

Storage conditions

Transmitter temperature: -20°C to 55°C (-4°F to 131°F)
Transmitter relative humidity: up to 95% with no condensation
Transmitter pressure: 57.6 kPa to 106 kPa (8.4 psi to 15.4 psi)
Charger temperature: -10°C to 50°C (14°F to 122°F)

Charger relative humidity: 10% to 95% with no condensation

Battery life

Transmitter: Seven days of continuous glucose monitoring immediately
following a full charge.
Charger: The charger uses one new AAA battery to charge the transmitter.

Transmitter frequency

2.4 GHz band, Bluetooth™* wireless technology (version 4.0)

Effective radiated
power (ERP)

-12.05 dBm (0.06 mW)
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Table 2. Product specifications (continued)

Effective isotropic -9.9 dBm (0.1 mW)
radiated power (EIRP)
Operating range Up to 1.8 meters (6 feet) in free-air

Transmitter expected |The transmitter expected service life is one year depending on patient

service life usage.

Transmitter wireless communication
Quality of service

The transmitter and insulin pump connect via smart device connectivity. The transmitter sends
glucose data and system-related alerts to the pump. The pump verifies the integrity of received data
after wireless transmission.

Data security

The transmitter is designed to only accept radio frequency (RF) communications from recognized and
linked devices. You must pair your pump with the transmitter before the pump will acceptinformation
from the transmitter.

The MiniMed insulin pumps and system components (meters and transmitters) ensure data security
via proprietary means and data integrity using error checking processes, such as cyclic redundancy
checks.

Traveling by air

Your transmitter is safe for use on commercial airlines. If questioned by airline personnel about the use
of your device, please show them your Medical emergency card.
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Guidance and manufacturer’s declaration

Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

Emissions Test Compliance Electromagnetic Environment - Guidance
RF emissions CISPR 11 The transmitter uses RF energy only for system communi-
CISPR 11 Group 1,Class B | cations. Therefore, its RF emissions are very low and are not
Harmonic emis- | Not applicable likely to cause any interference in nearby electronic equip-
sions ment.
IEC61000-3-2 Note: The preceding statement is required by IEC
Voltage fluctua- | Not applicable 60601-1-2 for Group 1, Class B devices. Since the transmitter
tions/flicker emis- is battery powered, its emissions will not be affected by the
sions establishment power supply and thereisno evidence ofany
I[EC 61000-3-3 issues associated with the use of the system in domestic

establishments.

Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

Immunity Test

IEC 60601-1-2:2014
Test Level

Max foreseeable use
condition per IEC
60601-1-2:2014

Electromagnetic Envi-
ronment Guidance

Electrostatic discharge

+8 kV contact

+8 kV contact

For use in a typical

(ESD) +2 kV, +4 kV, =8 kV, +2 kV, 4 kV, =8 kV, domestic, commercial,
IEC 61000-4-2 +15 kV air +15kV air or hospital environment.
Conducted disturbances | 3 Vs Not applicable Requirement does not
induced by RF fields 150 kHz to 80 MHz apply to this battery

6 Vams powered device.

ISM bands between

150 kHz to 80 MHz
Electrical fast transi- +2 kV Not applicable Requirement does not
ent/burst 100 kHz repetition fre- apply to this battery
IEC 61000-4-4 quency powered device.
Surge Line to Line: 0.5 kV, Not applicable Requirement does not
IEC 61000-4-5 +1kV apply to this battery

Line to Ground: 0.5 kV,
+1kV, £2 kV

powered device.

Note: Uy is the a.c. mains

voltage prior to applicatio

n of the test level.

Voltage dips, short inter-
ruptions, and voltage
variations on power sup-
ply lines

0% Ur; 0.5 cycles (at 0°,
45°,90° 135°,180°, 225°
270° and 315°)

0% Ur; 1 cycle (at 0°)
3

Not applicable

8

Requirement does not
apply to this battery
powered device.




Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

Immunity Test

IEC 60601-1-2:2014
Test Level

Max foreseeable use
condition per IEC
60601-1-2:2014

Electromagnetic Envi-
ronment Guidance

IEC 61000-4-11 70% for 25/30 cycles (at

0°)

0% for 250/300 cycles
Power frequency 30 A/m 30 A/m For use in a typical
(50/60 Hz) magnetic field domestic, commercial,
IEC 61000-4-8 or hospital environment.

Proximity fields from RF
wireless communica-
tions equipment

I[EC 60601-1-2:2014,
Table 9

[EC 60601-1-2:2014,
Table 9

For use in a typical
domestic, commercial,
or hospital environment.

IEC 61000-4-3

Note: U is the a.c. mains voltage prior to application of the test level.

Radiated RF 10V/m 10V/m Portable and mobile RF
IEC 61000-4-3 80 MHz to 2.7 GHz 80 MHz to 6 GHz communications equip-

80% AM at 1 kHz

80% AM at 1 kHz

ment should be used no
closer to any part of the
transmitter than the rec-
ommended separation
distance of 30 cm (12in).
Field strengths from
fixed RF transmitters, as
determined by an elec-
tromagnetic site survey,
should be less than the
compliance level in each
frequency range.
Interference may occur
in the vicinity of equip-
ment marked with the
following symbol:

)

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption, and reflection from structures, objects and people.
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Warranty

Medtronic MiniMed, Inc. (or such other legal entity as may be referred to as manufacturer on the
labeling of this device “Medtronic MiniMed") warrants the Medtronic transmitter to the purchaser of
the product against defects in material and workmanship for a period of one (1) year and the charger
for up to one (1) year from the date of purchase.

During the warranty period, Medtronic MiniMed will replace or repair, at its discretion, any defective
transmitter or charger, subject to the conditions and exclusions stated herein. This warranty applies
only to new devices. In the event a transmitter or charger is replaced, the warranty period will not be
extended past its original expiration date.

This warranty is valid only if the Medtronic transmitter or charger is used in accordance with the
manufacturer’s instructions. Without limitation, this warranty will not apply:

- If damage results from changes or modifications made to the transmitter or charger by the user,
or third persons, after the date of purchase.

- If damage results from service or repairs performed by any person or entity other than the
manufacturer.

- If damage results from a Force Majeure or other event beyond the control of the manufacturer.

- Ifdamage results from negligence orimproper use, including but not limited to:improper storage,
submersion in water, physical abuse, (such as dropping).

- Ifdamage results from use of the device in a manner other than according to the manufacturer’s
product labeling, instructions for use, or regulatory notifications.

This warranty shall be personal to the original purchaser. Any sale, rental or other transfer or use of the
product covered by this warranty to or by a user other than the original purchaser shall cause this
warranty to immediately terminate. This warranty does not apply to Glucose Sensors and other
accessories.

The remedies provided for in this warranty are the exclusive remedies available for any breach hereof.
Neither Medtronic MiniMed nor its suppliers or distributors shall be liable for any incidental,
consequential, or special damage of any nature or kind caused by or arising out of a defect in the
product.

All other conditions and warranties, other than mandatory statutory warranties, expressed or implied,
are excluded, including the warranties of merchantability and fitness for a particular purpose.

This warranty gives the purchaser specific legal rights, and the purchaser may also have other rights
that vary under local law. This warranty does not affect the purchaser’s statutory rights.
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Open Source Software (OSS) Disclosure

This document identifies the Open Source Software that may be separately called, executed, linked,
affiliated, or otherwise utilized by this product.

Such Open Source Software is licensed to users subject to the terms and conditions of the separate
software license agreement for such Open Source Software.

Use of the Open Source Software by you shall be governed entirely by the terms and conditions of such
license.

The source/object code and applicable license for the Open Source Software can be obtained at the
following site: http://www.ouah.org/ogay/hmac/.
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Guardian Link (3)

O moumdc Guardian Link (3) pe acUpuatn Texvoloyia Bluetooth™* eival e€4ptnua Tou CUCTHUATOC
ouvexoUG mapakolouBnong YAukolng (continuous glucose monitoring: CGM) yla Ta ouotipata
AVTAIWV IvaoLAIvNG MiniMed e cuvdeCIUOTNTA e EEUTIVEC CUOKEUEC,

Ewkoéva 1. E¢aptrpata tou Kit

GUOKEUN)
SOoKIUNGg

TIOUTIOq
OUOKeU serter $opTIoTg

E€aptiipata tov Kit mopmou Guardian Link (3) (MMT-7910)
Eva m\rpeg kit mopummoU mephapBdvel Ta akdAouba e€apTruata:

Moumd Guardian Link (3) (MMT-7911) « Ooptiotr) (MMT-7715)
AVO oUOKeVEG SoKIUAC (MMT-7736L) « Yuokeun One-press serter (MMT-7512)

MNpoopi{6pevog KOTOG TOL TPOIOVTOG

O moumdc Guardian Link (3) (MMT-7911) eival pia emavagopti{duevn CUOKELH Kal TPOPOSOTE! e
pevpa Tov alotnTAPa YAUKOLNG, CUAEYEL Kal uTtoAoyilel Ta Sedopuéva aioBnTripa Kal OTEAVEL T
dedopéva o éva cuuPatd cuOTNUA AVTAIAS vaouiivng MiniMed e cuvdeoIUOTNTA e EEUTTVEC
ouokeuéqylatn Slaxeipion Tou cakxapwdn SlarTn. O mounog eival cupBatd UoVo LE Tov alcBntrpa
YAUKO(NC Guardian Sensor (3) (MMT-7020) kal evdeikvuTal yia Xprion o€ évav acBevr | o TOAOUG
aoBeveic.

Avtevdeilelc

Kauia yvwotn.
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Mpogidomoinoeig

Mn xpnotuomoleite Tov mournd Simha o AANOV NAEKTPIKS €EOTTAIGIS TTOU UTTOPE! VA TIOOKANEDEL
TIAPEURBONEC OTN PUOCIOAOYIKH AEITOUPYIA TOU CUGTAUATOC. AAMOC NAEKTPIKOC ECOTTAIGOC TTOU
evdéxeTal va umoBabuicel Tn pUOIOAOYIKK AslToupyia Tou cuoTruatog avtevdeikvutal Ma
TIEPIOCOTEPEC TTANPOPOPIEG OXETIKA e NAEKTPIKO COTAIOLIO TTou evdéxeTal va uTtoBabpuicel Tn
(UOIONOYIKK AelToupyla Tou cuoTraTog, PA. EkBeon o€ payvntikd media kal akTivoBoAig,

O€A. 44.

Na avatpéxete mavta otov 08nyd XPHoNG Tou aloBNTAPa Yia OAEC TIC TTPOPUAAEELC,
npoeldoTolnoel¢ kKal odnyieg mou oxetiCovTal pe Tov aioBntrpa. Eav dev avatpéete otov 0dnyod
XPNoNg Tou alobnTripa, Umopel va eméNBel 6oapdg TPAUUATIOHOC 1 BAGRN oTov alcbntrpa.
Mnv emtpénete ota maidid va FACouv OTo OTOUA TOUC HIKPA e€apTraTa. To mapdy mpoidv
OULVIOTA Kiv&LVO TTVIVHIOU Yia TA HIKPd TTaIdId.

Mnv aMACETE Kal PNV TPOTIOTIOLE(TE TN CUCKEUT), EKTOG €AV EXETE AABEL pNTr €yKpIon amd T
Medtronic Diabetes. H Tpomomnoinon Tng CUCKELNC UMOPEL va TPOKAAETEL GOBAPO TPAUUATIONS,
Va TIAPEUTOSIOEN TNV IKAVOTNTA 0AC VA XEIPICEDTE TN GUOKEUN KAl VA AKUPWOEL TNV £yyUNOH 0aC.
Mn XpNOIOTTIOIETE TN CUOKEUT OOKIUNAG AV €PBEL O€ emagn Pe aipa. H emagnr e alua pmopei va
TIPOKAAETEL AolUWEN. ATTOPPIPTE TN CUCKELT SOKIUAC CUPPWVA [IE TOUG TOTTIKOUC KAVOVIOUOUG
niepl amoOPEIPNE IATPIKWY ATMOBAATWY 1 EMKOIVWVACTE UE TOV IATPO GAG YIA TTANPOPOPIEC
anoppupng.

MeTé TNV eloaywyr] Tou aloBNTAPA UMOPE! va TapOoUsIacTe! alpoppayia. MNMavta va Belalnveote
OTI TO onelo dev aoppayel TPty CUVOECETE TOV TTOUTO OTOV AloONTHEA. MTTopEi va el0XwPNOEL
aipa oTov CUVEEGHIO TOU TOUTTOU KAl VA TIPOKAAEDEL BAAN 0TN CUOKEUN. ATTOPPIPTE TN CUCKEUN
€dv €xel umooTel BAARN. Edv mapouciaoTei aioppayia, EQapudoTe oTabepr Tieon e
QATMOCTEIPWHEVN YALA 1 UE KaBapd Tavi 0To onUelo El0aywYHC WS GTOU CTANATATE N Alloppayia.
MONIC OTAUATACEL N alpoppayia, CUVEEGTE TOV TTOUNO OToV aloBNnTPA.

ETTIKOIVWVAOTE E TOV TOTTIKO GAC AVTIMTPOCWTTO €AV TAPATNENOETE OMOIECSAHTIOTE AVETMIBUUNTEC
AvTIOPATELC TTOL OXETICOVTAL [E TOV TTOUTTO 1 UE Tov aloBnTripa. Ot avemBuunTeg avTiOPATEIS
UITOPOUV VA TIPOKAAEGOLV 0ORAPO TPAUUATIOUO.

Mnv amopp(nTeTe Tov MopNd o€ OOXEIO IATPIKWY ATOBANTWY Kal NV Tov eKOETETE O€ akpaia
BepudtnTta. O moumdC MePIEXEL UmaTapia TTou Umopel va avagAeyel kal va odnyroel o coRapd
TPAULATIOO.

‘EkOeon og payvntikda media kat aktivopolia

Mnv ekBETETE TOV TTOUTO GAC O ECOTTAICHO UayVNTIKAC Topoypagiag (MRI), cuckeuég SlaBeppiag
1 GAAEC CUCKEVECTTOU TIAPAYOUV I0XUPA ayvNTIKA TTedia (Yia Tapddelyua, akTivoypagia, a&oviKr
Topoypagia r AANoL TUTTOL aKTIVOBOAIAK). H ékBeon o€ 1oxupd payvnTiké medio Oev €xel
alohoynBel kat umopel va mpokaAéoel SUCAEITOUPYIQ TNG CUCKEUNC, VA ETTIPEPEL 0OBAPS
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TEAUHATIOHO 1 Va VAL ETIIOQANAG. EGv 0 TTOUTTOC 0aG eKTEDET O€ IoXUPS payvnTIKO TIEdiO, SIakOPTE
TN XPAOoN KAl ETIKOWVWVAOTE HE TOV TOTTIKO 0AG QVTITPOCWTTO YIA TTEPAITEPW BonOela.

Na agalpeite mavta Tov alobnTHEa Kal Tov ToUNS oag Pl EI0EA0eTE oe aiBouoa mou SlabETel
€COTAIOUO aKTIVOYPaQIag, LayvnTIknc Topoypapiac (MRI), SiaBepuiag r afovikng Topoypagiog
(CT). H éxBeon o€ 1oxupd payvnTikd medio Sev éxel a&lohoynBel kal Umopei va TTPOKANEDEL
SUOAEITOUPYIA TNG CUCKELNG, VA ETIPEPEL 0OBAPS TPAULATIONS 1 va eival emMo@aAic. Edv o
aloBNTAPAC i © TOUTOC 0aE EKTEDOUV OE 1oXUPS LayvNTIKO Tedi0, SIAKOPTE TN Xprion Kal
ETKOIVWVAOTE JE TOV TOTTIKO 0AC AVTITPOCWTTO YIA TIEPAITEPW BorBela.

Otav TaideveTe, va €xete mavta Yadi oag TNy KAPTA EKTAKTNG IATPIKNAG AVAYKNG TTOU TIAREXETA
padi pe Tn ouokewr 0ac. H KAPTA EKTAKTNG IATPIKAC AVAYKNG TTAREXEL KP{OILES TTANPOPOPIEC
OXETIKA JUE TA CUOTAHATA ACPAAEIAC TWV AEPOOPOUIWY KAl TNV AOPAAH XPrion TOU TTOUNOU 0aG O
agpomAdvo. H un tpnon Twy odnyliv oTnv KAPTA EKTAKTNG IATPIKAC avaykng Ba umopoloe va
EXEL WC ATTOTENEOUA 0OBAPS TPAUUATIOLO.

MNpoguldaéelg

MnV eTTIXEIPNOETE VA XPNOLUoTOoeTe Tov ournd Guardian Link (3) (MMT-7911) ue avtAia
voouAivng MiniMed mou ev Slabétel cuvdeoIUATNTA UE EEUTTVEC CUOKEVEC. MAOVO [ia avThia
voouAivng MiniMed pe cuvdeaIuOTNTA LE ECUTTVEC CUOKEUEC UTTOPEL VA ETTIKOIVWVIOEL UE TOV
miourntd Guardian Link (3) (MMT-7911).

Na ypnotuormoleite pévo tov aiobntrpa yAukolng Guardian Sensor (3) (MMT-7020) e Tov TouTo.
Mn xpNnOIUOTOLETE Kavévay MO aloBnTrpa. Aol alcBntrpeg dev mpoopilovTal yla Xprion |e
Tov Toumé Kal Ba mpokahécouv BAARN oTov ToUTé Kal 0Tov alobntrpa.

Na xpnolUoToIElTe UOVO TN CUCKELT OOKIUNC TTPAGIVOU XpwaTtog (MMT-7736L) e tov mouro. Ot
ECOXEC OTOV TTOUTTO €lval 0paTéC dTav gival CUVOEDELEVOC UE TN CLUOKELT SOKIUAC. Mn
Xpnoluormolete Ao Buoua Sokiunc. AMa Bucpata dokiung dev mpoopilovTal yia xprion Ue Tov
Touré kal Ba mpokahégouy BAAPBN OTOV TOUTTO Kal GTN GUOKELH SOKIUNAC.

Ewkéva 2. Ecoxeg moumou

Otav kaBapileTe ToV TTOUTO, VA XPNOIUOTOIETE TTAVTA TN GUOKEUR SOKIUNAC. M XoNnCIUOTTOICETE
Kavéva aAo Buca SOKIUAC pe Tov TTouTTd. H xprion dANoU BUCUATOC SOKIUNAC UTTOPEI VA ETIITREEL
TNV EI0XWPENON VEPOU GTOV TIOUTO 1 UMTOPE( VAl ATTOTREPEI TOV CWOTO KaBapIopo. To vepd umopet
Va TTPOKAAEDEL BAAPBN oTOV TTOUTTO.
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Mn CUOTPEPETE TN OUOKELT SOKIUNG 1 TOV AloBNTHPA VW ival oLVOESELEVA LE TOV TTOUTTO. H
OUGTPOPN TNG CUCKELNAGS SOKIUNG 1) Tou aloBnTripa Ba PoKAAETEL BAAPBN OTOV TTOUTTO.

Mnv emtpéPete 0Tn cLUOKEUH SOKIUAC va €pBel Oe ema@r| e OTOIOSATIOTE LYPS OTav SeV ival
ouvdebepévn otov oo, H uypr| cuokeur SOKIUNG UTTOPEL va TTPOKAAETEL BAARN oTov TToumo.
Mnv emTpEPETE OTOV TTOUMS Va €pOEL O eMaQr) e LYPO GTAV N CUCKeLH dev eival cuvdedeuévn
o€ aloBnTApa 1} o€ cuokeur| SoKIUAC. H uypacia Ba mpokaléael BAARN oTov MOUMS Kal 0 UYPOC
TTOUITOC UIMOPE( va TTPOKAAECEL BAAGRN oTOV aloBnTrpa.

Mnv kaBapilete Toug SAKTUAIOUC OTEYAVOTTOINGNG TNG CUCKEUNG OOKIUNAG E OTTOIECONTIOTE
ouofec. O kaBaplopodE Twv SAKTUAIWY OTEYAVOTTIOINGNG UTOPE! VA TTPOKANEDEL BAARN TN CUCKELN
OOKIUNG.

Eikova 3. AakTUAIOI GTEYaVOTTOinoNG

AakTUALOL
oteyavoroinong

IEC 60601-1-2:2014, 4n ékdoon, Eidikég mpouAdeic HMX yia latpiko
NAEKTPIKO e§OMAIOUO

1. EISIKEC TTPOPUAALEIG AVAPOPIKA UE TNV NAEKTPOMAYVNTIKK oupBatotnta (HMY): Autr n
OUOKEUT TTOU (POPIETAl OTO OWHA TTPOOPICETAI YIA VA AEITOUPYE! LECA OE EDAOYO OIKIOTIKO,
OIKIOKS, SNUAGIO 1 €pYACIAKO TIEPIBANOV, OTTOUL UTIAPXOUV CUVRH BN emimeda akTivoRoAoUueVwy
niediwv «E» (V/m) 1) «H» (A/m), dnwg KivnTa TNAEQWVA, ACUPUATN TEXVONOYIQ, NAEKTPIKA
QVOIYTAPIA VIO KOVOEPREC, POVPEVOL IKPOKUUATWY Kal emaywyrc Bepudtntac. H mapouoa
OUCKEUN TIAPAYEL, XPNOILOTIOIET KAl UTTOPEl VA EKTTEUTIEL EVEPYEID PAOIOCUXVOTHTWY Kal, EAV OV
EYKATAOTADE( Kal XpNOIUoToINBEl CUPPWVA UE TIC TTAPEXOUEVEG 08NYIEC, EVOEXETAL Va
TTPOKAAETEL eMMPBAAREIC TTAPEUBOANEC OTIC PASIOETTIKOIVWVIEC.

2. O @opNnTOC Kal KIVNTOC EEOTTAICHOC EMIKOIVWVIAG e padloouxvotnTeg (RF) pumopei va emnpedoel
TOV 1ATPIKO NAEKTPIKS e€omAIopd. Edv avTipeTwTioeTe mapeuBoréc padloouyvotritwy (RF) amd
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évav Kivnté fy 0Tabepd mopmnd padlocUXVOTATWY, AMOUAKPUVOE(TE aTTd TOV TTOUTO
PASI0CUXVOTHTWY TTOU TTIPOKAAEL TIC TTAPEURBOAEC,

3. Na €loTe MPOOEeKTIKO! GTAV XPNOIMOTIOIEITE TOV TOUTO 0a¢ O AMOOTAON UIKPOTEPN TwV 30 cm
(12 in) amd opnTd €€OMAICUO PAdIOCUXVOTATWY (RF) r| NAeKTPIKO e€omMAIoUO. Edv Tpémel va
XPNOIOTIOIOETE ToV TTouné oag Simha o popnTod Comiiopd padlocuxvothitwy (RF)
NAEKTPIKS €EOTTAIOUO, TTAPAKONOUDELTE TOV TTOUTTO YIa VA EMAANBEVCETE TN OWOTH AElToupyia
TOUL OUOTAUATOC Mopel va TTpokANBel umoBabuion TS anddoong Tou TOUTOU.

Borifsia

Edav xpelaleote éva avtiypago Tou odnyou Xpriong Tou cuoTrpatog MiniMed, emkolvwvAoTE LE Tov
TOTIIKO 0a¢ AVTITPOOWTTO.

Mpoegtolpacia Tou mopmou cag

O moumdg mePIEXEL Jia emavagopti{duevn pnatapia mou Sev urmopei va avTikataotabel kal Tnv omoia
Uropeite va emavagopTioste OmoTe Xpeldletal Ye Tov opTIoTH. O TTounog MPETTEL VA pOPTICTEL TPV
ToV XpNnotuorolfoeTe. O popTIoTrG SlabETel ia pdaoivn WTEVH EvOelEn mou mapouctdlel Ty
KatéoTtaon eOPTIoNG KAl K KOKKIVA QWTEIVH EVOEIEn TTou eIO0TTOLET YA TUXOV TTPOBARLATA TTOU
eVOEXETAL VA LTTAPEOLY KATA TN POPTION. EAV avAel i KOKKIVN WTEWVH €VOeLEn, BA. Emthuon
TPORANATWY, CE. 66. a TN AEITOUPYIQ TOU POPTIOTH) ATTAITETAL Hia AAKAAKT purmatapia AAA.

Inupeiwon: O popTioTh¢ Sev Ba Asitoupyrioel edv n uratapia dev éxel TomoBeTnBel cWoTA 1) GV
TO opTio TNC €ival xapnAd. Emavardete ta Bripata TomobéTnong TNG Umatapiag
XONOILOTIOIWVTAG Kalvoupla pratapia.

Eykatdotaon pmatapiag otov ¢opTioTh
MNa tnv eykataoctaon Tng Hmatapiag oTov QopTioTh:
1. IMPWETE TO KAAUUUA TNG MITATap(ag mpog Ta UEoa Kal CUPETE TO YIa va Ryel (Ow¢ gaivetalotnv
€lKOVA OTO Prjua 3).

2. Eloayayete pia kavoupla ahkahikr prmatapia AAA. BeBalwbeite Ti Ta cUUBOAA «+» Kal «-» OTNV
pratapia euBuypappiCovtal pe Ta idla cuPBoAa TTOU PaivovTal GTOV POPTIOTH.

3. YUPETE TO KAANUMMA TNE Urmatapiag mmow oTov QoPTIOTH WEXOL VA EpapudoEl oTn Béon Tou.
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D®o6pTion TOU MTOUTTIOU

MPOXZOXH: Na @opTileTe MAVTATOV TTOUTIO TIPLV ELCAYAYETE TOV AloONTAPA 0aG. Evag moumog
pe e€avTAnpévn pmatapia Sev Aeitoupyei. Evac A pwe @opTIoPEVOC TTOUTTOC AEITOUPYEL Yia
TOUAAXIOTOV ENMTA NUEPES XwpIG emavagdépTion. Evag moundg pe e€aviAnuévn umatapia
MTTOPEL Va XPELaoTEl €W Kal SU0 WPEG YIa VA ETTAVAPOPTIOTEL

MPOXOXH: Mn @UAACOETE TOV TTOUTTO EMAVW OTOV (POPTIOTH YIA TTEPIOCOTEPEC ATIO

60 NUEPEC. ATOCUVOEDTE TOV KAl EMAVACUVOECTE TOV OTOV (POPTIOTH YIA VA TOV
€Mava@opTioeTe Eavd mptv amo Tn xprion. Eav o moumdg mapapeivel oTov @OPTIOTH yia
TEPIOCOTEPEG ATIO 60 NUEPEG, N UTATAPia TOU TTOUTTOU Ba UTTOOTEL POVIUN BAARN.

MNa va @opticete Tov mMOUNo:

1. YMPWETE TOV MOUTTO Kal ToV GoPTIOTH Hadi yia va CUVOECETE TOV TIOUTO OTOV POPTIOTH.
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2. Méoa oe 10 SeutepdAenta amd T oLVSEDN Tou Toumou, apxiCel va avaBooBrvel wia mpacivn
QWTEIVA €VOEIEN OTOV POPTIOTA YIA Eva €WG SVO SEUTEPONETTTA, KABWCE O POPTIOTHS
EVEPYOTTOIEITAL 10 TO UTTOAOITTIO TOU XPAVOU POPTIONG, N TTPACIVN QWTEVH €VOEIEN OTOV
(PopTIoTH Ba ouveyioel va avaBoofrvel akoAouBwWVTAG éva LOoTIR0o TEoodpwY AIUPEWY LE JIa
Tavon LETAE) TwV TECOAPWY AAPPEWV.

3. Otav n eopTIon OAOKANPWOEL, N TPACIVN QWTEIVH EVOEIEN OTOV POPTIOTH Ba TTAPALEIVEL
avappévn, xwpelc va avaBoofrivel, yia 15 éwg 20 deutepdAenta kal petd B6a ofRoeL

J G

4. A@oU OBACEL N TRACIVN QWTEIVH EVOEIEN TOU POPTIOTH, ATTOCUVOEDTE TOV TTOUTTO ATd TOV
@opTIoTH. H mpdoivn ewTelvr| évdelgn otov mopumnod Ba apyioel va avaBooPBrvel.

Y0{evén TOU MOUMOL CaC

Ma o&nyieg OXETIKA UE ToV TPOTTO CUCELENC TOU TIOUTTOU GAG E TNV AVTAIQ 0AG, VO QVOTREXETE TTAVTA
oTov 08Ny XPriong TOU CUCTAUATOG. H avTAia Kal o moumog mpémet va ouleuxBoUv yla va Jmopouv va
otéhvovtal Sedopéva amod Tov aloBntrpa oTny avtiia. H avtAia kat o moumog xpeladetat va
ouCeuxBoUV LOVO pia popd. Aev xpeldleTal va culeUEeTe TNV avTAia Ue Tov mound Eavd otav
EIOAYAYETE VEO QloBNTrPA.

Elcaywyn tov aieOntripa

Ma 0dNYIEC OXETIKA HE TOV TPOTIO EI0QYWYHE TOU AloBNTAPA, VO AVATPEXETE TTAVTA GTOV 08NYO XProNG
ToL aloBnTrPa oag.

Y0vdeon Tov moumoL otov aloctntripa

MNplv ouveyioeTe, ppovTioTe va éxeTe SIaBECIUO TOV 08NYO XPErONG TOU CUCTHUATOC AVTAIAC IVGOUAIVNG
MiniMed.
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MNa va cuvdécete Tov moumnmd otov aicOntripa:

1.

Ao eloaydyeTe Tov aloBNTrPa, CUMBOUAEUTEITE TOV 0ONYO XPrioNG TOU AloBNTrPa 0ag yid
AETTTOUEPELIEC OXETIKA HE TO TTWG VA EQAPUOCETE TNV ATTAITOVHEVN KOANTIKK TAvVia TPV
OUVOETETE TOV TTOUTTO.

. Kpatote 1o otpoyyulepéVo AKPO TOU EI0NYHEVOU AIOBNTAOA YIA VA NV TOV AQHOETE VA KIVNOE(

Kata TN SIAPKEL TNG OLVOEDONG.

. Kpatnote tov moumd omwc arelkoviletal. EuBuypauuioTe TIc SU0 eYKOTTEG TOU TTOUTOU LIE TOUC

TAeUPIKOUG Bpayiovec Tou aloBnTrApa. H emimedn mAeupd Tou ToUToU TPETEL VAl £ival
OTPAUUEVN TTIPOC TNV TTAEUPA TOU GEPUATOC.

Y VUPETE TOV TTOUTTO EMAVW OTOV CUVOECHO TOU aloBNTAPA UEXPL Ot Bpaxiovec Tou alobntrpa va
EPAPHOCOUV OTIG EYKOTTEG TOU TTOUTTOU. EQV 0 TTOUTOC €xEl OLUVOEDEl CWOTA KAl 0 AlOBNTHPAG EixE
QPKETS XPOVO yia va evudatwoel e To SIAUESO LYPO, N TTPACIVN PWTELVH EVOEIEN TOU TTOUTTOU
Ba avaBoofricel 6 popéd.

Inueiwon: Edv o moumnog Sev avaBooPrioel, BA. Emluon mpoBAnudTwy, GeA. 66.
Otav n ewTelvr) évOelfn Tou oMoV avacBooBHOEL LE TTPAGIVO XPWHA LETA TN oUVOEDN E TOV

aloBNTAPA, XPNOILOTIOINOTE TNV AVTAIQ GAC YIA VA EKKIVIOETE TOV aloBntrpa. [Na meplocoTEPES
odnyiec, avatpé€te oTov 06NYO XErONG TOU CUCTAKATOC OAC.

6. NPOCAPTNOTE TO AUTOKOANTO YAWOGIO! TOU aloBNnTrpa GTOV TTOUTTO.

AoV 0 TToumé¢ oLVOEDE], CUPBOUAEUTEITE TOV 0ONYd XProNG ToL aloBNnTHPA 0ag yia
AEMTOUEPEIEC OXETIKA LE TNV EQAPHOYH TNG ATTAITOUUEVNC TAIVIAC.

AkohouBnaTe Tic 08nyiec mou epgaviCovtal otny 086vn TNS avTAiag 1y aTov 0Onyod XProng Tou
OLOTAUOTOC OAG,
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AmocUvdean Tov MOMMoU amnod Tov atlcdntipa

Mplv cuveyioeTe, POVTIOTE va €XeTe SIABEGIUO TOV 0ONYO XPHONG TOU CUGTAMATOC QVTAIAS IVOOUAIVNG
MiniMed.

Ma va amoouvSécete Tov Moo amd Tov atcOntipa:

1. AQaIpEOTE TTPOOEKTIKA KABE KOMNNTIKA Tawvia amd Tov moumd Kal Tov aiodnTrpa.

2. AQaip€aTe TO QUTOKOANTO YAWGGISL armd To eMAVW HEPOC TOU TTOUTTOU.

3. Kpatrote Tov moumnod Omwe GaiveTal 0TNV EIKOVA KAl TTIECTE TOUC EVKAUTTTOUC TTAEUPIKOUC
Bpayiovec Tou alcBNTAPA AVAESA GTOV AVTIXEPA Kal ToV Se(KTN aac.

4. Tpafr&te amald Tov ToUmo yid va ToV AMOUAKPUVETE armod ToV alobnTtrpa.

5. AkohouBrioTe TIc 0dnyieg mou epgaviCovtal otnv avtiia oag r aTov 08nyd Xerong Tou
OLOTAKOTOC OAG.

A@aipgon Tov ailcOntipa

la o&nyiec OXeTIKA e TOV TPOTIO apaipeong TOu AloBNTAEA, VA AVATEEXETE TIAVTA OTOV 08NYS XPHoNG
Tou alcbnTpa.

EmavaoiUvéeon Tou mopmou pe aioOntripa mov éxet én elcayOei

Mmopeite va emavacuvOECETE TOV IO OAG UE TOV aloBNTHPA Tou xpnolpoToleiTe TN Sedopévn
OTIyUr. ATAWC CUVOEDTE TOV TTOUTTO 0Ag e ToV alobnTripa mou €xel N elcayBel. Otav n avTAia
QVIXVEVOELTOV TTOWTIO, MBEeBawoTe 0TI BEAETE TNV «Emavacuvd. aloBntripar. Katd tny emavacivdson
eVOC AIoBNTAPA, UTTOPE( Va XPEIACTOUV LEPIKA SEUTEPOAETTTA Yia va eTTELXOEl cUVOEDN,
MpooaptroTe {avA TO AUTOKOAMNTO YAWOGIOI TOU aloBnTr)pa oToV TOUTTO Kal TomoBetroTe {ava Tavia
edv xpetdletal. Otav emavacuvdEeTe évav alobntripa, o aloBntrpac 8a eKTEAEGEL TTAA TTPOBEPAVON
TIPWV YUTTOPECETE VA TOV BOBUOVOUNOETE.
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Yuokeun SoKIpNG

H cuokeur] SOKIUNG XPNOIMOTTOIETAL Yia TN OOKIU TOU TTOUTTOU Yia Va Slac@aloTE! 0Tl Asltoupyei. H
ouoKeur SOKIUAG XPNOIUOTIOLETAL £TTIONG WE ATTAUTOULEVO £€APTN A Yia TNV emiteuén adiaBpoxng
OTeEYavOTNTAG KATA TOV KABAPIoUO Tou TTourTou. H cwaTr cuvOeon TNG GUOKEUN G SOKIUNG OTOV TTOUTTO
e€ao@ahilel 0TI dev Ba EABouv LYPA G€ eMAPK e TIC AKIGEC CUVOECOU OTO E0WTEPIKO TOU TToUTToU. Ta
UYPA UTOPOUY va TTPOKAAETOLV OIABPwWaon OTIC aKIGEC OUVOEGHIOU Kal va EMTNEEACOLY TNV anddoon
Tou Tourou.

Mn CUOTEEPETE TN CUOKEUT OOKIUAG EVW Eival CUVEESEUEVN JUE TOV TTOUTTO. AUTO Ba TpoKaAéoel BAARN
OTOV TTIOUTO.

H cuokeur] SOKIUNG UMOPE( va XpNOIUOTIOLETAl YIa éva €TOC. EAV GUVEXIOETE va XpNOIUOTIOIETE TN
ouoKeur SOKIUAG YIa TTEQIOTATEPO ATIO €va €TOC, Ol AKIOEC CUVOECOU OTO ECWTEPIKS TOU TTOUTTOU
propet va umooTouv BAGRN, S10T1 N cuokeur] Sokiung Sev Ba gival og 6éon va cuvexioel va TIApEXEL
adlafBpoxn oteyavotnTa. la odnyleg OXETIKA UE TOV TPOTTO EAEYXOU TwV akidwv cuvdEauou, BPA.
EAeyxoC Twv akidwv oLVOECOU TOU TTOUTOU, GEA. 52.

MPOXZOXH: Na xpnotpomnolgite pdvo tn ouokeur SoKIUNG TPActvou Xpwuatog (MMT-7736L)
pe Tov o, Ol E0OXEC OTOV TTOUTTO Eival OPATEG OTAV Eival CUVOESEUEVOC [IE TN OUOKEUN

Sokiunc. Mn xpnotupormoleite Ao Buopa Sokiuric. ANa Buopata dokiung dev mpoopilovtal
yla xprion Pe Tov moumo kat Oa mpokahécouv BAAPN otov moumd Kal 0Tn CUOKEUT SOKIUAG.

Ewkova 4. Suokeur) OOKIUAG KAl TTOUTOC

mpdoivn
OUOKEUN)
SoKng

‘EAeyx0G TwV aKidwv cuvS£GHOU TOU TTOMTTOU

AUTH N €IKOVA amOTENE! éva TTAPASEIYLA YIA TO TTIWC TTPETTEL VA (paivovTal Ol aKIOEC GUVOETOU.
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Ewkéva 5. E¢apTripata mopmou

Aavolypa ouvoéopou

akideg ouvdéapou

mePiBAnua

Korta&te péoa oto Avolypa Tou OLVOECOU TOU TTOUTOU Yia va BeBalwbeite 0Tt o akideg cuvEEouoU
dev €youv umooTel PAARN Kal Sev éxouv dlafpwbel. Eqv ot akidec ouvdEopou éxouv UTTOOTE! (NUIA 1
S1aBpwon, 0 TOUNOC OV UMOPE! VA ETTIKOIVWVITEL LIE TOV QOPTIOTH 1 TNV AVTAIQ. ETIIKOIVWVAOTE HE TOV
TOTTIKO 0aG aVTIITPOOoWTTO. Towe fPBE N OTIyUr VA AVTIKATAOTHCETE TOV TTOUTS OAG,

Emiong, eéy&te ediv UTTAPXEL LYPAGIA UECQ OTO AVOLY A TOU cLVSETUoL. Edv Oeite uypacia, aprioTe Tov
TTIOUTTO VA OTEYVWOEL Y1 TOUAAXIOTOV Wia wpa. H uypacia péoa oto dvotypua tou cuvdEcpou Ba
UITOPOUCE va EUMOSICEL TN CWOTH AEITOUPYIA TOU TTOUTOU KAl VA TTPOKAAECEL SidBpwon katl BAARN ue
™V épodo Tou Xpdvou.

T0vde0oN TG OUOKEVNG SOKIMAG Yia SoKIUA 1} KaBapiouo

Mplv ouveyioeTe, ppovTioTe va éxeTe SIaBECIUO TOV 08NYO XPr|ONG TOU CUCTHHATOC AVTAIAC IVGOUAIVNG
MiniMed.

MNa va cuvdéoete TN CUOKEUR SOKIUNG:

1. KpatroTe Tov mopmnd Kal Tn cuoKeur SOKIUNG OTtwc amneikoviCetatl. EuBuypappioTe tnv eminedn
TAEUPA TNG CUOKEUNG OOKIUAG LE TNV EMiedn MAEUPA TOU TTOUTTOU.
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2. Y1PWETE TN CUCKELT) OOKIUNG LESA GTOV TIOUTTO, W OTOU Ol EUKAUTTTOL TTAEUPIKOI Bpayiovec Tng
OUOKEUNC SOKIUNAG KAVOULV KAIK OTIC EYKOTTEC KAl OTIC SUO TTAEUPEC TOU TTOUTTOU.

Epdoov n ouvdeon eival owaoTr, N TEACIVN QWTEWV EVOEIEN GTOV MOUITS avaBoofRrvel 6 popEd.
3. Tan SoKiur Tou ooy, EAéYETE To elkovidlo aloBntrpa otnv avtiia yia va Belaiwbeite &tio
TIOUNOC oTéNVEL orjua (BA. Tov 08nyod XProng TOU CUCTAUATOC OAC).
4. Ta va kaBapiocete Tov moumo, BA. KaBapiopdg Tou Toumou, GeA. 55.
5. Metd tn SoKiun 1 Tov KaBaplouo, amocuVEECTE TN CUCKELT SOKIUAC aTd TOV TTOUTTO.

AmocouUveon TNG CUCKEUNRG SOKIUNG

Ma va amoouvééoete T OUOKEVH SOKIUNG:

1. KpaTAOTE TO GWHA TOU TTOUITOU OTTWE PAVETAL OTNV EIKOVA KAl OQIETE TOUC TTAEUPIKOUC
Bpayioveg TNG cuokeunc OOKIUNG.

2. Yplyyovtag toug Bpayiovec TnG SUOKEUNC SOKIUNG, TEABAETE ArmaAd Tov TTOUTTO and Tn CUOKEUN
OOKIUNG.
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Inpeiwon:Na va e€0IKOVOUNCETE TNV EVEPYELD TNG UmaTapiag Tou moummou, MHN agrivete
T ouokeur] SOKIUNG oLVOESEUEVN UETA TOV KABaPIouo 1 TN SOKIUN.

KaBapiopdg tov moumou

O moumdc mpoopiletal yia TPOoWTTIKK XErion Kat' oikov (xprion amd évav uovo acBevr) 1 yla xprion
o€ 1dpupaTa UYEIOVOUIKACTTEPIBaAYNG (xprion amd moAoUC acBeveic). H xprion amod évav pévo acBevn
amaitei kaBaptopd PETA amd K&Be xprion, evw n xerion and moAoU¢ acBeveic amnaitel kaBapiopd kal
amoAUpavon HETa amod KABe xprion. Otav o Mounog XpNoIUOTOLETal O {(OPUKA UYEIOVOUIKNAG
neplBaiPng, Ba mpémel va akohouBeital mavta n Sladikaocia kabapIopoy Kal amoAUUAVONG TTOU
TIPOBAETETAL YIa TN XPrion ammo TTOAOUG aoBeveic.

MPOEIAOIMOIHZH: Mnv amoppinteTe TOV TOUTS o€ SOXEIO LATPIKWY AmTOBAATWY KAl LNV TOV
ekOétete o€ akpaia OepudTnTa. O TOUTTOC TIEPIEXEL UITATAPIO TTOU UTTOPEL VA AVAPAEYEL KAl va
obnyrio&l oe coBapo TPAVUATIONO.

Tnueiwon: H cuokeur| SoKIUAC eival amatoupevo EAPTNUA yia Tov KaBaplopd Tou TTopmou. Ma
AETITOPEPELEG, BA. ZUoKeUr| SOKIUNG, OEA. 52.

MPOZOXH: Mn xpnolUoToLEiTE QUTOUATN CUCKEUH TTAUONG-ATTOAUAVONG Yia Va KaBapioeTe
1} va armoAUPAVETE TN GUOKEUN. H Xprion autouatng GUOKEUN G TAUONG-AmOAUAVONG YIa TOV
KaBaplopo i TNV amoAvuaveon TG cUoKeLN G Ba mpokaAéoel {nuid oTov ToTo.

MNa xprion ané évav pévo acBeviy
KaBapilete mévta tov moumd petd amd kABe xprion.
Ma va kaBapioeTe Tov ToUno, XPelAleoTe Ta akdhouBa UAIKA:

NTTo UYPO OATTOLVI

maidIkr) 0OoVTOROVETOA UE HAAAKEG TRIXEC
doyeio

KaBapd, oteyva mavid Tou eV aprivouy Xvoudt

Aapkela {wng

O moumdc umopei va kabaploTtel éwgkal 122 eopEGH yia éva €Tog, 611010 arTd Ta SV TTponyNOEl xpovIKA.

Otav @Taoel auTr N XEOVIKN oTyur|, anmoppipte tov moumo. Eav cuveyioete va xpnoluomnole(te Tov
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TIOUTO TIEPA ATTO TIC 122 POPEC 1 TO €va €T0¢, N Sladikaoia KaBapIopoU eVEEXETAI VA TIPOKANETEL LA
OTN OUOKEL. ETIKOIVWVAOTE JE TOV TOTTIKG 0aG avTITPAOWTTO YIa VA TTAPAYYENETE évay VEO TIOUTO.

MPOEIAOMOIHZH: Mn XpnOILOTIOICETE T CUCKEUH EAV TTAPATNPHOETE OTTOIAOTIOTE
pwyun, Eephoudiopa i (nuia oto mepifAnua. Ot pwyuég, To Ee@hovdiopa i ot {nUiEG oTo
mepiBAnua amotelolyv evdeiéelc Bopdc. H pBopd Tou mePIBARUATOC UTTOPE( VA EMNPEACEL
TNV SuvatdTNTA CWOTOU KABAPIGHOU TOU TTOUTTOU KAl VA 08NYrio&l o€ 0o30p0 TPAUUATIOUO.
KaAéoTe Tov TOTKO 0a¢ avTimpOowITo KAl armopPiPTe TN GUOKEUT CUUPWVA UE TOUC TOTTIKOUG
KAVOVIOUOUG TTEPi améppiPng Umataplwy (Oxt amoTéE@Pwan) ) EMKOWVWVNOTE HE TOV LlOTPO
0ag yla TAnpogopieg amdppihng.

MNa va kabapicete Tov mouno:

1. MAOVeTE OXONAOTIKA TA XEPIA OAC.
2. MpocapTtroTe T cuoKeur SOKIUAC OTOV TTOUTTO yia va emTteuxBel adiapoxn oTeyavoTnTa.

3. Edv umdpxel KOMWEEC UTTOAEIUUA GTOV TIOUTTO, BA. AQaipecn TOU KOAWAOUC UTTOAEUUATOC,
O€A. 65.

4. ZeMAOVETE TOV TIOUTO WE VEPO BpUonG og Bepuokpacia SwHATIOU Yla TOUAAXIOTOV éva AETTTO,
péxpLva gival eppavwg kaBapog. BeRaiwbeite 6Tt OAa Ta duompdotta oneia éxouv EeMUBE(
KaAQ.
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5. MapaokeudoTe éva SlaAua ATTIOU LYPOU GATTOLVIOU XPNOIUOTTOIWVTAG 5 mL (1 KouTaAdKl)
Armou LypoL carmouviol avd 3,8 L (1 yahovi) vepou Bpuonc o Bepuokpacia Swuartiou.

6. Me Tn cuokeur) SOKIUNC aKoUN MTPocapTnHEVN, BuBioTe Tov moumnod oto SidAupa Ao uypPoU
OamouVIoU Kal LOUNIACTE YIa éva AeTTTO.

7. Kpatwvtag tn cuokeur] SOKIUNG, BoupToioTe OAN TNV EMPAVEIA TOU TTIOUTOU XPNGCIUOTTOIWVTAC
pia maudikry odovtoBouptoa pe pahakeg Tpixec. Opovtiote va Bouptaioete OAa Ta duompoaoita

OnUEia LéXPL va eival epeavwg kadapd.
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8. ZeMAUVETE TOV TTOUTTO KATW amd TPEXOUHEVO VEPO Bpuong ot Bepuokpacia dwpatiou yia
TOUAAXIOTOV €va AeTTTO Kal EXPL VA ATTOUAKPUVOET TANPWG TO 0paTd LYPO GATTOUVL.

9. XTeyVWOTE TOV TTOUTO Kal TN OUCKEUr SOKIUAC e éva kaBapo, oTeyvo mavi.

<

10. TormoBeTr\OTE TOV TTOUTO KAl TN CUCKEULT) SOKIUNG EMTAVW O€ éva KaBapd, oTeyvo mavi Kat aprjoTe
TA VA OTEYVWOOLY EVTEAWC OTOV aéPa.

11. AmoouvdéaTe TN cuokeur SOKIUNG ard Tov TTouné mélovTag amald Toug Bpayioveg T
OUOKEUNC SOKIUAC.
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MNa xprion ané moAAoVg acOeveic

Otav o moundg xpNOIUOTIOIETal O [BpUUA UYEIOVOUIKAC TTEQIBaAPNG, TTAVTOTE va kabBapileTe kal va
QTTOAULIAUVETE TOV TTOUTO PETA amd KABe xprion.

MPOEIAOTMOIHZH: MNpémel va TN PEITE TIG TUTTIKEG TTPOPUAAEEIG KATA TOV XEIPIOMO 1) TN Xprion
NG mapoVoag cUOKEUNC. OAa Ta e€apTHATA TOU CUOTHATOC Ba TPEMEL va BewpouvTal
SuvnTIKA POAUCUATIKA KAl UITOPOoUV Va PETASWOOLV AINATOYEVWE UeTadidopeva maboyova
pEeTA&L TV a0BEVWY Kal TWV EMAYYEAUATIWV LYEIAC.

O moumég MPEMEL va amOAUUAIVETAL LETA TN Xprion o€ KABe évav acBevr). AuTto To cuoTnua
ETTPETETAL VA XPNOILOTIOLETAL Yia TNV €€€Ttaon mMOAamAwV acBevwy pévo étav tnpouvtal
Ol TUTTIKEG TIPOPUAAEELG, KaBWG Kat ot S1adIkacieg amoAUPAVONG TTOU TTAPEXOVTAL Ao TN
Medtronic Diabetes.

lNa va kaBapioete Tov moumo, XpeldleoTe Ta akOAoUBa UAIKA:

yavtia

7o UYPO OATTOLVI

maldIkr) 0OoVTOROVETOA UE LAAAKEC TPIXEC

YA\wpivn 8,25%

dvo doxela

KaBapd Kal oTeyvAa mavid ou Ogv a@rivouv xvoudl
Adpkela {wng

O moumdc umopei va kabaploTei katva amolupavBei éwckal 122 @opEécr yia éva €Tog, 0mrolo anmd Ta SUo
nponynBel xpovikd. Otav OTACEL AUTH N XPOVIKN OTIyUr, amoppite Tov moumd. Edv cuvexioeTe va
XPNOIOTIOIETE TOV TTOUTO TiEPa amod TIC 122 opEC 1 To éva £To¢, N Sladikacia kabaplopou kal
QATTOAVLIAVONG UTTOPE! VA TTPOKAAEDEL {NUIA OTN CUCKEUT. ETkovwvroTe ue T Medtronic yia va
mapayyeirete évav Kavouplo mouTo.
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MNa va kabapicete Kal va amoAUUAVETE TOV TOUTO:

1. MAOVETE Ta X€PIa 0AC KAl POPETTE YAVTIAL.

2. EmBewprioTe To e0WTEPIKO TOU AVOlYUATOC CUVOESIOU TOU TTOUTTOU YIA TUXOV EVOELEN
OWHATIKWY LYPWV. [a 08NYIEC OXETIKA E TOV TPOTTO EMBEWPNONE TWV aKIGWY TOU CUVEETHIOU,
BA. EAeyxoc Twv akidwv cuVOECUOU TOU TTOUTOU, GEA. 52.

