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PHAN 1 GIOI THIEU
PART 1. INTRODUCTION

1. 1. MUC PiCH/ PURPOSE

Céc yéu cau Ve nang lyc cua phong xet nghiém y hoc duge néu trong ISO 15189: 2007 "Phong
xét nghiém y té - Yéu cau cu thé vé nang luc va chat lugng”. Céc yéu cau trong tiéu chuén trén
duoc xay dung dé ap dung cho tat ca cac linh vuc xét nghiém béi vay can phai c¢6 thém dién giai
cho tung linh vuc xét nghiém cu thé.

The requirements for competence of medical laboratory is mentioned in standard ISO 15189:
2007 “ Medical laboratories — Particular requirements for quality and competence”. These
requirements are established to apply for all of examination disciplines. Therefore, it is
necessary to have further interpretation for each specific test discipline.

Tai liéu nay nhim muc dich dua ra cac yéu ciu chi tiét va cu thé hon ddi véi cac phong x¢ét
nghiém y hoc. Mot phong xet nghiém y hoc (PXN) mong mudn duge cong nhan can tuan th
cac qui dinh trong tai liéu nay, cac yéu cau cua tiéu chuan ISO 15189, cac yéu ciu, qui dinh lién
quan ctia Vin phong Cong nhan Chét luong (BoA) va cac yéu cau duge quy dinh trong cic vin
ban quy pham phap luat twong ing.

This document aims to provide detailed requirements and more specific to medical laboratories.
A medical laboratory want to be accredited need to comply with the regulations in this
document, the requirements of 1SO 15189 standards, requirements, regulations concerning the
Bureau of Accreditation ( BoA) and the requirements set forth in the legal documents,
respectively

1.2. PHAM VI AP DUNG/ SCOPE

Céc yéu cau coéng nhan cho cac PXN y hoc khong phu thudc vao qui mé ciia PXN, sd luong céac
chi tiéu xét nghiém ma PXN thuc hién hodc sb luong nhan vién. Viéc dé ra cic yéu cau clng
nhic cho tat ca cac khia canh hoat dong ciia PXN 14 kho thyc hién duoc. Vi vay khi thyc hién
danh gia sé linh hoat dé c6 thé xem xét tirng hoan canh cu thé ciia PXN.

The accreditation requirements for medical laboratory not depend on the size of medical
laboratory, the number of the test that medical laboratory tests done or the number of
employees. The proposed rigid requirements for all aspects of medical laboratory activities are
difficult to execute. So when BoA will flexibly assess basing on individual circumstances of
medical laboratory.
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Yéu cau nay duoc ap dung cho mét s6 linh vuc xét nghiém sau:
This requirement applies for disciplines as follown:

1. Hoé sinh 1am sang/ Clinical chemistry

2. Huyét hoc/ Heamatology

3. Vi sinh hoc/ Clinical microbiology and infection

4. Giai phau bénh té bao bénh hoc/ Pathology and cyto-pathology
5. Y hoc hat nhan/ Medical nuaclear

6. Tham do chtrc nang va chin doan hinh anh/ Imaging testing

1.3. CHUAN MU'C CONG NHAN/ ACCREDITATION STANDARDS
Chuan myc céng nhan phong xét nghiém y hoc ciia BoA bao gom:

— ISO 15189: 2007 - "Phong xét nghiém y té - Yéu cau cu thé vé nang luc va chat lugng".
— Yéu céu bo sung dé cong nhan cho phong xét nghiém y hoc.

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

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

Accreditation standard for medical laboratory of BoA include:
- ISO 15189: 2007 — “ Medical laboratories — Particular requirements for quality and
competence
- Supplementary requirement for accreditation in the field of medical testing
- The regulation of Bureau of Accreditation about accredited laboratory.
- The legal documents relating to the medical laboratory

Thu tuc cong nhan phong thi nghiém theo tai licu APL 01
The procedure for medical laboratory accreditation according APL 01

Ngoai ra con co cac tai liéu k¥ thuat dé giap cac PTN lién quan t6i cac linh vuc xét nghiém cu
thé. Mot s tai lieu ky thuat dugc vién dan trong tai liéu nay. Cac tai liéu k¥ thuat nham dua ra
cac hudng dan boi vay khong phai 1a cac yéu cau dé cong nhan trir khi chung duoc néu cu thé
trong tai liu nay.

