AngelSound s JPD-200S
Bluetooth 4.0

Navod k pouziti
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1. UvoD

1.1 SEZNAM BALENi
Hlavni jednotkax1; Sluchatkax1; UzZivatelska pfiruckax1

1.2 POPIS VYROBKU

Vyrobek slouzi predevsim k detekci tlukotu srdce plodu (SFH, sound of the
fetal heartbeat). Srdecni frekvence plodu (FHR, fetal heart rate) je dllezitym
podkladem pro kontrolu, zda je plod zdravy. Zaznam zmén FHR pomaha
odhalit zndmky hypoxie plodu, tisné plodu, omotani pupecni $indry plodu
kolem krku apod. Monitorovani plodu v domacim prostfedi zahrnuje
predevsim poslech srde¢niho tepu plodu a kontrolu zmén FHR, které vyrazné
pomdhaiji zvysit bezpecnost plodnosti.

1.3 PRINCIP FUNGOVANI

Fetdlni doppler se sklada ze sondy (vysilace a pfijimace) a jednotky pro
zpracovani signalu. Ultrazvukové vinéni je pfendseno z jedné piezoelektrické
keramické ¢asti na predni strané sondy do délohy téhotné Zeny. Ozvéna je
pfijimana druhou piezoelektrickou keramikou v pfedni ¢asti sondy, kdyz
ultrazvukova vina dosahuje srdce plodu. Poté se preméni na napéti. Tento
dopplerovsky signal je detekovdn a demodulovdn z pfijatého signalu. A
dopplerovska frekvence odpovida rytmu systoly a diastoly plodu.

Po kmitani srdec¢nich chlopni se vytvofi dopplerovska frekvenéni vychylka.
PFenasi se vystupni signdl vibraci srdec¢nich chlopni a posila se do
reproduktoru pro ziskani rytmického zvuku s tlukotem srdce plodu.

2. BEZPECNOSTNi POKYNY

2.1 UCEL POUZITI

Fetdlni doppler JPD-200S je rucni, bateriové napajeny zvukovy doppler, ktery
se pouziva k detekci srdecnich ozev plodu. Zamyslenym uZivatelem je téhotna
Zena.

2.2 INDIKACE K POUZITI

Vyrobek se bézné pouziva u plodu nad 16 tydnu rdstu.

® Poslech SFH: uZivatel mlZe poslouchat zvuk srdec¢nich ozev plodu z
reproduktoru.
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e Zaznam zvuku: Zvuk srdec¢niho tepu plodu Ize nahravat.
UPOZORNENI(: Nemélo by se pouzivat v aplikacich podporujicich nebo
udrzujicich Zivot.

2.3 KONTRAINDIKACE POUZITI
PFistroj nema zadné vedlejsi ucinky, pokud je spravné pouZivan, a zbyvajici
riziko je ptipustné.

2.4 UPOZORNENI PRO DOMACI POUZITI

Tento pristroj nemUze nahradit profesionalni fetalni monitor. Pokud je
srdecni frekvence plodu abnormalni nebo ji nelze pomoci tohoto monitoru
lokalizovat, méla by téhotna Zena okamZzité navstivit nemocnici a vyhledat
pomoc lékare. Pokud téhotna Zena neciti pohyby plodu, okam?zité se vydejte
do nemocnice a vyhledejte pomoc lékare.

2.5 BEZPECNOSTNI PRAVIDLA A POZADAVKY

Vystrazna slova uvedena vlevo dole oznacuji kategorie potencidlniho
nebezpedi. Definice jednotlivych kategorii jsou nasledujici:

NEBEZPECI: Toto upozornéni oznacuje nebezpedi, které mize zplsobit vazné
zranéni nebo smrt.

VAROVANI: Tato vystraha oznacuje nebezpe¢i, kterd mohou zptsobit vazné
zranéni osob nebo smrt.

UPOZORNENI: Toto upozornéni oznacuje nebezpedi, kterd mohou zptsobit
lehké zranéni osob, poskozeni vyrobku nebo poskozeni majetku.

2.6 BEZPECNOSTNI VYSTRAHY

NiZe je uveden seznam bezpecnostnich vystrah vyrobku, které se objevuji v
této Casti a v celém navodu. Tato bezpecnostni upozornéni si musite predist,
porozumét jim a vénovat jim pozornost predtim, nez se pokusite s vyrobkem
pracovat.

NEBEZPECI: Nebezpeti poZaru a vybuchu

Nepouzivejte vyrobek v pritomnosti hoflavych plynd, abyste zabranili
moznému nebezpeci vybuchu nebo poZaru.

VAROVANI: Uskrceni v disledku zamotdni ditéte do monitorovacich kabel(.
VAROVANI: Neupravujte toto zafizeni bez autorizace vyrobce.

VAROVANI: Prach a svétlo mohou ovlivnit bezpeénost a vykon ptistroje.
VAROVANI: Znehodnocené senzory a elektrody nebo uvolnéné elektrody
mohou zhorsit vykon nebo zpUsobit jiné problémy.
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VAROVANI: Vlivy zplisobené domécimi zvitaty, $kiidci nebo détmi.
VAROVANI: PouZivejte pouze schvélené zafizeni

NepouzZivejte jiné nez vyrobcem schvélené baterie, gel, kabely nebo volitelné
vybaveni, které by mohlo zpUsobit nespravnou funkci vyrobku béhem
zachranné akce.

VAROVANI: Sousedici a/nebo na sobé umisténa zatizeni

Vyrobek by nemél byt pouzivadn v sousedstvi jinych zafizeni nebo s nimi
stohovan. Vyrobek by nemél byt pouzivan v sousedstvi jinych zafizeni nebo s
nimi ukladdn na sebe, pokud je to nutné, mél by byt pozorovan, aby se
ovéfila jeho normalni funkce v usporadani, ve kterém bude pouzivan.
UPOZORNENI: Pfed pouzitim zkontrolujte, zda zafizeni nema viditelné
znamky poskozeni, které by mohly ovlivnit bezpecnost persondlu nebo
schopnost zkouseni. Pokud zjistite poskozeni, doporucuje se vyména.
UPOZORNENI: Povrch sondy, ktery je v kontaktu s télem, mGze zpGsobit
nepfijemné pocity z ddvodu problému s biokompatibilitou. Spojovaci materidl
mUZe u uZivatell vyvolat koZni alergie. Pokud se u pacienta vyskytnou
nepfrijemné pocity nebo alergické reakce, je treba okamZité prerusit
pouzivani a v ptipadé potreby vyhledat |ékarskou pomoc.

UPOZORNENI: Drat sondy nemotejte, aby nedoslo k uduseni.

UPOZORNENI: Nedotykejte se soucasné uzivatele, napdjeciho portu ,a sondy.
UPOZORNENI: Tento vyrobek se nedoporucuje pouzivat na lodich a v
letadlech.

UPOZORNENI: Fetdalni doppler a baterie uchovévejte mimo dosah déti, aby si
s nimi nehraly. V pfipadé, Ze dité nahodou spolkne baterii, vyhledejte
okamzité lékarskou pomoc.

UPOZORNENI: Extrémy teploty/vlhkosti/tlaku

Vystaveni vyrobku extrémnim podminkam prostfedi mimo jeho provozni
parametry muzZe ohrozit jeho spravnou funkci.

UPOZORNENI: Likvidace baterii

Baterii recyklujte nebo zlikvidujte v souladu s mistnimi zakony. Abyste
zabranili nebezpeci pozaru a vybuchu, baterie nespalujte.

UPOZORNENI: Mozn4 citlivost na radiové frekvence (RF)

RF citlivost mobilnich telefond, CB vysilacek a FM obousmérnych radii mize
zpUsobit ruseni vyrobku. V blizkosti vyrobku nepouzivejte bezdratové
radiotelefony - vypnéte napajeni radiotelefonu a dalSich podobnych zatizeni v
blizkosti vyrobku.

UPOZORNENI: Prohladeni o systémech

Zaftizeni ptipojena k vyrobku musi byt certifikovana podle ptislusnych
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IEC normy ( IEC 60601-1 pro zdravotnické pfistroje).

UPOZORNENI: Roztoky pro ¢isténi krytu

Pfi dezinfekci pouzdra pouzivejte neoxidujici dezinfekéni prostredek,
napfiklad istici roztok na bazi amonnych soli nebo glutaraldehydu, aby
nedoslo k poskozeni kovovych konektord.

UPOZORNENI: Prosttedi poufZiti

Vyrobek je uréen pro pouZiti v interiéru. Provozovatel musi pfed pouZitim
potvrdit, Ze prostfedi pouziti splfiuje poZzadované specifikace provozniho
prostiedi.

UPOZORNENI: Chladné prosttedi

Pokud je vyrobek skladovan v prostredi s teplotou nizsi nez provozni teplota,
je tfeba pred pouzitim nechat pfistroj zahfat na potfebnou provozni teplotu.
UPOZORNENI: Pfistroj nepouzivejte s vysokofrekvenénim chirurgickym
vybavenim.

2.7 POPISY SYMBOLU

V této prirucce, na vyrobku nebo na jeho pfisluSenstvi se mohou vyskytovat
nasledujici symboly. Nékteré ze symbolU predstavuji normy a predpisy
souvisejici s vyrobkem a jeho pouzivanim.

@ Prectéte si navod k pouziti vyrobku a/nebo jeho pfislusenstvi.

M D Zdravotnicky prostfedek

& Varovné informace

EC |REF’ Autorizovany zastupce v Evropském spoleéenstvi.

c € 0598 Tento vyrobek je v souladu s pozadavky nafizeni (EU)
2017/745.

(\N\I_I Datum vyroby

d Informace o vyrobci

L ]
| R | Typ BF aplikovana cast

IP22 Stupen ochrany proti vniknuti vody a pevnych ¢astic
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k oddélenému sbéru specialnim agenturam v souladu s
mistnimi predpisy

Uvadi, Ze zarizeni by mélo byt po skonceni Zivotnosti predano

Skladovaci teplota

Vlhkost

Atmosféricky tlak

0,10 154

3. POUZiVANi PRODUKTU
V této ¢asti je uveden popis obsluhy.

3.1 STRUKTURA VYROBKU

. Zapnuti/vypnuti a knoflik hlasitosti
. Reproduktor

. Kontrolka Cinnosti

. Snimac

. Kryt pfihradky na baterie

. Zasuvka pro sluchatka

. Zasuvka pro nahravani \ g

NoOoubh wNR
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3.2 OVLADANI TLACITKA A KONTROLKY

3.2.1 Zapnuti/vypnuti napajeni

Zapnuti napajeni: Pokud vyrobek nepouzivate, otocte ,, tlacitkem
zapnuti/vypnuti/hlasitosti “ doprava pro zapnuti zafizeni. Indikator sviti.
Vypnuti napajeni: KdyzZ se vyrobek pouziva, otocte ,, tlacitko
zapnuti/vypnuti/hlasitosti “ na doraz doleva pro vypnuti zafizeni. Kontrolka je
zhasnuta.

3.2.2 Nastaveni hlasitosti
Otocte ,, tlacitko zapnuti/vypnuti/hlasitosti” doprava; hlasitost zvuku se zvysi.
Otocte ,tlacitko zapnuti/vypnuti/hlasitosti” doleva, hlasitost zvuku se snizi.

3.3 ZAVEDENI ZASUVKY

3.3.1 Zasuvka pro sluchatka
Do zdasuvky pro sluchatka pro vystup zvuku Ize pfipojit sluchatka.

3.3.2 Zasuvka pro nahravani
Zasuvku pro nahrdvani (7) pro zvukovy vystup lze propojit s chytrym
telefonem pomoci audiokabelu.

\. J

£ zisuvka pro nahravani 1 Konektor pro sluchatka

\
Audio kabel

3.4 INSTALACE BATERIE

1. Otevrete kryt baterie. Zadni panel je otoceny vzhiru nohama. Nejprve
otevrete kryt prostoru pro baterii.

2. Nainstalujte baterii. Vyjméte konektor baterie. Poté pfipojte baterii ke
konektoru a nasledné ji vloZzte do prostoru pro baterii.
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3. Zavrete kryt baterie. Nejprve podél levé zapadky prostoru pro baterii
nasadte kryt na spravné misto. Poté kryt zavrete.

UPOZORNENI: Vyméite baterii, pokud nebudete pfistroj po uritou dobu
pouzivat. Znamena to, Ze je baterie vybita.

3.5 POPIS STAVU KONTROLKY

Barva a stav indikatoru

Pracovni stav zarizeni

Sviti zelena

Zafizeni je zapnuté

Blikani zeleného svétla s frekvenci
srdec¢niho signdlu plodu

Ptistroj je v pracovnim stavu a
ultrazvukova sonda zachycuje signal
srdce plodu.

Rovnomeérné blikajici oranzova

Zaftizeni je ve stavu nizkého napéti

3.6 POUZITi VYROBKU K DETEKCI

Zjistéte polohu plodu dotykem ruky, nejprve zjistéte nejlepsi smér k srdci
plodu. Umistéte celni desku sondy do nejlepsi polohy pro detekci srdecniho
tepu plodu. Nastavte snimac tak, abyste dosahli optimalniho zvukového
signalu, idedlné naklonénim snimace dokola. Obecné je misto srdce plodu v
raném stadiu o 1/3 nize nez linie pupku, s rostoucim gesta¢nim obdobim se
pak posouva smérem nahoru a misto srdce plodu se u rtznych plodd mirné
odchyluje doleva nebo doprava. Dbejte na to, aby se povrch sondy zcela
dotykal kiZe. Jakmile se zvuk ozve, znamena to, Ze sonda funguje spravné.
Pokud neni k dispozici gel pro zajisténi spojeni, Ize pouzit vodu.

Pozndmka: Normalni rozsah srdecni frekvence plodu je 110 dder(/min-160
uder/min. Béhem vyhledavani srdce plodu se mlZe objevit abnormalni

hodnota FHR.
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; QK Téhotenstvi
' O Pfedporodni
RS ] Porod

S

3.7 POUZITI SAMOTNEHO FETALNIHO DOPPLERU

1. Vlozte sluchatko do zdifky pro sluchatka na pfistroji a nasadte si sluchatko.
2. Zapnéte zafizeni.

3. Naneste spojovaci pfipravek na ultrazvukovou sondu a rovhomérné jim
potfete povrch sondy.

4. Prilozte sondu k bfichu téhotné Zeny a pomalym pohybem sondy hledejte
polohu srdce plodu, dokud neuslysite srde¢ni ozvy plodu. Pokud nejsou ozvy
plodu zfetelné nebo jsou velmi slabé, zvyste hlasitost, dokud neuslysite
zfetelné srdec¢ni ozvy plodu.

5. Zaénéte pocitat udery srdce plodu za minutu, tedy srdecni frekvenci plodu.
6. Po skonceni pouzivani pfistroje jej vypnéte.

3.8 PRIPOJENI ZARIZENi KE SMARTPHONU POMOCI AUDIO KABELU
Stahovadni softwaru:

Stahnéte a nainstalujte aplikaci pro mobilni telefon "AngelSounds"
naskenovanim QR kédu na krabi¢ce nebo vyhledanim aplikace v obchodech s
aplikacemi, jako je APP Store/Google Market.

Tento software podporuje systémy iOS 7.0 a novéjsi verze a Android 4.3 a
noveé;jsi verze. Kromé toho musi hardware chytrého telefonu podporovat
Bluetooth 4.0.

Pripojeni zvukového kabelu: Podle obrazku vlevo.

PouZivani softwaru: Podrobné viz navod k obsluze softwaru.
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4. UDRZBA A CISTENI A DEZINFEKCE
4.1 UDRZBA

4.1.1 Akusticky povrch snimace je kfehky a je tfeba s nim zachazet opatrné.
Po poufiti je tfeba ze snimace setfit gel. Tato opatfeni prodlouzi Zivotnost
jednotky.

4.1.2 Aby byl vyrobek v pfipadé potreby vidy funkcni, je tfeba provadét
nasledujici adrzbu.

® Vizualni kontrola

® Vycistéte vyrobek a jeho pfislusenstvi

e Zkontrolujte ukazatel stavu baterie

e Zkontrolujte vykonnost vyrobku

® Pokud se akumuldtor delSi dobu nepouziva, vyjméte jej

e VVyrobek nevyzaduje kalibraci

Pozndmka: Béhem pouZivani zafizeni neni mozné provadét servis a udrzbu.
Vyrobce na pozaddani zpfistupni schémata zapojeni, seznamy soucdsti, popisy,
pokyny ke kalibraci nebo jiné informace, které pomohou servisnimu
persondlu pfi opravé soucasti.

4.2 CISTICI PROSTREDKY A PRISLUSENSTVI

K cisténi vnéjsich povrchl vyrobku Ize pouzit nasledujici Cistici prostfedky.
e Izopropylalkohol (70% roztok ve vodé)

e Jemné mydlo a voda

e Chlornan sodny (chlorové bélidlo) (3% roztok ve vodé).

e Kvartérni amoniové slouceniny (napf. Lysol) (10% roztok ve vodé).
VAROVANI: NepouZivejte abrazivni €istici prostfedky ani silna rozpoustédla,
jako je aceton nebo Ccistici prostfedky na bazi acetonu.

VAROVANI: NepouZivejte michani dezinfek&nich roztok( (naptiklad bélidla a
¢pavku), protoze mohou vznikat nebezpecné plyny.

VAROVANI: NepouZivejte kyselé, alkalické nebo Ziravé €istici prostredky.
VAROVANI: Elektrické kontakty nebo konektory necistéte bélidlem.
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4.3 POKYNY PRO CISTENI

1. Pred Cisténim vyrobek vypnéte.

2. Pred Cisténim odstrante vSechny ulpélé nedistoty (kapesniky, tekutiny atd.)
a pred pouzitim Cisticiho roztoku je dlikladné otrete hadfikem navlhéenym
vodou.

3. P¥i Cisténi vyrobek neponofujte. Vnéjsi povrch pfistroje udrzujte Cisty a
zbaveny prachu a necistot, vnéjsi povrch pfistroje Cistéte suchym mékkym
hadrikem, v ptipadé potreby jej oCistéte mékkym hadfikem namocenym v
mydlovém roztoku a ihned jej otfete do sucha Cistym hadrikem. Télo snimace
otfete mékkym hadiikem, abyste odstranili zbytky spojovaciho gelu. Cistéte
pouze mydlem.

UPOZORNENI: Aby nedoslo k poskozeni vyrobku, necistéte zadnou ¢ast
vyrobku ani ptislusenstvi fenolickymi slou¢eninami. NepouZzivejte abrazivni
nebo hoftlavé Cistici prostiedky. Vyrobek ani ptislusenstvi nesterilizujte parou,
v autokldvu ani plynem.

UPOZORNENI: Cistici kapaliny: Neponofujte vyrobek do kapalin a nelijte €istici
kapaliny na vyrobek, do néj nebo na né;j.

4.4 DEZINFEKCE

Ocistéte povrch jednotky a snimace podle vySe uvedeného postupu, poté
otrete povrch snimace 75% etanolem nebo alkoholem, povrch snimace
oCistéte suchym mékkym hadfikem.

UPOZORNENI: NepouZivejte sterilizaci parou pfi nizké teploté ani jiny zpdsob
sterilizace.

VAROVANI: NepouZivejte sterilizaci pfi vysoké teploté.

Po vycisténi nebo dezinfekci zkontrolujte, zda doppler dobfe funguje. Pokud
zjistite jakykoli problém, obratte se pred opétovnym pouZitim na vyrobce,
aby provedl servis.

Vizudlni kontrola:

Zkontrolujte, zda neni zafizeni poskozeno.

Kontrola funkce :

1. Zkontrolujte, zda |ze Doppler spravné zapnout nebo vypnout.

2. Tfenim povrchu sondy rukou zkontrolujte, zda Doppler spravné vydava
zvuk.

5. SPECIFIKACE A RESENi PROBLEMU
V tomto oddile jsou uvedeny specifikace a bezpecnostni normy vyrobku.
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5.1 SPECIFIKACE
Poznamka: Nasledujici specifikace se mohou zménit a jsou uvedeny pouze
jako referencni.

Technické specifikace

Akustickd pracovni frekvence 3,0 MHz
Ultrazvukovy vysilaci vykon <20mw
Celkova citlivost ve vzdalenosti 200 mm od | 290 dB
celni strany snimace
Prostorovy-spi¢kovy-Casovy-$pickovy <0,1MPa
(Spatial-peak temporal-peak) akusticky tlak

Akustické spojovaci médium pro béziné pH: 5,5 -8,

pouziti

akusticka impedance:
1,5x10°% - 1,7x108Pa-s/m

Vystupni vykon zvuku <0,2 W,
vystupni zasuvka zvuku ®3,5 mm
Napéti baterie 6LR61 9V

Bezpeclnostni typ

Vnitiné napdjené zafizeni,
typ BF aplikované ¢asti

Stupen vodotésnosti

P22

Hmotnost hlavniho vyrobku

0,15 kg (vCetné baterie)

Rozméry

100 mm x 85 mm x 50 mm

Akusticky vystupni parametr splfiuje P_<1MPa;

ustanoveni o nezvefejfiovani v IEC61157, lob<20mW/cm?;

Pozadavky na deklaraci akustického lspta<100MW/cm?

vystupu lékarskych diagnostickych

ultrazvukovych zatizeni:

Zivotnost vyrobku 5 let

Datum vyroby viz Stitek
Provozni podminky

Teplota 5-40°C

Vlhkost < 80 % relativni vlhkosti; nekondenzujici

Atmosféricky tlak 70 —-106 kPa
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Podminky prepravy a skladovani:

Teplota -20-55°C

Vlhkost 10 — 93 % relativni vlhkosti; nekondenzujici

Atmosféricky tlak 50 — 106 kPa; vnitfni vétrané misto, ve kterém se
nenachazi korozivni plyn

Doba ohtevu zafizeni

- doba potfebna k zahtati zafizeni z minimalni skladovaci teploty mezi
jednotlivymi pouzitimi do doby, kdy je pfipraveno k zamyslenému pouziti:
30min.

- doba potfebna k ochlazeni zafizeni z maximalni skladovaci teploty mezi
jednotlivymi pouzitimi do doby, kdy je pripraveno k zamyslenému pouziti:
30min.

5.2 RESENIi POTIZi

Problém MozZna pficina Regeni problém{
Selhani pfi zapnuti | Nizka Uroven nabiti baterie | Vymérite novou baterii
Zadny zvuk Nizka hlasitost Zvyste hlasitost

® Nizka hlasitost ® Zvyste hlasitost
Srdce plodu nelze , ! , ) ,
) e Neni nanesen spojovaci | ® Naneste spojovaci
nalézt . y
material prostiedek nebo vodu
. Q@ s v, e Upravte umisténi
® Nespravné umisténi
sondy
s sondy .
Nizka citlivost , . , | ® Naneste spravné
e Neni nanesena spojovaci . ,
lstka mnoZstvi spojovaciho

prostfedku

Informace o EMC

1. VAROVANI: Je tfeba se vyvarovat pouZivani tohoto zafizeni v blizkosti
jinych zafizeni nebo v jejich vzajemné blizkosti, protoZe by to mohlo vést k
nespravnému provozu. Pokud je takové pouziti nezbytné, je tfeba toto
zafizeni a ostatni zafizeni pozorovat, aby se ovéfilo, ze funguji normalné.

2. VAROVANI: Pouziti jiného piislusenstvi, snimacs a kabel(l nez téch, které
jsou specifikovany nebo dodany vyrobcem tohoto zafizeni, mize mit za
nasledek zvysené elektromagnetické emise nebo snizenou
elektromagnetickou odolnost tohoto zafizeni a nespravnou funkci.

3. VAROVANI: Pfenosna RF komunikaéni zafizeni (véetné periferii, jako jsou
anténni kabely a externi antény) by neméla byt pouzivana blize nez 30 cm (12
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palcl) od jakékoli ¢asti ME zafizeni, vCetné kabel( specifikovanych vyrobcem.

V opacném pripadé by mohlo dojit ke zhorseni vykonu tohoto zafizeni.

Tabulka 1
prohlaseni - elektromagnetické emise
Emisni test Dodrzovani predpisl
RF emise CISPR 11 Skupina 1
RF emise CISPR 11 Trida B

Harmonické emise IEC 61000-3-2

Nevztahuje se

61000-3-3

Kolisani napéti/emise kolisani IEC

Nevztahuje se

Tabulka 2

prohlaseni - elektromagneticka odolnost

Test odolnosti

Uroven zkousky podle
normy |EC 60601

Stupen shody

Elektrostaticky vyboj
(ESD) IEC 61000-4-2

+8 kV kontakt
+2 kV, £4 kV, +8 kV, +15
kV vzduch

+8 kV kontakt
+2 kV, +4 kV, 8 kV,
+15 kV vzduch

Rychlé elektrické
prechodové jevy/vyboje
IEC 61000-4-4

+ 2 kV pro napajeci
vedeni

+1kV pro
vstupni/vystupni vedeni

Nevztahuje se

Piepéti IEC 61000-4-5

+0,5kV, +1kV od
vedeni k vedeni
+0,5kV,+1kV,+2kV
vedeni k uzemnéni

Nevztahuje se

Poklesy napéti, kratka
preruseni a kolisani
napéti na vstupnich
napajecich vedenich IEC
61000-4-11

0 % UT; 0,5 cyklu pfi0°,
45°,90°, 135°, 180°,
225°,270°a 315°.

0% UT; 1 cyklusa 70 %
UT; 25/30 cykll
Jednofazové: pfi 0°

0 % UT; 250/300 cykld

Nevztahuje se

Frekvence napajeni
(50/60 Hz) magnetické
pole IEC 61000-4-8

30 A/m

30 A/m

© Sunnysoft s.r.o., distributor
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‘ POZNAMKA: UT je stfidavé sitové napéti pred pouzitim zkusebni Grovné.

Tabulka 3

prohlaseni - elektromagneticka odolnost

Test odolnosti

Uroven zkousky podle
normy |IEC 60601

Stupen shody

Vedené RF IEC 61000-4-
6

3V 0,15 MHz az 80 MHz
6 V v pasmech ISM mezi
0,15 MHz a 80 MHz

Nevztahuje se

Vyzafované radiové viny

10V/m

10V/m

IEC 61000-4-3 80 MHz az 2,7 GHz
Tabulka 4
prohlaseni - NEBEZPECI pasobeni blizkych poli z bezdratovych
komunikaénich zatizeni RF
Zkouska Zku$ebni Grover IEC60601 Uroveri
odolnosti Testovaci Maximalni Test shody
Modulace , .
frekvence vykon odolnosti
Vyzafované **Pulsni
radiové 385 MHz | modulace: 1,8 W 27 V/m 27 V/m
viny IEC 18 Hz
61000- 4-3 *FM+5Hz
450 MHz Odf:‘lf::a‘ 2w 28V/m | 28V/m
sinus
710 MHz **Pulsni
745 MHz | modulace: 0,2W 9V/m 9V/m
780 MHz 217 Hz
810 MHz **Pulsni
870 MHz | modulace: 2W 28 V/m 28 V/m
930 MHz 18 Hz
1720 MHz | **Pulsni
1845 MHz | modulace: 2W 28 V/m 28 V/m
1970 MHz 217 Hz
**Pulsni
2450 MHz | modulace: 2W 28 V/m 28 V/m
217 Hz

© Sunnysoft s.r.o., distributor
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5240 MHz | **Pulsni
5500 MHz | modulace: 0,2W 9V/m 9V/m
5785 MHz 217 Hz

Poznamka* - Jako alternativu k modulaci FM lze pouzit pulzni modulaci 50
% pri 18 Hz, protoze sice nepredstavuje skutecnou modulaci, ale byla by
nejhorsim moznym pfipadem.

Poznamka** - Nosna musi byt modulovana signalem cCtvercové viny se
stfidavym cyklem 50 %.

6. KONTAKTNi INFORMACE
6.1 Intenzita a bezpecnost ultrazvuku

6.1.1 Ultrazvuk v mediciné

Pouziti diagnostického ultrazvuku se ukdazalo jako cenny nastroj v |ékarské
praxi. Ultrazvukovy vystup pFistroje je fizen interné a uZivatel jej nemuze v
prabéhu kontroly ménit. PfestoZe dosud nebyly hldseny zadné potvrzené
biologické Gcinky na pacienty zplsobené expozici ze sou¢asného
diagnostického ultrazvukového zafizeni, existuje moznost, zZe takové
biologické ucinky mohou byt v budoucnu zjistény. Proto by se ultrazvuk mél
pouzivat obezretné. Pfi ziskdvani potfebnych klinickych informaci je tfeba se
vyvarovat vysokych drovni akustického vykonu a dlouhé doby expozice.

6.1.2 Vysvétleni MI/TI

6.1.2.1 MI (mechanicky index)

Pti prdniku ultrazvukovych vin do tkani a jejich kontaktu s nimi mGze dojit ke
kavitacnim efektlm, které zpUsobuji lokalni okamZité vysoké teploty. Vyskyt
tohoto efektu zavisi na rGznych faktorech a ma prahovy jev. V souéasné dobé
neexistuji Zadné zpravy o skodlivych mechanickych Gcincich pfi pouzivani
ultrazvukovych diagnostickych pfistroja lidmi a prahova hodnota kavitacnich
ucinkd je nejasna. S rostoucim maximalnim akustickym tlakem
ultrazvukovych vin se mira vyskytu mechanickych ucink( zvysuje, ale s
rostouci frekvenci klesa. Americky institut pro ultrazvuk v mediciné a Narodni
asociace vyrobcu elektrotechniky stanovily mechanicky index (Ml), ktery
charakterizuje pravdépodobnost vyskytu mechanickych ucinka ultrazvuku.

© Sunnysoft s.r.o., distributor
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6.1.2.2 Tl (tepelny index)

Zahtivani tkani je zplsobeno absorpci ultrazvuku pfi aplikaci ultrazvukové
energie. Zvyseni teploty je uréeno intenzitou akustického zareni,
exponovanou plochou a termofyzikalnimi vlastnostmi tkané.

Podle raznych termofyzikalnich viastnosti tkané se Tl déli na tfi druhy: TIS, TIB
aTIC.

TIS (tepelny index mékkych tkani): Poskytuje odhad potencidlniho zvyseni
teploty v mékkych nebo podobnych tkanich.

TIB (tepelny index kosti): Poskytuje odhad potencidlniho zvySeni teploty, kdyz
ultrazvukovy paprsek prochdzi mékkou tkani a ohniskova oblast je v
bezprosttedni blizkosti kosti.

TIC (Cranial Bone Thermal Index): Poskytuje odhad potencialniho zvyseni
teploty v lebecnich kostech nebo povrchovych kostech.

6.1.3 Omezeni ultrazvukového vykonu

Parametr akustického vystupu splfiuje ustanoveni o svobodé zverejnéni v IEC
61157 Pozadavek na deklaraci akustického vystupu lékarskych diagnostickych
ultrazvukovych zatizeni: Pr<1MPa; vystupni vykon déleny plochou vystupniho
svazku 12 dB neni mensi nez 20mW/cm?2; Ispta<100mW/cm?2.

Pozndmka: Pro vSechna nastaveni zafizeni plati, Ze tepelny index a
mechanicky index jsou mensi nez 1,0.

6.2 Prohlaseni

Laicky uZivatel nebo laickd odpovédnd organizace by se méla obratit na
vyrobce nebo zastupce vyrobce v nasledujicich otdzkach:

V ptipadé potieby pomoc pfi nastaveni, pouzivani nebo udrzbé zafizeni nebo
systému.

Jakakoli zavaZzna udalost, ke které doslo v souvislosti s prostfedkem, by méla
byt ozndmena vyrobci a pfisluSnym organtim vaseho ¢lenského statu.

6.3 Vyrobce

Vyrobce: Shenzhen Jumper Medical Equipment Co., Ltd.

Adresa: Shenzen Jumper, Shenzhen, Praha 1: D Building, No 71, Xintian Road,
Fuyong Street, Baoan, Shenzhen, Guangdong, Cina, 518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Webové stranky: www.jumpermmed.com

www.jumper-medical.com

© Sunnysoft s.r.o., distributor
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6.4 Autorizovany

EC |REP

evropsky zastupce
MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

o

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China,518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www_jumper-medical.com

Dodavatel/Distributor

Sunnysoft s.r.o.

Kovanecka 2390/1a

190 00 Praha 9
Ceska republika
www.sunnysoft.cz
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C € o598
AngelSounds

User Manual
Fetal Doppler

Model:JPD-200S
Manual Version:3.0 Issuing Date: 2024.4

Thank you for purchasing the Fetal Doppler made by Jumper Medical Before using
the product, read this manual carefully and operate the product as specified in this
manual.

SECTION 1: INTRODUCTION

1.1 PACKING LIST

Main unit X 1; Earphone X 1; User manual X 1.

1.2 PRODUCT DESCRIPTION

The product is mainly used to detect the sound of the fetal heartbeat (SFH). Fetal
heart rate (FHR) is important basis for checking whether a fetus is healthy.
Recording the changes in FHR helps detecting signs of fetal hypoxia, fetal distress,
fetal umbilical cord around neck, and so on. Fetal monitoring at home mainly
includes listening to fetal heartbeat and checking FHR changes, which help greatly
increase fertility safety.

1.3 OPERATING PRINCIPLE

Fetal Doppler consists of probe (transmitter and receiver) and signal process unit.
Ultrasonic wave is t d from one pi ric ceramic at the front of the
probe to the uterus of the pregnant women. Echo is received by the other
piezoelectric ceramic at the front of the probe when ultrasonic wave reaches the
fatal heart. Then it is converted into voltage. This Doppler signal is detected and
demodulated from the received signal. And the Doppler frequency is consistent with
the rhythm of the fetal systole and diastole. Once cardiac valves vibrate and a
Doppler frequency excursion is formed. It is transmitted an output signal of cardiac
valves vibrating, and it is sent to the loudspeaker for getting a rhythmical sound
with the fetal heartbeat.

SECTION 2: SAFETY GUIDANCE

2.1 INTENDED USE

The Fetal Doppler JPD-200S is a hand-held, battery powered audio Doppler device
used for detecting fetal heartbeats. The patient is an intended operator.

2.2 INDICATIONS FOR USE

The product is normally applied to fetus above 16 weeks growth, difference in
pregnant mater.

e Listen to SFH: Operator can listen to the sound of fetal heartbeat from the
speaker.

© Audio record: The sound of fetal heartbeat can be recorded.

CAUTION: It should not be used in life supporting or life sustaining

applications.
2.3 CONTRAINDICATIONS FOR USE
The device has no side-effects if administered correctly and residual risk is
acceptable.
2.4 NOTE FOR HOME USE
This device cannot replace a professional fetal monitor. If the fetal heart rate is
abnormal or cannot be located by using this monitor, pregnant woman should
immediately go to the hospital to seek the doctor's help. If fetal movement is not felt
by the pregnant woman, immediately go to the hospital to seek the doctor's help.
2.5 SAFETY TERMS AND CONDITIONS
The signal words shown below left, identify the potential hazard categories. The
definition of each category is as follows:

& DANGER: This alert identifies hazards that will cause serious personal
injury or death.
‘WARNING: This alert identifies hazards that may cause serious personal
injury or death.

& CAUTION: This alert identifies hazards that may cause minor personal
injury, product damage, or property damage.

2.6 SAFETY ALERT DESCRIPTIONS

The following is a list of product safety alerts that appear in this section and
throughout this manual. You must read, understand, and pay heed to these safety
alerts before attempting to operate the product.

& DANGER: Fire and Explosion Hazard
Do not operate the product in the presence of flammable gases to avoid
possible explosion or fire hazard.
WARNING: Strangulation resulting from baby or child entanglement in
monitoring cables.
WARNING: Do not modify this equipment without authorization of the
manufacturer.
WARNING: Dust, light may affect the safety and performance of the
instrument.
WARNING: Degraded sensors and electrodes, or loosened electrodes,
& that can degrade performance or cause other problems.
WARNING: The effects caused by pets, pests or children
‘WARNING: Use only Approved Equipment
Do not use batteries, gel, cables, or optional equipment other than those
approved by manufacturer which may cause the product to function
improperly during a rescue.
& WARNING: Adjacent and/or Stacked Equipment
The Product should not be used adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the Product should be
observed to verify normal operation in the configuration in which it will
be used.
CAUTION: Check that the equipment does not have visible evidence of
damage that may affect personnel’s safety or examining capability before
use. If damage is detected, replacement is recommended.
CAUTION: The surface of the probe in contact with the patient may
cause discomfort due to biocompatibility issues. The coupling agent may

> B

cause skin allergies in users. If the patient experiences any discomfort or
allergic reactions, usage should be immediately discontinued and medical
attention sought if necessary.

CAUTION: Do not wrap the probe wire to avoid suffocation.
CAUTION: Don’t touch patient, power port ,and probe at the same time .

B>

CAUTION: This product is not recommended for use on ships and
aircraft.
CAUTION: Please keep the Fetal Doppler and batteries out of the
reach of children to prevent them from playing with them. In the event
that a child accidentally swallows a battery, seek immediate medical
attention.
& CAUTION: Temperature/Humidity/Pressure extremes
Exposing the Product to extreme environmental conditions outside of its
operating parameters may compromise the ability of the Product to
function properly.
A CAUTION: Battery Disposal
Recycle or dispose of the battery in accordance with the local laws. To
avoid fire and explosion hazard, do not burn or incinerate the battery.
& CAUTION: Possible Radio Frequency (RF) Susceptibility
RF susceptibility from cellular phones, CB radios and FM 2-way radio
may cause interference with the product. Do not operate wireless
radiotelephones in the vicinity of the Product — turn power OFF to the
radiotelephone and other like equi
& CAUTION: Systems Statement
Equipment connected to the product must be certified to the respective
IEC Standards (IEC 60601-1 for medical equipment).
CAUTION: Case Cleaning Solutions
When disinfecting the case, use a non-oxidizing disinfectant, such as
ammonium salts or glutaraldehyde based cleaning solution, to avoid

near the Product.

damage to the metal connectors.

CAUTION: Environment of use

The product is designed for indoor use. Operator must confirm that the
environment of use meets the required operating environmental
specifications before using.

CAUTION: Cold Environments

If the product is stored in an environment with a temperature below the
operating temperature, the unit should be allowed to warm up to the
needed operating temperature before using.

A CAUTION:Do not use the device with HF surgical equipment.

2.7 SYMBOL DESCRIPTIONS

The following symbols may appear in this manual, on the product, or on its
accessories. Some of the symbols represent standards and compliances associated
with the product and its use.

Consult instructions for use of the product and/or its
accessories.

Medical Device

Warning Information.

EC |REP Authorized Representative in the European Community.

PEO

This product complies with the Regulation (EU)
2017/745 requirements.

C€ o598

Date of manufacture.

Manufacturer information.

EL

type BF applied part

Degree of protection against ingress of water and

1P22 particulate matter.
It indicates that the equipment should be sent to the
E special agencies according to local regulation for

separate collection after its useful life.
- P

Storage Temperature

e

Humidity

Atmospheric Pressure

SECTION 3: USING THE PRODUCT
This section provides the description for operation.
3.1 PRODUCT STRUCTURE

(]
Power on/off & Volume Knob
Loudspeaker
Working indicator light
Transducer
Battery compartment cover
Earphone socket
Recording socket

Nouswn-g

3.2 OPERATE KNOB AND INDICATOR LIGHT
3.2.1 Power on/off

Power on: When the product is not in use, turn the “power on/off/volume knob ” to
right for switching on the device. Indicator light is on.

© Sunnysoft s.r.o., distributor

Power off: When in use, turn the “power on/off/volume knob” to the end of left for
switching off the device. Indicator light is off.

3.2.2 Volume adjustment

Turn the “power on/off/volume knob” to right; the sound volume will increase.
Contrary, Turn the “power on/off/volume knob” to left, the sound volume will
decrease.

3.3 SOCKET INTRODUCTIONS

3.3.1 Earphone socket

The earphone socket for audio output can be connected with a earphone.
3.3.2 Recording socket

The recording socket(7) for audio output can be connected with a smartphone via a
audio cable .

Lo J

t Earphone socket

* Recording socket

Audio cable

34
INSTALLING THE BATTERY

1. Open the battery cover. The rear panel is upturned. First, open the cover of
battery compartment.

2. Install the battery. Take out the battery connector. Then plug the battery to
connector, after that put them into the battery compartment.

3. Close the battery cover. First, along the left of battery compartment latch, put the
cover at the right place. Then close the cover.

S

&CAUTION: Replace the battery if the device is not likely to be used for some
time.It indicates that the battery is low.

3.5 DESCRIPTIONS OF THE INDICATOR STATES

Indicator color and state Device working state

Steady green The device is powered on

The device is in the working state, and the
ultrasonic probe captures a fetal heart
signal.

Flashing green light with the
fetal heart signal frequency

Flashing orange evenly The device is in a low voltage state.

3.6 USING PRODUCT TO DETECT

Locate the position of the fetus by hand touching, firstly to find out the best
direction to the fetal heart. Place the faceplate of probe at the best position for
detecting fetal heartbeat. Adjust the transducer to obtain an optimum audio signal
ideally by angling the transducer around. Generally, the site of heart of fetus is 1/3
below of navel line at its earlier stage, it then moves upward with increasing of
gestational period, and the site of heart of fetus will be a little deviation to left or
right with different fetuses. Please make sure that the surface of the probe should be
fully contacted with the skin. After the sound become clear, it is the proper
functioning. If no coupling gel, water can be used.

Note: The normal range of fetal heart rate is 110 bpm-160 bpm. Abnormal value of
FHR may appear during the searching of fetal heart.

Gestation
Antepartum
Parturition

3.7 USE OF THE FETAL DOPPLER ALONE

I.Insert the earphone into the earphone socket of the device, and wear the earphone.
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2.Turn on the device.

3.Coat the coupling agent on the ultrasonic probe, and evenly coat the coupling
agent on the surface of the probe.

4.Close the probe to the belly of a pregnant woman and move the probe slowly to
search for the location of the fetal heart until hearing the fetal heart sounds. When
the fetus sounds are not clear or very low, increase the volume until hearing clear
fetal heart sounds.

5.Start to count the fetal heart beats per minute, that is, the fetal heart rate.

6.After finishing using the device, turn off the device.

3.8 CONNECTING THE DEVICE TO THE SMARTPHONE VIA AUDIO
CABLE

Software Downloading:

Download and install the mobile phone APP software "AngelSounds" by scanning
the QR code on the packing box or searching for the APP in application stores such
as APP Store/Google Market.

This software supports iOS 7.0 and later versions, and Android 4.3 and later
versions. In addition, hardware of the smartphone needs to support Bluetooth 4.0.
Audio cable connection: According to the figure on the left.

Software Usage: Detailed see software operation manual.

SECTION 4: MAINTENANCE & CLEANING AND DISINFECTION
4.1 MAINTENANCE

4.1.1 The transducer acoustic surface is frangible and must be handle with care .Gel
must be wiped off from the transducer after use. These precautions will prolong the
life of the unit.

4.12 To ensure the product is always functional when required, the following
maintenance shall be performed.

® Visual Inspection

® Clean the product and its accessories

® Check the battery fuel gauge

® Test product performance

® Remove the battery if it is not used for a long time.

® The product requires no calibration.

Note: No service and maintenance while the equipment is in use.

Manufacturer will make available on request circuit diagrams, component part lists,
descriptions, calibration instructions ,or other information that will assist to service
personnel in parts repair.

4.2 CLEANING PRODUCT AND ACCESSORIES

The following cleaning products may be used to clean the exterior surfaces of the
product.

® Isopropyl alcohol (70% solution in water)

® Mild soap and water

® Sodium hypochlorite (chlorine bleach) (3% solution in water).

® Quaternary ammonium compounds (such as Lysol) (10% solution in water).
‘WARNING: Do not use abrasive cleaners or strong solvents such as acetone or
acetone-based cleaners.

WARNING: Do not use mixing disinfecting solutions (such as bleach and
ammonia) as hazardous gases may result.

‘WARNING: Do not use acid, alkaline, or corrosive detergent.

'WARNING: Do not clean electrical contacts or connectors with bleach.

4.3 CLEANING INSTRUCTIONS

1. Before cleaning the product, turn off the product.

2.Before cleaning, remove all adherent soil (tissue, fluids, etc.) and wipe thoroughly
with a cloth dampened with water before applying the cleaning solution.

3.When cleaning, do not immerse. Keep the exterior surface of the device clean and
free of dust and dirt, clean exterior surface of the unit with a dry, soft cloth, if
necessary, clean it with a soft cloth soaked in a solution of soap and wipe dry with a
diately. Wipe the tr body with soft cloth to remove any

clean cloth imn
remaining coupling gel .Clean with soap only.

A CAUTION: To prevent damage to the product, do not clean any part of the
Product or Accessories with phenolic compounds. Do not use abrasive or
flammable cleaning agents. Do not steam, autoclave, or gas-sterilize the
Product or accessories.

CAUTION: Cleaning liquids: do not submerge the product in liquids or
pour cleaning liquids over, into or onto the product.

4.4 DISINFECTION

Cleaning the unit surface and the transducer as the above mentioned, then wipe the
surface of transducer with 75% ethanol or alcohol, clean the transducer surface with
a dry, soft cloth.

WARNING: Don’t use low temperature steam sterilization or other way to
sterilize.

WARNING: Don’t use high temperature sterilizing process.

After cleaning or disinfection, check if the Doppler function well. If any problem is
detected, please contact the manufacturer for service before reusing them.

Visual Check: Check if the Device is damaged:

Function Check:

1. Check if the Doppler can be switched on or off properly;

2. Rub the surface of the probe with your hand to check if the Doppler is producing
sound properly

SECTION 5: SPECIFICATIONS & TROUBLESHOOTING

This section presents the specifications and safety standards of the Product.

5.1 SPECIFICATIONS
W Note: The following specifications are subject to change and are only

noted as a point of reference.
Technical Specifications

2* WARNING: Use of accessories, transducers and cables other than those
specified or provided by the manufacturer of this equipment could result in
increased electromagnetic emissions or decreased electromagnetic immunity of this
equipment and result in improper operation.”

3* WARNING: Portable RF cor ication i (incl
such as antenna cables and external antennas) should be used no closer than 30 cm

peripherals

(12 inches) to any part of the ME equipment, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this equipment could

SECTION 6: CONTACT INFORMATION
6.1 Ultrasound Intensity and Safety

6.1.1 Ultrasound in Medicine

The use of diagnostic ultrasound has proved to be a valuable tool in medical
practice. The ultrasound output of the device is controlled internally and cannot be
changed by the user during the inspection process. Although no confirmed
bioeffects on patients caused by exposure from present diagnostic ultrasound
equipment have ever been reported, the potential exists that such bioeffects may be
identified in the future. Therefore, the ultrasound should be used prudently. High
levels of acoustic output and long exposure time should be avoided while acquiring
necessary clinical information.

6.1.2 Expl of MI/TI

result.”
Table 1
declaration - electromagnetic emission

Emissions test Compliance
RF emissions CISPR 11 Group 1
RF emissions CISPR 11 Class B
Harmonic emissions IEC
61000-3-2 Not applicable
Voltage fluctuations/
flicker emissions Not applicable
1EC 61000-3-3

6.1.2.1 MI (Mechanical Index)

‘When ultrasound waves penetrate and contact tissues, cavitation effects may occur,
causing local instantaneous high temperatures. The occurrence of this effect
depends on various factors and has a threshold phenomenon. Currently, there are no
reports of harmful mechanical effects from human use of ultrasound diagnostic
equi and the threshold for cavitation effects is unclear. As the peak sound

Table 2

- elect ic immunity

Immunity test TEC 60601 test level Compliance level

pressure of ultrasound waves increases, the occurrence rate of mechanical effects
increases, but decreases with increasing frequency. The American Institute of
Ultrasound in Medicine and the National Electrical Manufacturers Association have

Electrostatic +8 kV contact +8 kV contact

Acoustic working frequency: 3.0MHz

(ESD) 2KV, 24 kV, £8 kV, 15 kV air
IEC 61000-4-2

+2kV, 4 kV, +8
kV, 15 kV air

Ultrasonic emitting power: <20mW

Electrical fast + 2 kV for power supply lines

Overall sensitivity at the distances 200mm from the face of the transducer: >90dB

Spatial-peak temporal-peak acoustic pressure: <0.1MPa

Effective area of the ultrasonic transducer active element: 7.4cm2

The acoustic coupling medium for normal use:ph :5.5~8, Acoustic impedance:
1.5%106~1.7*106Pa-s/m

Audio Output Power:<0.2 W; Audio out socket: ®3.5mm
Battery Voltage: 6LR61 9V
Safety type: Internally powered equipment, type BF applied part

Waterproofing grade: IP22

‘Weight of the main product: 0.15kg (including battery)

Dimension: 100mmx85mmx50mm

+ 1 kV for input/output lines Not applicable

t
1EC 61000-4-4

Surge +0.5kV, + 1 kV line(s) to lines
IEC 61000-4-5 +0.5kV, £ 1 kV, £ 2kV line(s) to Not applicable
carth

Voltage dips, short
interruptions and
voltage variations
on power supply

0% UT; 0.5 cycle At 0°, 45°,90°,
135°, 180°, 225°, 270°and 315°
0% UT; 1 cycle and

70 % UT; 25/30 cycles

Not applicable

input lines Single phase: at 0°

1IEC 61000-4-11 0 % UT; 250/300 cycles

Power frequency 30 A/m 30 A/m
(50/60 Hz)

magnetic field
IEC 61000-4-8

NOTE: UT is the a.c. mains voltage prior to application of the test level.

