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1-Laboratory:--------------- 2-Tel,Mobile: Fax: -Address:----------

1S015189:2022 : L, ,Lxe-Y
Assessment Dates : b, & ,6-f

Criteria in assessment
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Assessment scope: Based on clause? in the Accreditation Application form

Opypns  Owoss O wows Ollael : iso el JSwf

Accreditation type: Granting O MaintainingO Renewal O ExtendingO

o Od)f: o5l é}t‘“’O 0y 9 S e 5,550 O o9 b3l O 9% oy 5l b O dze o 2Ll 2l sl SasS-Y
Oalas O suis el slanss;b O PT/EQA ;s o Shos

Assessment technique: on-site assessmentO remote assessmentO witnessingQO document, file review O
review of performance in PT/EQAPO unannounced visitsO interviewO

Osazme bjyl O bl wojl O gl byl O Slosiio w0jl 1 0b3,l g95-A

ReassessmentO SurveillanceO Assessment type: Preliminary visitO Initial assessmentO

u_d wl.;..’b)lf ) ubb)) ) g.:l;»‘ g q )u;'l"))‘ o L;l.»é:.c‘ -1
Assessment team: 1) Team Leader: 2)Assessor(s): 3) Technical expert:
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23,5 1,21 1S0 15189:2022 5 it lolyll obool 53 i) o bl lidlys 5l

Sypa 9 Sgesy Syga byl g 00,5 wyp IACLD-F30 o5 b s kbl 095 cand S g olfialo;l (9o ciledlbl ¢ b3l aig, 4o
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According to the assessment program, the assessment was carried out based on the requirements of the ISO

15189:2022.

In the assessment process, the written information of the laboratory and the self-declaration checklist with the

code IACLD-F30 were reviewed and the assessment was carried out remotely / on-site, the opening and closing
meetings were held with the presence of the top management of the laboratory, and the heads relevant section

and relevant staff of the laboratory.
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In the closing meeting, the team leader emphasized that it is the laboratory's responsibility to ensure all the
requirements of ISO 15189:2022 has established, implemented, and monitored continuously.

toud o lio sl  Sows i
olim.‘Loj—

J.AT Cawdy ).J) 6[.@ ub“;bplu.,.})o oA ‘5; d.:s,o..» LSLQ °)9~°5LS)L€.J°‘ Qj}wj&‘u‘w IR 9 —‘—"

With the review of the documents, the self-report checklist, and the sampled items during the assessment,

the following findings were obtained:

General requirements cogoc <lol 1 -F

Impartiality b o-V-¥

Confidentiality Slo yo-Y-¥

Management of information oledb| o pow V-Y-f

Release of information &ledb! Lasl-Y-Y-f

Personnel responsibility ;LS IS coJgtue-V-Y-f
Requirements regarding patients 4! low 4 =1y Olol 1 ¥-F

Structural and governance requirements g ,ts b ol -8

Legal entity ¢l o 92-1-0

Laboratory director ol b 3T sy ~¥-0

Laboratory director competence syl ;! us, (Kiwolo—1-Y-0
Laboratory director responsibilitieseKisle ;] s, slo cdgimms—Y-Y-0

Delegation of duties ca;lbg 985 -Y-Y-0
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Laboratory activitiesel&isbo 3T gla culled-¥-0

General oLUs-\-Y-0

Conformance with requirements &bl JI b LY -Y-0

Advisory activities g siwe slo Colas-Y-Y-0

Structure and authority L1 ¢ jLslw -F-0

General oLs—\-¥-0

Quality managementolXiols ;! cu yae-Y-F-0

Objectives and policies by i bas g Blanl -8-0

Risk management s j <o pdo—F-0

Resource requirements gt bl i -#

Generalwlds —V\-#

Personnel ,Us,l5-Y-#

GeneralolUs-\-Y-¢

Competence requirements K.l bl J-v-Y-#

Authorization s Lo -Y-Y-#

Continuing education and professional development gl 45 > arwg g pgloe (o;40-F-Y-F
Personnel records LS IS &lg-0-Y-#

Facilities and environmental conditions Jawxo oy 9 g —¥—F
GeneraloUls -yV-Y-#

Facility controls oMyus sla Jus-Y-Y-#

Storage facilities L5l &Hlgus-Y-Y-#
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Personnel facilities ;,ls IS &g ws-f-Y-#

