Anexa 7

Specificatia tehnica completati

Model: ZOLL M2 Producator: ZOLL Medical+Suzhou ZOLL Medical; Tara: SUA si China

Specificarea tehnica deplina solicitata de catre
autoritatea contractanta

Specificarea tehnica deplind propusa de catre
autoritatea ofertanta

Defibrilator extern, manual (caracteristici de baza)
Descriere Defibrilator extern, manual destinat
utilizarii personalului specializat cu caracteristici
de baza
Parametrul Specificatia
Defibrilator Selectarea energiei "adult 50-360
bifazic;
2-20 pediatric/nou-nascut"

Controlul padelelor Incarcare da

descarcarea energiei da

Forma de unda la iesire bifazic

Sincronizator da
Display Afisarea derivatiilor bipolare I, I, III
Captarea semnalului ECG prin intermediul
padelelor da

Afisarea ritmului cardiac da

Alarme ale ritmului cardiac da

Frecventa de lucru 0.67-40 Hz

Indicator al devierii derivatiilor cardiace da
Modul ECG Captarea semnalului ECG prin fir cu
3electrozi da

Diapazon 30 - 300 BPM

Protectie in potriva socurilor de defibrilare > 360
J

Mesaje de alarma da
Imprimanta pentru ECG Viteza hirtiei 12.5, 25,
50 mm/sec

Imprimanta termica incorporatd da

Printare auto sau manuala

Adnotari

ora da

data da

derivatia da

ritmul cardiac da

modul de operare da

forma undei descarcate da

Functia sumara da
Memorie Memorie internd sau Posibilitatea de
instalarea a cartelei de memorie da

Informatia stocatd ECG, soc, vocele din anturaj

Capacitatatea de stocare > 2 ore
Alimentarea Retea electricd 220 V.
Baterie internd reincircabild dgfff

Defibrilator extern, manual (caracteristici de baza)
Descriere Defibrilator extern, manual destinat
utilizérii personalului specializat cu caracteristici
de bazd DA
Parametrul Specificatia
Defibrilator Selectarea energiei "adult 1 - 200
bifazic rectiliniu;
1-20 pediatric/nou-nascut" DA

Controlul padelelor incarcare DA

descarcarea energiei DA

Forma de unda la iesire bifazic rectiliniu DA
Sincronizator DA
Display Afisarea derivatiilor bipolare I, II, IIl DA
Captarea semnalului ECG prin intermediul
padelelor DA

Afisarea ritmului cardiac DA

Alarme ale ritmului cardiac DA

Frecventa de lucru 0.67-40 Hz DA

Indicator al devierii derivatiilor cardiace DA
Modul ECG Captarea semnalului ECG prin fir cu
3 electrozi DA

Diapazon 20 - 300 BPM DA

Protectie 1n potriva socurilor de defibrilare - 360
JDA

Mesaje de alarma DA
Imprimanta pentru ECG Viteza hirtiei 25, 50
mm/sec DA

Imprimanta termica Incorporata DA

Printare auto sau manualda DA

Adnotari

ora DA

data DA

derivatia DA

ritmul cardiac DA

modul de operare DA

forma undei descércate DA

Functia sumara DA
Memorie Memorie interna sau Posibilitatea de
instalarea a cartelei de memorie DA

Informatia stocatd ECG, soc, vocele din anturaj
DA

Capacitatatea de stocare > 2 ore
Alimentarea Retea electrica 220 V, 50 Hz da
Baterie interna reincércabila da
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Anexa 7

Timp de lucru de la baterie 3 ore ECG continuu
sau min. 100 descarcari la energia maxima

Greutatea cu accesorii <9 kg

Accesorii

Padele Adult, reutilizabile 1 set.

"Pediatrice, reutilizabile (padele sau adaptoare
pediatrice)" 1 set.

Cablu ECG reutilizabil 3 fire 1 buc.

Electrozi ECG Adult, unica utilizare, cu termenul
de valabilitate 2 ani la momentul livrarii 50 buc

Hirtie termicd 5 buc.
Gel de contat 250 ml
Cantitatea necesara 2 buc.

Timp de lucru de la baterie 4 ore ECG
continuu sau min. 100 descarcari la energia
maxima DA

Greutatea cu accesorii - 6.5 kg DA

Accesorii

Padele Adult, reutilizabile 1 set. DA

"Pediatrice, reutilizabile (adaptoare

pediatrice)" 1 set. DA

Cablu ECG reutilizabil 3 fire 1 buc. DA
Electrozi ECG Adult, unica utilizare, cu termenul
de valabilitate 2 ani la momentul livrarii 50 buc.
DA

Hirtie termica 5 buc. DA

Gel de contat 250 ml DA

Cantitatea necesara 2 buc. DA
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Hednbpunnatop-moHuTop ZOLL M2™ pa3paboTaH C NCrnosib30BaHNEM HafeXHbIX TexHonormin ZOLL
1 obecneunBaeT ONTUManbHOE BbIMOJIHEHME 33ia4 OT MOHUTOPUHIa NaLeHTOB BbICOKOrO prcKa
[10 peaHUMaLIOHHbIX MEPONPUATUN C BbICOKMM KauecTtBom CJ1P.

Bonblue noaaepKKn

ZOLL M2 noMo>eT Bam KauyeCTBEHHO PeaHNMUPOBaTb B3POCSIbIX 1 AeTel 6narogapa Hanmuuio paga
bYHKUMI, MOMOratowmnx CnacTy Xn3Hu, B TOM urcne GyHKUMM KoHTpona kavectsa CJ1P,
KapanoBepcny U KapanocTumynauum, a Takxke pexkuma AH ona B3pocnbix n geten.

Bonblue HageXHbIX TEXHONOTNI

ZOLL M2 cooTBeTCTBYET NpoBepPeHHOMY NOpTHONNO peaHMaLMIOHHON NPOAYKLUN KOMNaHUN
ZOLL, KoTopas npefHa3sHayeHa 1A HenpepbIBHOW 1 BbiIcCOKOKayecTBeHHOM CJ1P 1 BbINOAHEHUA
AedbnbpunnALMmM C BbICOKOWN CUNON TOKa AETAM U B3POC/IbIM.

Bbonble 406aBOYHOI LLEHHOCTHN

ZOLL M2 pa3paboTaH and cTaLMOHapOB U CKOPO MeANLIMHCKON MOMOLLU, BKAIOYAET yylume

B CBOEM KJlacce TeXHONOMMM 1 NMO3BONAET OKa3blBaTb NaLUeHTaM KauyeCTBEHHYH MOMOLLb — Mpu
CHVKEHHbIX 3KCMNyaTaLMOHHbIX 3aTpaTax.

Jlyywan macwrtabupyemoctb®
BoamorkHocT ZOLL M2 no3BonsioT BbINOSHATL 3a4aun OT npocTenilen gednbpunnaumm oo cambix
CNOXKHbIX KNUHUYECKNX CIlyYaeB C UCMOMb30BaHMEM Pa3fINYHbIX BapMaHTOB KOMMEKTauun, B TOM

yncne moHutopuHra IKI B 12 otBegeHmax*, EtCO2*, HWAL*, SpO2*, TemnepaTypbl (2 KaHana)*.

*3Ta PpyHKUMA BygeT focTynHa B 6yayLmx moandukaumsax.

ZOLL
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MpamoyronbHbili 6ndpasHbIn
nmnynbc gepubpunnauum
ﬂOKaSaHO, 4yTo pa3pa60TaHHaﬂ B KOMMaHuUn
ZOLL dpopma umnynbca Havbonee
apdpeKTvBHa Ans fedubpunnauum
NnauneHToB C BbICOKMM MMNeaaHCoOM.

*s LLHHILT]
CPR 3
- EEMECENR ¢ | 5o

Kontponb kauectsa CJIP
PaspabotaHHas B KomnaHum ZOLL
dyHKUMA KoHTpons KauecTa CIIA
NPYMEHAETCA KNHNLMCTaMU BO BCEM
MUpe ANA AOCTUKEHNA BbICOKOTO
kavecta CJIP.