There are also documents to help the laboratory techniques related to the specific field tests.
Several technical papers were cited in this document. The technical documentation nornaly
provide guidance therefore it is not requirement for accreditation unless they are mentioned in
this supplimentary requirement.
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Cac yéu cau cong nhan cua BoA luon san c6 cho cac PXN dugc cong nhan va cac PXN nop don
dang ky cong nhan.

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

1.4. CAU TRUC / STRUCTURE

Tai li¢u nay co6 4 phan chinh:

This document include 4 parts:

Phan 1: Gi6i thiéu

Part 1: Introduction

Phén 2: Cac yéu cau bd sung dé cong nhan cho phong xét nghiém y hoc
Part 2: Supplementary requirement for accreditation in the field of medical testing
Phén 3: Chu ky hiéu chuan thiét b

Part 3: Frequency for calibration equipment

Phén 4: Tai liéu tham khédo

Part 4: Bibliography
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PHAN 2. CAC YEU CAU BO SUNG PE CONG NHAN CHO PHONG XET
NGHIEM Y HQC
PART 2. SUPPLEMENTARY REQUIREMENT FOR ACCREDITATION IN THE
FIELD OF MEDICAL TESTING

2.1.  Nhan su/ Personnel
2.1.1 Truwdéng PXN (TPXN)
Head Laboratory

2.1.1.1 PXN phai c6 mot hoac mot nhom ngudi co trach n,hiém va nang luc dé diéu hanh truc
ti€ép hoat dong dich vu xét nghi€ém ma PXN cung cap.

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

2.1.1.2 TPXN (hoac dudi tén goi khac) phai la:
The laboratory manager (however named) shall be

~ Ngudi dang hanh nghé y c6 diang ky vé6i it nhat 13 5 nim kinh nghiém kinh
lam viéc & phong xét nghiém thich hgp hodc.

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

Pé diéu hanh cac dich vu xét nghiém y hodc bénh hoc. Nhitng ngudi nay phai co trinh d va
chiu trach nhiém vé hoat dong chuyén mén, khoa hoc, tu van, to chirc, hanh chinh va hoat dong
dao tao cua céac dich vy xét nghiém ma PXN cung cap TPXN phai c6 thim quyén thuc hién va
duy tri chit luong dich vu xét nghiém ma PXN cung cip.

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 provide d. The LD shall have the authority to
implement and maintain the quality standards of the services provided.

Chu thich: C4 nhan ngudi c6 bang cip y khoa hoic bér}g cip cao hon thudc cac chuyén nganh
du’()’c,quy dinh cu thé dudi day tor muc (a) dén (i), c6 thé dugc chap nhan 12‘17 TPXN, Va‘} nguodi co
it nhat 5 ndm kinh nghiém lam viéc trong PXN lam sang thich hgp c6 thé dugc chap nhan Ia
TPXN.

*Note: A person who has a degree in medicine or any other higher qualification in any
disciplines specified below (a) to (j) that is acceptable to the Director, and who has at least
5 year’s relevant working experience in a clinical laboratory acceptable to the Director.

2.1.2 Bang cap, trach nhiém va vai tré ciia TPXN
Qualifications, Responsibilities, and Role of the Laboratory Director

TPXN hodc ngudi duge phan cong phai co kién thirc rong vé y hoc 14m sang va hoat
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2.1.3

dong cua PXN y khoa. TPXN hodc nguoi dugc phan cong phai co kién thirc co ban va
dao tao thich hgp c6 thé dam nhi€ém dugc céac trach nhi€ém sau:

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) Lap ké hoach, thiét 1ap muc tiéu, phat trién va sép xép cac ngu@)n luc thich hop doi
v6i moi trudong y khoa;
plan, set goals, develop and allocate resources appropriate to the Medical

environment,

b) Quan ly day du va hiéu qua dich vu xét nghiém y khoa, bao gdm 1ap ké hoach ngan
sach va kiém soat quan 1y tai chinh pha hop véi quy dinh cua don vi ddi véi cac
trach nhi¢ém nay;

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¢) To churc cac chuong trinh dao tao cho nhan vién PXN va nhan vién y khoa va tham
gia vao céac chuong trinh gido duc cia don vi;

Organise educational programs for the medical and laboratory staff
and participate in educational programs of the institution,

d) Lap ké hoach va chi dao huéng dan nghién ctru va phat trién phu hop véi kha ning;

plan and direct research and development appropriate to the facility;

Phu trach nhém, to PXN
Laboratory Supervisor (LS)

