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Chapter1safety Guida"ce

This un tis interna"y povvered equipment;the degree of shoCk protedion is type

B app"ed pad

贫
Type B app"ed pa" protection means that these patient oonnections wi"
complyˇ vith permitted leakage ourrents,dieIectr c strengths° fIEc60601-1

11safety Precautions

WARNING and CAVTI0N messages must be observed To avod the
possibⅢ ty of inlury,observe the fo"owing precau"ons du"ng the operau° n°f
the device
ⅡLwARNING∠ \:This deⅥ Ce s not explosion-proof and can n° t be used n the

鲨η嚣品l氐l:T%盟TT七甲磊ue冖es m n∞ 孙ths mγ Cau∞ them b
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onMronment(15m away from the pauerlt)

jLwARNlNG∠s:P ease use the Pocket FetaI Doppler probe proⅥ ded by the
manufacturer

JswARNINcⅡΔ:Do n。 t pulthe"ne of probe bngerthan2meters,or dse the
probe丨ηay break away fro丨 η the Conneotor ofthe Pooket Fetal Doppler

△cAvTl° NΔ :The deⅥ oe must be serVCed only by auth° 冖zed and quaIi】 ed

F:闪隔1NΔ∶The∞Ⅵ∞。d猁gned衔 ∞nt nuous operatlon⒛ do
‘
ord nary’ Do notimmerse in any|iquid o e not dHp orsp丨 ash-proof)
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Keep them far away

△cAvTI° NΔ:The user must cheok thatthe equlpment does not have visib|e
evidence of damage that lη ay affect patient safety or monito"ng capab"ity

before use The recommended inspect on inten`aIis once per丨 ηonth orIess 亻
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two years or as specined in the institution′ s test and inspect on prot° ool by a
qua"fled person who has adequate training, kn° wledge, and practical
experience to pel亻 orm these tests
*Inspect the equipment for meohan cal and functi° nal damage
*Inspeot the safety releˇ antlabe|s for legib"⒒ y

*Verify that the device funCtions proper y as desor bed in the instructi° ns for

*Test the patient leakage ourrent according to lEC60601-1/1988∶  Linnit 100

uA
The leakage current shou1d never exceed the "mit Tho data should be
recorded in an equipment|og Ifthe deˇ ice is not functioning properly or fa"s
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When cIeaning the maChine:

△cAvTI° N△ :D。 n’t use strong so vent,for examdo,acetone

△cAvTloN△ :Never use an abrasivθ  such as stee丨 wool or meta poish

∠\cAvTI° N△ : D。 n°t a"ow any "quid to enter the product, and do not

奎:|iif|楸:鳙a酊tu哩枷槛ξ吊‰咖屺
When disinfeoting the machine∶

△ wARNINGΔ :Never try to steⅢ泛e the probe or equⅡ ment by low
temperature steam or other melhods

△ rRefer t。 accompanying documents

Chapter21ntroduct∶ on

210ver叫 θw

Pocket Fetal DoppIer is a hand-held obstetrical un t, which Can be used in
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22Featuros

*Ba廿ery statVs indioator
*loW pC,Werinspection ofthe ba仗 ery

*Bu"t-In speaker
*0utput for headphones
*Ihe probe oan be changeable
*Probe inspecuon
*BackIlght
*Auto shut o仟

*tˇVo pieoes of standard 1 5V aIka"ne ba仗 e冖 es aˇ a"abIe、 vhich can work no

Iess than10hours

Chapter30uuook

Mode Button

Poˇver Button

LCD Pane|

Back"ght ControI Button

Probe

Loudspea ker

Jl∫ )Ⅱ

:△ 二

Battery Compartment

Fig.3ˉ2Rear PaneI

Headphone socket

Fig3ˉ 3T°p panel

Front PaneI

1DispIay

The LCD d怂 p|ay forthe Pocket Fetal Doppleris as fo"oWs∶

FHR DispIay

Type of Pr° be

F∶g3艹 LCD Disρ Iay

32Press Button

There are three push bu廿 ons(p0WER,m0DE,and BACκLIGHT C0NtROL)
and a、 /oIume contro|button on Pocket FetaI DoppIer The primary functions are

