I o6poskenaTeHOCT

e "Onepali ¢ eHa ppKa” ¥ MHTYUTHBHA KIABIATYPa
o KoMIakreH M 0eKOTeH JU3a%H 5a /IECEH HPEHOC

. Barepwx 33 NPOAB/DKHTENHO BPEME Ha }"2160’1'3, IOAXOAALR 38 CHeIHHM

cmysau 1t Tpancdep Ha MAMEHTH

Curypocr BeneFusion SP3

o Bucoka TouHOCT, £2%, YAOBIETBOPABALIA 1 HI0/I33HE B HEOHATONOTHATA
o Dynxyis 3a 65p30 Craprupaiie cpemy aalassiie 11a crapra Hopajn rpuene C rl p " H uo B Ko Ba n OM n a
o IHaMIfYHA A€ TeKIUs HR HA/SIPAHETO, Antu-60ive, 3anassate Ha HOCHEAHO

RhBECHITe napayMeTpis, BuOAMOTEKa 32 AeKAPCTRA, Tamer 3a chOuTHS

e IP34 3amuTa OT BOAA M HIPAX, TOAADPIKA HOUICTBAHE ¢ BOJAA

CpBp3aHoCy
o MNoHTaXeH KOMIIAEKT 3a IMHEN KM
+ Hamrana WiFi spp3ka

mindray

healthcare within reach

e [TojaBpKa ROKMHT CTARUMY




BeneFusmn SP3

Cneqwd)uxaquu ] ¢ynxumn
Pasmepm
Pasmep Ha canHuosKaTa

Andy3noHHn pexnmy

O6xBaT Ha CKOPOCT Ha NOTOKa

' Akymynupax obem

VV 3agageH obem (VIBRH

Ctbnka Ha HapachaHe
Towocr

KVO CKOPOCT ™, j
bonyc/ ﬂpogyXBaHe cxopou

OKNY310HHO HanAraHe

ExpaH

TmrpwpaHe e

3aKmouBaHe Ha KnaswarypaTa

ﬂay3a -

ABTOMBTVNHO paanomaaane Ha CﬂpMHL{OBKaTa i
ABTOMaTVNeH TECT Ha CMCTEMBT&
ﬂameT 3a nocne,qno sbeegeHm napaMeTpM

Euﬁnmorexa 3a feKapcTea
3anmc Ha uctopusta

Terno

,HOKMHr CTaHuMﬂ o
~ Apbxka

Tun Ha Mén}am
Cvma Ha anapMaTa

BbeequM MapKu cnanuosKM )

" E3uk

Anapmn.

Vlsucm:auun 3a 6esonacuocr
AC 3axpaHsaHe
Twn Ha éaTepvaa

Bpeme Ha pa6OTa Ha éaTepvm v

Bpeme

BBDEN(ABHE

o Knacmd)ux una_

IP crenen
Temneparypa
BraxxocTt
Bb3}1quHO QannraHe
Mm'epd:em:
MHTepcbemc 3a naHHw
6e3>«mqu
MoBuKsane cecrpa
12V DC BxO4
ﬂmHemxa

, 330x126x110mm
5,10, 20, 30, 50/60m!

pexum CKopocr pexum BpeMe Pemmm TenecHo rerno

:smi cripunyoBka: (0.1~150) mi/Zh; 10mi cnpustoska: (0.1~300) m!/h ZOmi CPUHLIOBKA:

© 0.1~9999 mi, a cTbKa o7 0.1 ml
0.1~999.9 mi/h, Ha cTenKa 07 0.1 mirh; 1000~1 500 mi/h, Ha cTenka ot 1 ml/h

! (0.1~600) mi/h 30m| cnpvmuoska {0.1~900) ml/h; 50ml/60ml canHuosKa (01 1500) ml/

v

b !~9999 m! Ha cTenka o1 0.1 ml

CKopocr 21 mih: TouHoCT < +2%, CKOpOCT < 1mi/h: TouHOCT < +3%
0.1-5.0 mi/h, perynupyema
0.10- 1500m|/h (8 33BMCHMOCT OT pazmepa Ha canHuosxaTa)

i Hucko 300175 mmHg (40kPa) Cpegro 525£75 mmHg
i {70kPa) Bucoko 300£135 mmHg (120 kPa)

30 LCD MOH@X%JF)!\XQ;&;@)&H cvnbncsefr{a, 24(} x" 128 mvik‘ce’nvé '

( 200neKapcha'

e
T
o

Ba
Da

o 1500 Cbévm/m

100240V (50/60Hz)

ﬂmmesa )
~ ﬁ CTaHAapTHo 6uac SmI/h OnumHanHo 12 uaca@Sml/h o

; <1.8 g(BKﬂ MomamHaTa cxo6a) 5
.

l'lo,qAbp)Ka

N BknioueHa

CTaH,qapmo BepTMKanHa 6a; ONUNOHANHO: ’de‘f/ss’o;-ﬁéﬁﬂrawrbl;éa' i

-8 Hyiea, nabupaemv \

: 8 srmousa B-D, B. Braun, Terumo, 1 neT KUTanckn Mapxm nnoc Koud)mrypmpane Ha MECTHW Mapm
© 11, KUTARCKN,BHTIMIACKY, GPEHCKI, DYCKUA, TYDCKM, OPTYT., MOMCKU, BDNTPCKY, YEWwKN, DYMBHCKY

' VTBI aocTurkar,VTBI 671n3Ko A0 AocTvrane, KVO Kpait,ipasta CpUHLIOBKa CipHHUO8Ka

6N130 RO U3NPa3BaHe, PazkayeHa CPKUHLOBKA,0KNY NS, CUCTEMHA PELLIKa,aHOPMANHA CMCTEMA,;

<5 vaca

o 57 106kPa paﬁoTHa 50~ 106kPa Ha CbXpaHeHIA/I“e T

>' noaAbpKa

CF Class 'y

' i O~40°C pa6oma -40~ 70éC Hq CBxpaHeHwe

15 295% paéoTHa 10~95% Ha Coxparienue

. noavpxa,RS232

WiFi (onynoHanHo) ' )
NOAABPNA

I noaabLPKa, on’osapn Ha M3MCKBanﬂra Ha EN- 1789

\

Mindray Building, Keji 12th Road South,

High-tech Industrial Park, Nanshan, Shenzhen 518057, PR. China

Tel: +86 755 8188 8998 Fax: +86 755 26582680

E-mail: intl-market@mindray.com www.mindray.com

MINAray | e o mc 2 PErviCTPNpaKa TsProgcka MapKka PUTexasara O Shenzhen Mindray Bio-medical Electronics Co., LTD.

© 2013 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. Bcwukn npasa 3anazenn. CneuyibnKaunnTe ca npeameT Ka npomana Ges npegussecive.

P/N:ENG-BeneFusion SP3 Syringe pump-210285x2-20171121
mindray

AL [ £



Friendliness

“One hand operation” and intuitive keypad
Compact and lightweight design for easy carrying

Long runtime battery, suitable for emergency and patient
transfer

Safety

High accuracy: 2%, satisfying neonatal use
Fast start function against start delay due to friction

Dynamic pressure detection, Anti-bolus, Memory for
last parameter configuration, Drug Library, History Events

IP34 water and dust protection, support cleaning with water

Connectivity

Ambulance support
Wifi connection available
Dock support

BeneFusion SP3
Syringe pump

Pl
\Nmindray

healthcare within reach

s [



BeneFusion SP3

Spodﬂaﬂons and functlons
Drmension
45}’[',’,‘99, size

i 330x126x110mm
: 5,10,20, 30, 50/60m|

Infusion mode Rate mode, Tme mode, Body werght Mode o

" 5ml syringe: (0.1~150) ml/h; 10ml syringe: (01~300) ml/h 20m| syrlnge (01~600) mI/h
30m| syrrnge (0.1~900) ml/h; SOmI/60ml syrlnge (01 1500) ml/h

Flow raterange . ..

VAt_:eu;rnu_lated yolume L 0. 1~9999 mI |ncrement is 0 1 ml

VTBI 01~9999ml i ntrsO1mI

Increment 0. 1~999 9 mI/h ment is 0.1 mI/h 1000~1500 mI/h |ncrement is 1 m|/h
Accuracy ' Flow ratez1 ml/h: / Accuracy < xz% Flow rate<1 mI/h Accuracy < 3%
KVO rate 0.1-5.0 mi/h, adjustable

Manual or Auto Bolus/Purge rate o 10—1 SOOmI/h (depending on syringe size)

. Low 30075 mmHg (40kPa) Medium 525+75 mmHg (70kPa)

Occlusion High 900135 mmHg (120 kPa)

Screen _ 3.0" LCD monochrome screen with backlit display, 240 x 128 pixels

Ttratuon CiYes T o

Keypad Iock : Yeé'

Pause e _ Yes

Automatrc recogmtr_on ofsyrrnge slze ' Yes

Self -test system Yes

Me oryfor last parameterconfguratron : Yﬂe;s“

Drug library . 200 drugs

History f?ﬂ’.‘fd ' 1‘5&) e\;ents

‘Weight L <1 skg (mcludlng clamp)

Dock Supported
. Handle "+ Included ~
' Mounting type : Standard :Vertical Pole, Optional Horizontal Pole

~ Alarm Volume ' -8 levels selectable o o

Preset syringe brand ) 8 mclude B-D, BBraun,Terumo, and 5Chinese brand Iocal brand conf' guratron supported
- }?‘»"993’9_3 . ) - ', Chlnese, Englrsh French, Russran,Turkish , Portuguese, Polish, Bulgarian, Czech, RQ!!"?F!'?,“
© U Alarm . ' E i

VTBI done, VTBI Inear done, KVQ finish, syringe empty, syrmge near empty,

i gaged occlusion , System error, system ; abnormal battery low,“ )
} battery empty, remrnder, AC power drsconnectron, standby

s:f yRequIrement

100240V (50/60H2)

- ‘Battery type thhuum } . o
_ Battery operationtime Standard 6 hours@5mi/h; Optional: 12 hours@Sml/h

" IPGrade , ) e
) A‘}mew— e 0~40°Cforoperating,-40~70°Cforstorage T 4
o W o T R 15~95% foroperating,lO-QS%forstorage e ‘-‘ T ) ’
- ”X.Tﬁr"é;;a?é ) o P 57~1“06kPaforoperatlng, SO~106kPafor storage o A o
15atainterface o o : Supported R5232 ) ) /‘ " ' o o
) Wil’e'ess T o i o ~H. WIFI (optlonal) y :‘ oo ’V ; ‘ /"; o
Nurse Call s e i

i
L Supported, meet EN 1789:2007+A2:2014 requirement o

MMWIMMM
High-tech Industrial Park, Shenzhen 518057, PR. China
Tel: +86 755 8188 8998 Fax: +86 755 26582680

E-mail: intl-market@mindray.com www.mindray.com

02013 0, Loal Al rights reserved. ges
P/N:ENG-Benefusion SP3 Syringe pump-21028522-20171121

mindray




Hpecod om au uticku e3ux

Hexaapaunns 3a csoTBeTCTBHE — Bepcusn 4.0 CE0123

llelc.uapauml 3a ChbOTBETCTBHE

Shenzhen Mindray Scientific Co., Ltd.
6/F, Bldg 2, 1203 Nanhuan Avenue. Yutang Block. Guangming
District, Shenzhen, KHP

IIponisoamTen:

IIpencrasuren 3a EO: Shanghai International Holding Corp. GmbH (Europe)

Eiffestrafie 80, 20537 Xambypr, "epmanus

Hpoayxr: [Tomna Tun crippHUOBKA (BKJI. axcecoapu) —_

Matesm: BeneFusion SP1, BeneFusion SP1 Ei BeneFusnon SP3. \
BeneFusion SP3 Ex, BeneFusion SP3D, BeneFusion SP3D Ex

Knacnpuxaunsn: 11b (Cwraacho lNpaeuno 11 ot JlupekTrHBa OTHOCHO MEAULIMHCKHUTE
ninenus, [Npnaoxenue 1X)

Kox no THMMU: 13217

MD kon: MD 1101

Onenka Ha CbOTBETCTBHETO JIMPEKTHBA OTHOCHO MEAHUMHCKUTE H3nenus. lMpuaoxkenne 1,
crmopen: € W3KNIOYEHHe Ha T. 4

C HACTOSIIOTO JeKIapHpaMe, 4e ropenocodeHHTe MPOAYKTH OTrOBApAT Wa pasnopeabure na
Jupextuna 93/42/EMO na CnBera OTHOCHO MeAHUHHCKHTE Rinenns, Himenenue 2007/47/E0.
Hanata noaabpaaima XOKYMEHTAHMS Ce HAMHpA y npou3soanTean. Hue cve HIKm0uHTEIHO
OTroBOPHH 33 REKIAPAIIHATA 32 CLOTBETCTBHE.

HPHJIOQKCIII CTAHRAPTH!
Crivcbk Ha (xapuonuanpaume) CTaHIAapTH, 38 KOWTO BaXKH CBHACTEJACTBOTO 3a CbOTBETCTBHE, MOXKE
Jia ce NMpeAOCTaBH KATO NPHUNOKEHHE.