The acoustic output parameter meets the provision freedom from publication in
IEC61157 Requirement for the declaration of the acoustic output of medical
diagnostic ultrasonic equipment: P_<1MPa; Ioy<20mW/cm?; I;<100mW/cm?
Product service life: 5 years
Production date: See the label
Operation conditions:
Temperature: 5°C to 40°C;
Humidity: <80%RH; non-condensing
Atmospheric pressure:70kpa to 106kpa
Transportation & Storage conditions:
Temperature: -20°C to 55°C;
Humidity: 10%RH — 93%RH; non-condensing
Atmospheric pressure: 50kpa to 106kpa; indoor ventilated place that has no
corrosive gas

Equipment heating time

-the time required for the equipment to warm from the minimum storage temperature
between uses until it is ready for intended use: 30min.

-the time required for the equipment to cool from the maximum storage temperature
between uses until it is ready for intended use: 30min.

5.2 Troubleshooting

Symptom Possible cause Troubleshooting

Power-on failure Low battery level Replace new battery

No sound Low volume Increase the volume
eLow volume elncrease the volume
Fetal heart . . .
oThe coupling agent is eCoat the coupling agent or
cannot be found
not coated water
L) . .
) Inc_orrcct probe ®Adjust the probe location
. location
Low sensitivity - P eCoat a proper amount of
oThe coupling agent is coupling agent
not coated plng ag

EMC Information

1* WARNING: Use of this equipment adjacent to or stacked with other equipment
should be avoided because it could result in improper operation. If such use is
necessary, this equipment and the other equipment should be observed to verify that
they are operating normally.”

Table 3

declaration - electromagnetic immunity

Immunity test IEC 60601 test level Compliance level

Conducted RF 3V

IEC 61000-4-6 0.15 MHz to 80 MHz

6V in ISM bands between 0.15
MHz and 80 MHz

Not applicable

blished the Mech 1 Index (MI) to characterize the probability of ultrasound
mechanical effects.

6.1.2.2 TI (Thermal Index)

Heating of tissues is caused by absorption of ultrasound when the ultrasound energy
is applied. The temperature rise is determined by the acoustic intensity, exposed
area and thermophysical properties of the tissue.

According to different thermophysical properties of the tissue, TI is divided into
three kinds: TIS, TIB and TIC.

TIS (Soft Tissue Thermal Index): It provides an estimate of potential temperature
rise in soft or similar tissues.

TIB (Bone Thermal Index): It provides an estimate of potential temperature rise
when the ultrasound beam passes through soft tissue and a focal region is in the
immediate vicinity of bone.

TIC (Cranial Bone Thermal Index): It provides an estimate of potential temperature
rise in the cranial bones or superficial bones.

6.1.3 Ultrasonic output limitation

The acoustic output parameter meets the provision freedom from publication in IEC
61157 Requirement for the declaration of the acoustic output of medical diagnostic
ultrasonic equipment: Pr<1MPa; the output power divided by the 12dB output beam
area is not less tan 20mW/cm?; Ispta<100mW/cm?.

Note: For all equipment settings, the thermal index and mechanical index are less
than 1.0.

6.2 Statement:

The lay operator or lay responsible organization should contact the manufacturer or
manufacturer's representative on the following issues:
Assistance in setting up, using, or maintaining the equipment or system when

Any serious incident that has occurred in relation to the device should be reported to

the manufacturer and the competent authorities of your Member State.

Manufacturer: Shenzhen Jumper Medical Equipment Co., Ltd
Address: D Building, No. 71, Xintian Road, Fuyong Street,

© Sunnysoft s.r.o., distributor

Baoan,St hen,Guangdong,China ,518103

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com

6.4 Authorized European Representative

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China,518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com

Radiated RF 10V/m 10V/m
IEC 61000-4-3 80 MHz to 2.7 GHz
Table 4 needed.
declaration - IMMUNITY to proximity fields from RF wireless communications
equipment
Immuni IEC60601 test level Compli 6.3 Manufacturer
ty test ance N
Test Modulation Maximu Immun level
frequency m power ity
level
Radiate 385 MHz **Pulse 1.8W 27 V/m 27 V/m
dRF Modulation: Tel: +86-755-26696279
IEC 18Hz
61000 77450 MHz FFM+ SHz 2W 28V/m | 28V/m
4-3 deviation:
1kHz sine
710 MHz **Pulse 02W 9V/m 9 V/m
745 MHz Modulation:
780 MHz 217Hz
810 MHz **Pulse 2W 28 V/m 28 V/im
870 MHz Modulation:
930 MHz 18Hz
1720 MHz **Pulse 2w 28 V/m 28 V/im
1845 MHz Modulation:
1970 MHz 217Hz
2450 MHz **Pulse 2w 28 V/m 28 V/im
Modulation:
217Hz
5240 MHz **Pulse 02W 9 V/m 9 V/m
5500 MHz Modulation:
5785 MHz 217Hz
Note* - As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be
used because while it does not represent actual modulation, it would be worst case.
Note** - The carrier shall be modulated using a 50 % duty cycle square wave signal.
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AngelSound mit JPD-200S
Bluetooth 4.0

Anweisungen fur den Gebrauch
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1. EINLEITUNG

1.1 PACKLISTE
Hauptgeratxl1; Kopfhérerxl; Benutzerhandbuchx1

1.2 PRODUKTBESCHREIBUNG

Das Produkt wird hauptsachlich zur Erkennung des fotalen Herzschlags (SFH)
verwendet. Die fetale Herzfrequenz (FHR) ist eine wichtige Grundlage fir die
Uberpriifung, ob der Fotus gesund ist. Die Aufzeichnung von Veridnderungen
der fetalen Herzfrequenz hilft bei der Erkennung von Anzeichen fir fetale
Hypoxie, fetale Not, fetale Nabelschnur, die sich um den Hals wickelt, usw.
Die Uberwachung des Fétus in der hduslichen Umgebung besteht
hauptsachlich aus dem Abhéren des fotalen Herzschlags und der
Uberpriifung von Veranderungen der fétalen Herzfrequenz, was wesentlich
zur Verbesserung der Fruchtbarkeitssicherheit beitragt.

1.3 PRINZIP DER ARBEITSWEISE

Der Fetal-Doppler besteht aus einer Sonde (Sender und Empfanger) und einer
Signalverarbeitungseinheit. Die Ultraschallwellen werden von einem einzigen
piezoelektrischen Keramikteil an der Vorderseite der Sonde in die
Gebarmutter der schwangeren Frau libertragen. Das Echo wird von einer
zweiten piezoelektrischen Keramik an der Vorderseite der Sonde empfangen,
wenn die Ultraschallwelle das fotale Herz erreicht. Sie wird dann in eine
Spannung umgewandelt. Dieses Dopplersignal wird erkannt und aus dem
empfangenen Signal demoduliert. Die Dopplerfrequenz entspricht dem
Rhythmus der fetalen Systole und Diastole.

Nachdem die Herzklappen schwingen, wird eine Dopplerfrequenzablenkung
erzeugt.

Das Ausgangssignal der Vibration der Herzklappen wird Gbertragen und an
den Lautsprecher gesendet, um einen rhythmischen Ton mit dem fétalen
Herzschlag zu erhalten.
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2. SICHERHEITSHINWEISE

2.1 ZWECK DER NUTZUNG

Der JPD-200S Fetal Doppler ist ein handgehaltener, batteriebetriebener
Schalldoppler, der zur Erkennung fotaler Herztone verwendet wird. Der
vorgesehene Benutzer ist eine schwangere Frau.

2.2 ANGABEN ZUR VERWENDUNG

Das Produkt wird iblicherweise bei Foten verwendet, die sich in der 16.

® Anhoren von SFH: Der Benutzer kann die Herztone des Fotus tiber den
Lautsprecher horen.

e Audioaufnahme: Der Klang des fétalen Herzschlags kann aufgezeichnet
werden.

WARNUNG: Es sollte nicht in lebenserhaltenden oder lebensunterstiitzenden
Anwendungen eingesetzt werden.

2.3 KONTRAINDIKATIONEN FUR DIE VERWENDUNG
Das Gerat hat bei ordnungsgemaler Anwendung keine Nebenwirkungen, und
das verbleibende Risiko ist vertretbar.

2.4 HINWEIS FUR DEN HAUSGEBRAUCH

Dieses Gerat kann einen professionellen Fetalmonitor nicht ersetzen. Wenn
die Herzfrequenz des Fotus abnormal ist oder mit diesem Gerat nicht
festgestellt werden kann, sollte die schwangere Frau sofort ein Krankenhaus
aufsuchen und arztliche Hilfe in Anspruch nehmen. Wenn die Schwangere
keine fotalen Bewegungen splrt, sollten Sie sofort ein Krankenhaus
aufsuchen und arztliche Hilfe in Anspruch nehmen.

2.5 SICHERHEITSVORSCHRIFTEN UND -ANFORDERUNGEN

Die unten links aufgefiihrten Warnhinweise geben die Kategorien der
moglichen Gefahren an. Die Definitionen der einzelnen Kategorien lauten wie
folgt:

GEFAHR: Diese Warnung weist auf eine Gefahr hin, die zu schweren
Verletzungen oder zum Tod fiihren kann.

WARNUNG: Diese Warnung weist auf Gefahren hin, die zu schweren
Verletzungen oder zum Tod fiihren kdnnen.

WARNUNG: Diese Warnung weist auf Gefahren hin, die zu leichten
Verletzungen, Produktschaden oder Sachschaden fiihren kdnnen.
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2.6 SICHERHEITSHINWEISE

Im Folgenden finden Sie eine Liste von Sicherheitshinweisen, die in diesem
Abschnitt und im gesamten Handbuch erscheinen. Sie miissen diese
Sicherheitshinweise lesen, verstehen und befolgen, bevor Sie das Gerat in
Betrieb nehmen.

GEFAHR: Brand- und Explosionsgefahr

Verwenden Sie das Produkt nicht in der Ndhe von brennbaren Gasen, um
mogliche Explosions- oder Brandgefahren zu vermeiden.

WARNUNG: Strangulierung durch Verfangen des Kindes in den
Uberwachungskabeln.

WARNUNG: Nehmen Sie keine Anderungen an diesem Gerat ohne
Genehmigung des Herstellers vor.

WARNUNG: Staub und Licht kénnen die Sicherheit und Leistung des Geréts
beeintrachtigen.

WARNUNG: Verschlissene Sensoren und Elektroden oder lose Elektroden
kénnen die Leistung beeintrachtigen oder andere Probleme verursachen.
WARNUNG: StolRe durch Haustiere, Ungeziefer oder Kinder.

WARNUNG: Nur zugelassene Gerate verwenden

Verwenden Sie keine nicht vom Hersteller zugelassenen Batterien, Gel, Kabel
oder Sonderausstattungen, die zu einer Fehlfunktion des Gerats wahrend
einer Rettungsaktion fiihren kénnten.

WARNUNG: Benachbarte und/oder gestapelte Gerate

Das Produkt sollte nicht neben oder mit anderen Geraten gestapelt
verwendet werden. Das Produkt sollte nicht neben oder mit anderen Geraten
gestapelt verwendet werden; falls erforderlich, sollte es beobachtet werden,
um seine normale Funktion in der Anordnung, in der es verwendet wird, zu
Gberprifen.

WARNUNG: Uberpriifen Sie das Gerit vor der Verwendung auf sichtbare
Anzeichen von Schaden, die die Sicherheit des Personals oder die
Testfahigkeit beeintrachtigen konnten. Wird eine Beschadigung festgestellt,
wird ein Austausch empfohlen.

WARNUNG: Die Oberflache der Sonde, die mit dem Korper in Beriihrung
kommt, kann aufgrund von Biokompatibilitdtsproblemen Unbehagen
verursachen. Das Klebematerial kann bei Anwendern Hautallergien
hervorrufen. Wenn der Patient Unwohlsein oder allergische Reaktionen
versplrt, sollte die Anwendung sofort abgebrochen und gegebenenfalls ein
Arzt aufgesucht werden.

© Sunnysoft s.r.o., distributeur 4



WARNUNG: Verdrehen Sie das Sondenkabel nicht, um Erstickungsgefahr zu
vermeiden.

WARNUNG: Beriihren Sie nicht gleichzeitig den Benutzer, den Netzanschluss
und die Sonde.

WARNUNG: Dieses Produkt ist nicht fiir den Einsatz auf Booten oder in
Flugzeugen geeignet.

WARNUNG: Bewahren Sie den Fetal Doppler und die Batterien auBerhalb der
Reichweite von Kindern auf, damit diese nicht damit spielen kbnnen. Wenn
ein Kind versehentlich eine Batterie verschluckt, suchen Sie sofort einen Arzt
auf.

WARNUNG: Extreme Temperatur/Feuchtigkeit/Druck

Wenn das Produkt extremen Umgebungsbedingungen aulRerhalb seiner
Betriebsparameter ausgesetzt wird, kann seine ordnungsgemaRe Funktion
beeintrachtigt werden.

WARNUNG: Batterieentsorgung

Recyceln oder entsorgen Sie die Batterie in Ubereinstimmung mit den
ortlichen Gesetzen. Um Brand- und Explosionsgefahren zu vermeiden, diirfen
Batterien nicht verbrannt werden.

WARNUNG: Mogliche Empfindlichkeit gegenliber Hochfrequenz (RF)

Die HF-Empfindlichkeit von Mobiltelefonen, CB-Funkgeraten und UKW-
Funkgeraten kann zu Stérungen des Gerats fiihren. Verwenden Sie keine
drahtlosen Funkgerate in der Nahe des Gerdts - schalten Sie die
Stromversorgung des Radios und anderer dhnlicher Gerate in der Nahe des
Gerats aus.

WARNUNG: Systemerklarung

Die an das Produkt angeschlossenen Gerate missen nach den einschlagigen
Normen zertifiziert sein.

IEC-Normen (IEC 60601-1 fir medizinische Gerate).

WARNUNG: Lésungen fiir die Reinigung des Deckels

Verwenden Sie zum Desinfizieren des Geh&uses ein nicht oxidierendes
Desinfektionsmittel, z. B. ein Ammoniumsalz oder eine Reinigungslésung auf
Glutaraldehydbasis, um eine Beschadigung der Metallanschliisse zu
vermeiden.

WARNUNG: Einsatzumgebung

Das Produkt ist fiir die Verwendung in Innenrdumen vorgesehen. Der
Betreiber muss sich vor der Verwendung vergewissern, dass die
Anwendungsumgebung den erforderlichen Spezifikationen fir die
Betriebsumgebung entspricht.
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WARNUNG: Kalte Umgebung

Wenn das Produkt in einer Umgebung gelagert wird, in der die Temperatur
unter der Betriebstemperatur liegt, muss das Gerat vor der Verwendung auf
die erforderliche Betriebstemperatur erwarmt werden.

WARNUNG: Verwenden Sie das Gerat nicht mit Hochfrequenz-

Chirurgiegeraten.

2.7 SYMBOLBESCHREIBUNGEN

Die folgenden Symbole kénnen in diesem Handbuch, auf dem Produkt oder
auf seinem Zubehor erscheinen. Einige der Symbole stehen fir Normen und
Vorschriften im Zusammenhang mit dem Produkt und seiner Verwendung.

©

Lesen Sie die Gebrauchsanweisung fir das Produkt und/oder
sein Zubehor.

MD

Medizinisches Gerat

A\

Warnhinweise

EC |REF’

Zugelassener Vertreter in der Europaischen Gemeinschaft.

C € 0598

Dieses Produkt erfillt die Anforderungen der Verordnung
(EU) 2017/745.

Datum der Herstellung

Informationen Uber den Hersteller

Anwendungsteil Typ BF

Schutzgrad gegen das Eindringen von Wasser und festen
Partikeln

gibt an, dass die Gerdate am Ende ihrer Nutzungsdauer gemaf
den ortlichen Vorschriften an spezielle Stellen zur getrennten
Sammlung Ubergeben werden sollten

Lagertemperatur

Luftfeuchtigkeit
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Atmospharischer Druck

3. PRODUKTVERWENDUNG
Dieser Abschnitt enthalt eine Beschreibung des Betreibers.

3.1 PRODUKTSTRUKTUR

. ein/aus und Lautstarkeknopf
. sprecher
. die Kontrolle der Tatigkeit

. sensor
. Abdeckung des Batteriefachs
. Kopfhorerbuchse

. Aufnahmebuchse \ /

@I le

NoO b, WN R

3.2 TASTEN- UND LICHTSTEUERUNG

3.2.1 Ein- und Ausschalten

Einschalten des Gerats: Wenn das Gerat nicht benutzt wird, drehen Sie den "
Ein/Aus/Lautstarke-Knopf " nach rechts, um das Gerat einzuschalten. Die
Anzeige leuchtet auf.

Ausschalten des Gerats: Wenn das Gerat in Gebrauch ist, drehen Sie den
"Ein/Aus/Lautstarke-Knopf" ganz nach links, um das Gerat auszuschalten. Die
Anzeigeleuchte ist ausgeschaltet.
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3.2.2 Lautstarkeeinstellungen

Drehen Sie den " Ein/Aus/Lautstdrke-Knopf" nach rechts; die Lautstarke wird
erhoht.

Drehen Sie den "Ein/Aus/Lautstarke-Knopf" nach links, die Lautstarke wird
reduziert.

3.3 EINFUHRUNG DER STECKDOSE

3.3.1 Kopfhorerbuchse
An die Kopfhorerbuchse kann ein Kopfhérer angeschlossen werden, um den
Ton auszugeben.

3.3.2 Aufnahmebuchse
Die Aufnahmebuchse (7) fur die Audioausgabe kann liber ein Audiokabel mit
einem Smartphone verbunden werden.

Aufnahmebuchse t Kopfhoreranschluss

Audiokabel

3.4 EINBAU DER BATTERIE

1. 6ffnen Sie die Batterieabdeckung. Die Riickwand ist auf den Kopf gestellt.
Offnen Sie zunichst die Abdeckung des Batteriefachs.

2. Setzen Sie die Batterie ein. Entfernen Sie den Batterieanschluss. Verbinden
Sie dann die Batterie mit dem Stecker und legen Sie sie in das Batteriefach
ein.

3. SchlieBen Sie den Batteriefachdeckel. Schieben Sie den Deckel zunachst an
der linken Batteriefachverriegelung in Position. SchlieRen Sie dann die
Abdeckung.
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WARNUNG: Tauschen Sie die Batterie aus, wenn Sie das Gerat eine gewisse
Zeit lang nicht benutzen werden. Dies bedeutet, dass die Batterie leer ist.

3.5 BESCHREIBUNG DES STATUS DES INDIKATORS

Farbe und Status des Indikators

Betriebszustand der Ausriistung

Das Licht ist griin

Das Gerat ist eingeschaltet

Grines Blinklicht mit fetaler

Das Gerat ist funktionstiichtig und

die Ultraschallsonde empfangt das

Herzfrequenz . i
q Herzsignal des Fotus.

Das Gerat befindet sich im

Kontinuierlich orange blinkend .
Niederspannungszustand

3.6 VERWENDUNG DES PRODUKTS ZUR DETEKTION

Ermitteln Sie die Position des Fotus durch Beriihren mit der Hand, finden Sie
zunachst die beste Richtung zum fétalen Herzen heraus. Bringen Sie die
Schallkopfplatte in die beste Position, um den fetalen Herzschlag zu
erkennen. Stellen Sie den Schallkopf ein, um ein optimales Schallsignal zu
erhalten, am besten durch Kippen des Schallkopfs. Im Allgemeinen befindet
sich die fetale Herzstelle in den frithen Stadien um 1/3 tiefer als die
Nabelschnur, bewegt sich dann mit zunehmender Schwangerschaftsdauer
nach oben und weicht bei verschiedenen Foten leicht nach links oder rechts
ab. Achten Sie darauf, dass die Oberflache der Sonde die Haut vollstandig
berthrt. Wenn das Gerausch zu horen ist, bedeutet dies, dass die Sonde
richtig funktioniert. Wenn kein Gel zur Verfligung steht, um eine Verbindung
herzustellen, kann Wasser verwendet werden.

Hinweis: Der normale Bereich der fetalen Herzfrequenz liegt zwischen 110

Schlagen/min und 160 Schldgen/min. Ein abnormaler FHR-Wert kann
wahrend einer fetalen Herzuntersuchung erscheinen.
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" O Schwangerschaft
LA O Antepartum
.Q 3 v Geburt

3.7 ALLEINIGE VERWENDUNG DES FOTUSDOPPLERS

Stecken Sie den Horer in die Horerbuchse des Gerats und legen Sie den Horer
auf.

2. Schalten Sie das Gerat ein.

3. Tragen Sie den Haftvermittler auf die Ultraschallsonde auf und beschichten
Sie die Sondenoberflache gleichmaRig.

4. Legen Sie die Sonde an den Bauch der Schwangeren an und bewegen Sie
die Sonde langsam, um die Position des fetalen Herzens zu finden, bis Sie die
fetalen Herztone héren. Wenn die fetalen Téne nicht deutlich oder sehr
schwach sind, erhdhen Sie die Lautstarke, bis Sie deutliche fetale Herztone
horen.

5. Beginnen Sie mit dem Z&hlen der fetalen Herzschlage pro Minute, d. h. der
fetalen Herzfrequenz.

6. Schalten Sie das Gerat aus, wenn Sie es nicht mehr benutzen.

3.8 VERBINDEN DES GERATS MIT DEM SMARTPHONE UBER EIN
AUDIOKABEL

Software-Downloads:

Laden Sie die "AngelSounds"-App herunter und installieren Sie sie, indem Sie
den QR-Code auf der Verpackung scannen oder in App-Stores wie dem APP
Store/Google Market nach der App suchen.

Diese Software unterstiitzt iOS 7.0 und hohere Versionen sowie Android 4.3
und hoéhere Versionen. Dariliber hinaus muss die Smartphone-Hardware
Bluetooth 4.0 unterstitzen.

Anschliefsen des Audiokabels: Wie auf der linken Seite gezeigt.

Verwendung der Software: Einzelheiten finden Sie im Software-Handbuch.
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4. WARTUNG, REINIGUNG UND DESINFEKTION
4.1 WARTUNG

4.1.1 Die akustische Oberflache des Schallkopfs ist zerbrechlich und muss mit
Vorsicht behandelt werden. Das Gel sollte nach dem Gebrauch vom
Schallkopf abgewischt werden. Diese VorsichtsmaRnahmen verldangern die
Lebensdauer des Gerits.

4.1.2 Die folgenden Wartungsarbeiten missen durchgefiihrt werden, um
sicherzustellen, dass das Produkt bei Bedarf immer funktionsfahig ist.

e Sichtprifung

® Reinigen Sie das Produkt und sein Zubehor

e Priifen Sie die Batteriestatusanzeige

e Uberpriifen Sie die Produktleistung

e Wenn die Batterie langere Zeit nicht benutzt wird, entfernen Sie sie

e Das Produkt muss nicht kalibriert werden

Hinweis: Es ist nicht moglich, Service- und Wartungsarbeiten durchzufihren,
wahrend das Gerat in Betrieb ist.

Auf Anfrage stellt der Hersteller Schaltplane, Teilelisten, Beschreibungen,
Kalibrierungsanweisungen oder andere Informationen zur Verfligung, um das
Servicepersonal bei der Reparatur von Bauteilen zu unterstiitzen.

4.2 REINIGUNGSMITTEL UND ZUBEHOR

Die folgenden Reinigungsmittel konnen fir die Reinigung der AuRenflachen
des Produkts verwendet werden.

Isopropylalkohol (70%ige Losung in Wasser)

e Sanfte Seife und Wasser

e Natriumhypochlorit (Chlorbleiche) (3%ige Losung in Wasser).

Quaterndare Ammoniumverbindungen (z. B. Lysol) (10%ige Losung in Wasser).
WARNUNG: Verwenden Sie keine Scheuermittel oder starke Losungsmittel
wie Aceton oder acetonhaltige Reiniger.

WARNUNG: Mischen Sie keine Desinfektionslésungen (z. B. Bleichmittel und
Ammoniak), da gefahrliche Gase entstehen kdonnen.

WARNUNG: Verwenden Sie keine saurehaltigen, alkalischen oder dtzenden
Reinigungsmittel.

WARNUNG: Reinigen Sie elektrische Kontakte oder Stecker nicht mit
Bleichmittel.
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4.3 REINIGUNGSHINWEISE

1. schalten Sie das Gerat vor der Reinigung aus.

2. Entfernen Sie vor der Reinigung alle festsitzenden Verschmutzungen
(Taschentiicher, Flussigkeiten usw.) und wischen Sie sie griindlich mit einem
mit Wasser angefeuchteten Tuch ab, bevor Sie die Reinigungslésung
verwenden.

3. Tauchen Sie das Gerat beim Reinigen nicht ein. Halten Sie die dufRere
Oberflache des Geréats sauber und frei von Staub und Schmutz. Reinigen Sie
die dulRere Oberflache des Gerats mit einem trockenen, weichen Tuch, wenn
notig mit einem in Seifenldsung getauchten weichen Tuch, und wischen Sie
sie sofort mit einem sauberen Tuch trocken. Wischen Sie das Sensorgehause
mit einem weichen Tuch ab, um eventuelle Riickstdnde des Kopplungsgels zu
entfernen. Reinigen Sie nur mit Seife.

WARNUNG: Um Schiaden am Gerat zu vermeiden, diirfen keine Teile des
Gerats oder des Zubehdrs mit Phenolverbindungen gereinigt werden.
Verwenden Sie keine scheuernden oder entflammbaren Reinigungsmittel.
Das Produkt oder das Zubehor nicht mit Dampf sterilisieren, autoklavieren
oder gassterilisieren.

WARNUNG: Reinigungsfliissigkeiten: Tauchen Sie das Produkt nicht in
Flussigkeiten ein und schiitten Sie keine Reinigungsfliissigkeiten auf, in oder
in das Produkt.

4.4 DESINFEKTION

Reinigen Sie die Oberflache des Gerats und des Sensors wie oben
beschrieben, wischen Sie dann die Sensoroberflache mit 75%igem Ethanol
oder Alkohol ab und reinigen Sie die Sensoroberflache mit einem trockenen,
weichen Tuch.

WARNUNG: Verwenden Sie keine Niedertemperatur-Dampfsterilisation oder
eine andere Sterilisationsmethode.

WARNUNG: Nicht bei hohen Temperaturen sterilisieren.

Priifen Sie nach der Reinigung oder Desinfektion, ob der Doppler einwandfrei
funktioniert. Wenn Sie Probleme feststellen, wenden Sie sich an den
Hersteller, bevor Sie ihn wieder verwenden.

Sichtprifung:

Stellen Sie sicher, dass das Gerat nicht beschadigt ist.

Funktionsprifung :

1. priifen Sie, ob der Doppler korrekt ein- oder ausgeschaltet werden kann.
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2. Reiben Sie die Oberflache der Sonde mit der Hand, um zu priifen, ob der

Doppler den richtigen Ton erzeugt.

5. SPEZIFIKATION UND FEHLERSUCHE

In diesem Abschnitt werden die Produktspezifikationen und

Sicherheitsstandards aufgefihrt.
5.1 SPEZIFIKATIONEN

Hinweis: Die folgenden Spezifikationen kdnnen sich andern und dienen nur

als Referenz.

Technische Daten

Spitzenwert-Zeit-Spitzenwert) Schalldruck

Akustische Arbeitsfrequenz 3,0 MHz
Ultraschall-Sendeleistung <20mW
Gesamtempfindlichkeit in einem Abstand >90 dB
von 200 mm von der Vorderseite des

Sensors

Raum-Spitzenwert-Zeit-Spitzenwert (Raum- | <0,1MPa

Akustisches Kopplungsmedium fiir den
allgemeinen Gebrauch

pH-Wert: 5,5 -8,
Akustische Impedanz:
1,5%10°- 1,7x108Pa-s/m

Leistung der Tonausgabe <0,2 W;
Audio-Ausgangsbuchse ®3,5mm
Spannung der Batterie 6LR61 9V

Art der Sicherheit

Intern gespeistes Gerat,
Typ BF Anwendungsteile

Grad der Wasserdichtigkeit

P22

Gewicht des 0,15 kg (einschlieRlich
Batterie)
Abmessungen 100 mm x 85 mm x 50 mm

Der akustische Ausgangsparameter

P_<1MPa;

entspricht den Geheimhaltungsvorschriften liob)<20mW/cm?;
der IEC61157, Anforderungen an die l(spta)<100mMW/cm?
Deklaration des akustischen Ausgangs von

medizinischen Diagnose-Ultraschallgeraten:

Produktlebensdauer 5 Jahre

Datum der Herstellung

siehe Etikett

© Sunnysoft s.r.o., distributeur
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Betriebsbedingungen

Temperatur 5-40°C

Luftfeuchtigkeit < 80 % relative Luftfeuchtigkeit; nicht
kondensierend

Atmospharischer Druck | 70 - 106 kPa

Transport- und Lagerbedingungen:

Temperatur -20-55°C

Luftfeuchtigkeit 10 - 93 % relative Luftfeuchtigkeit; nicht
kondensierend

Atmospharischer 50 - 106 kPa; beliifteter Innenbereich frei von

Druck korrosiven Gasen

Aufheizzeit des Gerats

- Erforderliche Zeit zum Aufwarmen des Gerdts von der minimalen
Lagertemperatur zwischen den Einsatzen bis zur Bereitschaft fiir den
vorgesehenen Einsatz: 30 Minuten.

- Zeit, die bendtigt wird, um das Gerat von der maximalen Lagertemperatur
zwischen den Anwendungen bis zur Bereitschaft fir die vorgesehene
Anwendung abzukiihlen: 30 min.

5.2 UMGANG MIT TEILASPEKTEN

Das Problem Mogliche Ursache Fehlersuche
Fehlendes L . Ersetzen Sie die neue
. Niedriger Batteriestand .
Einschalten Batterie
Erhéhen Sie di
Kein Ton Geringe Lautstarke o ?n e aie
Lautstarke
® Erhohen Sie di
Das fotale Herz e Geringe Lautstarke ' o" en e die
. . . Lautstarke
kann nicht o Kein Klebematerial

e Bindemittel oder

efunden werden verwendet
& Wasser auftragen

e Einstellen der

e Falsche Platzierung der Sondenposition

Geringe Sonde ® Die richtige Menge
Empfindlichkeit ® Kein Haftvermittler . .g &
an Bindemittel
aufgetragen

auftragen
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Informationen tiber EMC

WARNUNG: Verwenden Sie dieses Gerat nicht in der Nahe anderer Gerate
oder in unmittelbarer Nahe zueinander, da dies zu einem fehlerhaften
Betrieb flihren kann. Wenn eine solche Verwendung notwendig ist, sollten
dieses Gerat und andere Gerate beobachtet werden, um sicherzustellen, dass
sie normal funktionieren.

2. WARNUNG: Die Verwendung von Zubehor, Sensoren und Kabeln, die nicht
vom Hersteller dieses Gerats angegeben oder geliefert wurden, kann zu
erhohten elektromagnetischen Emissionen oder einer verringerten
elektromagnetischen Storfestigkeit dieses Gerats und zu einem fehlerhaften
Betrieb fiihren.

3. WARNUNG: Tragbare HF-Kommunikationsgerate (einschlieBlich
Peripheriegerdte wie Antennenkabel und externe Antennen) sollten nicht
naher als 30 cm von einem Teil des ME-Gerats entfernt verwendet werden,
einschlieRlich der vom Hersteller angegebenen Kabel. Andernfalls kann die
Leistung des Gerats beeintrachtigt werden.

Tabelle 1
Erklarung - elektromagnetische Emissionen
Emissionstest Einhaltung der Vorschriften
RF-Aussendung CISPR 11 Gruppe 1
RF-Aussendung CISPR 11 Klasse B

Oberwellenemissionen IEC 61000-3-2 | Nicht anwendbar
Spannungsschwankungen/Emissionen

Nicht anwendbar

IEC 61000-3-3

Tabelle 2

Erklarung - elektromagnetische Storfestigkeit

Prafung der e .
Widerstandsfshigkeit IEC 60601 Priifniveau Grad der Einhaltung
Elektrostatische 18 kV Kontakt 18 kV Kontakt
Entladung (ESD) IEC +2 kV, +4 kV, £8 kV, £15 | +2 kV, x4 kV, £8 kV,
61000-4-2 kV Luft +15 kV Luft

+ 2 kV fir
Stromleitungen

+1 kV fir Eingangs-
/Ausgangsleitungen

Schnelle elektrische
Transienten/Entladungen
IEC 61000-4-4

Nicht anwendbar
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Uberspannung IEC
61000-4-5

+0,5kV, +1kVvon
Leitung zu Leitung
+0,5kV, £1kV, £2 kv
Leitung gegen Erde

Nicht anwendbar

Spannungsabfalle,
Kurzzeitunterbrechungen
und

61000-4-11

Spannungsschwankungen
auf Eingangsleitungen IEC

0% UT; 0,5 Zyklen bei
0°, 45°,90°, 135°, 180°,
225°,270° und 315°.
0% UT; 1 Zyklus und
70% UT; 25/30 Zyklen
Einphasig: bei 0°

0% UT; 250/300 Zyklen

Nicht anwendbar

Netzfrequenz (50/60 Hz)
Magnetfeld IEC 61000-4-
8

30 A/m

30 A/m

Teststufe.

HINWEIS: UT ist die Netzwechselspannung vor der Verwendung der

Tabelle 3

Erklarung - elektromagnetische Storfestigkeit

Prifung der
Widerstandsfahigkeit

IEC 60601 Priifniveau

Grad der Einhaltung

RF-gefiihrt IEC 61000-4-
6

3V 0,15 MHz bis 80
MHz

6 Vin ISM-Bandern
zwischen 0,15 MHz und
80 MHz

Nicht anwendbar

Abgestrahlte
Funkwellen IEC 61000-
4-3

10V/m
80 MHz bis 2,7 GHz

10V/m

Tabelle 4

Erklarung - GEFAHR der Exposition gegenliber Nahfeldern von drahtlosen
RF-Kommunikationsgeraten

Priifung der Prifniveau IEC60601 Grad
Widerstandsf Testfre Maxi Prifung der | der
dhigkeit q Modulation Widerstandsf | Einhalt
uenz male e
ahigkeit ung
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Leistu

ng
Abgestrahlte **Pulsmod 57
Funkwellen 385 MHz | ulation: 18 | 1,8 W 27V/m v/m
IEC 61000- 4- Hz
3 *FM+5Hz
450 MHz AZ‘:’Vle 'kcHh;” 2W 28 V/m vz/?n
Sinus
710 MHz | **Pulsmod
745 MHz ulation: 0,2W 9V/m 9V/m
780 MHz 217 Hz
810 MHz | **Pulsmod )8
870 MHz | ulation: 18 2W 28 V/m V/m
930 MHz Hz
1720
'1\?;:; **Pulsmod )8
ulation: 2W 28 V/m
MHz 217 Hz V/m
1970
MHz
**Pulsmod
'Z\jll:(; ulation: 2W 28 V/m V2/Er3n
217 Hz
5240
'5V|5|;(Z) **Pulsmod
ulation: 0,2W 9V/m 9V/m
MHz 217 Hz
5785
MHz

Hinweis™ - Als Alternative zur FM-Modulation kann eine Impulsmodulation
von 50 % bei 18 Hz verwendet werden, da dies zwar keine echte

Modulation darstellt, aber ein Worst-Case-Szenario wére.

Anmerkung** - Der Trager wird durch ein Rechtecksignal mit einem
alternierenden Zyklus von 50% moduliert.

© Sunnysoft s.r.o., distributeur
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6. KONTAKTINFORMATIONEN
6.1 Intensitat und Sicherheit des Ultraschalls

6.1.1 Ultraschall in der Medizin

Der Einsatz von diagnostischem Ultraschall hat sich in der medizinischen
Praxis als wertvolles Hilfsmittel erwiesen. Die Ultraschallleistung des Gerats
wird intern gesteuert und kann vom Benutzer wahrend der Untersuchung
nicht verandert werden. Obwohl bisher keine bestéatigten biologischen
Auswirkungen auf Patienten aufgrund der Exposition durch aktuelle
diagnostische Ultraschallgerdte gemeldet wurden, besteht die Méglichkeit,
dass solche biologischen Auswirkungen in der Zukunft festgestellt werden
kénnen. Daher sollte Ultraschall mit Vorsicht eingesetzt werden. Hohe
Schallleistungspegel und lange Expositionszeiten sollten vermieden werden,
um die erforderlichen klinischen Informationen zu erhalten.

6.1.2 Erlduterung von MI/TI

6.1.2.1 Ml (mechanischer Index)

Wenn Ultraschallwellen in das Gewebe eindringen und es beriihren, kann es
zu Kavitationseffekten kommen, die lokal sofortige hohe Temperaturen
verursachen. Das Auftreten dieses Effekts hangt von verschiedenen Faktoren
ab und hat eine Schwellenwirkung. Derzeit gibt es keine Berichte liber
schddliche mechanische Wirkungen bei der Verwendung von
Ultraschalldiagnosegeraten durch Menschen, und der Schwellenwert fiir
Kavitationseffekte ist unklar. Die Haufigkeit mechanischer Wirkungen steigt
mit zunehmendem maximalen Schalldruck der Ultraschallwellen, nimmt aber
mit steigender Frequenz ab. Das American Institute of Ultrasound in
Medicine und die National Electrical Manufacturers Association haben einen
mechanischen Index (M) festgelegt, der die Wahrscheinlichkeit
mechanischer Auswirkungen von Ultraschall beschreibt.

6.1.2.2 Tl (Thermischer Index)

Die Erwdarmung des Gewebes wird durch die Absorption von Ultraschall
verursacht, wenn Ultraschallenergie angewendet wird. Der
Temperaturanstieg wird durch die Intensitat der Schallstrahlung, die
exponierte Flache und die thermophysikalischen Eigenschaften des Gewebes
bestimmt.
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Je nach den unterschiedlichen thermophysikalischen Eigenschaften des
Gewebes wird die Tl in drei Typen unterteilt: TIS, TIB und TIC.

TIS (Soft Tissue Heat Index): Liefert eine Schatzung des potenziellen
Temperaturanstiegs in weichen oder dhnlichen Geweben.

TIB (bone thermal index): liefert eine Schatzung des potenziellen
Temperaturanstiegs, wenn der Ultraschallstrahl weiches Gewebe durchdringt
und sich der Fokusbereich in unmittelbarer Ndahe des Knochens befindet.

TIC (Cranial Bone Thermal Index): liefert eine Schatzung des potenziellen
Temperaturanstiegs in den Schadelknochen oder oberflachlichen Knochen.

6.1.3 Begrenzung der Ultraschallleistung

Die akustischen Ausgangsparameter entsprechen den Bestimmungen der IEC
61157 Anforderung fiir die Deklaration des akustischen Ausgangs von
medizinischen Diagnose-Ultraschallgerdten: Pr<1MPa; Ausgangsleistung
geteilt durch den Ausgangsstrahlbereich von 12 dB ist nicht kleiner als
20mW/cm?2; Ispta<100mW/cm?2.

Hinweis: Bei allen Gerateeinstellungen sind der Hitzeindex und der
mechanische Index kleiner als 1,0.

6.2 Erkldrung

Der Laienanwender oder die verantwortliche Laienorganisation sollte sich mit
den folgenden Fragen an den Hersteller oder seinen Vertreter wenden:

Falls erforderlich, Unterstiitzung bei der Einrichtung, Nutzung oder Wartung
des Gerats oder Systems.

Jeder schwerwiegende Vorfall im Zusammenhang mit dem Gerat sollte dem
Hersteller und den zustdndigen Behorden lhres Mitgliedstaates gemeldet
werden.

6.3 Hersteller

Hersteller:Shenzhen Jumper Medical Equipment Co., Ltd.

Adresse:Shenzen Jumper, Shenzhen, Praha 1:D Building, No 71, Xintian Road,
Fuyong Street, Baoan, Shenzhen, Guangdong, China, 518103

Tel: +86-755-26696279

E-Mail: info@jumper-medical.com

Website: www.jumpermmed.com

www.jumper-medical.com
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6.4 Bevollmachtigter Europdischer Vertreter

EC |REP

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

o

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China,518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www_jumper-medical.com

Lieferant/Vertriebspartner
Sunnysoft s.r.o.

Kovanecké 2390/1a

190 00 Prag 9
Tschechische Republik
www.sunnysoft.cz
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C € o598
AngelSounds

User Manual
Fetal Doppler

Model:JPD-200S
Manual Version:3.0 Issuing Date: 2024.4

Thank you for purchasing the Fetal Doppler made by Jumper Medical Before using
the product, read this manual carefully and operate the product as specified in this
manual.

SECTION 1: INTRODUCTION

1.1 PACKING LIST

Main unit X 1; Earphone X 1; User manual X 1.

1.2 PRODUCT DESCRIPTION

The product is mainly used to detect the sound of the fetal heartbeat (SFH). Fetal
heart rate (FHR) is important basis for checking whether a fetus is healthy.
Recording the changes in FHR helps detecting signs of fetal hypoxia, fetal distress,
fetal umbilical cord around neck, and so on. Fetal monitoring at home mainly
includes listening to fetal heartbeat and checking FHR changes, which help greatly
increase fertility safety.

1.3 OPERATING PRINCIPLE

Fetal Doppler consists of probe (transmitter and receiver) and signal process unit.
Ultrasonic wave is t d from one pi ric ceramic at the front of the
probe to the uterus of the pregnant women. Echo is received by the other
piezoelectric ceramic at the front of the probe when ultrasonic wave reaches the
fatal heart. Then it is converted into voltage. This Doppler signal is detected and
demodulated from the received signal. And the Doppler frequency is consistent with
the rhythm of the fetal systole and diastole. Once cardiac valves vibrate and a
Doppler frequency excursion is formed. It is transmitted an output signal of cardiac
valves vibrating, and it is sent to the loudspeaker for getting a rhythmical sound
with the fetal heartbeat.

SECTION 2: SAFETY GUIDANCE

2.1 INTENDED USE

The Fetal Doppler JPD-200S is a hand-held, battery powered audio Doppler device
used for detecting fetal heartbeats. The patient is an intended operator.

2.2 INDICATIONS FOR USE

The product is normally applied to fetus above 16 weeks growth, difference in
pregnant mater.

e Listen to SFH: Operator can listen to the sound of fetal heartbeat from the
speaker.

© Audio record: The sound of fetal heartbeat can be recorded.

CAUTION: It should not be used in life supporting or life sustaining

applications.
2.3 CONTRAINDICATIONS FOR USE
The device has no side-effects if administered correctly and residual risk is
acceptable.
2.4 NOTE FOR HOME USE
This device cannot replace a professional fetal monitor. If the fetal heart rate is
abnormal or cannot be located by using this monitor, pregnant woman should
immediately go to the hospital to seek the doctor's help. If fetal movement is not felt
by the pregnant woman, immediately go to the hospital to seek the doctor's help.
2.5 SAFETY TERMS AND CONDITIONS
The signal words shown below left, identify the potential hazard categories. The
definition of each category is as follows:

& DANGER: This alert identifies hazards that will cause serious personal
injury or death.
‘WARNING: This alert identifies hazards that may cause serious personal
injury or death.

& CAUTION: This alert identifies hazards that may cause minor personal
injury, product damage, or property damage.

2.6 SAFETY ALERT DESCRIPTIONS

The following is a list of product safety alerts that appear in this section and
throughout this manual. You must read, understand, and pay heed to these safety
alerts before attempting to operate the product.

& DANGER: Fire and Explosion Hazard
Do not operate the product in the presence of flammable gases to avoid
possible explosion or fire hazard.
WARNING: Strangulation resulting from baby or child entanglement in
monitoring cables.
WARNING: Do not modify this equipment without authorization of the
manufacturer.
WARNING: Dust, light may affect the safety and performance of the
instrument.
WARNING: Degraded sensors and electrodes, or loosened electrodes,
& that can degrade performance or cause other problems.
WARNING: The effects caused by pets, pests or children
WARNING: Use only Approved Equipment
Do not use batteries, gel, cables, or optional equipment other than those
approved by manufacturer which may cause the product to function
improperly during a rescue.
& WARNING: Adjacent and/or Stacked Equipment
The Product should not be used adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the Product should be
observed to verify normal operation in the configuration in which it will
be used.
CAUTION: Check that the equipment does not have visible evidence of
damage that may affect personnel’s safety or examining capability before
use. If damage is detected, replacement is recommended.
CAUTION: The surface of the probe in contact with the patient may
cause discomfort due to biocompatibility issues. The coupling agent may

> B

cause skin allergies in users. If the patient experiences any discomfort or
allergic reactions, usage should be immediately discontinued and medical
attention sought if necessary.

CAUTION: Do not wrap the probe wire to avoid suffocation.
CAUTION: Don’t touch patient, power port ,and probe at the same time .

B>

CAUTION: This product is not recommended for use on ships and
aircraft.
CAUTION: Please keep the Fetal Doppler and batteries out of the
reach of children to prevent them from playing with them. In the event
that a child accidentally swallows a battery, seek immediate medical
attention.
& CAUTION: Temperature/Humidity/Pressure extremes
Exposing the Product to extreme environmental conditions outside of its
operating parameters may compromise the ability of the Product to
function properly.
A CAUTION: Battery Disposal
Recycle or dispose of the battery in accordance with the local laws. To
avoid fire and explosion hazard, do not burn or incinerate the battery.
& CAUTION: Possible Radio Frequency (RF) Susceptibility
RF susceptibility from cellular phones, CB radios and FM 2-way radio
may cause interference with the product. Do not operate wireless
radiotelephones in the vicinity of the Product — turn power OFF to the
radiotelephone and other like equi
& CAUTION: Systems Statement
Equipment connected to the product must be certified to the respective
IEC Standards (IEC 60601-1 for medical equipment).
CAUTION: Case Cleaning Solutions
When disinfecting the case, use a non-oxidizing disinfectant, such as
ammonium salts or glutaraldehyde based cleaning solution, to avoid

near the Product.

damage to the metal connectors.

CAUTION: Environment of use

The product is designed for indoor use. Operator must confirm that the
environment of use meets the required operating environmental
specifications before using.

CAUTION: Cold Environments

If the product is stored in an environment with a temperature below the
operating temperature, the unit should be allowed to warm up to the
needed operating temperature before using.

A CAUTION:Do not use the device with HF surgical equipment.

2.7 SYMBOL DESCRIPTIONS

The following symbols may appear in this manual, on the product, or on its
accessories. Some of the symbols represent standards and compliances associated
with the product and its use.

Consult instructions for use of the product and/or its
accessories.

Medical Device

Warning Information.

EC |REP Authorized Representative in the European Community.

PEO

This product complies with the Regulation (EU)
2017/745 requirements.

C€ o598

Date of manufacture.

Manufacturer information.

EL

type BF applied part

Degree of protection against ingress of water and

1pP22 particulate matter.
It indicates that the equipment should be sent to the
E special agencies according to local regulation for

separate collection after its useful life.
- g

Storage Temperature

e

Humidity

Atmospheric Pressure

SECTION 3: USING THE PRODUCT
This section provides the description for operation.
3.1 PRODUCT STRUCTURE

(]
Power on/off & Volume Knob
Loudspeaker
Working indicator light
Transducer
Battery compartment cover
Earphone socket
Recording socket

Nouswn-g

3.2 OPERATE KNOB AND INDICATOR LIGHT
3.2.1 Power on/off

Power on: When the product is not in use, turn the “power on/off/volume knob  to
right for switching on the device. Indicator light is on.
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Power off: When in use, turn the “power on/off/volume knob” to the end of left for
switching off the device. Indicator light is off.

3.2.2 Volume adjustment

Turn the “power on/off/volume knob” to right; the sound volume will increase.
Contrary, Turn the “power on/off/volume knob” to left, the sound volume will
decrease.

3.3 SOCKET INTRODUCTIONS

3.3.1 Earphone socket

The earphone socket for audio output can be connected with a earphone.
3.3.2 Recording socket

The recording socket(7) for audio output can be connected with a smartphone via a
audio cable .

Lo J

t Earphone socket

* Recording socket

Audio cable

34
INSTALLING THE BATTERY

1. Open the battery cover. The rear panel is upturned. First, open the cover of
battery compartment.

2. Install the battery. Take out the battery connector. Then plug the battery to
connector, after that put them into the battery compartment.

3. Close the battery cover. First, along the left of battery compartment latch, put the
cover at the right place. Then close the cover.

&CAUTION: Replace the battery if the device is not likely to be used for some
time.It indicates that the battery is low.

3.5 DESCRIPTIONS OF THE INDICATOR STATES

Indicator color and state Device working state

Steady green The device is powered on

The device is in the working state, and the
ultrasonic probe captures a fetal heart
signal.

Flashing green light with the
fetal heart signal frequency

Flashing orange evenly The device is in a low voltage state.

3.6 USING PRODUCT TO DETECT

Locate the position of the fetus by hand touching, firstly to find out the best
direction to the fetal heart. Place the faceplate of probe at the best position for
detecting fetal heartbeat. Adjust the transducer to obtain an optimum audio signal
ideally by angling the transducer around. Generally, the site of heart of fetus is 1/3
below of navel line at its earlier stage, it then moves upward with increasing of
gestational period, and the site of heart of fetus will be a little deviation to left or
right with different fetuses. Please make sure that the surface of the probe should be
fully contacted with the skin. After the sound become clear, it is the proper
functioning. If no coupling gel, water can be used.