MPOXOXH: To dtopo TTou eMOEWPEI TOV TTOUTTO TIPETTEL VA £XEL IKAVOTTOINTIKN Opaon, N
omoia Ba Tou emTPEMEL VA BAETIEL LIKPEC OTAYOVEC CWUATIKWY UYPWV I UTTOAEIUUATWV.

MPOEIAOTMOIHZH: Edv beite omoladrmote CwHATIKA UYPA OTO AVOLyHd TOU
OULVOECOU, TIPETTEL VA ATTOPPIPETE TOV TTOUTTO. ETTEIS 0 TOUMTOC TTEPIEXEL UTaTApPIa, LNV
Tov anoppipete o€ doxeio Bloloyikwv amoBANTwv. AvtiBeTa, cuveyiote va kaBapilete
KOl VO AITOAUMIAIVETE TOV TTOUTTO KAl ETTEITA ATOPPIPTE TOV CUUPWVA E TOUG TOTTIKOUG
KOAVOVIGUOUG amoppIPngG Umataplwy (Oxt amotéppwon).

Eikéva 6. E¢aptriuata mourmou

Aavotyua ouvdéopou

akideg ouvdéopou

mepiBAnpa

3. MpoocapTACTE TN CUOKELH SOKIUNG OTOV TTOUTO Yia va emTeuxOei adlaBpoxn oteyavotnta.

60



4. EAv undpxel KOMWOEC UTTOAEIUA OTOV TTOUTTO, BA. Apaipeon Tou KOMWOOUC UTTOAEILUATOC,

O€A. 65.
5. ZeMAUVETE Tov TTOUTO e vepd Ppuong oe Bepuokpacia dwuatiou yla TOUAAXIOTOV va AeTTTo,
HEXPLVa gival epeavws kaBapod. BeRaiwbeite 6Tt OAa ta duompdolta onpeia éxouy EeMUDEI

KOAQ.

6. MNapaokevdoTe éva Siédhuua [TTou UYpPoU CATIOUVIOU XPNOIWOTTOIWVTAC 5 ML (T KOUTAAGKI)
Armou LypoL carouviol avd 3,8 L (1 yahowi) vepol Bpuonc o Bepuokpacia dwuatiou. Oa
npénel va eTolddeTe Kavouplo SlaAupa yia KaBe xprion.

7. Mg Tn cuokeur SOKIUAG AKOUN TTPOCaPTNUEVN, BUBICTE TOV TTOUTO GTO SIAAUUA KTTIOU LYPOU
OQTTOLVIOU KAl MOUAIACTE yla €va AETTTO.
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8. Kpatwvtag tn cuokeur) SOKIUNG, FoupToioTe OAN TNV ETTIPAVEIQ TOU TTOUTTOU XPNOILOTTOIWVTAG
pia maidikry odovToRoupToa e aNakES Tpixec. OpovtioTte va Fouptoioete OAa Ta duoTpooita
onuEia péxpl va givat epeavig kabapd.

9. ZemAUVETE TOV TOUTTO KATW aTtd TPEXOUUEVO VEPO Bpuonc o€ Bepuokpacia dwuatiou yia
TOUAAXIOTOV €va AEMTO Kal LEXPL VA ATTOUAKPUVOET TTAMpWG TO 0paTd LYPO GATTOUVL.

10. 2TeYVWOTE TOV OO Kal TN CUOKEUr OOKIUAC HE éva kabBapod, OTeyvo mavi.
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11. Etowdote éva diahupa Y\wpivng 1:10 xpnotpomolwvtag éva (1) pépog xhwpivng 8,25% o€ evvéa
(9) uépn vepou, yla TEAK cuykévTpwaon 0,8%. Oa MEEMEL va ETOIUALETE Kalvouplo SIdAuua yia
KA&Be xpnon.

12. BePalwbeite OTI éxeTe OAOKANPWOEL TA TIPONYOUUEVA BraTa KABapIopoU TPty T
amoAUpavon. Me tn oLOKeUr OOKIUAG AKOUN TTPOCAPTNHEVN, BUBIOTE TOV MOUNO GTO SIAAUHA

xhwpivng yla 20 Aemta.

13. ZEMAUOVETE TOV TTOUTO KATW Ao TPEXOVHEVO VERS Bpuong ot Beppokpacia dwuatiou yia
Tpla hentd.
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14. TomoBeToTe TOV TOUTTO KAl TN OLOKEUR SOKIUAC EMAVW OE éva KaBapod, 0TeyvO mavi Kal aproTe

TA VA OTEYVWMOOUV EVTEAWG OTOV AéPAl.

MPOEIAONMOIHZH: Edv €idate omoladnmote cwUaTIKA LyPd péoa oTo Avolyua
OUVOEGOU KATA TOV TTPONYOUUEVO ENEYXO OAG, TIPETTELTWPA VA ATTOPP{PETE TOV TTOUTTO
ME TN oLOoKeLN SOKIUAG KON TTIPOCAPTNEV, CUUPWVA JUE TOUG TOTTIKOUG
KQVOVIOUOUG TTEPT amépplPnG UmaTaplwy (01 amoTeppwon).

. ATTOOUVOEDTE TN CUOKEUT QOKILAG amtd ToV OO TECOVTAC AMAAd TOUG BPaxioves TG
OUOKELNG SOKIUNG.

. EmBewpnote o mepiBANUA TOU TTOUTTOU VI TUXOV EVOEIEEIC pwYHWY, EEPAoudiouatogr) Bopdc.
Edv mapatnpnoete Kamola and auTtég TIC eVOEIEEIC, TTRETTEL VA ATTOPPIPETE TWPA TOV
QTTOAUIACUEVO TTOUTTO CUPWVA LIE TOUG TOTTIKOUC KAVOVICUOUC TTER{ améppIPng UmaTaplav (Ox
kavon).

MPOEIAOMOIHZH: Mn XpNnOIOTIOICETE TN CUGKEUH AV TTAPATN P OETE OMOLASATTOTE
pwypun, Ee@rovdiopa i (nuid oto mepiPAnua. Ot pwyuég, To EepAoudiopa i ot {NUIEC
oto mePiPAnpa amotehovv evdeifelc pBopdc. H Bopd Tou mepIBAjuatog pmopei va
EMNPEACEL TNV SuVATOTNTA CWOTOU KABAPIOUOU TOU TTOUTTOU KAl VA 08Nnyr ol o€
ooBapd Tpavpatiopd. Kahéote Tov TomiKé 0a¢ avTimpoowTTo KAl AmopeiYPTe T
OUGCKEUN OUP@PWVA PE TOUG TOTILKOUG KAVOVIOUOUG TTEPT améppting Hmatapiwv (oxt
ATmOTEPPWAN) 1 EMIKOIVWVAOTE E TOV LATPO GAG YA TTANPOPOpIes andpping.

17. ATTOpP{PTE TA XPNOIUOTIOINUEVA YAVTIA KAl TTAUVETE OXOAAOTIKA TA XEPIA OAG UE CATTOUVI KAl

VEPOD.
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A@aipgon Tou KOAWSOUG UTTOAEIHHATOG

Mmopei va xpelaoTei va ekTeAéoeTe auTr| TN Sladikaoia eav UTTAPXEL KOMWOES UTTOAEIUUA OTOV TIOUTTO.
Edv emBewpr|oeTe OTTTIKA TOV TTOUTTO Kal O&(Te KOMWSEEG UTTOAEILUA ETTAVW TOU, AKONOUBHOTE QUTEG TIG
odnylec.

[0 va aQalpETeTe TO KOMWOEC UTTOAEIUIA, Ba XPEINOTETE UMATOVETEC BapBakiol Kat éva uypd
aPpaipeonC IATPIKWY AUTOKOMNTWY, OTTWC To Detachol™*, To omolo eival éva opyavikod SIaAUTIKO.

Tnueiwon: Katd tn Sidpkeia tng dokiung, n Medtronic MiniMed xpnoipomnoinoe Detachol™* yia
NV agaipeon Tou KOAMWSOUC UTTOAEUUATOC amd Tov moumd. To Detachol™* cuvioTtdtal yia
XPNoN, AANA prmopel va pny eivat SIaBECIUO 0 ONEC TIC XWPEC.

Ma va agaipéoete To KOAAWSEG UTTOAEIUMA:

1. BeBaiwBeite 611 N cuokeur) SOKIUAG Elval TTPOCAPTNUEVN OTOV TTOUTTO.
2. Eumotiote pia umatovéta BauBakiol e To bypd APaipeoNC IATEIKWY AUTOKOANTWV.

3. Kpatiote Tn cuokeur) OOKIUAE KAl TRIPTE amaid To LypO aPaipECNC AUTOKONNTWY OTOV TTOUTTO
HEXPLVa apalpeBel TO UTTOAEIUUAL.

2

k.
AN

N

4. Yuveyiote pe ™ diadikacia kabaplopov. BA. KaBapiopdg Tou oo, GeA. 55 yia AeTmTOUEPELEC.

Mmavio Kat KOAUuTTL

Otav 0 mounog kat 0 aloBnTripag eival cuvOEOEpEVOL, TTAPEXOUV adIABEOXN OTEYAVATNTA UEXPL TO
BaBoctwy 2,4 pétpwy (8 OSIA) YIa €W Kal 30 AeTTTA. MITOPE(TE VA KAVETE VTOUG KAl VA KONUUTTATE XWPIG

VA TOUC APAIPEDETE.
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KaBaplopdg tou popTioth

Autr) n Siadikacia mpoopileTal yla Tov YEVIKO KABAPIOUO TTOU aTTaITETal, AVAAOYA JE TN QUOIKH

eQoavion.

MPOXZOXH: Mnv eppubilete To YOPTIOTN OTO VEPO 1} 0€ AANO TTapdayovta Kabapiopov. O
@opTIoTr¢ Sev gival adidppoxoc. To vepd umopei va mpokaAéael BAABN 0ToV POoPTIOTH Kal
SuoAelToupyia TNG CUCKEUNC.

MPOEIAONMOIHZH: AoppiyTe TOV QOPTIOTH CUPPWVA PE TOUG TOTTIIKOUG KAVOVIOUOUG TTEPL
amopPIPNG UITATAPIWVY I ETMKOIVWVAOTE HE TOV lATPO 0ag Yia MAnpoopisc andppiync. O
POPTIOTNC EVOEXETAL VA AVAPAEYEL KATA TNV AMOTEQPWON.

MNa va kabapiote Tov opTioTH:

1. MAOVeTE OXONAOTIKA TA XEPIA OAC.

2. XPNOILOTIOINOTE €va VOTIOUEVO TTaVi E ITTIO KAaBapIoTIKO OIAALUA, OTTWGS ATTOPPUTTAVTIKO
TIATWY, Yla va kabapioete kABe Bpwuid r EEvo UAKS amd To eEWTEPIKO TOU GOPTIOTH. Mn
XPNOIUOTIOIEITE TTOTE OPYAVIKOUC SIAAUTEG, OTTWG OIAAUTIKO XPWUOTOC I AKETOVN, YIA TOV
kaBaploud Tou GopTIoTH.

3. TomoBeTNOTE TOV POPTIOTH TTAVW OFE éva KaBapod, GTeEYVE TTav( Kal apr|oTe TOV VA OTEYVWOEL OTOV
aépa yla SUO £wC Tpia AeTTa.

EniAvon npofAnudtwv

O Mapakd&Tw TTiVAKAG TIEPIEXEL TTANPOPOPIEC AVTILETWTTIONG TTROBANUATWY TOU TTOUTTOU, TOU (POPTIOTH
KA TNG OUOKEUN G OOKIUNG. A TTEQIOTGATEPEC TTANPOPOPIEC OXETIKA LIE TNV AVTILETWTTION TTPOBANUATWY,

avatpé€te otov 0dnyod Xpriong ToU CUCTHLIATOC Oac.

MNivakag 1. AvTiueTOmon mpoRANUATwWY

MNpdéfAnua

MBava aitia

Eniluon

YuvOEoaTe ToV IO
OTOV (POPTIOTH Kal Oev
avape kapia pwtevn

évbelln.

Ol akibec ouvdéopiou
TOU TTOHTTOU £XOLV UTIO-
oTel (nia n dlaBpwon.
H umatapia Tov opTi-
oTr oag dev €xel loxU 1y
Oev éxel eloayBel umata-
pla.
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1. ENéy€re TIc akideg ouvdéopou Tou
mopmoL yia (niary SiaBpwon. Nna mepio-
OOTEPEC TTANPOPOPIEC OXETIKA JE TIG AKi-
Oec ouvdEapovy, PA. EAeyxog Twv akidwv
OUVOECIOU TOU TTOUTTO, GEA. 52. EAv ol
akidec éxouv umootel BAARN N eivat dia-
BPWUEVEC, ETTIKOIVWVNOTE [IE TOV TOTTIKO




MNivakag 1. AVTIHETWOTION TPORANUATWY (CUVEXELQ)

MNpoBAnua

MOava aitia

EmiAuon

oacavTimpoowo. low¢pBe n otiyur va
QVTIKATAOTHOETE TOV TTOUTTIO OAG,.

. Eav ol akidec ouvdéapiou dev éxouv uTo-

OTel BAAPN, AVTIKATACTAOTE TNV UMaATA-
pia otov popTIoTH. Na 0dnyieg oxeTIKA
ME TNV QVTIKATACTAOoN TNG UITATaAP{aG TOu
@opTIoTH, BA. EykatdoTtaon pmatapiag
OTOV POPTIOTH, OEA. 47.

Katd tn Sidpkela tng
(POPTIONG, N TTPACIVN
PWTEIVA EVOEIEN TIOU
avapoofrvel otov pop-
TIOTH of3r\vel Kat BAémeTe
Ia KOKKIVN QWTELVN
évdelen va avaBoofrvel
OTOV POPTIOTH IO ApYAL.

To eninedo pnatapiag
TOU QOPTIOTH 00 gival
XAUNAO.

AVTIKATAOTHOTE TNV Unatapia 0tov eopTIoTH.
Ma o&nyleg OXETIKA WE TNV QVTIKATACTAON TNE
UITaTaPiag Tou opTIoTH, BA. EykatdoTtaon
UITATAPIOG OTOV QOPTIOTH, OEA. 47.

Katd tn Sidpkela Tng
POPTIONG, N TPACIVN
QPWTEIVA €VEELEn TTou
avapoofrvel otov eop-
TIOTH oPrvel kal BAEMeTe
IO OE1PA AT KOKKIVEG
PWTEIVEC eVOEi€elC va
avapoorivouv ypr-
YOpa OTOV (POPTIOTH YIa
U0 OeVUTEPOAETTA TN
popa.

To eninedo POPTIONGTOU
TIOUTTOU 0ag eival
XANAO.

. QopTioTE TOV TOPMO YIa Jia CUVEXOEVN

wpa. Edv ol pwtelvég evdei€elc dev ota-
patrioouv va avaBooPrivouy, cuvexioTe

llE TO PBrja 2.

. QopTIOTE TOV MOUTIO Yl OKTW OUVEXOE-

VEC WPEC. EAv o1 pwTelvég eveielc ev
OTAUATACOLY VA avaBoCRrvouy, KaAE-
OTE TOV TOTTIKO 0ag avTimpoOowro. 1owg
NPEBE N OTIyUr VA QVTIKATAOTHOETE TOV
TIOUTTO 0aC.

Katd tn Sidpkela tng
@oéPTIONG, Ba EpPaVIOTE
OTOV POPTIOTH £VAG OUV-
OUACHOG KOKKIVWV
PWTEIVWV eVOEIEewY
mou avaBoofrivouv
YPNYOPQ Kal KOKKIVWV
PWTEIVWY eVOeifewv
mou avaBooBrivouv

apya.

To enimedo edpTIONGTOU
(POPTIOTH) Kat TOU
TToUrou oa¢ sival
XAUNAO.
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. AVTIKATAOTAOTE TNV Uratapia oTov gop-

TIoTn. A 08nyieC OXETIKA UE TNV QVTIKA-
TAoTOOoN TNG Krmatapi{ag Tov eopTioTh,
BA. Eykataotaon pmatapiag otov popTi-
OTH, Oe\. 47.

. ®optiote Tov moumo yia p{a ouvexduevn

wpa. EAv ol KOKKIVEC pWTEIVEC eVOEICEIQ
mou avaBoaofrivouv ypriyopa dev ota-
HaTAOO0LY, CUVEXIOTE UE TO Briua 3.
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MNivakag 1. AVTIHETWOTION TPORANUATWY (CUVEXELQ)

MNpoBAnua

MOava aitia

EmiAuon

3. QoptioTe TOV TOPTO YIA OKTW CLVEXOLIE-

VEC WPEC. EAv o1 pwTelveg eveitelc ev
OTAUATACOLY VA avaBocRrvouy, KaAE-
OTE TOV TOTTIKO 0ag avTimpoowro. 1owg
NPEBE N OTIyUr VA QVTIKATAOTHOETE TOV
TTIOUTTO 0aC.

H mpdovn ewtevn
&vdelgn otov moumno Oev
avapoofrvel étav Tov
OUVOEETE e ToV aloBn-

™mpea.

O moumdc oag Sev Exel
ouvOeBel kald.

To eninedo POPTIONGTOU
TIopToU oag eival
XANAO.

O aioBnTrpag Sev éxel
eloaxbei owoTA 01O
Owpa oag.

. ATTOOUVOEDTE TOV TOUTTO ATTd TOV AloON-

mpea.

. TNepipévete yia mévte OEUTEPONEMTA KAl

€MavVacuvOEoTe Touc. Edv n mpdoivn
QPWTEIVA €VOelEn e€akoloUBEl va NV
avafoofrvel, cuvexioTe ue To Briua 3.

. ®opTtioTe MANPWE TOV TTOUTTO Kal CUVOE-

OTE TOV HE TN ouokeur SOKIUNG. Eav n
TPACIVN QWTEWVH vOeLEn e€akoNOUOE(
va pnv avaBoofrvel, BA. oTnV avTIUETW-
mmon mPoRANUATWY «H mpdoivn pwTevh
&vdelgn otov oo Sev avaBoofrivel
ATAV TOV CUVOEETE JUE TN CUCKELT| SOKI-
UAG». EQv n mpdoivn ewtevr évoeién
avaBoofrvel, cuvexioTe ue To Briua 4.

. AtoouvOEaTe Tov Toud amd TN

OUOKeUT| SOKIUAC, TTEQIUEVETE TOUNAXI-
oToV TéVTE SEUTEPONETTTA KAl CUVOEDTE
TOV TTOUTO LE ToV aloBntpa. Eav n mpd-
own ewTelvr évdelén e€akoloubel va
KNV avaooBrivel, CLVEXIOTE UE TO

Pripa 5.

. O aioBnTrpag umopei va unv €xel €10-

axBel cwoTd 0TO CWUA 0AC. APAIPEDTE
ToV aloBNTAPA ATTd TO CWHA OAC KAl E10-
ayAyeTe évav Kalvouplo alobnTrpa.

H mpdowvn ewtevn
évbelgn otov moumno dev
avapoofrvel étav Tov
OUVOEETE JUE TN CUCKEUN
OOKIUNC.

O moumdc oag Sev éxel
ouvOeDel kaAd.

To enimedo eOPTIONGTOU
TIOUTTOU 0ag eival
XAUNAO.
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TIOUTTO Kal T cuokeur| SOKIUAG. Edv n
TPACIVN QWTEIVH €VOeIEn e€aKoNOUDEI




MNivakag 1. AVTIHETWOTION TPORANUATWY (CUVEXELQ)

MNpoBAnua

MOava aitia

EmiAuon

Va PNV avaBooPrvel, OUVEXIOTE e TO
Briua 2.

. ®opTioTe MAAPWG TOV TTOUTTO.
3. EAéy&re Eavd Tov oumo UE TN CUOKELN

Sokipnc. Edv e€akohouBeite va pn BAE-
TIETE TNV TTPACIVN QWTEIVH €VOEIEN va
avaPoorvel, KAAESTE TOV TOTTIIKG 0aG
avtmpdéowno. lowg Apbe n oTiyur va
QVTIKATOOTHOETE TOV TTOUTO OAC.

H umatapia tou mopmou
oag dev OlapKel emTd

NUEPEG.

O moumoc oag Sev eival
TTARPWC POPTIOUEVOC
OTaV TOV OUVOEETE LE
Tov aloBnTrpa.

H acUpuatn ouvdeon
QVAEOCQ OTOV TIOUTTO KAl
TV avTAia ouxva Xave-
Taw

. ®oprtiote MARPWG TOV TOUTO TIPLV TOV

OUVOETETE e Tov aloBnTrpa. Eav n uma-
Tapia Tou ooy e€akoAoUBEl va unv
ETTAPKEL Y1 OAN TN SIAPKELD XPrONG EVOG
aloBNTAPQa, cuvex(oTe We TO Briua 2.

. AmopakpuvBeite and omolovérimoTe

e€omhiopd o omolog UMopEl va TTPOKAAET
napepBorég padloouxvotitwy. MNa
TIEPIOOGTEPEC TTANPOPOPIEC OXETIKA LIE
TIG TTAPEUBONEC PABIOCUXVOTATWY, SEiTE
TO PUANO TTANPOPOPIWY CUPHOPPWONG
PaS10€EOTTAIGHIOV TTOU CUVOOEVEL TNV
avTAia oac.

. Tl va EAaYIOTOTIOINOETE TUXOV TTAPEW-

BoAéc padloouyvotrtwy, Befaiwdeite
OTIN avtAia Kal o TopndS 0ag BpiokovTal
otV idlameLpd TOL CWHATOC 0AC. Edv n
TIANPWE POPTICHEVN UmaTapia Tou
TIOUTTOU 0AC OLVEXIOEL va XAVEL loXU TIPIV
TIAPENDOLV Kall Ol ETTTA NUEPEC, KANEDTE
TOV TOTTIKO Gag avTimpoowro. lowg rpbe
N OTIyUr Va QVTIKATAOTHOETE TOV TTOUTIO
oag.

H oUvdeon petaly Tou
TIOUTTOU Kal TNG AvTAIaC
XAONKE.

H avtAia oag sival ekToC
cUPBENEIaC.

YTIAPXOLV TIAPEURONEC
PaSIo0oUXVOTHTWY aTTO
AMEC OUOKEVEC.
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. AmopakpuvBeite amd omolovérmoTe

€COMAIOLIO 0 OTTOIOC UMMOPEL VAl TTPOKAAEL
napeuBoréc padloouyvotrtwy. MNa
TIEPIOCOTEPEC TTANPOPOPIEC OXETIKA [E
TIC MapeUBoAéc padlocuyvotitwy (RF),
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MNivakag 1. AVTIHETWOTION TPORANUATWY (CUVEXELQ)

MNpoBAnua MOava aitia EmiAuon

O&lte TO PUANO TTANPOPOPIWY CUUUOP-
PwWoNC PadIoeEOTTAIGHIOU TTOU CUVOSEVEL
TOV OO Gac. Edv o mounog e€akohou-
Belvauny emKoIVWVEL UE TNV AVTAIQ, CUV-
exioTe pe To Brypa 2.

2. Mla va eAaxIoToToIOETe TUXOV TIAPEL-
BoAég padloouyxvoTtrtwy, Belaiwbeite
TN avTAia Kat o ToUnoC oag Bpiokovtal
otV idlameupd TOU CWHATOCCAC. Edv o
TIOUTTOC 0ag e€AKOAOUBEL val unv emikol-
VWVE( e TNV avTAla oag, KAAEDTE ToV
TOTTIKO 0ag avTITPOOoWTO Yia BorBela.

Inueiwon: Edv xabel n oLvdeon PeTa&l Tou TOPToU Kal TNG avTALag yia 30 AeTTTd, eKTTEUTETAL éVag
ouvayepuog 1 eldoroinon kal epgeavifetal éva privupa.

AmoOnKevon Kal XEIPIOUOG

DUNACCETE TOV TTOUTTO, TOV (POPTIOTH KAl TN CUOKEUK SOKIUAC 08 KaBapod, ENpd Pépog, oe Bepuokpacia
Sdwpatiou. Eav o moumog dev xpnotuormoleital, 6a mpénel va Tov popTiCeTe TOUAAXIOTOV Wid popd avd
60 nuEPEC.

MPOXOXH: Mn @UAACOETE TOV TOUTTO EMAVW OTOV POPTIOTH. EAV 0 Tounmog mapapgivel otov
POPTIOTH YA TIEPIOOOTEPEC aMO 60 NUEPEC, N pmatapia Ba urmooTei povipn BAARN.

Anoppipn

Mnv amopp(nTeTe Tov MOUNd 0To SNUOTIKG cUOTNUA UN SIaXWPICLEVWY ATOPEIUUATWY. ATToppite
TOV TTOUTO OUHPWVA [IE TOUG TOTTIKOUC KAVOVIOHOUG TTEPT amOppIPNG UITATAPIWVY 1 ETIIKOWVWVAOTE UE
TOV lATPO 0AG YIa TTANPOQOPIEC AOPPIPNG.

MNpodiaypagég

H ouoiwdng emidoaon (EP) Tou moumou eivat n pétpnon Kat n LETadoon o€ A CUOKEUN
TIAPAKOAOUBNONG TWV TIHWY OrUATOC TNG CUOKEUNRC aioBnong evdg Twy anmaithoswy akpielag tou
TIOUTTOU UTTO TIG KABOoPI{OUEVES OUVORKEG XPrONG TTOL AvapEPOVTAl 0ToV 08Nnyo XPHOoTN Tou
OUCTAHATOG Kal YA TN OIAPKEIA TNG QVAREVOUEVNG WPENUNG OlApKelag (wnc. Edv o mopumodg
AVTIMETWTTICEL NAEKTPOUAYVNTIKES SlIATAPAXES, UMOPE( va pn petadoBouv dedopéva 1y va petadobouv
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E0QANUEVA HEOOPEVA. Y€ TETOIEC TIEQITTTWOELS, AVATPELETE OTIC 0ONYIEC AEITOLPYIAC, CUVTAENONG KAl
QVTIMETWTIONG TTPORANUATWY OTOUG avTioTooug 08nyous xerotn. Mmopeite eniong va
XONOIUOTIOIOETE TN OUOKELT SOKIUAG YIa VA EAEYEETE €AV O TIOUTTOC AEITOUPYEI CWOTA. EAV 0 TTOUTOC
UTTOOTE! BAARN 1 v SV UTTOPET VA ETTIKOIVWVACEL LIE TOV POETIOTH 1 TNV AVTAIQ, ETIIKOIVWVIOTE JUE TOV
TOTTIKG 0aG AVTIITPEOOWTTO UMOOTAPIENE TS Medtronic yia BoriBela.

Mivakag 2. NMpodlaypagéc mpoidvTog

Biooupfatétnta

Mounoc 2uppopewvetal pe to mpotuno EN ISO 10993-1

Epappolopeva pépn

MNopmog
AlobnTripag

TuvOnkKeg Aettoupyiag

Oeppokpaoia yia Tov moumod: 0°C éwg 45°C (32°F éwg 113°F)

MNpocoxn: Otav xpnoIUOTOIE(TE TOV TTOUTO e OUOKELT SOKIUNG Ot Bep-
HoKpaoiec aépa avw Twv 41°C (106°F), n Bepuokpacia Tou moumou eveé-
xetat va vmepPei toug 43°C (109°F).

YXETIKA uypaoia yia Tov moumno: 10% £wg 95% Xwpig CUPTUKVWON

[ieon yla tov moumd: 57,60 kPa éw¢ 106,17 kPa (8,4 psi éwg 15,4 psi)
Oeppokpacia yla tov eopTioTr: 10°C éwg 40°C (50°F éwg 104°F)

YXETIKNA vypaoia yia Tov @opTiotr: 30% £we 75% xwpig ouUMUKVWOoN

JuvOnkeg amodnKev-
ong

Oeppokpacia yia tov mounod: -20°C éw¢ 55°C (-4°F €wc 131°F)

Y XETIKA uypaoia yla Tov moumo: €wg 95% xwpic oupmikvwon

[igon yia Tov mopumd: 57,6 kPa éwc 106 kPa (8,4 psi éwg 15,4 psi)
Oeppokpacia yia Tov opTIoTH: -10°C éwg 50°C (14°F éwg 122°F)
YXETIKNA vypaoia yia Tov @opTiot: 10% £we 95% xwplg ouMUKVWON

Aldpketa (WG pmata-
piag

Moumdc: EmTd nuépeg cuvexoug mapakoAouBnong TG YAUKOING AECwE
LETA amd Ia TTARPN GOPTION.

DoptiotG: O popTIOTAG XpNnotpoTolel pia katvoupla pratapia AAA yla tn
(POPTION TOU TTOUTOU.

Zuxvétnta mounou Zwvn 2,4 GHz, acUppatn texvoAloyia Bluetooth™* (ékdoaon 4.0)

Evepyog aktivofolou- | -12,05 dBm (0,06 mW)

pevn woxug (ERP)

Evepyog iootpomkd  |-9,9 dBm (0,1 mW)

aKTivofoloUpevn

1oxug (EIRP)

Eupog Aertoupyiag Fwg 1,8 pétpa (6 média) otov aépa

Avapevopevn w@é- H avapevopevn weéhipn didpkeia (wrig Tou Toumou givat éva €Tog, ava-
Apn diapketa (wng AOYWGE TNG XPHonG amd Tov acBevr.

oMo
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AcUppatn emKolvwvia Tounmou

MNodtnTa unnpeciag

O moumnodg kal n avtAia voouAivng cuvoéovTal PECW CUVOECILOTNTAC HE EEUTTVEC CUOKEUVEC. O TIOUTIOC
OTENVEL 0TV avTAia dedopéva YAUKOING Kal EI00TTOINCEIG OXETICOLEVEG HE TO oUoTNHA. H avtAia
EMAANBEeVEL TNV akePAIOTNTA TWV SSOUEVWY TTOU AALBAVEL LETG amd TNV acUpuatn pHeETddoon.

Ac@dalela dedopévwv

O moumog eival oxeSlaouévog va SExeTal EMKOIVWVIA OVO UEow padloouxVOTATWY amd
QAVAYVWPIOUEVEC KAl CUVOEOEUEVEC [IE AUTOV OUOKEUVEC, [Mpémel va CUCEVEETE TNV AVTAID [IE TOV TIOUTTO
yla va urmopei N avthia va Séxetal MAnpo@opiec and Tov Moumno.

Ot avThieg voouhivng MiniMed kal Ta e€0pTAHATA TOU CUCTHLATOC (UETPNTEG KAl TTOUTTO)
Slao@aiouy TNV ac@AAela TwV SESOUEVWV UE ATTOKAEICTIKA €O, KABWCE Kal TV aKEPAIGTNTA TWV
Oedopévwy e SIadIKATIEC EAEYXOU OOANUATWY, OTTWC Ol KUKAIKO{ EAEYXOL TTAEOVACHOU.

Agpomopikd taidia

O mourdg 0a¢ eival acpainc Yia Xprion O€ EUTTOPIKEG AEPOTTOPIKEC eTAlPEIEC. E&v TO TPoowTTIKS TNG
OEPOTTOPIKAG ETAIPEING OAG PWTHOEL OXETIKA LE TN XPr 0N TNG OUCKEUNEC 0AC, TApAKANOUUE SiETe TOUG
NV KAOTA EKTAKTNG lATPIKNG AVAYKNC.

Odnyieg kat SAwOoN KATACKEVAOTN

Odnyieg kat SAwoN Kataokevaoth - HAEKTPOUAYVNTIKEG EKTTOUMES

ouyvottwv (RF)
CISPR 11

Oupada 1, katnyo-
plaB

Exmourmég apuovi-
KWV OUXVOTATWV

Aev €xel epap-
Hovn

I[EC 61000-3-2

ANaKUPAVOELG Aev éxel epap-
TAONY/EKTTOUTIEG | oy
TETTIYIOUOU

I[EC 61000-3-3

AOKIUR €KTTO- JUMHOPPWON HAektpopayvnTiko mepiBailov - O8nyisg
71 ()]
Exmounéc padlo- | CISPR 11 O moumnog XeNOIUOTOLEl EVEPYELA PABIOCUXVOTHTWY LOVO

Y1Q TIG EMKOVWVIEG TOU CUOTHUATOG. EMOouEVWG, Ol EKTTO-
UITEC padlooUXVOTATWY TNG CUOKEUNG ival TTOAU XAUNAEQ
Kal Sev gival mbavo va TPoKAAECOLY TTAPEUBONEC OE TTApA-
KelIEVO NAEKTPOVIKO ECOTTAIOHO.

Inupeiwon: H avwtépw dnAwon gival UTTOXPEWTIKY OUU-
pwva e Tic mpodlaypaeéc IEC 60601-1-2 yia TIC CUCKEVEC
mou avrikouv otnv Oudda 1, Khaon B. Aedopévou 6Tl o
TIOUTOC TPOPOOOTEITAL HE UrmaTapia, ot ekmourmég Tou Sev Ba
ETNEEACTOLV AMO TNV TTAPOXN PEVUUATOC TWV EYKATAOTA-
oWV Kal Sev LTTAPXOULV EVOEIEELC YIa TIPOBARATA TIOL Va
oxetiovtal P TN Xprion TOL CUCTHUATOC OE OIKIAKEG EYKO-
TOOTAOEIC.
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0dnyiec kat SAwon Kataokeuaoth - HAeKTpopayvnTIK atpwaoia

Aokipacia atpwaiag

Eninedo Sokiung kata
IEC 60601-1-2:2014

Méyiotn mpoBAEPIun
Katdotaon Xpnong
Katd
IEC 60601-1-2:2014

HAektpopayvntiké
nepIBailov - O8nyieg

HA\ekTpOOTATIKN EKPOP-

+8 kV péow emagpng

+8 kV péow emagng

[0 xprion o€ TUTIKO

Tion (ESD) +2 kV, +4 kV, £8 kV, +2 kV, +4 kV, +8 kV, OIKIOKO, EUMTOPIKO

IEC 61000-4-2 +15 kV péow aépa +15 kV péow aépa VOOOKOWEIAKO TIEPIBAA-
Aov.

Ayoueveg SlaTapaxéc 3 Vrus Agev €xel epappoyn H amaitnon dev 1oxVel

TIPOKANOUUEVEC aTTO 150 kHz éw¢ 80 MHz yla v mapovoa

nedia RF 6 Vams OUOKEUN TIOU AEITOVPYE(

Z(veC ISM (yia Blopnya-
VIKEG, ETIIOTNHOVIKES KAl
LOTPIKEG EPAPIOYEC)

pe pmataplia.

peTagy
150 kHz éw¢ 80 MHz
Toyela NAEKTPIKA peTa- | £2 kV Agv gxel epappoyn H amaitnon dev 1oxVel
Baon/puh ouxvOTNTA EMAVAANYNG yla tTnv mapovoa
IEC 61000-4-4 100 kHz OUOKEUN TIOU AEITOUPYEL
ue pmatapia.
Yréptaon [oQUUR TTOOG YOAUUNA: Agv €xel epappoyn H amaitnon dev 1oxVel
IEC 61000-4-5 +0,5 kV, +1 kV yla tnv mapovuoa
[papun mpog yeiwon: OUOKEUN TIOU AEITOVPYE(

+0,5 KV, £1 kV, £2 kV

pe pmataplia.

Tnueiwon: Ut ival n téon tou SIKTUOU EVOAACCOOUEVOU PEVLATOC TRV AN TN

ENEYXOU.

Vv EQapoYr Tou emméSou

[Mtwoelg Taong, ouvTo-
pec Slakomég kal petapfo-
AEC TAONC OTIC YOAUHES
ToU SIKTUOU NAEKTPOOO-
mong

IEC 61000-4-11

0% Ur, 0,5 kUKAoL (o€ 0°,
45° 90° 135°,180°, 225°,
270° kat 315°)

0% Ur, 1 kKOKAOC (o€ 0°)
70% yia 25/30 KUKAOUG
(o€ 0

0% y1a 250/300 KUKAOUG

Aev €xel epapuoyn

H amaitnon dev 1oxVel
yla tnv mapovoa
OUOKEUN TTOU AEITOUPYEL
pe pmatapia.

MayvnTikod medio ouxvo-
NTAG PEVIATOG

(50/60 Hz)

IEC 61000-4-8

30 A/m

30 A/m

[0 xprion o€ TUTIKO
OIKIOKO, EUTTOPIKO N
VOOOKOWEIAKO TIEPIBAA-
AOV.
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0dnyiec kat SAwon Kataokeuaoth - HAeKTpopayvnTIK atpwaoia

Aokipacia atpwaiag

Eninedo Sokiung kata
IEC 60601-1-2:2014

Méyiotn mpoBAEPIun
Katdotaon Xpnong
Katd
IEC 60601-1-2:2014

HAektpopayvntiké
nepIBailov - O8nyieg

Media yertviaonc pe
acVpuaTo e€OTTAICUO
eMmKovwviag peow
padloouxvoTtiTwy (RF)

I[EC 60601-1-2:2014,
MNivakac 9

IEC 60601-1-2:2014,
Mivakac 9

[1a xprion o€ TUTTIKO
OIKIaKO, EUTTOPIKO N
VOOOKOUELAKO TTEQIBAN-
AOV.

IEC 61000-4-3

Inueiwon: Ut eivaln taon tou SIKTUOU EVOANAGOOUEVOU PEVLIATOC TPV ATTO TNV EQAPUOYT TOU EMITESOU
eNéyxou.

AKT[VOBO)\OUUEVEC 10V/m 10V/m O q)opr]'roc Kat KanTOC
PaSIOCUKVOTNTES 80 MHz w¢ 2,7 GHz 80 MHz éw¢ 6 GHz £€OTMOHOC EMKOVWVIAC
IEC 61000-4-3 Slapdpewon MAATouS | Slapdpewaon MAATOUG

(AM) 80% o€ 1 kHz

(AM) 80% o€ 1 kHz
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péow padloouxVOTATWY
(RF) &ev Ba mpémel va
XPnolgoroletal TAnolé-
OTEPA OE OTIOIOSATIOTE
HEPOC TOU TIOPTTOU Ao
TN CLVIOTWHEVN ATTO-
oTaon SloXWEICHOU TWV
30cm (121in).

Ot evtaoslc mediwv anod
0T1aBepOUC TOUTTOUG
padloouyvotitwy (RF),
onw¢ nmpoodlopilovtal
amé A NAEKTpOPayvn-
TIKF LEAETN XWpPoU, Ba
TIPEMEL VA Efval LIKPOTE-
PEC amo To eninedo oup-
UOPPWONG e KABE
€UPOC OUXVOTATWV.
MNapepPorEC evexoué-
VWG va TTapouscIaoTOUV
KOVTA o€ €COTTAIGUO TTOU
(PEPEL ONUAVoN UE TO

akOAouBo cUuBoAo:




0dnyiec kat SAwon Kataokeuaoth - HAeKTpopayvnTIK atpwaoia

Aokipacia atpwoiag | Emimedo Sokipng katd | Méyiotn mpofBAEPiun HAektpopayvntiké
IEC 60601-1-2:2014 Katrdotaon Xxpriong | mepiBdaiiov - O8nyieg
Katd
IEC 60601-1-2:2014

®)

Tnueiwon: AUTEC 0L 0ONYIEC EVOEXOUEVWG VA NV IOXUOUV YIa OAEC TIC TIEQIMTWOELS. H S1ladoon TnG NAek-
TPOHAYVNTIKAG akTivoBoiiag emnpeddetal amod TNV anoped@non Kat TNV avIavakAaon mou TTROEPXETAl
anod ktiopata, avTiKeipeva kal avBpwmouc.

Eyyunon

H Medtronic MiniMed, Inc. (1} ormolo&\mote AANO VOUIKO TTPOCWTTO TIOU UIMOPEL VA QVAPEPETAL WG
KATAOKEUQOTAG OTN Orjpavon Tng mapouoag ouokeurg «Medtronic MiniMed») mapéxel eyyunon yla
ToV Topmd NG Medtronic 0Tov ayopacoTr TOU TTROIGVTOG EVaVTl EAATTWHATWY 0TA UAIKA Kal
Kakotexviag yia mepiodo evog (1) €Touc, kKaBwE Kal yia ToV QOPTIOTH yla €w Kal éva (1) £Tog armod Tnv
nNUEPOUNVia ayopac.

Katd m Sidpkela Tng meptodou eyyunongc, n Medtronic MiniMed Ba avtikataoTrioel f Ba emOoKeVATE],
OUUPWVA e TN OIAKPITIKH TNG EVXEPELT, OTIOIOVONTIOTE EAATTWLATIKS TTOUTTIO 1 OPTIOTH, UTTO TOUC
OPOUC KAl TIC ECAIPETEIC TTOU AVAPEPOVTAL OTO TIAPSV £yYPa@o. H Tapouoa eyyunon IoXVEL LOVO yia
VEEC OUOKEVEC, S € TIEQITTTWON AVTIKATAOTAONG EVOC TTOUTTOU 1) pOPTIOTH, N TTEPiodog eyyunong dev Ba
enmekTabel mépav TNC ApPXIKAC TEPIGOOL ANENG TNG.

H mapovoa eyyunon 1oxVEel LOVov GV O TTOUMOG 1) © POPTIOTAG TNS Medtronic xpnotuomoleital
oUPQWVA LE TIG 08NYie TOU KataokeuaoTr. Xwpig meploplopolg, n mapovoa eyyunon &ev Ba loxUoeL:
Edv n BAABN opelleTal G AMAYEC I TPOTIOTTOINCELS TTOU £yIvay armd TOV XN oTN 1 Tpita mpdowna
OTOV TTOUTTO | TOV (POPTIOTH UETA TNV NPEPOUNVIa ayopdc.
Edv n BAARN opeileTal Oe TEXVIKN UTTOOTRPLEN 1 EMIOKEVEG TTOL SleCrixBnoav amod AANO TPdoWTTo
1 ovTOTNTA SIAPOPETIKH ATTO TOV KATAOKEUATT).
Edv n PAGRN ogeiletal og avwtépa Bia 1) o GANO CUUPBAVY TTEPAV TOU EAEYXOU TOU KATAOKEUAOTH.

Edv n BAABN ogeiletal oe ampooetia r akatdAANAN Xpron, Tou MEPINAPPBAVEL ETAED AANWV:
akatédAnNAn amoBrikeuon, euuBion os uyPsd 1 KATAXPENON (OTTWG TTTWON).

Edv n BAABN oeileTal og ¥prion TNC CUGKEUNG KATA TPOTIO N CUUPWVO [IE TN Orjavon
TIPOIOVTOC, TIC 0ONYIEC XPrONG 1 TIC KAVOVIOTIKES YVWOTOTTOIGEIC TOU KATACKEUAOTH.

H mapouoa eyylnon eival TpoowTTIKr KAl IGXVEL LOVO YIA TOV APXIKO ayopaaTr). OmoladnmoTe mwAnon,
evolkiaon ry GAN petafiBaon 1y xprion Tou TPOIGVTOC TTOU KAAUTTTETAL amd TNV TapoUod £yyUnon Ok,
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1 amno, XPHoTn TTEpAV TOU apXIKOU ayopaoTr) Ba éxEl WG ATOTEAECHA TNV AUEDN TAUON TNG TAPOVOAC
gyyunongc. H mapouoa eyyunon Oev 1I0XUEL YIA TOUC aloBNTAPES YAUKO(NG KAl TA AAA TTAPEAKOUEVAL.

Ta évSika Péoa TToU TaPEXOVTAl OTNV TTAPOUCa £yyUNnon Eival Ta amoKAEIoTIKA OlaBéaipa évoika péoa
o€ mepinTwon napafiaonc TN mapovoac. Oute n Medtronic MiniMed oUTe ol TpouNBeUTéC 1) OL
dlavopeic Tng Ba eivar urevBuvoL yia oTToladATTOTE BETIK, AmOBETIKA 1 e81Kr| (nuia omolacdnmote
@UOoNC 1| €idouc TToU oPeileTal GE 1| TTOU TIPOKUTITEL ATTO EAATTWA OTO TIPOIOV.

OMNotoldANoL bpotLKal yYUNOELS, EKTOCATTO TIC UTTOXPEWTIKWC TTPORBAETTOUEVEC EYYUNOELG, E(TE pNTEC ElTE
OlWTTNPEC, amokAsiovTal, TEPIAALBAVOLEVWY TWV EYYUNOEWY EUTTOPEVCIUOTNTAC KAl KATAANASTNTAS
Yla VAV OUYKEKPIEVO OKOTTO.

H mapouoa eyyunon Oivel 0ToV ayopaoTr CUYKEKPILEVA VOUIKA SIKAIWUATA KAl O AyOpaoTHS
EVOEXETAL VA EXEL KAl AMA SIKAIWUATA TTOU SlAPEPOUV CULPWVA HE TNV KATA TOTTOUG vouoBeaia. H
napouca eyyunon &ev emnEedlel Ta VOUIUA SIKAIWUATA TOU AyOpAOoTH.

Nvwotomoinon yia Aoylopiko avolxtou kwdika (OSS)

AUTO TO €yypa@o TPoodIoPICel TO AOYIOUIKO avolxXToU KWSIKA TO OTTo{o eVOEXETAL VA OVOUACTET
EeXxWPLOTA, va eKTENEDTEL, va OUVOEDE(, v CUOXETIOTE( ) ANAWE VA XPNOIUOTTOINBET ammd AUTO TO TTPOIOV.

H adela xpriong tou ev Adyw AOYICUIKOU avolXTOU KWOIKA EKXWPEEITAL OE PN OTEC TTOU UTTOKEIVTAI OTOUC
OPOUC KALTICTIPOUTTOBETEIC TNG XWPIOTHC CULPWVIAC ASEIAS XPrONG YIA TO £V AOYW AOYICLIKO QvOIXTOU
KWOIKA.

H amd pépouc oag xprion Tou AOYICHIKOU avolxTou Kwdika Ba digmeTal £§ OAOKARpoU artd TOUG OPOUG
Kal TIC TPOUTTOBETELC TNG €V AOYW ASEIAC XPHONG.

O mnya{o¢/avTIKEIEVIKOE KOSIKAG Kal N 1loxUouod AdEld Xpriong YIa TO AOYIOUIKO avolXTOU KWSIKA
prmopoUv va AngBouv and tov akdhouBo 1otétono: http://www.ouah.org/ogay/hmac/.
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Guardian Link (3)

Transmitatorul Guardian Link (3) cu tehnologie fara fir Bluetooth™* este o componentd a sistemului de
monitorizare continud a glicemiei (CGM) pentru sistemele de pompe de insulind MiniMed care dispun
de conectivitate la dispozitive inteligente.

Figura 1. Componentele kitului

transmitator
dispozitiv Serter incarcator

Componentele setului transmitatorului Guardian Link (3) (MMT-7910)
Un set complet pentru transmitdtor include urmatoarele componente:

- Transmitator Guardian Link (3) (MMT-7911) .+ Incarcator (MMT-7715)

Doua testere (MMT-7736L) - Dispozitiv Serter cu o singura apdsare
(MMT-7512)

Scopul dispozitivului

Transmitatorul Guardian Link (3) (MMT-7911) este un dispozitiv reincarcabil care alimenteaza senzorul
de glucozd, colecteaza si calculeaza datele senzorului, si transmite datele la o pompd de insulind
MiniMed compatibild care dispune de conectivitate la dispozitive inteligente, pentru gestionarea
diabetului zaharat. Transmitdtorul este compatibil numai cu senzorul de glucoza Guardian Sensor (3)
(MMT-7020) si este indicat pentru utilizare la un singur pacient sau la mai multi.

Contraindicatii

Niciuna cunoscuta.
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Avertismente

.

Nu utilizati transmitdtorul in apropierea altor echipamente electrice care pot cauza interferentd cu
functionarea normala a sistemului. Alte echipamente electrice care pot compromite functionarea
normala a sistemului au fost contraindicate. Pentru mai multe informatii despre echipamentele
electrice care pot compromite functionarea normald a sistemului, consultati Expunerea la
campuri magnetice si radiatii, pagina 78.

Consultati intotdeauna ghidul de utilizare a senzorului pentru a cunoaste toate precautiile,
avertismentele si instructiunile referitoare la senzor. Neconsultarea ghidului de utilizare a
senzorului poate avea ca rezultat rani grave sau deteriorarea senzorului.

Nu ldsati copiii sd bage in gura componentele de mici dimensiuni. Acest produs prezinta risc de
sufocare pentru copii.

Nu schimbati si nu modificati dispozitivul decat daca aveti aprobarea expresd din partea
Medtronic Diabetes. Modificarea dispozitivului poate cauza rani grave, poate interfera cu
posibilitatea dvs. de a lucra cu dispozitivul si poate atrage nulitatea garantiei.

Nu utilizati testerul daca a intrat in contact cu sangele. Contactul cu sangele poate cauza infectii.
Eliminati testerul in conformitate cu reglementarile locale privind eliminarea deseurilor medicale,
sau contactati cadrul medical pentru informatii despre eliminare.

Poate apdrea hemoragia dupd introducerea senzorului. Asigurati-va intotdeauna cd locul nu
sangereaza, inainte de a conecta transmitatorul la senzor. Sangele poate patrunde in conectorul
transmitatorului si poate deteriora dispozitivul. Scoateti din uz dispozitivul daca este deteriorat.
Daca apar sangerari, mentineti o presiune constanta asupra locului introducerii cu ajutorul unui
pansament steril sau al unei carpe curate, pana cand sangerarea se opreste. Dupad ce sangerarea
se opreste, conectati transmitdtorul la senzor.

Contactati reprezentanta locald dacd prezentati orice reactie locala asociata cu transmitatorul sau
senzorul. Reactiile adverse pot cauza rani grave.

Nu aruncati transmitdtorul intr-un container pentru deseuri medicale si nu il expuneti la
temperaturifoarte ridicate. Transmitdtorul contine o baterie care se poate aprinde, provocand rani
grave.

Expunerea la cdAmpuri magnetice si radiatii

.

Nu expuneti transmitdtorul la echipamente de imagistica prin rezonanta magnetica (IRM),
dispozitive de diatermie sau alte dispozitive care genereaza campuri magnetice de intensitate
mare (de exemplu, echipamente de radiologie, de scanare prin tomografie computerizatd sau alte
tipuri de radiatii). Expunerea la un cdmp magnetic de intensitate mare nu a fost evaluata si poate
face cadispozitivul sa functioneze defectuos, provocand rani grave, sau poate face ca functionarea
acestuia sd fie nesigurd. Dacd transmitdtorul dvs. este expus la un camp magnetic de intensitate
mare, intrerupeti utilizarea si contactati reprezentanta dvs. locala pentru asistenta ulterioara.
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Scoateti intotdeauna senzorul si transmitatorul Tnainte de a intra intr-o camerd in care se afla
echipamente radiologice, echipamente pentru IRM, diatermie sau scanare CT. Expunerea la un
camp magnetic de intensitate mare nu a fost evaluata si poate face ca dispozitivul sa functioneze
defectuos, provocand rani grave, sau poate face ca functionarea acestuia sa fie nesigurd. Daca
senzorul sau transmitdtorul dvs. este expus accidental la un camp magnetic de intensitate mare,
intrerupeti utilizarea si contactati reprezentanta dvs. locala pentru asistenta ulterioard.

