
EU Representative
Manufacturer

Name: zHANGJ丨 AGANG X丨 EHE MED丨 CAL

APPARATUS ANDINSTRUMENTs CO,⊥ TD

Address:  No.7th,Midd丨 e Xinzha Road,Zhashang

lndustHaI Zone,Yangshe Town,ZhangJagang CⅡ y,

Jiangsu215600,China

sRN:CN-MF-000008449

Product InfoHη ation           ‘

sUNGO Europe B.V.

oIympisch stadion24,1076DE

Amsterdam,NetheHands

sRN:NLˉARˉ000000247

∶ Conformity Assessment

ConfoⅡ η ity Assessment Procedure

Annex Ⅱ+丨

"of Regu丨

ation(EU)2017/745

AppⅡCabIe standards

EN丨 s○ 1497⒈ 2019

EN丨s○ 15223-⒈ 2016

EN丨s○ 20417∶ 2021

EN lSO10993-1∶ 2020

EN lSO10993-5∶ 2009

EN lS○ 10993-10∶ 2013

EN62366-1∶ 2015

Remark

The decraraf`o刀 0fC0刀 fom`~yoˇ a″d加 co刀刀eC″ o刀

vv'r乃    fhe   re`ease   fec乃 nJCa`   docurnenr

CE/MDR-XHO3-0彳

月″ rhe s1`ρ ρ0耐刀g doctJmenfaⅡ on心 refa加 ed arfhe

ρrern`ses orrhe`刀 anuFacrurer

The Decrarar`o刀 of Co刀 Fom'ry心 exc`us'very under

fhe so/e resρ ons仂 ″′~y orrhe rnanuracrurer

Name∶ Vacuum Stretcher

MOdel:YXH-7D

GMDN: 13818

Basic UDIˉ DI: 6974580870010DP

CIassif∶ cation:C丨ass l, AccOrding to

VⅢ ,Regu丨 aⅡon(EU)2017/745

Rule 1, Annex

Declaration

We herewith dec丨 are thatthe above-rnentioned

products rneet the requirements of

ReguIation(EU)2017/745and

standards above

跏町讹◇噼Ⅲα

1∥ 饣
∷

`矿

DECLARATlON OF
ACCORDING To(EU)2017′ 745MEDICAL

CONFORMlTΥ
DEVICE REGULATI0N
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EU Representative
Manufacturer

Name: ZHANGJ丨 AGANG X丨 EHE MED丨 CAL

APPARATUS AND|NSTRUMENTS CO,⊥ TD

Address: No.7th,Midd丨e Xinzha Road,Zhashang

lndustHa丨 Zone,Yangshe Town,Zhangjiagang C"y,

Jiangsu215600,China

sRN:CN-MF-000008449

Product InfoHη ation

Name∶  Emergency B丨 anket

MOdeI:XH-18

GMDN: 10416

Basic UDIˉ DI:6974580870005DW

CIassification:C丨 ass l, AccOrding to Rule 1, Annex

VⅢ ,Regulation(EU)2017/745

Declaration

We herewith declare that the above-mentioned

products:η eetthe requirements of

Regu丨 aⅡon(EU)2017/745and the

standaΓ ds above.

跏鲷叶Ⅲσ

Positon: 4. nf , Place: 

^y)r"Jy

sUNGO Europe B。 V.