Note: The normal range of fetal heart rate is 110 bpm-160 bpm. Abnormal value of
FHR may appear during the searching of fetal heart.

Gestation
Antepartum
Parturition

3.7 USE OF THE FETAL DOPPLER ALONE

I.Insert the earphone into the earphone socket of the device, and wear the earphone.
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2.Turn on the device.

3.Coat the coupling agent on the ultrasonic probe, and evenly coat the coupling
agent on the surface of the probe.

4.Close the probe to the belly of a pregnant woman and move the probe slowly to
search for the location of the fetal heart until hearing the fetal heart sounds. When
the fetus sounds are not clear or very low, increase the volume until hearing clear
fetal heart sounds.

5.Start to count the fetal heart beats per minute, that is, the fetal heart rate.

6.After finishing using the device, turn off the device.

3.8 CONNECTING THE DEVICE TO THE SMARTPHONE VIA AUDIO
CABLE

Software Downloading:

Download and install the mobile phone APP software "AngelSounds" by scanning
the QR code on the packing box or searching for the APP in application stores such
as APP Store/Google Market.

This software supports iOS 7.0 and later versions, and Android 4.3 and later
versions. In addition, hardware of the smartphone needs to support Bluetooth 4.0.
Audio cable connection: According to the figure on the left.

Software Usage: Detailed see software operation manual.

SECTION 4: MAINTENANCE & CLEANING AND DISINFECTION
4.1 MAINTENANCE

4.1.1 The transducer acoustic surface is frangible and must be handle with care .Gel
must be wiped off from the transducer after use. These precautions will prolong the
life of the unit.

4.1.2 To ensure the product is always functional when required, the following
maintenance shall be performed.

® Visual Inspection

® Clean the product and its accessories

® Check the battery fuel gauge

® Test product performance

® Remove the battery if it is not used for a long time.

® The product requires no calibration.

Note: No service and maintenance while the equipment is in use.

Manufacturer will make available on request circuit diagrams, component part lists,
descriptions, calibration instructions ,or other information that will assist to service
personnel in parts repair.

4.2 CLEANING PRODUCT AND ACCESSORIES

The following cleaning products may be used to clean the exterior surfaces of the
product.

® Isopropyl alcohol (70% solution in water)

® Mild soap and water

® Sodium hypochlorite (chlorine bleach) (3% solution in water).

® Quaternary ammonium compounds (such as Lysol) (10% solution in water).
‘WARNING: Do not use abrasive cleaners or strong solvents such as acetone or
acetone-based cleaners.

WARNING: Do not use mixing disinfecting solutions (such as bleach and
ammonia) as hazardous gases may result.

‘WARNING: Do not use acid, alkaline, or corrosive detergent.

'WARNING: Do not clean electrical contacts or connectors with bleach.

4.3 CLEANING INSTRUCTIONS

1. Before cleaning the product, turn off the product.

2.Before cleaning, remove all adherent soil (tissue, fluids, etc.) and wipe thoroughly
with a cloth dampened with water before applying the cleaning solution.

3.When cleaning, do not immerse. Keep the exterior surface of the device clean and
free of dust and dirt, clean exterior surface of the unit with a dry, soft cloth, if
necessary, clean it with a soft cloth soaked in a solution of soap and wipe dry with a
diately. Wipe the tr body with soft cloth to remove any

clean cloth imn
remaining coupling gel .Clean with soap only.

A CAUTION: To prevent damage to the product, do not clean any part of the
Product or Accessories with phenolic compounds. Do not use abrasive or
flammable cleaning agents. Do not steam, autoclave, or gas-sterilize the
Product or accessories.

CAUTION: Cleaning liquids: do not submerge the product in liquids or
pour cleaning liquids over, into or onto the product.

4.4 DISINFECTION

Cleaning the unit surface and the transducer as the above mentioned, then wipe the
surface of transducer with 75% ethanol or alcohol, clean the transducer surface with
a dry, soft cloth.

WARNING: Don’t use low temperature steam sterilization or other way to
sterilize.

WARNING: Don’t use high temperature sterilizing process.

After cleaning or disinfection, check if the Doppler function well. If any problem is
detected, please contact the manufacturer for service before reusing them.

Visual Check: Check if the Device is damaged:

Function Check:

1. Check if the Doppler can be switched on or off properly;

2. Rub the surface of the probe with your hand to check if the Doppler is producing
sound properly

SECTION 5: SPECIFICATIONS & TROUBLESHOOTING

This section presents the specifications and safety standards of the Product.

5.1 SPECIFICATIONS
ﬁ Note: The following specifications are subject to change and are only

noted as a point of reference.
Technical Specifications

2* WARNING: Use of accessories, transducers and cables other than those
specified or provided by the manufacturer of this equipment could result in
increased electromagnetic emissions or decreased electromagnetic immunity of this
equipment and result in improper operation.”

3* WARNING: Portable RF cor ication i (incl

such as antenna cables and external antennas) should be used no closer than 30 cm

peripherals

(12 inches) to any part of the ME equipment, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this equipment could
result.”
Table 1

declaration - electromagnetic emission

SECTION 6: CONTACT INFORMATION
6.1 Ultrasound Intensity and Safety

6.1.1 Ultrasound in Medicine

The use of diagnostic ultrasound has proved to be a valuable tool in medical
practice. The ultrasound output of the device is controlled internally and cannot be
changed by the user during the inspection process. Although no confirmed
bioeffects on patients caused by exposure from present diagnostic ultrasound
equipment have ever been reported, the potential exists that such bioeffects may be
identified in the future. Therefore, the ultrasound should be used prudently. High
levels of acoustic output and long exposure time should be avoided while acquiring
necessary clinical information.

6.1.2 Expl of MI/TI

Emissions test Compliance
RF emissions CISPR 11 Group 1
RF emissions CISPR 11 Class B

Harmonic emissions IEC

61000-3-2 Not applicable

Voltage fluctuations/
flicker emissions
1EC 61000-3-3

Not applicable

6.1.2.1 MI (Mechanical Index)

‘When ultrasound waves penetrate and contact tissues, cavitation effects may occur,
causing local instantaneous high temperatures. The occurrence of this effect
depends on various factors and has a threshold phenomenon. Currently, there are no
reports of harmful mechanical effects from human use of ultrasound diagnostic
equi and the threshold for cavitation effects is unclear. As the peak sound

Table 2

- elect ic immunity

Immunity test TEC 60601 test level Compliance level

pressure of ultrasound waves increases, the occurrence rate of mechanical effects
increases, but decreases with increasing frequency. The American Institute of
Ultrasound in Medicine and the National Electrical Manufacturers Association have

Electrostatic +8 kV contact +8 kV contact

Acoustic working frequency: 3.0MHz

(ESD) 22KV, 24 KV, 38 KV, 15KV air
IEC 61000-4-2

+2kV, 4 kV, +8
kV, 15 kV air

Ultrasonic emitting power: <20mW

Electrical fast + 2 kV for power supply lines

Overall sensitivity at the distances 200mm from the face of the transducer: >90dB

Spatial-peak temporal-peak acoustic pressure: <0.1MPa

Effective area of the ultrasonic transducer active element: 7.4cm2

The acoustic coupling medium for normal use:ph :5.5~8, Acoustic impedance:
1.5%106~1.7*106Pa-s/m

Audio Output Power:<0.2 W; Audio out socket: ®3.5mm
Battery Voltage: 6LR61 9V
Safety type: Internally powered equipment, type BF applied part

Waterproofing grade: IP22

‘Weight of the main product: 0.15kg (including battery)

Dimension: 100mmx85mmx50mm

+ 1 kV for input/output lines Not applicable

t
1EC 61000-4-4

Surge +0.5kV, + 1 kV line(s) to lines
IEC 61000-4-5 +0.5kV, £ 1 kV, £ 2kV line(s) to Not applicable
carth

Voltage dips, short
interruptions and
voltage variations
on power supply

0% UT; 0.5 cycle At 0°, 45°,90°,
135°, 180°, 225°, 270°and 315°
0% UT; 1 cycle and

70 % UT; 25/30 cycles

Not applicable

input lines Single phase: at 0°

1IEC 61000-4-11 0 % UT; 250/300 cycles

Power frequency 30 A/m 30 A/m
(50/60 Hz)

magnetic field
IEC 61000-4-8

NOTE: UT is the a.c. mains voltage prior to application of the test level.

The acoustic output parameter meets the provision freedom from publication in
IEC61157 Requirement for the declaration of the acoustic output of medical
diagnostic ultrasonic equipment: P_<1MPa; Ioy<20mW/cm?; I<100mW/cm?
Product service life: 5 years
Production date: See the label
Operation conditions:
Temperature: 5°C to 40°C;
Humidity: <80%RH; non-condensing
Atmospheric pressure:70kpa to 106kpa
Transportation & Storage conditions:
Temperature: -20°C to 55°C;
Humidity: 10%RH — 93%RH; non-condensing
Atmospheric pressure: 50kpa to 106kpa; indoor ventilated place that has no
corrosive gas

Equipment heating time

-the time required for the equipment to warm from the minimum storage temperature
between uses until it is ready for intended use: 30min.

-the time required for the equipment to cool from the maximum storage temperature
between uses until it is ready for intended use: 30min.

5.2 Troubleshooting

Symptom Possible cause Troubleshooting

Power-on failure Low battery level Replace new battery

No sound Low volume Increase the volume
eLow volume elncrease the volume
Fetal heart . . .
oThe coupling agent is eCoat the coupling agent or
cannot be found
not coated water
L) . .
) Inc_orrcct probe ®Adjust the probe location
. location
Low sensitivity - P eCoat a proper amount of
oThe coupling agent is coupling agent
not coated plng ag

EMC Information

1* WARNING: Use of this equipment adjacent to or stacked with other equipment
should be avoided because it could result in improper operation. If such use is
necessary, this equipment and the other equipment should be observed to verify that
they are operating normally.”

Table 3

declaration - electromagnetic immunity

Immunity test IEC 60601 test level Compliance level

Conducted RF 3V

IEC 61000-4-6 0.15 MHz to 80 MHz

6V in ISM bands between 0.15
MHz and 80 MHz

Not applicable

blished the Mech 1 Index (MI) to characterize the probability of ultrasound
mechanical effects.

6.1.2.2 TI (Thermal Index)

Heating of tissues is caused by absorption of ultrasound when the ultrasound energy
is applied. The temperature rise is determined by the acoustic intensity, exposed
area and thermophysical properties of the tissue.

According to different thermophysical properties of the tissue, TI is divided into
three kinds: TIS, TIB and TIC.

TIS (Soft Tissue Thermal Index): It provides an estimate of potential temperature
rise in soft or similar tissues.

TIB (Bone Thermal Index): It provides an estimate of potential temperature rise
when the ultrasound beam passes through soft tissue and a focal region is in the
immediate vicinity of bone.

TIC (Cranial Bone Thermal Index): It provides an estimate of potential temperature
rise in the cranial bones or superficial bones.

6.1.3 Ultrasonic output limitation

The acoustic output parameter meets the provision freedom from publication in IEC
61157 Requirement for the declaration of the acoustic output of medical diagnostic
ultrasonic equipment: Pr<1MPa; the output power divided by the 12dB output beam
area is not less tan 20mW/cm?; Ispta<100mW/cm?.

Note: For all equipment settings, the thermal index and mechanical index are less
than 1.0.

6.2 Statement:

The lay operator or lay responsible organization should contact the manufacturer or
manufacturer's representative on the following issues:
Assistance in setting up, using, or maintaining the equipment or system when

Any serious incident that has occurred in relation to the device should be reported to

the manufacturer and the competent authorities of your Member State.

Manufacturer: Shenzhen Jumper Medical Equipment Co., Ltd
Address: D Building, No. 71, Xintian Road, Fuyong Street,

© Sunnysoft s.r.o., distributeur

Baoan,St hen,Guangdong,China ,518103

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com

6.4 Authorized European Representative

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China,518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com

Radiated RF 10V/m 10V/m
IEC 61000-4-3 80 MHz to 2.7 GHz
Table 4 needed.
declaration - IMMUNITY to proximity fields from RF wireless communications
equipment
Immuni IEC60601 test level Compli 6.3 Manufacturer
ty test ance "
Test Modulation Maximu Immun level
frequency m power ity
level
Radiate 385 MHz **Pulse 1.8W 27 V/m 27 V/m
dRF Modulation: Tel: +86-755-26696279
IEC 18Hz
61000 77450 MHz FFM+ SHz 2W 28V/m | 28V/m
4-3 deviation:
1kHz sine
710 MHz **Pulse 02W 9V/m 9V/m
745 MHz Modulation:
780 MHz 217Hz
810 MHz **Pulse 2W 28 V/m 28 V/im
870 MHz Modulation:
930 MHz 18Hz
1720 MHz **Pulse 2w 28 V/m 28 V/im
1845 MHz Modulation:
1970 MHz 217Hz
2450 MHz **Pulse 2w 28 V/m 28 V/im
Modulation:
217Hz
5240 MHz **Pulse 02W 9 V/m 9 V/m
5500 MHz Modulation:
5785 MHz 217Hz
Note* - As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be
used because while it does not represent actual modulation, it would be worst case.
Note** - The carrier shall be modulated using a 50 % duty cycle square wave signal.
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AngelSound a JPD-200S-szel
Bluetooth 4.0

Hasznalati utasitas
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1. BEVEZETES

1.1 CSOMAGOLASI LISTA
FGegységx1; Fejhallgatdxl; Felhasznaloi kézikonyvx1

1.2 TERMEKLEIRAS

A terméket elsGsorban a magzati szivverés (SFH) hangjanak érzékelésére
haszndljdk. A magzati szivverés (FHR) fontos alapja annak ellenérzésének,
hogy a magzat egészséges-e. Az FHR valtozasainak rogzitése segit a magzati
hipoxia, a magzati distressz, a nyak koré tekeredé magzati koldokzsinér stb.
jeleinek felismerésében. A magzati monitorozas otthoni kérnyezetben
elsGsorban a magzati szivverés meghallgatdsat és az FHR valtozdsainak
ellendrzését jelenti, ami nagyban hozzajarul a termékenység biztonsaganak
javitasahoz.

1.3 MUKODESI ELV

A magzati doppler egy szondabadl (add és vevd) és egy jelfeldolgozd egységhdl
all. Az ultrahanghulldmok a szonda elején l1év§ egyetlen piezoelektromos
keramia részbdl jutnak a terhes né méhébe. A visszhangot a szonda elején
|év6é masodik piezoelektromos kerdmia fogadja, amikor az ultrahanghulldam
eléri a magzati szivet. Ezt kovetSen fesziiltséggé alakul at. Ezt a Doppler-jelet
detektdljak és demodulaljak a fogadott jelbdSl. A Doppler-frekvencia pedig
megfelel a magzati szisztolé és diasztolé ritmusanak.

A szivbillenty(ik rezgése utan Doppler-frekvencia eltérés jon létre.

A szivbillenty(ik rezgésének kimeneti jelét tovabbitjak és elkildik a
hangszordba, hogy a magzati szivveréssel egylitt ritmikus hangot kapjanak.

2. BIZTONSAGI UTASITASOK

2.1 A HASZNALAT CELIA

A JPD-200S magzati doppler egy kézi, elemmel m(ikéd6é hangdoppler, amelyet
a magzati szivhangok érzékelésére hasznalnak. A rendeltetésszer(i felhasznald
a terhes né.

2.2 HASZNALATI UTASITAS
A készitményt altaldban 16 hetesnél id6sebb magzatoknal alkalmazzak.
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e SFH hallgatasa: a felhasznalé meghallgathatja a magzati szivhangok hangjat
a hangszorébdl.

e Hangfelvétel: A magzati szivverés hangja rogzithetd.

FIGYELMEZTETES: Nem hasznalhaté életfenntarté vagy életfenntartd
alkalmazasokban.

2.3 ELLENJAVALLATOK A HASZNALATHOZ
Az eszk6znek megfelel§ haszndlat esetén nincsenek mellékhatdsai, és a
fennmarado kockazat elviselhet6.

2.4 FIGYELMEZTETES OTTHONI HASZNALATRA

Ez a késziilék nem helyettesitheti a professzionalis magzati monitorokat. Ha a
magzati szivfrekvencia rendellenes, vagy a monitor segitségével nem
lokalizalhato, a terhes nének azonnal korhazba kell mennie, és orvoshoz kell
fordulnia. Ha a terhes n6 nem érzi a magzat mozgasat, azonnal keressen fel
egy korhazat és forduljon orvoshoz.

2.5 BIZTONSAGI SZABALYOK ES KOVETELMENYEK

A bal alsé sarokban felsorolt figyelmeztet6 szavak a potencialis veszély
kategéridit jelzik. Az egyes kategdriak meghatarozasa a kovetkez6:

VESZELY: Ez a figyelmeztetés olyan veszélyre utal, amely stlyos sériilést vagy
halalt okozhat.

FIGYELMEZTETES: Ez a figyelmeztetés olyan veszélyekre utal, amelyek sulyos
személyi sériilést vagy haldlt okozhatnak.

FIGYELMEZTETES: Ez a figyelmeztetés olyan veszélyeket jelez, amelyek kisebb
személyi sériilést, termékkart vagy anyagi kart okozhatnak.

2.6 BIZTONSAGI FIGYELMEZTETESEK

Az aldbbiakban felsoroljuk a termékbiztonsagi figyelmeztetéseket, amelyek
ebben a fejezetben és a kézikonyvben szerepelnek. Ezeket a biztonsagi
figyelmeztetéseket el kell olvasnia, meg kell értenie és figyelembe kell vennie,
mielGtt megprdbalna a terméket mikodtetni.

VESZELY: T(iz- és robbandsveszély

Ne hasznalja a terméket gyulékony gazok jelenlétében a lehetséges
robbanads- vagy tlizveszély elkeriilése érdekében.

FIGYELMEZTETES: Fojtogatas a gyermeknek a felligyeleti kabelekbe vald
belegabalyoddsa miatt.

FIGYELMEZTETES: Ne mddositsa ezt a berendezést a gyartd engedélye nélkiil.
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FIGYELMEZTETES: A por és a fény befolyasolhatja a m(iszer biztonsagat és
teljesitményét.

FIGYELMEZTETES: Az elhasznalédott érzékel6k és elektréoddk vagy a laza
elektrodak ronthatjak a teljesitményt, vagy mas problémakat okozhatnak.
FIGYELMEZTETES: Haziallatok, kartevék vagy gyermekek altal okozott
hatasok.

FIGYELMEZTETES: Csak jovahagyott felszerelést hasznaljon

Ne hasznaljon nem a gyarto altal jovahagyott akkumulatorokat, gélt,
kabeleket vagy opcionalis felszereléseket, amelyek a termék meghibdsodasat
okozhatjak mentés kozben.

FIGYELMEZTETES: szomszédos és/vagy egymasra helyezett késziilékek

A terméket nem szabad mas berendezések mellett vagy azokkal egyitt
haszndlni. A terméket nem szabad mas berendezések mellett vagy azokkal
egyutt haszndlni; sziikség esetén meg kell figyelni, hogy a termék normal
m(ikodését abban az elrendezésben, amelyben hasznalni fogjak, ellenérizni
lehessen.

FIGYELMEZTETES: Hasznalat el6tt ellendrizze a berendezést a személyi
biztonsagot vagy a vizsgdlati képességet befolydsold sérilések lathatd jelei
miatt. Ha sériilést talal, a készilék cseréje ajanlott.

FIGYELMEZTETES: A testtel érintkez6 szonda feliilete a biokompatibilitasi
problémak miatt kellemetlen érzést okozhat. A kot6éanyag bdrallergiat
okozhat a felhaszndléknal. Ha a paciens kellemetlen érzést vagy allergias
reakcidt tapasztal, a hasznalatot azonnal abba kell hagyni, és sziikség esetén
orvoshoz kell fordulni.

FIGYELMEZTETES: A fulladas elkeriilése érdekében ne csavarja meg a szonda
vezetékét.

FIGYELMEZTETES: Ne érintse meg egyszerre a felhasznalét, a tapcsatlakozét
és a szondat.

FIGYELMEZTETES: Ez a termék nem ajanlott hajokon vagy repiilégépeken vald
hasznalatra.

FIGYELMEZTETES: Tartsa a magzati Dopplert és az elemeket a gyermekektd|
elzarva, hogy ne jatszhassanak veliik. Ha egy gyermek véletlenil lenyel egy
elemet, azonnal forduljon orvoshoz.

FIGYELMEZTETES: Széls6séges hémérséklet/pératartalom/nyomas

Ha a terméket a m(ikodési paraméterein kiviil es6 szélsGséges kérnyezeti
kortulményeknek teszi ki, az veszélyeztetheti a megfelel6 miikodését.
FIGYELMEZTETES: Az akkumulator artalmatlanitasa
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Az akkumulatort a helyi térvényeknek megfelel6en Gjrahasznositsa vagy
artalmatlanitsa. A t(iz- és robbandsveszély elkeriilése érdekében ne égesse el
az akkumuldatorokat.

FIGYELMEZTETES: Lehetséges érzékenység a radidfrekvenciara (RF)

A mobiltelefonok, CB-radidk és FM-kétiranyu radiék RF-érzékenysége
interferenciat okozhat a termékben. Ne haszndljon vezeték nélkili radidkat a
termék kozelében - kapcsolja ki a radid és mas hasonld eszkdzok
aramellatasat a termék kozelében.

FIGYELMEZTETES: Rendszernyilatkozat

A termékhez csatlakoztatott berendezéseket a vonatkozé szabvanyoknak
megfelel6en kell tanusitani.

IEC szabvanyok ( IEC 60601-1 orvostechnikai eszk6zbkre).

FIGYELMEZTETES: A fedél tisztitasara szolgalé megoldasok

A haz fert6tlenitésekor hasznaljon nem oxidald fert6tlenitészert, példaul
ammaoniumsé vagy glutaraldehid alapu tisztitéoldatot, hogy elkeriilje a
fémcsatlakozoék karosodasat.

FIGYELMEZTETES: Hasznalati kdrnyezet

A terméket beltéri haszndlatra tervezték. Az izemeltet6nek a hasznalat el6tt
meg kell gy6z6dnie arrdl, hogy az alkalmazasi kornyezet megfelel az elbirt
mUkddési kornyezetre vonatkozé elGirasoknak.

FIGYELMEZTETES: Hideg kérnyezet

Ha a terméket az Gzemi hémérséklet alatti h6mérsékletl kornyezetben
taroljak, a késziiléket haszndlat el6tt hagyni kell felmelegedni a sziikséges
Uzemi h6mérsékletre.

FIGYELMEZTETES: Ne hasznalja a késziiléket nagyfrekvencias sebészeti
eszkozokkel.

2.7 SZIMBOLUMLEIRASOK

A kovetkez6 szimbdélumok jelenhetnek meg ebben a kézikényvben, a
terméken vagy annak tartozékain. A szimbélumok némelyike a termékkel és
annak haszndlataval kapcsolatos szabvanyokat és elGirasokat jelképez.

Olvassa el a termék és/vagy tartozékai hasznalati utasitasat.

Figyelmeztet6 informacio

M D Orvostechnikai eszkodz
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EC |REP Felhatalmazott képvisel6 az Eurdpai K6z0sségben.

Ez a termék megfelel az (EU) 2017/745 rendelet
C € 0598

kovetelményeinek.

A gyartas datuma

Informaciok a gyartérol

=2 A

BF tipusu alkalmazott rész

IP22 A viz és a szilard részecskék elleni védelem foka

kimondja, hogy a berendezéseket hasznos élettartamuk
végén a helyi szabalyoknak megfelel6en kiilon gy(ijtés
céljabdl specialis Ugynokségeknek kell atadni.

Tarolasi h6mérséklet

Paratartalom

Légkori nyomas

D)8 15

3. TERMEK HASZNALAT
Ez a szakasz az Gizemeltetd leirdsat tartalmazza.

3.1 TERMEKSZERKEZET
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. Be/kikapcsold és hanger6szabalyzo
. Hangszoéré

. Tevékenység-ellen6rzés

. érzékeld

. Az elemtarto fedele

. Fejhallgaté aljzat

. Felvételi aljzat \ /

Nou b wNR

3.2 GOMB ES FENYVEZERLES

3.2.1 Be-/kikapcsolas

A késziilék bekapcsoldsa: Ha a terméket nem haszndlja, a készilék
bekapcsolasahoz forditsa a " be/ki/hangerd gombot " jobbra. A jelzfény
kigyullad.

A késziilék kikapcsoldsa: Amikor a termék hasznalatban van, a készilék
kikapcsolasahoz forditsa a "be/ki/hangeré gombot" teljesen balra. A jelz6fény
kialszik.

3.2.2 Hangerd beallitasok
Forditsa a " be/ki/hangeré gombot" jobbra; a hangeré megné.
Forditsa a "be/ki/hangeré gombot" balra, a hanger6 csokken.

3.3 AZ ALJZAT BEVEZETESE

3.3.1 Fejhallgatd aljzat
A hangkimenethez fejhallgatdt lehet csatlakoztatni a fejhallgato-
csatlakozdba.

3.3.2 Felvételi aljzat

A hangkimenethez tartozo rogzit6 aljzat (7) audiokabelen keresztil
csatlakoztathaté egy okostelefonhoz.
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Felvevé aljzat t  Filhallgats csatlakozo

Q Audio kabel

3.4 AKKUMULATOR BESZERELESE

1. Nyissa ki az elemfedelet. A hatlapot forditsa fejjel lefelé. EIGsz6r nyissa ki
az elemtarto fedelét.

2. Szerelje be az akkumulatort. Tavolitsa el az akkumulator csatlakozdjat.
Ezutan csatlakoztassa az akkumulatort a csatlakozéhoz, majd helyezze be az
akkumulatortartalyba.

3. Zarja be az elemtarté fedelet. EIGszor csusztassa a fedelet a helyére a bal
oldali elemtarté rekesz retesz mentén. Ezutan zarja be a fedelet.

FIGYELMEZTETES: Cserélje ki az akkumuldtort, ha egy bizonyos ideig nem
haszndlja a késziiléket. Ez azt jelenti, hogy az akkumulator lemeriilt.

3.5 A MUTATO ALLAPOTANAK LEiRASA

A kijelz6 szine és allapota A berendezés miikddési allapota
A ldmpa z6ld A késziilék be van kapcsolva

A gép mikodbképes allapotban van,
és az ultrahangszonda érzékeli a
magzati szivjelet.

Villogé z6ld fény a magzati
szivfrekvenciaval

A késziilék alacsony fesziiltségl
allapotban van

Folyamatosan villogd narancssarga
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3.6 A TERMEK HASZNALATA ESZLELESRE

Tudja meg a magzat helyzetét a kéz megérintésével, el6szor talalja meg a
legjobb irdnyt a magzati szivhez. Helyezze a szonda el6lapjat a legjobb
pozicidba a magzati szivverés érzékeléséhez. Allitsa be a szondat az optimalis
hangjelzés eléréséhez, idedlis esetben a szonda kdrbebillentésével. Altaldban
a magzati sziv helye a korai szakaszban 1/3-mal lejjebb van a kéldokvonalnal,
majd a terhességi kor névekedésével felfelé mozog, és a kilénb6z6
magzatoknal a magzati sziv helye kissé balra vagy jobbra tér el. Gy6z6djon
meg arrél, hogy a szonda feliilete teljesen érinti a bért. Ha a hang hallhatd, az
azt jelenti, hogy a szonda megfelel6en mikodik. Ha a kapcsolat
biztositasahoz nem all rendelkezésre gél, viz is hasznalhata.

Megjegyzés: A normalis magzati szivfrekvencia tartomanya 110 (ités/perc-
160 Utés/perc. A magzati szivvizsgalat sordn abnormalis FHR-érték is

megjelenhet.

{ O Terhesség
L QA Sziilés el6tti

-Q = Sziilés

el 3

3.7 A MAGZATI DOPPLER ONMAGABAN TORTENG HASZNALATA

1. Helyezze a kézibeszél6t a késziilék kézibeszél6-csatlakozdjaba, és vegye fel
a kézibeszél6t.

2. Kapcsolja be a késziiléket.

3. Vigye fel a kot6anyagot az ultrahangos szondara, és egyenletesen kenje be
a szonda feliiletét.

4. Helyezze a szondat a terhes n6 hasahoz, és lassan mozgassa a szondat,
hogy megtaldlja a magzati sziv helyzetét, amig meg nem hallja a magzati
szivhangokat. Ha a magzati hangok nem tisztak vagy nagyon halvanyak,
novelje a hanger6t, amig tiszta magzati szivhangokat nem hall.

5. Kezdje el szdmolni a magzati szivveréseket percenként, azaz a magzati
szivfrekvenciat.

6. A hasznadlat befejeztével kapcsolja ki a késziiléket.
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3.8 A KESZULEK CSATLAKOZTATASA AZ OKOSTELEFONHOZ AUDIOKABEL
SEGITSEGEVEL

Szoftver letéltések:

Toltse le és telepitse az "AngelSounds" mobilalkalmazdast a dobozon talalhaté
QR-kdd beolvasasaval vagy az alkalmazas keresésével az
alkalmazasboltokban, példaul az APP Store/Google Market-ben.

Ez a szoftver tdmogatja az iOS 7.0 és Ujabb verzidkat, valamint az Android 4.3
és Ujabb verzidkat. Ezenkivil az okostelefon hardverének tamogatnia kell a
Bluetooth 4.0-t.

Az audiokdbel csatlakoztatdsa: A bal oldalon lathaté mdédon.

A szoftver haszndlata: A részletekért lasd a szoftver kézikonyvét.

4. KARBANTARTAS, TISZTITAS ES FERTOTLENITES
4.1 KARBANTARTAS

4.1.1. A jelatalakito akusztikus fellilete torékeny, és évatosan kell kezelni. A
gélt hasznalat utan le kell tordlni a jelatalakitérdl. Ezek az dvintézkedések
meghosszabbitjak a készilék élettartamat.

4.1.2. A kdvetkez6 karbantartasi munkalatokat kell elvégezni annak
érdekében, hogy a termék sziikség esetén mindig miikodéképes legyen.
® Szemrevételezés

e Tisztitsa meg a terméket és tartozékait

® Ellendrizze az akkumulator allapotjelzéjét

® Ellendrizze a termék teljesitményét

e Ha az akkumulatort hosszabb ideig nem hasznalja, vegye ki.

o A termék nem igényel kalibralast

Megjegyzés: A berendezés hasznalata kozben nem lehet szervizelést és
karbantartdast végezni.

Kérésre a gyartd rendelkezésre bocsatja a kapcsolasi rajzokat,
alkatrészlistakat, leirasokat, kalibralasi utasitasokat vagy egyéb
informacidkat, amelyek segitik a szerviz személyzetet az alkatrészek
javitasaban.
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4.2 TISZTITOSZEREK ES TARTOZEKOK

A termék kiilsé feliileteinek tisztitasara a kovetkez§ tisztitdszerek
hasznalhatok.

e Izopropil-alkohol (70%-os oldat vizben)

e Gyengéd szappan és viz

e Natrium-hipoklorit (kléros fehéritd) (3%-os oldat vizben).

e Kvaterner ammoniumvegylletek (pl. Lysol) (10%-os oldat vizben).
FIGYELMEZTETES: Ne hasznaljon stroldszereket vagy erés olddszereket,
példdul aceton- vagy acetonalapu tisztitdszereket.

FIGYELMEZTETES: Ne keverje dssze a fertStlenits oldatokat (példaul
fehéritGszert és ammonidt), mert veszélyes gdzok keletkezhetnek.
FIGYELMEZTETES: Ne hasznaljon savas, ligos vagy mard tisztitészereket.
FIGYELMEZTETES: Ne tisztitsa az elektromos érintkezSket vagy csatlakozdkat
fehéritGszerrel.

4.3 TISZTITASI UTASITASOK

1. Tisztitds el6tt kapcsolja ki a terméket.

2. Tisztitas el6tt tavolitsa el a raragadt szennyez6déseket (zsebkenddk,
folyadékok stb.), és a tisztitdszer hasznalata el6tt alaposan torolje at vizzel
nedvesitett ruhdaval.

3. Tisztitaskor ne meritse a terméket. Tartsa a készilék kiilsé fellletét tisztan,
portdl és szennyez6désektSl mentesen, a késziilék kilsé felliletét szaraz,
puha ruhaval, szilkség esetén szappanoldatba martott puha ruhaval tisztitsa
meg, és tiszta ruhaval azonnal tordlje szdrazra. Tordlje at az érzékelGtestet
puha ruhaval, hogy eltavolitsa a csatoldzselé maradvanyait. Kizardlag
szappannal tisztitsa meg.

FIGYELMEZTETES: A termék karosodasanak elkeriilése érdekében ne tisztitsa
a termék vagy a tartozékok barmely részét fenolos vegyiiletekkel. Ne
hasznadljon csiszold vagy gyulékony tisztitdszereket. Ne g6zolje, autoklavozza
vagy gazzal sterilizdlja a terméket vagy tartozékait.

FIGYELMEZTETES: Tisztitéfolyadékok: Ne meritse a terméket folyadékba, és
ne 6ntson tisztitofolyadékot a termékre, a termékbe vagy a termékbe.

4.4 FERTOTLENITES

Tisztitsa meg a késziilék és az érzékeld felliletét a fenti eljards szerint, majd
torolje at az érzékels fellletét 75%-os etanollal vagy alkohollal, majd szaraz,
puha ruhaval tisztitsa meg az érzékels fellletét.
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FIGYELMEZTETES: Ne alkalmazzon alacsony hémérséklet(i g6zsterilizalast

vagy mas sterilizaldsi mddszert.

FIGYELMEZTETES: Ne sterilizalja magas h6mérsékleten.

A tisztitds vagy fert6tlenités utdn ellendrizze, hogy a doppler jol mikddik-e.
Ha barmilyen problémat talal, az Ujrafelhasznalas el6tt forduljon a gyartéhoz

szervizelés céljabol.
Szemrevételezés:

Ellenérizze, hogy a késziilék nem sérilt-e meg.

Funkcié el len6rzés :

1. Ellenérizze, hogy a Doppler megfelel6en be- és kikapcsolhatd-e.
2. Dorzsolje meg a szonda felliletét a kezével, hogy ellendrizze, hogy a

Doppler megfelel6 hangot ad-e ki.

5. SPECIFIKACIO ES HIBAELHARITAS

Ez a szakasz a termék specifikacioit és a biztonsdagi el6irdsokat sorolja fel.

5.1 SPECIFIKACIOK

Megjegyzés: Az alabbi mlszaki adatok valtozhatnak, és csak tajékoztatod

jelleglek.

M{iszaki specifikaciok

Akusztikus mkodési frekvencia 3,0 MHz
Ultrahangos atviteli teljesitmény <20mW
Teljes érzékenység az érzékel6 elilsé >90 dB
részét6l 200 mm tavolsagban

Tér-csucs-id6-csucs (Spatial-peak temporal- | <0,1MPa
peak) hangnyomas

Akusztikai csatold kozeg kézos hasznalatra | pH: 5,5 - 8,

Akusztikai impedancia:
1,5x10°- 1,7x108Pa-s/m

Hangkimeneti teljesitmény <0,2 W;
audio kimeneti aljzat ®3,5 mm
Az akkumulator fesziiltsége 6LR61 9V

Biztonsagi tipus

Belsé meghajtasu készilék,
BF tipusu alkalmazott
alkatrészek

Vizzardsagi fok

P22

A f6 sulya

0,15 kg (akkumulatorral
egyltt)
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Méretek 100 mm x 85 mm x 50 mm
Az akusztikus kimeneti paraméter megfelel | P_<1MPa;

az IEC61157, Az orvosi diagnosztikai liob)<20mW/cm?;
ultrahangberendezések akusztikus I(spta)<100mMW/cm?
kimenetének deklardlasara vonatkozé

kovetelmények cim( szabvanyban foglalt

titoktartasi rendelkezéseknek:

Termék élettartama 5 év

A gyartas datuma

lasd a cimkét

MUkodési feltételek

H6émérséklet 5-40°C
Paratartalom < 80 % relativ paratartalom; nem kondenzalddik
Légkori nyomas 70 - 106 kPa

,,,,,

paratartalom

HEmérséklet -20-55°C
Paratartalom 10 - 93 % relativ paratartalom; nem kondenzalédé

Légkori nyomas 50 - 106 kPa; korroziv gazoktol mentes,
szell6ztetett beltéri helyiségben

A késziilék f(itési ideje

- A készilék felmelegedéséhez sziikséges id§ a minimalis tarolasi
hémérsékletrél a két hasznalat kdzott a rendeltetésszerl hasznalatra valé

felkésziilésig: 30 perc.

- A készilék maximalis tarolasi h6mérsékletrél a két haszndlat kdzotti hiitési
id6 a rendeltetésszerd hasznalatra vald kész allapotig: 30 perc.
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5.2 A RESZKERDESEK KEZELESE

A probléma Lehetséges ok Hibaelharitas

A bekapcsolds Cserélje ki az uj

I Alacsony toltottségi szint )
meghilusulasa y & akkumulatort

Nincs hang Alacsony hangeré Novelje a hangerét
Ny e Alacsony hangeré e Novelje a hanger6t
A magzati sziv nem .
talslhaté o Nincs alkalmazott e Alkalmazzon
ragasztéanyag két6anyagot vagy vizet
e Allitsa be a szonda
e Helytelen szonda .
. helyét
Alacsony elhelyezés
. - . e Alkalmazza a
érzékenység o Nem alkalmazott

megfelel6 mennyiség

K6t8an
O0t6anyag kotbanyagot

Informacidk az EMC-rél

FIGYELMEZTETES: Keriilje a berendezés hasznalatat mas berendezések
kozelében vagy egymds kozvetlen kézelében, mivel ez helytelen miikédéshez
vezethet. Ha ilyen hasznalatra van szikség, ezt a berendezést és a tobbi
berendezést meg kell figyelni, hogy meggy6z6djenek arrdl, hogy normalisan
mUkodnek.

2. FIGYELMEZTETES: A berendezés gyartdja altal megadott vagy szallitott
tartozékoktol, érzékel6ktdl és kabelektdl eltéré tartozékok, érzékelSk és
kabelek hasznalata megnovekedett elektromagneses kibocsatdst vagy a
berendezés elektromagneses immunitasanak csokkenését és nem megfelel
m(ikodést eredményezhet.

3. FIGYELMEZTETES: A hordozhaté radiéfrekvencias kommunikaciés
berendezéseket (beleértve a perifériakat, példaul az antennakabeleket és a
kiils6 antennakat) nem szabad 30 cm-nél kozelebb hasznalni az ME
berendezés barmely részétél, beleértve a gyartd altal meghatarozott
kabeleket is. Ennek elmulasztdsa a berendezés teljesitményének romlasahoz
vezethet.
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1. tablazat

nyilatkozat - elektromagneses sugarzas

Kibocsatasi vizsgalat

Megfelelés az elGirasoknak

RF-kibocsatas CISPR 11

1. csoport

RF-kibocsatas CISPR 11

B osztaly

Harmonikus kibocsatasok IEC 61000-3-2

Nem alkalmazhato

Feszliltségingadozas/kibocsatasingadozas

IEC 61000-3-3

Nem alkalmazhato

2. tablazat

nyilatkozat - elektromagneses immunitas

Ellenallas teszt

IEC 60601 vizsgalati
szint

A megfelelés
mértéke

Elektrosztatikus kistilés
(ESD) IEC 61000-4-2

+8 kV érintkezé
+2 kV, 4 kV, +8 kV, +15

+8 kV érintkezd
+2 kV, 24 kV, +8 kV,

kV levegé 15 kV levegb
+ 2 kV a tavvezetékek
Gyors elektromos esetében
tranziensek/kisulések +1kVa Nem alkalmazhaté

IEC 61000-4-4-4

bemeneti/kimeneti
vezetékek esetében

Tulfesziiltség IEC 61000-
4-5

+0,5 kV, £ 1 kV vonalrél
vonalra

+0,5KkV, + 1kV, £2kV
vezeték és fold kozott

Nem alkalmazhato

Feszlltségcsokkenések,
rovid megszakitasok és
feszlltségingadozasok a
bemeneti
tapvezetékeken IEC
61000-4-11

0% UT; 0,5 ciklus 0°, 45°,
90°, 135°, 180°, 225°,
270° és 315°,

0% UT; 1 ciklus és 70%
UT; 25/30 ciklus
Egyfazisu: 0°-on

0% UT; 250/300 ciklus

Nem alkalmazhato

Teljesitményfrekvencia
(50/60 Hz) magneses
mez6 IEC 61000-4-8

30 A/m

30 A/m

MEGIJEGYZES: UT a haldzati véltakozd fesziiltség a mérési szint hasznalata

el6tt.
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3. tablazat

nyilatkozat - elektromagneses immunitas

Ellenallas teszt

IEC 60601 vizsgalati
szint

A megfelelés
mértéke

RF vezérelt IEC 61000-4-
6

3V 0,15 MHz-t6l 80
MHz-ig
6 V az ISM-savokban
0,15 MHz és 80 MHz
kozott

Nem alkalmazhato

Sugdrzott
radidhulldamok IEC
61000-4-3

10V/m
80 MHz és 2,7 GHz
kozott

10V/m

4. tablazat

Nyilatkozat - Veszély a vezeték nélkili radiéfrekvencids kommunikacids
eszkozokbdl szarmazd kozeli mezéknek vald kitettséggel kapcsolatban
Ellenallas Vizsgalati szint IEC60601 A
teszt — - fel
esz V|zs;igala Maxgmah Ellenal| Irz::g ele
. Modulacid N, as o
gyakoris teljesitm szintje
, , teszt
ag ény
Sugarzott 385 **mpulzusmodu 27
rédishulls | MHz léci: 18 Hz L8W [y | 27 V/m
mok IEC 450 *FM+5Hz eltérés: 28
61000- 4-3 MHz 1 kHz szinusz 2W V/m 28 V/m
710
MHz
745 **mpulzusmodu
MHz lacié: 217 Hz 0.2W | 9V/m | 9V/m
780
MHz
810
MHz **mpulzusmodu 28
870 lacié: 18 Hz 2W Vim | 28V/m
MHz
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930
MHz

1720
MHz
1845 **Impulzusmodu 28
MHz l4ci6: 217 Hz 2w v/m | 28V/m
1970

MHz

2450 **Impulzusmodu 28
MHz lacio: 217 Hz 2w v/im | 28V/m

5240
MHz
5500 **mpulzusmodu
MHz lacid: 217 Hz

5785
MHz

0,2W 9V/m 9V/m

Megjegyzés* - Az FM-moduldcié alternativajaként egy 50%-os, 18 Hz-es
impulzusmodulacid is hasznalhaté, mivel ez ugyan nem valddi modulaciot
jelent, de a legrosszabb esetben is ez lenne a legrosszabb forgatékonyv.
Megjegyzés** - A vivéjelet 50%-0s valtakozé ciklusu négyszoghulldamu jellel
kell modulalni.

6. KAPCSOLATTARTASI INFORMACIOK
6.1 Ultrahang intenzitas és biztonsag

6.1.1 Ultrahang az orvostudomdnyban

A diagnosztikai ultrahang alkalmazasa értékes eszkdznek bizonyult az orvosi
gyakorlatban. A késziilék ultrahang kimenete belséleg szabalyozott, és a
felhasznald nem valtoztathatja meg a vizsgalat soran. Bar a jelenlegi
diagnosztikai ultrahangkésziilékekbdl szarmazé expozicidbdél szarmazd, a
betegekre gyakorolt, megerdsitett bioldgiai hatdsokrdl eddig nem szamoltak
be, fenndll a lehet&sége annak, hogy a jov6ben ilyen bioldgiai hatasok
észlelhet6k. Ezért az ultrahangot évatosan kell hasznalni. A sziikséges klinikai
informdcidk megszerzése soran kertlni kell a nagy hangteljesitményszinteket
és a hosszu expoziciés id6ket.
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6.1.2 Az MI/TI magyarazata

6.1.2.1 Ml (mechanikai index)

Amikor az ultrahanghulldmok behatolnak a szovetekbe és érintkeznek
azokkal, kavitacids hatasok |éphetnek fel, amelyek helyi, pillanatnyi magas
hémérsékletet okoznak. Ennek a hatdsnak az el6forduldsa kilénb6z6
tényez6ktél flgg, és kiiszobértékkel rendelkezik. Jelenleg nincsenek
jelentések karos mechanikai hatasokrél, amikor az ultrahang diagnosztikai
eszkozoket emberek hasznaljak, és a kavitacidos hatdsok kiiszobértéke nem
vilagos. A mechanikai hatasok mértéke az ultrahanghulldmok maximalis
hangnyomdsdnak novekedésével ng, de a frekvencia névekedésével csokken.
Az American Institute of Ultrasound in Medicine és a National Electrical

Manufacturers Association létrehozott egy mechanikai indexet (Ml), amely az

ultrahang mechanikai hatasainak valdszin(iségét jellemzi.

6.1.2.2 Tl (termikus index)

A szovetek felmelegedését az ultrahang elnyelése okozza, amikor ultrahang
energiat alkalmaznak. A h6mérséklet-emelkedést az akusztikus sugdrzas
intenzitasa, az exponalt teriilet és a szovet termofizikai tulajdonsagai
hatdrozzak meg.

A szovet kiilonboz6 termofizikai tulajdonsagai szerint a TI harom tipusra
oszthatd: TIS, TIB és TIC.

TIS (lagyszoveti h6index): a lagy vagy hasonlé szévetek potencialis
hémérséklet-emelkedésének becslését adja meg.

TIB (csont hGindex): becslést ad a lehetséges h6mérséklet-emelkedésrdl,
amikor az ultrahangnyaldb athalad a lagyszoveteken, és a fokuszteriilet a
csont kozelében van.

TIC (Cranial Bone Thermal Index): a koponyacsontok vagy a felszini csontok
potencialis h6mérséklet-emelkedésének becslését adja meg.

6.1.3 Ultrahangos teljesitménykorlatozas

Az akusztikus kimeneti paraméterek megfelelnek az IEC 61157 szabvanynak
az orvosi diagnosztikai ultrahangberendezések akusztikus kimeneti
teljesitményének bejelentésére vonatkozd kovetelményei: Pr<1MPa; a
kimeneti teljesitmény osztva a 12 dB-es kimeneti sugarterilettel nem
kevesebb, mint 20mW/cm2; Ispta<100mW/cm?2.

Megjegyzés: A késziilék minden beallitdsa esetén a héindex és a mechanikai
index kisebb, mint 1,0.
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6.2 Nyilatkozat

A laikus felhasznaldnak vagy a laikus felel&s szervezetnek a kévetkez§
kérdésekkel kapcsolatban a gyartédhoz vagy a gyarté képvisel§jéhez kell
fordulnia:

Szlikség esetén segitségnyujtas a berendezés vagy rendszer beadllitasahoz,
haszndlatahoz vagy karbantartasahoz.

A késziilékkel kapcsolatban bekovetkezett minden sulyos eseményt jelenteni
kell a gyarténak és az On tagallamanak illetékes hatdsagainak.

6.3 Gyarto

Gyartd: Shenzhen Jumper Medical Equipment Co., Ltd.

Cim:Shenzen Jumper, Shenzhen, Praha 1:D Building, No 71, Xintian Road,
Fuyong Street, Baoan, Shenzhen, Guangdong, Kina, 518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Honlap: www.jumpermmed.com

www.jumper-medical.com

6.4 Felhatalmazott eurépai képvisel6
MedPath GmbH
EC |REP Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China,518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www_jumper-medical.com

Szallité/forgalmazo
Sunnysoft s.r.o.
Kovaneckéa 2390/1a
190 00 Praga 9
Cseh Koztarsasag
www.sunnysoft.cz
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C € o598
AngelSounds

User Manual
Fetal Doppler

Model:JPD-200S
Manual Version:3.0 Issuing Date: 2024.4

Thank you for purchasing the Fetal Doppler made by Jumper Medical Before using
the product, read this manual carefully and operate the product as specified in this
manual.

SECTION 1: INTRODUCTION

1.1 PACKING LIST

Main unit X 1; Earphone X 1; User manual X 1.

1.2 PRODUCT DESCRIPTION

The product is mainly used to detect the sound of the fetal heartbeat (SFH). Fetal
heart rate (FHR) is important basis for checking whether a fetus is healthy.
Recording the changes in FHR helps detecting signs of fetal hypoxia, fetal distress,
fetal umbilical cord around neck, and so on. Fetal monitoring at home mainly
includes listening to fetal heartbeat and checking FHR changes, which help greatly
increase fertility safety.

1.3 OPERATING PRINCIPLE

Fetal Doppler consists of probe (transmitter and receiver) and signal process unit.
Ultrasonic wave is t d from one pi ric ceramic at the front of the
probe to the uterus of the pregnant women. Echo is received by the other
piezoelectric ceramic at the front of the probe when ultrasonic wave reaches the
fatal heart. Then it is converted into voltage. This Doppler signal is detected and
demodulated from the received signal. And the Doppler frequency is consistent with
the rhythm of the fetal systole and diastole. Once cardiac valves vibrate and a
Doppler frequency excursion is formed. It is transmitted an output signal of cardiac
valves vibrating, and it is sent to the loudspeaker for getting a rhythmical sound
with the fetal heartbeat.