Atunci cand calatoriti, aveti intotdeauna asupra dvs. cardul pentru urgente medicale furnizat
impreuna cu dispozitivul dvs. Cardul pentru urgente medicale furnizeaza informatii critice despre
sistemele de securitate din aeroporturi si utilizarea transmitatorului in avion in conditii de
sigurantd. Nerespectarea instructiunilor din cardul pentru urgente medicale poate duce la rani
grave.

Precautii

Nu Tncercati sa utilizati transmitatorul Guardian Link (3) (MMT-7911) impreund cu o pompa de
insulina MiniMed care nu are conectivitate la dispozitive inteligente. Numai o pompa de insulind
MiniMed cu conectivitate la dispozitive inteligente poate sa comunice cu transmitatorul
Guardian Link (3) (MMT-7911).

Utilizati numai senzorul de glucoza Guardian Sensor (3) (MMT-7020) impreuna cu transmitatorul.
Nu utilizati niciun alt senzor. Alti senzori nu sunt destinati pentru utilizare impreund cu
transmitdtorul si vor cauza defectarea transmitatorului si a senzorului.

Utilizati numai testerul de culoare verde (MMT-7736L) impreuna cu transmitatorul. Buzunarele
transmitdtorului sunt vizibile atunci cand acesta este conectat la tester. Nu utilizati nicio altd mufd
de testare. Alte mufe de testare nu sunt destinate utilizarii cu acest transmitator si vor provoca
defectarea transmitatorului si a testerului.

Figura 2. Buzunarele transmitatorului

Utilizati intotdeauna testerul atunci cand curdtati transmitdtorul. Nu utilizati nicio alta mufa de
testare impreund cu transmitdtorul. Utilizarea altei mufe de testare poate permite patrunderea
apei in transmitdtor sau poate impiedica curdtarea corectd. Apa poate deteriora transmitatorul.

Nu rdsuciti testerul sau senzorul in timp ce sunt atasate la transmitdtor. Rasucirea testerului sau a
senzorului va deteriora transmitatorul.
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« Nu lasati testerul sa intre in contact cu niciun lichid atunci cand nu este conectat la transmitator.
Un tester ud poate deteriora transmitatorul.

+Nu ldsati transmitatorul sa intre in contact cu niciun lichid atunci cand nu este conectat la un
senzor sau la tester. Umezeala deterioreaza transmitatorul, iar un transmitator ud poate deteriora
senzorul.

-« Nucuratatiinelele de etansare de pe tester cu nicio substanta. Curatareainelelor de etansare poate
deteriora testerul.

Figura 3. Inele de etansare

Inele de

g/etansare

IEC60601-1-2:2014 editia a4-a; Precautii speciale cu privire lacompatibilitatea
electromagnetica (CEM) pentru echipamentele electrice de uz medical

1. Precautii speciale cu privire la compatibilitatea electromagnetica (CEM): Acest dispozitiv purtat
pe corp este proiectat pentru a functiona intr-un mediu rezidential, domestic, public sau
profesional rezonabil, in care exista niveluri obisnuite ale campurilor radiate ,E" (V/m) sau ,H"
(A/m); de exempluy, telefoane celulare, Wi-Fi, tehnologie wireless Bluetooth, desfacatoare
electrice de conserve, cuptoare cu microunde si inductie. Acest dispozitiv genereaza, utilizeaza
si poate emite radiatii cu frecventa radio si, daca nu este instalat si utilizat in conformitate cu
instructiunile furnizate, poate cauza interferente ddundtoare pentru comunicatiile radio.

2. Echipamentele de comunicatii RF portabile si mobile pot afecta echipamentele medicale
electrice. Dacd se manifestd interferenta RF din cauza unui transmitdtor RF mobil sau stationar,
indepadrtati-va de transmitdtorul RF care cauzeaza interferenta.

3. Aveti grija cand utilizati transmitatorul la distantd mai mica de 30 cm (12 in) fata de
echipamentele portabile cu radiofrecventd (RF) sau echipamentele electrice. Dacd trebuie sd
utilizati transmitdtorul in apropierea echipamentelor cu RF portabile sau a echipamentelor
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electrice, observati transmitatorul pentru a confirma ca sistemul functioneaza corect. Rezultatul
poate fi degradarea performantei transmitatorului.

Asistenta

Contactati reprezentanta dvs. locala dacd aveti nevoie de un exemplar din ghidul de utilizare a unui
sistem MiniMed.

Pregatirea transmitatorului

Transmitatorul contine o baterie reincdrcabild, care nu poate fi inlocuitd, pe care o puteti incdrca la
nevoie cu ajutorul incarcatorului. Inainte de utilizare, transmitatorul trebuie sa fie incarcat. Incarcatorul
are un indicator luminos verde care arata starea incdrcarii si un indicator luminos rosu care comunica
eventualele probleme in timpul incarcdrii. Daca vedeti un indicator luminos rosu, consultati
Depanarea, pagina 99. Pentru incdrcator este necesara o baterie AAA alcalina.

Nota: Daca bateria este instalata incorect sau are un nivel scazut de energie, incarcatorul nu
functioneaza. Repetati pasii pentru instalarea bateriei, utilizand o baterie noua.

Instalarea unei baterii in incarcator
Pentru a instala o baterie in incarcator:
1. Apdsati capacul compartimentului pentru baterii si scoateti-| prin glisare (conform ilustratiei din
pasul 3).

2. Introduceti o baterie alcalina AAA noud. Asigurati-va ca simbolurile + si - de pe baterie sunt in
dreptul acelorasi simboluri de pe Incdrcator.

3. Glisatilaloc peincarcdtor capacul compartimentului pentru baterii, pand cand se fixeazd in ldcas
cu un declic.
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incarcarea transmitatorului

ATENTIE: incircati intotdeauna transmitatorul inainte de a va introduce senzorul.
Transmitdtorul nu functioneaza daca este descarcat complet. Un transmitator incarcat
complet functioneaza cel putin sapte zile fara a fi reincarcat. Reincarcarea unui transmitdtor
descarcat complet poate dura pana la doua ore.

ATENTIE: Nu tineti transmitatorul in incarcator mai mult de 60 de zile. Deconectati-I si
reconectati-l la incarcator pentru a-l incarca din nou inainte de utilizare. Daca transmitatorul
este ldsat in incarcator mai mult de 60 de zile, bateria transmitatorului va fi deteriorata
permanent.

incarcarea transmitatorului:

1. Tmpingeti transmitatorul si incarcatorul unul in celdlalt pentru a conecta transmitatorul la
incdrcator.

2. Ininterval de 10 secunde de la conectarea transmitatorului, un indicator luminos verde de pe
incarcdtor se va aprinde intermitent timp de o secunda sau doud, pe masura ce incdrcatorul se
alimenteaza cu energie. In restul perioadei de incarcare, indicatorul luminos verde de pe
fncdrcdtor va continua sa lumineze intermitent, repetand o succesiune de patru clipiri urmate de
0 pauza.

3. Laterminareaincarcarii, indicatorul luminos verde de pe incércator va ramane aprins, fara a clipi,
timp de 15 — 20 de secunde, dupa care se va stinge.
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4. Dupa ce indicatorul luminos verde de pe incdrcator se stinge, deconectati transmitdtorul de la
incarcator. Indicatorul luminos verde de pe transmitator incepe sa se aprindd intermitent.

Asocierea transmitatorului

Consultati intotdeauna ghidul de utilizare a sistemului pentru instructiuni despre modul de asociere
a transmitdtorului cu pompa dvs. Trebuie ca pompa si transmitatorul sa fie asociate inainte ca datele
de la senzor sa poatd fi transmise la pompa. Este suficient ca pompa si transmitatorul sd fie asociate o
singurd datd. Nu este nevoie sd asociati din nou pompa cu transmitatorul atunci cand introduceti un
Senzor nou.

Introducerea senzorului

Consultati intotdeauna ghidul de utilizare a senzorului pentru instructiuni despre modul de
introducere a senzorului.

Conectarea transmitatorului la senzor

Inainte deaincepe, asigurati-va cd avetilaindemana ghidul de utilizare a sistemului pompei de insuling
MiniMed.

Pentru a conecta transmitatorul la senzor:
1. Dupad introducerea senzorului, consultati ghidul de utilizare a senzorului pentru detalii despre
modul de aplicare a benzii necesare inainte de conectarea transmitatorului.

2. Tineti capatul rotunjit al senzorului introdus pentru a impiedica deplasarea acestuia in timpul
conectarii.

3. Tineti transmitatorul conform ilustratiei. Aliniati cele doud crestaturi de pe transmitator cu
bratele laterale ale senzorului. Partea platd a transmitatorului trebuie sa fie orientata cdtre piele.
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4. Glisati transmitdtorul pe conectorul senzorului, pand cand bratele senzorului se fixeazd in
crestaturile de pe transmitator. Daca transmitatorul este conectat corespunzator si daca
senzorulaavut suficient timp pentru a se hidrata cu lichidul interstitial, indicatorul luminos verde
al transmitdtorului se va aprinde intermitent de 6 ori.

Nota: Daca transmitdtorul nu lumineazad intermitent, consultati Depanarea, pagina 99.

5. Atunci cand indicatorul luminos verde al transmitatorului lumineaza intermitent dupa
conectarea la senzor, utilizati pompa pentru a porni senzorul. Pentru mai multe instructiuni,
consultati Ghidul de utilizare a sistemului.

6. Atasati aripioara adeziva a senzorului la transmitator.

7. Dupad conectarea transmitdtorului, consultati ghidul de utilizare a senzorului pentru detalii
despre modul de aplicare a benzii necesare.

8. Urmatiinstructiunile afisate pe ecranul pompei sau prezentate in ghidul de utilizare a sistemului.

Deconectarea transmitatorului de la senzor

Inainte deaincepe, asigurati-va cd avetilaindemana ghidul de utilizare a sistemului pompei de insulina
MiniMed.

Pentru a deconecta transmitatorul de la senzor:

1. Indepartati cu grija fragmentele de banda de pe transmitator si senzor.

84



2. Indepartati aripioara adeziva din partea superioara a transmitatorului.

3. Tineti transmitatorul precum in ilustratie si apucati bratele laterale flexibile ale senzorului intre
policar si index.

4. Scoateti cu grija transmitatorul din senzor.

5. Urmati instructiunile afisate pe pompa sau prezentate in ghidul de utilizare a sistemului.

indepartarea senzorului

Consultati intotdeauna ghidul de utilizare a senzorului pentru instructiuni despre modul de
indepartare a senzorului.

Reconectarea transmitatorului la un senzor deja introdus

Puteti reconecta transmitatorul la senzorul pe care il utilizati in prezent. Este suficient sa conectati
transmitdtorul la senzorul pe care |-ati introdus deja. Atunci cand pompa detecteaza transmitatorul,
confirmati optiunea Reconectare senzor. Atunci cand reconectati un senzor, stabilirea conexiunii
poate dura cateva secunde. Atasati din nou aripioara adezivd a senzorului la transmitdtor si aplicati din
nou banda necesara, dacd este cazul. Atunci cand reconectati un senzor, acesta va parcurge o noud
perioadd de initializare Inainte de a putea fi calibrat.

Testerul

Testerul este utilizat pentru a testa transmitatorul si a confirma ca acesta functioneazd. De asemenea,
testerul este utilizat drept componenta obligatorie pentru crearea unui sigiliu etans siimpermeabil in
timp ce se curata transmitdtorul. Conectarea corectd a testerului la transmitator asigura cd lichidele nu
ajung in contact cu pinii conectorului din interiorul transmitatorului. Lichidele pot cauza corodarea
pinilor conectorului si pot afecta functionarea transmitatorului.

Nu rasuciti testerul in timp ce este atasat la transmitdtor. Acest lucru va deteriora transmitatorul.

Testerul poate fi utilizat timp de un an. Dacd utilizatiin continuare testerul dupd termenul de un an, pinii
conectorului din interiorul transmitatorului pot fi deteriorati, din cauza ca testerul nu poate asigura in
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continuare etanseitatea si impermeabilitatea. Pentru instructiuni despre procedura de verificare a
pinilor conectorului, consultati Inspectarea pinilor conectorului transmitatorului, pagina 86.

ATENTIE: Utilizati numai testerul de culoare verde (MMT-7736L) impreuna cu transmitatorul.
Buzunarele transmitatorului sunt vizibile atunci cand acesta este conectat la tester. Nu
utilizati nicio alta mufa de testare. Alte mufe de testare nu sunt destinate utilizarii cu acest
transmitator si vor provoca defectarea transmitatorului si a testerului.

Figura 4. Testerul si transmitatorul

tester
verde

buzunare

Inspectarea pinilor conectorului transmitatorului
Aceastd imagine este o exemplificare a aspectului pinilor conectorului.

Figura 5. Componentele transmitatorului

deschiderea conectorului

pini conector

carcasa

Verificati deschiderea conectorului transmitatorului pentru a va asigura ca pinii conectorului nu sunt
deteriorati sau corodati. Daca pinii conectorului sunt deteriorati sau corodati, transmitdtorul nu poate
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comunica cu incarcdtorul sau cu pompa. Contactati reprezentanta dvs. locald. Este posibil ca
transmitdtorul sa trebuiasca sa fie inlocuit.

De asemenea, verificati dacd interiorul deschiderii conectorului este umed. Dacd observati urme de
umezeald, asteptati cel putin o ord pand cand transmitdtorul se usuca. Urmele de umezeala din
interiorul deschiderii conectorului pot determina functionarea necorespunzdtoare a transmitdtorului,
iar, in timp, pot duce la corodare si deteriorare.

Conectarea testerului pentru testare sau curatare

Inainte deaincepe, asigurati-va cd avetilaindemana ghidul de utilizare a sistemului pompei de insuling
MiniMed.

Pentru a conecta testerul:

1. Tineti transmitatorul si testerul conform ilustratiei. Aliniati partea pland a testerului cu partea
plana a transmitatorului.

(1 C
= 4

2. Impingeti testerul in transmitator pana cand bratele laterale flexibile ale testerului se fixeaza cu
un declic in crestdturile de pe ambele pdrti ale transmitdtorului.

Atunci cand este conectat corect, indicatorul luminos verde clipeste de 6 ori.

3. Pentru a testa transmitdtorul, verificati pictograma senzorului de pe pompad pentru a vd asigura
ca transmitatorul transmite un semnal (consultati ghidul de utilizare a sistemului).

4. Pentru a curdta transmitdtorul, consultati Curdtarea transmitatorului, pagina 88.
5. Dupd testare sau curdtare, deconectati testerul de la transmitator.

Deconectarea testerului

Pentru a deconecta testerul:

1. Tineti corpul transmitatorului ca in ilustratie si apropiati bratele laterale ale testerului.
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2. Tinand bratele testerului apropiate, scoateti usor transmitatorul din tester.

Nota: Pentru a prelungi durata de viata a bateriei, NU ldsati testerul conectat dupa curatare
sau testare.

Curatarea transmitatorului

Transmitatorul este destinat pentru uz personal la domiciliu (utilizare pentru un singur pacient) sau
pentru utilizare In unitdtile medicale (utilizare la mai multi pacienti). Pentru utilizarea la un singur
pacient este obligatorie curatarea dupa fiecare utilizare, iar pentru utilizarea la mai multi pacienti sunt
obligatorii curdtarea si dezinfectarea dupd fiecare utilizare. Atunci cand utilizati transmitdtorul intr-o
unitate medicald, urmati intotdeauna procedura de curatare si dezinfectare pentru utilizarea la mai
multi pacienti.

AVERTISMENT: Nu aruncati transmitatorul intr-un container pentru deseuri medicale si nu
il expuneti la temperaturi foarte ridicate. Transmitatorul contine o baterie care se poate
aprinde, provocand rani grave.

Nota: Testerul este 0 componentd obligatorie pentru curatarea transmitatorului. Pentru detali,
consultati Testerul, pagina 85.

ATENTIE: Nu folositi aparatul de spdlare-dezinfectare automatd pentru a curdta sau a
dezinfecta dispozitivul. Utilizarea unui aparat de spalare-dezinfectare automata pentru a
curata sau a dezinfecta dispozitivul va cauza deteriorarea transmitatorului.

88



A se folosi pentru un singur pacient
Curatati iIntotdeauna transmitatorul dupd fiecare utilizare.
Pentru a curdta transmitatorul, aveti nevoie de urmatoarele materiale:

« sapun lichid slab

« periuta de dinti cu peri moi, pentru copii

- recipient

. carpe curate, uscate, care nu lasa scame
Durata de viata

Transmitatorul poate fi curatat de maximum 122 de ori sau timp de un an, oricare dintre aceste limite
este atinsd prima. In acest punct, scoateti transmitatorul din uz. Daca utilizati in continuare
transmitdtorul de mai mult de 122 de ori sau mai mult de un an, procesul de curdtare poate deteriora
dispozitivul. Contactati reprezentanta locald pentru a comanda un transmitator nou.

AVERTISMENT: Nu utilizati dispozitivul daca observati pe carcasa crapaturi, portiuni care se
cojesc sau portiuni cu defecte. Fisurarea, exfolierea sau defectele carcasei sunt semne de
deteriorare. Deteriorarea carcasei poate afecta capacitatea de a curata corect transmitatorul
si poate provoca rani grave. Contactati reprezentanta locala si scoateti dispozitivul din uzin
conformitate cu reglementarile locale privind eliminarea bateriilor (fara incinerare) sau
contactati cadrul medical pentru informatii despre eliminare.

Pentru a curata transmitatorul:
1. Spdlati-va bine mainile.
2. Atasati testerul la transmitdtor pentru a crea un sigiliu etans si impermeabil.

3. Dacd pe transmitdtor exista reziduuri de adeziv, consultati Indepértarea reziduurilor de adeziv,
pagina 97.
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4. Clatiti transmitdtorul sub jet de apa de la robinet la temperatura camerei, timp de cel putin un
minut, pana cand este vizibil curat. Asigurati-va cd toate zonele unde se ajunge cu dificultate
sunt clatite bine.

5. Pregatiti o solutie de sdpun slabd, folosind 5 ml (1 linguritd) de sdpun lichid slab la 3,81 (1 galon)
de apa de la robinet la temperatura camerei.

6. Cu testerul Inca atasat, scufundati transmitdtorul in solutia slaba de sapun lichid si ldsati-I timp
de un minut.

7. Tineti testerul si periati intreaga suprafatd a transmitatorului cu o periuta de dinti cu peri moi,
pentru copii. Asigurati-va cd periati bine toate zonele unde se ajunge cu dificultate, pana cand
sunt vizibil curate.
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8. Clatiti transmitatorul sub jet de apa de la robinet la temperatura camerei, timp de cel putin un
minut, pana cand este indepadrtat tot sapunul lichid vizibil.

9. Stergeti transmitdtorul si testerul cu o carpa curata si uscata.

<

10. Asezati transmitatorul si testerul pe o carpa curata si uscata si lasati-le sa se usuce complet.
11. Deconectati testerul de la transmitdtor, strangand usor bratele testerului.

91

o

euewo



Pentru utilizare la mai multi pacienti

Atunci cand utilizati transmitdtorul intr-o unitate medicald, intotdeauna curatati si dezinfectati
transmitdtorul dupa fiecare utilizare.

AVERTISMENT: La manipularea sau utilizarea acestui dispozitiv, trebuie sa respectati
Precautiile standard. Toate partile sistemului trebuie considerate ca fiind posibil infectioase
si pot transmite agenti patogeni transmisibili prin sange intre pacienti si personalul medical.

Transmitatorul trebuie dezinfectat dupa utilizarea la fiecare pacient. Sistemul poate fi utilizat
pentru efectuarea testelor la mai multi pacienti doar daca sunt respectate Precautiile
standard si procedurile de dezinfectare furnizate de Medtronic Diabetes.

Pentru a curata transmitdtorul, aveti nevoie de urmatoarele materiale:
« manusi
+sapun lichid slab
- periuta de dinti cu peri moi, pentru copii
- Tnalbitor 8,25%
- doud recipiente
.+ carpe curate, uscate, care nu lasa scame
Durata de viata

Transmitatorul poate fi curdtat si dezinfectat de maximum 122 de ori sau timp de un an, oricare dintre
aceste limite este atinsd prima. In acest punct, scoateti transmitatorul din uz. Dacé utilizatiin continuare
transmitdtorul de mai mult de 122 de ori sau mai mult de un an, procesul de curdtare si dezinfectare
poate deteriora dispozitivul. Contactati Medtronic pentru a comanda un nou transmitator.

Pentru a curata si a dezinfecta transmitatorul:

1. Spalati-va pe maini si puneti-va manusile.
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2. Inspectati interiorul deschiderii conectorului transmitatorului, pentru a depista prezenta
oricaror fluide corporale. Pentru instructiuni despre procedura de inspectare a pinilor
conectorului, consultati Inspectarea pinilor conectorului transmitatorului, pagina 86.

ATENTIE: Persoana care inspecteaza transmitatorul trebuie sd aiba vederea suficient
de buna pentru a reusi sa depisteze picaturi mici de fluide corporale sau reziduuri.

AVERTISMENT: Daca depistati orice fluide corporale in deschiderea conectorului,
trebuie sd scoateti din uz transmitatorul. Deoarece transmitatorul contine o baterie, nu
il eliminati intr-un container pentru deseuri biologice. in acest caz, continuati sa
curatati si dezinfectati transmitatorul, iar apoi scoateti-I din uz in conformitate cu
reglementarile locale privind scoaterea din uz a bateriilor (exclus incinerare).

Figura 6. Componentele transmitatorului

deschiderea conectorului

pini conector

carcasa

4. Daca pe transmitator existd reziduuri de adeziv, consultati Indepartarea reziduurilor de adeziv,
pagina 97.
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5. Clatiti transmitatorul sub jet de apd de la robinet la temperatura camerei, timp de cel putin un
minut, pana cand este vizibil curat. Asigurati-va cd toate zonele unde se ajunge cu dificultate
sunt clatite bine.

6. Pregatiti o solutie de sdpun slabd, folosind 5 ml (1 linguritd) de sdpun lichid slab la 3,8 | (1 galon)
deapadelarobinetlatemperatura camerei. Preparati o solutie proaspatd pentru fiecare utilizare.

7. Cu testerul inca atasat, scufundati transmitatorul in solutia slaba de sapun lichid si lasati-l timp
de un minut.

8. Tineti testerul si periati intreaga suprafatd a transmitatorului cu o periuta de dinti cu peri moi,
pentru copii. Asigurati-va cd periati bine toate zonele unde se ajunge cu dificultate, pana cand
sunt vizibil curate.
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9. Clatiti transmitdtorul sub jet de apa de la robinet la temperatura camerei, timp de cel putin un
minut, pana cand este indepadrtat tot sapunul lichid vizibil.

10. Stergeti transmitatorul si testerul cu o carpa curata si uscata.

<

11. Preparati o solutie de Indlbitor 1:10, utilizand o (1) parte nalbitor 8,25% la noud (9) parti apd,
pentru a obtine o concentratie finala de 0,8%. Preparati o solutie proaspdtd pentru fiecare
utilizare.
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12. Tnainte de dezinfectare trebuie sd incheiati toti pasii de curdtare anteriori. Pastrand testerul
atasat, inmuiati transmitatorul in solutia de indlbitor timp de 20 de minute.

13. Clatiti transmitdtorul sub jet de apd de la robinet la temperatura camerei timp de trei minute.

14. Asezati transmitatorul si testerul pe o carpa curata si uscata si lasati-le sa se usuce complet.
AVERTISMENT: Dacd la inspectarea anterioara ati vazut orice fluide corporale in
interiorul deschiderii conectorului, trebuie ca in acest moment sa scoateti din uz

transmitatorul impreuna cu testerul atasat, in conformitate cu reglementarile locale
privind scoaterea din uz a bateriilor (fara incinerare).

15. Deconectati testerul de la transmitator, strangand usor bratele testerului.
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16. Inspectati carcasa transmitdtorului pentru a depista orice semn de crdpare, exfoliere sau
deteriorare. Dacd vedeti oricare dintre aceste semne, trebuie ca in acest moment sd scoateti din
uz transmitatorul dezinfectat, in conformitate cu reglementarile locale privind scoaterea din uz
a bateriilor (fard incinerare).

AVERTISMENT: Nu utilizati dispozitivul daca observati pe carcasa crapaturi, portiuni
care se cojesc sau portiuni cu defecte. Fisurarea, exfolierea sau defectele carcasei sunt
semne de deteriorare. Deteriorarea carcasei poate afecta capacitatea deacurata corect
transmitatorul si poate provoca rani grave. Contactati reprezentanta locala si scoateti
dispozitivul din uz in conformitate cu reglementarile locale privind eliminarea
bateriilor (fara incinerare) sau contactati cadrul medical pentru informatii despre
eliminare.

17. Scoateti din uz manusile utilizate si spdlati-va bine pe maini cu apad si sapun.

indepértarea reziduurilor de adeziv

Poate fi necesar sa efectuati aceasta procedura dacd pe transmitator existd reziduuri de adeziv. Daca
inspectati vizual transmitatorul si observati reziduuri de adeziv pe el, urmati aceste instructiuni.

Pentru a elimina reziduurile de adeziv, aveti nevoie de tampoane de bumbac si de o solutie de uz
medical pentru indepdrtarea adezivilor cum este Detachol™*, care este un solvent pe baza de petrol.

Nota: In timpul testelor, Medtronic MiniMed a utilizat Detachol™* pentru a indeparta reziduurile
adezive de pe transmitdtor. Se recomanda utilizarea solutiei Detachol™*, insa este posibil ca
aceasta sd nu fie disponibild in toate tarile.

Pentru a indeparta reziduurile de adeziv:

1. Asigurati-va ca testerul este atasat la transmitator.
2. Inmuiati un tampon de vata in solutia pentru Indepéartarea adezivului medical.
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3. Tineti testerul si frecati usor transmitatorul cu solutia pentru indepartarea adezivului, pana la
curatarea completa a reziduurilor.

2

k.
AN

N

4. Continuati procedura de curatare. Consultati Curatarea transmitdtorului, pagina 88 pentru
detalii.

Baie siinot

Dupa ce transmitdtorul si senzorul s-au conectat, jonctiunea este etansa si impermeabild pand la
adancimea de 2,4 metri (8 picioare) timp de maximum 30 de minute. Puteti sd faceti dus si sa inotati
fard a le indeparta.

Curatarea incarcatorului

Aceasta procedura cuprinde operatiile generale de curatare necesare in functie de starea statiei de
andocare.

ATENTIE: Nu scufundatiincarcatorul in apa sau in orice alt agent de curatare. Incarcitorul nu
este impermeabil. Apa poate deteriora incdrcatorul si poate cauza functionarea defectuoasa
a dispozitivului.

AVERTISMENT: Eliminati incarcatorul in conformitate cu reglementarile locale privind
eliminarea bateriilor, sau contactati cadrul medical pentru informatii despre eliminare.
Incarcdtorul se poate aprinde la incinerare.

Pentru a curata incarcatorul:

1. Spdlati-vd bine mainile.
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2. Folositio carpa umeddimbibatdin solutie de curatare slabd, precum un detergent de spalat vase,
pentru acurata orice urmade murdarie sau corp strain de pe suprafata incarcatorului. Nu utilizati
niciodata solventi organici precum diluantul de vopsele sau acetona, pentru a curata
incdrcatorul.

3. Asezatiincdrcatorul pe o carpa curata si uscatd sildsati sa se usuce prin evaporare timp de doua
sau trei minute.
Depanarea

Urmdtorul tabel contine informatii pentru remedierea problemelor transmitatorului, incarcatorului si
testerului. Pentru mai multe intrebdri despre remedierea problemelor, consultati ghidul de utilizare a
sistemululi.

Tabelul 1. Depanarea problemelor

Cauza probabila

Problema (cauze probabile) Rezolvare
Ati conectat Pinii conectorului 1. Verificati daca pinii conectorului
transmitdtorul la transmitdtorului pre- transmitdtorului sunt deteriorati sau
incarcatorsinus-aaprins | zintd deteriorari sau corodati. Pentru mai multe informatii
niciun indicator luminos. | coroziuni. despre pinii conectorului dvs., consultati
Bateria Incdrcadtorului nu Inspectarea pinilor conectorului
are energie sau transmitdtorului, pagina 86. Daca pinii
incarcdtorul nu are bate- sunt deteriorati sau corodati, contactati
rie. reprezentanta dvs. locald. Este posibil ca
transmitdtorul sd trebuiasca sd fie inlo-
Cuit.

2. Daca pinii conectoruluinu prezinta dete-
riorari, inlocuiti bateria din incarcdtor.
Pentru instructiuni privind inlocuirea
bateriei incarcatorului, consultati Instala-
rea unei baterii in incarcator, pagina 81.

Pe durata incarcarii, indi- | Bateriaincarcatoruluiare | Inlocuiti bateria incarcatorului. Pentru

catorulluminos verde cu | un nivel de energie instructiuni privind inlocuirea bateriei
aprindere intermitentd | scazut. incarcdtorului, consultati Instalarea unei baterii
de pe incdrcator se inincdrcator, pagina 81.

opreste, iar pe incdrcator
clipeste pe o perioada
mai lunga un indicator
luminos rosu.
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Tabelul 1. Depanarea problemelor (continuare)

Problema

Cauza probabila
(cauze probabile)

Rezolvare

Pe durata Incarcarii, indi-
catorul luminos verde cu
aprindere intermitenta
de pe incdrcétor se
opreste, iar pe incdrcator
se aprind cate doua
secunde indicatoarele
luminoase rosii.

Nivelul de energie al
transmitdtorului este
scazut.

1. Incarcati transmitatorul incontinuu timp
de o ord. Daca clipitul nu se opreste,
treceti la pasul 2.

2. Incarcati transmitatorul incontinuu timp
de opt ore. Daca lumina intermitentd nu
se opreste, apelati reprezentanta locala.
Este posibil ca transmitatorul sa tre-
buiasca sa fie inlocuit.

Pe durata incarcarii, pe
incarcétor se aprind
intermitent indicatoa-
rele luminoase rosii,
intr-o combinatie de
aprinderi pe durata
lunga si scurta.

Nivelul de energie al
incdrcatorului si al
transmitdtorului este
scazut.

1. Tnlocuiti bateria incarcatorului. Pentru
instructiuni privind inlocuirea bateriei
incarcatorului, consultati Instalarea unei
baterii in incdrcdtor, pagina 81.

2. Incarcati transmitatorul incontinuu timp
de o ord. Daca indicatoarele luminoase
rosii cu aprindere intermitenta rapida nu
se opresc, treceti la pasul 3.

3. Incarcati transmitatorul incontinuu timp
de opt ore. Daca lumina intermitenta nu
se opreste, apelati reprezentanta locala.
Este posibil ca transmitatorul sa tre-
buiasca sa fie inlocuit.

Indicatorul luminos
verde de pe transmitator
nu se aprinde intermi-
tent atunci cand il
conectati la senzor.

Transmitatorul nu este
bine conectat.

Nivelul de energie al
transmitdtorului este
scazut.

Senzorul nu este intro-
dus corect in corp.
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1. Deconectati transmitatorul de la senzor.

2. Asteptati cinci secunde si reconectati-le.
Daca In continuare indicatorul luminos
verde nu se aprinde, treceti la pasul 3.

3. Incarcati complet transmitatorul si
conectati-l la tester. Daca in continuare
indicatorul luminos verde nu se aprinde
intermitent, consultati instructiunile de
depanare pentru situatia in care ,Indica-
torul luminos verde de pe transmitator
nu se aprinde intermitent atunci cand
conectati transmitatorul la tester” Daca
indicatorul luminos verde se aprinde
intermitent, treceti la pasul 4.




Tabelul 1. Depanarea problemelor (continuare)

Problema

Cauza probabila
(cauze probabile)

Rezolvare

4.

Deconectati transmitatorul de la tester,
asteptati cel putin cinci secunde si
conectati transmitdtorul la senzor. Daca
in continuare indicatorul luminos verde
nu se aprinde intermitent, trecetila pasul
5.

. Este posibil ca senzorul sa nu fie introdus

corect in corpul dvs. Scoateti senzorul
din corpul dvs. siintroduceti un nou sen-
zor.

Indicatorul luminos
verde de pe transmitator
nu se aprinde intermi-
tent atunci cand il
conectati la tester.

Transmitatorul nu este
bine conectat.

Nivelul de energie al
transmitdtorului este
scazut.

. Verificati conexiunea dintre transmitdtor

si tester. Dacd in continuare indicatorul
luminos verde nu se aprinde intermitent,
treceti la pasul 2.

2. Incarcati complet transmitatorul.
3. Testatidin nou transmitdtorul cu ajutorul

testerului. Daca In continuare nu se
aprinde intermitent indicatorul luminos
verde, contactati reprezentanta locala.
Este posibil ca transmitatorul sa tre-
buiasca sa fie inlocuit.

Bateria transmitatorului
nu dureaza sapte zile.

Transmitatorul nu este
complet incarcat atunci
cand il conectati la sen-
zor.

Transmitatorul si pompa
pierd frecvent conexiu-
nea fara fir.
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. Incércati complet transmitatorul inainte

de a-I conecta la senzor. Dacd in conti-
nuare bateria transmitdtorului nu rezista
pe durata de utilizare a unui senzor,
treceti la pasul 2.

Indepartati-va de orice echipament care
poate cauza interferenta RF. Pentru mai
multe informatii privind interferenta RF,
consultati fisa cu informatii despre con-
formitatea cu standardele din radioco-
municatii, inclusa impreund cu pompa.
Asigurati-va ca pompa si transmitatorul
se afld pe aceeasi parte a corpului dvs,,
pentru areduce la minimum interferenta
RF. Dacd bateria complet incarcata a
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Tabelul 1. Depanarea problemelor (continuare)

Cauza probabila
Problema (cauze probabile) Rezolvare

transmitdtorului continud sa piardd ener-
gie Inainte de o perioada completd de
sapte zile, contactati reprezentanta
locald. Este posibil ca transmitdtorul sa
trebuiasca sa fie inlocuit.

Transmitatorul a pierdut | Pompa nu se afld in aria 1. Indepértati-va de orice echipament care

conexiunea cu pompa. |de acoperire. poate cauza interferenta RF. Pentru mai
Existd interferentd RF multe informatii privind interferenta RF,
produsd de alte dispozi- consultati fisa cu informatii despre con-
tive. formitatea cu standardele din radioco-

municatii, inclusa impreund cu
transmitdtorul. Daca transmitatorul in
continuare nu comunica cu pompa,
treceti la pasul 2.

2. Asigurati-va ca pompa si transmitdtorul
se afla pe aceeasi parte a corpului dvs,
pentru areduce laminimum interferenta
RF. Daca transmitatorul in continuare nu
comunicd cu pompa, contactati repre-
zentanta locala pentru asistenta.

Nota: Se declanseaza o alarma sau o alerta si apare un mesaj atunci cand transmitatorul pierde
conexiunea cu pompa timp de 30 de minute.

Depozitarea si manipularea

Depozitati transmitatorul, incdrcatorul sitesterul intr-un loc uscat si curat, la temperatura camerei. Daca
transmitdtorul nu este in uz, trebuie sa incarcati transmitdtorul cel putin o data la 60 de zile.

ATENTIE: Nu tineti transmitatorul in incarcdtor. Daca transmitatorul este lasat in incarcator
mai mult de 60 de zile, bateria va fi deteriorata permanent.

Scoaterea din uz

Nu eliminatitransmitatorul la deseuri municipale nesortate. Eliminati transmitatorul in conformitate cu
reglementarile locale privind eliminarea bateriilor, sau contactati cadrul medical pentru informatii
despre eliminare.
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Specificatii

Performanta esentiald (PE) a transmitatorului constd in a mdsura si a transmite cdtre un dispozitiv de
monitorizare valoarea (valorile) semnalului dispozitivului de detectie, in parametrii de exactitate ai
transmitdtorului, in conditiile de utilizare specificate prezentate in ghidul de utilizare a sistemului, si pe
durata de functionare preconizatd. Daca transmitdtorul este afectat de perturbatii electromagnetice,
este posibil sa nu se realizeze transmisia ori s3 se transmitd date incorecte. In aceste situatii, consultati
instructiunile pentru operare, intretinere sidepanare din ghidurile de utilizare aplicabile. De asemenea,
puteti utiliza dispozitivul de testare pentru a testa daca transmitatorul functioneaza corect. Daca
transmitatorul este deteriorat sau nu poate sa comunice cu incarcatorul sau cu pompa, contactati
reprezentanta Medtronic locala pentru asistenta.

Tabelul 2. Specificatiile produsului

Biocompatibilitate Transmitator: Este conform cu EN 1SO 10993-1

Parti aplicate Transmitator
Senzor
Conditii de Temperatura transmitatorului: 0°C — 45°C (32°F — 113°F)
functionare Atentie: Atunci cand operati transmitdtorul in tester la temperaturi ale

aerului mai mari de 41°C (106°F), temperatura transmitatorului poate
depasi 43°C (109°F).

Umiditatea relativa a transmitatorului: intre 10% si 95%, fard condens
Presiunea transmitatorului: intre 57,60 kPa si 106,17 kPa (intre 8,4 psi si
15,4 psi)

Temperatura incarcatorului: 10°C — 40°C (50°F — 104°F)

Umiditatea relativa a incdrcatorului: intre 30% si 75%, fara condens
Conditii de depozitare | Temperatura transmitatorului: -20°C — 55°C (-4°F = 131°F)

Umiditatea relativa a transmitatorului: pand la 95%, fara condens
Presiunea transmitatorului: 57,6 kPa — 106 kPa (8,4 psi — 15,4 psi)
Temperatura incarcatorului: -10°C = 50°C (14°F - 122°F)

Umiditatea relativa a incdrcatorului: intre 10% si 95%, fara condens
Durata de viata a bate- | Transmitdtor: sapte zile de monitorizare continud a glucozei,imediat dupa
riei o Incdrcare completa.

Incércator: Incarcatorul foloseste o baterie AAA noud pentru a incarca
transmitatorul.

Frecventa Banda de 2,4 GHz, tehnologie fara fir Bluetooth™* (versiunea 4.0)
transmitatorului

Putere efectivaradiata | -12,05 dBm (0,06 mW)

(ERP)
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Tabelul 2. Specificatiile produsului (continuare)

Putere efectiva radiata | -9,9 dBm (0,1 mW)
izotropic (EIRP)

Interval de Maximum 1,8 metri (6 picioare) in aer liber

functionare

Durata de functionare | Durata de functionare estimatd a transmitdtorului este de unan, in functie
estimata a de utilizarea de catre pacient.

transmitatorului

Comunicatiile fara fir ale transmitatorului
Calitatea serviciilor

Transmitatorul si pompa de insulina se conecteaza prin intermediul conectivitatii la dispozitive
inteligente. Transmitatorul trimite cdtre pompa date despre glicemie si alerte referitoare la sistem.
Pompa verificd integritatea datelor primite dupa transmisia fara fir.

Securitatea datelor

Transmitatorul este proiectat astfel incat sa accepte comunicatii prin radiofrecventa (RF) numai de la
dispozitivele recunoscute si asociate. Trebuie sa asociati pompa cu transmitatorul inainte ca pompa sa
accepte informatii de la transmitator.

Pompele de insulind MiniMed si componentele sistemului (aparatele de masurat si transmitatoarele)
asigura securitatea datelor prin metode protejate prin drepturi de proprietate si integritatea datelor
prin procese de verificare a erorilor, de exemplu prin controale ale redundantei ciclice.

Calatorii cu avionul

Transmitatorul poate fi folosit in siguranta pe liniile aeriene comerciale. Daca personalul navigant (al
liniei aeriene) va pune intrebari despre utilizarea dispozitivului, vd rugdm sa ii prezentati cardul pentru
urgente medicale.
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Indicatii si declaratia producatorului

Indicatii si declaratia producatorului - emisii electromagnetice

Test de emisii

Conformitate

Mediu electromagnetic - Directiva

Emisii RF CISPR 11

CISPR 11 Grupa 1,Clasa B
Emisii armonice Nu este cazul
IEC 61000-3-2

Fluctuatii de ten-

Nu este cazul

siune/emisii fluc-
tuante
IEC 61000-3-3

Transmitatorul utilizeaza energie RF numai pentru comu-
nicatiile sistemului. Prin urmare, emisiile RF sunt foarte
reduse si este putin probabil sa provoace interferente pen-
tru echipamentele electronice din apropiere.

Nota: Declaratia precedentd este impusa de standardul [EC
60601-1-2 pentru dispozitivele din Grupa 1, Clasa B. Deoa-
rece transmitatorul este alimentat de la baterie, emisiile
acestuia nu vor fi afectate de reteaua de electricitate a
cladirii, si nu exista dovezi privind orice fel de probleme
asociate cu utilizarea sistemului in clddirile rezidentiale.

Indicatii si declaratia producatorului - imunitate electromagnetica

Test de imunitate

Nivel test IEC
60601-1-2:2014

Conditie privind utili-

zarea maxima previzi-

bila, in conformitate cu
IEC 60601-1-2:2014

Directive privind
mediul electromagne-
tic

Descarcare electrosta-

+8 kV la contact

+8 kV la contact

Pentru utilizare in mediu

tica (ESD) +2 kV, +4 kV, £8 kV, +2 kV, 4 kV, £8 kV, domestic, comercial sau
IEC 61000-4-2 +15kVin aer +15kVin aer spitalicesc tipic.
Perturbatii conduse 3 Vewis Nu este cazul Cerinta nu este valabild
induse de campurile de |intre 150 kHz si 80 MHz pentru acest dispozitiv
radiofrecventa 6 Vams alimentat de la baterie.

Benzi ISM intre
intre 150 kHz si 80 MHz

Fenomene electrice
tranzitorii rapide/rafale
IEC 61000-4-4

+2 kv
100 kHz frecventa de
repetitie

Nu este cazul

Cerinta nu este valabila
pentru acest dispozitiv
alimentat de la baterie.

Supratensiune tranzito-
rie
IEC 61000-4-5

De la linie la linie: £0,5 kV,
+1 kV

De la linie la pamant:
+0,5 kV, +1 kV, +2 kV

Nu este cazul

Cerinta nu este valabild
pentru acest dispozitiv
alimentat de la baterie.

Nota: Uy este tensiunea r

etelei electrice de c.a. inainte de aplicarea nivelului de testare.

Caderide tensiune, intre-
ruperi de scurtd durata si

0% Ur; 0,5 cicluri (la 0°,
45°,90° 135°,180°, 225°
270°5i 315°)

Nu este cazul
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Cerinta nu este valabila
pentru acest dispozitiv
alimentat de la baterie.
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Indicatii si declaratia producatorului - imunitate electromagnetica

Test de imunitate

Nivel test IEC
60601-1-2:2014

Conditie privind utili-

zarea maxima previzi-

bila, in conformitate cu
IEC 60601-1-2:2014

Directive privind
mediul electromagne-
tic

variatii de tensiune la

0% Ur; 1 ciclu (la 0°)

liniile de alimentare 70% timp de 25/30
IEC 61000-4-11 de cicluri (la 0°)
0% timp de
250/300 cicluri
Camp magnetic al frec- | 30 A/m 30 A/m Pentru utilizare in mediu

ventei de retea
(50/60 Hz)
IEC 61000-4-8

domestic, comercial sau
spitalicesc tipic.

Campurile de proximi-
tate provenite de la echi-
pamentele de telecomu-
nicatii prin RF fara fir

IEC 61000-4-3

IEC 60601-1-2:2014,
Tabelul 9

IEC 60601-1-2:2014,
Tabelul 9

Pentru utilizare in mediu
domestic, comercial sau
spitalicesc tipic.

Nota: Uy este tensiunear

etelei electrice de c.a. inainte de aplicarea nivelului de testare.

Emisii RF radiate
[EC 61000-4-3

10V/m
intre 80 MHz si 2,7 GHz
80% AM la 1 kHz

10V/m
intre 80 MHz si 6 GHz
80% AM la 1 kHz
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Echipamentele de
comunicatii in RF porta-
bile si mobile nu trebuie
utilizate in apropierea
niciunei componente a
transmitatorului la o dis-
tanta maimicd decat dis-
tanta de separare reco-
mandatd, de 30 cm
(121in).

Intensitatea campului
pentru transmitatoarele
RF fixe, conform deter-
minadrii din cadrul unui
studiu electromagnetic
aplicat, trebuie sa fie mai
micd decat nivelul de
compatibilitate din fie-




Indicatii si declaratia producatorului - imunitate electromagnetica

Test de imunitate Nivel test IEC Conditie privind utili- Directive privind
60601-1-2:2014 zarea maxima previzi- | mediul electromagne-
bila, in conformitate cu tic

IEC 60601-1-2:2014

care interval de frec-
venta.

Interferentele pot aparea
in apropierea echipa-
mentelor marcate cu
urmatorul simbol:

®)

Nota: Aceste indicatii nu sunt valabile in toate situatiile. Propagarea electromagnetica este afectata de
fenomenele de absorbtie si de reflexie cauzate de structuri, de obiecte sau de persoane.

Garantie

Medtronic MiniMed, Inc. (sau orice alta entitate legald indicata drept producator pe eticheta acestui
dispozitiv ,Medtronic MiniMed") garanteaza cumparatorului cd transmitatorul Medtronic nu prezintd
defecte de materiale simanopera pentru o perioada de un (1) an siincarcatorul pe o perioada de pana
laun (1) an de la data cumpardrii.

Pe durata perioadei de garantie, Medtronic MiniMed va inlocui sau repara, dupa cum considera de
cuviintd, orice transmitator sau incdrcator defect care face obiectul conditiilor si excluderilor
mentionate in acest document. Aceastd garantie se aplica numai dispozitivelor noi. In cazul in care un
transmitdtor sau incarcdtor este inlocuit, perioada de garantie nu va fi extinsa peste data de expirare
initiald.

Garantia este valabila numai daca transmitdtorul sau incarcatorul Medtronic se utilizeaza in
conformitate cu instructiunile producatorului. Fara nicio limitare, aceastd garantie nu se aplica:

«  Daca defectiunea este cauzatd de schimbari sau de modificari aduse transmitdtorului sau
incarcatorului de cdtre utilizator sau de cétre terte persoane dupd data cumpadrarii;

- Daca defectiunea este cauzata de operatii de service sau de reparatii efectuate de orice persoand
sau entitate, alta decat producatorul;

- Daca defectiunea este cauzata de forta majord sau de orice alt eveniment necontrolabil de catre
producator;
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- Dacéd defectiunea este cauzatd de neglijentd sau de o utilizare necorespunzatoare, incluzand, insa
nelimitandu-se la: depozitare neadecvatd, scufundare in apa, expunere la socuri fizice (precum
scapari);

+ Daca defectiunea este cauzatd de utilizarea dispozitivului in orice alt mod decat cel indicat in
etichetele, instructiunile de utilizare sau notificarile de reglementare ale produsului furnizate de
catre producator.

Aceasta garantie este valabila numai pentru cumpadratorul initial. Vanzarea, inchirierea sau oricare alta
modalitate de transferare ori de utilizare a produsului in perioada de garantie de catre alt utilizator
decat cumpdrdtorul initial atrag dupa sine anularea imediata a prezentei garantii. Aceastd garantie nu
este valabild pentru senzorii de glucoza sau alte accesorii.

Remediile furnizate in aceastd garantie sunt remedii exclusive disponibile pentru orice incalcare a
acesteia. Nici Medtronic MiniMed, nici furnizorii si nici distribuitorii sdi nu sunt rdspunzatori pentru nicio
dauna accidentald, indirectd sau speciala de orice natura cauzata de un defect al produsului.

Toate celelalte conditii si garantii, altele decat garantiile obligatorii prevdzute de lege, exprese sau
implicite, sunt excluse, inclusiv orice garantii privind vandabilitatea sau potrivirea cu un anumit scop.

Aceastd garantie confera drepturi legale specifice cumpdratorului, iar cumparatorul poate avea, de
asemeney, alte drepturi care variazd in temeiul legislatiei locale. Prezenta garantie nu afecteaza
drepturile legale ale cumpadratorului.

Distribuirea software-ului cu sursa deschisa (OSS)

Acest document defineste software-ul cu sursa deschisa care poate fi accesat separat, executat, legat,
afiliat sau utilizat in alt mod de acest produs.

Acest software cu sursa deschisa este licentiat utilizatorilor sub rezerva clauzelor acordului de licenta
software separat pentru respectivul software cu sursa deschisa.

Utilizarea software-ului cu sursa deschisa de cdtre dvs. va fi reglementatd in totalitate de clauzele
acestei licente.

Codul sursé/obiect si licenta aplicabild pentru software-ul cu sursd deschisa pot fi obtinute pe site-ul
urmdtor: http://www.ouah.org/ogay/hmac/.
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Guardian Link (3)

TpaHcmuTTep Guardian Link (3) ¢ becnpoBoaHoi TexHonorvel Bluetooth™* agnaetca KOMNOHEHTOM
CMCTEMbI HEMPEPBIBHOrO MOHUTOPWHTa MoKo3bl (CGM), npeiHazHaueHHOM And CUCTEM UHCYTMHOBbBIX
nomn MiniMed ¢ BO3MOXHOCTbIO MOACOEAVHEHVIA K CMapT-yCTPONCTBAM.

PucyHok 1. KomnoHeHTbl Habopa

TpaHCMUTTEP

YCTPOMCTBO ANA BBEAEHUA 3apafHoe yCTPOMCTBO

KomnoHeHTbl Habopa TpaHcmuTTepa Guardian Link (3) (MMT-7910)
[MonHbIN HAbOP TPAHCMUTTEPA BKIIOUAET Crieflytolyie KOMMOHEHTbI:

+ TpaHcmutTep Guardian Link (3) (MMT-7911) - 3apsagHoe yctpoinctso (MMT-7715)

Hga tectepa (MMT-7736L) - YcTponcTeo ang seegerus One-press
(MMT-7512)

MNpepycmoTpeHHOe Ha3HayYeHNe YCTPOUCTBa

TpaHcmnTTep Guardian Link (3) (MMT-7911) sanaeTca nepesapsKaembiM YCTPONCTBOM, KOTOPOe
MUTaeT CeHCOP MMIOKO3bl, COOMPAET flaHHbIe CEHCOPA M BbIMOMHAET VX PAcYeT, a TakKe oTrnpasnseT
[laHHble B COBMECTVMYIO CUCTEMY MHCYNMHOBOM nomnbl MiniMed ¢ BO3MOXHOCTbIO NOACOEANHEHNA K
CMapT-yCTPOMCTBaM ANA KOMMeHCalUWn caxapHoro AnabeTa. TpaHCMUTTEP COBMECTMM TONbKO C
ceHcopoMm rtoko3bl Guardian Sensor (3) (MMT-7020) n npeAHa3HauyeH AN UCNOAb30BaHWA Y OAHOIO

NNy HECKOJTbKKX MauUeHTOB.

lMpoTuBonokasaHua

Hewn3BeCTHbI.
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MpepynpexxpeHna

.

