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Oddil1: Uvod
1.1  Popis produktu

Vyrobek slouzi ptedev§im k detekei tlukotu srdce plodu (SFH, sound of the fetal heartbeat).
Srde¢ni frekvence plodu (FHR, fetal heart rate) je dilezitym podkladem pro kontrolu, zda je
plod zdravy. Zaznam zmén FHR pomaha odhalit znamky hypoxie plodu, tisné plodu,
omotani pupeéni $iitry plodu kolem krku apod. Monitorovani plodu v domécim prosttedi
zahrnuje predevsim poslech srde¢niho tepu plodu a kontrolu zmén FHR, které vyrazné
pomahaji zvysit bezpe¢nost plodu.

1.2 Princip fungovani

Fetalni doppler se sklada ze sondy (vysilage a pfijimace) a jednotky pro zpracovani signalu.
Ultrazvukové vInéni je pfenaseno z jedné piezoelektrické keramické ¢asti na predni strané
sondy do délohy t€hotné zeny. Ozvéna je piijimana druhou piezoelektrickou keramikou v
piedni ¢asti sondy, kdyz ultrazvukova vlna dosahuje srdce plodu. Poté se pfeméni na napéti.

Tento dopplerovsky signal je detekovan a demodulovan z pfijatého signalu. A dopplerovska
frekvence odpovida rytmu systoly a diastoly plodu (bpm = tep za minutu).

1.3 Zamyslené pouZiti

Fetalni doppler JPD-100S9 je rucni, bateriové napajeny zvukovy doppler, ktery se pouziva k
detekei srde¢nich ozev plodu. Zamyslenym uzivatelem je t€hotna Zena.

1.4 Indikace k pouZiti

Piistroj je ultrazvukovy detektor srde¢niho tepu plodu, ktery dokaze detekovat srde¢ni
frekvenci plodu. Vestavény reproduktor ptistroje umoziuje poslech srde¢niho tepu plodu.
Vyrobek se obvykle pouziva u plodu star§iho 16 tydni. Normalni rozsah srdeé¢ni frekvence
plodu: 110bpm-160bpm.

Poslech SFH:

Operator mize poslouchat zvuk srdecniho tepu plodu z nahlavni

soupravy.

Zaznam zvuku:

Zvuk srde¢nich tept plodu lze zaznamenat pomoci zdznamniku, ktery je pfipojen k
vyrobku. Jako bezpec¢nostni doporuceni, ze mize byt pfipojen pouze se zaznamnikem,

ktery splituje bezpecnostni pozadavky normy IEC 60601-1.
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1.5 Kontraindikace pouZiti

Pfistroj nema pfi spravném podani zadné vedlejsi uinky a zbytkové riziko je pfijatelné.
1.6 Pozniamka pro domaci pouZiti

Tento pfistroj nemuze nahradit profesionalni fetalni monitor. Pokud je srde¢ni frekvence
plodu abnormalni nebo ji nelze zjistit pomoci tohoto monitoru, méla by téhotna Zena
okamzité navstivit nemocnici a vyhledat pomoc lékate. Pokud téhotna Zena neciti pohyby

plodu, méla by okamzité navstivit nemocnici a vyhledat pomoc lékaie.

Oddil 2 : Bezpecnostni pokyny
2.1 Bezpe¢nostni podminky
Nize uvedena signalni slova (vlevo) oznacuji kategorie potencialniho nebezpe¢i. Definice
jednotlivych kategorii jsou nasledujici:

& NEBEZPECI: Toto upozornéni oznatuje nebezpedi, které miize zptisobit vazné
zranéni nebo smrt.

A VAROVANI: Toto upozornéni uvadi nebezpedi, ktera mohou zptisobit vazné
zranéni nebo smrt.

‘& UPOZORNENI: Toto upozornéni oznatuje nebezpedi, ktersa mohou zpisobit

drobna zranéni osob, poskozeni vyrobku nebo $kody na majetku.
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2.2 Popisy bezpe¢nostnich upozornéni

NiZe je uveden seznam bezpeénostnich upozornéni pro tento vyrobek, ktera se objevuji

v této Casti a v celém navodu. Tato bezpecnostni upozornéni si musite pieéist,

porozumét jim a dbat na né piedtim, nez se pokusite s vyrobkem pracovat.

& NEBEZPECI

Nebezpeci pozaru a vybuchu

Nepouzivejte vyrobek v piitomnosti hoflavych plynti, abyste zabranili
moznému nebezpe¢i vybuchu nebo pozaru.

& VAROVANI

Uskrceni v disledku zamotani ditéte monitorovacich kabelu.

Toto zatizeni neupravujte bez autorizace vyrobce.

Prach, svétlo mohou ovlivnit bezpe¢nost a vykon piistroje.

Znehodnocené senzory a elektrody nebo uvolnéné elektrody, které
mohouzhorsit vykon nebo zplsobit jiné problémy.

Ucinky zptsobené domacimi zvifaty, skiidci nebo détmi

¢ G0 o

Pouzivejte pouze schvalené vybaveni

Nepouzivejte jiné baterie, gel, kabely nebo volitelné vybaveni, nez které
schvalil vyrobce a které by mohlo zpusobit poruchu funkce vyrobku.
nespravné béhem zachranné akce.

¢

Sousedni a/nebo stohované zafizeni

Vyrobek by nemél byt pouzivan v sousedstvi jinych zafizeni nebo s nimi
stohovan. Vyrobek by nemél byt pouzivan v sousedstvi jinych zatizeni nebo s
nimi ukladan na sebe, pokud je to nutné, mél by byt pozorovan, aby se ovéfila
jeho normalni funkce v uspofadani, ve kterém bude pouzivan.

& POZOR

Zkontrolujte, zda zatizeni nema viditelné znamky poskozeni, které
muize pred pouzitim ovlivnit bezpe¢nost personalu nebo schopnost zkoumani.
Pokud je zjisténo poskozeni, doporuduje se vyména.

Povrch sondy, ktery je v kontaktu s pacientem, miize zpiisobovat nepiijemné
pocity kvili problémim s biokompatibilitou. Spojovaci medium mutize u
uzivateltl vyvolat kozni alergie. Pokud se u pacienta vyskytnou nepiijemné
pocity nebo alergické reakce, je tfeba okamzité pierusit pouzivani a.

v ptipadé vyhledat lékafskou pomoc.

Drat sondy neomotavejte, aby nedoslo k uduseni.

Nedotykejte se pacienta, napajeciho portu a sondy .

