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1. BXRZZIRE - BREREE

e.g. BEN 44 o[ AR/ TIFRE S ERVER/M/A15 Electric tilt-in-space/ height adjustable
commode / shower chair

« |EC60601-1 BHESRE 1870 EXL T HMERNUEERBRENR

2. HERERE

e.g. BEEE K Smart Hospital Bed
« |EC60601-2-52 BHERME 52-5288 70 BABRKNEARALZEMERNERESEHEK

B ENFZ I Electric Mobile Hoist
« |SO 10535 BN Em: AEEBHEEW: TRk R A
o (IMEIELZ(GESEHMAESEIEE)RML) REO

BB C1E15ER 1S Electric-assisted Stair Climbing Wheelchair
- EN 12183 F&h#wta: ERKM BT A
- EN 12184 E&) k15 BENN T B RE TR B ERMA 5T A




IEC 60601-1 BAER&E 1870 EALZEZMAERNMEENBEHAEK

BSEN 60601-1:2006+A2:2021

Incorporating corri D 2006,D 2007, March 2010, July

Y EAERERREVREER b S

® Izﬁjtﬁﬁ % g BSI Standards Publication

. WIEMRE (BRI - EEISMMEE - FEEY)

Part 1: General requirements for basic safety and essential performance

- BRFIPGEEIMNEL - rEE AR ST RV IR AT
- BREIREBEEGIEAR

- REBARERERE—REREROEHRBHESEIMNEMNRR bsi.
21 g

[ R 3RRE: BS EN 60601-1:2006+A2:2021
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Lateral Stability Test

IEC 60601-2-52 BB HE R E 552-52877: BRBARNERZEMEARMEEZEHEXK

Finger Width:
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Figure AA.15 - Example of potential PATIENT| Figure AA.12 - Example of potential 2

entrapment in area C between SIDE RAIL and PATIENT entrapment in area A below the Safe clearance for foot:
HEAD BOARD SIDE RAIL >120mm

Figure AA.13 - Example of potential PATIENT
entrapment in area B

°|

b=180mm

5=130mm

Underbed clearance for toe:
>50mm

[& F 21&55: [Online] Available: https://www.medstrom.com/wp-content/uploads/2021/02/SM614-Understanding-2-52-Brochure-Rev2-Feb2021.pdf ,

BS EN 60601-2-52
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1ISO 17966 AR FERABZNEABEHEZRE: ZRMalberr A

AR EEmHER
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BeZEIREEREIRE
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Figure 31 — Statlc test of height adjustable plinth/bracket — Figure 18— forcesan arm view

B R 7R BS ISO 17966:2016 6
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ISO 10535 ENEmm: ABER HREERNK: ZRkMalberrix

AREREEALHESEMNERZIZRE
e A el B 5 2
- A - BB
- BALEERY /75 &l
- RERETRE
- BRLEERF RSME AR
A EBSREHRENERERUE NG EF RIS E
BhENIZHN (‘Hold to run’ control) BLE M RYIR(E

i)
A ACRE R m =/, =h 5
EEREERECIEREE R
Fi| dummy for mobile hoists for transferring a person in standing position

8 R 2RR: BS EN 10535:2021
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Declaration of Conformity

= e
A =
) {q Manufacturer
|:| e —
Company registration no:
Company address:
Eudamed SRN:
Ref. Ceri. No.
Page 101136 Reference No. SCG2014500-10-12-10-MDD Devices
Category:
IEG SYSTEMFOR MUTUAL RECODNTIONOF TEST  SYSTEME GEIDACCEPTATION MUTUELLE D TEET REPORT Intended Purpose: Fall prevention
e FICAL EQUIPMENT 2 JEN S0601.1: 2006+A2013 ¢
ELETRIGUES (E0E8 METODE 00 Risk classification: MDR Class 1
- Part 1: General
B TEST CERTIFICATE CERTIFICAT D'ESSAI OC EN 60801.2.52:20104AC2011
oot Medical electrical equipment - T |
ey
Part 2:52: Particular requirements for the basie safety and essential performance L L Genaral device wade nama in English BaslcUniol
e e s et — of medical bods Lo
= St
e 0302 B =
5 30 s o s s Tested byt signature) . D . =
R b R £
RIS A A i 50500
e g saess o e oy e ) o501
TR ke f s o —=
e, e 90503 i
Ratnge 210 prmga crarsercies Testing aborsiory: 30504
e & cesmnospcs Fncpes fam . e
s o aness
e R — 90501
Testing locaton 0602
50503
B e S g Clent al [soe06
Jeiste
o ype et e 4 Sl
Aenne AT 50508
et s s ot spoctiostion —= 90509
oo . EN 60BD1-1 2006441 . o
o |Sncrd 113 ENB0I 25220 0rACrzpN See appendix for list of accessories.
s e s s e 10 s kg o T
SR oy Procedure devatn........ NA : ; z
Un échantilon de o2 produta élé essayé ot 3 & Non-standard test method NA declares that this EU Declaration of Conformity is issued under the sole
Pl - 3
responsibility of and that the devices, that are covered by this declaration, are
s shom s st Rt et Ho. i o Test report formblank est report "
Lo e in compliance with Regulation 2017/745 {Medical Device Regulation)
S Tiao s e oot aessss rumes ce- Testrepart o No
bere o orso s o e e T motadty
T Cs Test Carpeats s ssued by e Natons Cerfeston Socy Mastor TRE Stockholm; 2021.05 17
G ot es5a O £ fab arl e Nationa ds Cerication S Sign by authorized signature
1100 8 i, it 0 2
o b 8 DM
a
] ot kT i e
e i s e s
Date: 0131220 Signature cEo
TRF No. IECTEN 60601