He ncnonb3yiiTe TpaHCMUTTEP PALOM C APYTUM SEeKTPOOO0PYA0BAHNEM — ITO MOXET
HeraTMBHO CKa3aTbCA Ha HOPMasbHOM paboTe C1cTeMbI. [TPOTVMBOMOKA3aHO NpYIMEHEHE APYroro
31eKTpoobopPy0BaHWA, KOTOPOE MOXKET HAPYLWNTb HOPMabHYt0 PaboTy cucTembl. [na
nonyyeHnsa AONOAHUTENbHOM MHbOPMaLMK 06 3n1eKTprYecKoM 0O0PYAOBaHNY, KOTOPOE MOXKET
HapyWK1Tb HOPManbHYt0 PaboTy CMCTeMbl, CM. BO3AECTBIME MarHUTHbIX Monew 1 13nydeHus,
ctp. 110.

Bce Mepbl NpeaoCcTOpOXHOCTH, NPefoCTEREXKEHNS N UHCTPYKLUMK, OTHOCALLIMECS K CEHCOPY, CM. B
PYKOBOZCTBE NOJb30BATENA MO CeHCOPY. HecnenoBaHme pyKoBOACTBY NMOMb30BaTeSNs Mo CEHCOPY
MOXET NPVBECTU K CEPbEe3HOM TPaBME UM NOBPEXAEHNIO CEHCOPa.

He no3BonsiiTte aeTaM NOMELLATb ManeHbKe 1eTany B poT. [1py nonafgaHum B AblxaTenbHble My TH
3TOT NPOAYKT CMOCOOEH BbI3bIBaTH YAYLLIbE Y AeTel MAa/jero Bo3pacTa.

He n3meHnnTe 1 He MoandULIMPYITe YCTPOMCTBO, €C/IN 3TO He ObINO B ABHOM hopMe 0f00peHo
KomnaHvel Medtronic Diabetes. MoanduKaLma yCTPOMNCTBa MOXET CTaTb MPUUNHOW CEPbe3HO
TPaBMbl, MOMELLATb YNPABIEHMIO YCTPOMCTBOM M NMPUBECTU K aHHYIMPOBAHWIO TapaHTIN.

He ncnonb3yiiTe TeCTOBbIN pasbem, ECIM Ha HEro Morana KPoBb. KOHTAKT C KPOBbIO MOXET
BbI3BaTb MHOEKLMIO. YTUNU3NPYITE TECTOBLIN Pa3bem B COOTBETCTBMM C MECTHBIM
3aKOHOMATENBCTBOM MO YTUNM3AUUW MEAULIMHCKUX OTXOLOB UM 0OPATUTECH K Nleyallemy Bpady
3a UHGOPMAaLVEN Mo YTUM3ALMN.

[Nocne BBefjeHNA CEHCOpa MOXeET BO3HUKHYTb KpoBOTeueHwe. Bceraa cnegute 3a tem, 4tobbl
MECTO BBEAIEHNA HE KPOBOTOUMIO Npex[e, Yem NOACOeANHATb TPAHCMUTTEP K CeHCopy. KpoBb
MOXET MOMacTb B COeANHEHWA TPAHCMWTTEPA 1 NPUBECTM K NOBPEXAEHMIO YCTPONCTBA.
YTUNuU3npyTe yCTPOMCTBO B CJlyYae ero noBpexaeHus. B cnyyae KpoBoTeUeHUA HanoxmTe
[aBALLYIO NOBA3KY U3 CTEPWUIBHOM MapIIv MU YMCTO TKAHW Ha MeCTO BBefleHNs. He CHmaiiTe ee
[10 OCTAaHOBKM KpOBOTeueHws. [locne npekpalleHns KpoBOTeUeHWs NOACOeANHITE TPAHCMUTTEP
K CeHCOpY.

B cnyyae pa3sutus niobor 06yCnoBneHHOM TPaHCMUTTEPOM WA CEHCOPOM HEONAronpUaTHON
peakL1u 0bpaTuTeCh K pernMoHanbHOMY npeacTasuTento. HebnaronpusaTHble peakuum MoryT
NPVBECTU K CEPbE3HbIM TPAaBMaM.

He BbibpacbiBaliTe TpPaHCMUTTEP B KOHTEMHEPbI A48 MeAVLIMHCKIMX OTXOLO0B U He MOABEPraTe ero
BO3[eMCTBMIO SKCTPEMATbHOIO HarpeBa. TpPaHCMUTTEP COAEPKUT BaTapelo, KOTopasa MOXeT
BOCMNAMEHWUTLCA U MPUBECTU K CEPbe3HBbIM TPaBMaM.

Bo3penicTBMe MarHUTHbIX NONen N N3NyyYeHna

He nopagepraiite TpaHCMUTTEP BO3AENCTBMIO 000PYAOBAHMA ANA MArHUTHO-PE30HAHCHOW
Tomorpadumr (MPT), yCTpocTB Ana Anatepmmmn Unm Apyrnx yCTPONCTB, reHepUPYIOLLMX CUbHbIE
MarHWTHble NoAA (HaNpPUMepP PEHTFEHOBCKMI annapart, KOMMboTePHbIA ToMorpad Unn
YCTPOWCTBa, CO3AaloLLMe Apyrie BUabl U3ydeHna). BozaencTeme CnbHOrO MarHUTHOrO Nond He
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OLeHMBanocCh, 1 OHO MOXET NPUBECTV K HEMCMpPaBHOCTU )/CTpOI;ICTBa nnn K cepbesHoM TPaBMe, a
Takxe ObITb Hebe3omnacHbiM. Ecnn TPaHCMUTTED NOABEPrca BO3AEVCTBUIO CUNIbHOTO MarHUTHOrO
noaA, NpeKpaTnTe ero NCnosb3oBaHe U O6paTI/ITer 3a NMOMOULbO B MeCTHOEe
npeacTaBuUTeNbCTBO.

Bcerna cHvmMaliTe CEHCOP W TPAHCMUTTEP Nepe[] BXOAOM B KOMHATY C PEHTTEHOBCKMM,
AVIaTEPMUYECKM 060PYA0BAHNEM U KOMMbBIOTEPHbIM TOMOrPahoM, a TakxKe
MPT-060pynoBaHmem. Bosgencrave CvibHOrO MarHUTHOTO MOSIA HE OLEHNBANOCh, Y OHO MOXET
NPVBECTU K HEUCMPABHOCTI YCTPOMCTBA UM K CEPbE3HOM TPaBMe, a TakKe ObiTb Hebe30nacHbIM.
Ecnv ceHcop vnm TpaHCMKTTED MOABEPICS BO3AENCTBMIO CUIbHOMO MarHUTHOrO Mofs,
NpeKpaTnTe ero NCrosb3oBaHNe 1 0bpaTUTeCh 3a MOMOLLbIO B MECTHOE NMPEACTAaBUTENBCTBO.

Bo Bpemsa nyTelwecTsua BCeraa aepmte npu cebe KapTy AA SKCTPEHHbIX CUTYaLIUIA, MOMYUYEHHYIO
BMeCTe C YCTPOMCTBOM. KapTa Ans SKCTPEHHbBIX CUTYaLMA COAEPMKMUT BaXKHYIO MHGOPMALIMIO O
crcTemax 6e30MacHOCTH, MPUMEHSIEMbIX B a3PONopTax, 1 MHGOpMaLMio 0 6e30nacHoM
MCNOMb30BaHUM TPAHCMUTTEPA B CamoreTe. HecnenoBaHMe yKa3aHUAM B KapTe 1 SKCTPEHHbIX
CUTYaLIMI MOXET MPUBECTM K CEPbE3HON TPaBMe.

Mepbl NpefoCcTOpOXKHOCTY

He ncnonb3yite TpaHcmmTTep Guardian Link (3) (MMT-7911) ¢ uHcynuHosow nomnor MiniMed
6e3 BO3MOXHOCTV NOACOEANHEHNSA K CMApPT-yCTPOMCTBAaM. YCTaHOBUTb CBA3b C TPaHCMUTTEPOM
Guardian Link (3) (MMT-7911) MoeT TONbKO MHCYNMHOBas nomna MiniMed ¢ BO3MOXXHOCTbIO
NOACOeANHEHNA K CMAPT-YCTPOMCTBAM.

lcnonb3yiTe C TPaHCMUTTEPOM TOSMbKO CeHcop roko3bl Guardian Sensor (3) (MMT-7020). He
MCnonb3yrnTe Apyrne ceHcopbl. pyrve ceHcopbl He NpefHa3HaveHbl A8 UCNONb30BaHWA C
TPaHCMUTTEPOM U MPUBELYT K NOBPEXAEHNIO TPAHCMUTTEPA 1 CEHCOPA.

Vlcnonb3yiTe C TpaHCMUTTEPOM TOMNBKO TecTep 3eneHoro ugeta (MMT-7736L). Korga tectep
NOAK/OUEH K TPAaHCMUTTEPY, KapMaHbl HAXOAATCA B None BUANMMOCTU. He ncnonbayite
Kakune-nmbo Apyrvie TeCToBble pa3bembl. [lpyrie TecToBble pasbembl He NpefHa3HaueHbl A
MCNONb30BaHWA C TDAHCMUTTEPOM M MOTYT NMPUBECTN K MOBPEXAEHNIO TPAHCMUTTEPA U TecTepa.

PucyHoK 2. KapmaHbl TpaHCMUTTEPa

KapMaHbl

Bcerga ncnonb3synte TECTOBbIM Pa3bem Npu OUUCTKe TPaHCMUTTepa. He ncnonb3yite ¢
TPaHCMUTTEPOM Kakure-nMbo Apyrue TecToBble pa3bembl. Icrnonb3oBaHme Apyroro TeCToBOro
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pa3bemMa MOXKET NPUBECTM K MOoMafaHuio BOAbl B TRAHCMUTTEP MW MoMellaTb HOPManbHOM
ouncTke. Boga MOXeT NOBpeanTb TPAHCMUTTEP.

+  He KpyTuTe TeCTOBbIN pa3beM 1K CEHCOP NPU NOACOeANHEHN K TPAHCMUTTEPY. ITO NpuseaeT
K MOBPEXAEHNIO TPAHCMUTTEPA.

+ He nonyckalte KOHTaKTa TECTOBOrO pasbema C KUOKOCTbIO, KOTla OH He MOACOeAMNHEH K
TPaHCMUTTEPY. BNaxHbli TECTOBbIV pazbem MOXKET BbI3BaTb MOBPEXAEHWE TPAHCMUTTEPA.

+  He ponyckaiite KOHTaKTa TPaHCMUTTEPA C XKNKOCTBIO, KOrfja OH He MOLCOeMHEH K CEHCOPY 1K
TECTOBOMY pa3bemy. Bnara noBpeamT TPaHCMUTTER, @ BlaXkHbIN TDAHCMUTTED MOXET MOBPEeanTb
ceHcop.

+ He ncnonb3ynte H1KaKMX BELLECTB AN1A OUMCTKI YIOTHUTENbHBIX Konew, Ha TecTepe. OuncTka
YMOTHUTENbHbBIX KOMEL| MOXKET NMPUBECTM K NMOBPEXAEHMIO TeCTepa.

PucyHOK 3. ynioTHUTENbHbBIE KOJbLiA

YMIOTHUT
e/lbHble
KonbLa

IEC 60601-1-2:2014, pepakuus 4; Ocobble mepbl NPefoCTOPOXKHOCTH
oTHocuTenbHo OMC gnAa MeaMLIMHCKOTO 3/1IeKTPoo6opyaoBaHUA

1. Ocobble mepbl MPeaoCTOPOXKHOCTN OTHOCUTENBHO 3NEKTPOMArHUTHON COBMeCTUMOCTM (AMC):
[laHHOe YCTPOMCTBO, HOCMMOE Ha Tefe, NpeAHaszHauYeHo Ana paboTbl B pamMKax AOMyCTUMOW
ObITOBOW, BHYTPEHHe, 0bLLeCTBeHHOW 1nv pabouelt cpefbl, B KOTOPOW CyLWeCTBYIOT obLme
ypoBHW 13nyueHnd "E" (B/m) nnu "H" nonen (A/m), Takue Kak coToBble TenedoHbl, yCTPOMCTBa C
TexHonornen 6eCcnpPoBOAHON CBA3N, NEKTPUYECKE KOHCEPBHbIE HOXI, MUKPOBOTHOBbLIE 1
NHAYKLUMOHHbIE Meyu. 3TO YCTPOWCTBO reHepupyeT, UCMOMb3YeT U MOXKET M3/ydaTb
PaAMOYACTOTHYIO SHEPTUIO U MOXKET BHOCUTD MOMEXM B paboTy pauioyCTPOMCTB, eC/V
YCTAHOBMEHO 1 UCMONb3yeTCA He B COOTBETCTBUM C MPEAOCTaBAEHHbIMU UHCTRYKLUMUAMN.
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2. MNepeHocHoe 1N mobunbHoe obopynosaHe PY-CBA3M MOKET BANATL Ha PabOTY SNeKTPUYECKOrO
MeauLUMHCKOro obopyaosaHna. Ecnuv Bel cTonkHeTech ¢ PY-nomexamu oT MOBUIBHOMO Ui
CTauMoHapHoro PY-nepenatunka, otonamte ot PY-nepeaatymika, KOTOPbIV Bbi3bIBAET MOMEXM.

3. Tpn MCNONb30BaHUK TRPAHCMUTTEPA Ha PaccToAHMM MeHee 30 cm (12 in) OT NepeHOCHOro
paamnoydactoTHoro (PY-) obopyaoBaHNA nm 3neKTprdYeckoro 06opyaoBaHVA HeOOXOAMMO
NPOABNATL OCTOPOKHOCTb. ECAM TpaHCMUTTep TpebyeTca ncnonb3osaTh BOAN3M OT
nepeHocHoro PY-o6opynoBaHMA NAn 3neKTpryeckoro 0bopyaoBaHva, HabnoaanTe 3a
TPaHCMUTTEPOM, OTCAIEXMBAA MPABMABHOCTb PAbOTbl CUCTEMbI. MOXET MPOV30NTI CHUXEHWE
NPOVI3BOANUTENBHOCTY TPAHCMUTTEPA.

MopnepxKa

ObpaTnTech B pernoHanbHoe NPeACTaBUTENBCTBO KOMMAHWK, eCi Bam noTpebyeTcs sk3emnaap
PYKOBOACTBa Mosb3oBaTens no cucteme MiniMed.

lNoarotoBka TpaHCMUTTEpPa

VICTOUHMK NUTaHUA TPAHCMUTTEPA — He NoA/exallas 3amMeHe nepesapskaemas batapes. Ee MoXHO
NoA3apsxaTb B 11060e Bpems C MOMOLLbIO 3apPAAHOI0 YCTPOMCTBA. Mepes Ncnonb3osaHmem
TPAHCMUTTEP HEOBXOAMMO 3aPAANTD. 3eNeHbIN CBETOMHAMKATOP 3apAAHOr0 YCTPOMCTBA NMOKa3biBaeT
COCTOAHME 3aPAAKK, @ KPACHbBIN CBETOMHAMKATOP CBUAETENbCTBYET O HAMYMM CBA3AHHBIX C OTVIM
NPOLIECCOM Henonafok. ECIM 3aroputca KpacHbI CBETOMHAMKATOP, 0bpaTtuTtech K pasgeny Mouck un
yCTpaHeHWe HEeMONaaoK, CTp. 132. 3apsaaHoe yCTPOMCTBO paboTaeT OT OfHOW LenoYuHol baTapen
AAA.

MpumeuaHme. Ecnn 6atapes pa3pskeHa WM HeNpPaBWibHO YCTaHOBEHa, 3apAAHOE
yCTPOWCTBO paboTaTh He byaeT. [oBTOpWTe 3Tambl YCTaHOBKM GaTapeu, NCMoMb3ys HOBYIO
6atapelo.

YcTaHOBKa 6aTapeu B 3apsAAHOE YCTPOWCTBO
Ina yctaHOBKIM 6GaTapen B 3apagHoOe YCTPOICTBO:

1. HapgaBuTe Ha KpbllKy 6GaTapeHOro otceka 1 CABMHBTE ee (Kak MOoKa3aHo Ha PUCYHKe Ha 3Tane
3).

2. BcTaBbTe HOBYIO WenoyHyto batapeto TMna AAA. YIOCTOBEPLTECD, UTO 3HAKM «+» 1 «—» Ha
GaTapee COOTBETCTBYIOT 3HaKaM, MOKa3aHHbIM Ha 3aPALAHOM YCTPOWCTBE.

3. 3aABUHbTE KPbIWKY 3apA0HOrO yCTpOVICTBa B MpexHee noioxexHne, 4TOObI OHa 3alenkHynachb.
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3apAagka TpaHcMUTTEpa

BHUMAHMWE! Bcerpa 3apaxarite TpaHCMUTTEP Nepep YCTaHOBKOW CeHCopa. Pa3paKeHHbIN
TpaHCMUTTEP He paboTaeT. [ToNHOCTbIO 3apAKEHHbIN TPAHCMUTTEP paboTaeT He MeHee cemMu
[Hel 6e3 noazapagKku. Moasapaaka YpeamMepHo pa3paKeHHOro TPAHCMUTTEPA MOXKET
3aHATb [0 [ABYX YacoB.

BHUMAHMUE! He gepxunte TpaHCMUTTEP Ha 3apAgHOM ycTpoinctae 6onee 60 gHel. MNepep
MCMONIb30BaHMEM OTKIIIOUMTE U CHOBA MOAKIIIUYMTE K 3apAAHOMY YCTPONCTBY ANA
NMOBTOPHOW 3apAaKN. ECiv TpaHCMUTTEP OCTaHeTCA Ha 3apAAHOM YCTpocTBe 6bonee 60 aHeN,
AKKYMYNATOP TpaHCMUTTEPa OyeT OKOHYaTeNIbHO MOBPEXKAEH.

YT06bl 3apAaNTL TPAHCMUTTEP:

1. YTO6bI NOAKNIOUNTL TPAHCMUTTEP K 3aPAHOMY YCTPOWCTBY, MIOTHO MPUXKMITE 70 K 3apAaHOMY
YCTPOWCTBY.



2. B Teyenne 10 cekyHA nocnie NoLCOEANHEHNA TPAHCMITTEPA MO MEPE BKIIIOYEH A 3apAAHOrO
YCTPOWCTBA Ha 3apAHOM YCTPONCTBE OfiHY—/BE CeKyH/1bl OyeT MUraTh 3eneHbili
cBeTonHAnKaTop. OCTaBweeca Bpema 3apAaKk/ 3e1eHbl CBETOUHAMKATOP Ha 3apALHOM
yCTPOWCTBe OyAeT MOCTOAHHO MUraTh MO CXeme: YeTblpe BCMbILLIKM — May3a, YeTblpe BCMbILLIKM —
naysa.

3. Mocne 3aBeplueHVis 3apAAKA 3eneHbl CBeTOMHAMKATOP 3apAAHOro YCTPOWCTBA OyaeT, He
muras, ropeTb OT 15 10 20 cekyHf, a 3aTem NMoracHeT.

4. Tlocne BbIKNOYEHWA 3e1eHOro CBEeTOMHAMKATOPa 3apAaHOro yCTpOIZCTBa oTcoenHNTE
TPAHCMUTTEP OT 3apAAHOIo yCTpOI;ICTBa‘ 3eneHbl CBETOUHAM KaTop TPaHCMUTTEPa HaYvHaeT

MWTaTb.

NMoacoepuHeHune TPaHCMNTTEpPA

VIHCTPYKUMW MO NMOACOeANHEHNIO TRAHCMUTTEPA K MOMMe CM. B PYKOBOZCTBE MOJb30BaTENS MO
cucTeme. YTobbl OTNPaBUTL AaHHbIE CEHCOPA Ha MOMMY, HEOOXOAMMO NOACOEANHUTD TPAHCMUTTEP K
nomne. MoacoegnHeHvie TpaHCMUTTEPA K NMOMIMe JOCTaTOUYHO BbIMOAHUTL OAMH pas. [ocne
NOACOeAVNHEHNSA HOBOTO CEHCOPA NMOACOEANHATL MOMMY K TPAHCMUTTEPY CHOBA He TpebyeTcA.

115

numNdIAg



BBepeHue ceHcopa

|/|HCprKLLVIVI Mno BBeAEHMIO CeHCOpPa BCerda CM. B PyKOBOACTBE MOJIb30BaTes1d K CEHCOPY.

MopcoeanHeHre TPAHCMUTTEPA K CEHCOPY

Mpexae yemM NPOAOIIKNTb, BO3bMUTE PYKOBOACTBO MO/b30BATENSA K CUCTEME MHCYIMHOBOM MOMIbI
MiniMed.

[Ona noacoeguHeHns TPaHCMUTTEPA K CEHCOPY BbINOJIHNTE cieaylowne nencreuA:

1.

[Nocne BBegeHWA CeHCOopa O6paTMTer K PYKOBOACTBY MO/b30BaTes1A Mo CeEHCOPY, YTOObI
O3HaKOMNTbLCA C I'IOLlpO6HbIMI/I cBefieHnAMM Mo o6ﬂ3aTeanoyv\y HaTOXEHWIO MIacCTblpA nepeq
nogcoegnHeHnem TPaHCMUTTEPa.

. y,[],ep*l/lBal;lTe 3aprrﬂ€HHbll7| KOHel BBeAeHHOro ceHcopa, yTOObI npeaoTBpaTnTb ero

cmelleHne BO BpemMAa noacoegmnHeHnA.

. [epxuTte TpaHCMUTTEP, KaK NOKa3aHo Ha pucyHke. COBMECTUTe fIBe BbIEMKM Ha TPAHCMUTTEPe

C BOKOBbIMM 3aXKMMaMK CEHCOPA. [110CKan MOBEPXHOCTb TPAHCMUTTEPA [IO/KHa ObiTh
obpallieHa K Koxe.

. HapsuHbte TPAHCMUTTEP Ha KOHHEKTOP CEHCOPa Tak, YTOObI 3aXKNMbI CeHCOpPa 3aleNKHYyNCb B

BbleMKaX TOaHCMUTTePa. Ecnn TOAHCMUTTEP NoJgCcoeNHEH MPaBUTbHO 1 eClin NMPOLWTO
OOCTAaTOYHO BpemMeHn A CMavnBaHMA CEHCOPa I/IHTepCTI/ILI,I/IaJ'IbHOVI PKNOKOCTBIO, 3eNeHbIN
CBETOMHAONKATOP TRPAHCMUTTEPA MUTHET 6 pas.

MpumeyaHwne. ECn TpPaHCMNTTEP HE MUTaeT, CM. [TONCK 1 yCTpaHeHne Henonagok,
cTp. 132.

. Korga 3amuiraet 3eneHbiii CBETOVHAMKATOP TPaHCMUTTEPA NOCE NMOACOeANHEHNS K CEHCOPY,

MCNoNb3ynTe NOMMNY ANA 3anycka ceHcopa. [Ina nonyyeHna AONOAHUTENbHbBIX MHCTPYKLMIA CM.
PYKOBOACTBO MOMb30BaTeNd k Balei cncteme.
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6. TpUCoeanHUTE KNENKINIA A3bIUOK CEHCOPA K TPAHCMUTTEPY.

7. Tlocne noakoYeHns TpaHCMUTTEPa 0OPATUTECH K PYKOBOACTBY NOJIb30BATENSA MO CEHCOPY ANA
nonyYeHna NoapoOHOM MHGOPMALIMK NO HANOXEHMIO HEOOXOAMMOTO MNACTbIPA.

8. CJ'IG,D,yVITe WMHCTPYKUMAM Ha 3KpaHe NMOoMIbl NI MHCTPYKUMAM B DYKOBOLCTBE MOJIb30BaTeIA K
cncreme.

OTCOEFWIHEHVIG TPaHCMUTTEpPa OT CeHCOopa

Mpexae Yyem NpoAOKMUTb, BO3bMIUTE PYKOBOACTBO MOJb30BATENA K CUCTEME MHCYMHOBOW MOMIMbI
MiniMed.

Y106bl OTCOEAUHUTDL TPAHCMUTTEP OT CEHCOopa:

1. AKKYpaTHO CHUMMTE MNacTbipb C TPAHCMUTTEPA 1 CEHCOoPa.

2. CHUMUTE KNeNKMIM A3bIYOK C BEPXHEN MOBEPXHOCTY TPaHCMUTTEPA.

3. Bo3bmute TPAHCMUTTEP, KaK MOKA3aHO Ha PUCYHKE, N 3aXXMNTE rMoKmne HBOKOBbIE 3aXKMMbl
CeHCopa IV YKa3aTeJibHbIM Masblami.

4. OCTOPOXHO OTAENMTE TPAHCMUTTEP OT CEHCOpa.

5. Cnepywnte MHCTPYKUMAM, BBIBOAUMbBIM Ha MOMIME, U MHCTPYKUMAM B PYKOBOLCTBE
nonb3oBaTeNs K Bawew cucteme.

YpaneHue CeHCopa

VIHCTPYKUMVW MO OTCOEANHEHWIO CEHCOPa CM. B PYKOBOZCTBE MOJb30BATENA K CEHCOPY.

nOBTOpHOE nogknyeHne TpaHCMUTTEpPa K BBEAEHHOMY CEHCOPY

Bbl MOXeTe MOBTOPHO NOAKMOYNTb TRDAHCMUTTEP K CEHCOPY, KOTOprI;I MCNONb3YETCA B HaCToAUlee
Bpemd. [N 3TOro AOCTaTOYHO NOAKMOUNTD TPAHCMUTTED K y»Ke BBEAEHHOMY CEHCOPY. Koraa nomna
O6Hapy>KI/IT CeHCOop, noaTeepanTe, 4TO Bbl XOTUTE BOCCTAHOBWTb COeVHEHNE CeHcopa. YcTaHOBKa
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coeiMHeHNs NP MOBTOPHOM MOAKMOYEHNN CEHCOPA MOXET 3aHATb HECKOMbKO CeKyH[,. [TOBTOPHO
NPUCOEANHITE KNEKMIA A3bIYOK CEHCOPA K TPAHCMUTTEPY M MOBTOPHO HANOXMUTE HEOOXOAVIMbI
nnacTbipb. Mpyi MOBTOPHOM NOACOEANHEHWI CEHCOPY NOTPEOYETCA ellle OANH NePVO NOATOTOBKN,
Npexae YeM MOXHO OyeT HauaTb KanvbpoBKYy.

TecToBbIN pazbem

ﬂ,ﬂﬂ MPOBEPKN TPAHCMUTTEPA N YCTaHOBNEHNA €ro pa6OTOCHOCO6HOCTVI NCNOoNb3yeTcA TeCTep.TeCTep
TakXe MCMOJIb3yeTCA B KayeCTBe 006A3aTeNbHOIO KOMMNOHEHTa ana co3faHnAa BOAOHENPOHNLAaeMOTro
YANOTHEHMA MPW YACTKE TRDAaHCMKUTTEPa. HpaBI/IJ'IbHOG noacoenHeHme Tectepa K TpaHCMUTTEePy
FapPaHTNPYET, YTO XMAKOCTb HE MOMNaAeT Ha WTbIPbKM KOHHEKTOPA, PACMONOMEHHbIE BHYTPN
TPAaHCMUTTEPA. >KI/I)ZLKOCTb MOXET MPMBECTN K KOPPO3MIK WTbIDbKOB KOHHEKTOPA N HEraTBHO
NOBANATb Ha pa6OTy TPAHCMUTTEPA.

He kpyTuTe TecTep, KOraa OH NOACOeAVIHEH K TPAHCMUTTEPY. DTO NMOBPEAUT TPaHCMUTTEP.

TecToBbIV pazbem MOXHO MCMOJb30BaTh B TeUeH e OHOro rofa. Eciv npoaonxatb MCnosb30BaTh
TeCTOBbIN pa3beM B TeueHe 6onee 0f|HOro rofla, BO3MOXKHO NOBPEXAEHNE LITHIPbKOB KOHHEKTOPA,
PACMONOXEHHbBIX BHYTPW TPaHCMUTTEPa, NOCKOMbKY TECTOBbIV pasbem OyeT He B COCTOAHNM
COXpPaHATb BOJOHENPOHMLaeMoe coefinHerye. Ina nonyyeHua MHCTPYKLMI MO MPOBEPKE WTbIPbKOB
KOHHeKTOpa CM. [poBepKa WTbIPbKOB KOHHEKTOPA TpaHCMUTTepa, CTp. 119.

BHUMAHMWE! Vicnonb3yinTte C TPaHCMUTTEPOM TOJbKO TecTep 3eneHoro Lseta (MMT-7736L).
Korpa Tectep nogknoyeH K TpaHCMUTTEPY, KapMaHbl HAXOAATCA B nosie Buanmoctu. He
UCMonb3yiTe Kakne-nmbo Apyrue TecToBble pa3beMmbl. [lpyrve TeCToBble pa3bembl He
npegHa3HayeHbl 15 UCMOJIb30BaHNA C TPAHCMUTTEPOM U MOFYT NMPUBECTY K MOBPEXAEHNIO
TpaHCMUTTEpPa U TecTepa.

PucyHoK 4. Tectep 1 TpaHCMUTTED

3e/1eHbln
TecTtep

KapMaHbl
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MpoBepkKa WTbIPbKOB KOHHEKTOPA TPaHCMUTTepa

Ha atom PrCyHKe NOKa3aH BHELWHUI B WTbIPbKOB KOHHEKTOPA.

PucyHoK 5. KOMMNOHEHTbI TpaHCMUTTEPa

OTBEPCTNE KOHHEKTOPAa

LUTbIPbKN KOHHEKTOPa

Kopryc

3arnaHnTe BHYTPb OTBEPCTUA KOHHEKTOPa TPaHCMUTTEPa, YTOObI YOeanUTbCA B OTCYTCTBUM
NOBPEXAEHNI NV KOPPO3U LUTHIPbKOB KOHHEKTOPA. ECAIW LUTHIPBKM KOHHEKTOPA MOBPEXAEHDI N
KOPPOAMPOBaHbI, B3aUMOAENCTBIE MEXAY TPAHCMUTTEPOM W 3aPAAHBIM YCTPOWCTBOM UM NOMMOWM
HEBO3MOXHO. OBPATUTECH B PErMOHANbHOE NMPEACTABUTENBCTBO KOMMAHWMW. BO3MOXHO, TpaHCMUTTEP
TpebyeTcs 3aMeHNTb.

Take NpoBepbLTe HaNMYMe BNarn B OTBEPCTUN KOHHEKTOPA. [1py Hannuum Bnarv aante TpaHCMUTTEPY
NPOCOXHYTb KaK MUHUMYM B TeYeHe OAHOrOo Yaca. Hanmume Bnarv B OTBEPCTUM KOHHEKTOPA MOXET
BbI3BaTb HEMONAKM B paboTe TPaHCMUTTEPA, a TakKe C TeUeHNeM BPeMEHY NMPUBECTU K KOPPO3WM 1
NOBPEXAEHNIO.

MoacoepnHeHne TeCTOBOro pa3bema Aisi TECTUPOBAHWA UM OUNCTKN

Mpexae Yem NPOAOIKNTb, BO3bMUTE PYKOBOACTBO MNOJb30BATENA K CUCTEME MHCYVHOBOW MOMIbI
MiniMed.

[lnA nofcoeanHeHNsA TECTOBOrO pa3bema:

1. Bo3bmUTE TRPAHCMUTTEP U TECTEP, KaK MOKA3aHO Ha PUCYHKe. BbIpOBHAWTe NiocKue
NMOBEPXHOCTIN TECTEPA U TRAHCMUTTEPA.
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2. BctaBbTe TeCTOBbIN pa3beM B TPAHCMUTTEP TaK, UTOObI TMOKME OOKOBbIE 3aXKMMbl TECTOBOTO
pa3bema 3allenKHyInChb B BbleMKax C 06erx CTOPOH TPaHCMUTTEPa.

MNpwv NpaBMIbHOM NOACOEANHEHWN 3€NEHbIV CBETOMHAMKATOP TRAHCMUTTEPA MUraeT 6 Pa3.

3. [InATeCTMpOBaHVA TPaHCMUTTEPA MPOBEPHLTE 3HAUOK CEHCOPa Ha MOMME, YTOObI yoeamnTses, Yto
TPAHCMUTTEP OTNPABAAET CUrHan (CM. PYKOBOACTBO NOJb30BaTeNA Ballel ChcTembl).

4. [Ina 4ncTKM TpaHCMKTTEPa CM. YnCTKa TpaHCMUTTepa, CTp. 121.
5. Tlocne TeCTMpOoBaHNA UK YNCTKM OTCORLVHNTE TECTOBBIN Pa3bem OT TPAHCMUTTEPA.

OTcoegnHeHmne TeCToBOro pa3bemMa

[lnA oTcoeAnHEHNA TeCTOBOro pa3bema:

1. Bo3bmuTe KOpMyc TPaHCMUTTEPA, Kak MOKa3aHo Ha pUCYHKe, 1 CAaB1Te HOKOBbIE 3aKUMb
TecTepa.

2. He OTMyCKanA 3aXxMMbl TECTOBOIO pa3bemMa, OCTOPOXHO OTACINTE TDAHCMUTTEP OT TeCTOBOTO
pasbema.
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MpumeyuaHme. Y1006l NpoaIUTL CPOK CNy0Obl 6aTapen TpaHcMUTTepa, HE ocTaBnanTe
TECTOBbIVI Pa3beM NOACOEAUHEHHBIM MOCE YACTKN UM TECTUPOBAHYS.

Yucrka TpaHCMUTTEpPa

TpaHCcMUTTEp NpefHa3HauYeH A NUUHOTO UCMOMb30BaHMA B JOMALLHNX YCNOBUAX (Y OAHOrO
naumeHTa) Unm ANa UCNoNb30BaHKA B NeUebHbIX yUpexaeHUax (y HeCKOMbKMX naumneHTos). Mpn
MCMOMb30BaHNUM Y OAHOTO NaLVeHTa NoC/e Kaxk[oro MCMosb30BaHNA TpebyeTca OUnCTKa, B TO BPeMs
KaK NpK1 MCMNOMb30BaHNM Y HECKOMbKIMX MaLMeHTOB MOCNE KaxAoro MCMonb3oBaHna TpebyeTtca
OUMnCTKa W aesnHbeKUMA. [pr MCNONb30BaHWM TPAHCMUTTEPA B leUebHOM yUupeXkaeHu Bcerna
BbINOMHANTE NpoLefypy OUUCTKN U Ae3NHOEKLMN, MPUMEHUMYIO B CIlyYae UCMOSb30BaHWsA Y
HECKOMbKIMX MaLMEHTOB.

NPEAYNPEXXOEHUE. He BbibpacbiBanTe TPAaHCMUTTEP B KOHTEMHEPbI ANs MeQULIMHCKNX
OTXOA0B 1 He noABepranTe ero BO3AenCTBUIO SKCTPEMATIbHOIO Harpesa. TpaHCMUTTep
cofepuT batapeto, KOTopPasa MOXET BOCMIAMEHUTLCA U NMPUBECTY K CEPbe3HbIM TPaBMaM.

MprmeuyaHwme. /Icnonb3oBaHvie TECTOBOrO pasbema Mpu YMCTKE TpaHCMUTTepa ABNAETCA
006n3aTenbHbIM. [oapobHble CBeaeHUA CM. B pazaene TeCToBbIN pasbem, CTp. 118.

BHMUMAHME! He ncnonb3yiite aBTOMaTU4YeCKU MOtLLe-Ae3MHOULMPYIOLWNIA annapaT ana
OUNCTKU U ae3nHdekunm yctponctaa. Micnonb3oBaHrie aBTOMaTUYeCKOro
MotoLLe-Ae3nHOGMLMPYIOLLEro annapaTta Aia OUYnUCTKY Unu aesnHbeKLm yCTporcTBa
NpuBeELET K MOBPEXAEHMIO TPAHCMUTTEPA.

Mpuv ncnonb30BaHUN TONIBKO OAHUM NaLUEHTOM
OyuLLanTe TPAHCMUTTEP NOCHE KaXK/A0ro MCMOMb30BaHMS.
[1na 0UNCTKM TpaHCMUTTEePa HEOOXOAVMbI CiefytoLie CpeaCTBa:

+ MArKoe Mbino
« 3yOHadA WeTka C MArKOW WETUHOMN
+  KOHTerHep

+ yucTas, 6e3BOPCOBasA TKaHb

Cpok cnyx6bl
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TpaHCMl/lTTep MOXHO ounLLaTh A0 122 a3 nnn B Te4eHne ogHoro roda, B 3aBMCMMOCTM OT TOTO, YTO
HaCTymMnT paHblle. MNocne sToro TPAHCMUTTEP CnefyeT yTunmn3npoBaTb. Ecnm npoaoKaTb
NCMNOb30BaTb TDAHCMUTTEP Nocie 122 OUNCTOK U MO UCTEYEHU OOHOMO rofla, B npouecce O4ncTKn
BO3MOXHO MoBpexaeHmne yCTpOVICTBa. [1nAa 3aka3a HOBOro TPAaHCMUTTEPA O6paTVITer B
pernoHasibHoOe NpeacTaBUTeNIbCTBO KOMMaHUN.

MPEAYNPEXAEHUE. He ncnonb3ynte yCTpOMCTBO, €CAIN Ha KOpMNyce NpUcyTCTByeT
pacTpeckrBaHue, OTCanBaHne NOKPbITUA WY NOBPeXAeHNe. TpelyHbl, OTClanBaHne
MOKPbLITVA AW NMOBPEXAEHNE KOPMyca — NPU3HaKN HEeHaA1exallero COCTOAHNA YCTPOCTBa.
B HeKkoTOpbIX Cly4asax HeHaanexallee COCTOAHKE KOopryca He NMo3BOosAET NpPaBuibHO
OYNCTUTb TPAHCMUTTEP, YTO MOXKET MPUBECTU K Cepbe3HbIM TpaBMamM. ObpaTuTech B MECTHOE
NpefcTaBUTENbCTBO KOMMAHUW U YTUAN3UPYIATE YCTPOCTBO B COOTBETCTBUN C
[EeNCTBYIOLMM MECTHbIM 3aKOHOZATeIbCTBOM MO yTuAmn3aumny 6atapeit (6e3 cxmuraHua) unm
obpatnTech K SleyalemMy Bpaydy 3a MHGopMaLmer Mo yTuamsaumn.

YT06bl OUNCTUTD TPAHCMUTTEP:

1. TwaTtenbHO BbIMOWTE PYKM.
2. MMpurcoeamHnTe TeCTep K TPaHCMUTTEPY ANIA CO3AaHMA BOAOHENPOHULIAEMOTO YMIOTHEHNMA.

3. Ecnu Ha TpaHCMUTTEpe MMELDTCA Cleabl Knes, CM. YaaneHne cnefos knes, ctp. 130.

4. TpOMOWTE TPAHCMUTTEP BOAOW V3-MOA KPaHa KOMHATHOWM TEMMEPATYPbl HE MEHEE OLHON
MVIHYTbI TaK, 4TOObI OH BbIFAAEN YMCTbIM. YOeanTeCh, 4To BCe TPYAHOAOCTYNHble 061acTy
NOMHOCTBIO MPOMBITHI.
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5. MpurotoBbTe PacTBOP MATKOAENCTBYIOLLENO KUAKOrO Mbia, 106aBMB 5 M (1 YaliHy NOXKY)
MArKOAENCTBYIOLIErO XMAKOrO Mbifa Ha 3,8 1 (1 ranioH) BOAONPOBOAHOW BOAbl KOMHATHOM

TEMNepaTypbl.
6. He oTcoefnHaAnA TecTep, NOrpysuTe TPAaHCMUTTER B PAaCTBOP MAMKOAENCTBYIOLLErO XMAKOro

MblJia M 3aMOYNTE €ro Ha O4HY MUHYTY.

7. [lepxacb 3a TecTep, MOUYNCTUTE BCIO MOBEPXHOCTb TPAHCMUTTEPA AETCKOW 3yOHOW LLETKON C
MATKOW LEeTUHOW. YOeanTeCh, UTo BCe TPYAHOLOCTYMHbIEe 06MaCTV OUMLLIEHbI TaK, UTOOBI OHM

BbIrIA4en YACTbIMI.
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8. TpomowTe TPaHCMUTTEP MPOTOYHOW BOAOMPOBOLHOW BOLOW KOMHATHOWM TeMnepaTtypbl He
MeHee OHON MUHYTbI TaK, YTOObI MOHOCTBIO YAANNTL BUAKMbIE Clefbl KMAKOrO MbiNa.

9. BbICywWwnTe TPAHCMUTTED U TeCTep C MOMOLLbIO YMCTOM CyXOM candeTKu.

<

10. TNonoxwuTe TPaHCMUTTEP U TECTOBbIN Pa3beM Ha UMCTYIO CyXyto CandeTKy v faiTe UM MOSHOCTHIO
NPOCOXHYTb.

11. OTCOG,ELI/IHI/ITG TeCTEepP OT TPAHCMUTTEPA, OCTOPOXHO CXaB OOKOBbIE 3aXKMMbl.
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I'Ipvl ncnonib3oBaHNMN HECKOJIbKUMUN NallMeHTaMIn

[Mpy NCNONb30BaHUK TPAHCMUTTEPA B NleUebHOM YUpeXxaAeHM BCera ounLiaiTe U Ae3uHGuUmpyiTe
TPaHCMUTTEP NOCSE KaXkAoro 1Crosb30BaHNs.

MPEAYNPEXAEHUE. MNMpu o6paleHnn ¢ faHHbIM YCTPOMCTBOM U €ro 1CNosib30BaHMM Bl
JOJIXKHbI CTPOro coboAaTb CTaHAAPTHbIE MePbI NMPeAOCTOPOXHOCTM. Bce yacTn cuctembl
creflyeT cunTaTh NOTEHUUANIbHO MHOULMPOBaHHbBIMY 1 CMOCOOHBIMU K Mepeaye
NMepeHOCMbIX C KPOBbIO MAaTOreHOB MeXAy NaumveHTaMmn 1 MegpaboTHUKaMuU.

TpaHcMUTTEP HEO6XOAMMO Ae3MHOULIMPOBATL NOC/e Kaxaoro naumeHTa. Micnonb3osatb
AaHHYI0 CUCTEMY 1A TECTVPOBAHMA HECKOIbKUX MaLMIEHTOB pa3peLlaeTca TObKO Npu
YCNoBUM COBMIOAEHNA CTaHAAPTHBIX MEP MPEAOCTOPOXKHOCTY 1 NpoLeayp Ae3nHbeKumuy,
yCTaHOBJeHHbIX KomnaHuen Medtronic Diabetes.

[1Ns OUNCTKM TPAHCMUTTEPA HEOOXOAUMbI CleaytoLLVie CPeACTBa:

.

.

nepyaTku
MATKOEe MbISI0

3y6Has LeTKa C MArKOW LLeTUHOW
8,25-NMPOLEHTHbI OTOENMBaTENb
[1Ba KOHTENHepa

YnCTan 1 be3BOPCOBAs TKaHb

Cpok cny6bl

TpaHCMUTTEP MOXKHO OuUMLLIATL M Ae3MHONUMPOBaTL A0 122 pa3 1Unn B TeueHne OAHOrO roaa, B
33BUCUMOCTW OT TOTO, YTO HACTYMIUT paHbLUe. [Tocne 3TOro TpPaHCMIUTTEP CleayeT yTUM3npoBaTs. ECiu
NPOAOXKATb MCNOb30BaTh TPAHCMUTTEP Noce 122 OUMCTOK MM MO UCTEYEHMM OAHOrO roaa, B
npouecce OUUCTKM 1 Ae3NHBEKLMM BO3MOXHO NOBPeXAeHne YCTPOMCTBRa. [1ns 3akaza HOBOro
TPaHCMKUTTePa obpaTnTeCch B KoMnaHmio Medtronic.

p‘ﬂﬂ YNCTKN N p,e3I/IH¢eKLWII/I TPaHCMUTTEpPa:

1. BbIMOViTe pyKM M HafleHbTe NepyUaTKu.

2. OCMOTPUTE BHYTPEHHIOK YaCTb OTBEPCTUA pazbema TPaHCMUTTEPA Ha NMPeaMET OCTaTKOB
610NOTMUECKON XMAKOCTW. [INA MonyyeHus MHCTPYKLMIA NO NPOBEPKE WTbIPbKOB KOHHEKTOPA
cM. [poBepKa WTbIPbKOB KOHHEKTOPa TPaHCMUTTepa, CTp. 119.
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BHUMAHME! Yenosek, ocmaTpuBaioLwwmii TPAaHCMUTTEP, AOSIKEH UMETb OCTaTOUYHO
XopoLlee 3peHne, KOTOpoe MNO3BONUTE eMY YBUAETb MENKMeE Kanau *XUAKOCTU U
YacTMLbl TKaHW.

MPEAYNPEXAEHUE. Ecnv B 0TBEpCTMM pa3beMa BUAHA KaKas-nnmbo bronormyeckas
KUOKOCTb, yTUAN3MPYITE TpAaHCMUTTEP. [MOCKOIbKY TPAHCMUTTEP COAEPKUT baTapeto,
He BblOpaCbIBaNTe ero B eMKOCTb A1 610N0rnMyeckmx 0TXoaoB. BmecTto atoro
NPOAOJIXKAMNTEe OUMLLATb U Ae3UHULIMPOBATL TPAHCMUTTEP U 3aTEM YTUIIN3UPYITE €ro
B COOTBETCTBUM C AeNCTBYIOLIMM 3aKOHOAATENbCTBOM MO YTUAU3aLmm 6aTapen (He
CKUraTtb).

PucyHoK 6. KOMNOHEHTbI TpaHCMUTTEPa

OTBEPCTNE KOHHEKTOPA

LITBIPbKM KOHHEKTOPa

Kopmyc

3. MpucoenunHwTe TECTEP K TPAHCMUTTEPY ANA CO3[aHMA BOAOHENPOHULAEMOrO YNIOTHEHWA.

4. Ecnn Ha TpaHCMUTTEPE NMEIOTCA Cliefbl Kned, CM. YaaneHune cnefos knesd, cp. 130.



5. TlpomonTe TpaHCMUTTEP BOAOW M3-NOA KPaHa KOMHATHOW TeMnepaTypbl HE MeHee OfHOM
MVHYTbI Tak, YTOObI OH BbIFAAEN YMCTbIM. YOeanTeCh, UTo BCe TPYAHOLOCTYNHble 061acTy

MOHOCTbIO MPOMbITbI.

6. TpUroToBbTE PACTBOP MATKOAENCTBYIOLIErO XUAKOrO Mbina, 00aBmB 5 M (1 YaliHyto NOXKKY)
MATKOAENCTBYIOLLENO XMAKOrO Mbina Ha 3,8 11 (1 ranfioH) BOAONPOBOAHOM BOAbI KOMHATHOW
Temnepatypbl. O683aTeNbHO rOTOBLTE CBEXMIA PACTBOP AN KaXKAOrO MCMOMb30BaHMA.

7. He oTcoeamnHss Tectep, Norpy3uTte TPaHCMUTTED B PACTBOP MATKOAENCTBYIOLIErO KUAKOrO
MbIS1a 1 3aMOUNTE €ro Ha OfHY MUHYTY.

8. [lepkacb 3a TecTep, NOUNCTMTE BCIO MOBEPXHOCTb TPAHCMUTTEPA [1€TCKOM 3yOHOW LeTKOM C
MAKOW LEeTUHON. YOeauTeCh, UTo BCe TPYAHOAOCTYMHbIEe 06MaCTV OUMLLIEHbI TaK, UTOOBI OHK

BbIrnA4eNn YACTbIMW.
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9. lNpomonTe TPaHCMUTTEP NPOTOYHOW BOAOMNPOBOAHOW BOAOW KOMHATHOWM TEMNepaTypbl He
MeHee OHOM MUHYTbI Tak, YTOObI MOAHOCTLIO YAaNWTb BUAVMbIE CNefbl XKMAKOrO Mblfa.

10. BbICyWnTe TPAHCMUTTEP 1 TECTEP C MOMOLLBIO YNCTON CyXOK candeTku.

<

11. MpwuroTosbkTe oTbenmBatoLmii pacTteop 1:10, ncnonb3ys oaHy (1) yacTb oTbenvBaTens
KoHLieHTpauvelt 8,25 % 1 aeBATb (9) yacTelt Bofbl, UTOObI KOHEYHas KOHLIeHTPaLWA Obina paBHa
0,8 %. Obs3aTENbHO rOTOBLTE CBEXMI PACTBOP AMA KaXXA0ro UCMONb30BaHMA.
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12. Y6enutech B BbINOSHEHNM BbilieyKa3aHHbBIX 3TAaNoB OUUCTKM Nepef fesnHoekuren. He
OTCOEMHAA TeCTEp, 3aMOYMTE TPAHCMUTTEP B PacTBOpE 0TOenvBaTens Ha 20 MUHYT.

13. TlpomonTe TpaHCMUTTEP MPOTOYHOW BOLONPOBOAHON BOAOW KOMHATHOM TeMnepaTypbl B
TeYeHe TPEX MUHYT.

14. TonoxwuTe TPAaHCMUTTEP W TECTEP Ha YNCTYIO Cyxyto candeTKy 1 farTe 1M NOSHOCTbIO
MPOCOXHYTb.

MPEAYNPEMOEHUE. Ecnu Bbl yBraenu Kakyo-nmoo 61onornyecKkyo »KnaKoctb
BHYTPW OTBEPCTUA pa3bema BO BpeMs npeAblayLLero ocMoTpa, Heobxoarnmo
YTUIM3NPOBaTb TPAHCMUTTEP € NOACOEANHEHHbBIM TECTOBbIM Pa3beMOM COracHO
MeCTHOMY 3aKOHOAAaTeNIbCTBY MO YTUAN3aLMm 6aTapel (He cxuratb).

15. OtcoegnHnte TecTep OT TPaHCMKTTEPa, OCTOPOXKHO CXaB HOKOBbIE 3aXKMMbl.

129

numNdIAg



16. OcmoTpuTe KOPMYC TPAHCMUTTEPA Ha NMPeAMET HaNUUNA TPeLMH, OTCaVBaAHWA MNOKPLITUS UK
nospexaeHuna. Ecnu Bol BuaWTe Kakom-nMbo 13 3TUX NPU3HAKOB, CliedyeT yTUM3MpoBaTh
ne3VHOULMPOBAHHbIV TPAHCMUTTEP B COOTBETCTBUM C AI@NCTBYIOLLIVIM 3aKOHOAATENbCTBOM,
pernaMmeHTYpYyoWMM yTUAM3aLmio 6atapen (He CKuratb).

MPEAYNPEXAEHUE. He ncnonb3ynte yCTponCTBO, ECN Ha KOpnyce NpucyTCcTByeT
pacTpeckrBaHve, OTCl1anBaHUe NOKPLITAA UV NoBpexAeHue. TpeLuHbl,
OTC/IaMBaHWe NOKPbITUA U NMOBPEXAEHNE KOpryca — MPU3HAKM HeHaaneXxallero
COCTOAHMA YCTPOWCTBA. B HEKOTOPbIX CIyYanax HEHaANeXallee COCTOAHME KopMnyca He
Mo3BOMIAET MPABWIbHO OUYNCTUTb TPAHCMUTTEP, YTO MOXKET MPUBECTUN K CEPbE3HbIM
TpaBmam. ObpaTnTech B MECTHOE NPefCTaBUTEeIbCTBO KOMMAHUN U YyTUNIN3MPYITe
YCTPOWCTBO B COOTBETCTBUM C AENCTBYIOLNM MECTHbIM 3aKOHOAATENbCTBOM MO
yTnmnsauny batapei (6e3 cxvraHua) unm obpaTuTech K Jieyallemy Bpayy 3a
nHdopmaLmern no yTnnmnsaumm.