TUV SUD Product Service GmbH
RidlerstralBe 65
80339 MioHxen, I'epmanus

Hotudunnpan opran:

Ne na BOTHGHUHPAHKHSA Opran:

MsicTo, ARTA Ha AIIABaHE:

[Moansuc:

HMMe Ha yOTLIHOMOMECNHS 12 noAnHe:

3aeMana JIBXKHROCT B KOMNAHHATA:

0123
Shenzhen, 09.02.201
(ne ce ueme)

Baii Meuxyn

10 € OPHTHHATIA

s

Mennmkbp TexHudecka perynauns™
i

Interlang Ltd. / “UnTepnanr” EQOL

88, Bulgaria Blvd., 1680 Sofia, Bulgaria

phone: (359 2) 808 171; fax: (359 2) 854 84 64
e-mail: interlang@interiang.net;
http://Awww_interlang.net

° BG1731BQ

r 4
L 4 1SO 9001.2008 »
BUREAU VERITAS
f)’ Certification




TMpuaoxkenue na Jleknapauns 3a b

HpoaykT:
Mogaen:

M puaoxeHH CTAHAAPTH:
[EC 60601-2-24:2012
EN 60601-1:2006/A1:2013

EN 60601-1-8:2007/A1:2013

IEC 62366:2007/A1:2014

[EC 60601-1-6:2010/A1:2013

EN ISO 14971:2012
EN 62304:2006/AC:2008

EN 60601-1-2:2007/AC:2010

EN 1789:2007+A1:2010
EN 1041:2008

EN 1SO 15223-1:2012

oTeeTcTRME: CNUCHK HA PHNOKEHUTE CTAHAAPTH. BEPCHA 1.0

Momna THN CPUHLOBKA
BeneFusion SP1, BeneFusion SP1 Ex. BeneFusion SP3,
BeneFusion SP3 Ex, BeneFusion SP3D. BeneFusion SP3D Ex

EnekTpOMEAHLIMHCKH anapaTH. Yacr 2-24: Cneunduyun
W3nCKBaHMA 3a 6e30NacHOCT HA MHY3MOHHH NOMNH U
KOHTPOJIEpH

ElexTpoMeIMUMHCKH anapaty. Hact 1: O6usn M3UCKBaHHA 33
OCHOBHA 6€30MaCHOCT M CBHILECTBEHU XapaKTePHCTHKN
EnexTpoMeHLHHCKW anapaTH. Yacr 1-8: O61uHK nincKsanna
12 OCHOBHA 6€30NaCHOCT H CBLIECTBEHH XAPaKTEPUCTHKY.
Jlonbnsaul CTaHAAPT: OCHOBHH W3HCKBAHHA, HINWTBAHWA H
PBLKOBOACTBO 32 A1aPMEHH CHCTEMH 8 eNEKTPOMEANLIMHCKH
anapaTH ¥ elIEKTPOMEIHLIMHCKK CHCTEMH

Meauuntcky yerpoiictea. [punarane Ha NPUAOKEH
HHKEHEPHHT B MEAMLMHCKHM YCTPORCTBA
EnexTpoMEANLIMHCKY anapaTh. UYacT 1-6: O611n U3UCKBAHUSA
33 OCHOBHa G€30MACHOCT M CHIIECTBEHH XapaKTEepUCTUKN.
Jionbnsauw cranaapt: [puaoKUMocT

MenmunHckH ycTpoiicTsa. [Tpunoxenne Ha YApPaBNEHHETO HA
pHcKa 338 MEAHUNHCKUTE ycTpoicTea

Codryep 3a MEAHLMHCKHA yctpofictea. [Ipouecn no Bpeme Ha
w3non3saxe Ha codryepa

EnexTpoMeaHLHHCKY anapaTy. Yacr 1-2: O61uu n3vckBanni
33 OCHOBHA 5€30MacHOCT U CHLIECTBEHH XaPaKTEPUCTHKA.
Jlombasaw cTaHAapT: EnekTpoMariuTHa CHBMECTHMOCT.
H3uckeaHKa M U3NUTBAHHA

MeaMuMHCKH NPEeBO3HH CPeaACTBa. ABTOMODOWH 32 crielHa
nomotut

Wudopmauus, 10CTaBAHA OT NPOM3BONHTENS C MEAUUNHCKHTE
ycTpo#icTaa

Meanuuxcky ycTpoiicTsa. CMMBOH, U3NON3BaAHH C
MEAMLIMHCKM YCTPOHCTBA, ETUKETH, ETHKETHPAHE H
nHpopmauns, KOATO TpsbBea na 6vae NOCTaBEHA. Yacr 1.
O611M U3UCKBAHKA

Jloavnoonucanama Liseme.nia Jluxoea yoocnosepasav aepriocmma id u3GLPUIENUA OM el HPEsoO
o aneAulicKu KA BBA2APCKI €3UK HA NPUI0XNCeN st doxymenm. [Ipesoden ce coemou om 2 cmpanuiu,

Mpecooau: Llsemenuna Jlaxosa
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Declaration of Conformity-v4.0

Declaration of Conformity

Shenzhen Mindray Scientific Co., Ltd.

Manufacturer:

CE.-

6/F, Bldg 2, 1203 Nanhuan Avenue, Yutang Block, Guangiming District,

Shenzhen, P. R. China

EC-Representative:

EiffestraBe 80, 20537 Hamburg, Germany

Shanghai International Holding Corp. GmbH (Europe)

Product: Syringe pump (Including Accessories)

Model: BeneFusion SP1, BeneFusion SP1 Ex, BeneFusion SP3,
BeneFusion SP3 Ex, BeneFusion SP3D, BeneFusion SP3D Ex

Classification: IIb (According to Rule 11 of MDD Annex IX)

GMDN Code: 13217

MD Code MD 1101

Conformity

MDD Annex Il excluding (4)

Assessment Route:

We herewith declare that the above mentioned products meet the provisions of the Council

Directive 93/42/EEC for Medical Device, as amended by 2007/47/EC. All supporting

documentations are retained under the premises of the manufacturer. We are exclusively

responsible for the Declaration of Conformity

Standards Applied:

List of (harmonized) standards for which documented evidence for compliance can be provided as

attachment.

Notified Body:

Notified Body No. :
Place, Date of Issue:

Signature:

Name of Autherized Signatory:

Position Held in Company:

TUV SUD Product Service GmbH

Ridlerstra3e 65

80339 Miinchen, Germany
0123
Shenzhen, 2o l8 .2 7
Bai Yanhong

Manager, Technical Regulation

=



Attachment of Declaration of Conformity: Applied Standards List-V1.0

Product:

Model:

Applied Standards:

IEC60601-2-24:2012

EN 60601-1:2006/A12013

EN 60601-1-82007/A1:2013

IEC 623662007/A122014

IEC 60601-1-6:22010/A12013

EN ISO 14971:2012

EN 62304:22006/AC2008

EN 60601-1-2:2007/AC:2010

EN 17892007+A2:2014

EN 10412008

EN ISO 15223-1 2012

Syringe pump
BeneFusion SP1, BeneFusion SP1 Ex, BeneFusion SP3,
BeneFusion SP3 Ex, BeneFusion SP3D, BeneFusion SP3D Ex

Medical electrical equipment -- Part 2-24: Particular

requirements for the safety of infusion pumps and controllers

Medical electrical equipment - Part 1: General requirements for

basic safety and essential performance

Medical electrical equipment - Part 1-8: General requirements
for basic safety and essential performance - Collateral Standard:
General requirements, tests and guidance for alarm systems in

medical electrical equipment and medical electrical systems

Medical devices - Application of usability engineering to medical

devices

Medical electrical equipment - Part 1-6: General requirements
for basic safety and essential performance - Collateral Standard:
Usability

Medical devices - Application of risk management to medical

devices
Medical device software - Software life-cycle processes

Medical Electrical Equipment - Part 1-2 General Requirements
for Safety - Collateral Standard: Electromagnetic

compatibility-Requirements and tests

Medical vehicles and their equipment - Road ambulances

Information supplied by the manufacturer of medical devices
Medical devices -
Symbols to be used with medical device labels,

labeling, and information to be supplied -

Part 1: General requirements \

=



IIpespd om auzaulicky esux
Ha bnanxa na
Cmp. lorl

YIOCTOBEPEHHE 34 CLOTBETCTBHE
Ne: MED GZME 1 706000480ME
Kannnnar: Shenzhen Shenke Medical Instrument Technical Development Co., Ltd.

Bldg 2, 5, Mindray Guangming facility, 1203 Nanhuan Avenue, Y utang
Block, Guangming District, 518016, Shenzhen, KHP

TlporsromyTes: Bx. Kanguaar

Onncanie Ha NPORYKTA: HAdy3nouHa noMia THO CNpUHI0BKE

Moaen Ne: BeneFusion SP3, BeneFusion SP3 Ex, BeneFusion SP3 Vet
Ouenka: 100-240 V npomenas Tok; S0/60 Hz; 0,40-0,14 A

IMpesapexnaiue ce GatepHd (B OCHOBHLA KOMIEKT): 7.4 V NOCTOAHEH TOK,
2600 mAh (1 Garepusr) uaty 3200 mAh (2 Gatepui)

Nonwaxurenta nH(popMauns
{axo ¢ HannyHa): -

Jocrarbuen Gpoli MocTpy Ha npofykTa 6axa WINUTAHK K feule YCTaHOBEHO, 4 OTrOBAPAT HA

CraunapT 3a H3NHTBAHE: EN 1789:2007 + AZ:2014
KAKTO & YKa3aHo B

Hoknan ot HamiTsane Nb: GZME170600048001
akmoyeHne:

ﬂpeaocraneﬂm‘e MOCTPH 0TTCBAPST H& UIHCKBAHHNTA HA OCOMEHUSt CTARAADT, KORTO MOFaT Aa foaat
ONeHERN.

(rodnuc: me ce veme)

Hoxelicny Xy

HwpexTtop Ha naGoparopus

$GS-CSTC

Kpvewn newam na SGS-CSTC Standards Technical Services Co., Lid Guangzhou Branch E&E Lab
27.06.2017 r.

ABTOPCKOTO NPABO DHPXY HICTOAILATA ACKIAPALMA C NPHTERAUIHE BA SGS-CSTC Standards Technical Services Co., Ltd. n
MOKC A3 CE BRUMOMIOSKAR CAMD WANGCTHO W C NPCIBAPHTCTHOTO 0f10GPeHHe HA TEHEPANHNA IHPEKTOP. Hacroama
zexnapauns € cbofpasena ¢ OBnmTe YCNOBUSA, OTMCAHH HA repGa ua nacTosuA AoxyMeNT. HacToswata ackaapauns
cacnBa fa ce wsnoasea 3aeano ¢ Jownnn or wannTeane N GZME] 70600048001,

UYaaen va SGS Group {Societe Gencrate de Surveillance)

Jonynodnucanama Lisemenuna Jlaxosa yOocmosepaear GepHOCIING HA USGLPUEHUA O AEH npegod om
anznudicnn #a Gvrzapexy eux na npurcdcents doxyrenm. Hpesodum ce coerou om | cinpasiiya.

fIpesodan: Lsemenuna Jlaxosa

< _ . N
Tnterlang Lid. 7 Hurepmanr™ EOOJL NS B ISO 17100:2015 PrimeCert J-0021216 BG
$8. Bulgaria Bivd.. 1680 Sofia. Bulgaria\ ﬂ ME 1SO 9001:2015 PrimeCert J-001 NG BG

T; (+339 2) 808 171; F: (#3559 2) 854 84 64 CERT
F: inierlanggdinterlang. net. '\ -~ %

. \ e
hup: “www.interlang.net v
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Page 1 of 1

VERIFICATION OF CONFORMITY

No.: MED GZME1706000480ME
Applicant: Shenzhen Shenke Medical Instrument Technical Development
Co., Ltd.

Bldg 2,5, Mindray Guangming facility, 1203 Nanhuan
Avenue,Yutang Block, Guangming District, 518016, Shenzhen,

P.R. China
Manufacturer: Same as applicant
Product Description: Syringe Pump
Model No.: BeneFusion SP3, BeneFusion SP3 Ex, BeneFusion SP3 Vet
Rating: 100-240 V AC; 50/60 Hz; 0.40-0.14A

Rechargeable battery (in Main unit): 7.4 VDC. 2600 mAh (1
battery) or 5200 mAh (2 batteries)

Additional Information (if any). -

Sufficient samples of the product have been tested and found to be in conformity with

Test Standard: EN 1789: 2007 + A2: 2014
as shown in the

Test Report Number(s): GZME170600048001
Conclusion:

The submitted samples fulfilled the requirements of specified standard which can be evaluated.

2

Jason Hoo 9
Laboratory Manager

SGS-CSTC ‘ ’

Copyright of this statement is owned by SGS-CSTC Standards Technical Services Co., Ltd. and may not be reprodONQEy g

full and with the prior approval of the General Manager. This verification is subjected to the governance of the General OSRitia 8

Services, printed overleaf. This verification shall be used with test report GZME170600048001.
Member of SGS Group (Société Générale de Surveillance)

This document is issuad by the Company subject to its General Conditions of Service, available on request or accessible atwww sgs.com/terms and_conditions htm and, for electronic format documents, subject to Te
and Conditions for Electronic Documents af 8018 . fms ent.htm. Attention is drawn to the ion of liability, i ification and jurisdiction issues defined therein. Any holder of this document is ad iséy
that information contained hereon refiects the Company's findings at the time of its intervention only and within the limits of Client's instructions, if any. The Company’s sole responsibility is to its Client and this document
does not exonerate parties to a transaction from exercising all their rights and ions unde: the i ts. This t cannot be produced except in ful, without prior written approval of the Company.
Any ized ion, forgery or falsi of the content or appearance of this document is uniawful and offenders may be prosecuted to the fullest extent of the law.




1.2.7

TRACK 11

KoMnaKTHa CTOMKa 32 UHPY3MOHHMN ByTUNKK

B3N

YCTpOHCTBO, NpeAHasHaueHo Aa NOAAbPXKA M 3aLlMTaBsa KOHTeliHepUTe € MEAMUMHCKM BeLiecTsa,
npunaraHn Ha nauueHTa upes BeHO3Ha uHpy3ua. Mo3sonABa 3HaUMTENHO HamanABaHe Ha subpauuuTe,
KOWTO MOraT Aa NOBPEAAT KOHTENHepUTe C TeHHOCTK.

