
FiIe No∶ CE/MDR-XH01-01-02  Ver A/0

Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017 17 45

Manufacturer
Name: ZHAN G J IAGAN G Xl EH E MEDI CAL APPARATUS&I NSTRUMENTS 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, 1076DEAmsterdam, Netherlands

Product 
I

Name: Emergency Stretcher & Stretcher Accessories

Model: - see annex

SRN: - CN-MF-000008449

Basic UDI-DI: - 6974580870001DN

Classification: I

Rule:According to Rule 1, Annex Vlll, Medical Device Regulation lEU) 20171745

Conformity assessment procedure: Annex ll+lll

We confirm our product meets the requirements of Medical Device Regulation (EU )

20171745) and the following harmonized standards.

EN ISo14971∶ 2012

EN ISo15223ˉ 1∶ 2016

ISo10993-1∶ 2018

EN Iso10993-5∶ 2009

EN ISo10993ˉ 10∶ 2013

EN1041∶ 2008

EN62366-1∶ 2015
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绾
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Emθ rgΘncy s△ otchor

YXHˉ 1L       YXHˉ2t2     VXH丬 D          YXHˉ 6D

ΥXH丬 M        YXHˉ sA     X̌HˉsA          ΥXHˉC1

YXHˉ 1κ       YXHˉ 3炬     YXHˉ 5B          ΥXHˉC2

YXH-1N(A)       YxHˉ 3A3     YXHˉ 5C          Y× Hˉ 2R2

ΥXHˉ 1N(B)       YXHˉ 3A5     YXHˉ 5D           ×H彳C

YXHˉ 1N(C)       YXHˉ 3B     YXH-5E           
× Hˉ 5C

ΥXHˉA2        Y× Hˉ3B2     YXH‘F          ATHENAI

YXHˉ 1A6L       YXHˉ 3B3     ΥXHˉ5κ          ATHENA"

ΥXHˉ 1A6A       YXHˉ 3C     ΥXHˉ5N         ATHENA"I

YXH-1A6B       YXHˉ 3D     Y×Hˉ5G          VENUsI

Y×H-1A6C       YXHˉ 3D2     YXHˉ 5H          VENUs"

YXHˉ 1A6D       YXH-3E     YXHˉ 5L          VENUs"I

YXHˉ 1A6E      ΥXH-3E2     YXHˉ 5M         VENUs IV

Υ XHˉ 1A6G       YXHˉ 3F3     YxHˉ 50           EPTUNE

YXHˉ 1A6H 。    YXHˉ 3F     Y× Hˉ5P           HEsTlA

Y× Hˉ 1A6K       YXHˉ 3G     X̌HˉC3          HEsT!AI

YXHˉ JA6M      ×̌Hˉ2L2     Y× HˉC⋯ ERMEsI

YXHˉ JA6N       YXHˉ 3κ     YXHˉ 6A        HEPHAEsTUs"

YXH丬E        YXHˉ 3H     YXHˉ 6B         HEsTlA"卜 B

YXHˉHAeA-9      YXHˉzN     YXHˉ 6C         HERMEs"

YXH-2A        YXH彳 A    0neˉ

"eCe Basket stretcher 

Υ XH彳 G

YXHˉ 2B        YXH彳 B    TWoˉ 丿 eCe Basket stretcher

YXHˉ2C        ΥXH彳C    HEPHAEsTUs"l

EC2         YXH孑 A   YXH氵 B             ΥXHˉTC

Energency Accessories

sO2           XHˉ 509

2H00KsIV P0LE

乡衫魍



File No∶ CE`MDRˉXH03ˉ01-02  Ver A`0

Declaration of Gonformity

Medical Device Regulation(EU)Regarding 2017`745

Manufacturer               `

Name∶ zHANGJlAGANG XlEHE MEDlCALAPPARATUS&lNsTRUMENTs Co.,L△ D.

Address∶  No.7th, Midd丨 e Xinzha ROad, zhashang lndustriaI zone, Yangshe Town,

ZhangJagang City,Jiangsu215600,China

European Authorised Representative

Name∶ sUNGO Europe B.V

Address: (Dlympisch stadion24,1076DE Amsterdam,Nethedands

Product
Name∶ Vacuum Stretcher

ModeI∶ -YXHˉ7D

sRN:ˉ CNˉMF-000008449

Basic uDlˉDl~6974580870010DP

Classification: I

Rule: According to Rule 1, Annex Vlll, Medical Device Regulation E0 2017174s

Conformity assessment procedure: Annex ll+lll

We confinn our product meets the requirements of Medical Device Regulation (EU)
20171745) and the following harmonized standards.

