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MPOEIAONOIHZEIZ KAl MPOXOXH

Autd To gyxelpidio xpriong Snpooteubnke amd v Medsure Medical Technology Co., Ltd.
KOl TIEPIEXEL TTANPOPOPIEG OXETIKA PE TNV ACPAAT| XPrion autol Tou TPoiovTog. Ot xproTeg
QUTOU TOU TIPOI6VTOC (cupmepapBavouévwy 3000A, 30008, 3000C, 3000F) mpémet va
ekmaidevovTal yla Tn Xprion tng avrAiag kat va Stadalouv autd To Eyxelpidio Xpriotn,
ouPIMEPINAUBAVOUEVWY TWV TIPOEISOTIOIOEVN TIPLV TN XPNOLUOTIOOETE. BAOIKES TITUXEG
¢ ekmaidevong mep\apBavav G va eyKataotroTe Ti¢ Se€apevec. OpIoHOS TAPAUETPWY,
OMW¢ pUBUOE EyXuonG. ZUPPBATIKA AVTILETWTION TTPORANUATWY

HeBOSwV. Y& TepimTwon Tou Sgv aKOAOUONOETE QUTEC TIG TTPOEISOTIOINCELG, Kal 0dnyieg
evbéxetal va mpokAnBei coapog TPAUHATIOUOG iy BAvaTog.

MapdAo mou 1o Eyxelpidio Xpriong Bewpribnke éoo To Suvatdv mnpéotepa KATd TV
TpogTolpacia yia Snuoaoiguon, n Medsure Medical Technology Co., Ltd. dev avahapfBavel
Kapia euBuvn yla omoladnmoTe AVAKPIBELEC TTOU UMTOPEL VA TIPOKUYOULV. T TIVEUUATIKA
Sikaiwpata autol Tou gyxelpidiou xpriong avriikouv otnv Medsure Medical Technology Co.,
Ltd. Xwpig n éykplon tng etaipeiog pag, kabe povada ry dropo Sev emtpénetal va
QAVTLYPAWYEL, VA TPOTIOTIOINOEL I LETOPPAOTE TA TIEPLEXOMEVA TTOU UTTOTIOETAL OE AUTO TO
€yXelpidlo xpnonge.

SNOILNVYD
ANV SONINYVYM

MposiSomnouiosig

H pn owotr) TapakoAoUBNon Twv TIPOEISOTIOICEWV, TWV TIPOEIGOTIOICEWV KAl TwV 0SNYIWV UIMopEi va

0o8nyNoEL Tov XPrioTN 1) ToV XPHoTN aoDevv.

o AuTA N avthia eival o@paylopéveg povadeg. OmoladnmoTe OQPAYIOHEVN 1 KATECTPAUMEVN o@payida
Bswpeital KABoPIOTIKY AMOSEIKTIKA oToIXElD OTL N AVTAIa £XEl KATAOTPAPEL 1 / Kal TpomomolnBsi,
YEYOVOG TTOU AKUPWVEL ONEG TIC EYYUNOEIG.

® Autd 1o Eyxelpidio Xpriong Ba xpnotpomoleital povo amd KAVIKOUG [aTpous. Mnv EMITPEMETE OTOUG

aoBeveig va €xouv mPooaocn, KaBwg ot MANPoYopieg Tou Tiepiéxovtal Ba emrpéPouv oTov aobevr va

£xel TPOOBaon o€ GAOUG TOUG TTPOYPAUUATIOHOUG Kal Aertoupyieg Asttoupyiag. O akatdAnAog
TIPOYPAMUATIOHOG UMTOPE( va TTPOKAAEéTEL BAVATO 1) 00BapO TPAUHATIOUOOTOV AoDEVH.

® [0 va amo@UYETE ToV KivOuvo €Kpnéng, KNV XPNOILOTTOLETE TNV AvTAia TTAPOUGIa EVPAEKTWY
AVALOONTIKWV 1] EKPNKTIKWV OEPIWV.

® [0 TOUG 00DEVEIG TTOU EVEEXETAL VA ETTNPEACTOUV OPVNTIKA amd OKOUCIEG EMEPPBATELG
Kal amoTuyieg, CUUTEPIAARBAVOLEVOU TOU SIOKEKOUHEVOU GAPUAKOU 1} TNG XOPHYNONG UYPWVY, OTEVH
TapakoAoUBnon Kai mpémel va mpoAémetat dpeon SlopBwtikr Spdon.

® EQv n avtAia XpnoluoToleital yia Tn Xopriynon @apudkwy mou Slatnpouv T {wi, TPEMel va UTTAp)EL
e@edpIkn avtAia StaBéoiun.

o Mn xpnotgomnoleite avtAia mou €xel umooTei {nutd 1y Sev Asitoupyei owoTd. EMmKovwvAoTE JE To
umnpeoia g Medsure Medical Technology Co, Ltd yia va emotpéyete Tv avihia yia
umnpeoia.

e H avtAia Sev PEMEL va XpNOIUOTIOLEITAL YIA TNV TTAPOXT QiATOC I} KUTTAPIKWY TTPOIOVTWY Ailatog.
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Mmopei va mapouctactouv avakpieleg Aoyw £yxuong Aoyw TnG avtioTpoeng TeoNE 1} TNG
AVTOXIiG TOU LYPOU N omoia TTPOKAAEITAL Amd TO IEWEEC TOU PAPUAKOU, TO HéyeBOC Tou KaBeTrpa
Kal TO CWANVAPILO (Yla TTAPASELYUA,CWANVAPLO HIKPORBiwv).

Mnv eyxUeTE PAPHOKA OTOV EMIOKANPISIO XWPO 1) OTO UTTOAPAXVOEIGEG XWPO EKTAOG EAV TO

N QOAPHOKEUTIKN aywyr Eival a@lEPWHEVN OE AUTOUG TOUG XWPOUG.

‘Otav n avixveuon aépa givat amevepyomolinuévn, n avthia dev Ba avixveloel aépa otn Sladpopn
Tou uypoU.

EAéyxete meplodikd tn Sladpopr| Tou uypou Kal TIPOETOLUACETE TOV 0€PA YIA VA OTTOTPEPETE TNV
€UPOAN aépa.

Xpnotpomotjote U0 ApIBOUE. 5 AAKAAIKEG ENPEG UIATAPIEG UPNAIIG EVEPYELQG TTOU CUVICTWVTAL
ané autod To TPOIGV WG TPoPodoaia PeVATOC. ANOL TUTIOL pmaTaplwy 1 ot pébodot
TPoPodosiag gival auotnPd amayopeuPEVOC. Ala@OopETIKA, 0 Xpriotng Ba avaldpel Tnv eubuvn
yla omoladimote {nid 1 aTUXNHUO.OTO TIPOIOV.

AVo No. 5 aAKaAIKEG umaTapieg UPNAG EVEPYELAG TIOU CUVICTWVTAL UTOPOUV VA
XPNOIHOTTOINBOUV HOVO YO HEUOVWHEVEG £yXUONG Kal Sev UITOpPE( va Xpnotpomoindei
emavenpupéva. Eav undpyel peyahn moodtnta SIoAUpATOC pappdkoudioTt n éyxuon Ba
OTAMATACEL KATA TNV €AVTANON TNG MmaTtapiag, ETOIUAOTE TO

VEQ UTTATaPIA 1o AVTIKOTACTAON €K TWV TTPOTEPWV.

Edv 10 KGAUpA TNG UmaTapiag ival amoouvOeSePEVO 1) XaAPO, UMTOPEL va TIPOKANBEl amwAela
1oxV0¢ ) Stakorm Tng éyxuong Katd AdBog. BeBaiwbeite 6Tt To KAAUUPA TNG PrmaTtapiag eivat KaAd
KAELGHEVO TTIPLV XPNOILOTIOIOETE TNV AVTAIQL.

Katd tn xprion tng avtAiag pe Tig Se§apeveg piag xpriong, Adyw tng HéyoTtng éyxuong

TO 0AAUa Ba prmopoUoEe va gival + 6%, ol AVEMOUUNTEG EVEPYELEC TIOU TIPOKAAoUVTaL ard TO
opAAua €yxuong mPEmel va AapBavovtal AR pwe Uownoe KAWVIKE Xprion.

Mpwv cuvdéoete TN owArivwon otov acBevr), Befaiwbdeite 0Tt Sev UTTAPXEL AEPAG OTO CWARVA Kal
TO PAPHAKO TOAVTA. MV TTPOETOIUALETE EVW N CWAVWON CUVOEETAL PIE TOV AoBevr, Umopei va
TIPOKOAEDEL UTIEP-€y)XuON 1) EUBONR aépa.

Mpwv and v évapén g €yxuong, eAéyETe av n cwArvwon gival GTPIPUEVN, O OPIYKTHPAG Eival
KOVTA 1} AAN avAavTn EPITTTWON amd@pagng Kat EEKIVHOTE TOV 0€PLO O CWANVWOELS yla Va
anoTpEPeTe TNV YBOAR aépa.

O XPNOTNG TIPETTEL VA AMOYEVYEL TN XPr 0N AUTAG TNG CUCKEUNG O€ I0XUPO HayvNTIKO KAl
nAekTpopayvnTiko medio. H avthia dev mpémel va xpnotpomoleital Simia ry va otoiBadetat pe GANo
eComAiopd. Av yertvidlel iy n otoifadn givat amapaitnn, 0 Xprotng mMPEmeL va Slac@aiosl 6t n
avthia propei va Aertoupyei Kavovikd.

XpnoomnotoTe Ta e0PTAATA TIOU CUVICTWVTAL OTTO TOV KATAOKEUOOTH WG AVTAMNOAKTIKA
e€aptuata, n Xprion AANwv e£aptnUdTwy eVEEXETAL VA €£XEL WG ATTOTENEOHA TNV AUENON TWV
EKTTOUTIWV 1) TN HEIWONTNG AVOOTiag autou Tou TTPOIOVTOG,.

Yrapyouv SuvnTikoi Kivuvol yia Tnv vyeia ou oxetifovtal pe TNV akatdAnin Sidbeon Twv
UITOTAPLWOV,NAEKTPOVIKWY CUCKEUWV KAl LOAUCHEVWVY (Xpnotpomoinuévwy) de§apevwy. Ot
Xpnotpomoinuéveg pratapie, Se€apeveg, AMeG

a&eooudp 1 pia avtAia mou tehelwvel T {wry Ba mpémel va SiatiBevTat GINKA Tpog To TrePIBEA oV
KAl CUMPWVA HE TOUG IOXVUOVTEG KAVOVIOUOUG,.

H avthia Ba eAéyxel To cUOTNUA CUVAYEPHOU KABE POPA KATA TNV EVEPYOTIOINGN TOU
aAUTOSIAYVWOTIKOU EAEyXOU. AV TO GUOTNUA CUVAYEPHOU SEV €ival KOVOVIKO, AmayopeUETAL N
xprion ¢ avihiag. O xpriotng mpémel va BePaiwbei 6Tt To CUOTNHA CUVAYEPHOU PTTOpPE] va
AETOVPYAOEL KAVOVIKA TIPLV OTTO TNV €YXUON.
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e 'Evag mBavog kivouvog Umopei va umdpéet eav XpNOILOTOIOUVTAL SIAQOPETIKA TTPOEMAOYEG
OUVAYEPUWV YIa TO {510 1} TapOpoLo EEOTTAIONO O KADE TIEPLOXT.

