Yéu ciu b sung danh gia phong xét nghiém y té - ARLM 03
Supplementary requirement for accreditation in the field of medical testing — ARLM 03

VAN PHONG CONG NHAN CHAT LUQNG
Bureau of Accreditation (BoA)

YEU CAU BO SUNG PANH GIA PHONG XET NGHIEM Y TE

SUPPLEMENTARY REQUIREMENT FOR ACCREDITATION IN THE
FIELD OF MEDICAL TESTING

M3 s6/Code: ARLM 03
LAn ban hanh/Issue number: 3.00

Ngay ban hanh/Issue date: 02/1/2020

ARLM 03 Lan ban hanh/Issued No: 3.00 Trang/Page: 1/41



Yéu ciu b sung danh gia phong xét nghiém y té - ARLM 03
Supplementary requirement for accreditation in the field of medical testing — ARLM 03

MUC LUC
Noi dung Trang

Phén 1 Gi6i thigu 4

Muc dich 4

Pham vi 4

Chuan myc céng nhan 5

Cau tric 5
Phén 2 Yéu cau bo sung dé cong nhan cic phong thir nghiém linh vuc y 6

te
4.1 T6 chirc 6
4.2 Hé théng quan 1y 6
4.5 Phong xét nghiém tham chiéu 6
4.12 Hanh dong phong ngtra 7
4.13 Kiém soat ho so 7
5.1 Nhan su 8
5.2 Mat bﬁng, co s& vat chat, méi truong 10
5.3 Thiét bi, hoa chét, thudc thir, mdi trudng nudi cay 14
5.4 Qui trinh trudc xét nghiém 19
5.5 Qui trinh xét nghi¢ém 21
5.6 Dam bao qui trinh xét nghiém 23
5.7 Qui trinh sau xét nghiém 23
5.8 Bio céo két qua 25
Phan 3 Chu ky hiéu chuan, kiém tra thiét bi thong thuong 28

ARLM 03 Lan ban hanh/Issued No: 3.00 Trang/Page: 2/41



Yéu ciu b sung danh gia phong xét nghiém y té - ARLM 03
Supplementary requirement for accreditation in the field of medical testing — ARLM 03

APPENDIX
Content Page

Part 1 Introduction 4

Purpose 4

Scope 4

Accreditation criteria 5

Structure 5
Part 2 Supplementary requirement for accreditation in the field of 6

chemical testing
4.1 Organization 6
4.2 Management system 6
4.5 Reference laboratory 6
4.12 Preventive action 7
4.13 Control of record 7
5.1 Personnel 8
5.2 Physical facilities 10
5.3 Examination equipment, reagent, media culture 14
5.4 Pre — examination procedures 19
5.5 Examination procedures 21
5.6 Quality control and Proficiency testing 23
5.7 Post - examination 23
5.8 Reporting the results 25
Part 3 Recommend for frequency of calibration and checking 28

examination equipment

ARLM 03 Lan ban hanh/Issued No: 3.00 Trang/Page: 3/41



Yéu ciu b sung danh gia phong xét nghiém y té - ARLM 03
Supplementary requirement for accreditation in the field of medical testing — ARLM 03

PHAN 1. GIOI THIEU
MUC PiCH

Céc yéu cau vé ning lyc ciia phong xét nghiém
y t& duoc néu trong ISO 15189 “Phong xét
nghiém y té - Yéu cau cu thé vé niang luc va
chat luong”. Cac yéu cau trong tiéu chudn trén
dugc xay dung dé ap dung cho tit ca cac linh
vuc xét nghiém boi vay can phai co thém dién
giai cho timg linh vyc xét nghiém cy thé.

Tai lidu nay nhiam muc dich dwa ra cac yéu cau
chi tiét va cu thé hon ddi voi cac phong xét
nghiém y hoc (dugc goi chung la PXN). Mot
PXN mong mudn duoc cong nhan can tuan thi
cac qui dinh trong tai lidu ndy, cac yéu ciu cta
tiéu chudn ISO 15189, cac yéu cau, qui dinh lién
quan cua Vian phong Cong nhan Chat lugng
(BoA) va cic yéu cau dugc quy dinh trong cic
van ban quy pham phap luét tuong ung.

PHAM VI AP DUNG

Céac yéu cau cong nhan cho cic PXN y hoc
khong phu thudc vao qui mé ciia PXN, s luong
cac chi ti€u xét nghiém ma PXN thyc hién hoac
s6 lwong nhan vién. Viée dé ra cac yéu cau cing
nhic cho tit ca cac khia canh hoat dong cua
PXN Ia kho thuc hién dugc. Vi vay khi thuc
hién danh gia s& linh hoat dé co thé xem xét
timg hoan canh cy thé ciia PXN.

Yéu cau nay dugc 4p dung cho mot so linh vuc
xét nghiém sau:

PART 1. INTRODUCTION

PURPOSE

The requirements for competency of medical
laboratory are mentioned in standard ISO 15189
“Medical laboratories — particular requirements
for quality and competency”. These requirements
are established to apply for all of examination
disciplines. Therefore, it is necessary to have
futher interpretations for each specific test
discipline.

This document aims to provide detailed
requirements and more specific to medical
laboratories. A medical laboratory wants to be
accredited need to comply with the regulations in
this document, the requirements of ISO 15189
standards, = requirements and  regulation
concerning the Bureau of Accreditaion (BoA)
and requirements set in legal documents,
respectively.

SCOPE

The accreditation requirements for medical
laboratories do not depend on the size of
medical laboratory, the number of test indicators
or the number of employees. The proposed rigid
requirements for all aspects of medical
laboratory activities are difficult to execute. So
it is flexibility to assess the medical laboratory
basing on specific circumstances.

This requirement is applied for disciplines as
follown:

1. Hoa sinh lam sang 1. Clinical chemistry

2. Huyét hoc 2. Heamatology

3. Visinh 3. Microbiology

4. Mo bénh hoc va té bao bénh hoc 4. Pathology and cyto-pathology

5. Y hoc hat nhan 5. Nuclear Medicine

6. Thiam do chirc ning va chan doan hinh anh 6. Imaging testing
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CHUAN MUC CONG NHAN

Chuén myc cong nhan phong xét nghiém y hoc

ctia BoA bao gém:

— ISO 15189 - "Phong xét nghiém y té - Yéu
cAu cu thé vé nang lyc va chét luong".

— Yéu cau b6 sung dé cong nhan cho phong xét
nghiém y hoc.

— Céc chinh sach cua BoA lién quan cong nhan
phong thi nghiém.

— Céc van ban phip qui lién quan dén hoat
dong linh vuc xét nghiém.

Thu tuc cong nhan phong thi nghiém theo tai
liéu APL 01

Ngoai ra con c6 cac tai liéu ki thuat dé giup cac
PTN lién quan téi cac linh vyc xét nghi¢m cu
thé. Mot so tai liu k¥ thuat dugc vién din trong
tai liéu nay. Cac tai liéu ky thuat nhim dua ra
cac huéng dan boi vay khong phai 1a cac yéu
cu dé cong nhan trir khi chiing dugc néu cu thé
trong tai licu nay.

Cac yéu cau cong nhan ciia BoA luén sin co
cho cac PXN dugc cong nhan va cac PXN ndp
don dang ky cong nhan.

CAU TRUC

Tai liéu nay c6 4 phan chinh:

Phén 1: Giéi thi¢u

Phan 2: Cac yéu cau bd sung dé cong nhan cho
phong xét nghiém y hoc

Phan 3: Chu ky hiéu chuén thiét bi

Phén 4: Tai li¢u tham khao

ACCREDITATION STANDARDS

Accreditation standards for medical laboratory

of BoA include:

- ISO 15189 — “The medical laboratory —
Particular requirements for quality and
competence”.

- Supplementary requirements for
accreditation in the field of medical testing.

- The regulations of BoA related to accredited
laboratory.

- The legal documents relating to the medical
laboratory.

The procedure for medical laboratory
accreditation according to APL 01

There are also technical documents to help
laboratory related to specific medical discipline.
Some technical documents are cited in this
document. The technical documents provide
guidance, therefore, it is not requirement for
accreditation unless they are mentioned in this
document.

The BoA’s accreditation requirements are
available for accredited and applicant medical
laboratories.

STRUCTURE

This document includes 4 parts:

Part 1: Introduction

Part 2: Supplementary requirements for
accreditation in the field of medical testing

Part 3: Frequency for calibration equipment

Part 4: Bibliography
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PHAN 2. CAC YEU CAU BO SUNG PE CONG

PART 2. SUPPLEMENTARY REQUIREMENTS

NHAN CHO PHONG XET NGHIEM Y HQC FOR ACCREDITATION IN THE FIELD OF
MEDICAL TESTING

4. CACYEUCAUQUANLY
4. MANAGEMENT REQUIREMENTS

4.1. TO CHUC 4.1. ORGANIZATION
Truong hop PXN c¢6 thuc hién cac xét For laboratory conduct medical tests at sites
nghiém tai co s¢ y té tuyén dudi, hodc tai away from its permanent facilities, or in
PXN di dong phéi c6 cac thu tuc dam bdo mobile facilities shall have procedures to
quan ly cho hoat dong xét nghiém do. manage for those medical tests.

Khi danh gi4 phan nay, BoA sé& chu trong tdi Dur%ng onsite as§eessement, BoA will pay
cach thitc giam sat nhan vién. Ban lanh dao partlcu‘Ia.r attention to the method of
PXN s€ quyét dinh nhitng nhén vién nao co6 supervision  of staff: The laboratory
thé 1am tryc ti€p va nhitng nhin vién can management shall decide who can work
phai giam sat. Moi nhan vién PXN phai co under _ .dlreCUOﬂ and  who  requires
ban huéng dan cong viéc. Tuy vao trinh do supervision. Each laboratory staff member
cla timg nhan vién ma viéc giam sat s& dua shall be fully briefed or instructed. Adequate
ra twong Ung nhim dam bao tuin thu chit supervision shall be provided at each level
ch& theo cac quy dinh ciia PXN va cac ky of the staff structure to ensure close
thuat xét nghiém trong sudt qué trinh lam adherence to laboratory procedures and
viée. accepted techniques at all times.

Pham vi trach nhiém va quyén han ciua Quan The scope of responsibilities and authority
ly chat lugng s& dugc quy dinh rd rang va of the Quality Manager shall be clearly
duoc van ban hoa. Trach nhiém cia QLCL deﬁned. N ‘and documented. The
hodc ngudi duoc phan cong s& duogc quy dinh responsibilities of the Quality Manager or
nhu sau: his/her designees shall include the following

functions:

(a) duy tri sd tay chat luong va cac tai liéu van (a) maintenance of the quality manual and
hanh lién quan associated operation documentation;

(b) gidm sat viéc thyc hién xét nghiém dam bao (b) monitoring of laboratory practices to
viéc thuc hién luon tuan thi véi cac chinh verify continuing compliance  with
sach va cac thu tuc da duoc quy dinh documented policies and procedures;

(c) dam bao cac thiét bi/dung cu luon duge hidu (c) ensuring instruments are calibrated and
chudn va duy tri theo ké hoach maintained according to schedules;

(d) lua chon, dao tao va danh gia cac chuyén gia (d) selection, training and evaluation of
danh gia ndi bo internal auditors; and

(e) lap ké hoach va thyc hién danh gia noi bo va (e) scheduling and coordination of internal
xem xét cua 1anh dao audits and management reviews.
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4.2. HE THONG QUAN LY

Trong tai li€u h¢ thong quan 1y phai vién dan toi
ngudi ¢6 tham quyén ky, pham vi cong nhan va
chinh sach st dung biéu tugng céng nhan cua
BoA.

4.4 XEM XET HQOP PONG

(1) Khi xem xét hop dong, PXN phai dam bao cac
xét nghiém duge yéu cau lién quan téi nhu cau
ctua khach hang. PXN nén cung cap tu Van va

gitp d& khach hang dé xac dinh nhu cau cua
khéach hang.