olympisch stadion24,1076DE

Amsterdan△ NetheHands

sRN:NLˉ ARˉ000000247

Confor田 nity Assessment

Confo"η ity Assessment Procedure

Annex"+"丨 of Regu丨 ation(EU)2017/745

AppⅡcab∶e standards

EN ls○ 1497⒈ 2019

EN ls○ 15223-1∶ 2016

EN lSO20417∶ 2021

EN lsO10993-1∶ 2020

EN丨sO10993-5∶ 2009

EN丨sO10993-10∶ 2013

EN62366-1∶ 2015

Remark

The decrara″ o″ or c0刀 Fom′ry心 va″d加 connecⅡ o刀

1〃

`fh   fhe   re`ease   rec乃

n`ca`   doCtJ″ e刀 f

CE/MDR-XHO⒎ 0彳

^〃

rhe supρo〃

`刀

g docurnenraf`o刀 fs rera加 ed arrhe

ρre″,`ses orfhe ma刀 ufaCrurer

The Dec/arar`o刀 0rC0刀 rorm′fy怂 exc`us'Vely u刀 der

仂 e sore resρ 0刀s南Ⅲ ry orrhe rna刀 uFaCrurer

DECLARATION OF CONFORMITΥ
ACCORDING T0(Eu)2o17`745MEDICAL DEVICE REGULATION

乡∴'ε∶

'厂

   ∴ f''讠纩



~
彡吻

: : EU Representative

婴

DECLARATION OF CONFORMlTΥ

Name∶ Sp丨 int

ModeI:YXH-9A YXH-9B XH-15A XH-15B YXH-9

YXH-10YXH-8B

GMDN:43565&43588

Basic UDI-DI: 6974580870003Ds

CIassiⅡ cation:C丨 ass 丨, ACCording tO Ru丨 e 1, Annex

VⅢ ,Regu丨 ation(EU)2017/745

DecIaration

We herewith declare that the above-mentioned

队町 阢 恤 Ξ彡γ【∫丿唧

ACCORDING To(Eu)2o17`745MEDICAL DEVICE REGULATION

Manufacturer

Name: zHANGJ丨 AGANG X|EHE MED丨 CAL

APPARATUS AND|NSTRUMENTS CO,⊥ TD

Address: No7th,Midd丨 e Xinzha Road,Zhashang

丨ndustHa丨 Zone,Yangshe TOwn,Zhangjiagang CⅡ y,

Jiangsu215600,China

sRN:CN-MF-000008449

ProductInfoⅡ η ation

sUNGO Europe B.V.

oIymp∶sch stadion24,1076DE

Amsterdam,Netherlands

sRN:NLˉAR-000000247

Gonformity Assessment

ConfoⅡ η ity Assessment Procedure

Annex"+"丨 of Regu丨 ation(EU)2017/745

AppⅡcabIe standards

EN lsO1497⒈ 2019

EN lsO15223-⒈ 2016

EN lsO20417∶ 2021

EN丨s○ 10993-1∶ 2020

EN丨 S○ 10993-5∶ 20O9

EN ls○ 10993-10∶ 2013

EN62366-1∶ 2O15

Remark

The dec`ara″ on orc0刀 form′ry o va``d加 comec″ o刀

w`rh  rhe  release  rec乃 n℃a`  documenf

CE/MDR-XHO6-Of

^〃

fhe st/pρ o河加 g doCJ″ e刀 raf′on心 rera加 ed affhe

ρrern沁es oFfhe ma刀 uracftJrer

The Dec`araf`o″ oF Co刀 Fom'ry fs exc`us`Ve/y under

rhe sole resρ o刀Jbr/fry orfhe manufacfurer

?

C∈

products了 ηeetthe requirements

D^^"I^· :^^'【 II、 0∩
",`,/0仄 ^^丬Regu丨 a刂on(EU)2017/745and

standaΓds above



″'
〓

″   .

suNGO Europe B.V.

