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Multi-parametrovy pacientsky monitor

PROJEKCE » MONTAZSE o SERVIE

Modern! monitor vitdlnich funkei s 10°
barevnou dotykovou obrazevkou (voliteing)
Nizké spoteba energie, a3 8 hodin

Chlazeni bez ventildtory

SEMIP® EKG algoritmus optimalizovany pro
detekci arytmle, detekci kardiostimulatory a
méFeni tepové frekvence

IMAT™ Sp02 algoritmus s vynikajici
odolnosti proti pohybovym artefaktGm a
nizké perfuzi

iICUFS™ NiBp algoritmus optimalirovany pro kardiaky, pacienty s hypertenzi a
novorozence

ICARB™ algoritmus s inteligentni technologi/ identifikace CO2 kfivky

USB uloienl dat

Vestavéna Wi-Fi volitelné

Obousmérné komunikace s MFEM-OMS centrdinim monitorem

Funkee pfivolani sestry

Paméf jednoho pacienta: NIBP 1200 2dznami, 240 hodin trendd, 200 23znami
alarmd, 48 hodin kiivek

Standardnl parametry: 3/5-svodi EKG, EDAN Sp02, RESP,EDAN NIBP, 2-TEMP,
Volitelné parametry: 6/12 svodt, 2.18p, ICP, EDAN G2 CO,
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- PRGOS

PHOJEKCE « MONTA2E « SERVIS
- M

Centralni monitorovaci systém

*  Motnost poutiti 2 monitor(
* Optimalizované pracovni prostfedi
*  Pfipojeni pfes LAN/WLAN aj 128 li2kovych monitort
* Podpora HL7/XML pfipojeni do NIS —
*  Web prohlizet pfes PC/Tablet/Sman telefony e ;
*  Statistiky 3 analyzy dat z izkovych monitord ) s
*  Management nastaveni alarmi W M
* Molnost zadévani pacientskych informaci
*  Davkovani lékd, Hemodynamika, Oxygenace, Funkce ledvin, Ventilaéni kalkulace
*  Spouiténi NIBP méfeni
*  Synchronizace Easu
* Moinost pfipojeni monitorli; EDAN elite V8, elite V6, elite V5, X8, X10, X12, iM20, IMBO, iM70, IM60, IM50,

iM8 série, iM9 série a M3/M3A/M3B.

Wit AN Blipaper

Distributor s sarvis:

ERMos

PO M ROT s MENTANE « 44 By
Staroqubervkd 1445

756 54 Qubli

Aob 420603 213 B23
Ted Aax: +420571 611 467
Email infofPpromos-vm 2
WWW DIOM0S vm.£2

www bezdratova alizace.
www germicidnilarmpy eg
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HEDY

Healthy Every Day

i7

infuzni pumpa

PRM1os

PROJEKCE « MONTAZF « SERVIS

Kompaktni design a nizkd hmotnost

3,5" TFT barevny dotykovy displej, snadno &itelny na
slund

Volba jasu displeje —9 urovni

Motnost pouliti set od riznych vyrobcd

Infuzni médy: Rychlost, &as, dle télesné hmotnosti,
sekventni retim

Alarmy - vizuaini i akustické

Rychlost ddvkovani 0,1 - 2000 mli/hod

Nastavitelny objem 0,1 - 9999,99 ml

Okluzni tlak - nastavitelny v 11 arovnich v rozmezi 75 —
1012 mmHg

Historle udalosti

Relim KVO

Bolus — rutni | automaticky

ptesnost davkovani +/- 5%

Indikace vzduchovych bublin; kapkovy senzor

Provoz na elektrickou sif | bateril

Ovladaniv 2 jazyce

Moinost pfenasu dat

Rozméry 240*175B0 mm

Hmotnost 1,8 kg

Varianty:

17 {bez homni okluze}
17 (s horni okluzf}
17 Plus (s knihovnou té€lv, horni okluzi)

15d -

Distributor @ servis:

PRMos

Sww l“’}

756 54 Jaadi

M, «A20 03 210021
Tet Mlan: 4320 873 613 467
Emad: imdoBpromoy v it
Wy PIpms YT 1

17 Pro {17 Plus + reZim ndbéhu, Trapezia, sekvence, pierudovany re2im, horni okluze)
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HEDY

Healthy Every Day
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Efthos

PROJEKCE « MONTAZE « SERVIS

s/

linedrni davkovae

Varianty:

Kompaktni design a nizka hmotnost

3,57 TFT barevny dotykovy displej, snadno titelny na siunci

Volba jasu displeje - 9 Grovni

Molnost pouiitl stiikalek od réznych vyrobe 5ml, 10ml, 20mi, 30ml,
50/60m|

Infuzni médy: Rychlost, ¢as, dle télesné hmotnosti, sekvenéni

reiim

Alarmy - vizudlni i akustické

Rychlost dévkovani 0,1 - 1500 mi/hod
Nastavitelny objem 0,1 - 9999,99 m|
Okluzni tlak — nastavitelny v 11 grovnich v rozmezi 75 - 1012
mmHg

Historie udélosti

Reiim kKvO

Bolus — ruéni i automaticky

Pfesnost davkovani +/- 2%

Provoz na elektrickou sif i baterii

Oviddaniv (2 jazyce

Moinost pfenosu dat

Rozméry 280*170°80 mm

Hmotnost 1,8 kg

57 PR

S7 Plus {5 knihovnou 1div)

57 Pro (S7 Plus + relim ndbéhu, Trapezia, sekvence, pferufovany reim)
Mob, *ICLON 213 813

Telflaa +820573 611 467

Emal M"m R (2
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SN-H20

Ohfivaé infuzi

* Verze H20S - jeden kandl, H20D — dva kanaly

* Displej 8" {palcl) TFT-LCD, moZnost dotykového displeje

* Volitelnd funkce detekce kapek

Moiné délky ohfivaci trubice 0,6 m/1,2 m/1,4 m

Nastavitelny rozsah teploty 32,0°C - 42,0°C

Velikost kroku 0,1°C

e Zahfati 2 pokojové teploty na 36,0°C méné nei 1,5 minuty,
na 42,0°C méné nei 3minuty

e Alarm a vypnuti ohfevu automaticky pfi prekrofeni 43°C
Alarm pfekrodeni teploty, alarm nizké teplioty, chyba systému a
alarm prazdné lahve

® Uchyceni na infuzni stojan € véiak

s Vstup stfidavého napéti: 100V-240V

* Rozméry 236 mm x 174 mm x 65 mm

» Hmotnost méné nei 2kg

Distributor a servis:

PRMos

VRO R « MO TAZ o 5 e
Staroruberskd 1445

756 54 Zubii

Mob,: +420603 213 823
Tel.flax.: +420571 611 467
Email: info@promos vm ¢z
Yoww.promos-vm.ct

H205L
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COMEN PRMos

RN TR  R
———— Share With The World. ——— PROJEKCE » MONTAZE » SERVIS

S5

Bifazicky defibrilator

e Multifunkéni Defibrilator/Monitor

e Manualnia AED rezim, zevni stimulace

e Synchronni kardioverze, asynchronni
defibrilace

* Pokrocila bifazicka technologie

s Displej TFT-LCD

* Maximalni energie vyboje 360 J

¢ Napajeni 100-240V, 50/60Hz, Li-ion
baterie 5000mAh

e Padla pro dospélé/déti

e Termalni tiskarna 50mm, 25mm/s
(50mm/s)

* Testy — manualni, automatické, pfi zapnuti

* MoiZnost pfipojeni na centralni stanici spolecnosti COMEN

e Drzak na lGzko/eurolistu

e Alarmy vitalnich funkci a technické alarmy

Standardni konfigurace:
Bifazicky defibrilator, EKG 3/5svodové, RESP, termocitliva
tiskarna, détska padla

Volitelné:

SpO?, NIBP, TEMP, PR, EtCO2, IBP, 12-svodové EKG, Braina 1 pa’ r
PfisluSenstvi: defibrilacnich padel s moZznosti vybéru
defibrilacni elektrody, EKG kabel, monitorovaci elektrody energie, nabijeni a podéni vyboje

-

1 knoflik

pro jednoduchy vybér rezimu
Distributor a servis:

25 moznosti PRO——

vybéru energie $POLSRO DS
PROJEKCE » MONTAZE « SERVIS
Starozuberska 1445
756 54 Zubfi
Mob.:  +420603 213 823
Tel./fax.: +420 571 611 467
Email: info@promos-vm.cz

WWW.promos-vim.cz
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PROMOS spol. s r.o. projekce, montaze, servis