SECTION 2: SAFETY GUIDANCE

2.1 INTENDED USE

The Fetal Doppler JPD-200S is a hand-held, battery powered audio Doppler device
used for detecting fetal heartbeats. The patient is an intended operator.

2.2 INDICATIONS FOR USE

The product is normally applied to fetus above 16 weeks growth, difference in
pregnant mater.

e Listen to SFH: Operator can listen to the sound of fetal heartbeat from the
speaker.

© Audio record: The sound of fetal heartbeat can be recorded.

CAUTION: It should not be used in life supporting or life sustaining

applications.
2.3 CONTRAINDICATIONS FOR USE
The device has no side-effects if administered correctly and residual risk is
acceptable.
2.4 NOTE FOR HOME USE
This device cannot replace a professional fetal monitor. If the fetal heart rate is
abnormal or cannot be located by using this monitor, pregnant woman should
immediately go to the hospital to seek the doctor's help. If fetal movement is not felt
by the pregnant woman, immediately go to the hospital to seek the doctor's help.
2.5 SAFETY TERMS AND CONDITIONS
The signal words shown below left, identify the potential hazard categories. The
definition of each category is as follows:

& DANGER: This alert identifies hazards that will cause serious personal
injury or death.
‘WARNING: This alert identifies hazards that may cause serious personal
injury or death.

& CAUTION: This alert identifies hazards that may cause minor personal
injury, product damage, or property damage.

2.6 SAFETY ALERT DESCRIPTIONS

The following is a list of product safety alerts that appear in this section and
throughout this manual. You must read, understand, and pay heed to these safety
alerts before attempting to operate the product.

& DANGER: Fire and Explosion Hazard
Do not operate the product in the presence of flammable gases to avoid
possible explosion or fire hazard.
WARNING: Strangulation resulting from baby or child entanglement in
monitoring cables.
WARNING: Do not modify this equipment without authorization of the
manufacturer.
WARNING: Dust, light may affect the safety and performance of the
instrument.
WARNING: Degraded sensors and electrodes, or loosened electrodes,
& that can degrade performance or cause other problems.
WARNING: The effects caused by pets, pests or children
WARNING: Use only Approved Equipment
Do not use batteries, gel, cables, or optional equipment other than those
approved by manufacturer which may cause the product to function
improperly during a rescue.
& WARNING: Adjacent and/or Stacked Equipment
The Product should not be used adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the Product should be
observed to verify normal operation in the configuration in which it will
be used.
CAUTION: Check that the equipment does not have visible evidence of
damage that may affect personnel’s safety or examining capability before
use. If damage is detected, replacement is recommended.
CAUTION: The surface of the probe in contact with the patient may
cause discomfort due to biocompatibility issues. The coupling agent may

> B

cause skin allergies in users. If the patient experiences any discomfort or
allergic reactions, usage should be immediately discontinued and medical
attention sought if necessary.

CAUTION: Do not wrap the probe wire to avoid suffocation.
CAUTION: Don’t touch patient, power port ,and probe at the same time .

B>

CAUTION: This product is not recommended for use on ships and
aircraft.
CAUTION: Please keep the Fetal Doppler and batteries out of the
reach of children to prevent them from playing with them. In the event
that a child accidentally swallows a battery, seek immediate medical
attention.
& CAUTION: Temperature/Humidity/Pressure extremes
Exposing the Product to extreme environmental conditions outside of its
operating parameters may compromise the ability of the Product to
function properly.
A CAUTION: Battery Disposal
Recycle or dispose of the battery in accordance with the local laws. To
avoid fire and explosion hazard, do not burn or incinerate the battery.
& CAUTION: Possible Radio Frequency (RF) Susceptibility
RF susceptibility from cellular phones, CB radios and FM 2-way radio
may cause interference with the product. Do not operate wireless
radiotelephones in the vicinity of the Product — turn power OFF to the
radiotelephone and other like equi
& CAUTION: Systems Statement
Equipment connected to the product must be certified to the respective
IEC Standards (IEC 60601-1 for medical equipment).
CAUTION: Case Cleaning Solutions
When disinfecting the case, use a non-oxidizing disinfectant, such as
ammonium salts or glutaraldehyde based cleaning solution, to avoid

near the Product.

damage to the metal connectors.

CAUTION: Environment of use

The product is designed for indoor use. Operator must confirm that the
environment of use meets the required operating environmental
specifications before using.

CAUTION: Cold Environments

If the product is stored in an environment with a temperature below the
operating temperature, the unit should be allowed to warm up to the
needed operating temperature before using.

A CAUTION:Do not use the device with HF surgical equipment.

2.7 SYMBOL DESCRIPTIONS

The following symbols may appear in this manual, on the product, or on its
accessories. Some of the symbols represent standards and compliances associated
with the product and its use.

Consult instructions for use of the product and/or its
accessories.

Medical Device

Warning Information.

EC |REP Authorized Representative in the European Community.

PEO

This product complies with the Regulation (EU)
2017/745 requirements.

C€ o598

Date of manufacture.

Manufacturer information.

EL

type BF applied part

Degree of protection against ingress of water and

1pP22 particulate matter.
It indicates that the equipment should be sent to the
E special agencies according to local regulation for

separate collection after its useful life.
- g

Storage Temperature

e

Humidity

Atmospheric Pressure

SECTION 3: USING THE PRODUCT
This section provides the description for operation.
3.1 PRODUCT STRUCTURE

(]
Power on/off & Volume Knob
Loudspeaker
Working indicator light
Transducer
Battery compartment cover
Earphone socket
Recording socket

Nouswn-g

3.2 OPERATE KNOB AND INDICATOR LIGHT
3.2.1 Power on/off

Power on: When the product is not in use, turn the “power on/off/volume knob  to
right for switching on the device. Indicator light is on.

© Sunnysoft s.r.o., forgalmazé

Power off: When in use, turn the “power on/off/volume knob” to the end of left for
switching off the device. Indicator light is off.

3.2.2 Volume adjustment

Turn the “power on/off/volume knob” to right; the sound volume will increase.
Contrary, Turn the “power on/off/volume knob” to left, the sound volume will
decrease.

3.3 SOCKET INTRODUCTIONS

3.3.1 Earphone socket

The earphone socket for audio output can be connected with a earphone.
3.3.2 Recording socket

The recording socket(7) for audio output can be connected with a smartphone via a
audio cable .

Lo J

t Earphone socket

* Recording socket

Audio cable

34
INSTALLING THE BATTERY

1. Open the battery cover. The rear panel is upturned. First, open the cover of
battery compartment.

2. Install the battery. Take out the battery connector. Then plug the battery to
connector, after that put them into the battery compartment.

3. Close the battery cover. First, along the left of battery compartment latch, put the
cover at the right place. Then close the cover.

&CAUTION: Replace the battery if the device is not likely to be used for some
time.It indicates that the battery is low.

3.5 DESCRIPTIONS OF THE INDICATOR STATES

Indicator color and state Device working state

Steady green The device is powered on

The device is in the working state, and the
ultrasonic probe captures a fetal heart
signal.

Flashing green light with the
fetal heart signal frequency

Flashing orange evenly The device is in a low voltage state.

3.6 USING PRODUCT TO DETECT

Locate the position of the fetus by hand touching, firstly to find out the best
direction to the fetal heart. Place the faceplate of probe at the best position for
detecting fetal heartbeat. Adjust the transducer to obtain an optimum audio signal
ideally by angling the transducer around. Generally, the site of heart of fetus is 1/3
below of navel line at its earlier stage, it then moves upward with increasing of
gestational period, and the site of heart of fetus will be a little deviation to left or
right with different fetuses. Please make sure that the surface of the probe should be
fully contacted with the skin. After the sound become clear, it is the proper
functioning. If no coupling gel, water can be used.

Note: The normal range of fetal heart rate is 110 bpm-160 bpm. Abnormal value of
FHR may appear during the searching of fetal heart.

Gestation
Antepartum
Parturition

3.7 USE OF THE FETAL DOPPLER ALONE

I.Insert the earphone into the earphone socket of the device, and wear the earphone.
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2.Turn on the device.

3.Coat the coupling agent on the ultrasonic probe, and evenly coat the coupling
agent on the surface of the probe.

4.Close the probe to the belly of a pregnant woman and move the probe slowly to
search for the location of the fetal heart until hearing the fetal heart sounds. When
the fetus sounds are not clear or very low, increase the volume until hearing clear
fetal heart sounds.

5.Start to count the fetal heart beats per minute, that is, the fetal heart rate.

6.After finishing using the device, turn off the device.

3.8 CONNECTING THE DEVICE TO THE SMARTPHONE VIA AUDIO
CABLE

Software Downloading:

Download and install the mobile phone APP software "AngelSounds" by scanning
the QR code on the packing box or searching for the APP in application stores such
as APP Store/Google Market.

This software supports iOS 7.0 and later versions, and Android 4.3 and later
versions. In addition, hardware of the smartphone needs to support Bluetooth 4.0.
Audio cable connection: According to the figure on the left.

Software Usage: Detailed see software operation manual.

SECTION 4: MAINTENANCE & CLEANING AND DISINFECTION
4.1 MAINTENANCE

4.1.1 The transducer acoustic surface is frangible and must be handle with care .Gel
must be wiped off from the transducer after use. These precautions will prolong the
life of the unit.

4.1.2 To ensure the product is always functional when required, the following
maintenance shall be performed.

® Visual Inspection

® Clean the product and its accessories

® Check the battery fuel gauge

® Test product performance

® Remove the battery if it is not used for a long time.

® The product requires no calibration.

Note: No service and maintenance while the equipment is in use.

Manufacturer will make available on request circuit diagrams, component part lists,
descriptions, calibration instructions ,or other information that will assist to service
personnel in parts repair.

4.2 CLEANING PRODUCT AND ACCESSORIES

The following cleaning products may be used to clean the exterior surfaces of the
product.

® Isopropyl alcohol (70% solution in water)

® Mild soap and water

® Sodium hypochlorite (chlorine bleach) (3% solution in water).

® Quaternary ammonium compounds (such as Lysol) (10% solution in water).
‘WARNING: Do not use abrasive cleaners or strong solvents such as acetone or
acetone-based cleaners.

WARNING: Do not use mixing disinfecting solutions (such as bleach and
ammonia) as hazardous gases may result.

‘WARNING: Do not use acid, alkaline, or corrosive detergent.

'WARNING: Do not clean electrical contacts or connectors with bleach.

4.3 CLEANING INSTRUCTIONS

1. Before cleaning the product, turn off the product.

2.Before cleaning, remove all adherent soil (tissue, fluids, etc.) and wipe thoroughly
with a cloth dampened with water before applying the cleaning solution.

3.When cleaning, do not immerse. Keep the exterior surface of the device clean and
free of dust and dirt, clean exterior surface of the unit with a dry, soft cloth, if
necessary, clean it with a soft cloth soaked in a solution of soap and wipe dry with a
diately. Wipe the tr body with soft cloth to remove any

clean cloth imn
remaining coupling gel .Clean with soap only.

A CAUTION: To prevent damage to the product, do not clean any part of the
Product or Accessories with phenolic compounds. Do not use abrasive or
flammable cleaning agents. Do not steam, autoclave, or gas-sterilize the
Product or accessories.

CAUTION: Cleaning liquids: do not submerge the product in liquids or
pour cleaning liquids over, into or onto the product.

4.4 DISINFECTION

Cleaning the unit surface and the transducer as the above mentioned, then wipe the
surface of transducer with 75% ethanol or alcohol, clean the transducer surface with
a dry, soft cloth.

WARNING: Don’t use low temperature steam sterilization or other way to
sterilize.

WARNING: Don’t use high temperature sterilizing process.

After cleaning or disinfection, check if the Doppler function well. If any problem is
detected, please contact the manufacturer for service before reusing them.

Visual Check: Check if the Device is damaged:

Function Check:

1. Check if the Doppler can be switched on or off properly;

2. Rub the surface of the probe with your hand to check if the Doppler is producing
sound properly

SECTION 5: SPECIFICATIONS & TROUBLESHOOTING

This section presents the specifications and safety standards of the Product.

5.1 SPECIFICATIONS
ﬁ Note: The following specifications are subject to change and are only

noted as a point of reference.
Technical Specifications

2* WARNING: Use of accessories, transducers and cables other than those
specified or provided by the manufacturer of this equipment could result in
increased electromagnetic emissions or decreased electromagnetic immunity of this
equipment and result in improper operation.”

3* WARNING: Portable RF cor ication i (incl

such as antenna cables and external antennas) should be used no closer than 30 cm

peripherals

(12 inches) to any part of the ME equipment, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this equipment could
result.”
Table 1

declaration - electromagnetic emission

SECTION 6: CONTACT INFORMATION
6.1 Ultrasound Intensity and Safety

6.1.1 Ultrasound in Medicine

The use of diagnostic ultrasound has proved to be a valuable tool in medical
practice. The ultrasound output of the device is controlled internally and cannot be
changed by the user during the inspection process. Although no confirmed
bioeffects on patients caused by exposure from present diagnostic ultrasound
equipment have ever been reported, the potential exists that such bioeffects may be
identified in the future. Therefore, the ultrasound should be used prudently. High
levels of acoustic output and long exposure time should be avoided while acquiring
necessary clinical information.

6.1.2 Expl of MI/TI

Emissions test Compliance
RF emissions CISPR 11 Group 1
RF emissions CISPR 11 Class B

Harmonic emissions IEC

61000-3-2 Not applicable

Voltage fluctuations/
flicker emissions
1EC 61000-3-3

Not applicable

6.1.2.1 MI (Mechanical Index)

‘When ultrasound waves penetrate and contact tissues, cavitation effects may occur,
causing local instantaneous high temperatures. The occurrence of this effect
depends on various factors and has a threshold phenomenon. Currently, there are no
reports of harmful mechanical effects from human use of ultrasound diagnostic
equi and the threshold for cavitation effects is unclear. As the peak sound

Table 2

- elect ic immunity

Immunity test TEC 60601 test level Compliance level

pressure of ultrasound waves increases, the occurrence rate of mechanical effects
increases, but decreases with increasing frequency. The American Institute of
Ultrasound in Medicine and the National Electrical Manufacturers Association have

Electrostatic +8 kV contact +8 kV contact

Acoustic working frequency: 3.0MHz

(ESD) 22KV, 24 KV, 38 KV, 15KV air
IEC 61000-4-2

+2kV, 4 kV, +8
kV, 15 kV air

Ultrasonic emitting power: <20mW

Electrical fast + 2 kV for power supply lines

Overall sensitivity at the distances 200mm from the face of the transducer: >90dB

Spatial-peak temporal-peak acoustic pressure: <0.1MPa

Effective area of the ultrasonic transducer active element: 7.4cm2

The acoustic coupling medium for normal use:ph :5.5~8, Acoustic impedance:
1.5%106~1.7*106Pa-s/m

Audio Output Power:<0.2 W; Audio out socket: ®3.5mm
Battery Voltage: 6LR61 9V
Safety type: Internally powered equipment, type BF applied part

Waterproofing grade: IP22

‘Weight of the main product: 0.15kg (including battery)

Dimension: 100mmx85mmx50mm

+ 1 kV for input/output lines Not applicable

t
1EC 61000-4-4

Surge +0.5kV, + 1 kV line(s) to lines
IEC 61000-4-5 +0.5kV, £ 1 kV, £ 2kV line(s) to Not applicable
carth

Voltage dips, short
interruptions and
voltage variations
on power supply

0% UT; 0.5 cycle At 0°, 45°,90°,
135°, 180°, 225°, 270°and 315°
0% UT; 1 cycle and

70 % UT; 25/30 cycles

Not applicable

input lines Single phase: at 0°

1IEC 61000-4-11 0 % UT; 250/300 cycles

Power frequency 30 A/m 30 A/m
(50/60 Hz)

magnetic field
IEC 61000-4-8

NOTE: UT is the a.c. mains voltage prior to application of the test level.

The acoustic output parameter meets the provision freedom from publication in
IEC61157 Requirement for the declaration of the acoustic output of medical
diagnostic ultrasonic equipment: P_<1MPa; Ioy<20mW/cm?; I<100mW/cm?
Product service life: 5 years
Production date: See the label
Operation conditions:
Temperature: 5°C to 40°C;
Humidity: <80%RH; non-condensing
Atmospheric pressure:70kpa to 106kpa
Transportation & Storage conditions:
Temperature: -20°C to 55°C;
Humidity: 10%RH — 93%RH; non-condensing
Atmospheric pressure: 50kpa to 106kpa; indoor ventilated place that has no
corrosive gas

Equipment heating time

-the time required for the equipment to warm from the minimum storage temperature
between uses until it is ready for intended use: 30min.

-the time required for the equipment to cool from the maximum storage temperature
between uses until it is ready for intended use: 30min.

5.2 Troubleshooting

Symptom Possible cause Troubleshooting

Power-on failure Low battery level Replace new battery

No sound Low volume Increase the volume
eLow volume elncrease the volume
Fetal heart . . .
oThe coupling agent is eCoat the coupling agent or
cannot be found
not coated water
L) . .
) Inc_orrcct probe ®Adjust the probe location
. location
Low sensitivity - P eCoat a proper amount of
oThe coupling agent is coupling agent
not coated plng ag

EMC Information

1* WARNING: Use of this equipment adjacent to or stacked with other equipment
should be avoided because it could result in improper operation. If such use is
necessary, this equipment and the other equipment should be observed to verify that
they are operating normally.”

Table 3

declaration - electromagnetic immunity

Immunity test IEC 60601 test level Compliance level

Conducted RF 3V

IEC 61000-4-6 0.15 MHz to 80 MHz

6V in ISM bands between 0.15
MHz and 80 MHz

Not applicable

blished the Mech 1 Index (MI) to characterize the probability of ultrasound
mechanical effects.

6.1.2.2 TI (Thermal Index)

Heating of tissues is caused by absorption of ultrasound when the ultrasound energy
is applied. The temperature rise is determined by the acoustic intensity, exposed
area and thermophysical properties of the tissue.

According to different thermophysical properties of the tissue, TI is divided into
three kinds: TIS, TIB and TIC.

TIS (Soft Tissue Thermal Index): It provides an estimate of potential temperature
rise in soft or similar tissues.

TIB (Bone Thermal Index): It provides an estimate of potential temperature rise
when the ultrasound beam passes through soft tissue and a focal region is in the
immediate vicinity of bone.

TIC (Cranial Bone Thermal Index): It provides an estimate of potential temperature
rise in the cranial bones or superficial bones.

6.1.3 Ultrasonic output limitation

The acoustic output parameter meets the provision freedom from publication in IEC
61157 Requirement for the declaration of the acoustic output of medical diagnostic
ultrasonic equipment: Pr<1MPa; the output power divided by the 12dB output beam
area is not less tan 20mW/cm?; Ispta<100mW/cm?.

Note: For all equipment settings, the thermal index and mechanical index are less
than 1.0.

6.2 Statement:

The lay operator or lay responsible organization should contact the manufacturer or
manufacturer's representative on the following issues:
Assistance in setting up, using, or maintaining the equipment or system when

Any serious incident that has occurred in relation to the device should be reported to

the manufacturer and the competent authorities of your Member State.

Manufacturer: Shenzhen Jumper Medical Equipment Co., Ltd
Address: D Building, No. 71, Xintian Road, Fuyong Street,

© Sunnysoft s.r.o., forgalmazé

Baoan,St hen,Guangdong,China ,518103

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com

6.4 Authorized European Representative

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China,518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com

Radiated RF 10V/m 10V/m
IEC 61000-4-3 80 MHz to 2.7 GHz
Table 4 needed.
declaration - IMMUNITY to proximity fields from RF wireless communications
equipment
Immuni IEC60601 test level Compli 6.3 Manufacturer
ty test ance "
Test Modulation Maximu Immun level
frequency m power ity
level
Radiate 385 MHz **Pulse 1.8W 27 V/m 27 V/m
dRF Modulation: Tel: +86-755-26696279
IEC 18Hz
61000 77450 MHz FFM+ SHz 2W 28V/m | 28V/m
4-3 deviation:
1kHz sine
710 MHz **Pulse 02W 9V/m 9V/m
745 MHz Modulation:
780 MHz 217Hz
810 MHz **Pulse 2W 28 V/m 28 V/im
870 MHz Modulation:
930 MHz 18Hz
1720 MHz **Pulse 2w 28 V/m 28 V/im
1845 MHz Modulation:
1970 MHz 217Hz
2450 MHz **Pulse 2w 28 V/m 28 V/im
Modulation:
217Hz
5240 MHz **Pulse 02W 9 V/m 9 V/m
5500 MHz Modulation:
5785 MHz 217Hz
Note* - As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be
used because while it does not represent actual modulation, it would be worst case.
Note** - The carrier shall be modulated using a 50 % duty cycle square wave signal.
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AngelSound c JPD-200S
Bluetooth 4.0

NHCTpYyKUMK 3a ynoTpeba
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1. BbBEAEHUE

1.1 CNUCHK 3A ONMAKOBAHE
OcHoBHo ycTpoiictBox1; Caywankmxl; PbkoBoacTBO 3a noTpebutenaxl

1.2 ONMUCAHME HA NMPOAYKTA

MpoAYKTHLT Ce M3MN0/13Ba FNaBHO 33 OTKPMBAHE Ha 3BYKa Ha CbpAeYyHUA pUTbm
Ha nnoga (SFH). CbpaeyHaTta yectoTa Ha nnoga (CYT) e BaXkHa ocHOBa 33
npoBepKa Aanu NAoAbLT e 34pas. 3anuceaHeTo Ha npomeHuTe B CYT nomara
[a ce OTKPUAT NPU3HaLM Ha XUMOKcKA Ha naoaa, beacTeue Ha naoaa,
yBUBaHe Ha NbMHaTa BPbB Ha N104a OKOO0 BpaTa U Ap. MOHUTOPUHIBT Ha
naoAa B AOMallHa cpeja BK/oYBa OCHOBHO MPOC/YLIBaHE Ha CbpAeYHuA
pUTbM Ha NaoAa M NpoBepKa 3a NpomeHn B FHR, KoeTo 3HaunTeNHO cnomara
3a NnogobpasaHe Ha 6e3onacHOCTTa Ha paKaaHeTo.

1.3 NPUHLUUN HA PABOTA

deTanHMAT foNJep ce CbCTOM OT COHAA (NpeaasaTen u NPUEMHUK) 1 610K 3a
06paboTKa Ha curHana. YATpa3ByKoBUTE Bb/IHU Ce NpeaaBaT oT e4Ha
nuesoesieKTPUYHA KepaMnYHa YacT B MpeHaTa YacT Ha COHAATa B MaTKaTa Ha
H6pemeHHaTa eHa. EXoTo ce npMema oT BTOpa NMe30eNeKTPUYHA KepamuyHa
4acT B NpegHaTa YacT Ha CoHAATa, KOoraTo y/iITPa3ByKOBaTa Bb/IHA AOCTUTHE
cbpueTo Ha nnoaa. Cnen ToBa T8 ce npeobpasyBa B HanpexkeHue. Tosu
[0N1epoB CUIHaN Ce OTKPMBA U AeMOAy/IMpa OT NpueTua curHan. A
[on/jiepoBaTa YecToTa CbOTBETCTBA HA PUTbMA Ha CMCTONATA M AMACTONATA HA
naoaa.

Cnep, KaTo CbpaeyHUTE Kanu 3aTpenTAT, ce Nojy4yasa A0MNJAepoBo
OTK/IOHEHMWe Ha YecToTaTa.

N3X04HUAT cUrHan oT BUBpauumnTe Ha CbpAeYHUTE KNanu ce npesasa u
M3npaLa KbM BUCOKOTOBOPUTEA, 3a Aa Ce NOAYYUN PUTMUYEH 3BYK,
CbOTBETCTBALL, HA CbPAEYHNA PUTBM Ha NaoAa.

2. MHCTPYKUWU 3A BE3OMACHOCT
2.1 LLEN HA U3MNON3BAHETO
detanHuat gonnep JPD-200S e pbyeH 3BYKOB AoNep, 3aXxpaHBaH ¢ batepuu,

KOWMTO ce M3M0/13Ba 33 OTKPMBAHE HA CbPAEYHN TOHOBE Ha NA0Aa.
MpepHasHaueHUAT NoTpebuTen e bpemMeHHa KeHa.
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2.2 MOKA3AHUA 3A YINOTPEBA

MpoayKkTbT 06MKHOBEHO ce M3noa3Ba npu deTycu Hag 16-ata cegmmua ot
pacTexa.

e CnywaHe Ha SFH: noTpebuTensT MmoKe Aa caylla 3ByKa Ha CbpAeyHuTe
TOHOBE Ha N104a OT BUCOKOroBOpUTENA.

® 3anuc Ha 3BYK: 3BYKbT Ha CbpAEYHUA PUTBM Ha N104a MOXKe aa bbae
3anmcaH.

MNPEAYNPEXOEHWUE: He TpsbBa Aa ce M3N0a3Ba B }KMBOTONOAAbPKALM UK
*KMBOTONOAABPMKALLM NPUAOKEHUA.

2.3 MPOTUBOMOKA3AHUA 3A YINTOTPEBA
YCTPOMCTBOTO HAMA CTPaHMYHU edeKTH, aKo ce U3MN0A3Ba NPaBUIHO, a
OCTaBaLUMAT PUCK € MOHOCUM.

2.4 YBEAOM/NEHUE 3A AOMALLUHA YNOTPEBA

ToBa YCTPOMCTBO HE MOMKe A3 3aMeHU NpodecnoHasieH dpeTaneH MOHUTOP.
AKO cbpaeyHaTa YecToTa Ha nioda e HeobuyailiHa unm He Moxe aa bbae
YyCTaHOBEHa C NOMOLLTA HA TO3U MOHUTOpP, BpemeHHaTa KeHa TpAbBea
He3abaBHO ga noceTy 60AHMLA U A3 NOTbPCU MeAULIMHCKA NoMoLL,. AKO
bpemeHHaTa eHa He ycellla ABUXKEHMATA Ha Nioaa, He3abaBHO oTUAETE B
60/HMLA M NOTbPCETE MEANLMHCKA MOMOLLL.

2.5 NPABUJIA U USUCKBAHUA 3A BE3OINACHOCT

MpeanynpegutenHute aymu, nsbpoeHun B AONHUA NAB brb, NOCOYBAT
KaTteropuuTe NoTeHUManHa onacHoct. OnpeaeneHuATa 3a BCAKa KaTeropus ca
cnefHuTe:

OlMACHOCT: ToBa npeaynpexaeHune ykassa 0nacHOCT, KOATO MOXe A3
NPUYUHUN CEPUO3HO HApPaHABaAHE UIN CMBPT.

NPEAYNMPEXAEHWME: Tosa npeaynpexgeHue ykassa onacHOCTU, KOUTO MmoraT
03 AoBeaaT A0 CepuUo3HO HapaHABaHE UAM CMBPT.

NPEAYNMPEXAEHWME: Tosa npeaynpexaeHue yKassa onacHOCTU, KOUTO moraT
03 NPUYNHAT NeKU TenecHU nospeamn, NoBpeaa Ha NPoAyKTa Unu
MaTepuanHn WweTun.

2.6 NPEAYNPEXAEHUA 3A BE3SONACHOCT

I'Io-,u,ony € AadeH CMUCHbK C npegynpexxgeHna 3a 6e3onacHOCT Ha NPOAYKTa,
KOWUTO Ce NoABABAT B TO3U pa3aen n B UAN0TO PbKOBOACTBO. TpH6Ba Aa
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npoyeteTe, Aa pasbepeTe 1 Aa ce cbobpasuTe € Te3n NpeaynpexaeHuns 3a
6e3onacHoCT, npeau Aa ce onutaTte ga paboTuTte ¢ npoAyKTa.

OIMACHOCT: OnacHOCT OT NoXKap 1 eKcnao3usa

He n3nonssaiiTe NpoayKTa B NPUCHCTBMETO Ha 3aMaaMmu ra3ose, 3a 4a
n3berHeTe Bb3MOKHN OMACHOCTM OT EKCMNI03UA UK NOXKap.
NPEAYNPEXOEHWUE: 3aaywasaHe nopagu 3ananTaHe Ha gete B kKabenuTte 3a
HabnogeHue.

NPEAYNPEXOEHUNE: He moanduumpalite ToBa obopyaBaHe 6e3 paspelueHue
OT Npoun3BoANTENA.

NPEAYMNPEXKAOEHUE: MpaxbT M cBETAMHATA MOraT Aa NOBANAAT HA
6esonacHocTTa U paboTaTa Ha MHCTPYMEHTa.

MNPEAYNPEXOEHUE: MoBpeneHU cCEH30PU M eNeKTPoAM UK pa3xnabeHun
e/IeKTpoAM MoraT Aa BaolaT paboTaTa Uan Aa NPUYUMHAT Apyru npobaemu.
NPEAYNPEXOEHWUE: Yaapu, npuyMHEHN OT AOMALLIHW Ntobumumn, BpeauTenm
Wnn geua.

NPEAYNPEXAEHWE: N3non3saliTe camo oao06peHo obopyaBaHe

He nsnonssalite 6atepuun, ren, kabeam nan gonbaHUTENIHO 0bopyaBaHe,
KOWTO He ca 0406peHn OT NPOM3BOAMUTENA U KOUTO BUXa MOTN Aa AoBenat
00 HenpasuaHO GYHKLMOHMPaHEe Ha NPOAYKTa NO BpeMe Ha CnacuTesiHa
aKLMA.

MPEAYNPEMAEHUE: CbceaHun n/mam noapeneHun ycTpoicrsea

MpoayKTbT He TpAGBa Aa ce M3N0A3BaA B HENOCpeACTBEHa 61M30CT 40 A4pYro
obopyaBaHe nan Aa ce nogpexaa 3aefHo ¢ Hero. MpoayKTbT He TpsbBa Aa
ce M3no/s3Ba B CbCeACTBO C APyro obopyaBaHe UK Aa ce Noaperkaa 3aefHo
Hero; ako e Heobxoanmo, Ton Tpsabea ga ce Habatoaasa, 3a 4a ce NpoBepu
HOPMANHOTO My QYHKLIMOHMpPAHE B PA3NON0KEHNETO, B KOETO LLLE Cce
M3no/3Ba.

MNPEAYNPEXAOEHUE: Mpean ynotpeba npoBepeTe ob60pyaBaHETO 33 BUAMMMU
npu3Hauy Ha Nnospeaa, KOUTo bMxa MOrau ga NOBAUAAT Ha 6e3onacHOCTTa Ha
nepcoHana UaM Ha CNocobHOCTTa 3a U3NUTBaHe. AKO 6bAAT OTKPUTU
nospeau, ce NpenopbyYBa 3aMaAHa.

NPEAYMNPEXAEHWME: MoBbpXHOCTTa Ha COHAATA, KOATO € B KOHTAKT C TANOTO,
MOXKe a3 NPUYMHN ANCKOMPOPT nopaamn npobaemm c BUOCLBMECTUMOCTTA.
CBbp3BaLLMAT MaTepMaa MOXKe Aa Npean3BUKa KOXKHU afieprum npu
notpebutenute. AKO NaUMEHTHT U3NUTBA AUCKOMOBOPT UM alepPruyHn
peaKkuuu, ynotpebata TpabBa A4a ce npeKkpaT He3abaBHO U Npwm
HEeobXoAMMOCT Aa Ce NOTbPCU MeaULMHCKa NOMOLL,
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MNPEAYNPEXAEHWE: He ycykBaliTe NpoBOAHMKA Ha COHAATA, 3a Aa
npefoTBpaTmTe 3a4yLliaBaHe.

MPEAYNPEXAEHWE: He nokocBaiTe egHOBPEMEHHO noTpebutens,
3axpaHBaLMA NOPT U coOHAATA.

NPEAYMNMPEXAEHWNE: To3n NnpoAyKT He ce NpenopbyBa 3a N3N0A3BaHE BbPXy
NIOOKN NN cCamoneTw.

NPEAYNPEXOEHUE: CbxpaHsaBanTe petanHma gonaep u batepumnte Ha
MecTa, HeOCTbNHU 33 AeLa, 3a Aa He CU UrpanAT ¢ TAX. AKO geTe Cay4anHo
noroiHe 6aTepua, HesabaBHO NOTbPCETE MEAULIMHCKA MOMOLL,.
NPEAYNPEXKAEHWE: EKCTpEMHM CTOMHOCTU Ha
TemnepaTypaTa/BnaxKHoCTTa/HanAraHeTo

N3naraHeTo Ha NPOAYKTa HAa EKCTPEMHM YC/I0BMA Ha OKONHAaTa cpea U3BBbH
paboTHWUTE My NAapPaMeTPM MOXKe Aa 3aCTpaLlu NPABUAHOTO My
OYHKUMOHMPaHe.

MNPEAYNPEXOEHUE: N3xBbpnsiHe Ha baTepuu

Peunknupainte nam nsxebpaete batepuaTa B CbOTBETCTBME C MECTHUTE
3aKOHM. 3a Aa usberHeTe ONACHOCT OT NOXKap U eKCNN03MA, He nsrapanTte
batepunTe.

NPEAYNPEXAEHUE: Bb3moskHa 4yBCTBUTENHOCT KbM paamodecTtoTa (RF)
PagmouecTtoTHaTa YyBCTBUTENHOCT HA MOBUAHKU TenedoHK, pagmoctaHummn CB
1 FM ABynocoYHM pagnoCcTaHUUM MOXKE Aa NPUYNHU CMYLLEHMA HA
npoaykTa. He nsnonsearite 6e3xRnYHN pagmonpremHmumn B 61130cCT 40
NPOAYKTa - U3K/OYETe 3aXPaHBAHETO HA PAANOTO M APYrM NOA0OHM
yCcTpoiicTBa B 6,1M30CT 40 NPOAYKTa.

NPEAYMNPEXKAEHWNE: Jeknapauma 3a cuctemute

O6opyasaHeTo, CBbP3aHO € NPOAyKTa, TpAbBa Aa 6bae cepTUdULMpPaHO
Cbr/1aCHO CbOTBETHUTE

CraHpapTu IEC (IEC 60601-1 32 meAMUMHCKM anapaTi).

NPEAYMPEXAOEHWME: PasTBopK 32 NOYNCTBAHE Ha Kanaka

Korato aesnHdekumpaTte Kopnyca, U3noa3BanTe HEOKNCAABALL,
0Ee3NHPEKTAHT, KAaTO HaNpMMmep Pa3TBOP Ha OCHOBATA HAa aMOHWEBA COM NN
rnyTapangexus, 3a Aa nsberHete noBperKaaHe Ha MeTa/IHUTE CbeANHUTENN.
MNPEAYNPEXOEHUE: Cpena Ha ynoTpeba

MpoAayKTbT € NpegHasHayeH 3a ynotpeba Ha 3akpuTo. MNpean ynoTtpeba
onepatopbT TpAOBa 4a NOTBBPAM, Ye cpeaaTa Ha NPUIOKEHUE OTroBaps Ha
M3ncKBaHuUTe cneumdurKaumm 3a paboTtHa cpeaa.

NPEAYNPEXKAOEHWME: CTtyaeHa cpeaa
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AKO NPOAYKTBT CE CbXPaHABa B cpeaa C TemnepaTypa, No-HUCKa OT
paboTHaTa, npeam ynoTtpeba Tpsabea fa ce NO3BOM Ha ypesa Aa ce 3arpee 4o
HeobxoammaTa paboTHa TemnepaTtypa.

NPEAYNPEXOEHUE: He nsnonssanTe ycTPOMCTBOTO C BUCOKOYECTOTHO
XnpypruyHo obopypBaHe.

2.7 ONUCAHNA HA CUMBON

CnegHuTE CMMBOJIM MOTaT Aa ce NOABAT B TOBA PbKOBOACTBO, BbPXY
NPOAYKTa N BbPXY HErOBUTE akcecoapu. HAKoM OT cumBoauTe
npeAcTaBAABaT CTaHA4APTM U pa3nopenbu, CBbp3aHu ¢ NPoAyKTa U HeroeaTta
ynotpeba.

MpoueTeTe MHCTPYKLMUTE 3a ynoTpeba Ha NpoayKTa n/mnm
HeroBuTe NPUHALNEKHOCTY.

M D MeZaMLMHCKO YCTPONCTBO
& MpeaynpeanTenHa nHGopmaLms

EC |REP OTopusmpaH npeacrasmTen B EBponeickaTta o6WHOCT.
c € 0598 TOo3u NPOAYKT € B CbOTBETCTBME C U3UCKBAHMATA Ha
Pernamenr (EC) 2017/745.
(\/\AI_I [lata Ha npou3BOACTBO
“ MHbopmaumsa 3a nponssoautens

R Twun BF npunoxeHa yact

CTeneH Ha 3aliMTa cpeLly NPOHUKBaHe Ha BOAa W TBbpaU
IP22 Yyactmum

3anBABa, Ye obopyaBaHeTo cneaBa Aa 6bae npeaafseHo Ha

E cneumanHu areHUMm1 3a pasaesiHo cbbrpaHe B Kpasa Ha
None3HUA My ¥XMBOT B CbOTBETCTBUE C MECTHUTE
pasnopeabu.

J/_ TemnepaTypa Ha CbXpaHeHue

Bna)xHoOCT
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ATmocdepHo HansaraHe

3. U3BNON3BAHE HA MPOAYKTA
To3u pa3gen CbabpKa onMcaHne Ha onepaTopa.

3.1 CTPYKTYPA HA MPOAYKTA

1. BkntouBaHe/M3KAOUYBaHE M KOMYe 3a cuaaTa Ha 3ByKa
2. rosoputen

3. KoHTpoA Ha aelHocTTa

4. CeH3sop

5. Kanak Ha oTaeneHuneTo 3a
6aTepum

6. M'He310 3a caywankm \ r §

7. THe340 3a 3anuc 0O- -0

3.2 YNPABJIEHUE HA BYTOHU U CBET/IMHA

3.2.1 BkatouBaHe/U3K/0UYBaHe Ha 3axpaHBaHeTo

BkatouBaHe Ha 3axpaHBaHeTo: Korato NpoAyKThbT He ce M3M0/13Ba, 3aBbpTeTe
6yToHa 3a BKAoYBaHe/M3KAOUBaHe/HamansaBaHe Ha 3ByKa HagACHO, 3a Aa
BK/IIOUYUTE YCTPOMCTBOTO. MHANKATOPBLT CBETBA.

M3KkntouBaHe Ha 3axpaHBaHeTo: Korato npoayKThT ce M3no/3Ba, 3aBbprere
6yTOHa 3a BKAloYBaHe/M3KAOUBaHe/0bem AOKpPalt HaNABO, 3a Aa U3KUUTE
YCTPOMCTBOTO. CBETAUHHUAT UHAMKATOP € U3K/IIOYEH.
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3.2.2 HacTpoiikuM Ha cunaTa Ha 3BYyKa

3aBbpTeTe 6yTOHa " BKAOUBaHe/M3KNOUBaHe/obem" HaaACHO; cunaTa Ha
3BYKa LLLe Ce YBENNYMN.

3aBbpTeTe 6yTOHA "BKAOYBaHE/U3KAOYBaHe/06em" HanABO, cMnaTta Ha 3ByKa
e ce Hamanu.

3.3 BbBEXXAAHE HA THE3A4OTO

3.3.1 THe340 3a cayLwankm
B rHe340TO 3a C/IyLWaikm MoraT Aa ce BKAKYAT CAYLAIKKU 33 ayANOU3XOA.

3.3.2 M'He340 3a 3anuc
3anucBaloTo rHe3no (7) 3a ayamMomnsxos MoXKe [a Ce CBbpKe KbM CMapThOoH
ypes ayanoKaben.

t MHesgo 3a 3annc t Bykca 3a cnywanku

Aypnuo kaben

3.4 UHCTAIUPAHE HA BATEPUATA

1. OTBOpETE KanaKa Ha baTepusTa. 3a4HMAT NaHen e o6bpHAT C rnaBaTa
Hagony. MbpBO OTBOPETE Kanaka Ha oTAeneHMeTo 3a batepuu.

2. MoHTupaiTte batepuaTta. M3BaseTe KOHEKTopa Ha baTepuaTta. Chep ToBa
CBbpXKETe BaTepmATa KbM KOHEKTOpPA M A MOCTaBeTe B OTAEeNEHNETO 3a
baTepum.

3. 3aTBOpeTe Kanaka Ha batepuaTa. MbpBO NAb3HETE KanaKka HAa MACTO MO
NAiBaTa KAlOYanKa Ha oTaeneHMeTo 3a batepun. Cnen ToBa 3aTBOpETE Kanaka.
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NPEAYNPEXOEHUNE: CmeHeTe 6aTepumATa, ako HAMaA Aa M3nosi3BaTe
YCTPOICTBOTO 3a onpegesieH nepnog ot Bpeme. ToBa 03HayaBa, ye 6atepuaTa
€ u3ToLleHa.

3.5 ONUCAHMUE HA CbCTOAHUETO HA NMOKA3ATENA
PaboTHO CbCTOSIHME Ha
obopyaBaHeTo
CBeT/MHaTa e 3e/1eHa YCTPOMCTBOTO € BK/IOYEHO
AnapatbT e B paboTHO CbCTOAHUE U
yNTpa3ByKoOBaTa COHAA yNaBA
CUrHafa Ha CbpLUETO Ha Nnoaa.
YCTPOMCTBOTO € B CbCTOAHME Ha
HWCKO HanpeKeHne

LLBAT 1 CbCTOAHME Ha UWHAOWNKATOpPa

Mwurawa 3eneHa cBeT/iMHa ¢
¢eTan Ha CbpAaeYvYHa 4ecCToTa

MOCTOAHHO MUTaLLO OPaHXeBO

3.6 U3NON3BAHE HA NMPOAYKTA 3A OTKPUBAHE

YcTaHoBeTe No3uumMATa Ha N10A4a Ypes 4OKOCBaHE Ha PbKaTa, KaTo MbpBo
oTKpueTe Hai-gobpaTa NOCOKa KbM CbpLLETO Ha Naoaa. MocTageTe Anuesus
naHen Ha CoHAATa B Hail-4o06paTa No3mLMs 32 OTKPMBAHE HA CbPAEYHUS
pUTBM Ha naoaa. Hactpoiite TpaHcatocepa, 3a Aa NOCTUTHETE ONTMMaseH
3BYKOB CUTHaA, B UAEANHMA Cly4ai Ypes HaKkNaHaHe Ha TpaHcalcepa
HaoKo/10. OBUKHOBEHO MACTOTO Ha CbPLLETO Ha Naoga e ¢ 1/3 no-Hucko ot
MbMHATa BPbB B PaHHUTE eTanu, c/ies KOeTo ce NPUABUIKBA Harope ¢
yBe/IMYaBaHe Ha recTauMoHHaTa Bb3pacT, @ MACTOTO Ha CbPLETO Ha Naoaa ce
OTK/IOHABA JIEKO HAJIABO UM HAZACHO Npu pasnnyHuTe dpetycu. Yeeperte ce,
ye NOBBLPXHOCTTA HA COHAATa HaMb/HO AOKOCBA KorKaTa. LLilom ce uye 3BYK,
TOBa 03HayYaBa, Ye coHaaTa paboTu NPaBUAHO. AKO HE e HaIMYeH resl, KOMTo
[la OCUTYpM BpPb3KaTa, MOKe Aa ce 13No/3Ba BoAa.
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benexkka: HopmanHaTta cbpaeyHa 4ecToTa Ha nsioga e B gnanasoHa 110-160
yaapa/muH. Mo Bpeme Ha TbPCEHETO Ha CbPLLETO Ha M/10[a MOXKe Aa ce
noasu HeobuyalMHa ctonmHocT Ha FHR.

O BpeMeHHOCT
i O MpenponunHa
-Q 3 - PaxpaHe

Theed 3

3.7 UBNON3BAHE CAMO HA ®ETAJIEH AONJIEP

1. MocTaBeTe cnylwankaTa B rHE340TO 3a C/IyLWaKU Ha YCTPOMUCTBOTO U
C/IO}KEeTe cayllasikaTa.

2. Bksitouete ycTpolicTBoTO.

3. HaHeceTe cBbp3BaLMA areHT BbpXy YATPa3ByKoBaTa COHAA U NOKPUinTe
paBHOMEPHO NOBBPXHOCTTA Ha COHAATa.

4. MocTaBeTe coHAaTa BbpXy Kopema Ha bpemeHHaTa keHa U 6aBHO ABUXKeTe
coHAaTa, 3a Aa OTKpMeTe No3nLMATa Ha CbPLETO Ha Na10A4a, AOKaTO YyeTe
CbpAeyHUTE TOHOBE Ha Na1oAa. AKO 3ByLMTE Ha NN04a He ca ACHM WU ca
MHOrO cnabu, ysenmuyere cunaTta Ha 3ByKa, AOKATO YyeTe ACHU CbpAeUHM
3BYUM Ha naoaa.

5. 3ano4HeTe Aa 6poute chbpaeyHUTE yaapu Ha NaoAa B MUHYTa, T.e.
CcbpAeyHaTa YecToTa Ha naoaa.

6. M3KntoyeTe yCTPOMCTBOTO, KOraTo NPUKAOHYUTE C U3MON3BAHETO MY.

3.8 CBbP3BAHE HA YCTPOMCTBOTO KbM CMAPT®OHA C NOMOLLTA HA
AYOUOKABE/

UsmeansaHe Ha copmyep:

MN3Ternete n MHcTanmpante mobunHoto npunoxexHue "AngelSounds", kato
ckaHuparte QR KoAa BbpXy KyTUATa WM KaTO NOTbPCUTE MPUIOKEHMETO B
MarasmHuUTe 3a NPUNOKEHUA, KaTo Hanpumep APP Store/Google Market.
Tosu codTyep nogabpka iOS 7.0 u no-Hosu Bepcum 1 Android 4.3 n no-Hoswm
Bepcun. OcBeH TOBa XapAyepbT Ha cMapTooHa TpsAbBa Aa NoaabpIKa
Bluetooth 4.0.

Cevp3saHe Ha ayouoKkabesna: KakTo e NOKa3aHo BAABO.
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M3nonseaHe Ha copmyepa: 3a NoAPO6HOCTM BUMKTE PbKOBOACTBOTO 33
codTtyepa.

4. NOAAPBXKA, MOYUCTBAHE U AESUHPEKLNA
4.1 NOAAPBXKKA

4.1.1 AKycTMYHaTa NOBBPXHOCT Ha NpeobpasyBaTensa e KpexKa 1 c Hea TpabBa
Aa ce pabotn BHMMaTenHo. Cnen ynotpeba renst Tpabsa Aa ce nsbbplie ot
npeobpasysatens. Team npeanasHU MEPKM LLLE YABAMKAT *KMBOTA Ha
YCTPOMCTBOTO.

4.1.2 Tpabsa Aa ce U3BbPLUBA CAeAHATa NOAAPBIKKA, 33 Aa Ce rapaHTMpa, Ye
NPOAYKTLT € BUHArM GyHKUMOHANEH, KOraTo e Heobxoaumo.

® BusyanHa NpoBepKa

® [ouncrere NPoOAYKTa N HEFOBUTE MPUHAANEKHOCTU

e [poBepeTe MHAMKATOPA 3a CbCTOAHMETO Ha BaTepuaTa

o [1poBepKa Ha NPON3BOAUTENHOCTTA Ha NPOAYKTa

® AKo baTepuaTa He ce U3Non3Ba 4b/ro Bpeme, U3BageTe A

® [poAyKTLT HE Ce Hy}KAae OT KanmbpupaHe

3abenexka: He e Bb3MOXKHO fa ce M3BbPLIBA 06CYKBaAHE N NOALPBIKKA,
[LOKaTo 0bopyABaHETO Ce U3Nos3Ba.

Mpu NoncKBaHe NPON3BOAUTENAT NPEAOCTaBA CXEMU Ha CBbP3BaHe, CNNCHLM
C Y4acTu, ONUCaHMA, UHCTPYKLMK 33 KannbpupaHe uam apyra nHdopmaums,
KOATO A3 NOANOMOrHE CepBU3HMA NepPCcoHaN NPU PEMOHTa Ha KOMMOHEHTUTE.

4.2 NOYUCTBALLU NPENAPATU U NPUHAANNEXXHOCTU

CnegHuTe NOYMCTBALLM NpenapaTM MoraT Aa Ce U3MO0A3BaT 33 NOYMCTBAHE HA
BbHLUHWUTE NOBBPXHOCTM Ha MPOAYKTA.

e 13onponunos ankoxon (70% pasTeop BbB BOAA)

® HexeH canyH n Boaa

® HaTtpues xmnoxaopuT (xn1opHa 6enmHa) (3% pasTeop BbB BOAA).

® YeTBbpTUYHM aMOHUEBU CbeanHeHUa (KaTo Lysol) (10% pa3TBop BbB BOAA).
MNPEAYNPEXOEHWUE: He nsnonseaite abpasmMeBHM NOYMCTBALLM NpenapaTu
WIN CUNHW PA3TBOPUTE/IN, KAaTO aLETOH MM NpenapaT Ha aLeToHOBA
OCHOBa.

NPEAYNPEXOEHUE: He cmecBaiTe pa3TBOpM Ha Ae3MHPEKTAHTU (KaTo
6e/1MHa M aMOHSK), Tb1 KaTo MOXKe Aa ce 0bpasyBaT ONacHU rasose.
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NPEAYNPEXAEHWE: He nanonssaiTe KUCEANHHW, anKaaHU UAN passaKaalum
NOYMCTBALLM NpenapaTu.