oIympisch stadion24,1076DE

Amsterdan· 1,NetherIands

sRN:NLˉAR-000000247

Name: ZHANGJ丨 AGANG X丨 EHE MEDlCAL

APPARATUS AND丨 NSTRUMENTS CO,⊥ TD

Address:  No7th,Midd丨e Xinzha Road,Zhashang

丨ndustHa丨 Zone,Yangshe TOwn,zhangjiagang CⅡ y,

Jiangsu215600,China

sRN:CN-MF-000008449

Product Info"η ation           雀

Name∶  Emergency Stretcher&Stretcher AccessoHes

Ⅲ odeI:see Annex

GMDN:35892

Basic UDIˉ DI:6974580870001DN

CIassificationK)丨 ass 丨, According to Ru丨 e 1, Annex

VⅢ ,Regu|ation(EU)2017/745

Declaration

We herewith decIare thatthe above-mentioned

pΓoducts meetthe requirements of MC￡ Ⅱ

Conformity Assessment

Confo"η ity Assessment Procedure

Annex"+"丨 of Regula犭 on(EU)2017/745

AppⅡ cabIe standards

EN丨 s○ 14971∶ 2019

EN丨 s○ 15223-⒈ 2016

EN丨 s○ 20417∶ 2021

EN lS○ 10993ˉ ⒈ 2020

EN lsO10993-5∶ 2009

EN lS○ 10993-10∶ 2013

EN62366-1∶ 2015

Remark

The decrarafFOn oFconfom`ry心 ǎ″d m co刀刀eCrfon

VV″乃   rhe   release   rech刀 JCa′    doctJrne刀 f

CE/MDRˉ XHO彳 -0彳

^〃

rhe s1`ρ ρo〃加 g doCtJme刀 ra″or,心 rera加 ed arrhe

ρrern`ses ofr乃 e rna刀 t/raCrtJrer

The Dec`arar`on or Co刀 Fom'ry心 excJusFvely under

rhe so/e resρ on(,′ bⅢfy offhe″ a刀uFacrurer

≡
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〓'
〓
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〓
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Regu丨ation(EU)2017/745and t

standards above.
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ˉ

'厶

∫’ 〃 ∷

YXH丬 A1

YXH-H冖2

YXH-1A3

YXH丬 A5

YXHˉ 1A6

YXHˉ1B1

YXH-1B2

YXHˉ1B3

ΥXH-1C

YXHˉ1D

ΥXHˉ1DL

YXHˉ1E

YXH丬 EF

X̌Hˉ 1EL

YXHˉ1F1

YXHˉ1F1B

ΥXH丬 F2

YXHˉ1F3

ΥXHJ F4

ΥXHˉ1F4A

YXH-0G

YXH丬 GL

ΥXHˉ1H

EC1

YXHˉ 1L

YXHo1M

ΥXH-1K

ΥXH丬 N(A)

YXH丬 N〈B)

YXHˉ1N(C)

ΥXHˉA2

YXHˉ1A6L

ΥXHˉ1AsA

YXHˉ1A6B

ΥXH丬A6C

YXH-1A6D

YXHˉ 1A6E

YXHˉiA6G

ΥXH丬A6H

YXH丬 A6κ

YXHˉ 1A6M

Y×H丬A6N

ΥXHˉ4E

Υ×HˉHAsAˉ2

YXHˉ2A

YXHˉ2B

YXHˉ2C

EC2

YXH艹D

YXHˉ5A

YXHˉ5B

YXH-5C

YXHˉ5D

YXHˉ5E

YXHˉ5F

YXHo5K

Y×Hˉ5N

YXH-5G

ΥXHˉ5H

ΥXHo5L

YXHˉ5M

YXHˉ50

YXH-5P

YXHˉC3

Y×Hˉα

YXH-6A

X̌Hˉ6B

YXH-6C

One-piece Basket Stretcher

Twepiece Basket Stretcher

sρ ideΓ straps

XHˉ511

∷。l

、t

2H∞ KsⅣ
”

LE 
Ι/

Annex

Emergency Stretcher

YXHˉzT2

YXH-3A

YXHo3炬

YXHˉ3A3
′
YXHo3As

Υ×Hˉ3B

Y×Hˉ3B2

YXHˉ3B3

YXHo3C

YXHˉ3D

YXHˉ3D2

YXH-3E

YXHˉ3E2

YXHˉ3E3

YXHˉ3F

YXHˉ3G

ΥXH-2L2

Y×Hˉ3κ

YXHˉ3H

YXHˉ7N

YXH叫A

ΥXH丬B

YXHˉ0C    HEPH

YXHˉTA   YXH氵

EⅢergency ^ccessor△ e
∷∶
j∷

i’

=j   
— I∶ |∶

YXHˉ6D

YXHˉC1

YXH-C2

YXHˉ2R2

XH-0C

XHˉ5C

ATHENA∶

ATHENA"

ATHENAk."l

VENUSl

VENUs"

VENUs ⅡI

VENUSlV

NEPTUNE

HEsTlA

HEsTlA I

HERMEsI

HEPHAEsTUs Ⅱ

HEsTlA"lˉB

HERMEs"