LK R

Tento vyrobek se nedoporucuje pouzivat na lodich a v letadlech.
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Fetalni doppler a baterie uchovavejte mimo dosah déti, aby si s nimi nehraly.
V ptipadé, ze dit¢ nahodou spolkne baterii, vyhledejte okamzit¢ lékaiskou
pomoc.

Extrémy teploty/vlhkosti/tlaku
Vystaveni vyrobku extrémnim podminkdm prostfedi mimo jeho provozni
parametry miize ohrozit jeho spravnou funkci.

Likvidace baterii
Baterii recyklujte nebo zlikvidujte v souladu s mistnimi zékony. Abyste
zabranili nebezpeci pozaru a vybuchu, baterii nespalujte.

Mozné citlivost na radiové frekvence (RF)

Radiova citlivost mobilnich telefont, CB vysilacek a FM vysiladek miize
zpUsobit rueni vyrobku. NepouZivejte bezdratové

radiotelefony v blizkosti vyrobku - vypnéte napajeni radiotelefonu a dalSich
podobnych zatizeni v blizkosti vyrobku.

Prohlaseni o systémech
Zatizeni ptipojené k vyrobku musi byt certifikovano podle pfislusnych norem
IEC (IEC 60601-1 pro zdravotnické pfistroje).

Roztoky pro ¢isténi krytu

Pii dezinfekci pouzdra pouzivejte neoxidujici dezinfekéni prostiedek,
napiiklad ¢istici roztok na bazi amonnych soli nebo glutaraldehydu, aby
nedoslo k poskozeni kovovych konektort.

Prostiedi pouziti

Vyrobek je uréen pro pouziti v interiéru. Provozovatel musi pied
pouzitim potvrdit, Ze prostfedi pouziti splituje pozadované specifikace
provozniho prostiedi.

Chladné prostiedi

Pokud je vyrobek skladovan v prostfedi s teplotou niz§i nez teplota
provozni teploty, je tieba nechat pfistroj pred pouzitim zahtat na potiebnou
provozni teplotu.

Piistroj nepouZivejte s vysokofrekvenénim chirurgickym vybavenim.
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23 Symboly
V této piirucee, na vyrobku nebo na jeho piislusenstvi se mohou vyskytovat nasledujici
symboly. Nékteré ze symboltl pfedstavuji normy a shodu souvisejici s vyrobkem a jeho

pouzivanim.

»
<
g
=4
=

Popis

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

Zdravotnicky prostfedek

Autorizovany zastupce v Evropském spolecenstvi.

Datum vyroby

Informace o vyrobci

Skladovaci teplota

Vlhkost

Atmosféricky tlak

o, ok L[ O

Tento vyrobek je v souladu s pozadavky
598 | natizeni (EU) 2017/745.

N
m
o

Typ BF aplikovana ¢ast

=

Varovné informace

P22 Stuperi ochrany proti vniknuti vody a pevnych &astic

Uvadi, Ze zafizeni by mélo byt po skonéeni Zivotnosti
predano k oddélenému sbéru specialnim agenturam
v souladu s mistnimi pfedpisy

14
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Oddil3: Zaciname

Tato ¢ast obsahuje informace o vybaleni a nastaveni produktu.

3.1 Kontrola vybaleni

Pied pouzitim peclivé oteviete baleni, zkontrolujte, zda je k dispozici veskeré pfisluSenstvi a
zda nedoslo k poskozeni nékteré soucasti béhem piepravy, a proved'te instalaci a provoz
podle tohoto navodu k pouziti. V pfipadé jakéhokoli

poskozeni nebo problém s provozem, obrat'te se na prodejce nebo pfimo na spole¢nost
Jumper. Pfi reklamaci budete potiebovat nasledujici informace: model zafizeni, sériové
Cislo, datum nakupu a vase kontaktni idaje a adresu.

3.2 Balici seznam:

Ne. Nazev Poznamka
1 Fetalni doppler* 1
2 Uzivatelskd pifruckax 1
3 Bateriex 1 )%
4 Spojovaci prostfedek (medium) x | volitelné
5

Uzivatelska pfirucka JUMPER Healthx 1

Oddil 4: Vzhled a struktura

4.1 Vzhled
T —
‘ (5]
) - ( o
()
=/
(6]
N1V N
= ] (5]
@ Reproduktor ® Ultrazvukovy ménié
@ Kontrolka provozu ® Kryt baterie
@ Tlagitko zvyseni hlasitosti @ Tlagitko zapnuti/vypnuti napajeni

Power on/off
@ Tlagitko pro sniZeni hlasitosti Konektor pro sluchatka
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4.2 Ovladaci prvky a indikétory

Tlaéitko zapnuti/vypnuti (Power on/Off) - slouZzi k zapnuti nebo vypnuti fetalniho
doppleru.

Kontrolka provozu - Stisknéte tlacitko "Power on/off" a podrzte asi 2 sekundy, zafizeni
se zapne, kdyZ se kontrolka rozsviti zelené.

V zapnutém stavu stisknéte tlacitko "Power on/off" a podrzte asi 2 sekundy,

zafizeni se vypne, kdyz se pracovni kontrolka rozsviti oranzové.

Reproduktor - slouZi k reprodukci zvuki srdeéniho tepu plodu.

Tlagitko zvySeni/sniZeni hlasitosti - Slouzi ke zméné hlasitosti. Stisknéte tlacitko
"Zvyseni hlasitosti", hlasitost zvuku se zvysi. Naopak stisknutim tla¢itka "Snizeni
hlasitosti" se hlasitost zvuku snizi.

Zaznamovy konektor/pro sluchatka - slouzi k pfipojeni smartphonu pomoci
zaznamového kabelu.

Ultrazvukovy snimaé - Cast, ktera se dotyka bficha maminky a snima zvuky
srdecniho tepu, kopani a pohyby plodu.

Kryt baterie - slouzi k pfistupu k baterii.

Oddil 5 : Provoz

5.1 Instalace a vyména baterie

1. Vyjméte kryt baterie, jak ukazuje obrazekl.

2. Protahnéte drat podél pravé strany a dole umistéte svorku baterie, jak ukazuje
obrazek 2. Pii umistovani baterie se ujistéte, ze "+" a "-" odpovidaji.

3. Zaviete kryt baterie, jak ukazuje obrazek 3.
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Poznamky:

- Pfed instalaci baterie do pfistroje Fetal Doppler nezapomeiite odstranit jeji ochranny
prihledny obal.

- Pokud fetalni doppler piestane fungovat nebo se nezapne, vymeéite baterii za novou.
- Pokud baterii nepouzivate, uchovavejte ji v chladném a suchém prostiedi.

- Pokud nepredpokladate, ze budete pfistroj pouzivat delsi dobu, vyjméte z néj baterii,
abyste ochranili fetalni doppler i baterii.