Mode

Demand

MaTeHTOBaHHas ¢popma
umnynbca gepnépunnaumnmn
NPOAOIMKNTENbHOCTBIO 40 MC
Paspa6oTaHHbIii B KomnaHum ZOLL
MaTEHTOBAHHbII MMnNynbC KapANOCTUMY AL
LUTENbHOCTBIO 40 MC 0becrieunBaet
BblCO‘-IaI?ILIJyIO Pe3ynbTaTMBHOCTb HaBA3bIBaHUA
pUTMa NPy Camoii HU3KOW CpeaHel cune

TOKa, Heo6XoAMMON Ans 3GHEKTUBHOCTI 1
KomdopTa nauueHTa.
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MHoropa3soBble Kneiikne
anekTpogbl ana hands-free
Aedubpunnayun

HapexxHas TexHonora KomnaHumn
ZOLL npvxoauT Ha 3ameHy
06bIYHbIM HAPYKHbIM 31EKTPOAAM

11 N03BOAIAET 6E30MaCHO BbIMONHATL
gednbpunnaumio, onmpasch Ha
dyHKumio Real CPR Help®.

YT06b1 6ONbLLE Y3HATD
0 ZOLL M2, npontnge no
ccbinke info.zoll.com/m2

ZOLL Medical Corporation
LleHTpanbHbI MeXAyHapoaHbI oduc
269 Mill Road

Chelmsford, MA 01824, USA (CLLIA)
978-421-9655

800-804-4356

TexHnuyeckmne xapakrepuctukm ZOLL M2™

O6wue

Pasmep: bes pykoatku: 264,7 x 231,3 x
223,6 MM; C pyKoATKoI: 264,7 x 231,3
X 274,6 Mm

Macca: 5,9 6e3 6atapeun v ymaru; 6,5 Kr
c 6aTapeeii 1 6ymaromn

WcTounukn nutaHna: Cetb
nepemeHHoro Toka: 100-240 B, 50/60
I, 200 BA; 6aTapesn: 610K NUTUEBbIX
AKKyMyIATOPHbIX 6aTapen.

WNHaunkaTop HU3Koro 3apaga
6atapen: Ecnu octaBlueroca 3apsaga
6aTapeu XBaTuT MeHee yem Ha 30
MUHYT MoHuTOpUHra KT, Ha 3KpaHe
nossnsetca coobueHne «<HU3KN
3APAM BATAPEW»

CraHfapTbl NPOEKTUPOBAHNA:
CooTBeTCTBYET MU NpeBbIlLaeT
cooTBeTCTBYyloLe TpeboBaHUA
ctanpaptos EN 60601-1, EN 60601-2-4,
EN 60601-2-27, EN1789

Be3onacHocTb nauueHTa: Bce
NoAK/oUYaeMble K NaLNeHTy SN1emMeHTbI
CHabXeHbl INeKTPUYECKON n3onaumen

MapameTpbl cpeabl
BnaxHocme: oTHoCuTeNbHaA — 5-95%
(6e3 KOHAeHCaUNN)

Bubpayus: EN ISO 80601-2-61
(cornacHo |IEC 60068-2-64), EN 1789 ana
CaHWUTapHbIX aBToMobUNen

Pa3pap: IEC 60068-2-27, 100 T, 6 Mmc
NONTyCUHYCOMAANbHbIV

Ypap: IEC 60068-2-29

AtmochepHoe faBneHme: 620-1060
mbap (o1 -381 o 4000 m)

Temnepatypa: 0-50° C

CeobopaHoe nageHue: EN 1789,
dYyHKUMOHanbHoe nageHwe 0,75 m

XpaHeHve 1 TPaHCNOPTUPOBKa:
Temnepatypa: ot -30 go 70°C,
BNAXXHOCTb: OTHOCUTENbHaA — 5-95%
(6e3 KoHaeHcayuw), coTpaceHve/
Bubpauma: ISTA 2A

Knaccndrkaums no 6e3onacHocTu:
Knacc |, BHyTPEHHWI NCTOYHMK NUTaHWA
cootsetcTByeT EN/IEC 60601-1

3awwmTa kopnyca (EN/IEC 60529):
MonapaHune BHYTPb YacTuL 1 Boabl: IP44

Aedubpunnarop

@opma umnyneca: Rectilinear Biphasic™
JAuanasoH umnedaHca nayueHma:
oT 15 go 300 Om
Bapuarmel 8bibopa 3Hepauu: om
180 10, 15, 20, 30, 50, 70, 85, 100,
120, 150, 200 [, ycTaHaBnvBaeTca
nocpeACcTBOM 3/1IeMEHTOB
ynpaBneHys Ha nepeaHen
naxenu fedvnbpunnatopa unv Ha
CTePHaNbHOM YTIOXKOBOM 3/1eKTpofe

YpOBHMW NHTENNEKTYanbHOro

BblOOpa Heprun: ABTomaTtnyeckoe
NOBbILIEHVIE YPOBHA SHEPrUn COrNacHo
YCTaHOBSIEHHOMY MPOTOKONY ANA
B3POC/bIX UNK feTei

OTob6paxeHne ypoBHA SHeprum:
YCTaHOBMEHHbIV YPOBEHb SHEprumn
1 3HeprvA NoAaHHoro paspaga
BbIBOAWTCA Ha MOHUTOP

Bpems 3apaaku: OT HOBOIN 1 MOMHOCTbIO
3apsKeHHoN 6aTapen — MeHee 7 cekyHf,
(nepsble 15 paspagos go 200 [x);

ecnu 6aTapen paspsxKeHa UM He HOBa,
3apAAKa MOXeT 3aHVmaTb 6onblue
BpPemMeH!.

CVHXPOHM3MPOBaHHbIV PeXMM:
CrHXpOHM3aLUuA pa3paga
nedvbpunnaumm c 3yéuom

R naumeHTa. Ha akpaHe otobparaeTca
Hagnucb «SYNC», a 3y6ubl R
oTMevatoTca Mapkepamm Hag IKI Ha
3KpaHe 1 Ha bymaxkHoI neHTe. Paspag
nedunbpunnatopa meHee yem yepes 60
Mc nocJie BepLunHbl 3y6ua R.

YnpaBneHve 3apAaKoN: InemMeHTbl
ynpaBneHua Ha nepeaHen naHenu

ne¢m6pmnnﬂTopa NN Ha BePXYyLIeYHOM
PY4YHOM 3neKTpoae

YTIoXKKOBbIE NeKTpofbl: HapyHbie
CTepHarbHble/BepXyLeYHble
YTIOXKKOBbIE 31eKTPO/bI; NNACTVHbI
[I1A B3POC/IbIX CHUMALOTCA, OTKPbIBasA
NOBEPXHOCTb NNACTVH ANA AeTen.

MoHuTopuHr KI

MookntoyeHue K nayueHmy: Kabenb
ans 3Kl B 3 oTBefieHMsIX, Kabenb

ana 3Kl B 5 oTBefileHMAX, pyyHble
31eKTPoabl, MHOTObYHKLMOHaNbHbIe
3neKTpoabl

3awuma exo0Hou nuHuu: MonHas
3aLuTa ot paspaga gedvbpunnatopa.
dneKTpUYecKre CXembl NCKIOYaOT
nckaxeHue curHana SKI nog aencreviem
MNMMNYNbCOB KapANOCTUMYNALMN

OTObpaXKeHMe NMNYNbCOB
MMMIaHTUPOBAHOTO
KapavocTumynaTopa:

NeKTPUYECKEe CXeMbI PaCcCUnTaHb

Ha onpefesneHvie MMy/bCOB
60/bLUMHCTBA UMMIAHTVPYEMBIX
KapAvoCTUMYNATOPOB € 0603HaueHeM
Mapkepom Ha IKI

YacTtoTHaa nonoca: Hakneusaemole/
py4Hble 31ekmpoobi: 0,67-20 My nm 0,67-
40 Iy (perynupyertcs)

MoHUTOPUHT B 3/5 oTBEAEHMAX
(perynupyeTca):

0,67-20 'y vnn 0,67-40 Iy,
(perynupyetcs)

0,525-40 'y inarHoctryecknin pexnm

Bbl6op O0TBEAEHMIA: YTIOKKOBbIE

(HaknemBaemble) sanekTpogsl, |, I, Ill, aVR,
aVL, aVF, Vv

Macwrtab 3KT: 0,125; 0,25; 0,5; 1,0; 1,5;
2,0; 3,0 cM/MB nnn aBTOMaTMYeCKn
OTobpaxeHne YacToTbl CePAEUHbIX
cokpateHnit: 0, 20-300 ya./MUH.