(2) Trong trudong hop, PXN 1a mét t6 chic thudc
bénh vién va cung cép dich vu ndi bd cho bénh
vién, thong tin ndi b gitra cac bac sy 1am sang
va PXN c6 thé duoc coi 1a hop dong va cac
yéu ciu cua diéu khoan nay duoc 4p dung. Cac
thong tin lién lac c¢6 thé dudi hinh thic bién
ban ghi nhé, huéng dan, tai licu. ...

4.2. MANAGEMENT SYSTEM

Management  system  document  shall
reference to signatory authorities, accredited
scope and policy for using BoA logo.

4.4 REVIEW OF CONTRACT

(1) When reviewing contracts, laboratories shall
ensure that the examinations requested relate
to the needs of customers for the intended
purposes. As far as practicable, laboratories
should give advice to customers and help them
determine their needs.

(2) In the case where a laboratory is a part of a
hospital and provides in-house services to the
hospital, internal communication between user
clinicians and the laboratory can be considered
as the contract and the requirements of this
clause apply. The communication may be in
the form of memorandum, manual, letter, etc.

4.5. PHONG XET NGHIEM THAM CHIEU 4.5 REFERENCE LABORATORY

(1) Truong hop PXN st dung phong xét nghiém (1) Where laboratory use reference laboratory
tham chi€u cho cac xét nghiém dang ky cong for accredited tests shall use a competent
nhan thi phai sit dung PXN tham chiéu c6 reference laboratory. Competent reference
nang lyc. PXN tham chiéu c6 ning lyc phai laboratory are accredited laboratories by BoA
12 mot PXN dugc BoA cong nhan hodc mot or by one of BoA’s mutual recognition
PXN dugc cong nhan bdi mot t6 chuc cong partners. All medical results by accredited
nhan tham gia thoa udc thira nhan 1an nhau reference laboratory shall be covered by an
v6i BoA. Tat ca cac két qua do PXN tham appropriate endorsed report.
chiéu thyc hién phai duoc néu trong bao cdo
xét nghiém cia PXN.

(2) PXN phai dinh ky xem xét tinh trang cong (2) The accreditation status of reference
nhén ctia PXN tham chiéu. laboratory shall be regularly reviewed to

ensure currency.
Cdc théng tin vé tinh trang va pham vi cong Information on the accreditation status and
nhén ¢ thé tim trén website www.boa.gov.vn scope of accreditation may be found at
hodc lién hé véi PXN duoc cong nhdn. BoA’s website www.boa.gov.vn or by
contacting accredited medical laboratory.
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HANH PONG PHONG NGUA

Hanh dgng phong ngua la mot qua trinh chu
déng dé xdc dinh co héi cdi tién khong phai
thyee hién sira chita, khdc phuc nhitng van aé
da phat sinh hodac phan nan.

Céc cong cu quan ly chat luong toan dién
nhu: phuong cach thdo luan theo nhém
(brainstorming), so do nguyén nhan va két
qua, so do xuong ca, biéu dd pareto ... can
duoc st dung dé hd tro thuc hién phong
ngua.

PXN ciing nén c6 cach thirc daé khuyen khich
va tiép nhdn cdc déng gop y kién cdi tién cia
nhén vién hodc phdn hoi tir khach hang.

KIEM SOAT HO SO

Thoi gian luu giit ho so khong dugc dudi 3
nam trur khi cé giao wéc hop dong hodc quy
dinh phéap ly.

4.12.

4.13.

(1)

PREVENTIVE ACTION

Preventive action is a proactive process to
identify improvemetn opportunities, rather
than a reactin to the identification of
problems or complaints.

Total quality management tools such as
brainstorming,  flowcharting,  Fishborn
diagram, Pareto chart etc shall be use to
assist for preventive actions.

Laboratory should be given to providing

staff, customer feedback with a formal
mechanism for contributing suggestions for
improvement.

CONTROL RECORDS

Unless otherwise prescribed by legislation or
contractual obligation, retention times will
not be less than three years.

(2) Néu PXN str dung hé théng quan 1y thong tin ~ (2) If a laboratory uses a Laboratory Information
PXN (LIMS), hé thong thong tin phai dap Management System (LIMS), the system
g tit cac cac yéu cau thich hop bao gom shall meet all the relevant requirements,
viéc danh gia, bao v¢, tinh trung thuc va bao including audit trail, data security, safety and
mat dir liéu.... Hé thong thong tin nay phai integrity, etc. It shall be fully validated and
dugc danh gia phé duyét day du va phai luu records of validation shall be maintained.
giit hd so. PXN phai luu giir ban sao hd so Laboratories shall keep back-up copies of
dién tur trong khoang thoi gian phu hop. electronic records within their retention
period.
3) H6 so ky thuat (hd so xét nghiém) can (3) Technical records (test records) shall include
bao gom cac thong tin sau: the following:
- nhén dang mau; - The sample identification;
- xac nhan qui trinh xét nghi¢m; - The test document identification;
- thoi gian ldy mau, thoi gian nhan mau - Time of sampling, time of receiving
- thoi gian xét nghiém (thoi gian bat dau, sample
thoi gian két thuc); - Date of test (time start and finish);
- Chung chuén, thiét bi xét nghiém; - The identity of reference standard and
- dir liéu quan trac gdc, tinh toan két qua equipment use for the test;
bao gom ca dau hi¢u, dir lidu dé co thé - Original test observations and calculations
nhan biét, truy xuat t6i diéu kién thuc included data, sign that could traceability
hién xét nghiém; to test condition;
- nhéan vién thuc hién xét nghiém; - The identify of the person persorming the
ARLM 03 Lan ban hanh/Issued No: 3.00 Trang/Page: 8/41
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- bang chung vé kiém tra, xac nhan viéc
tinh toan va truyén dir liéu.

- chc thong tin cu thé qui dinh trong quy
trinh xét nghiém, cdc van ban hgp dong

hodc cac qui dinh do phap luét yéu cau.

5. CAC YEU CAU VE KY THUAT
5.1. NHAN SU
(1) Trwémng phong xét nghiém

PXN phai c6 mot hodc mot nhdm ngudi co trach
nhi¢ém va nang luc dé diéu hanh truc tiép hoat
dong dich vu xét nghiém ma PXN cung cap.

Truong phong xét nghiém (hoac dudi tén goi

khéc) phai la:

- Nguoi dang hanh nghé y c6 dang ky véi it
nhét 12 5 ndm kinh nghiém lam viéc & phong
xét nghiém thich hop hodc.

- Nha khoa hoc c6 chung chi chuyén khoa.

Pé diéu hanh cac dich vu xét nghiém y té hoic
bénh hoc. TPXN phai c6 trinh d§ va chiu trach
nhiém vé hoat dong chuyén mon, khoa hoc, tu
Vén, td chire, hanh chinh va hoat dong dao tao
cia cac dich vu xét nghiém ma phong xét
nghiém (PXN) cung cip. TPXN phai c6 tham
quyén thuc hién va duy tri chét lugng dich vu
xét nghiém ma PXN cung cép.

(2) Bing cip, trach nhiém va vai trd cia
truéng phong xét nghiém

Trudng phong xét nghi€ém (TPXN) hodc ngudi
duogc phan cong phai c6 kién thirc rong vé y hoc
lam sang va hoat dong ciia PXN y t&. TPXN
hodc ngudi dugc phan cong phai co kién thirc
co ban va ddo tao thich hop c6 thé dam nhiém
duoc cac trach nhiém sau:

test;
- An indication that calculations and
manual data transfers have been checked;
- Any other information specified in the
examination procedure, other contractual
documents  or  relevant  statutory
regulations.

TECHNICAL REQUIREMENT

5.1. PERSONEL

(1) Laboratory Director (LD)

Laboratory shall be directed by a person or
persons having executive responsibility and
the compentence to assume resposibility for
the services provided.

The laboratory director (however named) shall

be:

- Registered medical practitioner  with
relevant laboratory experience of at least 5
years or

- Scientist with professional certification.

To direct the pathology or medical laboratory
services. This individual shall be qualified and
responsible for the professional, scientific,
consultative, organizational, administrative and
educational  services provided by the
laboratory. The LD shall have the authority to
implement and maintain the quality standards
of the services provided

(2) Qualifications, responsibilities and roles
of the laboratory director

The LD or designate shall possess a broad
knowledge of clinical medicine and medical
laboratory operations. The LD or designate
shall have the appropriate training and
background to be able to the following
responsibilities:

a) Plan, set goals, develop and allocate
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a) Lap ké hoach, thiét 1ap muyc ti€u, phat trién
va sip xép cac ngudn luc thich hop dbi voi
modi truong y khoa.

b) Quan Iy ddy du va hiéu qua dich vu xét
nghiém y khoa, bao gém lap ké hoach
ngan sach va kiém soat quan 1y tai chinh
pht hop véi quy dinh cia don vi dbi voi
cac trach nhiém nay

¢) T chuc cac chwong trinh gido duc cho
nhan vién PXN va nhan vién y té cung
tham gia vao cac chuong trinh dao tao cua
don vi.

d) Lap ké hoach va huéng-nghién ciru phat
trién phii hop véi kha ning.

(3) Phu trach nhém, t6 phong xét nghiém

Phu trach nhom, t& PXN (hoac tén goi khac
dugc goi chung la phu trach nhom) gitp viéc
cho TPXN va c¢¢ vai tro dam bdo cac hoat dong
hang ngay duoc tuan thu. Phu trach nhom, to
PXN phai dép ung dugc mot trong cac yéu cau
sau:

a) Co6 bang cip khoa hoc trong mét linh vuc
phu hop véi ti thiéu 3 nam kinh nghiém
lam viéc tai PXN y té.

b) C6 bang t6t nghiép cao dang ky thuat y té
hodc chuyén nganh lién quan hodc c6 bang
cép khac dugc BO Y té cong nhan voi it
nhit 5 nim kinh nghiém lam trong PXN y
té hoidc trong duong.

resources appropriately to the Medical
environment.

b) Provide effective and efficient
administration of the medical laboratory
service, including budget planning and

control ~ with  responsible  financial
management, in  accordance  with
institutional assignment of  such
responsibilities.

c) Organise educational programs for the
medical and laboratory staff and participate
in educational programs of the institution.

d) Plan and direct research and development
appropriate to the facility.

(3) Laboratory group leader

The laboratory group leader (however named)
assists the LD and his/her role is to ensure that
the daily operations of the laboratory are met.
He/She is required to hold one of the
following:

a) A Science Degree in a relevant discipline
with a minimum of 3 years’ medical
laboratory experience.

b) A Polytechnic Diploma in Medical
Technology Sciences, or relevant discipline
or other recognised qualification by the
Health Regulation Division of Ministry of
Health with at least 5 years medical
laboratory experience or equivalent.

(4) New staff shall train medical tests in practise
(4) Nhan vién méi cin dugc dao tao thyuc hanh xét at least 3 months and shall have records of new

nghiém it nhat 3 thang va cin c6 hd so thé hién staff have been conducted the medical tests and
da duoc kidm tra viéc thuc hién xét nghiém dat get accuracy base on requirement of medical

dugc do chinh xéc theo yéu cAu trude khi giao test methods before assigning to become

nhiém vu xét nghiém chinh thirc. Cac nhan official  analyser. New assigned staff shall

vién méi dugce giao nhiém vu xét nghiém cuy be supervised least 1 year.
the can c6 can by giam sat it nhat la 1 nam.
Laboratory may use methods such as
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Kiém tra viéc thuc hién xét nghiém co thé ap
dung hinh thirc xét nghiém lap lai, tdi lap,
tham gia so sanh lién phong, thir nghiém trén

mau chuan, mau thém chuan...

®)) Bit ky xét nghiém nao khong thuc hién &
PXN chinh (nhu xét nghi¢m hién trudng,

phong xét nghiém di ddng, phong xét nghiém

tam thoi) ciing phai duoc kiém soat ki thuat
day dii. PXN phai c6 ngudi co tham quyén
ky két qua xét nghiém ¢ mdi dia diém xét
nghiém.

