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Thi tuc Cong nhin Phong xét nghiém
Accreditation Procedure for Medical Laboratory

1.  Muc dich

Thu tuc nay duoc xdy dung dé qui dinh trach
nhiém va trinh bay qua trinh ddnh gia cong
nhan phong xét nghiém ctia Van phong cong
nhan chat lugng — VILAS Med

2. Pham vi

Tha tuc nay duogc ap dung cho Van phong
Cong nhan Chit luong (BoA) - VILAS Med
va cac phong xét nghiém dang ky cong nhan,
da dugc cong nhan.

3. Trach nhiém

Céc nhan vién, chuyén gia danh gia BoA phai
tuan thu theo qui dinh nay;

Phong xét nghiém dang ky cong nhan, da dugc
cong nhan phai thuc hién theo qui dinh trong
thud tuc nay.

4.  NOi dung

4.1. Dinh nghia va Cic chir viét tat

1.  Purpose

To define the responsibility and content of
accreditation assessment process for medical
laboratory of Bureau of Accreditation —
VILAS Med.

2. Scope

This procedure is applied for Bureau of
Accreditation — VILAS Med, applicants and
accredited medical laboratories

3. Responsibility

All the staff, assessors’s BoA must be
complied with regulation of this procedure;
All the applicants and accredited medical
laboratories must also be complied with
regulation of this procedure

4, Content

4.1. Definition and Abbreviation
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BoA Vin phong Cong nhan Chét lugng

BoA Bureau of Accreditation

VILAS Med Hé théng Cong nhan Phong xét nghiém Viét Nam
Vietnam Medical Laboratory Accreditation Scheme

PXN Phong xét nghiém

Medical Medical laboratory

Laboratory

Piéu khong phu
hgp nang

Major
non-conformity

La nhiing diéu khong phut hgp do khong dap img mot yéu cau cu thé theo
chuan muyc cong nhan, mang tinh hé thong va tac dong truc tiép dén do
tin cay cta két qua xét nghiém.

The nonfulfilment of specified requirements that results in a failure to
comply with the accreditation criteria thus leading to the breakdown in,
or the inability to establish confidence in, the outcome of the medical
testing.

Piéu khong phu
hop nhe

Minor
non-conformity

La nhitng diéu khong pht hop don 1¢é khong phit hop véi chuan muc cong
nhan hay qui dinh trong hé théng quan 1y cia PXN va khong tac dong
tryc tiép dén do tin cdy cua két qua xét nghiém.

A single failure to non-conformity with accreditation criteria, or with the
regulation in laboratories management system, which non-affection to
the reliability of medical testing.

Chu thich: cac diéu khong pht hop nhe don 1é néu 6 lién quan voi nhau
va mang tinh hé théng c6 thé qui 1a mot diéu khong phi hop ning.

Note: A number of minor but related to nonconformities, which
considered as a major nonconformity

Khuyén nghi

Observation

Phat hién trong qué trinh danh gia nham muc dich dé cai tién.

An assessment finding that does not warrant nonconformity but is
identified by the assessment team as an opportunity for improvement.
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4.2. Qua trinh cong nhan

Tiép xtic ban dau

Xem xét ban dau/ danh gia so bo
(néu PXN yéu cau)

h 4

> PXN ngp don, STCL
va cdc tai li€u lién quan

A

v
Chi dinh doan chuyén gia danh gia

|

Khong dat
Xem x¢ét tai liéu
l Pat
Quyét dinh thanh 14p doan danh gia
l Khong dat
Panh gia tai PXN

'

Thyc hién hanh dong khic phuc |

v

Khong dat
Quyét dinh cong nhan
Giam sat PXN M6 rong pham vi cong nhén
(hang nam) (theo nhu cau cua PXN)

'

Panh gia Cong nhan lai
(sau 5 nam)
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4.2

Accreditation process

Initial contact

Pre - assessment
(If necessary)

Applying for accreditation, Quality

manual and concerning document
(Procedures, in-house methods...)

A\ 4

v

Assign assessment team

|
Document

|

Not accepted

Decide official assessment team

\4

On site Assessment

Not accepted

v

Corrective action taken

Record Review

Not accepted

Accreditation decision

' ’

Surveillance

Extend assessment
(annual) (According to the Lab’s requirement)

'

Re-Assessment
(After 5 years)

|

APM 01
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4.3. Trinh ty tién hanh danh gia cong
nhan

4.3.1. Tiép xiic ban diu

Néu c6 nguyén vong ding ky cong nhan,

PXN c6 thé lién hé véi BoA dé c6 duge cac

thong tin va huéng dan can thiét lién quan

dén viée cong nhan nhu:

— Chuan myc cong nhan: ISO 15189 -
“Phong xét nghiém y t& - Yéu cau vé
chat luong va nang luc”; yéu cau b
sung dé cong nhan cho PXN, cac qui
dinh caia VPCNCL va céc qui dinh phap
ludt trong pham vi hoat dong cua PXN.

— PXN duogc cung cap bg tai li¢u lién quan
den viéc cong nhan bao gom:

+  Qui dinh chung vé cong nhan —
AR 01;

+  Qui dinh tinh phi danh gia ARM
01

+  Phén loai linh vuc xét nghiém
ARM 02

+  Qui dinh lién két chuan, PT —
AR 06;

+  Qui dinh tham gia PT - AR 05;

+  Thu tyc va chinh sach lién quan
danh giad cong nhan PXN -
APM 01;

+ Qui dinh veé su dung biéu tuong
cong nhan — AR 02;

+ Thu tuc giai quyét phan nan -
AP 01;

+ Thu tuc giai quyét yéu cau xem
xét lai (appeal) - AP 02;

+  Danh muc cac chuong trinh
ngoai kiém - AFM 01/04

+  Phiéu hoi — AFM 01/05;

+  Mau don ding ky cong nhan —
AFM 01/01 va pham vi dang ky
cong nhén,

4.3. Accreditation assessment process

4.3.1. Initial contact

Medical laboratory should be provided
necessary information and guideline
regarding to the accreditation if medical
laboratory has expectation of accreditation:

ISO 15189 “Medical laboratories —
Requirements  for  quality and
competence’; Supplementary
requirements for medical Discipline,
Boa’ regulations and others legislation
regulations relating to the medical
laboratory activities

Medical laboratory is provided

documents concerning accreditation

including:

+  General requirement of
Accreditation - AR 01;

+  Accreditation free - ARM 01

+  Classify of medical testing
Disciplines ARM 02
+  Traceability of measurement, PT

— AR 06;

+ PT requirement - AR 05;

+  Accreditation assessment
procedures for medical

laboratory — APM 01;
+ Regulation  for using of
accreditation logo and symbol —
AR 02;
Complaints procedure - AP 01;
+  Appeals procedure - AP 02;

+

+ EQAS program list - AFM
01/04;

+  Questionnaire — AFM 01/05;

+  Application form — AFM 01/01
and accreditation scope;
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PXN can nghién ciru ky cac tai lidu trén
trudc khi nop don dang ky cong nhan.