EN丨So14971∶ 2012

EN ISo15223ˉ 1∶ 2016

lso10993ˉ ⒈ 2018

EN lso10993ˉ 5∶ 2009

EN Iso10993-10∶ 2013

EN1041∶ 2008

EN62366ˉ 1∶2015
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FiIe No∶ CE`MDR-XH04ˉ 01ˉ02  VeΓ A`0

Declaration of Gonformity

Medical Device Regulation(EU)Regarding 2017`745

Manufacturer               `

Name∶ zHANGJIAGANG XIEHE MEDlCAL APPARATUs&INsTRUMENTs Co。 ,LTD,

Address∶  No.7th, Midd丨 e Xinzha Road, zhashang Industria丨 ZOne,Yangshe Town,

zhangjiagang Cky,Jiangsu215600〗 China

European Authorised Representative

Name∶ sUNGO Europe B^虍

Address: olympisch Stadion24,1076DE Amsterdam,Nethe"ands

Product
Name∶ EXtHca刂 on DeⅥ ce

MOdel-YXH-7H

sRN:ˉ CNˉMF-000008449

Bas∶ cuD卜 Dl:冖 6974580870002DQ

∥

Classification: I

Rule: According to Rule 1, Annex Vlll, Medical Device Regulation (EU) 20171745

Conformity assessment procedure: Annex ll+lll

We confirm our product meets the requirements of Medical Device Regulation (EU )

20171745) and the following harmonized standards.

EN lSo14971∶ 2012

EN lSo15223-⒈ 2016

Iso10993-1∶ 2018

EN丨 So10993-5∶ 2009

EN丨 so10993ˉ 10∶ 2013

EN1041∶ 2008

EN62366ˉ 1∶ 2015

跏眦移砷
Date: 7,oyl 5. YY

Position:



File No∶ CE/MDR-XH05ˉ 01ˉ02  Ver A`0

Regarding 2017`745

Manufacturer               
′

Name∶ zHANGJlAGANG X丨 EHE MED丨 CAL APPARATUS&lNsTRUMENTs Co.,LTD.

Address∶  No.7th, MiddIe Xinzha ROad, zhashang Industria丨  ZOne, Yangshe Town,

Zhangjiagang Cky,Jiangsu215600〗 China

European Authorised RepresentatiVe

Name∶ SUNGO Europe B^汪

Address: olympisch stadion24,1076DE Amsterdam,NetheHands

Product

丫

Name∶ Ce1vical Co丨 lar

ModeⅡ -XHˉ 17  XH-19 Philadelphia CoIIar

sRN:ˉ CNˉMF-000008449

Basic uD卜 DI:冖 6974580870006DΥ

CIassinCati。 n∶ l

RuIe∶ According to RuIe1,AnneX V丨

"I Medical DeⅥ

ce ReguIa刂 on(EU)2017/745

Conformity assessment procedure∶ Annex"+Ⅲ

VVe conΠ rrη our produCt rη eets the requirements of Medical DeVice ReguIation (Eu)

2017//05)and the foI丨 oWing harmonized standards.

EN Iso14971∶ 2012

EN丨 so15223ˉ 1∶ 2016

lSo10993-1∶ 2018

EN Iso10993ˉ 5∶ 2009

EN丨 so10993-10∶ 2013

EN1041∶ 2008

EN62366ˉ 1∶ 2015

蛳吧 午uˉ
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Declaration of Gonformity

Medical Device Regulation(EU)



File No∶ CE`MDR-XH07-01ˉ02  Ve∷ A`0

Regarding

Declaration of Gonform ity

Medical Device Regulation(EU)

Manufacturer
Name: ZHAN G J IAGAN G Xl EH E MEDI CAL APPARATUS&I NSTRU MENTS 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, 1076DEAmsterdam, Netherlands

Product
Name: Emergency Blanket

Model: - XH-18

SRN: - CN-MF-000008449

Basic UDI-DI: - 6974580870005DW

Classification: I

Rule: According to Rule 1, Annex Vlll, Medical Device Regulation (EU) 20171745

Conformity assessment procedure: Annex I l+l | |

We confirm our product meets the requirements of Medical Device Regulation (EU )

20171745) and the following harmonized standards.

EN Iso14971∶ 2012

EN lSo15223ˉ 1∶ 2016

Iso10993-1∶ 2018

EN ISo10993-5∶ 2009

EN Iso10993ˉ 10∶ 2013

EN1041∶ 2008

EN62366ˉ 1∶ 2015

跏 呢
刎
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Date∶ .∶
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File No∶ CE`MDRˉXH11-01ˉ 02  VeⅡ A/O

Regarding 2017`745

Manufacturer

Name∶ ZHANGJIAGANG XIEHE MEDlCAL APPARATUS&lNSTRUMENTs Co.,LTD.

