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Xi'an HaiYe Medical Equipment Co., Ltd

Product 1

Video laryngoscope
Video i
Laryngoscope |
with reusable
blades

Iltem: HYHJ-KC 150 FPA (€

2y

TOVRRelnland

XIAN HAIYE MEDICAL EQUIPMENT CO,LTD.
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Xi'an HaiYe Medical Equipment Co., Ltd

Video laryngoscope

Power Button
CM/OFF Efreaze
Display 7 N | :
g USB interface
3 inch HD -
= charging and data transfer
screen, UP/DOWN LEFT/RIG

HT turning

| Shooting
AI lD}"' handle short press for shooting,

Ergonomic designeasy handle lang press for recording

Medical
stainless steel 2 million pixels
suitable for different C M OS
kind of disinfection.reusable _— =

HYHJ-KC is Reusable video layrngoscope
with 5 blades and 1 display. It can separate
the display and replace different size blades.
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Reusable Video Laryngoscope: The Tip Blade Size of HYHJ-KC

" Max width Mini width
Tip Blade Size s ot o of insert part | of insert part | Ref. Picture | Remark
(mm) (mm) (mm)
(mm) (mm)
Tip Blade 1
1 4.5 29.2 22.41 14.37 MAC 4
(L Adult) o - .
Tip Blade 2
14 4 29.23 21.37 14.46 MAC 3
(M Adult) - 2 - -
Tip Blade 3
122 4 29.2 214 13.56 MAC 2
(S Adult or L Child) 3 S e .
&
Tip Blade 4
o " 5 a = ill
(M Child) 774 22.74 18.35 14.5 10.34 Miller 1
aF
Tip Blade 5
9.9 17.46 18.5 14.7 10.6 Miller 0
(S Child & Infat) | RS 0 ) -

Remark: Tolerance: #5%.
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HYHJ-KC
Video Laryngoscope

Miller0 Miller1

Reusable blades
with different size for
adults and children.

Mac 4

Mac 2

Your Intubation, We Care! 9




Xi'an HaiYe Medical Equipment Co., Ltd

Your Intubation, We Care!



Xi'an HaiYe Medical Equipment Co., Ltd

&

Suitable for you
Adapter and Plug

Shared Charger 110-240 v

& ¢ @

Chinese Plug Europe Plug UK Plug

HYHJ-KC q
complete spare parts @

%
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HYHJ-KC
Packing Case

\\\\\\\\.\\
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SN HALYE MEDICAL
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EC Certificate TOVRheiniand
Directive 93/42/EEC Annex V
Production Quality Assurance

Madical Devices

Registration No.: DD 60132095 0001
Report Mo.: 50170533 002

Manufacturer: Xi'an Haiye Madical Equipmant
Co., Ltd.
Fang Jing Industrial Park
Ki'an city
T10300 Shaanxl
P.R. China

Products: YVideo lLaryngosoopes |
Agpects of manufasture concersed with securing asd
aaimtainiog starile conditioan
Dlspasable Video Laryngoscopes Blades

Expiry Data: 2023-13-0%

The Motified Body hereby daclares that the reguirements of Annex W of the drective B3/42/EEC have
ey i Bor 1P Beted products, The sbows named maenufscturer has ssteblished snd spplios o quslity
qumw“.ﬂﬂthmm defined by Annex ¥, secilon 4 of the

For pi g on the of class fib and class |0 devices covered by this
cortificatn an EC type-assmingtion cortificats sccording to dnmes [l b eguined.

Effootive Date: 2019-08-29
Dharin: 2015-08-2%
TUV Rheinland LGA Products GmbH - TillystraRe-2.. 8 50431 Nimberg

TUW Rheinland LGA Products GmbH i o Notified Body eccording to
mmmmmm&mmmar.