Phu trach nhom, t6 PXN (hoic tén goi khac dugc goi chung 1a phu trach nhém) giup
viéc cho TPXN va vai tro ciia nguoi giam sat 1a dam bao cac hoat dong hang ngay
duoc tudn thu. Phu trach nhom, t6 PXN phai dép tmg dugc mot trong cac yéu cau sau:

The laboratory head-group (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) C6 bang cip khoa hoc trong mdt linh vurc lién quan véi ti thiéu 3 nim kinh nghiém lam
viéc tai PXN y khoa;

a Science Degree in a relevant discipline with a minimum of 3 years’
medical laboratory experience,

b) C6 bang tot nghiém cao dang ky thuat y té hoic chuyén nganh lién quan hoic co
bang cap khac duoc BO Y té cong nhédn chat luong va c6 it nhat 5 nam kinh

AGLM 01
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nghiém lam trong PXN y khoa hoac tuong duong.

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.

2.2.  Qui trinh truéc xét nghiém/

2.2.1

2.2.2

2221

2222

Pre-Examination Procedures
Phiéu yéu cau
Request Forms

Phleu yéu cau phai bao gbm day du cac thong tin xac dinh bénh nhan va nguoi yéu
cau co tham quyén ciing nhu cung cap dir liéu 1am sang thich hop. Phai tuan thu cac
yéu cau dia phuong, ving hodc qudc gia khi can thiét.

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.

LAy miu, vin chuyén va nhin miu
Sample Collection, Sample Transport & Sample Receipt

Ban quan 1y PXN phai 4p dung cac chinh sach va qui trinh huéng dan cu thé viée thu
thap va bao quan miu bénh pham ban dau thich hgp va cung cip sin cho nhiing ngudi
chiu trach nhiém thu thidp mAu ban dau. Cic hudng dan ndy phai co trong tai liéu
huéng dan thu thdp miu ban dau.

The laboratory management shall implement policies and procedures for specific
instructions for the proper collection and handling of primary samples and this
shall be made available to those responsible for primary collection These
instructions shall be contained in a primary sample collection manual.

PXN phai c6 cac ban hudng dan/quy trinh lam viéc vé cach léy va chuin bi mau
bénh pham & nhimg noi néu khong c6 hudng dan nay s& co thé anh huong dén két
qua xeét nghiém. T4t ca cac hudng dan, tiéu chuén, sb tay va dir liéu chuén lién quan
dén cong viéc ctia PXN phai duogc cap nhat va phai san c¢6 cho nhan vién. Cac sia
ddi tir phwong phap xét nghiém chi dugc thuc hién khi cac thay doi nay duoc lap
thanh van ban, dugc danh gia ky thuat, dugc ban hanh va dugc TPXN hoac can bd
dugc phan cong phé duyét.

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

AGLM 01
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2.2.2.5.

2.2.2.6.

2.2.2.7

accepted by laboratory director or designate.

Yéu cau t6i thiéu d6i v6i ky hiéu ciia mau 1a phai bao gdbm thong tin nhan dang cia
bénh nhén trén d6 phai ghi day du tén, tudi, gidi tinh, ngay sinh hoic s6 hd so bénh
nhan. Trong truong hop thir nghiém (poit of care), cac thong tin trén nhan co thé linh
hoat hon. Mau khong bao gém tdi thiéu cac théng tin trén s& duoc coi 1a miu khong
c6 ma hoa phu hop.

Minimum requirements for test’s label must include some information: name, age,
sex, date of birth or ID of patien. In case point of care, the information on labels can
be more flexible. Sample does not include the above minimum informations will be
deemed not suitable encoding.

Khi miu khéng du thong tin trén nhin vin duoc chip nhan xét nghiém, PXN phai
dam bao truy xuit dugc ngudn gbe cua miu. PXN can luu lai hd so cia cac hoat
dong tiép theo.

When lacking of information on the label is accepted, the medial laboratory must
ensure traceability to the primary sample. In this case, the laboratory need to keep
all records of continuing activities.

Khi nhan vién ldy mau thuc hién stra d6i, PXN phai ghi lai nhan biét ngudn gbc cua
mAau bénh phidm ban dau trong ho so.

When sampling personnel modify, medical laboratory shall write the source of the
primary sample in record.

