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3.10

3.11

3.12

[

#a1un1salgnidu(Emergency situation) minedie anunisalildusereniusiunwesss
nsENUNTEIousABANAIUYRIUTEv Y 5lUT afB5TTNTAT NTENUA DA TN TUTY B
Sudusosihnmsmalishuilendirasaniunisaiiines:
n12zanAu(Emergency) vings
o wgmsnifiintuituiivila Tnelallddinsaefadamin Suaadseudemesedundey
lunsauanUae MaliunisiUiedeamgavzdn wu i Uszdr nsdwdd szuu

asauwea hdausaldaule

o wpnsaifivinlidesuiuszuuiniaviaineudesnisuiniafiaduesdundu el
FUhonazymansUaensty 1y gURMRMY N13UsEYne MaAuIUIY MIyngnantuil sy
eszilnlugniuneung
(@sn.)

FuIsesUfiAnas (Laboratory management) vanefis anzyanafiiuiiisuinsouuas

fgnunamilevesufjianis loun aaznssunisuimsitesufiainig delignnenslsmeiuia

Wudsesnu

laboratory management: person(s) with responsibility for, and authority over a

laboratory. (ISO 15189: 2022 U9 3.15)

vianewe: unumutiniveaguimsviesdfuannsiszyliludefmuavesuinsgiuaina IS0

15189: 2022 16w

1) Laboratory management has the power to delegate authority and provide resources
within the laboratory. (ISO 15189: 2022 w9 3.15 Note 1)

2) The laboratory management includes the laboratory director(s) and delegates
together with individuals specifically assigned to ensure the quality of the activities
of the laboratory. (ISO 15189: 2022 %® 3.15 Note 2)

3) The laboratory management shall be committed to impartiality. (ISO 15189: 2022
U9 4.1 b)

4) Laboratory management shall ensure that patients’ well-being, safety and rights
are the primary considerations. The laboratory shall establish and implement the
following processes: (ISO 15189: 2022 U9 4.3)

5) Laboratory management shall ensure that appropriate laboratory advice and
interpretation are available and meet the needs of patients and users. (ISO 15189:

2022 U8 5.3.3)
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6) Laboratory management shall establish and maintain objectives and policies. (ISO
15189: 2022 %8 5.5)

7) Laboratory management shall ensure that the integrity of the management system
is maintained when changes to the management system are planned and
implemented. (ISO 15189: 2022 U9 5.5 c)

8) Laboratory management shall establish, implement, and maintain processes for
identifying risks of harm to patients and opportunities for improved patient care
associated with its examinations and activities, and develop actions to address both
risks and opportunities for improvement. (IS0 15189: 2022 78 5.6 a)

9) Where the equipment is used outside the laboratory's permanent control, or
equipment manufacturer's functional specification, laboratory management shall
ensure that the requirements of this document are met. (ISO 15189: 2022 9 6.4.2 b)

10) Special counselling may be needed for examination results with serious implications
for the patient (e.g. for genetic or certain infectious diseases). Laboratory
management should ensure that these results are not communicated to the patient

without the opportunity for adequate counselling. (ISO 15189: 2022 98 7.4.1.4 d)

11) Laboratory management shall establish, document, and maintain objectives and
policies for the fulfilment of the purposes of this document and shall ensure that the
objectives and policies are acknowledged and implemented at all levels of the
laboratory organization. (ISO 15189: 2022 98 8.2.1)

12) Laboratory management shall provide evidence of commitment to the development
and implementation of the management system and to continually improving its
effectiveness. (ISO 15189: 2022 U9 8.2.3)

13) Laboratory management shall ensure that the laboratory participates in continual
improvement activities that encompass relevant areas and outcomes of patient care.
(ISO 15189: 2022 99 8.6.1 d)

14) Laboratory management shall communicate to personnel its improvement plans
and related goals. (ISO 15189: 2022 98 8.6.1 €))

15) Laboratory management shall review its management system at planned intervals

to ensure its continuing suitability, adequacy and effectiveness, including the stated
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policies and objectives related to the fulfilment of this document. (ISO 15189: 2022
U9 8.9.1)

16) Laboratory management shall ensure that actions arising from management review

are completed within a specified time frame. (ISO 15189: 2022 ¥® 8.9.3)

