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

© Sunnysoft s.r.o., distributor



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

17


http://www.jumper-medical.com/

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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