5.2. MAT BANG, CO SO VAT CHAT,
MOI TRUONG

(1) Phai c6 khu vuc lam viéc an toan cho nhan
vién va cho bénh nhan. PXN phai tudn thu cac
quy dinh an toan. Bénh nhan, nhan vién va
khach phai dugc bao vé tranh cac nguy hiém co
thé xay ra trong PXN. Nhan vién phai dugc dao
tao vé an toan chung vi du: an toan lao dong, an
toan hoa chat, an toan sinh hoc.. J) dé ngan chan
hodc tranh su ¢b c6 thé xay ra. Nhan vién PXN
can duoc tiém phong cac vic xin thich hop
tranh ri ro sinh hoc.

(2) Mai truong xét nghiém can dam bao khong
lam nhiém chéo gy anh huong dén két qua xét
nghiém cac mau bénh phiam. Khu vyc lam viéc
nén c6 ngan cach thich hop véi cac hoat dong
khéc cua PXN.

(3) PXN cén ¢ khu vuc lam viée riéng biét dé
thuc hién cac hoat dong sau:

a) Khu vuc séy rua dung cu thuy tinh,
khu vuc luu giit bao quan hoa chit,
chét chuén.

b) Khu vuc chuan bi pha ché, bao quan

)

repeatabitability and  reproducebility,
participate  Proficiency  testing/  inter
laboratory  comparision, use  certified
reference material (CRM) or spike sample
elc.

Any medical tests conducted away from the
base  laboratory (sush as in field

laboratories/permanant facilities, in a mobile
or temporaly medical laboratories) shall also
be under adequate technical control. This
would normally require either the location
of an approved signatory at each facilit.

5.2. PHYSICAL FACILITIES

(1)

2)

A

The laboratory must have a safe working
area for staff and patients. The laboratory
must comply with safety regulations.
Patients, staff and visistors must be
protected against dangers in laboratory.
Employees must be trained on general safety
for the laboratory, such as occupational
safety, chemical safety, biosafety... to
prevent or avoid problems that may occur.
The laboratory staff should be vaccinated
appropriately to prevent biological risks.

The testing environment should ensure that
cross contamination doesnot affect to
results of testing. Working area should be
separated appropriately to other activities
of laboratory.

Separate work areas shall be available for
the following operations:

a) cleaning of glassware, purification or
reagents and solvents areas;

b) preparation area and
preserve culture media.

to prepare

ARLM 03 LAn ban hanh/Issued No: 3.00

Trang/Page: 11/41



Yéu ciu b sung danh gia phong xét nghiém y té - ARLM 03
Supplementary requirement for accreditation in the field of medical testing — ARLM 03

mdi trudng nudi cay.
c) Xét nghiém mau bénh pham lay nhiém

cao.
d) Diéu kién tién nghi phu hop véi cac
thiét bi phan tich.
e) Phai sin c6 du noi luu giit phu hop
cho:
- Luu gilt mau trudc va sau khi phan
tich;

- Luu giir bénh pham va vat liéu trong
qua trinh xét nghiém;

- Luu giit an toan chét thai nguy hiém
va khong nguy hiém trudc khi xir 1y;

- Khtr nhidm cho nhan vién va quan 40
bao ho;

c) analysis of highly infectious samples.
d) adequate conditions in accordance
with analyzer.

e) adequate and appropriate
facilities must be available for:

- the storage of sample before and
following analysis;

- the storage of materials used in the
course of analysis;

- the safe storage of hazardous and non-
hazardous wastes prior to disposal;

- decontamination of persons
protective clothing.

storage

and

(4) Laboratory safety
4) An toan PXN . -
“@ a) There shall be written safety policies and
a) Phai co chinh sach va cac qui trinh bang vin P ;ocﬂeldurle;. Prtocedurg S 1 lonb safetyt p rilfctlces
A \ s A \ 0 e laboratory shall be part of new
ban vé an toan. Qui trinh v€ thuc hanh an . . .
. , Q i T A 1A employees’ orientation program. This shall
toan cia PXN phdi 1a mot phan trong be documented when completed
chuong trinh dao tao nhan vién maéi. Khi két '
thuc dao tao phai lap van ban. :
e ddo tao phai dugc lap vén ban b) The laboratory shall report serious
. . A accidents and laboratory acquired illnesses
b) PXN phai bao céo cac tai nan nghiém trong to the relevant authori tireys q
va cac bénh mac phai tai PXN cho cac to '
chirc tham quyen. c)  All injuries that require medical treatment
. = T or time lost from work shall be reviewed as
c) Phai th we hign Xem xct tat ca nhqng thuong part of the laboratory’s Quality Assurance
tich can phai diéu tri hodc can mat thoi gian program
chira tri nhu 13 mot phan cta chuong trinh
dam bao chat lugng PXN. Note: This includes every sharp injury requiring
o L. < appropriate treatment according to the
Chu thich: Piéu nay bao gom tat ca thwong documented protocol
tich dot ngot can diéu tri thich hop theo
quy trink da Igp thank van bén. d)  Injuries or occupational illnesses shall be
N ) o documented and follow-up action recorded.
d) Phai 13p van ban céc thuong tich hodc bénh
nghé nghiép va ghi lai hanh dong thuc hi¢n
tiép theo. e)  Laboratories shall ensure that its personnel
o . L s wear protective clothing and safety
€) PXN phai da‘m b.aA,O nhan Vle‘n tran‘g bi qua’r% equipment appropriate to the duties being
4o bao h¢ va thict bi an toan phu hgp véi performed
cong viéc dang thuc hién.
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f) There shall be a safety shower or other
f) Phai c6 voi hoa sen an toan hodc ngudn emergency source of water in all areas
nudce cap clru trong tat ca cac khu vuc noi str where quantities of concentrated caustics
dung rat nhidu chit an da dam dic. Voi nude are handled. Piped eyewash fountains or
rira méit hodc thiét bi tuong Ung cling phai the equivalent shall also be present. All of
san co. Cac phuong tién an toan phai dugc these and the protective equipment shall be
dé dang tiép can. PXN phai c6 binh chita easily accessible and shall not be
chay tai vi trf thich hop. obstructed by equipment, furniture, etc.
Laboratories shall also provide fire
extinguishers at appropriate places.
g)  Chemical fume control devices such as
g) Céc thiét bi kiém soat hoi hoa chit nhu ti hoods shall be checked annually and
hat phai duoc kiém soat hang nim va luu hd records shall be documented.
SO.
h)  All laboratory instruments and appliances
h) TAt ca cac thiét bj dién phai duoc kiém tra shall be checked for electrical leakage at
phat hién do dién t5i thiéu hang nam. least annually.
1) All electrical receptacles in the laboratory
i) Phai kiém tra hang nim tit ca 6 cim dién technical work areas sha.11 be checked
trong PXN tai khu vuc ki thuat v tinh trang annually for ground integrity and records
nguyén ven, phai luu va duy tri h so. of . th§se shall be documented and
maintained.
i) Céc hoa chit doc va nguy hiém phai dung 1) All dangerous and poisonous chemicals
trong cac dung cu chira phu hop, dén nhan used in the laboratory must be contained,
va giit troné th C('). khoa va do ﬁét nhén vién labeled and kept in a locked cabinet by a
an toan dwgc phan cong kiém. sodt. PXN designated safety officer. The laboratory
phai tuan tfu"l huéng din cla cdc té chitc shall follow the guidelines from the
2 A , relevant authorities.
tham quyén tuong ung.
k)  Material safety data sheets shall be
K) Co sé ghi chép thong sé an toan cho tim documented for each hazardous chemical
. ’g P b thot fg , £ in the laboratory. The designated safety
loai hda chat nguy hiém su dung trong PXN. S .
N f . e, S officer shall maintain the location of such
Nhéan vién phu trach an toan dat cac tai li¢u .
LR documentation.
nay tai noi can su dung.
1) For Formaldehyde vapor the air
e e . .x contaminant shall not exceed the threshold
1) DOoi voi hoi Formadehit, khi 6 nhiém, khong Ree .
p , 5o oho phép di dinh of the regulatory requirement in the
E’l’.(fC ?/'u’()’t qua ngAu:ong ¢ OP, el? ilquy ’m medical laboratory. The laboratory shall
d?l VOIVPXI?I y tf' P,XN p’hal co bang' chimg have documented evidence, that
bing van ban vé muc khi Formadehit duge formaldehyde vapor levels have been
kiem tra. measured.
m) Proper signs shall be placed at significant
ARLM 03 Lan ban hanh/Issued No: 3.00 Trang/Page: 13/41
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m) Phai c6 dau hiéu nhan biét dung & khu vuc
nguy hiém. Phai dan nhdn canh bao thich
hop trén cac chai thudc thir c6 chira hop chit
gy doc.

n) So tay an toan cua PXN phai d& cap dén
chinh sach va thu tuc can phai tuan thu khi
xay ra su cO.

Chii thich: “si c6” dé cdp dén tinh hudng
nhie: chdy, ngdp nwée, do dién hodc dé héa
chat hodc bat ky tinh hudng bdt thirong
khac xay ra.

(5) An toan phong xa

PXN phai sir dung phong xa hat nhan phai tuan
thi theo quy trinh di thiét 1ap trong sb tay an
toan. PXN phai hoat dong theo cip phép cua to
chirc quan 1y c6 tham quyén. Néu c6 st dung
luong nho nguyén vat liéu c6 hoat tinh phong xa
vi du: chi tiép xtc véi danh dau phong xa trong
cac bo sinh pham phan tich radioligand. Néu st
dung lugng phong xa 16n hon thi PXN phai c6
gidy phép dic biét.

53. THIET BI, THUOC THU, MOI
TRUONG NUOI CAY

(1) Thiét bi PXN

a) Phan 3 cua tai liéu nay néu lén tan suat
khuyén céo cho vi¢c hi¢u chuan va kiém tra
thict bi pho bién trong linh vuc xét nghiém y
té.

b) Tan suét hiéu chuan dé cép trong tai liéu nay
dugc xem nhu phi hop tdi thiéu dé dap tng
dugc cac tiéu chuan dugc quy dinh dudi
day:

- Thiét bi phai c6 chit lugng tot va d6 6n dinh
cao va;

- PXN c6 ca thiét bj can thiét, nhan vién co
nang lyc va chuyén mon dé thuc hién day du

hazard areas. Reagent vessels containing
hazardous substances shall be labeled
appropriately with warnings.

n)  The laboratory safety manual shall have a
section outlining policies and procedures to
be followed in the event of disaster.

Note: “Disasters” refer to events such as fire,
flood, electrical outage or spillage of
hazardous volatile substances, or any other
mass casualty situation

(5) Radioactive Safety

Laboratories that use radionuclides shall
manage them according to the procedures set up
in the safety manual. The laboratory shall
function under the general license of the
regulatory authority if the facility uses only
small amounts of radioactive materials e.g., if
the only contact with radionuclides is from
commercially prepared kits for radioligand
analysis. If larger amounts are used, the
laboratory shall hold a specific license.

5.3. EXAMINATION EQUIPMENT,
REAGENT, MEDIA CULTURE

(1) Laboratory equipment

a) Part 3 in this document sets out the
recommended frequencies for calibration
and performance check of general
equipment in the field of Medical Testing.

b) The frequencies of calibration stated in this
documents are considered to be the
minimum appropriate, provided that the
other criteria specified below are met:

- the equipment must of good quality and
proven stability and;

- the laboratory has both the equipment
required, competent staff and expertise to
perform adequate internal checks, and
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kiém tra giita ky thich hop va;

Néu c6 bat ky nghi ngd hodc chi ra qua tai
hodc xir 1y sai cta thiét bi thi thiét bi phai
duogc kiém tra ngay va kiém tra dinh ky cho
dén khi thiét bi 6n dinh.

Néu tiéu chi trén khong thé dap ung dugc
hodac phuong phép da dang ky qui dinh yéu
cau khit khe hon thi tan sudt kiém tra thich
hop hon phai dugc x4c dinh.

Néu nhan vién cua PXN thuc hién hiéu
chudn thi phai luu ddy du hd so thuc hién,
chi tiét két qua bang s do, ngay hiéu chuan
va quan trac lién quan khac.