- Typ baterie je alkalicka 9V.

- Kdyz se baterie vybije, fadné ji zlikvidujte.

5.2 Stahnéte si aplikaci JUMPER Health do chytrého telefonu

5.2.1 Stahnéte si a nainstalujte aplikaci "JUMPER Health".

- Naskenujte QR kod a stahnéte aplikaci

- Stahnéte si aplikaci v obchodé APP Store nebo Google Market zadanim

kli¢ového slova "JUMPER Health".

Poznamky: Tato aplikace podporuje i0S 7.0 a novéjsi verze a Android 4.3 a nov¢;jsi verze.

Kromé toho musi hardware chytrého telefonu podporovat Bluetooth 4.0.

JUMPER Health

Download APP with

.
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5.2.2 Pripojeni fetalniho doppleru k chytrému telefonu pomoci nahravaciho kabelu
Nejprve zasuiite jeden konec nahravaciho kabelu do nahravaciho konektoru a poté druhy

konec do konektoru pro sluchatka.

t Recording jack t Earphone jack
E‘ nahravaci jack f sluchéatkovy jack
W

Recording cable
Nahravaci kabel

5.3 Zjistovani srde¢niho tepu plodu

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

Poznamka: Normalni rozmezi srde¢ni frekvence plodu je 110 - 160 bpm. Béhem

vyhledavani srdce plodu se mizZe objevit abnormalni hodnota FHR.
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Téhotenstvi

Predporodni
obdobi

Porod

5.4 Zaznamenavani srde¢niho tepu vaseho ditéte

Doporucujeme a vyzyvame vas, abyste si zvuk tlukotu srdce svého ditéte nahrali na

chytry telefon. Je to nadherny zvuk, o ktery se mizete podélit s rodinou a prateli. Bude to
také uzasna vzpominka, kterou mizete sdilet se svym ditétem, az vyroste.

Po ptipojeni fetalniho doppleru vyhledejte srdecni tep ditéte a zaénéte nahravat.

Mozné budete muset zesilit tlacitko pro zvySeni hlasitosti piistroje, abyste dosahli co

nejlepsiho zaznamu.

Tip: Nahrajte si v této dobé také tlukot srdce matky a piehrajte si ho pro uklidnéni
novorozence v détském pokoji. Nebylo by lepsi misto obecného bilého Sumu pouzit
tlukot srdce matky ditéte?

Sdilejte sviij zdznam na socialnich sitich.

Sdilejte pofizenou nahravku s rodinou a piateli na svych socialnich sitich, jako je

Facebook nebo Twitter.

0ddil 6 : Udriba a &i§téni a dezinfekce
6.1 Udriba
6.1.1 Akusticky povrch snimace je kfehky a je tfeba s nim zachazet opatrné. Po pouziti

je tfeba ze snimace setfit gel. Tato opatfeni prodlouzi Zivotnost pfistroje.
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6.1.2 Aby byl vyrobek v piipadé potieby vzdy funkéni, je tfeba provadét nasledujici
udrzbu.

e Vizualni kontrola

® Vycistéte vyrobek a jeho prislusenstvi

o Kontrola stavu baterie

® Testovani vykonu vyrobku

® Pokud baterii delsi dobu nepouzivate, vyjméte ji.

e Vyrobek nevyzaduje kalibraci.

Poznamka: Béhem pouzivani zafizeni neni mozné provadét servis a udrzbu.

Vyrobce na pozadani zpfistupni schémata zapojeni, seznamy soucasti, popisy, pokyny ke
kalibraci nebo jiné informace, které pomohou servisnimu persondlu pii opravé soucasti.
6.2 Cistici prostitedky a p¥isluSenstvi

K ¢isténi vnéjsich povrchll vyrobku Ize pouzit nasledujici Cistici prostiedky.

o Isopropylalkohol (70% roztok ve vodg)

e Jemné mydlo a voda

o Chlornan sodny (chlorové bélidlo) (3% roztok ve vodg).

o Kvartérni amoniové slouceniny (napf. Lysol) (10% roztok ve vode¢).

VAROVANI: abrazivni &istici prostiedky ani silna rozpoustédla, jako je aceton nebo
Cistici prostfedky na bazi acetonu.

UPOZORNENI: Vyvarujte se michani dezinfek&nich roztokii (napi. b&lidla a &pavku),
protoze by mohlo dojit ke vzniku nebezpecnych plynti.

UPOZORNENI: NepouZivejte kyselé, alkalické nebo Ziravé Gistici prostredky.
VAROVANI: Negistéte elektrické kontakty nebo konektory b&lidlem.

6.3 Pokyny k ¢isténi
1. Pfed ¢isténim vypnéte.

2.Pred ciSténim odstraite vSechny ulpélé necistoty (kapesniky, tekutiny atd.) a pied

pouzitim gisticiho roztoku je dikladng otfete hadiikem navlhéenym vodou.
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3. Pfi Cidténi je neponofujte. Vn&jsi povrch piistroje udrzujte Cisty a zbaveny prachu a
necistot, vn&jsi povrch piistroje Cistéte suchym mékkym hadiikem, v pfipadé jej ocistéte
meékkym hadiikem namoc¢enym v mydlovém roztoku a ihned jej otfete do sucha Cistym
hadiikem. T€lo snimace otfete mékkym hadiikem, abyste odstranili zbytky spojovaciho
gelu. Cistéte pouze mydlem.

UPOZORNENI: Aby nedoslo k poskozeni vyrobku, negistéte Zadnou &ast vyrobku
piislusenstvi fenolickymi slou¢eninami. NepouZivejte abrazivni nebo hotlavé CEistici
prostiedky. Vyrobek ani piisluSenstvi nesterilizujte parou, v autoklavu ani plynem.
UPOZORNENI: Cistici kapaliny: Neponofujte vyrobek do kapalin a nelijte do ngj
nebo na néj Cistici kapaliny.

6.4 Dezinfekce

Ocistéte povrch jednotky a snimace podle vyse uvedeného postupu, poté otfete povrch
snimace 75% etanolem nebo alkoholem, povrch snimace suchym mékkym hadtikem.
VAROVANI: Nepouzivejte sterilizaci parou pfi nizké teploté ani jiny zptisob sterilizace.
VAROVANI: Nepouzivejte sterilizaci pii vysoké teploté.

Po vycisténi nebo dezinfekci zkontrolujte, zda Doppler dobfe funguje. Pokud zjistite

jakykoli problém, obrat'te se pred dal§im pouzitim na vyrobce a pozadejte ho o servis.