Oimapdyovteg mou Ba prmopovoav va LEIWCOUV ONUAVTIKA TNV andédoon Tng akpifelag
€yxuong Ba pmopouoav va n xprion AavBaopévwy Se§apevwy Hiag xpriong, N oQaApéEvn
TomoBétnon Twv deapeviv Hiag Xpriong, 0 a€pag oTov aywyo, n UMEPBOAIKN avtioTaon
otnv o8rynon, ToAU xapnAr i uwnAn Beppokpacia mepiBdANovTog, uPNAS IEWSEC.

Mpogulageig

Edv Sev akohouBroeTe owoTtd ONG TIC 08NYiEG TTOL AVOPEPOVTAL G AUTO TO EYXEISIO,

pmopei va ipokAnBei {npid oy avthia A KivUVOg OTUKAOTOG

o AlaBdacte mpocekTikd TO Eyyelpiblo Xpriong motv XpNOIUOTIOINGETE TV avTAia Kal
akoAouBnote coPapd Tig 08NYIEG TNG Yia va AEITOUPYNOEL N AVTAIQ.

e To TIPOIOV QUTO TIPETTEL VA XPNOUOTIOLETAL CUMPWVA HE TIG 08NYIES TOU LaTPOU,
avaioOnotohoyou 1y voookopag. H Socoloyia, n avaloyia kat n pUBIoN Twv MOPAPETPWY
mapéxovtal and To KAVIKOG 1atpde. Katd tn SiapKela TG éyxuong, ENEYXEL TIPOOEKTIKA TNV
avtidpaon Tou acBevolg oTo PAPHUAKO Kal
PUBUIOTE TIG TAPAPETPOUG EYKAIPWE YIa VA TIPOCAPHOOCTEITE OTNV PETABANOpEVN
KATAOTAON Kal va aKoAoUBRoeTe ToKaAUTEPN Bepareia.

e EAv ol aoBeveic pmopolv va a@rioouv Tov BANALO vVa XPNOIHOTIOINCEL TNV AVTAIQ, TO
L0TPIKO TTPOOWTTIKO Ba eKMAISEVOEL TIC AmapaitnTeG AeIToupyIKEG Se€ldTnTeG. Ot aobeveig
KO TO N LOTPIKO TIPOCWTTIKO AMAyOPEVETAL XPNOIUOTIOOTE TO TTPOIOV CUUPWVA HIE TN
oUPBOUAR Tou ylaTpoU. Ot aoBeVE(C EMKOIVWVOUV E TO LATPIKO TIPOOWTTIKS £yKalpa av
oupBei omoladnmoTe acuvrBIoTN TIEPIMTTWON, EKTOG AMd EKTOAKTA TIEPIOTATIKA LN 10TPIKOU
mpoowmikoudev xelpiCovtal Ta mpoPAruaTa xwpig T e§oucioddtnon.

e Otav To TPOidV xpnotonoleital yia tn Bepameia madiwv, Ta maidid emomtevovTal
ano 1ATPIKO TTPOCWTTIKO 1) amnd eviAIKeC. Mpémet va yivetat xprion PCA kat dMwv
AETOLPYIWV OTTO TO LATPIKO TIPOCWTTIKO 1 TOUG EVANIKEG.

® A@ou otepewBouv ot Seapevég otnv avhia, eNéyETe av umdpxel ENeVBepn por) oTo
HaKpLd AKPO TNG CWAVWONG OTAV AVOIYEL 0 OPLYKTAPAG. Av UTTAPXEL EAeVBEPN por), Ba
pmopouoav ot Se€apeveg Sev Exel eykataotabei cwotd kat Ba emaveyKataoTabei.

AuTd TO TIPOIOV Eival OVO HId GUOKEUN YIa £YXUOT QAPHAKWVY. Agv €XEL EISIKEG
TIAPEVEPYEIEG.

® 3TNV KAWIKK XPrion ot avemmBUUNTEG EVEPYELEG TIPOEPXOVTAL KUPIWE ammo gdppaka. MNa
mapadetypa, n pop®ivn kat n mebidivn gival Ta TAEov GUXVA XPNOILOTIOIOUKEVA GAPUAKA
otnV avaAynTIKr Bepareia Kal T TEPICOOTEPAOL OUXVEG AVTIOPACELS Eival vauTia, EUETOC,
£@idpwon Kat KvNouoG.

e Tompoidv auto Sev mpémel va amoBnKeveTal o€ Yuyeia rij AMNO YUKTIKS eEOTTAIOHO
anoTp£PTe va umooTei {nid amod Tnv vypaoia.

®  Autd To TIPOIOV Eival pia EavayPnOIUOTIONGCIKN CUOKEUN). Edv Sev xpnotomnoleital,
TIOPOKAAW KAEIOTE TO, BYAATE TO pUMaATAPIEG KAt AmOONKEVOTE TO OWOTA OTN CUOKELAGIA
Tou. Mnv To amoBnKeVETE yia TTOAU KAlPO LE TIC UITOTAPIEG EYKATECTNHEVEG. ATTOQUYETE TNV
TITWOoN Kal TNV TomoBEtnon o€ uPnAn Bepuokpacia, uypacia Kat
apeon Béon nAlakoL PWTAG.
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H péylotn évtaon yla tn Hovadikri KatdoTtaon OQAAUOTOG TNG OUOKEUNG gival 0,3mL.

Mnv ekBétete Tnv avtAia oe Bepameutikd emimeda lovti{ouoag akTvooAiag, To KUKAWUA TNG
n avtAia prmopei va kataotpagei povipa. H kaAutepn Stadikacia givat n agaipeon tng
avthiag amd Tov aoBevry katd tn Sidpkela cuvedplwv BepameuTikig akTivoBoliag. Edv n
avthia mpérmel va mapapeivel To mepIBAAov katd tn Sidpkela TG Bepareiog, mpémel va givalt
Bwpakiopévo Kat va eac@alilel 0Tt UTOPE( va AEITOUPYNOEL KAVOVIKA.

Mnv ekBétete ameubeiag Tnv avthia oto mePIBANOV UTTEPRXWV, TO KUKAWHA TNG avtAiag Ba
UITOPOUCE VO KATACTPAPEL HOVILAL.

Mnv xpnotporoleite Tnv avthia Kovtd otov e§0mAICHO amEIKOVIONG HayVNTIKOU CUVTOVIOUOU
(MRI), eme1dn Ta payvnTika media eveéxetal va emnPeAcouV TV aviAia. AQaIpEoTe TV avIAia
ané Tov acBevr Katd T SlapKela Twv SIASIKACIWY HOYVNTIKAG TOHOYPA®Iag Kat va tn
Slatnpeite o€ A0PAA AIMOCTACH OO TN UAYVNTIKH EVEPYELQ.

Mnv xpnotuoroleite Tnv avthia Kovtd otov nAektpokapdloypdenua, emeldn n avtAia umopei
va ennpedoel To HKIM e§omhiopog. MapakohouBbnote mpooekTikd Tov e§omAiopuo ECG étav
XPNOIUOTIOLEITE AUTHAV TNV AvVTA.

Mnv BubiCete Tv avtAia oto uypd KaBapiopoL 1y 0To vePOS. Mnv a@rivete Tn Avon va
anoppo@nBei oTNV avtAia, CUGCWPEEVCTE OTO TTANKTPOAOYIO 1 EICAYETE TN OriKn PmaTaplwv.
Xpnotomotote Ta kabaplotikd mou kabopilovTal o€ auTo To eYXELPISIO Xpriong yia va
KaBaPICETE TO TTPOIOV YIa VA PNV TO KAVETE BAAPN TNG avTAAG.

DopnTtdg e€OMAIOHOG EMKOIVWVIAG ME PaSIOCUXVOTNTEG (CUTTEPINAUBAVOUEVWY
TIEPIPEPEIOKWV OTIWG KEPAia KAAWSIA KAl EEWTEPIKEG KEPAIES) SeV TTPEMEL VA
XPnotpomolouvTal o€ amooTaon Hkpdtepn amd 30 cm (12 ivtoeg) o€ omoladnmoTe

U€pog TG avthiag, cupmepapBavopévwy kKahwdiwv mou kabopilovtal amod Tov
KOTAOKEVAOTH, S1a@oPeTIKA UTTORABUIoN TwV eMEOCEWV AuToU TOU §OTTAIGHOU.
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EIZArQrH

Autd To TIPOIOV gival éva €i0¢ NAEKTPOVIKAG AVTAIOG £yXuong. AVamTUooeTal Kal
mapayetal amo tnv Medsure Medical Technology Co., Ltd. H avtAia dev ayyilet To uypo
€yxuong, xpnotdomieitat padi pe Tig Se§apeveg Hiag Xpriong. ZTo VOOOKOEIO N avTAia
pmopei va xpnotpomotnBei yia £yxuon @appdkou yia acBevn pe pubuildpevn Asttoupyia.
Autd To TIPOioV epapBdavel TEooepa povtéla: 3000A, 3000B, 3000C kat 3000F. To
mpoidv umootnpiel Siagopa €idn peBoSdwv €yxuone. O xpriotng Umopei va emAé€el Tov
10XVOVTA TPATIO KAl Va PUBICEL TIC TTAPAUETPOUG TNG £YXUONG LE BAoN TNV KAVIKN
anattioelg. To cUOTNUA CUVAYEPUOU Eival TIEPIEKTIKO. H avTAia pmopei va xpnotpomoinOei
He ao@Alela Kat aglomotia.

O£0n TOU XEIPIOTH Kal TNG MEPUTATNTIKNAG AvTAiag

AuTd TO TTPOIOV €ival éva €i60G CUOKEUNG XELPOG. TO LOTPIKO TIPOCWITIKO Kalt Ol ACOEVE(G
UITOPOUV VA TO XEIPIOTOUV KPATWVTAG TO, KAl TO amopakpuopévog PCA pmopei emiong va
XpnotpomolnBei yia va dwoet PCA.
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Medio epappoyng

Avapuesvouevn xprion
Ze ouvduaopud e Tig Se€apeveég piag Xpriong, N avtAia Umopei va XpnolpomolnOei amé 1o VOGOKouEo
Yl @APUAKO €yXuong yia aoBevry pe puB{opEVo TpoTO.

Avauevouevo mepifdalov epyaociag

‘Eva iSpupa i pia povada pe SuvatotnTEG UYEIOVOUIKNG TIEPIBOAYNG, CUMTEPINAUBAVOUEVWY,
€VOEIKTIKA, VOOOKOEIWV, aibouca €KTaKTng avdykng, Yevikd Bahapo, MEO, xelpoupyeio, aiBouca
TOPATAPNONG, KAVIKF), VOONAEUTIKN OTTITL, KATT.

Avapusvouegvol xprjorsg

O1 XPrOTEG AUTOU TOU TIPOIOVTOG Eivall EKTTAISEVEVOL KAIVIKOI EMTAYYENUOTIEG OTO AVAUEVOUEVO
£0YQAOLOKO TIEPIBANOV, CUUMEPINAUBAVOUEVWY TWV AVAICONGIOAGYWY, TWV YEVIKWVY ATPWV R TwV
VOOOKOUWV 1| EMAYYEAUOTIWV UYEIAG.