Sample collection facilities aiges (5,51 goz EHgus-0-Y-#
Equipment o) gz - f-#

Generalo sy -f-#

Equipment requirements gl;.qz ol J-v-f-#

Equipment acceptance procedure olyges (opdy ol (o ,-Y-F-#
Equipment instructions for use solatwl sl Sliuazs slo Josdljgws-F-F-#
Equipment maintenance and repairsl g jes 5 5 logS-0--¢

Equipment adverse incident reporting sl sl olayg, 2o o,1;5-#-F-#

Equipment records g 3ilsw-V-f-#

Equipment calibration and metrological traceability ol o jlail (Sbo ) coild g Ol xi oy gum! e 5-0-F

GeneraloLls -\-b-#

Equipment calibration &l g ¢geml o J5-Y-0-7

Metrological traceability of measurement results s ,.5 ojlal mbo sls ojlal Sbo, colB-Y-0-F
Reagents and consumables & pao oM3l g b & y20 #-F

Generalolls-\-#-#

Reagents and consumables — Receipt and storage i,Lil 5 (5,58 = 8 pae oMl 5 o (8 j20-Y-F-F
Reagents and consumables — Acceptance testing s pds ;yse)l - 8 pae oMl g o 6 2a-Y-F-#
Reagents and consumables — Inventory management 554> g0 oy 3 pao o8l 5 b 8 j20--F-F

Reagents and consumables — Instructions for use eolatw! sl Josdljgiwo— 3 pae o8l 5 b 8 2e-0-7-F

Reagents and consumables — Adverse incident reporting wgllasl slayg, o5 (5,155- 8 pae oMl g lo B y2e-F-F-F
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Reagents and consumables — Records &lsw- 8 a0 oMl 5 lo (3 ,20-V-F-F

Service agreements Cwoas &yl by 4ol cddlgo V-F

Agreements with laboratory users olfisle;l Sloss 53,5 L s asls cdlge V-V-F
Agreements with POCT operators codle Jow ,0 oyg030 b ye b bo aal cbdlge Y-V-#
Externally provided products and services glojlw 49y ool ol 8 Olovs g OY guaxo A-F
Generalolls V-A-f

Referral laboratories and consultantsleslis 5 l> ) slo olKisle;l Y-A-#

Review and approval of externally provided products and slejls (s p 0ads ool 3 Sloas 5 &Y game anl  5,5550 Y-A-F

services

Process requirements oo 8 <ol 3 -¥

Generalolds —\-V

Pre-examination processes ywlojl 3l (i slooss? 8 -Y-V

Generalo s -V-Y-v

Laboratory information for patients and users oloas 505 1.5 5 o) len sl oKiolo;l Sledol -Y-Y-Y
Requests for providing laboratory examinations alile;l slo iolesl 5l ool 3 (ol Caslgs o -Y-Y-Y
General oLUS-V-Y-Y-Y

Oral requests walas slo Cuwlgs ,o-Y-Y-Y-Y

Primary sample collection and handling ] &  Sauw, 5 adsl g (5] go-F-Y-V

Generalols -V-F-v-v

Information for pre-collection activities s 5! poz 5l J3 sla collad gl ledb-Y-F-Y-V

Patient consent ,leu cols -Y-F-Y-V

Instructions for collection activities s 31 o> slo = Jled sl olo Jorllygiwo-F-F-Y-V
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Sample transportationages Ji 5 Jo>-0-Y-Y

Sample receipt asges i pdy-#-Y-V

Sample receipt procedurediges i pdy ol ig,-V-F-Y-Y

Sample acceptance exceptionsaiges (i pdy sboliul-Y-F-Y-Y

Pre-examination handling, preparation, and storage isle;! 5 (i 3,5l g (5o oolel ¢ Saus, -V-Y-Y
Sample protectionaises clbla> -\-Y-Y-Y

Criteria for additional examination requests Lol iole;l slo cuslgs )0 (sl b Lae-Y-V-Y-Y

Sample stabilityaiges (g lasL-Y-Y-Y-Y

Examination processes il glaisl 5 -¥-¥

GeneralolLls -V-Y-v

Verification of examination methods i l;l slo by, G owas-Y-Y-V

Validation of examination methods il ;l slo b9, (5,135 amo-Y-Y-Y

(MU) Evaluation of measurement uncertainty (MU) coaké sae olos; )| -$-Y-V

Biological reference intervals and clinical decision limit __Jb seoas 590> 5 05500 a2 50 sl 03L-0-Y-Y
Documentation of examination procedures _ile;l ol>! slo g, (gjluwdiineP-Y-Y