PXN phai thiét 1ap chuong trinh bao tri (ti
thiéu tuan thu theo khuyén nghi ciia nha san
xuat) dé ngan ngira thiét bi hoat dong khong
ding, dam bao thiét bi dang hoat dong c6 do
tin cdy can cho chéat lugng két qua xét
nghiém. Chuong trinh niy bao gdm kiém tra
thong sd ky thuét, hiéu chuin, vé sinh thiét
bi, lau dau, diéu chinh déu din boi nhiing
ngudi co ning luc. Phai luu hd so cac hoat
dong da thuc hién.

Mbi hang muc thiét bi phai dwoc dén nhén,
danh dau hodc nhan biét khac.

Céc thiét bi anh huong dang ké dén két qua
xét nghiém phai dwoc hiéu chuan.

St dung nha cung cép dich vu hiéu chuin
phai tuan thu chinh sach vé lién két chuan
do luong ciia BoA (ARL 03).

(2) Thudc thir

a)

Tat ca cac nhan vién cia PXN phai nhan

d)

g)

h)

a)

if any suspicion or indication of
overloading or mishandling arises, the
equipment shall be checked immediately
and thereafter at fairly frequent intervals
until it can be shown that stability has not
been impaired.

Where the above criteria cannot be met or
the relevant registered methods have
specified more stringent requirements,
more appropriate frequencies shall be
adopted.

Where the staff of a laboratory has
performed calibrations, a full record of
these measurements shall be maintained,
including details of the numerical results,
date of calibration and other relevant
observations.

The laboratory shall institute a preventive
maintenance program (which, at a
minimum, follows the manufacturer’s
recommendations) to prevent failure of
equipment and ensure that the equipment is
operating with the reliability required for
quality results. The activities include
specification checks, calibration, cleaning,
lubricating, reconditioning and adjusting by
competent personnel on a regular basis.
Proper records shall be kept for such
activities.

Each item of equipment shall be uniquely
labeled, marked or otherwise identified.

Equipments significantly affecting the test
results shall be calibrated.
In case of wusing calibration service

providers, there shall be complied with
BoA traceability policies (ARL 03)

(2) Reagents

All laboratory personnel shall be aware of
their responsibilities on using suitable
chemicals, standard agents, culture medium

ARLM 03
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thire duge trach nhiém vé viée st dung hoa
chat, chit chuan, moi truong nudi ciy va dd
dung phu hop véi ting loai xét nghiém ma
nhan vién thuc hién.

Phai kiém tra chat luong, diéu kién bao quan
clia cac hoa chét, chat chuan va méi truong
nudi cdy theo yéu cau quy dinh cta nha san
XUAt.

Céac hoa chat chat chuan phai co do tinh
khiét & nhiéu muc khac nhau. Cac loai khi
phai luon san véi d6 tinh sach khac nhau dé
dam bao phu hop v6i yéu cau cia phuong
phép hodc quy trinh.

Céc lo hoa chét chat chuan phai duoc dong
nap chit. Trén cac chai lo gbc phai co nhin
hoic tdi thiéu cé cac thong tin sau: tén, ngay
nhédn, ngay mo, néng dd, han str dung va
canh bao dic biét néu co nguy hiém. Ddi voi
cac dung dich pha ché, trén nhin can co
thém ngay pha, nguoi pha ciing nhu hd so
pha.

PXN phai thiét 1ap quy trinh bang van ban
vé viéc chudn bi dung dich thudc thir va moi
truong nudi cdy. Duy tri hd so chuan bi
thubc thir moi truong dé lam tai lidu tham
khao khi c6 nghi ngd vé két qua xét nghiém.
H6 so dung dich thudc thir phai bao gdm
khdi lugng, thé tich da do duge, chuin do
bﬁng puret, gid tri pH, tinh hé s6 chuin hoa
va ndng d6 dung dich. Dbi voi méi trudng
nudi cay phai bao gdm tén mai trudng, sb 10,
sb luong chuén bi, pH trudce va sau khi hép
tiét trang, thoi gian va ap suat hip.

Céc chit doc theo danh muc dd quy dinh
phai dugc luu gitr tach riéng va dugce luu gite
trong t c6 khéa. Cac hoa chét chat doc nay
phai dugc luu gilr phu hop voi cac quy dinh
va hudng dan vé hoa chét chat doc

b)

d)

and appliances belonged to examination
types performed by laboratory’s staff.
Proper storage of all chemicals, standard
agents and culture media shall be observed
according to the requirements set up by the
manufacturers.

Chemical reagents shall be in purity
conditions in different levels. Gases shall
be available to provide to different levels
of purity to ensure compliance with the
requirements of method or process.

The standard agent bottles shall be tightly
closed. All the original bottles shall be
labeled or at least had the following
information: name, received date, opened
date, concentration, expired date and
special warnings if there is danger. For
liquid preparation, there shall have the
preparation date, the person responsible for
the preparation and the preparation profile
on the label.

Laboratories  shall  establish  written
procedures for preparation of reagent
solutions and culture media. Records of
such preparations shall be maintained for
later reference in case of doubtful test
result. Records for reagent solutions shall
include measured weights and volume,
burette readings, pH readings, calculation
of standardization factor and solution
concentration. For culture media, they shall
include medium name, batch number,
amount prepared, pH before and after
autoclaving, autoclave time and pressure.
For substances that are classified as
scheduled poisons under the Poisons Act
and its rules, they shall be kept separately
from other reagents and held in locked
cabinets. These substances shall be handled
in accordance to the rules and guidelines
set out in the Poisons Act.

(3) Reference material
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(3) Chét chuin

Chit chuin dwgc chitng nhian

a)

b)

d)

Chéit chuin duoc chung nhan cé thé duoc
dinh nghia nhu mot nguyén liéu thuin nhat
c6 dic tinh cy thé nhu xac dinh dugc d6 tinh
khiét, thoi han s dung 6n dinh va dugc
chung nhan boi td chirc ¢ nang luc duoc
thira nhan.

Chét chuén c6 ching nhan dugc sir dung dé
hiéu chuan thiét bj va hé théng do luong dé
dam bdo tinh toan ven va muc d6 tin cdy lau
dai cua phép do.

V6i bat ky ngudn chat chuan nao ciing phai
cha y cach dong gbi, bao quan va xur ly dé
ngin ngira sy bién dbi cua chit chudn. Can
luu v dé giam t6i da anh huong cua do am,
khong khi, nhi¢t va anh sang. Chét chuén
nay phai duoc luu giit & didu kién an toan va
dudi diéu kién luu giit pht hop phai luu giir
hé so tiép nhan va sir dung chét chuan.

T4i wu 14 ho so duoc lvu hd so nhap va xuit
dat gﬁn v6i khu vuc luu gitr chét chuén. Yéu
cAu ting nhan vién st dung chit chuin duoc
chimg nhan ghi tén chit chudn, ngay, thoi
gian str dung va tra lai trong sd, chit cai dau
cua ho va tén nhan vién.

Céc nhan vién st dung chat chuan chung
nhan phai dugc hudng dan cach su dung bao
quan va xu ly chat chuan.

Chat chuan lam viéc

a)

Mot chit chuén 1am viéc c6 thé dugc dinh
nghia 1a mot hop chit hon 13 mot chat chuan

Certified reference material

a)

b)

d)

A certified reference material can be
defined as a homogenous material with
specific properties such as identifies purity
and potency that has been measured and
certified by a qualified and recognized

organization.
Certified reference materials are used to
help calibrate instruments and

measurement systems to ensure the long-
term reliability and integrity of the
measurement process.

Regardless of the source of certified
reference materials, care shall be exercised
to see that they are packaged, stored, and
handled to prevent deterioration. This
means that efforts shall be made to
minimize exposure to moisture, air, heat,
and light. They shall be kept under secure
and appropriate storage conditions, and
records shall be maintained of receipt and
use.

It is preferable that records are kept in sign-
in; sign-out logbooks located near the
storage areas. Each analyst using a certified
reference material shall be required to enter
the name of the reference material in the
log book, the date and time it is taken and
returned, and his or her initials.

All analysts shall be instructed in the care
of certified reference materials and
procedures for handling them.

Working reference material

a)

b)

A working reference material can be
defined as a substance other than a certified
reference material that is used as a
reference material in day-to-day analyses.

Laboratories may develop and perform
tests and assays on a substance to establish
it as suitable reference for an intended
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dugc ching nhén, duoc st dung nhu chét
chuén dung trong phén tich hang ngay.

b) PXN c6 thé xdy dung va thyc hién xét
nghi¢ém va phép phan tich trén mot loai hop
chét nao do dé thiét 1ap mdt chit chuan phu
hop v6i phan tich du kién khi chit chuan
ching nhan khong sin c6. Chét nay duoc
coi 1a chét chuén lam viéc cia PXN.

c) Mot chat chuan lam viéc phai dwgc xét
nghiém bang phuong phéap tét nhat sdn ¢ va
lru ho so két qua. Béo cdo phai bao gdm tén
nguoi phan tich, ngay phén tich, ngudn, sd
16. Tét c4 c4c dit liéu tho, so dd va viéc tinh
toan.

54. QUI

NGHIEM

TRINH TRUOC XET

(1) Phiéu yéu céu

Phiéu yéu ciu phai bao gdm diy du cac thong
tin x4c dinh bénh nhin va ngudi yéu cau cé
thim quyén ciing nhu cung cip dit liéu 1am sang
thich hop. Phai tuan thu cic yéu cau dia
phuong, ving hodc qudc gia khi can thiét.

(2) Lay miu, van chuyén va nhin miu

a) Lanh dao PXN phdi xay dung cac chinh
sach, thu tuc, cac hudng dan chi tiét cho viéc
ldy mau, van chuyén va bao quan miu hay
tiép nhan mau. Cac hudng din nay phai luén
san c¢6 cho nhitng ngudi chiu trach nhiém
thu thap mau ban dau.

b) S6 tay tai liéu huéng dan thu thap mau ban
dau phai bao gom:

- Céc thong tin nhan dang duy nhét ctia bénh
nhan dugc 1dy mau bénh pham.

- Luon dam bao thong tin trén nhan ctua dung
cu dung mau la cua mau dugc lay mau.

¢) Mdi miu bénh phdm ban diu phai c6 thé

analysis especially when a certified
reference material is not available. This
substance is considered to be the
laboratory’s working reference material.

c) A working reference material shall be
assayed by the best method available, and
the results shall be entered in a notebook
for that purpose. The report shall include
the analyst’s name, date of analysis, source,
lot number, all raw data, charts, and
calculations.

5.4. PRE - EXAMINATION PROCEDURES

(1) Request forms

The request form shall contain information
sufficient to identify the patient and the
authorized requester, as well as providing
pertinent clinical data. National, regional or
local requirements shall be followed where
necessary.

(2) Sample collection, transportation & receipt

a) The laboratory manager shall build the
policies,  procedures and  detailed
instructions for the proper collection,
transportation and maintenance or receipt
of primary samples. These introductions
shall be made available to those
responsible for primary collection.

b) The primary sample collection manual shall
include:

- the unique identifying information of the
patient from whom a primary sample is
collected.

- the information on the labels of containers is
exactly for the collected samples.

c) Each primary sample shall be traceable to an
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truy xudt voi mot bénh nhan di xac dinh.
Théng tin nhan dang trén mau bénh pham
ban dau phai ghi ddy d, trong truong hop
thiéu thong tin dung, c6 thé mau khong duoc
chép nhén hoac khong PXN chép nhan.

PXN phai c6 cac ban huéng dan/quy trinh
xit 1y mau bénh phim, chuian bi cia xét
nghiém khi khong c6 huéng dan niy sé& co
thé anh huong dén két qua xét nghiém. Tat
ca cac hudng dan, tiéu chuan, sb tay va dir
liéu tham khao lién quan dén cong viéc ciia
PXN phai duoc cip nhat va phai sin c6 cho
nhan vién. Cac stra doi tir phuong phap xét
nghiém chi dugc thyc hién khi nhitng thay
d6i nay duogc 1ap thanh van ban, duoc danh
gia k¥ thuat, dugc ban hanh va dugc TPXN
hodc can by dugc phan cong phé duyét.