TpeBora no YacToTe cepAeyHbIX
cokpatueHwit: Mo BbIbopy nonb3osatens

CPR Dashboard™ c ¢pyHKuumen
Real CPR Help’

8K/II04AEMCA NPU NOOK/TIOYEHUU
3nekmpodos ZOLL ons CJIP,

TexHoM02UA U3MepeHus:
AkcenepomeTpuyeckas

My6uHa HaxkaTuin: OnpepenaeTca
B AnanasoHe ot 1,9 cm o 7,6 cm,
C TOYHOCTbIO £0,6 CM

YacTtoTa HaxkaTuii: Onpepensaetca
B AnanasoHe ot 50 go 150 HaxaTunin
B MUHYTY

KoHTponb kauectsa CJIP:
HactpaunBaembie 3ByKoBble 1 BU3yanbHble
YKa3aHUA OTHOCWTENbHO YacToTbl

1 ryOUHbI HaXaTWI, eCNIN HaXaTnA
BbIMOJHATCA HE B COOTBETCTBUN

¢ pekomeHpauuammn AHA/ERC.

JKpaH

Tun 3kpaHa: LiseTHow LCD, 800X480
nukcenen.

Pasyep 3KpaHa: pnaroHanb 17,8 cv/7,0
aronva

CkopocTb pa3BepTku: 12,5 Mm/c,

25 mMm/c, 50 mm/c (no BbiIGopy
nonb3oBarens)

Kananbi: 4

NHdopmauma: YacToTa cepaeyHbIx
COKpaLLeHWIn, OTBEAEHNA/INeKTPOAb,
BKJIIOUEHWEe/OTKIoUEH e TPeBOrY,
Bbl6paHHbI ypOBEHb HEPriK, IHeprma
noJaHHOro paspaaa, PeKoOMeHaLumn 1
npefynpexneHna ana nonb3osatens,
SpO,*, HUALX, EtCO,*, dyHKumK
KapAnoCTUMYNATOPa, MapKepbl KOAOB,
naHenb ynpasnenna CJIP

Bbnokwu 6aTapeii

Tun: akkyMynATOpHbIe, NNTHEBbIE,
10,8 B (HOMMHanbHoe HanpsAXeHue)
Emkocme: 5,8 amnep-yacos

Macca: 0,77 kr

TexHuueckne xapaKTepUCTUKI MOTYT 6biTb 3MeHeHbl 6e3 yBeJloMneHuaA.

Bpema nepesapagku: 100% 3a 5 yacos

Bpems paboTbi: He meHee 4 yacos
HenpepbIBHOTO MoHUTOpPKHra Kl n

20 pa3panos fednbpunnaumn sHepruein
200 >x; 100 paspagos fgedunbpunnaymm
MaKcrMManbHoM 3Heprum (200 [x);

3,5 yacos MoHUTOpUHra Kl n
KapAnoCTUMYnAuum ¢ yactotoin 180
VIMM./MVH. 1 TOKOM 140 MA.

TexHonorua neyaTtu
MaTpuruHbI TepMONpPUHTEP
BbICOKOrO pa3peLleHus, WuprHa
6ymaru 80 Mm

Ckopocme: 25 Mm/c, 50 MM/, 3aiepXKKa
6 ceKkyHp

Pexvmbl nevatu: BpyuHyto n
aBTOMaTU4eCKM (no Bbibopy
rnonb3oBaTens)

AHHOTauuu: Bpems, nata, otBefieHne
JKT, ycunenue 3KI, yactoTHasa
xapakTtepuctuka JKI, yactota
cepAieyHblX COKpaLleHUiA, napameTpbl
nepnbpunnaumnmn 1 KapaMoCTUMYNALINK,
0630p neyebHbIX NpoLeayp

O6MeH gaHHbIMU
USB: 1

Moodepxka WiFi: 802.11 a/b/d/e/g/h/i/n
AH[A

DyHKyuA pekoMeHOayuu paspaoa:
BbinonHaeTca oueHka putma Ha
Kl n onpegeneHve nokasaHuin

K paspagy aednbpunnaummn

Moanexawme aednbpunnaymn

pUTMbI: DUGPUANALNA XKeNyAOUKOB

c amnauntygow >100 MKB, a Takxe
Keny[o4uKoBas TaxMKapamsa C
LUIMPOKMMU KOMIMJIEKCAaMK C YacTOTOM
>150 yA./MWH. y B3pocnbix unu >200 ya./
MWVH. y feTeit. loapobHble cBeeHnA O
YYBCTBUTENIBHOCTU 1 CNeumndnyHOCTH
npvBeseHbl B pyKOBOACTBE ornepatopa.

HacTpoiika npoTokonos:

Bo3moXHa HacTpolika NPOTOKOJIOB,
npefycmaTpuBaloLmnx nepBoHaYanbHoe
nposegeHune CJIP unun BbinonHeHne
nednbpunnaummn. MoxHo Takxe
HaCTPOWTb SHEPTUI0 OJHOTO

paspAga unu nocneaoBaTenbHoCTN
paspAfoB — HEU3MEHHYI0 Unn
Bo3pacTatoLyto. [poaoMKUTENBHOCTb
CJ1P B npomeikyTKax HacTpanBaeTca

B NpeAenax Ao 4 MUHYT C Larom

B 1 MUHYTY.

Hapy»xHasn
KapAnocTumynaumna

Tun: Hapy»Has upeckoxHas
Kapaunoctumynaums, VVI no
Tpe6oBaHMIO NN aCHXPOHHO
(c pmKcMpoBaHHO YacToTow)

Vimnynbc: MpamoyronbHoi Gopmbl,
MOCTOAHHbBIN TOK

LnpwrHa nmnynbca: 40 Mc £ 2 mc

YacToTa nmnynbcos
Kapaunoctumynaumu: 30-180 ya./MuH.
+2ya./MuH

BbixogHoe HanpsxeHune: 0 - 140 MA £
5% HO He MeHee yem 5 MA

3awuTa BbIXoAHOW NHUK: MNonHas
3awuTa ot paspaga aedubpunnsatopa
v nsonauus

Mynbcokcnmetpumsa (Sp0O2)

Juanason camypauyuu: 0% - 100%,
paspeluatowjas cnocobHocTb 1%

Juanason yacmomel nyneca:
25 - 240 yp./MVH., pa3peluatoLan
CNOCO6HOCTb 1 yA./MUH.

ToyHoCMb U3MepeHUA camypayuu:
B ananasone 70 - 100: + 2% gna
B3pocCnbix/aeTen

ToyHOCMb U3MepeHusA Yacmomel
nyneca: = 3% BeNUUUHbI MOKasaTens,
HO He MeHee YeM 2 ya./MUH., Ana
B3pocnbix/aeTen

[ns noucka agpecos 1 HOMepoB
dakca, a TakxKe Apyrux ¢unnanos
KOMMaH1M Mo BCEMY MUPY nepenante
no agpecy www.zoll.com/contacts.

©2018 ZOLL Medical Corporation. Bce npasa coxpaHeHbl. CPR Dashboard, Real CPR Help, ZOLL Rectilinear

Biphasic, ZOLL M2, ZOLL - ToproBble MapKu Unu 3aperncTprpoBaHHble Toprosble Mapki komnanun ZOLL Medical
Corporation 8 CoefiniHeHHbix LLiTatax AMepuku 1 (Mnn) B Apyryx CTpaHax. Bce ocTanbHble TOBapHbIe 3HaK1 ABNAITCA
CO6CTBEHHOCTBIO COOTBETCTBYIOWIMX BllafieNbLies.