Polozka ke kontrole] Metoda kontroly

Vizualni kontrola Zkontrolujte, zda neni poskozena dopplerovska sonda a
hostitelsky pocitac.

1. Zkontrolujte, zda lze Dopplertv piistroj spravné zapnout nebo
vypnout;

2. Zkontrolujte, zda obrazovka funguje normalng;

3. Tfenim povrchu rukou zkontrolujte, zda Doppler spravné

prenasi zvuk.

Kontrola funkce
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Oddil 7: Technické specifikace
V této Casti jsou uvedeny specifikace a bezpecnostni normy vyrobku.

POZNAMKA: Nasledujici specifikace se mohou zménit a jsou uvedeny pouze jako
referenéni.

Nazev produktu: Fetalni doppler

ReZzim: JPD-100S9

Fyzické rozméry:
Velikost: 119 x 65 x 54 mm
Hmotnost: 155 g+ 5 g (veetné baterie)

Klasifikace:
Opatieni proti elektrickému Soku: Vnitin€ napajené zafizeni

Stupeti ochrany proti elektrickému $oku: Typ BF aplikovana

Stupeii ochrany proti §kodlivému vniknuti vody:[P22

ReZim provozu: Nepfetrzity provoz

Zivotnost vyrobku: 5 let

Baterie: 6LR61 9V, Doba nepfetrzitého provozu > 4hodiny

Zvukovy vystup:
Vystupni vykon zvuku: <0,2 W, vystupni zasuvka zvuku: ®3,5 mm

Technické parametry:

- Akustickd pracovni frekvence: 2,5 MHz £ 5%

- Celkova citlivost ve vzdalenosti 200 mm od Celni strany snimace > 90 dB
- Prostorovy-$pickovy-¢asovy-$pickovy (Spatial-peak temporal-peak)
akusticky tlak: <1 MPa

- Vystupni vykon: <20 mW

- Utinna plocha aktivniho prvku ultrazvukového snimade: 1,57 cm? & 15%
- Akustické spojovaci médium pro bézné pouziti: ph: 5,5 - 8,0

- Akusticka impedance: < 1,7x10° g /em?s

Vykonnost:

Vhodné téhotenstvi: 16. gestacni tyden nebo pozd&ji
Rozsah méfeni FHR: 50 -210 bpm (tep za minutu)
Rozliseni: RozliSeni: 1 bpm

Piesnost: + 2 bpm

Pozadavky na Zivotni prostiedi:
Provozni podminky:
Teplota: 5 - 40 °C
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Vlhkost: < 80% relativni vlhkosti, nekondenzujici
Atmosféricky tlak: 70 kPa az 106 kPa

Skladovaci a pfepravni podminky:

Teplota: (-20) - 55 °C

Vlhkost: 10 - 93 % relativni vlhkosti, nekondenzujici
Atmosféricky tlak: 50 kPa az 106 kPa

Doba ohfevu zafizeni

- doba potiebna k tomu, aby se zafizeni zahfdlo z minimalni skladovaci teploty mezi
jednotlivymi pouzitimi, dokud neni pfipraveno k zamyslenému pouziti: 30min.

- doba potfebna k tomu, aby se zafizeni mezi jednotlivymi pouzitimi ochladilo z
maximalni skladovaci teploty, dokud neni pfipraveno k zamyslenému pouziti: 30min.

0ddil 8 : Casto kladené dotazy k produktiim

Jednotka se nezapne - Zkontrolujte, zda je nainstalovana nova baterie a zda je
napajeni. Zkontrolujte, zda je konektor baterie zcela pfipojen ke svorkam baterie.
Zkontrolujte, zda jste z baterie odstranili pruhledny ochranny obal.

Kontrolka provozu sviti oranZové - Zkontrolujte, zda je vloZena nova baterie.

Z reproduktoru nevychazi Zadny zvuk - Zkontrolujte, zda je nainstalovana nova
baterie a zda sviti kontrolka funkénosti. Nezapomeiite zvysit hlasitost pomoci tlacitka
Zvyseni hlasitosti.

Z reproduktoru vychazi nepfijemny hluk - Zkontrolujte, zda je nainstalovana nova
baterie. Slaba baterie mtize zptisobovat hluk. Ruseni mohou zptisobovat blizka
elektronicka zafizeni (napf. vysokofrekvencni elektronika, mobilni telefony, bezdratové
telefony atd.). Ujistéte se, Ze je mezi sondou a bfichem dostatek spojovaciho gelu. Pti
piesouvani sondy z jednoho mista na bfise na druhé vznika uréity mirny Sum, ktery se
diky dostate¢nému mazani vyrazné snizi.

Jak brzy mohu slyset dité - Fetalni doppler doporucujeme pouzivat po 16. tydnu
te¢hotenstvi. Pfedtim existuje mnoho proménnych, které vam jesté nemusi umoznit slySet
vase miminko. Méjte na paméti, ze miminko je pfed 16. tydnem jesté malické. Fetalni

doppler funguje spise jako laserové ukazovatko nez reflektor v tom smyslu, ze
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dité uslysite, az bude dobie nastavené. "Zorné pole" pro detekci ditéte je vSak malé, jako
laserové ukazovatko, takze pokud se mirné odchylite, dité "ptehlédnete". Jak miminko
kazdy tyden roste, schopnost najit miminko je stale snazsi a snazsi.

Po 16. tydnu je pro mé obtiZné dité najit - Nejprve zkontrolujte, zda slysite tlukot
vlastniho srdce, abyste se ujistili, ze pfistroj funguje spravné. Pokud neslysite tlukot
vlastniho srdce, je néco $patné a méli byste nejprve odstranit problémy, nez se pokusite
najit tep ditéte. Ujistéte se, ze pouzivate dostate¢né mnozstvi lubrikacniho gelu. Na
biicho matky piili§ netlacte. Pokud jste nenasli optimalni umisténi sondy, abyste

slyseli tlukot srdce ditéte, dejte si den pauzu a zkuste to pozdgji znovu. Zpomalte pohyb
sondy na bfise, abyste snaze slySeli srde¢ni tep, az najdete spravné umisténi. Dité se
nékdy muze nachazet za placentou, coz znesnadiuje jeho nalezeni, zkuste to pozd&ji
Znovu.

Kryt baterie nedrZi nasazeny - Pro pomoc si pie¢téte podrobné pokynyk vyméné krytu
baterie.

Jak zaznamenavat srde¢ni tep - Pfectéte si pozorné navod k pouziti pfistroje JUMPER
Health.