4.3.2. Xem xét ban dau/ danh gia so bd

Néu PXN c6 yéu cau, BoA c6 thé tién hanh
danh gia so by trudc khi danh gid chinh
thirc. Noi dung danh gia so bo theo yéu cau
ctia PXN vé ca hé théng quan 1y chat lwong
va/ hodc ning luc ky thuat ddng thoi can
thoa thuan trudc voi BoA. Danh gia so bg la
tu nguyén ddi véi PXN va c6 thé tién hanh
trude hodc sau khi ngp don dang ky cong
nhan.

4.3.3. N¢p don dang ky cong nhan

4.3.3.1. Trudc khi ndp don dang ky cong
nhan PXN phai ddm bdo da hoan thanh xay
dung va 4p dung hé théng quan 1y theo
chuan muc céng nhan it nhat 13 3 thang (c6
hd so cho cac hoat dong da dugc thuc hién)
va hé théng quan 1y duoc xac dinh 1a c6 hiéu
qua thong qua viéc Panh gid ndi by, xem xét
cua lanh dao...

4.3.3.2. PXN dap tng yéu cau néu trong AR

01 Qui dinh chung vé Céng nhdn déu c6 thé

ndp don dang ky cong nhan té1 BoA. Bon

ding ky cong nhan (theo mau AFM 01/01)

va céc tai liéu sau:

- Danh muc céc chi tiéu xét nghiém
dang ky cong nhan (AFM 01/02)

— Danh muc céac phép hi¢u chuan noi bo
dang ky (néu co) (AFL 01/04)

- S tay chét luong;

—  Phiéu hoi;

—  Tai liéu chi tiéu xét nghiém do phong
xet nghiém xay dung, phuong phap
tham chiéu/tham khao hodc c6 stra d6i
so voi phuong phap gbe (néu co). HO
so xdc nhan gid tri st dung cua

The medical laboratory should consider
carefully these documents before applying

4.3.2.Pre-assessment

BoA will carry out pre-assessment before
official assessment (if medical laboratory has
required). The content of pre-assessment
(quality management and/or technical
competance) bases on medical laboratory’s
requirement and the agreement between two
sides. The pre-assessment is voluntary for the
medical laboratory and can be carried out
before or after submit the application.

4.3.3. Application for accreditation

4.3.3.1. The medical laboratory must apply
the management system according to the
accreditation criteria at least 3 months before
apply for accreditation (the records must be
fulfilled) and it is certified that these records
are effective through the internal audits and
management reviews. ..

4.3.3.2. Medical laboratories  meet

requirements relating to the AR 01 “General

requirement  of  accreditation”.  The
application form (AFM 01/01) needs to
submit to BoA these following documents:

- List of medical tests apply for
accreditation (AFM 01/02)

—  List of inhouse calibartion apply for
acceditation (AFL 01/04)

— Quality Manual,

—  Questionnaire;

- Medical testing developed by the
medical lab, referenced method or
modified (if any). Method validation
records; estimation of the measurement
capability;
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phuong phap; tinh d§ khong dam bao
do;

—  Tong hop dit liéu va b4o céo xac nhan
gi4 tri st dung ciia phuong phap dbi
v6i cac phuong phap c6 thay ddi so
v6i phuong phéap gbc.

—  Danh sach cac chuong trinh ngoai
kiém (EQAS)/ SSLP theo miu AFM
01/03;

—  Danh muc tai liéu kiém soat (tinh
trang ban hanh méi nhét);

—  Hb so danh gia ndi bo (chwong trinh
va bao cdo danh gid) va xem xét cua
lanh dao chu ky gan nhét; va

— Mot s tai liéu c6 lién quan khac (khi
dugc yéu cau).

4.3.3.3. Mot t6 chiic c¢6 thé ding ky cong
nhan v6i mot mi s6 cong nhan cho nhiéu
linh vyc xét nghiém. Mdi mot dia diém cua
PXN s& mang mot ma s riéng

4.3.3.4. Khi nhan dugc don dang ky cong
nhan, BoA s& xem xét cic ndi dung gom
danh gia mirc do day du va chinh xac cia
cac théng tin, kha nang dap ung danh gia
cong nhan ctua BoA. BOA c6 thé yéu ciu
PXN b6 sung thong tin hodc 1am ré mot s6
diém nao d¢ khi can thiét.

4.3.3.5. Khi thong tin cung cép di day du va
PXN da san sang cho viéc cong nhan, BoA
s& thong bao cho PXN vé viéc chdp nhan
don ding ky cong nhin va vao mi sb nhan
don cho PXN.

4.3.3.6. BOA s& lap hop dong danh gia vai
PXN theo qui dinh va véi chi phi duge tinh
theo “Qui dinh vé& chi phi dénh gia cong
nhan phong xét nghiém” ARM 01

4.3.3.7. Thoi gian tir khi tiép nhan thong tin
ctia PXN dén khi BOA ra thong bao danh gia
trong tbi da 40 ngay (tiy thudc vao su chuan

—  Method validation report if lab have
any changed reference method.

—  EQAS/ Inter-laboratory comparison
program list according the form AFM
01/03;

— The list of controlled documents
(neweast version);

—  The nearest internal audit (program and
report) and management review
records; and

—  Others relevant documents (if required)

4.3.3.3. One organization could require
application with one accreditation code for
multiple areas of medical testings. Each
location will have one BoA code.

4.3.3.4. When received the application for
accreditation, BoA  will review the
information’s adequacy and accuracy, BoA’s
capacity to perform the accreditation. BoA
can request the medical laboratory to provide
the amendment information (if necessary).