Avtevdeigeig

1. AN\ePYIKOI OE APUAKA £yXUONG I £X0LV CORAPEC AVEMOUUNTES AVTISPACELG.
2. AoDeveig pe pavia.
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Aerroupyia éyxuong
Movtého Nertoupyia ‘Eyxuong
3000A Juvexne Aerroupyia
3000B AlaKeKOUPEVN AelToupyia
3000C Xpovikn Aerroupyia
3000F SuvexncAertoupyia  Alakekoppévn Aertoupyia  Xpovikn
DAopég

To mpoidv auTo anoteleital amod clotnua eNéyxou (n PCA 1oxVel povo yia ta 3000A, 3000B kat
3000F), povada Kivntrpa, IEPIOTPOPIKOG UNXAVIOUOE £6WBNoNG, povada avixveuong, povada
OUVAYEPHOV, €i0080G Kal Lovada amelkoviong, Sopr otripténg mePIBARATOC KAl CUVICTWOO
AoylopikoU.H Sopn @aivetat oto oxrua:

INTRODUCTION

ENAEIZH ZYNAFEPMOY

Alarm indicator

Display screen

OOONH ‘ = PCA

KOYMMI PCA

7

MNEPIOPA=ZH

Enlosure |

WV

Operation
panel

MINAKAZ AEITOYPTIAZ

.I

MIMEK
Injector
Peristaltic unit — -
MEPIZTATIKH MONAAA i = | u,
: Pump Clamp B
KAAYMMA ANTAIAS
INHEWWOEIG:

1. To mpoidv auTo mpémel va xpnotpomoleital padi pe Tig kaboplopéveg Se§apevee. Ammayopeletal
auotnEd yia Xprion pe GANeG Se€apevEG epmoplkwy onudtwy. Edv mpdkertal va pnaotpomonOei
O€ AUTH TNV TTEPITTTWON, N ACPAAELa Kat n andSoor) Tou Sev gival eyyunpéva.
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5. H avrAia 6108£te1 B0pa USB, oppayietat amd éva parakd macTikéd kdAuupa. Xpnotpomnolgitat
UAVO YIa EVTOTIIOHO CQAAUATWY OTTO TOV KATACKEUAOTH).

Meptypa@n Twv KAEISIWV - MARKTPWYV TNG avtAiag
Auto To TPoidv S1aBétel 9 Baoikd mMARKTpa. Katw amé 1o oxrjpa givai n Sidta&n minktpoloyiou twv 3000A,
3000B, 3000C, 3000F (to kA&1di ivat amwg To KAe1Si PRIME yia To povtého 3000C)

(oo}

ON/OFF  AUDIO PAUSE

=2
|
=
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2

PRIME/PCA

H Aerroupyia k&Be MARKTPOU €ival OTTWE TAPAKATW.

MAHKTPA MNEPIFPA®H

To MAAKTPO EvePYOTTOINONG XPNOIUOTOLEITAL I TNV
€VEPYOTIOINON 1y aMevEPyOToinon TnG avTiAiag.

ITo MAKTPO TAUONG XPNOILOTIOLETAL YA TNV TTAUOT TOU XOU GUVAYEPHOU

Iytat 2 Aemrtd.MNatrote To MARKTPO Talong yia HEYEAO XPOVIKO SidoTtnpa Katd
[t Sidpketa Tou KAeldwpatog PCA yia va mpooBéoeTe pia emmhéov éyxuon
PCA.

oY) To mArikTpo Start / Stop xpnotponoleital yia va EeKivioeL

Va OTAUATACEL N €yXuon.

To MAAKTPO EMAOYNG XPNOIHOTOLETAL Yia va EMNEEETE 1y val
emPBePADOETE TI KADOPIOPEVES TAPAPETPOUG. OTAV KAVETE €yXUOT,
TIATAOTE TO MARKTPO EMAOYNAG Yia va TIPOBAAETE Tov Tpéxov PCA eyypapn
£yXUONG. TN SIEMaPn eyypapwv €yxuong, TATAHOTE TO TTARKTPO EMAOYNG
ya va Seite OAa PCA apxeia éyxuong.

Nertoupyia PCA: To mAriktpo Prime / PCA xpnolpomoleitat yia tnv £yxuon tg
860n¢ PUBHICNG PAPHAKOU YPrYOPa, GTaV N avTAia gival o€ £yXuon Kat To
@ TnAexeiplotplo O eheyktrig PCA Sev givat ouvdedepévoc.

Nertoupyia ekkivnong: To mMARkTpo Prime / PCA xpnolpomoleitat yia tnv
€KKivnON TOU aépa TN cwAvwon mptv cuvdeDEe( e Tov aoBev.
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Buttons

Description

qandp

Ta m\RKTpa pUBUIONE apPIBUOL XPNOILOTTOIOUVTAL Yia TV aANayr Twv
TAPAUETPWY PUBMIONG. MATrOTE TAUTOXPOVA Ta U0 MARKTPA yia va
e€aheipete To emAeypévo (Sev pmopei va eaNeiel TIC TTEPIOPIOUEVES
XPOVIKEG Kal XPOVIKEG Samdveg ot Aeitoupyia wpag).

Katd v éyxuon, matrote Tautdxpova yia va KAEISWOETE 1 va
EekNeldwoeTe.

L2

OpioTe S18POPES MAPAUETPOUC. ZUVEXIOTE VA TIOTATE VIO VA EMOTPEPETE
otnv Tehevtaia Siemar), va SIoKOYETE Tn Slemagn 1 EMoTPoPr) oTn
Siemapry puBIONG MapapETPwY. MATAOTE Ta TAUTOXPOVA, KATAPYHOTE
ONEC TIC TIAPAPETPOUG OTO TPEXouaa Slemagry Asltoupyiag £yxuong.

Matriote Ta §U0 KOUUMA TAUTOXPOVA YIa VA ENEYEETE TO TTPWTOTUTIO
Ta apyeia éyxuong katd tn SIaKoT NG avTAiag.

MNatrioTe Ta §U0 KOUUMA TAUTOXPOVA YIa VA EMMOTPEPETE TO TEAEUTAIO
UETA TNV OAOKARpwON TNG avabewpnong.
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BASIC OPERATIONS

Operation workflow

EFOFIOOETHZH MFIATAPIAZ}

[ MAHPQXH AEZAMENHXZ

TOMOGETHXH AEZAMENHX }

OpioTe mapapétpoug éyxuong

ENEPFOI’IOIHZH ANTAIAZ]

‘Evavoua I'I)\npwon

Juvbeon pe ac6svn

Apxn evxuonc

Anoouvéson ano6 aobevn

v
Acpalpeme Se€apevny

)
[ J
[ )
[ )
[roocenone
[ )
[ )
[ )

Anevepyormoinan Avthiag
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A&rtoupyika Brjpata
Tomo@cstrjote TNV umarapia
1. Tiéote mpog Ta KATW Kal KPATAOTE TIATNUEVO

TO KOUWTTI UE TO BENOC I VA aVOIEETE TV
népTa TNG Uatapiag.

o 7))
x g 2. Metd ta ovppola '+ kat - Tou
= g = XWPOU UIaTaplwy yio vo TomoOeTHoeTe 2 e
1’. (0] é QAAKONIKEG pmTaTapieg o€ autd Kal va 00 ®
on E £€A0PONOTE( OTL OL UaTapIES EKOUV i
5 o TomoBetnBei cwoTd. .
@

TomoBeTnoTe TNV MOPTA TG UMaTapiag mavw

" amé TG pratapieg, CUPETE TV MOPTA YA val
Vv KAeioete Kat BePaiwdeite ot eival
otabepd KAelSwpévn.

MAnpwon éeéausvwv

STOpPwva pe TN S1adikacio aonTTIKAG AEITOUPYIAg, XPNOIUOTIOIOTE Hia GUPIYYa yia TV €yXUCH TOU
TIAPACKEVACHEVOU UYPOU TO OTT0[0 SeV TTPETTEL VA UTTEPBAIVEL TOV OVOUACTIKO OYKO OTIG SEEAUEVEG amTd TV
KAeWSapId Luer, Kat EAéyETe av umdpyouv aépag oTi; Sefapevég. Eav umdpyxel aépag, xpnotomolioTe pa
oUPLyYa yla va TPAPrEETE TOV aépa PéXPL va NV UTTAPXOUV GUOANIBEG, KAEIOTE TO GPIYKTAPA KAl TIEPIUEVETE
mxenon.

Eykaraorijorte 1ic deéauevéc

1. K\eiote Tov o@lyKTrpa (yla va amo@UyeTe TV
£NeVOEPN POI) TOU PAPUAKOL)

11/40 12/40
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2. Eiodyete 1o dykiotpo Twv de€apeviov 3.
oG akideg apBpwong NG avtiiag, otn
OUVEXELD TIEPIOTPEPTE KAl TIEOTE TIG
Se€apevég va eival emimeSeg.

Elodyete To KAeWdi otnv KAEISapId Kall YUpioTe To

Se€100TPOPA PEXPL VA EVBVYPAUUIOTE] LIE TO KAEISWUEVO 11/ ,i pwon

ONUEOTE 0TO TIAAL TNG avTAiag kat BeBaiwbeite

€ival otaBepda ouvdeSepévo.

+ ZUVOEOTE TN CWARVWON EMTEKTACNG KA TN OWARVWON £yXuong.

2. BeBaiwBeite 611 N owArivwon Sev ival ouvSeSepévn pe Tov aoBevr Kal 6Tt 0 GPIYKTAPAG Tou CwArva
givat avolxtog.

3. ‘Otav n avrAia ival o€ KATEOTACN AVACTOARC, TTATAOTE KAl KPATAOTE TTATNHEVO TO MAHKTPO Prime /
PCA, n avthia Ba Aertoupyroet EEKIVAOTE TOV aépa 0Tov CWARVA HE TO PéyloTo pubud Kai n 08dvn Ba
£pQaVioeL TNV SIEMAPN EKKIVNONG.

4. A@oU umdpyel oTaydva LYPOU OTO TENOC TNG CWARVWONC £YXUONG Kat OAEC Ol PUOTNISEC aépa OTIC
OWANVWOELG ektoEevovTal, edv To MAHKTPO Prime / PCA ameheuBepwOei, n exkivnon Ba otapatioel
auTtopata.

5. ENéyéte edv umidpyel eENeUBEPN POX| OTO TENOG TNG CWARVWONG €yxuone. EQv Sev unidpyet ehetBepn pon,
KAEIOTETO OPIYKTAPA CWAVWV.

Note 1: O 6ykog ekkivnong ev Ba urohoyloTei oTov eyxUBEVTA OYKO KAl OTO OUVONIKO péyeBog yxuong.

4. Edv o1 Se€apievéc Sev eival oTaBepd HAaVEaAWEVEC,
OTPEYTE TO TARKTPO APIOTEPOOTPOPA
£W¢ TO ONUASL avoiypaTtog TNG KAEISapLag,
AQAIPEDTE TIG SEEAUEVEG KAl EMTAVATOTTOOETAOTE TIC.