as fo"ows∶

3,21Powor Bu△on

「0~

Funcu° n∶ P° wer on/o仟

Power on∶ Press the button once

Power o仟 :Press down the button and hold3seconds to power o仟

322Ⅲ ode Button

囝

Mode seleotion button

Functi° n∶ mode sele。 ti° n,press once to enter next working!η ode under

working status

3.2.3Back"ght ControI Bu仗 on

}◇

Function∶  ①Under mode1and丨 ηode2,press the bu廿 on to turn on/o仟

back"ght

哐少Vnder m° de3,the bmton is f。 r sta"/stop° peration,please referto

423manua丨 mode(M°de3〉

3.2.4ˇoIume Co"troI Indicator

「吐 η

Volume adlusung dIrecton indicator

From怡R to dght means thatthe sound leve"s from high to low

33Introduotion tO Top PaneI

"eadphone s°
cket a socketfor audio output,and can be connθ ctod with

6



earphone or recorder with audio inputto record

C冫 :The sockel,terminal post,or sWitch that conneCted with the headphones

△∶Au∞u。n阢 ferb me a∞ompany ng do㈨men‘

各裔‰骢r七 :∶:嘿:揣扌V骢脱fⅧ訾黥楹婆ξ
龋鄹礻u叠黜黼嫘l茧显耀琚哨照荠σ鞋:戛骨§
啭蜒搡职茸:媳咫蠡茆捌茹堀璀蹋景f呈逞膊
teohnical serVice department or yourlocal distHbutoΓ

Chapter4GeneraI0poratIon

4.1FHR Inspection

昆rl∶品找 掠 :∶丨:i∶拾,l潇丨拈羿te“ when turnmg on№ m山 h⒍
After se|仁 tesung,the LCD display is as Fig3⒕

骣髑鞲鞘辍聊黼槲
probe around Adjustthe voIume according to requirements

⑨ FHR Calct/ation∶
Forthe Pocket FetaI Dopp|er,the FHR resu"w"|be showed on LCD screen

④ Turn o仟 the machine
For the Pocket Feta| Dopp|er, keep pressing the poˇ ver bu】on3seoonds to
turn o矸

◇cAuTl。 N◇ :

8嚣扌r黾:f1∶∶‰:1ξ :ξ早
tf}r:::s早甜苄思扌甜尾Ⅰ尾if∫l昌彗:1孓扌乩。d

∶:∶丨丨|l瑙 ii÷|i∶丨:i!∶ i!!;i∶||槲衽戆兜l制"恶c∫;;∶;∶ t厝椤ejFHR sound

C| Do not measure FHR unless audible feta|sound has been heard

42Mode seIection

4.21ReaI△ ime F"R DispIay Mode(Mode1)

Atthe moment ofdetecting FHR s gnal,the LCD wⅢ  d sp aythe1ash ng冖 eart

symbol and display reaItime FHR simu"aneously

42.2Averaged FHR Display mode(m° de2)

ltis used to obtain more stabIe heart rate readings In this丨 ηode,FHRis
averaged8beats The LCD disp|ays the冂 ashing heart symbo|when displaying

FHR

423Manual Mode(M° de3)

、∧/hen enter∶ ng into mode 3,the system v̌Ⅲ automatoa"y oounts the audib|e

beats,FHR wⅢ  be showed in"— — P̄ Format.and the LCD nashes hea汁

symbol Press the Backlight ControI buuon to stop Caloulating The unit wi"
automatica"y calculate the derived FHR averaged overthe calcu|ating t|me and

dispIay the resuⅡ  lf measure FHR again,press the Backlight Contro|button to

start Repress","wi丨 stop caIcu ating

This rate vaIue is retained unt"the measurement is repeated or the mode is

changed

43probe operation

4311nspectimg Probe

When the probe fals away from the Pocket Fetal Dopp|er,the LCD soreen

disp|ays the1ickeHng“ -ˉ ˉ̄ -̄”and the probe仔 equency indicauon data

disappeared Atthis momentthe probe needs to be reconnected Afler
connectedˇ ve",LCD screen wi"stop niokering and display the probe frequency

data

432RepIaCing Probe

There has been a probe connected to the Pocket Fetal Dopρ ler wh"e packaged

by the manufacturer If users need to rep|aoe it with another probe, power o仟

the Pocket Fetal Dopp|er at nrst,then tθ ke outthe probe from the parking ofthe

Pocket Fetal Dopp er And then pul out the p ug ofthe probe from"s socket
Then oonnect the plug of the probe whioh needs to be dispIaced w"h the