4.3.3.5. When the information is enough and
the medical laboratory is ready for
accreditation, BoA will announce the
approval of application and give a code for
applicant.

4.3.3.6. BoA will make the assessment
contract to the medical laboratory according
to regulation on “Medical laboratory
accreditation assessment fee” ARM 01.

4.3.3.7. The duration from accepting
information of applicant up to assessment
announcement is about 40 days (based on
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bj cua PXN). Néu PXN ndp don ma sau 6
thang PXN chua sin sang cho danh gi tai
chd thi hd so dang ky cong nhan khong con
gia tri

4.3.3.8.Khi ngp don dang ky cong nhan
PXN can luu y:

Pham vi cong nhan

Qui dinh rd linh vuc xét nghiém dang ky
cong nhan phu hop véi ARM 02 — “Phén
loai linh vuc Xét nghiém”.

PXN c6 thé dang ky cong nhan cho mot
hodc nhiéu linh vuc xét nghiém néu trong
ARM 02.

PXN c6 thé ding ky cong nhan cho mot
hodc nhiéu vi tri/co sé xét nghiém.
PXN c6 thé dang ky cong nhan hiéu chuan

ndi b - AFL 01/04

Nouwdi ¢6 thim quyén ky ky thuat

Nguoi c¢6 tham quyén ky dé nghi trong don
dang ky cong nhan la nguoi ky vao cac bao
c40 két qua xét nghiém dé chiu trach nhiém
vé tinh chinh x4c ciia két qua xét nghiém
nghiém.

4.3.4. Chi dinh doan danh gia va chuin
bi chwong trinh danh gia

4.3.4.1. Chi dinh doan: Cin ctr vao nhu cau
danh gia méi va ké hoach danh gia dinh ky
ma Phong hanh chinh tong hop lap ké hoach
danh gia hang thang c6 du kién doan chuyén
gia danh gié trinh Lanh dao BOA duyé¢t.

medical laboratory’ preparation). If medical
laboratory has applied for accreditation, over
6 months, medical laboratory is not ready for
onsite assessment; medical laboratory’s
applicant is not valid.

4.3.3.8. When apply for accreditation,
medical laboratory must be pay attention to:

Scope:
Define clearly Discipline of medical testing

to apply for accreditation in conformity with
the ARM 02 “Classification of medical
testing Disciplines”

Medical laboratory can apply the
accreditation for one or more Disciplines of
medical testing in ARM 02

Medical laboratory can apply the
accreditation for one or more medical testing
places/locations

Medical laboratory can apply for inhouse
calibration — AFL 01/04

Approved technical signatories

Approved signatories who mentioned in the
applicant are persons who sign in the medical
test result reports and have responsibility for
the accuracy of medical test results in the
Discipline of accreditation.

4.3.4. Assignment of Assessment team
and preparation for assessment schedule

4.3.4.1. Assignment of Assessment team:
Based on the assessment requirement and
regularly assessment schedule, Admin
department will propose an assessment team
for submitting the approval of BoA’s
management.
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Thanh vién doan danh gia cong nhan duoc
Ira chon trén co sé khong bi bat cir mot &p
luc hodc xung dot vé quyén loi kinh té,
chinh tri, mdi quan h¢ c6 da nang lyc theo
qui dinh ctia BoA va phu hop véi linh vuc
dugc dénh gia.

4.3.4.2. Xem xét tai liéu

Doan danh gia tién hanh xem xét tinh day du
cua tai liéu dang ky cong nhén tuan thu theo
thu tuc AP 04 “Quéan ly qud trinh cong
nhan”.

Néu tai liéu khong dat yéu cau, doan danh
gia phai thong bao cho PXN trong vong 10
ngay sau khi nhén tai liéu cia PXN dé PXN
thuc hién khéc phuc va bd sung

4.3.4.3. Chudn bi chwong trinh:

Khi tai liéu cia PXN dép mg yéu cau, BoA
1ap chuong trinh danh gia chi tiét va gui t6i
PXN.

PXN c6 thé dé nghi thay ddi chuong trinh
danh gia, chuyén gia danh gié khi c6 ly do
chinh dang vi du nhu chuyén gia c6 mdi
quan hé vé1 PXN khong dam bio khach
quan hodc c6 xung dot tiém an vé loi ich

Chuong trinh chi tiét bao gom:

—  Noi dung danh gia

- Pham vi danh gid: linh vuc, vi tri danh
gia cua PXN

—  Thoi gian, phan cong nhiém vu cho
tung chuyén gia danh gia

—  Cé&c chi tiéu xét nghiém va noi lay
maii dugc quan sat (néu thich hop)

Member of assessment team is a person who
is free from any pressure or conflict of
interest of finance, politics; be capable
followed to the BoA regulation and be
conformed to the Discipline of assessment.

4.3.4.2. Document Review

The assessment team will review the
adequacy of the applicant’s documents
following AP 04 “Accreditation management
procedure”.

If the applicant documents are not met
requirements, the assessment team will
announce to the medical laboratory not
exceed 10 days when receiving the document
and medical laboratory shall do corrective
action or amend docs.

4.3.4.3.
schedule:
When medical laboratory complies with BoA
requirement, BoA set up the assessment
schedule and send it to medical laboratory.

Preparation  for  assessment

Medical aboratory can change the schedule,
assessors in the case of having when having
proper reason. For example: the assessors
have relationship with medical laboratory
and not ensuring for objective or having a
conflict of interest

The detail schedule included:

—  Content of assessment

—  Scope: Discipline of assessment,
location of medical laboratory location

—  Time and assignment for member of
assessment team

—  Medical tests and sampling location
observed (If necessary)
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S6 ngay danh gia tai chd s& tuy thudc vao
pham vi dang ky cong nhan ctia PXN.

4.3.5. Thanh 13p doan danh gia chinh
thire

4.3.5.1. Sau khi két qua xem xét tai liéu dat
yéu cau va théng nhat voi PXN vé chuong
trinh danh gia, chuyén gia danh gia, BoA ra
quyét dinh thanh l4p doan danh gia chinh
thirc bao gdm truéng doan va cac chuyén gia
danh gia. S6 lwong cac chuyén gia danh gia
trong doan danh gia phu thudc qui mo, co
c4u hoat dong ctia PXN va pham vi linh vuc
xét nghiém dang ky cong nhan.