17. Bbl6pOCbTe MCMOMb30BaHHbIE MEPYaATKN 1 TWaTe/TbHO BbIMOWTE PYKW C MbIJTOM W BOAOW.

YpaneHue cnenos Knes

Bo3MOXKHO, Bam MoTpebyeTca BbiNOMHNUTG 3Ty NPoLeaypy, CAN Ha TPaHCMUTTEPE NPUCYTCTBYIOT
OCTaTKM Knes. ECv npu oCMOTpe TpaHCMUTTepa 0OHapYKEHbI CleAbl KNes, BbINOMHUTE 3TH
UHCTPYKLMW.

[ns ynaneHvis cnefjos Knesa noTpebyoTca BaTHble Nanoykn v CPeACTBO AN yAaneHvs MeguLMHCKOro
Knes (tTakoe Kak Detachol™*, yaiT-cnvpu).

MpumeyaHwue. Bo Bpems 1cnbITaHnii B KomnaHun Medtronic MiniMed ans ynaneHnsa cnenos
Knes C TpaHCMUTTepa UCMob30Banoch cpefacTso Detachol ™. PekomeHayeTca ncnonb3osaTb
Detachol™*, HO B HEKOTOpPbIX CTpaHax OH MOXeT ObiTb He[JOCTYMeH.
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[nsa yaaneHvs cnepoB Knes:
1. YbenuTech, UTo TECTOBbIV pasbem NOACOEANHEH K TRAHCMUTTEPY.
2. CMmouwTe BaTHbBIV TAMMOH B CPEACTBE ANA YAANeHUs MeAULIMHCKOrO Knes.

3. YoepxumBaunTe TecTep 1 akkypaTHO NPOTMPaNTe TDAHCMUTTED CPEACTBOM ANA YAaNeHWA Knes 1o
Tex NOp, MOKa cnefibl KNea He NCUYE3HyT.

2
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4. MNpopomkarTe npoueaypy oUncTKL. Ana nonyyeHna noapodHom MHdopmaLmm cm. YncTka
TpaHcmnTTEpPa, CTP. 121.

JInyHaA rurveHa n KynaHue

TpaHCcMUTTEP 1 CeHCop 06PasyioT BOAOHENPOHMLEMOE COeIMHeHWe, CoxpaHsiolleeca 10 30 MUHYT
Ha rny6riHe 1o 2,4 M (8 GyTOoB). Bbl MOXeTe NpuHMMATh Ay ¥ NNaBaTb, He CHYMasA 3TW YCTPOCTBA.

Yucrka 3apAgHOro ycTpomncrea

STa npoueaypa npeaHasHadeHa And obLuen OUnCTKm No Mepe HEOOXOAMMOCTI B 3aBUCMMOCTH OT
BHELLHero Bunaa yCTpomncTBaa.

BHUMAHME! He norpy»aliTe 3apAagHoe yCTPOWCTBO B BOAY WUV Ntoboe apyroe yncrawee
cpeacTBo. 3apAagHoOe YCTPOMCTBO He ABNAETCA BOLOHENPOHMLLaeMbiM. Boga moxeT
noBpeanTb 3apAAHOE YCTPOMCTBO 1 MPUBECTU K HEMCNPABHOCTN YCTPONCTBA.

MPEAYNPEXAEHUE. YTnnu3sunpynTe 3apagHoe YCTPONCTBO B COOTBETCTBUM C
LeCTBYIOLIM 3aKOHOLATEIbCTBOM MO YTUAM3aLMm 6aTapen unm obpatuTech K nevaliemy
Bpayy 3a MHPopMaL el no ytunmsauuu. MNpu coxMraHny 3apagHoe YCTPOMCTBO MOXKET
BOCMIAMEHUTbCA.
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[N YnCcTKM 3apAJHOrO YCTPOIACTBA BbINOMHUTE Clefyoue feliCTBUA:

1. TwaTtenbHO BLIMOWTE PYKM.

2. [1nA OUNCTKM BHELLIHEN MOBEPXHOCTY 3aPAAHOIO YCTPOWCTBA OT 3arPA3HEHNA UM MHOPOAHbIX
BeLLeCTB NCMOMb3yiTe CandeTKy, CMOUYEHHYIO PACTBOPOM MArKOAENCTBYIOLLEro YNCTALLEro
cpefcTBa (Hanpumep, CpefcTBo 414 MOVKM NOCYAbl). HUKOMAa He MCNonb3ynTe AnA OUnNCTKN
3apAAHOrO YCTPOWCTBA OPraHMyeckne PacTBOPUTENN, TakMe Kak pa3dbaBuTeNb Kpacku Unn
aleToH.

3. MonoxuTe 3apagHOe YCTPOMCTBO Ha UMCTYIO Cyxylo candeTky 1 AaliTe emy MpOCOXHYTb B
TeyeHue BYX-TPex MUHYT.

Monck n yCTpaHeHne Henoslagok

Cnepytollas Tabnuiia CoaepXnT MHOGOPMALIMIO MO MOWCKY 1 YCTPAHEHWIO HeMCNPaBHOCTe! AN
TPAHCMUTTEPA, 3aPAAHONO YCTPONCTBA 1 TECTOBOTrO paszbema. [Ina nonyyeHns JONONHNTEIbHOM
MHGOPMaLMK MO NOUCKY 1 YCTPaHEHMIO HEMCMPABHOCTEN CM. PYKOBOLCTBO NONb30BaTenNs K Balen
cncTeme.

Tabnuua 1. [onCK 1 yCTpaHeHVe HencnpaBHoCTel

MNpo6nema BepoATHble npnynHbl | PewweHne

Bbl nogcoeamHnam LUTbIpbKM KOHHEKTOPA 1. TMpoBepbTe WTbIPbKNA KOHHEKTOPa

TPAHCMUTTED K 3apAd- | TPaHCMUTTEPa NoBpe- TPAHCMUTTEPA Ha Ha/lnyme NnoBpexie-

HOMY YCTPOWCTBY, HO MKOEHbI NIV KOPPOAMPO- HUA UK KOPPO3Mn. [1nd nonyyeHma

CBETOMHANKATOPbI He BaHbl. JOMOJHUTENBHOW UHOPMALIK O

3aropenuce. [TaHWe He NnodaeTcA Ha WTbIpbKax KOHHeKTopa cMm. [poBepka
6atapelo 3apAaaHOro WTbIPbKOB KOHHEKTOPa TPaHCMUTTEPa,
YCTPOWCTBA UMK He baTa- cTp. 119. ECnn WTbIpbKM NOBPEXaeHbl
pes He BCTaBfeHa. UM KOPPOAMPOBaHbI, 0bpaTUTeCh B

pernoHanbHoe NPeaCTaBUTeNbCTBO
KOMMaH1K. BO3MOXKHO, TpaHCMUTTEP
TpebyeTcs 3amMeHNTb.

2. ECnu wtbipbkn KOHHEKTOPa He nospe-
X[eHbl, 3ameHnTe HaTapeto B 3apAaHOM
yCTponcTae. [1na nonyyeHna nHCTpyK-
UMM No 3aMeHe HaTapen B 3apAAHOM
YCTPOWCTBE CM. YCTaHOBKa HGaTapen B
3apAaHoe YCTponCTBO, CTp. 113.

Bo BpemA 3apaaku batapes 3apagHoro 3ameHuTe baTapelo B 3apALAHOM YCTPOWCTBE.
MUTAIOLLNIA 3E€NEHbIN YCTPOWCTBA NOoYTY pas- | AnAa nonydeHna MHCTPYKUMIA NO 3ameHe OaTa-
CBETOMHAMKATOP Ha pAXeHa.
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Tabnuua 1. [MowcK 1 ycTpaHeHve HEUCNPABHOCTEN (MPOAOIKEHME)

Mpo6nema

BeposTHble NPUYKHbI

PeleHne

3apAOHOM YCTPOMCTBE
norac v HaunHaeT bonee
ANUTEeNbHO MUIaThb Kpac-
HbI1 CBETOMHAMKATOP.

pev B 3apAAHOM YCTPOMCTBE CM. YCTaHOBKA
6aTapeu B 3apagHOe YCTPOnCTBo, CTp. 113.

Bo BpemaA 3apAagKn
MUFAOLWNI 3eeHbIN
CBETOVIHAMKATOP Ha
3apALHOM YCTPOMCTBE
norac v NPOXoANT cepua
KOPOTKMX BCbILLEK
KPaCHOro CBeTOVHAMKA-
TOpa Ha 3apAAHOM
YCTPOWCTBE B TeYeHue
[BYX CeKyHA.

TpaHCMUTTEP PaspsKeH.

1. 3apakante TPAHCMUTTED HEMPEPLIBHO B
TeyeHue OAHOro Yaca. Ecnm muranve He
npeKkpaLlaeTca, nepengnTe K srany 2.

2. 3apAxKanTe TPAaHCMUTTED HEMPEPbLIBHO B
TeyeHne BOCbMM YacoB. ECnn muraHve
He NpeKpaLlaeTcs, NO3BOHMTE B MECTHOE
NpeacTaBUTeNbCTBO KOMMNaHUu. Bos-
MOXHO, TDAHCMUTTEP TpebyeTcs 3ame-
HUTD.

Bo BpemsA 3apAakn Ha
3apALHOM YCTPOMCTBE
yepenyloTca KopoTKme 1
JJIVIHHbBIE BCMBILLIKN
KpaCHOrO CBETOMHAVIKA-
Topa.

3apAnHoe YyCTPOWCTBO 1
TpaHCMUTTep pa3ps-
MKeHbl.

1. 3ameHwTe HGaTapelo B 3apALHOM YCTPON-
cTee. [InAa nonyyeHna MHCTPYKU MM No
3ameHe baTapen B 3aPAOHOM YCTPOA-
CTBe CM. YCTaHOBKa baTapeu B 3apagHoe
YCTPOWCTBO, CTP. 113.

2. 3apaxKainTe TpaHCMUTTEP HeMpepbIBHO B
TeueHve OAHOro Yaca. Ecnm beicTpoe
MUraHMe KPacHbIX CBETOMHANKATOPOB
He npekpaLlaeTca, nepenanTe K 3tany 3.

3. 3apAxKainTe TpaHCMUTTEp HenpepbIBHO B
TeueHne BOCbMY YacoB. Ecv muraHne
He npekpallaeTca, N03BOHNTE B MECTHOE
NpencTaB1TeNbCTBO KOMMaHMu. Bos-
MOXHO, TDAHCMUTTEp TpebyeTca 3ame-
HUTb.

3eneHbl CBeTOMHAMKA-
TOP Ha TpaHCMUTTEPE He
MUraeT Npu Noacoean-
HEHWNW K CEHCOPY.

TpaHcmnTTEp NOACOe-
ANHEH HEMOMHOCTbLIO.
TpaHCMUTTEP pa3psKkeH.
CeHcop BBefieH B Tef10
HenpasWbHO.
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1. OTCoeauHWTe TpAHCMUTTEP OT CeHCopPA.

2. T1opoXAanTe NATL CEKYH[, 1 CHOBA Coe-
AnHWTe KX, ECv 3eneHblil CBeTOVHAMKA-
TOP BCE eLlje He 3amuras, nepengnte K
3Tany 3.

3. T1ONHOCTBIO 3apAAUTE TPAHCMUTTED U
NOACOEAMHNTE er0 K TeCTOBOMY Pa3-
bemy. ECnn 3eneHblil CBeTOMHAMKATOP
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Tabnuua 1. [MowcK 1 ycTpaHeHve HEUCNPABHOCTEN (MPOAOIKEHME)

Mpo6nema

BeposTHble NPUYKHbI

PeleHne

BCe ellle He MUraeT, CM. MOWCK 1 yCTpa-
HeHVe HeMCNPaBHOCTEN B MyHKTe "3ene-
HbIl CBETOMHAMKATOP Ha TpaHCMUTTepe
HEe MUraeT NPW NMOAKMOUEHNUM K TeCTO-
BOMY pasbemy". ECnv 3eneHbln cBeTOnH-
AMKATOP MUraET, NepenanTe K 3Tany 4.

. OTKntounTe TPAHCMUTTEP OT TeCTOBOIO

pa3bemMa, NOAOKANTE MUHVMYM NATb
CeKyHA 1 NOAKIOUNTE TPAHCMUTTEP K
CeHcopy. Ecnm 3eneHbl CBETONHANKA-
TOP BCE eLe He 3amuras, nepengnte K
31any 5.

. BosmorkHo, CeHCop BBeAeH B TeNi0

HenpasunbHo. OTCoeANHNTE CEHCOP OT
Balwero Tena v NoAcoeavH1TE HOBbIV
ceHcop.

3eneHbli CBETOMHIMKA-
TOP Ha TPaHCMUTTEepE He
MUTaeT Npwv NoaCoean-
HEHWW K TECTOBOMY Pa3-
BEMY.

TpaHcMnTTEp Nofcoe-
ANHEH HeMOMHOCTbLIO.
TpaHCMUTTEP paspsxeH.

. [poBepbTe coeanHeHe Mexay TpaHC-

MUTTEPOM 1 TeCTepPOM. ECv 3eneHbii
CBETOVHAMKATOP BCE eLlle He 3amurarn,
nepenanTe K atany 2.

. TIoNHOCTbIO 3apsaanTe TPAHCMUTTED.
3. CHoBa NpoBepbTe TPaHCMUTTEP C

nomolbto TecTepa. EC/iv 3eneHbii cee-
TOVHAMKATOP He MuraeT, obpatuTech B
pervoHanbHoe NpefcTaBUTENbCTBO
KOMMaHun. BO3MOXHO, TpaHCMUTTEP
TpebyeTcs 3aMeHNTb.

batapeu TpaHcmmTTEPa
He xBaTaeT Ha Cemb
aHew.

Moy NoacoegnHEHMN K
CEeHCopy TPaHCMUTTEP
3apsKeH HEMOTHOCTBIO.
ToaHCMUTTEP 1 NOMMa
YacTo TepAoT Hecnpo-
BOAHOE CoefuHEHME.
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. MNonHocTblo 3apaxaiiTe TpaHCMUTTED

nepes NoAcoedVHEeHNEM K CEHCOPY.
Ecnv 6aTapeu TpaHCMUTTEPA NO-Npe-
MKHEMY He XBaTaeT Ha Neprod UCMOMNb30-
BaHWA OOHOrO CeHCopa, nepengnte K
3Tany 2.

. OToiaunTe oT 060PYAOBaAHMS, KOTOPOE

MOET Bbl3blBaTb PY-nomexu. [ina nosny-
YEHMA AOMONHUTENBHOM MHBOPMaLIMN
006 PY-nomexax cm. "CBefeHns o cooT-




Tabnuua 1. [MowcK 1 ycTpaHeHve HEUCNPABHOCTEN (MPOAOIKEHME)

Mpo6nema BepoATHble npuunHbl | PewweHmne

BETCTBMM PAAMOUYACTOTHLIM HOPMATW-
Bam', MOCTaBNAEMble B KOMMNEKTE C
MOMIMOW.

3. YbenuTech, 4TO NOMMa U TPAHCMUTTEP
HaXOAATCA C OAHOW CTOPOHbI TeNa, YToobl
CBECTU K MUHUMYMY PY-nomexn. Ecnu
NOJHOCTbIO 3apsxeHHanA baTapen TpaHC-
MUTTEPa MPOAOIKAET Pa3pAkaTbCA
MeHee YeM 3a CeMb [JHeW, MO3BOHMTE B
pervioHanbHoe NPeCTaBUTENbCTBO
KOMMaHuN1. BO3MOXHO, TDaHCMUTTED
TpebyeTca 3aMeHNTb.

TpaHcmuTTep notepan | [lomna HaxoanTCA BHe 1. OToManTe OT 060PYAOBAHNMS, KOTOPOE

CBA3b C MOMMOWN. JManasoHa. MOET Bbl3blBaTb PY-nomexu. [ina nosny-
metoTca PY-nomexm ot UEHMA AOMONHUTENBHOM MHBOPMaLIMN
APYrWX YCTPOWCTB. 06 PY-nomexax cm. "CefieHns 0 cOoT-

BETCTBWM PaAMOYACTOTHLIM HOPMaTW-
Bam', MOCTaBNAEMble B KOMMNEKTe C
TPaHCMUTTEPOM. ECNn CBA3b TPaHCMUT-
Tepa C NoMMown OTCYTCTBYET, NepenanTe
K 3Tany 2.

2. YbepnuTech, 4to NOMMa 1 TPAaHCMUTTEP
HaxXOAATCA C OAHOW CTOPOHbI TeNa, YTobbl
CBECTW K MUHUMYMy PY-nomexn. Ecnm
CBA3b TPAHCMUTTEPA C MOMMOW OTCYT-
CTBYeT, 0bpaTHTECh 33 MOMOLLBIO B
pernoHanbHoe NpeacTaBUTeNbCTBO
KOMMaH1u.

MpumeyvaHune. ECiv TpaHCMUTTEP NOTEPAN CBA3b C MOMMOW Ha 30 MUHYT, BBIBOLWTCA COOTBET-
CTBYIOLMI CUTHAM TPEBOMM UM OMNOBELLEHNE, a TaKxe MOABNAETCA COOTBETCTRYIOLLEE COODLLEeHMe.

XpaHeHune n o6palyeHne

XpaHuTe TPaHCMUTTEP, 3apALHOe YCTPOWCTBO U TeCTeP B YACTOM U CYXOM MeCTe NP1 KOMHATHOM
Temnepatype. ECnn TpaHCMUTTEP He MCMOMb3YeTCH, ero HeOOXOAMMO 3apAXaTb HE PeXe OHOrO Pasa
B 60 AHeN.
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BHUMAHME! He gepxunte TpaHCMUTTEP Ha 3apAgHOM yCTponcTee. Ecnv TpaHcmuTTep
0CTaeTcsA Ha 3apAfHOM ycTponcTBe 6onee 60 AHel, akkyMynAaTop 6yAeT OKOHYaTeNbHO
NOBPEXAEH.

Ytunusauyna

He BbIOpachiBaliTe TPAHCMUTTED BMECTe C HECOPTUPOBAHHBIM OBITOBbIM MYyCOPOM. YTUAN3UPYATE
TPaHCMUTTEP B COOTBETCTBIMN C A@NCTBYIOLIMIM MECTHbBIM 3aKOHOZATENbCTBOM MO yTUAM3aLMM baTapel
1y 0bpaTnTech K nevallemy Bpady 3a MHGopmaLmel no yTuamnsaumnm.

TexHn4YecKne xapakTepucTuKm

OcHoBHbIMY GYHKUMAMY (OD) TpaHCMUTTEPa ABNAIOTCA M3MEPEHUME 1 Nepeaaya 3HaueHNA (3HaueH i)
CWrHana ¢ yCTPOWCTBA CEHCMHIA Ha YCTPOMCTBO MOHUTOPWHIA C CObMoAeHeM TpeboBaHNI K
TOYHOCTU TPAHCMUTTEPA MPY 3a[jaHHbIX YCITOBUAX IKCMyaTalmm, U3NOXKEHHbIX B PYKOBOACTBE
NoNb30BaTesNs CUCTEMBI, B TEUEHNE MPOrHO3MPYEMOro CPOKa CNyKObl YCTPOWCTBA. ECNM TpaHCMUTTED
NoABEPraeTcaA 3N1eKTPOMarHUTHbIM MOMeXam, nepefada AaHHbIX MOXKET OKa3aTbCA HEBO3MOXKHOM MK
OyayT NepefaBaTbCA OWMOOUHbIE AaHHble. B TaKnx cuTyaLmnax TpebyeTca o0paTUTbCA K MHCTPYKUMAM
Mo 3KCMTyaTaumm, 06CYXXMBAHNIO 1 YCTPAHEHWIO HeMOMafoK B COOTBETCTBYIOLLMX PYKOBOACTBAX
nonb3oBaTens. Takke MOXXHO BOCMOSb30BaTbCA TECTEPOM ASIA MPOBEPKM NMPaBUABHOCTY PAbOTHI
TpaHcMUTTepa. Ecnm TpaHCMUTTEp NOBPEXAEH VN HE MOXKET YCTaHOBWTb CBA3b C 3apAAHbIM
YCTPOVICTBOM WA MOMMOW, 06paTUTECh 3a MOMOLLbIO B CITYKOY MOAAEPKKM PerMoHanbHOro
npeAcTaBUTeNbCTBA KoMnaHuy Medtronic.

Tabnuua 2. TexHUYeckme XxapakTepucTUKI NPoayKTa

Bbronornueckas coB- | TpaHcmutTep: CooTBETCTBYET TpeboBaHMAM cTaHAapTa EN 1SO 10993-1
MeCTUMOCTb

KoHTaKkTupytowme ¢ TpaHcmuTTEp

nauMeHToOM 4YacTu CeHcop
YcnoBus skcnnyata- | Temnepatypa gna TpaHcvmntTepa: ot 0°C go 45°C (o1 32°F o 113°F)
uumn MpepoctepexeHne. [py paboTe TPaHCMUTTEPA Ha TECTOBOM pazbeme

npw Temnepatype Bo3ayxa bonee 41°C (106°F) Temnepatypa TpaHCMUT-
Tepa MoxeT npeBbiwaTts 43°C (109°F).

OTHOCUTeNbHAs BNaXXHOCTb ANd TpaHcMnTTepa: oT 10 % a0 95 %, 6e3 KoH-
JeHcaumm Napos

[asnexve ona TpaHcMUTTepa: 0T 57,60 Kla go 106,17 kMa (o1

8,4 GyHT/mom? 10 15,4 GyHT./mionm?)

TemnepaTypa aAnAa 3apaaHoro yctpoiictaa: ot 10°C go 40°C (o1 50°F

o 104°F)
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Tabnuua 2. TexHUYecKkme XapakTepuUcTyKM NpoayKTa (MPofo/KeHe)

OTHOCUTENbHAA BNAXXHOCTb ANA 3apaaHoro yctpornctaa: OT 30 % ao 75 %,
0e3 KoHJeHcaLmm

YcnoBus XpaHeHunA

Temnepatypa ana TpaHcmmutTepa: oT —20°C go 55°C (o1 —4°F no 131°F)
OTHOCKTENBHAA BNAKHOCTb ANA TpaHCMUTTePa: 10 95 %, 6e3 KoHaeHCa-
umn

[asneHve ana TpaHcMmnTTepa: oT 57,6 Kla o 106 kla (ot 8,4 <1>yHT./;1+017uv12
[0 15,4 QyHT/pioinm?)

Temnepatypa onAa 3apagHoro ycrpoictsaa: ot —10°C go 50°C (ot 14°F no
122°F)

OTHOCUTENbHAA BNAXXHOCTb AN1A 3apAaHoro yctponctea: Ot 10 % go 95 %,
6e3 KoHAeHcaL WK

Cpok cny6bl 6aTapen

TpaHcmuTTep: Cemb fIHe HenpepbiBHOTO MOHWUTOPWHIA YPOBHA M1IOKO3bl
C MOMEHTA MNONHOW 3apAAKN.

3apAagHoe yCTPOonCTBO: B 3apAfHOM YCTPOMCTBE TPAaHCMUTTEPA MCMOSb-
3yeTcA ofiHa HoBadA 6aTaped Tnna AAA.

YacTtoTa TpaHCMUT-
Tepa

YacToTa 2,4 [Tu, 6ecnpoBoaHas TexHonorus Bluetooth™* (sepcua 4.0)

3dodekTnBHan nsny-
Yaemasi MOLHOCTb
(3UMm)

-12,05 nbm (0,06 MBT)

dddeKTnBHaA U30-
TPOMHO n3ny4yaemas
MolLHocTb (SNNM)

-9,9 nbm (0,1 mBT)

Pa6ouuni ananasoH

[o 1,8 metpos (6 ¢yTOB) B aTMOChepe

MporHo3snpyembii
CPOK CNy»6bl TpaHC-
MuTTepa

B 3aBMCMMOCTI OT MCNOSB30BAHWA NMALMEHTOM MNPOrHO3MPYEMbIA CPOK
CNyKObl TPAHCMUTTEPa — OAMH O,

Mepepaya faHHbIX TPAHCMUTTEPOM MO 6eCNPOBOAHON CETU

KauecTBo o6cnyxmBaHus

CBA3b MeX Ay TPAaHCMUTTEPOM 1 UHCYIMHOBOW MOMMON YCTaHaBAMBAETCA NOCPEACTBOM QYHKLMM

NOACOEAVNHEHNSA K CMAPT-YCTPOMCTBaM. TPaHCMUTTED OTMNPABAAET Ha NMOMIY NOKA3aTenw rioKo3bl
CUCTeMHble onosellieHua. Mocne nepegayv nNo 6ecnpoBOAHOM CET NOMMa NPOBEPAET LIENIOCTHOCTb

MOAYyYEeHHbIX JaHHbIX.

137

numNdIAg



be3onacHOCTb AaHHbIX

TpaHCMUTTEp NpefHa3HaueH ansa nprvema paanodactoTHol (PY-) CBA3M TONMbKO OT PAaCnO3HaHHbIX U
CBA3AHHbIX YCTPOWCTB. ECNv momna U TpaHCMUTTEP He NOACOeAMHEHbI IPYT K APYTY, MOMMa He CMOXeET
NPUHATb MHGOPMALIMIO OT TPAHCMUTTEPA.

NHcynnHosble nomnbl MiniMed 1 KOMMOHEHTbI C1UCTeMbI (TIIOKOMETPbI ¥ TPAHCMUTTEPbI)
obecneynBaroT 6e30MacHOCTb AaHHbIX 33 CUET NMPONPUETAPHbIX CPEACTB U 0becneunsatoT
LIeNOCTHOCTb AaHHbIX C MOMOLL|bIO MpOoLiecca NPOoBepKM OLWMOOK, Hanprmep LMKINYECKON MPOBEePKM

Ha U3ObITOYHOCTb.

Mepenetbl

TpaHCMUTTEP MOXKHO 6€30MacHO NCMOJb30BaTb Ha Pencax KOMMEPUECKMX aBMakoMnaHuin. Eciu
COTPYAHVIKM aBMAKOMMaHWUM CMPOCAT Bac 06 ncnonb3oBaHnM Balliero ycTponcTsa, MOKaKuUTe 1m
MeOVLMHCKYIO KapTOUKY ANA SKCTPEHHbIX CUTYaUUI.

PekomeHzauuu 1 3asBneHne nponssoanTens

PeKOMEHHaU,I/II/I 1 3aABJIeHUA Npon3BoanuTeNnAa — N1IEKTPOMArHUTHbIe N3ny4yeHua

CISPR 11

lpynna 1, knacc B

HanpPsXXeHUa Nnn
bnunkep-yme
I[EC 61000-3-3

MNpoBepka nsny- | CooTBeTcTBUE | dneKTpomarHUTHas o6cTaHOBKa — peKomeHAauum
YeHuNn
PY-n3nyueHns CISPR 11 PY-3Heprva ncnonb3yetca B TPaHCMUTTEPE TONTbKO AN1A

cmcTtemHon ceasm. CnegoeatensHo, ero PY-nsnyueHms

SMUCCUN rapMo- | HenpumeHnmMo oueHb crabule. Ckopee BCEro, OHW ByayT He B COCTOAHMM
HUYECKMX COCTa- €0O34aBaTb MOMEXM PACNONOKEHHOMY PALOM SNEKTPOH-
BAAIOLNX HOMy 06OPYLOBaHMIO.

IEC 61000-3-2 MNpumeuaHue. Mpeabiayliee NONOXeHNe HEOOXOANMO ANA
3nyueHva npu HenpumeHumo COOTBETCTBUA TpeboBaHUAM cTaHaapTa IEC 60601-1-2 ans
bnyKTyaumax YCTPOWCTB rpynnbl 1, Knacca B. [MockonbKy snekTponuTta-

HVie TpaHCMUTTepa OCYLLECTBNAETCA OT baTapeu, Ha ero
U3nydeHus He ByayT BAVATb UCTOUHVKM MUTaHNUA yupexae-
HUI. HET HMKaKMX NPY3HAKOB KakMx-nbo npobnem, cBs-
3aHHbIX C UCMOB30BAHNEM CUCTEMBI B ObITOBbBIX YCIIOBUSX.
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PekomeHpauun n 3aasneHne nponssoanTena — yCTOI‘/‘I"II/IBOCTb K 3J1IeKTPOMAarHNTHOMy msny4ye-

HUIO

MNpoBepkKa yctonunBo- | YpoBeHb NpoBepoK | MakcumanbHoe npep- | DneKTpoMarHuTHas

cTn IEC 60601-1-2:2014 | nonaraemoe yciioBre | 06CTaHOBKa — PeKo-

MNCnosib30BaHUA MeHpauumn
cornacHo
IEC 60601-1-2:2014

JNeKTPOCTaTUYeCKMin +8 KB KOHTaKTHbIN +8 KB KOHTaKTHbIN [na ncnonb3osaHvA B
paspaa (3CP) +2 KB, +4 kB, 8 KB, +2 KB, +4 kB, 8 KB, 0ObIYHbIX OBITOBbIX, MPO-
IEC 61000-4-2 +15 kB no Bo3gyxy +15 kB no Bo3gyxy MbILLTEHHbIX 1 MeAULIMH-

CKMX yHpeXAeHNAX.

HasepeHHble nomexy, 3 Bexs HenpumeHnmo TpeboBaHue Henpume-
Bbi3BaHHble PY nonamm | Ot 150 Ky go 80 Mly HUMO K 3TOMY YCTPOW-

6 Beys CTBY C MUTaHWeM OT baTa-

HenvueHsnpyemble gna- peu.

Na30Hbl BLIXOAHOTO CU-

Hana

OT1 150 kl'y go 80 My
BoicTpble anekTpurye- +2 kB HenpvmeHrmo TpeboBaHue Henpume-
CKue nepexoaHble npo- | 100 kly — yacToTa HUMO K 3TOMY YCTPOW-
Liecchl / BCnneckn noBTOPEeHMA CTBY C MUTaHWeM OT 6aTa-
IEC 61000-4-4 pew.
CKayok HanpsaKeHusA (Maza-Ma3za: £0,5 kB, Henpvmervmo TpeboBaHue Henpume-
IEC 61000-4-5 +1 kB HMMO K 3TOMY YCTPOW-

Qaza-3emnsa: +0,5 KB,
+1 KB, £2 kB

CTBY C NUTaHMeM OT baTa-
pew.

MpumeyaHmne. U — 370
BOIO YPOBHA.

HanpaxeHne B CETV NEPEMEHHOIO TOKa A0 MPUMEHEHWA HalrPy3KM TeCTO-

MNoHwxeHua Hanpaxe- | 0% Ur; 0,5 umnkna (npn 0°, | HenprmeHnmo TpeboBaHue Henpurme-
HVA, KpaTkoBpemeHHble | 45° 90° 135° 180°, 225°, HMMO K 3TOMY YCTPOW-
npepbiBaHua 1 n3meHe- | 270° 1 315°) CTBY C MUTaHWeM OT 6aTa-
HVA HaNPAKEeHVA B 0% Ux; T umkn (npm 0°) pew.
NUHUAX MUTaHUA 70 % ana 25/30 unknos
I[EC 61000-4-11 (npn 0°)

0% ona 250/300 umknos
MarHutHoe none npu— | 30 A/m 30 A/m [na ncnonb3osaHua B

4acToTe TOKa NUTaHnA
(50/60 )
IEC 61000-4-8

06bIUHbIX HBITOBbIX, NPO-
MbILLNEHHbIX 1 MEANLIH-
CKUX yUpexaeHusx.
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PekomeHpauun n 3aasneHne nponssoanTena — yCTOI‘/‘I"II/IBOCTb K 3J1IeKTPOMAarHNTHOMy msny4ye-

HUo

MpoBepka ycTonumeo-
cm

YpoBeHb NpoBepoK
IEC 60601-1-2:2014

MakcnmanbHoe npeg-
rnonaraemoe ycnosue
MNCnosib30BaHUA
cornacHo
IEC 60601-1-2:2014

dneKTpomarHuTHas
o6cTaHOBKa — peKo-
MeHgauun

[Nons HaBOAKM OT 06opY-
[10BaHVst 6eCnpoBOAHON
PY-cBAazm

IEC 60601-1-2:2014,
Tabnmua 9

IEC 60601-1-2:2014,
Tabnuua 9

[na ncnonb3osaHvA B
0ObIYHbIX OBITOBbIX, MPO-
MbILMEHHbIX 1 MeANLUH-

IEC 61000-4-3 CKUX yUPEXOEHNAX.
Mpumeyanne. Ur — 370 HanpaxeHne B CeTV NepemMeHHOro ToKa 1O MPUMEHEeHNA Harpy3KM TecTo-
BOrO YPOBHA.

M3nyyaemble pagno-
BOJIHbI
IEC 61000-4-3

10 B/m

O180 MIy go 2,7 My,
80 % amnnnTtygHoM
mogynaumun npu 1 kly,

10 B/m

OT80MIy no 6 1My
80 % amnnuTygHOM
mMogynaumv npu 1 Ky,
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NepeHocHoe 1 MobWb-
Hoe obopyaoBaHve
PY-cea3n cneayet
1MCMNOMb30BaTh He bnvke
ueM Ha peKkoMeHyeMoM
pazfensiolem paccTon-
HUK (30 cm (121in)) oT
Nto6O YaCTN TPAHCMUT-
Tepa.

OnpepeneHHan anek-
TPOMAarHUTHbIM KapTu-
pOBaHVem Cuna nona
HernoaBuxHbIX PY TpaHc-
MWUTTEPOB [10/1’KHa ObITb
HUKE YPOBHSA COOTBET-
CTBMS B KaXKJOM YacToT-
HOM J1ana3oHe.

Pagom c obopygosa-
HUEeM, MOMeYEHHbIM Clie-
AYIOLLM CUMBOJIOM, BO3-
MOXHO BO3HUKHOBEHME
romex:




PekomeHpauun n 3aasneHne nponssoanTena — yCTOI?I‘WIBOCTb K 3J1IeKTPOMAarHNTHOMy msny4ye-

HUIO
MNpoBepkKa yctonunBo- | YpoBeHb NpoBepoK | MakcumanbHoe npep- | DneKTpoMarHuTHas
cTn IEC 60601-1-2:2014 | nonaraemoe ycnoBue | o6cTaHOBKa — peKo-
MCnosnb3oBaHNA MeHpAaummn
cornacHo

IEC60601-1-2:2014

®)

I'Ipmmeqalme. S perkomeHdaunmn npuMeHMbl He BO BCeEX CUTYaLMAX. Ha PacnpocCTpaHeHre 3neKTPo-
MarHVTHbIX BOJTH BIMAET NMOrnoueHre 1 oTpakeHne ot KOHCprKLLI/II7I, 06BEKTOB U nofen.

FapaHTuna

KomnaHua Medtronic MiniMed, Inc. (n16o nHoe topuanyeckoe n1Lo, ykasaHHOE Ha STUKETKE AaHHOrO
YCTPOWMCTBa B KauecTBe npovssoanTens “Medtronic MiniMed") rapaHTvpyeT nokynatento
TpaHCMUTTepa KomnaHumn Medtronic oTcyTcTBMe AedekTOB MaTepuana v HekaueCTBEHHOTO
N3roTOBNEHMA B TeueHne 1 (04HOro) rofa 1 3apAaaHoro YCTPOMCTBA B TeyeHue 1 (0AHOro) roaa co AHA
MOKYMKN.

B TeueHue rapaHTuinHoro neprofa komnanua Medtronic MiniMed npoussefieT 3ameHy Uy peMoHT
(No cBOEMY YCMOTPEHWMIO) HEUCNPABHOIO TRAHCMUTTEPA MW 3aPALHOTO YCTPOWCTBA B COOTBETCTBUN
C YCNIOBMAMU 1N UCKIMIOYEHVAMM, U3NIOXKEHHBIMI B HACTOALLEN rapaHTUn. [apaHT1A pacnpoCTpaHAeTcA
TOJbKO Ha HOBblE YCTPOMCTBA. ECiv npon3soamnach 3ameHa TpaHCMUTTePa WK 3apAagHoOro
YCTPOWICTBA, NepBOHaYabHbIV rapaHTUHbIV NePUOA NPOJIEH He ByaeT.

[laHHanA rapaHT1a [encTBrUTENbHA TONBbKO B ClyYae UCMosb30BaHNA TPAHCMUTTEPA WK 3apAHOro
yCTPOWCTBa KoMnaHuu Medtronic B COOTBETCTBUM C MIHCTPRYKLMAMK Npoun3BoauTens. [apaHTuis 6e3
OrpaHnyeHnin HefleCTBTENbHA B CIEAYIOLNX CyYasX:

- Ecnv nonomka ABnseTca cneacTsnem U3MeHeHMn N MoandrkKaLumin TpaHCMITTEPa Uin
3apALHOro YCTPOMCTBA, NPOM3BEAEHHbIX MONb30BaTeNIeM UM TPETbEN CTOPOHON NOC/e AaThl
MOKYMKM.

+  Ecnv nospexaeHve BO3HUKIIO BCNEACTBME CEPBUCHOMO OOCTYKMBAHNUA UM PEMOHTA,
BbIMOIHEHHOIO He MPOM3BOAMTENEM, @ MHOW OPraHm3aumner v MULOoMm.

« Ecnv noBpexaeHue BO3HUKIO BCIEACTBME (hOPC-MAXOPHBIX 06CMOamMenscme v HOro
COObITUA, MOBNUATL Ha KOTOPOE NPOW3BOAMTENb HE B COCTOAHMN.

- Ecnv nospexaervie BO3HMKIIO BCEACTBME HEOPEXHOIO MW HENPaBWUIbHOMO MCMOMb30BaHNA, B
TOM YMCIIe: HeMpaBWIbHOE XpaHeHue, nonagaHe Boabl, duandeckmne nospexaeHus (Hanpumep
nageHue).
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- Ecmm noBpexaeHne BO3HMKNO BC/1IeACTBME MCMOJTIb30BaHNA yCTpOVICTBa He B COOTBETCTBNN C
MapKVIpOBKOVI N3AENNA, NHCTPYKUMAMK MO SKCM1yaTauln i HOpMatBHbIMK YBEAOMIEHNAMMN.

[laHHasa rapaHTVa faeTca NMMYHO NepBOHaYaNbHOMY NoKynaTento. Jliobas npofaxa, ciaya B apeHay,
MNCNONb30BaHVE NIV Nepefaya NPOAYKTA, Ha KOTOPbIV PacnpOCTPaHAETCA 3Ta rapaHTUA, ApYromy
MONb30BATENIO UV APYTMM NOMb30BaTeNEM, He ABNAWMMCA MEPBOHAYabHbIM MOKyNaTenem, Befet
K HEMELIEHHOMY MPEKPALLEHNIO AeNCTBUA AaHHOW rapaHTuu. [laHHasA rapaHTmna He
PacnpOCTPAHARTCA Ha CEHCOPbI MIOKO3bI 1 APYr1e NPUHAANEXHOCTH.

Jltobble OroBopeHHbIe B JaHHOM rapaHT1M BO3MELLEHMA ABNAIOTCA MCUEPbIBAIOWMMY ANA KaXX4Oro
KOHKpeTHoro cyyad. Hu Medtronic MiniMed, Hr NOCTaBWMKX MV AUCTPUOBIOTOPbI HE Hecy T
OTBETCTBEHHOCTM 3a 1I060N CyUalHbI, KOCBEHHbIN MK OCOObIN yLiepO Nob0ro xapakTepa Miv B1aa,
BbI3BaHHbIM 1N 0OYCNOBNEHHbIN AedeKTOM NPOAYKTa.

Bce npouvie ycnoBuA 1 rapaHTuK, 3a UCKIIoUYEHNEM PErNameHTUPOBAHHBIX 3aKOHOAATENbCTBOM Kak
NPAMO, Tak 1 ONOCPeIOBAHHO, TEPSAIOT CUITY. DTO OTHOCUTCA U K raPaHTUsAM TOBAPHOTO COCTOAHNA U
NPUrogHOCTA A1A KOHKPETHOM LieNu.

[laHHanA rapaHTVA NpPefoCcTaBAseT NoKynaTesnio KOHKPETHbIe I0pUaNYeCKMe NpaBa, OfHaKo,
NOKynaTesb TakKe MOXKET MMETb MPaga, NpeayCcMOTPEHHbIE MECTHBIM 3aKOHOAATEIbCTBOM. [laHHan
rapaHTVA He BNWAET Ha 3aKOHHbIE MpaBa NoKynaTens.

PackpbiTue nHopmaumm o nporpaMmMHOM obecneyeHnn ¢ OTKPbITbIM
MCXOAHbIM KOAOM

B sTOoMm [OOKYMEHTE YKa3aHO HpOFpaMMHOG obecneyeHune ¢ OTKPbITbIM MCXOAHbIM KOAOM, KOTOPOE
MOXET NnoABepratbCA OTAC/IbHOMY BbI30OBY, BbIMOJIHEHWIO, CBA3bIBAHWIO, MPUNCOENVHEHWIO NN MHOMY
NCMNOTb30BaAHWIO 3TUM MPOAYKTOM.

lcnonb3oBaHue Takoro [NporpammHOro obecneyeHus ¢ OTKPbITbIM UCXOAHBIM KOAOM,
NULIEH3MPYEMOTO [N NOMb30BaTeNel, pernameHTUPYeTCa YCNOBUAMU 1 NONOKEHUAMU OTAENbHOMO
NULEH3MOHHOTO CornatleHnsa nNo Takomy [porpammHoMy obecriedeHnto C OTKPBITbIM UCXOHbIM
KOOM.

icnonb3oBsaHvie MporpammHOro obecnedeHns ¢ OTKPbITBIM MCXOAHbBIM KOLOM [JOMyCKaeTcs
UCKIOUUTENBHO Ha YCIOBUAX U MOMOXKEHNAX TAKOW NULIEH3NN,

[na nonyuyeHna ncxogHOro/06beKTHOTO KOAA ¥ MPUMEHUMON ANLEH3MI Ha MporpammHoe
obecrneyeHvie C OTKPBITBIM VCXOAHbIM KOLLOM CM. CrieflytoLUmii Be6-CaiiT:
http://www.ouah.org/ogay/hmac/.
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Guardian Link (3)

Viysiela¢ Guardian Link (3) s bezdrotovou technolédgiou Bluetooth™* je sicastou systému na
kontinudlne monitorovanie glukézy (continuous glucose monitoring, CGM) ur¢eného pre systémy
inzulinovych pimp MiniMed s funkciou pripojenia k inteligentnym zariadeniam.

Obrazok 1. Sucasti sipravy

tester @
.‘

vysiela¢
zavadzacé nabijacka

Sucasti supravy vysielaca Guardian Link (3) (MMT-7910)
Kompletna suprava vysielaca obsahuje nasledujice sucasti:

vysiela¢ Guardian Link (3) (MMT-7911) - nabfjacka (MMT-7715)
dva testery (MMT-7736L) - zavadzac¢ One-Press (MMT-7512)

Zamyslany ucel zariadenia

Viysiela¢ Guardian Link (3) (MMT-7911) je nabijatelné zariadenie, ktoré napéja glukézovy senzor a zbiera
a vypocitava Udaje zo senzora a posiela ich do kompatibilného systému inzulinovej pumpy MiniMed
s funkciou pripojenia k inteligentnym zariadeniam na liecbu cukrovky. Vysielac je kompatibilny len

s glukézovym senzorom Guardian Sensor (3) (MMT-7020) a je urc¢eny na pouzitie u jedného pacienta
alebo u viacerych pacientov.

Kontraindikacie

Nie su zndme.
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Varovania

.

Nepouzivajte vysielac vedla inych elektrickych zariadenti, ktoré moézu rusit normalnu prevadzku
systému. Iné elektrické zariadenia, ktoré mézu nardsat normalnu prevadzku systému, su
kontraindikované. Dalsie informacie o elektrickych zariadeniach, ktoré mézu ohrozit normalnu
prevadzku systému, ndjdete v Casti Viystavenie magnetickym poliam a radidcii, str. 144.

Vzdy dodrziavajte vietky preventivne opatrenia, varovania a pokyny tykajlce sa senzora uvedené
v pouzivatelskej prirucke k senzoru. Nedodrziavanie pouzivatelskej prirucky k senzoru méze mat
za nasledok zavazné zranenie alebo poskodenie senzora.

Nedovolte detom, aby si dévali malé ¢asti do Ust. Vyrobok predstavuje riziko udusenia pre malé
deti.

Zariadenie Ziadnym spdsobom nemente ani neupravuijte, pokial to vyslovne neschvalila
spolo¢nost Medtronic Diabetes. Uprava zariadenia moze mat za nasledok zavazné zranenie,
ovplyvnenie vasej schopnosti pouZivat toto zariadenie a stratu zaruky.

Tester nepouzivajte, ak pride do styku s krvou. Dotyk krvi méze spdsobit infekciu. Tester zlikvidujte
podla miestnych predpisov tykajucich sa likvidacie medicinskeho odpadu, pripadne si informéacie
o likvidacii vyZiadajte od svojho lekara.

Po zavedeni senzora sa mdze vyskytnut krvacanie. Pred pripojenim vysielaca k senzoru sa vzdy
uistite, ¢i miesto nekrvaca. Do konektora vysielaca by mohla vniknut krv a poskodit zariadenie. Ak
je zariadenie poskodené, zlikvidujte ho. Ak sa objavi krvacanie, pritlacte na miesto zavedenia
sterilnU gazu alebo cisty tampdn, kym sa krvacanie nezastavi. Po zastaveni krvacania pripojte
vysielac k senzoru.

Ak sa objavia akékolvek neZiaduce reakcie na vysiela¢ alebo senzor, kontaktujte miestneho
zastupcu spolo¢nosti. NeZiaduce reakcie modzu spdsobit zavazné poskodenie zdravia.

Viysiela¢ nevyhadzujte do nddoby na zdravotnicky odpad a nevystavujte ho extrémnemu teplu.
Viysiela¢ obsahuje batériu, ktord sa moéze vznietit a sposobit zadvazné zranenie.

Vystavenie magnetickym poliam a radidcii

Viysielac nevystavujte posobeniu zariadeni na zobrazovanie magnetickou rezonanciou (MR),
diatermickych zariadenf ani inych zariadent, ktoré vytvaraju silné magnetické polia (napriklad
rontgenové, CT skenovacie alebo iné typy Ziarenia). Vystavenie silnému magnetickému polu
nebolo hodnotené a méze spdsobit poruchu zariadenia, ¢o mdze mat za nasledok zdvazné
zranenie alebo to mdze byt nebezpecné. Ak bude vysielac vystaveny posobeniu silného
magnetického pola, prestante ho pouZivat a poZiadajte o dalsiu pomoc miestneho obchodného
zastupcu.

Pred vstupom do miestnosti, v ktorej sa nachddzaju zariadenia na rontgenové vysetrenie, MR
vysetrenie, diatermické vysetrenie alebo CT vysetrenie, si vzdy odstrante senzor a vysielac.
Viystavenie silnému magnetickému polu nebolo hodnotené a méze spdsobit poruchu zariadenia,
¢o mdZe mat za nasledok zadvazné zranenie alebo to méze byt nebezpecné. Ak bude senzor alebo
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vysielac vystaveny posobeniu silného magnetického pola, prestante ho pouzivat a poZiadajte

o dalsiu pomoc miestneho zastupcu spolocnosti.

Pri cestovani vzdy noste so sebou zdravotnt pohotovostnu kartu, ktord sa dodava so zariadenim.
Tato zdravotna pohotovostnd karta uvadza kritické informacie o bezpe¢nostnych systémoch

na letiskach a bezpec¢nom pouzivani vysielaca na palube lietadla. Nedodrzanie pokynov
uvedenych na zdravotnej pohotovostnej karte by mohlo viest k zdvaznému zraneniu.

Preventivne opatrenia

Viysiela¢ Guardian Link (3) (MMT-7911) sa nepokusajte pouzit s inzulinovou pumpou MiniMed bez
funkcie pripojenia k inteligentnym zariadeniam. S vysielatom Guardian Link (3) (MMT-7911)
dok&Ze komunikovat vyhradne inzulinova pumpa MiniMed s funkciou pripojenia kinteligentnym
zariadeniam.

S vysielacom pouzivajte vyhradne glukézovy senzor Guardian Sensor (3) (MMT-7020).
Nepouzivajte Ziadny iny senzor. Iné senzory nie su uré¢ené na pouZivanie s tymto vysielacom

a poskodia vysiela¢ a senzor.

Svysiela¢om pouzivajte vyhradne zeleno sfarbeny tester (MMT-7736L). Pripripojenik testeru su na
vysielaci viditelné kapsy. Nepouzivajte Ziadnu inu testovaciu zatku. Iné testovacie zatky nie su
ur¢ené na pouzivanie s tymto vysielacom a poskodia vysielac a tester.

Obrazok 2. Kapsy vysielaca

Pri Cisteni vysielaca vzdy pouzivajte tester. S vysielacom nepouZivajte Ziadne iné testovacie zatky.
Pouzitie inej testovacej zatky mdze umoznit vniknutie vody do vysielaca alebo mdze zabranit
spravnemu cisteniu. Voda méze poskodit vysielac.

Ked je tester alebo senzor pripojeny k vysielacu, neotécajte nim. Skritenie testera alebo senzora
poskodi vysielac.

Nedovolte, aby sa tester dostal do kontaktu so Ziadnou tekutinou, ked nie je pripojeny k vysielacu.
Mokry tester moze poskodit vysielac.

Nedovolte, aby sa vysiela¢ dostal do kontaktu s vodou alebo inou kvapalinou, ak nie je pripojeny
k senzoru alebo testeru. Vlhkost poskodf vysiela¢ a mokry vysiela¢ méze poskodit senzor.

Tesniace kruzky testera necistite Ziadnymi latkami. Cistenie tesniacich krizkov méze poskodit
tester.
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Obrazok 3. Tesniace kruzky

tesniace

Norma IEC 60601-1-2:2014, 4. vydanie — osobitné preventivne opatrenia

tykajuce sa elektromagnetickej kompatibility zdravotnickych elektrickych
zariadeni

1. Osobitné preventivne opatrenia tykajuce sa elektromagnetickej kompatibility (EMK): Toto
zariadenie nosené na tele je navrhnuté na pouzivanie v primeranych obytnych, domacich,
verejnych alebo pracovnych prostrediach, v ktorych existuju bezné Urovne vyzarovanych
elektrickych (V/m) alebo magnetickych poli (A/m), aké generuju napriklad mobilné telefény,
bezdrotové technologie, elektrické otvéarace konzerv, mikrovinné riry a indukéné varice. Toto
zariadenie generuje, pouZiva a méZe vyzarovat radiofrekvencnu energiu a ak sa nenainstaluje

anepouziva v sulade s uvedenymipokynmi, méze spdsobovat skodlivd interferenciu s radiovou
komunikaciou.