Note 2: O péylotog 6yKog ekkivnong eivai mepimou 3 ml. METd tnv mpoeToIpacia Tou 6yKou Twv 3mL
£€w, N avTAia OTapaTA va EKKIVEL Kal EvepYOTTOLE] TO ouvayeppo "Volge vol. va meplopiow.!" va
£180TTOIN0EL TO XPNOTN OTL 0 AYKOC EKKIVNONG ATAV OTOV TIEPIOPIOKO Tou. H oppdyion pmopei va
emavaAn@Oei.
C AUTION:TO YEUIOUA XPNOIUOTIOLEITAL KUPIWG YOl TNV TIPOETOIUATIA EVOG UIKPOU aépa 0Tov CwArva. Agou
, o1 Se€apevég yepioouv Pe LypO, XPNOILOTTOINOTE Hia cUPLYYA YIa VA TPABREETE ypriyopa Tov
EVEPYOITOIUO'I] aépa oTi Se€apevég CUUPWVA PE TIG 08NYieC 0T cuoKevasia Se§apevmv.

OPERATIONS

o
o
23
32
oﬁ
2
w

MaTroTe Kat KPATAOTE TTOTNHEVO TO TMARKTPO AEITOUPYIOG Yia 2 SEUTEPONETTTA PEKPL VOl OKOUOTEL N £VOEIEN rXou
"di". H avtAia apxiel T Sadikacia auto-Sokipric. H evSelktikn Auxvia avaBooPrivel KOKKIVN Kat KiTpivn

picl popd pia popd, TOTE 0 KIVNTAPAG KIVEITAL YIo AUTOENEYXO, EMTENOUG N SIOHOPPWON TOU CUCTAKATOG
TIOPAUETPOL, CUUTTEPINAUBAVOUEVNG TNE EKSOONE AOYIOHIKOU, Tou Babpol and@pa&ng, Tou EVIOMIOHOU Tou aépa
Kal TOU KwSIKOUL TIapapéTpwy epgavifovtat. Epgavifetal 0mmwe @aivetal TopoKaTw:

ZeKwvijoTe TV Eyyuon

1. Edv eival amapaitnto, TomoBeTroTe ToV ENeYKTH amopakpuopévou PCA atn ouvdeon PCA tng avthiag.
2. Fuvdéote Tn owhvwon éyxuong otov acBevr.
3. AVOIi€Te TPWTA TO GPIYKTAPA CWAVWONG KA, 0T CUVEXELQ, TIATHOTE TO MARKTPO Evapéng / Alakomig yia va

EeKIVAOETE TNV éyxuon.
4. Evw n avtAia eyxéetal, otnv 006vn Kat otnv 086vn epgaviletat n cupBolooeipd "Ektéeon”
Medsure 3000F V1.0.0.R Ta SUVaRIKA GUUBOAA GTAYOVWY LYPOU eppavilovtal oTn Se€id MAeUPA TNE 0BGVNC.
1. Occlusion level Medium 5. 'OTav KAVETE £yxuon Kat Sev UMIGPXEL SUVaYEPHGG, TIATHOTE TauTtdxpovadall kai [EBPYIava khedhoete
2. Air detection Medium OAa Ta MARKTPA EKTOC o To TIARKTPO Prime / PCA kat o oUpolo KAeildwpatog Oa epgaviotei otnv 08vn.
3 Pro gr ammin gco de On 'H peta amo 2 Aemtd éyxuong, To ouotnua Ba kKAeldwaoel autépata ta mAiKTpa. Katd to kheidwpa,
' Tamktpa Sev Ba Aeltoupyrioouv eKTOC amd To TARKTPO Prime / PCA yia va amo@euyBei tuxaia éyxuon,

natiote <Gl Kau bwuréxpova va EeKAeIBWOETE.

Opiote mapaueTpoug €yxvoncg

Running 00:00 a
TNa K&Be Aerroupyia éyxuong, 0 XProTnG UIMOPEi val pUBLICEL TIG TTAPAETPOUG €yXUONG UE aplBuNTIKA TAKTpa puBMIong Rate 2.0 ml/h PCA 0/0
Kal EMAEyovTag TANKTPA. Total volume 10 mL
Infused volume 0.0 mL &
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6. Otavn éyxuon Bpioketal oto xpdvo acpdAiong PCA kat ta KAeSIA givatl EekAeldwpéva, TATAOTE TV
TTavon yia LEYANo Xpoviké Slaotnua yia va eIoéNOeTe oTn SlEmagr £l0aywyng KWSIKA, EI0AYETE TOV
owoTod KWSIKS Kat nmr']crrs\rﬂ yla va emoTtpéPeTe otn Slemagr) €yxuong, Umopei va mpooTebei pia
emmAéov éyxuon PCAmatwvTtagto miktpo Prime / PCA.

Press A to back

Input code
* %k ok

gp@aviCeTal mpooTd.

AV UTIGPXOUV TIEPICOOTEPEG amd 3 AeMTOEPEIS eyypagég PCA, pmopeite va na‘rr‘]o&rsv n Aro

TIAKTPO Y1 VAl YUPIOETE T 0eNida yia TPoBOAR.

Matiote Eava yla £€060 ano tn Siemagn eyypagwv PCA.

H €yxvon odokAnpw@nke

H éyxuon oAokAnpwOnke

1. Evd o umolemépevog xpdvog givat pikpdTepog amod 3 Aemtd, n avthia Oa evepyormolrioel Tnv éveon "ouvayeppol
oxe&6v ohokAnpwbei! " kai lodyeTal Pe oTaBepd PUBUO CLUVEXWE. META TOV OYKO EYXUOEWG {00 E TOV CUVOAIKO

‘Otav KAVETE éyXuon Kat Sev UTTAPXEL OLVAYEPUOG Kat T KAEISIA givat EekNeldwpéva, TTaTroTe
yia mpofoAr} Tou PCA Aemtopepr} Kataypagr) autrg g éyxuone. H mo mpoogatn eyypapr PCA

YKo, N éyxuon Tehewwvel. H avthia SIakOTTTEL TNV €yXuon Kal EVEPYOTTOIEITAL O cuvayepHAG "éyxuon

OAoKANPWONKe !II",

2.  ITAMATAOTE TNV éyXuon

lNoTAOTE Kat KPATHOTE TTATNEVo TO TIANKTPO Evapén / AlKOTTH Yia VOl OTAATHOETE TNV £YXUON.

Ameykaraotrjote deéauevég

1, ZTAPOTACTE TNV £yXUON I OTMEVEPYOTIOINOTE TTPWTOAL
v avthia.

2. K\eioTe Tov 0@IyKTPa GWARVWONG (Yia va
ATTOPUYETE TNV AITOUG{A PAPHAKWY
pon) Kat armocuvSECTE T OWAVWOT UTTOLOVETIKA.

3. Eioayete 1o kAe1di oty Kheildapid kat yupiote o
aAPIOTEPOOTPOPA LEXPL VA EUOVYPAUUIOTE] LE
TO ONPASI avoiypaTog KAEISWHATOG TNV avTAia
TIAEUPA.

®
=
=
)
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4. Apaipéote TI Se€apeVEC amd TOV JEVTEDE
akidwv TG avtAiag.

Amevepyomoinon

1. Ev n avthia Bpioketal og otdon, matrote To mAfiktpo On / Off, tnv emBePaiwon amevepyomoinong
Ba epgpaviotei n Siemagn. O xprioTng Umopei va emMAEEEL TNV emAOyr) avahoya E TNV avAaykn.
Te 5 Seutepoherta edv Sev undpyel kamota Aertoupyia, n Siemaen Ba eagpaviotei autépata
Kal n avtAia EMOTPEPEL TNV TIPONYOUHEVN SlEmaQr.

Power down

® Yes ® No

Evw gpgaviCetat n Siemagn) £yxuong Kat n avtAia Bpioketal o€ Katdotaon mavong, matioTe To

* TINjKTpO evepyomoinong / amevepyomoinong, epgaviletat n Siemagr) €av ouveyiletal n éyxuon
™V enépevn eopd f Oxt. O XPNoTNG Umopei va emAEEeL TV emAoyH cUPPWVa UE TV
HETAYEVEDTEPN AVAYKN. € 5 SEUTEPONENTA AV UTIAPXEL Kapia Aettoupyia, n Stacuvdeon Ba
e€agaviotei autopata Kat n avthia Ba eMOTPEPEL oTnV TTPONYOUUEVN Slemagr.

Continue infusion next time

® Yes ©® No

Inpeiwon:

Kata v éyxuon, To KAeldi evepyomoinong / amevepyomoinong eival armevePYoTToINpEVO.
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WARNINGS AND CAUTIONS

This User Manual was published by Medsure Medical Technology Co., Ltd. and contains
information about the safe use of this product. Users of this product (including 3000A,
3000B, 3000C, 3000F) shall be trained to use the pump and read this User Manual, includ-
ing warnings and cautions before using it. Key aspects of the training included how to
install the reservoirs; Setting of parameters, such as infusion rate; Conventional trouble-
shooting methods. In case fails to follow these warnings, cautions, and instructions may
result in serious injury or death.

Although the User Manual has been considered as thoroughly as possible in preparation
for publication, Medsure Medical Technology Co., Ltd. assumes no responsibility for any
inaccuracies that may occur.

The copyright of this User Manual belongs to Medsure Medical Technology Co., Ltd. With-
out the approval of our company, any unit or individual is not allowed to copy, modify or
translate the contents speculated in this User Manual.

Warnings

Failure to properly follow warnings, cautions, and instructions could cause the user or

patient casualties.

® This pump is sealed units. Any broken or damaged seal will be considered conclusive
evidence that the pump has been misused and/or altered, which voids all warranties.

®  This User Manual shall be used by clinicians only. Do not permit patients to access it,
as the information contained would allow the patient to access all programming and
operating functions. Improper programming could result in death or serious injury
to the patient.

e To avoid explosion hazard, do not use the pump in the presence of flammable anes-
thetics or explosive gases.

®  For those patients who are likely to be adversely affected by unintended operations
and failures, including interrupted medication or fluid delivery, close supervision and
provision for immediate corrective action shall be provided.

e If the pump is used to deliver life-sustaining medication, a backup pump shall be
available.

® Do not use a pump that is damaged or is not functioning properly. Contact the
service department of Medsure Medical Technology Co., Ltd. to return the pump for
service.

®  The pump shall not to be used to delivery blood or cellular blood products.
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The infusion inaccuracies may occur because of the back pressure or fluid resistance
which is caused by the drug viscosity, catheter size, and extension set tubing (for ex-
ample, microbore tubing).

Do not infuse medications to the epidural space or subarachnoid space unless the
medication is dedicated to those spaces.

When the air detection is turned off, the pump will not detect air in the fluid path.
Periodically check the fluid path and prime out the air to prevent air embolism.

Please use two no. 5 high-energy alkaline dry batteries recommended by this prod-
uct as the power supply. Other types of batteries or power supply methods are strict-
ly prohibited. Otherwise user shall take the responsibility for any damage or accident
to the product.