3.13 f3uren1sviesufuanisuseiavtiiasdifnis (Laboratory director) inefis yanai

AuANARaeIUfURNT Tngldanuaiunsa srmnanindl ausuiinvey uasnsnensnlasy

UAUMLNEAINBIANT TuNISATEUNIIAIUTEUUNTIANTSHaTTanUAYRiIUfURNS

Laboratory director: person, or persons however named, with the specified qualifications,

competence, delegated authority, responsibility, and resources to fulfil the requirements

of this document. (1ISO 15189: 2022 98 5.2.1)

4. YUNBUNITAIUNIS

4.1 ANSIANILASHENINIIATIAZ1989ANS

4.1.1

4.1.2

4.1.3
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4.2

4.3

4.1.5 99vauAaINg wanstie-ana JUAIW wagduwvue (Wanevisiundaunaluseuusivnis
wagdunidlussuununmludafendu) Inedavinduthedsunainsinlivsimmndm

Vel UiRn siauansliyaansvieslfiansuazdliuinislasunsu

nsiuiesfinislulsmenunaiiduiifiyana

4.2.1 Whnguneiifetesiuiesfiansdruiduenarsatiuayu(Supporting Document,
sD) Tusguuaunn loun wsgsvlaa@ividnmelan1swnng w.e. 2547(EX-LAB-015),
wsrsadciRedesiiounmd w.e. 2551(EX-LAB-017), wszsuUnyalinsdadodnanauaz

C3 U ¥

N1SUSMITNANNIATY W.A. 2560(EX-LAB-019), ToUsAuanunatdan1sunng 1168

wva ¥V

Jodnianaziiaulalun1susenouen@n w.e. 2553(EX-LAB-020), Wiz519Ua)AANATEY

v q

va ¥ 1

JoUadIUYAAA W.A. 2562(EX-LAB-021), W51y U ey AT 0y av13a15009519015 W.A.
2540(EX-LAB-022), mses1udaaiinssnwinnuiunsasnseleiues w.a. 2562(EX-LAB-
023), w333wﬁ’€y€yf§dﬁaaﬂﬁmw‘hmmﬂmLﬁaaﬁUﬂauﬁama% N.A. 2550(EX-LAB-024),
wizsdelAindenisnssauinfierfuaeufinnes@iuT 2) w.e. 2560(EX-LAB-
025), wsrs1udnyaifitadesdounmd@iuil 2) w.a. 2562 (EX-LAB-026) wssswﬁ’cycﬁ&%a
lsanaziwandnd w.a. 2558(EX-LAB-027) w5190ty Ravn1nusiawis 2550(EX-LAB-
038) 5£iJ8UNTENTNAETITUAVINNIYNTANATOUALIANITTBYAAUHVNINVDIYAAR
W.A. 2561(EX-LAB-039) W3e519U el ANINTFIUN199T85ITU W.A. 2562(EX-LAB-041)
s
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AMENITUNITUTNINBIU UAN5(Laboratory management) #aedalwiin1sanluns
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4.3.1 TvypansluvieadjUanis svhenudnla wazaswdludmuseniewansanuufiinig
NANATU5TINNRIUHUANTNINTWNNE(N-LAB-006) hazazdosdauufeg1unsensn

432 AMENITINMIUIMSTReUfiANTT waryaansynauvesios foRnsdemaniasanisid
uildhusulufanssudilivnzan AelsAnaadends maduduis mssunadsslowd
n3oeg n1elddninasinnisiadeniagsian onafinansznuiennuyud efeves
o uRng
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nuewin 3 nsduaaallisunisdmdendulSusanisluiunisnenmsimaie
nswnng sn.Amenqualatzsiegua lideseennisdemdausmslvuiining vuusun
WYIBINE SN AN ualdIzT) ansausadlidudenunen1siesfiinis Tudunoute

Y

4.4.2 uay 4.4.3 lolay

4.4.2 fvunsruravtiiiiuazadusuinvauve g1l jiAnis deandasiu

HarvuaitszylFluanasgiu 1SO 15189: 2022 48 5.2.2, 5.6 b)

RUTYLIAR:

The laboratory director is responsible for the implementation of the management
system, including the application of risk management to all aspects of the laboratory
operations so that risks to patient care and opportunities to improve are
systematically identified and addressed. (ISO 15189: 2022 98 5.2.2)

The laboratory director shall ensure that risk management process are
evaluated for effectiveness and modified, when identified as being ineffective.
(ISO 15189: 2022 99 5.6 b)
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4.6
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