Yéu cau toi thiéu ddi voi nhin ctia mau xét
nghiém 13 phai bao gdm thong tin nhan dang
ctia bénh nhan trén d6 phai ghi day du nhu
tén, tudi, gioi tinh, ngay sinh hodc s6 hd so
bénh nhan. Trong truong hgp xét nghiém tai
chd (point of care), cac thong tin trén nhan
¢6 thé linh hoat hon. Mau khéng bao gdom
t6i thiéu cac thong tin trén s& duoc coi 1a
mau khong c6 ma hoéa phu hop.

Khi mau khong du thong tin trén nhin van
dugc PXN chap nhan. PXN phai dam bao
truy xuit dugc ngudn gbc cua maiu. Néu
mau khéng dap ung duoc cac yéu cau toi
thiéu vé ky hiéu ciia miu ma mau ny van
duoc chép nhén dé xét nghiém. PXN can luu
lai ho so cua cac hoat dong tiép theo.

Khi miu ding qui cich dugc chip nhan
hoac nhan vién léy mau thuc hién sitra déi,
PXN phai ghi lai nhan biét gdc cia miu
bénh pham ban dau trong hd so.

d)

g)

identified  patient. The  identifying
information on the primary samples must be
completely filled. In case of lacking proper
information, the sample may not be accepted
or processed by the laboratory.

The  laboratory  shall have  work
instructions/procedures on the handling and
preparations of test items where the absence
of such instructions could jeopardize the
results of tests. All instructions, standards,
manuals, and reference data relevant to the
work of the laboratory shall be kept up to
date and shall be made readily available to
personnel. Deviations from the test methods
shall occur only if the deviation has been
documented, technically justified,
authorized and accepted by laboratory
director or designate.

Minimum requirements for test’s label must
include the full identifying information of
the patient as name, age, sex, date of birth or
the ID of patient. In case point of care, the
information on labels can be more flexible.
Samples does not include the above
minimum information will be considered not
suitable encoding.

When sample lacking of information on the
label is accepted, the laboratory must ensure
traceability to the primary sample. If the
sample accepted to examination doesnot
meet the minimum requirements for the
sample’s coding, the laboratory need to keep
all records of continuing activities.

When the standard sample is accepted or
sampling personnel do the modifications, the
laboratory shall write the source of the
primary sample in record.
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Truong hop dac biét, nhan dang ctua bénh
nhan khong tuong tng voi nhén dang cua
PXN. Trong trudng hop d6, can phai ¢ cac
canh bao dé duy tri nhan dang duy nhét cua
méu d6i voi mdi bénh nhan trong tat ca cac
qua trinh.

5.5. QUI TRINH XET NGHIEM

h) In special case, the patient’s identity is not

equivalent to the laboratoty’s identity. In
that case, there should be warnings to
maintain the unique identity of sample for
each patient in all processes.

5.5. EXAMINATION PROCEDURES

(1) PXN phai str dung qui trinh xét nghiém bao (1) The Ilaboratory shall use examination
gdm lya chon/ldy miu bénh pham, dap procedures, including those for selection/
g yéu cau cua ngudi st dung dich vu taking sample portions which meet the needs
cua PXN va phu hop véi cac xét nghi¢m. of the users of the laboratory services and
Uu tién lya chon quy trinh dugc ban hanh are appropriate for examination. Preferred
trong sach gido khoa/tap chi, ndi dung da procedures are those that have been
duoc xem xét trude d6 hoac trong hudng published in established/ authoritative
dan khu vuc, quéc gia hoac quéc té. Néu textbooks, peer-reviewed texts or journals,
su dung phuong phdp ndi by, PXN phai or in international, national or regional
thuc hién thAm dinh qui trinh xét nghiém guidelines. If in-house procedures are used,
theo muc dich sir dung va luu hd so day they shall be appropriately validated for
du. their intended use and fully documented.

(2) Quy trinh xét nghiém phai bao gdm tiéu dé, (2) The examination procedures shall comprise of
ddi tugng, muc dich va pham vi, trdch the title, subject, purpose and scope,
nhiém va dinh nghia va cac phuong phap responsibility, definition and the appropriate
thich hop d6i v6i mau xét nghiém. Noi method for the test item. The contents of the
dung cua thu tuc phai phu hop véi pham vi procedure manual must be relevant to the
hoat dong xét nghiém cua PXN va phai scope of testing activities of the laboratory
bao gébm nguyén 1y k¥ thuat, y nghia 1am and shall include technical principle, clinical
sang, loai bénh phém, thudc thir, vat tu va significance, types of specimen, required
dung cu/thiét bi, hiéu chuén, kiém soat reagents, supplies and
chat luong, cac budce quy trinh, tinh toan, instrument/equipment, calibration, quality
két qua xét nghiém va dién giai néu co thé control, procedural steps, calculations, test
ap dung. results, and interpretation, as applicable.

(3) Tatca Céc quy trinh xét nghiém phai du’?" 3) All the examination procedures must be
danh qg1é, phé duyét dya vao cic yéu cau evaluated and approved based on specific
cu the va giéi han da dugc xdc dinh. requirements and identified limit.

(4) Panh gis phé duyét phuong phap co thé (4) Assessment anc.l approval of .examination
bao gdm phan tich cing mAu bénh phim procedure shall 1n91ude analyzing the same
bine phuone phip khic nhau va so sanh samples by different methods and

. %p ‘Ag. p~ P; o n e pik . comparing the recovery coefficient of
h¢ so thu hoi da biet vai gid tri bict trude .
anticipated value of standard sample.
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cua mau chuan.

Ghi chu: viéc soat xét thuwong dwoc thuc hién

hang nam.

(5) DBanh gia, phé duyét qui trinh xét nghiém
bang phan tich chat chuan nong do da
biét, bang cach sir dung mau gidng hét va
c4 hinh thirc mau thém dé xac dinh hé sb
thu hoi cua xét nghiéms-

(6) Khi thich hop, phai danh gid qui trinh
dinh luong s dung ndng do phan tich
pht hop. Phai st dung chuin ndi bo khi
thich hop.

(7) Qui trinh xét nghiém nén bao gdm hudng
dan chuan bj xét nghiém, luu ¥, tién xir 1y,
phan tich, gidi han phat hién, gidi han cao
nhit va thap nhat, xir Iy nude thai, dau
hiéu va khéc phuc su ¢d, an toan cho nhan
vién va cac khia canh v& moi truong.
TPXN hodc nguodi dugc phan cong phai
chiu trach nhi¢m dam bao ndi dung quy
trinh xét nghiém day dii va dugc xem xét
can than.

(8) Quy trinh xét nghiém thich hgp ciing phai
dé cap dén viéc bao cao két qua, don vi,
cach tinh toan, cac chat anh huong két
qua, gia tri bao cdo, gidi han canh bao,
giéi han tham chiéu binh thuong cho xét
nghiém.

(9) Cac quy trinh 15i thoi phai lwu gitr t6i thiéu
l1a 3 ndm.

5.6. KIEM SOAT CHAT LUQNG VA THU
NGHIEM THANH THAO

(1) Phai danh gia hiéu qua chuong trinh kiém
soat chat lwong va dugc dé cip trong xem
x&t cua lanh dao PXN;

Note: Review is normally carried out annually.

(5) The laboratory must validate the examination
procedures by analyzing reference
concentration standards, by using spit
sample and added-sample form to identify
the recovery coefficient.

(6) When appropriate, it is necessary to evaluate
the quantitative procedure using suitable
analyzing concentration. It is necessary to
use internal standard when appropriate.

7 Test procedures should include start-up
instructions, precautions, pre-treatment,
analysis, detection limit, lower and higher
limit, disposal of waste, remarks and
trouble shooting and safety of the
personnel and environmental aspects. The
laboratory director or designate shall be
responsible for ensuring that the contents
of examination procedures are complete
and have been thoroughly reviewed.

(8) The appropriate test procedure should also
address the reporting of results, units,
calculation, interfering substances, report
values, critical limits, reference limits for
the appropriate tests.

(9) Outdated procedures should be archived for
at least three years.

5.6. QUALITY CONTROL
PROFICIENCY TESTING

AND

(1) There shall be evaluated the effectiveness
of quality control program and mentioned
in management review.
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(2) Chuong trinh kiém soat chat lugng phai
bao gébm gidi han chip nhan va ap dung
thl tuc hanh dong khic phuc khi vuot qua
gi6i han chap nhan.

(3) Phai thuc hién phan tich lap lai dé biét rd do
tai lap cta phép phan tich. Ké ca sir dung
mau kiém soat cua ldn phan tich sau dé
kiém tra do léch so voi phwong phap da
thiét 1ap.

(4) Panh gia d6 6n dinh mau trong khi luu gitr
va trong sudt qua trinh phan tich.

(5) Tham gia chuong trinh thir nghi¢m thanh
thao (TNTT) phai tuan theo chinh sach cua
BoA qui dinh trong APL 02 “chinh sach
tham gia thir nghiém thanh thao/so sanh
lién phong”.

5.7. QUI TRINH SAU XET NGHIEM

(1) Chét thai sinh hoc va kiém soat an
toan

a) PXN phai thiét 1ap canh bao dwa vao mbi
nguy hiém lay nhiém tir mdu mau va cac dich
thé. Nén vién dan cac hudéng dan cua to chic
thim quyén lién quan.

b) PXN thuc hién nudi céy vi khuén lao, ndm, vi
rat phai dugce trang bi tu an toan sinh hoc. Moéi
td an toan sinh hoc phai dugc kiém tra hang
nam va luu hd so kiém tra.

Chu thich: Dich vu nay thwong dwoc thuc hién
bdi t6 chire bén ngodi vi can cé thiét bi chuyén
dung. Viéc kiém tra hang nam phdi bao gom
kiém tra mang loc,luu lwong khi. Bo loc khong
can thiét phdi thay hang nam nhung khéng
dwoc dung quad 5 nam.
¢) PXN phai tuan thu theo cic yéu cau cip do
an toan sinh hoc phu hgp. PXN cép dol,2,
3 do BO Y té da ban hanh.

(2) The quality control program shall include
acceptable limits and be applied
corrective  action  procedure  when
exceeded the acceptable limits.

(3) Analysis must be repeated to know the
reproducibility of medical test including
the use of cotrol samples were analyzed
to medical test the deviation from
established medical procedures.

(4) Rating the sample stability during storage
and analysis.

(5) The laboratory’s proficiency testing
program shall comply with the BoA’s
policy in APLO2 “Proficiency testing
program/inter-laboratory comparision
policy”

5.7. POST - EXAMINATION

(1) Biological hazards and safety control

a) The laboratory shall institute standard
precautions against infectious hazards of
blood and body fluids. Reference should
be made to the following guidelines from
the relevant regulatory bodies.

b) Appropriate biohazard cabinets (BC) must
be functioning in laboratories that culture
mycobacteria, fungi and viruses. Each BC
shall be certified annually and records shall
be documented.

Note: This service is ordinarily performed by an
outside vendor because of the specialized
equipment required. Annual checks shall include
filter checks, flow rate measurements and tests
for seam integrity. Filters need not be replaced
annually , only as needed but not exceeding every
five years.

c) Medical laboratory shall follow the
requirements of biological safety with level
1, 2, 3 issued by the Ministry of Health.
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(2) Mau lwu

a) Mau luu lién quan dén mau da xét nghiém
hodc la mot phén cta miu ban dau ma
PXN can giir lai dé st dung trong twong
lai trong trudng hop c6 nghi vén.

b) Khi c6 thé, phai lvu miu mot sb mau dai
dién du sb lugng cho mot giai doan nhat
dinh. Miu can phai dwoc dong kin, dan
nhin nhan biét thich hop va duoc luu giit
dudi diéu kién thich hop.

(3) Xir Iy réc thai

a) PXN phai c6 chinh sach va thu tuc quan ly
ric thai ¢ tat ca cac dang nude thai long,
rin va khi. Thu tuc nay phai pht hop véi
quy dinh dia phuong va dugc soat xét
hang ndm.

b) Réc thai phai duge xir Iy déu dan khong
vugt qua 1 tuan.