Two No. 5 high-energy alkaline batteries recommended can only be used for single
infusion and can not be used repeatedly. If a large amount of drug solution shall be
infused, because the infusion will be stopped while the battery is depleted, prepare a
new battery for replacement in advance.

If the battery cover is detached or loose, it could cause power loss or stopping infu-
sion accidently. Ensure that the battery cover is firmly closed before using pump.

While using the pump with the disposable reservoirs, because the maximum infusion
error could be +6%, the adverse effects caused by infusion error shall be fully consid-
ered in clinical use.

Before connecting the tubing to the patient, ensure there isn't air in tubing and med-
icine bag. Do not prime while the tubing is connected to the patient, it could cause
over-infusion or air embolism.

Before starting infusion, check whether the tubing is twisted, the clamp is close, or
other upstream occlusion case, and prime out the air in tubing to prevent air embo-
lism.

The user shall avoid using this device in strong magnetic and electromagnetic field.
The pump shall not be used adjacent to or stacked with other equipment. If adjacent
or stacked use is necessary, the user shall ensure the pump can work normally.

Please use the components which are recommended by the manufacturer as spare
parts, the use of other components may result in the increase of emission or the de-
crease of immunity of this product.

There are potential health hazards associated with improper disposal of batteries,
electronics, and contaminated (used) reservoirs. The used batteries, reservoirs, other
accessories, or a pump that ends life shall be disposed in an environmentally friendly
and safe manner according to the applicable regulations.

The pump will check the alarm system every time while powering on self-test. If the
alarm system is abnormal, the pump is forbidden to use. The user shall make sure the
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alarm system can work normally before infusing.
A potential hazard can exist if different alarm pre-sets are used for the same or similar
equipment in any single area.
The factors which could greatly reduce the performance of infusion accuracy could
be using wrong disposable reservoirs, installing disposable reservoirs incorrectly, air
in pipeline, too much driving resistance, too low or high ambient temperature, high
viscosity drug.

Cautions

Failure to properly follow all instructions listed in this manual could result in pump dam-

age or accident danger.

Read the User Manual carefully before using pump and seriously follow its instruction
to operate the pump.

This product shall be used according to the guidance from the physician, anesthesi-
ologist or nurse. Dosage, proportion and parameter setting shall be provided by the
clinician. During infusion, shall check the patient’s reaction to the drug closely and
adjust the parameters in time to adapt to the changing condition and pursue the
best treatment.

If the patients could leave the ward to use the pump, the medical staff shall train
them the necessary operating skills. Patients and non-medical staff are prohibited to
use the product against the doctor’s advice. Patients shall contact the medical staff
promptly if any abnormal case occurs, except emergencies non-medical staff shall
not handle the problems without the authorization.

When the product is used for the treatment of children, the children shall be su-
pervised by medical staff or adult. The use of PCA and other functions shall be per-
formed by medical staff or adults.

After the reservoirs is clamped to the pump, check whether there is free flow at the
far end of the tubing when the clamp is opened. If there is free flow, it could the res-
ervoirs is not installed correctly and shall be reinstalled.

This product is only a device for drug infusion. It does not have any special side ef-
fects. In clinical use side effects mainly come from drugs. For example, morphine and
pethidine are the most commonly used drugs in analgesic treatment, and the most
common reactions are nausea, vomiting, sweating and itching.

This product shall not be stored in refrigerators or other refrigeration equipment to
prevent being damaged by moisture.

This product is a reusable device. If it is not in use, please shut down it, take out its
batteries and store it in its package properly. Do not store it for a long time with
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batteries installed. Avoid falling off and putting it in high temperature, moisture and
direct sunlight place.

e  The maximum volume for the single fault condition of the device is 0.3mL.

® Do not expose the pump to therapeutic levels of ionizing radiation, the circuit of the
pump could be damaged permanently. The best procedure is removing the pump
from the patient during therapeutic radiation sessions. If the pump must remain in
such environment during the treatment, it shall be shielded, and ensure it can work
normally.

e Do not expose the pump directly to ultrasound environment, the circuit of the pump
could be damaged permanently.

e Do not use the pump nearby the magnetic resonance imaging (MRI) equipment, be-
cause the magnetic fields may affect the pump. Remove the pump from the patient
during MRI procedures and keep it at a safe distance from magnetic energy.

[a)
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e Do not use the pump nearby ECG equipment, because the pump may affect the ECG
equipment. Monitor ECG equipment carefully when using this pump.

e Do not immerse the pump in cleaning fluid or water. Do not allow solution to soak
into the pump, accumulate on the keypad, or enter the battery compartment.

e Use the cleaners specified in this User Manual to clean the product in order not to
damage the pump.

e 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 pump including cables specified by the manufacturer, otherwise degrada-
tion of the performance of this equipment could result.
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INTRODUCTION

This product is a kind of ambulatory infusion pump. It is developed and produced by
Medsure Medical Technology Co., Ltd. The pump doesn’t touch the infusion liquid, it is
used with the disposable reservoirs together. In hospital the pump can be used for infu-
sion drug for patient with adjustable mode. This product includes four models: 3000A,
3000B, 3000C and 3000F. The product supports several kinds of infusion modes. The user
can select the applicable mode and adjust the infusion parameters based on the clinical
requirements. Its alarm system is comprehensive. The pump can be used safely and reli-
ably.

Position of the operator and the ambulatory pump

This product is a kind of handhold device. The medical staff and patients can operate it by
holding it, and the remote PCA can also be used to give PCA.

Application scope
Expected use

Use in conjunction with the disposable reservoirs, the pump can be used by hospital for
infusion drug for patient with adjustable mode.

Expected working environment
An institution or unit with health care capabilities, including but not limited to: hospital,

emergency room, general ward, ICU, operating room, observation room, clinic, nursing
home, etc.

Expected objects

Users of this product are trained clinical professionals in expected working environment,
including anesthesiologists, general doctors or nurses.

Contraindications

1. Allergic to infusion drugs or have serious adverse reactions;
2. Patients with mania.

7/40
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Infusion mode

Configuration Infusion mode

3000A Continuous Mode

3000B Intermittent Mode

3000C Timed Mode

3000F Continuous Mode,Intermittent Mode, Timed Mode
Structures

This product is composed of control system (PCA is only applicable for 3000A, 3000B and
3000F), motor drive unit, peristaltic extrusion mechanism, detection unit, alarm unit, in-
put and display unit, enclosure support structure and software component.

The structure is shown in the figure:

Alarm indicator

o~
Measuio

Display screen

E__ ,_'_ PCA
Enlosure ‘YT
E -
= |
Operation = T
panel =
g

r

Injector

Peristaltic unit

Pump Clamp
Notes:

1. This product shall be used together with the designated reservoirs. It is strictly pro-
hibited to use with other brands reservoirs. If intended use in this case, its security
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and performance cannot be guaranteed.
2. The pump has a USB port, it is sealed off by a soft plastic cover. It is only used for de-
bugging by the manufacture.

Key description

This product has 9 basic keys. Below figure is the keyboard layout of 3000A, 30008,
3000C, 3000F models (the key is just be PRIME key for 3000C model )

w @ n O

ON/OFF  AUDIO PAUSE START/STOP

PRIME/PCA

=
|
=
[©]
o
c
N
=
o
2

<=
Y

The function of each key is as below.

Buttons Description

Power key is used to power on or off pump.

®  Pause key is used to pause the alarm audio for 2 minutes.
®  Press the pause key for a long time during the PCA locking
time to add one additional PCA infusion.

® @

<
9

Start/Stop key is used to start or stop infusion.

® Select key is used to select or confirm the set parameters.

When infusing, press the select key to view the current PCA

infusion record.

® Intheinfusion record interface, press the select key to view all
PCA infusion records.

e PCA function: Prime/PCA key is used to infuse the setting dose

drug fast-ward both when pump is infusion and the remote

PCA controller isn't connected.

Priming function: Prime/PCA key is used to prime out the air in

the tubing before it is connected to the patient.

]

@)
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Buttons

Description

qandb

Number setting keys are used to change the setting parame-
ters.

Press the two keys simultaneously to eliminate the selected
parameters (cannot eliminate time limited and time spending
in the time mode).

When infusion, press them simultaneously to lock or unlock.

U=l

Set various parameters.

Keep pressing to return to last interface, suspend interface or
return to parameters setting interface.

Press them at the same time, eliminate all parameters in the
current infusion mode interface.

Press the two buttons at the same time to review original
infusion records during pump stop;

Press the two buttons at the same time to return the last
interface after finishing reviewing.
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BASIC OPERATIONS

Operation workflow

{ Install battery } Install battery into pump
\
Add the drug liquid into the reservoirs
FIIIIng reservoirs following "Filling reservoirs"
Install the reservoirs to the pump
Install reservoirs following "Install reservoirs"
Keep pressing to power on and o
Power on select needed infusion mode 4
v 52
=
[Set infusion parameters} Follow chapter4 to set parameters = ra)
o
v 4
Keep pressing to prime following v
{ Priming } "Priming"
{ Connect W|th patient } Connect tubing with patient
[ Start |nfu5|0n ] Press to start infusion
The setting account infusion complete,
{ Infusion complete } or keep pressing to end infusion
[ Disconnect with patient J Disconnect the tubing with patient
Remove reservoirs following
Umnstall reservoirs "Uninstall reservoirs"
The shut off confirmation interface will
appears when press , will shut off
{ Power Off } after confirm.
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Operation steps

Install battery

1. Push down and hold the arrow button
to open the battery door.

2. Following the '+ and‘~'marks of the

battery compartment to place 2 /@—
@0

alkaline batteries in it and ensure the ==
batteries are installed correctly. N g
® (0

3. Place the battery door over the battery
compartmentslide the door to close it
and ensure it is firmly latched.

Filling reservoirs

According to the aseptic operation procedure, use a syringe to inject the prepared liquid
which shall be no more than the nominal volume into the reservoirs from the luer lock,
and check whether there is air in the reservoirs. If there is air, use a syringe to draw out the
air until there aren’t bubbles, then close the clamp and wait for use.

Install reservoirs

1. Close clamp (to avoid drug liquid free flow)
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2. Insert the hook of reservoirs into the 3. Insert the key into the lock, and turn
hinge pins of pump, then rotate and clockwise until it lines up with the locked
press the reservoirs to flat. mark at the side of the pump and ensure

it is firmly attached.

4. If the reservoirs is not firmly latched,
please turn the key counterclockwise
to the lock opening mark, remove the
reservoirs and reinstall it.

o
©
m
=
=
S
=2
(%]

Power on

Press and hold the power key for 2 seconds until the pump sounds an audio “di". The
pump starts the power on self-test procedure. The red and yellow alarm indicator flash
once one by one, then the motor moves for self-test, at last the system configuration
parameters including software version, occlusion level, air detection and parameter pass-
word are displayed. Shown as below figure:

Medsure 3000F V1.0.0.R
1. Occlusionlevel ~ Medium
2. Air detection Medium
3. Programming code On

Set infusion parameters

For each infusion mode, user can set infusion parameters by numeric setting keys and
selecting keys. See “chapter 4 Infusion mode”.

13/40



wv
=
o
g
«
w
o
o

User manual

Priming

1.

Connect the extension tubing and infusion tubing.