8

socket

Note:PIaoe tho temporarily unused probe carofu"y and avoid falling o瓦
stress, etc When the PoCket FetaI DoppIer is mot used for a Iong time,
users are recomrnended to connoct the pIug of one probe to tho Pocket
Fetal Doppler socket and put the probe in the parking then pack thθ
Pocket FetaI DoppIer W∶ th the probe∶ n the wrapping box

433Taking° ut Probo and PIacing Probe

① Taking outthe probe
HoId the main unit with one hand,and hold the handIe ofthe pr° be、vith another

hand to take outthe probe (see Fig4-1)

Fig4ˉ 1Taking out Pr°bes
② P|acing Probe

"is oppos"e to take o“

probe HoId the main unit w th one hand,and hold the

top ofthe probeˇvith another hand,then push the probe into the probe hoIder

4,4:"speCtion ofIow poWor

Forthe Pocket Fetal Doppler,When Ⅱ wclrks n° rmal|y,the LCD screen disp|ays
the status of the baⅡ ery, and the number of the grid in the status represents

how much power sIe】 ;when the power ofthe bo廿 ery is low,the p° wer°fthe
battery disp|ays g"d O to remind the custo丨 ηerto change an° ther new battery

45RepIaci"g Battery

451Tak;ng out Ba位 ory

The rear paneIis upturned F rst open the ba廿 ery oompa汁ment,then take out
the ba迁ery from the baⅡ e|γ compadment(see Figure4-2)

Fig4ˉ2RepIaoing Ba住ery

452RepIacing Ba位 ery

F rst puttwo AA s ze batteHes nto the battery compa欣 ment(as for the direcu° n

of battery,pIease referto the instruo刂 on inside the battery Compa欣ment),at last

oIose the ba廿 ery oompartment

《》cAvTI。 N《》:The ba廿 ery m∪ st be taken out仃om the battery compa"ment
ifthe device w"not be used foΓ  a long time

Chaρtor5Product specification

Produot Name:The Pocket Feta|Dopp|er Pooket FetaI Doppler
safety:CompⅡ es wkh"EC606011: 2006
CIassiocat1on:
Anu~eIectroshock Type∶ lnterna"y powered equipment
Harmful Liqu d Proof Degree 0rdinary equipment (sea ed equ pment
w"hout"quid prooD
Degree of safety in Presence of F ajη mable Gases∶ Equipment not su"abIe for

use in presence of冂ammable gases
l/Vo伙 ing system∶ Con刂nuous running equipment
EMC∶ Group丨 class B
suitabIe Vs∶ ng Range:su"ab e for use after the12th week
of pregnancy
PhysiCaI Characterisuc
size∶ 130mm(Length)x100mmO冖 ′idth)x36(H由 ght)mm
l/Veight∶ About250g(inc|uding ba仗 eries)
Environment
Work ng∶

Temperature∶ +5℃ ~+40℃
Hum d"y∶ ‘80%
Atmosphe冖 c Pressure∶ 70kPa'~106kPa
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Transpo汛 and storage∶

Temperature∶ -1o勹 C^ˇ +55勹 3
HunnidⅡ y∶ ζ939石

Atmospherio Pressure∶ 50kPa^ˇ IO6kPa
DispIar445mm× 23mm LCD dispIay
BackⅡ ght:The two statuses can be akernated∶ turn off/on the backⅡ ght

FHR Pe"orm ance
FHR Measu"ng Range∶ 50~240BPM〈BPM∶ beat per minute)
Reso uuon∶ 1BPM
AoCuracy∶ ±2BPM
Power consumption:<OBW
Auto shutˉ 0FF:After1minute no signal,power o仟 automatica"y
Ba仗ery Type Recommended:Two pieces of15V DC ba廿 e"es(sIzE AA
LR6)
Probo:
NominaI Frequency∶ 30M Hz
l/Voking Frequency∶ 30M Hz± 10%
P¨∶<05M Pa
l。 b(10丨ηl/V/Cm2
lspta∶ (50mˇ V/cm2
Ukrasonic Output Intens⒒ y:Isata(5mW/cm2
Wo水 ing Mode∶ ConUnuous wave Doppler
E矸eCt`'e RadiaUng Area of Transducer∶ 208mm2±15%