Ensuring the validity of examination results gz s Ll 5l loadol-Y-Y-Y

Generalolds-Y-y-Y-v

Internal quality control (IQC) 5l coa S s -Y-V-Y-Y

External quality assessment (EQA) >, coaS obj FY-V-Y-Y

Comparability of examination results sl ;! zls s 3y awslio-F-V-Y-Y

Post-examination processes oy bojl I w a3 -F-V
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Reporting of results gl oo 5,551 -f-V

Generalols-Y-\-f-v

Result review and releasezlis jsu0 5 (5 ,S55L-Y-V-F-V

Critical result reports Jl > axcs gla o )l5-¥-V-f-V

Special considerations for resultszls ¢l ol Slas>Me-F-)-f-Y

Automated selection, review, release and reporting of results s 5o 20 (5,155 550005 ,55 s bes el -0-V-F-Y
Requirements for reportsla 155 sl SlolJl £V -F-V

Additional information for reportsts i 1;5 ol 5 Sl Sledlbl -V-1-f-V

Amendments to reported resultscos i )l38 zlo 4 b 4ol -A-V-F-Y

Post-examination handling of samples _zsle;l 5l s b digos S ,-V-F-V

Nonconforming work gulaiol ,i5 -8-V

Control of data and information managementwleMbl cy pow g B osls J s -#-V

GeneralolLds -\ -£-V

Authorities and responsibilities for information managementoleMbl co poe sl b Cdgtum g Ol L -Y-£-V
Information systems management sledb| sla piww o pae -Y-F-Y

Downtime plans sy sle asl , -F-#-V

Off site management s ;| z & &y yae-0-F-Y

Complaintswb s -Y-V

Process s l,8-1-Y-Y

Receipt of complaintcolss cél ,o-Y-Y-Y

Resolution of complainteoSs fas g J>-Y-Y-Y
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Continuity and emergency preparedness planning g )l sl Solel g pglai 35 b -A-Y

Management system requirements o p g phivsaw bl 1 —A

General requirements cogoe bl 1 —-A

Generalolds -V-\-A

Fulfilment of management system requirements g e s Sl 65l 0,91 -Y=1-A
Management system awareness o yoe e 25 -Y-1-A

Management system documentationcy ydw mehimwmw (§ jbwdscumos —Y—A
Generalolds -\-Y-A

Competence and quality c.aS g cu>do -Y-Y-A

Evidence of commitmentagss aalss -Y-Y-A

Documentation g jluaciu. -F-Y-A

Personnel access ;LS IS o yiws -0-Y-A

Control of management system documents cu oo v S jldwo J oS -Y-A
GeneralolLls -V-Y-A

Control of documents &lociis J uS-Y-Y-A

Control of records &lgw Jyo5 -F-A

Creation of records &lsw olx! -V-f-A

Amendment of records 3lsw Mol -Y-F-A

Retention of records &g laas -Y-f-A

Actions to address risks and opportunities for dgugs b Cwoyd g b Sy & (SBlop jalin 4 Glladl —8-A

improvement

Identification of risks and opportunities for improvementsgg, !y b cus 3 g lo S ) Slolis -V -0-A
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Acting on risks and opportunities for improvementsg.ags sl b Cuo)d g b Ko, (59, 2 Sloladl -Y-0-A
Improvement s g.ugs —#-A

Continual improvement yaiuw 3.0 -V-#-A

Laboratory patients, user, and personnel feedbackelKisle;l ;LS IS 5 Sloas 505 1.5 ) lew 0,95 5L-Y-F-A
Nonconformities and corrective actions Mol Gloladl g by 3ldasl pas -Y-A

Actions when nonconformity occurs aas e &, albal poc a5 olSin Sloladl -V -Y-A

Actions when nonconformity occurs Mol pladl ooz 51-Y-Y-A

Records of nonconformities and corrective actions Mol Sloladl § by 3ldail pas Glgu -¥-Y-A
Evaluationsla obubj,l -A-A

GeneralolLls —-V-A-A

Quality indicatorsceas sl jasls -Y-A-A

Internal audits I>ls sla (g jmo0 -Y-A-A

Management reviews o ypow b 5,530 -4-A

GeneralolUs Y-3-A

Review input s ,55L slaslaig,s Y-9-A

Review output 5,550 sleslaig,s Y-9-A

(POCT) bl yo Joma 3 39037 (52 099331 @lol 331 (ool 31l Carwgs

Annex A (normative) Additional requirements for Point-of-Care Testing (POCT)

