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= YEBRHBNE EACISAH=ELLHSEAI & ZH0ITAI0I22 HAOZ 3I0f 417129
M2 S £5 MN2CS DE HIAN M2ES J|HGACH, WY I S0 14971:2007S
2501 £5tD, A#M5D D2l BAIBH.
2. A2 HECQ Hgye
= Bl HEAMS YANM MZESs “Z2CISAH=S282EA 0 ot OHEAS
ZAGD, BWE AR 1 ZAIS SHO=2 2B HES SHS 025D
IR Ao ABVEA QUAFN UXSIEX T AVAIES USKE DIAS00 &I
ol YRS MAHGID 2O OHEE HMES MASI=E AIR5I DX B
2.1 ©=Ql QA
L9201, 92IIY Al
Lo2I10] MZE ¥ ZEFBRIE

2.2 13 KA

- 1S0 13485:2003 (Medical Device Quality Management System)

- 1S0 14971:2007 (Medical Device-Application of risk management to medical device)

- 180 10993 Series (Biological Evaluation of Medical Device)

- 1S0 11135 (Medical Device Validation and routine control of ethylene oxide sterilization)
- 1S0 14644 (Clean rooms and associated controlled enviroments — Classification of

airborne molecular contamination)
- EN 380 (Labelling)
- EN 868-1 (Sterilization Packaging)
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3. 2 &9
2 HEAMUA AlZ2ole =2 2019 o= s 2.
3.1 fol(Harm) : Scl&EQl AloHLE &4 = THAOILE St A9 &4,
3.2 A KCl(Hazard) : oo &EIHHCl &0l
3.3 oHAt& (Hazardous situation) : AFE, THAH €= 2AH0| otLE O|AMS RO ==

& EX

3.4 o= = 2% (Intended use) : HMEXII M23t= MY, XIAIA L A0
HZE, T2AMA = AHIAS A

3.5 =¥ FI|(Life—cycle) : == NLSHUAM =S BHIIMNK A2 =H 2E A
3.6 A& (Risk) : ol Al2tst HEQF YMIISHO 59 X&HIs
3.7 AE =24 (Risk Analysis) : RFlolRolsS AYs] &S AHGHI| ol JIE2H

HAHCZ AMEots A

o

CZREH A=

7l e
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o
]

3.8 QMM (Safety) : == 2}

3.9 =FJI(Life-cycle) : ZA N SHAHONA =S HIINMK 2AZI10] =F 2

3.10 MAH Z(Post—production) : O™ s £
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Qg a2 H&= A (Risk Management Plan) SMHT RP—123
_ I8 2Kt 12.12.01
SO AI=TZAHPDOO1 2 2%F) HINEHT 0
HO[X| 09/12
8.2 &MII=sH
AoH(Harm) 2l HAMIISHS 6SHE 28 SICH (ZM5I2/1HS/1H)
g =y a2l
(PCHIHHAS G2 8 SN
ASE grA B
(Frequent) 6 1/10 £ P
JUES=TPX!
(Probable) 5 1/50 < P < 1/10
p]E=RETOY oo =
(Occasional) 4 1/200 = P < 1/50
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