2.3 Qui trinh xét nghiém

Examination Procedures

2.3.1

2.3.2

PXN phai sir dung qui trinh xét nghiém bao gdm lwa chon/ldy miu bénh pham, dap
g yéu cau ctia ngudi sir dung dich vy ctia PXN va phu hop véi cac xét nghiém. Uu
tién lya chon quy trinh duoc ban hanh trong sach gidao khoa/tap chi, ndi dung da
duoc xem xét trudc d6 hodc trong hudng dan khu vuc, qudc gia hoic qubc té. PXN
phai danh gia phé duyét khi sir dung va lap van ban day du.

The laboratoryshall use examination procedures, including thosefor
selection/taking sample portions which meet the needs of the users of the
laboratory services and are appropriate for examination. Preferred procedures
are those that have been published in established/ authoritative textbooks,
peer- reviewed texts or journals, or in international, national or regional
guidelines. If in- house procedures are used, they shall be appropriately
validated for their intended use and fully documented.

Quy trinh xét nghiém phai bao gdm tiéu dé, dbi twong, muc dich va pham vi, trach
nhi¢m va dinh nghia va cac phuong phép thich hop doi voi mau xét nghiém. Noi
dung cua thu tuc phai phu hgp voi1 pham vi hoat dong xét nghiém ctia PXN va phai

AGLM 01
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bao gdm nguyén tic, dau hiéu 14m sang quan trong, chung loai bénh pham, thudc thir
duoc yéu cau, nha cung ung va dung cuy/thiét bi, hi¢u chuan, kiém soat chat lugng,
cac budc quy trinh, tinh todn, két qua xét nghiém va dién giai khi thich hop.

The examination procedures shall comprise of the title, subject, purpose and
scope, responsibility, definition and the appropriate method for the test
item. The contents of the procedure manual must be relevant to the scope
of testing activities of the laboratory and shall include principle, clinical
significance, specimen type, required reagents, supplies and instrument/equipment,
calibration, quality control, procedural steps, calculations, test results, and
interpretation, as applicable.

2.3.3. Tét ca cac quy trinh xét nghiém phai duoc danh gia, phé duyét phu hop véi muc dich sir
dung va 13p thanh van ban. Céac thong so lya chon phé duyét phuong phap cé thé bao gom
nhung khong gidi han bai:

All examination procedures shall be verified that the perfomance is suitable for purpose and
documetation. The selected parameters should be included but not be limited.

- Khoang tham chiéu sinh hoc/ Biological reference intervals
- G161 han phat hién/ Limited of detection

- B4 nhay/ Sensibility

- B0 lap lai/ Repeability

- B0 téi 1ap/ Reproducebility

- b6 dac hiéu / Specificity

Luu y: Néu mot chi tiéu xeét nghlem gom tir 2 qui trinh xét nghiém, PXNphaz co quy
dinh bang van ban vé tiéu chi lya chon va thiét lgp hé so twong quan giita cdc qui trinh xet
nghiém. Hé s6 twong quan giita 2 qui trinh xét nghiém la 5% doi véi thiét bi tw déng va 10% doi
véi thiét bi ban ty dong (n>30).

Note: Where a test may be completed by more than one method, there must be
documented criteria for method selection. Where relevant, the degree of correlation between the
method must be established and documented. Correlation coefficient between the two test
procedures was 5% for automatic equipment and 10% for semi-automated device (n > 30).

2.3.4  Danh gia phé duyét phuong phap co thé bao gém phan tich cﬁng,méu bénh phaim
bang phuong phap khac nhau va so sanh hé s6 phu cua gia tri biét trudc cua mau
chuan.

Method validation may also consist of analyzing the same sample material by

different methods and comparing the recovery of known amount of reference
standard.

2.3.4. Danh gia phé duyét qui trinh xét nghiém c6 thé bao gdbm phén tich cing mau bénh
pham bang phuong phap khac nhau va so sanh hé sb thu hoi cua gia tri biét trudc ctia miu
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chuan.
Ghi chu: danh gia lai thong thuong duoc thuc hi¢n hang nam
Note: Review is normally carried out annually.

2.3.5. Panh gia, phé duyét qui trinh xét nghiém bang phan tich chat chuin ndng do da biét,
béng cach stir dung mau chia va ca hinh thirc mau thém dé x4c dinh hé sd thu hoi.

The laboratory must validate test method by using reference standards, by using spike
sample to determination of recovery.

