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National Institute for Health and Care Excellence

Transcutaneous electrical neuromuscular stimulation for urinary incontinence
"Interventional procedures guidance" Published: 24 August 2022
rEREEEZESEZHRRERXEREEESHIAR IPAZMERE TER@ENRN
BRIMFANRRREZSENTARIEES| 1 185184
https://www.nice.org.uk/guidance/ipg735
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1. Dmochowski R, Lynch CM, Efros M et al. (2019) External electrical stimulation
compared with intravaginal electrical stimulation for the treatment of stress
urinary incontinence in women: A randomized controlled noninferiority trial.
Neurourology and Urodynamics 38: 1834-43
180 BREZPEMNBNURIELUERSE A RSB BRINBEATRIE - £
A 12 Bya&EE - 19sEARENE -

2.Celenay ST, Karaaslan Y, Coban O et al. (2021) A comparison of Kinesio taping
and external electrical stimulation in addition to pelvic floor muscle exercise
and sole pelvic floor muscle exercise in women with overactive bladder: a
randomized controlled study. Disability and Rehabilitation 1-9
66 UREMBEETBMRRELIMEES 3 H - HiE 6 AaE - BEESRIE - Al
AMBL R B 2R EEBIEME1ERIEE) - BEERANVRMRY - S 7 BE
BRBHOAE - H 3 i BIRAENE,; (EREMEEHENETE  EF 1 HE
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3.Correia GN, Pereira VS, Hirakawa HS et al. (2014) Effects of surface and
intravaginal electrical stimulation in the treatment of women with stress
urinary incontinence: randomized controlled trial. European Journal of
Obstetrics, Gynecology, and Reproductive Biology 173: 113-8
A5 UENMRERELUERESD 34 - EiE 6 BaE - S RRINERE - BRER
AEEERIAA - ARRINBEABRIZNT ARGEE 1hr RERE - 7 - B8
BAFRREEEFRERMRE LIIABEENSE - HPUBAZRIAENDEDHE
IREARE - BERANTAHLRIE  EERIE -

4. Karaman E, Kolusari A, Kaplan S (2020) The effect of neuromuscular electrical
stimulation therapy on stress urinary incontinence recurrence: a randomized
prospective study. Eastern Journal of Medicine 25: 506-12
48 IENMRREFIBHITE TVT/TOT RERBRRFINLMEES 2 4 - iliig
EEARAEBRAE2R) 2 REBERAENEREES UREMENIEHEE - BRI
NMATNBUEMREFRENLNEEETMRE -

5.Guo G-Y, Kang Y-G (2018) Effectiveness of neuromuscular electrical
stimulation therapy in patients with urinary incontinence after stroke: A
randomized sham controlled trial. Medicine 97: 13702
82 U EER 6 EAEMEMRERERE(B 57% X 43%)7 2 tH(BERIA
BRI A - EE 10 B)a%E - AERIFCES R T ANTER BN SUK Y
KREEENNEEITRREEED -
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6. Pane-Alemany R, Ramirez-Garcia |, Kauffmann S et al. 2021. Efficacy of
transcutaneous perineal electrostimulation versus intracavitary anal
electrostimulation in the treatment of urinary incontinence after a radical
prostatectomy: Randomized controlled trial. Neurourology & Urodynamics
40:1761-69
70 UBHMEZEERIRFNESHELRNIMRIEERSE - 7 24 RRINER
AKEER vs. BBAERIE: EIBERER) #4810 BaviaE - 2 48 10 B8 S RE
24hr REAF ~ £EmE - 9ABENNE -

7.Shen S-X, Liu Y (2018) A retrospective study of neuromuscular electrical
stimulation for treating women with post-stroke incontinence. Medicine 97:
ell264
163 IXMEPREBEBRIEERSE - 79 2 4 (BERAEERERIE vs. EBR
All4R) - =48 8 BIAE - 56 4 Bt - AERIRN ABESRGNRA R ERSF K
SEMBERAENKRAREERE 85 8 A% - AERAN AHBLLEES 254K E
RIABEER - 8 BaEYE - BEUFARKE -

8.Kolb G, Kolb E, Richmond C et al. (2019) Surface-applied electrical muscle
stimulation for self-administered treatment of female stress urinary
incontinence. Journal of Women's Health Physical Therapy 43: 188-93
20 X MEBREZPEMNBNIMREE - IRARINERIE - EELRFEO6E - &
BRIEREELER A7 HNEEESHRRE - EREASAEETR 8 KX
UEBENEEmERGEREERHEERA -EE 6 BaE BEUARRE-
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&

AR

mAREEEE RS-48R

Bt

7B FEEM(LiPo), 3.7V, 210 mAh

AEER Type C 8 5V/0.25A

L 177" TFTLCD ¥ BEE

RARGYIE 24GHz, BEALE, 10 AR EAR(HHEEEE
EIRD R NESE ML Class || EREE

IP £ IP22

R~ 125mm [4.92"] x 40mm [1.58"] x 13.7mm [0.54"]
B 44.1g

BIE/RE/ ERIRIERE

mE

0°C to +40°C

=E 10 to 90% RH
Ef 700 hPa to 1060 hPa

&) 7ENIEEM(LiPo), 3.7 V, 210 mAh
EEIR Type C 88 5V/0.25A
E'-E ABEE 2BIEE (BE A MAHEREL, 388 B: USB Type C Eilt)
BRIBUR EIRESE PP
;ﬂ% SRR 1-100 Hz
SRR 40-400 us

E—jﬁﬁmﬂj EEul

80mA @500 ohm (max.) ol:E&sE: 1-99 P&

\\\,.?%]‘*/FE 24GHz, BEECE, 10 AR EAREimbEE
BEIRD AR ANEENHNE _SHERES

IP 54K P22

BEaMERER Type BF

R~ 61mm [2.36"] Diameter x 14.77mm [0.58"]

£ 34.2g

BRIF/ 7/ BRI

mE

0°Cto +40°C

RE

10 to 90% RH

700 hPa to 1060 hPa

FRKXZRIREE PFR-01

k=

PFR-01 (FBEEH)

BERREEME B PC AN (MeR - olEBHE)

R~ @31.6 mm I ARE : 70mm #ZEE : 95mm
EIHIRETE % 767 mm?

