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Review Report -

Documentation
Review Report

No. 30180305.GKMOS30

Holder :

Review goal :

Product :

Model(s) :

Classification :

Review output :

Date of issue 05 March 2018

Chief Iv\cmoger

Guangdong Kaiyang Medical
Technology Group Co., Litd.

Fushenggang Yanfeng Shishan Town, Nanhai District,
Foshan City, 528231 Guangdong, China

Review of the Technical Documentation in
regards of the requirements of the Medical
Devices Directive 93/42/EEC Annex VI

Wheelchair, Commode Wheelchair,
Commode Chair, Shower Chair, Rollator,
Walker, Walking Stick, Crutch, Cane,

Hospital Bed
(see the following annex |)

Class |
(accordingly to the Manufacturer’s declaration)

The output of the Review of the Test Report
identified with the no CE/MDD-GDKY-2018 is
that no Non-Conformity in regards to the
requirements of Directive 93/42/EEC Annex VI
has been detected

Expiry date 04 March 2023

DepuTy Monoger

Ente Certificazione Macchine
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Review Report -

Annex |

No. 30180305.GKM0OS30

Product Name

Type

Wheelchair

KY?58LC-A, KY?58LC, KY?58LC-C, KY9?58-C, KY?59LJ, KY959BJ, KY997, KY720L, KY721L,
KY723L, KY728L, KY730, KY730-A, KY750L, KY751L, KY756L, KY775L, KY775L-A, KY776L,
KY776L-A, KY777L, KY778L, KY778L-A, KY779, KY779L, KY784L, KY802, KY?80AC, KY?80LA,
KY980LQ, KY860L, KY863LABJ-B-12", KY863LABJ-A-12", KY863LABJ-12", KY843LAJ-20",
KY863LAJ-B-20", KY843LAJ-A-20", GK863LABI-16", GK863LABJ-12", GK83LAJ-20", KY844LJ,
KY864L, KY864LY, KY865LABJ-12", KY867LBJ, KY867LBH, KY848L, KY868LAJ-B, KY8L8LAJ,
KY868LAJ-A, KY8B68LIJ-A, KYBEILAJ, KYB6ILB-A, KY870LBJ, KY871LBJ, KY872LJ, KY873LA,
KY874LAH, KY?001L, KY?002L, KY?003L, KY?003L-A, KY?003L-B, KY?03L, KY?03LB,
KYQ03LACX, KY?03LXQ, KY?03LQ-A, KY?06L, KY?07LABJ, KY?08LAH, KY?08LAX, KYP09LAH,
KY975LAH, KY?50LBQ, KY?50LQPT, KY?51LQ, KY?52LQC, KY?53LQ, KY?53LQXC,
KY?53LQ-A, KY?56LAQ, KYP54LGC, KY?54LBGC, KY954LGC, KY954LRGC, KY954LBRGC,
KY954LRBGC, KY955LB, KY?56LQH, KY972LJ, KY984LJ, KY?73LAH, KY?76LA, KY976LAQ,
KY976LABJ-8", KY?76LABJ-A-12", KYP8OLA, KY?81L, KY?82LBGC, KY?83L, KY?88LAQ,
KY863ABJ-12", KY863ABJ-20", KYBO?F, KY809, KY809B, KY809BJ, KYBO9E, KY809-C, KY809Y,
KY868, KY870ABJ, KY871, KY871AJR, KY873, KY874, KY874B, KY874Y, KY874A, KY875, KY901,
KY?01GCJ, KY902C, KY?02BC, KY?02GC, KY?03GC, KY903, KY?03B, KY?03AB, KY?03BJ,
KY903RB, KY?04B, KY?204BJ, KYP08A, KY?08AB, KY?09B, KY?5TAC, KY?51B, KY?56XQ,
KY956X, KY?56Q, KY?57BGC, KY?72B, KY?72BJ, KY974, KY976A, KYP76AJ, KY983, KY985,
KY?86BQ

