ICS m=tk&bi7mm 16S =
SR E AR AR KT

DB44
S R - B S
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ETBIIIZRY

Upper and lower limb training device

(HER & AR

XXXX - XX - XX &% XXXX — XX — XX it

IFTHREREERAREER %
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E BN

1 SEE

AAERE T B TGRS kR EoR, RIG77E. B, brd. 3. B,
ATEMARAEE B T3, 10 X B RN CBA TR IR »

(EENaEEITE

——HRE BTN S HA BRI E AT I G

—— B AT I 2R

2 HsettsImxtH

N ANSCAESS T A SCRE R R AT A e MR H AR 5] SCE, AU H IR ASE H A
o EANFEHIAM G S, HEFRA CBEFTA MBS & A

GB 9706.1-2007 PEMHHA®HS H1HD: @A ZR (IEC 60601-1-1988, IDT)

GB/T 9969-2008 k™= fbfd FH e B 45 &l

GB/T 14710-2009  [= FH HL #3 PRI SR A ARG 5 7%

GB/T 16886.1-2011 [EIT7 &MV =M 1 5 K EHEE AW IF 558 (1S0
10993-1-2009, IDT)

GB/T 16886. 5-2003 ERJTastk AN VPEAN 5304y RSN E RS (IS0 10993-5-1999, IDT)

GB/T 16886.10-2005 [P=J7 & bk A= 2= VP A S5 103 4« W5 38 AL Bl B2 il 3 (IS0
10993-10-2002, IDT)

GB 24436-2009 A IZRaEM 404010 H Bk

YY 0505-2012 [ MAES H1-2840: ZAeEABRIFIRME: mRE ZERARKE (1EC
60601-1-2-2004, IDT)

3 ARIFRZENX
3.1

ETBINZ  upper and lower limb training device

FE BV BT S B B, % 88 LI IR AT s s E S i B A 2 sl 2k, LLRIBILIAZ 30,
(et F R, O SRR A, SIS TGS, (L Bk DY i Dh REFI VR 1K R I SR o

3.2
BREINZZEM rehabilitation training instrument

T SR D RERENG & HEAT BE R IR 25 B
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3.3
HWEMN%  passive exercise

SATRNAARTIEA CIashi &, mIZe A aylEesh, s T sailigizs).

3.4
FEMNL  active exercise

B SR 5 ERAT Iz,

3.5
$=ZE  Spasm

AR RN ZE, UL SRR R, A B b ek,

4 7R

WG BE 9 E R BONZRA BN N B SR PRI 22 RN 2R U 6

5 EX

51 EBIEFEH

a) MIEEE. 45 C~+40 C;
b)  AHXHEE: 30% RH~80% RH;
c) KAHS: 700 hPa~1060 hPa;

52 SUREBEXK

5.2.1 IREAWERIRR I NOCHT B ST, ARIERE A SOV LR RITUE . R, . R
AL BRI ARG . AR A SOV B A EAAUE . FURAEGRE

5.2.2 WHEMREMEFERE. B85, ARVAEIE. F%. BB 5B SR 2SR,
5.2.3 MRMEREROTE., BEHS, TR L. R, RO MBESEE.

5.2.4 JRIEMFIRGERINETE, TN, RO JOEEERIE.

5.3 EEMaE

5.3.1 %%

IR SN AT N mT T, IR U R N AN (5~40)  r/min, 0%
4 10%.

5.3.2 EHH%E
IR UM BT RPN R T, LR R T VEE AN T (4~8) Nem, SRZEHNE10%.
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5.3.3 IR EA EZINZR. BEhiIlZrmfei.

5.3.4 YIZOUE T I ZRBEa T, e aub i filid i L2 i PRAEIN Bl st ORs e )8 0y 3= sl X
BNGRBAE T EBINGBT, AR HR T & RUE I IRERS, BRI o s,

5.

5.

5.

3.

3.

3.

~

~

~

(o]

5 YIZRAKHIBE J oA B AT o
6 SN ATIRFEIE . REEBNTT 1A -
7 NN BAERZERE R DIRE, 2 00k I 21 58 2 22 B A H 3 & 7 1) o

-8 YNGR BB A S R R N 2 BB T AN RE R 2E4T

WIZKRTE]

IR R (8] B2 JE N AN T (0~20)  min, f8ZEN £ 5%,
MRS

GRS TARRE T, TAEMA R A KT 60 dB (A) .