Fiscal Year 2020
CERTIFICATE OF FDA REGISTRATION

This certifies that

Xi'an Haiye Medical Equipment co,.Ltd.
Feng Jing Industrial Park, Xi'an city, 710300 Shaanxi, China

has completed the FOA Establishment Registration and Device Listing with the US Food
&Drug Administraton, through UCL-REG SERVICE INC.
Owner/Operator Mumber: 10058935
Registered Establishment Mumber: 3015139770

Device Mame Product Code _ Activities
Video Laryngoscopes
Disposable Video oW Maniifacturer
Laryngoscopes Blades

WACL-REC SERICE A ﬂmhmmmmmwmmﬂmmaﬂa&
! e o of Rl coinur e thateg’ siove Lsden R g T i af phin (LAt v
EERVIEF WE ket iy Y SEVESRI LAV OF MG N wmmn&amwwmu ¢ Wil
Ane PeTIIN o gaity Joer M the sared ceriicae holder v ishpsr ande Dt & doneedt Bher cemifcane Gows nor denoe
posicrramant o apposal of Feces -ty devics cor sutifsfmet byt B8 Fout anal Driag At 108 021
REG SERVICE INC et o0 Dabally' 10 diiy Decsan or £68ite i Eommaiimn mith De fegoing.

Aauant folT PR KR Rag our o 4 pheaee exfnb 1 AT o @ epinratian mimbar dosmaf @ any
iy chevnirte a8 e T e Al el oo pan o8 e asyees! Busesese
o o o ol AT i menleacing and O LETALE LA
T 1.5 oo Do Ackmervairanion alnes aar ime & r-frﬁ'm- of reiEteR nar SN e U7 Fann anclDmig Agmmestration
ORGP & et of regeTval DCT -G SERVICE 0 i nod afietmd walth aie L Foumy anet’ Dy Adlemidntiiios
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Xi'an HaiYe Medical Equipment Co., Ltd

L

TUVRheinland

Certificate

g The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the crgangation
Xi‘an Haiye Medinal Equipment
Feng Ju;& tndustﬂul Park

city
‘3’1'[!3(10 Shaanxi
China

has establshed and applies @ gualty managemeant syabem lor medical devices
far the: falcwing scopa

Manufacture and Distribution of Video Ngoscopes
and Disposable Video Laryngoscopes dad

Prceal Fas bessn furnished (hat the requirements specifiad in

EN ISO 13485:2016

ore fulfiled. The quality managemant system s subjecl to yearly surveliance.

Effective Date: 2018-06-29
Cerfificals Regatrabon Na S 50132095 0001
An audd was performed. Repori Mo, 50170533 002
Tres Carfcats is valid undi Hrxi-11-08
Gertificaton Body
.f‘.-' &
(( DAKKS
\_}__\_\_\-\_ i

Akiredtierngizie
-2 LALER-20 -0

Dile - 2019-08.29

TI:I'IE Hi‘lainhnd LGA Products GmbH - Tlllyltﬂll 2- !MH

BOE 117 fpe A T BOA-T m-rmad Carl yndcifp o Eiv DI TR Pawe

Your Intubation,
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CERTIFICATE

OF QUALITY MANAGEMENT SYSTEM

This is to eertify that the quality management system of

Xi“um Haive Medical Equipment.Co.Lid
Registersd Address: Feagjing Industrinl Park, Xian City. Shosngi Proviece, China
Posteste: 7108
lanufocturing Address: Fenpfiig Industrial Bark, Xian Cly, Shasns) Provinoe, Chins
Has been assessed anid conformed to the following standardis)

GHT 19001-2016 idi 1S0 9001:2015

The certificate is valid for the following scope:

The Design,Research and development, Production snd Serviee of
Medical Video laryrgoscope, Bispasuble vides Larygoscope bludes.

Dt of issue: August 17,2008
Dhate of expiry: August 16,2021

Gieneral Munoger: #

BELING HUA GUANG CERTIFICATION
OF MEDICAL PEVICES COL, LTD,

Samns This coritfos sl sl be calid awid # ) hh b Wb il sadiin
_-I-rln“-ﬁhuiﬂ'lrh e ol ik “'*ﬂ'
e T R L LL LY e P T ™Y

A Bag M Woni sivemt, Dy bmig bt fieifing, 10T L], P Ubins Trinpimse: 4182341991
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Best Partner !
Thank You Very much
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