Dodatek 1  Informace o EMC

1. UPOZORNENI: Je tieba se vyvarovat pouzivani tohoto zafizeni v sousedstvi jinych
zafizeni nebo v jedné fadé s nimi, protoze by to mohlo vést k nespravnému provozu.
Pokud je takové pouziti nezbytné, je tieba toto zafizeni a ostatni zafizeni pozorovat, aby
se ovéfilo, ze funguji normalné.

2. VAROVANI: Pouziti jiného ptislusenstvi, snima¢ti a kabeld nez téch, které jsou
specifikovany nebo dodany vyrobcem tohoto zafizeni, miize mit za nasledek zvysené
elektromagnetické emise nebo snizenou elektromagnetickou odolnost tohoto zafizeni a

nespravnou funkei.
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3. VAROVANI: Pfenosna RF komunikaéni zafizeni (véetng perifernich zatizeni, jako

jsou anténni kabely a externi antény) by neméla byt pouzivana blize nez 30 cm od

jakékoli ¢asti ME zafizeni, véetné kabeld uréenych vyrobcem. V opa¢ném piipadé by

mohlo ke zhorSeni vykonu tohoto zafizeni."

Tabulka 1

prohlaseni - elektromagnetické emise

Emisni test

Dodrzovani predpist

VF emise CISPR 11

Skupina 1

VF emise CISPR 11

Tiida B

Harmonické emise
IEC 61000-3-2

Nevztahuje se

Kolisani napéti/emise
flikru IEC 61000-3-3

Nevztahuje se

Tabulka 2

prohlaseni - elektromagneticka odolnost

Test odolnosti

Uroven zkousky podle IEC 60601

Urovei dodrzovéani predpisi

Elektrostaticky vyboj +8 kV kontakt +8 kV kontakt
(ESD) 2 kV, +4 kV, 8 kV, £15 kV £2kV, 4 kV, £8 kV,
IEC 610004-2 vzduch +15 kV vzduch
Rychly + 2 kV pro napajeci vedeni Nevztahuje se
elektricky + 1 kV pro vstupni/vystupni vedeni
piechodovy
jev/ivyboje IEC
61000-4-4
Piepéti +0,5 kV,+ vedeni 1 kV k Nevztahuje se
IEC 610004-5 vedeni.

+0,5kV.£1kV,£2kVk

uzemeni

Poklesy napéti, kratka
preruseni a kolisani
napéti na vstupnich
napajecich vedenich
1EC 61000-4-11

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

0% UT; 1 cyklus a 70 % UT;
25/30 cykli

Jednofazové: pti 0°

0% UT; 250/300 cykla

Nevztahuje se
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Frekvence napajeni
(50/60 Hz)
magnetické pole
IEC 610004-8

30 A/m

30 A/m

POZNAMKA: UT je stridavé sitové napéti pred pouzitim zkuSebni Girovné.

Tabulka 3

prohlaseni - elektromagneticka odolnost

Test odolnosti Uroveti zkousky podle IEC 60601 Urovei dodrzovani piedpisti
Vedené RF IEC 3V 0,15 MHz az 80 MHz Nevztahuje se
610004-6 6V v pasmech ISM mezi 0,15 MHz
a 80 MHz
Vyzafované 10V/m 10V/m
radiové viny IEC 80 MHz az 2,7 GHz
61000-4-3
Tabulka 4
prohlageni - NEBEZPECT piisobeni blizkych poli z bezdratovych komunikagnich
zafizeni RF
Test Zkusebni urovent IEC60601 Uroven
odolnosti — - — shody
Frekvence Modulace Maximalni Urovei
testll vykon odolnosti
385 MHz N 1.8W 27 Vim 27 Vim
2 Pulsni modulace: 18H7
§ 450 MHz *FM+ 5Hz 2W 28 Vim 28 Vim
) odchylka: 1kHz
8 sinus
5 710 MHz **Pulsni 02W 9 V/im 9 V/im
::>) 745 MHz modulace:
2 780 MHz 217Hz
% 810 MHz **Pulsni 2w 28 V/im 28 V/im
) 870 MHz modulace:
g 930 MHz 18Hz
’E 1720 MHz **Pulsni 2w 28 V/im 28 V/im
i 1845 MHz modulace:
1970 MHz 217Hz
2450 MHz **Pulsni 2w 28 V/im 28 V/im
modulace:
217Hz
5240 MHz **Pulsni 02W 9 Vim 9 Vim
5500 MHz modulace:
5785 MHz 217Hz

Poznamka* - Jako alternativu k modulaci FM lze pouZit pulzni modulaci 50 % pti 18 Hz,
protoze sice nepfedstavuje skutecnou modulaci, ale byla by nejhorsim moznym piipadem.
Pozndmka** - Nosna musi byt modulovéna signalem ¢tvercové viny se stiidavym cyklem 50 %.
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Dodatek 2 Intenzita a bezpe¢nost ultrazvuku

2.1 Ultrazvuk v mediciné

Pouziti diagnostického ultrazvuku se ukazalo jako cenny nastroj v 1ékafské praxi. Ultrazvukovy vystup
piistroje je fizen interné a uzivatel jej nemtize v pribéhu kontroly ménit. Pfestoze dosud nebyly hlaseny
zadné potvrzené biologické icinky na pacienty zplisobené expozici ze soucasného diagnostického
ultrazvukového zafizeni, existuje moznost, ze takové biologické u¢inky mohou byt v budoucnu zjistény.
Proto by se ultrazvuk mél pouzivat obezietné. Pti ziskavani potfebnych klinickych informaci je tieba se

vyvarovat vysokych trovni akustického vykonu a dlouhé doby expozice.

2.2 Vysvétleni MI/TI

2.2.1 MI (mechanicky index)

Pfi priiniku ultrazvukovych vin do tkani a jejich kontaktu s nimi mize dojit ke kavita¢nim efektiim, které
zpusobuji lokalni okamzité vysoké teploty. Vyskyt tohoto efektu zavisi na riiznych faktorech a ma
prahovy jev. V soucasné dobé neexistuji zadné zpravy o Skodlivych mechanickych ucincich pfi pouzivani
ultrazvukovych diagnostickych pfistrojii lidmi a prahova hodnota kavitacnich G¢inki je nejasna. S
rostoucim maximalnim akustickym tlakem ultrazvukovych vin se mira vyskytu mechanickych ucinki
zvysuje, ale s rostouci frekvenci klesa. Americky institut pro ultrazvuk v mediciné a Narodni asociace
vyrobct elektrotechniky stanovily mechanicky index (MI), ktery charakterizuje pravdépodobnost

vyskytu mechanickych Gginki ultrazvuku.

