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wselouwnd (Good Manufacturing
Practice for Medical Device) %38
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Requirements - 1SO 9001 :2015)
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o. WeRpwiegunsalitlyialunis
TrindemnuSeuRu (superfical
heat) Lol

(@) wnulimnSouseliii
(powered heating pad or
electric heating pad)

(o) ﬁmﬂaﬂjﬂ (steam bath
cabinet)

(o) WPidRIBUANLSOUTY
(moist air heat therapy unit)

nsdiAsasiiounngitiigs
®. [EC 60601-1:2005+AMD1:2012,

Medical electrical equipment -

Part 1: General requirements
for basic safety and essential
performance

. IEC 60601-1-2:2014, Medical
electrical equipment - Part 1-2:
General requirements for basic
safety and essential performance
- Collateral Standard: Electromagnetic
disturbances - Requirements

and tests

(stand alone software) @ 94 o 1T u
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lo. e egUnsalflvinaluns
Undnmsmmidunseun e
(controller cold compression
unit) ivnensdinsesdiounmdia
mdalaglgliin

. LeonFogunsaifilinalunis
Srdgeti (hydrotherapy or
immersion hydrobath)

<. \nTeavizegunsalitlvinaly
nstUamenszialniing
Toun

(o) DB UNTRIU RGN
nsztalinss (galvanic or direct
current)

(o) wiowidogunsait1tnde
nszualniinpsadugag (interrupted
direct current)
¢. \n3eavizegunsaliilyinaluns
thinsenszualiihanuden
A1 b,000 WNT Lo

(o) \n3avieRUnTAITRdY
nszualiiaduled (sinusoidal
current)

(o) whewogunsalinde
nszualileeglanniin (diadynamic
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WnsgrusazdanmuaNIL*
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curent)

(o) wRBBSRgURTAIT IR
nszualivhaAn (faradic current)

(@) \3esvidenunsaiiitnge
nszualnidngage (high voltage
current)

(@) wRonfegunsaiflvialy
mstUelaensnsesudulsvam
WA T enszualiin
(transcutaneous electrical nerve
stimulation - TENS)

- = g v

o. iFBniagUNTlvkaLLMS
°o o w a ]
Unipnenseuabiinaudsening
©,000 - 9,000 S5 laun

(@) 1ATReUIRRUNTAIUIUR
menseualiihdumesinasy
\@ea (interferential current)

(o) o UnTiU AR e
nsesaliSadieu (russian current)

o = ¢l ¥
nsalinsawizagunsaliliinaluns
Untalasnsnssduisulszampiu
Havtledaenszualnii

(transcutaneous electrical nerve
stimulation - TENS)
IEC 60601-2-10:20124+AMD1:2016,

Medical electrical equipment - Part

2-10: Particular requirements for the
basic safety and essential
performance of nerve and muscle

stimulators
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o, PR ogUnsalilyinaluns
S$rinsenduliivondy
wlwdnlinenafiinnnii v,ooo
B5nd laun

() \n3avi3egUnsaiviin
é’aaﬂ?{uéﬁu (shortwave
diathermy)

(o) 1ATReIRgUNTRIUR
melulasan(microwave
diathermy)

- - ¢ alg v
<. \Asewiseunsallinalunis
Undnsaensewalninadin (static
current)

- - ¢ g v
«. Ww3awisegunsalitlvinalunis
Undaseauuuaiivgn
(magnetotherapy)

nsdlides3agunsaitindieniy
&y (shortwave diathermy)

IEC 60601-2-3:2012+AMD1:2016,
Medical electrical equipment - Part 2-3:

Particular requirements for the basic
safety and essential performance of

short-wave therapy equipment

nsdlinves3agunsaltingae
Talasianl (microwave diathermy)
IEC 60601-2-6:2012+AMD1:2016,
Medical electrical equipment - Part 2

6: Particular requirements for the
basic safety and essential
performance of microwave therapy

equipment
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oo. in3aasegUnIaiflinaly
mMsvtinsneadlsineliAnns
wANE? (non-ionized radiation
therapy) el

(o) \W30vRgUNTARITR
musidaansililoan
(ultraviolet)

(o) A3RMTRRUNTNUNTR
M Taddunusainfrared)