AddΓ ess∶  No,7th, Middle Xinzha Road, zhashang Industrial zone, Yangshe Town,

Zhangjiagang Ci” 叽 Jiangsu215600,China

European Authorised Repre,entative

Name∶ sUNGO Europe B。 Ⅵ

Address:olympisch stadion24,1076DE全 msterdam,NetheHands

Product
Name∶ Manual Suc刂 on

Mode丨 :ˉ YXH-MsR

sRN:冖 CNˉMFˉ000008449

Bas∶ C uDIˉ DI:~6974580870007E2

CIassiΠ Cation∶ I

Rule∶ According to Rule1,Annex V"l:Medical DeVice ReguIauon(Eu)2o17/745

Conformity assessment procedure:Annex"+l"

VVe conΠ rrn ouΓ  product rneets the requirements of MedicaI Device Regula刂 on (E∪ )

2017/Z45)and the foIloWing harmonized standards,

Declarati on of ConformitY

Medical Device Regulation(EU)

EN lso14971∶ 2012

EN Iso15223ˉ 1∶ 2016

Iso10993ˉ 1∶ 2018

EN Iso10993ˉ 5∶ 2009

EN lSo10993-10∶ 2013

EN1041∶ 2008

EN62366ˉ 1∶ 2015

盹眦 肭础
Date∶

刀 仁 杠 9/×

予猡淞咽



Regarding 2017`745

Manufacturer               
、

Name∶ zHANGJIAGANG X丨 EHE MEDlCAL APPARATUs&lNsTRUMENTs CO。 ,L△ D。

Address∶  No,7th, Middle Xinzha Road, zhashang lndustria丨 zone,Yangshe Town,

ZhangJagang Cky,Jiangsu215600,China

European Authorised RepresentatiVe

Name∶ sUNGO Europe B.Ⅵ

Addres⒌ olym口 sch stad°n2⒋ 10ZsD黾
冖
m⒍erd引△ Neth刨 m“

FiIe No∶ CE`MDR-XH10-01ˉ 02  Ver∶ Ar0

Declaration of Gonformity

Medical Device Regulation(EU)

Product
Name∶ Resusotator

Model∶ X̄HˉKB04 XH-KB05

sRN:ˉ CNˉMF-000008449

XH-KB06 XHˉ KB07 XH-KBO9 XHˉKB10 YXHˉ M01

Basic UDI-Dl: - 6974580870008E4

Classification: I

Rule: According to Rule 1, Annex Vlll, Medical Device Regulation (EU) 20171745

Conformity assessment procedure: Annex ll+lll

We confirm our product meets the requirements of Medical Device Regulation (EU )

20171745) and the following harmonized standards.

EN丨so14971∶ 2012

EN丨So15223ˉ⒈ 2016

lso10993ˉ 1∶ 2018

EN Iso10993-5∶ 2009

EN ISo10993ˉ 10∶ 2013

EN1041∶ 2008

EN62366ˉ 1∶ 2015

ggnatu叫
卿 俯 ⒍u

Date∶
v剜 .⒍ 蔼



File No∶ CE`MDRˉXH09ˉ01-02  Ver A`0

Declaration of Gonformity

Medical Device Regulation(EU)Regarding 2017`745

Manufacturer               `

Name∶ ZHANGJlAGANG XlEHE MED丨 CAL APPARATUs&丨 NsTRUMENTs CO.,LTD。

Address∶  No.7th, Middle Xinzha Road, zhashang lndustria丨  zone, Yangshe Town,

ZhangJagang CⅡ y Jiangsu215600,China

Europea"AuthoHsed Representative

Name∶ sUNGO Europe B^汪

Address: oIympisch stadion24,1076DE Amsterdam,NetheHands

Product
Name∶ Emergency scissor

Model-XHˉ 21 XHˉ22

sRN:ˉ CN-MF-000008449

Bas∶ c uDIˉ DI:~6974580870004DU

Classification: I

Rule: According to Rule 1, Annex Vlll, Medical Device Regulation (EU) 20171745

Conformity assessment procedure: Annex ll+lll

We confirm our product meets the requirements of Medical Device Regulation (EU )

20171745) and the following harmonized standards.

EN丨 So14971∶ 2012

EN Iso15223ˉ 1∶ 2016

lSo10993-1∶ 2018

EN Iso10993-5∶ 2009

EN ISo10993ˉ 10∶ 2013

EN1041∶ 2008

EN62366-1∶ 2015

蛳 犭唧

聋核谢

Date∶
 7叼 .1.蹈



Regarding 2017`745

Manufacturer               `

Name∶ zHANGJIAGANG XlEHE MEDlCALAPPARATUS&lNsTRUMENTS Co,IL△ D.