HaneuataHo 8 CLLIA. MCN IP 1911 0296-29
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269 Mill Road
I I Chelmsford, Massachusetts 01824-41)
: 978.421.9655 (main)

978.421.0025 (fax)
www.zoll.com

An Asahi Kasei Group Company

Certify a Copy:

Commonwealth of Massachusetts

County of Middlesex

On this 21 day of February, 2020, I certify that the preceding or attached document, is a true, exact,
complete, and unaltered copy made by me Rebecca Davis, presented to me by the document's
custodian, Joline Palasek, and that, to the best of my knowledge, the photocopied document is neither
a public record nor a publicly recordable document, certified copies of which are available from an
official source other than a notary.

e EC Certificate ZOLL Suzhou

Rebecca Davis
Notary Public Signature

Notary Stamp

a\ Rebecca M. Davis
Notary Public v
COMMONWEALTH OF MASSACHUSETTS

My Commission Expires
June 5, 2026

Notary Seal
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Akkradiderungsstelle DEwAT:

D-IM-11321-01-00

Certificate

No. Q5 103242 0001 Rev. 00

Holder of Certificate: Suzhou ZOLL Medical Technology Co., Ltd.
Room102-2, Block 19, No.8 Jinfeng Road
Suzhou New District
215163 Suzhou, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Suzhou ZOLL Medical Technology Co., Ltd.
Room102-2, Block 19, No.8 Jinfeng Road, Suzhou N
215163 Suzhou, Jiangsu, PEOPLE'S REPUBLIC OF
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Certification Mark:

Scope of Certificate: Design and Development,

Production, Distribution
and Servicing of
Defibrillator / Monitor

Applied Standard(s): ENISO 13485:2016
Medical devices - Quality management systems -
Requirements for regulatory purposes
(IS0 13485:20186)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentio

above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH19143401
Valid from: 2018-06-28
Valid until: 2022-03-31

Date, 2019-06-28 Stefan Preifly
Head of Certification/Notified Body
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The Commonwealth of Massachusetts

William Francis Galvin
Secretary of the Commonwealth

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This public document
2. has been signed by: Rebecca M. Davis

3. acting in the capacity of:  Notary Public

4. bears the seal/stampof: Rebecca M. Davis
whose commission expires on: June 5, 2026

Certified
5. at: Boston, Massachusetts 6. the: 26 February, 2020
7. by: the Secretary of the Commonwealth
8. No.: 2194808
9. Seal/stamp: Great Seal of the Commonwealth

10. Signature:

William Francis Galvin ! |
Secretary of the Commonwealth L\ == [

prepared by ADavis
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Certify a Copy:

Commonwealth of Massachusetts

County of Middlesex

On this 21 day of February, 2020, I certify that the preceding or aitzched Socumem. & 0 e e
complete, and unaltered copy made by me Rebecca Davis, presenied o == = e L
custodian, Joline Palasek, and that, to the best of my knowledge, the chvincnmes Lm0
a public record nor a publicly recordable document, certified copies of mms w0 S =
official source other than a notary.

¢ Declaration of Conformity- ZOLL M2

Mo Ty LD~

Rebecca Davis
Notary Public Signature

Notary Stamp

S Rebecca M. Davis

o Notary Public
COMMONWEALTH OF MASSACHUSETTS
My Commission Expires

June 5, 2026

Notary Seal
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Declaration of Conformity

"EC REP ZOLL International Holding B.V.

J suzhou ZOLL Medical Technology Co-» Ltd.
Room102-2, Block 19, No.8 Jinfeng Road Newtonweg 18
6662 PV ELST

215163 Suzhou
The Netherlands

Suzhou New District,
Siangsu, P.R. China

Product: ZoL m2 Monitor/Defibrillator
UMDNS/GMDN Code: 37806
Classification (MDD, Annex x): b, rule 9

Annex 11.3

Conformity Assessment Route:

ve mentioned products meet the transposition into national law,
d Standards. All supporting docurnentations
y responsible for the

at the abo

owing EC Council Directives an
nufacturer. We are exclusivel

We herewith declare th

the provisions of the foll
are retained under the premises of the ma

ation of Conformity.

Declar
DIRECTNES
General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning medical
devices (MDD 93/42/EEC), amended by DIRECTIVE 2007/47/EC.
__ TUV SUD Product Service GmbH
Notified Body: . &
Ridlerstr. 65, 80339 MUnchen, Germany
\dentification number: CE0123
(EC) Certificate(s): G1 103242 0002
Expire date of the Certificate: 2024-05-26
start of CE Marking: 2019-07-25
Place, Date of Issue: suzhou, 2019-07-25
Signature:
Name: nna Zhu
Title:  Sr.QA/RA Manager
page 1 0f!
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ZOLL

DECLARATION OF CONFORMITY

H ZOLL Medical Corporation ZOLL International Holding B.V.
269 Mill Road Newtonweg 18
Chelmsford, MA 01824-4105 USA 6662 PV ELST

The Netherlands

Product: ZOLL AED Plus®
ZOLL AED Plus® Fully Automatic
See Attached Catalog List

ZOLL declares that the above products conform to European Council Directive 93/42/EEC
(Medical Device Directive) Class llb per rule 9 of Annex IX, assessed per Annex Il.

This declaration applies to CE marked devices produced after the date of issuance of this
declaration and before it is either superseded by another declaration or withdrawn.

The quality system under which these products were designed and manufactured has been found
to be in compliance with the Medical Device Directive including European Standard EN ISO
13485:2016 certified by the Notified Body TUV SUD Product Service GmbH, Ridlerstr. 65, 80339
Minchen, Germany (Notified Body Number 0123).

The above products were in conformance with the provisions of Council Directive 2002/96/EC of
27 January 2003 on Waste Electrical and Electronic Equipment which was repealed by Directive
2012/19/EU of the European parliament and of the council of 4 July 2012 on waste electrical and
electronic equipment (WEEE). At this time the above products are in conformance with the
provisions of Directive 2012/19/EU of the European parliament and of the council of 4 July 2012
on waste electrical and electronic equipment (WEEE).

The above products are in conformance with the provisions of Council Directive 2011/65/EU of
8 June 2011 on the restriction of the use of certain hazardous substances in electrical and
electronic equipment which apply to them.

E I |Za beth aigliv‘tzu)i/nsqiag:ed by Elizabeth 3/4/202 1
MCMeniman I_%ast'gzo?021.03.04 09:50:52

Name: Elizabeth McMeniman Date
Position: Director, Regulatory Affairs

Location: Chelmsford, MA USA
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Catalog Number

Description

20000000100011020 MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, 50HZ, FRENCH
20000000100011100 MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, 50HZ, SPANISH
20000000300011070 MAIN ASSY, PS SERIES, NO GRAPHICS, LCD, NO VOICE RCDG, 50HZ, UK (PROPER)

AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, FRENCH,
20100000101011020 AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RECORDING, 50HZ, FRENCH
20100000101011050 | AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, UK

AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, GERMAN,
20100000101011080 | AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RECORDING, 50HZ, GERMAN, ZOLL

AED Plus, "Public Safety" Serie, mit graphischem Cover

AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, ERC, SPANISH,
20100000101011100 AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RECORDING, 50HZ, SPANISH

AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, ITALIAN,
20100000101011110 AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RECORDING, 50HZ, ITALIAN
20100000101011160 AED PLUS, F"S SERII'ES, W/PA CVR, LCD, NO VOICE RECOR[?ING, 50HZ, DUTCH, ZOLL AED

Plus, PS Serie, grafische deksel, zonder stemopname optie
20100000101011180 | AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, PORTUGUESE
20100000101011210 AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, FINNISH
20100000101011280 | AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, INTERNATIONAL AHA ENGLISH
20100000102011010 AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, ENGLISH

AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, FRENCH, AED Plus, Semi-

Automatique, Interface avec pictogramme, FR, Défibrillateur ZOLL AED Plus semi-
201 10201102

0100000102011020 automatique - interface pictogrammes, ZOLL "Public Safety" Serie AED Plus,

franzosisch

AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, UK, ZOLL AED Plus, PS Serie,
20100000102011050 | zonder stemopname optie, Engels, ZOLL AED Plus, PS Series, English,