WL ERE M

IR AL RER IR 25 R BT & T BIE -

1 R iR gl RANE AT 2 A KT 1

-2 AR AU G 2 RN TE BUBUR Y 5

3 BRI e A RN AR ORI
REEK

1 NFFA GB 24436-2009 HHLSE .
.2 NFFA GB 9706. 1—2007 [IHLSE .

.3 NFFA YY 0505—2005 fHLE .

IMEIR IS
YIERAX A IR R NGB/ T 14710 — 2009 S ISR TT2H, HURIAEE L [T ZH 2Kk, &5

RS FYE H R 3 N RE SRS N B AFAGB/T 14710-2009F 55425, SE5E [FI3EKR .

6

6.

1

I 7%

R

BRIRIT,  HIBE R LS. T TR AF.

6.2 SMRUREBEXK

PAH ISR AT, S5 RIVATH5. 2 EK,

6.3 FEMEEIRE
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6.3.1

LU H U, BINREOR BRI, REHETEREL, K L TR e o
HBCE N EIME, BKAERI50%, RKME, PR TR, tFRIELSIEREE, 45 RNATES. 3. THIER,

6.3.2 HIHLHHE

U SR, WE AR, A E R L R b TN R R 7 0 v By i ME
EKAAMI50 %, KR, ARG WS, 4R NATES. 3. 2/ 2K

6.3.3 U UL SEBREEAE ISR, CLE SIS ER A, S5 RN TS 5.3.3. 5.3.56~5.3.8
IR,

6.3.4 NG THANINEGRNT S A2 U WIS UL B SERR AR ISR, A b o o a7 B PO BR
8, KEHRBUHOENRE NG TS INZBET, U B UE B SEPR BRI 2R, A
Pl R T oublig g I IRE R, R HR SO E i, S5RMATE 5. 3. 4 IEK.

6.4 YIZAETE]

{20 A5 UGB SE PR BRI ZRAN, A B U RIS T FRIBEE VE R, R IR 8] 70 )52 5E 95 min, 10 min
AN20 min, FIAFADRIEILCERIE, ZERMATES. 402K,

6.5 MBEFERL

W IGACE T /KT b, 5l AR E R R IR TAERS, PR S A T-20A
TR it B FRCEB BRI mib I mT. S5, A AVUARIE RS, BOLEKE, 2R
5. bIEKR

FESRES R AT S 1Y) & AR T A 2010 dB (A) &

6.6 EYREABM
6.6.1 ZHMEEMERLE 1% GB/T 16886.5—2003 1 8. 2 I EBATIRLS, Z5HEMNITE 5. 6.1 HER;

6.6.2 IRRAEHE MR 4% GB/T 16886. 10—2005 H 4 7 & il e #t iR 06, SR % 4 5.6.2
I ER

6.6.3 [IfEGRE: 1% GB/T 16886. 10—2005 HHPf3¢ B A B. 4 B AT IR, ZERNFFE 5.6.3
IR

6.7 RERW

6.7.1 $ZGB 24436-2009 [WANE AT AL, 25 RNAFE 5. 7. 1 K,
6.7.2 $ZGB 9706. 1-2007 HJME #EAT 5, S5 RPBIFFE 5. 7. 2 K.
6.7.3 FZYY 0505-2012 FIFLEBEAT IR, S5RMNFFE 5.7.3 HEEK.

6.8 IMEIAL

F%GB/T 14710-2009 1 #L & BEAT 1056, 45 SRR FF & 5. SHIE K.

7 fRis. ERIREAPH



DBXX/ XXXXX—XXXX

B EIIGRACNAERE H ROAL B A= EmWHHA T SRS
a)  PEmAIR S

b) &) 44

c) 1@)55 FELIA ;

d) ) S E

7.1.2 fdEpRE

FLEERE LR T AR
a) filiE) 44 KMk
b) AR
c) ‘O . “mb” o M FERbR G, HEFERATA GB/T 191-2008 HIFLE ;
d) EBE. IMERT.

7.2 {ERuEAH
PERESR P I 2 A ANGES, Jf HAR St B EORIG IR AT BERL

8 BF. T, IF
8.1 A%
BRI HB . RIS IE. AR,
8.2 Ii&fi
AT TEa FIE .
8.3 M7F

B35 AN AR AETRE-20 "C~55 °C, AHXHREEA K T93% RH, Jo B il itk = pA R X R 47
=W