XHˉ512

i0  氵功∵



EU Representative
Manufacturer

Name: ZHANGJIAGANG XlEHE MED丨 CAL

APPARATUs AND丨NsTRUMENTS CO,⊥ TD

Address:  No7th,Midd丨e Xinzha Road,zhashang

丨ndustHa丨 Zone,Yangshe Town,zhangjiagang CⅡ y,

Jiangsu215600,China

sRN:CN-MF-000008449

Product Info"η ation           苎

Name∶  Manua丨 suction

MOdeI:YXH-MsR

GMDN:63644

Basic UDIˉ DI:6974580870007E2

CIassificat∶ on:CIass 丨, According to RuIe 1, Annex

Vl",Regulation(EU)2017/745

DecIaration

sUNGO Europe B.V.

oIympisch stadion24,1076DE

Amsterdan△ NetheHands

sRN:NL识 Rˉ000000247

Conforrnity Assessment

Confo"η ity Assessment PrOcedure

Annex"+"丨 of RegulatiOn(EU)2017/745

AppⅡ cabIe standards

EN ls○ 14971∶ 2O19

EN ls○ 15223-⒈ 2016

EN丨 s○ 20417∶2021

EN丨 s○ 10993-1∶ 2020

EN ls○ 10993-5∶ 2009

EN ls○ 10993-10∶ 2013

EN62366-1∶ 2015

Remark

The declara″ o刀 oF Conrom`fy沁 va'`d加 conneCf`on

wJfh   rhe   release   fec乃 n`Ca`   docI/″ e刀 f

CE/MDR-XH彳 仁 0彳 ~

月″ 仂 e supρo耐ng doCu仞 enfaⅡon o rera加 ed afrhe

ρrem沁 es ofrhe manuFacft/rer

The Dec`araⅡ on of ConFo刀 m〃y Js exc`tfs'Vely t/刀 der

rhe sole resρ o刀Jb'`ffy ofrhe manuFacfurer

Position: (. g . Prace, fu\ittJ-l

〃
`

DECLARATlON OF CONFORMlTΥ
ACCORDING To(EU)2017′ 745MEDICAL DEVICE REGULATION



Manufacturer
EU Representative

Name: ZHANGJ丨AGANG XIEHE MEDICAL

APPARATUS AND|NSTRUMENTs CO,⊥ TD

Address: No。 7th,Midd丨 e Xinzha Road,Zhashang

丨ndustHal Zone,Yangshe Town,Zhangjiagang CⅡ y,

Jiangsu215600,China

sRN:CN-MF-000008449

Product InfoHη ation           ‘

Conforrnity Assessment         Name∶ Resusc"atOr                     '

Model: XH-KB04XH-KB05XH-KB06XH-KB07        °

Conforrnity Assessment Procedure          XH-KB09XH-KB10YXH-M01

AnneX H刊
"of Regu丨

atiOn(EU)2017/745       GMDN:41882

Basic UDIˉ DI: 6974580870008E4

∶ 11贤 l:J;早 劣 丨:s       
α as引 Ⅱ c舳 Ⅲ  gass1Accσ dng b Rue⒈ 舳 nex ∷

∷乡彡

EN丨 sO15223-⒈ 2O16                  vⅢ ,Regu|atiOn(EU)2017/745                  '/

EN ls⊙ 2O417∶2021                                                          ∴  ∶

EN Is○ 10993-⒈ 2020

EN丨 s○ 10993-⒌ 2009               DeCIaration
EN丨 s○ 1O993-1O∶ 2013                    

ˇ 9·  ° ° ’ - 勿 勿 灬 灬 灬 灬 。  。 xx ″ ″ ″″″ 灬 灬

`、
☆

`⋯
十  ⋯

EN62366-1∶ 2015                                                                     廴'

乡

sUNGO Europe B.V.

olympisch stadion24,1076DE

Amsterdam,NetheHands

sRN:NLˉAR-000000247

Remark

The declaration of conformity is valid in connection

with the release technical document

CilMDR-XHIO-01.

All the suppofting documentation is retained at the

premises of the manufacturer.

The Declaration of Conformity is exclusively under

the sole responsibility of the manufacturer.