(n) P3RVTRRUNTAIUNTR
sheuaagesuiaidm (low
power laser)

= = &g v
oo. W3TORUNIallNAlY
nsUUAMenaNIunNa
(mechanotherapy) lein

~ A o~ ¢ o0 o v
nsginsaizagunsalitindae
waaasydaniainn (low

power laser)
IEC 60601-2-22:2007+AMD1:2012,

Medical electrical equipment -

Part 2-22: Particular requirements
for basic safety and essential
performance of surgical,
cosmetic, therapeutic and

diagnostic laser equipment
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(@) LA309UIA (Massager)

nsaiA309U2n (Massager)
®. IEC 60335-2-32:2002+
AMD1:2008+AMD2:2013,

Household and similar electrical

appliances - Safety - Part 2-32:
Particular requirements for
massage appliances

. IEC 60335-1:2010+AMD1:2013+
AMD2:2016, Household and similar
electrical appliances — Safety - Part 1:
General requirements

en. EN 55014-1:2017,
Electromagnetic compatibility.
Requirements for household
appliances, electric tools and
similar apparatus. Emission

& EN 55014-2:2015,
Electromagnetic compatibility.
Requirements for household
appliances, electric tools and
similar apparatus. Immunity.
Product family standard

&. IEC 61000-3-2:2018,
Electromagnetic compatibility
(EMQ) - Part 3-2: Limits - Limits for

harmonic current emissions
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NHULUR

() Seduasiiiou
(vibrator)

(on) wS0afldAusulunTs
Unim (pressure-applying
device)

(@) wdaadamelviiih
(electric traction machine)

(&) 1A3099aRT1H1A
(ultrasound)

ob. n3aTogUNIanlinaly
15U UAMIEN1TENANEINY

(exercise therapy)

(equipment input current <16 A
per phase)

o. [EC 61000-3-3:2013,
Electromagnetic compatibility
(EMQ) - Part 3-3: Limits -
Limitation of voltage changes,
voltage fluctuations and flicker
in public low-voltage supply
systems, for equipment with
rated current <16 A per phase
and not subject to conditional
connection

nsdliA3nsganswnad (ultrasound)
IEC 60601-2-5:2009, Medical
electrical equipment - Part 2-5:

Particular requirements for the
basic safety and essential
performance of ultrasonic
physiotherapy equipment




v A

WY o WUUTNEUTINIANTENTIEITITUEY 1389 AvuANguLATaliaunNdviTaIATadaunng

G

Sy a
NHNAANTD

v

e

U1 ADIITIUNITHAZLDEA W.A. wdDm

NGULATDINBUNNENIBIATDHDLNNE

aan**

LBAFISANNULATD L BLLIWNE **

EEN

A Y A a v € ¥V A o w
sesldnIonandainitiieneninuvn

(0) ToUDUATRIIDUING

(o) %aaumamsawawma (23)

(en) %a;mmmsumamumam TER)
aouiitgn udusngel lunsaldu
wumﬂmmm%aamwmam o uag
Uswmﬁwmamma winll wansiodn T

LLﬁ%L@JE]\Wl an 19 LLﬁWI“UE]L*’\]']GUEN

2o 2D

NARAU 1199 USLMARUBINARN 9

LasUSENATINE ALY

(@ wuilusundssenisaziun
\sasdialnme

(@) USunameaniag }

(o) tavfinsosnusLaninSiiingn vie
PUBLAVAIAU (serial number)

(0) FovoaATosiiounng

(o) SUE]SU‘UEIGLﬂiaﬂiJE]LLWWEJ QYD)

(on) Fouazfinsmesmanuiingn wioaaud
Ut wiusinsdl Tunsdhfudundili
UAAITBENUNHAR WBd WarUseineings
fae wmj,ait,l,amﬁ?iaamuﬁ wazidlowingn
Tuansdaidwoandnsnne Wee Usewme
e man e wasUssmATRAnwn
(@ InqUszasnnisiy uazvausld

(o) 3851 wagdsiiusnw

(o) Tovuld Afiou Lazdandssyialu
ALY

() 2183l (6n3)

“MIlEnRAINLaEeNAITY
insestlaummddouaniseavdon
(ee1etioy) AuseazLBeniii g
Tudyil