Chap1er6Maintenance

6丬 Maintenance

The probe acoustic surfaoe is frangib|e and must be handIed wⅡ h care

Ge|must be v/ped fro丨η the probe after use These precautions w"proIong the
Ⅱfe ofthe unit
The user must check that the equipment does not have visible evidence of
da丨ηage that mθ y afect patient safety or Pooket FetaI Dopp|er Capab"ity before

use The recommended inspection inten`alis once per month or{ess If dalη age
is evident,reRlacementis reoommended before use
The equpme灬 sh° ud undergo peHodc safety tesung to hsure proper patent
isolation fro潲  Ieakage currents  This should  include |eakage current
measoreme刂 The recommended tesung∶ nterva is once every tNvo years or as
specined in the insttution’s test and inspedion protoooI

The accuracy° f FHR is contro"ed by the equipment and can not be adlusted by
user If the FHR resut is distrustful, pIease use other method such as
stethoscope to veHfy immediately or contact|ocaI distHbutor or manufacture to
get help

62CIeaning

Before clean ng,switoh o仟 and take outthe ba廿 e冖 es

Keep the outside su汀 aoe ofthe device cIean and free of dust and dirt, Clean

exterior sulface〈 disp|ay screen included)ofthe chassis w th a dry,soll c|olh lf
necessary`clean the chassis w th a soft c|oth soaked in a soIution of soap,or

water and wipe dry with a clean cIOth immediately

Wipe the probe w th soⅡ oloth to remoVe any remaining u"rasound coup"ng gel

CIean with soap and water on|y

◇ cAvTI。 N◇ ∶D。 n,t use strong s创 vent,for exam创 e,acetone

◇ cAv.。 N◇ ∶Never峨 an abras ve su山 a ste引 wo创 or md引 po sh

《》cAuTl。 N《》∶D。 n。t aI。 w any|咱 u d to enterthe product,钔 d do not

◇ cAvTI。 N◇∶Av。d pou"ng Iquids on the device whⅡ e cleaning

◇ “ uTI。 N◇∶D。 n,tmm蓟 n any o怡 a雨 ng so uton on the surfa∞ ofthe

devIce

Notes:

VVipe the sul亻 ace of probe w"h70%ethanol,sel仁 air dry,or cIean with a cIean,

dry oIoth

63DisinfeCting

C|ean the equipment case,probe,etC os above,and then wipe the probeˇ vith

an aIcoho|"η pregnated、 vipe(70°/o ethano丨 )

X/Vipe the probe with a c|ean,dry cloth to remove ony remaining moisture

《》cAvTI。 N《》∶Nevertry to ste"泛 e the probe or equ pment by bw
temperature steam or other method

Chapter7soIuuons{or possibIe probIems

|fit appears beIoˇv problems when you use the Pocket Feta|Doppler,pIease
soIve them as beIol/v:

12

Prob elη s POssibIe reasons so utions

No sound
口Volume is to° l°w
□poweris I° w

口 adlustthe voIume ouder
口 change the battery

VVeak
sound

□voIume is too lo、v

□ poweris low
□did not daub the gel

口 adlustthe voIume louder

□ change the battery
口 daub the geI

Nolse

口 probe is t° o near
the main unit

口 d sturbance 订om
outside signal

口 p°weris l°w

□ make the distance betˇ veen the
probe and the main unit a li廿 Ie
further

□ keep far away from the outside
signaI

口 Change the ba廿 ery

LoW
sensitivity

□posⅢ°n ofthe probe is
not c° rreot

口did not daub the gel

□adlustthe pos"i°n ofthe probe

□daub the geI

Appendix1

EssentiaIity of FotaI Domostic Monitor

Modem medioine think tha⒈

FHR⒗ on imp° dant gist to identify leta|hea"h,by recording FHR changes can
obsen/e fetaI hypoxia,fetaI distress and the u丨 ηbiⅡ Cal oord around the neck, and
other sympto丨 ηs FetaIdomesuc mon"ortest FHR rate ohanges by Ⅱstening to fetal

hea沃 sound ma nly;fetal domest⒗ monⅡ or is a powerfuI guarantee to improve
generational safety