2.3.6. PXN phai sir dung cac mau kiém soét thich hop
The laboratory shall use suitable IQC (internal quality control)

2.3.7. Qui trinh xét nghiém nén bao gdm hudng dan khi bat dau thuc hién, canh béo, trude xtr
1y, phan tich, gidi han phat hién, giéi han cao nhét va thip nhat, xt 1y nudc thai, luu ¥
va khéc phuc su cd, an toan cho nhén vién va cac khia canh vé méi truong. TPXN hodc
nguoi duge phan cong phai chiu trach nhiém dam bao ndi dung quy trinh xét nghiém la
day du va dugc xem xét mot cach phu hop.

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.

2.3.8. Quy trinh xét nghiém thich hop ciing phai dé cap dén viéc bao cio két qua, don vi, viéc
tinh toan, cac chit lam thay doi két qua, gia tri bao cdo, gidi han tham chiéu bat thuong,
gi6i han tham chiéu binh thuong tir xét nghiém twong tmg.

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

2.3.9. Céc quy trinh 13i thoi phai luyu giir tdi thiéu 1a 3 nim
Outdated procedures should be archived for at least three years

2.4. Thiét bi, mit bang, co sé vat chit, mdi truong
Physical Facilities

2.4.1 Phai c6 khu vuc 1am viéc an toan cho nhan vién va cho bénh nhan. PXN phai tuan thu
cac quy dinh an toan. Bénh nhan, nhan vién va khach phai dugc bdo v€ tranh céac mbi
nguy hiém trong PXN. Nhan vién phai dugc dao tao dé ngin chin hodc tranh su ¢b c6
thé xay ra. Phai c6 tiém phong vacxin thich hop cho cac nhan vién PXN.
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The laboratory must have a safe working area for staff and patients. The laboratory must
comply with safety regulations. Patients, staff and visitors must be protected from the hazards of
laboratory. Staff must be trained to prevent or avoided problems that may occur. Vaccine must
have appropriate vaccinations for the staffs .

2.4.2 Moi truong PXN phai thuén tién dé thuc hién xét nghi¢m cé hi¢u qua. Moéi truong céd thé
can phai chirng minh duogc rang tién nghi cua PXN s€ khong lam nhiém chéo cdc mau bénh
pham xét nghi¢m. Khu vyuc lam viéc nén c6 ngan céach thich hop vai tat ca hoat dong khac cua
PXN.

Environment must be convenient to perform effective tests. The laboratory must be demontrated
that the facility will not cause cross-contamination for test samples . Working areas should be
separated with all the appropriate activities of laboratory

2.4.3  Phai san c6 khu vuc lam viéc riéng biét dé thuc hién cac hoat dong sau:
Separate work areas shall be available for the following operations:-
a) Lam sach dung cu thuy tinh, tinh loc hodc luu giit thudc thir va dung
moi;
cleaning of glassware, purification or reagents and solvents;
b) Chuén bi cac mdi trudng
media preparation
¢) Xét nghiém miu bénh pham 14y nhiém cao
analysis of highly infectious samples.
d) Thiét bi phan tich phai luu giir & khu virc riéng biét c6 didu hoa thich hop
analytical instruments must be housed in a separate area provided with
adequate air-conditioning.
e) Phai san c6 thiét bi luu giir phi hop ddi véi
adequate and appropriate storage facilities must be available for
1. Luu gift mau trudc va sau khi phan tich
the storage of sample before and following analysis;
2. Luu giit bénh pham va vat liéu trong qua trinh phan tich;
the storage of materials used in the course of analysis
3. Luu giit an toan chét thai nguy hiém va khong nguy hiém trude khi xir 1y

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

f) Khu doc va quan 4o bao ho

decontamination of persons and protective clothing.
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2.5. Thudc thir

Reagents

2.5.1

2.5.2

253

254

255

Tat ca cac nhan vién cia PXN phai nhan thirc dugc trach nhiém vé viéc st dung phu
hop thuoc thir, dung méi, méi trudng nudi cay, chat chuan va do dung thude chung
loai xét nghi€ém ma nhan vién thyc hién.

All laboratory personnel shall be made aware of their responsibilities on the use of
suitable reagents, solvents, culture media, reference materials and laboratory
ware in terms of the types of analysis they conduct.

Phai kiém so4t luu giir thich hop cac thude thir va méi trudng nudi cay phu hop véi
yéu cau quy dinh cua nha san xuat.

Proper storage of all reagents and culture media shall be observed according to
the requirements set up by the manufacturers.

Céc thudc thir, dung méi hoa hoc va céc loai khi phai sin c6 ¢ cac cip va nhiéu mirc
d6 tinh khi€t. Phai st dung cap phu hgp cua vat liéu nhu theo quy dinh cia phuong
phap hodc quy trinh.