4.3.5.2. Poan danh gia co trach nhiém chuan
bi moi diéu kién danh gia theo qui dinh cta
BoA

4.3.6. Tién hanh danh gia

4.3.6.1. Hop khai mac: Poan danh gia tién
hanh cudc hop khai mac tai PXN dé khang
dinh lai ndi dung danh gia (pham vi, chuan
muc, thoi gian danh gia, xét nghiém, hoat
dong dé nghi quan sat...).

PXN c6 thé thu hep hoic ding ky mé rong
thém chi tiéu xét nghiém dang ky cong nhan
¢ cudc hop khai mac nhung $6 luong chi ti€u
m¢& rong phai phu hop vai thoi gian danh gia
va linh vyc chuyén mon cia CGKT. PXN
khong dugc mé rong linh vuc, vi tri PXN.

4.3.6.2. Thuc hién ddinh gid: Viéc danh gia
PXN gdm 2 hinh thitc sau: Thu thap thong
tin va danh gia ching kién:

The number of on-site assessment days
depend on the scope of applicant

4.3.5. Assignment of official assessment
team

4.35.1. After reviewing the applicant
document and fulfilling the requirements of
accreditation as well as having an agreement
on the assessment schedule between
laboratory and BoA, BoA will make decision
to assign the formal assessment team,
including team leader and assessors. The
number of assessors in the assessment team
depends on the size of medical laboratory and
the Disciplines of medical test apply for
accreditation.

4.3.5.2. Assessment team is responsible for
preparing all the condition for assessment
relating to the assessment process

4.3.6. Assessment

4.3.6.1. Opening meeting: Assessment team
carries out the opening meeting in medical
laboratory to confirm the content of
assessment (scope, criteria, timetable, and
medical test and activities to be witnessed...)

Medical laboratory can reduce or expand the
medical tests of accreditation at the opening
meeting, however, the number of expanded
medical test must be consistent with the
assessment time and the area of expertise of
technical. Laboratory the Discipline of
accreditation, the location of medical
laboratory will be not allowed.

4.3.6.2. Assessment: The assessment
includes 2 stages: Collect information and
witness assessment
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—  Thu thdp thong tin: Doan danh gia
thu thap thong tin qua phong van can
b6 PXN, xem xét hé thng tai liéu, ho
s0, quan sat hoat dong trong PXN dé
c6 bang chimg khach quan khang dinh
hé théng quan 1y chit luvong ciia PXN
phtt hop chuén muc cong nhén.

—  Ddnh gid chirng kién: Chuyén gia k¥
thuat s& chiung kién cac xét nghiém,
noi thyc hién lay mau trong pham vi
linh vuc dang ky cong nhan (s lugng
c4c xét nghiém, noi thyc hién 1y mau)
dé nghi quan sat do doan chuyén gia
danh gid xé4c dinh va lga chon theo
nguyén tic qui dinh trong tai liéu
“Hudng dan cho chuyén gia k¥ thuat
danh gia PXN — AGM 01” dé dam bao
két qua danh gia 1a dién hinh cho ning
luc dang ky cong nhan cua PXN).
Danh gia chimg kién c6 thé thyc hién
tai PXN hoac tai cac PXN luu dong
(néu c6) thuoc pham vi dang ky cong
nhan.

Poan danh gia phai dam bao tién d6 danh
gia theo chuong trinh da dinh.

4.3.6.3. Hop két thic danh gid: Két qua
danh gia dugc dé cap day du va rd rang trong
béo cdo danh gia tong hop va duoc thong
bao va1 PXN tai cudc hop két thiic danh gia.
Béo céo danh gia tong hop dé nghi 1én BoA
mot trong 3 hinh thirc sau:

—  Khong dé nghi cong nhan PXN;

—  Pé nghi cong nhan véi dicu kién co
danh gia bd sung (follow up) tai PXN;

—  Collect information: Assessment team
collects information through staff
interview, documents and record
review, the medical laboratory’s
activity observation in order to collect
the objective evidence to confirm that
the quality management system
complying with the accreditation
criteria.

—  Witness  assessment: Technical
assessor will witness the medical tests,
sampling location covered in the scope
of applicant (the number of medical
tests, sampling location) to be
witnessed will be decided by
assessment team based on “Guidelines
for assessment medical laboratory of
technical assessors — AGM 01” for
ensure that the result of assessment is
typical for competence of medical
laboratory. Witness assessment can be
carried out in medical laboratory or
mobilab (if any).

Assessment team must ensure the assessment
progress to follow the agreement schedule.

4.3.6.3. Closing meeting: The result of
assessment is shown in the final assessment
report and is announced to medical
laboratory at the closing meeting. Final
assessment report proposes BoA one of three
mode:

- Not suggest to accredit;

—  Suggest to accredit on condition that
conduct a follow up assessment in
medical laboratory;
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—  Dé nghi coéng nhan; Dé nghi cong
nhan sau khi khéc phuc cac diéu
khong phu hop.

Béo céo danh gia tong hop phai bao gom:
nhan xét chung, nhitng diém khong phu hop
(néu c6) va khuyén nghi dugc phat hién
trong qué trinh danh gia, dé nghi 1én BoA
gdm: pham vi d& nghi cong nhin bao gom
s6 lwong xét nghiém dé nghi, linh vyc, pham
vi, ngudi co tham quyén ky.

Céc diém khong phu hop dugc phan loai bao
gém: sy khong phu hop loai ning (NC1)
hoac su khong phu hop loai nhe (NC2).
PXN can thuc hién hanh dong khic phuc c6
hi¢u qua.

Cac diém khuyén nghi khong yéu cau bat
budc PXN phéi n¢p hanh dong khéc phuc téi
BoA, tuy nhién khuyén khich PXN thuc
hién dé cai tién hé thdng chat lugng va ning
luc k¥ thuat

PXN phai thuc hién hanh dong khic phuc va
giri kém bang chiimg cho BoA trong thoi han
thoa thuan v&i doan chuyén gia danh gid, toi
da khong qua 3 thang ké tir ngdy danh gia
cong nhan dbi véi truong hop dénh gia lan
dau. Truong hop danh gia lai va dénh gia
giam sat, danh gida mo rong thoi han thuc
hién hanh dong khic phuc c6 hiéu qua tbi da
khong qua 2 thang.