2. Cinnost zdravotnickych elektrickych zariadeni mézu ovplyvriovat prenosné a mobilné RF
komunikacné zariadenia. Ak zistite RF rusenie spdsobované mobilnym alebo staciondrnym RF
vysielatom, vzdialte sa od daného RF vysielaca spdsobujiceho rusenie.

3. Pripouzivanivysielaca blizsie ako 30 cm (12 in) od prenosnych radiofrekvencnych (RF) zariadeni
alebo elektrickych zariadenf déavajte pozor. Ak musite pouzivat vysielac vedla prenosného RF
zariadenia alebo elektrického zariadenia, sledovanim vysielaca overte spravnu ¢innost systému.
Mohlo by dojst k naruseniu ¢innosti vysielaca.

Podpora

Ak potrebujete kdpiu pouzivatelskej prirucky k systému MiniMed, obrétte sa na miestneho zastupcu.
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Priprava vysielaca

Viysiela¢ obsahuje nevymenitelnt nabijaciu batériu, ktord mézete podla potreby nabijat nabijackou.
Viysiela¢ treba pred pouzitim nabit. Nabfjacka je vybavena zelenym svetelnym indikétorom, ktory
uddva stav nabijania, a cervenym svetelnym indikdtorom, ktory sa rozsvieti v pripade problémov pri
nabijani. Ak sa rozsvieti Cerveny indikator, precitajte si ¢ast RieSenie problémov, str. 164. Na prevadzku
nabifjacky je potrebna jedna alkalicka batéria typu AAA.

Poznamka: Ak nie je batéria vlozena spravne alebo ma nizku Urover nabitia, nabijacka nebude
fungovat. Zopakujte kroky na vloZenie batérie s novou batériou.

Vlozenie batérie do nabijacky
Vlozenie batérie do nabijacky:
1. Zatlacte kryt batérie a zosunte ho (podla obrazka v kroku ¢. 3).

2. Vlozte novu alkalicku batériu velkosti AAA. Uistite sa, Ze znamienka + a — na batérii s zarovnané
s rovnakymi znamienkami zobrazenymi na nabfjacke.

3. Nasadte kryt spat na nabfjacku tak, aby s cvaknutim zapadol na svoje miesto.

9 £00-b065 70

&

&
N
Medtroi
REF MMT-77"
[BE}

Nabijanie vysielaca

UPOZORNENIE: Pred zavedenim senzora vysielac¢ vzdy nabite. Vybity vysiela¢ nefunguje.
Uplne nabity vysiela¢ funguje minimaélne sedem dni bez opatovného nabitia. Nabitie
vybitého vysielaca moéze trvat az dve hodiny.
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UPOZORNENIE: Nenechdavajte vysiela¢ na nabijacke dlhsie nez 60 dni. Odpojte ho a pred
pouzitim ho znova pripojte k nabijacke, aby sa dobil. Ak vysiela¢ nechate na nabijacke dlhsie
nez 60 dni, batéria vysielaca sa natrvalo poskodi.

Nabitie vysielaca:
1. Pripojte vysielac k nabijacke tak, ze ich pritlacite k sebe, aby sa spajili.

2. Do 10 sekund od pripojenia vysielaca sa na nabijacke na jednu az dve sekundy rozbliké zelené
svetlo, ktoré indikuje spustenie jej napdjania. Po zvysok doby nabijania bude zeleny svetelny
indikator nabfjacky neustale blikat v opakujucej sa sekvencii Styroch bliknuti a pauzy.

3. Podokonceninabijaniazeleny svetelny indikatorzostane svietit (bez blikania) na 15 az 20 sekidnd
a potom zhasne.

J )

4. Po zhasnuti zeleného svetelného indikatora odpojte vysiela¢ od nabijacky. Zeleny svetelny
indikator na vysielaci za¢ne blikat.
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Parovanie vysielaca

Vzdy dodrZiavajte pokyny na sparovanie vysielaca s pumpou uvedené v pouzivatelskej prirucke

k systému. Pumpa a vysielac sa musia najprv sparovat, aby bolo mozné odosielat Udaje zo senzora do
pumpy. Pumpu a vysiela¢ staci sparovat raz. Po zavedeni nového senzora netreba pumpu opdtovne
sparovat s vysielacom.

Zavedenie senzora

Vzdy dodrZiavajte pokyny na zavedenie senzora uvedené v pouzivatelskej prirucke k senzoru.

Pripojenie vysielaca k senzoru

Skoér ako zacnete, pripravte si pouzivatelsku prirucku k systému inzulinovej pumpy MiniMed.

Pripojenie vysielaca k senzoru:
1. Po zavedeni senzora si pred pripojenim vysielaca precitajte podrobnosti o aplikovani
pozadovanej lepiacej pasky uvedené v pouzivatelskej prirucke k senzoru.
2. Pocas pripajania drzte okruhly koniec zavedeného senzora, aby ste zabranili jeho pohybu.

3. Uchopte vysielac tak, ako je znazornené na obrazku. Zarovnajte dve drazky na vysielaci
s bo¢nymi ramienkami senzora. Ploché strana vysielaca by mala smerovat k pokozke.

4. Vysiela¢ nasunte na konektor senzora tak, aby ramienka senzora zapadli do draZok na vysielaci.
Ak je vysielac spravne pripojeny a uplynulo dost ¢asu na to, aby sa senzor navlh¢il
medzibunkovou tekutinou, zeleny indikator na vysielaci 6-krat zablika.

Poznamka: Ak vysiela¢ nezablikd, pozrite si ¢ast RieSenie problémoy, str. 164.

5. Akpo pripojeni k senzoru blika zeleny svetelny indikator na vysielaci, spustite senzor pomocou
svojej pumpy. DalSie pokyny najdete v pouzivatelskej prirucke k systému.
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6. Prilepte lepiacu podloZku senzora k vysielacu.

7. Po pripojeni vysielaca si pozrite podrobnosti o aplikovani potrebnej ndplaste uvedené
v pouZivatelskej prirucke k senzoru.

8. Dodrziavajte pokyny na obrazovke pumpy alebo v pouzivatelskej prirucke k systému.
Odpojenie vysielaca od senzora
Skor ako zac¢nete, pripravte si pouzivatelsku prirucku k systému inzulinovej pumpy MiniMed.

Odpojenie vysielac¢a od senzora:

1. Z vysielaca a senzora opatrne odstrante vsetky lepiace pasky.

2. Odstrante lepiacu podlozku z hornej ¢asti vysielaca.

3. Podrzte vysielac tak, ako je zobrazené na obrazku, a pomocou palca a ukazovaka stlacte ohybné
boc¢né ramienka senzora.

4. Opatrne vytiahnite vysiela¢ zo senzora.
5. Dodrziavajte pokyny uvedené na pumpe alebo v pouZivatelskej prirucke k systému.

Odstranenie senzora

Pokyny na odstrédnenie senzora najdete v pouzivatelskej prirucke k senzoru.

Opatovné pripojenie vysiela¢a k zavedenému senzoru

Viysiela¢ moZete opatovne pripojit k senzoru, ktory prave pouZivate. Jednoducho pripojte vysielac

k senzoru, ktory je uz zavedeny. Ked pumpa zaznamend vysielac, vyberom moznosti ,Znova pripoj
senzor” potvrdte, Ze chcete senzor znova pripojit. Opatovné pripojenie senzora méze trvat niekolko
sekund. Opéatovne prilepte lepiacu podloZku senzora k vysiela¢u a znova aplikujte potrebnu naplast.
Ked opatovne pripojite senzor, senzor bude musiet prejst dalsim ¢asom zahrievania predtym, ako ho
budete moct kalibrovat.
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Tester

Tester slUzi na kontrolu funkénosti vysielaca. Tester sa pouZiva aj ako nevyhnutnd sucast na vytvorenie
vodotesného tesnenia pri ¢istenf vysielaca. Spravne pripojenie testera k vysielacu zaruci, aby sa koliky
konektora vnutri vysielaca nedostali do kontaktu s tekutinami. Kontakt s tekutinami méze spdsobit
koroéziu kolikov konektora a ovplyvnit spravne fungovanie vysielaca.

Ked je tester pripojeny k vysielacu, neotacajte nim. Poskodilo by to vysielac.

Tester sa méze pouzivat jeden rok. Ak budete tester pouzivat dlhsie ako jeden rok, koliky konektora
vnutri vysielaca by sa mohli poskodit, pretoZe tester nedokdZe nadalej zabezpecovat vodotesnost.
Pokyny na kontrolu kolikov konektora najdete v ¢asti Kontrola kolikov konektora vysielaca, str. 151.

UPOZORNENIE: S vysielacom pouzivajte vyhradne zeleno sfarbeny tester (MMT-7736L). Pri
pripojeni k testeru su na vysieladi viditelné kapsy. Nepouzivajte Ziadnu inu testovaciu zatku.
Iné testovacie zatky nie su uréené na pouzivanie s tymto vysielacom a poskodia vysielac

a tester.

Obrazok 4. Tester a vysielac

Kontrola kolikov konektora vysielaca

Kolfky konektora by mali vyzerat tak, ako s zndzornené na tomto obrazku.
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Obrazok 5. Sucasti vysielaca

otvor konektora

koliky konektora

puzdro

Pozrite sa do otvoru konektora vysielaca a uistite sa, Ze koliky konektora nie st poskodené ani
skorodované. Ak su koliky konektora poskodené alebo skorodované, znemozZnito komunikaciu medzi
vysielatom a nabijackou alebo pumpou. Obratte sa na vasho miestneho zastupcu. Pravdepodobne je
nutné vymenit vysielac.

Taktiez skontrolujte, ¢i vnutro otvoru konektora nie je vihké. Ak je konektor navihnuty, nechajte vysielac
aspon hodinu vysusit. VIhkost v otvore konektora by mohla spésobit nespravne fungovanie vysielaca
a ¢asom aj jeho skorodovanie a poskodenie.

Pripojenie testera na testovanie alebo Cistenie

Skoér ako zacnete, pripravte si pouzivatelskud prirucku k systému inzulinovej pumpy MiniMed.

Pripojenie testera:

1. Drzte vysielac a tester tak, ako je zndzornené na obrazku. Zarovnajte plochu stranu testera
s plochou stranou vysielaca.
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2. ZatlacCtetester do vysielaca tak, aby ohybné bo¢né ramienka testera zapadlido draZzok na oboch
stranach vysielaca.
Po sprdvnom pripojenf 6-krat zabliké zeleny svetelny indikator na vysielaci.

3. Otestujte vysielac skontrolovanim ikony senzora na pumpe, aby sa zarucilo, Ze vysielac vysiela
signdl (pozrite si pouzivatelsku prirucku k systému).

4. Informécie o cistenl vysielaca najdete v ¢asti Cistenie vysielaca, str. 153.

5. Po testovani alebo ¢isteni odpojte tester od vysielaca.

Odpojenie testera

Odpojenie testera:
1. PodrZte vysielac tak, ako je zndzornené na obrdzku, a odistite bocné ramienka testera.

2. Podrzte ramienka testera odistené a opatrne odpojte vysiela¢ od testera.

Poznamka: Ak chcete Setrit batériu vysielata, NEPONECHAVAJTE po cisteni alebo
testovani tester pripojeny k vysielacu.

Cistenie vysielaéa

Viysielac je ur¢eny na osobné pouzitie v doméacom prostredi (pouZitie u jedného pacienta) alebo

v zdravotnickom zariadenf (pouZitie u viacerych pacientov). Ak zariadenie pouZiva iba jeden pacient,
musfsa po kazdom pouziti vycistit. Ak ho pouZiva viacero pacientov, musi sa po kazdom pouZitf vycistit
aj vydezinfikovat. Ak vysiela¢ pouZivate v zdravotnickom zariadeni, vzdy postupujte podla
stanoveného cistiaceho a dezinfek¢ného protokolu na pouzitie u viacerych pacientov.
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VAROVANIE: Vysiela¢ nevyhadzujte do nadoby na zdravotnicky odpad a nevystavujte ho
extrémnemu teplu. Vysielac obsahuje batériu, ktora sa moze vznietit a spdsobit zavazné
Zranenie.

Poznamka: Tester je potrebnou stcastou na cistenie vysielaca. Podrobné informdcie najdete
v Casti Tester, str. 151.

UPOZORNENIE: Na cistenie alebo dezinfekciu zariadenia nepouzivajte automatizovanu
dezinfek¢nd umyvacku. Pouzitie automatizovanej dezinfekénej umyvacky na Cistenie alebo
dezinfekciu zariadenia sposobi poskodenie vysielaca.

Pouzitie u jedného pacienta
Po kazdom pouziti vysiela¢ vzdy vycistite.
Pri ¢isteni vysielaca budete potrebovat nasledujice materidly:
-+ jemné tekuté mydlo
« zubnu kefku pre batolatad s makkymi stetinami
+ nadobu
. Cisté, suché handricky nepustajuce vldkna
Zivotnost

Viysiela¢ mozno Cistit najviac 122-krat alebo po dobu jedného roka, podla toho, ¢o nastane skor. Potom
vysielac zlikvidujte. Ak budete vysiela¢ pouzivat aj po dosiahnuti 122 cisteni alebo po jednom roku,
proces Cistenia moZe poskodit zariadenie. Novy vysielac si mdZete objednat od miestneho zéstupcu.

VAROVANIE: Ak je puzdro prasknuté, poskodené alebo sa odlupuje, zariadenie
nepouzivajte. Praskliny, odlupovanie alebo poskodenie puzdra su priznakmi degradécie
materialov. Degradacia materidlov puzdra moze ovplyvnit schopnost spravne vycistit
vysiela¢a moéze sposobit zavazné zranenie. Zatelefonujte miestnemu zastupcovi spolo¢nosti
a zlikvidujte zariadenie v sulade s miestnymi predpismi na likvidaciu batérii (odpad, ktory sa
nespaluje), pripadne si vyziadajte informacie o likvidacii od svojho lekara.

Cistenie vysielaca:

1. Dokladne si umyte ruky.
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2. Pripojte tester k vysielacu, aby sa vytvorilo vodotesné spojenie.

3. Aksu na vysielaci zvysky lepidla, pozrite si ¢ast Odstranenie zvyskov lepidla, str. 162.

4. Vysielac preplachujte pod te¢tcou vodou pri izbovej teplote minimalne jednu minutu, pokial
nebude viditelne Cisty. Uistite sa, Ze vietky tazko dostupné miesta su riadne preplachnuté.

5. Pripravte si slaby roztok tekutého mydla vyrobeny z 5 ml (1 ¢ajova lyzicka) jemného tekutého
mydla na 3,8 | (1 galén) vody z vodovodu s izbovou teplotou.
6. Vysielac s pripojenym testerom ponorte do roztoku jemného tekutého mydla a nechajte ho

jednu mindtu ponoreny.
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7. Uchopte tester a cely povrch vysielaca ocistite pomocou detskej makkej zubnej kefky. Dbajte na
to, aby ste vsetky tazko dostupné miesta viditelne vycistili.

8. Vysiela¢ preplachujte pod tecicou vodou z vodovodu pri izbovej teplote minimalne jednu
minutu, pokial nebude vietko viditelné tekuté mydlo omyté.

9. Vysielac a tester osuste ¢istou, suchou handrickou.

156



<

10. PoloZte vysielac a tester na CistU suchu handri¢ku a nechajte ich volne Uplne uschnut.
11. Odpojte tester od vysielaca jemnym stlacenim ramienok testera.

Pouzitie u viacerych pacientov

Pri pouziti vysielaca v zdravotnickom zariadeni vysielac cistite a dezinfikujte po kazdom pouziti.

VAROVANIE: Pri pouzivani tohto zariadenia a manipuldcii s nim je nutné dodrziavat
standardné preventivne opatrenia. Vsetky casti tohto systému treba povazovat za
potencialne infek¢né a mézu prenasat patogény prenosné krvou medzi pacientmi

a zdravotnickymi pracovnikmi.

Vysielac¢ sa musi po kazdom pouziti u jednotlivych pacientov dezinfikovat. Tento systém
mozno pouzivat na testovanie viacerych pacientov len pri dodrziavani standardnych
preventivnych opatreni a dezinfekénych postupov od spolo¢nosti Medtronic Diabetes.

Pri ¢isteni vysielaca budete potrebovat nasledujice materidly:

- rukavice
+  jemné tekuté mydlo

157

IS

eUIDUIAO



zubnu kefku pre batolatd s makkymi Stetinami
bielidlo s koncentraciou 8,25 %
dve nédoby

,,,,,

Zivotnost

Vysiela¢ mozno Cistit a dezinfikovat najviac 122-krdt alebo po dobu jedného roka, podla toho, ¢o
nastane skor. Potom vysielac zlikvidujte. Ak budete vysiela¢ pouzivat aj po dosiahnuti 122 ¢isteni alebo
po jednom roku, proces ¢istenia a dezinfekcie méze poskodit zariadenie. Objednajte si novy vysielac
od spolo¢nosti Medtronic.

Cistenie a dezinfekcia vysielaca:

1. Umyte si ruky a natiahnite si rukavice.

2. Skontrolujte, ¢i sa vnutri otvoru konektora vysielaca nenachadzaju telesné tekutiny. Pokyny na
kontrolu kolikov konektora najdete v ¢asti Kontrola kolikov konektora vysielaca, str. 151.

UPOZORNENIE: Osoba kontrolujuca vysiela¢ musi mat dostatocne dobry zrak, aby
dokazala rozoznat aj malé kvapky telesnych tekutin alebo necistot.

VAROVANIE: Ak su v otvore konektora pritomné telesné tekutiny, vysielac sa musi
zlikvidovat. Vzhladom na to, Ze vysiela¢ obsahuje batériu, nemézete ho vyhodit do
nadoby na biologicky odpad. Namiesto toho vysielac vycistite a vydezinfikujte a potom
ho zlikvidujte v stlade s miestnymi predpismi na likvidaciu batérii (odpad, ktory sa
nespaluje).

Obrazok 6. Sucasti vysielaca

otvor konektora

koliky konektora

puzdro

3. Pripojte tester k vysielacu, aby sa vytvorilo vodotesné spojenie.
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4. Ak su na vysielaci zvysky lepidla, pozrite si Cast Odstranenie zvyskov lepidla, str. 162.

5. Vysiela¢ oplachujte pod te¢tcou vodou s izbovou teplotou po dobu minimalne jednej mindty,
kym nebude viditelne ¢isty. Uistite sa, Ze vietky tazko dostupné miesta su riadne preplachnuté.

6. Pripravte si slaby roztok tekutého mydla vyrobeny z 5 ml (1 ¢ajova lyzicka) jemného tekutého
mydla na 3,8 | (1 galén) vody z vodovodu s izbovou teplotou. Vzdy pouZite Cerstvo pripraveny

roztok.
7. Vysielac s pripojenym testerom ponorte do roztoku jemného tekutého mydla a nechajte ho

jednu minGtu ponoreny.
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8. Uchopte testera cely povrch vysielaca ocistite pomocou detskej mékkej zubnej kefky. Dbajte na
to, aby ste vietky tazko dostupné miesta viditelne vycistili.

9. Vysiela¢ preplachujte pod te¢tdcou vodou z vodovodu pri izbovej teplote minimalne jednu
minutu, pokial nebude vietko viditelné tekuté mydlo omyté.

10. Vysielac a tester osuste cistou, suchou handri¢kou.
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11. Pripravte si roztok bielidla v pomere 1:10 pouZitim jedného (1) dielu bielidla
s koncentraciou 8,25 % a deviatich (9) dielov vody, aby sa dosiahla vysledna koncentracia 0,8 %.
VZdy pouZite Cerstvo pripraveny roztok.

12. Uistite sa, Ze ste pred dezinfekciou vykonali vietky predchadzajuce kroky cistiaceho postupui.
S pripojenym testerom ponorte vysiela¢ do roztoku bielidla a nechajte ho na 20 minut ponoreny.

13. Preplachujte vysiela¢ pod te¢tcou vodou z vodovodu s izbovou teplotou po dobu troch minut.

14. Polozte vysielac a tester na cistu suchud handri¢ku a nechajte ich volne Uplne uschnut.

VAROVANIE: Ak ste si pri predchadzajucej kontrole vsimli v otvore konektora
akukolvek telesnu tekutinu, musite vysielac spolu s pripojenym testerom zlikvidovat
v stlade s miestnymi predpismi na likvidaciu batérii (odpad, ktory sa nespaluje).

15. Odpoijte tester od vysielaca jemnym stlacenim ramienok testera.
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16. Skontrolujte, ¢i na puzdre vysielaca nie s znamky prasknutia, odlipnutia alebo poskodenia. Ak
si vSimnete niektoré z tychto zndmok, musite vydezinfikovany vysielac zlikvidovat v sulade
s miestnymi predpismi na likvidaciu batérii (odpad, ktory sa nespaluje).

VAROVANIE: Ak je puzdro prasknuté, poskodené alebo sa odlupuje, zariadenie
nepouzivajte. Praskliny, odlupovanie alebo poskodenie puzdra su priznakmi
degradacie materialov. Degradacia materidlov puzdra méze ovplyvnit schopnost
spravne vycistit vysiela¢ a moze sposobit zavazné zranenie. Zatelefonujte miestnemu
zastupcovi spolocnosti a zlikvidujte zariadenie v stlade s miestnymi predpismi na
likvidaciu batérii (odpad, ktory sa nespaluje), pripadne si vyZiadajte informacie

o likvidacii od svojho lekara.

17. Zlikvidujte pouZité rukavice a dokladne si umyte ruky mydiom a vodoul.

Odstranenie zvyskov lepidla

Tento postup mdze byt potrebné vykonat, ak st na vysielaci pritomné zvysky lepidla. Ak ste privizualnej
kontrole zbadali na vysielaci zvysky lepidla, postupujte podla tychto pokynov.

Priodstranovani zvyskov lepidla budete potrebovat vatové tampony a odstranovac lekarskych lepidiel
(ako napriklad Detachol™*, ¢o je mineralny lieh).

Poznamka: Spolo¢nost Medtronic MiniMed pouZivala pocas testovania na odstranovanie
zvyskov lepidla z vysielaca pripravok Detachol™*, Odporuica sa pouZivat Detachol™*, nemusi byt

vsak k dispozicii vo vetkych krajinach.
Odstranenie zvyskov lepidla:

1. Skontrolujte, ¢i je tester pripojeny k vysielacu.
2. Vatovy tampdn namocte do odstranovaca lekarskych lepidiel.

162



3. Podrzte tester a jemne potierajte odstranovacom lepidla povrch vysielaca, kym neodstranite
vietky zvysky.

2
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4. Pokracujte v postupe ¢istenia. Podrobné informécie najdete v casti Cistenie vysielaca, str. 153.

Kupanie a plavanie
Spojenim vysiela¢a so senzorom sa vytvorf jednotka, ktoré je vodotesna do hibky 2,4 metra (8 stop) po
dobu najviac 30 minut. M&Zete sa sprchovat alebo plavat bez ich odlozZenia.

Cistenie nabijacky
Tento postup sa vztahuje na vseobecné Cistenie podla potreby a na zéklade fyzického vzhladu.

UPOZORNENIE: Nabijacku neponarajte do vody aniiného ¢istiaceho prostriedku. Nabijacka
nie je vodotesna. Voda méze poskodit nabijacku a spésobit poruchu zariadenia.

VAROVANIE: Nabijacku zlikvidujte podla miestnych predpisov na likvidaciu batérii,
pripadne si vyziadajte informacie o likvidacii od svojho lekdra. Nabijacka sa moze pri
spalovani vznietit.

Vy¢istenie nabijacky:
1. Dokladne si umyte ruky.
2. Navlh¢ite handri¢ku v jemnom ¢istiacom roztoku, ako je napriklad saponat na umyvanie riadov,
a zotrite nou vietky necistoty alebo cudzorodé materidly z vonkajsieho povrchu nabfjacky. Na
Cistenie nabijacky nikdy nepouzivajte organické rozpustadla, ako napriklad riedidlo alebo
aceton.
3. PoloZte nabfjacku na gistu, suchu utierku a nechajte ju oschnut dve az tri minuty.
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Riesenie problémov

Nasledujuca tabulka obsahuje informacie o rieSeni problémov s vysielacom, nabijackou a testerom.
Dalsie informacie o rieSeni problémov najdete v pouZivatelskej prirucke k systému.

Tabulka 1. Rieenie problémov

Problém

Pravdepodobné pri-
ciny

Riesenie

Pripojil(a) som vysielac k
nabijacke a Ziadne indi-
katory sa nerozsvietili.

Koliky konektora vysie-
laca su poskodené alebo
skorodovali.

Batéria v nabfjacke je
vybita alebo nie je vlo-
7end ziadna batéria.

1. Skontrolujte, ¢i koliky konektora vysie-

laca nie su poskodené alebo skorodo-
vané. Dalsie informécie o kolikoch
konektora obsahuje ¢ast Kontrola koli-
kov konektora vysielaca, str. 151. Ak su
koliky poskodené alebo zhrdzavené,
obrétte sanavasho miestneho zastupcu.
Pravdepodobne je nutné vymenit vysie-
lac.

. Ak koliky konektora nie su poskodené,

vymente batériu v nabijacke. Pokyny na
vymenu batérie v nabijacke najdete v
Casti Vlozenie batérie do nabijacky,

str. 147.

Pocas nabijania zhasne
blikajuci zeleny svetelny
indikator na nabfjacke

a za¢ne na nej dihsie bli-
kat cerveny svetelny
indikator.

Batéria v nabijacke je tak-
mer vybita.

Vymernite batériu v nabijacke. Pokyny na
vymenu batérie v nabfjacke ndjdete v casti Vlo-
Zenie batérie do nabijacky, str. 147.

Pocas nabijania zhasne
blikajuci zeleny svetelny
indikator na nabfjacke
azacne nanejrychlo bli-
kat cerveny svetelny
indikator v dvojsekun-
dovych sériach bliknutf.

Vysielac je takmer vybity.

1. Vysielac nabijajte nepretrzite jednu

hodinu. Ak blikanie neprestane, pokra-
Cujte krokom ¢. 2.

. Vysiela¢ nabijajte nepretrZite osem

hodin. Ak blikanie neprestane, zavolajte
miestnemu zastupcovi spolo¢nosti.
Pravdepodobne je nutné vymenit vysie-
lac.

Pocas nabfjania na nabi-
jacke striedavo rychlo
a pomaly blikaju cer-

vené svetla.

Nabijacka a vysielac su
takmer vybité.
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Tabulka 1. Riesenie problémov (pokrac¢ovanie)

Problém

Pravdepodobné pri-
ciny

Riesenie

Casti Vlozenie batérie do nabijacky,
str. 147.

2. Vysiela¢ nabijajte nepretrzite jednu
hodinu. Ak rychlo blikajuci cerveny sve-
telny indikdtor nezhasne, pokracujte kro-
kom ¢. 3.

3. Vysiela¢ nabijajte nepretrzZite osem
hodin. Ak blikanie neprestane, zavolajte
miestnemu zastupcovi spolo¢nosti.
Pravdepodobne je nutné vymenit vysie-
lac.

Zelené svetlo na vysie-
laci neblika, ak ho pripo-
jite k senzoru.

Viysiela¢ nie je uplne pri-
pojeny.
Vysielac je takmer vybity.
Senzor nie je riadne
zavedeny do tela.

1. Odpojte vysielac od senzora.

2. Pockajte pat sekiind a opadtovne ho pri-
pojte. Ak zeleny svetelny indikator stale
neblikd, pokracujte krokom ¢. 3.

3. Uplne nabite vysiela¢ a pripojte ho
k testeru. Ak zeleny svetelny indikator
stale neblikd, pozrite si riesenie problé-
mov v Casti ,Zeleny svetelny indikdtor na
vysielaci neblikd, ked vysielac pripojite
k testeru”. Ak zeleny svetelny indikator
blika, pokracujte krokom €. 4.

4. Odpojte vysielac od testera, pockajte
najmenej pat sekind a potom pripojte
vysielac k senzoru. Ak zeleny svetelny
indikator stale neblika, pokracujte kro-
kom ¢&.5.

5. Senzor pravdepodobne nie je riadne

zavedeny do tela. Odstrante si senzor
7 tela a zavedte novy senzor.

Zelené svetlo na vysie-
laci neblika, ak vysielac
pripojite k testeru.

Viysielac nie je Uplne pri-
pojeny.
Vysielac je takmer vybity.
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¢om a testerom. Ak zeleny svetelny indi-
kator stale neblikd, pokracujte krokom ¢.
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2. Uplne nabite vysielac.

IS

eUIDUIAO



Tabulka 1. Riesenie problémov (pokrac¢ovanie)

Problém

Pravdepodobné pri-
ciny

Riesenie

3. Opaét skontrolujte vysiela¢ pomocou
testera. Ak zeleny indikator stale neblika,
zavolajte miestnemu zastupcovi spoloc-
nosti. Pravdepodobne je nutné vymenit
vysielac.

Batéria vysielaca
nevydrzi sedem dni.

Vysielac nie je Uplne
nabity, ked ho pripojite
k senzoru.

Bezdrétové pripojenie
medzi vysielatom

a pumpou sa casto pre-
rusi.

1. Pred pripojenim k senzoru vysiela¢ uplne
nabite. Ak batéria vysielaca nevydrzi
pocas pouzitia jedného senzora, pokra-
Cujte krokom ¢. 2.

2. Vzdialte sa od zariadenia, ktoré moéze
sposobovat radiofrekvenénu interferen-
ciu. Dalsie informécie o RF ruseni najdete
v informac¢nom héarku o sulade s pozia-
davkami pre radiofrekvencné zariadenia,
ktory je sucastou balenia pumpy.

3. Uistite sa, ze pumpa a vysielac st umiest-
nené na rovnakej strane tela, aby ste
minimalizovali radiofrekvencnu interfe-
renciu. Ak sa Uplne nabitd batéria vysie-
laca nadalej vybija skor, nez uplynie
celych sedem dni, zatelefonujte miest-
nemu zastupcovispolo¢nosti. Pravdepo-
dobne je nutné vymenit vysielac.

Vysielac stratil spojenie s
pumpou.

Pumpa je mimo dosahu.
Viyskytla sa radiofrek-
vencna interferencia
zinych zariadentf.
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1. Vzdialte sa od zariadenia, ktoré moze
sposobovat radiofrekvenénu interferen-
ciu. Dalsie informécie o RF ruseni njdete
v informa¢nom héarku o sulade s pozia-
davkami pre radiofrekvencné zariadenia,
ktory je sucastou balenia vysielaca. Ak
vysiela¢ nadalej nekomunikuje s pum-
pou, pokracujte krokom ¢. 2.

2. Uistite sa, Ze pumpa a vysielac st umiest-
nené na rovnakej strane tela, aby ste
minimalizovali radiofrekvencnu interfe-
renciu. Ak vysiela¢ nadalej nekomuni-
kuje s pumpou, zatelefonujte miest-




Tabulka 1. Riesenie problémov (pokrac¢ovanie)

Pravdepodobné pri-
Problém ciny Riesenie

nemu zastupcovi spolo¢nosti a pozia-
dajte ho o pomoc.

Poznamka: Pri preruseni spojenia medzi vysielacom a pumpou na 30 minut sa aktivuje alarm alebo

vystraha a zobrazi sa hlasenie.

Skladovanie a manipulacia

Viysiela¢, nabijacku a tester uskladnite v ¢istej a suchej miestnosti s izbovou teplotou. Ak sa vysiela¢
nepouziva, musfte ho nabit aspon raz za 60 dni.

UPOZORNENIE: Nenechdvajte vysiela¢ na nabijacke. Ak vysielac nechate na nabijacke dlhsie
nez 60 dni, batéria sa natrvalo poskodi.

Likvidacia
Viysiela¢ nevyhadzujte do netriedeného komunélneho odpadu. Vysiela¢ zlikvidujte podla miestnych
predpisov na likvidaciu batérii, pripadne si vyziadajte informécie o likvidacii od svojho lekara.

Specifikacie

Zakladnou funkciou vysielaca je meranie hodnot signélov zo snimacieho zariadenia a ich prendsanie
do monitorovacieho zariadenia v rdmci poziadaviek na presnost vysielaca za Specifikovanych
podmienok pouzivania stanovenych v pouzivatelskej prirucke k systému a po dobu oc¢akavanej
prevadzkovej Zivotnosti. Ak dojde k elektromagnetickému ruseniu vysielaca, bud neddjde k prenosu
Ziadnych udajov, alebo dojde k prenosu nespravnych udajov. V takychto situdciach sa riadte pokynmi
na prevadzku, udrzbu a riedenie problémov v prislusnych pouzivatelskych priru¢kdch. Tester mozete
pouzivat aj na testovanie spravneho fungovania vysielaca. Ak je vysiela¢ poskodeny alebo ak neméze
komunikovat s nabfjackou ¢i pumpou, obrétte sa na miestneho zastupcu oddelenia podpory
spolo¢nosti Medtronic a poziadajte ho o pomoc.

Tabulka 2. Specifikicie produktu

Biokompatibilita Vysielac: v sulade s normou EN ISO 10993-1
Aplikované casti Vysiela¢

Senzor
Prevadzkové pod- Viysiela¢ — teplota: 0°C az 45°C (32°F az 113°F)
mienky
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Tabulka 2. Specifikacie produktu (pokracovanie)

Upozornenie: Pri pouZivanivysielaca na testeri priteplote vzduchu vyssej
ako 41°C (106°F) moéZe teplota vysielaca prekrocit 43°C (109°F).

Vysiela¢ — relativna vihkost: 10 % az 95 % bez kondenzacie

Viysiela¢ — tlak: 57,60 kPa az 106,17 kPa (8,4 psi az 15,4 psi)

Nabfjacka — teplota: 10°C az 40°C (50°F az 104°F)

Nabijacka - relatfvna vihkost: 30 % — 75 % bez kondenzacie

Skladovacie pod-
mienky

Viysiela¢ — teplota: -20°C a7 55°C (-4°F az 131°F)

Vysiela¢ — relativna vihkost: max. 95 % bez kondenzacie
Viysiela¢ — tlak: 57,6 kPa az 106 kPa (8,4 psi az 15,4 psi)
Nabfjacka — teplota: -10°C az 50°C (14°F az 122°F)

Nabijacka - relatfvna vihkost: 10 % — 95 % bez kondenzacie

Zivotnost batérie

Viysiela¢: sedem dni kontinualneho monitorovania glukézy ihned po Upl-
nom nabitf.

Nabfjacka: nabijacka pouziva na nabijanie vysielaca jednu novu batériu
velkosti AAA.

Frekvencia vysielaca

Pasmo 2,4 GHz, bezdrétova technoldgia Bluetooth™* (verzia 4.0)

Efektivny vyZarovany

-12,05 dBm (0,06 mW)

vykon (ERP)

Efektivny izotropny -9,9 dBm (0,1 mW)

vyzarovany vykon

(EIRP)

Prevadzkovy dosah Max. 1,8 metra (6 stdp) vo volnom priestranstve

Ocakavana Zivotnost
vysielaca

Ocakavana prevadzkova Zivotnost vysielaca je jeden rok v zavislosti od
intenzity pouzivania pacientom.

Bezdrotova komunikacia vysielaca

Kvalita sluzieb

Viysiela¢ a inzulinovad pumpa sa pripéjaju prostrednictvom funkcie pripojenia k inteligentnym
zariadeniam. Vysiela¢ odosiela do pumpy Udaje o glukdze a vystrahy suvisiace so systémom. Pumpa
overuje neporusenost prijatych Udajov po bezdrétovom prenose.

Zabezpecenie udajov

Viysiela¢ je navrhnuty iba na prijimanie radiofrekvencnej (RF) komunikacie z rozpoznanych
a prepojenych zariadeni. Aby mohla pumpa prevziat informacie z vysielaca, najprv musite pumpu

sparovat s vysielacom.
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Inzulinové pumpy MiniMed a sucasti systému (glukomery a vysielace) zaistuju ochranu Udajov
vlastnymi prostriedkami a integritu Udajov pomocou procesov na kontrolu chyb, ako su napriklad
cyklické kontroly nadbyto¢nosti.

Cestovanie leteckou dopravou

Viysiela¢ mozno bezpecne pouzivat na komerénych leteckych linkdch. Ak sa vas personal leteckej
spolo¢nosti spyta na pouZivanie vasho zariadenia, ukaZte im svoju zdravotnu pohotovostnu kartu.

Poucenie a vyhlasenie vyrobcu

Poucenie a vyhlasenie vyrobcu - elektromagnetické emisie

Fluktudcie napa-
tia/emisie z blika-
nia

I[EC 61000-3-3

Nevztahuje sa

Emisny test Zhoda Elektromagnetické prostredie - poucenie
RF emisie CISPR 11 Viysielac pouziva RF energiu iba na systémovu komunikaciu.
CISPR 11 Skupina 1, trieda B | Radiofrekvencné emisie su preto velmi nizke a nepredpo-
Harmonické emi- | Nevztahuje sa kladd sa, ze by sposobovali interferencie s blizkymi elektro-
sie nickymi zariadeniami.
IEC61000-3-2 Poznamka: Predchadzajlce vyhlasenie je poZzadované

normou IEC 60601-1-2 pre zariadenia skupiny 1, trieda B.
KedZe vysielac je napajany z batérie, jeho emisie nebudu
ovplyvnené verejnou elektrickou sietou a neexistuju Ziadne
dokazy o akychkolvek problémoch suvisiacich s pouziva-
nim tohto systému v doméacnostiach.

Poucenie a vyhlasenie vyrobcu - elektromagneticka odolnost

Test odolnosti

Testovacia uroven
podla normy
IEC 60601-1-2:2014

Maximalne predvida-
telné podmienky pou-
zivania podla normy
IEC 60601-1-2:2014

Elektromagnetické
prostredie — poucenie

Elektrostaticky vyboj +8 kV kontaktom +8 kV kontaktom Na pouZitie v beZznom
(ESD) +2 kV, +4 kV, =8 kV, +2 kV, 4 kV, =8 kV, domacom, komeré¢nom
IEC 61000-4-2 +15 kV vzduchom +15 kV vzduchom alebo nemocni¢nom
prostredi.
Vedené poruchy 3 Vaws Nevztahuje sa PoZiadavka sa nevzta-
vyvolané RF polami 150 kHz az 80 MHz huje na toto zariadenie
6 Vavs napajané z batérie.
Pasma ISM v rozsahu
150 kHz az 80 MHz
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Poucenie a vyhlasenie vyrobcu - elektromagneticka odolnost

Test odolnosti

Testovacia uroven
podla normy
IEC 60601-1-2:2014

Maximalne predvida-
telné podmienky pou-
zivania podla normy
IEC 60601-1-2:2014

Elektromagnetické
prostredie — poucenie

Elektricky rychly precho-
dovy jav/skupina impul-
zov

+2 kV
frekvencia opakovania
100 kHz

Nevztahuje sa

Poziadavka sa nevzta-
huje na toto zariadenie
napajané z batérie.

IEC 61000-4-4
Razovy impulz Medzi vedeniami: Nevztahuje sa PoZiadavka sa nevzta-
IEC 61000-4-5 +0,5 kV, +1 kV huje na toto zariadenie

Medzi vedeniami
azemou: £0,5 kV, +1 kV,
+2 kV

napajané z batérie.

Poznamka: Uy je striedavé napatie hlavného privodu pred aplikdciou testovacej Urovne.

Poklesy napdtia, kratke
prerusenia a kolisania

0% Ur; 0,5 cyklu (pri 0°,
45°,90° 135°,180°, 225°,

Nevztahuje sa

PoZiadavka sa nevzta-
huje na toto zariadenie

napatia v privodnych 270%a 315 napajané z batérie.
elektrickych vedeniach |0 % Uy, 1 cyklus (pri 0°)
I[EC 61000-4-11 70 % po dobu 25/30
cyklov (pri 0°)
0% po dobu
250/300 cyklov
Magnetické pole s frek- |30 A/m 30 A/m Na pouzitie v beznom

venciou elektrickej siete
(50/60 Hz)
IEC 61000-4-8

domacom, komeré¢nom
alebo nemocni¢nom
prostredi.

Blizke polia z RF bezdro-
tovych komunikacnych
zariadenf

IEC 61000-4-3

IEC 60601-1-2:2014,
tabulka 9

IEC 60601-1-2:2014,
tabulka 9

Na pouZitie v beznom
domdacom, komer¢nom
alebo nemocni¢nom
prostredi.

Poznamka: Uy je striedavé napatie hlavného privodu pred aplikaciou testovacej Urovne.

Vlyzarovana RF
IEC 61000-4-3

10V/m
80 MHz az 2,7 GHz
80 9% AM pri 1 kHz

10 V/m
80 MHz a7 6 GHz
80 9% AM pri 1 kHz
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Poucenie a vyhlasenie vyrobcu - elektromagneticka odolnost

Test odolnosti Testovacia Uroven Maximalne predvida- | Elektromagnetické
podla normy telné podmienky pou- | prostredie — poucenie

IEC 60601-1-2:2014 | Zivania podla normy

IEC 60601-1-2:2014

odportcana vzdialenost
odstupu 30 cm (12 in).
Intenzity polf zo stacio-
narnych radiofrekvenc-
nych vysielaov uréené
elektromagnetickym
prieskumom lokality
musia byt v jednotlivych
frekvenc¢nych rozsahoch
nizsie nez Uroven suladu
S normami.

Rusenie sa m&ze vyskyt-
nut v blizkosti zariadenf
oznacenych nasledov-
nymi symbolmi:

®)

Poznambka: Tieto pokyny nemusia platit vo vietkych situaciach. Sirenie elektromagnetického Ziarenia
ovplyviuje absorpcia a odraz od réznych povrchov, objektov alebo oséb.

Zaruka

Spoloc¢nost Medtronic MiniMed, Inc. (alebo ind pravnicka osoba, ktord méze byt uvedend na oznaceni
tohto zariadenia ,Medtronic MiniMed" ako vyrobca) poskytuje kupujicemu vysielaca Medtronic
zaruku na produkt tykajucu sa chyb materidlu a spracovania na dobu jedného (1) roka a na nabijacku
na dobu jedného (1) roka od datumu zakupenia.

V priebehu zaru¢nej doby spolo¢nost Medtronic MiniMed podla vlastného uvézenia vymenf alebo
opravi pokazeny vysielac ¢i nabijacku v sulade s podmienkami a vylic¢eniami uvedenymi v tomto
dokumente. Tato zéruka sa vztahuje iba na nové zariadenia. V pripade vymeny vysielaca alebo
nabfjacky sa zaru¢na doba neprediZi tak, aby prekracovala pévodny datum vypriania platnosti zaruky.

Tato zaruka platiiba vtedy, ak sa vysielac alebo nabijacka od spolo¢nosti Medtronic pouZivaju v sulade
s pokynmi vyrobcu. Tato zaruka sa bez obmedzen{ nebude vztahovat na nasledovné pripady:
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- akk poskodeniu dojde v dosledku zmien alebo Uprav vysielaca alebo nabijacky, ktoré vykonal
pouZivatel alebo tretia osoba po datume zakupenia,

+ akk poskodeniu dojde v dosledku servisu alebo oprav, ktoré vykonala ind osoba alebo institucia
nez vyrobca,

« akk poskodeniu dojde v dosledku pdsobenia vyssej moci alebo inej udalosti, ktord vyrobca
nemoze nijako ovplyvnit,

« ak k poSkodeniu dojde v dosledku nedbalosti alebo nespravneho pouZivania vratane (nielen)
tychto situacif: nespravne skladovanie, ponorenie do vody, nespravna manipuldcia (napr. pad na
zem),

- akk poskodeniu dojde v doésledku pouZzivania zariadenia inym sposobom, ako je uvedené na
oznacen{ produktu, v ndvode na pouzitie alebo v regulacnych upozorneniach.

Tato zaruka plati iba pre poévodného kupujuceho. Kazdy predaj, prendjom alebo iny prevod alebo
pouzitie produktu krytého touto zarukou, ktoré vykond iny nez pévodny kupujuci, moze byt dévodom
na okamzité ukoncenie platnosti tejto zaruky. Tato zéruka sa nevztahuje na glukézové senzory aniiné
prislusenstvo.

Népravné opatrenia uvedené v tejto zaruke su vylu¢nymi ndpravnymi opatreniami tykajucimi sa tu
uvedenych poskodeni. Spolo¢nost Medtronic MiniMed ani jej dodavatelia ¢i distribUtori

nezodpovedaju za Ziadne nahodné, nésledné ani rézne iné skody akejkolvek povahy alebo druhu,
ktoré boli spdsobené alebo vznikli v désledku poruchy produktu.

Vietky ostatné podmienky a zaruky, ¢i uz vyslovné alebo implicitné, s vynimkou povinnych zakonnych
zaruk, su vylucené vratane zaruk tykajucich sa predajnosti alebo vhodnosti na konkrétny tcel.

Tato zaruka poskytuje kupujicemu Specifické zakonné prava a kupujuci méa aj dalsie prava vyplyvajlce
z miestnych zdkonov. Tato zaruka neovplyvhuje zékonné prava kupujuceho.

Zverejiovanie softvéru s otvorenym zdrojovym kédom (OSS)

Tento dokument identifikuje softvér s otvorenym zdrojovym kddom, ktory moéze tento produkt
samostatne volat, vykondvat, prepdjat, pricleriovat alebo inak vyuzivat.

Takyto softvér s otvorenym zdrojovym kddom je licencovany pre pouZivatelov v stlade
s ustanoveniami a podmienkami samostatnej licencnej zmluvy na takyto softvér s otvorenym
zdrojovym kédom.

Pouzivanie softvéru s otvorenym zdrojovym kdédom vami sa bude riadit vylu¢ne ustanoveniami
a podmienkami takejto licencie.

Zdrojovy/objektovy kdd a prisludnu licenciu na softvér s otvorenym zdrojovym kddom je mozné ziskat
na nasledujucej webovej lokalite: http://www.ouah.org/ogay/hmac/.
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Guardian Link (3)

Oddajnik Guardian Link (3) zbrezZi¢no tehnologijo Bluetooth™* je sestavnidel sistema za neprekinjeno
merjenje glukoze (CGM) za sisteme inzulinskih ¢rpalk MiniMed, ki se lahko povezujejo s pametnimi
napravami.

Slika 1. Komponente kompleta

naprava za
testiranje
‘a | /

oddajnik
sprozilna naprava polnilnik

Sestavni deli kompleta oddajnika Guardian Link (3) (MMT-7910)
Celoten komplet oddajnika obsega naslednje sestavne dele:

Oddajnik Guardian Link (3) (MMT-7911) « Polnilnik (MMT-7715)
Dve napravi za testiranje (MMT-7736L) -+ Sprozilna naprava One-press (MMT-7512)

Namen naprave

Oddajnik Guardian Link (3) (MMT-7911) je naprava, ki se jo lahko ponovno napolniin ki napaja senzor
za glukozo, zbira in izracunava podatke senzorja ter jih posilja zdruzljivemu sistemu inzulinske ¢rpalke
MiniMed za vodenje sladkorne bolezni, ki se lahko povezuje s pametnimi napravami. Oddajnik je
zdruzljivsamo s senzorjem glukoze Guardian Sensor (3) (MMT-7020) in je indiciran za uporabo prienem
bolniku ali vec¢ bolnikih.

Kontraindikacije

Ni znanih kontraindikacij.
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Opozorila

.

Oddajnika ne uporabljajte v blizini druge elektricne opreme, ki bi lahko motila normalno delovanje
sistema. Druga elektricna oprema, ki lahko negativno vpliva na obicajno delovanje sistema, je
kontraindicirana. Za vec informacij o elektri¢ni opremi, ki lahko ogrozi normalno delovanje
sistema, glejte Izpostavljenost magnetnim poljem in sevanju, str. 174.

Vse previdnostne ukrepe, opozorila in navodila, povezana s senzorjem, najdete v uporabniskem
priro¢niku za senzor. Neupostevanje uporabniskega priro¢nika za senzor lahko povzroci resne
telesne poskodbe ali poskodbe senzorja.

Ne dovolite, da bi otroci dajali majhne sestavne dele v usta. Majhni otroci se lahko s tem izdelkom
zadusijo.

Naprave ne spreminjajte ali prilagajajte, razen ¢e vam je to izrecno odobrila druzba Medtronic
Diabetes. Spreminjanje naprave lahko povzroci resne telesne poskodbe, vpliva na vaso
sposobnost upravljanja naprave in razveljavi vase jamstvo.

Naprave za testiranje ne uporabite, ¢e pride v stik s krvjo. Stik s krvjo lahko povzroci okuzbo.
Napravo za testiranje odstranite v skladu z lokalnimi predpisi za odstranjevanje medicinskih
odpadkov ali se obrnite na svojega zdravnika za informacije glede odstranjevanija.

Ko vstavite senzor, lahko pride do krvavitve. Preden senzor prikljucite na oddajnik, se vedno
prepricajte, da na mestu vstavitve ni krvavitve. Kri lahko zaide v notranjost konektorja oddajnikain
poskoduje napravo. Poskodovano napravo zavrzite. Ce pride do krvavitve, pritiskajte na mesto
vstavitve s sterilno gazo ali Cisto krpo, dokler se krvavitev ne ustavi. Ko se krvavitev ustavi, prikljucite
oddajnik na senzor.

Ce imate kakrine koli nezelene reakcije, povezane z uporabo oddajnika ali senzorja, se obrnite na
lokalnega predstavnika. NeZelene reakcije lahko povzrocijo resne telesne poskodbe.

Oddajnika ne zavrzite v posodo za medicinske odpadke in ga ne izpostavljajte visoki vrocini. V
oddajniku je baterija, ki se lahko vzge in povzroci resne telesne poskodbe.

Izpostavljenost magnetnim poljem in sevanju

Oddajnika ne izpostavljajte opremi za magnetnoresonancno slikanje, napravam za diatermijo ali
drugim napravam, ki ustvarjajo moc¢na magnetna polja (npr. rentgensko slikanje, CT-slikanje ali
druge vrste sevanja). Izpostavljenost mo¢nemu magnetnemu polju ni bila ocenjena in lahko
povzroci nepravilno delovanje naprave, kar lahko privede do resne telesne poskodbe oz.
delovanja naprave, ki ni varno. Ce oddajnik izpostavite mo¢nemu magnetnemu polju, ga
prenehajte uporabljatiin se obrnite na lokalnega predstavnika.

Preden vstopite v prostor, v katerem je oprema za rentgensko slikanje, MRI-slikanje, diatermijo ali
CT-slikanje, vedno odstranite senzor in oddajnik. Izpostavljenost mo¢nemu magnetnemu polju ni
bila ocenjena in lahko povzroc¢i nepravilno delovanje naprave, kar lahko privede do resne telesne
poskodbe oz. delovanja naprave, ki ni varno. Ce senzor ali oddajnik izpostavite mo¢nemu
magnetnemu polju, ga prenehajte uporabljati in se obrnite na lokalnega predstavnika.
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Na potovanjih vedno nosite s seboj kartico za nujne zdravstvene primere, ki ste jo prejeli skupaj z
napravo. Kartica za nujne zdravstvene primere navaja pomembne podatke o varnostnih sistemih
letalis¢ in varni uporabi vasega oddajnika na letalu. Ce ne boste sledili navodilom na kartici za
nujne zdravstvene primere, lahko to privede do resnih telesnih poskodb.