Non conformity gLl pus— Y-3+
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Major non conformity e §ldail pae—1-Y-1+
A5 00y e Bldail sas ( SU 5Ll bl g (g Lkl 09 e S Dlaiiss cwy g G S diged Al O

Based on sampling and review of documentation, the self-declaration checklist, and the conducted assessment, no major
nonconformities were observed.

ddr 545 0 Qb o Lag e Gl pae 90 <= o Sl ol 5 (5Ll 955 Cand Sz ¢ Slitis (o) 2 5 5 gl iy 2O
3,5 olKilejl g 5 oo IACLD-F27 65 55 s Llail poe wogiSie (3155 5 g pa3 gl e Lansgs el

4 IACLD-F37 Mol alaidl (3,55 sl p3 Jlooyl 5 oSS 5 b 5Ll poc 28, jymm ————— b olislel o oot (3355 cons ol p3Y
e ladl ols gl edas o S loe plo ol e
Judos Jle lain) e g (59,508 51 o S el pile oKiulosl I SOTEC Y-V VY VY 5 lasbial A-7-Y o ol con 058 0 ST
C’->)Lo‘ ra‘.\s‘ u*’)‘)f PRTIR |) 0 (S, C).’a L ooad r:l?u‘ deJa.:‘ pas ;o Cé) 6‘fASGaMuLA‘&B‘5AJ£‘)‘LmdLb| pas (! ddy, e
- doles Cio gy S5 4 IACLD-F37

Based on sampling and review of documents, self-declaration checklist, and assessment, ---- major non-

conformities were identified by the team, which was explained and written report of non-conformities in the
JACLD-F27 form by the team leader at the closing meeting and delivered to the laboratory

It is necessary for the laboratory to remove the non-conformities and provide the corrective action report in
IACLD-F37 form and send it to AB along with other related documents.

It is emphasized that according to the requirements of clause 7-6-8 of the ISO/IEC 17011-2017, the laboratory

is required to provide an analysis of the extent and cause (e.g. root cause analysis) of the nonconformities and to
describe the specific actions taken or planned to be taken to resolve the non-conformities and with considering
time limits, corrective action shall report in the [ACLD-F37 form and submit to AB.

Minor nonconformity Jj> sLkil pac-Y-Y-)+
pae Sy o 42,51 055 o Sblosl 5 90,5 oa (55I0b olSialesl 4 il > 5o 45 aiteod ogilly slo Ll poe S5 sle Glelal pac
oo 31 o gy 5 e sl 3 Shoteed dialegl ol e Jlo il b 0 i (2ol phadl 51,2 5 (et Jpmis o35 ks
2 50 9h e (bl e lp JSte Jo 5l p5Y aaled S (oo )18 Suome (il 990 Lk 45T gam (sla (Dbl o b all axils plad]

35 miee Gleail pae 15 4 e Wlg oo om sla (2] 0 S plas snalive & jgeaiy]
Lazdl & )90 50 5,9l0k) 1 5 Blbail pas 5)lge

10-2-2-Minor nonconformity
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Minor nonconformity that does not affect the capability of the management system to achieve the intended
results is noted and notified to the laboratory during the assessment. Although the management of minor
nonconformity is not subject to the determination and implementation of corrective action, however, it is
necessary for the laboratory to take the necessary measures to manage and resolve it in order to provide the
necessary evidence in the next evaluations, which will definitely be reviewed again. Resolving a minor
nonconformity should be demonstrated for the assessment team, otherwise, it could lead to a report of a
major nonconformity in next assessment.
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11-Additional follow-ups

11-1- the corrective action report forms and related documents are sent to the assessment team to assess.

11-2- If the team confirms the closing of non-conformity, they will send the final report to AB to prepare the
file for submission to the decision-making committee.
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11-3- If the team does not confirm the closing of non-conformity, the work steps will be carried out according
to sub clauses 1 and 2:

11-3-1- AB Notifies the laboratory of the non-acceptance of the corrective action and agrees with the
laboratory to set a new deadline to resolve the non-conformity within the framework based on an agreement
between AB and the lab.

or

11-3-2- With the negotiation between AB and the lab, the subject of the test is removed from the scope of the
accreditation request.

11-4- In some cases, the assessment team may need a follow-up evaluation to ensure the adequacy of the
laboratory's actions and necessary competence, in which case it will make the necessary arrangements with
the laboratory.

Team Leader:

Sign/Date