N €. 24N

Dodavatel Odbhirated 1€ 27851989
p H ™ PROMOS spol. s r.0. projekce oie Cz27651989
Starozuberska 1
SPOLERG Us 7;5‘7_& “s Krajsk nemocnice T. Bati, a. 5.
PROJFKCE » MONTAZE « SERVIS m néble2i 600
1€ 42856103
DIC CZ42866103
Tedefon 571611 487
E-mad c2
:’ WHW Dromas-vm. cz Tel
Nabidka €.; 24NA00366 Konadry pligemce
Forma Uhrady: Piikazem
Datum zapisu: 10.07.2024
Piatno do: |
| [ R ! |
" Cenova nabidka - monitorni system - dospévaci pokoy gynekalogie
i Oznadeni doddvky Mnozsivi Jeona  Sieva Cena %DPH DPH K2 Cotkarn |
P Q7775 Monaor X10 { Sp02 EDAN ), dis 29900.00 MBE000 21% 2511600 14471600
EXG, Sp02, MIBP RESP, TEPL
Montor X10 v&. modubs 182, EXG. 3p02, 3 3390000 MI7CL0  21% 21370 14483700
NIBP, RESP, TERL
Doatyk monilony X0 Th 360000 2520000 2% 52920 3045200
Cantriin manior CMS i The 5400000 5400000 21% 11 34000 85 34000
Scutet pokatek 31850000 66 825,00 385 385,00
CELKEM K UHRADE - — $ho Huie
!
|
!

Ekpnomichy a informalel syiskm POHOOA
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PROMOS spol. s r.o. projekce, montaze, servis ) NABIDKA ¢ 24NA00367
Dmauze{ Odbdrate! ([} 27681888
| % PROMOS spol. s r.0. projekce DIt C227681989
| Starozuberska 1445 Krajské nemocn
! S"”“ Ds 766 64 Zubki Htvﬂeuovonthhkﬂ.rm.'&
PROUEKCE » MONTASE » BFRVIS 760 01 Ziin
1€ 42885103

| DIC CZ42868103
‘ Teleton: 571 611 467

E-mail’ info@promos-vm cz
WWW.DIOMOS-vm.cz Tel:
Nabidka & : 24NA00387 | Konedny pripmoe
Forma (hrady: Phkazem
Datumn zépisu’ 10.07.2024

Platno do:

| . . . - P

Cenova nabidka - lriuznr !echmka dospavam poka;gynehol@g:e

| Ozmélnl dodMy Mno2stvi Josna  Slsva Cena %DPH DPM K¢ Ceikern
HEDITPLUS Infizni pumpa 17 Phus- Th ¥ 500,00 1SS0 21% 24 255,00 139 755,00
krihowna iy
HEDSTPLUS Injekin daveouat S7 Plus - ks 14 800,00 2720000 A% 4351200 2071200
knihovria léév
Soutet polotek 322 700,00 6776700 390 467,00
CELKEM K UHRADE ) 380 487,00

Vystavil

Ehonemichy 8 Plomalinl systbm POHOOA )
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PROMOS spol. s r.o. projekce, montaze, servis

NAB!DKA €. 24NA00368

Dodavaist Odbrérate! 1t 276619889
pn PROMOS spol. s 1.0, projekce DiC: C227661988
ol e Ds gm 1445 Krajska nemocnice T. Batl, a. 5.
PROUFKCE » MONTAZF « BFRVIS 760 01 Zlin
1C 42866103
DIC CZ42886103
Telefon: 571 611 487
E-mal info@@promos-vm c2
WWW.Promos-vim . c2 Tel:
Nabidka €. 24NA00368 Konalny phyemce
Forma uhrady: Phikazem
Datum zapisu 10.07.2024
Platno do
Cenova nabidka - ohfivat infuz! - dospéavaci pokej gynekologie
Qznateni dodévky Mnotstd Joena  Sleva Cena %DPH DPH K& Celkern }
Ohfvet izl H20SL (srgie) T 24 500,00 2490000 2% 52900 30 129,00
N ]
Scutst poladek 24 500,00 522800 01800 |
| CELKEM K UHRADE 3012900 |
;
Vystawil,

| Eronamicky 8 Ffomeatel systém POHODA
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PROMOS spol. s r.o. projekce, montaze, servis NABIDKA ¢. 24NA00364
Dedavatel: Odbératel: 65 27661989
DIE: CZ27661989

PRM1os

PROJEKCE » MONTAZE « SERVIS

Nabidka & .-
Forma thrady:
Datum zapisu-
Platno do:

PROMOS spol. s r.o. projekce,
Starozuberska 1445
756 54 Zubii

IC: 42866103

DIC: CZ742866103

Telefon: 571 611 467
E-mail: info@p romos-vm cz
WWW.promos-vim.cz

24NAD0364
Piikazem
10.07.2024

Krajska nemocnice T. Bati, a. s.
Havlitkovo nabrezi 600

760 01 Zlin

Tel:

Kene&ny pfiemce:

Cenova nabidka - defibrilator S5

Oznadeni dodavky MneZstvi J.cena  Sleva Cena %DPH DPH K& Celkem
$508:85 Bsmcky Txs 7900000 90000 2% 1558000 85 5%0.00
defbrizmeMona AEDVPACE +

B

Scudztpdoder | . 79000.00 15 530.00 85 580,00
CELKEM K UHRADE 95 530,00
Vystavil:

Ekoromicky ainformadni systém FOHODA
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g EDAN EDAN INSTRUMENTS INC

" DECLARATION OF CONFORMITY TO
REGULATION(EU) 2017/745
CONCERNING MEDICAL DEVICES

Marus ACTURER Edan instruments, inc
#15 Jinhui Road. Jinsha Community, Kengzi Sub-
District. Pingshan District. 518122 Shenzhen, P.R China

SRN CN-MF-000009957
EUROPEAN REPRESENTATIVE Shanghai Intemnational Holding Corp. GmbH
Eiffestrasse 80 20537 Hamburg Germany
Proouc 1'MODEL Patient Monitor / X8, X10, X12
EMDN [NAME/CODE]: VITAL SIGNS MONITORING INSTRUMENTS/ 2120302
Basic UDI-DI 69444138XSGP
CLASSIFICATION: Class lIb, Rule 10 According To Annex VIl oF the MDR

CONFORMITY ASSESSMENT ROUTE:  ANNEX IX EXCLUDING CHAPTER II.

WE, EDAN INSTRUMENTS, INC., HERE WITH DECLARE THAT THE ABOVE MENTIONED PRODUCT(S)
MEET THE THE PROVISIONS OF REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL ON MEDICAL DEVICE.

ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.
EU DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF THE
MANUFACTURER

STANDARDS APPLIED: EN 60601-1:2006+A1:2013, EN 60601-1-2:2015, EN 60601-1-
8:2007+A1:2013, EN 60601-2-25:2015, EN 60601-2-27:2014, EN 80601-2-30:2010+
A1:2015, EN 80601-2-34:2014, EN 60601-2-49:2015, EN ISO 80601-2-61:2019, EN ISO
80601-2-55:2011, EN ISO 80601-2-56:2017+A1:2020, EN I1SO 81060-2: 2014, EN ISO
10993-1:2020, EN 1SO 10993-5:2009, EN ISO 10993-10:2013, EN I1SO 14155:2011, EN
ISO 14971:2019, EN 62304: 2006+A1:2015, EN 62366-1: 2015, EN ISO 15223-1: 2021,
EN 1041:2008+A1:2013, EN ISO 780:2015

NOTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH

RIDLERSTR 65, D-80339 MUNCHEN, GERMANY
IDENTIFICATION NUMBER 0123
(EC) CERTIFICATE(S): G10091264 0025 Rev. 01 VALID UNTIL: 2026-02-17
START OF CE-MARKING: 2018-12-25
PLace, DATE OF ISSUE: SHENFH™R S 28
SIGNATURE!

NAME

MANAGEMENT REPRESENTATIVE

Template No.:QP36-MDR021-1.0 Page 1 of |
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'DECLARATION OF CONFORMITY TO
REGULATION(EU) 2017/745
CONCERNING MeDICAL DEVICES

9 EDAN _ EDANINSTRUMENTS. INC

MANUS ACTURER Edan instruments, iInc
£15 Jnhui Road, Jinsha Community, Kengzi Sub-
Drstnct, Pingshan District, 518122 Shenzhen, P R China

|SRN CN-MF-000009957

i
i

%

EurOPEAN REPRESENTATIVE Shanghai intemationa! Holding Corp. GmbH

Eiffestrasse 80 20537 Hamburg Germany

ProoucTMODEL Central monitoring system / MFM-CMS

EMDN [NAME/CODE) VITAL SIGNS MONITORING INSTRUMENTS/ 2120302
Basic UDI-DI 69444138MFMCMSTE

CLASSIFICATION: Class lib, Rule 10 According To Annex VIl oF the MDR

CONFORMITY ASSESSMENT ROUTE: ANNEX IX EXCLUDING CHAPTER Il.