¢) Pipet, coc dung mau...khong nén rira va
dung lai.

d) Rac thai lay nhiém phai dugc dung trong
tai danh cho cac rac nguy co sinh hoc dé
xur 1y tai cac 10 d6t rac dugc nha nudc phé
duyét théng qua cac nha thau phu dugc
cap phép

e) Mau bénh pham lay nhiém nhu phén, nuéc
tiéu va dich co thé cua bénh nhan phai
dugc xa vao hé théng nudc thai. Tuy
nhién, néu nghi ngd va biét co thay ngan
trong mau thi khong duoc thai ra cong.

f) Chat thai lay nhiém dugc dung trong thi
danh cho cac rac thai nguy co sinh hoc
phéi dugc budc kin, thu gom tai vi tri quy
dinh dé cong ty xir Iy chét thai c6 cip phép

2
a)

b)

(€))

b)

d)

Retained samples

A retained sample refers to the tested
sample or part of the original sample,
which is preserved at the laboratory for
future use in case of dispute over the
findings.

Where applicable, a representative
sample with sufficient quantity shall be
retained for a specified period. It shall be
properly sealed, appropriately identified
and stored under appropriate conditions.

Waste disposal

The laboratory shall have policies and
procedures for waste management for
the disposal of all solid and liquid and
gaseous waste. These methods shall be
in compliance with applicable local
regulations and reviewed annually.
Waste shall be disposed of at regular
intervals not exceeding a week.

Mechanical pipette tips, sample cups,
etc. should not be washed and reused.

Infectious waste shall be placed into
biohazard disposal bags for appropriate
disposal in a government-approved
incinerator by licensed waste
contractors.

Clinical infectious waste such as faeces,
urine and body fluids from patients shall
be flushed into the sewerage. However,
if mercury is suspected or known to be
present, it cannot be flushed into the
sewerage.

Infectious waste bagged in biohazard
disposal bags shall be deposited at
designated collection area/s to be
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van chuyén dén 10 dot.

BAO CAO KET QUA

PXN dugc cong nhan phai sir dung logo cua
BoA lugng trong bao cao két qua xét nghiém
thudc pham vi dugc cong nhan. Viée st dung
logo clia BoA phai tuan thu qui dinh vé st
dung déu ctia BoA.

Trong bao céo két qua xét nghiém néu co cac
chi ti€u xét nghi€ém chua dugc cong nhén,
PXN phai chii thich vao bao cédo dé xac dinh
10 chi tiéu xét nghiém chua dugc cong nhan.

PXN ¢6 thé chii thich: cdc chi tiéu xét nghiém

danh dau * la cac chi tiéu chira duge cong

nhan.

C6 thu tuc 1ap thanh vin ban vé& bao cio
két qua. Bao cao két qua nén két hop voi
quy trinh phan tich bao gém tham quyén
cia nhan vién gidm sat hodc nhan vién
dugc phan cong.

Két qua ban dau, két qua ngoai gid dich
vu va két qua ndm ngoai giéi han canh
bao phai dugc thong bao sém nhét khi
c6 thé nhung chi sau khi dwgc nhan vién
ky thuat c6 ning lyc thim tra nhu 13
PXN phé duyé¢t.

Bé4o cdo két qua qua dién thoai can dugc

ghi hd so, kiém soat va han ché, nén duoc
theo doi bang ban két qua.

(6) Phai luu giit két qua tudn thu theo quy dinh
ciia PXN phu hop véi cac yéu cau cua co
quan c¢6 thim quyén.

transported to incinerators by licensed
waste disposal contractors.

5.8. REPORTING OF RESULTS

(1) Accredited medical laboratory shall use BoA

logo in the medical report for accredited
medical tests. Medical laboratory shall
comply with “Guidance for use of
accreditation logo and symbol” of BoA.

test report, medical laboratory shall

(2) If there are unaccredited medical tests in the

make note clearly which medical tests are out

of accreditation scope.

Laboratory may note that medical tests

defined by
accredited scope.

have been *are out

(3) There should be written procedures for

reporting of results. Reporting of results
should be complete with analytical
authorization procedure, including
authorization by laboratory supervisor or
designate indicated.

(4) Start results, results obtained in out of

hours service and results outside alarm
limits should be reported as soon as
possible, but only after verification by a
competent technologist as approved by the
laboratory.

(5) Reporting of results by telephone should be

documented, controlled and limited and it
should be followed up by the hardcopy of
the results.

(6)Results should be archived and retained as

determined by the laboratory complying
with regulatory requirements.

of
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(7) Két qua di bao cao chi duoc sira boi nhan
vién k§ thuat c6 tham quyén ctia PXN thuc hién.
Viéc sira két qua nén duoc thong bao sém nhat
c6 thé toi bac sy yéu cau.

(8) Thoi gian tir khi nhan yéu cau xét nghiém
dén khi tra két qua cla tit ca cac xét nghiém
phai dugc thong béo toi tit ca cac bac sy chi
dinh xét nghiém va bac sy nén biét duoc thoi
gian bao cao két qua xét nghiém thuong 1€.

(9) PXN nén dinh ky danh gid thoi gian tor khi
nhan yéu cau xét nghiém dén khi tra két qua.
Phai kiém tra va phai biét thoi gian tir khi
nhan yéu cau xét nghiém dén khi tra két qua
phéan tich dugc gui tdi PXN khac.

(10) Nén to chic hop thuong xuyén nhan
vién PXN véi nhan vién 1lam sang vé su
dung va dién giai két qua xét nghiém.

(11) Nhan vién chuyén moén nén c6 nhan xét
trong bao céo két qua khi can thiét. Khi
c¢6 nghi ngd nén bd sung canh béo trong
béo cdo két qua.

PHAN 3. KHUYEN NGHI VE THOI GIAN
HIEU CHUAN VA KIEM TRA THIET BI
THUONG SU DUNG TRONG PHONG XET
NGHIEM Y TE

Bang sau ddy néu chi tiét cic yéu cau vé tan
sudt hiéu chuin va kiém tra trén cac thiét bi xét
nghiém voi mot sd qui trinh cy thé . Khoang
thoi gian dugc néu 1én 1a khoang thoi gian t6i da
va phu thudc vao do chinh xéc can thiét va tan
suét su dung cua thiét bi, va dugc dua trén gia
dinh ring:

(7)Reported results should only be corrected by
authorized technical / professional staff of
the accredited laboratory. Correction of the
results should be reported as soon as
possible to the requesting physicians.

(8)The turn-around-time of all tests must be
made to known to all requesting physician
and they should be familiar with the normal
reporting time for assays.

(9)The laboratory should regularly audit the
turn-around time for stat and routine tests.
The turn around time for assays sent to other
laboratories should be known and checked.

(10) There should be regular meetings of
laboratory staff with the clinical staff
regarding use of the laboratory and
interpretation of results.

(11)Professional staff should comment on
reported results if necessary. E.g. warnings
should be added to the report when
pathological  pitfalls or interfering
substances are suspected.

PART 3. RECOMMEND FOR FREQUENCY
OF CALIBRATION AND CHECKING
EXAMINATION EQUIPMENT

The following table details the requirements
for frequency of calibration and checks on
test equipment with reference to specific
procedures to be followed. The time
intervals indicated are maximum intervals
and are dependent on the accuracy required
and the use of the equipment, and are based
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e Thiét bi c6 chét lugng tbt, hoat dong on
dinh, duoc lap dat va st dung thich hop.

e Phong xét nghiém c6 du thiét bi chuan,
nhan vién c6 nang luc thuc hién kiém tra
thiét bi ndi bo.

e Tit ca cac viéc kiém tra cho théy hoat
dong dat yéu cau.

Viéc higu chuin duoc thyc hién boi mot don vi
hiéu chuén bén ngoai cd du nang luc va don vi
nay phai cung cap mot bio céo cho viéc hidu
chuén. Néu co s& thuc hién cac hiéu chuén ndi
bd, PXN phai ching minh kha ning c6 thé thyc
hién hiéu chudn ndi bd théoa man yéu cau cua
tiéu chuan ISO/IEC 17025 muc 6.5 va yéu cau
riéng cta BoA cho cac phong hiéu chuan dugc
cong nhan (Yéu cau b sung dé cong nhan trong
linh vuc do ludng hiéu chudn - ARL 08). Viéc
kiém tra thuong duoc tién hanh noi bd boi cac
nhan vién cua PXN. Tuy nhién, néu viéc kiém
tra dugc thuc hién bdi mot co quan bén ngoai c6
da nang lyc thi PXN phdi nhan dugc bdo céo
cudi cing.

Viéc gidm khoang thoi gian gitta cac ky hic¢u
chudn va / hodc kiém tra duoc yéu cau khi thiét
bi hoat dong dugc trong diéu kién khong tbi wu.
Néu c6 nghi ngd vé hu hong phat sinh, thiét bi
phai dwoc hiéu chuan lai ngay lap tirc va hiéu
chudn véi tan sudt ngan hon cho t&i khi hoat
dong cua thiét bi dugc chimg minh 14 6n dinh.

Viéc gidm khoang thoi gian gitta cac ky hic¢u
chuin va / hodc kiém tra ciing c6 thé dugc yéu
cAu trong cac xét nghiém ddc biét hodc véi cAu
hinh thiét bi cu thé.

BoA s& xem xét dé nghi kéo dai khoang thoi
gian hi¢u chuan thiét bi dua trén cac yéu t6 nhu:

e HOo so chirg minh su on dinh;

on the assumptions that:

e The equipment is of good quality, of
proven adequate stability and is properly
housed and used;

e The facility has both the equipment
capability and staff expertise to perform
the requisite in-house checks;

e All of the subsidiary checks indicate
satisfactory operation.

Calibrations are carried out by an external
calibrating authority and an endorsed test report
is obtained for this work. If a facility wishes to
carry out these calibrations in-house it must
demonstrate the capability to do so according to
the criteria set out in ISO/IEC 17025 sub-clause
6.5 and BoA’s Policy in ARL 08
“Supplementary requirements for accreditation
in the fied of measurement and calibration”.
Checks are normally carried out in-house by the
laboratory staff. If however, the checks are
carried out by an external authority then an
endorsed report must be obtained.

Reduced intervals between calibrations and/or
checks are required when the equipment
operates under less than ideal conditions. If any
suspicion of damage arises the equipment must
be recalibrated immediately and thereafter at
reduced intervals until it is shown that stability
has not been impaired.

Reduced intervals between calibrations and/or
checks may also be required in particular testing
applications or with particular equipment
configurations.

BoA will consider submissions for the extension
of equipment calibration intervals based on
factors such as:
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o Tén suit st dung;

e Do chinh x4c can thiét cua thiét bi;

e Naing lyc cua nhan vién thyc hién kiém
tra ndi bo; va

e Ching minh tham gia cdc chuong trinh
so sanh lién phong dat két qua tdt.

History of stability;

Frequency of use;

Accuracy required,

Ability of staff to perform in-house
checks; and

Successful participation in proficiency
testing programs.
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CHU KY HIEU CHUAN VA KIEM TRA THONG THUONG
FREQUENCY OF CALIBRATION AND CHECKING EXAMINATION EQUIPMENT

Thiét bi

Chu ky hi¢u
chuan
(nam)

Chu ky kiém tra
(thang)

Phuong phap va khuyén nghi

BUONG VA BINH

Mbi lan str dung

Kiém tra chi thi st dung, chan khong hodc

YEM KHI (KI KHI) nudi cdy mau ching.
AEROBIES JAR On use check indicator, vacum or sample control
THIET BI PHAN Kiém tra bang cach st dung cac vat liu
TICH chuén thich hop, tan suat phu thudc vao
ANALYSER ﬂ‘{l_IC té‘ stq dun% cua thiet bi va khuyén nghi
T dong/ p cua nha san xuat.
©Y ) ong Check by using reference standard. The
Automatic . :
checking frequency depends on using
- Khi maw  Gas equipment —and  recommendation  of
blood manufacture.
- Dién giai/
Electrolyte

- Gluco/ Glucose

Mbi lan str dung

St dung chét chuan

- Oxy/ Oxygen On use Use reference standard

- Protein/ Protein
Kiém tra d6 nhdy, do chinh xac cua budc
song, muc do bién do6i cua vach ranh giéri’,
dd tuyén tinh, d 1ap lai va cac thong sb

3 quang hoc
Test sensitivity, Wavelength accuracy,
bandpass, stray lighterror, linearity of
. response, repeatability and the optical
QUANG PHO tactor.
SPECTROMETER i Dung lai duong chuan

Prepare new calibration curve.