CrieundnUHK XapaKTepUTUKH TexHnuYecKkn faHHN

J/leCHO MOHTUpPAHe Ha TaBaH UM B KyXuHa Pa3zmepwn 3aTBOPEH 210x110x27 mm
3apaBa U NeKka KOHCTPYKUUA Pasmepu oTBOpEH 50x120x180 mm
10g puKcupaHe Ha cakoseTe MaTtepuanu cTomaHa, anyMuHuN
YCTPONCTBO, KOETO NecTh NPOCTPaHCTBO Terno 290 g

Mosxe aa Abpku cakose 250 uan 500 mn
MpaKkTMYeH 3a N3Nos3BaHe bnarogapeHve Ha
3aKN104BaLLATa CUCTEMA U NEHTUTE

CvoTBeTCcTBa C Knac | MeguLMHCKo n3genue ceraacHo fup. 93/42/CEE
EN 1789:2007+A2:2014 TRACK 11 - KomnakTHa
CTONKa 32 UHDY3UOHHM
B6YTUNKN BNYMUHNEBA

1F010618
CND Knacudukaums V80
PernctpaynoHeH Homep 805628

Rev.2 (15/01/2018)
AOMBLIHHTENHM MIAIHKA WIE €3 HANNIHU H http://support.spencer.it
Spencer Italia S.r.|. Sala Baganza (PR) Italia Tel. +39.0521.541111 Fax +39.0521.541222

spencer.it
© Copiright - This document is property of SPENCER {TALIA S.r.l and can’t be reproduced, used and disclosed without the written approval of SPENCER ITALIA S.r.b.
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TRACK 11
Compact IV-bottle hoider

Device intended to support and protect the containers of medicinal substances administered to the patient
by venous infusion. Allows a significant reduction of the oscillations that may damage the containers of
liquids.

Specific Characteristics Technical data

Easy ceiling or recessed installation Dimensions closed 210x110x27 mm
Robust and light structure Dimensions opened 50x120x180 mm
10g fixing of the bags Materials Acciaio, Al
Space saving device Weight 290 g

Can hold 250 ov 500cc bags
Practical to use thanks to the locking system and

straps
Compliant with Class | Med.Device according to Dir. 93/42/CEE
EN 1789:2007+A2:2014 TRACK 11 - COMPACT V-

BOTTLE HOLDER IN
ALUMINIUM c €
IFOLI0EIR
CHND Classification V8o
Registration number 805628

Rev.2 (15/01/2018)

UNCHECKED COPY - further revisions will be available on http://support.spencer.it
Spencer (talia S.r.|. Sala Baganza (PR) ltalia Tel. +39.0521.541111 Fax +39.0521.541222

spencer.it
© Copiright - This document is property of SPENCER ITALIA S.r.{ and can’t be reproduced, used and disclosed without the written approval of SPENCER ITALIA S.r.). %
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Ilpesod om anznuiicky ezux

Hexnapayun 3a coomeemcmeue CE

IIpouszsooumen: Spencer Italia Srl

Adpec: Via Proviniciale, 12 — 43038 Sala Baganza, [Tapma, Uranus

IIpodyxkm: TRACK 11 KOMITAKTHA AJIYMUHUEBA CTOMKA 3A
HUHTPABEHO3HU BJIMBAHUS

Koo: IF01061B

Knacupuxayun (cvenacno Jupexmusa 93/42/EHO na Cveema, Mpunoncenue IX): |

C Hacmoawomo dexnapupame, 4e 20penocouerume npodyKmu omzoeapam na
npeonucanusma na Jupexmuea 93/42/EHO na Cveema
(Aupexmusa omnocno meouyunckume uzdenusn)

Ilpunoxcenue na Ilpun. VII (cvenacno Jupexmuea 93/42/EHO na Creéema)
IIpunoxcena cucmema 3a kavecmeo: ISO 9001-1SO 13485
B cuna om: 22.05.2018 r.

Hoonuc u dnvycnocm:

Jyunxu Yesape ITuun Cnanonu

3axonen npeocmasumen

(noonuc: ne ce yeme)

Ilevam na Spencer Italia s.r.l. a socio unico, Via Provinciale, 12, 43038 Sala Baganza

llemapaumn’a 32 ChOTBETCTBHE, H3JAACHA 32 rOPENOCOYEHHR NAPTHACH HJIH MNPOAYKTOB HOMED,
€ KAPTOTeKHPAHA B JOCHETO HA H3XE/THETO H Ce NA3A NPH JOKYMEHTANHSTA HA APYXKECTBOT

Hoaynoonucanama Ljeemenuna Jlakosa yoocmogepasam aepocmma Ha uzévpuieHus om e
npeeod om aneauiCKu Ha 6br2apcKu g3uUK Ha NpuaodceHus Ookymenm. Ilpesodvm ce cvemou
om I cmpanuya.

IIpecooay: 1Jeemeauna Jlaros

N

BAPHO COPHTEATA

Ly 8 e st

o N

interlang Ltd. / “MiuTepnanr” EOOA 150 o1
88, Bulgaria Blvd., 1680 Sofia, Bulgaria s vinns B %
phone: (359 2) 808 171; fax: (359 2) 854 84 64 iy

1

e-mail: interlang@interiang.net;
http://mwww.interlang.net n°BG1120
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Declaration of conformity c €

* Manufacturer: | Spencer Italia Srl |

-Adress: Via Provinciale, 12 - 43038 Sala Baganza Parma Italy
- Product: TRACK 11 LV.POLE IN COMPACT ALUMINUM
: Code: IF010618B

| Classification (according to Council Directive 93/42/EEC, Annex : 1

We hereby declare that the above mentioned products
meet the provisions of 93/42/EEC Council Directive (MDD)

-Application from the Annex vIT (according to Council Directive 93/42/CEE) :

' Quality System Applied: IS0 9001-1S0 13485
4 SPEN A ER 1TALIA sRL 3 socio unito

 Valid from date 05/22/2018 Vil PROV|NCIALE, 12
f 43038 SALA BAGBANZA (PR)

: . 0521}5; 21541222
! Signature an Position: Tel 9,5 Y 348

Lulgi Cesare Pizzi Spadoni
Legal Representative

The Declaration of conformity issued for the lot or production number is filed in the Device
Master Record and is available from our company files,




=S

LpowylA #724

BeneHeart D6

Aedunbpunatop/MoHuUTOp

— iz e

TexHuuecku cneyndpmKaymu

OU3NUHK Lo ,
Pasmepu: Bes BLHLWHKM AedunbprnaTopHn nbxaum: 295 mm () x 218 mm (a) x 279 mm (8)
C BBHWHM AedubpunaTopHu Abxuum: 295 mm (w) x 218 mm (a) x 323 mm (B)
Terno:
OcHoBHoO TAMO: 55kg
Bavepus (Bcska): 0,57 kg

BBbHWHKM NBXULM:

0,86 kg (KOMNAEKT BLHLIHU AedubpunaTopHN NbXULM)

M3nckBaHWA KbM BbHILHATa cpeaa

3awwuTa cpelly Boaa: IPX4 (6e3 BLHLUHO 3axpaHBaHe)
3awuTa cpeLly TBbpAU IP4X
YacTuum:
Temneparypa: Pa6ota: 0 go 45°C (Microsteam COz: 0 go 40°C); Sidestream CO2: 5 go 35°C) /
CuxpaHeHue - 30 go 70°C (- 20 go 60°C 3a CO2)
noHe 60 MUHYTW Bpeme Ha paboTa Npu cnaa Ha Temnepatypara oT cTaiiHa fo -20°C)
BnaxHocT: Pa6ota / CuxpaHeHue: 10 o 95%, 6e3 koHAeH3aums

Hagmopcka BucoynHa:

Pabota / ChxpaHeHue: -381 m go +4575 m

Yaap v subpavuuu:

CbOTBETCTBA Ha UanckeaHuATa Ha 21.102, 1ISO9919 (Yaap v Bubpauuu npu
TpaHcnopT)

Apycane:

CHOTBEeTCTBa Ha U3UCKBAHUATA Ha 6.3.4.2, EN1789:2007+A2:2014 (MeaUUUHCKK

YCTPOCTBA 32 M3NON3BaHe B TPACHNOPTHM NUHERKM)

CeobogHo napgaue:

CbOTBETCTBA Ha U3NCKBaHMATA Ha 6.3.4.3, EN1789:2007+A2:2014 (BucouuHa Ha
nagane; 0,75 m no eavH NbT Ha BCSKA OT LLECTE CTPaHu)

Y

EMC: CvotBetcTBa Ha IEC 60601-1-2
BbesonacHocT: CwoteercTea Ha EN/IEC 60601-1
Oucnnen \ ,
Tun: TFT uyseTteH L‘C
Pasmep: 8,4 nHua \\

<7
Pesonrouus: 800 x 600 nukcena

Moka3saHu BbAHOBMW KPUBU:

Makc. 4 kaHana

Mpernepn Ha kpuseu:

Mmakc. 16 cekynau (EKI)

3axpanBaHe .

AC 3axpaHBaHe \ / /2 N\
HanpexeHve: J | 10000240V~ (210%) -/ . /f/
FonemuHa Ha Toka: 1,8000,8 A (‘ 0' {

YecrorTa:

50/60 Hz (+3 Hz) N




/
g

DC 3axpaxBane (npe3 DC-AC uxBepToOp) - 3 /

BxoaAwy BonTax: 12 VDC ‘Lj
KoHCymMauus Ha MOLWHOCT: 190 W
Batepus
Tun: * 15.1V, 5600mAh, npesapexaall ce NMTUeBo-iHOHEH GaTepueH nakeT
bpoi: Makc. 2
Bpeme Ha 3apexaaHe: l'lo-ma_nxo oT 3 yaca ao 90% u no-manko ot 4 yaca Ao 100% npu usknOY4eHo
YCTPOWCTBO
WHankaTop 3a kanauurer: 5-CermeHTEH CBETNIMHEH MHAWKATOP 3a Bbp3 ryérneg Ha kanauuTeTa Ha baTepusTta
KanauyuteT (a8e HoBy, Pexum ,MoHuTopuHr™: 2 12 Yaca, ApKo w lfkpana e 3apgageHa Ha habpuyHute
HanbNHo 3apeaexu 6atepun) HacTpoitku no noapasbupate, 6e3 neuar

Pexum ,Jedubpunayus™: 400 .qecbu6pu}'\a5w 360J pa3spag npes uHTepeanu ot 1
MuHyTa 6e3 nevaTtaHe.

Pexwm ,MelicuHr’: 9 yaca, 50 Ohm HaToBapBaLy KMNefAHC, YecToTa Ha neicupaHe:
80/MuH., ronemuHa Ha nevicupay umnync: 60 mA

npuufep ‘

Mertoa: TepmoneuaT C BUCOKa pasaenutenHa cnocoGHocT \[

BbnHOBM KpUBK: Makc. 4 kaHana

Ckopocr: 6,25 mm/s; 12,5 mm/s; 25 mm/s; 50 mm/s

WWupuHa Ha xapTuata: - 50 mm, 80 mm ‘

OtueTu: Morat aa 6bAaT pasneqaTBaHy, cneﬁﬂme: KpVBM B peanHo Bpeme, Kpueu Ha ,cTon-
kaawLp’, TabnuyHu Tpexgose, 12 !‘Eyl' oTBexgaHws, noTpebuTenckn Tect, asTo-
TECT, KoHurypauma

ABTOMaTUYEH 3anuc: CuBuTuA OTHOCHO 3axpaHBaHeTo, gedubpunaumu, otbensasanu c1=6m'vm,$owe1' 3a

aBTOTECT, NapaMeTLPHYN anapmu, apuTMUA anapMi, ako ca KOHUrypupaHu’

ChbxpaHeHue Ha filaHHU * |

MauneHTHU npodunu: makc. 4o 100 nauymeHTv .

Cuburus: Ao 1000 cubutun 3a eanH naumeHt \\ ,
CbXpaHeHne Ha BLNHOBM KpUBKM:| A0 24 Yaca HenpekbcHaTa EKI BbiHoBa kpuBa \\ 1
TabnwyHu TpeHpoBe: Makc. 72 Yaca OT BCUYKM U3MepeHU napameTpy; pesontoums: 1 MuHyTa ‘J
3anuc Ha 3ByK: makc. 180 MuHyTH 06uwo; MaKc. 60 MUH. 3a BCEKW NauMeHT
EkcnopT Ha AaHHWU: JlaHHuTE MOXe 4a ce eKCnopTUpaT KbM KoMnioTsp nocpeacTeom USB dnaw namer *,
Oedmnbpunarop , : S ' S Dy /
BbnHoBa kpuBa: BucbasHa npeceyeHa eKCrioHeHLmManHa kpuea ¢ MMNeAaHcHa KoMneHcaums \/
Mpeumn3HOCT Ha eHepruaTa: +2J unu 15% ot HacTpomkaTa (koeTo e no-ronsamo) Ha 50 Ohm
BpeMe Ha BknioysaHe: nop 2 cexyHay Npu HOBa, HanwbrHo 3apeaeHa 6atepus
Bpewme Ha 3apexpaHe: nog 3 cekywam [0 200J NPy HOBa, HaNbLMNHO 3apefeHa 6aTepus \j

nop 7 ceyHakw po 360J npu HoBa, HaNbLNHO 3apeaeHa 6arepus
Bpeme Ha EKI BbacTaHossBaHe:| noa 2.5 céxynp.m i
NogaBaHe Ha eNeKTPOLLOK: Upes MHOroyHKLMOHANHN eNeKTpoaHU nenemm unm nedm(;punaropn}h/nbmuw \
O6xBaTt Ha nayueHTeH 20 o 200 Ohm (BbHWHa Aednbpunaums) \‘ j ﬂ) ﬁ /
UMnegaHc: \
MaHyaneH pexum (acuHxpoHHa aedubpunauma u CMHXPoOHHa KapauoBep3ua) A
Waxopsitia eHeprus: 1,2,3,4,5,6,7.8,9,10,15,20,30,50,70,100,150, 170, 200, 300, 360J oY //

CVMHXPOHW3NPAHO KaPAMOBEP3NO! EpenruitHUAT TpaHcdep 3ano4sa B pamkuTe Ha 60 s ot QRS Bbpxa

L /%/’lf
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EHepruiiHuaT TpaHcoep 3anoYea B paMKUTe Ha 25 ms 0T BbHLIEH CUHXPOHW3MpaLL
nync

Pexxum AED (ABTOMaTH4YeH BbHUEH Bethubpunartop)

Usxopswa eHeprus:

Wabupaema ot notpeburens

AED wokoBu cepuu:

EnepruitHo HuBo: 100 ao 360 J; nsbupaemo

Enekrpowokosu cepuu: 1, 2, 3; usbupaemu

KoHdurypauusta no nogpasbupare oTrosaps Ha Mpenopbku Ha AHA ot 2015 T.