We herewith dec丨 are thatthe above-rη entioned

、灬” 〃

∫ =r

DECLARATION OF CONFORMlTΥ
ACCORDING To(EU)2017′ 745MEDICAL DEVICE REGULATION

阢 蛐 Ⅲ
印 隙 .№ ⑽ 出 nuJrv勹

'、

;Ⅱ   '纤厂



EU Representative

suNGO Europe B.V.

oIympisch stadion24,1076DE

Amsterdarn,NetherIands

sRN:NLˉAR-000000247

Conformity Assessment

ConfoⅡ η ity Assessment PrOcedure

Annex"+"I of Regu丨 ation(EU)2017/745

AppⅡ cabIe standards

EN丨 s○ 14971∶ 2019

EN丨 s○ 15223-⒈ 2016

EN丨 s○ 20417∶ 2021

EN丨 s○ 10993ˉ ⒈ 2020

EN丨 S○ 10993ˉ 5∶ 2009

EN ls○ 10993ˉ 10∶ 2013

EN62366-1∶ 2015

Remark

The declaraf`o刀 0f Confo〃耐 ″ 治 va``d加 Con刀 eCf′on

w`rh  fhe   release  fec乃 n沁a`  docume刀 f

CE/MDR-XHO4-01

月″ rhe st/pρ o讨′刀g doctJmenfaf`on怂 rera加 ed affhe

pre″Ⅱses oFr乃 e ma刀 tJfaCrtJrer

The Dec`arar`o″ or ConFomfry怂 exc`〃 s`ˇely u刀 der

rhe sole resρ o刀s仂Ⅲry oFfhe″ anuracrurer

Manufacturer

Name: ZHANGJlAGANG X|EHE MED丨 CAL

APPARATUs AND丨NsTRUMENTS CO,⊥ TD

Address: No,7th,Midd丨e Xinzha Road,Zhashang

丨ndustHa丨 Zone,Υ angshe Town,Zhangjiagang CⅡ y,

Jiangsu215600,China

sRN:CN-MF-000008449

Product lnfoⅡ η ation           ‘

Name∶  Extrication Device

MOdeI:YXH-7H

GMDN: 13673

Basic UDIˉ DI: 6974580870002DQ

CIassification:CIass 丨, According to Ru丨 e 1, Annex

VⅢ ,Regu丨 ation(EU)2017/745

DecIaration

We herewith dec丨 are thatthe above-mentioned

products rneet the requiΓ ements Of Rlledica|DeVice

Regu丨 ation(EU)2017/745and the appⅡ cab丨 e

standards above

鲴 natu℃ ∶
砌 ″

哟
D船 7汪 彳

刁

Position: 8. U. Ptace: *yl^Jy

C∈
DECLARATION OF CONFORMITΥ

ACCORDING To(EU)2017'745MEDICAL DEVICE REGULATION



CC

EU Representative

sUNGO Europe B.V.

oIympisCh stadion24,1076DE

Amsterdan△ NetheHands

sRN:NL浊 R-000000247

Conformity Assessment

Confor1η ity Assessment Procedure

Annex"+"丨 of Regu丨 ation(EU)2017/745

AppⅡCabIe standards

EN ls○ 1497⒈ 2019

EN ls⊙ 15223-1∶ 2016

EN ls○ 20417∶ 2021

EN丨 s○ 10993-1∶ 2020

EN丨 s○ 10993-5∶ 2009

EN丨 s○ 10993-10∶ 2013

EN14683∶2019

Remark

The dec`araf`on oFConrom'ry心 ˇa″d加 connecⅡ on

w`fh  rhe  re/ease  rech刀 沱 a′   docu″ enf

CE/MDRˉ XH-0彳 .