NPEAYNPEXOEHUE: He nouncTBanTe enekTpuYecKkmMTe KOHTAKTU UK
cbeanHuTenn c benunHa.

4.3 UHCTPYKLIMN 3A NOYUCTBAHE

1. M3KkntoueTe NpoayKTa Npeau noyYncTBaHe.

2. Mpegy Aa NOYMCTUTE, OTCTPAHETE BCUYKM NOJEMNHANN 3aMbPCABAHNA
(KbpNUYKK, TEYHOCTM M Ap.) U U3bBpLIETe Aobpe C Kbpna, HaBNaXKHEHaA C
BOAA, Npeam Aa U3Non3BaTe NoYMCTBALLMA Pa3TBOP.

3. He noTanaiTte npoAyKTta npu noyncreaHe. NMogabprKaiiTe BbHIWHATA
NOBbPXHOCT Ha ypeaa yMcTa M 6e3 npax U 3aMbpcsaBaHUA, NOYUCTBANTE
BbHLUHATa NOBbLPXHOCT Ha ypeaa CbC Cyxa MeKa Kbpna, ako e Heobxogumo,
noymucTeTe A C MEKA Kbpna, NoToMeHa B canyHeH pas3TBop, U BegHara A
n3bbplueTe 4O CYXO C YMCTa Kbpna. M36bplueTe TANOTO HA CEH30pa C MeKa
Kbpra, 3a i3 OTCTpaHMTe OCTaTbLMTE OT CBbP3BaLLus re. MouncTeaiTe camo
CbC CanyH.

NPEAYMNPEXKAEHWME: 3a pa npegoTspaTMTe NOBpeAa Ha NPOAYKTA, He
noYyncTBaTe HUTO e4Ha YacT OT NPOAYKTa UK aKcecoapuTe ¢ PeHONHU
cbegmHeHns. He nsanonssaite abpasmBHM UAM 3aNa MMM NOYNCTBALLM
npenapaTti. He n3nonssaiTe napa, aBTOKNAB UM ra30Ba CTEPUAM3ALNA HA
NpOAYKTa KN akcecoapuTe.

NPEAYNPEXOEHUE: Mouncreawm TeyHocTn: He noTansiite npoaykTa B
TEYHOCTU N HE U3INBANTE NOYMCTBALLM TEYHOCTU BbPXY, B AU B NPOAYKTA.

4.4 NESUHDEKLINA

MouymcTeTe NOBHLPXHOCTTA Ha YCTPOMCTBOTO M CEH30Pa B CbOTBETCTBUE C
ropHaTa npoueaypa, cief, KoeTo M3bbpLieTe NOBbPXHOCTTA HA CEH30PaA CbC
75% eTaHoN UK anKoXo, NoYMUCTeTE NOBBLPXHOCTTA HA CEH30pa CbC CyXa
MeKa Kbpna.

MNPEAYNPEXAEHWE: He nsnonseaiTe HUCKOTEMMEPATYpHA CTEPUAN3ALNA C
napa uam gpyr metoz, 3a ctepuansaums.

NPEAYNPEXKAEHWE: He ctepnnnsmpaiite npu BMCOKa TemnepaTypa.

Cnep nouncTBaHe Uam gesvHdeKLMA NpoBepeTe fanum gonaepsbT paboTu
[obpe. AKO OTKpUETE HAKAKBM NPoHaEMMU, CBBPIKETE Ce C NPOU3BOAUTENA 33
cepBU3HO 06CNyKBaHe, Npean Aa ro N3MNoa3BaTe NOBTOPHO.

BusyanHa nposepka:
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MpoBepeTe gann yCTPONCTBOTO HE € NOBPeAEHO.
[fpoBepKa Ha DYHKLMKMATaA:
1. HPOBepETe Aann oonnepsvTt MOXKe Aa 6'b,£l,e BK/1KOYEH NN U3KNTHYEH

npaBuUIHO.

2. MoTbpKaiTe NOBbPXHOCTTA Ha COHAATa C PbKa, 33 43 NPOBepUTE Aanu

[onnepbT U3gasa NpaBUIHUSA 3BYK.

5. CNEUNDPUKALUA N OTCTPAHABAHE HA HEM3MPABHOCTU

B 1031 pa3aen ca nsbpoeHun cneunduKaummTe Ha NPOAYKTa U CTaHAAPTUTE 33

6e3onacHocT.
5.1 CRELUUPUKALIUN

3abenexka: CneaHute cneumndurKaumm morat ga 6b4aT NPOMEHEHM U ca

npeanocrtaBeH CamMo 3a CrnpasKa.

TexHnyecku cneundukaumm

ynotpeba

AKycTU4YHa paboTHa yecToTa 3,0 MHz
YnTpa3ByKoBa nNpegasatesiHa MOLHOCT <20mW
O6ua YyBCTBUTE/THOCT Ha pa3cTosiHne 200 | =90 dB
mm OT NpeAHaTa YacT Ha CeH3opa
MpocTpaHCTBEH-NUKOB-BpemMeBU-NnK <0,1MPa
(MpocTpaHcTBEH-NUKOB-BPEMEBU-TIUNK)

3BYKOBO HansAraHe

AKyCTMYHa CBbP3Balla cpesa 3a obLua pH: 5,5 -8,

AKYCTUYEH MMMedaHC:
1,5x10°- 1,7x108Pa-s/m

M3x04Ha MOLLLHOCT Ha 3BYKa

<0,2'W;

M3X0AHO ayamo rHesno

03,5 mm

HanpekeHune Ha batepusTa

6LR61 9V

Bua curypHoct

YCTPOICTBO C BbTPELLHO
3axpaHBaHe, Tun BF
NPUIOMXKEHWN YACTH

CreneH Ha BOAOHENPONYCKANBOCT P22
Terno Ha OCHOBHUA 0,15 Kr (BKAtOUUTENHO
baTepusTa)

Pasmepu

100 mm x 85 mm x 50 mm

MapaMeTbpbT Ha aKYCTUYHMA U3XOL € B
CboTBETCTBME C pasnopeabuTe 3a
HepasKpuBaHe Ha nHpopmauma ot

P_<1MPg;
l(ob)<20mW/cm?;
I(spta)<100mMW/cm?
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IEC61157, 3ncKBaHWA 3a AeKNapupaHe Ha
aKYCTUYHUA U3X0L HAa MeOULLUHCKO
[AMarHoCTMYHO yNTpa3ByKoBO obopyaBaHe:

’KMBOT Ha NpoayKTa 5 roguHu

[laTa Ha Npou3BOACTBO BUMKTE eTUKeTa

PaboTHU ycnosus

Temnepatypa 5-40°C

BnaxkHocT < 80 % oTHOCUTENIHA BN1aXKHOCT; 6e3
KOHAeH3auua

AtmocdepHo HansaraHe | 70 - 106 kPa

YcnoBuA 3a TpaHCNOPTUPAHE N CbXPaHEeHUe:

Temnepatypa -20-55°C

BnaxkHocT 10 - 93 % oTHOCKTEIHa BNAXKHOCT; 6e3
KOHAeH3auuA

AtmocdepHo 50 - 106 kPa; BbTpellHa BEHTUANPAHA 30Ha 6e3

HanAraHe KOPO3MBEH ras

Bpeme 3a HarpsiBaHe Ha yCTPOMCTBOTO

- Bpeme, Heo6xo04MMO 3a 3aTOMNAAHE Ha YCTPOMCTBOTO OT MMHMMA/IHATA
TemnepaTtypa Ha CbXxpaHeHWe Mexay ynoTpebuTe g0 MOMEHTa, B KOWTO TO e
roToBo 3a ynotpeba no npeaHasHayeHme: 30 MUH.

- Bpeme, Heob6X0AMMO 3a OXNarKAaHe Ha YCTPOMCTBOTO OT MaKCMMasHaTa
TemnepaTtypa Ha CbXpaHeHne Mexay ynotpebuTte o MOMEHTa, B KOWTO TO e
roToBo 3a ynoTpeba no npegHasHayeHme: 30 MUH.

5.2 PASINNIEXXOAHE HA NOABBIPOCU

MpobnembT Bb3MorKHa NpuumHa OTcTpaHABaHe Ha
HeM3npaBHOCTM
HeBb3MOXKHOCT 3a 3ameHeTe HoBaTa
Hucko HMBO Ha BaTepusATa
BK/IOYBaHE 6aTepun

YBennyaBaHe Ha

bes 3BYyK Hucbk obem
CUNaTa Ha 3BYKa

® YBesinyaBaHe Ha
cMnaTa Ha 3BYyKa

® HaHeceTe cBbp3BalL
areHT uam Boga

CbpueTto Ha nnoga | @ HUCbK obem
He MOoXe fa 6bae ® He e npunoxeH
OTKPUTO MmaTepuan 3a CBbp3BaHe
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® PerynmnpaHe Ha

MeCTOMONOXKEHUETO Ha
® HenpaBunaHO noctaBsaHe

COHAaTa
Hucka Ha coHAaTa
® HaHeceTe
YYBCTBUTENHOCT ® He ce npunara
NpaBuJIHOTO
CBbP3BaLLO BeLeCcTBO
KOQIMYecTBo

CBbp3BaLLO BELLECTBO

NHubopmauma 3a EMC

MNPEAYNPEXOEHWUE: N3barsaiiTe aa nanonssate ToBa ob6opyaBaHe B 6a130CT
[0 Apyro obopyasaHe nav B HenocpeacTBeHa 61130CT e4HO 40 ApYro, Tbi
KaTo TOBA MOXKe fia AoBeAe A0 HenpasuaHa paboTta. AKo TakaBa ynoTpeba e
Heobxoanma, ToBa obopyaBaHe u Apyroto obopyasaHe Tpabsa aa ce
Habntogaear, 3a Aa ce Nposepu Aanu paboTaT HOPMasHO.

2. MPEAYNPEXAEHUE: M3non3BaHeTO Ha akcecoapwu, CEH30pU 1 Kabenu,
pPasZINYHKM OT cneunduuMpaHnTe AN AOCTaBEHUTE OT NPOU3BOAMUTENS Ha
ToBa 060pyABaHe, MOXKe Aa A0BeAe A0 YBE/NYABAHE HA eIEKTPOMArHUTHUTE
€MUCUU MW HAMANABAHE Ha e/1IeKTPOMArHUTHUSA UMYHUTET Ha TOBA
obopypBaHe 1 o HenpasuaHa paborTa.

3. MPEAYNPEXAOEHUE: NMpeHoCMMO paanoyecToTHO KOMYHUKALUOHHO
obopyaBaHe (BKNHOYMTENHO NepUPepPHM YCTPOMCTBA, KaTo aHTEHHU Kabenu un
BbHLUHW aHTEHW) He TPAbBa Aa ce M3M0A3Ba Ha pPa3CcTosHMe, No-manko oT 30
CM OT KOSITO M Aa e YacT oT obopyasaHeTo Ha ME, BkatounTenHO Kabenu,
NocoYeHun oT NponssoauTens. HecnasBaHeTo Ha TOBA M3MCKBAHE MOXKe Aa
JoBeze [0 B/oWaBaHe Ha paboTaTa Ha ToBa 0b6opyaBaHe.

Tabanua 1
OeKnapauua - eNeKTPOMarHUTHU eMUCUn
TecT 3a emucum CvoTBeTcTBME C pasnopenbute
PaguouectotHO nsnwvusaHe CISPR
Mpyna 1
11
o}
aAno4vecTtoTHo nsnbvuBaHe CISPR Knac B
11
Emucmn Ha xapmoHunum IEC 61000-
He e npunoxummo
3-2
KonebaHua Ha
HanpeeHueTo/nsnbusare IEC He e npunoxummo
61000-3-3
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Tabaumua 2

AeKnapaumsa - eNeKTpoOMarHnTHa yCTonuymeocCT

pa3psag (ESD) IEC 61000-

+2 kV, £4 kV, £8 kV, £15

M3nunTtBaHe Ha HunBoO Ha nsnuTBaHe No CreneH Ha
CbMNpoOTUBNEHNETO IEC 60601 CbOTBEeTCTBME
EnektpocratuyeH KoHTakT £8 kV KoHTaKT £8 kV

+2 kV, +4 kV, 8 kV,

61000-4-4

BXOLI,HVI/VBXO,CI,HVI JINHUN

4-2 kV Bb3gyx 115 kV Bb3ayx
+2kV3a

bbp3un enekTpuyeckm
eNeKTponpoBoAn

npexoan/paspsaau IEC +1 KV 33 He e npunoxumo

MpeHanpexeHue IEC
61000-4-5

+0,5kV, £1kV ot
NNHUA 00 TNHUA

+0,5KkV, + 1KV, +2 kV
TMHNA KBM 3eMA

He e npunoxumo

[MagaHnAa Ha
HanNpeXKeHMeTo, KPaTKu
NPEeKbCBAHMA U
KonebaHua Ha
Hanpe)KeHMeTo Ha
BXOA4HUTE
enektponposoam IEC
61000-4-11

0% UT; 0,5 umkbna npwm
0°, 45°,90°, 135°, 180°,
225°,270° n 315°.

0% UT; 1 umkbn n 70%
UT; 25/30 uunKbna
EaHodasHo: npu 0°

0% UT; 250/300 uunkbna

He e npunoxmnmo

MarHuTHo none c
YecToTa Ha 3aXpaHBaHe
(50/60 Hz) IEC 61000-4-
8

30 A/m

30 A/m

3ABEJIEXKKA: UT e HanpeXXeHMeTo Ha NPOMEH/IMBOTOKOBATa MperKa npegm
M3N0/3BaHETO Ha TeCTOBOTO HUBO.
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Tabamua 3

AeKnapaumsa - eNeKTpoOMarHnTHa yCTonuymeocCT

HacoyBaHe |[EC 61000-4-
6

MHz
6V B ISM neHTn mexay
0,15 MHz n 80 MHz

M3nuTtBaHe Ha HwnBoO Ha n3nuTeBaHe no CreneH Ha

CbMNpoOTUBNEHNETO IEC 60601 CbOTBEeTCTBME
3V 0,15 MHz no 80

PagnouectotHO

He e npunoxumo

M3abyeHn pagnoBbaHN

10V/m

10V/m

IEC 61000-4-3 80 MHz no 2,7 GHz
Tabnvua 4
Heknapauyma - ONACHOCT ot usnaraHe Ha 6/1M3KM NoseTa OT 6e3KNYHU
KOMYHMKaLMOHHW YCTPOMCTBA
M3nutBaHe | HuBO Ha usnuteaHe IEC60601 CreneH
Ha YecToT MaKkcumanH | UsnutBaHe | Ha
CbNpoTUBA aHa Mogaynal, a Ha CbOTBETC
eHneTo M3NUTB mn npou3BoauT | CbNpoTMBA | TBUE
aHe enHoct eHuneTo
N3nbueHun **Umnyn
aANOBBJIH 385 CHa
E o vy, i 1,8 W 27V/m | 27V/m
61000-4-3 na: 18 Hz
*FM+5Hz
OTK/IOHEe
&Sl_?z Hue: 2W 28 V/m 28 V/m
CUHYyCOM
na 1l kHz
710
745
MHz UMAYACK 0,2W 9V/m 9V/m
730 Te: 217
MHz Hz
* %
SILOZ ﬂ':a”y“ 2W 28V/m | 28V/m
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870 moaynay,
MHz ma: 18 Hz
930
MHz
1720 | ,,
i | o
1845 UMMYACK 2W 28 V/m 28 V/m
MHAZ ) e 217
1970 .Hz
MHz
**Moayn
auma Ha
2450 UMMYACK 2W 28 V/m 28 V/m
MHz
Te: 217
Hz
5240 |,
iz | o
>>00 UMMYACK 0,2W 9V/m 9V/m
MHz Te: 217
5785 'HZ
MHz

3abenexka* - Kato antepHatMBa Ha FM moaynaumsaTa Moe ga ce
n3nona3ea MmnyacHa moaynaumna ot 50% npm 18 Hz, Tvih KaTo T4 He
npeAcTaBAsABa UCTUHCKA MOAYALNA, HO € HAW-NOLWNAT Bb3MOXKEH
CueHapuit.

3abenexka** - HocelaTa AMHUA ce Moay/iMpa C KBaapaTHa BbJiHa C
NPOMEHIMB UMKbAa 0T 50 %.

6. THOOPMALIUA 3A KOHTAKT
6.1 UHTEeH3UBHOCT M 6e30NacHOCT Ha YATPa3BYKa

6.1.1 YnTpa3ByK B meauumnHaTa

MN3non3BaHeTo Ha AMarHOCTMYEH YNTPA3BYK Ce e A0Ka3a/io KaTo LeHeH
WHCTPYMEHT B MeAMLUMHCKATA NPaKTMKa. YATPa3BYKOBUAT N3X0O4, Ha
YCTPOICTBOTO CE KOHTPOIMPA BbTPELLUHO U HE MOXKe A3 6bAe NPOMEHAH OT
noTpebuTena no Bpeme Ha NpoBepKaTa. Bbnpekn ye 4o MOMEHTa He ca
[OKNaABaHM NOTBbPAEHM BMONOTMUYHKN eDEKTU BBPXY NALLMEHTM BCAeaCTBUE
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Ha M3iaraHe Ha Bb34EeNCTBMETO HA CEralHOTO ANArHOCTUYHO YATPA3BYKOBO
obopypBaHe, CbLLECTBYBA BEPOATHOCT Taknea bnonornyHm epektn aa 6vaat
ycTaHoBeHM B 6baeLe. Mopaau ToBa yATpasByKbT TpAbGBa Aa ce n3nonsBea C
NOBULLEHO BHMMAHMe. MNpu nonyvyaBaHe Ha HeobxoaumaTa KAMHMYHA
nHbopmauma Tpabea ga ce 3bAreaT BUCOKM HMBA Ha 3BYKOBA MOLLLHOCT U
Ab/Ir0 Bpeme Ha eKcnosumums.

6.1.2 Ob6acHeHue Ha MI/TI

6.1.2.1 Ml (MexaHM14YeH UHAEKC)

KoraTo ynTpa3ByKoBUTE Bb/HW NPOHUKHAT B TbKaHUTE U ce AOKOCHAT A0 TAX,
MO’Ke A3 Bb3HUKHAT KaBUTaLMOHHM edeKTH, KOMTO Aa NPean3BUKaT OKaNAHU
MWIHOBEHW BUCOKM TemnepaTypu. NossaTa Ha To3n edeKT 3aBucH OT
pa3nnyHu GpakTopu U Mma nparos edeKT. MoHacToALEeM HAMa CbobLieHMA 3a
BpeAHU mexaHMYHU epeKTn Npu n3nonssaHe Ha obopyasaHe 3a
Y/NTPa3BYKOBa AMArHOCTMKA OT XOpa, a NparbT Ha KaBUTaLMOHHUTE edeKTn e
HesaceH. CTeneHTa Ha MexaHWYHUTe edeKTHM ce yBeMYaBa C yBe/MyaBaHe Ha
MaKCMMaIHOTO 3BYKOBO HajifiraHe Ha yNTPa3ByKOBUTE BbJIHM, HO Hama/ifBa C
yBe/iMyaBaHe Ha YyecToTaTa. AMEPUKAHCKUAT MHCTUTYT NO YATPa3ByK B
MeamumHaTa 1 HaumoHanHaTa acoumaums Ha NpoM3BOANTENNTE Ha
e/IeKTPOTEXHMKA Ca YCTAaHOBUN MexXaHu4YeH nHaekc (Ml), kolTto
XapaKTepusunpa BepoATHOCTTa OT MEXaHUYHU edeKTM Ha yATPa3BYKa.

6.1.2.2 Tl (TepMmunyeH MHAEKC)

3arpABaHeETO Ha TbKaHUTE ce Ab/IXKM Ha abcopbunaTa Ha yATPa3BYK Npu
npunaraHe Ha yaATpasByKoBa eHeprua. MNosBMwaBaHeTo Ha TemnepaTtypaTa ce
onpeaens oT MHTEH3MBHOCTTA HA AaKYCTUYHOTO U3/TbYBAHE, M3N0XKEHATa NAOLY,
N TePMOPU3NYHNTE CBOIMCTBA HA TbKAHTA.

B 3aBMCMMOCT OT pas3inyHUTE TEpMOPU3MYHU CBOIMCTBA Ha TbKaHTa, Tl ce
pasaens Ha Tpu suga: TIS, TIB n TIC.

TIS (TONAMHEH MHAEKC HA MEKUTE TbKaHM): OCUTYPsIBa OLLEHKA Ha
NOTEHUMANHOTO NOBULLABAHE Ha TeMnepaTypaTa B MEKUTE UAU NOAO0OHM Ha
TAX TbKaHM.

TIB (TONAMHEH MHAEKC Ha KOCTTA): OCUrypsBa OLLEHKA HA NOTEHLMANHOTO
NoBWLLABaHe Ha TemnepaTypaTa, KOraTo yATPa3BYKOBUAT ibY NPeMUHABA
npe3 MeKu TbKaHW 1 pOKyCHaTa 30Ha e B HenocpeacTeeHa 6a11M30CT o
KOCTTa.
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TIC (TepmMMUEH MHAEKC Ha YePeNHUTE KOCTU): AaBa OLEHKa Ha
NOTEHUMANHOTO NOBULIABAaHe Ha TemnepaTypaTa B YepenHUuTe KOCTU Uan
NOBBPXHOCTHUTE KOCTU.

6.1.3 OrpaHnyaBaHe Ha MOLWHOCTTA Ha YATPa3BYyKa

MapamMeTbpbT Ha aKyCTUYHMA N3X0, € B CbOTBETCTBUE C pa3nopenbuTe 3a
cBobosa Ha onosecTtaBaHe B IEC 61157 U3unckBaHe 3a aeKknapmpaHe Ha
AKYCTUYHMA MU3X04 Ha MeANLMHCKO ANArHOCTUYHO YNTPA3BYKOBO
obopypaBaHe: Pr<1MPa; nsxogHarta MOLLHOCT, pa3AeneHa Ha NJoLLTa Ha
n3xoAHuA cHon oT 12 dB, e He no-manka ot 20mW/cm?2; Ispta<100mW/cm?2.
3abenerkka: MNpu BCUUYKM HACTPOMKM Ha YCTPONCTBOTO TONAUHHUAT U
MEXaHUYHUAT NHAEKC ca No-mankm ot 1,0.

6.2 leknapauums

HenpodecnoHanHMAT notpebuTen nnmn HenpodecMoHanHaTa oTroBopHa
opraHusauus Tpsbea Aa ce 06BbPHAT KbM NPOU3BOAUTENA UK
npeacTaBUTeNs Ha NPOU3BOAUTENA MO CIegHUTE BbNPOCU:

AKO e HeobxoaMmo, NoMOLL, PY HAaCTPOMKaTa, U3MOA3BAHETO UK
nogApbKKaTta Ha ob6opyaBaHETO UK CUCTEMATA.

BceKku ceproseH MHLUMAEHT, Bb3HMKHA BbB Bpb3Ka C U3aenuneTo, Tpabea ga
ce AlOK/1aABa Ha NPOU3BOAUTENA M HA KOMMNETEHTHUTE OpraHM Ha BalwaTa
ObpXKaBa YseHKa.

6.3 Npoussoaguren

Mpoussoguten: Shenzhen Jumper Medical Equipment Co., Ltd.

Agpec: Shenzen Jumper, Shenzhen, Praha 1: D Building, No 71, Xintian Road,
Fuyong Street, Baoan, Shenzhen, Guangdong, China, 518103

TenedoH: +86-755-26696279

EnekTpoHHa noua: info@jumper-medical.com

YebcalT: www.jumpermmed.com

www.jumper-medical.com
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6.4 Ynb/IHOMOLLEH eBPONENCKU NpeacTaBuTen

EC |REP

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

o

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China,518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www_jumper-medical.com

DocTtaBumnk/aucTpnbyTOop
Sunnysoft s.r.o.
Kovanecka 2390/1a

190 00 Mpara 9

Yewka penybnvka
www.sunnysoft.cz
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C € o598
AngelSounds

User Manual
Fetal Doppler

Model:JPD-200S
Manual Version:3.0 Issuing Date: 2024.4

Thank you for purchasing the Fetal Doppler made by Jumper Medical Before using
the product, read this manual carefully and operate the product as specified in this
manual.

SECTION 1: INTRODUCTION

1.1 PACKING LIST

Main unit X 1; Earphone X 1; User manual X 1.

1.2 PRODUCT DESCRIPTION

The product is mainly used to detect the sound of the fetal heartbeat (SFH). Fetal
heart rate (FHR) is important basis for checking whether a fetus is healthy.
Recording the changes in FHR helps detecting signs of fetal hypoxia, fetal distress,
fetal umbilical cord around neck, and so on. Fetal monitoring at home mainly
includes listening to fetal heartbeat and checking FHR changes, which help greatly
increase fertility safety.

1.3 OPERATING PRINCIPLE

Fetal Doppler consists of probe (transmitter and receiver) and signal process unit.
Ultrasonic wave is t d from one pi ric ceramic at the front of the
probe to the uterus of the pregnant women. Echo is received by the other
piezoelectric ceramic at the front of the probe when ultrasonic wave reaches the
fatal heart. Then it is converted into voltage. This Doppler signal is detected and
demodulated from the received signal. And the Doppler frequency is consistent with
the rhythm of the fetal systole and diastole. Once cardiac valves vibrate and a
Doppler frequency excursion is formed. It is transmitted an output signal of cardiac
valves vibrating, and it is sent to the loudspeaker for getting a rhythmical sound
with the fetal heartbeat.

SECTION 2: SAFETY GUIDANCE

2.1 INTENDED USE

The Fetal Doppler JPD-200S is a hand-held, battery powered audio Doppler device
used for detecting fetal heartbeats. The patient is an intended operator.

2.2 INDICATIONS FOR USE

The product is normally applied to fetus above 16 weeks growth, difference in
pregnant mater.

e Listen to SFH: Operator can listen to the sound of fetal heartbeat from the
speaker.

© Audio record: The sound of fetal heartbeat can be recorded.

CAUTION: It should not be used in life supporting or life sustaining

applications.
2.3 CONTRAINDICATIONS FOR USE
The device has no side-effects if administered correctly and residual risk is
acceptable.
2.4 NOTE FOR HOME USE
This device cannot replace a professional fetal monitor. If the fetal heart rate is
abnormal or cannot be located by using this monitor, pregnant woman should
immediately go to the hospital to seek the doctor's help. If fetal movement is not felt
by the pregnant woman, immediately go to the hospital to seek the doctor's help.
2.5 SAFETY TERMS AND CONDITIONS
The signal words shown below left, identify the potential hazard categories. The
definition of each category is as follows:

& DANGER: This alert identifies hazards that will cause serious personal
injury or death.
‘WARNING: This alert identifies hazards that may cause serious personal
injury or death.

& CAUTION: This alert identifies hazards that may cause minor personal
injury, product damage, or property damage.

2.6 SAFETY ALERT DESCRIPTIONS

The following is a list of product safety alerts that appear in this section and
throughout this manual. You must read, understand, and pay heed to these safety
alerts before attempting to operate the product.

& DANGER: Fire and Explosion Hazard
Do not operate the product in the presence of flammable gases to avoid
possible explosion or fire hazard.
WARNING: Strangulation resulting from baby or child entanglement in
monitoring cables.
WARNING: Do not modify this equipment without authorization of the
manufacturer.
WARNING: Dust, light may affect the safety and performance of the
instrument.
WARNING: Degraded sensors and electrodes, or loosened electrodes,
& that can degrade performance or cause other problems.
WARNING: The effects caused by pets, pests or children
WARNING: Use only Approved Equipment
Do not use batteries, gel, cables, or optional equipment other than those
approved by manufacturer which may cause the product to function
improperly during a rescue.
& WARNING: Adjacent and/or Stacked Equipment
The Product should not be used adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the Product should be
observed to verify normal operation in the configuration in which it will
be used.
CAUTION: Check that the equipment does not have visible evidence of
damage that may affect personnel’s safety or examining capability before
use. If damage is detected, replacement is recommended.
CAUTION: The surface of the probe in contact with the patient may
cause discomfort due to biocompatibility issues. The coupling agent may

> B

cause skin allergies in users. If the patient experiences any discomfort or
allergic reactions, usage should be immediately discontinued and medical
attention sought if necessary.

CAUTION: Do not wrap the probe wire to avoid suffocation.
CAUTION: Don’t touch patient, power port ,and probe at the same time .

B>

CAUTION: This product is not recommended for use on ships and
aircraft.
CAUTION: Please keep the Fetal Doppler and batteries out of the
reach of children to prevent them from playing with them. In the event
that a child accidentally swallows a battery, seek immediate medical
attention.
& CAUTION: Temperature/Humidity/Pressure extremes
Exposing the Product to extreme environmental conditions outside of its
operating parameters may compromise the ability of the Product to
function properly.
A CAUTION: Battery Disposal
Recycle or dispose of the battery in accordance with the local laws. To
avoid fire and explosion hazard, do not burn or incinerate the battery.
& CAUTION: Possible Radio Frequency (RF) Susceptibility
RF susceptibility from cellular phones, CB radios and FM 2-way radio
may cause interference with the product. Do not operate wireless
radiotelephones in the vicinity of the Product — turn power OFF to the
radiotelephone and other like equi
& CAUTION: Systems Statement
Equipment connected to the product must be certified to the respective
IEC Standards (IEC 60601-1 for medical equipment).
CAUTION: Case Cleaning Solutions
When disinfecting the case, use a non-oxidizing disinfectant, such as
ammonium salts or glutaraldehyde based cleaning solution, to avoid

near the Product.

damage to the metal connectors.

CAUTION: Environment of use

The product is designed for indoor use. Operator must confirm that the
environment of use meets the required operating environmental
specifications before using.

CAUTION: Cold Environments

If the product is stored in an environment with a temperature below the
operating temperature, the unit should be allowed to warm up to the
needed operating temperature before using.

A CAUTION:Do not use the device with HF surgical equipment.

2.7 SYMBOL DESCRIPTIONS

The following symbols may appear in this manual, on the product, or on its
accessories. Some of the symbols represent standards and compliances associated
with the product and its use.

Consult instructions for use of the product and/or its
accessories.

Medical Device

Warning Information.

EC |REP Authorized Representative in the European Community.

PEO

This product complies with the Regulation (EU)
2017/745 requirements.

C€ o598

Date of manufacture.

Manufacturer information.

EL

type BF applied part

Degree of protection against ingress of water and

1pP22 particulate matter.
It indicates that the equipment should be sent to the
E special agencies according to local regulation for

separate collection after its useful life.
- g

Storage Temperature

e

Humidity

Atmospheric Pressure

SECTION 3: USING THE PRODUCT
This section provides the description for operation.
3.1 PRODUCT STRUCTURE

(]
Power on/off & Volume Knob
Loudspeaker
Working indicator light
Transducer
Battery compartment cover
Earphone socket
Recording socket

Nouswn-g

3.2 OPERATE KNOB AND INDICATOR LIGHT
3.2.1 Power on/off

Power on: When the product is not in use, turn the “power on/off/volume knob  to
right for switching on the device. Indicator light is on.
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Power off: When in use, turn the “power on/off/volume knob” to the end of left for
switching off the device. Indicator light is off.

3.2.2 Volume adjustment

Turn the “power on/off/volume knob” to right; the sound volume will increase.
Contrary, Turn the “power on/off/volume knob” to left, the sound volume will
decrease.

3.3 SOCKET INTRODUCTIONS

3.3.1 Earphone socket

The earphone socket for audio output can be connected with a earphone.
3.3.2 Recording socket

The recording socket(7) for audio output can be connected with a smartphone via a
audio cable .

Lo J

t Earphone socket

* Recording socket

Audio cable

34
INSTALLING THE BATTERY

1. Open the battery cover. The rear panel is upturned. First, open the cover of
battery compartment.

2. Install the battery. Take out the battery connector. Then plug the battery to
connector, after that put them into the battery compartment.

3. Close the battery cover. First, along the left of battery compartment latch, put the
cover at the right place. Then close the cover.

&CAUTION: Replace the battery if the device is not likely to be used for some
time.It indicates that the battery is low.

3.5 DESCRIPTIONS OF THE INDICATOR STATES

Indicator color and state Device working state

Steady green The device is powered on

The device is in the working state, and the
ultrasonic probe captures a fetal heart
signal.

Flashing green light with the
fetal heart signal frequency

Flashing orange evenly The device is in a low voltage state.

3.6 USING PRODUCT TO DETECT

Locate the position of the fetus by hand touching, firstly to find out the best
direction to the fetal heart. Place the faceplate of probe at the best position for
detecting fetal heartbeat. Adjust the transducer to obtain an optimum audio signal
ideally by angling the transducer around. Generally, the site of heart of fetus is 1/3
below of navel line at its earlier stage, it then moves upward with increasing of
gestational period, and the site of heart of fetus will be a little deviation to left or
right with different fetuses. Please make sure that the surface of the probe should be
fully contacted with the skin. After the sound become clear, it is the proper
functioning. If no coupling gel, water can be used.

Note: The normal range of fetal heart rate is 110 bpm-160 bpm. Abnormal value of
FHR may appear during the searching of fetal heart.

Gestation
Antepartum
Parturition

3.7 USE OF THE FETAL DOPPLER ALONE

I.Insert the earphone into the earphone socket of the device, and wear the earphone.
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2.Turn on the device.

3.Coat the coupling agent on the ultrasonic probe, and evenly coat the coupling
agent on the surface of the probe.

4.Close the probe to the belly of a pregnant woman and move the probe slowly to
search for the location of the fetal heart until hearing the fetal heart sounds. When
the fetus sounds are not clear or very low, increase the volume until hearing clear
fetal heart sounds.

5.Start to count the fetal heart beats per minute, that is, the fetal heart rate.

6.After finishing using the device, turn off the device.

3.8 CONNECTING THE DEVICE TO THE SMARTPHONE VIA AUDIO
CABLE

Software Downloading:

Download and install the mobile phone APP software "AngelSounds" by scanning
the QR code on the packing box or searching for the APP in application stores such
as APP Store/Google Market.

This software supports iOS 7.0 and later versions, and Android 4.3 and later
versions. In addition, hardware of the smartphone needs to support Bluetooth 4.0.
Audio cable connection: According to the figure on the left.

Software Usage: Detailed see software operation manual.

SECTION 4: MAINTENANCE & CLEANING AND DISINFECTION
4.1 MAINTENANCE

4.1.1 The transducer acoustic surface is frangible and must be handle with care .Gel
must be wiped off from the transducer after use. These precautions will prolong the
life of the unit.

4.1.2 To ensure the product is always functional when required, the following
maintenance shall be performed.

® Visual Inspection

® Clean the product and its accessories

® Check the battery fuel gauge

® Test product performance

® Remove the battery if it is not used for a long time.

® The product requires no calibration.

Note: No service and maintenance while the equipment is in use.

Manufacturer will make available on request circuit diagrams, component part lists,
descriptions, calibration instructions ,or other information that will assist to service
personnel in parts repair.

4.2 CLEANING PRODUCT AND ACCESSORIES

The following cleaning products may be used to clean the exterior surfaces of the
product.

® Isopropyl alcohol (70% solution in water)

® Mild soap and water

® Sodium hypochlorite (chlorine bleach) (3% solution in water).

® Quaternary ammonium compounds (such as Lysol) (10% solution in water).
‘WARNING: Do not use abrasive cleaners or strong solvents such as acetone or
acetone-based cleaners.

WARNING: Do not use mixing disinfecting solutions (such as bleach and
ammonia) as hazardous gases may result.

‘WARNING: Do not use acid, alkaline, or corrosive detergent.

'WARNING: Do not clean electrical contacts or connectors with bleach.

4.3 CLEANING INSTRUCTIONS

1. Before cleaning the product, turn off the product.

2.Before cleaning, remove all adherent soil (tissue, fluids, etc.) and wipe thoroughly
with a cloth dampened with water before applying the cleaning solution.

3.When cleaning, do not immerse. Keep the exterior surface of the device clean and
free of dust and dirt, clean exterior surface of the unit with a dry, soft cloth, if
necessary, clean it with a soft cloth soaked in a solution of soap and wipe dry with a
diately. Wipe the tr body with soft cloth to remove any

clean cloth imn
remaining coupling gel .Clean with soap only.

A CAUTION: To prevent damage to the product, do not clean any part of the
Product or Accessories with phenolic compounds. Do not use abrasive or
flammable cleaning agents. Do not steam, autoclave, or gas-sterilize the
Product or accessories.

CAUTION: Cleaning liquids: do not submerge the product in liquids or
pour cleaning liquids over, into or onto the product.

4.4 DISINFECTION

Cleaning the unit surface and the transducer as the above mentioned, then wipe the
surface of transducer with 75% ethanol or alcohol, clean the transducer surface with
a dry, soft cloth.

WARNING: Don’t use low temperature steam sterilization or other way to
sterilize.

WARNING: Don’t use high temperature sterilizing process.

After cleaning or disinfection, check if the Doppler function well. If any problem is
detected, please contact the manufacturer for service before reusing them.

Visual Check: Check if the Device is damaged:

Function Check:

1. Check if the Doppler can be switched on or off properly;

2. Rub the surface of the probe with your hand to check if the Doppler is producing
sound properly

SECTION 5: SPECIFICATIONS & TROUBLESHOOTING

This section presents the specifications and safety standards of the Product.

5.1 SPECIFICATIONS
ﬁ Note: The following specifications are subject to change and are only

noted as a point of reference.
Technical Specifications

2* WARNING: Use of accessories, transducers and cables other than those
specified or provided by the manufacturer of this equipment could result in
increased electromagnetic emissions or decreased electromagnetic immunity of this
equipment and result in improper operation.”

3* WARNING: Portable RF cor ication i (incl

such as antenna cables and external antennas) should be used no closer than 30 cm

peripherals

(12 inches) to any part of the ME equipment, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this equipment could

SECTION 6: CONTACT INFORMATION
6.1 Ultrasound Intensity and Safety

6.1.1 Ultrasound in Medicine

The use of diagnostic ultrasound has proved to be a valuable tool in medical
practice. The ultrasound output of the device is controlled internally and cannot be
changed by the user during the inspection process. Although no confirmed
bioeffects on patients caused by exposure from present diagnostic ultrasound
equipment have ever been reported, the potential exists that such bioeffects may be
identified in the future. Therefore, the ultrasound should be used prudently. High
levels of acoustic output and long exposure time should be avoided while acquiring
necessary clinical information.

of MI/TI

result.”
Table 1
declaration - electromagnetic emission 6.1.2 Expl
Emissions test Compliance
RF emissions CISPR 11 Group 1
RF emissions CISPR 11 Class B

Harmonic emissions IEC

61000-3-2 Not applicable

Voltage fluctuations/
flicker emissions
1EC 61000-3-3

Not applicable

6.1.2.1 MI (Mechanical Index)

‘When ultrasound waves penetrate and contact tissues, cavitation effects may occur,
causing local instantaneous high temperatures. The occurrence of this effect
depends on various factors and has a threshold phenomenon. Currently, there are no
reports of harmful mechanical effects from human use of ultrasound diagnostic
equi and the threshold for cavitation effects is unclear. As the peak sound

Table 2

- elect ic immunity

Immunity test TEC 60601 test level Compliance level

pressure of ultrasound waves increases, the occurrence rate of mechanical effects
increases, but decreases with increasing frequency. The American Institute of
Ultrasound in Medicine and the National Electrical Manufacturers Association have

Electrostatic +8 kV contact +8 kV contact

Acoustic working frequency: 3.0MHz

(ESD) 22KV, 24 KV, 38 KV, 15KV air
IEC 61000-4-2

+2kV, 4 kV, +8
kV, 15 kV air

Ultrasonic emitting power: <20mW

Electrical fast + 2 kV for power supply lines

Overall sensitivity at the distances 200mm from the face of the transducer: >90dB

Spatial-peak temporal-peak acoustic pressure: <0.1MPa

Effective area of the ultrasonic transducer active element: 7.4cm2

The acoustic coupling medium for normal use:ph :5.5~8, Acoustic impedance:
1.5%106~1.7*106Pa-s/m

Audio Output Power:<0.2 W; Audio out socket: ®3.5mm
Battery Voltage: 6LR61 9V
Safety type: Internally powered equipment, type BF applied part

Waterproofing grade: IP22

‘Weight of the main product: 0.15kg (including battery)

Dimension: 100mmx85mmx50mm

+ 1 kV for input/output lines Not applicable

t
1EC 61000-4-4

Surge +0.5kV, + 1 kV line(s) to lines
IEC 61000-4-5 +0.5kV, £ 1 kV, £ 2kV line(s) to Not applicable
carth

Voltage dips, short
interruptions and
voltage variations
on power supply

0% UT; 0.5 cycle At 0°, 45°,90°,
135°, 180°, 225°, 270°and 315°
0% UT; 1 cycle and

70 % UT; 25/30 cycles

Not applicable

input lines Single phase: at 0°

1IEC 61000-4-11 0 % UT; 250/300 cycles

Power frequency 30 A/m 30 A/m
(50/60 Hz)

magnetic field
IEC 61000-4-8

NOTE: UT is the a.c. mains voltage prior to application of the test level.

The acoustic output parameter meets the provision freedom from publication in
IEC61157 Requirement for the declaration of the acoustic output of medical
diagnostic ultrasonic equipment: P_<1MPa; Ioy<20mW/cm?; I<100mW/cm?
Product service life: 5 years
Production date: See the label
Operation conditions:
Temperature: 5°C to 40°C;
Humidity: <80%RH; non-condensing
Atmospheric pressure:70kpa to 106kpa
Transportation & Storage conditions:
Temperature: -20°C to 55°C;
Humidity: 10%RH — 93%RH; non-condensing
Atmospheric pressure: 50kpa to 106kpa; indoor ventilated place that has no
corrosive gas

Equipment heating time

-the time required for the equipment to warm from the minimum storage temperature
between uses until it is ready for intended use: 30min.

-the time required for the equipment to cool from the maximum storage temperature
between uses until it is ready for intended use: 30min.

5.2 Troubleshooting

Symptom Possible cause Troubleshooting

Power-on failure Low battery level Replace new battery

No sound Low volume Increase the volume
eLow volume elncrease the volume
Fetal heart . . .
oThe coupling agent is eCoat the coupling agent or
cannot be found
not coated water
L) . .
) Inc_orrcct probe ®Adjust the probe location
. location
Low sensitivity - P eCoat a proper amount of
oThe coupling agent is coupling agent
not coated plng ag

EMC Information

1* WARNING: Use of this equipment adjacent to or stacked with other equipment
should be avoided because it could result in improper operation. If such use is
necessary, this equipment and the other equipment should be observed to verify that
they are operating normally.”

Table 3

declaration - electromagnetic immunity

Immunity test IEC 60601 test level Compliance level

Conducted RF 3V

IEC 61000-4-6 0.15 MHz to 80 MHz

6V in ISM bands between 0.15
MHz and 80 MHz

Not applicable

blished the Mech 1 Index (MI) to characterize the probability of ultrasound
mechanical effects.

6.1.2.2 TI (Thermal Index)

Heating of tissues is caused by absorption of ultrasound when the ultrasound energy
is applied. The temperature rise is determined by the acoustic intensity, exposed
area and thermophysical properties of the tissue.

According to different thermophysical properties of the tissue, TI is divided into
three kinds: TIS, TIB and TIC.

TIS (Soft Tissue Thermal Index): It provides an estimate of potential temperature
rise in soft or similar tissues.

TIB (Bone Thermal Index): It provides an estimate of potential temperature rise
when the ultrasound beam passes through soft tissue and a focal region is in the
immediate vicinity of bone.

TIC (Cranial Bone Thermal Index): It provides an estimate of potential temperature
rise in the cranial bones or superficial bones.

6.1.3 Ultrasonic output limitation

The acoustic output parameter meets the provision freedom from publication in IEC
61157 Requirement for the declaration of the acoustic output of medical diagnostic
ultrasonic equipment: Pr<1MPa; the output power divided by the 12dB output beam
area is not less tan 20mW/cm?; Ispta<100mW/cm?.

Note: For all equipment settings, the thermal index and mechanical index are less
than 1.0.

6.2 Statement:

The lay operator or lay responsible organization should contact the manufacturer or
manufacturer's representative on the following issues:
Assistance in setting up, using, or maintaining the equipment or system when

Any serious incident that has occurred in relation to the device should be reported to

the manufacturer and the competent authorities of your Member State.

Manufacturer: Shenzhen Jumper Medical Equipment Co., Ltd
Address: D Building, No. 71, Xintian Road, Fuyong Street,

© Sunnysoft s.r.o., AucTpnbyTOpP

Baoan,St hen,Guangdong,China ,518103

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com

6.4 Authorized European Representative

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China,518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com

Radiated RF 10V/m 10V/m
IEC 61000-4-3 80 MHz to 2.7 GHz
Table 4 needed.
declaration - IMMUNITY to proximity fields from RF wireless communications
equipment
Immuni IEC60601 test level Compli 6.3 Manufacturer
ty test ance "
Test Modulation Maximu Immun level
frequency m power ity
level
Radiate 385 MHz **Pulse 1.8W 27 V/m 27 V/m
dRF Modulation: Tel: +86-755-26696279
IEC 18Hz
61000 77450 MHz FFM+ SHz 2W 28V/m | 28V/m
4-3 deviation:
1kHz sine
710 MHz **Pulse 02W 9V/m 9V/m
745 MHz Modulation:
780 MHz 217Hz
810 MHz **Pulse 2W 28 V/m 28 V/im
870 MHz Modulation:
930 MHz 18Hz
1720 MHz **Pulse 2w 28 V/m 28 V/im
1845 MHz Modulation:
1970 MHz 217Hz
2450 MHz **Pulse 2w 28 V/m 28 V/im
Modulation:
217Hz
5240 MHz **Pulse 02W 9 V/m 9 V/m
5500 MHz Modulation:
5785 MHz 217Hz
Note* - As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be
used because while it does not represent actual modulation, it would be worst case.
Note** - The carrier shall be modulated using a 50 % duty cycle square wave signal.
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AngelSound cu JPD-200S
Bluetooth 4.0

Instructiuni de utilizare
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1. INTRODUCERE

1.1 LISTA DE AMBALARE
Unitate principalad x 1; Casti x 1; Manual de utilizare x 1

1.2 DESCRIEREA PRODUSULUI

Produsul este utilizat in principal pentru a detecta sunetul batailor inimii
fetale (SFH). Ritmul cardiac fetal (FHR) este o baza importanta pentru a
verifica dacd fitul este sanatos. inregistrarea modificarilor in FHR ajuti la
detectarea semnelor de hipoxie fetald, suferinta fetala, infasurarea
cordonului ombilical fetal in jurul gatului etc. Monitorizarea fetala in mediul
casnic implica in principal ascultarea batailor inimii fetale si verificarea
modificarilor FHR, ceea ce contribuie Th mare masura la imbunatatirea
sigurantei fertilitatii.

1.3 PRINCIPIUL DE FUNCTIONARE

Dopplerul fetal consta dintr-o sonda (emitator si receptor) si o unitate de
procesare a semnalului. Undele cu ultrasunete sunt transmise de o singura
parte din ceramica piezoelectrica din partea din fata a sondei in uterul femeii
insarcinate. Ecoul este receptionat de o a doua parte ceramica piezoelectrica
din partea din fatd a sondei atunci cand unda cu ultrasunete ajunge la inima
fatului. Acesta este apoi convertit intr-o tensiune. Acest semnal Doppler este
detectat si demodulat din semnalul receptionat. Frecventa Doppler
corespunde ritmului de sistole si diastole fetale.

Dupa ce valvele inimii oscileaza, se creeaza o deviatie a frecventei Doppler.
Semnalul de iesire al vibratiei valvelor inimii este transmis si trimis la difuzor
pentru a obtine un sunet ritmic cu bataile inimii fetale.

2. INSTRUCTIUNI DE SIGURANTA
2.1 SCOPUL UTILIZARII
Dopplerul fetal JPD-200S este un doppler sonic portabil, alimentat cu baterii,

utilizat pentru detectarea sunetelor cardiace fetale. Utilizatorul vizat este o
femeie insarcinata.
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2.2 INDICATII PENTRU UTILIZARE

Produsul este utilizat in mod obisnuit la fetusii cu o crestere de peste 16
saptamani.

® Ascultarea SFH: utilizatorul poate asculta sunetul inimii fetale de la difuzor.
o inregistrare audio: Sunetul bat&ilor inimii fetale poate fi inregistrat.
AVERTISMENT: Nu trebuie utilizat in aplicatii de sustinere a vietii sau de
sustinere a vietii.

2.3 CONTRAINDICATII PENTRU UTILIZARE
Dispozitivul nu are efecte secundare daca este utilizat corect, iar riscul ramas
este tolerabil.

2.4 NOTIFICARE PENTRU UZ CASNIC

Acest dispozitiv nu poate Tnlocui un monitor fetal profesional. Daca ritmul
cardiac fetal este anormal sau nu poate fi localizat cu ajutorul acestui
monitor, femeia insarcinata trebuie sa mearga imediat la un spital si sa
solicite asistenta medicald. Daca femeia insarcinata nu simte miscarile fatului,
mergeti imediat la spital si solicitati asistenta medicala.