Pexum Ha kapavonynMoHanHa pecycuutauua (CPR mode) ¢ 1-kaHaneH EKI
MOHUTOPUHI

CeHautuBHoCT/cneLucyHoCT

Ortrosaps Ha AAMI DF-80

HevHBa3uBEH NeKCUHT

BbnHoBa kpuBa:

MoHodaseH, ¢ kBagpaTHa popMa UMnync

LLivpuHa Ha umnynca:

20ms unu 40 ms, 5 %

PedbpakropeH nepuoga:

200 pgo 300 ms; £3% (dyHkums oT HECTOTa};é!)

Pexwum Ha neicupaHe:

YecToTa Ha nelcupaHe:

[o noucksaHe unu ukcupaHo ’\ /
N

30 ppm go 210 ppm, £1,5%

Tok Ha neiAcupaHe:

0 mA A0 200 MA, £5% unn 5 MA (KOETO e No-rornsAmo)

4:1 neicuHr:

EKI moHuTOpHHr

Mpy aKTUBUPaHE, YECTOTaTa Ha NeNCUPaLLMAT UMNYNC Ce PeAyLMPa YeTUPUKPaTHO
7 :

§

! ” L £

Tun oTBEeXAaHUS:

EKT ¢ 3 oteexpaaHus, EKI ¢ 5 oteexaanus, EKI ¢ 12 otBexaaHus

N360p Ha oTBeXpaHus: 3-kaHanna: |, 11, 1
5-kaHanHa: |, i, lll, aVR, aVL, aVF, V
12-kananna: |, Il, lll, avR, aVL, aVF, V1 oo V6 ]

Ovcnnen 3a cvpa.yecroTa:

Bw3pactHu: 15 go 300 ypapa/muHyTa N !

Jeua: 15 po 350 yaapa/mMuHyTa 5 j

HosopoaeHnu: 15 no 350 yaapa/muHyta

PasgenutenHa cnocobHoCT:

1 ynap/MuHyTa

ApuTmus: Oa R
Anapmu: fa \
EKI" mawabupane: 2,5 mm/mV (x0,25); 5 mm/mV (x0,5); 10 mm/mV (x 1); 20 mm/mV (x2); 40 mm/mV (x4),

aBTOMaTU4HO

CKOpOCT Ha pa3BuBKa:

6,25 mm/s; 12,5 mm/s; 25 mm/s; 50 mm/s

Maonayua Ha nauueHTa:
(3awmra oT aechubpunaumn)

Tun CF: ECG, RESP, TEMP, SpO2, NIBP, IBP

Tun BF: CO2
Ouwane
TexHuka: TpaHcTopakanes umneaaHc
ObxsarT: BbapacThu: 0 go 200 guwanws/mMuHyTa

Oeua, HoBopoaeHu: 0 Ao 200 guiiaHus/MuHyTa . //
Pesoniouuns: 1 AnwaHe/MuHyTa ) /‘{ // ’ ¢
MyncokcumeTpua ' { / 7} U // ' \
Mindray SpO: V T
O6xsar: 0 no 100% N\
Peszonioumsa: 1% A /




TR obxsar: ]{ 20 Ro 300 yaapa/munyTa
Nelicor Sp0O:

~66XBaTZ 0 no 100% o i
Pesoniouus: 1%
PR obxsar: 20 o 300 YAapa/muHyTa
Temnepatypa o

‘}lapamerbp: T1, T2, pasnuka mexay asete 'remnepaTy;:);(TD) v R
O6xgaT: 0 A0 50°C (32 po122°F)
Pesonioyus: 0,1°C i
HeunBa3nsHO KpbLBHO Hanaraxe

PaboTeH pexum:

MaHyaneH (Manual), aBTomaTtnyen (Auto), cratudeH (STAT)

ObxBat/cTaTU4HO HansraHe:

0 no 300 mmHg

Mokassanu Hansranus:

CUCTONMUYHO, AMACTONUYHO, cpegHo

MHdbnaunoHHo Hansraqe & Bwapacthu:  160% 5 mmHg
MaHLeTa (no nogpasbupare): Neva: 140 + 5 mmHg
Hoeopogenu: 90 + 5 mmHg

KantomeTpun

CTtpaHuuHo notokosa (Sidestream COy)

Ob6xear:

0 po 150 mmHg

Pesonouus:

1 mmHg

Obxsat Ha nsmepeaHe Ha
AnxartenHara yecrora (awRR):

0 ao 150 AnwaHus/MuHyTa

TouHoCT Ha uaMepBaHe Ha
AuxarenHara dectota (awRR):

< 60 gnwanua/MuHyTa: + 1 Avwade/mMuHyTa

60 go 150 AvwaHns/muHyTa: £ 2 AunaHusa/MuHyTa

MukponoTtouHa (Microstream CO32)
Obxsar: 0 no 99 mmHg
Pesoniouus: 1 mmHg

Ob6xsaT Ha naMepeaHe Ha
AunxatenHara vecrtora (awRR):

0 Ao 150 avwanua/mMuryTa

TouHocT Ha uamepBeaHe Ha
AuxaTtenHata vecrorta (awRR):

0 8o 70 AnwaHua/MUHyTa: + 1 Avwiane/MuHyTa

71 8o 120 gvwanns/MunyTa: + 2 Avwanua/mMunyTa

121 po 150 antwaHus/munyTa: + 3 AnWaHnA/MUHYTa

WuBasueHo KPBbBHO HansAraHe

Kananu: 2

O6xpat Ha HynupaHe: 1 200 mmHg ,
Pezoniouus: 1 mmHg N /f /
YyBscTauTenHoOCT Ha ceHsopa: | 5 uV/V/mmHg /7

MamepsateneH obxsar: -50 no 360 mmHg J !

Komnpecupate npu kapauonynmonanta pecycuutauus (CPR)

Terno Ha cexsopa:

MNpuEn. 180 rp (6e3 6aTepus)

HebenuHa Ha censopa:

17.5 no 19 mm

Avn6o4ynHa Ha komnpecus:

MamepeaTeneH o6xsat: 0 40 8 cm




Uecrota Ha koMnpecus:

To4HOCT: + 5 MM unu 10%, koeTo e no-ronamo !
— Y/ ETRe ——
UsmepeateneH 06xsat: 40 Ao 160 KoMnpecun/mMuHyTa

0 A0 300 cek

TouHocT: + 2 KOMNpecun/mMuHyTa
D T R

A

noacKasku:

——
3a meHioTa ¥ rnacosu Kwraﬁcxu, aHrMWIACKw, d)peHCKM, HeMCKu, UTanuaHcku, noncku, MCWM, nopTtyrancku,

| Anapmu

CKW, YeLLIKU, TYPCKM, XOnaHAcKm, YyHrapcku, 6vnrapcku, koperick

e
Huea Ha anapmure:

Bucoxko, cpeaHo, Hucko HUBO Ha anapmu, cLoTBeTCTBa Ha IEC60601-1-8

¢M3VIOJ'IOFW-IHVI anapmu, TexHuYecku anapmum; 3aknoyeHn u He3akntoueHu anapmu ]

Hacrtpoiika Ha napaMmeTbpHn
anapmu:

ABTOMaTUYHM anapmenu
rpaHuLm:

CamocTosTenHa anapMeHa LED

AﬂapMEHMTe XapaKkTepucTuKn Ha BCUYKY Hanu4yHu napameTpu morar Aa 6vaar
3agagenun ©4HOBPEeMEHHO B MeHIo ,,I'IapaMeT W4HWU anapmu®

T TS VERRO B MEHI Ll 1a e —

l'lapameTLpHMTe anapmeHu rPaHuuu morar aBTOMaTU4YHO Aa ce Peryupar cnopeg

TeKyLyo n3MepBaHuTe BUTaNHW nokasartenu

use KOHekTop:

codpryepa

Csbpasa USB tnaw namet u ce uanonssa 3a MHCTanupaHe Ha HagCcTpoiky Ha

MynTugyHkumuoHanen
KOHEKTOp:

Cebp3sa kaben aa aHanoros usxof wnu kaben 3a CUHXPOHU3UpaHe Ha Aecubpunatopa

VGA KOHekTop:

RJ 45 KOHekTop:

CBbp3sa BLHWEH Aucnnen z

Csbpasa CraHgapTeH MpexoB kaben

WIFi (onuus):

SN W

MNpoTokon: IEEE 802.1 1a/b/g/n
Pexum Ha moaynaumsa: DSSS wnu OFDM
PaboTHa yecrora: IEEE 802.11b/g/n (npu 2.4G), IEEE 802.11a/n (npu 5G)

CraHpaptu 3a CUTYPHOCT Ha AaHHuTe: WPA-PSK, WPA2-PSK

EHkpunTupane: TKIP, AESUMTS

|
2

3G moayn;
(camo 3aegHo ¢ onuus WiFi)

Wanpaiya kpueu s peanHo speme u undposu aaHHY 3a nauueHTuTe, KaTo Hanpum
EKT, cbppeyna YecroTa, Auwake, SgOZ,;‘EtCO2, 2 Temnepatypw, HenHBasnsHO u

oo |

VHBAa3WUBHU KPLBHU HanAraHus [ }
Wanpawa cuwo nunnm 12-kaHanuu EKZorueTy, TPeHAoBe, CbbUTHs U anapmu }

Mindray Building, Keji 12th South Road, High tech Industrial Park,
Nanshan, Shezhen 518057, P.R. Ching

Ten: +86 755 26582888; dakc: +86 755 26582680

E-meiin: intl-market@mindray.com: www.mindray.com

Mindray e Teproscka Mapka Ha Shenzhen Bio-Medical Electronics Co, Ltd.
© 2015 Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Bcuukm nposa 3anazenn. Cneunduxauuure ca npeamer Ha npoMmsaHa 6e3
npean3secTve. i
P/N:ENG-BeneHeart D6 datasheet-210285x4P-201805( 5 [
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BeneHeart D6

Defibrillator / Monitor

Technical Specifications

Physical

Dimensions: Without external paddles: 295mm (w) x 218 mm (d) x 279 mm (h)
With external paddies: 295 mm (w) X 218 mm (d) x 323 mm (h)

Weight

Main unit: 55kg

Battery package (each): 0.57 kg
External paddie set: 0.86 kg

Environmental and Physical Requirements

Water Resistance: IPX4 (without external power)
Solids Resistance: IP4x
Temperature: Operating: 0 to 45 °C (Microstream CO,: 0 to 40 °C; Sidestream CO;: 5 to 35 °C)/Storage: — 30 °C to 70 °C (- 20 °C to 60 °C for CO,)

.

(at least 60 minutes of working time when the temperature reduces from room temperature to - 20 °C)

Hurnidity: Operating / Storage: 10 to 95%.non-condensation

Altitude: Operating / Storage: -381m to +4575 m

Shock and Vibration: Comply the requirements of 21.102, 1509919 (Shock and vibration for transport)

Bump: Comply the requirements of 6.3.4.2, EN1789:2007+A2:2014 (Medical devices for use in road ambulances)

Free fall: Comply the requirements of 6.3.4.3, EN1789:2007+A2:2014 (Height of fall: 0.75 m once for each of the six surfaces)
EMC: Comply IEC60601-1-2

Safety: Comply EN/IEC 60601-1

Display

Type: TFT Color LCD

Dimensions: 84inch

Resolution: B00x600 pixels
Display Waveforms: Max. 4 channels
Wave Viewing Time: Max. 16 s (ECG)
Power

AC Power

Line voltage: 100 to 240 V~ (+10%)
Current: 18t008A
Frequency: 50/60 Hz (3 Hz)

DC Power (through DC-AC Inverter)

Input voltage: 12VDC

!