WE, EDAN INSTRUMENTS, INC., HERE WITH DECLARE THAT THE ABOVE MENTIONED PRODUCT(S)
MEET THE PROVISIONS OF REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL ON MEDICAL DEVICE.

ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER,

EU DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF THE
MANUFACTURER

STANDARDS APPLIED: EN 82304-1: 2017, EN 60601-1-6: 2010+A1: 2015, EN 60601-1-
8:2007+A1:2013, EN 1SO 14871:2019, EN 62304: 2006+A1:2015, EN 62366-1: 2015, EN
ISO 15223-1: 2021, EN 1041: 2008+A1:2013, EN 1SO 780:2015

NoTIFIED BoDY: TUV SUD ProbuCT SERVICE GMBH
RIDLERSTR 65, D-80339 MUNCHEN, GERMANY

IDENTIFICATION NUMBER 0123

(EC) CERTIFICATE(S): G10 091264 0025 Rev. 01 VALID UNTIL: 2026-02-17
START OF CE-MARKING: 2007-05-30

PLACE, DATE OF ISSUE: SHENZHEN, 032 f. /6

SIGNATURE:

NAME LIU TUNGTING
MANAGEMENT REPRESENTATIVE

Template No.:QP36-MDRO21-1.1 Page 1 of 1
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DECLARATION OF CONFORMITY
TO CouNnciL DIRECTIVE 93/42/EEC
CONCERNING MEDICAL DEVICES

u MANUFACTURER: HEDY Mecdical Device Co.,Ltd.
No.286,Science Avenue, Guangzhou High and New Tech Development Zone
Guangzhou,510663,P.R.China

MEDICAL DEVICE:  Syringe Pump  (s7, sp-3)

CLASSIFICATION - ANNEX [X: Class ITb, Rulel1

GmDN CoDpe: 13217

CONFORMITY ASSESSMENT ROUTE: MDD Annex 11 excluding (4)

WEe, HEDY MebpicaL Device Co.,LTD., HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE
93/42/EEC CONCERNING MEDICAL DEVICES;

INCLUDING, AT 21 MARCH 2010, THE AMENDMENTS BY COUNCIL DIRECTIVE 2007/47/EEC.
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.
WE ARE EXCLUSIVELY RESPONSIBLE FOR THIS DoOC.

STANDARDS APPLIED: SEE ATTACHED LIST OF ANNEX 1

NOTIFIED BODY: TUV SUD ProbucT SERVICE GMBH
RIDLERSTR 65, D-80339 MUNCHEN, GERMANY

IDENTIFICATION NUMBER 0123

(EC) CERTIFICATE(S): G1093293 0006 Rev.01

[EC|REP|
EUROPEAN REPRESENTATIVE: Shanghai International [olding Corp. Gmbl (Europe).
Liffestrassc 80, 20537 Hamburg, Germany

START OF CE-MARKING: January 20, 2016

PLACE, DATE OF DECLARATION: GuangZhou, May 25. 2020
SIGNATURE: .
NAN 4
POSITION: Manage\r‘nent representative
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DECLARATION OF CONFORMITY
TO CouNnciL DIRECTIVE 93/42/EEC
CONCERNING MEDICAL DEVICES

u MANUFACTURER: HEDY Medical Device Co.,Ltd.
No.286,Science Avenue, Guangzhou High and New Tech Development Zone
Guangzhou.510663,P.R.China

MepicaL Device: Infusion Pump (17, ip-3)

CLASSIFICATION - ANNEX IX: Class Ilb, Rulel ]

GmMmDN CoDE: 13215

CONFORMITY ASSESSMENT ROUTE: MDD Anncx 1 excluding (4)

WE, HEDY MEebpicaL DEviCE CO.,LTD., HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE
93/42/EEC CONCERNING MEDICAL DEVICES;

INCLUDING, AT 21 MARCH 2010, THE AMENDMENTS BY COuUNCIL DIRECTIVE 2007/47/EEC.
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER,
WE ARE EXCLUSIVELY RESPONSIBLE FOR THIS DOC.