Feta|heart rate changes most obviously in the fo"ow ng three periods:

1)W thin3o minutes a什 er pregnant wolη en get up

2)Within6o minutes after pregnant wolη en nnish Iunch

3)W∶ thin3o丨ηinutes before pregnant women go钅 o bed

For the above three pe冖ods, beoause of the ohange of the body status of
pregnant women,the aCtivity offood digesting needs the body to proMde more

o×ygen, re|at veIy, the oxygen for fetus becomes less It is easy to arise
symptoms such as fetus ano义 a Testing the FHR atth s ume can d sp|ay the
healthy status forthe fetus best

The above three periods Can only be tested at home by pregnant women
themselves,so FHR domestio monitoris、

`eγ
 impo"ant

This PoCket FetaI DoppIer can hearthe fetal heart sound forfetus above tweIve

weeks,and caIcuIate the FHR with heart feta hea吐 sound or check the LCD
display You Gan "sten to the fetaI heart sound for 1-2 minutes every time
Pregnant wclmen can take down the record data which can be a reference for

doCtors to insure the hea th ofthe fetus

14



Appe"dix2

Guidance and rnamufac仙 ro’ s decIaratiom-eIectromagne刂 ce1lm:ssionsˉ

GuidaI,ce and manufacture’ s decIaration-eIectromagnetio imrnunityˉ
for aIl EQVIPMENT and sΥ stEMs

for alI EQV∶ pⅢENT a"d sYsTEMs
Guidance and manufacturΘ ’s declaration-eIectromoonetio omission

The PoCker Fera`D°ρp`eris intended for use in the eIeotromagnetIo

environment specined beIow The customer ofthe user ofthe POCker Fefa`
DoppJer shouId assure that"is used in such and environment

Em ission tos】 CompIianCe EIeotromagnetic environment-
ti u]danco

RF emlssIOns
ClsPR11

Group1

The POckef Fefa`DOppfer uses RF energy
only for its internaI funotion Therefore,"s

RF emissions are Veγ  low and are not
ⅡkeIy to cause any intel亻erenoe丨 n nearby
eIectronic equipment

RF em ssIon
CIsPR11 CIass B

The Pooker Fefa`DOppJeris su"abIe for

use|na"estab"shments,ino|uding

Harmonic

IEC61000-3-2

Not
app"cabIe

domestio estab"shments and those
directly connected to the pub"C
IoWˉVoltage power suppIy netwclrk that

Vo⒒age
nuctuati° ns/

nicker

IEC61000-3-3

Not
appⅡcabIe

supp"es bu"dings used for domestic
purposes

GIJ:dance and rnanufaCture’ s decIaration-ˉ eleCtromagmetic∶mmun∶ ty

骊 吊嬲 γ紧黜 黜 摊 脒 吼 r叩
DOppJer should assure thatitis used In such an environment

1mmunity tθ st
IEC60601
test Iθ veI

CompIiance
level

EIectromagmetic
environmentˉ ¤u∶ danCe

E|θCtrostatic

disoharge
(EsD)
lEC61000-4-2

±6kV
oontad
±8kV air

±6k∨
contad
±8k`'air

F|oors sh° u|d be wood,

ooncrete or oeramio t"e lf
日oor are Covered wlth
synthetic mate"剖 ,tr e
reIotive hunnidity should

be atIeast30%

Power
frequency
(50Hz)

magnetic jeld

IEC61000zI-8

3Alm 3Alm P° werfrequency
magnetic nelds should be

at Ievels characteristio of

a typicalIoCation in a

typicaI CommerciaI or

hosp⒒ ol enVironment
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Guidamoe and manufac如 re’ s decIaration-eIectromagnotic immun"yˉ
for EQVIPmENT and sΥ sTE"s that are not LIFEˉ sVPPORTING

N0TE1At80MHz and800MHz,the higher iequency range appIies
NOTE2These guide"nθ s σ旧吖 Iiot日 ppIy in a"s"uations EIectromagnθ tic
propagauon is afeded by absorptbn and rene。 刂°n from struCtures,obleots
and people