Address∶  No.7th, Middle Xinzha ROad, Zhashang lndustria丨  ZOne, Υ angshe Town,

zhangjiagang C"y,Jiangsu215600,China

European AuthoHsed Representative

Name∶ sUNGO Europe B^虍

Address: oIympisch Stadion24,1076DE Amsterdam!NetheHands

Product
Name:Splint

0

ModeI∶ -YXHˉ9A YXHˉ9B XHˉ 15A XHˉ 15B YXH-9 YXHˉ 10 YXH-8B

sRN:Ⅱ CNˉ MFˉ000008449

Basic uD卜 DI:~6974580870003DS

C丨 assifcation∶ l

Rule∶ According to Rule1,AnneX VI",MediCal DeⅥ ce ReguIa刂 on(EU)2017`745

Conformity assessment prOcedure∶ AnneX"+Ⅲ

We cOnΠ rrη our product meets the requirements of MedicaI【 Device ReguIation (Eu)

2017//45)and the fo丨 loWing harmonized standards,

EN lSo14971∶ 2012

EN lSo15223ˉ 1∶ 2016

lso10993ˉ 1∶ 2018

EN ISo10993ˉ 5∶ 2009

EN lSo10993ˉ 10∶ 2013

EN1041∶ 2008

EN62366ˉ 1∶ 2015

File No∶ CE`MDRˉXH06ˉ01-02  Ver A`0

Declaration of Conformity

Medical Device Regulation(EU)

Signature∶

%抬 :卩
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File No∶ CE`MDRˉXH08ˉ01-02  Ver∶ A`0

Declaration of GonformitY

Regarding Medical Device Regulation(EU) 2017 1745

Manufacturer               `

Name∶ ZHANGJIAGANG XIEHE MEDICAL APPARATUs&INsTRUMENTs CO。 ,LTD。

AddΓ ess∶  N0.7th, Midd丨 e Xinzha Road, zhashang lndustria丨 ZOne,Yangshe Town,

Zhangjiagang CⅡ y,Jiangsu215600,China

European Authorised Representative

Name∶ SUNGO Europe B.Ⅵ

Address: olympisch Stadion24,1076DE Amsterdam,NetheHands

γ

Product                     ,

Name∶ Emergency TrolIey

ModeⅡ -XHˉ ETˉ62526s XH-85037B XHˉ 85011A2 XH-75071A-Ls XH-62512B3

XH-80056J XH-T18C21-DT XHˉLs50YC XHˉ Y01 XHˉYO2 XH-002T XH-005

sRN:ˉ CNˉMF-000008449

Basic uD卜 DI:~6974580870009E6

CIassincati。 n∶ I

RuIe∶ AcCording to RuIe1,AnneX VⅢ ,Medical DeⅥ ce Regulauon(Eu)2017/745

Conformity assessment procedure∶ Annex"+l"

We confirm our product meets the requirements of Medical Device Regulation (EU)

20171745) and the following harmonized standards.

EN lSo14971∶ 2012

EN lSo15223-⒈ 2016

Iso109θ 3ˉ 1∶ 2018

EN Iso10993-5∶ 2009

EN Iso10993ˉ 10∶ 2013

EN1041∶ 2008

EN62366-1∶ 2015

g∞洫桫俐
Date: 14 . L.r%



FiIe No∶ CE/MDR-XH02ˉ 01ˉ02  VeⅡ A`0

Declaration of Conformity

Regarding MediCaI Device ReguIation(EU)2017′ 745

Manufacturer               ·

Name∶ zHANGJlAGANG XlEHE MED丨 CAL APPARATUS&lNsTRUMENTs Co,,LTD。

Address∶  No.7th, Midd丨 e Xinzha Road,Zhashang 丨ndustria丨 zone,Υ angshe Town,

Zhangjiagang c"y,Jiangsu215600,China

European Authorised Representative

Name∶ sUNGO Europe B,Ⅵ

Address: olympisch Stadion24,1076DE Amsterdam,NetherIands

`

Product                     '

Name∶ Head Immobilizer

Model-XHˉ 16A  XH-16B  XHˉ 16C

sRN:冖 CNˉMF-000008449

Basic uDIˉDl~6974580870011DR

C丨 assi{iication∶ I

Ru!e∶ According to Ru|e1,AnneX VⅢ j Medical DeⅥ ce ReguIa刂 on(EU)2017/745

Conforrnity assessment prOcedure∶ Annex lI+"丨

We conΠ rrη our product rη eets the requirements of MedicaI DeVice Regula刂 on (EU)

2017/Z45)and the fOlloWing harmonized standards。

EN ISo14971∶ 2012

EN ISo15223ˉ 1∶ 2016

ISo10993ˉ 1∶ 2018

EN Iso10993-5∶ 2009

EN Iso10993ˉ 10∶ 2013

EN1041∶ 2008

EN62366-1∶ 2015
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