2.2.2 TI (tepelny index)

Zahfivani tkani je zpisobeno absorpci ultrazvuku pii aplikaci ultrazvukové energie. ZvySeni teploty je
uréeno intenzitou akustického zateni, exponovanou plochou a termofyzikalnimi vlastnostmi tkané.
Podle riznych termofyzikalnich vlastnosti tkang se TI déli na tii druhy: TIS, TIB a TIC.

TIS (tepelny index mékkych tkani): Poskytuje odhad potencialniho zvyseni teploty v mékkych nebo
podobnych tkanich.
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TIB (tepelny index kosti): Poskytuje odhad potencialniho zvyseni teploty, kdyz ultrazvukovy paprsek
prochézi mékkou tkani a ohniskova oblast je v bezprostfedni blizkosti kosti.

TIC (Cranial Bone Thermal Index): Poskytuje odhad potencialniho zvySeni teploty v lebeénich kostech

nebo povrchovych kostech.

2.3 Omezeni ultrazvukového vykonu

Parametr akustického vystupu spliiuje ustanoveni o svobodé zvefejnéni v IEC 61157 Pozadavek na
deklaraci akustického vystupu lékatskych diagnostickych ultrazvukovych zafizeni: Pr< 1 MPa; vystupni
vykon déleny plochou vystupniho svazku 12 dB neni mensi nez 20 mW/cm?; Isp < 100 mW/cm?.
Pozndmka: Pro vechna nastaveni zafizeni plati, ze tepelny index a mechanicky index jsou mensi

nez 1,0.

ProhlaSeni:

Laicky uzivatel nebo laicka odpovédna organizace by se méla obratit na vyrobce nebo zastupce vyrobce
v nasledujicich otazkach:

V piipadé potfeby pomoc pfi nastaveni, pouzivani nebo udrzbé zafizeni nebo systému.

Jakakoli zavazna udalost, ke které doslo v souvislosti s prostfedkem, by méla byt oznamena vyrobci a

pislusnym organiim vaseho ¢lenského statu.
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Poprodejni servis

Poprodejni servisni jednotka: Spole¢nost Shenzhen Jumper Medical Equipment
Co., Ltd. Adresa: D Building, No 71, Xintian Road, Fuyong Street, Baoan,
Shenzhen, Guangdong, China Adresa: D Building, No 71, Xintian Road, Fuyong
Street, Baoan, Shenzhen, Guangdong, China

Tel: +86-755-26696279

E-mail: info@jumper-medical.com
Webové stranky:

www.jumpermmed.com
www.jumper-medical.com

Postovni smérovaci ¢islo: 518103

Zplnomocnény evropsky zastupce:

E MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Mnichov, Némecko

Dodavatel/Distributor
Sunnysoft s.r.o.
Kovaneckéa 2390/1a
190 00 Praha 9

Ceska republika
www.sunnysoft.cz

AngelSounds®

Shenzhen Jumper Medical Equipment Co., Ltd.
M D Building, No. 71, Xintian Road, Fuyong Street,
Baoan,Shenzhen Guangdong, China,518 103
Tel:+86-755-2669%6279
E-mail: info@jumper-medical.com
website: www jumpermmed com
www jumper-medical com
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Product information

Product Name: Fetal Doppler

Model: JPD-100S9

Manufacturer: Shenzhen Jumper Medical Equipment Co., Ltd

Address: D Building, No. 71, Xintian Road, Fuyong Street, Baoan,Shenzhen,
Guangdong,China,518103

Copyright
Copyright 2016. All rights reserved.

Statement

Shenzhen Jumper Medical Equipment Co., Ltd owns the copyright of this
non-public instruction manual.

Without authorization from Shenzhen Jumper Medical Equipment Co., Ltd, any
individual or organization shall not copy, modify or translate this manual.

All contents described in this manual are consistent with the actual situation of the
related product.

Shenzhen Jumper Medical Equipment Co., Ltd has right to revise all contents of
this manual if needed, without prior notice.

Shenzhen Jumper Medical Equipment Co., Ltd reserves the right of final
interpretation of this manual.

"Jumper" is the registered trademark of Shenzhen Jumper Medical Equipment Co.,

Ltd.
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Section 1 : Introduction
1.1 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 includes
listening to fetal heartbeat and checking FHR changes, which help greatly increase
fertility safety.

1.2 Operating principle

Fetal Doppler consists of probe (transmitter and receiver) and signal process unit.
Ultrasonic wave is transmitted from one piezoelectric 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. Simultaneously, it is sent to a counter which calculate
periods of heartbeat that is fetal heartbeat rate (bpm=beat per minute).

1.3 Intended use

The Fetal Doppler JPD-100S9 is a hand-held, battery powered audio Doppler
device used for detecting fetal heartbeats. The patient is an intended operator.

1.4 Indication for use

The device is ultrasonic fetal heart beat detector, which can detect the Fetal Heart
Rate. The built in speaker of the device allows for listen to the fetal heartbeat.

The Product normally is applied to fetus of above 16 weeks growth, difference in
pregnant mater. The normal range of fetal heart rate: 110bpm-160bpm.

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

Audio record:

The sound of fetal heartbeats can be recorded by a recorder which is connected
with the product. As a safety advisement that can only be connected with a recorder
complied with the safety requirements of IEC 60601-1.

1.5 Contraindications for Use

The device has no side-effects if administered correctly and residual risk is
acceptable.

1.6 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,the 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.

Section 2 : Safety guidance
2.1 Safety terms and conditions
The signal words shown below, left, identify the potential hazard categories. The
definition of each category is as follows:

A DANGER: This alert identifies hazards that will cause serious personal
injury or death.

A 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.
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2.2 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 heed 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.

A WARNING

* Strangulation resulting from baby or child entanglement in monitoring
cables.

* Do not modify this equipment without authorization of the manufacturer.

L 4 Dust, light may affect the safety and performance of the instrument.

* Degraded sensors and electrodes, or loosened electrodes, that can
degrade performance or cause other problems.

<* The effects caused by pets, pests or children

* 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.

€ 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.

A 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.
* The surface of the probe in contact with the patient may cause
discomfort due to biocompatibility issues. The coupling agent may 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.
Do not wrap the probe wire to avoid suffocation.
Don'’t touch patient, power port ,and probe at the same time.
This product is not recommended for use on ships and aircraft.

L2404
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* 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.

* 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.

€ 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.

* 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 equipment near the Product.

* Systems Statement
Equipment connected to the product must be certified to the respective
IEC Standards (IEC 60601-1 for medical equipment).

@ Case Cleaning Solutions
When disinfecting the case, use a non-oxidizing disinfectant, such as
ammonium salts or glutaraldehyde based cleaning solution, to avoid
damage to the metal connectors.