Chemical reagents, solvents and gases shall be available in various grades and
purity. The appropriate grade of materials as specified in the methods or
procedures shall be used.

Phai dan nhén va dong nip chit tit cac lo thude thir. Cac lo thude thir phai c6 nhan
gbc hodc tdi thiéu c6 thong tin sau: tén thudc thir, ngdy nhan, néng 4o, dung moi
(néu khong phai dung dich nudc), moi canh bao dic biét hodc nhan biét nguy hiém
va ngay hét han. Nhan biét nhan vién chiu trach nhiém pha ché thudc thir trén nhan
hoic trong hd so.

All reagent containers shall be labeled and tightly closed. They shall bear the
original label or as minimum: reagent name, date of receipt, strength, solvent (if
not water), any special precautions or hazards and date of expiry. The person
responsible for the preparation of the reagent shall be identifiable either from the
label or from records.

PXN phai thiét 1ap quy trinh bang van ban vé viéc chuin bi dung dich thudc thir va
moi trudng nudi cay. Duy tri hd so chuan bj va vién dan gan nhat khi két qua xét
nghiém c6 nghi ngd. Hd so dung dich thudc thir phai bao gom kh01 luong, thé tich
da do duogc, lugng hut bang puret, gia tri pH, hang sO chuan va nong dd dung dich.
Déi v6i moi truong nudi cay phai bao gdm tén, 50 10, s6 lwong chuan bi, pH trudc va
trude va sau khi hap tiét tring, thoi gian va ap suit hap.

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
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2.5.6

culture media, they shall include medium name, batch number, amount
prepared, pH before and after autoclaving, autoclave time and pressure.

Céc chat doc theo danh muyc da quy dinh phai dugc luu gitr tach riéng va dugc luu
gilr trong tu c6 khoa. Cac hoa chat chat doc nay phai duoc luu gitt phu hop vai cac
quy dinh va hudéng dan vé hoa chat chat doc.

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.

2.6. Chit chuin

Refrence materials

2.6.1 Chét chuin dwoc chitng nhan

2.6.1.1

2.6.1.2

2.6.1.3

2.6.14

Certified Reference Materials

Chét chuéan dugc chung nhén cé thé dugc coi nhu mot chat d@)ng nhét c6 dic tinh cu
thé nhu xac dinh dugc do tinh khiét, thoi han st dung 6n dinh va duoc t6 chue dugce
thtra nhan c6 nang luc chirng nhan.

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.

Chét chuan duoc chung nhan st dung hiéu chun thiét bi va hé théng do luong dam
bao tinh toan ven va muc do tin cay lau dai trong qua trinh do.

Certified reference materials are used to help calibrate instruments and
measurement systems to ensure the long-term reliability and integrity of the
measurement process.

Phai quan tam t61 bao bi, luu gitr va quan 1y ngan ngua xuong cAp cua chét chuin
duoc chimg nhan. Can luu y dé giam t6i da anh huong cia do am, khong khi, nhiét
va anh sang. Chét chuin ndy phai duoc luu giit an toan va dudi diéu kién luwu giir
phu hop phai luu giit hd so nhan va st dung.

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.

Phai luu gitt hd so nhdp va xuat gan véi khu vuc luu gilr. Yéu cau tung nhan vién st
dung chat chuan dugc ching nhéan ghi té€n chat chuan, ngay, thoi gian st dung va tra
lai trong s0.

1t is preferable that records are kept in sign-in, sign-out logbooks located near the
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2.6.1.5

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.

Cac nhan vién xét nghiém phai duoc hudng dan 4p dung va luu ¥ cta chat chuan
chung nhan va quy trinh quan ly.

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

2.6.2 Chét chuin lam viéc

Working Reference Material

2.6.2.1

2.6.2.2

2.6.23

Mot chit chuan lam viéc c6 thé duge dinh nghia 1a mot chit hon 1a mot chit chuan
duoc ching nhan, dugc st dung nhu chat chuan dung dé phan tich hang ngay.

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.

PXN c6 thé xay dung va thyc hién xét nghiém va phan tich trén mot loai chat nao d6
dé thiét 1ap nhu mot chat chuan phu hop véi phan tich du kién khi chat chuan dugc
chirng nhan khong san cé. Chat nay dugc coi la chat chuan lam viéc cua PXN.

Laboratories may develop and perform tests and assays on a substance to
establish it as suitable reference for an intended analysis especially when a
certified reference material is not available. This substance is considered to be
the laboratory’s working reference material.