Moi lan sir
dung

On use

Kiém tra mau tring va téiqthiéu 2 diém
trén duong cong hiéu chuan.

A blank and at least 2 points on the
calibration curve must be checked.

THIET BI PO KiCH

Mbi lan str dung

Phai kiém soat chtrc ning hoat dong cua
thiét bi dinh ky st dung mau chuan kiém

THUGC DNA ra
DNA SIZE On use Must control the operation function of
MEASUREMENT . o .

equipment  periodically  using  control
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A Chu kyx higu Chu ky kiém tra L A .
Thiét bi chuin ] Phuong phap va khuyén nghi
< (thang)
(nam)
EQUIPMENT sample
ban dau hodc
au khi stra n 2 Ar gA e s . \ ,
sau N su Hi¢u chuan nhiét dg tai cac mirc thuong su
chira
- dyng
Initial and ) )
. Calibrated temperature at using load.
after major
repairs
Kiém tra nhiét do béng nhiét ké chuan
duoc hiéu chuin tai phong hiéu chuin
] dugc cong nhan.
Check  temperature using reference
thermometer  calibrated by  using
accredited calibration laboratory
NOI HAP 3 Kiém tra hiéu qua ti¢t trung
AUTOCLAVES Check effectiveness of sterility

moi lan sir dung

On use

Kiém tra va ghi lai nhi¢t 4o, ap suét, muc
tai, thoi gian s dung. Str dung gidy chi thi
nhiét chuyén dung dé kiém tra hiéu qua tiét
trung; st dung cac chi thi sinh hoc khi
thich hop. Khi thyc hién hidu chuan PXN
phai yéu ciu hiéu chuan nhiét do ¢ nhiét do
va ap suat thuong sir dung.

Check and
pressure, loading and time using. Using
temperature tape to check effectiveness of

record the temperature,

Autoclaves;,  Using  bio-index  when

aprociate. Laboratory must be require
calibration at temperature, pressure used.

MAY LOC NUGC

KHU ION

ION REDUCTION

Kiém tra vo trung

Check sterility

Hang ngay hodc
khi str dung

Daily or on use

Kiém tra tinh dan suat théng qua sir dung
ddng ho dan suét;

Check the power lead through the use of
clock rate lead
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Thiét bi

Chu ky hi¢u
chuan
(nam)

Chu ky kiém tra
(thang)

Phuong phap va khuyén nghi

VI QUANG KE
MICROMETER

Kiém tra d6 tuyén tinh
Check linearity

CAN
BALANCES

3
(v6i diéu kién
kiém tra dinh
ky nghiém ngat
theo qui dinh
cot bén)

Hiéu chuin duoc thuc hién béi phong hiéu
chudn theo qui dinh ARL 03 — BoA hoic
PTN tu hiéu chuan nhung phai dép tmg cac
yéu cdu cho hoat dong hiéu chuén theo
ISO/IEC 17025.

Calibrated by accredited calibration
laboratory as requirement ARL 03 — BoA
or  calibrations  in-house it  must
demonstrate the capability to do so
according to the criteria set out in ISO/IEC
17025

Hang ngay

Kiém tra hang ngay c6 thé bang mot trong
cac cach:

Daily check by one of these method:

- Kiém tra do lap lai.

- Check repeability

- Kiém tra 1 diém thuong sir dung.

- Check at 1 point of using range

- Kiém tra diém 0

- Check zero point

Kiém tra dinh ky 1 thang cho 1 dai do
thuong str dung
Check of 1 using range normaly

Kiém tra dinh ky 6 thang & cac dai do
Check of all used range

Hang ngay

Kiém tra hang ngay c6 thé bang mot trong
cac cach:

Daily check by one of these method:

- Kiém tra do lap lai.

- Check repeability

- Kiém tra 1 diém thuong sir dung.

- Check at 1 point of using range

- Kiém tra diém 0

- Check zero point
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Chu ky hiéu

A 2 Chu ky kiém tra L A .
Thiét bi chuin ] Phuong phap va khuyén nghi
. (thang)
(nam)
; Kiém tra dinh ky 3 thang & cac dai do

Check of all used range
QUA CAN/ MASSES
Chuén - Toan bd bang
thép khong gi hogc 3 nam Hiéu chuin duoc thuc hién béi phong hiéu
hop kim Ni-Cr sau dvo la6 chuin theo qui dinh ARL 03 — BoA hoic
Ref_ erence - of integral fam PTN ty hiéu chuan nhung phai dap tmg cac
Stainless  steel  or sy clu cho hoat done hicu chudn th
nickel chromium alloy yéu cau cho hoat dong hi¢u chuan theo

N ) - N ISO/IEC 17025.
Cong tac - thép khong
gi hodc hop kim Ni-Cr Calibrated by accredited calibration
Working - stainless 3 laboratory as requirement ARL 03 — BoA
steel or nickel or  calibrations  in-house it  must
chromium alloy demonstrate the capability to do so
Cong tac — hop kim according to the criteria set out in ISO/IEC
khac 1 17025
Working - other alloy
i Kiém tra mang loc, tbe do luu thong khi,

cac chi sd vi sinh, cuong do sang den UV,
TU AN TOAN SINH cuong do sang thuong, do dn phu hop véi
HOC VA LAMINAR quy dinh.
FLOW Check the filter, flow of the air,
g;%%;g?TY AND microbiology indicators, UV light intensity,
LAMINAR FLOW working light intensity, noise appropriate

mdi lan sir dung | Kiém tra d9 vo tring
On use Check of sterilisation

Kiém tra nhiét do bang nhiét ké da hiéu

chudn hodc ting tin suat kiém tra 1én khi
MAY LY TAM 1 . du:(_fcdyélf cju; Kiém tra toc do su dung

, b d6 ob

CENTRIFUGES may €o foe co 8oe

Check temperature using calibrated

thermometer or increase testing frequency

when requested. Check speed using
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Thiét bi

Chu ky hi¢u
chuan
(nam)

Chu ky kiém tra
(thang)

Phuong phap va khuyén nghi

tachometre

SAC KY KHI
GAS
CHROMATOGRAPHS

Hiéu chuan theo khuyén nghi cua nha san
xuat.

Calibration follows recommendation of
manufacture

Mbi lan str dung

Thiét bi duogc giam sat déu din st dung
chét chuén. B phan cAu thanh hé théng (vi
du: thiét bi phan tich, b phan sdy, bod
khuyéch dai dién tir va dau do) phai kiém
tra dinh ky va luu ho so.

Equipments are regularly controlled by

SAC KY LONG VA
SAC KY LONG CAO

On use : .
using reference standard. Check periodly
the system’s contents (such as analyzer,
dryer, electro magnifier and sensor) and
keep the record.

6 Hiéu chuan theo khuyén nghi ciia nha san

xuat.

Calibration follows recommendation of
manufacture

Phai kiém soat tong thé hé thdng tong thé

A.P (HPLC) M@i In sir dung | S0 dung chdt chuin. Mat higu sudt c6 thé

Liquid phat hién thong qua so sanh theo thir tu

chromatography and phép do str dung chit chuan. BO phan ciu

high performance thanh hé thong (vi du: hé théng bom va

liquid chromatography dAu do) phai kiém tra dinh ky va luu hd so.
Check the system using reference standard.

On use Check on period system of pump and

sensor. Keep the record.

BUONG DEM/

COUNTER X x Hiéu chuin béng su dung chit chuin va

Moi lan sur dung x 2 .
- Beta/Beta mau kiém tra thich hgp
- Tébao/Cell 0 Calibrate using reference standard and
n use

- Gama/Gamma appropiate control sample

- Kich thuéc
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Thiét bi

Chu ky hi¢u
chuan
(nam)

Chu ky kiém tra
(thang)

Phuong phap va khuyén nghi

hat/Grain size

THIET BI BIEN DI

ELECTROPHORESIS
EQUIPMENT

Mbi lan str dung

On use

Phai kiém tra, chirc ning hoat dong cia
thiét bi bang kiém soat thich hogp. Cac bo
phéan cia h¢ théng (nhu: dién cuc, bé dién
di va ngudn dién) phai dugc kiém tra dinh
ky.

Must control the operation function of
equipment periodically using appropriate
control. Check periodically components of
system (such as electrodes, electrophoresis
tanks and power).

QUANG KE NGON
LUA

Mbi lan str dung

Bing sir dung chit chuin va miu kiém tra
thich hop

FLAME On use Using reference standard and appropriate
PHOTOMETER control sample
THIET BI 15)0 ) M&i 2 tudn H1~¢u (.:%man bang st dung chat chuan va
HUYET SAC TO mau kiém tra thich hgp
HAEMOGLONINOM E P " Calibrate using reference standard and
ETER Very « weeks appropriate control
AP KE/ MANOMETER
- APKE CHUAN 10 Kiém tra khi va nuoc;
REFERENCE 36 Check d wat
MANOMETER eck gas and water
- AP KE LAM
VIEC 3 St dung chuén
WORKING Used reference standard
STANDARD
Tan suét: theo
qui dinh cua nha o . .
, % Lau chui va bdo tri dinh ky theo yéu cau
san xudt 1a nha san xuét. Lau ban soi va thdu kinh
, R ctia nha san xuat. Lau v u
KINH HIEN VI Frequency: base .
sau khi str dung.
MICROSCOPE on . .
. Cleaning and scheduled maintenance
recommendation Il dati
of manufacturre follow recommendation of manufacture.
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KL ps Chu kyA higu Chu ky kiém tra o p .
Thiét bi chuin ] Phuong phap va khuyén nghi
(nim) (thang)
KINH HIEN VI 12 Bao tri
MICROSCOPE Maintenance
Hang ngay hoic Kiém tra d6 chinh xéc tai 2 diém gia tri pH
mdi 14n sir dung | gan nhat bang cach sir dung buffers
THIET BI PO pH Daily or when | Check on accuracy at 2 points nearest
pH METER using expectation pH by using buffers
6 Kiém tra bang 3 dung dich dém chuan
Check by 3 standards buffers
jg;gg;:;g USING Khi stir dung Str dung chi thi sinh hoc
GAS On use calibrate using biological indicators
PDONG HO BAM Hiéu chuén boi phong hi¢u chuin d3 duoc
A 0 ha
GIAY 1 cong nhan

TIMER

Calibrated by accredited calibration

laboratory

PONG HO PO TOC bO/ SPEEDOMETER

CHUAN

5
REFERENCE
CHUAN CONG TAC
WORKING 1
REFERENCE
Hiéu chuin boi phong hi¢u chuin d3 duoc
CAP NHIET O cong nhan
CLINICAL 1 Calibrated by accredited calibration
THERMOMETER laboratory
Hiéu chuén boi phong hi¢u chuin d3 duoc
. . cong nhan
THIET BI BINH GIO
1 Calibrated by accredited calibration
TIMES DEVICE
laboratory
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A Chu kyx higu Chu ky kiém tra L A .
Thiét bi chuin ] Phuong phap va khuyén nghi
(nim) (thang)
Hang ngay hodc
MAY CAT NUGC moi khi sir dung

DISTILLED WATER
MACHINE

Daily or on use

6

Kiém tra vo trung.
Check sterility

DUNG CU PO THE TICH/ VOLUMIC MEASUREMENT (GLASSWARE AND PISTON TYPES)

Dung cu do thé tich
Popette, Piston tong,
dung cu chia dung
dich, dung cu chuin
do

Cubic
Piston

measurement

Ban dau (tuy
thuoc muc dich
su dung)