2.5 NORME SI CERINTE DE SIGURANTA

Cuvintele de avertizare enumerate in stanga jos indica categoriile de pericol
potential. Definitiile fiecarei categorii sunt urmatoarele:

PERICOL: Acest avertisment indica un pericol care poate cauza vatamari grave
sau deces.

AVERTISMENT: Acest avertisment indica pericole care pot cauza vatamari
corporale grave sau deces.

AVERTISMENT: Acest avertisment indica pericolele care pot cauza vatamari
corporale minore, deteriorarea produsului sau deteriorarea proprietatii.

2.6 AVERTISMENTE DE SIGURAN',I'A

Mai jos este o lista a avertismentelor de siguranta ale produsului care apar in
aceasta sectiune si in intregul manual. Trebuie sa cititi, sa intelegeti si sa
tineti cont de aceste avertismente de siguranta inainte de a incerca sa
utilizati produsul.

PERICOL: Pericol de incendiu si explozie

Nu utilizati produsul in prezenta gazelor inflamabile pentru a evita posibilele
riscuri de explozie sau de incendiu.
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AVERTISMENT: Strangulare din cauza prinderii copilului in cablurile de
monitorizare.

AVERTISMENT: Nu modificati acest echipament fara autorizatia
producatorului.

AVERTISMENT: Praful si lumina pot afecta siguranta si performanta
instrumentului.

AVERTISMENT: Senzorii si electrozii deteriorati sau electrozii slabiti pot afecta
performanta sau cauza alte probleme.

AVERTISMENT: Impacturi cauzate de animale de companie, daunatori sau
copii.

AVERTISMENT: Utilizati numai echipamente aprobate

Nu utilizati baterii, gel, cabluri sau echipamente optionale care nu sunt
aprobate de producator si care ar putea cauza functionarea defectuoasa a
produsului in timpul unei operatiuni de salvare.

AVERTISMENT: Dispozitive adiacente si/sau suprapuse

Produsul nu trebuie utilizat [anga sau stivuit cu alte echipamente. Produsul
nu trebuie utilizat 1anga sau stivuit cu alte echipamente; daca este necesar,
acesta trebuie observat pentru a verifica functionarea sa normala in
aranjamentul in care va fi utilizat.

AVERTISMENT: Tnainte de utilizare, inspectati echipamentul pentru a detecta
semne vizibile de deteriorare care ar putea afecta siguranta personalului sau
capacitatea de testare. Daca se constata deteriorari, se recomanda
inlocuirea.

AVERTISMENT: Suprafata sondei in contact cu corpul poate provoca
disconfort din cauza problemelor de biocompatibilitate. Materialul de lipire
poate provoca alergii cutanate la utilizatori. Daca pacientul prezinta
disconfort sau reactii alergice, utilizarea trebuie intrerupta imediat si trebuie
solicitata asistenta medicald, daca este necesar.

AVERTISMENT: Nu rasuciti firul sondei pentru a preveni sufocarea.
AVERTISMENT: Nu atingeti utilizatorul, portul de alimentare si sonda in
acelasi timp.

AVERTISMENT: Acest produs nu este recomandat pentru utilizarea pe barci
sau aeronave.

AVERTISMENT: Tineti Dopplerul fetal si bateriile departe de indeméana
copiilor, astfel incat acestia sa nu se joace cu ele. Daca un copil inghite
accidental o baterie, solicitati imediat asistenta medicala.

AVERTISMENT: Extreme de temperatura/umiditate/presiune
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Expunerea produsului la conditii de mediu extreme, in afara parametrilor sai
de functionare, poate compromite buna sa functionare.

AVERTISMENT: Eliminarea bateriilor

Reciclati sau eliminati bateria in conformitate cu legislatia locald. Pentru a
evita riscurile de incendiu si explozie, nu ardeti bateriile.

AVERTISMENT: Posibila sensibilitate la frecventa radio (RF)

Sensibilitatea RF a telefoanelor mobile, a radiourilor CB si a radiourilor
bidirectionale FM poate cauza interferente cu produsul. Nu utilizati radiouri
fara fir in apropierea produsului - opriti alimentarea radioului si a altor
dispozitive similare din apropierea produsului.

AVERTISMENT: Declaratie privind sistemele

Echipamentul conectat la produs trebuie sa fie certificat in conformitate cu
Standarde IEC ( IEC 60601-1 pentru dispozitive medicale).

AVERTISMENT: Solutii pentru curatarea capacului

Atunci cand dezinfectati carcasa, utilizati un dezinfectant neoxidant, cum ar fi
o solutie de curatare pe baza de sare de amoniu sau glutaraldehida, pentru a
evita deteriorarea conectorilor metalici.

AVERTISMENT: Mediul de utilizare

Produsul este proiectat pentru utilizare in interior. Operatorul trebuie sa
confirme inainte de utilizare ca mediul de aplicare indeplineste specificatiile
necesare pentru mediul de operare.

AVERTISMENT: Mediu rece

Daca produsul este depozitat intr-un mediu cu o temperatura mai mica decat
temperatura de functionare, instrumentul trebuie I3sat sa se incadlzeasca
pana la temperatura de functionare necesara inainte de utilizare.
AVERTISMENT: Nu utilizati dispozitivul cu echipamente chirurgicale de Tnalta
frecventa.

2.7 DESCRIEREA SIMBOLURILOR

Urmatoarele simboluri pot aparea in acest manual, pe produs sau pe
accesoriile acestuia. Unele dintre simboluri reprezinta standarde si
reglementari legate de produs si de utilizarea acestuia.

accesoriilor acestuia.

@ Cititi instructiunile de utilizare a produsului si/sau a

M D Dispozitiv medical
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Informatii de avertizare

EC |REF’

Reprezentant autorizat in Comunitatea Europeana.

C € 0598

Acest produs este conform cu cerintele Regulamentului (UE)
2017/745.

Data de fabricatie

Informatii despre producator

= A

Tip BF parte aplicata

1P

)

2

Grad de protectie Tmpotriva patrunderii apei si a particulelor
solide

afirma ca echipamentele ar trebui predate agentiilor speciale
pentru colectare separata la sfarsitul duratei lor de viata
utila, in conformitate cu reglementarile locale

Temperatura de depozitare

Umiditate

D0 154

Presiunea atmosferica

3. UTILIZAREA PRODUSULUI
Aceasta sectiune ofera o descriere a operatorului.

3.1 STRUCTURA PRODUSULUI
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1. Buton de pornire/oprire si volum

2. Difuzor

3. Controlul activitatii

4. Senzor

5. Capacul compartimentului

bateriei il

6. Priza pentru c3sti L ! P §

7. Priza de inregistrare @ o X 7)

3.2 BUTONUL SI CONTROLUL LUMINII

3.2.1 Pornirea/oprirea

Pornirea: Cand produsul nu este utilizat, rotiti butonul " on/off/volume " spre
dreapta pentru a porni dispozitivul. Indicatorul se aprinde.

Oprirea alimentarii: CAnd produsul este in uz, rotiti "butonul on/off/volume"

complet spre stdnga pentru a opri dispozitivul. Indicatorul luminos este stins.

3.2.2 Setari de volum
Rotiti butonul "on/off/volume" spre dreapta; volumul sunetului va creste.
Rotiti "butonul on/off/volume" spre stanga, volumul sunetului va fi redus.

3.3 INTRODUCEREA PRIZEI

3.3.1 Priza pentru casti
Castile pot fi conectate la mufa pentru casti pentru iesire audio.

3.3.2 Soclu de inregistrare
Priza de inregistrare (7) pentru iesirea audio poate fi conectatd la un
smartphone prin intermediul unui cablu audio.

Priza de inregistrare t priza pentru casti

©
t
? Cablu audio
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3.4 INSTALAREA BATERIEI

1. Deschideti capacul bateriei. Panoul din spate este rasturnat. Mai intai,
deschideti capacul compartimentului bateriei.

2. Instalati bateria. Scoateti conectorul bateriei. Apoi conectati bateria la
conector si apoi introduceti-o Tn compartimentul bateriei.

3. Inchideti capacul bateriei. Mai intai, glisati capacul in pozitie de-a lungul
zavorului din stanga al compartimentului bateriei. Apoi inchideti capacul.

AVERTISMENT: Tnlocuiti bateria dacd nu veti utiliza dispozitivul pentru o
anumita perioada de timp. Acest lucru inseamna ca bateria este descarcata.

3.5 DESCRIEREA STARILOR DE CONTROL

Culoarea si starea indicatorului

Starea de functionare a
echipamentului

Lumina este verde

Dispozitivul este pornit

Lumina verde intermitenta cu ritmul
cardiac fetal

Aparatul este in stare de
functionare si sonda cu ultrasunete
capteaza semnalul inimii fetale.

Portocaliu intermitent permanent

Dispozitivul este intr-o stare de
tensiune scazuta

3.6 UTILIZAREA PRODUSULUI PENTRU DETECTARE

Aflati pozitia fatului prin atingerea mainii, gasiti mai intai cea mai buna
directie catre inima fatului. Plasati placa frontala a sondei in cea mai buna
pozitie pentru a detecta bataile inimii fetale. Reglati traductorul pentru a
obtine semnalul sonor optim, ih mod ideal prin inclinarea traductorului. in
general, locul inimii fetale este cu 1/3 mai jos decét linia ombilicala in stadiile
incipiente, apoi se deplaseaza n sus pe masura ce varsta gestationala creste,
iar locul inimii fetale deviaza usor la stanga sau la dreapta la diferiti fetusi.
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Asigurati-va ca suprafata sondei atinge complet pielea. Odata ce se aude
sunetul, Tnseamna ca sonda functioneaza corect. Daca nu este disponibil gel
pentru a asigura o conexiune, se poate utiliza apa.

Nota: Intervalul normal al frecventei cardiace fetale este de 110 batai/min-
160 batai/min. O valoare anormala a FHR poate aparea in timpul unei cutari

a inimii fetale.

O Gestatie
(A QO Antepartum

-Q ” Parturitie

e f

3.7 UTILIZAREA EXCLUSIVA A DOPPLERULUI FETAL

1. Introduceti receptorul in mufa receptorului de pe dispozitiv si puneti
receptorul.

2. Porniti dispozitivul.

3. Aplicati agentul de lipire pe sonda cu ultrasunete si acoperiti uniform
suprafata sondei.

4. Asezati sonda pe abdomenul femeii insarcinate si miscati incet sonda
pentru a gasi pozitia inimii fetale pana cand auziti sunetele inimii fetale. Daca
sunetele fetale nu sunt clare sau sunt foarte slabe, mariti volumul pana cand
auziti sunetele cardiace fetale clare.

5. Incepeti sa numarati bataile inimii fetale pe minut, adic3 ritmul cardiac
fetal.

6. Opriti dispozitivul dupa ce ati terminat de utilizat.

3.8 CONECTAREA DISPOZITIVULUI LA SMARTPHONE UTILIZAND UN CABLU
AUDIO

Descdrcdri de software:

Descarcati si instalati aplicatia mobild "AngelSounds" prin scanarea codului
QR de pe cutie sau prin cautarea aplicatiei in magazinele de aplicatii, cum ar fi
APP Store/Google Market.
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Acest software accepta iOS 7.0 si versiunile ulterioare si Android 4.3 si
versiunile ulterioare. In plus, hardware-ul smartphone-ului trebuie s& suporte
Bluetooth 4.0.

Conectarea cablului audio: Asa cum se arata in stanga.

Utilizarea software-ului: Consultati manualul software-ului pentru detalii.

4. INTRETINERE, CURATARE S| DEZINFECTIE
4.1 INTRETINERE

4.1.1 Suprafata acustica a transductorului este fragila si trebuie manipulata
cu grija. Gelul trebuie sters de pe traductor dupa utilizare. Aceste precautii
vor prelungi durata de viata a unitatii.

4.1.2 Trebuie efectuata urmatoarea intretinere pentru a se asigura ca
produsul este intotdeauna functional atunci cand este necesar.

® Inspectie vizuala

e Curatati produsul si accesoriile sale

e Verificati indicatorul de stare a bateriei

e Verificati performanta produsului

e Daca bateria nu este utilizatd pentru o perioada lunga de timp, scoateti-o
® Produsul nu necesita calibrare

Nota: Nu este posibil sa efectuati lucrari de service si intretinere in timp ce
echipamentul este n uz.

La cerere, producatorul trebuie sa puna la dispozitie diagrame de cablare,
liste de piese, descrieri, instructiuni de calibrare sau alte informatii care sa
ajute personalul de service la repararea componentelor.

4.2 AGENTI DE CURATARE SI ACCESORII

Urmatorii agenti de curatare pot fi utilizati pentru a curata suprafetele
externe ale produsului.

® Alcool izopropilic (solutie de 70% in apa)

e Sapun delicat si apa

e Hipoclorit de sodiu (inalbitor cu clor) (solutie de 3% in apa).

e Compusi cuaternari de amoniu (cum ar fi Lysol) (solutie de 10% in apa).
AVERTISMENT: Nu utilizati detergenti abrazivi sau solventi puternici, cum ar fi
acetona sau detergentii pe baza de acetona.
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AVERTISMENT: Nu amestecati solutii dezinfectante (cum ar fi inalbitorul si
amoniacul) deoarece se pot produce gaze periculoase.

AVERTISMENT: Nu utilizati detergenti acizi, alcalini sau caustici.
AVERTISMENT: Nu curatati contactele electrice sau conectorii cu inalbitor.

4.3 INSTRUCTIUNI DE CURATARE

1. Opriti produsul Thainte de curatare.

2. Inainte de curatare, indepartati orice murdérie lipita (servetele, lichide
etc.) si stergeti bine cu o carpa umezita cu apa inainte de a utiliza solutia de
curatare.

3. Nu scufundati produsul atunci cand 1l curatati. Pastrati suprafata exterioara
a aparatului curata si lipsita de praf si murdarie, curatati suprafata exterioara
a aparatului cu o carpa moale uscata, daca este necesar, curatati-o cu o carpa
moale Tnmuiata in solutie de sapun si stergeti-o imediat cu o carpa curata.
Stergeti corpul senzorului cu o carpa moale pentru a indeparta orice reziduuri
de la gelul de cuplare. Curatati numai cu sapun.

AVERTISMENT: Pentru a preveni deteriorarea produsului, nu curatati nicio
parte a produsului sau a accesoriilor cu compusi fenolici. Nu utilizati agenti de
curatare abrazivi sau inflamabili. Nu aburiti, nu autoclavati si nu sterilizati cu
gaz produsul sau accesoriile.

AVERTISMENT: Fluide de curatare: Nu scufundati produsul in lichide sau nu
turnati lichide de curatare pe, in sau in produs.

4.4 DEZINFECTIE

Curatati suprafata unitatii si a senzorului Tn conformitate cu procedura de mai
sus, apoi stergeti suprafata senzorului cu etanol sau alcool 75%, curatati
suprafata senzorului cu o carpa moale uscata.

AVERTISMENT: Nu utilizati sterilizarea cu abur la temperatura scazuta sau
orice alta metoda de sterilizare.

AVERTISMENT: Nu sterilizati la temperaturi ridicate.

Dupa curatare sau dezinfectie, verificati daca dopplerul functioneaza bine.
Daca gasiti probleme, contactati producatorul pentru service Thainte de
reutilizare.

Inspectie vizuala:

Verificati daca dispozitivul nu este deteriorat.

Verificarea functiei :

1. Verificati daca Doppler poate fi pornit sau oprit corect.
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2. Frecati suprafata sondei cu mana pentru a verifica daca Doppler emite
sunetul corect.

5. SPECIFICATII SI DEPANARE
Aceasta sectiune enumera specificatiile produsului si standardele de
siguranta.

5.1 SPECIFICATII
Nota: Urmatoarele specificatii se pot modifica si sunt furnizate doar ca

referinta.

Specificatii tehnice

Frecventa de lucru acustica 3,0 MHz
Putere de transmisie ultrasonica <20mW
Sensibilitate totala la o distanta de 200 mm | 290 dB

de la partea frontala a senzorului

Presiunea acustica Spatial-peak-temporal- | <0,1MPa
peak (Spatial-peak temporal-peak)

Mediu de cuplare acustica pentru uz pH:5,5-8,

comun

Impedantd acustica: 1,5x10°
-1,7x108Pa-s/m

Puterea de iesire a sunetului <0,2 W;
priza de iesire audio ®3.5 mm
Tensiunea bateriei 6LR61 9V

Tipul de securitate

Dispozitiv alimentat intern,
tip BF piese aplicate

Gradul de etanseitate

P22

Greutatea principal

0,15 kg (inclusiv bateria)

Dimensiuni

100 mm x 85 mm x 50 mm

Parametrul de iesire acustica respecta P_<1MPaq;
dispozitiile privind nedivulgarea din liob)<20mW/cm?;
IEC61157, Cerinte pentru declararea iesirii | lispta)<100mW/cm?
acustice a echipamentelor de diagnostic

medical cu ultrasunete:

Durata de viata a produsului 5 ani

Data de fabricatie

vezi eticheta

© Sunnysoft s.r.o., distribuitor
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Conditii de functionare

Temperatura 5-40°C
Umiditate < 80 % umiditate relativa; fara condensare
Presiunea atmosferica 70 - 106 kPa

Conditii de transport si depozitare:
Temperatura -20-55°C
Umiditate 10 - 93 % umiditate relativa; fara condensare
Presiunea 50 - 106 kPa; zona interioara ventilata fara gaz
atmosferica coroziv

Timpul de incalzire al dispozitivului

- Timpul necesar pentru incalzirea dispozitivului de la temperatura minima de
depozitare intre utilizari pana la momentul in care este gata pentru utilizarea

prevazuta: 30 min.

- Timpul necesar pentru racirea dispozitivului de la temperatura maxima de

depozitare intre utilizari pana la momentul in care este gata pentru utilizarea

prevazuta: 30 min.

5.2 ABORDAREA SUBPROBLEMELOR

Problema

Cauza posibila

Rezolvarea
problemelor

Esecul de a porni

Nivel scazut al bateriei

nlocuiti bateria nou$

Niciun sunet

Volum redus

Cresteti volumul

Inima fetala nu
poate fi gasita

® Volum scazut
® Nu se aplica niciun
material de lipire

e Cresteti volumul
e Aplicati agent de
lipire sau apa

Sensibilitate
scazuta

® Plasarea incorectd a
sondei

o Nu se aplica agent de
lipire

® Reglati locatia sondei
® Aplicati cantitatea
corecta de agent de
lipire

Informatii despre EMC

AVERTISMENT: Evitati utilizarea acestui echipament in apropierea altor
echipamente sau in imediata apropiere unele de altele, deoarece acest lucru
ar putea duce la functionarea necorespunzatoare. Daca o astfel de utilizare
este necesara, acest echipament si alte echipamente trebuie observate
pentru a verifica daca functioneaza normal.

© Sunnysoft s.r.o., distribuitor
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2. AVERTISMENT: Utilizarea altor accesorii, senzori si cabluri decat cele
specificate sau furnizate de producatorul acestui echipament poate duce la
cresterea emisiilor electromagnetice sau la reducerea imunitatii
electromagnetice a acestui echipament si la functionarea necorespunzatoare.
3. AVERTISMENT: Echipamentele portabile de comunicatii RF (inclusiv
perifericele, cum ar fi cablurile de antena si antenele externe) nu trebuie
utilizate la o distanta mai mica de 30 cm de orice parte a echipamentului ME,
inclusiv cablurile specificate de producator. Nerespectarea acestei prevederi
ar putea duce la degradarea performantelor acestui echipament.

Tabelul 1
declaratie - emisii electromagnetice
Test de emisii Conformitatea cu reglementarile
Emisie RF CISPR 11 Grupul 1
Emisie RF CISPR 11 Clasa B
Emisii armonice IEC 61000-3-2 Nu se aplica
Fluctuatie de tensiune/emisie IEC Nu se aplic
61000-3-3
Tabelul 2
declaratie - imunitate electromagnetica
Test de rezistents Nivelul de testare IEC Gradul de
’ 60601 conformitate
Descarcari +8 kV contact +8 kV contact
electrostatice (ESD) IEC | +2 kV, +4 kV, £8 kV, £15 | +2 kV, £4 kV, £8 kV,
61000-4-2 kV aer +15 kV aer
Tranzitorii/descarcari t2 kV. pentru linii
electrice rapide IEC electrice Nu se aplica

1 kV pentru liniile de

61000-4-4 . o
intrare/iesire
+0,5kV, £ 1 kV linie la
Supratensiune IEC linie Nu se aplici
61000-4-5 +0,5kV,+1kV,+2kV
linie la masa
Caderi de tensiune, 0% UT; 0,5 ciclu la 0°,
intreruperi scurte si 45°,90°, 135°, 180°, Nu se aplica

fluctuatii de tensiune pe | 225°, 270° si 315°.
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liniile electrice de
intrare IEC 61000-4-11

0% UT; 1 ciclu si 70%
UT; 25/30 cicluri
Monofazat: la 0°

0% UT; 250/300 cicluri

Frecventa de alimentare
(50/60 Hz) camp
magnetic IEC 61000-4-8

30A/m

30A/m

testare.

NOTA: UT este tensiunea de linie CA inainte de utilizarea nivelului de

Tabelul 3

declaratie - imunitate electromagnetica

Test de rezistenta

60601

Nivelul de testare IEC

Gradul de
conformitate

MHz

3V 0,15 MHz pana la 80

RF ghidat IEC 61000-4-6 6V in benzile ISM intre Nu se aplica
0,15 MHz si 80 MHz
Unde radio radiate IEC 10V/m N 10V/m
61000-4-3 80 MHz pana la 2,7 GHz
Tabelul 4
Declaratie - PERICOL de expunere la campuri apropiate de la dispozitive de
comunicatii fara fir RF
Test de Nivel de testare IEC60601 Nivelul de
rezistent | Frecvent Test de | conformitat
“ ’ . Performant .
a ade Modulatie N . | rezistent | e
a maxima .

testare a
Unde **Modulare
radio | goommz |2 1L8W | 27V/m | 27V/m
radiate impulsurilor
IEC :18 Hz
61000- *FM+5Hz
4-3 iatie:

450 MHz de"l'j_it'ze 1 2W 28V/m | 28V/m

sinusoidal
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%k %k
710 MHz Mo:lulare
745 MHz impulsurilor 0,2W 9V/m 9V/m
7BOMHZ | 517 he
%k %k
310 MHz Mo:lulare
870 MHz impulsurilor 2W 28 V/m 28 V/m
930 MHz 18 Hz
1720
MHz **Modulare
1845 a
MHz impulsurilor 2W 28 V/m 28 V/m
1970 :217 Hz
MHz
**Modulare
2450 a
MHz impulsurilor 2W 28 V/m 28 V/m
:217 Hz
5240
MHz **Modulare
5500 a
MHz impulsurilor 0,2 9V/m 9V/m
5785 1217 Hz
MHz
Notad* - Ca alternativa la modularea FM, poate fi utilizata o modulare a
impulsurilor de 50% la 18 Hz, deoarece, desi nu reprezinta o modulare
reala, ar fi cel mai rau scenariu.
Nota** - Purtatoarea trebuie sa fie modulata de un semnal de unda
patrata cu un ciclu alternativ de 50%.

6. INFORMATII DE CONTACT

6.1 Intensitatea si siguranta ultrasunetelor

6.1.1 Ultrasunete in medicina

Utilizarea ultrasunetelor de diagnostic s-a dovedit a fi un instrument valoros

in practica medicala. Emisia de ultrasunete a dispozitivului este controlata
intern si nu poate fi modificata de utilizator in timpul inspectiei. Desi pana in
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prezent nu au fost raportate efecte biologice confirmate asupra pacientilor ca
urmare a expunerii la echipamentele de diagnostic cu ultrasunete actuale,
exista posibilitatea ca astfel de efecte biologice sa fie detectate in viitor. Prin
urmare, ultrasunetele trebuie utilizate cu prudenta. Trebuie evitate nivelurile
ridicate de putere sonora si timpii lungi de expunere atunci cand se obtin
informatiile clinice necesare.

6.1.2 Explicatia MI/TI

6.1.2.1 Ml (indice mecanic)

Atunci cand undele cu ultrasunete penetreaza si intra in contact cu tesuturile,
pot aparea efecte de cavitatie, provocand temperaturi ridicate locale
instantanee. Aparitia acestui efect depinde de diversi factori si are un efect
de prag. In prezent, nu existd rapoarte privind efectele mecanice ddunitoare
atunci cand dispozitivele de diagnosticare cu ultrasunete sunt utilizate de
oameni, iar pragul pentru efectele de cavitatie este neclar. Rata efectelor
mecanice creste odata cu cresterea presiunii sonore maxime a undelor cu
ultrasunete, dar scade odata cu cresterea frecventei. American Institute of
Ultrasound in Medicine si National Electrical Manufacturers Association au
stabilit un indice mecanic (MI) care caracterizeaza probabilitatea efectelor
mecanice ale ultrasunetelor.

6.1.2.2 Tl (indice termic)

ncélzirea tesuturilor este cauzatd de absorbtia ultrasunetelor atunci cand se
aplica energie ultrasonica. Cresterea temperaturii este determinata de
intensitatea radiatiei acustice, de suprafata expusa si de proprietatile
termofizice ale tesutului.

n functie de proprietitile termofizice diferite ale tesutului, Tl este impértit in
trei tipuri: TIS, TIB si TIC.

TIS (indicele de caldura al tesuturilor moi): ofera o estimare a cresterii
potentiale a temperaturii in tesuturile moi sau similare.

TIB (indice termic osos): oferd o estimare a cresterii potentiale a temperaturii
atunci cand fasciculul cu ultrasunete trece prin tesuturi moi si zona focala se
afla in imediata apropiere a osului.

TIC (Cranial Bone Thermal Index): oferd o estimare a cresterii potentiale a
temperaturii Tn oasele craniene sau superficiale.
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6.1.3 Limitarea puterii ultrasonice

Parametrul de iesire acustica respecta dispozitiile privind libertatea de
divulgare din IEC 61157 Cerinte privind declaratia de iesire acustica a
echipamentelor de diagnostic medical cu ultrasunete: Pr<1MPa; puterea de
iesire impartita la suprafata fasciculului de iesire de 12 dB nu este mai mica
de 20mW/cm2; Ispta<100mW/cm?2.

Nota: Pentru toate setarile dispozitivului, indicele termic si indicele mecanic
sunt mai mici de 1,0.

6.2 Declaratie

Utilizatorul neprofesionist sau organizatia responsabila neprofesionista ar
trebui sa contacteze producatorul sau reprezentantul producatorului cu
privire la urmatoarele intrebari:

Daca este necesar, asistenta cu privire la configurarea, utilizarea sau
intretinerea echipamentului sau sistemului.

Orice incident grav survenit in legatura cu dispozitivul trebuie raportat
producatorului si autoritatilor competente din statul membru.

6.3 Producator

Producator: Shenzhen Jumper Medical Equipment Co., Ltd.

Adresa:Shenzen Jumper, Shenzhen, Praha 1:D Building, No 71, Xintian Road,
Fuyong Street, Baoan, Shenzhen, Guangdong, China, 518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Site web: www.jumpermmed.com

www.jumper-medical.com
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http://www.jumper-medical.com/

6.4 Reprezentant european autorizat

EC |REP

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

o

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China,518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www_jumper-medical.com

Furnizor/Distribuitor
Sunnysoft s.r.o.
Kovanecké 2390/1a
190 00 Praga 9
Republica Ceha
www.sunnysoft.cz
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C € o598
AngelSounds

User Manual
Fetal Doppler

Model:JPD-200S
Manual Version:3.0 Issuing Date: 2024.4

Thank you for purchasing the Fetal Doppler made by Jumper Medical Before using
the product, read this manual carefully and operate the product as specified in this
manual.

SECTION 1: INTRODUCTION

1.1 PACKING LIST

Main unit X 1; Earphone X 1; User manual X 1.

1.2 PRODUCT DESCRIPTION

The product is mainly used to detect the sound of the fetal heartbeat (SFH). Fetal
heart rate (FHR) is important basis for checking whether a fetus is healthy.
Recording the changes in FHR helps detecting signs of fetal hypoxia, fetal distress,
fetal umbilical cord around neck, and so on. Fetal monitoring at home mainly
includes listening to fetal heartbeat and checking FHR changes, which help greatly
increase fertility safety.

1.3 OPERATING PRINCIPLE

Fetal Doppler consists of probe (transmitter and receiver) and signal process unit.
Ultrasonic wave is t d from one pi ric ceramic at the front of the
probe to the uterus of the pregnant women. Echo is received by the other
piezoelectric ceramic at the front of the probe when ultrasonic wave reaches the
fatal heart. Then it is converted into voltage. This Doppler signal is detected and
demodulated from the received signal. And the Doppler frequency is consistent with
the rhythm of the fetal systole and diastole. Once cardiac valves vibrate and a
Doppler frequency excursion is formed. It is transmitted an output signal of cardiac
valves vibrating, and it is sent to the loudspeaker for getting a rhythmical sound
with the fetal heartbeat.

SECTION 2: SAFETY GUIDANCE

2.1 INTENDED USE

The Fetal Doppler JPD-200S is a hand-held, battery powered audio Doppler device
used for detecting fetal heartbeats. The patient is an intended operator.

2.2 INDICATIONS FOR USE

The product is normally applied to fetus above 16 weeks growth, difference in
pregnant mater.

e Listen to SFH: Operator can listen to the sound of fetal heartbeat from the
speaker.

© Audio record: The sound of fetal heartbeat can be recorded.

CAUTION: It should not be used in life supporting or life sustaining

applications.
2.3 CONTRAINDICATIONS FOR USE
The device has no side-effects if administered correctly and residual risk is
acceptable.
2.4 NOTE FOR HOME USE
This device cannot replace a professional fetal monitor. If the fetal heart rate is
abnormal or cannot be located by using this monitor, pregnant woman should
immediately go to the hospital to seek the doctor's help. If fetal movement is not felt
by the pregnant woman, immediately go to the hospital to seek the doctor's help.
2.5 SAFETY TERMS AND CONDITIONS
The signal words shown below left, identify the potential hazard categories. The
definition of each category is as follows:

& DANGER: This alert identifies hazards that will cause serious personal
injury or death.
‘WARNING: This alert identifies hazards that may cause serious personal
injury or death.

& CAUTION: This alert identifies hazards that may cause minor personal
injury, product damage, or property damage.

2.6 SAFETY ALERT DESCRIPTIONS

The following is a list of product safety alerts that appear in this section and
throughout this manual. You must read, understand, and pay heed to these safety
alerts before attempting to operate the product.

& DANGER: Fire and Explosion Hazard
Do not operate the product in the presence of flammable gases to avoid
possible explosion or fire hazard.
WARNING: Strangulation resulting from baby or child entanglement in
monitoring cables.
WARNING: Do not modify this equipment without authorization of the
manufacturer.
WARNING: Dust, light may affect the safety and performance of the
instrument.
WARNING: Degraded sensors and electrodes, or loosened electrodes,
& that can degrade performance or cause other problems.
WARNING: The effects caused by pets, pests or children
WARNING: Use only Approved Equipment
Do not use batteries, gel, cables, or optional equipment other than those
approved by manufacturer which may cause the product to function
improperly during a rescue.
& WARNING: Adjacent and/or Stacked Equipment
The Product should not be used adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the Product should be
observed to verify normal operation in the configuration in which it will
be used.
CAUTION: Check that the equipment does not have visible evidence of
damage that may affect personnel’s safety or examining capability before
use. If damage is detected, replacement is recommended.
CAUTION: The surface of the probe in contact with the patient may
cause discomfort due to biocompatibility issues. The coupling agent may

> B

cause skin allergies in users. If the patient experiences any discomfort or
allergic reactions, usage should be immediately discontinued and medical
attention sought if necessary.

CAUTION: Do not wrap the probe wire to avoid suffocation.
CAUTION: Don’t touch patient, power port ,and probe at the same time .

B>

CAUTION: This product is not recommended for use on ships and
aircraft.
CAUTION: Please keep the Fetal Doppler and batteries out of the
reach of children to prevent them from playing with them. In the event
that a child accidentally swallows a battery, seek immediate medical
attention.
& CAUTION: Temperature/Humidity/Pressure extremes
Exposing the Product to extreme environmental conditions outside of its
operating parameters may compromise the ability of the Product to
function properly.
A CAUTION: Battery Disposal
Recycle or dispose of the battery in accordance with the local laws. To
avoid fire and explosion hazard, do not burn or incinerate the battery.
& CAUTION: Possible Radio Frequency (RF) Susceptibility
RF susceptibility from cellular phones, CB radios and FM 2-way radio
may cause interference with the product. Do not operate wireless
radiotelephones in the vicinity of the Product — turn power OFF to the
radiotelephone and other like equi
& CAUTION: Systems Statement
Equipment connected to the product must be certified to the respective
IEC Standards (IEC 60601-1 for medical equipment).
CAUTION: Case Cleaning Solutions
When disinfecting the case, use a non-oxidizing disinfectant, such as
ammonium salts or glutaraldehyde based cleaning solution, to avoid

near the Product.

damage to the metal connectors.

CAUTION: Environment of use

The product is designed for indoor use. Operator must confirm that the
environment of use meets the required operating environmental
specifications before using.

CAUTION: Cold Environments

If the product is stored in an environment with a temperature below the
operating temperature, the unit should be allowed to warm up to the
needed operating temperature before using.

A CAUTION:Do not use the device with HF surgical equipment.

2.7 SYMBOL DESCRIPTIONS

The following symbols may appear in this manual, on the product, or on its
accessories. Some of the symbols represent standards and compliances associated
with the product and its use.

Consult instructions for use of the product and/or its
accessories.

Medical Device

Warning Information.

EC |REP Authorized Representative in the European Community.

PEO

This product complies with the Regulation (EU)
2017/745 requirements.

C€ o598

Date of manufacture.

Manufacturer information.

EL

type BF applied part

Degree of protection against ingress of water and

1pP22 particulate matter.
It indicates that the equipment should be sent to the
E special agencies according to local regulation for

separate collection after its useful life.
- g

Storage Temperature

e

Humidity

Atmospheric Pressure

SECTION 3: USING THE PRODUCT
This section provides the description for operation.
3.1 PRODUCT STRUCTURE

(]
Power on/off & Volume Knob
Loudspeaker
Working indicator light
Transducer
Battery compartment cover
Earphone socket
Recording socket

Nouswn-g

3.2 OPERATE KNOB AND INDICATOR LIGHT
3.2.1 Power on/off

Power on: When the product is not in use, turn the “power on/off/volume knob  to
right for switching on the device. Indicator light is on.

© Sunnysoft s.r.o., distribuitor

Power off: When in use, turn the “power on/off/volume knob” to the end of left for
switching off the device. Indicator light is off.

3.2.2 Volume adjustment

Turn the “power on/off/volume knob” to right; the sound volume will increase.
Contrary, Turn the “power on/off/volume knob” to left, the sound volume will
decrease.

3.3 SOCKET INTRODUCTIONS

3.3.1 Earphone socket

The earphone socket for audio output can be connected with a earphone.
3.3.2 Recording socket

The recording socket(7) for audio output can be connected with a smartphone via a
audio cable .

Lo J

t Earphone socket

* Recording socket

Audio cable
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INSTALLING THE BATTERY

1. Open the battery cover. The rear panel is upturned. First, open the cover of
battery compartment.

2. Install the battery. Take out the battery connector. Then plug the battery to
connector, after that put them into the battery compartment.

3. Close the battery cover. First, along the left of battery compartment latch, put the
cover at the right place. Then close the cover.

&CAUTION: Replace the battery if the device is not likely to be used for some
time.It indicates that the battery is low.

3.5 DESCRIPTIONS OF THE INDICATOR STATES

Indicator color and state Device working state

Steady green The device is powered on

The device is in the working state, and the
ultrasonic probe captures a fetal heart
signal.

Flashing green light with the
fetal heart signal frequency

Flashing orange evenly The device is in a low voltage state.

3.6 USING PRODUCT TO DETECT

Locate the position of the fetus by hand touching, firstly to find out the best
direction to the fetal heart. Place the faceplate of probe at the best position for
detecting fetal heartbeat. Adjust the transducer to obtain an optimum audio signal
ideally by angling the transducer around. Generally, the site of heart of fetus is 1/3
below of navel line at its earlier stage, it then moves upward with increasing of
gestational period, and the site of heart of fetus will be a little deviation to left or
right with different fetuses. Please make sure that the surface of the probe should be
fully contacted with the skin. After the sound become clear, it is the proper
functioning. If no coupling gel, water can be used.

Note: The normal range of fetal heart rate is 110 bpm-160 bpm. Abnormal value of
FHR may appear during the searching of fetal heart.

Gestation
Antepartum
Parturition

3.7 USE OF THE FETAL DOPPLER ALONE

I.Insert the earphone into the earphone socket of the device, and wear the earphone.
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2.Turn on the device.

3.Coat the coupling agent on the ultrasonic probe, and evenly coat the coupling
agent on the surface of the probe.

4.Close the probe to the belly of a pregnant woman and move the probe slowly to
search for the location of the fetal heart until hearing the fetal heart sounds. When
the fetus sounds are not clear or very low, increase the volume until hearing clear
fetal heart sounds.

5.Start to count the fetal heart beats per minute, that is, the fetal heart rate.

6.After finishing using the device, turn off the device.

3.8 CONNECTING THE DEVICE TO THE SMARTPHONE VIA AUDIO
CABLE

Software Downloading:

Download and install the mobile phone APP software "AngelSounds" by scanning
the QR code on the packing box or searching for the APP in application stores such
as APP Store/Google Market.

This software supports iOS 7.0 and later versions, and Android 4.3 and later
versions. In addition, hardware of the smartphone needs to support Bluetooth 4.0.
Audio cable connection: According to the figure on the left.

Software Usage: Detailed see software operation manual.

SECTION 4: MAINTENANCE & CLEANING AND DISINFECTION
4.1 MAINTENANCE

4.1.1 The transducer acoustic surface is frangible and must be handle with care .Gel
must be wiped off from the transducer after use. These precautions will prolong the
life of the unit.

4.1.2 To ensure the product is always functional when required, the following
maintenance shall be performed.

® Visual Inspection

® Clean the product and its accessories

® Check the battery fuel gauge

® Test product performance

® Remove the battery if it is not used for a long time.

® The product requires no calibration.

Note: No service and maintenance while the equipment is in use.

Manufacturer will make available on request circuit diagrams, component part lists,
descriptions, calibration instructions ,or other information that will assist to service
personnel in parts repair.

4.2 CLEANING PRODUCT AND ACCESSORIES

The following cleaning products may be used to clean the exterior surfaces of the
product.

® Isopropyl alcohol (70% solution in water)

® Mild soap and water

® Sodium hypochlorite (chlorine bleach) (3% solution in water).

® Quaternary ammonium compounds (such as Lysol) (10% solution in water).
‘WARNING: Do not use abrasive cleaners or strong solvents such as acetone or
acetone-based cleaners.

WARNING: Do not use mixing disinfecting solutions (such as bleach and
ammonia) as hazardous gases may result.

‘WARNING: Do not use acid, alkaline, or corrosive detergent.

'WARNING: Do not clean electrical contacts or connectors with bleach.

4.3 CLEANING INSTRUCTIONS

1. Before cleaning the product, turn off the product.

2.Before cleaning, remove all adherent soil (tissue, fluids, etc.) and wipe thoroughly
with a cloth dampened with water before applying the cleaning solution.

3.When cleaning, do not immerse. Keep the exterior surface of the device clean and
free of dust and dirt, clean exterior surface of the unit with a dry, soft cloth, if
necessary, clean it with a soft cloth soaked in a solution of soap and wipe dry with a
diately. Wipe the tr body with soft cloth to remove any

clean cloth imn
remaining coupling gel .Clean with soap only.

A CAUTION: To prevent damage to the product, do not clean any part of the
Product or Accessories with phenolic compounds. Do not use abrasive or
flammable cleaning agents. Do not steam, autoclave, or gas-sterilize the
Product or accessories.

CAUTION: Cleaning liquids: do not submerge the product in liquids or
pour cleaning liquids over, into or onto the product.

4.4 DISINFECTION

Cleaning the unit surface and the transducer as the above mentioned, then wipe the
surface of transducer with 75% ethanol or alcohol, clean the transducer surface with
a dry, soft cloth.

WARNING: Don’t use low temperature steam sterilization or other way to
sterilize.

WARNING: Don’t use high temperature sterilizing process.

After cleaning or disinfection, check if the Doppler function well. If any problem is
detected, please contact the manufacturer for service before reusing them.

Visual Check: Check if the Device is damaged:

Function Check:

1. Check if the Doppler can be switched on or off properly;

2. Rub the surface of the probe with your hand to check if the Doppler is producing
sound properly

SECTION 5: SPECIFICATIONS & TROUBLESHOOTING

This section presents the specifications and safety standards of the Product.

5.1 SPECIFICATIONS
ﬁ Note: The following specifications are subject to change and are only

noted as a point of reference.
Technical Specifications

2* WARNING: Use of accessories, transducers and cables other than those
specified or provided by the manufacturer of this equipment could result in
increased electromagnetic emissions or decreased electromagnetic immunity of this
equipment and result in improper operation.”

3* WARNING: Portable RF cor ication i (incl

such as antenna cables and external antennas) should be used no closer than 30 cm

peripherals

(12 inches) to any part of the ME equipment, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this equipment could
result.”
Table 1

declaration - electromagnetic emission

SECTION 6: CONTACT INFORMATION
6.1 Ultrasound Intensity and Safety

6.1.1 Ultrasound in Medicine

The use of diagnostic ultrasound has proved to be a valuable tool in medical
practice. The ultrasound output of the device is controlled internally and cannot be
changed by the user during the inspection process. Although no confirmed
bioeffects on patients caused by exposure from present diagnostic ultrasound
equipment have ever been reported, the potential exists that such bioeffects may be
identified in the future. Therefore, the ultrasound should be used prudently. High
levels of acoustic output and long exposure time should be avoided while acquiring
necessary clinical information.

6.1.2 Expl of MI/TI

Emissions test Compliance
RF emissions CISPR 11 Group 1
RF emissions CISPR 11 Class B

Harmonic emissions IEC

61000-3-2 Not applicable

Voltage fluctuations/
flicker emissions
1EC 61000-3-3

Not applicable

6.1.2.1 MI (Mechanical Index)

‘When ultrasound waves penetrate and contact tissues, cavitation effects may occur,
causing local instantaneous high temperatures. The occurrence of this effect
depends on various factors and has a threshold phenomenon. Currently, there are no
reports of harmful mechanical effects from human use of ultrasound diagnostic
equi and the threshold for cavitation effects is unclear. As the peak sound

Table 2

- elect ic immunity

Immunity test TEC 60601 test level Compliance level

pressure of ultrasound waves increases, the occurrence rate of mechanical effects
increases, but decreases with increasing frequency. The American Institute of
Ultrasound in Medicine and the National Electrical Manufacturers Association have

Electrostatic +8 kV contact +8 kV contact

Acoustic working frequency: 3.0MHz

(ESD) 22KV, 24 KV, 38 KV, 15KV air
IEC 61000-4-2

+2kV, 4 kV, +8
kV, 15 kV air

Ultrasonic emitting power: <20mW

Electrical fast + 2 kV for power supply lines

Overall sensitivity at the distances 200mm from the face of the transducer: >90dB

Spatial-peak temporal-peak acoustic pressure: <0.1MPa

Effective area of the ultrasonic transducer active element: 7.4cm2

The acoustic coupling medium for normal use:ph :5.5~8, Acoustic impedance:
1.5%106~1.7*106Pa-s/m

Audio Output Power:<0.2 W; Audio out socket: ®3.5mm
Battery Voltage: 6LR61 9V
Safety type: Internally powered equipment, type BF applied part

Waterproofing grade: IP22

‘Weight of the main product: 0.15kg (including battery)

Dimension: 100mmx85mmx50mm

+ 1 kV for input/output lines Not applicable

t
1EC 61000-4-4

Surge +0.5kV, + 1 kV line(s) to lines
IEC 61000-4-5 +0.5kV, £ 1 kV, £ 2kV line(s) to Not applicable
carth

Voltage dips, short
interruptions and
voltage variations
on power supply

0% UT; 0.5 cycle At 0°, 45°,90°,
135°, 180°, 225°, 270°and 315°
0% UT; 1 cycle and

70 % UT; 25/30 cycles

Not applicable

input lines Single phase: at 0°

1IEC 61000-4-11 0 % UT; 250/300 cycles

Power frequency 30 A/m 30 A/m
(50/60 Hz)

magnetic field
IEC 61000-4-8

NOTE: UT is the a.c. mains voltage prior to application of the test level.

The acoustic output parameter meets the provision freedom from publication in
IEC61157 Requirement for the declaration of the acoustic output of medical
diagnostic ultrasonic equipment: P_<1MPa; Ioy<20mW/cm?; I<100mW/cm?
Product service life: 5 years
Production date: See the label
Operation conditions:
Temperature: 5°C to 40°C;
Humidity: <80%RH; non-condensing
Atmospheric pressure:70kpa to 106kpa
Transportation & Storage conditions:
Temperature: -20°C to 55°C;
Humidity: 10%RH — 93%RH; non-condensing
Atmospheric pressure: 50kpa to 106kpa; indoor ventilated place that has no
corrosive gas

Equipment heating time

-the time required for the equipment to warm from the minimum storage temperature
between uses until it is ready for intended use: 30min.

-the time required for the equipment to cool from the maximum storage temperature
between uses until it is ready for intended use: 30min.

5.2 Troubleshooting

Symptom Possible cause Troubleshooting

Power-on failure Low battery level Replace new battery

No sound Low volume Increase the volume
eLow volume elncrease the volume
Fetal heart . . .
oThe coupling agent is eCoat the coupling agent or
cannot be found
not coated water
L) . .
) Inc_orrcct probe ®Adjust the probe location
. location
Low sensitivity - P eCoat a proper amount of
oThe coupling agent is coupling agent
not coated plng ag

EMC Information

1* WARNING: Use of this equipment adjacent to or stacked with other equipment
should be avoided because it could result in improper operation. If such use is
necessary, this equipment and the other equipment should be observed to verify that
they are operating normally.”

Table 3

declaration - electromagnetic immunity

Immunity test IEC 60601 test level Compliance level

Conducted RF 3V

IEC 61000-4-6 0.15 MHz to 80 MHz

6V in ISM bands between 0.15
MHz and 80 MHz

Not applicable

blished the Mech 1 Index (MI) to characterize the probability of ultrasound
mechanical effects.

6.1.2.2 TI (Thermal Index)

Heating of tissues is caused by absorption of ultrasound when the ultrasound energy
is applied. The temperature rise is determined by the acoustic intensity, exposed
area and thermophysical properties of the tissue.

According to different thermophysical properties of the tissue, TI is divided into
three kinds: TIS, TIB and TIC.

TIS (Soft Tissue Thermal Index): It provides an estimate of potential temperature
rise in soft or similar tissues.

TIB (Bone Thermal Index): It provides an estimate of potential temperature rise
when the ultrasound beam passes through soft tissue and a focal region is in the
immediate vicinity of bone.

TIC (Cranial Bone Thermal Index): It provides an estimate of potential temperature
rise in the cranial bones or superficial bones.

6.1.3 Ultrasonic output limitation

The acoustic output parameter meets the provision freedom from publication in IEC
61157 Requirement for the declaration of the acoustic output of medical diagnostic
ultrasonic equipment: Pr<1MPa; the output power divided by the 12dB output beam
area is not less tan 20mW/cm?; Ispta<100mW/cm?.

Note: For all equipment settings, the thermal index and mechanical index are less
than 1.0.

6.2 Statement:

The lay operator or lay responsible organization should contact the manufacturer or
manufacturer's representative on the following issues:
Assistance in setting up, using, or maintaining the equipment or system when

Any serious incident that has occurred in relation to the device should be reported to

the manufacturer and the competent authorities of your Member State.

Manufacturer: Shenzhen Jumper Medical Equipment Co., Ltd
Address: D Building, No. 71, Xintian Road, Fuyong Street,

© Sunnysoft s.r.o., distribuitor

Baoan,St hen,Guangdong,China ,518103

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com

6.4 Authorized European Representative

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China,518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com

Radiated RF 10V/m 10V/m
IEC 61000-4-3 80 MHz to 2.7 GHz
Table 4 needed.
declaration - IMMUNITY to proximity fields from RF wireless communications
equipment
Immuni IEC60601 test level Compli 6.3 Manufacturer
ty test ance "
Test Modulation Maximu Immun level
frequency m power ity
level
Radiate 385 MHz **Pulse 1.8W 27 V/m 27 V/m
dRF Modulation: Tel: +86-755-26696279
IEC 18Hz
61000 77450 MHz FFM+ SHz 2W 28V/m | 28V/m
4-3 deviation:
1kHz sine
710 MHz **Pulse 02W 9V/m 9V/m
745 MHz Modulation:
780 MHz 217Hz
810 MHz **Pulse 2W 28 V/m 28 V/im
870 MHz Modulation:
930 MHz 18Hz
1720 MHz **Pulse 2w 28 V/m 28 V/im
1845 MHz Modulation:
1970 MHz 217Hz
2450 MHz **Pulse 2w 28 V/m 28 V/im
Modulation:
217Hz
5240 MHz **Pulse 02W 9 V/m 9 V/m
5500 MHz Modulation:
5785 MHz 217Hz
Note* - As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be
used because while it does not represent actual modulation, it would be worst case.
Note** - The carrier shall be modulated using a 50 % duty cycle square wave signal.
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AngelSound z JPD-200S
Bluetooth 4.0

Instrukcja uzytkowania
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1. WSTEP

1.1 LISTA RZECZY DO PRZENIESIENIA

Jednostka gtéwnax1; Stuchawkix1; Instrukcja obstugix1

1.2 OPIS PRODUKTU

Produkt stuzy gtéwnie do pomiaru tetna ptodu (SFH). Tetno ptodu (FHR) stanowi istotng podstawe
do oceny stanu zdrowia ptodu. Rejestracja zmian FHR pomaga wykry¢ oznaki niedotlenienia ptodu,
jego zagrozenia, splatania pepowiny itp. Monitorowanie ptodu w domu polega gtéwnie na
ostuchiwaniu tetna ptodu i monitorowaniu zmian FHR, co znaczgco zwieksza bezpieczeristwo

ptodnosci.