A〃 rhe st/pρ o″

`ng docLfme刀

fa″on's'era加 ed arrhe

ρre刀 9′ses oFfhe`刀 a刀 uraCrurer

The Decraraf`o″ oF Co刀 rom`fy Js eXc/us`ˇ ely J刀 der

rhe sole resρ o刀 s″冫″fy orrhe″ a刀uraCrurer

Manufacturer

Name: ZHANGJ丨 AGANG X丨 EHE MED丨 CAL

APPARATUS ANDlNSTRUMENTS CO,⊥ TD

Address: No.7th,Midd丨e Xinzha Road,Zhashang

丨ndustHa丨 Zone,Yangshe Town,Zhangjiagang C"y,

Jiangsu215600,China

sRN:CN-MF-000008449

Product InfoHη ation           荃

Name∶  Face Mask

ModeI:17,5*9,5cm

GMDN:35177

BasiC UDIˉ DI:697458087mask001A4

CIassiⅡ cat∶ on【 )丨ass 丨, According to Ru丨 e 1, Annex

V丨

",Regu丨

ation(EU)2017/745

DecIaration

We herewith dec丨 are thatthe above-mentioned

products rneet the requirements of卜 田ediCa丨 Device

ReguIa刂 on(EU)2017′ 745and the app丨 j9ao|e∴ ∴
.、

standards above。

铷 nature仫

刎

Ⅲ

Position: 4. f Vt, Ptace: 1r"y);"1^^1

DECLARATION OF CONFORMlTΥ
ACCORDING To(Eu)2o17`745MEDICAL DEVICE REGULATION



suNGO Europe B.V.

oIympisch stadion24,1076DE

Amsterdam,NetherIands

sRN:NLˉARˉ000000247

Manufacturer

Name: zHANGJ丨 AGANG X丨 EHE MED|CAL
ˉ
  APPARATUS AND丨 NSTRUMENTs CO,⊥ TD

Address:  No7th,Midd丨e Xinzha Road,Zhashang

丨ndustHa丨 Zone,Yangshe Town,Zhangjiagang CⅡ y,

Jiangsu215600,China

sRN:CN-MF-000008449

Product InfoHη ation           茶

Name∶  Head lmmobi丨 izer

ModeI:XH-16A XH-16B XH-16C

GMDN:45258

Basic UDIˉ DI: 6974580870011DR

CIassification:C|ass 丨, According to

V丨

",Regu丨

ation(EU)2017/745

Rule 1, Annex

Declaration

㈨ nature物

州

EU Representative

Gonformity Assessment

Confo"η ity Assessment Procedure

Annex"+"丨 of Regu丨 ation(EU)2017`745

AppⅡCabIe standards

EN丨 sO14971∶ 2019

EN丨 sO15223ˉ⒈ 2016

EN lsO20417∶ 2021

EN丨 s○ 10993-1∶ 2020

EN lS○ 10993-5∶ 2009

EN丨 S○ 10993-10∶ 2013

EN62366ˉ 1∶2015

Remark

The dec/ara″ o刀 of C0刀 ForTn'ry沁 ˇa″d加 co刀刀eCr′o″

四曲   rhe  re/ease  rechnft,a`  doc〃 menr

CE/MDRˉ XHO2-0彳

泅〃 fhe st/ppo田 刀g docurnenfaf`o刀 怂 reraJned ar rhe

ρrernJses ofrhe ma刀 t/FaCrurer

The Decraraf`on of Conrom`ry rs exc`us'Very under

仂 e so/e resρ o刀 s仂″〃 orrhe ma刀 uracrurer

DECLARATlON OF CONFORMlTY
ACCORDING To(EU)2017′ 745MEDICAL DEVICE REGuLATION

ⅡFo`△

Position: Q. ttr. ptace: fu^\)r"Joj



sUNGO Europe B.V.

oIymp∶ sch stadion24,1076DE

Amsterdam,NetheHands

sRN:NLˉAR-000000247

徨∷户

Manufacturer

Name: ZHANGJ丨 AGANG X丨 EHE MED|CAL
′
 APPARATUs AND丨 NSTRUMENTS CO,⊥ TD。

Address: No7th,Midd丨 e Xinzha Road,zhashang

丨ndustHa丨 Zone,Yangshe TOwn,Zhangjiagang CⅡ y,

Jiangsu215600,China

sRN:CN-MF-000008449

Product InfoHη ation           ‘

Name∶ CeⅣ ica丨 Co丨 丨ar

ⅢodeI: XH-17 XH-19 Phi丨 ade丨 phia Co丨 丨ar

GMDN:41039

Basic UDIˉ DⅡ 6974580870006DY

CIassification:C丨 ass 丨, According to Ru丨 e 1, Annex

V丨

",Regu|ation(EU)2017/745

DecIaration

We herewith deC丨 are thatthe above-mentioned

products rneet the ΓequiΓements of卜 dedica丨 Device

Position: 6 tW.
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EU Representative