Power Consumption: 190W
Battery
Type: 15.1V, 5600mAh, rechargeable lithium ion battery pack L \
Number: Max. 2 '
Charge time: Less than 3 hours to 90% and less than 4 hours to 100% with equipment power off
Capacity Indicator: 5-segment led indicator for fast battery capacity evaluation
Capacity (Two new, fully charged battery):

Monitoring Mode: 12 hours, the screen brightness is set to the factory default, without recording




Recorder
Method:
Waveforms:
Speed:
Paper width:

Reports:

Auto Recording:
Data Storage
Patient profiles:
Events:
Waveform Storage:
Tabular Trends:
Voice recording:
Data Export:
Defibrillator
Waveform:
Energy accuracy:
Power on time:

Charge Time:

ECG recovery time:
Shock Delivery:

Patient Impedance Range:

Defib Mode: 400 times, 360J discharge at intervals of Tminute without recording

Pacing Mode: 9 hours, 50 Ohm load impedance, Pacing rate: 80bpm, Pacing output: 60mA

High-resolution thermal dot array

Max. 4 channels

6.25mmy/s, 12.5mm/s, 25mm/s, 50mm/s

50 mm, 80mm

The following can be recorded: Real-time waveforms, frozen waveforms, tabular trends, 12-lead ECG,
user test, auto test, configuration

Charge events, shock events, marked events, auto test report, parameter alarms, ARR alarms, if configured on

Max. 100 patients

Up to 1000 events for one patient

Up to 24 hours of consecutive ECG waveform

Max. 72 h of all measured parameters; resolution:1 min
Max. 180 min in total; max. 60 min for each patient

Data can be exported to PC through USB flash memory

Biphasic truncated exponential waveform , with impedance compensation
2 J or 15% of setting, whichever is greater, into 50 Ohm

Less than 2 seconds with a new, fully charged battery

Less than 3 seconds to 200 Joules with a new, fully charged battery

Less than 7 seconds to 360 Joules with a new, fully charged battery

Less than 2.5 seconds

Via multifunction defib electrode pads, or paddles

25 to 300 Ohm (External defibrillation)

Manual Mode (asynchronous defibrillation and synchronous cardioversion)

Output Energy:

Synchronous Cardioversion:

1,2,3,4,5,6,7,89,10,15,20,30,50,70,100,150,170,200,300,360 J
Energy transfer begins within 60ms of the QRS peak
Energy transfer begins within 25ms of the External Sync Pulse

AED Mode (Automated External Defibrillation)

Output Energy:
AED Shock Series:

Sensitivity and Specificity:
Noninvasive Pacing
Waveform:

Ise Width:

ry period:

Pacing Mode:
Pacing rate:
Pacing output:
4:1 pacing:
ECG Monitoring
Lead type:

Lead Selection:

Heart Rate Display:

User configurable

Energy level: 100 to 360 J, configurable

Shocks series: 1, 2, 3, configurable

Default configuration meets 2015 AHA Guidelines

CPRmode with 1-channe! ECG monitoring
Meets AAMI DF-80

Monophasic square wave pulse

20 ms or 40 ms, +5%

200 to 300 ms, £3% (function of rate)

Demand or fixed

30 ppm to 210 ppm, £1.5%

0 mA to 200 mA, £5% or SmA, whichever is greater

Pacing pulse frequency reduced by factor of 4 when activated

3 leads ECG, 5 leads ECG ,12 leads ECG

3-lead: |, IL, Il \
5-lead: |, Il, i, aVR, aVL, aVF, V
12-lead: |, I, lll, aVR, aVL, aVF, V1 to V6

Adult: 15 to 300 bpm



Resolution:
Arrhymia :
Alarms:
ECG size:

Sweep speed:

Pediatric: 15 to 350 bpm

Neonate: 15 to 350 bpm

1 bpm

Yes —

Yes

2.5 mm/mV(x0.25), 5 mm/mV(x0.5), 10 mm/mV(x1), 20 mm/mV(x2), 40 mm/mV(x4), Auto
6.25 mm/s, 12.5 mm/s, 25 mm/s, 50 mm/s

Patient Isolation (defibrillation proof):

Respiration
Method:

Range:

Resolution:
SpO,Pulse Oximetry
Mindray SpO,
Range:

Resolution:

PR Range:

Nelicor SpO,

Range:

Resolution:

PR Range:
Temperature
Parameter:

Range:

Resolution:

NiBP

Operating mode:
Static pressure range:

Displayed Pressures:

Type CF: ECG, RESP, SpO,, NIBP, IBP, TEMP
Type BF: CO,

Trans-thoracic impedance
Adult: 0 to 200 rpm

Pediatric, neonate: 0 to 200 rpm

1rpm

0 to 100%
1%
20 to 300 bpm

1to 100%
1%
20 to 300 bpm.

T1,T2,TD
0to50°C(32to 122 °F)

0.1°C

Manual, Auto, STAT
0to 300 mmHg

Systolic, Diastolic, Mean

Cuff inflation pressure(Default):Adult: 160+5 mmHg

o,
Sidestream CO,
Measurement range:

Resolution:

awRR measurement range:

awRR accuracy:

Microstream CO,
Measurement range:
Resolution:

awRR measurement range:

awRR accuracy:

IBP

Channels:

Pediatric: 140+5 mmHg

Neonate: 9015 mmHg

0to 150 mmHg
1 mmHg

0to 150 rpm
<60 rpm: 1 rpm

60 to 150 rpm: £2 rpm

0to 99 mmHg

1 mmHg

0to 150 rpm

0to 70 rpm: 1 rpm
71t0 120 rpm: £2 rpm

121to 150 rpm: 3 rpm



Zero adjustment range:
Resoulution:
Sensitivity:
Measurement range:
CPR Compression
Weight:

Thickness:

Compression depth:

Compression rate:

Interruption time:
Languages

For menus and voice prompts:

Alarms

Alarm Levels:

Alarm Categories:

Alarm lamp:

Parameter alarm setting:
Auto alarm limits:
Interfacing

USB connector:
Muitifunctional connector:
VGA connector:

RJ 45 connector:

WiFi (option):

3G module:
(only together with WiFi option)

+200 mmhg

1 mmhg

5 yv/V/mmHg

-50 mmHg to 360 mmHg

Approximately 180 g (without battery)

17.5t0 19 mm

Measurement range: 0 to 8 cm

Accuracy: £5 mm or 10%, whichever is greater

Measurement range: 40 to 160 cpm (compressions per minute)
Accuracy: 2 cpm (compression per minute)

0to300s

Chinese, English, French, German, italian, Polish, Spanish, Portuguese, Russian, Czech, Turkish, Dutch, Hungarian,

Bulgarian, Korean

High, medium, low level alarms, complying with IEC60601-1-8

Physiological alarms, technical alarms; Latched alarms and unlatched alarms

Independent alarm LED

Alarm properties of all available parameters can be set simultaneously in the Para. Alarm menu

Parameter alarm limits can be automatically adjusted according to currently measured vital signs

Connects USB flash memory and used for installing of software upgrades
Connects a cable for analog output or a cable for defibrillator synchronization
Connects external display

Connects standard network cable

Protocol: IEEE 802.11a/b/g/n

Modulation mode: DSSS and OFDM

Operating frequency: IEEE 802.11b/g/n (at 2.4G), IEEE 802.11a/n (at 5G)

Data security Standards: WPA-PSK, WPA2-PSK

Encryption: TKIP, AESUMTS

Sends real-time waveforms and numerical patient data, such as ECG, HR, Respiration, Sp02, EtC0O2, 2 Temp, NIBP and invBP
Sends also full 12-lead ECG reports, trends, events and alarms

Mindray Building, Keji 12th Road South,

y| owned by Mindray Bio-medical Electronics Co., LTD.
©2015 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. Al rights reserved. Specifications subject to changes without prior notice.
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mindray

BeneHeart D6

Defibrillator/Monitor

Powerful life saving solution







modes), BeneHeart D6
puts any unexpected
circumstances under
your control.

Manual Defibrillation

Asynchronised defibrillation mode for
cardioversion of ventricular fibrillation.
Synchronised defibrillation mode for
cardioversion of atrial fibrillation.

Multi-parameter Monitoring

BeneHeart D6 offers comprehensive
monitoring functions designed to give
clinicians the information they need. In
addition to ECG with respiration,
clinicians can choose 12-lead ECG with
full reports, SpO,, 2xTemp, NIBP, 2xIBP
and EtCO,,.

AED

In AED mode, BeneHeart D6
automatically analyses the rhythm and
indicates whether or not a shockable
rhythm is detected. Voice and text
prompts guide the user through the
process. Voice recording (180 minutes) is
also available for case review.

Non-invasive Pacing

BeneHeart D6 offers demand mode and
fixed mode pacing with adjustable rates
and output. The 4:1 key enables
clinicians to quickly select 1/4 of the
pacer rate for observation of the
underlying rhythm.

@é/\i{@



Fast defibrillation

The fastest defibrillator

Mindray strives for constant innovation to improve the clinical
aspects of product performance. The new generation of technology
platform enables Mindray to improve the performance of the
BeneHeart D6 defibrillator to meet changing clinician needs.

BeneHeart D6 gives you a greater chance of success for those
patients suffering cardiac arrest. It only takes 7.5 seconds to
complete the whole defibrillation operation. Studies show that when
a patient suffers cardiac arrest, success rates for defibrillation drop for
every second between CPR and defibrillation shock. Every second
counts for cardiac arrest patients.*

Power on in 2 seconds

Ultra fast power on due to our unique
low-power dissipation sleep technology
delivers more confidence for clinicians to
handle any emergency situation.

\

ECG recovery in only

2 . 5 seconds

Our new DC Coupling Technology delivers
rapid ECG recovery, meaning clinicians
can evaluate the effectiveness of
defibrillation and diagnose the patients
condition immediately.

Our improved battery performance
and energy control system delivers
charge to 200J and shock in only 3
seconds, allowing clinicians to focus
on patients rather than the dewce I

*Edelson DR, Abella BS, Krarner-Johansen J, et al. Fffects of compression depth and pre-shock pauses
predict defibriflation failure during cardiac arrest. Resuscitation. 2006 Nov;71(2):137-45.

o
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Manual defibrillation
with clear 1-2-3 steps

U

External Paddles with
function buttons

1. Select Energy Buttons for energy selection, charging
2. Charge and shock delivery improve usability for
3. Shock clinicians.

-~

s

/



Effective resuscitation

CPR solution

Avrouan

Accordance with the 2015 AHA/ERC guideline

The CPR Sensor is easy to use with its ergonomic design and graphic mark of the pressure spot. It delivers
instant audiovisual feedback so that compressions are of proper depth and rate. It indicates complete
chest recoil, hands-off time to help improve the patient’s chance to survive.

CCI (CPR compression index): display dynamic
change of CPR compression quality, including
information such as compression rate, compression
depth, compression recoil, compression fraction

Compression waveform area

Compression rate area & Compression depth area




360J high energy

BeneHeart D6 defibrillator/monitor features 360J biphasic
technology, which increases the chance to save .
difficult-to-defibrillate patients. Studies have shown that
cardiac arrest is common among ventricular fibrillation (VF)
patients and that defibrillation of recurring episodes of VF is
increasingly difficult. A randomised controlled clinical trial
shows the rate of VF termination increases with charge
energy, when charge energy is 200J and above *

. 1750
1500
e t—1-— - 1250
—t- {--— 1000

Voltage (V)

S
LE

with rmpedance e

*Stiell I; Walker R Nesbltt Letal Blphastc Trial: A randomized comparison of fixed lower versus escqlafmg
energy. Ievels for deﬁbnllauon in out—of hosp/tal cardiac arrest. C:rculat/on 2007 I f5 1511-15 17,

Intuitive contact impedance indicator

Colour coded indicator with real contact impedance value provides

eoe  Nooo |

a more intuitive guide to clinicians.

Adult/Paediatric mode

When changing from adult to paediatric mode, the default shock
energy, monitoring range and parameter alarm limits change
automatically to deliver the best treatment effect for both types of
patients.




Professional pre-hospital solution

Pre-Hospital Emergency Information System(PHEIS)

"EMS

12-lead ECG Report

Real-time Vital Signs

Tracking the Entire Resuscitation Process

PHEIS sends real-time patient data, such as ECG, 5p0,, EtCO,, 2 Temp and NIBP to the hospital, allowing .
doctors to track the entire rescue process all the way from the field to the hospital.

Remote Diagnosis to Provide Rapid Patient Treatment

For patients in a critical condition, every second counts. PHEIS helps to save valuable time by supporting
remote diagnosis and allowing the hospital to prepare treatment well in advance. ,

The Glasgow 12-lead ECG report helps doctors quickly decide on the reperfusion method (intervery’ion or
fibrinolytic therapy) for a suspected STEMI (ST- elevation myocardial infarction) patient.

== §



mindray

Reliable in any emergency environment

ReneHeart D6 can be conveniently charged inside the vehicle. While the optional secondary battery doubles
its running time, the external charger carried in the vehicle can be used to charge any additional backup
batteries. BeneHeart D6 complies with IP44 dust and water proof standard, which allows it to work in a variety
of complex outdoor environments. The carrying case with cover shield protects D6 from knocks and the
expansion bags can be used to store extra accessories.

~

. e
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High performance battery

Vehicle Docking station
& Battery charger

Carrying case

Excellent battery performance guarantees you Docking station with built-in power sup large capacity carrying case adds
can deliver defibrillation at any time. LED simplifies the anchoring and locking process protection to the BeneHeart D6 and eases the
indicator shows battery status clearly. Battery the defibrillator. ansport of accessorigs’

charger keeps two spare batteries in charge and
ready to use.



Effective IT solut;

Our simple yet effective IT solution manages all the information from BeneHeart D6 defibrillator/monitors
to avoid manual recording and so improve efficiency and reduce the workload of clinical staff. All
information can be databased.

A simple yet robust network connection following standard information infrastructure in most hospitals:

Transmit data through 5G/2.4G WiFi, international standard IHE HL7 protocol and DHCP to obtain IP
address automatically. g

=
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Wired
®
i
" °
Wireless(2.4G/5G)
° . 'S
*
@
VPN

Central Station
° ]

1

i
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CMS Viewer

Monitor information transmits Rescue information transmits Device status transmits to CMS

to CM5 to CMS All the testing results including self test
Patients treatment process can be and user test will be sent to Mindray CMS.
viewed conveniently at any time, Centralised device management and
iding data support for further study, maintenance ensures every defibrillator is
A "Ready”to use.

Centralised management of monitoring
information improves efficiency.
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MoaepeH AW3aiiH, NOAXOAALL 30 BCAKAKBY KNMHUYHN Cpeav

1%, 14 cv6utws ot 2006 r., npu kouto 200J BudaseH gedubpunatop e bun
HeedeKTUBEH... AOKATO NOCNEABALLY WOK OT pa3nuueH 360J 6udaseH
Aedvbpunatop e aosen A0 He3abasHa aednbpunoumsa/kapavosepcuo..”