ZOLL AED PLUS, PS SERIES, LCD, NO VOICE RCDG, UK
20100000102011070 AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, UK (PROPER)

AED Plus senza Registrazione Audio Ambientale e con coperchio AED in lingua

tedesca, AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, GERMAN,
20100000102011080 ZOLL "Public Safety" Serie AED Plus, ZOLL AED Plus, PS Serie, zonder stemopname

optie, Duits

AED PLUS, PS SERIES, W/AED CVR. LCD, NO VOICE RCDG, AHA,
20100000102011090 SWITZERLAND/GERMAN

AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, ERC, SPANISH,
20100000102011100 ZOLL AED PLUS, PS SERIES, LCD, NO VOICE RECORDING, SPANISH

AED Plus senza Registrazione Audio Ambientale e con coperchio AED, AED PLUS, PS
20100000102011110 | SERIES, W/AED CVR, LCD, NO VOICE RCDG, ITALIAN, ZOLL AED PLUS, PS SERIES, LCD,

NO VOICE RECORDING, ITALIAN

AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, DUTCH, ZOLL AED Plus, PS
20100000102011160 | Serie, zonder stemopname optie, Nederlands, ZOLL AED PLUS, PS SERIES, LCD, NO

VOICE RECORDING, NEDERLANDS

AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, PORTUGUESE,
20100000102011180 ZOLL AED PLUS, PS SERIES, LCD, NO VOICE RECORDING, PORTUGUESE
20100000102011210 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, FINNISH

AED PLUS, PS SERIES, LCD, NO VOICE RCDG, INTERNATIONAL AHA ENGLISH, AED PLUS,
20100000102011280 PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, INTERNATIONAL AHA ENGLISH

AED Plus con coperchio AED, no reg. audio. Linee guida AHA,
20100000102011410 AED PLUS, PS SERIES, LCD, NO VOICE RCDG, AHA, SWITZERLAND/ITALIAN
20100000102011550 AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, TURK
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Catalog Number

Description

AED PLUS, PS SERIES NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, UK, AED PLUS,

20100000302011050 PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, UK
20100000302011070 | AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, UK (PROPER)

AED PLUS, PS SERIES W/BASIC CVR, LCD, VOICE RCDG, 50 HZ SPANISH, AED PLUS, PS
20100001101011100 SERIES, W/BASIC CVR, LCD, VOICE RCDG, ERC, SPANISH
20100001102011020 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, FRENCH

AED PLUS, PS SERIES NO GRAPHICS, W/AED CVR, LCD, VOICE RCDG, AHA,
20100001302011410 SWITZERLAND/ITALIAN
20100010102011320 | ZOLL AED PLUS, PS SERIES, LCD, NO VOICE RCDG, W/BATTERIES, FED GOVT VALUE PKG
20100800101011050 | AED PLUS, PS SERIES, W/PA CVR, ECG ON, LCD, NO VOICE RCDG, 50HZ, UK

AED PLUS, PS SERIES, ECG ON, LCD, NO VOICE RCDG, GERMAN, AED PLUS, PS SERIES,
20100800102011080 W/AED CVR, ECG ON, LCD, NO VOICE RCDG, GERMAN
20100800102011110 | AED PLUS, PS SERIES, W/AED CVR, ECG ON, LCD, NO VOICE RCDG, ITALIAN

AED PLUS, PS SERIES, W/AED CVR, ECG ON, LCD, NO VOICE RCDG, AHA,
20100800102011410 SWITZERLAND/ITALIAN
20100800302011070 AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, ECG ON, LCD, NO VOICE RCDG, UK

(PROPER)
20200000101011040 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, POLISH
20200000101011170 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, CZECH

AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, NORWEGIAN, AED
20200000101011200 PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RECORDING, 50HZ, NORWEGIAN
20200000101011220 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, SWEDISH
20200000101011270 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, DANISH
20200000101011290 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ,RUSSIAN
20200000101011340 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, ARABIC
20200000101011450 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, HUNGARIAN
20200000101011520 | AED PLUS, PS SERIES, BASIC CVR, LCD, NO VOICE RCDG, CROATIAN, 50HZ
20200000101011530 | AED PLUS, PS SERIES, BASIC CVR, LCD, NO VOICE RCDG, SLOVENIAN
20200000101011550 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, TURK
20200000102011040 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, POLISH
20200000102011130 | AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, AUS, 50HZ
20200000102011170 | AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, 50HG, CZECH
20200000102011190 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCRDG, GREEK

AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, NORWEGIAN, ZOLL
20200000102011200 AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDNG, 50HZ, NORWEGIAN

AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, SWEDISH, AED PLUS,
20200000102011220 PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, SWEDISH
20200000102011270 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, DANISH
20200000102011290 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, RUSSIAN
20200000102011330 | AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, THAI, 50HZ
20200000102011520 | AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, CROATIAN, 50HZ
20200000102019050 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, AIRLINE, UK
20200000102019080 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, AIRLINE, GERMAN
20200000302011020 AED PLUS, PS SERIES NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, FRENCH, AED

PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, FRENCH
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20200000302011080 | AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, GERMAN

AED PLUS, PS SERIES NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, DUTCH, AED
20200000302011160 PLUS, PS SERIES, NO GRAPHICS, W/AEI; CVR, LCD, NO VOICE RCDG, DUTCH
20200000302011210 | AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, FINNISH
20200000303011050 | AED PLUS, PS SERIES, W/LOW PROFILE CVR, LCD, NO VOICE RCDG, 50HZ, UK

AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, FRENCH,
20200001101011020 ZOLL AEDPIus Interface I/3ictogramme/CouvercIe PS avec enregistrement vocal
20200001101011050 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, 50HZ, UK

AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, GERMAN,
20200001101011080 ZOLL AED Plus "Public Sa{fety", mit Sprachaufzeichnung
20200001101011100 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, ERC, SPANISH
20200001101011110 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, ITALIAN
20200001101011170 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, 50HZ, CZECH
20200001101011180 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, 50HZ, PORTUGUESE
20200001101011290 | AED PLUS, PS SERIES W/BASIC CVR, LCD, VOICE RCDG, 50HZ, RUSSIAN
20200001101011530 | AED PLUS, PS SERIES W/BASIC CVR, LCD, VOICE RCDG, 50HZ, SLOVENIAN

AED Plus con Registrazione Audio Ambientale e con coperchio AED, AED PLUS, PS
20200001102011110 SERIES, W/AED (?VR, LCD, VOICE RCDG, ITALIAN i
20200001102011410 | AED PLUS, PS SERIES W/AED CVR, LCD, VOICE RCDG, AHA, SWITZERLAND/ITALIAN

AED PLUS, PS SERIES NO GRAPHICS, W/AED CVR, LCD, VOICE RCDG, FRENCH, AED

PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, VOICE RCDG, FRENCH, Défibrillateur
20200001302011020 ZOLL AED Plus semi-automatique -/Interface Professionelle avec enregistrement de

I'ambiance sonore
20200001302011110 | AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, VOICE RCDG, ITALIAN
20200800101011290 AED PLUS, PS SERIES, AED CVR, ECG ON, LCD, NO VOICE RCDG, RUSSIAN
20200800102011040 | AED PLUS, PS SERIES, AED CVR, ECG ON, LCD, NO VOICE RCDG, 50HZ, POLISH
20200800102019080 éil;l\l:/’llAL:\lS, PS SERIES, W/AED CVR, ECG ON, LCD, NO VOICE RCDG, 50HZ, AIRLINE,
20200800302011080 AED PLUS, PS SERIES, AED CVR, ECG ON, LCD, NO VOICE RCDG, 50HZ, GERMAN
20300000101011200 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, NORWEGIAN
20300000101011210 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, FINNISH
20300000101011220 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, SWEDISH
20300000101011270 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, DANISH
20300000102011050 | AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, 50HZ, DUTCH ARMY
50300000102011070 (APERDO;:II_ELS, PS SERIES, W/AED CVR, NO CARRY CASE, LCD, NO VOICE RCDG, UK

AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, DUTCH ARMY,

20300000102011160 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, DUTCH ARMY,
AED Plus, semi-automatische defibrillator, NL Leger, NL
20300000102011210 AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, FINNISH

20300000102011270 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, DANISH
20300000302011050 | AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, DUTCH ARMY

AED PLUS, PS SERIES, NO GRAPHICS, AED CVR, LCD, NO VOICE RCDG, DUTCH ARMY,
20300000302011160 AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, DUTCH ARMY
20300800102011080 | AED PLUS, PS SERIES, W/AED CVR, ECG ON, LCD, NO VOICE RCDG, GERMAN
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20400000001000020 | AED PLUS, PA SERIES, W/BASIC CVR, NO LCD, NO VOICE RCDG, FRENCH

AED PLUS, PA SERIES, W/BASIC CVR, NO LCD, NO VOICE RCDG, GERMAN, ZOLL"Public
20400000001000080 Safety" Serie AED Plus, I{oundation-ModeII
20400000001000160 | AED PLUS, PA SERIES, W/BASIC CVR, NO LCD, NO VOICE RCDG, DUTCH
20400000001000180 | AED PLUS, PA SERIES, W/BASIC CVR, NO LCD, NO VOICE RCDG, PORTUGUESE
21400710702011010 ?;2 PLUS, PS SERIES, FULLY AUTOMATIC, W/AED CVR, LCD, NO VOICE RCDG, 60HZ,
22300700502011050 | AED PLUS, PS SERIES, FULLY AUTOMATIC, W/AED CVR, LCD, NO VOICE RCDG, UK
22300700502011080 | AED PLUS, PS SERIES, FULLY AUTOMATIC, LCD, NO VOICE RCDG, GERMAN
22300700502011160 | AED PLUS, PS SERIES, FULLY AUTOMATIC, LCD, NO VOICE RCDG, DUTCH

AED PLUS, PS SERIES, FULLY AUTOMATIC, W/AED CVR, LCD, NO VOICE RCDG, AHA,
22300700702011280 | INTL ENGLISH, AED PLUS, PS SERIES, FULLY AUTOMATIC, W/AED CVR, LCD, NO VOICE

RCDG, INTL ENGLISH

AED Plus, Entierement Automatique, Interface avec pictogramme, FR, AED PLUS, PS
22300703502011020 | SERIES, FULLY AUTOMATIC, LCD, NO VOICE RCDG, FRENCH, Défibrillateur ZOLL AED

Plus entierement automatique - interface pictogrammes
23000010102011320 | AED PLUS, PS SERIES, LCD, NO VOICE RCDG, W/BATTERIES, MIL W/O WALL CAB
23100010102011320 | AED PLUS, PS SERIES, LCD NO VOICE RCDG, W/BATTERIES, MIL W/WALL CAB
25100060310011070 | AED PLUS, PS SERIES, LCD, NO VOICE RCDG, UK ENGLISH, AVIATION
20000000100011070 | MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, 50HZ, UK (PROPER)

8000-004016-01

ZOLL AED PLUS SEMI AUTOMATIC LAW ENFORCEMENT PACKAGE

20000000100011010

MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, ENGLISH

8000-004017-01

ZOLL AED PLUS FULLY AUTOMATIC LAW ENFORCEMENT PACKAGE

20000700700011010 MAIN ASSY, PS SERIES, FULLY AUTOMATIC, LCD, NO VOICE RCDG, DMST
20200001101011550 AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, 50HZ, TURKISH
20000001100011550 MAIN ASSY, PS SERIES W/BASIC CVR, LCD, VOICE RCDG, 50HZ, TURKISH
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Accessory

Therapy Electrodes

STAT-PADZ Il ELECTRODE, SINGLE

8900-0801-01

STANDARD METAL WALL CABINET w/ZOLL LOGO 8000-0855
BRUSHED STAINLESS STEEL WALL CABINET 8000-0855-02
CLEAR AED PLUS WALL CABINET 8000-0856
AED WALL SIGN KIT, ONE FLUSH AND ONE 3-D WALL SIGN 8000-0825
AED PLUS 3-D WALL SIGN 9310-0738

STAT-PADZ Il ADULT MULTI-FUNCTION ELECTRODES (1 PAIR),
JAPANESE

8900-0801-36

KIT, LABEL, DECAL, ZOLL DEFIBRILLATOR EQUIPPED, PK OF 10,
AED PLUS

8000-0849-01

STAT-PADZ Il ELECTRODE, 12/CASE

8900-0802-01

STAT-PADZ Il MULTI-FUNCTION ELECTRODES - 12/CASE,
BRAZILIAN PORTUGUGESE

8900-0802-24

TRAINER US AC ADAPTER 8000-0822
TRAINER PHONE CORD (REPLACEMENT) 8000-0821
TRAINER US AC ADAPTER 8000-0822

STAT-PADZ Il ELECTRODES, 12/CASE, JAPANESE

8900-0802-36

SIMULATOR / TESTER

8000-0819-XX

PEDI-PADZ Il ELECTRODES - ONE PAIR

8900-0810-01

PEDI-PADZ II, AED PLUS, BRAZIL, SINGLES

8900-0810-24

PEDI-PADS Il ELECTRODES, JAPAN, SINGLE

8900-0810-36

CPR-D-PADZ ONE PIECE ELECTRODE PAD WITH REAL CPR HELP

8900-0800-01

CPR-D-PADZ ELECTRODES, W/ACCESSORY KIT, BRAZILLIAN
PORTUGUESE

8900-0800-24

CPR-D-PADZ ELECTRODES, W/ACCESSORY KIT, JAPAN

8900-0800-36

Battery

TYPE 123 LITHIUM BATTERIES

8000-0807-01

AED Plus Trainer

AED Plus Trainer 2

8008-0050-XX

AED Plus Fully Automatic Trainer 2

8008-000052-XX

Other Accessories

REPLACEMENT PUBLIC SAFETY PASS COVER

8000-0812-01

REPLACEMENT PUBLIC ACCESS PASS COVER (GRAPHIC
INTERFACE LABEL)

8000-0808-01

COMPACT LOW PROFILE PUBLIC SAFETY COVER

8000-0803-01

TRAINING CPR-D PADZ ELECTRODE, WITH 1 PAIR REP. GEL

8900-0804-01

TRAINING CPR-D REPLACEMENT GEL 5/CASE

8900-0803-01

PEDI-PADZ Il TRAINING ELECTRODES (6/CASE)

8900-000861-01

Non-Medical Device Accessories

REPLACEMENT SOFTCASE

8000-0802-01

LARGE PELICAN CASE

8000-0837-01

SMALL PELICAN CASE

8000-0836-01

REPLACEMENT SOFTCASE - POLICE

8000-0806-01

KIT SOFTCASE, AED PLUS TRAINER2

8000-0375-01

KIT, CABLE ADAPTER, UNIVERSAL ZOLL AED PLUS

8000-0804-01

USB IRDA ADAPTER

8000-0815

RS-232 IRDA ADAPTER

8000-0816

RESCUENET CODE REVIEW STANDARD SOFTWARE FOR
WINDOWS

8000-0608-01

MOUNTING BRACKET

8000-0809-01

FULLY RECESSED WALL MOUNTING CABINET 8000-0811
RECESSED WALL MOUNTING CABINET 8000-0814
SURFACE WALL MOUNTING CABINET 8000-0817

9652-0111 Rev. U

Page 6 of 10




MANUFACTURER’S DECLARATION OF CONFORMITY
AUSTRALIAN THERAPEUTIC GOODS (MEDICAL DEVICES) REGULATIONS 2002
FULL QUALITY ASSURANCE PROCEDURES

This is a declaration of conformity made under clause 1.8 of Schedule 3 to the Therapeutic Goods (Medical
Devices) Regulations 2002.

Manufacturer's name: ZOLL Medical Corporation
Business address: 269 Mill Road
Chelmsford, MA 01824
Medical device(s): See Schedule 2
Classification: See Schedule 2
GMDN code and term: See Schedule 2
Scope of application: All products to which the full quality assurance procedure applies.