Mot chat chuén 1am viéc phai duge xét nghiém bang phwong phap tét nhit sin co va
luu ho so ket qua. Bdo cdo phai bao gom tén nguodi phan tich, ngay phan tich, ngudn,
sO 10 tat ca cac dir liéu tho, so do va viéc tinh toan.

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.

2.7. Thiét bi PXN

Laboratory Equipment

2.7.1

2.7.2

Phén 3 cua tai liéu ndy quy dinh tan suat hiéu chuan khuyén cdo va kiém tra thiét bi
trong linh vuc xét nghiém y.

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

Tan suét hiéu chuan dé cap trong tai liéu ndy dugc xem nhu phu hop tbi thiéu véi
di€u kién c6 thé dap ung duoc ti€u chuan khac dugc quy dinh dudi day:

The frequencies of calibration stated in this documents are considered to be the
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2.7.3

2.7.4

2.7.5

2.7.6

2.7.7

minimum appropriate, provided that the other criteria specified below are met:

a) Thiét bi phai co chit luong t6t va c6 do 6n dinh cao va
the equipment must of good quality and proven stability and

b) PXN c6 ca thiét bj dugc yéu cau va ca nhin vién c6 ning luc va kinh nghiém thuc hién
kiém tra gitra ky thich hop va
the laboratory has both the equipment required, competent staff and expertise
to perform adequate internal checks, and

¢) Néu co bat ky nghi ngd hodc chi ra qua tai hodc quan 1y tdi thi thiét bi ngay lap tic
phai duoc kiém tra va thudong xuyén kiém tra cho dén khi thiét bi 6n dinh.

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.

Néu tiéu chpém trén khong thé dap tmg dugc hodc phuong phap da dang ky qui dinh
yéu cau khat khe hon thi tan suat kiém tra thich hgp nhat s¢ dugc ap dung.

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

Néu nhan vién cta PXN thuc hién hiéu chudn thi phai luu hd so day du cia viéc
thuc hién, bao gom chi tiét két qua bang so6, ngay hi¢u chuan va nhan xét lién quan
khac.

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.

PXN phai thiét 1ap chuong trinh béo tri (tdi thiéu tuan thu theo khuyén nghi ctia nha
san xudt) dé ngin ngira sai hong thiét bi dam bao thiét bi dang hoat dong c6 do tin
ciy dugc yéu cau dbi voi két qua. Hoat dong nay bao gdm kiém tra thong sb k¥
thuat, hiéu chuén, lam sach, lau dau, tan trang lai va diéu chinh déu dan béi nhiing
nguoi c6 nang lyc. Phai luu h so cac hoat dong da thuc hién.

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.

M&i hang muyc ciia thiét bi phai dugc dan nhan, ddnh dau hoic nhan biét khac
Each item of equipment shall be uniquely labeled, marked or otherwise identified.

Céc thiét bi anh huéng dang ké dén két qua xét nghiém phai dugc hiéu chuan.
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Equipments to significantly influence the test results shall be calibrated

2.7.8  Sir dung nha cung cap dich vu hiéu chuin phai tuan tha chinh sach vé lién két chuan
do luong cua BoA.

2.8. Kiém soat chit hrgng va thir nghiém thanh thao
Quality Control and Proficiency Testing
2.8.1  Phai d4nh gia hiéu qua chuong trinh kiém soat chat luong va dugc dé cap trong danh
gia cua lanh dao PXN;

The laboratory shall evaluate the effectiveness of quality control program. This
content must mention in review management.

2.8.2  Chuong trinh kiém soat chat luong phai bao gém gi6i han chip nhan va 4p dung thu
tuc hanh dong khac phuc khi vuot qué gioi han chép nhan.

The quality control program shall be include acceptance limite and procedure for
corrective action shall apply when exceeding acceptable limit.

Chuong trinh TNTT phai tuan thi theo huéng dan ctia BoA.
The laboratory’s PT shall comply the BoA’s guideline (AGL 02)
2.9. An toan PXN
Laboratory Safety

2.9.1  Phai c6 chinh sich va cac qui trinh bang vin ban vé an toan. Qui trinh vé thuc hanh
an toan cua PXN phai 1a mot phan trong chuong trinh dao tao nhan vién méi. Khi
két thuc dao tao phai dugc 1ap van ban.

There shall be written safety policies and procedures. Procedures on safety
practices of the laboratory shall be part of new employees’ orientation
program. This shall be documented when completed.