LExternal Biphasic Defibrillators Energy levels: initial Communicotions”
November 5, 2009

FDA cawrT:
http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm189

BeneHeart D6, woaeper npodecnoranen udazen MOHUTOP-AeGUEPUACTOP, OTFOBAPS HO BICOKUTE
V3UCKBOHA HO PA3MYHA MEAULUHCKY CNEUraNMCTY ¥ CPeAM NO UsN CBAT. KOMNOKTHUAT, 34D0B U EPrOHOMINYEH AV3GIAH
ANHA AePUBPUACLA, MOHNTOPUHT, NedcuHr 1 AED (BbHileH oBTOMATHUEH
BKNo4BAT 3/5/12-kananHa EXF, nyncokcumetpys (SpOzl, HenHaafusHo
pa {2-Temp), UHBA3MBHY KPBBHW HaASraHKE (2-1BR) 1 kanfoeTpus

Ha D6 06egnHaBa BB3IMOXHOCTIATE 30 M
£edrbpraaTop) GyHkUn. MOHUTOPHKTE ond
KpBbBHO Hanaraxe (NIBP), auwane
{EtCO2).

Mo AepHUAT MORUTOPUHI 40BA NPEAVMCTBOTO H HULMCTATE HOBPEME AC NOAYYAT HeOBXoAUMATS nfddpmouus 30
CHCTOAHUETO HA NAUMEHTO ¥ NOBNWABO ePEeKTUBHOCTTA HA AUArHOCTUKATA NO BPEME HA nedeHue n pecycyutauns. D6
06e3neunBa 6e3onaceH v yaohbern TPGHCNOPT, OCUTYPRBAWKIA MBAEH MOHUTOPUHE HG BATGAHUTE QYHKUWK ¥ TOTOBHOCT
30 AED / MOHYGAHG AePUERUAaLIMA 8 CRELWHI CUTYOLNN.

C #uBa Ha eHervis 4o 3604, D6 4080 HO NOTpebUTENs ACNBAHKUTENEH WOHC B CNUCABOHETO HA YOBLLLKMG XNBOT, KOraTo

200J ce okaxat HeedekTnaHn.L




Mo,aepeH AN3ANH, NOAXOAALL 3a BCAKAKBU KNUHUYHW cpeaun

LobonHuuna nomouy ,
-~ - d

7R N
NeCHO OKGYBAHE KbM CbIAK pawun HagTy, D6 e ontumoneH 30 Nnon3saHe Bb8 BBHTPEWHOTO NPOCTAHCTBO HA NNHEUKATA.

D6 o1roBaps Ha CTAHAGPT #P44 30 3GALUTA OT BOAQ 1 30anpawaBaHe, KOETO NO3BOMAABRA A0 HbAe U3NON38AH B
PO3NHHI YCNOBUA HA OTKPYINO. KanbdbT 30 NPEHOC OCUIypABa 30LWMUTA OT PU3NUECKA NOBPEAQ, O CTPAHUYHUTE

1
C dyHkummTe C1 30 Ae¢m6ﬁmm, ARACUHE W MOHUTOPWHT, KOMBUHUDAHIA B €4HO, KOKTO ¥ C Bb3MOXHOCTATE 3Q
A
PA3WNPUTEARM nomemeHm\y_Famr A0 CG OT NOA3C 30 CbXPAHEHE HO AOMBAHNTENHW GKCecoapy (Hanp. 1BP, EtCO,).

Conunata3a 12V DC 30xp0HécHe, D6 moxe yaobHO 40 6bAe 30XPAUHBAH 8 NPEBO3IHOTO cpeAacTse. [JokaTo
ONUMOHONHATA AONBAHNTENHO 6ATEPUA YABOABA BPEMETO 30 POBOTA, BLHILHOTO 30PSAHO YCTPONCTBO, HOAMUHO B
AMHEWKATA, MOXE A0 C& U3NON3BA 30 3APEXAAHE HA HONMYHN A0 BAHNTENHM pe3epsHu 6aTtepun.

MpuHTepsT Ha BeneHeart D6 oTneuatsa 12-kaHanHa EKM 30 AUGrHOCTUKG HQ MRCTO. Monyuennte EKI paxHy Morar,
CBLLO TOKG, 40 6BAAT U3NPOLICHN NPe3 NHTEPHET A0 BONHMLATA 30 OCBLIECTBABOHE HA OTAGNCYEHT AVATHOCTUKA v
YNeCHABOHE HA NOArOTOBKATAO 30 HEOBXOAUMOTO neveHve.

BonHnuna nomouwy

.- * '
Ynobrata ckoba Ha repba Ho BeneHeart D6 no3s0nssa Non3sgHeTo My 30 BBTPeBOAHVYEH TPOHCNOPT HO NALNEHTY.
LLnpoKknAT U360p OT enepruiiny HUBA Ha AedubpunaTopa {1 40 360 J) 1 pazAnyAUTE PA3MEPY ABXILKA [0 npasst
HE3OMEHM B DECYCUNTAUNATA HO BCAKAKBM NOUWUEHTY - OT BB3PACTHIA 40 HOBOPOABHN.

MyﬂTW")yKHUMOHOﬂHMTe neneHky, Cnyketn KOKTo 3a AG®M6DMHOLLMQ, TOKQ ¥ 30 HeNHBO3MBEH NeNCUHSE, NO380ARBAT HA
KNMMAVLNCTA 40 Npeanprieme pA3NnYHO Ne4eHue NpK KPUTUYHO BonkK NauneHTy, bes AQ CMeHa akcecoapuTe.

&
/

=



48 1" AU3QNH 1 OTAMYHA PaboTa 30 WUPOK KPBI NPUNOXKEHN

g Rl R B

C uHTErpupaHus cu ,4 B
1" pusakH (MaHyanHa
pecubpunauus, AED,

i NelCHMHI ¥ MOHUTOPHHT),
> BeneHeart D6 Bu
no3sonsea aa
KOHTpOnupare BCAKa
HeoyaKBaHa CUTYaLUA.

MynTunapameTbpeH MOHUTOPUHT

LT,

V;’}: )
Ty e
£0:42 .
BeneHeart D6 npeanarg MOHATOPHUTE
AGHHNTE, HeOBX0ANMU HA KAUHNUACTO.
Ocger EKI, avwaHe v aHOAnU3 30 apuTMus,
MoXe A0 ce u3bupat 12-kaHanHa EXT ¢
oTueTy, Masimo, Neflcor unu Mindray
SpOz, 2-Temp, NiBP, 2-1BP 1 EtCO:.

Redubpunauua L AED

Maryanta Aedubpunauyus: B pexwvm AED, D6 aBTOMATANHC

ACHHXPOHI3UPAHT AednBPUNaLNS
) 30 KOPAVOBEPCHIO 1t KAMEPHW
dubpunauin. CEXpOHN3NPAHT
Aedbubpuaauyis 30 NPEACHPRAHO
MbXAeHE. 360PBT HO eHEePruiiHo
HK1BOo A0 360 J ApomaTnyHo
noACOPABA WAHCA 30 CNACABAHE
HG PA3NAYHYU NAUUEHTH.
KOHTQKTHURT MHANKATOP 30
ABXUUMTE/ neneHkuTe NPejocTass
HO KAVHKLUNACTG nHGOPMaLUUA 30
UMNEATHCO NPEAN BCEKN WOK.

BeneHeart D6 npeanara pexns a0
NOUCKBAHE" ¥ PEXUM HO QUKCUPaH
ReMCUHT C Bb3MOXHOCTY 30 HACTRO-
KQ HO 4ECTOTATA W FOAEMWHATA HA
yMnynca. ByToH®T 417 N03801ABA HO
KAVMHALMCT 6Bp30 AC n3bepe ¥ oT
neicuHr-4ecToTaTa 30 Hobnioderve
HG NOAASXALMASA PUTBM.

QHOAV3NPA PUTBMG U ONpeaens Aanw
611 UMAN0 CMACHA OT WOK. [AaCoBU ¥
TEKCTOBM KOMOHAN HOCOUBAT
noTpeBuTens 8 To3u ApoUeC. 3a
nperneA Ha CAYUas @ HONueH 1
raacos 3anic {180 MunyTyl




»4 81" An3anH n oTanuHa paboTa 3a

12-kaHanna EKI
®

120-cekyHaeH npernen
OYHKUMATG , CTON-KAABP” C Npernes Ha
nocaegHuTe 120 cexyHay ot EKI
KDVUBQTQ 4QBO BBL3MOXHOCT 30 NECHO
PO3MO3HABAHE HO QPUTMULL

WMPOK KPBI NPUNOXEHUSA

MOHUTOPUHT

ToneMuaT glicnjied ¢ 8LCOKA PE30MICLNA
HENPEKHCHATO MOKO3BA BUTANHKTE
Benesy 1 CHOTRETCTBALHTE 1M KPYIBIA
12-cexyngrora Texywa EXM kpusa
3HOUNTENHO NOAOOPABA OTKPUBAEMOCTTG
HG GDHOPMHY CATHAAK.

I
}

CTORHOCT” CQ He3aMeHw

NOArOTOBKA KA CHOTBET

HAucnnei ¢ BUCOK KOHTpacT

LarHuTe oT 12-koHanHa EKT, ¢ BrpageH
anropwTem 3a STEMIBa3upan Ha non
8b3pacT) 1 CHOBLEHUATA  KPpUHTIAUHG

CbPABYEH QHANMM3 U MOraT 40 BbaoT
NPeAaBaRY KbM BONHINUATA 3Q

1
£
i

My 30 Cnelues

HG AeyeruMe.

LNCONERT € BICOK KORTPACT OCATYDSRBG
BUAMMOCT HO NOKA3BAHATA NHAOPMALAR
AOPY NPY KCTPEMAN YCAOBUS HA OCBETEHOCT
{HONP. ANPEKTHO CABHUEBQ CBETAUNHA).

RN owntes

EtCO:

s

Onyuwnte 30 KAMHOMETDY

IO0AX0A8UWM 30 WIIPOK kP

NOTOYHO # B CTPAHKUEH NOTOK) CO

~ OT Bb3PACTHI 40 HOBOPOAEHN.

C apxuea cv 3a nogeve o7 100 naupenTs, Bra. A0

1000 cvouTHA 30 NOUMEHT # ¢ 24 uacosuTe cin EKT
Kpusy, BeneHeart DE AaBA BL3MOXHOCT HO AEKOPA
30 QHOAK3Y, CTOTUCTIKG U RROYUBOHUA. i

2 {Mukpo-

Bl GQUMEHTH

ChxpaHeHUe Ha RaHHK

Codpryep 3a ynpaBneHue ‘;
Ha naHHK ‘

NOUUEHTHY AOHK
ATVIR HO KOMOIOTHP.



VIHTyUTBEH 1 eproHOMUYeH An3aitH, nosuwasaLy
edeKTMBHOCTTA OT pecycUMTAUMATa

Nocnesosarentute ,1-2-3" cTenkn Ha
aeq)vf6pmnouma, UBETOBO-KOANPAHWTE BYTOHN 1
ACHO BUANMNTE NAUMEHTHYU A4CHHU YASCHRBAT
npoueca Ha Masyanya gedubpunaums.

Fonemute, aobpe suaumu QNapMEHI CBETMNHN
NPEAYNPEXAABAT NEPCOHANT 30 NPOMEHN 8
CeCTORHUETO HO NAUNeHTa.

DYHKUMVTE Ce aKTUBMPAT AECHO 1 61p30 Npw
Y3NON3BAHE HQ POTAUNOHHUA BYTOH 1 HO BYTOHUTE
30 6BP30 geiicTere.

BYTOHBT 20 U360p Ha OTREXAQHUS OCUrypsBa 6bp3
A0CTsN 40 onTumanHara EKF kpusa.
MHOroo6pasreTo oT onLum 30 3aXpaHBaHe
NO3BONABAT U3NON3BAHETO HO MOHUTOP-
£edubpunatopa BeneHeart D6 s PU3NMNYHY
nokaAnzaunn.

ByTOH®T € nocTosHHa dyHkuva “12 lead”
OCUTYPABA Ha NOTPeOUTENS 6BP3 4OCTHA 40
GYHKUMATA 30 perucTpaums Ha 12-kananHa EKT.