Each kind of medical device to which the system has been applied complies with the applicable provisions of the
essential principles, the classification rules, and the full quality assurance procedures, at each stage, from the design
of the device until its final inspection before being supplied.

Full quality assurance procedures
certificates: No. QS6 079546 0021 (MDSAP Certificate)
No. Q5 079546 0024 (QMS/ISO 13485 Certificate)
No. G1 079546 0025 (EC Certificate)
No. G2S 079546 0022 (EC Certificate Sterile Electrodes only)

Standards applied: See Schedule 1

9652-0111 Rev. U Page 7 of 10



MANUFACTURER’S DECLARATION OF CONFORMITY

AUSTRALIAN THERAPEUTIC GOODS (MEDICAL DEVICES) REGULATIONS 2002

FULL QUALITY ASSURANCE PROCEDURES
SCHEDULE 1

Conformity Standard

Description of Standard

1SO 13485: 2016

Medical devices - Quality management systems - Requirements for regulatory purposes

ISO 14971: 2019

Medical devices - Application of risk management to medical devices

EN 60601-1: 2012

Medical electrical equipment - Part 1: General requirements for basic safety and essential
performance

EN 60601-1-2: ed3.0
(2007-03)

Medical electrical equipment - Part 1-2: General requirements for basic safety and essential
performance - Collateral Standard: Electromagnetic disturbances - Requirements and tests

EN 60601-1-6: 2013

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

IEC 60601-2-4: 2010

Medical electrical equipment - Part 2-4: Particular requirements for the basic safety and essential
performance of cardiac defibrillators

IEC 62366: 2014

Medical devices — Application of usability engineering to medical devices

MEDDEV 2.7.1: 2003

Clinical Evaluation: A Guide for Manufacturers and Notified Bodies

IS0 10993-1: 2010

Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk
management process

[S0 10993-5: 2010

Biological Evaluation of Medical Devices - Part 5: Tests for In Vitro Cytotoxicity

1SO 10993-10: 2010

Biological Evaluation of Medical Devices - Part I 0: Tests for Irritation and Skin Sensitization

ENISO 15223-1:
2016

Medical devices - Symbols to be used with medical device labels, labelling and information
to be supplied - Part 1: General requirements

EN 1041: 2008

Information supplied by the manufacturer of medical devices

9652-0111 Rev. U
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MANUFACTURER’S DECLARATION OF CONFORMITY

AUSTRALIAN THERAPEUTIC GOODS (MEDICAL DEVICES) REGULATIONS 2002

FULL QUALITY ASSURANCE PROCEDURES

SCHEDULE 2
Catalog Number Description GMDN Code
20000000100011010 | MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, ENGLISH 47910
20000000100011050 | MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, 50HZ, UK 47910
20000000100011130 | MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, 50HZ, AUS 47910
20000000100011230 | MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, 60HZ, SPANISH 47910
20000000100011330 | MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, 50HZ, THAI 47910
20000000100011590 | MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG,SINGAPORE 47910
20000001100011050 | MAIN ASSY, PS SERIES, LCD, VOICE RCDG, 50HZ, UK 47910
20000700500011130 XISSIN ASSY, FULLY AUTOMATIC, PS SERIES, LCD, NO VOICE RCDG, 50HZ, 48047
70000000102011130 | MAIN ASSY, PS SERIES, W/AED CVR, LCD, NO VOICE RECORDING, AUS/NZ, 47910
REFURB
20000700700011010 | MAIN ASSY, PS SERIES, FULLY AUTOMATIC, LCD, NO VOICE RCDG, DMST 48047
Accessory Description | Accessory Catalog Number | GMDN Code

Therapy Electrodes

STAT-PADZ Il ELECTRODE, SINGLE 8900-0801-01 45806
STAT-PADZ Il ELECTRODE, 12/CASE 8900-0802-01 45806
PEDI-PADZ 11 ELECTRODES - ONE PAIR 8900-0810-01 42404
CPR-D-PADZ ONE PIECE ELECTRODE PAD WITH REAL CPRHELP | 8900-0800-01 45806
Battery

TYPE 123 LITHIUM BATTERIES | 8000-0807-01 35848

Non-Medical Device Accessories

AED Plus Trainer 2

8008-0050-XX

AED Plus Fully Automatic Trainer 2

8008-000052-XX

REPLACEMENT PUBLIC SAFETY PASS COVER

8000-0812-01

REPLACEMENT PUBLIC ACCESS PASS COVER (GRAPHIC INTERFACE LABEL)

8000-0808-01

COMPACT LOW PROFILE PUBLIC SAFETY COVER

8000-0803-01

TRAINING CPR-D PADZ ELECTRODE, WITH 1 PAIR REP. GEL

8900-0804-01

TRAINING CPR-D REPLACEMENT GEL 5/CASE

8900-0803-01

PEDI-PADZ II TRAINING ELECTRODES (6/CASE)

8900-000861-01

REPLACEMENT SOFTCASE

8000-0802-01

LARGE PELICAN CASE

8000-0837-01

SMALL PELICAN CASE

8000-0836-01

REPLACEMENT SOFTCASE - POLICE

8000-0806-01

KIT SOFTCASE, AED PLUS TRAINER2

8000-0375-01

KIT, CABLE ADAPTER, UNIVERSAL ZOLL AED PLUS

8000-0804-01

USB IRDA ADAPTER

8000-0815

RS-232 IRDA ADAPTER

8000-0816

RESCUENET CODE REVIEW STANDARD SOFTWARE FOR WINDOWS

8000-0608-01

MOUNTING BRACKET

8000-0809-01

FULLY RECESSED WALL MOUNTING CABINET 8000-0811
RECESSED WALL MOUNTING CABINET 8000-0814
SURFACE WALL MOUNTING CABINET 8000-0817
STANDARD METAL WALL CABINET w/ZOLL LOGO 8000-0855
BRUSHED STAINLESS STEEL WALL CABINET 8000-0855-02
CLEAR AED PLUS WALL CABINET 8000-0856
AED WALL SIGN KIT, ONE FLUSH AND ONE 3-D WALL SIGN 8000-0825
AED PLUS 3-D WALL SIGN 9310-0738

9652-0111 Rev. U
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MANUFACTURER’S DECLARATION OF CONFORMITY

AUSTRALIAN THERAPEUTIC GOODS (MEDICAL DEVICES) REGULATIONS 2002

FULL QUALITY ASSURANCE PROCEDURES

KIT, LABEL, DECAL, ZOLL DEFIBRILLATOR EQUIPPED, PK OF 10, AED PLUS

8000-0849-01

TRAINER US AC ADAPTER 8000-0822
TRAINER PHONE CORD (REPLACEMENT) 8000-0821
TRAINER US AC ADAPTER 8000-0822

SIMULATOR / TESTER

8000-0819-XX

Authorised signatory:

Digitally signed by Elizabeth

ElizabEth McMeniman

Date: 2021.03.04 09:50:30

McMeniman o 3/4/2021

Name: Elizabeth McMeniman Date
Position: Director, Regulatory Affairs
Location:  Chelmsford, MA USA

9652-0111 Rev. U
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U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov

Certificate No. 13968-9-2020
CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List See Attached List
(Two Pages) (One Page)

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

Sincerely,

oz e

CDR Cesar A. Perez, PhD, Director
DRP2: Division of Establishment Support
Office of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from September 10, 2020 to September 09, 2022,
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Certificate No. 13968-9-2020
Certificate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1
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Manufactured for Owner Operator
ZOLL MEDICAL CORPORATION
269 MILL ROAD
Chelmsford, MA USA 01824

Name of Manufacturer
ZOLL MEDICAL CORPORATION
269 MILL ROAD
CHELMSFORD, MA USA 01824

BIO-DETEK, INC.
525 Narragansett Park Dr
PAWTUCKET, Rl USA 02861

Name of Distributor
ZOLL MEDICAL CORPORATION
269 MILL ROAD
CHELMSFORD, MA USA 01824

-—-END OF MANUFACTURER/DISTRIBUTOR LIST--

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20693
www.fda.gov
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Certificate No. 13968-9-2020

Certificate to Foreign Government - Name of Product(s) Attachment Page 1 of 2
Manufactured for Owner Operator

