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Cle No: CE/MDR-XH05-01-02  Ver: Al0

Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ZHANGJIAGANG XIEHE MEDICAL APPARATUS&INSTRUMENTS CO.,LTD.
Address: No.7th, Middle Xinzha Road, Zhashang Industrial Zone, Yangshe Town
Zhangjiagang City, Jiangsu 215600, China

3

European Authorised Representative
Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands
Product

Name: Cervical Collar
Model: - XH-17  XH-19 Philadelphia Collar

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIII, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex 11+l1l

We confirm our product meets the requirements of Medical Device Regulation (EU)
2017/745) and the following harmonized standards.

EN ISO 14971: 2012
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s Authorized Signafure .
Signature: /ju Position: % &emrg)(, ynMOgj,e(

Date:
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File No: CE/MDR-XH07-01-02  Ver: A/0

c € Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ZHANGJIAGANG XIEHE MEDICAL APPARATUS&INSTRUMENTS CO.,LTD.
Address: No.7th, Middle Xinzha Road, Zhashang Industrial Zone, Yangshe Town,
Zhangjiagang City, Jiangsu 215600, China

European Authorised Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Emergency Blanket
Model: - XH-18

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIil, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex 1+l

We confirm our product meets the requirements of Medical Device Regulation (EU)
2017/745) and the following harmonized standards.

ENISO 14971: 2012 .\ 0 Furope office, I confirmed ;/a;r" RS
v d L i R
ENIES 155&35‘1 %{ﬁ; compuny who issue this document. £ -

150 100984 618

EN 62366'1 :201 4] _41{{}101'1.2(’-01 Sjgnann‘(’ (nﬂ\
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File No: CE/MDR-XH09-01-02  Ver: A/O

Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ZHANGJIAGANG XIEHE MEDICAL APPARATUS&INSTRUMENTS CO.,LTD.
Address: No.7th, Middle Xinzha Road, Zhashang Industrial Zone, Yangshe Town
Zhangjiagang City, Jiangsu 215600, China

European Authorised Representative
Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Emergency Scissor
Model: - XH-21 XH-22

SRN: -
uUDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIIi, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure; Annex I+l

We confirm our product meets the requirements of Medical Device Regulation (EU)
2017/745) and the following harmonized standards.

/"”“
EN ISO 14971: 2012 / Nﬂ““

ENISO 15223 1] 2}? {?o!bL’NGO Europe office, I confirme d ;ut*are 3
ISO 10993-1; 2?3 P of the company who issue this docum:.nt

ENISO 10995(5 2009
EN ISO 10993/10: 2013

EN 1041: 20 u n

EN 62366-1:2 nga service c 45?"
Authorized Signatie (S)
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Date:
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File No: CE/MDR-XH08-01-02  Ver: A/0

Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ZHANGJIAGANG XIEHE MEDICAL APPARATUS&INSTRUMENTS CO.,LTD.
Address: No.7th, Middle Xinzha Road, Zhashang Industrial Zone, Yangshe Town,
Zhangjiagang City, Jiangsu 215600, China

European Authorised Representative
Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Emergency Trolley
Model: - XH-ET-62526S XH-85037B XH-85011A2 XH-75071A-LS XH-62512B3
XH-80056J XH-T18C21-DT XH-LS50YC XH-Y01 XH-Y02 XH-002T XH-005

SRN: -

UDI-DI: -
Classification: |
Rule: According to Rule 1, Annex VIIl, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex [1+1l]

We confirm our product meets the requirements of Medical Device Regulation (EU)
2017/745) and the following harmonized standards.

EN ISO 14971: 2012
EN ISO 15%7{3%% SUNGO Europe office, I confirmed we
ISO 1099344 FG48 ¥/ the compuny who issue this document. [ ¢
EN [SO 10 2009
EN ISO 10893 013

EN 1041: 2 ungso /

global service

EN 62366-1:2015

Authorized Signature (S)

Signature: %% Position: bé{f{ Tj)/ Gerero wwcrl?z/' :

Date:

il ol ]:-7?




File No: CE/MDR-XH04-01-02  Ver; A/0

Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ZHANGJIAGANG XIEHE MEDICAL APPARATUS&INSTRUMENTS CO.,LTD.
Address: No.7th, Middle Xinzha Road, Zhashang Industrial Zone, Yangshe Town
Zhangjiagang City, Jiangsu 215600, China

European Authorised Representative
Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Extrication Device
Model: - YXH-7H

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIII, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex |1+l

We confirm our product meets the requirements of Medical Device Regulation (EU)
2017/745) and the following harmonized standards.

