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1) IEC 60601-1 General requirements for basic safety and
essential performance

2) Collateral standards numbered 60601-1-x 2y IEC
60601-1-9 , 60601-1-2  Electromagnetic compatibility
—Requirements and tests .

3) Particular Standard —IEC 60601-2-x fuguidtanias'lal
Aunness1u General /Basic standard t2u 60601-2-1 —
Safety of Electron accelerators in the range

4) Performance standards in the 60601-3-x
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IEC 60601-1-2

IEC60601-1-4 Programmable electrical medical system
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93/42/EEC w5a CE marking for Medical Devices 12 EN
60601-1 defimnunaunduniiaudu  IEC  60601-1
1ass1u MDD 93/42/EEC wazasnadauusa qayanis
Tl R PRI (IR (Risk Management) enumasgIu IEC
60601 w¥a EN 60601 fluiieodrunis doazsiaslesuns
a523a1n  Notified Body, NB alaazualiifinsvadau
NLANATN WAT5IU MDD 93/42/EEC

us
UL 60601-1 Lﬂummsmuﬂaa US av audu IEC 60601
LﬂumaLaan’luwwamﬂsaauauwmumvﬂgnm au  IEC
wia messutadlssing ansst tae Aunanfule twsed
ANuLAiiaudu

Japan -JIS

Japan flnessiu JIS T0601-1 ahu%m%'ao electro-medical
products. Taafitusaunsauid e3acfiawnwnd Aa  JAAME
(Japanese Association for the Advancement of Medical
Equipment) uevael MHLW anals PAL (Pharmaceutical
Affairs Law) isziiluziayaain JAAME  u3a avdnsusadondiu

FG9AVANALTALILLYIN ‘imﬂwugwuwamuumaa JIS T0601-1 w3a
WinuvinanAulaaasanessiuAazaansunaskiiun1ssusadidugu

fotfu Wiusenaunsindnalnsaliadacfiaunng AldlWih wia
nau awlnnsaiing maawmsmwﬂﬁﬁﬁmu IEC w3a EN 60601 -1
s IEC /EN 60601-1 Lﬂummmummsamaummﬂaamﬁﬂ
naanIvstiinndndoal (Safety Lifecycle) Buan sluuy, As
wenzviduesa, msdsafuanudas, spec, aanuuu, ladu
Ns1gesnen, Msdiudseid@eundas  unsesienie wialdeu
Tai'le

Q Time Consulting Service :

Consulting - vinslvddinsnluanasgiu IEC
JEN60601-1 wéauﬁmmswun%msmmLﬁnq
(1S014971:2009), svuuudniIsaainInaadLlAIadia
unngl (IS013485) uazsauliéii MDD 93/42/EEC
dmsuatasfiaunndlunanivvuadidnnsafing

Training - nsflnausu dadvuaduiiusruia

3aNANUWIaNAaUMsNaFaL waznlaluuasgiu
wiaflunuvenmswaiunandaal

ID Line : gtime-consult

Do Not hesitate to contact us @ Hotline : 089 485 1991, 081-713-3450, 0 2965 5181

Q Time Consulting Service Co.,Ltd. www.gtimeconsult.com info@atimeconsult.com