EAES BERPCHEE (HE)

W B8 Tyvek SRAEFTHER

WE 3% 5 1SO 11137 Gamma B E

EEHB LA EIERE ORI - PHEEN  REVHE - Gamma
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Levina® 4 SR ERHeE B%E RS-48

Bl HEHEEER

REMOUAR—MEXENEXBERIRIE(ZFT - RRABRGINERRIESE) - EBEEAN
mARRA e 5 E EN/IEC60601-1-2:2014+A1:2020 EMC ML 1Z#E/RE - WEESE
tseaESE CISPR TEE SRHAIETSE (RF) MENEAE TEETEMEE
2 (WNERE - Bk - BREF ) -
ERER TR R =R E'Tﬁ(;j% EBUAREMBE RSB TE - (B2 - BIAR
e NEREEBMA RF ( 5RERSE ) REFMTZLAGAMEER - 1B AR S
EHANMEY - BFE2REU N EMC %‘% ;

EMMISSION:
STANDARD ITEM REMARKS
CISPR 11: 2011 Conducted This EUT is not connected to AC
source directly. N/A
Radiated Group 1, Class A
IEC 61000-3-2:2014 Harmonic current emissions For the equipment with a rated
power of 75W or less, limits are
not specified in this standard.
IEC 61000-3-3:2013 Voltage fluctuations & flicker | Fulfils
IMMUNITY:
STANDARD ITEM TEST LEVELS REMARKS
[EC 61000-4-2:2008 ESD Contact: + 2kV, +4kV, + 8 kV Criterion A
Air: £ 2kV,+ 4 kV, + 8kV, £ 15 kV
IEC61000-4-3:2010 RS 10 V/m, 80 MHz - 2.7 GHz Criterion A
80% AM at 1 kHz
[EC 61000-4-4:2012 EFT + 2 kV, 5kHz / 100 kHz Impulse | Criterion A
Frequency, 300ms Burst Period
IEC 61000-4-5:2014 Surge AC power port: 0.5 kV, 1 kV Criterion A
IEC 61000-4-6:2013 CS 3Vims 0.15 MHz — 80 MHz, 80% Criterion A
AM at 1 kHz
6Vims in ISM and amateur bands
IEC 61000-4-8:2009 PFMF 30 A/m Criterion A
50 Hz / 60 Hz
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Levina® 4T SRKMEBRIZEE B5%E RS-48
IEC 61000-4-11:2004 Voltage dips & | Voltage Dips: Criterion A

voltage variations 1) 0% UT,; 0.5 cycle at 0°, 45°,
90°, 135 ©°, 180°, 225°, 270°,
315°

2) 0% UT; 1 cycle; Single phase
at0°

3) 70% UT; 25/30 cycles; Single
phase at0°

Voltage Interruptions: Criterion B
0% UT; 250/300 cycles (50/60Hz)
at 0°, 45°, 90°, 135 ©°, 180°, 225°,
270°, 315°

RS-48 S5 —EE s M AR RIFES - RIAERA 2 BILdE - BiEamE R 24GHz &
MBERASE RERARLUETERI - RIAESE T I LARBIERSHUEBR S/ 3 @
BT ((BHEAR ) A

NCC LP0002 {&IhE5{38E ’f%?i‘iﬂ]fﬁiﬁ =iz

ABEBEB NCCEESHE - FRIEAEST "BNREREHNMEEREEE" 1

R+ I %:

B+ 115 BARESBZEINRGEEH - & - 25 - BRNERENARTE

BHEEER  MANRNBE R 2551 RIEE -

FTIE: BNRFAERZERATRERMZERTRSZERE, ERRETER

ZF - BIUEFR EREZETERLSSEBER -ESERERE  BRERSEETE

1?%2&%?%3_1; BINRFEERADRSZREGEA LR NEREERERE T
RexfEZ T8 -

RS-48R & #m3%: CCAM22LP1933T2  RS-48U & #m3%: CCAM22LP1943T2
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RIEFRE

ad T

ErEBRER D AR AT ZMI Electronics Ltd.

8
SHEMAERNER 286 Z2K4 821 41822 -6 182 1 MK 286 24 5% 6

BZ1-61822

&Eh. +886-7-815-0053

E-mail: mail@zmi-electronics.com
FEERE TS 007885 It

BERME:

EHEBEER KM BRAS ZMI Electronics Ltd.
SEMmpIEEREEE 12 5% 12 82 10

Bah: +886-7-815-0053

E-mail: mail@zmi-electronics.com

Levina® S44M® PN MG REEMEE -

IR RS I A S P AT (R -
R4S www.levina.com.tw
E&IRF: service@levina.com.tw
¥ 488855 +886-7-815-0053
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