Sau thoi han tdi da qui dinh khac phuc néu
trén néu PXN khong giri hd so hanh dong
khic phuc t6i BoA thi hd so qua trinh dénh
gia khong con hiéu lyc dé dé nghi cong
nhan.

Trudng hop PXN phai danh gia bd sung thi
thoi gian danh gia bd sung tai PXN duoc
thoa thuan vdi doan CGDG, nhung thoi gian

Suggest accrediting; suggest
accrediting after the corrective action
taken of nonconformity.

Final assessment report has to include:
conclusion, non-conformities (if any) and
observations are found in the assessment
process that proposed BOA includes: the
number of medical testing scope, Discipline
of medical testing, approved signatories.

Non-conformities are classified: the major
(NC1) and minor (NC2) non-conformity.
Medical laboratory must carry out the
effectiveness corrective action

These observations are not required to submit
corrective actions to the BoA, but BoA
encourage the laboratories to improve their
quality systems and technical competence.

Medical laboratory must carry out corrective
action attached with the evidence basing on
the agreement with assessment team but not
exceed 3 months since the assessment in case
of the initial assessment. In the case of
reassessment, surveillance, extend
assessment, the time for effectiveness
corrective action bases on the requirements
not exceed 2 months.

After the maximum period specified above, if
medical laboratory doesn’t send the
corrective action reports to BOA, the
assessment report will not have validity for
accreditation.

In case the medical laboratory must conduct
follow up assessment, the time for follow up
assessment at the medical laboratory shall be
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danh gia bd sung va thuc hién hanh dong
khic phuc ciing khong qua 3 thang ké tur
ngay danh gia.

4.3.7. Tham xét, ra quyét dinh cong nhan

4.3.7.1. Sau khi thim xét hanh dong khéc
phuc dat yéu cdu, truong doan CGDG tap
hop toan bo hd so danh gia, lap dé nghi cong
nhan va chuyén ho so 1én Ban tham xét.

4.3.7.2. Trong qu4 trinh tham xét, cac thanh
vién Ban thim xét c6 thé yéu cau trudng
doan danh gié giai thich hodc cung cap thém
thong tin dé 1am rd van dé nao do.

4.3.7.3. Thanh vién Ban tham xét c6 quyén
tir ch6i dé nghi cong nhan néu xét thay qua
trinh danh gid cong nhan khong tuin thu
dung cac qui dinh chung vé cong nhan. Cin
ctr theo dé nghi ctia Ban tham xét va ho so
qua trinh danh gia cong nhan, Giam ddc Vin
phong cong nhan s& ra quyét dinh cong
nhan.

4.3.7.4. Thoi gian tham xét, ra quyét dinh
cong nhan khong qué 15 ngay lam viéc.

4.3.7.5. Ho so cong nhan giri PXN bao gom:
quyét dinh cong nhan kém phu luc cong
nhan, ching chi céng nhan, ddu VILAS
Med c6 ma s riéng ciia PXN.

4.3.7.6. Trudng hop cong nhan hiéu chuin
ndi bd PXN nhan duoc ho so thong bao cong
nhén hiéu chuin ndi bd va danh muc phép
hiéu chudn noi bd (AFL 01/16 va AFL
01/14)

4.3.8. Giam sat sau cong nhan

agreed upon with the assessment team, but
the time for follow up assessment and
implementation of corrective action shall not
exceed 3 months from the date of assessment.

4.3.7. Review, accreditation decision

4.3.7.1. After reviewing and closing all the
corrective actions, the team leader will
propose all the records of assessment to
Review Panel

4.3.7.2. In the review process, member of
Review Panel can require the team leader to
clarify more the result of assessment and
other concerned matters.

4.3.7.3. Member of Review Panel has right to
refuse the accreditation result if the
accreditation assessment process is not
followed to the accreditation requirement.
Based on the proposal of the Review Panel
and the assessment records, Director of BoA
will make the decision on accreditation.

4.3.7.4. Duration for record review and
accreditation decision is not exceeding 15
working days.

4.3.7.5. Accreditation records will be sent to
medical laboratory including: decision on
accreditation with appendix, certificate of
accreditation, and VILAS Med symbol with
the medical laboratory’s code.

4.3.7.6. Accreditation records for inhouse
calibration including announcement letter for
accepting inhouse calibration and list of
inhouse calibration. (AFL 01/16 va AFL
01/14)

4.3.8. Surveillance
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4.3.8.1. Trong thoi gian hi€u lyc cong nhan,
dinh ky 12 thang, BOA tién hanh danh gia
giam sat PXN dé dam bao ring PXN duoc
cong nhan van duy tri sy phtt hop véi chuan
muc cong nhan va cac qui dinh cua BoA.

4.3.8.2. Truong hop pham vi cong nhan cua
PXN danh gi4 ban dau hodc danh gia lai
thuc hién trong 2 ngay thi danh gia giam sat
trong chu ky cong nhan gdm 4 1an giam sat
c6 chimg kién k¥ thuat. Mdi 1an giam sat s&
thuc hién c6 chuyén gia ky thuat va sb chi
tiéu xét nghiém quan sat khong qud 50%
pham vi duoc cong nhan ciia PXN. Ddi véi
nhittng PXN dugc cong nhan tir 2 linh vuc
cong nhan tré 1én thi sd lwong CGKT sir
dung sé dugc gidm di mét tuy theo ting
truong hop cu thé dua theo nguyén tac danh
gi4 rui ro.

4.3.8.3. Trudc cudc danh gia giam sat PXN
phai ndp danh muyc cac chuong trinh ngoai
kiém (EQAS)/ SSLP trong nim theo mau
AFM 01/03 dén BoA.

4.3.8.4. BOA ciing c6 thé tién hanh dénh gia
dot xuét trong cac truong hop sau:

—  Déanh gia khi c6 sy thay dbi cia to
chtrc dugc cong nhan ma thay d6i do
cd anh huong téi nang luc hoat dong
ctia to chtc trong pham vi duoc cong
nhan;

—  Danh gia dot xuat (do khiéu nai, do
yéu cau cta co quan quan ly, do yéu
cau cua cac to chire Qudc té vé cong
nhan ma BoA la thanh vién);

4.3.8.5. Truong hop danh gia giam sat hoac
dot xuat néu doan CGDG phat hién nhimng
diéu khong phu hop nghiém trong, anh
huong t6i chat lwong, khach quan, trung
thuc, muc do tin cay trong pham vi cong

43.8.1. BoA conducts periodically
surveillance assessment at the accredited
organizations once a year in order to ensure
that the medical laboratory always maintain
in conformity with accreditation standard and
BoA regulation.