1
Initial (depend
on objective of
use)

1

Hiéu chuan tai phong hiéu chuan du ning
luc
Calibrated by competence calibration

laboratory

Kiém tra d6 chum, do dang & muc dung
tich thuong dung bang can phan tich thich
hop

Check the repeability, the trueness at

Pipetter, dispensers, normal  volume by using balance
diluters, displacement 6 appropriate
burettes (check for each lot or category)
Phai kiém tra 13p lai it nhét 10 1an theo quy
dinh dbi v6i phan tich trong luong, thé
tich, khéi lugng
Must repeat the test at least 10 times for
gravity analysis, volume and mass
Pipet, buret, binh dinh Ban dau (tuy Dung cu thuy tinh cdp A can dugc sir dung
mitc (thuy tinh) thuge e dich | 11 thir nghiém yéu ciu mie chinh xéc cao
Pipetters,  burettes, " lgng) Kiém tra d6 chum, do dang & muc dung
vglumetric Jlasks, tich thuong dung bang cén phan tich thich
piston operated
including:  pipetter, h(_)]?
dispensers,  diluters, (kiém tra dai dién cho tung 16/chting loai)
displacement burettes Initial (depend | Class A glassware should be used for
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KL ps Chu kyA higu Chu ky kiém tra o p .
Thiét bi chuin ] Phuong phap va khuyén nghi
< (thang)
(nam)
on objective of | testing wich require high accuracy
use) Check the repeability, the trueness at
12 normal  volume by using balance
appropriate
(check for each lot or category)
HE THONG CHI THI NHIET DO (DANG SO)/ TEMPERATURE (DIGITAL) INDICATING SYSTEM
N Hiéu chuén theo hé thong do nhiét do
. . Ban dau 2
DANG CAM TAY, BE Initial chuan
BAN TU GHI i Calibrate by reference temperature system
HAND-HELP, Kiém tra 1 didm & dai thuong sir dung
BENCH TYPES AND 6 Check at 1 point . ]
TEMPERATURE ?c at 1 point of using range normaly
LOGGERS 54 Kiém tra 3 diém ¢ dai thuong st dung
Check at 3 point of using range normaly
. Hiéu chuén theo hé thong do nhiét do
Chuén cong tac — nhiét chuan
ké dién tré (RTDs) Calibrate by reference temperature system
hién s6 Kiém tra 1 didm & dai thuong sir dung
Working-digital 6 bang nhiét ké chuin
display RTDs Check at 1 point of using range normaly by
using reference temperature
NHIET KE/ THERMOMETERS
o Su dung ¢ dai nhiét trén 250°C
CHUAN, PIEN TRO Use for range more than 250°C
PLATIN Str dung & dai nhiét dudi 250°C
REFERENCE, Use for range less than 250°C
PLATINUM )
RESISTANCE tru:(:ic khi st Kiém tra tai diém bang
ung
On use Check at zero point (ice point)
CHUAN, NHIET KE
THUY TINH 10 trude khi str Kiém tra tai diém bang
REFERENCE, dung Check R
LIQUID-IN-GLASS On use eck at zero point (ice point)
(where kept as a
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A Chu kyA hi¢u Chu ky kiém tra L A .
Thiét bi chuin ] Phuong phap va khuyén nghi
. (thang)
(nam)
reference)
CAUDO DIEN AC truge khi s Kiém tra d6 tuyén tinh va hé sd tré khang
AC TEMPERATURE 5 dung
BRIDGE On use Check linearity and impedance factor
HONG NGOAI ] 6 Kiém tra tai diém bang
INFRA — RED Check at zero point (ice point)
Hiéu chuan tai phong hiéu chuan du ning
s luc
Calibrated by competane calibration
laboratory
Kiém tra tai diém bang va mdt vai diém
NHIET KE THUY Ban diu trong dai lam viéc so v&i nhiét ké chuan
TINH Initial Ch?cl‘k c? zei;c;C poilzt (ice goin? an:l ;e:eval
THERMOMETERS points of working range by using reference
standard thermometer
Kiém tra tai diém bang hoic 1 diém trong
dai lam viéc so v6i nhiét ké chuan
6 Check at zero point (ice point) or 1 point
of working range by using reference
standard thermometer
NHIET KE PIEN . Lz
TR d' i 5 6 Kiém tra Ry tai dlém' bér‘lg |
RESISTANCE Check R, at zero point (ice point)
IEC 600688-2-1,-2,-3,-33,-38,-39
Khi sir dung Doccument: IEC 600688-2-1,-2,-3,-33,-
TU MOI TRUONG 1 13{8.’:3911 _— e thome sb si d
ENVIRONMENTAL ; inh haomg ding Kb theo huomg din cia s
CONDITIONING san xuét (iéu c%')) ¢ ’
CHAMBERS On use
Calibration, Check the parameters using
1 wich have significant effect to results (base
on guidline of manufacture — if any)
AM KE/ HYGROMETER
AM KE ASSMANN & 10
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Chu ky hiéu

. 2 Chu ky kiém tra L. A .
Thiét bi chuin ] Phuong phap va khuyén nghi
< (thang)
(nam)
SLING So sanh véi cdp nhiét dién tai nhiét do
ASSMANN & SLING phong véi bic kho
PSYCHROMETERS 6 Compare thermometers at  room
temparature with wick dry.
THIET B.I GH} bO Kiém tra so sanh v&i 4m ké d3 dugc hiéu
AM NHIET DO TU Hang tu chuén thich h
PONG ang tuan u op
THERMOHYGROGR A week Compar? with  calibrated  hygrometer
APHS appropriate
NHIET AM KE DPIEN | |
TU Kiém tra, so sanh v&i 4m ké chuin
THERMO- 1 Compare  with  reference  standard
HYGROMETER hygrometer
ELECTRONIC TYPES
THUSC CAP/ ) Hiél‘l chuén boi don vi dTch' cong n}‘lan |
CALLIPERS Calibrated by accreditation calibration
laboratory
DONG HO PO THOI S S SR
GIAN 6 So sanh V()’l'chuan'quoc gia cua VMI
TIMING DEVICES Compare with national standard of VMI
IEC 600688-2-1,-2,-3,-33,-38,-39
Moi khi st dung | poccyment: IEC 600688-2-1,-2,-3,-33 -
o , 1 38,-39
TU MOI TRUONG Hicu chuin. Kid ‘¢ thone s6 si d
ENVIRONMENTAL ; ; 1}&,1:111 c quan&’ 1er11(1;tﬁ11 ca(}:1 t ’ong ;:) suq ur;g
CONDITIONING al:l u?ng ¢ an%r € theo hudng dan cua nha
CHAMBERS san xuat (n€u co)
On use Calibration, Check the parameters using
1 wich have significant effect to results (base
on guidline of manufacture — if any)
. . MOi khi st dung Kiém tra nhiét do khi dang hoat dong
PHONG MOl On use Check temperature
TRUONG - :
INCUBATOR ROOMS 2 tuan Kiém tra do nhiém khuan bé mat, khong
2 weeks khi
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KL ps Chu kyA higu Chu ky kiém tra o p .
Thiét bi chuin ] Phuong phap va khuyén nghi
< (thang)
(nam)
Check the contamination of surface and air
. ) 1 tudn Kiém tra ¢ d6 nhiém khuén khong khi
PHONG U A week Check the contamination of the air
INOCULATION ) ~ .
ROOMS 1 Kiém tra d§ nhiém khuan bé mat
Check the contamination of surface
THIET BI CAN KIEM SOAT NHIET PO / TEMPERATURE CONTROLLED ENCLOSURES
ban dau
Initial
khi sir dung Kiém soat nhi¢t d§ bang thiét bi thich hop
TU SAY On use Check th.e temperature by equipment
DRYING ap{?roprzate
Kiém tra do lap lai, chénh I¢ch nhiét do
19 gitra cac khu vuce trong tu
Check the repeability, the difference of
temperature between the area inside
Kiém tra d6 1ap lai, chénh léch nhiét do va
TU CHAN KHONG . e(lj;;l suzt g;lua cac kl;ulvu’c t;ongdt‘u
VACCUM eck the repeability, the difference of
temperature and pressure between the area
inside
TU LANH Hang ngdy Ié;lemktra nhi¢t d¢ su dung l’l.hlf_:t ké chuan
FREEZER Daily ec temperature  using  reference
thermometer
o ] Ha ay va | Kiém tra nhiét d6 str dung nhiét ké
BE NUGC U NHIET o 7 0 St CHe TS
y y moi lan sir dung
WATER BATH .
Daily and on use | Check temperature using thermometer
\ .. | St dung nhiét ké trong cdc quy trinh quan
= ~ H < .
TAM NHIET kelliiggd?n;a trong va phép phan tich
PLATES . Daily using thermometer to use important
Daily and on use .
procedure and analysis
00 Con Ban dau Hiéu chuén nhit do va kiém tra ghi hd so
Initial mirc CO2
CO: INCUBATORS ] Calibration of temperature and CO: level
ARLM 03 Lan ban hanh/Issued No: 3.00 Trang/Page: 39/41




Yéu ciu b sung danh gia phong xét nghiém y té - ARLM 03
Supplementary requirement for accreditation in the field of medical testing — ARLM 03

Thiét bi

Chu ky hi¢u
chuan
(nam)

Chu ky kiém tra
(thang)

Phuong phap va khuyén nghi

Hang ngay/
modi khi sir
dung

Daily / on use

Kiém tra hang ngay va ghi hé so tu dioxit
carbon thanh phan dioxit carbon va nhiét
do

check and record CO? level and
temperature.

12

Kiém tra thiét bj doc mirc CO theo huéng
dan cta nha san xuat

Check the equipment (reader CO: level) as
manufacture instruction

TU AM
INCUBATORS

Ban dau

Hiéu chuin phan bd nhiét trong ti
Calibrated delivery of temperature inside

Hang ngay

Daily

Kiém tra nhiét do bang nhiét ké da hiéu
chudn. Duy tri nhiét 6 trong khoang chinh
xac + 2 hodc trong khoang quy dinh cua
phuong phap

Check  temperature using  calibrated
thermometer. Maintain temperature in
about £ 2 or in temperature range of
method

2
(voi diéu kién
kiém tra nhu
yéu ciu & 2 cot
bén)

Hang ngay khi
su dung va

1 thang ¢ céac

diém phén b

trong tu

Daily and

1 month at in

side the room

Kiém tra su phan bd nhi¢t do trong tu
Calibrated delivery of temperature inside
Nhiét d6 kiém tra hang ngay néu duogc do
luan phién tai céc vi tri khac nhau tai trong
td, ¢6 thé thay thé cho viéc kiém tra hang
thang vé phan b nhiét)

Daily check temperature. May be change
location checking (replace on checking
monthly)

Kiém tra tap nhidm trong ti

Check the contamination of surface

MAY POC ELISA

ELISA
READER

PLATE

St dung dia hdp phu chudn hiéu chuén
hang nam nhung thyc hién 6 thang/lan 1a
thich hgp hon. Cac thiét bi di st dung
trong thoi gian dai can ting tin suét hidu
chuén.

A standardised absorbance plate must be
run on the plate at least annually
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Chu ky hiéu

. 2 Chu ky kiém tra L A .
Thiét bi chuin ] Phuong phap va khuyén nghi
. (thang)
(nam)
(minimum) but preferably 6 monthly. For
older plate readers that do not have an in-
built checking system, the standardised
plate may need to be run on a more
frequent basis.
khi thtr nghiém | Str dung QC thich hop
On use Check by using QC appropriate
DIA KIEM TRA
(ELISA) 5 Hiéu chudn béi nha san xuét
VERIFICAITON Calibration by plate manufacturer.
PLATE
5
VIKE Kiém tra diém 0 va 1 diém trong dai do
MICROMETERS 1 thuong ding
Check zero point or 1 point of using range
normaly
Kiém tra bing bromonaphthalene hodc chat
6 chuén khéac da biét trude cac chi sb khuc xa
MAY PO KHUC XA Check by bromonaphthalene or the other
REFRACTOMETERS reference standard
khi st dung Kiém tra bing nudc cét
On use Check by using distillated water
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