Previdnostni ukrepi

Oddajnika Guardian Link (3) (MMT-7911) ne uporabljajte z inzulinsko ¢rpalko MiniMed, ki se ne
more povezati s pametno napravo. Z oddajnikom Guardian Link (3) (MMT-7911) lahko komunicira
samo inzulinska ¢rpalka MiniMed, ki se lahko povezuje s pametnimi napravami.

Z oddajnikom uporabljajte samo senzor Guardian Sensor (3) (MMT-7020). Ne uporabljajte
nobenega drugega senzorja. Drugi senzorji niso namenjeni uporabi z oddajnikom in bodo
poskodovali oddajnik in senzor.

Z oddajnikom uporabljajte samo napravo za testiranje zelene barve (MMT-7736L). Zepi na
oddajniku sovidni, kadarje oddajnik priklju¢en na napravoza testiranje. Ne uporabljajte nobenega
drugega prikljuc¢ka za testiranje. Drugi prikljucki za testiranje niso namenjeni uporabi z
oddajnikom in bodo poskodovali oddajnik in napravo za testiranje.

Slika 2. Zepi na oddajniku

Med ¢is¢enjem oddajnika vedno uporabljajte napravo za testiranje. Ne uporabljajte nobenega
drugega prikljucka za testiranje z oddajnikom. Uporaba drugega prikljucka za testiranje lahko
omogodi vstop vode v oddajnik ali prepreci ustrezno cis¢enje. Voda lahko poskoduje oddajnik.
Ne zvijajte naprave za testiranje ali senzorja, medtem ko je priklju¢en na oddajnik. Zvijanje naprave
za testiranje ali senzorja lahko poskoduje oddajnik.

Pazite, da naprava za testiranje ne pride v stik s kakrsno koli tekocino, ko ni priklju¢ena na oddajnik.
Mokra naprava za testiranje lahko poskoduje oddajnik.

Pazite, da oddajnik ne pride v stik s kakrsno koli tekocino, ko ni priklju¢en na senzor ali napravo za
testiranje. Vlaga bo poskodovala oddajnik, moker oddajnik pa lahko poskoduje senzor.

O-tesnil na napravi za testiranje ne cistite z nobenimi snovmi. Cis¢enje O-tesnil lahko poskoduje
napravo za testiranje.
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Slika 3. O-tesnila

o-tesnila

Tl g&

IEC60601-1-2:2014, 4. izdaja; Posebni previdnostni ukrepi glede EMC za
medicinsko elektronsko opremo

1. Posebniprevidnostni ukrepi glede elektromagnetne zdruZljivosti: Ta naprava, ki se nosinatelesu,

je namenjena uporabiv ustreznem stanovanjskem, domacem, javnem ali delovnem okolju, kjer
obstajajo obicajne ravni sevalnih polj »E« (V/m) ali »H« (A/m), kot so mobilni telefoni, brezzi¢na
povezava, elektri¢ni odpirali za konzerve, mikrovalovne pecice in indukcijske kuhalne plosce.
Naprava lahko ustvarja, uporablja in oddaja radiofrekvencno energijo ter lahko povzroci

skodljive motnje v radijski komunikaciji, ¢e je ne namestite in uporabljate v skladu s prilozenimi
navodili.

. Prenosna in mobilna oprema za radiofrekvencno komunikacijo lahko vpliva na medicinsko
elektricno opremo. Ce opazite radiofrekven¢ne motnje zaradi mobilnega ali stacionarnega
radiofrekvenc¢nega oddajnika, se premaknite stran od radiofrekvenc¢nega oddajnika, ki povzroca
motnje.

. Bodite previdni, ¢e oddajnik uporabljate manj kot 30 cm (12in) od prenosne radiofrekvenc¢ne ali
elektricne opreme. Ce morate oddajnik uporabljati poleg prenosne radiofrekvenéne ali
elektricne opreme, preverjajte oddajnik, ali pravilno deluje. Lahko se namrec zgodi, da bo
oddajnik deloval slabse.

Pomo¢

Ce potrebujete kopijo uporabniskega priro¢nika za sistem MiniMed, se obrnite na lokalnega
predstavnika.
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Priprava oddajnika

V oddajniku je baterija, ki je ni mogoce zamenijati, lahko pa jo po potrebi napolnite s polnilnikom. Pred
uporabo je treba baterijo oddajnika napolniti. Zelena lu¢ka na polnilniku kaze stanje polnjenja, rdeca
lucka pa oznacuje tezave pri polnjenju. Ce je prizgana rdeca lu¢ka, glejte Odpravljanje teZav, str. 194.
Polnilnik za delovanje potrebuje eno alkalno baterijo AAA.

Opomba: Ce je baterija nepravilno names¢ena ali ¢e je skoraj prazna, polnilnik ne bo deloval.
Ponovite korake za vstavljanje baterije in vstavite novo baterijo.

Vstavljanje baterije v polnilnik
Vstavljanje baterije v polnilnik:
1. Pritisnite pokrov za baterije noter in ga potisnite stran (kot je prikazano v 3. koraku na sliki).
2. Vstavite novo alkalno baterijo AAA. Prepricajte se, da se znaka + in - na bateriji ujemata s tema
znakoma na polnilniku.
3. Potisnite pokrov baterije nazaj na polnilnik, tako da zdrsne v pravilni polozaj.

Polnjenje oddajnika

POZOR: Oddajnik vedno napolnite, preden ga vstavite v senzor. Izpraznjen oddajnik ne
deluje. Popolnoma napolnjen oddajnik deluje brez polnjenja vsaj sedem dni. Izpraznjen
oddajnik se polni do dve uri.
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POZOR: Oddajnika ne shranjujte v polnilniku ve¢ kot 60 dni. Odklopite ga iz polnilnika in
znova priklopite, da oddajnik znova napolnite pred uporabo. Ce oddajnik pustite na
polnilniku ve¢ kot 60 dni, se bo njegova baterija trajno poskodovala.

Polnjenje oddajnika:

1. Pritisnite oddajnik in polnilnik skupaj, da povezete oddajnik s polnilnikom.

2. V10sekundah po priklopu oddajnika bo zelena lu¢ka na polnilniku utripala eno do dve sekundi.
Preostanek ¢asa polnjenja bo zelena luc¢ka na polnilniku e naprej utripala s premorom med
Stirimi bliski.

3. Pokoncanem polnjenju bo zelena luc¢ka na polnilniku svetila brez utripanja od 15 do 20 sekund,
nato pa bo ugasnila.

J )

4. Ko zelena lu¢ka na polnilniku ugasne, odklopite oddajnik od polnilnika. Zelena lu¢ka na
oddajniku za¢ne utripati.
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Povezovanje oddajnika

Pri seznanjanju oddajnika s ¢rpalko vedno upostevajte navodila v uporabniskem priro¢niku za sistem.
Podatkov iz senzorja ni mogoce poslati v ¢rpalko, dokler nista ¢rpalka in oddajnik seznanjena. Crpalko
in oddajnik je treba seznaniti samo enkrat. Ko vstavite nov senzor, vam &rpalke ni treba ponovno
seznaniti z oddajnikom.

Vstavljanje senzorja

Za vstavljanje senzorja vedno upostevajte navodila v uporabniskem priro¢niku za senzor.

Povezovanje oddajnika in senzorja

Pred nadaljevanjem pripravite uporabniski priro¢nik za sistem inzulinske ¢rpalke MiniMed.

Prikljucitev oddajnika na senzor:

1. Kovstavite senzor, si v uporabniskem priro¢niku za senzor oglejte navodila za namestitev obliza,
preden prikljucite oddajnik.

2. Pridrzite okrogli del vstavljenega senzorja, da preprecite njegovo premikanje med prikljucitvijo
naprave.

3. Primite oddajnik, kot je prikazano na sliki. Poravnajte zarezi na oddajniku s stranskima sponkama
senzorja. Ploska stran oddajnika mora biti obrnjena proti koZi.

4. Potisnite oddajnik na konektor senzorja, dokler sponki senzorja ne zdrsneta v zarezi na
oddajniku. Ce je oddajnik ustrezno priklju¢en in je preteklo dovolj ¢asa, da se je senzor navlaZil
z medceli¢nino, bo zelena lu¢ka na oddajniku zasvetila 6-krat.

Opomba: Ce lucka na oddajniku ne zasveti, glejte Odpravljanje tezav, str. 194.
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5. Ko po povezavi s senzorjem zacne utripati zelena lu¢ka na oddajniku, s ¢rpalko zaZenite senzor.
Ce zelite vec¢ informacij, glejte uporabniski priro¢nik za sistem.

6. Pritrdite lepilni trak senzorja na oddajnik.

7. Ko je senzor povezan, si v uporabniskem priro¢niku za senzor oglejte navodila za namestitev
obliza.
8. Sledite navodilom na zaslonu ¢rpalke ali navodilom v uporabniskem priro¢niku za sistem.

Odklop oddajnika s senzorja
Pred nadaljevanjem pripravite uporabniski priro¢nik za sistem inzulinske ¢rpalke MiniMed.

Odklop oddajnika s senzorja:

1. Previdno odstranite morebitni obliz z oddajnika in senzorja.

2. Zvrha oddajnika odstranite lepilni trak.

3. Primite oddajnik, kot je prikazano na sliki, ter stisnite prozni sponki senzorja med palec in kazalec.
4. Oddajnik nezno potegnite stran od senzorja.

5. Sledite navodilom na ¢rpalki ali navodilom v uporabniskem priro¢niku za sistem.

Odstranjevanje senzorja

Za odstranjevanje senzorja vedno upostevajte navodila v uporabniskem priro¢niku za senzor.

Ponovno povezovanje oddajnika z ze vstavljenim senzorjem

Svojoddajnik lahko ponovno povezete s senzorjem, ki ga trenutno uporabljate. Preprosto povezite svoj
oddajnik z Ze vstavljenim senzorjem. Ko ¢rpalka zazna oddajnik, potrdite, da Zelite ponovno povezati
senzor (Znova povezi senzor). Pri ponovnem povezovanju z obstojecim senzorjem lahko traja nekaj
sekund, da se povezava vzpostavi. Ponovno pritrdite lepilni trak senzorja na oddajnik in ponovno
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namestite obliz. Ko ponovno poveZete senzor, bo senzor ponovno potreboval kratek ¢as za pripravo,
preden ga lahko umerite.

Naprava za testiranje

Naprava za testiranje se uporablja za preskusanje oddajnika, da se prepricate, da deluje. Pri ¢is¢enju
oddajnika se naprava za testiranje uporablja tudi kot potreben sestavni del za zagotovitev
vodotesnosti. Pravilna prikljucitev naprave za testiranje na oddajnik zagotavlja, da tekocine ne pridejo
v stik s pini konektorja znotraj oddajnika. Tekocine lahko povzrocijo korozijo pinov konektorja in
vplivajo na ucinkovitost delovanja oddajnika.

Ne zvijajte naprave za testiranje, medtem ko je priklju¢ena na oddajnik. To bi poskodovalo oddajnik.

Napravo za testiranje lahko uporabljate eno leto. Ce napravo za testiranje uporabljate ve¢ kot eno leto,
se pini konektorja znotraj oddajnika lahko poskodujejo, ker naprava ne zagotavlja ve¢ vodotesne
povezave. Navodila za preverjanje pinov konektorja so na voljo v razdelku Preverjanje pinov konektorja
oddajnika, str. 181.

POZOR: Z oddajnikom uporabljajte samo napravo za testiranje zelene barve (MMT-7736L).
Zepi na oddajniku so vidni, kadar je oddajnik priklju¢en na napravo za testiranje. Ne
uporabljajte nobenega drugega prikljucka za testiranje. Drugi prikljucki za testiranje niso
namenjeni uporabi z oddajnikom in bodo poskodovali oddajnik in napravo za testiranje.

Slika 4. Naprava za testiranje in oddajnik

naprava za
testiranje
zelene
barve

Preverjanje pinov konektorja oddajnika

Na tej sliki je prikazan primer pinov konektorja.
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Slika 5. Sestavni deli oddajnika

odprtina konektorja

pini konektorja

ohisje

Poglejte v notranjost odprtine konektorja oddajnika in se prepricajte, da pini konektorja niso
poskodovani ali korodirani. Ce so pini konektorja poskodovani ali korodirani, oddajnik ne more
komuniciratis polnilnikom ali ¢rpalko. Obrnite se nalokalnega predstavnika. Morda je ¢as zazamenjavo
oddajnika.

Prav tako preverite, ali je notranjost odprtine konektorja vlazna. Ce se pojavi vlaga, pustite, da se
oddajnik susi na zraku vsajeno uro. Vlaga v notranjosti odprtine konektorja lahko povzroci, da oddajnik
ne deluje vec pravilno, s¢asoma pa lahko pride do korozije in poskodbe.

Prikljucitev naprave za testiranje za izvajanje testiranja ali ¢iS¢enja

Pred nadaljevanjem pripravite uporabniski priro¢nik za sistem inzulinske ¢rpalke MiniMed.

Prikljucitev naprave za testiranje:

1. Primite oddajnik in napravo za testiranje, kot je prikazano na sliki. Ravno stran naprave za
testiranje poravnajte z ravno stranjo oddajnika.
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2. Napravo za testiranje potisnite v oddajnik, dokler prozni sponki naprave za testiranje ne zdrsneta
v zarezi na obeh straneh oddajnika.
Ce je naprava pravilno priklju¢ena, bo zelena lu¢ka na oddajniku zasvetila 6-krat.

3. Ce zelite preskusiti oddajnik, preverite ikono senzorja na ¢rpalki in se prepricajte, da oddajnik
posilja signal (glejte uporabniski prirocnik za sistem).

4. Ce zelite ocistiti oddajnik, glejte Cisc¢enje oddajnika, str. 183.

5. Ko zakljucite testiranje ali ¢is¢enje, odklopite napravo za testiranje z oddajnika.

Odklop naprave za testiranje

Odklop naprave za testiranje:
1. Primite telo oddajnika, kot je prikazano na sliki, in stisnite stranski sponki naprave za testiranje.

2. Medtem ko sta stranski sponki stisnjeni, nezno povlecite oddajnik stran od naprave za testiranje.

Opomba: Zivljenjsko dobo baterije oddajnika podalj3ate tako, da naprave za testiranje po

opravljenem testiranju ali ¢is¢enju NE pustite prikljucene.

Ci3éenje oddajnika
Oddajnik je namenjen osebni uporabi doma (uporabi pri enem bolniku) ali uporabi v zdravstvenih
ustanovah (uporabi pri ve¢ bolnikih). Pri uporabi pri enem bolniku morate oddajnik ocistiti po vsaki

uporabi, medtem ko morate pri uporabi pri vec bolnikih oddajnik ocistiti in razkuziti po vsaki uporabi.

Ce uporabljate oddajnik v zdravstveni ustanovi, vedno upostevajte postopek za ¢is¢enje in
razkuzevanje za uporabo pri vec¢ bolnikih.
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OPOZORILO: Oddajnika ne zavrzite v posodo za medicinske odpadke in ga ne izpostavljajte
visoki vrocini. V oddajniku je baterija, ki se lahko vZzge in povzroci resne telesne poskodbe.

Opomba: Naprava za testiranje je potreben sestavni del pri ¢is¢enju oddajnika. Za podrobnosti
glejte Naprava za testiranje, str. 181.

POZOR: Za cisCenje in razkuZevanje pripomocka ne smete uporabiti samodejnega
pralno-razkuzevalnega stroja. Uporaba samodejnega pralno-razkuzevalnega stroja za
c¢iscenje ali razkuzevanje pripomocka bo poskodovala oddajnik.

Uporaba pri enem bolniku
Oddajnik vedno ocistite po vsaki uporabi.
Za Cis¢enje oddajnika potrebujete te pripomocke:
blago tekoce milo
mehko otrosko zobno sc¢etko,
vsebnik,
Ciste, suhe krpe, ki ne puscajo viaken
Zivljenjska doba
Oddajnik lahko o¢istite najve¢ 122-krat ali eno leto, kar koli je prej. Oddajnik nato zavrzite. Ce po

122 ¢iscenjih alienem letu oddajnik Se vedno uporabljate, lahko postopek ¢is¢enja poskoduje napravo.
Za narocilo novega oddajnika se obrnite na lokalnega predstavnika.

OPOZORILO: Naprave ne uporabljajte, Ce opazite razpoke, znake luscenja ali poskodbe
ohisja. Razpoke, znaki lus¢enja ali poskodbe ohisja so znaki obrabe. Obraba ohisja lahko
vpliva na zmoznost ustreznega ciscenja oddajnika in povzroci resne telesne poskodbe.
Poklicite lokalnega predstavnika in zavrzite napravo v skladu z lokalnimi predpisi za
odstranjevanje baterij (brez seziganja) ali se obrnite na svojega zdravnika za informacije

glede odstranjevanja.

Cis¢enje oddajnika:
1. Temeljito si umijte roke.
2. Pritrdite napravo za testiranje na oddajnik, da zagotovite vodotesnost.
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3. Ce so na oddajniku ostanki lepila, glejte Odstranjevanje ostankov lepila, str. 192.
4. Oddajnik spirajte pod mla¢no tekoco vodo vsaj eno minuto, dokler ni vidno ¢ist. Prepricajte se,
da ste odistili vsa tezko dosegljiva mesta.

5. Pripravite blagoraztopino teko¢ega mila, tako dazmesate 5 ml (1 ¢ajnoZlicko) blagega tekocega
mila in 3,8 | (1 galono) mla¢ne tekoce vode iz pipe.

6. Oddajnik s priklju¢eno napravo za testiranje potopite v blago raztopino tekoc¢ega mila in
namakajte eno minuto.
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7. Primite napravo za testiranje in ocistite celotno povrsino oddajnika z mehko otrosko zobno
krtacko. Prepricajte se, da ste temeljito ocistili vsa teZko dosegljiva mesta.

8. Oddajnik spirajte pod mla¢no tekoco vodo vsaj eno minuto, dokler ne sperete vsega tekocega
mila.

9. Obrisite oddajnik in napravo za testiranje s ¢isto, suho krpo.
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10. PoloZite oddajnik in napravo za testiranje na ¢isto, suho krpo in pustite, da se popolnoma
posusita na zraku.

11. Odklopite napravo za testiranje z oddajnika tako, da nezno stisnete stranski sponkina napravi za
testiranje.

Uporaba pri vec bolnikih
Ce oddajnik uporabljate v zdravstveni ustanovi, oddajnik ocistite in razkuZite po vsaki uporabi.

OPOZORILO: Pri ravnanju s to napravo ali njeni uporabi morate upostevati standardne
previdnostne ukrepe. Vse dele sistema morate obravnavati kot moZne prenasalce kuznih
bolezni, kilahko prenasajo krvno prenosljive patogene med bolnikiin zdravstvenim osebjem.

Oddajnik je treba razkuziti po uporabi na vsakem bolniku. Sistem se lahko uporablja za
preskusanje vec bolnikov le ob upostevanju standardnih previdnostnih ukrepov in
postopkov razkuzevanja druzbe Medtronic Diabetes.

Za Cis¢enje oddajnika potrebujete te pripomocke:
rokavice,
blago tekoce milo
mehko otrosko zobno sc¢etko,
8,25-odstotno belilo
dva vsebnika,
Ciste, suhe krpe, ki ne puscajo viaken.

Zivljenjska doba
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Oddajnik lahko ocistite in razkuZite najvec 122-krat ali eno leto, kar koli je prej. Oddajnik nato zavrzite.
Ce boste oddajnik po 122 ¢is¢enjih ali enem letu $e vedno uporabljali, lahko postopek ¢is¢enja in
razkuzevanja poskoduje napravo. Obrnite se na druzbo Medtronic in narocite nov oddajnik.

Cis¢enje in razkuzevanje oddajnika:

1. Umijte si roke in si nadenite rokavice.
2. Prepricajte se, da na notranji strani odprtine konektorja oddajnika ni telesnih tekocin. Navodila
za preverjanje pinov konektorja so na voljo v razdelku Preverjanje pinov konektorja oddajnika,

str. 181.

POZOR: Oseba, ki pregleduje oddajnik, mora imeti dovolj dober vid, da opazi majhne
kapljice telesne tekocine ali ostanke.

OPOZORILO: Ce v odprtini konektorja opazite telesno tekoc¢ino, morate oddajnik
zavreci. Ker ima oddajnik baterijo, ga ne zavrzite v posodo za bioloske odpadke. Zato
ocistite in razkuZite oddajnik ter ga zavrzite v skladu z lokalnimi predpisi za odlaganje
baterij (brez seziganja).

Slika 6. Sestavni deli oddajnika

odprtina konektorja

pini konektorja

ohisje

3. Pritrdite napravo za testiranje na oddajnik, da zagotovite vodotesnost.
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4. Ce so na oddajniku ostanki lepila, glejte Odstranjevanje ostankov lepila, str. 192.
5. Oddajnik spirajte pod mla¢no tekoc¢o vodo vsaj eno minuto, dokler ni vidno cist. Prepricajte se,
da ste odistili vsa tezko dosegljiva mesta.

6. Pripravite blago raztopino teko¢ega mila, tako dazmesate 5 ml (1 ¢ajno Zlicko) blagega tekocega
mila in 3,8 1 (1 galono) mla¢ne tekoce vode iz pipe. Za vsako uporabo morate pripraviti svezo
raztopino.

7. Oddajnik s priklju¢eno napravo za testiranje potopite v blago raztopino tekoc¢ega mila in
namakajte eno minuto.
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8. Primite napravo za testiranje in ocistite celotno povrsino oddajnika z mehko otrosko zobno
krtacko. Prepricajte se, da ste temeljito ocistili vsa teZko dosegljiva mesta.

9. Oddajnik spirajte pod mla¢no tekoc¢o vodo vsaj eno minuto, dokler ne sperete vsega tekocega
mila.

10. Obrisite oddajnik in napravo za testiranje s ¢isto, suho krpo.
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11. Pripravite raztopino belila v razmerju 1: 10, pri Cemer uporabite eno (1) enoto 8,25-odstotnega
belila in devet (9) enot vode, da dobite kon¢no 0,8-odstotno koncentracijo. Za vsako uporabo

morate pripraviti svezo raztopino.
12. Predrazkuzevanjem opravite vse predhodne korake ¢is¢enja. Oddajnik s priklju¢eno napravo za
testiranje potopite v raztopino belila za 20 minut.

13. Oddajnik tri minute spirajte pod mlacno tekoco vodo iz pipe.

14. Polozite oddajnik in napravo za testiranje na cisto, suho krpo in pustite, da se popolnoma
posusita na zraku.

OPOZORILO: Ce ste pri predhodnem pregledu opazili telesno teko¢ino v notranjosti
odprtine konektorja, morate oddajnik s Se vedno priklju¢eno napravo za testiranje
zavreci v skladu z lokalnimi predpisi za odlaganje baterij (brez seziganja).

15. Odklopite napravo za testiranje z oddajnika tako, da nezno stisnete stranski sponkina napravi za
testiranje.
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16. Preglejte ohisje oddajnika in bodite pozornina razpoke, znake luicenja ali poskodbe. Ce opazite
katerega koli od teh znakov, morate razkuzen oddajnik zavreci v skladu z lokalnimi predpisi za
odstranjevanje baterij (brez seziganja).

OPOZORILO: Naprave ne uporabljajte, ¢e opazite razpoke, znake lus¢enja ali
poskodbe ohisja. Razpoke, znaki lus¢enja ali poskodbe ohisja so znaki obrabe. Obraba

ohisja lahko vpliva na zmoznost ustreznega ¢iS¢enja oddajnika in povzroci resne
telesne poskodbe. Poklicite lokalnega predstavnika in zavrzite napravo v skladu z
lokalnimi predpisi za odstranjevanje baterij (brez seziganja) ali se obrnite na svojega
zdravnika za informacije glede odstranjevanja.

17. Zavrzite uporabljene rokavice in si temeljito umijte roke z milom in vodo.

Odstranjevanje ostankov lepila

Ta postopek boste morda morali izvesti, ¢e so na oddajniku ostanki lepila. Ce ob vizualnem pregledu
oddajnika opazite ostanke lepila, upostevajte navodila v nadaljevanju.

Zaodstranjevanje ostankov lepila potrebujete vatirane palcke in medicinski odstranjevalnik lepila, npr.
Detachol™*, ki je nadomestek terpentina.

Opomba: Med testiranjem je druzba Medtronic MiniMed uporabljala Detachol™* za
odstranjevanje ostankov lepila z oddajnika. Detachol™* se priporoca za uporabo, a morda ni na
voljo v vseh drzavah.

Odstranjevanje ostankov lepila:
1. Prepricajte se, da je naprava za testiranje pritrjena na oddajnik.
2. Namocite vatirano pal¢ko v medicinski odstranjevalec lepila.

3. Dr7ite napravo za testiranje in nezno drgnite z odstranjevalcem lepila po oddajniku, dokler ne
odstranite vseh ostankov.
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4. Nadaljujte s postopkom ¢is¢enja. Za podrobnosti glejte Cis¢enje oddajnika, str. 183.

Kopanje in plavanje

Ko sta oddajnik in senzor povezana, je povezava do 30 minut vodotesna do globine 2,4 metra (8
Cevljev). Lahko se tusirate in plavate, ne da bi ju odstranili.

Ci3¢enje polnilnika

Ta navodila veljajo le za sploSno ¢iS¢enje po potrebi, odvisno od zunanjega videza.

POZOR: Polnilnika ne potapljajte v vodo ali katero koli drugo ¢istilno sredstvo. Polnilnik ni
vodotesen. Voda lahko poskoduje polnilnik in povzroci nepravilno delovanje naprave.

OPOZORILO: Polnilnik odstranite v skladu z lokalnimi predpisi za odstranjevanje baterij ali se
obrnite na svojega zdravnika za informacije glede odstranjevanja. Polnilnik se lahko pri
seZiganju vzge.

Cidéenje polnilnika:
1. Temeljito si umijte roke.

2. Zvlazno krpo in blagim cistilnim sredstvom, na primer detergentom za pomivanje posode,
ocistite umazanijo ali tujke z zunanje strani polnilnika. Za ¢is¢enje polnilnika nikoli ne
uporabljajte organskih topil, na primer razredcila za barve ali acetona.

3. Polnilnik poloZite na ¢isto, suho krpo in pocakajte dve do tri minute, da se posusi na zraku.
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Odpravljanje tezav

Vspodnijitabelisoinformacije za odpravljanje tezav zoddajnikom, polnilnikomin napravo za testiranje.
Ce Zelite ve¢ informacij o odpravljanju tezav, glejte uporabniski priro¢nik za sistem.

Tabela 1. Odpravljanje tezav

Tezava

Verjetni vzrok(i)

Resitev

Oddajnik ste prikljucili
na polnilnik, a se ni priz-
gala nobena lucka.

Pini konektorja oddaj-
nika so poskodovani ali
korodirani.

Baterija polnilnika je
prazna ali ni vstavljena.

1. Preverite, ali so pini konektorja oddajnika
poskodovani ali korodirani. Ce Zelite ve¢
informacij o pinih konektorja, glejte Pre-
verjanje pinov konektorja oddajnika,
str. 181. Ce so pini poskodovani ali koro-
dirani, se obrnite na lokalnega predstav-
nika. Morda je ¢as za zamenjavo oddaj-
nika.

2. Ce pini konektorja niso poskodovani,
zamenjajte baterijo v polnilniku. Navo-
dila za zamenjavo baterije polnilnika se
nahajajo v razdelku Vstavljanje baterije v
polnilnik, str. 177.

Med polnjenjem utripa-
joca zelena lu¢ka na pol-
nilniku ugasne, prizge pa
se rdeca lucka na polnil-
niku, ki utripa pocasneje.

Baterija polnilnika je sko-

raj prazna.

Zamenjajte baterijo polnilnika. Navodila za
zamenjavo baterije polnilnika se nahajajo v raz-
delku Vstavljanje baterije v polnilnik, str. 177.

Med polnjenjem utripa-
joca zelena lu¢ka na pol-
nilniku ugasne, za dve
sekundi pa se prizigajo
utripajoce rdece lucke
na polnilniku.

Baterija oddajnika je sko-

raj prazna.

1. Oddajnik neprekinjeno polnite eno uro.
Ce utripajoce luc¢ke ne ugasnejo, pojdite
na 2. korak.

2. Oddajnik neprekinjeno polnite osem ur.
Ce utripajoce lucke ne ugasnejo, pokli-
Cite lokalnega predstavnika. Morda je ¢as
za zamenjavo oddajnika.

Med polnjenjem se na
polnilniku pojavi kombi-
nacija hitroin pocasi utri-
pajocih rdecih luck.

Bateriji polnilnika in
oddajnika sta skoraj
prazni.
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1. Zamenjajte baterijo polnilnika. Navodila
zazamenjavo baterije polnilnika se naha-

jajo v razdelku Vstavljanje baterije v pol-
nilnik, str. 177.
2. Oddajnik neprekinjeno polnite eno uro.

Ce hitro utripajoce rdece lu¢ke ne ugas-
nejo, pojdite na 3. korak.




Tabela 1. Odpravljanje tezav (se nadaljuje)

Tezava

Verjetni vzrok(i)

Resitev

3.

Oddajnik neprekinjeno polnite osem ur.
Ce utripajoce lucke ne ugasnejo, pokli-
¢ite lokalnega predstavnika. Morda je ¢as
za zamenjavo oddajnika.

Zelena lucka na oddaj-
nikune utripa, ko ga prik-
lju¢ite na senzor.

Oddajnik ni ustrezno
prikljucen.

Baterija oddajnika je sko-
raj prazna.

Senzor niustrezno vstav-

lien v telo.

1. Odklopite oddajnik s senzorja.

Pocakajte pet sekund in ga nato znova
prikljucite. Ce zelena lucka e vedno ne
utripa, pojdite na 3. korak.

Oddajnik popolnoma napolnite in ga
priklju¢ite na napravo za testiranje. Ce
zelena lucka $e vedno ne utripa, glejte
razdelek »Ko oddajnik priklju¢im na
napravo za testiranje, zelena lu¢ka na
oddajniku ne utripa« v poglavju Odprav-
lianje napak. Ce zelena luc¢ka utripa,
pojdite na 4. korak.

Odklopite oddajnik z naprave za testira-
nje, pocakajte vsaj pet sekund in priklju-
¢ite oddajnik na senzor. Ce zelena lucka
$e vedno ne utripa, pojdite na 5. korak.
Senzor morda ni ustrezno vstavljen v
telo. Odstranite senzor iz telesa in vsta-
vite nov senzor.

Zelena lucka na oddaj-
niku ne utripa, ko ga prik-
ljucite na napravo za
testiranje.

Oddajnik ni ustrezno
prikljucen.
Baterija oddajnika je sko-

raj prazna.

. Preverite povezavo med oddajnikom in

napravo za testiranje. Ce zelena lucka 3e
vedno ne utripa, pojdite na 2. korak.

2. Popolnoma napolnite oddajnik.

Oddajnik znova preskusite z napravo za
testiranje. Ce zelena lucka $e vedno ne
utripa, poklicite lokalnega predstavnika.
Morda je ¢as za zamenjavo oddajnika.

Baterija oddajnika se
izprazni ze pred sedmim
dnevom uporabe.

Oddajnik ni popolnoma
napolnjen, ko ga priklju-
Cite na senzor.
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. Oddajnik popolnoma napolnite, preden

ga prikljucite na senzor. Ce baterija
oddajnika Se vedno ne zdrzi celotnega
trajanja ene uporabe senzorja, pojdite na
2. korak.
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Tabela 1. Odpravljanje tezav (se nadaljuje)

TeZava Verjetni vzrok(i) Resitev
Brezzi¢na povezava med 2. Oddajnik odmaknite od opreme, ki
oddajnikomin ¢rpalko je oddaja radiofrekvencne motnje. Za vec
pogosto prekinjena. informacij o radiofrekvenc¢nih motnjah

glejte podatkovni list z informacijami o
skladnosti radijske opreme, ki je prilozen
vasi ¢rpalki.

3. Zagotovite, da sta ¢rpalka in oddajnik
namescena naisti strani telesa, dazmanj-
sate moznost radiofrekvencnih moten;.
Ce se popolnoma napolnjena baterija
oddajnika $e vedno izprazni se pred izte-
kom polnih sedmih dni, se obrnite na
lokalnega predstavnika. Morda je ¢as za
zamenjavo oddajnika.

Povezava med oddajni- | Crpalka je zunaj dosega. 1. Oddajnik odmaknite od opreme, ki
kom in ¢rpalko je preki- | Druge naprave oddajajo oddaja radiofrekven¢ne motnje. Za vec
njena. radiofrekvencne motnje. informacij o radiofrekvenc¢nih motnjah

glejte podatkovni list z informacijami o
skladnosti radijske opreme, ki je prilozen
vasemu oddajniku. Ce oddajnik $e vedno
ne more vzpostaviti komunikacije s
Crpalko, pojdite na 2. korak.

2. Zagotovite, da sta ¢rpalka in oddajnik
namescena naisti strani telesa, dazmanj-
Sate moznost radiofrekvencnih moten;.
Ce oddajnik se vedno ne more vzposta-
viti komunikacije s ¢rpalko, za pomoc
poklicite lokalnega predstavnika.

Opomba: Ko oddajnik za 30 minut izgubi povezavo s ¢rpalko, se prikaZe alarm ali opozorilo in izpise

se sporocilo.

SkladisS¢enje in ravnanje

Oddajnik, polnilnikin napravo za testiranje shranjujte v ¢istem in suhem prostoru na sobnitemperaturi.
Ce oddajnika ne uporabljate, ga napolnite vsaj vsakih 60 dni.
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POZOR: Oddajnika ne shranjujte na polnilniku. Ce oddajnik pustite v polnilniku ve¢ kot
60 dni, se bo baterija trajno poskodovala.

Odlaganje

Oddajnika ne odlagajte med nelocene skupne odpadke. Oddajnik odstranite v skladu z lokalnimi
predpisi za odstranjevanje baterij ali se obrnite na svojega zdravnika za informacije glede
odstranjevanja.

Tehnicni podatki

Glavna naloga oddajnika je izmeriti vrednosti signala pripomocka za zaznavanje znotraj zahtev
to¢nosti oddajnika pod dolo¢enimi pogoji uporabe, opisanimi v navodilih za uporabo sistema, ter jih
posiljati nadzorni napravi, in sicer ves as trajanja pricakovane Zivljenjske dobe oddajnika. Ce je
oddajnik izpostavljen elektromagnetnim motnjam, se podatki morda ne prenesejo ali pa so napacni.
Vtakih primerih glejte navodila za uporabo, vzdrzevanje in odpravljanje tezav v ustreznih uporabniskih
priro¢nikih. Pravilnost delovanja oddajnika lahko preverite tudi z napravo za testiranje. Ce je oddajnik
poskodovan ali ¢e ne more komunicirati s polnilnikom ali ¢rpalko, se za pomoc obrnite na lokalnega
predstavnika druzbe Medtronic.

Tabela 2. Specifikacije izdelka
Bioloska zdruzljivost | Oddajnik: v skladu s standardom EN ISO 10993-1

Uporabljeni deli Oddajnik
Senzor
Pogoji delovanja Temperatura za oddajnik: 0°C do 45°C (32°F do 113°F)

Pozor: Pri uporabi oddajnika z napravo za testiranje pri temperaturi zraka,
ki je visja od 41°C (106°F), lahko temperatura oddajnika preseze 43°C
(109°F).

Relativna vlaznost za oddajnik: Od 10 % do 95 % brez kondenzacije

Tlak za oddajnik: 57,60 kPa do 106,17 kPa (8,4 psi do 15,4 psi)
Temperatura za polnilnik: 10°C do 40°C (50°F do 104°F)

Relativna vlaznost za polnilnik: 30 % do 75 % brez kondenzacije

Pogoji shranjevanja | Temperatura za oddajnik: —20°C do 55°C (-4°F do 131°F)
Relativna vlaznost za oddajnik: do 95 % brez kondenzacije

Tlak za oddajnik: 57,6 kPa do 106 kPa (8,4 psi do 15,4 psi)
Temperatura za polnilnik: =10°C do 50°C (14°F do 122°F)
Relativna vlaznost za polnilnik: 10 % do 95 % brez kondenzacije
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Tabela 2. Specifikacije izdelka (se nadaljuje)

Zivljenjska doba bate- | Oddajnik: Sedem dni neprekinjenega merjenja glukoze takoj po popolni
rije napolnitvi.

Polnilnik: Polnilnik uporablja eno novo baterijo AAA za polnjenje oddaj-
nika.

Frekvenca oddajnika |Pas 2,4 GHz, brezzi¢na tehnologija Bluetooth™* (razli¢ica 4.0)
Uc¢inkovita mo¢ odda- |-12,05 dBm (0,06 mW)

janja (ERP)
Ucinkovita izotropna |-9,9 dBm (0,1 mW)
moc¢ oddajanja (EIRP)
Obmocje delovanja Do 1,8 metra (6 Cevljev) v prostem zraku

Pricakovana zivljenj- | Pricakovana Zivljenjska doba oddajnika je eno leto, odvisno od bolnikove
ska doba oddajnika uporabe.

Brezzi¢na komunikacija z oddajnikom
Kakovost storitve

Oddajnikin inzulinska ¢rpalka se povezeta s pomocjo povezave s pametno napravo. Oddajnik posilja
podatke o glukozi in opozorila v zvezi s sistemom v ¢rpalko. Po brezzicnem prenosu ¢rpalka preveri
celovitost prejetih podatkov.

Varnost podatkov

Oddajnik je zasnovan tako, da sprejema samo radiofrekvenc¢no komunikacijo od prepoznanih in
povezanih naprav. Crpalka ne bo sprejela informacij iz oddajnika, dokler je ne seznanite z njim.

Inzulinske ¢rpalke MiniMed in sestavni deli sistema (merilniki in oddajniki) zagotavljajo varnost
podatkov z lastniskimi sredstvi in celovitost podatkov z uporabo postopka preverjanja napak, kot je
preverjanje CRC.

Potovanje z letalom

Va3 oddajnik je varen za uporabo na komercialnih letih. Ce vas osebje letalske druzbe vprasa o

delovanju vase naprave, jim pokazite kartico za nujne zdravstvene primere.
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Smernice in deklaracija izdelovalca

Smernice in deklaracija proizvajalca - elektromagnetne emisije

Preizkus emisij Skladnost Elektromagnetno okolje — smernice
Radiofrekvencne | CISPR 11 Oddajnik uporablja radiofrekven¢no energijo samo za
emisije Skupina 1, razred B | sistemske komunikacije. Zato so emisije radijskih frekvenc
CISPR 11 zelo majhne in verjetno ne motijo bliznje elektri¢ne
Harmoni¢ne emi- | Navedba smiselno | OPreme.
sije ni potrebna. Opomba: To izjavo za naprave skupine 1, razreda B zahteva
I[EC 61000-3-2

Nihanja napeto-
sti/emisije flikerjev
IEC 61000-3-3

Navedba smiselno
ni potrebna.

standard IEC60601-1-2. Ker oddajnik napaja baterija, oskrba
z elektricno energijo v ustanovi ne bo vplivala na njegove

emisije, poleg tega pa tudi ni dokazov o kakrsnih koli teZa-
vah, povezanih z uporabo sistema v gospodinjstvih.

Smernice in deklaracija proizvajalca - elektromagnetna odpornost

Preizkus odpornosti

Raven preskusa IEC
60601-1-2:2014

Najvecje predvideno
stanje uporabe po IEC
60601-1-2:2014

Smernice za elektro-
magnetno okolje

Elektrostati¢na razelek- | £8 kV stik +8 kV stik Uporablja se v obicaj-

tritev (ESR) +2 kV, +4 kV, =8 kV, +2 kV, 4 kV, £8 kV, nem domacem, komer-

IEC 61000-4-2 +15 kV zrak +15 kV zrak cialnem in bolnisni¢nem
okolju.

Motnje prevodnosti, 3 Vaws Navedba smiselno ni Zahteva ne velja za to

inducirane z radiofre- 150 kHz do 80 MHz potrebna. napravo z baterijskim

kvenc¢nimi polji 6 Vams napajanjem.

Pasovi ISM v obmocju
med
150 kHz do 80 MHz

Hitri elektri¢ni prehodni

+2 kV

Navedba smiselno ni

Zahteva ne velja za to

pojav/udar Frekvenca ponavljanja | potrebna. napravo z baterijskim
IEC 61000-4-4 100 kHz napajanjem.

Prenapetost Medfazna napetost: Navedba smiselno ni Zahteva ne velja za to
IEC 61000-4-5 +0,5 kV, +1 kV potrebna. napravo z baterijskim

Dozemna napetost:
+0,5 kV, +1 kV, +2 kV

napajanjem.

Opomba: Ut je glavna izmeni¢na napetost pred uporabo testne stopnje.

Padci napetosti, kratke
prekinitve in nihanje
napetosti na linijah za

0% Ur; 0,5 cikla (pri 0°,

45°,90° 135°,180°, 225°,

270%in 315°)

Navedba smiselno ni
potrebna.
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Zahteva ne velja za to
napravo z baterijskim
napajanjem.
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Smernice in deklaracija proizvajalca - elektromagnetna odpornost

Preizkus odpornosti

Raven preskusa IEC
60601-1-2:2014

Najvecje predvideno
stanje uporabe po IEC
60601-1-2:2014

Smernice za elektro-
magnetno okolje

oskrbo z elektri¢no ener-

0% Ur; 1 cikel (pri 0°)

gijo 709 za 25/30 ciklov (pri
I[EC 61000-4-11 0°)
0 9% za 250/300 ciklov
Magnetno polje fre- 30 A/m 30 A/m Uporablja se v obicaj-

kvence toka (50/60 Hz)
[EC 61000-4-8

nem domacem, komer-
cialnem in bolnisni¢nem
okolju.

Blizinska polja radiofre-
kvencne opremeza brez-
Zi¢no komunikacijo

IEC 61000-4-3

I[EC 60601-1-2:2014,
tabela 9

[EC 60601-1-2:2014,
tabela 9

Uporablja se v obicaj-
nem domacem, komer-
cialnem in bolnisni¢nem
okolju.

Opomba: Uy je glavna izmeni¢na napetost pred up

orabo testne stopnje.

Sevana RF
IEC 61000-4-3

10V/m
80 MHz do 2,7 GHz
80 % AM pri 1 kHz

10V/m
80 MHz do 6 GHz
80 % AM pri 1 kHz
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Prenosna in mobilna
oprema za radiofre-
kven¢no komunikacijo
naj nobenemu delu
oddajnika, vklju¢no s
kabli, ne bo blizje, kot je
priporo¢ena varnostna
razdalja 30 cm (12 in).
Jakost polja fiksnih radio-
frekvenc¢nih oddajnikoy,
ugotovljena z elektro-
magnetnim pregledom
lokacije, mora biti manj
kot stopnja skladnosti v
vseh frekvencnih
obmogjih.

Motnje se lahko pojavijo
v blizini opreme, ozna-
¢ene s tem simbolom:




Smernice in deklaracija proizvajalca - elektromagnetna odpornost

Preizkus odpornosti Raven preskusa IEC Najvecje predvideno | Smernice za elektro-
60601-1-2:2014 stanje uporabe po IEC magnetno okolje

60601-1-2:2014
®)

Opomba: Te smernice morda ne veljajo v vseh razmerah. Na Sirjenje elektromagnetnega polja vplivata
absorpcija in odsevanje zgradb, predmetov in ljudi.

Jamstvo

Druzba Medtronic MiniMed, Inc. (ali druga pravna oseba, na primer izdelovalec, naveden na ovojnini
pripomocka “Medtronic MiniMed") kupcu oddajnika druzbe Medtronic jamci, da bo oddajnik deloval
brez napak v materialu in izdelavi eno (1) leto od datuma nakupa, polnilnik pa do enega (1) leta od
datuma nakupa.

V obdobju jamstva bo druzba Medtronic MiniMed po svoji presoji nadomestila ali popravila vsak
okvarjeni oddajnik ali polnilnik, za katerega veljajo tukaj navedeni pogoji in omejitve. To jamstvo velja
le za nove pripomocke. Ce bosta oddajnik ali polnilnik zamenjana, se obdobje jamstva ne podaljsa.

Jamstvo veljale, ¢e se oddajnik ali polnilnik druzbe Medtronic uporablja v skladu z navodiliizdelovalca.
To jamstvo brez kakrsnih koli iziem ne velja v teh primerih:

Ce je Skoda nastala zaradi sprememb, kijih je na oddajniku ali polnilniku po datumu nakupa naredil
uporabnik ali tretja oseba;

Ce je Skoda posledica servisiranja ali popravil, ki jih je opravila katera koli druga oseba ali pravna
oseba, razen izdelovalca;

Ce je skoda posledica visje sile ali drugega dogodka, ki ni pod nadzorom izdelovalca;

Ce je Skoda nastala zaradi malomarnosti ali nepravilne uporabe, vklju¢no z, vendar ne omejeno na:
nepravilno shranjevanje, potopitev v vodo, fizi¢no zlorabo (kot je padec);

Ce je Skoda nastala zaradi uporabe pripomocka, ki ni bila v skladu z oznakami na izdelku, navodili
za uporabo ali ureditvenimi obvestili izdelovalca izdelka.

Jamstvo velja le za prvega kupca. Z vsako prodajo, izposojo ali drugim prenosom ali uporabo izdelka,
za katerega velja to jamstvo, na drugega uporabnika, ki ni prvi kupec, to jamstvo nemudoma preneha
veljati. Jamstvo ne velja za senzorje za glukozo in drugo dodatno opremo.

Pravna sredstva, dolo¢ena v tem jamstvu, so edina pravna sredstva v primeru morebitne krsitve te
pogodbe. Druzba Medtronic MiniMed in njeni dobavitelji ali distributerji niso odgovorni za nobeno
naklju¢no, posledi¢no ali posebno skodo, ki nastane zaradi pomanjkljivosti v izdelku ali izhaja iz njih.
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Vsi drugi pogojiin jamstva, izrecna ali naznacena, razen jamstva, dolocenega z zakonom, so izklju¢ena,
vklju¢no z jamstvi o ustreznosti za prodajo in uporabo za dolo¢en namen.

To jamstvo daje kupcu dolocene zakonske pravice in kupec ima lahko tudi druge pravice, ki se
razlikujejo glede na lokalno zakonodajo. To jamstvo ne vpliva na zakonske pravice kupca.

Razkritje odprtokodne programske opreme (OSS)

Vtem dokumentu je navedena odprtokodna programska oprema, ki jo lahko ta izdelek loceno priklice,
izvaja, povezuje, pridruzuje ali kako drugace uporablja.

Taksna odprtokodna programska oprema je uporabnikom licencirana na podlagi dolocil in pogojev
lo¢enih licen¢nih pogodb za taksno odprtokodno programsko opremo.

Vaso uporabo odprtokodne programske opreme v celoti urejajo pogoji in dolocila take licence.

Izvorno kodo/objektno kodoin veljavno licenco za odprtokodno programsko opremo lahko dobite na
naslednjem spletnem mestu: http://www.ouah.org/ogay/hmac/.
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Guardian Link (3)

Bluetooth™* kablosuz teknolojisine sahip Guardian Link (3) verici, akilli cihaz baglanabilirligine sahip
MiniMed insilin pompa sistemlerine yonelik strekli glikoz izleme (CGM) sisteminin bir bilesenidir.

Sekil 1. Set bilesenleri

test cihaz @
.a

verici
yerlestirici sarj cihazi

Guardian Link (3) verici seti (MMT-7910) bilesenleri
Eksiksiz bir verici seti asagidaki bilesenleri icerir:

Guardian Link (3) verici MMT-7911) - Sarj Cihazi (MMT-7715)
iki test cihazi (MMT-7736L) -« One-press yerlestirici (MMT-7512)

Cihazin hedeflenen amaci

Sarj edilebilir bir cihaz olan Guardian Link (3) verici (MMT-7911) glikoz sensértine gl¢ saglar, sensor
verilerini toplayip hesaplar ve verileri, diabetes mellitus yonetimine yonelik olarak, akilli cihaz
baglanabilirligine sahip, uyumlu bir MiniMed instlin pompasi sistemine génderir. Verici yalnizca
Guardian Sensor (3) glikoz sensort (MMT-7020) ile uyumludur ve tek hastada ya da birden fazla hastada
kullanim icin endikedir.

Kontrendikasyonlar

Bilinen bulunmamaktadir.

Uyarilar

Vericiyi sistemin normal calismasini sekteye ugratabilecek diger elektrikli ekipmana bitisik olarak
kullanmayin. Sistemin normal ¢calismasini sekteye ugratabilecek diger elektrikli ekipmanlar
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kontrendikedir. Sistemin normal ¢alismasini sekteye ugratabilecek elektrikli ekipmanlar ile ilgili
daha fazla bilgi igin bkz. Manyetik alanlara ve radyasyona maruziyet, sayfa 204.

Sensor ile ilgili tim dnlemler, uyarilar ve talimatlar icin daima sensérin kullanicr kilavuzuna bakin.
Sensorin kullanicr kilavuzuna bakilmamasi, ciddi yaralanmayla veya sensortin hasar gérmesiyle
sonuclanabilir.

Cocuklarin kiicuk parcalari agzina koymasina izin vermeyin. Bu Griin klick ¢ocuklar icin bogulma
tehlikesi teskil eder.

Medtronic Diabetes tarafindan agik¢a onaylanmadikga, cihazi degistirmeyin veya modifiye
etmeyin. Cihazin modifiye edilmesi ciddi yaralanmaya neden olabilir, cihazi calistirma yetinizi
sekteye ugratabilir ve garantinizi gegersiz kilabilir.

Kanla temas etmesi halinde test cihazini kullanmayin. Kanla temas edilmesi enfeksiyona neden
olabilir. Test cihazini tibbi atiklarin bertaraf edilmesine yonelik yerel diizenlemelere gore bertaraf
edin ya da bertaraf etme ile ilgili bilgiler i¢in saglik uzmaninizla gértsin.

Sensord yerlestirdikten sonrakanama olusabilir. Vericiyi sensore baglamadan 6nce daima bolgede
kanama olmadigindan emin olun. Verici konnektériine kan girebilir ve cihaza zarar verebilir. Cihazi
hasarli ise atin. Kanama olursa, kanama durana kadar steril gazli veya temiz bir bezle yerlestirme
bolgesine sabit basing uygulayin. Kanama durduktan sonra, vericiyi sensére takin.

Verici veya sensorle ilgili herhangi bir advers reaksiyon yasamaniz durumunda yerel temsilcinizle
iletisime gecin. Advers reaksiyonlar ciddi yaralanmaya neden olabilir.

Vericiyi tibbi atik konteynerine atmayin veya asiri derecede yUksek istya maruz birakmayin. Verici
ates alabilecek ve ciddi yaralanmaya neden olabilecek bir pil icerir.

Manyetik alanlara ve radyasyona maruziyet

Vericinizi Manyetik Rezonans Gorintileme (MRI) ekipmanina, diyatermi cihazlarina veya kuvvetli
manyetik alanlar Ureten baska cihazlara (6rnegdin, rontgen, BT taramasi veya baska radyasyon
tUrleri) maruz birakmayin. Kuvvetli bir manyetik alana maruziyet degerlendirilmemistir ve cihazin
arizalanmasina neden olarak, ciddi yaralanmayla sonuglanabilir veya gtvenli olmayabilir. Vericiniz
kuvvetlibir manyetikalana maruzkalirsa kullanimikesin ve dahafazlayardimicin yerel temsilcinizle
iletisime gegin.