Commode Wheelchair

KY607GCJ, KY608LGCJ, KY608GC, KYS608GCE, KY609GC, KY610GCJ, KYS606LAY, KYS01Y,
KY602C, KY603C, KY604C, KY605C, KY607, KY608, KY608F, KY608L, KYS09, KY670S, KY 681,
KYé681C, KY683Q, KY689, KY689BQ, KYS89U, KY690, KY691, KY691S, KYE92U, KYS92E, KY693,
KY695, KY606, KY696, KY697, KYEP7L, KYSE99L, KY699, KYE99W

Commode Chair

KY800, KY810, KY810-A, KY810-B, KY810L-B, KY812L, KY813L, KY814, KY815, KY815R, KY815L,
KY816L, KY817, KY820L, KY821L, KY890, KY893, KY894, KY8941, KY894L, KY895L, KY896,
KY897, KY897S, KY898, KY890-A, KY8%0, KY890-A, KY899, KY899-A, KY899-B, KY880, KY881,
KY882, KY883

Shower Chair

KY820L, KY7102L, KY790, KY791L, KY791L-A, KY791S, KY792, KY793S, KY794L, KY795L, KY796L,
KY797L, KY798LQ, KY798LQ-A, KY799L, KY7100L, KY780.KY781, KY782, KY783

Rollator

KYQ141L, KY9142, KY?143, KY?144L, KY?144L-A, KY?144L-B, KY9144L(S), KY?145L, KY9146L,
KY9148L, KY9149L

Walker

KY912L-2", KY912L-2.5", KY912L-5", KY912L-5(S), KY913L, KY913L(S), KY914L-5", KY915L,
KY915L(S), KYQ16L, KY917L, KY918L, KYQ19L, KY9S1L, KY962L, KY963L, KY964L, KY9S4LR,
KY965L, KY965L-2.5", KY965L-5", KY965L-5"(N), KY966L(S), KY966L(S)-2.5", KY967L, KY9468,
KY970, KY971, KY972R, KY9701, KY9702, KY9703

Walking Stick

KY920L-M1, KY920L-M2, KY920L-M3, KY920L-M4, KY920L-M5, KY?20L-Mé, KY?20L-M7,
KY927L-M8, KY927L-M9, KY?27L-M10, KY?27L-M11, KY927L-M12, KY927L-M13, KY927L-M14,
KY210L, KY920L, KY?20M, KY?201L, KY?27L, KY928L, KY9282L, KY?283L, KY?288L, KY?29L,
KY930L, KY936L, KY?38L, KY?38L-A, KY?38L-B, KY?39L

Crutch

KY925L, KY925L-A, KY925S, KY935, KY935L, KY923L, KY?33L, KY?33LR, KY?331L, KY?332L,
KY937L, KY?37L-A, KY?351L, KY?352L

Cane

KYP11L-A, KY940L, KY921, KY922, KY924, KY?24L, KY926, KY?31, KY?32, KY?32L, KY934,
KY941, KY942L, KY?42L-A, KY?44, KY947, KY9321S, KY9322S, KY?323S, KY94243

Hospital Bed

KY4055-32, KY401S-52, KY3125-53, KY309S-53, KY308S-32, KY306S-52, KY3055-52, KY305S-32,
KY217S-52, KY303S-32, KY313S-32-B, KY313S-32-C, KY218S-32, KY219S-53, KY215S-32,
KY209S-32, KY210S-12, KY212S-32, KY211S-32, KY2135-32-B, KY302S-26, KY213S-32-C,
KY208S-31, KY207S-32, KY203S-37, KY202S-37, KY201S-16, KY105S-32, KY105S-12,
KY113S-32-B, KY113S-32-C, KY103S-32, KY102S-31, KY101S-11, KYO16S-32, KYO16S-12,
KYO15S-16, KYO13S-31, KYO13S-11, KYO12S-11, KYOT1S-11, KY301S-16, KYJ201S, KYG403S-52,
KYG201S-32, KYG201S$-12, KYQO1S, KYQO3S, KYQO04S, KYQJ04S, KYQO7S, KYQO8S, KYFOTS,
KYF102S, KYF203S, KYE102S, KYET06S, KYE107S, KYEO1S

Ente Certificazione Macchine

Via Ca Bella, 243 - 40053 Valsamoggia Loc. Castello di Serravalle (Bo) Italy
& +39.0516705141 & +39.0516705156 X info@entecerma.it ® www.entecerma.it