4.3.8.2. In case the medical laboratory's
scope of accreditation is initially assessed or
re-assessed within 2 days, the surveillance
during the accreditation cycle includes 4
surveilance with technical witnesses. The
supervisions will each be carried out with
technical essessors covering is not exceeded
50% of the medical laboratory's accredited
scope. For laboratories that are accredited in
2 or more accreditation Disciplines, the
number of technical assessors will be reduced
by one depending on each specific case based
on the principle of risk assessment.

4.3.8.3. Before surveillance, the medical
laboratory must send to BoA the EQAS/
Inter-laboratory comparison program list in
this year following the form AFM 01/03.

4.3.84. BoA can conduct unforeseen
assessment in case of:

—  Organization changes that effect to
capabilities of accredited scope of
mediclal laboratory;

—  Unforeseen assessment due to
(complaints, authorized organization
and international organization
requirement that BoA is a member);

4385 If assessment team found
nonconformity during surveillance or
unforeseen assessment that critical effect to
medical tests/ sampling result, quality of
medical tests, objective, honest in
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nhan thi doan CGDG c6 thé dé nghi dinh chi
cong nhan hoac dinh chi pham vi cu thé cua
PXN

4.3.8.6. Nhimng diéu khong phu hop phat
hién trong qué trinh danh gid giam sat phai
dugc PXN khéc phuc ngay va thoi han hoan
thanh hanh dong khic phuc c6 hiéu qua
duogc théa thuan véi doan CGPG nhung
khong qua 2 thang ké tir ngdy tién hanh danh
gi& gidm sét.

4.3.8.7. Truong hop danh gid gidm sit ma
PXN c6 dé nghi thay doi lién quan pham vi
da dugc cong nhan néu doan danh gia xem
xét chép nhén hodc néu can thém cudc danh
gia bo sung hodc xem xét ho so lién quan thi
trudng doan danh gid ghi nhan vao Béao céo
danh gia tong hop va bao céo cho lanh dao
BoA

4.3.8.8. Néu qua 2 thang ma PXN khong
thuc hién xong hanh dong khic phuc céc
diéu khong phu hop, BOA s& ra thong bao
tam thoi dinh chi hiéu luc cong nhan PXN
va khoang thoi gian tam thoi dinh chi hi¢u
luc cong nhan t6i da 1a 6 thang. Sau thoi gian
dinh chi néu PXN khong cung cip cho BoA
bang chimg vé hanh dong khic phuc, BoA
s& quyét dinh huy bo hiéu luc cong nhén.

4.3.8.9. Bén thoi han danh gia giam sat, vi
ly do chinh dang, PXN phai gri van ban dé
nghi hoan lich giam sat. Thoi gian hon tdi
da khong qua 2 thang. Trong truong hop dac
biét, Giam dbc BoA sé& quyét dinh cu thé.

4.3.8.10. Truong hop qua 2 thang ma PXN
van khong thé bd tri tién hanh danh gia giam

accreditation scope, assessment team could
suggest to BOA temporary suspension or
temporary suspension a part of the accredited
scope for medical laboratory

4.3.8.6. Non-conformities of surveillance
must be corrected immediately and time of
closing NC need to agree with assessment
team but not exceed 2 months since
assessment.

4.3.8.7. In the case of the surveillance in
which the medical laboratory requests
changes related to the recognized scope, if the
assessment team considers accepting or if an
additional assessment or review of related
documents is needed, it will be recorded in
the final assessment report.

4.3.8.8. After 2 months, if medical laboratory
has not finished the corrective action of all
nonconformities, BoA will give
announcement for temporary suspension.
The suspension period is not exceeded 6
months. After suspension, if medical
laboratory does not provide BoA the
evidence of taken corrective actions, BoA
will decide to withdraw the medical
laboratory’s validity of accreditation.

4.3.8.9. Medical laboratory can change the
time of surveillance due to the adequate
reason. Medical laboratory must send a
formal writing to BoA for the surveillance
delay. Delay period is not exceeded 2
months. In special case, BoA director will
make the final decision

4.3.8.10. If over 2 months, medical
laboratory could not arrange the surveillance
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sat hoic hét thoi han tam thoi dinh chi
(truong hop PXN khong thuc hién trong
vong 2 thdng hanh dong khéc phuc sau cudc
danh gia giam sat), BoA s& ra quyét dinh hiy
bo hiéu luc cong nhan. Trong mot ) truong
hop cu thé, giam déc BoA quyét dinh.

4.3.9. Mé rong pham vi cong nhan
4.3.9.1. Khi PXN ¢6 nhu cau mé rong pham
vi cong nhan nhu mé rong Xét nghiém, linh
vuc, dia diém... PXN céan ndp don dang ky
cong nhan theo mau gui t6i BoA dé dé nghi
danh gia mé rong.

4.3.9.2. BoA s& xem xét ho so va bé tri dénh
gia mé rong tai PXN. Qua trinh danh gid mo
rong tuong tu nhu danh gia ban dau d6i voi
pham vi dang ky mé rong

4.3.10. Thu hep pham vi cong nhéan
4.3.10.1. PXN c6 thé chu dong giri cong van
thong bao téi BoA dé dé nghi thu hep pham
vi d4 dugc cong nhan. BoA sé& ra quyét dinh
thu hep hodc thu hdi quyét dinh cong nhan
tuy vao pham vi dé nghi ctia PXN.

4.3.10.2. BoA s& chu dong thu hep pham vi
cong nhan cua PXN trong truong hop thong
qua danh gia giam sat, danh gia dot xuat, két
qua tham gia ngoai kiém EQAS/ SSLP cua
PXN khong dap tng yéu cau dé duy tri cong
nhan.