£ TS T .
EN ISO 149-6,.', 39}?&"0_! SUNGO Europe office, I confirmed \l'{.’% Db T

EN ISO 152%5}:_{1&?91@ the company who issue this docmlmn.",{'._,:i =

ISO 10993-1: 2

ENISO 109 9

EN ISO 109 eIN go

EN 1041: 200 e ? S 4
EN 62366-1:2015 Authorized Signature (8§)

Signature: 4%7@( Position: g%ﬁb benersk mapsger

Date: Yoro. b;,?




File No: CE/MDR-XH02-01-02  Ver: A/JO

c € Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ZHANGJIAGANG XIEHE MEDICAL APPARATUS&INSTRUMENTS CO.,LTD.
Address: No.7th, Middle Xinzha Road, Zhashang Industrial Zone, Yangshe Town,
Zhangjiagang City, Jiangsu 215600, China

European Authorised Representative
Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Head Immobilizer
Model: - XH-16A XH-16B  XH-16C

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIiI, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex 11+11l

We confirm our product meets the requirements of Medical Device Regulation (EU)
2017/745) and the following harmonized standards.

EN ISO 14971: 2012

:ESZI?:g;ngOSQ;fER;?ﬂ SUNGO Europe office, 1 confirmed w dre. '

EN ISO 109@}5[25605 the compuany who issue this documen .
EN ISO 1099 12013 L

EN 1041: 2088 S 2\ 2, '
EN 62366-1: Qloo(:{ern 0 / m..__ p a .-_._r'-

Signature:/}}w ﬂ futhors u-uz’);aw;zrm%f) éenerak Mqu
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File No: CE/MDR-XH11-01-02  Ver: A/0

c € Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ZHANGJIAGANG XIEHE MEDICAL APPARATUS&INSTRUMENTS CO.,LTD.
Address: No.7th, Middle Xinzha Road, Zhashang Industrial Zone, Yangshe Town
Zhangjiagang City, Jiangsu 215600, China

European Authorised Representative
Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Manual Suction
Model: - YXH-MSR

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIII, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex |1+l

We confirm our product meets the requirements of Medical Device Regulation (EU)
2017/745) and the following harmonized standards.

EN ISO 14971: 2012

EN ISO 15223-1; 2046/NGO Europ

' this dociument.
o wg%t‘lRFP‘w the compuny Who ISSUe 1
EN ISO 10993-5: 2009

EN ISO 19993-10: 2013

EN 1041200855 ungo

EN 62366-1207 5rove s

e office, | confirmed we are S

B

Signature: /5M Position: ;j%?% lrerteral ma.najef’

Date: Yolo . ) 3,7

I




File No: CE/MDR-XH10-01-02  Ver: A/0

Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ZHANGJIAGANG XIEHE MEDICAL APPARATUS&INSTRUMENTS CO.,LTD.
Address: No.7th, Middle Xinzha Road, Zhashang Industrial Zone, Yangshe Town,
Zhangjiagang City, Jiangsu 215600, China

European Authorised Representative
Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Resuscitator
Model: - XH-KB04 XH-KB05 XH-KB08 XH-KBO7 XH-KB09 XH-KB10 YXH-MO1

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VI, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex [1+lI]

We confirm our product meets the requirements of Medical Device Regulation (EU)
2017/745) and the following harmonized standards.

I 7 UM RS
E: |§8 ‘:‘5‘22,"‘%%&% of SUNGO Furope uﬁ}( e ! wrrﬁm:ed ! am o ¢

ISO 10993-1: 2018

EN 62366-1:2015 N Sy F oA
Authorized Signature () \“u_.‘.,...-*
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File No: CE/IMDR-XH06-01-02  Ver: A/0

Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ZHANGJIAGANG XIEHE MEDICAL APPARATUS&INSTRUMENTS CO.,LTD.
Address: No.7th, Middle Xinzha Road, Zhashang Industrial Zone, Yangshe Town,
Zhangjiagang City, Jiangsu 215600, China

European Authorised Representative
Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Splint
Model: - YXH-SA YXH-9B XH-15A XH-15B YXH-9 YXH-10 YXH-8B

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIII, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex l1+l|

We confirm our product meets the requirements of Medical Device Regulation (EU)
2017/745) and the following harmonized standards.

ENISO 1‘?9;17%2‘913! SUNGQO Europe aoffice, I confirmed we a’ﬂi//lll N
ENIBO T % EP u,.f fE. company who issue this document. : :

ISO 10995 : 2018
EN ISO 10Q#93-5; 2009

EN1SO 1499 2\ «
EN 1041: sw?fhgo =10 %\\ :

e \
ENiG2a604 2015 Authorized Signature (§) ‘-

Signature: /?mf)}/ Position: % f% 7?’2 ém@’v«L or

Date: 35 L _),'7
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File No: CE/MDR-XH03-01-02 Ver: A/O

c € Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ZHANGJIAGANG XIEHE MEDICAL APPARATUS&INSTRUMENTS CO.,LTD.
Address: No.7th, Middle Xinzha Road, Zhashang Industrial Zone, Yangshe Town,
Zhangjiagang City, Jiangsu 215600, China