* 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.

€  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.

L 4 Do not use the device with HF surgical equipment.

2.3 Symbols
The following symbols may appear in this manual, on the product, or on its
accessories. Some of the symbols represent standards and compliance associated

with the product and its use.

Symbol Description
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Consult instructions for use of the product and/or it’s
accessories.

- Medical Device

REP Authorized Representative in the European Community

Date of manufacture.

“ Manufacturer information

Storage Temperature limit

Humidity limitation

_,_ Atmospheric Pressure limitation

This product complies with the Regulation (EU) 2017/745
c € 0598 | requirements.

Type BF applied part.
A Caution. Refer to the document accompanying the device.
1P22 Ingress Protection.

When end users abandon this product, they must send the
E\/ product to the collection places designed in environment
— protection regulations for recycling.

Section 3 :  Getting started

This section presents information on unpacking and setting up the product.

3.1 Unpacking check

Please open the package carefully before use, check whether all accessories are
available or not and whether any component is damaged during transportation, and

perform installation and operation following this user manual. In case of any
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damage or operation problem, please contact the dealer or contact Jumper directly.

You will need the following information when making your claim: device model,

serial number, purchase date, and your contact information and address.

3.2 Packing list:

No. | Name Remark
1 Fetal Doppler x 1
2 User manual X 1
3 Batteryx 1 EAY
4 Coupling agent x 1 optional
5 User manual of JUMPER Health % 1
Section 4 : Appearance and structure
4.1 Appearance
'\\VJ 9 9
i (4] ( .
()
=/
6]
\
N j A (5]
@ Loudspeaker ® Ultrasound transducer
® Working indicator light ® Battery cover
® Volume up button @ Power on/off button
@ Volume down button Headphone jack
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4.2 Controls and Indicators

Power On/Off button - Used to power on or off the Fetal Doppler.

Working indicator light - Press the “Power on/off button” and hold for about 2
seconds, the device powered on when the working Indicator light turns green.

In power-on state, press the “Power on/off button” and hold for about 2 seconds,
the device powered off when the working Indicator light turns orange.
Loudspeaker-Used to output the sounds of the fetal heartbeat.

Volume up/down button-Used to change the volume. Press the “Volume up
button”, the sound volume will increase. Contrary, press the “Volume down
button”, the sound volume will decrease.

Recording jack-Used to connect a smartphone via a recording cable.
Ultrasound transducer - The part that touches the mommy's belly to detect the
sounds of the fetal heartbeat, kicks and movements.

Battery Cover - Used to access the battery.

Section 5: Operation

5.1 Installing and Replacing the battery

1. Take out the battery cover as bellow picturel shows.

2. Run the wire along the right side and put the battery clip at the bottom as bellow
picture 2 shows. when place the battery make sure the “+” and “-” matched.

3. Close the battery cover as the bellow picture 3 shows.

1 2 3
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Notes:

- Be sure to remove the battery’s protective clear wrapper before installing it in the
Fetal Doppler.

- If the Fetal Doppler stops working, or won’t turn on, please replace the battery
with a new battery.

- Keep the battery in a cool and dry environment when not in use.

 Remove the battery from the unit if you do not anticipate using it for long time to
protect both the Fetal Doppler and the battery.

- The Battery Type is an Alkaline 9 Volt

- Please dispose of battery properly when it looses power.

5.2 Download a APP of JUMPER Health on a smartphone

5.2.1 Download and install a APP of “JUMPER Health”

- Scan the QR code to download

- Download the app in APP Store or Google Market by entering the keyword
“JUMPER Health”.

Notes: This APP 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.

JUMPER Health
Download APP with
1
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5.2.2 Connect the Fetal Doppler to a smartphone via recording cable
Insert one end of the recording cable into recording jack first, and then insert the

other end into earphone jack.

; Recording jack : Earphone jack
b

Recording cable

5.3 Detecting fetal heartbeat

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 probe to obtain an optimum audio signal
ideally by angling the probe 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 fetus. Please make sure that the surface of probe should be
contacted fully 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.
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Gestation
Antepartum

Parturition

5.4 Recording your Baby's Heartbeat

We recommend and encourage you to record the sound of your baby's heartbeat on
a smartphone. What a wonderful sound to share with your family and friends. It
would also be an amazing memory to share with your child as they grow older.
Once you have the Fetal Doppler connected, find the baby's heartbeat and then
begin recording. You may need to turn up the unit's volume up button to get the
best recording.

Tip: Record the mother's heartbeat also during this time and play it to soothe your
newborn baby in the nursery. Rather than a generic white noise heartbeat, wouldn't
it be better to use the baby's mother's heartbeat?

Share your Recording on Social Media

Share the recording you made with your family and friends on your own Social

Media like Facebook, Twitter.

Section 6 : Maintenance and cleaning and disinfection

6.1 Maintenance

6.1.1 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.
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6.1.2 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

e 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.

6.2 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)

o Mild soap and water

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

e 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.

6.3 Cleaning instructions

1. Before cleaning the product, turn off the product.
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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
clean cloth immediately. Wipe the transducer body with soft cloth to remove any
remaining coupling gel .Clean with soap only.

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.

6.4 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.

Checking Item Checking Method
Visual Check Check if the Doppler probe and host are damaged

1.Check if the Doppler can be switched on or off properly;
2.check if the screen works normally;

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

Function Check
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Section 7: Technical specifications

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

NOTE: The following specifications are subject to change and are only noted as a
point of reference.

Product name: Fetal Doppler

Mode: JPD-100S9

Physical Dimensions:

Size: 119* 65* 54mm

Weight: 155g+5g. (including battery)

Classification:

Anti-electric Shock Type: Internally powered equipment

Anti-electric Shock Degree: Type BF applied part
Degree of Protection against Harmful Ingress of Water:1P22

Mode of operation: Continuous operating

Product service life: 5 years

Battery: 6LR61 9V, Continue working time: > 4hours

Audio output:

Audio Output Power:<0.2 W, Audio out socket:®3.5mm

Technical parameters:

Acoustic working frequency: 2.5MHz +5%

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

Spatial-peak temporal-peak acoustic pressure:<1MPa

Output power:<20mW

Effective area of the ultrasonic transducer active element: 1.57cm2 £ 15%
The acoustic coupling medium for normal use: ph: 5.5~8 Acoustic impedance:
<1.7*105g /cm2-s

Performance:

Suitable gestation: 16 gestational weeks or later

FHR Measuring Range:50bpm -210bpm (beat per minute)

Resolution: 1bpm

Accuracy: £2bpm

Environmental Requirements:

Operating Conditions:

Temperature:  5°C to 40°C
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Humidity: <80% RH, non-condensing

Atmospheric pressure: 70kPa to 106kPa

Storage and Shipping Conditions:

Temperature: - 20°C to 55°C

Humidity: 10-93% RH, non-condensing

Atmospheric pressure: 50kPa to 106kPa

Equipment heating time

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

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

Section 8 : Product FAQs

Unit doesn't turn on - Make sure a fresh battery is installed and the power is
turned on. Check to make sure the battery connector is connected fully onto the
battery terminals. Make sure you’ve removed the clear protective wrapper off of
the battery.