Ⅱ  Conformity Assessment
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Confor口 nity Assessment PrOcedure

Annex"+"丨 of Regu丨 ation(EU)2017/745

AppⅡcable standards

EN丨 s○ 1497⒈ 2019

EN丨 s○ 15223-1∶ 2016

EN丨 s○ 20417∶ 2021

EN丨 SO10993-1∶ 2020

EN丨 S○ 10993-5∶ 2009

EN丨 S○ 10993-10∶ 2013

EN62366-1∶ 2015

Remark

The dec`araf`o刀 0FC0nfom`fy心 ˇa″d`h co刀刀eC″ o刀

wfrh   fhe   re`ease   fech刀 ′Ca′   docu″ enr

CE/MDR-XH05ˉ 0彳 .

月″ rhe suρρ0耐′刀g doct/″ e刀 far′o刀 心 rera加 ed afrhe

ρre″πses oFrhe mantJfacrtJrer

The Dec`ara″ o刀 of Co″fom″ /沁 exc′us'very under

rhe sole resρ ons仂 Ⅲ ry oFfhe man〃 FaCrurer
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DECLARATION OF CONFORMITΥ

ACCORDING To(EU)2017′ 745MEDlCAL DEVICE REGuLATION

Hac⒍ Zk氏
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DECLARATION OF CONFORMITΥ
ACCORDING To(Eu)2o17'745MEDICAL DEVICE REGULATION

Manufacturer

EU Representative

ConfoⅡmity Assess"ent

suNGO Europe B.V.

oIymp∶ sch stad∶on24,1076DE

Amsterdan,,NetherIands

sRN:NL-ARˉ000000247

Name: ZHANGJ丨 AGANG X丨 EHE MEDICAL

APPARATUs ANDlNSTRUMENTS CO,⊥ TD

Address:  No7th,Middle Xinzha Road,Zhashang

IndustHa丨 Zone,Yangshe Town,Zhangjiagang CⅡ y,

Jiangsu215600,China

sRN:CN-MF-000008449

Product Info"η ati0n

Name∶  Emerg0ncy TroⅡ ey

MOdel:XH-ET-62526S XHˉ 85037B XH-85011A2

XH-75051A-Ls XH-62512B3XH-80056J

XH-T18C21-DT XH-LS50ˇ c XH~Y01XH=Y02

XH-002T XH005

GMDN:40542

B00ic uDIˉ DI: 6974580870009E6

Classif∶ cation:Class I,According to Ru丨 e1,Annex

V|",ReguIation(EU)2017`745

DecIaration         一
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Conformky Assessment P'ocedure∵

Annex"+Ⅱ 丨of RegulaU0n(EU)2017/745

AppⅡcabIe stand卩 rds

EN ls○ 1497⒈ 2019

EN ls○ 15223-1∶ 2016

EN丨 sO20417∶ 2021

EN IsO10993-1∶ 2020

EN lSO10993-5∶ 20O9

EN ls○ 10993⋯ 10∶ 2013

EN62366-1∶ 2015     .

Remark              Ⅱ

The declara‘

`on orconF。

〃盯 〃 心 ya``d加 con刀ecnon

Ⅵ

'`fh   rhe   re`ease   rec沟
n`ca`   docrJn,ehr

CE/MDRˉ XHOB-0彳               :

月〃 fhe suppo河

`刀

g doct/me刀 rar′0刀 沁 rera加 ed affhe

ρrem沁 es offhe ma″ uFacrurer

The DecraraⅡ o刀 0f Co刀 Form`ry沁 eXc'〃 s`Ver/tJr,der

rhe so/e respo刀s'0⒘″ /offhe ma刀 uraCrtfrer

We herewⅡ h dec丨 are thatthe above-mentioned

products rneet the requirements of n洲 edica|Device

Regu丨auon(Eu)2017/745

standards above.

POs№ n∶

夕 肚