4.3.11.Panh gia lai

4.3.11.1. Khi hét han hiéu luc cong nhan (5
nam), néu PXN muén tiép tuc duy tri cong
nhan, PXN can ndp don ding ky cong nhan
lai cho BOA. Thoi gian nop don va tién hanh
danh gia cong nhan lai 1a 3 thang trude khi
hét hiéu luc cong nhan.

or over period of suspend temporary (in case
medical laboratory has not finished the
corrective action that found during the
surveillance visit) that BoA will withdraw the
validity of accreditation. In special case, BoA
director will make the final decision.

4.3.9. Extend scope

4.3.9.1. When medical laboratory needs to
expend the accreditation scope such as
medical test, Discipline of accreditation,
loaction... medical laboratory should apply
the accreditation application to BoA for
expanding the scope.

4.3.9.2. BoA will review record and conduct
an extend assessment on medical laboratory.
Procedure for extend scope same as initial
assessment.

4.3.10. Reduce accreditation scope
4.3.10.1. Medical laboratory could send a
letter to BoA for reduction of accredited
scope. BoA will review and send to medical
laboratory to reduce scope or withdraw
accreditation decision base on
recommendation of medical laboratory.

4.3.10.2. BoA proactively reduce the scope
of medical laboratory accreditation in cases
through surveillance, unforeseen assessment,
medical laboratory EQAS/ Inter-laboratory
comparison results does not meet the
requirement to maintain accreditation.

4.3.11. Reassessment

4.3.11.1. When the accreditation priod
expires (5 years), if medical laboratory wants
to continue to maintain accreditation,
medical laboratory needs to reapply for
accreditation to BoA. The time to submit an
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4.3.11.2. Trudong hop sau khi hét han hiéu
luc cong nhan ma PXN khong nop don dang
ky cong nhan lai thi sau 3 thang ké tir ngay
hét hiéu lyc cong nhan, BoA s& thong bao
cho cac bén c6 lién quan va cong bd trén
website ciia BoA vé viéc hét hiéu luc cong
nhan cua PXN.

4.3.11.3. Vi¢c danh gid cong nhan lai dugc
tién hanh nhu danh gia 1an dau. H6 so ding
ky cong nhan can ndp nhu ho so dang ky ban
dau ban dau trir phiéu hoi, hd so danh gia ndi
bd va xem xét ciia 1anh dao. PXN khong can
ndp cac tai lidu ma PXN khong cé thay doi
so v6i 1an danh gia dau. Néu cé cac thong
tin thay doi thi PXN can cap nhat thong tin
thay ddi vao biéu AFM 01/05 - Thang tin
cap nhat cua PXN.

4.3.11.4. Nhiing diéu khong phu hop phat
hién trong qué trinh danh gié lai/ danh gia
mo rong phai duge PXN khic phuc ¢6 hiéu
qua va thoi han hoan thanh dugc thoa thuan
vo1 doan CGDG nhung khong qua 2 thang
ké tir ngay tién hanh danh gia.

4.3.11.5. Sau 2 thang néu PXN khong giri ho
so hanh dong khic phuc téi BoA thi hd so
qué trinh danh gia khong con hiéu lyc dé dé
nghi cong nhan.

4.4. Thoi han hiéu luc cong nhin

4.4.1. Trwong hop dinh gid lin ddu: thoi
han hi¢u luc cong nhan l1a 5 ndm tinh tir ngay

application and conduct a re-assessement is 3
months before the accreditation expires.

4.3.11.2. In case the accreditation expires,
after 3 months, if medical laboratory doesn’t
apply for accreditation, the suspension shall
be informed by the BoA to the related bodies
and posted to Boa’s website after 3 months
since validation date.

4.3.11.3. The accreditation reassessment
shall be carried out as initial assessment.
Application records same with initial
assessment except questionnaire and internal
audit, management review record. Medical
laboratory application record doesn’t need to
send questionnaire. Medical laboratory
doesn’t need to send any document that has
not any change with last assessment. If
medical laboratory has any change that
laboratory shall fill in form AFM 01/05 -
update medical laboratory information

4.3.11.4. Non-conformities found during
reassessment/ extend assessment must be
effectively corrected by the medical
laboratory and the completion time shall be
agreed upon with the assessment team but
must not exceed 2 months form the date of
assessment.

4.3.115. After 2 months, if medical
laboratory does not send the corrective action
records to BOA, the assessment process
records are no longer valid to recomment for
accreditation.

4.4. Accreditation validity

4.4.1. The first assessment for accreditation:
the accreditation validity period is 5 years

APM 01 LAn ban hanh/Issued: 1.24

Soat xét/ngay/ Revised/dated:

Trang/Page: 18/21



Thi tuc Cong nhin Phong xét nghiém
Accreditation Procedure for Medical Laboratory

ky quyét dinh cong nhan. Ngay cong nhan
lan dau ciing 1a ngay ky quyét dinh.

4.4.2. Trwong hop danh gia mo rong: thoi
han hiéu luc cua quyét dinh cong nhan mo&
rong s€ trung vdi thoi han hi¢u luc cong
nhan cia quyét dinh cong nhan ban dau hodc
cong nhan lai gan nhat.

4.4.3. Trwong hop danh gid lai: thoi han

hiéu luc cta quyét dinh cong nhén lai dugc

chia lam 2 trudng hop

— Truong hop PXN thuc hién déanh gia
lai ding hodc trudc thoi han qui dinh
cta BOA tinh hiéu luc céng nhan 1a 5
nam nhung 14y mdc 1 ngay cong nhan
lan dau

- Truong hop PXN thuc hién danh gia
lai khong theo thot han qui dinh cua
BOA thi thot han hiéu lyc cong nhan
ld 5 nam ké tir ngay ky quyét dinh
cong nhan lai va ngay cong nhan lan
dau 1a ngay ky quyét dinh cong nhan.

4.5. Phan nan, yéu cau xem xét lai

4.5.1. Cac td chire duoge cong nhan; cac td
chire diang ky cong nhén; cac t chirc va ca
nhan st dung dich vu ctia cac td chue duge
cong nhan hodc dang ky cong nhan; cac co
quan quan Iy va cac ¢4 nhan c6 quan tam déu
c6 quyén phan nan vé chinh sach, tha tuc,
cac quy dinh va céc hoat dong cu thé cua co
quan cng nhan, cac két luan cia doan danh
gia.