ZOLL MEDICAL CORPORATION

269 MILL ROAD

Chelmsford, MA USA 01824

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov

;§ WEALTE
¢ ® 44,

Name of Manufacturer

ZOLL MEDICAL CORPORATION
269 MILL ROAD

CHELMSFORD, MA USA 01824

BIO-DETEK, INC.
525 Narragansett Park Dr
PAWTUCKET, RI USA 02861

Name of Distributor

ZOLL MEDICAL CORPORATION
269 MILL ROAD

CHELMSFORD, MA USA 01824

Name of Product(s)

ZOLL X Series Advanced

ZOLL AED 3

ZOLL AED 3 with Uni-padz

ZOLL AED 3 BLS Defibrillator

ZOLL D1400 Defibrillator

ZOLL PD1400 Pacemaker/Defibrillator

ZOLL 1600 Defibrillator

ZOLL 1700 Defibrillator

ZOLL D2000Defibrillator

ZOLL PD2000 Pacemaker/Defibrillator

ZOLL M Series Defibrillator

ZOLL M Series with Rectilinear Bi-Phasic Option
ZOLL M Series SPO2 Option

ZOLL M Series 12SL Analysis Option

ZOLL M Series ETCO2 Option

ZOLL M Series NIBP Option

ZOLL M Series CCT with IBP Temperature Option
ZOLL E Series Defibrillator

ZOLL E Series with Real CPR Help

ZOLL E Series with See-Thru CPR

ZOLL E Series 12SL, Analysis Option

ZOLL E Series with Intubation Assist Option
ZOLL E Series with Bluetooth Dial Up Networking
ZOLL E Series with SPCO/SPMET Option
ZOLL E Series with CPR Ready Charge

ZOLL R Series Defibrillator

ZOLL R Series BLS Defibrillator

ZOLL R Series with NIBP and ETCO?2 Options
ZOLL X Series Defibrillator

ZOLL AED Plus Defibrillator

ZOLL Fully Automatic AED Plus Defibrillator
ZOLL AED Pro Defibrillator

ZOLL Propag MD DC Defibrillator (incl. paddies)
ZOLL Propaq M Cardiac Monitor

ZOLL One Step Electrodes

ZOLL One Step Basic Electrodes

ZOLL One Step Pacing Electrodes

ZOLL One Step CPR Electrodes
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Certificate No. 13968-9-2020

Certificate to Foreign Government - Name of Product(s) Attachment Page 2 of 2
ZOLL One Step CPR (AA) Electrodes

ZOLL One Step Complete Electrodes

ZOLL One Step Pediatric Electrodes

ZOLL OneStep CPR Il MFE Adult Multi-Function Electrode

ZOLL OneStep CPR Pediatric Multi-Function Electrode

ZOLL Radiolucent Solid Gel Electrodes

ZOLL Radiolucent Liquid Gel Electrodes

ZOLL Pro Padz Sterile Electrodes

ZOLL Pro Padz Bi-Phasic Electrodes

ZOLL Pedi Padz Solid Gel Electrodes

ZOLL Pedi Padz Radiolucent Electrodes

ZOLL Pedi Padz Pediatric Electrodes

ZOLL Pedi Padz Il Electrodes

ZOLL Stat Padz Adult Multi-Function Electrodes

ZOLL Stat Padz Il Electrodes

ZOLL CPR Stat Padz Electrodes

ZOLL Dura Padz Reusable Electrodes

ZOLL Dura Padz Gel Disposable Hydrogel

ZOLL CPR Dura-Padz Reusable Defibrillation Electrode with Dura-Padz Gel
ZOLL Pro Padz Electrodes

ZOLL Ready Padz Multi-Function Electrodes

ZOLL CPR-D Padz Electrodes

ZOLL PD2200 Multi-Function Electrodes

ZOLL Cardiology Specialty Electrodes

ZOLL Autoclavable Internal Handles Paddles

ZOLL Base PowerCharger 4x4 Battery Charger/Tester

ZOLL PowerCharger AC Power/Charge Module

ZOLL SurePower Charger Single bay charger

ZOLL Power Infuser Infusion Pump with Cartridges (M100B-3A)

ZOLL RescueNet Link Software-only product

ZOLL RescueNet 12-Lead Software-only product

ZOLL RescueNet ePCR Software-only product

ZOLL ePCRi0OS Software-only product

ZOLL Code Writer Software-only product

ZOLL PocketCPR Cardiopulmonary Resuscitation Aid

731 Series Ventilators Model EMV, EMV+ (and EMV+ MRI), Eagle Ii (and Eagle iI MRI),
AEV Continuous Ventilator, Z Vent, Z Vent MRI, and Z Vent Basic

Model 326/326M Aspirator, Model 324/324K Portable Aspirator

Model 330 Multifunction Aspirator
END OF PRODUCT LIST.

%,

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Sitver Spring, MD 20993
wwwefda.gov
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 079546 0024 Rev. 00

Holder of Certificate:

Certification Mark:

Scope of Certificate:

ZOLL Medical Corporation
269 Mill Road

Chelmsford MA 01824-4105

USA

DINEN ISO
13485

tuv-sud.com/ps-cert

Design and Development, Production, and
Servicing of Defibrillators, External
Pacemakers, Multi-parameter Monitoring
System, Adapters, Cables, Leads,
Electrodes, Probes, Sensors, Blood
Cartridge and Crystalloid/Colloid Cartridge,
Portable Ventilators with Patient Breathing
Circuits, Stand Alone Medical Software for
the areas of Cardiac Resuscitation,
Impedance Threshold Devices, Critical Care
and Vital Signs Monitoring, and Aspirators.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 079546 0024 Rev. 00

Report No.:

Valid from:
Valid until:

Date, 2020-09-22

Page 1 of 2

72155739

2020-09-22
2021-06-01

C@IL\/

Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20079546%200024%20Rev.%2000%C2%A0
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 079546 0024 Rev. 00

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): ZOLL Medical Corporation
269 Mill Road, Chelmsford MA 01824-4105, USA

Zoll Medical Corporation
271 Mill Road, Chelmsford MA 01824, USA

Parameters:

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT CERTIFICATE ¢

w 1 & Benannt durch/Designated by

u‘-‘ Zentraistelle der Lander

w

. ENE ,  fur Gesundheitsschutz
k_ S — X bel Arzneimittein und
w w Medizinprodukten
w

L . ZLG-B5-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex H excluding (4)
(Devices in Class lla, llb or 1)

No. G1 079546 0023 Rev. 00

www.zlg.de

Product Service

Manufacturer: ZOLL Medical Corporation
269 Mill Road
Chelmsford MA 01824-4105
USA

- ive: Zoll International Holding B.V.
EC-Representative Newtonweg 18, 6662 PV Elst, THE NETHERLANDS

Product Category(ies): External Defibrillators, Automatic External
Defibrillators, Multi-Parameters Monitoring
Systems, Defibrillation Electrodes, Blood
Cartridge and Crystalloid/Colloid Cartridge,
Portable Ventilators with Patient Breathing
Circuits.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class lll devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: 72145841
Valid from: 2019-07-30
Valid until: 2024-05-26
Date, 2019-07-30 / / A
Stefan Preil
Head of Certification/Notified Body
Page 1 of 2

TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH + Certification Body  Ridlerstrale 65 « 80339 Munich » Germany
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ZERTIFIKAT ¢ CERTIFICATE o

. ¢ W, Benannt durch/Designated by
,—.‘.—u kwﬁ Zentralstelle der Lander
;. W " fiir Gesuncheitsschutz
o E!—'e ha bei Arzneimitteln und
L P w Medizinprodukten

W, %W

W& W ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
{Devices in Class lla, llb or IlI)

No. G1 079546 0023 Rev. 00

www.7lg.de

Praduct Service

Facilitv(ies): ZOLL Medical Corporation
a Y( ) 269 Mill Road, Chelmsford MA 01824-4105, USA

Zoll Medical Corporation
271 Mill Road, Chelmsford MA 01824, USA

Page 2 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH » Certification Body * Ridlerstraie 65 « 80332 Munich « Germany
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