VIHTYWTWUBEH 11 €ProHOMIYEH AN3aVH, NOBULIABALL
edeKTUBHOCTTA OT PECYCUNTAUNATA

BLHWHY NTbXULK Afxe3uBHW enekTpoau W360p Ha eHeprus oT nbxUuuTe
k

>

BoHWHUTE ADXWLMA 30 BB3PACTHN MOTCT Hannsri 4edubpraaTopHA NENEHKY

aecHo aa bvaar ApesKIoUeHyt Ha 30 BL3PUCTHY 1 30 LELa 30 HywanTe EHGDTMV}HO HUBO OT AbXuLyTe NPaBAT
neAKOTPrYHA. HO PA3AKMYHA QTaeneHvs. NOAGBOHETO HO WOK 6bp30 U yLIO@HO

BeaxuueH npegasatened Moayn 3apexaawo YyCTPOWCTBO 32 6aTepun BLTpelHN NbXULK
‘7

GSM wan 3G TexHonor uiTe NO3BONARBOT OnUZOHAAHOTO 3PEXATL0 A3BrpCeMys MHTPOONSPATUBHY ABXIALN 83

npeaasaHe Ha BUTaAHNTe benezu yCTPONCTBO 30 6oTepun NOAABPKA pasmepail”, 27 3*). BeneHeart D6 moxe
HEeIKNUUHO 0T AMHENKATO A0 6onHuLaTa. 4sete peBepBHM 6OTepHM 3apeneHn QBTOMOTUYHO AQ pOaﬂOBHGBG KOHEKTOPA
» roTosu 30 ynoTpesa. 4C PRAYUNPG EHEPIIATE NOA 504 3¢
BLTpeWH AedubPUACLAL
MoHTa)x/3apexaaHe 3a nvHenka TpaHcnopTHa YaHTa [onbnHWTenHn mxobose
& —— e e o T
—
. b
. N
0 M *
'y ) ."
T L
[OKUHT -CTARUARTA C MOTHITEH TpOHCNOPTHATA HAHTC npeaccToBR NOMBbAHUTENHVTE GKRCECOOPH 3 OTUNTGHE
KOHTAKT HA N2BOAC HO 3UXPAHBAHE . OMBAHUTENHT 3aUMTA HO BeneHeart vl 1BP, EtCO: MoraT 40 BnaaTfpoapeseri
npaBy AECHO GUKCAPAHETO ¥ D6 11 ynecHasa NREHOCA HO 8 po3wWmMpuTEnHUTe TODH (SIERETE
30PEKAGHETO HO negubpnnaropa. MOHUTOPT ¥ QXCECOTPNTE MY, LxoboBe.
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BeneHeart D6

Defibrillator / Monitor

mindray
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Advanced design suitable

14,14 events since 2006 in which a 200 J biphasic
defibrillator was ineffective... whereas a subsequent
shock from a different 360 J biphasic defibrillator

resulted in immediate defibrillation/cardioversion...

“External Biphasic Defibrillators Energy Levels: Initial Communicat
November 5, 2009

FDA website:
http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucr

BenEHeart D6, a high-end professional biphasic defibrillator/monitor, meets different e

requirements of medical professionals worldwide. The compact, durable, and ergonomic design of
integrates manual defibrillation, monitoring , pacing and AED functions. Its monitorind, functions incl
3/5/12 leads ECG, SpO,, NIBP, Resp, 2-Temp, 2-1BP and EtCO,.

patientinforma
conven
al defibrillatiol

The advanced monitoring function of BeneHeart D6 enables doctors to promptly acqui
and improve diagnosis efficiency during rescue and resuscitation. D6 ensurgs
transportation by providing complete vital signs monitoring and standby AED/
emergency circumstances.

With the energy level up to 360J, D6 gives the user an additional chance to save the life in case 200J is
effective.’



all clinical environments

Pre-hospital

With the functions of defibrillation, pacing, and monitoring combined ali together, and easily fixed on a mounting
plate, D6 makes the best use of the inner space of an ambulance.

D6 complies with the IP44 dust and water proof standard, which allows it to work in a variety of complex outdoor
environments. The carrying case with cover shield protects D6 from collision, whereas the expansion bags
associated can be used to store extra accessories (e.g. IBP, EtCO2).

With the 12V DC power solution, D6 can be conveniently charged inside the vehicle. While the optional secondary
battery doubles its running time, the external charger carried in the vehicle can be used to charge any additional
backup batteries.

The recorder of BeneHeart D6 prints out 12 lead ECG waveforms for on-site diagnostics. Such ECG data can also be
sent through the mobile internet to the hospital to allow remote diagnosis and early preparation of necessary
treatments.

In-hospital

Robust bedrail hook on the back of BeneHeart 6 allows it to be transported with patients in the hospital.
The wide range energy levels (1 to 360J)ad different size paddles can be used to rescue any patient from neonate

to adult.

Multifunctional pads for both defibrillation and non-invasive pacing allow doctors to perform different treatments
on critical patients without replacing accessories. C




4-in-1 design and powerful fune

With a 4-in-1 integrated
design (manual
defibrillation, AED,
pacing, and monitoring

Multi-parameter Monitoring

*% CVP-Maan Too High

modes), BeneHeart D6
puts any unexpected
circumstances under your
control.

BeneHeart D6 offers comprehensive monitoring
functions designed to give clinicians the information
they need. In addition to ECG, respiration and
arrhythmia analysis, clinicians can choose 12-lead ECG
with full reports, Masimo, Neficor or Mindray SpOz,
2-Temp, NIBP, 2-IBP and EtCO..

Defibrillation AED

Manual Defibrillation : Asynchronized

In AED mode, D6 automatically analyzes the
defibrillation mode for cardioversion of

rhythm and determines whether a shock is

ventricular fibrillation. Synchronized defibriliation advised. Voice and text prompts guide the user

mode for cardioversion of atrial fibrillation. The through the process. Voice recording (180

wide energy range up to 360J dramatically minutes) is also available for case review. e
increases the chance of rescuing a variety of . . . € i
patients. Paddle/pad contact indicator providers Non-invasive Pacmg

user with impedance information before each

shock.

BeneHeart D6 offers demand mode and fixed mode
pacing with adjustable rates and output. The 4:1 key
enables clinicians to quickly select 1/4 of the pacer
rate for observation of the underlying rhythm.




ion for full spectrum applications

Monitoring

The high resolution large display continuously
reveals vital signs and corresponding waveforms.
The 12 second on-screen ECG waveform display
dramatically increases the chance of detecting
abnormal signals.

120 Seconds Review

The function to freeze and review the latest 120
seconds of ECG waveforms enables clinicians to
easily identify arrhythmias.

12Lead ECG

The 12 lead ECG data, with algorithm incorporated
age and gender based criteria for STEM! and
“Critical Value” warnings, is suitable for cardiac
analysis during emergency care and can be
transferred wirelessly to hospital for doctors and
nurses to pre-arrange necessary treatments.

- = W
" e
W\’W\{'\{\ High Contrast Display
O High Contrast Display ensures that critical
information can be seen under extreme
: ilumination conditions {e.g. sunlight).
- Am w .
W8 0 AL
13N remmmrar

EtCO,

Options of Sidestream and Microstream EtCO2
are suitable for a wide range of patients from
neonates to adults.

Data Storage 1
® ‘

With BeneHeart's powerful data storage for up
to 100 patient profiles,including 1,000 events
per patient and 24 hours of ECG waveforms,
clinicians have access to information for case
analysis, statistics and research.

Data Managen)ént Software

ment/Software allows doctors to
, ECG waveforms and events
cah be edited and printed as




User-friendly design impro

® 1-2-3 steps to defibrillation; color-coded ® Lead selection button gives quick access to the optimal
buttons and highly visible patient data ECG waveform.

simplify manual defibrillation.
@ Multiple power supply options allow the BeneHeart D6

@ Large, highly visible alarm light warns to be used in a variety of locations.

caregivers a change in the patient's

- ® The "12 lead” hard key provides users a shortcut to the 12
condition.

lead ECG functions.

® Functions are accessed simply and quickly
using the rotary control and quick action

keys. C




C

resuscitation efficiency

External Paddles
®

Pads

The external paddies can be quickly
switched to pediatric paddles.

Wireless Transmission Module

Adult and pediatric defibrillator pads are
available to meet the needs of a variety of
departments.

Battery Charger

Energy Selection On Paddle

i,

The operating buttons with energy selection
on the paddles make shock delivery quick and
convenient.

Internal Paddles

The GSM or 3G technology enables the
transmission of vital signs data wirelessly
from ambulance to hospital.

Vehicle Mounting and Charging
F

Optional charger keeps two spare batteries
in charge and ready to use.

Carrying Case

Three paddle sizes (1", 2" and 3") are selectable.
BeneHeart D6 can auto-identify its connection and
reduce the energy level under 50J for internal
defibrillation use.

Expansion Pouches

'

a ‘.'
a

Docking station with magnetic contact for the
power supply simplifies the anchoring and
locking process of the defibrillator.

The luxury carrying case adds protection to the
BeneHeart D6 and eases the transport o
accessories.

Additional accessories that enable IBP, EtCO:
measurements can be organized with the top/ba
expansion pouches.




The materials and information provided via this brochure are
distributed internationally, but not all the products or services found on
this brochure are necessarily available in your country or area. Please
contact local office or agents to make sure of the availability of the
relevant products or services.

Mindray Medical Netherlands B.V.

Drs.W.van Royenstraat 8, 3871 AN Hoevelaken, The Netherlands
Voice: (31-33) 254-4911

Fax: (31-33) 253-4280

Mindray Medical Italy S.r.1. L

Via Leonardo DA Vinci, 158, 20090 Trezzano Sul Naviglio (M), Italy
Voice: (39-02) 5737-401

Fax: {39-02) 5523-2018

MindrayMedicalEspafia S.L.

Avenida Manoteras 38, Edificio B, Bajo BO08. 28050-Madrid Spain
Voice: (34-91) 392-3754

Fax: (34-91) 392-3756

Mindray Medical Germany GmbH

Zwischen den Bachen 4, 64625 Bensheim, Germany
Voice: (49) 6251-17524-0

Fax: {49) 6251-17524-20

Mindray {UK) Limited

3 Percy Road, St Johns Park, Huntingdon, Cambs,
PE29 65Z United Kingdom

Voice: {44) 1480-416-840

Fax: (44) 1480-436-588

Mindray Medical France SARL

Europarc Creteil 1 allée des cerisiers 94000 CRETEIL, France
Voice: {33-1}4513-9150

Fax: (33-1) 4513-9151

Mindray Medical Sweden AB

Rissneleden 136, 174 57 Sundbyberg, Sweden
Voice: (46) 8 555 54 121

Fax: {(46) 8 555 54 101

Mindray Medical Rus Co.Ltd

2 Zvenigorodskaya Street, 13, bid 41, 123022 Moscow, Russia
Voice: (7-499) 553-6036

Fax: (7-499) 553-6039

Mindray Medical Colombia 5.A.S
Room No.702, Tarre UNIKA, Carrera 9 No.77-67, Bogota, Colombia
Voice: (57-1) 3130892/ 3210916

Mindray do Brasil - Comércio e Distribuicdo de
Médicos Ltda.

Rua Tavares Bastos, 329, Perdizes, Sao Paulo - SP,
CEP 05012-020

Voice: {55-11) 3124-8026

Fax: (55-11) 3078-8035

Mindray Medical Mexico S.de R.L. de C.V.

Félix Parra # 175 Colonia. San José Insurgentes Sur Delegacién Benito
Juérez 03900 México, D. F.

Voice: (52-55) 5661-9450 / {52-55) 5662-6620

Fax: (52-55) 5662-6597

PT.Mindray Medical indonesia

The East 11th Floor, Unit 08 Ji. Dr. ide Anak Agung Gde Agung Kav.
E3.2No.1 Jakarta 12950

Voice: (6221) 2902-7280

Fax: (6221) 2902-7283

Mindray Medical Egypt

Ground Floor -11 El Imam Metwally El Sharawi Street,
Sheraton Hefiopolis - El Nozha, Cairo, Egypt

Voice: (2) 02 22691047

Fax: (2) 02 22691046

Mindray Medical India Pvt. Ltd. {Delhi Office)

16th floor, Building No. 9-B, DLF Cyber City, DLF Phase- 3,
Gurgaon- 122002, Haryana

Voice: (31-124) 4632-488

Fax: (91-124) 4632499

Mindray Medical India Pvt. Ltd. (Mumbai office)

B-404, City Point, Andheri Kuria Road, Andheri East, Mumbai,
400 059, India

Voice: (31-22) 4020-0000

Fax: (91-22) 4020-0011

Mindray Medikal Teknoloji Istanbul Ltd. Sti.

KOYALTI MEVKIf 29 EKIM CAD.N.1 KUYUMCUKENT 2.NO.PLZ 3KT.
D.1- 9 34520 BAHGELIEVLER/YENIBOSNA, ISTANBUL, TURKIYE
Voice: (90-212) 482 08 77

Fax; (90-212) 48208 78

Mindray Medikal Teknoloji Istanbul Ltd. Sti. Branch Office Ankara
TURAN GUNES BULVARI ALEKSANDER DUBGEK CAD. NO:18/A
GANKAYA/ANKARA, TURKIYE

Voice: (90-312) 441 96 92

Fax: (90-312) 441 96 93

Mindray Medical Vietnam Co. Ltd.

Unit 2, 4th Floor, *B” Building, Broadway Office Park,

102 Nguyen Luong Bang Bivd., Tan Phu Ward, Dist. 7, HCMC, Vietnam
Voice: (84) 8 5413-6970

Fax: (84) 8 5413-6971

Mindray Medical Thailand Limited

1768 Thai summit Tower Room 407, 4th floor, New petchaburee Road,
Kwaeng Bangkapi, Khet Hual Khwang, 8angkok 10320, Thailand
Voice: (66) 2652-7288

Fax: (66) 2652-7266
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mindray is a trademark of Shenzhen Mindray Bio-Medical Electronics Co,, Ltd.
©2013 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. All rights reserved. Specifications subject to changes without prior notice.
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mindray

Mindray Building, Keji 12th Road South,
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NABALUA of PéloBOACTSO 3A PAEOTA

NpomsaHa Ha obLwmTe HaCTPOIiKu

Hacrpoiika Ha gara u yac

HaTtucHete 6yToHa 3a BAiM3aHe B raBHOTO MeHIO Ha NpeaHuA naHen u cnel ToBa usbeperte
[Others >>] > [Configuration >>] -> BvBegeTe HeobxogumaTa napona.

U3bepete [General Setup >>].

Usbepere [Date Format] or [yyyy-mm-dd), [mm-dd-yyyy] unu [dd-mm-yyyy].

Wsbepete [Time Format] c npeskniousare mexay [24h] v [12h].

3apaiite [System Time].