1.3 ZASADA DZIALANIA

Doppler ptodowy sktada sie z sondy (nadajnika i odbiornika) oraz jednostki przetwarzajgcej
sygnat. Fale ultradZzwiekowe sg przesytane z jednej piezoelektrycznej ceramicznej czesci z przodu
sondy do macicy kobiety ciezarnej. Echo jest odbierane przez drugg piezoelektryczng ceramiczng
cze$c¢ z przodu sondy, gdy fala ultradZzwiekowa dociera do serca ptodu. Nastepnie jest ona
przetwarzana na napiecie. To

Sygnat Dopplera jest wykrywany i demodulowany z sygnatu odbieranego. Czestotliwo$¢
Dopplera odpowiada rytmowi skurczu i rozkurczu ptodu.

W wyniku oscylacji zastawek serca powstaje przesuniecie czestotliwosci Dopplera.

Sygnat wyjsciowy drgan zastawki serca jest przesytany do gto$nika w celu uzyskania

dzwieku rytmicznego, zgodnego z biciem serca ptodu.

2. INSTRUKCJE BEZPIECZENSTWA

2.1 CEL UZYTKOWANIA

JPD-200S Fetal Doppler to przenosny, zasilany bateryjnie doppler dzwiekowy, stuzacy do

wykrywania tonéw serca ptodu. Przeznaczony dla kobiet w cigzy.

2.2 WSKAZANIA DO STOSOWANIA
Produkt stosuje sie najczesciej u ptodéw powyzej 16. tygodnia wzrostu.

+ Stuchaj SFH: uzytkownik moze stucha¢ dzwiekéw serca ptodu z gtodnika.
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» Nagrywanie dzwieku: Mozna nagrywac dzwiek bicia serca ptodu.

OSTRZEZENIE: Nie nalezy uzywa¢ do celéw podtrzymywania lub podtrzymywania zycia.

2.3 PRZECIWWSKAZANIA DO STOSOWANIA

Urzadzenie nie powoduje zadnych skutkéw ubocznych, jesli jest stosowane prawidtowo, a pozostate

ryzyko jest akceptowalne.

2.4 OSTRZEZENIA DO UZYTKU DOMOWEGO

To urzgdzenie nie moze zastgpi¢ profesjonalnego monitora tetna ptodu. Jesli tetno ptodu jest
nieprawidtowe lub nie mozna go zlokalizowa¢ za pomocg tego monitora, kobieta w cigzy powinna
natychmiast udac sie do szpitala i zwréci¢ sie o pomoc medycznga. Jesli kobieta w cigzy nie czuje ruchéw

ptodu, powinna natychmiast udac sie do szpitala i zwréci¢ sie 0 pomoc medyczna.

2.5 ZASADY I WYMAGANIA BEZPIECZENSTWA

Stowa sygnalizacyjne wymienione w lewym dolnym rogu wskazuja kategorie potencjalnego
zagrozenia. Definicje kazdej kategorii sg nastepujace:

NIEBEZPIECZENSTWO: To ostrzezenie oznacza zagrozenie, ktére moze spowodowa¢ powazne obrazenia lub
Smier¢.

OSTRZEZENIE: To ostrzezenie oznacza zagrozenia, ktére moga spowodowa¢ powazne obrazenia ciata lub
Smier¢.

UWAGA: To ostrzezenie oznacza zagrozenia, ktére mogg spowodowac drobne obrazenia ciata,

uszkodzenie produktu lub szkody materialne.

2.6 OSTRZEZENIA DOTYCZACE BEZPIECZENSTWA
Ponizej znajduje sie lista ostrzezen dotyczgcych bezpieczenstwa produktu, ktére pojawiajq sie w tej
sekcji i w catej instrukcji. Przed przystgpieniem do uzytkowania produktu nalezy przeczyta¢, zrozumiec i

zastosowac sie do tych ostrzezen.

NIEBEZPIECZENSTWO: Niebezpieczerstwo pozaru i wybuchu

Aby unikna¢ ryzyka wybuchu lub pozaru, nie nalezy uzywac produktu w obecnosci gazéw
tatwopalnych.

OSTRZEZENIE: Ryzyko uduszenia w przypadku zaplatania sie dziecka w kable monitorujace.
OSTRZEZENIE: Nie wolno modyfikowa¢ tego urzadzenia bez zgody producenta.

OSTRZEZENIE: Kurz i $wiatto mogg mie¢ wptyw na bezpieczeristwo i wydajnos¢ urzadzenia.
OSTRZEZENIE: Uszkodzone czujniki i elektrody lub luzne elektrody moga powodowa¢ pogorszenie

wydajnosci lub inne problemy. émes.
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OSTRZEZENIE: Ryzyko uszkodzenia przez zwierzeta domowe, szkodniki lub dzieci.

OSTRZEZENIE: Uzywaj wytacznie zatwierdzonego sprzetu

Nie nalezy uzywac baterii, Zelu, kabli ani dodatkowego wyposazenia innego niz zatwierdzone przez
producenta, gdyz moze to spowodowac nieprawidtowe dziatanie produktu w trakcie uzytkowania.
operacje ratunkowe.

OSTRZEZENIE: Urzadzenia sasiadujace i/lub utozone jeden na drugim

Produktu nie nalezy uzywa¢ w sasiedztwie ani na innych urzadzeniach. Produktu nie nalezy uzywac

w sgsiedztwie ani na innych urzgdzeniach. W razie potrzeby nalezy go obserwowac¢, aby upewnic¢ sig, ze

dziata prawidtowo w konfiguracji, w ktérej bedzie uzywany.

OSTRZEZENIE: Przed uzyciem nalezy sprawdzi¢ urzadzenie pod katem widocznych uszkodzen,

ktére mogtyby wptyna¢ na bezpieczenstwo personelu lub mozliwosci testowania. W przypadku
stwierdzenia uszkodzen zaleca sie wymiane urzadzenia.

UWAGA: Powierzchnia sondy majaca kontakt z ciatem moze powodowa¢ dyskomfort ze wzgledu na
problemy z biokompatybilnoscia. Materiat wigzacy moze powodowac alergie skérne u uzytkownikéw. Jesli
u pacjenta wystgpi dyskomfort lub reakcje alergiczne, nalezy natychmiast przerwac stosowanie

i w razie potrzeby zwrécic¢ sie o pomoc lekarska.

OSTRZEZENIE: Nie zwijaj przewodu sondy, aby unikna¢ zadtawienia.
UWAGA: Nie dotykaj jednoczes$nie uzytkownika, portu zasilania i sondy.

OSTRZEZENIE: Nie zaleca sie stosowania tego produktu na fodziach i w samolotach.

OSTRZEZENIE: Przechowuj doppler ptodowy i baterie poza zasiegiem dzieci, aby uniemozliwi¢ im zabawe.
W przypadku przypadkowego potknigcia baterii przez dziecko, nalezy natychmiast zwrécic sie o
pomoc lekarska.

OSTRZEZENIE: Ekstremalne temperatury/wilgotnosci/ciénienia

Narazenie produktu na dziatanie ekstremalnych warunkéw Srodowiskowych, wykraczajacych poza
jego parametry robocze, moze zaktéci¢ jego prawidtowe dziatanie.

OSTRZEZENIE: Utylizacja baterii

Baterie nalezy poddac¢ recyklingowi lub zutylizowac¢ zgodnie z lokalnymi przepisami. Aby zapobiec
pozarowi i wybuchowi, nie nalezy spalac baterii.

UWAGA: Mozliwe jest wystepowanie nadwrazliwosci na czestotliwo$¢ radiowa (RF)

Czuto$¢ na fale radiowe (RF) telefonéw komérkowych, radia CB i radiotelefonéw FM moze powodowacé
zaktécenia w dziataniu produktu. Nie nalezy uzywac radiotelefonéw bezprzewodowych w poblizu

produktu - nalezy wytaczy¢ zasilanie radia i innych podobnych urzadzen w poblizu produktu.

OSTRZEZENIE: Deklaracja systemu Urzadzenia

podigczone do produktu muszg by¢ certyfikowane zgodnie z obowigzujagcymi przepisami.
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Normy IEC (IEC 60601-1 dla wyrobéw medycznych).

UWAGA: Srodki czyszczace do doméw

Do dezynfekcji obudowy nalezy uzywac nieutleniajacego srodka dezynfekujacego,

takiego jak roztwdr czyszczacy na bazie soli amonowej lub glutaraldehydu, aby nie
uszkodzi¢ metalowych ztgczy.

UWAGA: Srodowisko uzytkowania

Produkt jest przeznaczony do uzytku wewnatrz pomieszczen. Przed uzyciem operator musi
potwierdzi¢, ze Srodowisko uzytkowania spetnia wymagane parametry srodowiska
operacyjnego.

OSTRZEZENIE: Zimne $rodowisko

Jezeli produkt bedzie przechowywany w otoczeniu o temperaturze nizszej niz temperatura
robocza, przed uzyciem nalezy pozwoli¢ urzadzeniu na osiggniecie wymaganej temperatury roboczej.
OSTRZEZENIE: Nie nalezy uzywac urzadzenia ze sprzetem chirurgicznym o wysokiej

czestotliwosci.

2.7 OPISY SYMBOLI
Ponizsze symbole moga pojawic sie w niniejszej instrukcji, na produkcie lub jego akcesoriach.

Niektére z symboli oznaczajg normy i przepisy dotyczace produktu i jego uzytkowania.

Nalezy zapoznac sie z instrukcjg uzytkowania produktu i/lub jego akcesoriéw.

Wyréb medyczny

‘
& Informacje ostrzegawcze

EC REP Autoryzowany przedstawiciel we Wspoélnocie Europejskiej.

c € 0598 Produkt ten spetnia wymogi Rozporzadzenia (UE) 2017/745.

(\/V\I_I Data produkji

M Informacje o producencie
0
R Czes¢ stosowana typu BF

IP2 2 Stopien ochrony przed wnikaniem wody i czastek statych

© Sunnysoft sro, dystrybutor 5



Oznacza, ze urzadzenie nalezy przekazac do specjalnych jednostek w celu selektywnej zbiérki po

zakonczeniu jego okresu uzytkowania zgodnie z lokalnymi przepisami.

Temperatura przechowywania

Wilgotnos¢

Cisnienie atmosferyczne

@, @, I

3. UZYTKOWANIE PRODUKTU

W tej sekcji opisano operacje.

3.1 STRUKTURA PRODUKTU

1. Pokretto zasilania i gtosnosci
2. Glosnik

3. Kontrolka aktywnosci

4. Czujnik

5. Pokrywa komory baterii
6. Gniazdo stuchawkowe e

7. Gniazdo nagrywania \ /
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3.2 STEROWANIE PRZYCISKAMI T LAMPKA KONTROLNA

3.2.1 Wiaczanie/wytaczanie zasilania

Wiaczanie: Gdy produkt nie jest uzywany, przekre¢ pokretto " przyciskiem
wigczania/wytgczania/regulacji glosnosci w prawo, aby wiaczy¢ urzadzenie. Wskaznik jest wigczony.
Wytaczanie: Podczas uzytkowania produktu, przekrec¢ pokretto " Przycisk
wigczania/wytgczania/gtosnosci do konca w lewo, aby wylaczy¢ urzadzenie. Kontrolka zgasnie.

3.2.2 Regulacja gtosnosci

Obroc =« Przycisk ,Wtacz/Wytgcz/Gtosnos¢” po prawej stronie; gtosnos¢ dzwieku zostanie zwiekszona.

przycisk zasilania/gtosnosci w lewo, a gtosnos¢ dzwieku zmniejszy sie.

3.3 WKEADANIE GNIAZDA

3.3.1 Gniazdo stuchawkowe

Stuchawki mozna podtaczy¢ do gniazda stuchawkowego w celu odtwarzania dzwieku.

3.3.2 Gniazdo nagrywania
Gniazdo nagrywania (7) stuzace do wyjscia audio mozna podtaczy¢ do smartfona za

pomocg kabla audio.

_/

t Zasuvka pro nahravani T Konektor pro sluchatka

b

Audio kabel

3.4 INSTALACJA BATERII

1. Otworz pokrywe baterii. Tylny panel jest do goéry nogami. Najpierw otwérz pokrywe
komory baterii.

2. Zainstaluj baterie. Odtgcz ztgcze baterii. Nastepnie podtacz baterie do ztgcza i wtédz jg do
komory baterii.
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3. Zamknij pokrywe baterii. Najpierw wsun pokrywe na miejsce wzdtuz lewego zatrzasku

komory baterii. Nastepnie zamknij pokrywe.

UWAGA: Wymien baterig, jesli nie bedziesz uzywac urzadzenia przez okreslony czas.

Oznacza to, ze bateria jest roztadowana.

3.5 OPIS STANU KONTROLKI

Kolor i status wskaznika Stan roboczy sprzetu

Zielone swiatto Urzadzenie jest wigczone.

Zielone $wiatto migajgce z tetnem ptodu Urzadzenie jest sprawne, a sonda
ultrasonograficzna wychwytuje sygnat serca

ptodu.

State migajgce pomaranczowe $wiatto Urzgdzenie jest pod niskim napieciem.

3.6 UZYWANIE PRODUKTU DO WYKRYWANIA

Okresl potozenie ptodu, dotykajgc dtonig, a nastepnie znajdz najlepszy kierunek do serca
ptodu. Umies¢ ptytke sondy w pozycji zapewniajgcej najlepszag mozliwg detekcje bicia serca
ptodu. Wyreguluj czujnik, aby uzyska¢ optymalny sygnat dzwiekowy, najlepiej przechylajgc
go dookota. Zazwyczaj serce ptodu znajduje sie o 1/3 nizej niz linia pepkowa we wczesnym
stadium, a nastepnie przesuwa sie w gére wraz z postepem cigzy, a potozenie serca ptodu
moze by¢ nieznacznie odchylone w lewo lub w prawo u réznych ptodéw. Upewnij sie, ze
powierzchnia sondy catkowicie styka sig ze skéra. Styszalny dzwiek oznacza, ze sonda
dziata prawidtowo.

Jezeli nie masz dostepu do zelu wigzgcego, mozesz uzy¢ wody.

Uwaga: Prawidtowy zakres tetna ptodu wynosi 110-160 uderzeri/min. Podczas badania tetna

ptodu moga wystgpi¢ nieprawidtowe wartosci tetna ptodu.
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O Téhotenstvi
A :.~'.>C):‘E Predporodni
i Q S Porod

3.7 KORZYSTANIE SAMODZIELNIE Z DOPPLERA PLODU
1. WHéz stuchawke do gniazda stuchawkowego w urzadzeniu i zatéz stuchawke.
2. Wigcz urzadzenie.

3. Nanies¢ srodek wigzacy na sonde ultradzwiekowa i rGwnomiernie pokry¢ jej powierzchnie.

4. Umies¢ sonde na brzuchu kobiety w cigzy i powoli przesuwaj ja, aby zlokalizowac serce ptodu,
az ustyszysz jego tony. Jesli tony ptodu sg niewyrazne lub bardzo stabe, zwieksz gto$nos¢, az
ustyszysz je wyraznie.

5. Zacznij liczy¢ liczbe uderzen serca ptodu na minute, czyli tetno ptodu.
6. Wytgcz urzgdzenie po zakonczeniu korzystania z niego.

3.8 PODEACZANIE URZADZENIA DO SMARTFONA ZA POMOCA KABLA AUDIO

Pobieranie oprogramowania:

Pobierz i zainstaluj aplikacje mobilng ,,AngelSounds”, skanujagc kod QR znajdujacy

sie na pudetku lub wyszukujac aplikacje w sklepach z aplikacjami, takich jak APP Store/Google
Market.

To oprogramowanie obstuguje systemy iOS 7.0 i nowsze oraz Android 4.3 i nowsze. Dodatkowo

smartfon musi obstugiwa¢ Bluetooth 4.0.

Podtaczanie kabla audio: Jak pokazano po lewej stronie.

Korzystanie z oprogramowania: Szczeg6towe informacje mozna znalez¢ w instrukcji obstugi oprogramowania.

© Sunnysoft sro, dystrybutor



4. KONSERWACJA, CZYSZCZENIE I DEZYNFEKCJA

4.1 KONSERWACJA

4.1.1 Powierzchnia akustyczna czujnika jest delikatna i nalezy obchodzic sie z nig ostroznie.

Po uzyciu nalezy zetrze¢ zel z czujnika. Wydtuzy to zywotno$¢ urzadzenia.

4.1.2 Aby mie¢ pewnosc¢, ze produkt zawsze bedzie sprawny, gdy zajdzie taka potrzeba, nalezy wykonywac

nastepujgce czynnosci konserwacyjne.

+ Kontrola wizualna

» Wyczy$¢ produkt i jego akcesoria

* Sprawdz wskaznik stanu baterii

* Sprawdz wydajnos¢ produktu

« Jezeli bateria nie bedzie uzywana przez dtuzszy czas, nalezy jg wyjac.

* Produkt nie wymaga kalibracji

Uwaga: Serwisu i konserwacji nie mozna wykonywa¢ podczas uzytkowania urzgdzenia.

Producent udostepni na zgdanie schematy okablowania, listy czesci, opisy, instrukcje kalibracji i inne

informacje utatwiajgce personelowi serwisowemu naprawe podzespotéw.

4.2 SRODKI CZYSZCZACE 1 AKCESORIA

Do czyszczenia zewnetrznych powierzchni produktu mozna stosowac nastepujace $rodki czyszczace.
+ Alkohol izopropylowy (70% roztwér wodny)

+ tagodne mydto i woda

* Podchloryn sodu (wybielacz chlorowy) (3% roztwér wodny).

+» Czwartorzedowe zwigzki amoniowe (np. Lysol) (10% roztwér w wodzie).

OSTRZEZENIE: Nie nalezy uzywac $rodkéw czyszczacych o wrasciwosciach $ciernych ani silnych
rozpuszczalnikéw, takich jak aceton lub $rodki czyszczgce na bazie acetonu.

OSTRZEZENIE: Nie nalezy miesza¢ roztworéw dezynfekujacych (takich jak wybielacz i amoniak),
poniewaz moze to spowodowac wydzielenie sie niebezpiecznych gazéw.

OSTRZEZENIE: Nie nalezy uzywa¢ érodkéw czyszczacych o odczynie kwasnym, zasadowym ani zracym.

OSTRZEZENIE: Nie czysci¢ stykéw i ztaczy elektrycznych wybielaczem.
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4.3 INSTRUKCJA CZYSZCZENIA
1. Przed czyszczeniem wytgcz produkt.
2. Przed czyszczeniem usun caty przylegajacy brud (chusteczki, ptyny itp.).

i doktadnie wytrzyj je szmatka zwilzong wodg przed uzyciem $rodka czyszczacego.

3. Nie zanurza¢ produktu podczas czyszczenia. Utrzymywac zewnetrzng powierzchnie urzadzenia

w czystosci, bez kurzu i brudu. Czysci¢ zewnetrzng powierzchnie urzadzenia suchg, miekka
Sciereczka. W razie potrzeby przetrzec jg miekka Sciereczkg nasgczong wodg z mydtem i natychmiast
wytrze¢ do sucha czystg Sciereczka. Przetrze¢ korpus czujnika miekka Sciereczka, aby usung¢

pozostatosci zelu wigzgcego. Czysci¢ wytgcznie mydtem.

UWAGA: Aby unikng¢ uszkodzenia produktu, nie nalezy czysci¢ zadnej jego czesci ani akcesoriéw
zwigzkami fenolowymi. Nie nalezy uzywac $ciernych ani tatwopalnych srodkéw czyszczgcych. Nie

nalezy sterylizowac produktu ani akcesoriéw parg, autoklawowac ani sterylizowa¢ gazowo.

UWAGA: Plyny czyszczace: Nie zanurzaj produktu w ptynach ani nie wylewaj ptynéw czyszczacych na

produkt lub do jego wnetrza.

4.4 DEZYNFEKCJA

Wyczy$¢ powierzchnie urzadzenia i czujnika zgodnie z powyzszg procedurg, nastepnie przetrzyj
powierzchnie czujnika 75% etanolem lub alkoholem i wyczy$¢ powierzchnie czujnika suchg,
miekka $ciereczka.

UWAGA: Nie nalezy stosowac sterylizacji parowej w niskiej temperaturze ani zadnej innej metody
sterylizacji.

OSTRZEZENIE: Nie nalezy stosowac sterylizacji w wysokiej temperaturze.

Po czyszczeniu lub dezynfekcji sprawd?, czy doppler dziata prawidtowo. W przypadku stwierdzenia

jakichkolwiek probleméw skontaktuj sie z producentem w celu naprawy przed ponownym uzyciem.

Kontrola wizualna:

Sprawdz, czy urzadzenie nie jest uszkodzone.

Kontrola funkgji:

1. Sprawdz, czy Doppler mozna prawidtowo wtgczy¢ lub wytgczyc.

2. Sprawdz, czy Doppler wydaje prawidtowy dzwiek, pocierajgc powierzchnie sondy dtonia.

5. SPECYFIKACJE I ROZWIAZYWANIE PROBLEMOW

W tej sekcji znajduja sie specyfikacje produktu i normy bezpieczenstwa.
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5.1 SPECYFIKACJE

Uwaga: Podane nizej specyfikacje moga ulec zmianie i majg charakter wytgcznie pogladowy.

Dane techniczne

Czestotliwos$¢ pracy akustycznej 3,0 MHz
Moc nadawania ultradZzwiekowego <20mwW
Catkowita czuto$¢ w odlegtosci 200 mm od przedniej 90 dB
czesci czujnika

Szczyt przestrzenno-czasowy <0,1 MPa
(Szczyt przestrzenny, szczyt czasowy) cisSnienie dzwieku

Medium sprzegajace akustycznie do zastosowan pH:5,5-8,

o0g6linych impedancja akustyczna:
1,5%106 - 1,7x106 Pa-s/m
Gniazdo wyjsciowe audio z <0,2W;
mocg wyjéciowg audio ®3,5mm
6LR61 9V

Napiecie akumulatora

Typ zabezpieczenia

Urzadzenie zasilane wewnetrznie,

czesci stosowane typu BF

Poziom wodoodpornosci

P22

Waga produktu gtéwnego

0,15 kg (wraz z baterig)

Wymiary 100 mm x 85 mm x 50 mm
Parametr wyjscia akustycznego spetnia klauzule P_<1MPa;

o zachowaniu poufnosci zawartg w normie IEC61157, Iob<20mW/cm2 ;
Wymagania dotyczace deklaracji mocy Ispta<100mW/cm2
akustycznej urzadzen ultrasonograficznych

do diagnostyki medycznej:

Zywotnoé¢ produktu 5 lat

Data produkgji

zobacz etykiete

Warunki pracy

5-40°C

Temperatura

Wilgotnosé

80% wilgotnosci wzglednej; bez kondensacji

Cinienie atmosferyczne 70 - 106 kPa
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Warunki transportu i przechowywania:

Temperatura -20 - 55 °C

Wilgotnosc 10 - 93% RH; bez kohdensadji

Cisnienie atmosferyczne 50 - 106 kPa; pomieszczenie wentylowane, w ktérym nie ma gazéw

zracych

Czas nagrzewania urzadzenia

- czas potrzebny na rozgrzanie urzadzenia od minimalnej temperatury przechowywania pomiedzy

uzyciami do momentu, gdy bedzie gotowe do zamierzonego uzycia: 30 min.

- czas potrzebny do schtodzenia urzadzenia od maksymalnej temperatury przechowywania pomigdzy

uzyciami do momentu, gdy bedzie gotowe do zamierzonego uzycia: 30 min.

5.2 ROZWIAZYWANIE PROBLEMOW

Problem Mozliwa przyczyna Rozwigzywanie probleméw

Awaria zasilania Niski poziom natadowania baterii Wymier baterie na rjowg

Brak dzwieku Niska gtosnos¢ Podgto$nij gtosnosé
+ Niska gto$nosc « Zwieksz gtoénosc¢

Nie mozna znalez¢ serca

plodu * Brak zastosowanych elementéw * Natéz srodek wigzacy lub
ztacznych wode

+ Dostosuj potozenie sondy
+ Nieprawidtowe umiejscowienie
) i sondy
Niska czutos¢ « Nat6z odpowiednig ilos¢

+ Nie zastosowano érodka wigzacego
$rodka wigzacego

Informacje EMC

1. OSTRZEZENIE: Nalezy unika¢ uzywania tego urzadzenia w poblizu lub w bliskim sgsiedztwie innych
urzadzen, poniewaz moze to prowadzi¢ do ich nieprawidtowego dziatania. Jesli takie uzycie jest
konieczne, nalezy obserwowac to urzadzenie i inne urzadzenia, aby upewnic sie, ze dziatajg
prawidtowo.

2. OSTRZEZENIE: Stosowanie akcesoriéw, czujnikéw i kabli innych niz okreélone lub dostarczone przez
producenta tego sprzetu moze skutkowac zwigkszong emisjg elektromagnetyczng lub zmniejszong

odpornoscia elektromagnetyczng tego sprzetu i jego nieprawidtowym dziataniem.

3. OSTRZEZENIE: Przenos$ny sprzet do komunikacji radiowej (w tym urzadzenia peryferyjne, takie jak kable

antenowe i anteny zewnetrzne) nalezy uzywac w odlegtosci nie mniejszej niz 30 cm (12 cali) od jakiegokolwiek urzadzenia.
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cali) od jakiejkolwiek czesci sprzetu ME, w tym kabli okres$lonych przez producenta.

W przeciwnym wypadku wydajno$¢ urzadzenia moze sie pogorszy¢.

Tabela 1
os$wiadczenie - emisje elektromagnetyczne
Test emisji Zgodnos¢
Emisje RF CISPR 11 Grupa 1
Emisje RF CISPR 11 Klasa B
Emisje harmoniczne IEC 61000-3-2 Nie dotyczy
Wahania napigcia/emisje wahan IEC 61000-3-3
Nie dotyczy

Tabela 2
deklaracja - odpornos¢ elektromagnetyczna
Poziom testu zgodnie z
Test oporu Stopien zgodnosci
normga IEC 60601 +8
kV styk +8 kV kontakt
Wytadowanie elektrostatyczne
+2 kV, £4 kV, £8 kV, £15 kV 2 kV, 4 kV, £8 kV, £15
(Wytadowania elektrostatyczne) IEC 61000-4-2 pow|etrze kV pow|etrze
i o + 2 kV dla linii
Szybkie przejsciowe energetycznych
stany napiecia/wytadowania elektryczpe Nie dotyczy
+1kVdla
IEC 61000-4-4
linii wejsciowych/wyjsciowych
+0,5kV, + 1 kV linia do
linii
Przepiecie IEC 61000-4-5 . Nie dotyczy
+0,5kV, +1kV, +2KkV linia-
ziemia
0% UT; 0,5 cyklu przy 0°, 45°,
Zapady napiecia, krotkie 90°, 135°, 180°, 225°, 270°
przerwy i wahania napiecia i315°.
na liniach wejéciowych 0% UT; 1 cykl i 70% UT; 25/30 Nie dotyczy
zasilania IEC 61000-4-11 cykli
Jednofazowy: przy 0°
0% UT; 250/300 cykli
Czestotliwos¢ zasilania
Pole magnetyczne (50/60 Hz) 30 A/m 30 A/m
IEC 61000-4-8
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UWAGA: UT to napiecie sieciowe pradu przemiennego przed zastosowaniem poziomu testowego.

Tabela 3

deklaracja - odpornos¢ elektromagnetyczna

Test oporu

Poziom testu zgodnie z
normg IEC 60601

Stopien zgodnosci

Przeprowadzone czestotliwosci radiowe IEC 61000-4-

3Vod 0,15 MHz do 80 MHz

6 6 V w pasmach ISM pomigdzy | Nie dotyczy
0,15 MHz i 80 MHz
Promieniowane fale radiowe | 10V/m
10V/m

IEC 61000-4-3

80MHz do 2,7GHz

Tabela 4

Oéwiadczenie - ZAGROZENIE zwigzane z narazeniem na pola bliskie z urzadzen

komunikacji bezprzewodowej RF

Egzamin Poziom testu IEC60601 Poziom
opér Testowanie ) Maksymalna Test zgodnosci
czestotliwosé Moduladja moc opor
Fale radiowe
385MHz **Modulacja impulsg®w 27 v/m 27 V/m
18 Hz
promieniowane IEC 61000-4-3 *QOdchylenie
450MHz D NG 2W 28 V/rh 28 V/m
1kHz
sinus
710MHz **Puls
745MHz modulacja: 0,2 W 9 V/m 9V/m
780MHz 217 Hz
810MHz **Puls
870MHz modulacja: 2W28V/m28V/m
930MHz 18 Hz
1720MHz **Puls
1845MHz modulacja: 2 W 28V/m 28 V/m
1970 MHz 217 Hz
**Puls
2450MHz modulacja: 2 W 28V/m 28 V/m
217 Hz
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5240MHz
5500MHz **Modulacja impulsww 9 V/m 9V/m
5785 MHz 217 Hz

Uwaga* - Alternatywg dla modulacji FM moze by¢ modulacja impulsowa 50% o
czestotliwosci 18 Hz. Mimo ze nie jest to prawdziwa modulacja, stanowitoby to
najgorszy mozliwy przypadek.

Uwaga** - Nosna musi by¢ modulowana sygnatem prostokatnym o cyklu
przemiennym 50%.

6. INFORMACJE KONTAKTOWE

6.1 Intensywnos¢ i bezpieczenstwo ultradzwiekéw

6.1.1 Ultradzwieki w medycynie

Zastosowanie ultrasonografii diagnostycznej okazato sie cennym narzedziem w

praktyce medycznej. Moc wyjéciowa ultradzwiekéw urzadzenia jest kontrolowana

wewnetrznie i nie moze by¢ zmieniana przez uzytkownika podczas badania. Chociaz

nie odnotowano potwierdzonych skutkéw biologicznych dla pacjentéw

wynikajacych z ekspozycji na obecne urzadzenia ultrasonograficzne do

diagnostyki, istnieje mozliwos$¢, ze takie skutki biologiczne zostang wykryte w przysztosci.

Dlatego nalezy zachowa¢ ostroznos¢ podczas stosowania ultradzwiekéw. Nalezy unikac

wysokich poziomoéw mocy akustycznej i dtugiego czasu ekspozycji, aby uzyska¢ niezbedne informacje

6.1.2 Wyjasnienie MI/TI

6.1.2.1 MI (wskaznik mechaniczny)

Gdy fale ultradzwiekowe przenikajg i stykaja sie z tkankami, moze wystgpi¢ zjawisko kawitacji,
powodujac lokalne, chwilowe wysokie temperatury. Wystepowanie tego zjawiska zalezy od réznych
czynnikéw i charakteryzuje sie zjawiskiem progowym. Obecnie nie ma doniesieh o szkodliwych
efektach mechanicznych podczas uzywania ultradzwiekowych urzadzen diagnostycznych przez
ludzi, a warto$¢ progowa zjawiska kawitacji jest niejasna. Wraz ze wzrostem maksymalnego cisnienia
akustycznego fal ultradzwiekowych, czesto$¢ wystepowania efektéw mechanicznych

wzrasta, ale maleje wraz ze wzrostem czestotliwo$ci. Amerykanski Instytut Ultradzwiekéw w
Medycynie (American Institute of Ultrasound in Medicine) i Narodowe Stowarzyszenie Producentéw
Sprzetu Elektrycznego (National Electrical Manufacturers Association) opracowaty wskaznik

mechaniczny (MI), ktéry charakteryzuje prawdopodobienstwo wystapienia efektéw mechanicznych ultradzwiekéwv
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6.1.2.2 TI (wskaznik ciepta)

Ogrzewanie tkanek jest spowodowane absorpcjg ultradzwiekéw podczas aplikacji energii
ultradZzwiekowej. Wzrost temperatury zalezy od intensywnos$ci promieniowania
akustycznego, powierzchni ekspozycji oraz wtasciwosci termofizycznych tkanki.

Ze wzgledu na rézne wiasciwosci termofizyczne tkanek TI dzieli sie na trzy typy: TIS, TIB i TIC.

TIS (Wskaznik termiczny tkanek migkkich): zapewnia oszacowanie potencjalnego wzrostu
temperatury w tkankach migkkich i podobnych.

TIB (wskaznik cieplny kosci): okresdla szacunkowo potencjalny wzrost temperatury, gdy wigzka
ultradzwiekéw przechodzi przez tkanke miekka, a obszar ogniskowy znajduje sie w poblizu

kosci.

TIC (wskaznik termiczny kosci czaszki): zapewnia oszacowanie potencjalnego wzrostu temperatury

kosci czaszki lub kosci powierzchniowych.

6.1.3 Ograniczenie mocy ultradZwiekowej

Parametr wyjécia akustycznego spetnia postanowienia dotyczgce swobody ujawniania danych zawarte
w wymogu normy IEC 61157 dotyczgcym deklaracji mocy akustycznej urzadzen ultrasonograficznych do
diagnostyki medycznej: Pr<1MPa; moc wyjéciowa podzielona przez powierzchnig wigzki wyjsciowej o
natezeniu 12 dB jest nie mniejsza niz 20 mW/cm2; Ispta<100 mW/cm2.

Uwaga: Dla wszystkich ustawieh urzadzenia indeks termiczny i indeks mechaniczny sg

mniejsze niz 1,0.

6.2 Deklaracja
Uzytkownik $wiecki lub organizacja $wiecka odpowiedzialna powinna skontaktowac sie z
producentem lub przedstawicielem producenta w przypadku nastepujgcych pytan:

Pomoc w konfiguracji, uzytkowaniu i konserwacji sprzetu lub systemoéw, jesli zajdzie taka potrzeba.

O kazdym powaznym incydencie zwigzanym z urzgdzeniem nalezy powiadomi¢ producenta i wtasciwe

organy panstwa cztonkowskiego.

6.3 Producent

Producent: Shenzhen Jumper Medical Equipment Co., Ltd.

Adres: Shenzen Jumper, Shenzhen, Praga 1: Budynek D, nr 71, Xintian Road, Fuyong Street, Baoan,
Shenzhen, Guangdong, Chiny, 518103

Telefon: +86-755-26696279

Adres e-mail: info@jumper-medical.com

Strona internetowa: www.jumpermmed.com

www.jumper -medical.com
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6.4 Autoryzowany przedstawiciel europejski

EC |REP

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

el

Dostawca/Dystrybutor

Sunnysoft sro
Kovanecka 2390/1a
190 00 Praga 9

Czechy
www.sunnysoft.cz

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China, 518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com
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AngelSound z JPD-200S
Bluetooth 4.0

Navodila za uporabo
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1.UVOD

1.1 SEZNAM ZA PAKIRANJE

Glavna enota x 1; Slusalke x 1; Uporabniski priro¢nik x 1

1.2 OPIS IZDELKA

Izdelek se uporablja predvsem za zaznavanje srénega utripa ploda (SFH). Sréni utrip ploda
(FHR) je pomembna osnova za preverjanje zdravja ploda. BeleZenje sprememb FHR pomaga
odkriti znake fetalne hipoksije, fetalne stiske, zapletenosti popkovine itd. Spremljanje

ploda doma vkljuCuje predvsem posluSanje srénega utripa ploda in preverjanje

sprememb FHR, kar znatno pripomore k vecji varnosti plodnosti.

1.3 NACELO DELOVANJA

Fetalni Doppler je sestavljen iz sonde (oddajnika in sprejemnika) in enote za obdelavo
signalov. Ultrazvoc¢ni valovi se prenasajo iz enega piezoelektricnega kerami¢nega dela na
sprednji strani sonde v maternico nose¢nice. Odmev sprejme drugi piezoelektri¢ni
keramicni del na sprednji strani sonde, ko ultrazvo¢ni val doseZe srce ploda. Nato se
pretvori v napetost.

Dopplerjev signal se zazna in demodulira iz sprejetega signala. Dopplerjeva frekvenca
ustreza ritmu fetalne sistole in diastole.

Po nihanju srénih zaklopk se ustvari Dopplerjev frekvenc¢ni premik.

Izhodni signal vibracij sréne zaklopke se prenasa in posilja v zvocnik, da se

dobi ritmi¢en zvok s srénim utripom ploda.

2. VARNOSTNA NAVODILA

2.1 NAMEN UPORABE

Fetalni dopler JPD-200S je rocni, baterijsko napajan zvo¢ni dopler, ki se uporablja za zaznavanje

srénih zvokov ploda. Namenjen je nosecnicam.

2.2 INDIKACIJE ZA UPORABO

Izdelek se pogosto uporablja pri plodovih, starejSih od 16 tednov rasti.

* Poslu3ajte SFH: uporabnik lahko poslu3a zvok srénih utripov ploda iz zvocnika.
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+» Zvocni posnetek: Posneti je mogoce zvok srénega utripa ploda.
OPOZORILO: Ne sme se uporabljati za vzdrZzevanje Zivljenjskih funkcij ali za ohranjanje

Zivljenjskih funkcij.

2.3 KONTRAINDIKACIJE ZA UPORABO

Naprava ob pravilni uporabi nima stranskih ucinkov, preostalo tveganje pa je sprejemljivo.

2.4 OPOZORILA ZA DOMACO UPORABO

Ta naprava ne more nadomestiti profesionalnega fetalnega monitorja. Ce je sréni utrip
ploda nenormalen ali ga s tem monitorjem ni mogoce dolociti, mora nose¢nica nemudoma
oditi v bolni3nico in poiskati zdravnisko pomo€. Ce noseénica ne &uti gibov ploda, mora
nemudoma oditi v bolni3nico in poiskati zdravniSko pomoc.

2.5 VARNOSTNA PRAVILA IN ZAHTEVE

Opozorilne besede, navedene spodaj levo, oznacujejo kategorije potencialne
nevarnosti. Definicije posameznih kategorij so naslednje:

NEVARNOST: To opozorilo oznacuje nevarnost, ki lahko povzroci hude poSkodbe ali smrt.

OPOZORILO: To opozorilo oznatuje nevarnosti, ki lahko povzroéijo hude telesne poSkodbe ali
smrt.
POZOR: To opozorilo oznacuje nevarnosti, ki lahko povzrocijo manjSe telesne poskodbe,

po3kodbe izdelka ali materialno Skodo.

2.6 VARNOSTNA OPOZORILA

Spodaj je seznam varnostnih opozoril o izdelku, ki se pojavljajo v tem razdelku in v celotnem
priro¢niku. Preden zacnete uporabljati izdelek, morate ta varnostna opozorila prebrati,

razumeti in upoStevati.

NEVARNO: Nevarnost pozara in eksplozije

Izdelka ne uporabljajte v prisotnosti vnetljivih plinov, da se izognete morebitni
nevarnosti eksplozije ali pozara.

OPOZORILO: Zadavitev zaradi zapletanja otroka v nadzorne kable.

OPOZORILO: Naprave ne spreminjajte brez dovoljenja proizvajalca.

OPOZORILO: Prah in svetloba lahko vplivata na varnost in delovanje naprave.
OPOZORILO: Poskodovani senzorji in elektrode ali ohlapne elektrode lahko poslab3ajo

delovanje ali povzro€ijo druge tezave. émes.
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OPOZORILO: Vplivi, ki jih povzrocijo hisni ljubljencki, Skodljivci ali otroci.

OPOZORILO: Uporabljajte samo odobreno opremo

Ne uporabljajte baterij, gela, kablov ali dodatne opreme, razen tiste, ki jo je odobril proizvajalec,
saj bi to lahko povzrocilo okvaro izdelka med uporabo.

reSevalne akcije.

OPOZORILO: Sosednje in/ali zloZzene naprave

Izdelka ne smete uporabljati v bliZzini druge opreme ali ga zloZiti nanjo. Izdelka ne smete
uporabljati v bliZini druge opreme ali ga zloZiti nanjo in ga je treba po potrebi opazovati, da se
preveri normalno delovanje v konfiguraciji, v kateri bo uporabljen.

OPOZORILO: Pred uporabo preglejte napravo glede vidnih znakov poskodb, ki bi lahko
vplivale na varnost osebja ali zmoZnost testiranja. Ce odkrijete poskodbe, je priporotljiva
zamenjava.

POZOR: Povrsina sonde, ki je v stiku s telesom, lahko povzroci nelagodje zaradi tezav z
biokompatibilnostjo. Vezivni material lahko pri uporabnikih povzro¢i koZne alergije. Ce bolnik
obcuti nelagodije ali alergijske reakcije, takoj prenehajte z uporabo in po potrebi

poiscite zdravnisko pomoc.

OPOZORILO: Zice sonde ne navijajte, da se izognete zadusitvi.
POZOR: Ne dotikajte se uporabnika, napajalnega prikljucka in sonde hkrati.
OPOZORILO: Ta izdelek ni priporocljiv za uporabo na ¢olnih in letalih.

OPOZORILO: Fetalni doppler in baterije hranite izven dosega otrok, da preprecite igranje z

njimi. Ce otrok pomotoma pogoltne baterijo, nemudoma pois¢ite zdravnisko pomo¢.

OPOZORILO: Ekstremne temperature/vlaznosti/tlaka

Izpostavljanje izdelka ekstremnim okoljskim pogojem zunaj njegovih obratovalnih
parametrov lahko ogrozi njegovo pravilno delovanje.

OPOZORILO: Odstranjevanje baterij

Baterijo reciklirajte ali zavrzite v skladu z lokalnimi zakoni. Da preprecite nevarnost
poZara in eksplozije, baterij ne sezigajte.

POZOR: MoZna obcutljivost na radijske frekvence (RF)

Obcutljivost mobilnih telefonov, CB radijskih postaj in FM dvosmernih radijskih postaj na
radiofrekvencne valove lahko povzroci motnje v delovanju izdelka. Brezzi¢nih radijskih
postaj ne uporabljajte v bliZini izdelka - izklopite napajanje radia in drugih podobnih naprav v
blizini izdelka.

OPOZORILO: Sistemska deklaracija Naprave,

priklju€ene na izdelek, morajo biti certificirane v skladu z veljavnimi
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Standardi IEC (IEC 60601-1 za medicinske pripomocke).

POZOR: Raztopine za CiS¢enje ohisja

Pri razkuZevanju ohisja uporabite neoksidativno razkufzilo, kot je €istilna
raztopina amonijeve soli ali glutaraldehida, da preprecite poSkodbe
kovinskih priklju¢kov.

POZOR: Okolje uporabe

Izdelek je namenjen za uporabo v zaprtih prostorih. Upravljavec mora pred
uporabo potrditi, da okolje uporabe ustreza zahtevanim specifikacijam
delovnega okolja.

OPOZORILO: Hladno okolje

Ce je izdelek shranjen v okolju s temperaturo, ni%jo od delovne temperature, je treba
napravo pred uporabo ogreti na zahtevano delovno temperaturo.

OPOZORILO: Naprave ne uporabljajte z visokofrekvencno kirurSko opremo.

2.7 OPIS SIMBOLOV

V tem priro€niku, na izdelku ali na njegovi dodatni opremi se lahko pojavijo
naslednji simboli. Nekateri simboli predstavljajo standarde in predpise,
povezane z izdelkom in njegovo uporabo.

®
Preberite navodila za uporabo izdelka in/ali njegove dodatne opreme.

M D Medicinski pripomocek

& Opozorilne informacije

EC | REP Pooblas¢eni zastopnik v Evropski skupnosti.

c € 0598 Ta izdelek je skladen z zahtevami Uredbe (EU) 2017/745.

(\/V\I_I Datum proizvodnje

M Informacije o proizvajalcu

| ° |
R Uporabni del tipa BF

IP22 Stopnja zas¢ite pred vdorom vode in trdnih delcev
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Oznacuje, da je treba napravo ob koncu njene uporabne dobe oddati
posebnim sluzbam za lo€eno zbiranje odpadkov v skladu z
lokalnimi predpisi.

Temperatura shranjevanja

Vlaznost

Atmosferski tlak

@, @, I

3. UPORABA IZDELKA
Ta razdelek opisuje delovanje.

3.1 STRUKTURA IZDELKA

1. Gumb za vklop in glasnost
2. Govornik

3. Indikatorska lucka aktivnosti
4. Senzor
5. Pokrov predala za baterije
6. Prikljucek za slusalke
7. Vti€nica za snemanje \ §
-0
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3.2 UPRAVLJANJE Z GUMBOM IN INDIKATORSKIMI LUCKAMI

3.2.1 Vklop/izklop

Vklop: Ko izdelka ne uporabljate, obrnite gumb za vklop/izklop/ " Z gumbom
glasnost v desno, da ga vklopite. Indikatorska lucka sveti.

Izklop: Ko je izdelek v uporabi, obrnite gumb za vklop/izklop/ " gumb

glasnost “ do konca v levo, da napravo izklopite. Indikatorska lucka ne sveti.

3.2.2 Prilagoditev glasnosti

Obrnite " "Gumb za vklop/izklop/glasnost" v desno; glasnost zvoka se bo povetala.
gumb "vklop/glasnost" v levo, da zmanjSate glasnost zvoka.

3.3 VSTAVLJANJE VTICNICE

3.3.1 Prikljucek za slusalke

SluSalke lahko prikljucite na vti¢nico za slusalke za avdio izhod.

3.3.2 Vti¢nica za snemanje
Snemalni prikljucek (7) za avdio izhod lahko s pomo¢jo avdio kabla poveZete s

pametnim telefonom.

t Zasuvka pro nahravani T Konektor pro sluchatka

b

3.4 NAMESTITEV BATERIJE

Audio kabel

1. Odprite pokrov baterije. Zadnja plo3¢a je obrnjena navzdol. Najprej odprite pokrov
predalcka za baterijo.

2. Namestite baterijo. Odstranite prikljucek baterije. Nato prikljucite baterijo na prikljucek
in jo vstavite v predal za baterijo.
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3. Zaprite pokrov baterije. Najprej potisnite pokrov na svoje mesto vzdolZ levega zapaha
predala za baterijo. Nato zaprite pokrov.

POZOR: Ce naprave dolocen ¢as ne boste uporabljali, zamenjajte baterijo. To pomeni, da je
baterija prazna.

3.5 OPIS STANJA INDIKATORSKE LUCKE

Barva in stanje indikatorja Delovno stanje opreme

Zelena lu¢ Naprava je vklopljena.

N . - - Naprava je v delujocem stanju in
Zelena lucka utripa s srénim utripom ploda aprava je v delujocem stanju

ultrazvocna sonda zajema signal ploda.

Stalno utripa oranZzno Naprava je v stanju nizke napetosti.

3.6 UPORABA IZDELKA ZA ZAZNAVANJE

Polozaj ploda pois¢ite tako, da se dotaknete roke, najprej pois€ite najboljSo smer do
plodovega srca. Prednjo plos¢o sonde namestite v najboljsi poloZaj za zaznavanje plodovega
srénega utripa. Prilagodite senzor, da doseZete optimalen zvocni signal, idealno tako, da ga
popolnoma nagnete. Na splo3no je poloZaj plodovega srca v zgodnji fazi 1/3 nizje od popkovne
Crte, nato pa se z daljSanjem nosecnosti premakne navzgor, pri ¢emer se poloZaj plodovega
srca pri razli¢nih plodovih nekoliko razlikuje v levo ali desno. Prepricajte se, da je povrSina

sonde popolnoma v stiku s kozo. Ko zasliSite zvok, pomeni, da sonda deluje pravilno.
Ce ni na voljo vezavnega gela, lahko uporabite vodo.

Opomba: Normalni razpon srénega utripa ploda je od 110 utripov/min do 160 utripov/min. Med

iskanjem srénega utripa ploda se lahko pojavijo nenormalne vrednosti srénega utripa ploda.
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O Téhotenstvi
3 :.5._01 ! Predporodni
i Q S Porod

3.7 UPORABA SAMO FETALNEGA DOPLERSKEGA SISTEMA

1. Vstavite sluSalko v vti¢nico za sluSalko na napravi in jo namestite.

2. Vklopite napravo.

3. Na ultrazvoZno sondo nanesite vezivno sredstvo in enakomerno prematzite povrsino
sonde.

4. Sondo namestite na trebuh nosecnice in jo pocasi premikajte, da poiS¢ete poloZaj
plodovega srca, dokler ne zaslisite plodovih srénih tonov. Ce plodovi toni niso jasni ali so
zelo 3ibki, povecajte glasnost, dokler plodovih srénih tonov ne zasliSite jasno.