Ensure the tubing is not connected to the patient and the tubing clamp is open.
When the pump is in stop state, press and hold the Prime/PCA key, the pump will
prime out the air in tubing with the maximum rate and the screen will display the
priming interface.

After there is liquid drop at the end of infusion tubing and all air bubbles in tubing
are primed out, if the Prime/PCA key is released, the priming will be stopped auto-
matically.

Check whether there is free flow at the end of infusion tubing. If no free flow, close
the tubing clamp.

Note 1: The priming volume will not be calculated into the infused volume and total in-
fused volume.

Note 2: The maximum priming volume is about 3mL. After 3mL volume has been primed
out, the pump stops priming and triggers the alarm “Purge vol. to limit.I" to notify the user
that the priming volume has been to its limitation. Priming can be repeated.

CAUTION: The priming is mainly used to prime out a little air in tubing. After the reser-
voirs is filled with liquid, please use a syringe to draw out the air in the reservoirs quickly
according to the instructions on the package of reservoirs.

Start infusion

1. If necessary, insert the remote PCA controller into the PCA connector of the pump.

2. Connect the infusion tubing to patient.

3. Please open the tubing clamp first, then press the Start/Stop key to start infusion.

4. While the pump is infusing, the string “Running” is displayed on the screen and the

dynamic liquid drop symbols are displayed at the right side of screen.

When infusion and no alarm, press <& and B3 simultaneously to lock all the keys
except the Prime/PCA key, and the lock symbol will be displayed on the screen. Or
after 2 minutes of infusion, the system will automatically lock the keys. When locking,
the keys will not work except Prime/PCA key to prevent accidental infusion, press
«&J and E» simultaneously to unlock.

Running 00:00 8
Rate 2.0 ml/h PCA 0/0
Total volume 10 mL
Infused volume 0.0 mL
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6. When infusion is in the PCA locking time and the keys are unlocked, Press the pause

key for a long time to enter the code input interface, input the correct code and press

to return to the infusion interface, an additional PCA infusion can be added by
pressing the Prime/PCA key.

Press A to back

Input code
* ok ok

7. When infusing and no alarm and the keys are unlocked, press to view the PCA
detailed record of this infusion. The latest PCA record is displayed in the front. If there
are more than 3 PCA detailed records, you can press or A key to turn the page
to view. Press again to exit the PCA record interface.

Jlisve
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Infusion complete

Infusion complete

1. While the remaining time is less than 3min, the pump will trigger the alarm “infusion
nearly completed!”and infuse at the set rate continuously. After the infused volume is
equal to the total volume, the infusion is over. The pump stops infusion and triggers
the alarm “infusion completed!!!”.

2. Stop infusion

Press and hold the Start/Stop key to stop infusion.
Uninstall reservoirs

1. Stopinfusion or shut down pump firstly. 3. Insert the key into the lock and turn

2. Close tubing clamp (to avoid drug free counterclockwise until it is aligned with
flow) and disconnect the tubing with ::jeelc’d( opening mark on the pump
patient. '
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4. Remove the reservoirs from the hinge

pins of the pump.
Power off
2 1. While the pump is in the stop state, press the On/Off key, the power off confirmation
u?® interface will be displayed. The user can select the option according to the need.
Zi 2 During 5 seconds if there is not any operation, the interface will disappear automati-
@ E cally and pump backs to the previous interface.
(]
Power down
®Yes ® No

2. While the infusion interface is displayed and the pump is in pause state, press the
On/Off key, the interface whether continue infusion next time or not is displayed. The
user can select the option according to the later need. During 5 seconds if there is
not any operation, the interface will disappear automatically and pump backs to the
previous interface.

Continue infusion next time

® Yes ©® No

Note: While infusing, the On/Off key is disable.
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INFUSION MODE

Select therapy (Applicable to type F)

After power on, the pump will display the therapy selection interface so that the user can
select the continuous mode, intermittent mode or timed mode by up, down and confirm
keys.

Select Therapy
(® Continuous
(© Intermittent

(© Timed

Basic infusion parameters

The basic infusion parameters for each mode are shown as below:

Basic parameters |Continuous intermittent Timed

Continuous Rate 0.1 ~120mL/h 0.1 ~ 120mL/h 0.1 ~ 120mL/h

Total volume 1 ~999mL 1~ 999mL 1 ~999mL

Loading dose 1~ 30mL 1~ 30mL 1~ 30mL

Maximum dose 1~ 120mL/h 1~ 120mL/h -

PCA dose 0.1 ~9.9mL 0.1 ~9.9mL -

PCA lockout 1 ~ 120mins 1~ 120mins -

Intermittent dose |- 1~ 999mL -

Intermittent time - TMin~48Hr59Min -

Dose duration - 15~59Min59S -

Time rate - - 0.1 ~ 120mL/h
Time is 24-hour, the

Time and dose - - m:::r;m stepis 15
Doseis 1 ~ 99mL
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Continuous mode (Applicable to type A and F)

Parameters Parameters description

Total volume Set the total volume to be infused

Loading dose  |Set the quickly infused dose after starting infusion

Continuous rate |Set the constant infusion volume into patient per unit time (Hour)

Set the maximum dose allowed per unit time (Hour).

While setting this parameter, the clinician shall carefully think about
the individual differences of patients, as well as toxicity and side effects
of the drug itself.

Set the enable given dose once by Prime/PCA key or remote PCA
controller.

Set the lock time for giving PCA.

PCA lockout If PCA is locked, the pump will disable the PCA infusion and only
record the key operation. It is used to avoid over-infusion.

Maximum dose

PCA dose

For the continuous mode, if all the required parameters are set correctly, press Start/
Stop key to start infusion. After the infusion is started, if the continuous rate isn't zero, the
pump infuses continuously by the set continuous rate after the loading dose is given.

Intermittent mode (Applicable to type B and F)

Parameters Parameters description
Total volume Set the total volume
Loading dose Set the prior quick infusion dose when start infusion

Continuous rate  |The constant infusion volume in to patient per unit time (Hour)

Intermittent time |Set the interval time for single Intermittent infusion

Intermittent dose | Set the dose for single intermittent infusion

Dose duration Set the duration time for single intermittent infusion

Set the maximum dose allowed per unit time (Hour)

While setting this parameter, the clinician shall carefully think about
the individual differences of patients, as well as toxicity and side
effects of the drug itself.

Set the enable given dose once by Prime/PCA key or remote PCA

Maximum dose

PCA dose
controller.
Set the lock time for giving PCA.
PCA lockout If PCA is locked, the pump will disable the PCA infusion and only

record the key operation. It is used to avoid over-infusion.

For the intermittent mode, if all the required parameters are set correctly, press Start/
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Stop key to start infusion. If the parameters of intermittent infusion are programmed, the
pump schedules the infusion according to the set intermittent infusion parameters after
the infusion is started and the loading dose is given.

Timed mode (Applicable to type C and F)

Parameters Parameters description
Total volume Set the total volume
Loading dose Set the prior quick infusion dose when start infusion

Continuous rate |The constant infusion volume in to patient per unit time (Hour)

Time rate Set the period infusion rate for single period infusion

Timeand dose | Set the period start time and period dose for single period infusion

For the timed mode, after the required parameters are set correctly, press Start/Stop key
to start infusion. If the parameters of timing infusion are programmed, the pump triggers
the timing infusion while the system time is at set time after the infusion is started and the
loading dose is given.

Note 1: The pump will memorize the previous infusion setting.

Note 2: The volume of PCA dose infused will be added to the accumulated volume.

Note 3: When infusion PCA dose, the “Nearly completed!”alarm is blocked and will not be
triggered until the PCA dose is infused completely.

Note 4: When the pump is infusion and not be connected with the remote PCA controller,
press the PRIME/PCA key to start PCA dose infusion. If the pump is inserted the remote
PCA controller, press the remote PCA controller key to start PCA dose infusion.
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THE METHOD AND FREQUENCY OF REPLACING BATTERY

The current power of battery is showed at the upper right corner of infusion interface to
notice user the probably remaining power of battery.

2019-01-01 00: 10

/N Battery low!
Alarm duration 00Hr00Min
Infused volume 1.0mL

eree D

1. After the alarm “Battery low!" is triggered, the pump can run for about 30 minutes at
the rate 2mL/h until the battery depletes. Please use a new battery to replace.

2. If the battery is to be replaced during operation, please press the (©/©) key to pause
infusion, then press the key to shut down pump and select continue the infu-
sion next time. After the battery is replaced, press to power on the pump and
select“yes”to continue the previous infusion.

FREQUENCY
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OTHER PARAMETERS SETTING

In the infusion programming interface if all parameters are set correctly, press the
key, the pump will display the operation guide interface as below:

1. Start key to start infusion
2. < to other setting
3. akey to infusion program

Press the key again, the pump will require to input password.

Press a to back

Input code
R =
-
I
m
=
After inputting the correct password, the pump will display the system configuration in- 2
terface. The default values for the system configuration parameters are shown below: ;
.
Occlusion level Medium m
Air detection Medium n
Programming code On
Code 111 V¥
A%arm volume 6 A
Alarm type type 1
Date 2019-01-01
Time 00:00: 00 ¥

Alarm reset A
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1.

Occlusion level
There are three levels for occlusion. They are high, medium and low.

2. Air detection
There are four kinds of sensitivity for air detection. They are off, low, medium and
high.

3. Parameters password switch
The value of parameters password switch is on or off. If it is on, while changing pa-
rameters, firstly input password correctly. If it is off, the user can change parameters
directly.

4. Parameters password
The default password is 111. The user can change it. If the user forgets the password,
the universal password in service manual can be used to reset the password.

5. Alarm volume
The alarm volume could be adjusted from 1 to 10. If the value is 10, the alarm volume
is loudest. If the value is 1, the alarm volume is lowest, the lowest alarm volume is no
less than 45 dB(A) . The default value of alarm volume is 6.
It shall be adjusted only by biomed technician. While changing the alarm volume, if
the auditory alarm signal sound pressure level is less than background noise level,
it will impede the operator to recognize the alarm condition and the potential risk
could occur. The biomed technician shall avoid this dangerous case.

6. Alarmtype
The audio type for alarm. It is fixed to type 1.

7. Systemtime
These parameters can be used to set the system time for pump.
In the system configuration interface, press key to save the setting and return to
the operation guide interface.

8. Alarm reset
Restore the alarm-related values to the default state. The alarm-related values contain
“"Occlusion level”, “Air detection”, “Alarm volume”.

Notice:

1. Passwords are only available to responsible organizations and cannot be communi-
cated to operators.

2. Alarm settings are restored automatically after power is interrupted for < 30s.
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ALARM SYSTEM

This alarm system only contains high priority and low priority alarm. While any alarm is
activated, the pump will generate alarm audio signal, the corresponding alarm text in-
formation will be displayed on the interface. The alarm text information of a high priority
contains a symbol A\ and ! mark. The low priority alarm text information contains a
symbol AW and "' mark.

Press the pause key, the alarm audio will be paused for 2 minutes, and the audio pause
symbol will be displayed on the screen. The alarm interface is as below.

2019-01-01  00:10 oy, 1)
A Infusion completed !!!