4.5.2. PXN dugc cong nhan hodc dang dang
ky cong nhan c6 quyén yéu cau xem xét lai
cac quyét dinh cong nhan cia BoA.

from the date to grant the accreditation. The
first accreditation is the date of accreditation
decision

442. The extend assessment for
accreditation: the accreditation validity
period is the same with the nearness
accreditation  decision of the  first
accreditation or re-accreditation.

4.4.3. Re — assessment: the accreditation
validity period has been divided into two
situations:

- Medical laboratory conducts re-
assessment on time or before due time
with  BOA  requirements  that
accreditation validity period is 5 years
by calculation as the same date with the
first accreditation.

- Medical laboratory conducts
reassessment which is not suitable with
BoA requirements that accreditation
validity period is 5 years from the date
to grant reaccreditations and the first
accreditation is the date to grant re-
accreditation.

4.5. Complaints, Appeals

4.5.1. All parties include: accredited bodies,
applicant, bodies who use services of
accredited CAB, management bodies and
individual... have right to complaint against
policy, procedures, regulations or activities
of BOA, activities of applicant CAB or
accredited CAB, conclusion of assessment
team.

4.5.2. Applicant CAB or accredited CAB
have right to appeal the accreditation
decision of BoA.
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4.5.3. Cac phan nan duoc giai quyét theo
“Thu tuc giai quyét phan nan AP 01”.

4.5.4. T4t ca cac yéu cAu xem xét lai duoc
BoA giai quyét theo “Thu tuc giai quyét yéu
cu xem xét lai AP 02",

4.6. Chinh sach vé sir dung dich vu hiéu
chuin thiét bi
Puogc qui dinh trong AR 06

4.7. Chinh sach vé ngoai kiém/ so sanh
lién phong
Puoc qui dinh trong AR 05

4.7.1. Véi cac PXN duoc cong nhan, néu két
qua thuc hién chuong trinh ngoai kiém
(EQAS)/SSLP nam ngoai gi6i han cho phép
va khong c6 hanh dong khic phuc phu hop
thi Giam ddc BoA s& ¢6 thé quyét dinh thanh
lap doan danh gia dot xuat dé xem xét cac
hoat dong di duoc cong nhan va co thé dua
ra cac quyét dinh dinh chi hogc huy bo hiéu
lyc cong nhan cua PXN do.

4.7.2. Cac PXN tham gia chuong trinh ngoai
kiém (EQAS)/ SSLP phai c6 nghia vu thuc
hién dy du cac yéu cau cta chuong trinh.

4.7.3. Cac PXN duogc cong nhan phai co
trach nhiém va nghia vu tham gia céc
chwong trinh ngoai kiém (EQAS)/SSLP ¢6
lién quan dén linh vuc da duoc cong nhan
do VILAS Med lam dau méi hoc to chirc
truong hop PXN khong tham gia ngoai kiém
(EQAS)/SSLP thi PXN c6 thé bi dinh chi
hodc huy bo hi¢u lyc cong nhan tuy thudc
hé so qua trinh tham gia ngoai kiém
(EQAS)/SSLP.

45.3. The complaints are related to
procedure “The Complaints — AP 01”.

4.5.4. The appeals against a accreditation
decision of BoA that is directly related to
their accreditation status will be preceded in
accordance with procedure “The Appeal - AP
02”.

4.6. Policy of equipment calibration
services
Mention in AR 06

4.7. Policy of EQAS/ Inter-laboratory
comparison programmers
Mention in AR 05

4.7.1. If the results of EQAS/ Inter-
laboratory ~ comparison  program  are
exceeding the limitation and without the
suitable corrective action, Directory of BoA
will assign an unforeseen assessment team to
check the accredited activities and decide
suspension or withdrawal accreditation of
that medical laboratory.

4.7.2. Medical laboratory is responsible for
meeting all requirements of EQAS/ Inter-
laboratory comparison programs.

4.7.3. Accredited medical laboratory has
right and responsibilities for joining the
relevant Disciplines of EQAS/ Inter-
laboratory comparison program which are
organized by VILAS Med, if laboratory has
been not attended the EQAS/ Inter-laboratory
comparison program, the laboratory could be
suspended or withdraws the accreditation
validity depend on EQAS/ Inter-laboratory
comparison record of medical laboratory.
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4.7.4. PXN phai co chinh sach, ké hoach, noi
dung cu thé d6i v4i hoat dong ngoai kiém
(EQAS)/SSLP va lap hd so day du vé két
qua hoat dong nay thong bao cho BoA. Néu
cac PXN khong tham gia cac chuong trinh
ngoai kiém (EQAS)/SSLP

4.7.4. Medical laboratory should have a
policy, procedure, record and announcement
to BoA. Regarding to the EQAS/ Inter-
laboratory comparison program.

4.8. Cic bi¢u miu: 4.8. Forms
AFM 01/01 Pon dang ky cong nhan AFM 01/01 | Application form
Danh muc chi tiéu xét List of testing apply for
AFM 01/02 Ao A A AFM 01/02 N
nghiém déng ky c6ng nhan accreditation
Danh muyc céc chuong trinh EQAS/Inter-laboratory
AFM 01/03 Lk AFM 01 )
ngoai kiem (EQAS)/ SSLP 01/03 comparison program list
AFM 01/04 Phiéu hoi AFM 01/04 | Questionnaire
AFEM 01/05 Thong tin cap nhat PXN AEM 0L/05 _Update ' medical  laboratory
information
Medical  technical  assessor
Béo cao quan sat ky nang assessment checklist for
AFM 01/07 - . £ AFM 01/07 | _. .
linh vye hoa sinh, huyt hoc 01/0 Biochemistry, Heamatology
scope
Bio ¢4 4t k9 na Medical  technical  assessor
AFMOL/08 | 0P 90 S S TS AFM 01/08 | assessment  checklist ~ for
I vye vi sin microbiology scope
Bio cé it k9 1 Medical  technical  assessor
AFMOL/09 | o) S0 L S AFM 01/09 | assessment  checklist ~ for
I vue gtai phau be pathology scope
AFM 01/10 Béo c4o danh gia tong hop AFM 01/10 | Final Assessment report
AFM 01/11 Danh muyc chi tiéu xét AFM 01/11 | List of accredited medical testing
nghiém dugc cong nhan
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