5. Zacnite Steti Stevilo utripov ploda na minuto, tj. sr¢ni utrip ploda.
6. Ko koncate z uporabo, napravo izklopite.

3.8 PRIKLJUCITEV NAPRAVE S PAMETNIM TELEFONOM Z AVDIO KABLOM

Prenos programske opreme:

Prenesite in namestite aplikacijo za mobilne telefone »AngelSounds« tako, da

skenirate kodo QR na 3katli ali pois¢ete aplikacijo v trgovinah z aplikacijami, kot sta APP
Store/Google Market.

Ta programska oprema podpira iOS 7.0 in noveje razli¢ice ter Android 4.3 in novejSe razlicice.

Poleg tega mora strojna oprema pametnega telefona podpirati Bluetooth 4.0.

Prikljucitev avdio kabla: Kot je prikazano na levi.

Uporaba programske opreme: Za podrobnosti glejte uporabniski priro¢nik za programsko opremo.
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4. VZDRZEVANJE TER CISCENJE TER DEZINFEKCIJA

4.1 VZDRZEVANJE

4.1.1 Akusti¢na povrsina senzorja je krhka in z njo je treba ravnati previdno.
Gel je treba po uporabi obrisati s senzorja. To bo podaljsalo Zivljenjsko dobo enote.

4.1.2 Da bi zagotovili, da izdelek vedno deluje, ko je to potrebno, je treba izvajati
naslednja vzdrZevanja.

* Vizualni pregled

+ Ocistite izdelek in njegovo dodatno opremo

* Preverite indikator stanja baterije

* Preverite delovanje izdelka

« Ce baterije dlje ¢asa ne uporabljate, jo odstranite

« Izdelek ne potrebuje kalibracije

Opomba: Servis in vzdrZevanje ni mogoce izvajati med uporabo naprave.
Proizvajalec bo na zahtevo dal na voljo diagrame oZicenja, sezname delov, opise, navodila za
kalibracijo ali druge informacije, ki bodo servisnemu osebju pomagale pri popravilu

komponent.

4.2 CISTILNA SREDSTVA IN DODATKI

Za Cis¢enje zunanjih povrsin izdelka lahko uporabite naslednja Cistilna sredstva.

« Izopropilni alkohol (70 % raztopina v vodi)

» Blago milo in voda

* Natrijev hipoklorit (klorovo belilo) (3 % raztopina v vodi).

+ Kvartarne amonijeve spojine (npr. Lysol) (10 % raztopina v vodi).

OPOZORILO: Ne uporabljajte abrazivnih Cistil ali mocnih topil, kot sta aceton ali €istila na
osnovi acetona.

OPOZORILO: Ne mesajte razkuzZilnih raztopin (kot sta belilo in amoniak), saj lahko nastanejo
nevarni plini.

OPOZORILO: Ne uporabljajte kislih, alkalnih ali korozivnih €istilnih sredstev.
OPOZORILO: Elektri¢nih kontaktov ali konektorjev ne Cistite z belilom.
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4.3 NAVODILA ZA CISCENJE

1. Pred ciS€enjem izklopite izdelek.

2. Pred ciS¢enjem odstranite vso oprijeto umazanijo (robcke, tekocine itd.).

in jih pred uporabo Cistilne raztopine temeljito obriSite s krpo, navlazeno z vodo.

3. Izdelka med ¢iS¢enjem ne potapljajte. Zunanjo povrsino naprave ohranjajte Cisto in brez
prahu ter umazanije. Zunanjo povrsino naprave ocistite s suho mehko krpo, po potrebi jo
ocistite z mehko krpo, namoceno v milnici, in jo takoj obriSite do suhega s €isto krpo. Ohisje
senzorja obrisite z mehko krpo, da odstranite morebitne ostanke vezivnega gela. Cistite samo z

milom.

POZOR: Da preprecite poSkodbe izdelka, ne Cistite nobenega dela izdelka ali dodatne
opreme s fenolnimi spojinami. Ne uporabljajte abrazivnih ali vnetljivih €istilnih sredstev. Izdelka

ali dodatne opreme ne sterilizirajte s paro, avtoklavom ali plinom.

POZOR: Cistilne tekotine: Izdelka ne potapljajte v tekocine in ne vlivajte ¢istilnih teko¢in na izdelek,

vanj ali nanj.

4.4 DEZINFEKCIJA

Povrsino enote in senzorja o€istite po zgornjem postopku, nato povrSino senzorja obriSite s

75 % etanolom ali alkoholom in povrsino senzorja ocistite s suho mehko krpo.

POZOR: Ne uporabljajte sterilizacije s paro pri nizki temperaturi ali katere koli druge metode
sterilizacije.

OPOZORILO: Ne uporabljajte sterilizacije pri visoki temperaturi.

Po ¢i&¢enju ali razkuZevanju preverite, ali doppler deluje pravilno. Ce odkrijete kakrno koli

teZavo, se pred ponovno uporabo obrnite na proizvajalca.

Vizualni pregled:

Preverite napravo glede poskodb.
Preverjanje delovanja:

1. Preverite, ali je Doppler mogoce pravilno vklopiti ali izklopiti.
2. Preverite, ali Dopplerjev senzor pravilno oddaja zvok, tako da z roko podrgnete povrsino
sonde.

5. SPECIFIKACIJE IN ODPRAVLJANJE TEZAV

V tem razdelku so navedene specifikacije izdelka in varnostni standardi.
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5.1 SPECIFIKACIJE

Opomba: Naslednje specifikacije se lahko spremenijo in so zgolj informativne narave.

Tehnicne specifikacije

Akusti¢na delovna frekvenca 3,0 MHz
Ultrazvo¢na oddajna mo¢ <20 mW
Skupna obcutljivost na razdalji 200 mm od sprednje 90 dB
strani senzorja

Prostorsko-vrhunsko-¢asovno-vrhunsko <0,1 MPa
Zvocni tlak (prostorsko-vrhovni ¢asovno-vrhovni)

Akusti¢ni spojni medij za sploSno uporabo pH: 5,5-8,

akusti¢na impedanca:
1,5%10° - 1,7x10° Pa-s/m

Izhodna mo¢ zvoka <0,2 W,
Vti¢nica za izhod zvoka ®3,5mm
Napetost baterije 6LR61 9V

Vrsta varnosti

Naprava z notranjim napajanjem,
uporabni deli tipa BF

Vodoodpornost

P22

TeZa glavnega izdelka

0,15 kg (vklju€no z baterijo)

Dimenzije

100 mm x 85 mm x 50 mm

Parameter akusti¢nega izhoda izpolnjuje
klavzulo o nerazkritju v standardu IEC61157,
Zahteve za deklaracijo akusti¢nega izhoda
medicinskih diagnosti¢nih ultrazvoc¢nih

P_<1 MPg;
Iob <20 mW/cm?2;
Ispta < 100 mW/cm2

naprav:
Zivljenjska doba izdelka 5 let
Datum proizvodnje glej etiketo

Delovni poqoji

Temperatura 5-40°C

Vlaznost

80 % relativne vlaznosti; brez kondenzacije

Atmosferski tlak 70-106 kPa
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Poqoji prevoza in skladiS¢enja:

Temperatura -20-55 °C

Vlaznost 10-93 % relativne viaznosti; brez kondenzacije

Atmosferski tlak 50-106 kPa; notranji prezracevani prostor brez korozivnega

plina

Cas ogrevanja naprave

- Cas, potreben za ogrevanje naprave od minimalne temperature shranjevanja med

posameznimi uporabami do predvidene uporabe: 30 min.

- Cas, potreben za ohlajanje naprave z najvisje temperature shranjevanja med posameznimi

uporabami do predvidene uporabe: 30 min.

5.2 ODPRAVLJANJE TEZAV

TeZava Mozen vzrok Odpravljanje tezav

Napaka ob vklopu Nizka rgven baterije Zamenjajte z novo baterijo
Brez zvoka Nizka glasnost Povecaj glasnost

) y * Nizka glasnost « Povetaj glasnost
Srca ploda ni mogoce o . .
najti * Brez pritrdilnih elementov * Nanesite vezivno

sredstvo ali vodo
) ) * Prilagodite poloZaj
* Nepravilna namestitev
q sonde
. - sonde

Nizka obcutljivost « Nanesite pravilno

* Brez nanosa veziva . .
koli¢ino veziva

Informacije o elektromagnetni zdruZljivosti

1. OPOZORILO: Uporabi te opreme poleg druge opreme ali v njeni neposredni bliZini se je
treba izogibati, saj lahko to povzroti nepravilno delovanje. Ce je tak$na uporaba potrebna, je

treba to in drugo opremo opazovati, da se preveri, ali delujeta normailno.
2. OPOZORILO: Uporaba dodatne opreme, senzorjev in kablov, ki jih ni dolo¢il ali dobavil
proizvajalec te opreme, lahko povzroci povecane elektromagnetne emisije ali zmanj$ano

elektromagnetno odpornost te opreme in nepravilno delovanje.

3. OPOZORILO: Prenosne radiofrekvenéne komunikacijske opreme (vklju¢no s perifernimi napravami,

kot so antenski kabli in zunanje antene) se ne sme uporabljati blizje kot 30 cm (12 palcev) od katere koli
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palcev) od katerega koli dela ME opreme, vklju€no s kabli, ki jih je dolo€il proizvajalec.

V nasprotnem primeru se lahko delovanje te naprave poslabsa.

Tabela 1

izjava - elektromagnetne emisije

Preskus emisij Skladnost
Radiofrekvenéne emisije CISPR 11 Skupina 1
Radiofrekvenéne emisije CISPR 11 Razred B

Harmonske emisije IEC 61000-3-2

Ni relevantno

61000-3-3

Nihanja napetosti/emisije nihanj IEC

Ni relevantno

Tabela 2

izjava -

elektromagnetna imunost

Preskus odpornosti

Preskusna raven v skladu
zIEC 60601 +8 kV

Stopnja skladnosti

Elektrostati¢na razelektritev
(ESD) IEC 61000-4-2

kontakt

+2 kV, +4 kV, +8 kV, +15 kV
zrak

+8 kV kontakt

+2 kV, +4 kV, +8 kV, 15
kV zrak

Hitri elektri¢ni
prehodni pojavi/praznjenja
IEC 61000-4-4

+ 2 kV za daljnovode

+1kVza
vhodno/izhodne vode

Ni relevantno

Prenapetost IEC 61000-4-5

+0,5kV, £1kVmed
linijami

+0,5kV, +1kV, +2kV med
vodnikom in ozemljitvijo

Ni relevantno

Padci napetosti, kratkotrajne
prekinitve in nihanja

napetosti na vhodnih

napajalnih vodih IEC 61000-4-11

0% UT; 0,5 cikla pri 0°, 45°,
90°, 135°, 180°, 225°,
270°in 315°.

09% UT; 1 cikel in 70 % UT;
25/30 ciklov

Enofazni: pri 0°

0 % UT; 250/300 ciklov

Ni relevantno

Frekvenca napajanja
(50/60 Hz) magnetno polje
IEC 61000-4-8

30 A/m

30 A/m
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OPOMBA: UT je omreZna napetost izmeni¢nega toka pred uporabo preskusne ravni.

Tabela 3

izjava - elektromagnetna imunost

Preskus odpornosti

Preskusna raven v skladu s
standardom IEC 60601

Stopnja skladnosti

Prevajana radiofrekvencna sevanja IEC 61000-4-

6

3V 0,15 MHz do 80 MHz
6 Vv ISM pasovih med
0,15 MHz in 80 MHz

Ni relevantno

Sevani radijski valovi

10V/m

IEC 61000-4-3 80 MHz do 2,7 GHz U
Tabelad
Izjava - NEVARNOST izpostavljenosti bliznjim poljem brezzi¢nih
komunikacijskih naprav RF
Izpit Preskusna raven IEC60601 Raven
upor Testiranje Najvecja moc Preizkus skladnosti
Modulacija
pogostost upor
Sevani radijski **Modulacija
valovi IEC 385 MHz impulzov:** 1,8 W27 V/m 27 V/m
61000-4-3 18 Hz
*Qdstopanje
450 MHz " 2 W 28 V/h 28 V/m
1kHz
sinus
710 MHz **Utrip
745 MHz modulacija: 0,2 W 9 V/nm 9V/m
780 MHz 217 Hz
810 MHz **Utrip
870 MHz modulacija: 2W28V/m28V/m
930 MHz 18 Hz
1720 MHz **Utrip
1845 MHz modulacija: 2W28V/m 28 V/m
1970 MHz 217 Hz
**Utrip
2450 MHz modulacija: 2W28V/m 28 V/m
217 Hz
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5240 MHz **Modulacija
5500 MHz | impulzov:** 0,2W9V/m 9V/m
5785 MHz 217 Hz
Opomba* - Kot alternativa FM modulaciji se lahko uporabi 50-odstotna
impulzna modulacija pri 18 Hz, saj Ceprav ne predstavlja prave modulacije,
bi bil to najslabsi mozni primer.

Opomba** - Nosilec mora biti moduliran s pravokotnim signalom z
izmenicnim ciklom 50 %.

6. KONTAKTNI PODATKI

6.1 Intenzivnost in varnost ultrazvoka

6.1.1 Ultrazvok v medicini

Uporaba diagnosti¢nega ultrazvoka se je v medicinski praksi izkazala za dragoceno
orodje. Ultrazvocni izhod naprave je notranje nadzorovan in ga uporabnik med
pregledom ne more spreminjati. Ceprav ni bilo poro¢il o potrjenih biologkih u¢inkih na
paciente zaradi izpostavljenosti trenutni diagnosti¢ni ultrazvo¢ni opremi,

obstaja moznost, da se tak3ni biolo3ki u€inki v prihodnosti odkrijejo. Zato je

treba ultrazvok uporabljati previdno. Pri pridobivanju potrebnih klini¢nih informacij se je
treba izogibati visokim ravnem akusti¢ne moci in dolgim ¢asom izpostavljenosti.

6.1.2 Razlaga MI/TI

6.1.2.1 MI (mehanski indeks)

Ko ultrazvocni valovi prodrejo v tkiva in pridejo v stik s tkivi, se lahko pojavijo
kavitacijski ucinki, ki povzrocijo lokalne trenutne visoke temperature. Pojav
tega ucinka je odvisen od razli¢nih dejavnikov in ima prag. Trenutno ni porocil
o Skodljivih mehanskih ucinkih pri uporabi ultrazvo¢nih diagnosti¢nih
naprav s strani ljudi, prag kavitacijskih u¢inkov pa ni jasen. Z naras¢anjem
najvecjega akusti¢nega tlaka ultrazvocnih valov se povecuje

tudi stopnja pojavljanja mehanskih ucinkov, vendar se z narascajoco
frekvenco zmanjSuje. Ameriski inStitut za ultrazvok v medicini in Nacionalno
zdruZenje proizvajalcev elektricne opreme sta dolocila mehanski indeks
(MI), ki oznacuje verjetnost pojava mehanskih ucinkov ultrazvoka.
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6.1.2.2 TI (toplotni indeks)

Segrevanje tkiva povzro€i absorpcija ultrazvoka med uporabo ultrazvo¢ne energije.
Povecanje temperature je odvisno od intenzivnosti akusti¢nega sevanja,
izpostavljenega obmodja in termofizikalnih lastnosti tkiva.

Glede na razli¢ne termofizikalne lastnosti tkiva se TI deli na tri vrste: TIS, TIB in TIC.

TIS (toplotni indeks mehkih tkiv): Zagotavlja oceno potencialnega poviSanja temperature
v mehkih ali podobnih tkivih.

TIB (toplotni indeks kosti): Zagotavlja oceno potencialnega poviSanja temperature, ko
ultrazvocni Zarek prehaja skozi mehko tkivo in je ZariS¢no obmocje v neposredni

blizini kosti.

TIC (toplotni indeks lobanjskih kosti): Zagotavlja oceno potencialnega povisanja
temperature v lobanjskih kosteh ali povrSinskih kosteh.

6.1.3 Omejitev ultrazvocne moci

Parameter akusti¢nega izhoda ustreza dolo¢bam o svobodi razkritja v standardu IEC 61157
Zahteva za deklaracijo akusti¢nega izhoda medicinske diagnosti¢ne ultrazvotne opreme:
Pr<1MPa; izhodna mo¢, deljena s povrsino izhodnega Zarka 12 dB, ni manjSa od 20 mW/cm2;
Ispta<100 mW/cm2.

Opomba: Za vse nastavitve naprave sta toplotni in mehanski indeks manjsa od

1,0.

6.2 Izjava

Nestrokovni uporabnik ali nestrokovna odgovorna organizacija se mora glede
naslednjih vpraSanj obrniti na proizvajalca ali zastopnika proizvajalca:

Pomoc pri nastavitvi, uporabi ali vzdrZevanju opreme ali sistemov, €e je potrebno.

Vsak resen incident, ki se je zgodil v zvezi s pripomockom, je treba sporociti proizvajalcu in
pristojnim organom vase drZave ¢lanice.

6.3 Proizvajalec

Proizvajalec: Shenzhen Jumper Medical Equipment Co., Ltd.

Naslov: Shenzen Jumper, Shenzhen, Praga 1: D stavba, 3t. 71, Xintian Road, Fuyong Street,
Baoan, Shenzhen, Guangdong, Kitajska, 518103

Telefon: +86-755-26696279

E-posta: info@jumper-medical.com

Spletna stran: www.jumpermmed.com

www skakalec _-medical.com
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6.4 PooblaSc¢eni evropski zastopnik

EC |REP

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

el

Dobavitelj/Distributer

Sunnysoft d.o.o.
Kovanecka 2390/1a
190 00 Praga 9
Ceska republika
www.sunnysoft.cz

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China, 518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com
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AngelSound s JPD-200S
Bluetooth 4.0

Upute za uporabu
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1. UVOD

1.1 POPIS ZA PAKIRANJE

Glavna jedinica x 1; Slu3alice x 1; Korisnicki prirucnik x 1

1.2 OPIS PROIZVODA

Proizvod se uglavnom koristi za otkrivanje otkucaja srca fetusa (SFH). Frekvencija

otkucaja srca fetusa (FHR) vaZna je osnova za provjeru je li fetus zdrav. BiljeZenje promjena
FHR-a pomaZe u otkrivanju znakova fetalne hipoksije, fetalne patnje, zapetljaja

pupkovine itd. Pra¢enje fetusa kod kuce uglavnom ukljucuje slusanje otkucaja srca

fetusa i provjeru promjena FHR-a, Sto znacajno pomaze u povecanju sigurnosti

plodnosti.

1.3 PRINCIP RADA

Fetalni dopler sastoji se od sonde (odaSiljaca i prijemnika) i jedinice za obradu
signala. Ultrazvucni valovi prenose se s jednog piezoelektri¢nog keramickog dijela na
prednjoj strani sonde do maternice trudnice. Odjek prima drugi piezoelektri¢ni keramicki
dio na prednjoj strani sonde kada ultrazvucni val dosegne srce fetusa. Zatim se
pretvara u napon.

Dopplerov signal se detektira i demodulira iz primljenog signala. Dopplerova
frekvencija odgovara ritmu fetalne sistole i dijastole.

Nakon 8to srcani zalisci osciliraju, stvara se Dopplerov frekvencijski pomak.

Izlazni signal vibracija sréanog zaliska prenosi se i Salje zvu¢niku kako bi se

dobio ritmicki zvuk s otkucajima srca fetusa.

2. SIGURNOSNE UPUTE

2.1 NAMJENA UPORABE

JPD-200S fetalni dopler je rucni, baterijski napajan zvu¢ni dopler koji se koristi za otkrivanje

fetalnih sréanih zvukova. Namijenjen je trudnicama.

2.2 INDIKACIJE ZA UPORABU

Proizvod se obi¢no koristi kod fetusa starijih od 16 tjedana rasta.
+ SluSajte SFH: korisnik mozZe sluSati zvuk fetalnih srcanih otkucaja iz zvu¢nika.
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* Snimanje zvuka: MoZe se snimiti zvuk otkucaja srca fetusa.
UPOZOREN]JE: Ne smije se koristiti u svrhe odrzavanja Zivota ili odrZavanja Zivota.

2.3 KONTRAINDIKACIJE ZA UPORABU

Uredaj nema nuspojava kada se pravilno koristi, a preostali rizik je prihvatljiv.

2.4 UPOZORENJA ZA KUCNU UPORABU

Ovaj uredaj ne moze zamijeniti profesionalni fetalni monitor. Ako je fetalni otkucaj srca
abnormalan ili se ne moZe locirati pomoc¢u ovog monitora, trudnica treba odmah otici u
bolnicu i potraZziti lije¢nicku pomo¢. Ako trudnica ne osjeca pokrete fetusa, treba odmah
oti¢i u bolnicu i potraZziti lije¢nicku pomoc.

2.5 SIGURNOSNA PRAVILA I ZAHTJEVI

Signalne rijeci navedene dolje lijevo oznacavaju kategorije potencijalne opasnosti.

Definicije svake kategorije su sljedece:

OPASNOST: Ovo upozorenje ukazuje na opasnost koja moze uzrokovati ozbiljne ozljede ili smrt.

UPOZOREN]JE: Ovo upozorenje ukazuje na opasnosti koje mogu uzrokovati ozbiljne tjelesne
ozljede ili smrt.

OPREZ: Ovaj znak opreza oznacava opasnosti koje mogu uzrokovati lakSe tjelesne ozljede,
oStecenje proizvoda ili materijalnu Stetu.

2.6 SIGURNOSNA UPOZORENJA

U nastavku je popis sigurnosnih upozorenja o proizvodu koja se pojavljuju u ovom odjeljku i
u cijelom priru¢niku. Prije nego 3to pokusSate rukovati proizvodom, morate procitati, razumjeti
i uzeti u obzir ova sigurnosna upozorenja.

OPASNOST: Opasnost od pozara i eksplozije

Ne koristite proizvod u prisutnosti zapaljivih plinova kako biste izbjegli potencijalni

rizik od eksplozije ili pozara.

UPOZORENJE: GuSenje zbog zapetljavanja djeteta u nadzorne kabele.

UPOZOREN]JE: Ne mijenjajte ovaj uredaj bez odobrenja proizvodaca.

UPOZORENJE: PraSina i svjetlost mogu utjecati na sigurnost i performanse uredaja.
UPOZORENJE: O3teceni senzori i elektrode ili labave elektrode mogu smanijiti performanse
ili uzrokovati druge probleme. émes.
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UPOZOREN]JE: Udarci uzrokovani ku¢nim ljubimcima, Steto€inama ili djecom.

UPOZORENJE: Koristite samo odobrenu opremu

Ne koristite baterije, gel, kablove ili dodatnu opremu osim one koju je odobrio proizvodac,
jer bi to moglo uzrokovati kvar proizvoda tijekom upotrebe.

spasilacke operacije.

UPOZOREN]JE: Susjedni i/ili naslagani uredaji

Proizvod se ne smije koristiti uz drugu opremu ili naslagati na nju. Proizvod se ne

smije koristiti uz drugu opremu ili naslagati na nju te ga treba promatrati, ako je potrebno,
kako bi se provjerio normalan rad u konfiguraciji u kojoj ¢e se koristiti.

UPOZORENJE: Prije upotrebe pregledajte uredaj na vidljive znakove oStecenja koja

bi mogla utjecati na sigurnost osoblja ili moguénost testiranja. Ako se pronadu

oStecenja, preporucuje se zamjena.

OPREZ: Povrsina sonde koja je u kontaktu s tijelom moZe uzrokovati nelagodu zbog
problema s biokompatibilno3¢u. Materijal za vezivanje moZe uzrokovati alergije na koZi kod
korisnika. Ako pacijent osjeti nelagodu ili alergijske reakcije, odmah prekinite

upotrebu i po potrebi potrazite lije¢nicku pomo¢.

UPOZORENJE: Nemojte namotavati Zicu sonde kako biste izbjegli gusenje.
OPREZ: Ne dodirujte korisnika, prikljuak za napajanje i sondu istovremeno.

UPOZORENJE: Ovaj proizvod se ne preporucuje za upotrebu na brodovima i zrakoplovima.

UPOZORENJE: Fetalni dopler i baterije drzite izvan dohvata djece kako biste sprijecili da se
igraju s njima. Ako dijete slu€ajno proguta bateriju, odmah potrazite lije¢nicku

pomoc.

UPOZOREN]JE: Ekstremne temperature/vlaznosti/tlaka

Izlaganje proizvoda ekstremnim uvjetima okoline izvan njegovih radnih parametara
moZze ugroziti njegovo ispravno funkcioniranje.

UPOZOREN]JE: Odlaganje baterija

Reciklirajte ili odloZite bateriju u skladu s lokalnim zakonima. Kako biste sprijecili
opasnost od poZara i eksplozije, nemojte spaljivati baterije.

OPREZ: Moguca osjetljivost na radiofrekvencije (RF)

RF osjetljivost mobilnih telefona, CB radio prijemnika i FM dvosmjernih radio prijemnika
mozZze uzrokovati smetnje u radu proizvoda. Ne koristite beZi¢ne radio prijemnike u
blizini proizvoda - iskljuite napajanje radija i drugih sli¢nih uredaja u blizini proizvoda.

UPOZORENJE: Deklaracija sustava Uredaji
spojeni na proizvod moraju biti certificirani u skladu s primjenjivim
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IEC standardi (IEC 60601-1 za medicinske uredaje).

OPREZ: Otopine za ¢iS¢enje kucista

Prilikom dezinfekcije kuciSta koristite neoksidiraju¢e dezinfekcijsko

sredstvo, poput otopine za CiS¢enje amonijeve soli ili glutaraldehida, kako
biste izbjegli oStecenje metalnih konektora.

OPREZ: OkruZenje koriStenja

Proizvod je namijenjen za unutarnju upotrebu. Prije upotrebe operater mora
potvrditi da okruZenje upotrebe ispunjava potrebne specifikacije radnog
okruZenja.

UPOZOREN]JE: Hladno okruZenje

Ako se proizvod skladisti u okruZenju s temperaturom nizom od radne
temperature, prije upotrebe uredaj se mora zagrijati na potrebnu radnu temperaturu.
UPOZOREN]JE: Ne koristite uredaj s visokofrekventnom kirurskom

opremom.

2.7 OPIS SIMBOLA

Sljedeci simboli mogu se pojaviti u ovom prirucniku, na proizvodu ili na njegovoj
dodatnoj opremi. Neki od simbola predstavljaju standarde i propise koji

se odnose na proizvod i njegovu upotrebu.

Procitajte upute za uporabu proizvoda i/ili njegove dodatne opreme.
M D Medicinski uredaj

& Upozorenja

EC | REP Ovlasteni predstavnik u Europskoj zajednici.

c € 0598 Ovaj proizvod u skladu je sa zahtjevima Uredbe (EU) 2017/745.

(\/V\I_I Datum proizvodnje

M Podaci o proizvodacu
L]
R Primijenjeni dio tipa BF
IP22 Stupanj zastite od prodora vode i ¢vrstih Cestica
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Oznacava da uredaj na kraju svog vijeka trajanja treba predati
posebnim agencijama za odvojeno prikupljanje u skladu s
lokalnim propisima.

Temperatura skladiStenja

Vlaznost

Atmosferski tlak

@, @, I

3. UPORABA PROIZVODA

Ovaj odjeljak opisuje operaciju.

3.1 STRUKTURA PROIZVODA

1. Gumb za ukljucivanje/iskljucivanje i glasnocu
2. Zvucnik
3. Indikatorska lampica aktivnosti

4. Senzor
5. Poklopac odjeljka za baterije

6. Prikljuak za sluSalice
7. Priklju¢ak za snimanje ! /

O P
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3.2 UPRAVLJANJE TIPKAMA T INDIKATORSKIM SVJETLOM

3.2.1 Ukljucivanje/Iskljucivanje napajanja

Ukljucivanje: Kada se proizvod ne koristi, okrenite gumb za "' pomocu gumba
ukljucivanje/iskljucivanje/glasno¢u udesno da biste ukljucili uredaj. Indikator svijetli.
Iskljugivanje: Kada je proizvod u upotrebi, okrenite gumbza " gumb
ukljucivanje/iskljucivanje/glasnocu “ do kraja ulijevo da biste iskljucili uredaj. Indikatorska lampica
je iskljucena.

3.2.2 PodeSavanje glasnoce

Okrenite " "Tipka Uklj./Isklj./Glasnoc¢a" udesno; glasnoca zvuka ¢e se povecati.
"gumb za napajanje/glasnocu" ulijevo, glasnoca zvuka ¢e se smanijiti.

3.3 UMETANJE UTICNICE

3.3.1 Prikljucak za slusalice

Slusalice se mogu spojiti na priklju¢ak za slusalice za audio izlaz.

3.3.2 Priklju¢ak za snimanje
Prikljucak za snimanje (7) za audio izlaz moze se spojiti na pametni telefon pomocu

audio kabela.

_/

t Zasuvka pro nahravani T Konektor pro sluchatka

b

Audio kabel

3.4 UGRADNJA BATERIJE

1. Otvorite poklopac baterije. Straznja ploca je okrenuta naopako. Prvo otvorite poklopac
odjeljka za baterije.

2. Umetnite bateriju. Uklonite konektor baterije. Zatim spojite bateriju na konektor i
umetnite je u odjeljak za bateriju.
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3. Zatvorite poklopac baterije. Prvo pomaknite poklopac na mjesto duz lijevog zasuna

odjeljka za bateriju. Zatim zatvorite poklopac.

OPREZ: Zamijenite bateriju ako uredaj necete koristiti odredeno vrijeme. To znaci da je

baterija prazna.

3.5 OPIS STATUSA INDIKATORA

Boja i status indikatora Radno stanje opreme

Zeleno svjetlo Uredaj je ukljucen.

. ) . Uredaj je u ispravnom stanju i
Zeleno svjetlo treperi s otkucajima srca J) P )

ultrazvuéna sonda snima signal fetalnog srca.
fetusa

Stalno trepcuce narancasto Uredaj je u stanju niskog napona.

3.6 KORISTENJE PROIZVODA ZA DETEKCIJU

Pronadite poloZaj fetusa dodirom ruke, prvo pronadite najbolji smjer prema srcu fetusa.
Postavite prednju plo¢u sonde u najbolji poloZaj za detekciju otkucaja srca fetusa. Podesite
senzor kako biste postigli optimalni zvucni signal, idealno naginjanjem senzora u cijelom
krugu. Opcenito, poloZaj srca fetusa je 1/3 niZze od pupcane linije u ranoj fazi, a zatim se pomice
prema gore kako se razdoblje trudnoce povecava, a poloZaj srca fetusa lagano odstupa ulijevo
ili udesno za razlicite fetusa. Provjerite je li povrSina sonde potpuno u kontaktu s koZzom. Nakon

Sto se Cuje zvuk, to znaci da sonda ispravno radi.
Ako nemate gel za vezivanje, moZete koristiti vodu.

Napomena: Normalni raspon fetalnog otkucaja srca je 110 otkucaja/min - 160 otkucaja/min.
Tijekom pretraZivanja fetalnog srca mogu se pojaviti abnormalne vrijednosti FHR-a.
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O Téhotenstvi
A :.~'.>C):‘E Predporodni
o Q - Porod

3.7 KORISTENJE SAMO FETALNOG DOPPLERA
1. Umetnite slu3alicu u uti¢nicu za slu3alicu na uredaju i stavite slusalicu.
2. Ukljucite uredaj.

3. Nanesite vezivno sredstvo na ultrazvu¢nu sondu i ravnomjerno premazite povrsinu sonde.

4. Postavite sondu na trbuh trudnice i polako je pomicite kako biste pronasli poloZaj fetalnog
srca dok ne Cujete fetalne otkucaje srca. Ako fetalni zvukovi nisu jasni ili su vrlo slabi, pojacajte
glasnocu dok ne Cujete fetalne otkucaje srca jasno.

5. Pocnite brojati otkucaje srca fetusa u minuti, tj. fetalnu brzinu otkucaja srca.
6. Iskljucite uredaj kada ga zavrSite s koriStenjem.

3.8 SPAJANJE UREDAJA S PAMETNIM TELEFONOM POMOCU AUDIO KABEL

Preuzimanje softvera:

Preuzmite i instalirajte aplikaciju za mobilne telefone "AngelSounds" skeniranjem

QR koda na kutiji ili pretrazivanjem aplikacije u trgovinama aplikacija kao Sto su APP Store/Google
Market.

Ovaj softver podrzava iOS 7.0 i novije verzije te Android 4.3 i novije verzije. Osim toga, hardver

pametnog telefona mora podrzavati Bluetooth 4.0.

Spajanje audio kabela: Kao 5to je prikazano lijevo.

KoriStenje softvera: Za detalje pogledajte korisnicki priru¢nik softvera.
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4. ODRZAVANJE I CISCENJE I DEZINFEKCIJA

4.1 ODRZAVANJE

4.1.1 Akusticna povrsina senzora je krhka i s njom treba pazljivo rukovati.
Gel treba obrisati sa senzora nakon upotrebe. To ¢e produZiti vijek trajanja uredaja.

4.1.2 Kako bi se osiguralo da je proizvod uvijek funkcionalan kada je to potrebno, potrebno je
provoditi sljedece odrzavanje.

* Vizualni pregled

+ Ocistite proizvod i njegovu dodatnu opremu

* Provjerite indikator stanja baterije

* Provjerite performanse proizvoda

+ Ako se baterija ne koristi dulje vrijeme, izvadite je

* Proizvod ne zahtijeva kalibraciju

Napomena: Servisiranje i odrZzavanje ne mogu se obavljati dok je uredaj u upotrebi.
Proizvodac ¢e na zahtjev staviti na raspolaganje dijagrame oZi¢enja, popise dijelova, opise,
upute za kalibraciju ili druge informacije kako bi pomogao servisnom osoblju u

popravku komponenti.

4.2 SREDSTVA ZA CISCENJE I PRIBOR

Sljedeca sredstva za ¢iS¢enje mogu se koristiti za ¢iS¢enje vanjskih povrsina proizvoda.

» Izopropilni alkohol (70%-tna otopina u vodi)

» Blagi sapun i voda

* Natrijev hipoklorit (klorna izbjeljivac) (3%-tna otopina u vodi).

« Kvartarni amonijevi spojevi (npr. Lysol) (10%-tna otopina u vodi).

UPOZORENJE: Ne koristite abrazivna sredstva za ¢iS¢enje ili jaka otapala poput acetona ili
sredstava za CiS¢enje na bazi acetona.

UPOZORENJE: Ne mije3ajte otopine dezinfekcijskih sredstava (poput izbjeljivaca i amonijaka)
jer mogu nastati opasni plinovi.

UPOZORENJE: Ne koristite kisela, alkalna ili korozivna sredstva za ciSéenje.

UPOZOREN]JE: Ne Cistite elektricne kontakte ili konektore izbjeljivacem.
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4.3 UPUTE ZA CISCENJE
1. Iskljucite proizvod prije CiS¢enja.
2. Prije €iS¢enja uklonite svu prilijepljenu prljavstinu (maramice, tekucine itd.).

i prije upotrebe otopine za CiS¢enje temeljito ih obriSite krpom navlazenom vodom.

3. Ne uranjajte proizvod tijekom €iS¢enja. Vanjsku povrSinu uredaja odrzavajte ¢istom i bez
prasine i prljavstine, o€istite vanjsku povrsinu uredaja suhom mekom krpom, ako je potrebno,
ocistite je mekom krpom namocenom u sapunici i odmabh je obriSite ¢Cistom krpom. ObriSite

tijelo senzora mekom krpom kako biste uklonili preostali gel za lijepljenje. Cistite samo sapunom.

OPREZ: Kako biste izbjegli oSte¢enje proizvoda, nemoijte istiti nijedan dio proizvoda ili
pribora fenolnim spojevima. Nemojte koristiti abrazivna ili zapaljiva sredstva za ¢iS¢enje.

Nemojte sterilizirati proizvod ili pribor parom, autoklavom ili plinom.

OPREZ: Tekucine za CiS¢enje: Ne uranjajte proizvod u tekucine niti ulijevajte tekucine za €iS¢enje na,

u ili na proizvod.

4.4 DEZINFEKCIJA

Ocistite povrSinu uredaja i senzora prema gore navedenom postupku, zatim obrisite povrSinu
senzora 75%-tnim etanolom ili alkoholom, a zatim ocistite povrsinu senzora suhom mekom
krpom.

OPREZ: Ne koristite sterilizaciju parom na niskim temperaturama ili bilo koju drugu metodu
sterilizacije.

UPOZORENJE: Ne koristite sterilizaciju na visokim temperaturama.

Nakon ¢is¢enja ili dezinfekcije provjerite radi li dopler ispravno. Ako pronadete bilo kakav

problem, prije ponovne upotrebe obratite se proizvodacu radi servisa.

Vizualni pregled:

Provjerite uredaj na o3tecenja.

Provjera funkcionalnosti:
1. Provjerite moZze li se Doppler ispravno ukljuditi ili iskljuciti.

2. Provjerite da li Doppler ispravno proizvodi zvuk trljajuéi povrSinu sonde rukom.

5. SPECIFIKACIJE I RJESAVANJE PROBLEMA

U ovom odjeljku navedene su specifikacije proizvoda i sigurnosni standardi.
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5.1 SPECIFIKACIE

Napomena: Sljedece specifikacije podloZzne su promjenama i sluze samo kao referenca.

Tehnicke specifikacije

Akusti¢na radna frekvencija 3,0 MHz
Snaga ultrazvu¢nog prijenosa <20 mw
Ukupna osjetljivost na udaljenosti od 200 mm od 90dB

prednje strane senzora

Prostorno-vrhunac-vremenski-vrhunac <0,1 MPa

(Prostorno-vrini vremenski-vrdni) zvucni tlak

Akusti¢ni spojni medij za op¢u upotrebu pH:55-8,
akusti¢na impedancija: 1,5
x 10%-1,7 x 10° Pa-s/m

Izlazna audio snaga <0,2W;

Uticnica za audio izlaz ®3,5mm

Napon baterije 6LR61 9V

Vrsta sigurnosti Uredaj s unutarnjim napajanjem,

primijenjeni dijelovi tipa BF

Vodootpornost P22

Tezina glavnog proizvoda 0,15 kg (uklju€ujudi bateriju)
Dimenzije 100 mm x 85 mm x 50 mm
Parametar akusti¢nog izlaza zadovoljava P_<1MPg;

klauzulu o neotkrivanju u IEC61157, Iob <20 mW/cm2 ;

Zahtjevi za deklaraciju akusti¢nog izlaza Ispta <100 mW/cm2

medicinskih dijagnostickih ultrazvuc¢nih

uredaja:

Vijek trajanja proizvoda 5 godina

Datum proizvodnje vidi etiketu

Radni uvjeti

Temperatura 5-40°C

Vlaznost 80% relativne vlaznosti; bez kondenzacije

Atmosferski tlak 70 -106 kPa
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Uvjeti prijevoza i skladiStenja:

Temperatura -20 - 55 °C

Vlaznost 10 - 93% relativne v|aznosti; bez kondenzacije

Atmosferski tlak 50 - 106 kPa; unutarniji ventilirani prostor gdje nema

korozivnog plina

Vrijeme zagrijavanja uredaja
- vrijeme potrebno za zagrijavanje uredaja od minimalne temperature skladistenja izmedu

upotreba do trenutka kada je spreman za namjeravanu upotrebu: 30 min.

- vrijeme potrebno za hladenje uredaja s maksimalne temperature skladiStenja izmedu upotreba

do spremnosti za namjeravanu upotrebu: 30 min.

5.2 RIESAVANJE PROBLEMA

Problem Mogudi uzrok RjeSavanje problema

Kvar pri ukljucivanju Niska|razina baterije Zamijenite novom batérijom

Nema zvuka Niska glasnoca Pojacaj zvuk

* Niska glasnoca « Pojacaijte glasnocu
Fetalno srce se ne moze . . ) .

" * Nisu pricvrsceni * Nanesite vezivno
pronadi
sredstvo ili vodu
) - * Podesite polozZaj sonde
* Nepravilno postavljanje
. A sonde

Niska osjetljivost + Nanesite ispravnu

+ Nije naneseno vezivno sredstvo . .
koli¢inu vezivnog sredstva

Informacije o elektromagnetskoj kompatibilnosti

1. UPOZORENJE: Treba izbjegavati koriStenje ove opreme uz ili u neposrednoj blizini druge
opreme jer bi to moglo dovesti do nepravilnog rada. Ako je takva upotreba potrebna, ovu i

drugu opremu treba promatrati kako bi se provjerilo rade li normalno.

2. UPOZORENJE: KoriStenje pribora, senzora i kabela koji nisu navedeni ili isporuceni od strane
proizvodaca ove opreme moZze rezultirati povecanim elektromagnetskim emisijama ili
smanjenom elektromagnetskom imunitetom ove opreme i nepravilnim

radom.

3. UPOZORENJE: Prijenosna RF komunikacijska oprema (ukljucujuci periferne uredaje poput

antenskih kabela i vanjskih antena) ne smije se koristiti blize od 30 cm (12 in.) od bilo kojeg
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inca) od bilo kojeg dijela ME opreme, ukljucujudi kabele koje je odredio proizvodac.

U suprotnom, performanse ovog uredaja mogu se pogorsati.

Tablica 1

izjava - elektromagnetske emisije

Ispitivanje emisija

Uskladenost

RF emisije CISPR 11

Grupa 1

RF emisije CISPR 11

Klasa B

Harmonijske emisije IEC 61000-3-2

Nije primjenjivo

61000-3-3

Fluktuacije napona/emisije fluktuacija IEC

Nije primjenjivo

Tablica 2

deklaracija - elektromagnetska imunost

Ispitivanje otpora

Razina ispitivanja prema
IEC 60601 +8 kV

Stupanj uskladenosti

Elektrostaticko praznjenje
(ESD) IEC 61000-4-2

kontakt

+2 kV, £4 kV, +8 kV, +15 kV
zrak

+8 kV kontakt

+2 kV, £4 kV, +8 kV, £15
kV zrak

Brzi elektricni
prijelazi/praznjenja
IEC 61000-4-4

+ 2 kV za dalekovode

+1kVza

ulazno/izlazne vodove

Nije primjenjivo

Prenaponski otpor IEC 61000-4-5

+0,5 kV, £ 1kV linija-
linija

£0,5kV, £1kV, £2kVod
linije do zemlje

Nije primjenjivo

Padovi napona, kratki prekidi
i fluktuacije napona na
ulaznim vodovima

napajanja IEC 61000-4-11

0% UT; 0,5 ciklusa na 0°, 45°,
90°, 135°, 180°, 225°,
270°i315°.

0% UT; 1 ciklus i 70% UT;
25/30 ciklusa

Jednofazni: na 0°

0% UT; 250/300 ciklusa

Nije primjenjivo

Frekvencija napajanja
(50/60 Hz) magnetsko polje
IEC 61000-4-8

30 A/m

30 A/m
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NAPOMENA: UT je napon izmjeni¢ne mreZe prije primjene ispitne razine.

Tablica 3

deklaracija - elektromagnetska imunost

Ispitivanje otpora

Razina ispitivanja prema
IEC 60601

Stupanj uskladenosti

Provodena RF IEC 61000-4-
6

3V 0,15 MHz do 80 MHz
6 V u ISM pojasevima izmedu
0,15 MHz i 80 MHz

Nije primjenjivo

Izraceni radiovalovi

10V/m

IEC 61000-4-3 80 MHz do 2,7 GHz > ol
Tablicad
Izjava - OPASNOST od izloZenosti bliskim poljima iz RF bezi¢nih
komunikacijskih uredaja
Ispit Razina ispitivanja IEC60601 Razina
otpornost Testiranje . Maksimalna Test uskladenosti
Modulacija
frekvencija snaga otpornost
Zraceni
385 MHz **Modulacija impulsg; 8% 27 V/m 27 V/m
radiovalovi 18Hz
IEC 61000-4-3 *Qdstupanje
450 MHz i 2 W 28 V/in 28 V/im
1kHz
sinus
710 MHz **Puls
745 MHz modulacija: 0,2 W 9 V/n 9V/m
780 MHz 217 Hz
810 MHz **Puls
870 MHz modulacija: 2 W 28V/m 28 V/m
930 MHz 18Hz
1720 MHz **Puls
1845 MHz modulacija: 2 W 28 V/m 28 V/m
1970 MHz 217 Hz
**Puls
2450 MHz modulacija: 2 W 28 V/m 28 V/m
217 Hz
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5240 MHz

5500 MHz **Modulacija impuls@;#*W 9 V/m 9V/m
5785 MHz 217 Hz

Napomena* - Kao alternativa FM modulaciji, moZze se koristiti 50%-tna pulsna
modulacija na 18 Hz, jer iako ne predstavlja pravu modulaciju, bio bi to najgori
mogudi slucaj.

Napomena** - Noseci val mora biti moduliran pravokutnim signalom s
izmjeni¢nim ciklusom od 50%.

6. KONTAKTNI PODACI

6.1 Intenzitet i sigurnost ultrazvuka

6.1.1 Ultrazvuk u medicini

Upotreba dijagnostickog ultrazvuka pokazala se vrijednim alatom u medicinskoj
praksi. Ultrazvucni izlaz uredaja kontrolira se interno i korisnik ga ne moze
mijenjati tijekom pregleda. Iako nisu zabiljeZeni potvrdeni bioloski ucinci na
pacijente zbog izloZenosti trenutnoj dijagnostickoj ultrazvu¢noj

opremi, postoji mogu¢nost da se takvi bioloSki u€inci otkriju u buduénosti.
Stoga ultrazvuk treba koristiti s oprezom. Prilikom dobivanja potrebnih klinickih
informacija treba izbjegavati visoke razine akusti¢ne snage i dugo vrijeme
izloZenosti.

6.1.2 Objasnjenje MI/TI

6.1.2.1 MI (Mehanicki indeks)

Kada ultrazvuéni valovi prodru i dodu u kontakt s tkivima, mogu se pojaviti
kavitacijski efekti, uzrokujuci lokalne trenutne visoke temperature. Pojava ovog
efekta ovisi o raznim ¢imbenicima i ima prag. Trenutno nema izvjeS¢a o Stetnim
mehanickim uc¢incima pri koristenju ultrazvucnih dijagnostickih uredaja od
strane ljudi, a prag kavitacijskih efekata nije jasan. Kako se maksimalni akusti¢ni
tlak ultrazvucnih valova povecava, stopa pojave mehanickih efekata

se povecava, ali se smanjuje s pove¢anjem ucestalosti. Americki institut za

ultrazvuk u medicini i Nacionalno udruzenje proizvodaca elektricne opreme utvrdili

su mehanicki indeks (MI) koji karakterizira vjerojatnost pojave mehanickih
efekata ultrazvuka.
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6.1.2.2 TI (toplinski indeks)

Zagrijavanje tkiva uzrokovano je apsorpcijom ultrazvuka tijekom primjene ultrazvucne
energije. Povecanje temperature odredeno je intenzitetom akusti¢nog

zracenja, izloZzenim podrucjem i termofizickim svojstvima tkiva.

Prema razli¢itim termofizi¢kim svojstvima tkiva, TI se dijeli na tri vrste: TIS, TIB i TIC.

TIS (Toplinski indeks mekog tkiva): PruZza procjenu potencijalnog porasta temperature u
mekim ili slicnim tkivima.

TIB (Toplinski indeks kosti): Pruza procjenu potencijalnog porasta temperature kada
ultrazvucna zraka prolazi kroz meko tkivo, a ZariSno podrugje je u neposrednoj

blizini kosti.

TIC (Toplinski indeks kranijalnih kostiju): PruZa procjenu potencijalnog porasta
temperature u kranijalnim kostima ili povrsinskim kostima.

6.1.3 Ogranicenje ultrazvu¢ne snage
Parametar akusti¢nog izlaza zadovoljava odredbe o slobodi otkrivanja informacija u IEC

61157 Zahtjev za deklaraciju akusti¢nog izlaza medicinske dijagnosticke ultrazvu¢ne opreme:

Pr<1MPa; izlazna snaga podijeljena s povrSinom izlaznog snopa od 12 dB nije manja od 20
mW/cmz2; Ispta<100 mW/cm2.

Napomena: Za sve postavke uredaja, toplinski indeks i mehanicki indeks su

maniji od 1,0.

6.2 Izjava

Laik ili laicka odgovorna organizacija trebaju se obratiti proizvodacu ili predstavniku
proizvodaca u vezi sljedecih pitanja:
Pomo¢ pri postavljanju, koriStenju ili odrZzavanju opreme ili sustava, ako je potrebno.

Svaki ozbiljan incident koji se dogodio u vezi s proizvodom treba prijaviti proizvodacu i
nadleznim tijelima vaSe drZave ¢lanice.

6.3 Proizvodac

Proizvodac: Shenzhen Jumper Medical Equipment Co., Ltd.

Adresa: Shenzen Jumper, Shenzhen, Prag 1: D Building, No 71, Xintian Road, Fuyong Street,
Baoan, Shenzhen, Guangdong, Kina, 518103

Telefon: +86-755-26696279

E-posta: info@jumper-medical.com

Web stranica: www.jumpermmed.com

www.skaka¢  -medical.com
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6.4 OvlaSteni europski predstavnik

EC |REP

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

AngelSounds

el

Dobavlja¢/Distributer

Sunnysoft d.o.o.
Kovanecka 2390/1

190 00 Prag 9
Ceska
www.sunnysoft.cz

Shenzhen Jumper Medical Equipment Co., Ltd

D Building, No. 71, Xintian Road,Fuyong,

Street,Baoan,Shenzhen,Guangdong,China, 518103

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com
www.jumper-medical.com

a
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