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Lecture

workshop

1. Fomuun ISO 15189/ 1SO 15190/ BLQS’s requirements (6.5 ¥31.)

1.1 wuzhszuuaunniesufuRnismenisunmgd (Quality System for
Clinical Laboratory)

lassasivesssuununnlusEivang

4 General requirements

5 Structural and governance requirements

6 Resource requirements

7 Process requirements

8 Management system requirements

R 07 15 001 ulgu1anssusesnnuaunsaiesujiinisveaau
AIUNTTHNNEUALATITUEY

N 07 15 001 UlgU1IUagHanNayINISERNSUNANITEDULTIEU
\3esdioinenenans

N 07 15 003 ulgungasuanNUINITNAZaUAINTIUY
NsIguLgURanagaUsEnINinaUjURNsHazN1sUsTIIY
AUAINITONITNAFDU

N 07 15 007 ulsuigiasudninausinisaaundulalaznisussuiu
AN Lo uTINITIn

N 07 15 009 Policy and Conditions for the Use of an
Accreditation Symbol or a Statement to Claim Accreditation
Status

0.5

1.2 nsienuuazUszendlitenivun 1SO 15189:2022

SO 15189 Wiy Forhmusdifaiinuusuifudounniosuas Toun

- Impartiality (4.1), Organization (5)

- Process management (7) in management & process

- Document (8.3)

- Resource requirement: Equipment (6.4), Reagent-
Inventory (6.6), Personnel (6.2)

- Improvement: i (8.8.2), Nonconformity (7.5), CQI,
Assessment (continue in Part II)

mmigwuﬁuﬁlﬁlaﬁaq WU Clinical & Laboratory Standards

Institute: CLSI Guideline, ISO 22367: Medical laboratories —

Application of risk management to medical laboratories,

ISO 35001: Biorisk management for laboratories and other

related organizations
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Lecture | workshop

1.3 dommunu1nsgiuanuasnsie 1SO 15190: 2020 waskuin Ui 2
AULINITINANLUADASY
LU
- Hazard risk, Biosafety & Biosecurity, Infection control
- Blood collection safety
- PPE
- mﬁ@miﬁuﬁ Clean arear & Contaminate area

- Waste management

14 ngszideu wan)nuneilineavoiun1sINNITTLUUAMAINLAZAIY 1
Uaensiy

Ly
- w1ty idelsalaziwainds

- WIETUARNITENE TG
- wegTUyQRan1uneIuIa
A

Y L%

- wseswingRnuasasteuadiuyana (PDPA)

2. MISUTMTIANIANMEEIURIRRIURUANIenIswANg (11.5 9.

21 msuimsinnseuidssesies foRnismsnsunme 2.5
- 15O 22367
- Risk management (management & process: pre-analyze,
analyze, post-analyze), 7 5n

- Risk management tools

2.2 Workshop 1: Risk Management according to I1SO 15189 CAPA, RCA 3

2.3 Workshop 2: Risk Management according to ISO 15190 Safety

2.4 Workshop 3: Risk management (management & process: pre-

analyze, analyze, post-analyze) FMEA, Risk matrix, RPN, Risk Plan

3. NIRTIUTLAULALNISIWYUUNNT B (4 4.

3.1 walAningIauseiliy m1uunsgu 1ISO 19011 1
3.2 WANASAIUTDUNNTBY/ANASIAluTauNNsas Lag Root cause 1
analysis
3.3 Workshop 4: N19501923U5%LU Internal audit & WaUTaUNNTDILAY 3
wAladaunnses wag Root cause analysis
4 a
4. @oulpllyu 1
394 12 12

nugng: 1. Lecture \Ju on-site %30 online AlA A Workshop aoadu on-site Wity
2. ANSIANNSOUSLAEATUNSRAAGRIUNSEALA AuAMNLIEaL Tagwiarilas
S282181N159USUA B4 I TesNINANUUA
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