Alarm duration 00Hr00Min

Infused volume 1.0mL

In alarm state the corresponding alarm indicator will be light on. If the alarm is a high
priority alarm, the red indicator will flash. If the alarm is a low priority alarm, the yellow
indicator will be light on constantly. The characteristics of the alarm visual indicator signal
is as below.

Alarm level | Alarm light :::li:: s Lighting flashing frequency | duty ratio
High Red 15s~17s 1.67Hz 33.30%
Low Yellow 155~17s Constantly 100%

The alarm visual indicator signal and audio signal comply with the requirements of IEC
60601-1-8:2012 and |IEC 60601-2-24:2012. When multiple alarms occur simultaneously,
each individual alarm information will be automatically alternate and circularly displayed
on the screen. All alarms of this alarm system are technical alarms. The alarm system will
be in the technical alarm state after any alarm is triggered.

If there is nonsystematic alarm and the Start/Stop key is pressed, the alarm will be cleared
(the sound and indicator of alarm will be close) and exit from the alarm interface.
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The list of all alarms is as follows:

Alarm text Maximum
informa- | Priority | Description inherent alarm | Solution
tion response time
In stop state during
No OPEE 1| ow 2 minutes thereisn't |1 second Press any key to clear
tion! - the alarm
any operation.
While infusing, if the
tubing or patient
. . line is blocked, the S.ee 116 Occ!u Press the start/stop key
Occlusion!!! | High ) .| sion —occlusion A
pressure in the tubing| ;. to clear this alarm.
) time
will exceed the set
occlusion threshold.
Airinline High Zi:gﬁttzlé?nble dISr::_ 250 millisec- Press the start/stop key
detected!!! 9 wibing 9 |onds to clear the alarm.
pump infusion.
Cassette . The reservolr falls 250 millisec- Press the start/stop key
un- high off during pump
. ) onds to clear the alarm.
latched!!! infusion.
Infusion . The setting infusion | 200 millisec- Press the start/stop key
complet-  [High <
edll volume is completed. | onds to clear the alarm.
In the case the
Nearly remaining infusion | 200 millisec- Press the start/stop key
Low S
completed! time is no more than | onds to clear the alarm.
3 min.
Purge vol. The.pnmlr\g vglume 200 millisec- Release the prime/
o Low of single time is to bolus key to clear the
to limit.! onds
3mL alarm
Press stop key to stop
Battery infusion, and press
Low Battery low 1 second to shut off pump, then
low!
replace battery and
restart up pump
press @) to shut off
Battery . pump, then replace
depleted!!! High Battery depleted 1 second battery and restart the
pump
Besides the power
. key there is any other .
1l
Key stuck!!! [ high keyin the pressed 2 minutes Restart the pump
state.
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issue a continuous
alarm sound, and the
red alarm light flashes

Alarm text Maximum
informa- | Priority | Description inherent alarm | Solution
tion response time
Restart the pump. If the
alarm still occurs after
. No motor rotation restartmg the p.u mp
Drive fault | . . several times with bat-
High detected while pump | 10 seconds )
m is powered on tery power is enough,
P ’ please send back the
pump to repairing in
manufacturer
Restart the pump. If the
alarm still occurs after
Abnormal motor restarting the pump
Drive fault |, . speed is detected several times with bat-
High - 5 seconds .
21 during pump run- tery power is enough,
ning. please send back the
pump to repairing in
manufacturer
When the safety chip Restart 'Ehe pump. If the
h alarm still occurs after
detects that the main .
L restarting the pump
chip is seriously ab- : .
System . . several times with bat-
High normal, the pump will| 3 seconds .
fault!!! tery power is enough,

please send back the
pump to repairing in

manufacturer

Notice: If the alarm indicator is not lighted on, there is no alarm tone or the alarm infor-
mation is wrong (including no alarm text message), it means alarm system is abnormal,
and the pump shall be sent to a qualified technician for repairing.
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CLEANING AND MAINTENANCE

Cleaning

The pump can prevent accidental spatter. Please wipe the pump's casing and surface

with a rag, or if necessary, with a rag coated with 75% medical alcohol.

I a spray cleaner is used, please spray it on a rag instead of spraying it on the pump di-

rectly.

If you need to store the pump for a long time, please clean it first, then store it in a clean

and dry environment at room temperature. If possible, use the original packaging when

storing to protect the pump.

Cleaning the pump periodically by following steps:

1. Uninstall the battery from the pump.

2. Wipe the pump enclosure slightly, pay special attention to the remote PCA controller.

3. After cleaning, disinfect the pump with appropriate disinfectant and wipe it with a
clean damp cloth to remove any residual disinfectant.

Maintenance

Hospitals or medical institutions that use this equipment shall establish a comprehensive
maintenance plan, otherwise it may cause equipment failure and unpredictable conse-
guences, and may endanger personal safety.

In addition to cleaning and disinfection, this equipment requires the following inspec-
tions and maintenance before it can be used in the ward.

Inspection/mainte-

. Maintenance content Frequency
nance project
Environment meet the require-
ments.
No mechanical damage to equip- |After continuous used for
Comprehensive inspec- |ment and accessories. one year, repaired or up-
tion The alarm system is functioning  |graded, check by biomed
normally. or service engineer.

Self-test function and infusion
function are normal.

Every two years, or sus-
pected that the occlu-
sion alarm is abnormal,
calibrate only by service
engineer according to the
service manual.

Preventive maintenance |Pressure calibration
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Alarm system inspection

According to the description of
chapter 7 alarm system, check
whether it can work normally

or not, during the inspection,
occlusion and air alarms shall be
triggered correctly at least. See
“Note 6" for examples.

Every two years, either
after repaired or upgrad-
ed, check by biomed or
service engineer.

Safety inspection
according to I[EC 60601-
1:2012

Every two years, or after
the replacement of the
board or the pump, it
needs to be done, check

by service engineer.

Note:

1. 1.The above maintenance items should be carried out by technicians or professional
maintenance personnel approved by the company. If any damage or abnormality is
found, please do not use it and contact the company immediately.

2. The maintenance of the pump does not require lubrication. In fact, any lubricant con-
taining organic solvents can damage the pump housing plastic.

3. Take it out every three months. Turn on the pump and perform a functional test to
make sure it can work normally when needed.

4. Serious pollution of the infusion pump should be recycled production plant for treat-
ment. (do not use high temperature, steam sterilization or immersion in any disinfec-
tant disinfection, otherwise it will be seriously damaged).

5. In areas with serious environment of pollution or sandstorm, the frequency of clean-
ing should be increased.

6. The function confirmation of alarm system is as follows:

gﬁ
>

;E
z3
L
Z22
no

Confirm item Confirmation methods

When the pump starts the power on self-test procedure,
check a“di” sound, the screen shows the logo of Medsure,
the red and yellow alarm indicator flash once one by one,
and no system error alarm display on screen.

While infusing, after blocking the tubing, the pump shall trig-
ger“Occlusion!!!"alarm correctly. There shall be high priority
audio and visual alarm signal.

Install a reservoir filled with bubbles, the pump shall trigger
“Air in line detected!!!" alarm correctly when infusing. There
shall be high priority audio and visual alarm signal.

Self-test when power on

Occlusion!!!

Air in line detected!!!
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TRANSPORTATION AND STORAGE

1. Do not throw during loading and unloading, avoid strong vibration during transpor-
tation;
. Prevent heavy pressure, without direct sunlight, rain and snow;
3. It shall be stored in an environment where the relative humidity is not higher than
95%, non-corrosive gas, cool, dry, well ventilated and clean.

SYMBOLS DESCRIPTION
Symbols Description
c E Conformité Européenne Complies with medical device directive
93/42/EEC.
IPX4 IPX4 water proof

PCA interface
(Patient controlled analgesia)

H
>

C.

2 usBe USB interface
w8
ok
=G Type BF equipment
>0
v w
()
Date of manufacture
Manufacturer.

Serial Number.

Authorized representative in the European Community.

Caution! (read important information in the operating instruc-
tions)

Refer to the Instruction Manual

IS BN
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Symbols

Description

Return to a collection site intended for waste electrical and elec-
tronic equipment (WEEE). Do not dispose of in unsorted trash.

Temperature limitation
Numerical display upper and lower temperature limits (°C)

Humidity limitation
The numerical value shows the upper and lower humidity limits
(%)

Atmospheric pressure limitation
Numerical values show upper and lower atmospheric pressure
(kPa)

Fragile, handle with care.

Keep away from rain.

=] 3 (] [ B | E) o (1

This way up.

Keep away from sunlight

Recycle or dispose of properly.

Alarm symbol

Alarm audio is currently paused.

T3

Battery level indication
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SPECIFICATIONS
Product
Weight 0.3kg (Including PCA component)
Size 100.0 mmx32.0 mmx102.0 mm
Direction Horizontal or vertical

The configuration parameters and infusion history log

Data save time of the infusion pump will not be lost after shutdown

Working temperature +5°C ~ +40°C

Working relative humidity Not higher than 90%

Atmospheric pressure 70kPa ~ 106kPa (700hPa ~ 1060hPa)

Temperature for Transporta-

tion and Storage 40°C ~ 455°C

Relative humidity for transpor-

i (V)
tation and storage Not higher than 95%

Atmospheric Pressure for

Transportation and Storage 50kPa ~ 106kPa (500hPa ~ 1060hPa)

Expected service life 5years

Working noise No greater than 45dB(A)
wv
Z . .
o Classification
g
‘u_-f Internal power supply, BF type application, continuous operation, cannot be used in the
o flammable anesthetic gas mixed with air or flammable anesthetic environment com-
T bined with oxygen or nitrous oxide, this device is a portable device and could use as a
v portable device.

Power supply

Type of battery 2 alkaline batteries

Continuous operation of no less than 100 hours at an infusion

king ti !
Battery working time rate of 2 mL/h, or at least 8 hours at the maximum rate.

Operating mode continue to operate
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Infusion accuracy

Infusion accurac 6% Measured at a 2mL/h infusion rate or
Y =7 1mL/h infusion rate
PCA accuracy +6% Measured at the PCA dose is TmL or
- 9.9mL

Note: +6% of the infusion accuracy is the nominal infusion accuracy, which may affect the
infusion accuracy due to factors such as reservoirs differences.

Occlusion- Occlusion level

Low 70+40kPa (525mmHg+300mmHg)
Medium 100+40 kPa (750mmHg+300mmHg)
High 130+50 kPa (975 mmHg+375 mmHg)

Note: the maximum infusion pressure generated by the equipment is 180kPa.

Occlusion - Occlusion time

w
| miusionrate _[Occusionlevel [Longestocdusiontime | [
m
o
Low 20min00s E
1.0mlh Medium 30min00s 3
o
High 40min00s z
Low 10min00s
2.0ml/h Medium 15min00s
High 20min00s
Low 00min15s
120 ml/h Medium 00min25s
High 00min30s

The occlusion alarm time is the most important indicator of the occlusion response
characteristics. The upper data is the longest alarm response time under the condition of
various pressure values and rates measured according to the IEC 60601-2-24:2012.The
actual clinical application process will be affected by connecting tubing length, kink and
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the environment temperature. The above test results are tested at the temperature of

23+2 C and the tubing of 1 m.