Rontgen, MR, diyatermi veya BT taramasi ekipmaninin bulundugu bir odaya girmeden dnce
sensoriinlza ve vericinizi daima ¢ikarin. Kuvvetli bir manyetik alana maruziyet
degerlendirilmemistir ve cihazin arizalanmasina neden olarak, ciddi yaralanmayla sonuglanabilir
veya glvenli olmayabilir. Sensériiniz veya vericiniz kuvvetli bir manyetik alana maruz kalirsa
kullanimi kesin ve daha fazla yardim icin yerel temsilcinizle iletisime gecin.

Seyahat ederken, cihazinizla birlikte verilen Tibbi acil durum kartini her zaman yaninizda tasiyin.
Tibbi acil durum karti, havaalani gtivenlik sistemleri ve vericinizin ugakta gtivenli bir bicimde
kullaniimasi hakkinda son derece énemli bilgiler saglamaktadir. Tibbi acil durum kartindaki
rehberlige uyulmamasi ciddi yaralanmayla sonuglanabilir.
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Onlemler

Guardian Link (3) vericiyi (MMT-7911), akilli cihaz baglanabilirligine sahip olmayan bir

MiniMed instlin pompast ile birlikte kullanmaya calismayin. Yalnizca akilli cihaz baglanabilirligine
sahip bir MiniMed insdlin pompasi Guardian Link (3) verici (MMT-7911) ile iletisim kurabilir.
Vericiyle birlikte sadece Guardian Sensor (3) glikoz sensériind (MMT-7020) kullanin. Baska herhangi
bir sensér kullanmayin. Diger sensorler verici ile birlikte kullaniimaya yonelik degildir ve verici ile
sensorde hasara neden olur.

Vericiile birlikte yalnizca yesil renkli test cihazint (MMT-7736L) kullanin. Verici Gzerindeki cepler test
cihazinabaglioldugu zaman gorinurdir. Baska birtest tikacrkullanmayin. Diger test tikaglari verici
ile kullanilmaya yénelik degildir ve verici ile test cihazinda hasara neden olur.

Sekil 2. Verici cepleri

Vericiyi temizlerken daima test cihazini kullanin. Vericiyle beraber baska herhangi bir test tikaci
kullanmayin. Baska bir test tikacinin kullanilmasi verici icine su girmesiyle sonuglanabilir veya
gereken sekilde temizlenmesini 6nleyebilir. Su da vericide hasara yol acabilir.

Test cihaziniveya sensor vericiye takil haldeyken bukmeyin. Test cihazi veya sensorin bukdlmesi
vericide hasara neden olur.

Test cihazinin, vericiye bagli degilken herhangi bir siviyla temas etmesine izin vermeyin. Islak bir
test cihazi vericide hasara yol agabilir.

Bir sensore veya test cihazina bagh degilken vericinin herhangi bir siviyla temas etmesine izin
vermeyin. Nem vericide hasara neden olur ve islak verici sensdrde hasara yol agabilir.

Test cihazi Uzerindeki O-halkalarr herhangi bir madde ile temizlemeyin. O-halkalarin temizlenmesi
test cihazina hasar verebilir.
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Sekil 3. O-halkalar

O-
g/ halkalar

Tl

IEC60601-1-2:2014, 4. Baski; Tibbi Elektrikli Ekipmanlar icin Ozel EMC
Onlemleri

1. Elektromanyetik Uyumlulukla (EMC)ilgili Ozel Onlemler: Viicuda takilan bu cihaz, cep telefonlar,
kablosuz teknolojisi, elektrikli konserve acacaklari, mikrodalga ve indtksiyonlu firinlar gibi,
yaygin duzeylerde isinimli “E” (V/m) veya “H" alanlarinin (A/m) var oldugu makul bir konut, ev,
kamu veya is ortaminda calistiriimaya yoneliktir. Bu cihaz radyo frekansi enerjisi Gretir, kullanir ve
yayabilir ve Urdnle birlikte saglanan talimatlara uygun sekilde kurulup kullanilmadigi takdirde
telsiz haberlesmesinde zararli girisime neden olabilir.

2. Tasinabilir ve mobil RF haberlesme ekipmanlari tibbi elektrikli ekipmanlari etkileyebilir. Eger
mobil veya sabit bir RF vericisinden gelen RF girisimiyle karsilagirsaniz girisime neden olan RF
vericisinden uzaklasin.

3. Vericinizi taginabilir radyofrekans (RF) ekipmanlari veya elektrikli ekipmanlara 30 cnden (12 ing)
daha yakin mesafede kullanirken dikkatli olun. E§er vericinizi tasinabilir RF ekipmani ya da
elektrikli ekipmana yakin olarak kullanmaniz gerekliyse, sistemin dogru calistigini dogrulamak
Uzere vericiyi gozlemleyin. Bunun sonucunda, vericinin performansinda k&ttlesme olusabilir.

Yardim

MiniMed sistemi kullanicikilavuzunun birkopyasinaihtiyacinizvarsa yerel temsilcinizile iletisime gegin.

Vericinizin hazirlanmasi

Verici, gerektiginde sarj cihazi ile sarj edebileceginiz, degistirilemeyen, sarj edilebilir bir pil igerir.
Vericinin kullanilmadan &nce sarj edilmesi gerekir. Sarj cihazi sarjdurumunu gosteren yesil bir isik ve sarj
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islemi sirasindaki sorunlari bildiren kirmizi bir 1sik icerir. Kirmizi bir 1sik gérrseniz bkz. Sorun giderme,
sayfa 224. Sarj cihazi icin bir adet AAA alkalin pil gerekir.

Not: Pil yanlis takildiysa veya azalmissa, sarj cihazi calismaz. Yeni bir pil kullanarak, pilin takiimasina
yonelik adimlari tekrarlayin.

Sarj cihazina pil takilmasi
Sarj cihazina pil takmak icin:
1. Pil kapaginiigeri itin ve kaydirarak cikarin (3. adimdaki sekilde gosterilen bicimde).

2. Yeni bir alkalin AAA pil takin. Pildeki + ve - sembollerinin sarj cihazi Uzerindeki ayni sembollerle
ayni hizada oldugundan emin olun.

3. Kapagi tik sesi ¢cikarip yerine oturana kadar kaydirarak yeniden sarj cihazinin Gzerine yerlestirin.

Vericinin sarj edilmesi

DIKKAT: Sensoriiniizii yerlestirmeden énce vericiyi daima sarj edin. Sarji tiikenmis olan bir
verici islemez. Tamamen sarj edilmis bir verici sarj edilmeden en az yedi glin calisir. Sarji
tliikenmis bir vericinin sarj olmasi iki saate kadar stirebilir.

DIKKAT: Vericiyi sarj cihazi lizerinde 60 giinden uzun siire boyunca saklamayin. Kullanmadan
once yeniden sarj etmek icin sarj cihazi ile baglantisini kesin ve yeniden baglayin. Eger verici
60 glinden uzun siire boyunca sarj cihazi lizerinde birakilirsa verici pili kalici bicimde hasar

gorur.
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Vericiyi sarj etmek igin:

1. Vericiyi sarj cihazina baglamak icin vericiyi ve sarj cihazini birbirlerine dogru itin.

2. Verici takildiktan sonra 10 saniye icinde, sarj cihazi elektrik alirken, sarj cihazinda yesil bir 151k
yaklasik bir ila iki saniye boyunca yanip soner. Sarj stiresinin geri kalan bolimi boyunca sarj
cihazinin Gzerindeki yesil 1sik, dort yanip sonmenin arasinda bir duraklama olacak sekilde, dort
yanip sdnmeden olusan bir diizen icinde yanip sénmeye devam eder.

3. Sarj tamamlandiginda sarj cihazinin yesil 1sig1 15 ila 20 saniye boyunca yanip sénmeksizin agik
kalir, ardindan soner.

J )

4. Sarj cihazinin yesil 151g1 sondtdgunde vericiyi sarj cihazindan ¢ikarin. Vericinin Gzerindeki yesil isik
yanip sonmeye baslar.

Vericinizin eslenmesi

Vericinizin pompaniz ile eslenmesine iliskin talimatlar icin, daima sistemin kullanici kilavuzuna bakin.
Sensérden pompaya veri génderilebilmesi icin pompa ve vericinin eslenmesi gerekir. Pompa ve

vericinin yalnizca bir kez eslenmesi gerekir. Yeni bir sensor yerlestirdiginizde pompayi verici ile tekrar
eslemenize gerek yoktur.
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Sensoriin yerlestirilmesi
Sensorin nasil yerlestirilecedi ile ilgili talimatlar icin daima sensor kullanicr kilavuzunuza bakin.

Vericinin sensore baglanmasi

Devam etmeden 6nce MiniMed insulin pompasi sistem kullanicr kilavuzunuzu yaninizda bulundurun.

Vericiyi sensore baglamak igin:

1.

Sensor yerlestirildikten sonra, vericiyi baglamadan dnce gereken bandin nasil yapistirilacagina
dair ayrintilar icin sensér kullanicr kilavuzunuza bagvurun.

. Baglanti sirasinda yerinden ¢ikmasini dnlemek icin yerlestirilen sensértin yuvarlak ucunu tutun.
. Vericiyi g6sterildigi sekilde tutun. Verici Gzerindeki iki centigi sensortin yan kollari ile hizalayin.

Vericinin diz olan tarafi deriye dontk olmalidir.

. Sensorin kollar vericideki ¢entiklere oturana kadar vericiyi sensér konnektoérindin Uzerine

kaydirin. Verici dizgln sekilde baglandiysa ve sensorin interstisyel sivi ile nemlenmesi icin
yeterli zaman gectiyse verici Uzerindeki yesil 151k 6 kez yanip soner.

Not: EGer verici yanip sdnmezse bkz. Sorun giderme, sayfa 224.

. Sensore baglandiktan sonra vericiisigi yesil renkte yanip séntiince pompanizi kullanarak sensord

baslatin. Daha fazla talimat icin sistem kullanici kilavuzunuza bakin.

6. Sensorun yapiskan seridini vericiye takin.

. Verici baglandiktan sonra, gereken bandin yapistirilmasina dair ayrintilar icin sensor kullanici

kilavuzunuza basvurun.

. Pompa ekraninda beliren veya sistem kullanici kilavuzunuzda bulunan talimatlarr uygulayin.
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Vericinin sensor ile olan baglantisinin kesilmesi

Devam etmeden 6nce MiniMed insulin pompasi sistem kullanicr kilavuzunuzu yaninizda bulundurun.

Verici ile sensoriin baglantisini kesmek igin:

1. Varsa tim bantlari vericiden ve sensérden dikkatlice ¢ikarin.

2. Yapiskan seridini vericinin Ust kismindan ¢ikarin.

3. Vericiyi gosterildigi sekilde tutun ve sensoriin esnek yan kollarini bas parmaginiz ve isaret
parmaginiz arasinda kistirin.

4. Vericiyi sensorden nazikce cekerek ayirin.
5. Pompanin tzerinde beliren veya sistem kullanici kilavuzunuzda bulunan talimatlari uygulayin.

Sensoriin ¢ikariimasi

Sensorln nasil gikarilacag ile ilgili talimatlar igin daima sensér kullanicr kilavuzuna bakin.

Vericinin zaten yerlestirilmis olan bir sensore yeniden baglanmasi

Vericinizi, kullanmakta oldugunuz sensore yeniden baglayabilirsiniz. Sadece vericinizi zaten
yerlestirilmis olan sensére baglayin. Pompa vericiyi tespit ettiginde Sensord Tekrar Baglamak
istediginizi onaylayin. Bir sensore tekrar baglanilirken baglantinin kurulmasi birkag saniye strebilir.
Sensorlin yapiskan seridini vericiye yeniden takin ve gereken bandi yeniden yapistirin. Bir sensori
tekrar bagladiginizda sensor, kalibre edebilmeniz icin bir Isinma sirecinden daha gecer.

Test cihazi

Test cihazi, vericiyi test edip calistigindan emin olmak icin kullanilir. Test cihazi ayni zamanda, vericinin
temizlenmesi sirasinda su gecirmez bir sizdirmazlik olusturmak amaciyla gerekli bir bilesen olarak da
kullanilir. Test cihazinin vericiye dizgun sekilde baglanmasi, sivilarin vericinin icindeki konnektor
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pimleriyle temas etmemesini saglar. Sivilar, konnektor pimlerinin paslanmasina neden olarak vericinin
performansini etkileyebilir.
Test cihazini vericiye takil haldeyken bukmeyin. Bu, vericiye zarar verir.

Test cihazi bir yil boyunca kullanilabilir. Test cihazini bir yildan daha uzun bir sdre kullanmaya devam
ederseniz, test cihazi artik su sizdirmaz bir yalitici gérevi géremeyeceginden vericinin icindeki

konnektor pimlerihasar gorebilir. Konnektor pimlerinin nasil kontrol edilecediileilgili talimatlaricin bkz.

Vericinin konnektdr pimlerinin denetlenmesi, sayfa 211.

DIKKAT: Verici ile birlikte yalnizca yesil renkli test cihazini (MMT-7736L) kullanin. Verici
Uizerindeki cepler test cihazina bagli oldugu zaman gorindrdiir. Baska bir test tikaci
kullanmayin. Diger test tikaclan verici ile kullanilmaya yonelik degildir ve verici ile test

cihazinda hasara neden olur.

Sekil 4. Test cihazi ve verici

yesil test
cihaz

Vericinin konnektor pimlerinin denetlenmesi
Bu resim konnektor pimlerinin nasil gérinmesi gerektigine dair verilmis bir drnektir.
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Sekil 5. Verici bilesenleri

konnektor agikhgi

konnektér pimleri

muhafaza

Verici konnektorl agikligindan iceriye bakarak konnektor pimlerinin hasar gérmediginden ya da
paslanmadigindan emin olun. Konnektor pimleri hasar gérmus veya paslanmissa, verici sarj cihazi veya
pompa ile iletisim kuramaz. Yerel temsilcinizle gorusin. Vericinizi degistirmenin vakti gelmis olabilir.

Ayrica konnektor acikhigmin icinde nem olup olmadigini kontrol edin. Herhangi bir nem ile
karsilasirsaniz, vericiyi en az bir saat kurumaya birakin. Konnektor acikhigr icerisindeki nem, vericinin
dizgiin sekilde calismamasina neden olarak zaman icinde paslanma ve hasara yol acabilir.

Test cihazinin test veya temizlik icin baglanmasi
Devam etmeden dnce MiniMed instlin pompasi sistem kullanicr kilavuzunuzu yaninizda bulundurun.

Test cihazini baglamak igin:

1. Vericiyi ve test cihazini gosterildigi gibi tutun. Test cihazinin diz tarafiyla vericinin diz tarafiniayni
hizada tutun.

(1 C
™ 4

2. Test cihazini vericiicine, test cihazinin esnek yan kollari vericinin her iki tarafindaki gentiklere
oturana kadar itin.

212



Duzgun sekilde takildiginda, verici Gzerindeki yesil 1sik 6 kez yanip soner.
3. Vericiyi test etmek amaciyla vericinin sinyal gonderdiginden emin olmak igin, pompanin
Uzerindeki sensor simgesini kontrol edin (sistem kullanicr kilavuzunuza bakin).

4. Vericiyi temizlemek icin, bkz. Vericinin temizlenmesi, sayfa 213.
5. Test veya temizlik islemi bittikten sonra, test cihazini vericiden ¢ikarin.

Test cihazinin ayrilmasi

Test cihazini cikarmak igin:
1. Vericinin govdesini gosterildigi sekilde tutun ve test cihazinin yan kollarini sikin.

2. Test cihazinin yan kollari sikil haldeyken, vericiyi test cihazindan yavasca ¢cekerek ayirin.

Not: Vericinin pil dmriinden tasarruf etmek icin, temizlik veya test sonrasinda test cihazini
bagl halde BIRAKMAYIN.

Vericinin temizlenmesi

Verici, evde kisisel kullanim igin (tek hastada kullanim) veya saglik kurumlarinda kullanim icin (birden
fazla hastada kullanim) tasarlanmistir. Tek hastada kullanim icin, her kullanimdan sonra temizlik gerekli
iken, birden fazla hastada kullanim icin, her kullanimdan sonra temizlik ve dezenfeksiyon gereklidir.
Vericiyi bir saglik kurumunda kullanirken, daima birden fazla hastada kullanima yonelik temizlik ve

dezenfeksiyon prosedirini takip edin.

UYARI: Vericiyi tibbi atik konteynerine atmayin veya asir derecede yiksek i1stya maruz
birakmayin. Verici ates alabilecek ve ciddi yaralanmaya neden olabilecek bir pil icerir.
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Not: Test cihazi, vericinin temizlenmesi icin gerekli bir bilesendir. Ayrintilar icin bkz. Test cihazi,
sayfa 210.

DIKKAT: Cihazi temizlemek ya da dezenfekte etmek icin otomatik yikayici-dezenfekte edici
kullanmayin. Cihazi temizlemek ya da dezenfekte etmek icin otomatik yikayici-dezenfekte
edicinin kullanilmasi vericinin hasar gérmesine neden olur.

Tek hastada kullanim igin
Vericiyi her kullanimdan sonra daima temizleyin.
Vericiyi temizlemek icin su malzemelere ihtiya¢ duyacaksiniz:

etkisi yumusak sivi sabun

yeni yUrimeye baslamis cocuklara yonelik yumusak kil dis fircasi
kap

temiz, pamuk birakmayan kuru bezler

Kullanim omrii

Verici, daha 6nce gerceklesen durum gecerli olmak Uzere, 122 defaya kadar veya bir yil streyle
temizlenebilir. Vericiyi bu noktada atin. Eger vericiyi 122 defadan veya bir yildan sonra kullanmaya
devam ederseniz temizleme sireci cihazda hasara yol acabilir. Yeni bir verici siparis etmek tzere yerel
temsilcinizle irtibata gecin.

UYARI: Muhafazada herhangi bir catlama, dékiilme veya hasar goriirseniz cihaz
kullanmayin. Muhafazada ¢atlama, dokilme veya hasar kotiilesme belirtileridir.
Muhafazadaki kotiilesme vericiyi gereken sekilde temizleme yetisini etkileyebilir ve ciddi
yaralanmayla sonuglanabilir. Yerel temsilcinizi arayin ve cihazi, pillerin bertaraf edilmesine
yonelik yerel diizenlemelere gore bertaraf edin (yakilmamalidir) ya da bertaraf etmeile ilgili
bilgiler icin saglik uzmaninizla gérusun.

Vericiyi temizlemek icin:

1. Ellerinizi iyice yikayin.
2. Su gegirmez bir sizdirmazlik olusturmak icin test cihazini vericiye takin.
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3. Verici Uzerinde yapistirict kalintisi varsa bkz. Yapistirict kalintisinin ¢ikariimasi, sayfa 222.

4. Vericiyi, oda sicakhgindaki musluk suyuyla en az bir dakika boyunca, temiz goértinene kadar
durulayin. Battin ulasiimasi g alanlarin tamamen durulandigindan emin olun.

5. Oda sicakhgindaki 3,8 I (1 galon) musluk suyu basina 5 ml (1 tath kasig) etkisi yumusak bir sivi
sabun kullanarak hafif bir sivi sabun ¢ozeltisi hazirlayin.

6. Test cihazihalatakili haldeyken vericiyi etkisi yumusak sivi sabun ¢ozeltisinin icerisine daldirin ve
bir dakika boyunca sivi icinde birakin.
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7. Testcihazinitutarak, vericinin tim ytzeyini yumusak kil bir cocuk dis fircasi kullanarak fircalayin.
Bltln ulasilmasi giic alanlar, temiz gortnene kadar fircalandiginizdan emin olun.

8. Vericiyi,oda sicakligindaki,akmakta olan musluk suyununaltinatutaraken az bir dakika boyunca,
gorinurde sivi sabun kalmayincaya kadar durulayin.

9. Vericiyi ve test cihazini, temiz, kuru bir bezle kurulayin.

<

10. Vericiyi ve test cihazini temiz, kuru bir bezin tizerine koyun ve tamamen kurumaya birakin.
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11. Test cihazinin kollarini nazikce sikarak test cihazini vericiden cikarin.

Birden fazla hastada kullanim igin
Vericiyi bir saglik kurumunda kullanirken her kullanim sonrasinda vericiyi daima temizleyip dezenfekte
edin.

UYARI: Bu cihazi tutarken veya kullanirken Standart Onlemlere bagl kalmaniz gerekir.
Sistemin tim parcalarinin bulasici olma olasiligina sahip oldugu g6z 6niinde
bulundurulmalidir; bunlar hastalar ile saglik uzmanlari arasinda kan yoluyla bulasan

patojenlerin iletilmesine yol acabilir.

Verici herpir hasta Gzerindeki kullanimdan sonra dezenfekte edilmelidir. Bu sistem, yalnizca,
Standart Onlemler ve Medtronic Diabetes tarafindan saglanan dezenfeksiyon proseddirleri
izlendigi takdirde, birden ¢ok hastanin test edilmesinde kullanilabilir.

Vericiyi temizlemek icin su malzemelere ihtiya¢ duyacaksiniz:

eldivenler
etkisi yumusak sivi sabun
yeni yUrimeye baslamis cocuklara yonelik yumusak kil dis fircasi
%8,25 camagsir suyu
iki kap
temiz, pamuk birakmayan kuru bezler
Kullanim 6mrii

Verici, daha 6nce gerceklesen durum gecerli olmak Uzere, 122 defaya kadar veya bir yil streyle
temizlenebilir ve dezenfekte edilebilir. Vericiyi bu noktada atin. Eger vericiyi 122 defadan veya bir yildan
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sonra kullanmaya devam ederseniz temizleme ve dezenfeksiyon sdreci cihazda hasara yol acabilir. Yeni
bir verici siparis etmek Uzere Medtronic ile temasa gecin.

Vericiyi temizlemek ve dezenfekte etmek icin:

1. Ellerinizi yikayin ve eldiven takin.

2. Vericinin konektor acikliginin ic kisminda vicut sivisi belirtisi olup olmadigini inceleyin.
Konnektor pimlerinin nasil incelenecedi ile ilgili talimatlar i¢in bkz. Vericinin konnektor
pimlerinin denetlenmesi, sayfa 211.

DIKKAT: Vericiyi inceleyen kisinin gérme yetisi, kiiciik viicut sivisi damlalarini veya
kalintilari gérmesine imkan verecek 6lctide yeterli olmalidir.

UYARI: Eger konnektor agikhgr icinde viicut sivisi gorurseniz vericiyi atmaniz gerekir.
Verici pil icerdigi icin, biyoatik kabina atmayin. Bunun yerine, vericiyi temizleyin ve
dezenfekte edin ve ardindan pil bertaraf etmeye iliskin yerel yonetmeliklere gore
(yakarak degil) atin.

Sekil 6. Verici bilesenleri

konnektor acikhigi

konnektor pimleri

muhafaza

3. Su gegirmez bir sizdirmazlik olusturmak icin test cihazini vericiye takin.
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4. Verici Uzerinde yapistiricl kalintisi varsa bkz. Yapistirici kalintisinin ¢ikarilmasi, sayfa 222.

5. Vericiyi, oda sicakligindaki musluk suyuyla en az bir dakika boyunca, temiz gériinene kadar
durulayin. Battin ulasiimasi g alanlarin tamamen durulandigindan emin olun.

6. Oda sicakligindaki 3,8 I (1 galon) musluk suyu basina 5 ml (1 tath kasig) etkisi yumusak bir sivi
sabun kullanarak hafif bir sivi sabun ¢dzeltisi hazirlayin. Her kullanim icin mutlaka yeni bir ¢ozelti

hazirlayin.
7. Test cihazihala takil haldeyken vericiyi etkisi yumusak sivi sabun ¢ozeltisinin icerisine daldirin ve

bir dakika boyunca sivi icinde birakin.
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8. Test cihazinitutarak, vericinin ttim yizeyini yumusak kil bir cocuk dis fircasi kullanarak fircalayin.
Bltln ulasilmasi giic alanlar, temiz gortnene kadar fircalandiginizdan emin olun.

9. Vericiyi,oda sicakligindaki, akmakta olan musluk suyunun altina tutaraken az bir dakika boyunca,
gorinurde sivi sabun kalmayincaya kadar durulayin.

10. Vericiyi ve test cihazini, temiz, kuru bir bezle kurulayin.
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11. Bir (1) dlcek %8,25'lik camasir suyuna dokuz (9) dlcek su kullanarak, nihai konsantrasyon %0,8
olacak sekilde, 1:10 oraninda ¢amasir suyu ¢ozeltisi hazirlayin. Her kullanim icin mutlaka yeni bir

¢ozelti hazirlayin.
12. Dezenfeksiyondan dnce mutlaka dnceki temizleme adimlarini tamamlayin. Test cihazi hala takili
haldeyken vericiyi camasir suyu ¢ozeltisinin icerisinde 20 dakika boyunca bekletin.

13. Vericiyi, oda sicakligindaki, akmakta olan musluk suyu altinda U¢ dakika boyunca durulayin.

14. Vericiyi ve test cihazini temiz, kuru bir bezin tizerine koyun ve tamamen kurumaya birakin.
UYARI: Eger daha 6nceki incelemenizde konnektor acikhgr icinde viicut sivisi
gordiyseniz vericiyi, test cihazi takili halde, pil bertaraf etmeye iliskin yerel

yonetmeliklere uygun olarak (yakarak degil) atmaniz gerekir.

15. Test cihazinin kollarini nazikce sikarak test cihazini vericiden ¢ikarin.
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16. Vericimuhafazasinda herhangi bir catlama, dokilme ya da hasar olup olmadiginrinceleyin. Eger
bu belirtilerin herhangi birini gérirseniz dezenfekte edilmis vericiyi pil bertaraf etmeye iliskin
yerel yonetmeliklere gore (yakarak degil) atmaniz gerekir.

UYARI: Muhafazada herhangi bir catlama, dékilme veya hasar gorirseniz cihazi
kullanmayin. Muhafazada ¢atlama, dokiilme veya hasar kotiilesme belirtileridir.
Muhafazadaki kotlilesme vericiyi gereken sekilde temizleme yetisini etkileyebilir ve
ciddi yaralanmayla sonuglanabilir. Yerel temsilcinizi arayin ve cihazi, pillerin bertaraf
edilmesine yonelik yerel diizenlemelere gore bertaraf edin (yakilmamalidir) ya da
bertaraf etme ile ilgili bilgiler icin saglik uzmaninizla goéristn.

17. Kullaniimis eldivenleri atin ve ellerinizi sabun ve su ile iyice yikayin.

Yapistiricl kalintisinin ¢ikariimasi

Vericinin Uzerinde yapistirici kalintisi var ise bu prosedirU yerine getirmeniz gerekli olabilir. Vericiyi
gozle incelediginizde Gzerinde yapistirici kalintisi gériyorsaniz bu talimatlari izleyin.

Yapistiricr kalintisini gidermek icin pamuklu cubuklara ve tibbi yapistirici ¢cikariciya (mineral ispirto olan
Detachol™* gibi) ihtiyac duyacaksiniz.

Not: Medtronic MiniMed, testler sirasinda vericiden yapistirici kalintisini gidermek icin
Detachol™* kullanmistir. Detachol™* kullanimi dnerilmektedir, ancak bu, ttim Ulkelerde temin
edilemeyebilir.

Yapistiriar kalintisini cikarmak igin:

1. Test cihazinin vericiye takili oldugundan emin olun.
2. Bir pamuklu cubugu tibbi yapistirici ¢ikaricr igerisine batirin.
3. Test cihazini tutun ve kalinti ¢ikana kadar vericiyi tibbi yapistirici ¢ikariciyla nazikge ovun.
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4. Temizlik prosedirl ile devam edin. Ayrintilar icin bkz. Vericinin temizlenmesi, sayfa 213.

Banyo yapma ve ylizme
Verici ve sensor baglandiktan sonra, 30 dakikaya kadar, 2,4 metre (8 fit) derinlige kadar su gecirmez
nitelige sahip olur. Bunlarn ¢ikarmadan dus alabilir ve ytzebilirsiniz.

Sarj cihazinin temizlenmesi

Bu prosedir, fiziksel gériiniime dayanarak gerektiginde yapilan genel temizlige yoneliktir.

DIKKAT: Sarj cihazini suya veya baska herhangi bir temizlik maddesine batirmayin. Sarj cihazi
su gecirmez degildir. Su sarj cihazinda hasara neden olabilir ve cihazin hatali calismasina yol

acabilir.

UYARI: Sarj cihazini pillerin bertaraf edilmesine yonelik yerel diizenlemelere gore bertaraf
edin ya da bertaraf etme ile ilgili bilgiler icin saglik uzmaninizla gorisiin. Sarj cihazi yakildig

zaman tutusabilir.

Sarj cihazini temizlemek igin:

1. Ellerinizi iyice yikayin.

2. Bulasik deterjani gibi yumusak bir temizleme ¢ozeltisiyle nemlendirilmis bir bez kullanarak sarj
cihazinin disindaki her trlU kiri veya yabanci maddeyi giderin. Sarj cihazini temizlemek icin asla
boya tineri veya aseton gibi organik ¢oztculer kullanmayin.

3. Sarj cihazini temiz, kuru bir bez Uzerine yerlestirin ve iki ila G¢ dakika hava etkisiyle kurumaya

birakin.
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Sorun giderme

Asagidaki tablo, verici, sarj cihazi ve test cihazina yonelik sorun giderme bilgilerini icermektedir. Sorun
giderme ile ilgili daha fazla bilgi icin sistem kullanici kilavuzunuza bakin.

Tablo 1. Sorunlarin giderilmesi

Sorun

Muhtemel Neden(ler)

Cozim

Vericiyi sarj cihazina bag-
ladiniz ve hicbir 15tk yan-
madi.

Vericininkonnektor pim-
leri hasar gormus veya
paslanmis.

Sarj cihazinizda elektrik
baglantisi bulunmuyor
veya pil takil degil.

1. Verici konnektor pimlerinde hasar ya da

paslanma olup olmadigini kontrol edin.
Konnektor pimleriniz hakkinda daha
fazla bilgi almak icin bkz. Vericinin kon-
nektor pimlerinin denetlenmesi,
sayfa211.Pimler hasargérmisyada pas-
lanmissa yerel temsilcinize basvurun.
Vericinizi degistirmenin vakti gelmis ola-
bilir.

. Konnektor pimlerinde hasar olusma-

mIssa, sarj cihazindaki pili yenisiyle degis-
tirin. Sarj cihazi pilinizin degistirilmesi ile
ilgili talimatlar icin bkz. Sarj cihazina pil
takilmasi, sayfa 207.

Sarj islemi sirasinda, sarj
cihazinin Uzerindeki
yanip sénen yesil 151k
sonuyor ve sarj cihaz
Uzerinde daha uzun
sUreyle yanip sénen kir-
mizi bir 1s1k gériyorsu-
nuz.

Sarj cihazinizin pili zayif-
lamis.

Sarj cihazindaki pili yenisiyle degistirin. Sarj
cihaz pilinizin degistiriimesi ile ilgili talimatlar
icin bkz. Sarj cihazina pil takilmasi, sayfa 207.

Sarj islemi sirasinda, sarj
cihazinin Uzerindeki
yanip sénen yesil 151k
sonUyor ve sarj cihaz
Uzerinde tek seferde iki
saniyeligine, hizla yanip
soénen bir dizi kirmizi isik
goruyorsunuz.

Vericinizin pili zayiflamis.

1. Vericiyi bir saat boyunca surekli olarak

sarj edin. Yanip sonme durmuyorsa
2.adima gecin.

. Vericiyi sekiz saat boyunca strekli olarak

sarj edin. Yanip sénme durmuyorsa yerel
temsilcinizi arayin. Vericinizi degistirme-
nin vakti gelmis olabilir.

Sarj islemi sirasinda, sarj
cihazinin Uzerinde kari-
sik bir sekilde, hizla ve

Sarj cihazinizin ve verici-
nizin pilleri zayiflamis.
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Tablo 1. Sorunlarin giderilmesi (devami)

Sorun

Muhtemel Neden(ler)

Cozim

uzun streyle yanip
sonen kirmizi isiklar beli-
riyor.

talimatlar icin bkz. Sarj cihazina pil takil-
masl, sayfa 207.

2. Vericiyi bir saat boyunca sdrekli olarak
sarj edin. Eger hizla yanip sénen kirmizi
isiklar durmuyorsa 3. adima gegin.

3. Vericiyi sekiz saat boyunca surekli olarak
sarj edin. Yanip sénme durmuyorsa yerel
temsilcinizi arayin. Vericinizi degistirme-
nin vakti gelmis olabilir.

Vericiyi sensore bagladi-
§inizda vericinin Uzerin-
deki yesil 1sik yanip son-
muyor.

Vericiniztam olarak bagl
degil.

Vericinizin pili zayiflamis.
Sensordnlz vicudu-
nuzadizgln sekilde yer-
lestirilmemis.

1. Vericiyi sensérden ayirin.

2. Bes saniye bekleyin ve yeniden baglayin.
Yesil 1sik hala yanip sénmuyorsa 3.adima
gegin.

3. Vericiyi tam olarak sarj edin ve test ciha-
zina baglayin. Yesil isik hala yanip son-
muyorsa “Vericiyi test cihazina bagladi-
ginizda vericinin Uzerindeki yesil 151k
yanip sénmuyor” sorun giderme konu-
suna bakin. Yesil 1sik yanip séntyorsa
4. adima gecin.

4. Vericinin test cihaziyla olan baglantisini
kesin,enazbessaniye bekleyin ve vericiyi
sensore baglayin. Yesil isik hala yanip
sdonmuyorsa, 5. adima gegin.

5. Sensorintz vicudunuza dizgiin sekilde
yerlestirilmemis olabilir. Sensori viicu-
dunuzdan ¢ikarin ve yeni bir sensor yer-
lestirin.

Vericiyi test cihazina
bagladiginizda vericinin
Uzerindekiyesil isik yanip
sonmuyor.

Vericiniztam olarak bagl
degil.
Vericinizin pili zayiflamis.

1. Vericiile test cihazi arasindaki baglantiyi
kontrol edin. Yesil isik hala yanip sonmdi-
yorsa, 2. adima gegin.

2. Vericiyi tamamen sarj edin.

3. Vericiyi test cihaziyla tekrar test edin.
Yanip sonen yesil 151§ yine gérmuyorsa-
niz, yerel temsilcinizi arayin. Vericinizi
degistirmenin vakti gelmis olabilir.
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Tablo 1. Sorunlarin giderilmesi (devami)

Sorun

Muhtemel Neden(ler)

Cozim

Vericinizin pili yedi gin
boyunca dayanmiyor.

Vericiyi sensore bagladi-
Jinizda vericiniz tama-
men sarj olmuyor.

Verici ve pompanin kab-
losuz baglantisi sik sik
kopuyor.

1.

Vericiyi sensore baglamadan énce tama-
men sarjedin. Verici pili hala bir sensorin
kullanim stiresi boyunca dayanmiyorsa 2.
adima gegin.

. RF girisimine neden olabilecek ekipman-

lardan (varsa) uzaklasin. RF girisimi ile
ilgili daha fazla bilgi icin pompanizla bir-
likte verilen Radyo Uyumluluk Bilgileri
belgesine bakin.

. RF girisimini en aza indirmek icin, pom-

panizin ve vericinizin vicudunuzun ayni
tarafinda bulundugundan emin olun.
Tamamen sarj olmus verici piliniz

yedi gtind doldurmadan gug kaybet-
meye devam ediyorsa yerel temsilcinizi
arayin. Vericinizi degistirmenin vakti gel-
mis olabilir.

Vericiniz ile pompaniz
arasindaki baglanti
koptu.

Pompanizkapsamaalani
disinda.

Baska cihazlardan gelen
RF girisimi mevcut.

. RF girisimine neden olabilecek ekipman-

lardan (varsa) uzaklasin. RF girisimi ile
ilgilidaha fazla bilgiicin vericinizle birlikte
verilen Radyo Uyumluluk Bilgileri belge-
sine bakin. Vericiniz pompanizla hala ile-
tisim kurmuyorsa, 2. adima gegin.

. RF girisimini en aza indirmek icin, pom-

panizin ve vericinizin vicudunuzun ayni
tarafinda bulundugundan emin olun.
Vericiniz pompanizla hala iletisim kur-
muyorsa yardim icin yerel temsilcinizi
arayin.

Not: Vericiniz ile pompaniz arasindaki baglanti 30 dakika streyle koptugunda bir alarm veya ikaz
verilir ve bir mesaj gortndr.

Saklama ve tutma

Vericiyi, sarj cihazini ve test cihazini, oda sicakliginda, temiz, kuru bir yerde saklayin. Verici kullanimda
degilse, vericiyi en az 60 glinde bir sarj etmeniz gerekir.
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DIKKAT: Vericiyi sarj cihaz lizerinde saklamayin. Eger verici 60 giinden uzun siire boyunca
sarj cihazi tizerinde birakilirsa pili kalici bicimde hasar gordir.

Bertaraf Etme

Vericiyi ayrim yapilmayan belediye atik zincirine atmayin. Vericiyi pillerin bertaraf edilmesine yonelik
yerel dizenlemelere gore atin ya da bertaraf etme ile ilgili bilgiler icin saglk uzmaninizla gérasun.

Teknik ozellikler

Vericinin temel performansi (essential performance - EP), sistem kullanicr kilavuzunda sunulan, ayrintili
olarak belirtilmis kullanim kosullarr altinda ve beklenen hizmet dmri stresince, algilama cihazinin
sinyal degerini/degerlerini vericinin dogruluk gereklilikleri kapsaminda 6lgmek ve bir izleme cihazina
aktarmaktir. Eger vericide elektromanyetik bozulmalaryasanirsa ya hic veri aktarilamayabilirya da yanlis
veri aktarilabilir. Boylesi durumlarda, ilgili kullanici kilavuzlarr icindeki ¢alistirma, bakim ve sorun
giderme talimatlarina basvurun. Vericinin gerektidi gibi calisip calismadigini test etmek icin test cihaz
da kullanabilirsiniz. Eger verici hasarliysa ya da sarj cihazi veya pompa ile iletisim kuramiyorsa yardim
icin yerel Medtronic destek temsilciniz ile iletisime gecin.

Tablo 2. Uriin teknik &zellikleri

Biyouyumluluk Verici: EN ISO 10993-1 ile uyumludur
Uygulamali parcalar | Verici
Sensor

Calistirma kosullan Verici sicakhgi: 0°Ciila 45°C (32°F ila 113°F)

Dikkat: Verici, test cihazina takiliyken, 41°C (106°F) Gzerindeki hava sicak-
liklarinda calistinldiginda vericinin sicakhgr 43°C'yi (109°F) asabilir.

Verici bagil nemi: yogunlasma olmadan %10 ila %95

Verici basinci: 57,60 kPa ila 106,17 kPa (8,4 psiila 15,4 psi)

Sarj cihazi sicakhgr: 10°C ila 40°C (50°F ila 104°F)

Sarj cihazi bagil nemi: Yogunlasma olmadan %30 ila %75

Saklama kosullari Verici sicakligi: —20°C ila 55°C (—4°F ila 131°F)

Verici bagil nemi: yogunlasma olmadan %95'e kadar
Verici basinci: 57,6 kPa ila 106 kPa (8,4 psiila 15,4 psi)

Sarj cihazi sicakhgr: —10°C ila 50°C (14°F ila 122°F)

Sarj cihazi bagil nemi: Yogunlasma olmadan %10 ila %95

Pil omri Verici: Tam sarjin hemen ardindan yedi glnluk strekli glikoz izleme.
Sarj cihazi: Sarj cihazi vericiyi sarj etmek icin bir adet yeni AAA pil kullanr.
Verici frekansi 2,4 GHz bandi, Bluetooth™* kablosuz teknolojisi (stirtim 4.0)
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Tablo 2. Uriin teknik &zellikleri (devami)

Etkin yayihm giicii -12,05 dBm (0,06 mW)

(ERP)

Etkin izotropik yayilim | -9,9 dBm (0,1 mW)

glici (EIRP)

Calistirma arahigi Serbest havada 1,8 metreye (6 fit) kadar

Beklenen verici hizmet | Hastanin kullanimina bagli olmakla birlikte, beklenen verici hizmet dmri
omrii bir yildir.

Verici ile kablosuz iletisim
Hizmet kalitesi

Verici ve instlin pompasi, akilli cihaz baglanabilirligi yoluyla birbirine baglanir. Verici, pompaya glikoz
verilerini ve sistem ile ilgili ikazlar génderir. Kablosuz aktarimin ardindan pompa alinan verilerin
batinlidginu dogrular.

Veri giivenligi

Verici, yalnizca taninan ve bagl cihazlardan radyofrekans (RF) iletisimi kabul edecek sekilde
tasarlanmistir. Pompanin vericiden gelen bilgileri kabul edebilmesi icin 6nce pompanizi verici ile
eslemeniz gerekir.

MiniMed insulin pompalari ve sistem bilesenleri (6lcim cihazlari ve vericiler), sirkete 6zgt yontemlerle
veri glvenligini, dontssel artiklik denetimleri gibi hata kontrol streclerini kullanarak ise veri
batinlidgini saglar.

Havayolu ile seyahat etme

Vericinizin ticari hava yollarinda kullanimi gtvenlidir. Havayolu personeli cihazinizin kullanimi
konusunda size soru sorarsa onlara IUtfen Tibbi acil durum kartinizi gosterin.
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Kilavuz ve imalatginin bildirimi

Kilavuz ve imalatginin Bildirimi - Elektromanyetik Emisyonlar

Emisyon Testi Uygunluk Elektromanyetik Ortam - Kilavuz
RF emisyonlari CISPR 11 Verici, RF enerjisini sadece sistem iletisimleri icin kullanir. Bu
CISPR 11 1. Grup, B. Sinifi nedenle, RF emisyonu cok dusuktir ve yakinlardaki elektro-
Uyumlu emisyon- | Gecerli degil nik bir cihazla etkilesime yol agmaz.
lar Not: Oncekiifade IEC 60601-1-2 Grup 1, Sinif B cihazlar icin
IEC 61000-3-2 gereklidir. Verici pille calistgindan 6tdrd, emisyonlarr bina-
Voltajda dalgalan- | Gegerli degil nin guc kaynagindan etkilenmez ve sistemin ikamet ama-
malar/titremeli ayla kullanilan binalardaki kullanimiyla baglantili herhangi
emisyonlar bir sorun olduguna dair hicbir kanit bulunmamaktadir.
IEC 61000-3-3

Kilavuz ve imalatcinin Bildirimi - Elektromanyetik Bagisiklik

Bagisikhk Testi

IEC 60601-1-2:2014
Test Diizeyi

IEC 60601-1-2:2014
uyarinca maksimum
ongoriilebilir kullanim
durumu

Elektromanyetik
Ortam Kilavuzu

Elektrostatik desarj (ESD)

+8 kV temas noktasi

+8 kV temas noktasi

Tipik ev ortaminda, ticari

Hattan Topraga: £0,5 kV,
+1 KV, £2 kV

IEC 61000-4-2 +2 kV, +4 kV, =8 kV, +2 kV, 4 kV, £8 kV, ortamda veya hastane
+15kV hava +15kV hava ortaminda kullanima
yoneliktir.
RFalanlarininindikledigi'| 3 Vrus Gegerli degil Gereklilik, pil glctyle
iletilen bozulmalar 150 kHz ila 80 MHz calisan bu cihaz icin
6 VRms gecerli degildir.
ISM bantlari aralig:
150 kHz ila 80 MHz
Hizli gecici elektrik +2 kV Gegerli degil Gereklilik, pil gictyle
akimi/patlamasi 100 kHz tekrarlama fre- calisan bu cihaz icin
IEC 61000-4-4 kansi gecerli degildir.
Ani artis Hattan Hatta: 0,5 kV, Gecerli degil Gereklilik, pil glictyle
IEC 61000-4-5 +1 kV calisan bu cihazicin

gecerli degildir.

Not: Uy test dlzeyinin uygulanmasindan dnceki a.c.

sebekesi voltajidir.

Gug¢ kaynagi hatlarinda
ani voltaj dusuUsleri, kisa

9%0 Ur; 0,5 dongti (0°, 45°,
90°,135°,180°, 225°, 270°
ve 315%de)

Gegerli degil
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Kilavuz ve imalatcinin Bildirimi - Elektromanyetik Bagisiklik

Bagisikhk Testi

IEC 60601-1-2:2014

IEC 60601-1-2:2014

Elektromanyetik

Test Diizeyi uyarinca maksimum Ortam Kilavuzu
ongoriilebilir kullanim
durumu

sUreli kesintiler ve vol- | %0 Uy; 1 dongl (0°de)

tajda degiskenlikler 25/30 doénguiicin %70

I[EC 61000-4-11 (0°de)

250/300 doéngu igin %0
Gug frekansi (50/60 Hz) |30 A/m 30 A/m Tipik ev ortaminda, ticari

manyetik alani
IEC 61000-4-8

ortamda veya hastane
ortaminda kullanima
yoneliktir.

RF kablosuz iletisim ekip-
manina yakinlk alanlari
IEC 61000-4-3

IEC 60601-1-2:2014,
Tablo 9

[EC 60601-1-2:2014,
Tablo 9

Tipik ev ortaminda, ticari
ortamda veya hastane
ortaminda kullanima
yoneliktir.

Not: Uy test dUzeyinin uygulanmasindan dnceki a.c.

sebekesi voltajidir.

Isinimli RF
IEC 61000-4-3

10V/m
80 MHz ila 2,7 GHz
1 kHz'de %80 AM

10V/m
80 MHz ila 6 GHz
1 kHZz'de %80 AM
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Tasinabilir ve hareketli RF
iletisim ekipmani, verici-
nin herhangi bir parca-
sina, Onerilen ayirma
mesafesi olan 30 cn'den
(12 in¢) daha yakin olma-
yacak sekilde kullanilma-
hidir.

Bir elektromanyetik saha
arastirmasinda belirlen-
digi gibi, sabit RF verici-
lerinden gelen alan giic-
leri, her frekans araligin-
daki uyumluluk duzeyin-
den daha dusik olmali-
dir.

Asagidaki sembolle isa-
retlenen ekipmanin civa-
rinda girisim olusabilir:




Kilavuz ve imalatcinin Bildirimi - Elektromanyetik Bagisiklik

Bagisikhk Testi IEC 60601-1-2:2014 IEC 60601-1-2:2014 Elektromanyetik
Test Diizeyi uyarinca maksimum Ortam Kilavuzu
ongoriilebilir kullanim
durumu

®)

Not: Bu yonergeler her kosulda gecerli olmayabilir. Elektromanyetik yayilma; binalar, nesneler ve insanlar
tarafindan emilim ve yansitilmadan etkilenir.

Garanti

Medtronic MiniMed, Inc. (veya bu “Medtronic MiniMed" cihazinin belge ve etiketlerinde imalatci olarak
anilabilecek baska bir tlzel kisilik) Medtronic vericiyi, satin alma tarihinden itibaren bir (1) yillik stire
boyunca, sarj cihazini ise bir (1) yila kadar streyle malzeme ve iscilik hatalarina karsi Griintn alicisina
garantiler.
Garanti doneminde, Medtronic MiniMed, burada belirtilen kosullara ve istisnalara tabi olarak, kendi
takdirine gore hatali vericiyi veya sarj cihazini yenisiyle degistirir ya da onarir. Bu garanti yalnizca yeni
cihazlaricin gecerlidir. Vericinin veya sarj cihazinin yenisiyle degistirilmesi garanti stresiniilk sona erme
tarihini gececek sekilde uzatmaz.
Bu garanti yalnizca, Medtronic verici veya sarj cihazi, imalatginin talimatlarina uygun sekilde
kullanildiginda gecerlidir. Bu garanti, sinirlama olmadan, asagidaki durumlarda gecerli degildir:
Hasar, satis tarihinden sonra kullaniciya da Gglinct sahislar tarafindan vericide veya sarj cihazinda
yapilan degisikliklerden veya tadilatlardan kaynaklanmissa.
Hasar, imalatcr disindaki bir kisi veya kurulus tarafindan verilen hizmet ya da yapilan onarimdan
kaynaklanmissa.
Hasar, Mdcbir Sebep veya imalatcinin kontrolt disindaki diger olaylardan kaynaklanmissa.
Hasar, asagidakileri iceren fakat bunlarla sinirli olmayan bir ihmal veya uygunsuz kullanimdan

kaynaklamissa: uygunsuz saklama, suya batirma, fiziksel bakimdan kot kullanim (distrme gibi).

Hasar, cihazin imalatginin Grdn belge ve etiketlerine, kullanim talimatlarina veya dizenleyici
bildirimlere uygun olmayan bir sekilde kullanilmasindan kaynaklanmissa.

Bu garanti, ilk aliciya 6zeldir. Bu garanti kapsamindaki Grdntn ilk satin alan musteriden bagska bir
kullaniciya veya baska bir kullanici tarafindan her tarli satigi, kiralanmasi veya baska bir sekilde
aktariimasi ya da kullanilmasi bu garantinin hemen sonlandiriimasina yol agacaktir. Bu garanti Glikoz
Sensorlerini ve diger aksesuarlar kapsamaz.

231

adnuny



Bu garantide sunulan basvuru yollar bu konudaki her tdrld ihlal durumunda kullanilacak mtnhasir
basvuru yollaridir. Medtronic MiniMed veya tedarikgcileri ya da distribttorleri, Grindeki bir hatanin yol
acacagi veya bu hatadan kaynaklanabilecek hicbir tirde arizi, dolayli veya 6zel hasardan sorumlu
degildir.

Satisa uygunluk ve belirli bir amaca uygunluk garantileri dahil olmak tzere, zorunlu yasal garantiler
disindaki, gerek acik gerekse zimni olan diger tim kosullar ve garantiler hari¢ tutulmustur.

Bu garantiile, aliciya belirli hukuki haklar taninir ve alicinin yerel yasalar kapsaminda degisiklik gdsteren
baska haklari da olabilir. Bu garanti, alicinin yasalara dayanan haklarini etkilemez.

Acik Kaynakh Yazilim (OSS) A¢iklamasi

Bu belgede ayrica aranabilecek, yirutulebilecek, baglanti verilebilecek, ilintili olabilecek ya da bu riin
tarafindan baska bir sekilde kullanilabilecek Agik Kaynakli Yazilimlar belirtiimektedir.

Bu tlrden Agik Kaynakli Yazilimlarin lisansi, s6z konusu Acik Kaynakli Yazilimlara yonelik ayri yazilim
lisans sdzlesmesinin hukim ve kosullarina tabi kullanicilara verilmektedir.

Agik Kaynakli Yazilimin sizin tarafinizdan kullanimi butinlyle bu tir bir lisansin sart ve kosullarina tabi
olacaktir.

Herhangi bir Acik Kaynakli Yazilima iliskin kaynak/amag kodu ve gecerli lisans su siteden edinilebilir:
http://www.ouah.org/ogay/hmac/.
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