Moxe cbulo Aa HacTpouTe BpeMeTo Ha cUCTemaTa KaTo usbeperte [Configuration >>] > [View
Config] -> [General Setup >>]. Bbnpeku ToBa, He Moxe Aa usbupate popmar 3a gata u popmar
Ha Bpeme B T03u cyvail. Cnea NPUKNIOYBAKE Ha HACTPOIKATa Ha YACOBHMKA Ha cucTema,
W3N1e3Te OT pexuma Ha KOHGUTYPaLMA, Ches KOETO CHCTEMaTa LWe Ce PecTapTu pa.

3.4.2 Hactpoiika Ha ApKocTTa Ha eKpaHa

HatucHeTe 6yToHa 3a BAM3aHe B r1aBHOTO MEHIO Ha NpPeaHWUA NaHen u cnep Tosa usbeperte
[Others >>].

U3beperte [Brightness] Ha noaxoaawo Huso: 10 e Hait-ApKo, a 1 e Hail-TbMHO.

Moxke Cblo Aa NPOMEHUTE APKOCTTa Ha eKpaHa C BAN3aHe B pexuma 3a KoHUrypupaHe u
usbeperte [Others] ot rnasHoTO MeHio 3a KOHpUIypauus.

Npomsana Ha cunata Ha 3B8yKa Nnpu HaTUCKaHe Ha 6yToHure (Key Volume)
HatucHete 6yToHa 3a BAM3aHe B rNaBHOTO MEHIO Ha npeAHuA NnaHen n cnep Tosa nsbeperte
[Others >>].

N3bepete [Key Volume] u Hacpoiite Ha noAxoAALLa CTOMHOCT. 0 03HaYaBa M3KAKOYEH 3BYK NpM
pabova c 6yToHuTe, a 10 e MaKCUManHa cuna Ha 3ByKa.

Mozke cbuio aa NnpomeHUTe APKOCTTa Ha eKpaHa ¢ BAn3aHe B pexxuma 3a KoHdurypupae u
usbepete [Others] ot rnasHoTo meHIo 33 KOHOUrypauma.

U36op Ha pexmm c Bucok KoHTpact (High Contrast Mode)

YCTPoMCTBOTO pasnonara ¢ dyHKLMATA 3@ BUCOK KOHTPACT Ha ANCNAER, TaKa ye noTpebutenaT moxe
A3 BMKAa ONTUMANTHO AMCNNeA NPU BUCOKA OKONHA OCBETEHOCT.

3a gace aKTUBMPA ONLMATA 33 BUCOK KOHTPACT Ha ancnnes:

)
0.0

B pexxumu Monitor, Manual Defib u Pacer, HaTucHeTe 6yToHa 3a BAU3aHe B rNaBHOTO MEHIO Ha
NpeAHus naHen n cnep Tosa nsbeperte [High Contrast]. 3a aa peaktusupare sBucokms KOHTpacr
Ha aucnnesn, nsbeperte [Full Color] 8 rnasHoTo MeHio.

B pexxum AED, HaTucHeTe ekpaHHua 6yTow [High Contrast]. 3a fa AeakTMBMpaTE BUCOKMNA
KOHTDPACT Ha gucnnesn, HaTuCHeTe ekpaHeH 6yToH [Full Color].

Cnep kaTo BeAHBXK e U3bpaH BUCOK KOHTPACT Ha AMUCNNes, cUCTEMaTa OCTaBa B TO3M pexum
AOpu koraTo npomeHuTe pexkuma Ha pabora. Bbnpekn T08a, HacTpoiikaTa HAMa a 6bae
3anaseHa, ako obopyaBaHeTo ce U3KoUM.

. "
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[Ipeeod om auzmitiicky exvx

Jexnapauus 3a cLoTeeTcTBHE, BepeHs 14.0 CE 0123
Ilelcnapaunn 12 ¢LOTBETCTEBHE
TponspoayTen: Shenzhen Mindray Bio-Medical Elecrronics Co., Lid.

Mindray Building, Keji 12" Road South, Hi-teca Industrial Park,
Nanshan, Shenzhen, 518057, KHP

fipencrasuren 3a EQ: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrae 80
20537 XamSbypr, I'epmanus
fipoaykr: Hedubpunatopn/MOHATOPH (BKI. aKCECOAPH H CTOFKA 3a NHAilKa)
Monpen: BeneHeart D3/BeneHeart D6
ICnacuduxausa: 1ib (Cbraacro Mpasino 9 ot JiUpekT/A8a OTHOCHO MEIHUHHCKHTE

n3genus, Mp:anoxenre 1X)

Quenka Ha CLOTBETCTBHCTO JHpeKTHBa OTIOCHO MEAHLHHCKHTE H3AEAHS,
cnopen: TlphaoxeHne I, ¢ H3KNIOYEHHE Ha T. 4

C nacToswoTo feicnapipame, He ropenocoMeHUT: APOAYKTH OTTOBAPAT Ha pasnopeadnre ua JAuper gy
93/42/EHO ua Chpera oTHOCHO MedHUHHCKNTe Hieansn, Uamenenne 2007/47/EO. LUanaTta nopusnaaLus
HOKYMENTSIUNS ce HamNnps Y MPoN3BoanTens.

Tpunoxenn erangaprn:

CnHCBK Ha (XaPMOHH3HPAHUTE) CTAHAAPTH, 33 KOHTO CBHACTENCTBOTO 53 CHOTBETCTHAE MOXE A3 €& APEIITILH
K4TO NPRAOKEHHE.

Hotudnunpan opras: TUV SUD Product Service GinbH

RidlerstraBe 65
80339 Mionxen, l'epmarina

Ne Ha HOTHOUUMPAVWHS OPran: 0123

It pBonauanto nocraesxe Ha CE mapiipoBxa: 15.12.2008 r.

VincTo, AaT2 HA H3AaBaHE: Shenzhen. 30.09.2017 r.

Toanuc: (e ce yeme)

Yimc Ha ynbanomoieHNa A8 noannwe: r-H Vau CHibun

3aeMaHa LIBKHOCT B KOMIAHHSITY: MeHnuaxbp .. TexHuvecKa perynauna”

Loaynodnucanama Llsemeruna Jlakosa y0OcmogepsaGuy BepHOCMMU HA U3GBPHICHNS OM e Ape6) Clit
QHSAICKY HA ToAeAPCKU €2UK HA RPUN0ICenus Jokywenn. [1pegadnm ce cvemoy om | emipaniye.,

Ipesoday: Lgemenuma Jlov: 2 ;

ISC 17100:2015 PrimeCeri . (021210 5C

feerlang Lad. - LHirepagi OO, ‘ 5
85. Bulgaria Blvd., 1530 Sofia. Bulgaria #omiE ISO 9001:2015 PrimeCert o~ 1216 LG
I353392) 808 1710 1% (339 2) 854 84 64 §ENT

JETERE <

b interlang@interlang. nec ’ .
hitps www. interiang.nel BﬂPHO C OjvﬂrH
i ’ s
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Declaration of Conformity V14.0
Declaration of Conformity c € 0123

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park
Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafie 80
20537 Hamburg, Germany
Product: Defibrillator/Monitor (Including accessories and Vehicle Mount kit)
Model: BeneHeart D5/BeneHeart D6
Classification: IIb (According to Rule 9 of MDD Annex IX)

Conformity Assessment Route: MDD Annex 1l excluding (4)

We herewith declare that the above mentioned products meet the provisions of the
Council Directive 93/42/EEC concerning Medical Device, as amended by 2007/47/EC.

All supporting documentations are retained under the premises of the manufacturer.

Standards Applied:

List of (harmonized) standards for which documented evidence for compliance can be provided zsf
attachment.

Notified Body: TUV SUD Product Service GmbH
RidlerstraBe 65
80339 Miinchen, Germany.
Notified Body No. : 0123

Start of CE-Marking: 2008-12-15

Place, Date of Issue: Shenzhey, 27 /7 i‘ % 0
Signature: . i % %(\ . ‘/4/ ______________

Name of Authorized Signatory: Mr: Wang Xinbing /

Position Held in Company: Manager, Technical Regulation

N \N
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[Ipesod om anenuuicky e3ux

Ha 61anka na SGS
Crp.lotl

YIOCTOBEPEHHE 34 CHLOTBETCTBHE
Ne: MED GZME1610000845ME/A

Kanaupar: SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD.
Keji 12" Road South, Hi-tech Industrial Park, Nanshan
Shenzhen 518057, KHP

Mpoussoauten: Bx. Kananaar

OnucaHH1e Ha NpoaykKTa: JedubpunaTop/MOHHTOD
(cbe 3axpaHBallo YCTPOHCTBO € NPOMEHNNB/MOCTOAHEH TOK M CTOMKa 32 Anvedika)

Monen Ne: BeneHeart D5, BeneHeart D6

Texnuueckn croinoctn: 100-240 V~; 50/60 Hz; 1,8-0,8 A
Tpe3apexaalua ce 6arepns (B rnasHOTO ycTpoicTBO): 14,8 V nocrosHex Tok 4500
mAh win 15,1 V noctoanen Tok 5600 mAh
3apaaHo BatteryFeed 20: 100-240 V~; 50/60 Hz; 1,0-0,5 A
3axpaHBaLLO YCTPOACTBO C NPOMEHINE TOK: 100-240 V~; 50/60 Hz; 1,8-0,8 A
3axpaHBailO YCTPOACTBO € NOCTOAHCH TOK: 12 V nocrosHeH Tok; 15 A

LlonbnuuTentu gaunn:  JlobGaseHa e pasnutina cTofika 3a aMHelika
JoctarbueH Gpoii MOCTPH HA NPONYKTa 6axa uINUTaHK U Geuse YCTAHOBEHO, Y€ OTrOBApAT Ha
Crangapr 3a n3nuteane: EN 1789:2007 + A2:2014

KaKTO € yXxa3aHo B
Jloknaa oT u3nureaHe Ne: GZME161000084501, GZMEI 61000084501-01

3aKIOMEHHE:
MNpenocTaBeHHTE MOCTPH OTTOBAPAT HA HIUCKBAHUSATA HA NOCOYEHHS CTAHAAPT.

(nodnuc: He ce veme)
JlxefichH Xy
DupexTop Ha nabopaTopHa

SGS-CSTC
Kpwova neyam na SGS-CSTC Standards Technical Services Co., Ltd. Guangzhou Branch E&E Lab

ABTOPCKOTO NPaBO BLPXY HACTOAILATA ACKNAPAUMA ¢ nputexanme va SGS-CSTC Standards Technical Services Co., Ltd. u
MOMC A8 €€ Bb3NPOM3BENA CAMO LISNOCTHO H € (IPCABAPUTEAHOTO 0106pEHUE HA PCHEPATHHA aupextop. Hactoswara sasepka /\ /(L

¢ cbobpasena ¢ OGWIHTE YCHOBHS, ONHCAHH Ha rbp6a Ha HAaCTORIUHA JOKYMEHT.

Ynen 1a SGS Group (Societe Generale de Surveillance)

%o\ yoocmosepsigay eepHocmma Ha U3ST wieHus OmM Mell npecod om

Lonynoonucanama Leemenuna
IPUTONYRHUR QOKYMEHNL. Tpesodvm ce cvcmou om ! empanuya.

anaeauiicky na Gencapexy g3k 1
o

e
Npesooay: Llgemenuna Jukas:
-

®
e
Interlang Lid. 7 Jnrepaanr-y B 71 % JSO 17100-2015 PrimeCert J-0021216 BG
38, Bulgaria Bhd., 1680 Sot .~ Bulgaria MrrME SO 9001-2015 PrimeCert J-001 1215 BG
¢ 359 2)808 1711 (-359 2) 854 84 64 ‘CERT
b: interlangediinterlang. net. AT K ;
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VERIFICATION OF CONFORMITY

No.: MED GZME1610000845ME/A1
Applicant: SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO.,
LTD.

Keji 12t Road South, Hi-tech Industrial Park, Nan Shan
Shenzhen 518057, P.R. China

Manufacturer: Same as applicant
Product Description: Defibrillator/Monitor
(with AC/DC docking station and Vehicle Mount)
Model No.: BeneHeart D5, BeneHeart D6
Rating: 100-240 V~; 50/60 Hz; 1.8-0.8 A

Rechargeable battery (in Main unit): 14.8 Vd.c. 4500
mAh or 15.1 Vd.c. 5600 mAh

Battery charger BatteryFeed 20: 100-240 V~; 50/60
Hz; 1.0-0.5A

AC docking station: 100-240 V~; 50/60 Hz; 1.8-0.8 A
DC docking station: 12V d.c.; 15 A

Additional Information (if any): Alternative Vehicle Mount was added

Sufficient samples of the product have been tested and found to be in conformity with

Test Standard: EN 1789: 2007 + A2: 2014

as shown in the

Test Report Number(s): GZME161000084501, GZME161000084501-01
Conclusion:

The submitted samples fulfilled the requirements of specified standard which can be evaluated.

/

son Hoo
Laboratory Manage 2018-05-31
SGS-CSTC
Copyright of this statement MQWJt S Standards Technical Services Co., Ltd. and may not be reproduced other thary
full and with the prior approval\S&the. BEnesgiManager. This verification is subjected to the governance of the General Conditions

Services, printed overleaf.
Member of SGS Group (Société Générale de Surveillance)

This document is issued by the Company subject to its General Conditions of Service, available on request or accessible atwww.sgs.comyterms_and_conditions,htm and, for electronic format documents, subject to Terms

and Conditions for Electronic Documents atwww.sgs convterms e-documenthim. ion is drawn to the limitation of liability, i Hfication and jurisdiction issues defined therein. Any holder of this document is advised
that information contained hereon reflects the Company's findings at the time of its intervention only and within the limits of Client’s i i if any. The Company's sole responsibility is to its Client and this document
does not parties2a ion from ising all their rights and obligations under the i This cannot be prod iced except in full, without prior written approval of the Company.
Any ized ion, forgery or falsification of the content or appearance of this is unlawful and may be p to the fullest extent of the faw.
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