European Authorised Representative
Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Vacuum Stretcher
Model: - YXH-7D

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIII, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex |1+l

We confirm our product meets the requirements of Medical Device Regulation (EU)
2017/745) and the following harmonized standards.

i
e > -,

EN ISO 14971: 2012 V&% &\

EN ISO 15223-1: 2086: behalf of SUNGO Europe office, | cudnyé;q Weare < \B

I1ISO 10993-1: 2018 £/ REP of the company who issue this ddci(fﬂen_t .E ’ ‘

EN ISO 10993-5: 200 \ G\ &

EN ISO 10993-10: 2613 ’ 4

EN 1041: 2008 ungo /

EN 62366-1:2015 P sarce ” R
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File No: CE/MDR-XH01-01-02  Ver: A/0

Declaration of Conformity c €

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ZHANGJIAGANG XIEHE MEDICAL APPARATUS&INSTRUMENTS CO.,LTD.
Address: No.7th, Middle Xinzha Road, Zhashang Industrial Zone, Yangshe Town,
Zhangjiagang City, Jiangsu 215600, China

European Authorised Representative
Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
|

Name: Emergency Stretcher & Stretcher Accessories On behalf uf SUNGO Europe office, 3 “‘::
Model: - see annex EU REP of the compuny' who issue IhiS
SRN: -
Sungo| .

ﬂm SEMVICE o
Classification: | Authorized S
Rule: According to Rule 1, Annex VI, Medical Device Regulation (EU) 2017/745
Conformity assessment procedure: Annex 11+l|
We confirm our product meets the requirements of Medical Dawce—Reg_ ulation (EU)

2017/745) and the following harmonized standards. Pl il

EN ISO 14971: 2012 (5/»
EN ISO 15223-1: 2016 (&35 _,
ISO 10993-1: 2018 AN ¥/E)

EN ISO 10993-5: 2009 N N </
EN ISO 10993-10: 2013 N S

EN 1041: 2008
EN 62366-1:2015
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Annex

Emergency Stretcher
YXH-1A1 YXH-1L YXH-2T2 YXH-4D YXH-6D
YXH-1A2 YXH-1M YXH-3A YXH-5A YXH-C1
YXH-1A3 YXH-1K YXH-3A2 YXH-5B YXH-C2
YXH-1A5 YXH-1N(A) YXH-3A3 YXH-5C YXH-2R2
YXH-1A6 YXH-1N(B) YXH-3A5 YXH-5D XH4C
YXH-1B1 YXH-1N(C) YXH-38 YXH-5E XH-5C
YXH-1B2 YXH-A2 YXH-3B2 YXH-5F ATHENA |
YXH-1B3 YXH-1A6L YXH-3B3 YXH-5K ATHENA II
YXH-1C YXH-1ABA YXH-3C YXH-5N ATHENA Il
YXH-1D YXH-1A6B YXH-3D YXH-5G VENUS |
YXH-1DL YXH-1A6C YXH-3D2 YXH-5H VENUS I
YXH-1E YXH-1A8D YXH-3E YXH-5L _ VENUS Ill
YXH-1EF YXH-1A6E YXH-3E2 YXHSM VENUS IV
YXH-1EL YXH-1A6G YXH-3E3 YXH-50 NEPTUNE
YXH-1F1 YXH-1A6H YXH-3F YXH-5P HESTIA
YXH-1F1B YXH-1A6K YXH-3G YXH-C3 HESTIA|
YXH-1F2 YXH-1A6M YXH-2L2 YXH-C4 HERMES |
YXH-1F3 YXH-1A6N YXH-3K YXH-6A HEPHAESTUS II
YXH-1F4 YXH-4E YXH-3H YXH-6B HESTIA lII-B
YXH-1F4A YXH-1A6A-2 YXH-7N YXH-6C HERMES ||
YXH-1G YXH-2A YXH-4A One-piece Basket Stretcher
YXH-1GL YXH-2B YXH-4B Two-piece Basket Stretcher
YXH-1H YXH-2C YXH4C ~ HEPHAESTUS Il
EC1 EC2 YXH7A  YXH-7B YXH-7C
Emergency Accessories
Safety Belts Spider Straps So1 S02 XH-509
XH-510 XH-511 XH-512 2 HOOKS IV POLE
4 HOOKS IV POLE ST}
\
& \
On behalf of SUNGO Europe office, I confirmed we are \ A\ 8%, AR

. ] umen!.
EU REP uf the company who issue this docume

Sun

globa servi _e

el

Authorized Signature ()

/

rmied we are

wment.

e ———

nature (8)



		2021-06-26T10:37:55+0300
	Moldova
	MoldSign Signature