Occlusion release- Bolus volume

When the occlusion alarm occurs, in order to reduce the unintended bolus caused by the
pressure in the infusion tubing, the motor of the pump will run reversely no more than
one round to reduce the pressure in the infusion tubing. And the infusion tubing must be
clamped before checking for the cause of occlusion.

The bolus volume (measured with the method in IEC60601-2-24:2012) is as follows: when
the pump runs at the medium speed (2mL/h) and reaches the minimum occlusion alarm
threshold of 70kPa, the bolus volume is less than 0.1ml. and the maximum occlusion
alarm threshold of 130kPa at the medium speed (2ml/h), the bolus volume is less than
0.15ml.

Sensitivity of air detection

The pump can provide four kinds of sensitivity for the air detection. They are off, low,
medium and high. If the air detection sensitivity is off, it means the air detection function
is closed. If it is low, the pump can detect the bubble whose size is no less than 200pL. If it
is medium, the pump can detect the bubble whose size is no less than 100pL. If it is high,
the pump can detect the bubble whose size is no less than 50pL.

Supported disposable reservoirs

The pump shall only use with the disposable reservoirs produced by Medical Technology
Co,, Ltd together. The specification and nominal volume of the reservoirs which the pump
supports are shown as below:

Product Category Product Model :c;-minal e Color
Disposable Reservoirs gﬁg_’s 0 50 Blue
Disposable Reservoirs g_l\}}?—(ioo 100 Blue
el =
Disposable Reservoirs E:;\IZF(’)—OZIOO 200 Blue
Disposable Reservoirs 8;\138-30 0 300 Blue

For details of the disposable reservoirs, please check the user manual of disposable reser-
Voirs.
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Curves

According to the “IEC 60601-2-24:2012 medical electrical equipment Part 2-24: Particular
requirements for the basic safety and essential performance of infusion pump and con-
troller “ in the 201.12.1 Accuracy of controls and instruments to test. The curve is drawn
according to the data collected during the two-hour measurement period.

Startup curve

Rate: 2.0mL/h

Sampling equipment: 3 sets

Sampling reservoirs: 3 pcs(Brand: Medsure, Specifications: C3-300, the disposable reser-
voirs include the extension tubing.)

Sampling interval: At =0.5 min Experimental period: 120min

Rate (mL/h)
s L
;L
s L
s L
4 b
s
2
Dk
o F
b
. . . . . . .
09:22:49 15:2 2:49 21:22:49 03: 22:49 09: 22:49
Sampling time
—actual infusion rate ---setting infusion rate
Rate: 1.0mL/h

Sampling equipment: 3 sets

Sampling reservoirs: 3 pcs (Brand: Medsure, Specifications: C3-300, the disposable reser-
voirs include the extension tubing.)

Sampling interval: At = 0.5 min  Experimental period: 120min

Rate (mL/h)

- N WA 0o N o®
T

1 1 1 1 1 1 1
13:04:23 19:04:23 01: 04:23 07:04:23 13:04:23

Sampling time
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Trumpet curve

Rate 2.0mL/h (Overall percentage error is -2%)

Sampling equipment: 3 sets

Sampling reservoirs: 3 pcs (Brand: Medsure, Specifications: C3-300, the disposable reser-
voirs include the extension tubing.)

Sampling interval: At = 0.5 min

Duration of observation window: pAt=2,5,11, 19,31 min

Percentage flow
Error

1 1 ' 1
15 60 150 330 570 930
Observation
windowimin

Rate 1.0mL/h (Overall percentage error is 0.1%)

Sampling equipment: 3 sets

Sampling reservoirs: 3 pcs(Brand: Medsure, Specifications: C3-300, the disposable reser-
voirs include the extension tubing.)

Sampling interval: At = 0.5 min

Duration of observation window: pAt=2,5,11, 19, 31 min

wv
4
(=]
-
<
=
=
(v
w
o
wv

Percentage flow
Error

10

sk

M . ‘ . 1>

15 60 150 330 570 Observation
window/min
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ELECTROMAGNETIC COMPATIBILITY STATEMENT

This product has passed the electromagnetic compatibility test to meet the requirements
of the IEC 60601-1-2:2014 standard for medical device equipment. These limits provide
reasonable protection against harmful interference in a typical medical installation.

EMC performance

This device may be subject to interference from other medical devices and radio commu-
nications. In order to prevent such interference, the equipment has been tested and met
according to IEC 60601-1-2:2014. However, the company does not guarantee that it will
never be disturbed in a separate installation environment.

1. Adjust the direction or position that affects the device;

2. Increase the distance between the device and the device that affects it;

3. Consult your supplier or service representative for additional advice.

The manufacturer is not responsible for any interference caused by: changing or modify-
ing the device without permission. Unauthorized changes or modifications may void the
user’s authority to operate this equipment.

Portable and mobile RF communications equipment may affect the equipment. Do not
use devices that emit RF signals near the device, such as cellular phones, transceivers, or
radio control products, as this may cause the performance of the device to fail to meet
specified specifications. When such devices are near the device, turn off the power to
these devices. The medical personnel in charge of this device should instruct technicians,
patients, and other personnel who may be close to the device to fully comply with the
above requirements

All types of electronic equipment may cause electromagnetic interference to other
equipment through air or other cables connected to them. The term EMC (electromag-
netic compatibility) means that a device is not affected by electromagnetic interference
generated by other devices, and does not affect the capabilities of other devices through
similar electromagnetic radiation.

In order to fully achieve the specified EMC performance, the user should properly install
and use the device in accordance with the procedures described in the instruction man-
ual and the electromagnetic compatibility information. If you have problems with EMC,
please contact your service representative.

Product use precautions
Separation distances and effects of fixed radio communication equipment: the strength

of the magnetic field generated by fixed transmitters, such as base stations for wireless
(cellular/cordless) telephones, land mobile radio receivers, amateur radio receivers, AM
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and FM radio broadcasts, and television broadcasts Generators, etc., cannot be accurate-

ly measured theoretically. To assess the electromagnetic environment generated by a
fixed RF transmitter, consideration should be given to measuring the electromagnetic
field. If the measured magnetic field strength at the location of the device exceeds the
corresponding RF level specified in the Anti-Jamming Statement, the device should be
checked to ensure that it is operating properly. If abnormal operating conditions are
found, additional measurements should be considered, such as reorienting the device's
orientation or position, or using an anti-radio room.

This equipment should not be used in proximity or stacked with other equipment. If it
must be used close to or stacked, it should be observed that it will function properly in
the configuration in which it is used.

The user may not modify the product, otherwise the EMC performance of the product
may be degraded.

Product modifications include the following changes:

1. Equipment configuration / components;

2. Equipment protection components (cover open/closed and cover fasteners).
Suggest users purchase reservoirs that have obtained the registration certificate of medi-
cal device products to use together.

Electromagnetic environment requirements

This product is intended to be used in the electromagnetic environment specified below,
and the purchaser and user of this product should ensure that it is used in this electro-
magnetic environment——Professional healthcare facility environment.

Table 1 Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

Guide and manufacturer’s statement - electromagnetic emissions

This product is intended to be used in the electromagnetic environment specified
below, and the purchaser or user should ensure that it is used in this electromagnetic
environment.

L . Electromagnetic environment —
Emission test Compliance .
Guide
This product uses RF energy only for its internal
RF emissions Group 1 functions. Therefore, its RF emissions are low and
CISPR 11 P there is little chance of interference with nearby
electronic equipment.
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RF emissions
CISPR 11

Class A

Harmonic emissions
IEC 61000-3-2

Not applicable

Voltage fluctua-
tions/ flicker
emissions

IEC 61000-3-3

Not applicable

the home.

This product is suitable for use in all facilities that
are not directly connected to the home and to
the public low-voltage power supply network of

Table 2 Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

Guide and manufacturer’s statement - electromagnetic immunity

Immunity test

IEC 60601 test level

Compliance level

Electrostatic discharge
(ESD)
IEC 61000-4-2

+8kV contact discharge
+15kV air discharge

+8kV contact discharge
+15kV air discharge

Electrical fast
transient/burst

+2kV, 1kV
100KHz repetition frequency

Not applicable

IEC61000-4-11

IEC 61000-4-4

Surge +1kV line to line .

IEC 61000-4-5 +2kV line to ground Not applicable
0% UT ;0.5 cycle
At 0°,45° 90°,135°,180°, 225°,

Voltage dips 270°and 315

0% UT ;1 cycle and 70%
UT;25/30 cycles
Single phase :at 0°

Not applicable

Voltage interruptions

0% UT; 250/300 cycle

Not applicable

IEC61000-4-11

Power frequency

(50Hz/60Hz) magnetic 30A/m 30A/m

Field 50Hz / 60Hz 50Hz / 60Hz
IEC 61000-4-8

Note: UT refers to the grid voltage before the test voltage.
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Table 3 Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

Guide and manufacturer’s statement

Immunity test IEC60601 test level Compliance level
3Vrms

Conducted RE_|0-15MHz-80MHz 3Vims

IEC 61000-4-6 6Vrms in ISM bands between 0.15 MHz 6Vrms
and 80MHz
80% AM at 1 kHz

. 3V/m

o N | soMHz2.7GHz 3V/m

80% AM at 1 kHz

NOTE 1: At 80 MHz the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation
is

affected by absorption and reflection from structures, objects, and people.

Table 4 Test Specifications for Enclosure Port Immunity to RF wireless communications

equipment.
Test Fre- ) Maximum |_. Immunity
quency (Bn:::) Service” |Modulation” |Power :Z::‘s)tance Test Level
(MHz) (W) (V/m)
Pulse
modulationb)
385 1,8 03 27
E 380-390 TETRA 400 [18Hz
EE GMRS 460, |FM?
A 430470 lcpsas0 |+ 5kHz
£ 450 o 2 03 28
= deviation
5 1kHz sine
Y E
o= 710 LTEBand |Pulse
§ 745 704-787 |13, modulation® |0,2 03 9
780 17 217 Hz
810 GSM
870 800/900
Pulse
800-960 | ETRABO0 | dulation® |2 03 28
iDEN 820
930 comasso |'8H?
LTE Band 5
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1720

1845

1970

1700-1990

GSM 1800
CDMA 1900
GSM 1900
DECT,
LTEBand 1,
3,

4,25; UMTS

Pulse
modulation ®
217 Hz

0,3

28

2450

2400-2570 n

Bluetooth,
WLAN,
802.11 b/g/

RFID 2450
LTEBand 7

Pulse
modulation ?
217 Hz

03

28

5240

5500

5785

5100-5800

WLAN
802.11
a/n

Pulse
modulation ®
217 Hz

03
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SERVICE AND MAINTENANCE

1. In case of any fault during the warranty period (the warranty period shall be subject
to the sales contract), Medsure Medical Technology Co., Ltd. shall be responsible for
all the maintenance costs (the freight shall be borne by the user, and the repair costs
shall be charged to user in case of any man-made damage).

2. Products that exceed their service life shall be scrapped. The scrapped products
should be dealt following relevant requirements of national environmental protec-
tion law. Please contact our company for more information.

3. Medsure Medical Technology Co., Ltd. could provide the documents listed in 7.9.3 of
IEC 60601-1:2012 to the designated and qualified technical personnel.
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