The working indicator light is turns orange - Make sure a fresh battery is
installed.

There is no sound coming through the loudspeaker - Make sure a fresh battery
is installed and that the working indicator light is illuminated. Be sure to turn up the
volume using the Volume up button.

Uncomfortable noise is coming through loudspeaker - Make sure a fresh battery
is installed. A weak battery can cause noise. Interference can be caused by nearby
electronic devices (e.g. high frequency electronics, cell phones, cordless phones,
etc.). Make sure there is plenty of coupling gel between the probe and the abdomen.
Some slight noise does occur when moving the probe from one location to another
on the abdomen and sufficient lubrication will decrease this significantly.

How soon can I hear the baby - We recommend that the Fetal Doppler be used
after the 16th week of pregnancy. Before that there are a lot of variables that may
not let you hear your baby yet. Keep in mind that the baby is tiny still before 16

weeks. The Fetal Doppler works more like a laser pointer than a floodlight in that

© Sunnvsoft s.r.o.. distributor 38



you will hear the baby when it is perfectly lined up. But the field of view of
detecting the baby is small, like a laser pointer, so if you are off slightly you’ll miss
the baby. As the baby grows each week, being able to find the baby becomes easier
and easier to do.

I’m finding it difficult to find the baby after 16 weeks - First check to see if you
can hear your own heartbeat to be sure the unit is working correctly. If you can not
hear your own heartbeat then something is wrong and you should trouble shoot first
before attempting to locate the baby. Make sure to use sufficient lubricating gel.
Don't apply too much pressure to the mother's abdomen. You have not yet found
the optimum placement of the probe to hear the baby's heartbeat, take a break for a
day and try again later. Slow down moving the probe around on the abdomen to
make it easier to hear the heartbeat when you find the right location. The baby can
sometimes be located behind the placenta making it difficult to find, try again later.
The battery cover doesn’t want to stay on — Please review the detailed
instructions on replacing the battery cover on page 6 for help.

How do I record the heartbeat — Please read the user manual of JUMPER Health

carefully.

Appendix 1 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.”

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.”
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3* WARNING: Portable RF communications equipment (including peripherals
such as antenna cables and external antennas) should be used no closer than 30 cm
(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

Emissions test Compliance
RF emissions Group 1
CISPR 11

RF emissions Class B
CISPR 11

Harmonic emissions
IEC 61000-3-2

Not applicable

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

Not applicable

Table 2

declaration - electromagnetic immunity

Immunity test

IEC 60601 test level

Compliance level

Electrostatic discharge
(ESD)

+8 kV contact
+2kV, 4 kV, 28 kV, £15 kV

+8 kV contact
+2 kV, +4 kV, £8 kV,

IEC 61000-4-2 air +15kV air
Electrical fast + 2 kV for power supply lines Not applicable
transient/burst + 1 kV for input/output lines
IEC 61000-4-4
Surge +0.5kV, = 1 kV line(s) to Not applicable
IEC 61000-4-5 lines

+0.5kV, £ 1 kV,£2kV

line(s) to earth
Voltage dips, short 0% UT; 0.5 cycle At 0°, 45°, Not applicable

interruptions and
voltage variations on
power supply input
lines

1EC 61000-4-11

90°, 135°, 180°, 225°,
270°and 315°

0% UT; 1 cycle and

70 % UT; 25/30 cycles
Single phase: at 0°

0 % UT; 250/300 cycles
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field

Power frequency
(50/60 Hz) magnetic

IEC 61000-4-8

30 A/m

30 A/m

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

Table 3

declaration - electromagnetic immunity

Immunity test

IEC 60601 test level

Compliance level

IEC 61000-4-3

80 MHz to 2.7 GHz

Conducted RF 3V Not applicable
IEC 61000-4-6 0.15 MHz to 80 MHz

6V in ISM bands between 0.15

MHz and 80 MHz
Radiated RF 10V/m 10V/m

Table 4

declaration - IMMUNITY to proximity fields from RF wireless communications

equipment
Immu IEC60601 test level Complianc
nity Test Modulation Maximum Immuni ¢ level
test frequency power ty level
Radiat 385 MHz **Pulse 1.8W 27 V/m 27 V/m
ed RF Modulation: 18Hz
IEC 7450 MHz *FM+ 5Hz 2W 28 V/m 28 V/im
61000 deviation: 1kHz
-4-3 sine
710 MHz **Pulse 02W 9 V/m 9 V/m
745 MHz Modulation:
780 MHz 217Hz
810 MHz **Pulse 2W 28 V/m 28 V/m
870 MHz Modulation: 18Hz
930 MHz
1720 MHz **Pulse 2W 28 V/m 28 V/m
1845 MHz Modulation:
1970 MHz 217Hz
2450 MHz **Pulse 2w 28 V/m 28 V/m
Modulation:
217Hz
5240 MHz **Pulse 02W 9 V/m 9 V/m
5500 MHz Modulation:
5785 MHz 217Hz
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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.

Appendix 2 Ultrasound intensity and safety

2.1 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.
2.2 Explanation of MI/TI

2.2.1 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 equipment, and the threshold for cavitation effects is
unclear. As the peak sound 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 established

the Mechanical Index (MI) to characterize the probability of ultrasound mechanical effects.

2.2.2 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.
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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.

2.3 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<IMPa; the output power divided by the 12dB output beam area is not less tan
20mW/cm2; Ispta<100mW/cm2.

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

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 needed.
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.
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After-sale Service

After-sale service unit: Shenzhen Jumper Medical Equipment Co., Ltd.
Address: D Building, No. 71, Xintian Road, Fuyong Street, Baoan,
Shenzhen,Guangdong,China

Tel: +86-755-26696279

E-mail: info@jumper-medical.com

Website: www.jumpermmed.com

www.jumper-medical.com

Postal Code: 518103

Authorized European Representative:

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

AngelSounds’

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

Baoan,Shenzhen Guangdong, China,518 103

Tel:+86-755-26696279

E-mail: info@jumper-medical.com

Website: www jumpermmed com

www jumper-medical com
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