STANDARDS APPLIED: SEE ATTACHED LIST OF ANNEX 1

NoTIFIED BoDY: TUV SUD PRODUCT SERVICE GMmBH
RIDLERSTR 65, D-80339 MUNCHEN, GERMANY

IDENTIFICATION NUMBER 0123

(EC) CERTIFICATE(S): (G1093293 0006 ReV.01

EUROPEAN REPRESENTATIVE: Shanghai International Holding Corp. GmbH (Europe).
Eiffestrasse 80, 20537 Hamburg, Germany

START OF CE-MARKING: January 20, 2016

PLACE, DATE OF DECLARATION: GuangZhou, May 25, 2020

SIGNATURE:

NAME
POSITION: Managemeht representative
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Declaration of Conformity

to Council Directive 93/42/EEC concerning Medical Devices

u Sino Medical-Device Technology Co., Ltd.
6th Floor, Building 15, No.1008, Songbai Road, Nanshan District, 518055 Shenzhen,
PEOPLE’S REPUBLIC OF CHINA

Medical Device Name:  Infusion Warmer
Model: H20DL, H20DS, H20SL and H20SS

Basic UDI: 6950291 [ IWEE
Classification - Annex 1X: Class lla, Rule 9
Conformity Assessment Route: Annex 11, excluding (4)

We, the manufacturer. herewith declare that the stated medical devices meet the transposition
into national law, the provisions of Council Directive 93/42/EEC concerning medical deviees; all
supporting documentation is retained at the premises of the manufacturer and the manufacturer is
exclusively responsible for the Declaration of Conformity.

Standards applicd: see attached list of standards _for which dacumented evidence of compliance can
be provided.

Notified Body: TUV SUD Product Service Gmbt
RidlerstraBe 65, 80339 Miinchen, Germany

identification number 0123

(EC) Certificate(s): G1 081494 0016 Rev. 01

m Shanghai International Holding Corp. GmbH (Europc)
EiffestraBe 80, 20537 Hamburg, GERMANY

Start of CE-marking: 2022-01-17
Place, Date of Declaration: Shepzhen 2022.11.94
Signature:

Nan_. B
Position: Management Representative
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Shenzhen Comen Medical Instruments Co.,Ltd DOC-002-V17.0

EC Prohlaseni o shodé

Vyrobce: Zplnomocnény zastupce:
Shenzhen Comen Medical Instruments Co.,Ltd. Lotus NL B.V.
Adresa: Adresa:

Floor 10, Floor 11 and Section C of Floor 12 of ~ Koningin Julianaplein 10, 1e Verd, 2595AA.,
Building 1A & Floor 1 to Floor 5 of Building 2, The Hague, Netherlands.

FIYTA Timepiece Building, Nanhuan Avenue,

Matian Sub-district, Guangming District, SRN: NL-AR-000000121

Shenzhen, Guangdong, 518106, P.R. China.

My, vyrobee (&islo SRN: CN-MF-000002236), prohlasujeme na viastni odpovédnost, Ze
nasledujici vyrobky

N4zev produktu  Model Zakladni UDI-DI

|
|

Defibrilator
S8, S6, S5, S3 69454290DM001K6

splfiuji ustanoveni smérnice 93/42/EHS .
Zdravotnicky prostredek byl zafazen do tfidy IIb podle pravidia 9 a pravidia 10 v pfiloze V!
smérnice 93/42/EHS a nese oznadeni

C € 1639

Dotycny vyrobek byl navrzen a vyroben v rdmci systému fizeni jakosti podie prilohy Il (s
vyjimkou oddilu 4) smérnice 93/42/EHS.

Shoda uréeného vyrobku s prilohou Il (kromé oddilu 4) smérnice 93/42/EHS byla posouzena a
certifikovéna oznamenym subjektem.

SGS Belgium NV
SGS House Noorderlaan
87 2030 Antwerp Belgium

Cislo certifikatu: CN19/41057
Vydano: 2021.03.22
Platnost: 2028.12.31

Podle postupu tykajiciho se ES prohlaseni o shodé stanoveného v pfiloze Il smérnice
93/42/EHS.

Za vyse uvedené prohlaseni o shodé odpovida vyhradné spoleénost Shenzhen Comen
Medical Instruments Co. Ltd.

Spole¢nost: Shenzhen Comen Medical Instruments Co., Ltd

Adresa: Floor 10, Floor 11 and Section C of Floor 12 of Building 1A & Floor 1
to Floor 5 of Building 2, FIYTA Timepiece Building, Nanhuan Avenue,
Matian Sub-district, Guangming District, Shenzhen, Guangdong,
5181086, P.R. China.
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