Fie丨d strengths from fxed transnη itters, such as base stations for rad∶ o

(°e"uIa〃 c°rdless)telephones and land mob"e radios, amateur radio, AM

and FM radio broadcast and P√ broadcast cannot be predioted theoretica"y

with accuracy To assess the e ectromagneu。 enⅥ ronment due to nxed RF

transnnitters, an eIectromagnetic sIte survey should be considered If the

measured nθ ld strength in the Iocau° n in whioh the Pocker Fera`D° pp`er Js

used exceeds the app"oable RF oomp"ance level above,thθ  POCkef厂 era`

Dopp`er s力otJ/d be obsen`ed to veHfy norma| °pera"on  If abnormal

performancθ  is observed,additional measures may be necessary,suCh as

b№叩孓:∶刂逗};∶FI:∶芷窝程⒎勰
`θ

|d咖mσ吣曲。ud№
less than3、

`/m

Guidance and manufacturθ ·s decIaratio"-eIectromaonotic:m rn un∶ tˇ
The Pocker Fera` D° pp`er is intended for use in the eledromagneuC
environment specined bel° w The customer oΓ the user of rhe P。 cker Fefa`
D°pp/er shouId assure that"is used in suCh an enVironment

Immu冂 ity
test tost IeveI

IEC Com pⅡ a"oe
IeveI

EIectromagnetio e"ˇ ironment

Radiated
RF
IEC
61000ˉ 4-3

3V/m
80MHzto
25GHz

3V/m

Po"abIe  and  mob"e  RF
communioa刂 ons   equipment
shouId be used no oloserto any
part ofthe Pockef厂 efa`Dopρ

`er,incIuding  cables,  than  the
recommended      separation
distance calcuIated from the
equation  app"cable  to  the
frequency ofthe transn冂 itter

Recommended   separa】 on
distance

d=[万
]√

万
80MHzto800MHz
d=[丁

]v⒎
800MHzto⒉ 5GHz
Where P怂 the ma痴 mum output
power rating ofthe transmi廿orin
watts αV)acc° rding to the

transm tteΓ  manufacturer and d
is the recommended separation
distanoe in meters(m)

FieId strengths from ΠXed RF
transnnitters,as determined by

an e丨 edromagneuo s"e survey,a
shou|d be less than the

Comp"anoe leveIin each
frequency range
Interference may ooourin the
vicinity of equipment丨ηarked
With the fo|lowing symb创 :

⑿



Recommended separation dis1ances between po^abIe and mob"e
RF communicatlons equipment and the EQuIPMENT or sYsTEM-
for EQVIPMENT or sΥ sTEM that are not LIFE-sVPPORTING

Recommonded separation distamoes betweon
p°rtabIo a"d mob"e RF comrnunioations equ∶ pment and the Pocke‘ Fefa`

DoDI,Je'

The Pocke扌 Fe冶
`DoppJerJs intended for use n an eleotromagneucenvironmentin whioh radiated RF disturbanoes are controⅡ ed The customer

orthe user ofthe Pockef Fe冶
`Dopp∫
er ca/,help prevent electromagnet c

interference by maintaining a minilη um distance betˇ veen portab|e and丨 ηob"e

RF communicauons equipment ltransm tters〉 and the P° ckef Fera`Dopp`e'as

recommended beIow,according to the maXimu m output power ofthe
communications eouioment

Rated rnaxirnum output power

`      of transm itter
〈W)

separation distance according to
frequency oftra"smi仗 er

80MHzto800
MHz

〃=丨了l沥

800MHz to25
GHz
d=丨
Fl沥

o01
o3⑥ 89 o7378

1 23334
3.6893 73786

For transmitters roted at a maximum output power not Ⅱsted obove, the

recommended separatioh distanCe d in meters〈 m)can be estimated using the

equau° n appⅡ cable to the frequenCy of the transn∩ i廿er, Where P is the

makmum output power raJng oftrle transmⅡ er nˇvatts"V〉 according to the

transn∩ tter manufaoturer

N0TE1   
·
 At80MHz and800M Hz,the separation distance forthe higher

frequency range appⅡ es
N0TE2  ′  These  guide"nes  may  n° t  appIy  in  a"  s"uau° ns
EIectromagnetic propagotion is a仟 eoted by absorpton and renedi° n 仃o丨η

strudures obieots and oeoole
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