7/

(LA g 2 A S B
R EREE
Supplier's declaration of conformity (in accordance with

mn BYER e— -
43 5 18 R it e R
AN AREME 2 EE TS e N
IR ARERETE M IES 0 i e et ot o g e e 4
ARERNESNREZRE/AFIEKR ,om
EEREREL LD IEE TS HIERE e
R i Jeee
(H{oI+HEARVERINE S
BIRNFRHY RUOAERE - REA TG et

2 FN k17

Ak

o3t

(Place and date of issue)

(Name, function) (Signature or equivalent authorized by the issuer)

[ R/ 2R: BS EN 17050-1:2010
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1. BEIFERXEGREERREENEZEm 2. BEFERAXHFAREREZREEm

/1L /5o

(3) Product Name/ Model Number 3-Function Extra Low
|
Electric Nursing Bed / ijﬁju_{i I'I'n.'.IT.CFI iib'ACC'FPT.:"ATi.DN Ml.lTlIl-tIi E DE
| ppET =
ki kr.dy ., T4 LEC60601-1:2005/AMDI : CB TEST CERTIFICATE
2012 Reference No.: 713182211 (7[5 ¥t CERTIFICAT D'ESSAI OC
Declaration of Conformity A2 M. D Control unis

sonz: [ =2 1eceos01-1-2:2014

SR, O

Product name:  Electric Hospital Bed
vosets: [ was. I ++ sc00:

Type: Class |
1:2005/AMD1: 2012 Reference No.: 713102780 (7
The submitted sample of the above product has been tested for CE marking according to the BB 2 M. )

related Europ Directives,

| Devices Reg ion (EU) 2017/745

For further information please see altachmant

T IR, 74 1EC60601-

Standard(s) used for showing compliance with the essential requirements in the specified

- . - Rated voltage: 100 — 240 VAC, 50/60 H;
directives): 1:2005/AMD1: 2012 Reference No.: 713187709 (% o e it #
EN 60801-1:2006, EN 60601-1-2:2015, EN 60601-2-52:2010, ﬁﬂ;ﬁ“[ﬂ#uﬁ’:&ﬁﬂwﬁh ) Degree of prolection IPX4, IP44, IP54, IPX6, IPGE

Protection class: [
Intermitted cperation. 2Zmin / 18min (ON / OFF)

IS0 10993-1:2018, 150 10993-5:2016, 150 10993-10:2010

o4

The referred report(s) show that the product complies with [s) rec I as giving
P ption of i with the ial requirements in the specified EU Directive(s). The
applicant may affix the CE marking to the product.

2023-8-4
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3. BN HEAREE X

- HEREmOUWERTE

Manufacturer

Name: | T=cHNoLoGY

c E ) DECLARATION OF CONFORMITY
‘ ACCORDINGT0 () 011745 MEDICAL EVICE REGULATION
Manufacturer

FO Representatye e ———

Product Information

Conformity Assessment

Declaration

Remark

AT

_Products Co. Lid

1/3/2023

DECLARATION LETTER

Attn : Mr Wong

This letter is the formal letter of the] N
Products Company to declare the product, 5 Functions Nursin
Bed With Extra Low Position, model numbe_?s
equal to BB ectric Five- Function Home Care Bed. Thank
you.

B3

) C "\ I wsonzns

Annex

froms o

eecrmic
HosPITAL
se0

l‘-l—l:n:l::rl.

4. H=ES

Bk 181 58k 51l

Declaration
We herewith declare that the above-mentioned products meet the
requirements of Medical Device Regulation (EU) 2017/745 and the

applicable standards above

'h’r o2, 2012

Place: Guangdong/China

stanc

1644

L S

EIRN I A L ETIE R 2

We herewith declare that the above-mentioned
products meel the reguirements of Medical Device
Regulation (EU) 2017/745 and the applicable
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5. ERCBEARSELNEELE  CANZIEEASNREERS
BNy TRESHTABERR 2 REERUND
1B /A o

. B - No.  : DT23040447
The supplier is yet to provide relevant documents to substantiate

. . . . Applicant (08316348) :
the compliance of the electric bed with electrical safety standards i _

(e.g. IEC 60601-1 and IEC 60601-2-52, or equivalent).

. . . . . Description of Sample(s) - Omeil) siyle of submiited sample(s) said o be :
Specifically, the subject model is not covered in the Declaration Ti HfE a8 FE R Electric five-function nursing bed/= Dy i
1 HL A E H Electric three-function nursing bed
of Conformity. Style No.:

Composition: §& 4
End Use: 5 {1 #EK

Irate sample(s) Received t 2023-04-23

Date Tested © 2023-04-23 to 2023-(4-25

Result Summary;
[No | Test Requesied [ Condusion | Remark
| 1 ] Safe working load test on medical beds as per IEC 60601-2-52 ] Pass | -
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