2.9.2  PXN phai bdo cdo cac tai nan nghiém trong va cac bénh tat mic phai tai PXN cho
cac to chuc tham quyén.
The laboratory shall report serious accidents and laboratory acquired illnesses to
the relevant authorities.

2.9.3  Phai thuc hién xem xét tat ca nhirng thuong tich can phai diéu tri hodc cin mat thoi
gian chira tri nhu 1a mét phan cua chuong trinh dam bao chat lugng PXN.
All injuries that require medical treatment or time lost from work shall be
reviewed as part of the laboratory’s Quality Assurance program.

Chii thich: Diéu nday bao gom tat cd thwong tich dét ngdt can diéu tri thich hop
theo quy trinh da lap thanh van ban.
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294

295

2.9.6

2.9.7

2.9.8

299

2.9.10

Note: This includes every sharp injury requiring appropriate treatment
according to the documented protocol.

Phai 14p vin ban cac thuong tich hodc bénh nghé nghiép va ghi lai hanh dong thuc
hién

Injuries or occupational illnesses shall be documented and follow-up action
recorded.

PXN phai dam bao nhdn vién mic quan 4o bao ho va thiét bi an toan phu hop véi
cong viéc dang thuc hién.

Laboratories shall ensure that its personnel wear protective clothing and safety
equipment appropriate to the duties being performed

Phai c6 voi hoa sen an toan hodc ngudn nuée cip ciru khac khac trong tat ca cac khu
vuc noi st dung rat nhiéu chit an da dam dic, voi nude rira mit hodc thiét bi tuong
g ciing phai sin c6. Phai d& dang tiép cin v&i phuong tién an toan. PXN phai c6
binh chira chay tai vi tri thich hop.

There shall be a safety shower or other emergency source of water in all areas
where quantities of concentrated caustics are handled. Piped eyewash fountains
or the equivalent shall also be present. All of these and the protective equipment
shall be easily accessible and shall not be obstructed by equipment, furniture, etc.
Laboratories shall also provide fire extinguishers at appropriate places.

Phai kiém soat hang nim thiét bj kiém soat khoi hoa chat nhu ta hat va luu hd so.

Chemical fume control devices such as hoods shall be checked annually and
records shall be documented.

Tt ca cac :[hiét bi va phuong tién ctia PXN phai duoc tiép dit va duoc kiém tra do
dién t61 thi€éu hang nam.

All laboratory instruments and appliances shall be grounded and checked for
electrical leakage at least annually.

Phai kiém tra hang nam tat ca 6 dién cta PXN tai khu vuc 1am viéc ky thuat vé tinh
trang nguyén ven va phai luu va duy tri ho so.

All electrical receptacles in the laboratory technical work areas shall be checked
annually for ground integrity and records of these shall be documented and
maintained.

Phai dung, dan nhan va giit tit ca cac hoa chit doc va nguy hiém trong ti c6 khoa va
do mdt nhan vién an toan dugc phan cong kiém soat. PXN phai tuan tha huéng dan
cua cac to chirc tham quyén twong ing.

All dangerous and poisonous chemicals used in the laboratory must be contained,
labeled and kept in a locked cabinet by a designated safety officer. The laboratory
shall follow the guidelines from the relevant authorities.

AGLM 01

Lan ban hanh: 3.11 Trang 18/32



Yéu ciu bo sung danh gia phong xét nghiém y té - AGLM 01

2.9.11

2.9.12

2.9.13

2.9.14

2.9.15

2.9.16

C6 s6 ghi chép str dung ddi v6i hoa chat nguy hiém ctia PXN. Nhan vién an toan
dugc phan cong phai duy tri tai noi luu gitr hoéa chat nguy hiém.

Material safety data sheets shall be documented for each hazardous chemical in
the laboratory. The designated safety officer shall maintain the location of such
documentation.

Phai thiét 1ap ké hoach an toan hoa chit va phai xac dinh cac yéu cau luu giit va tha
tuc quan 1y (bao gébm cac yéu cau dbi voi thiét bi bao vé cho nhan vién), vi tri va
phai tuan thu cac thi tuc y hoc. Giam sat muc bay hoi c6 kha ning ctia chat doc
trong mot khoang thoi gian xac dinh. Phai xac dinh chi dan hoat dong giam sat dé
cap trong ke hoach an toan hoéa chat va luu giit hd so giam sat. Phai dao tao tat ca
nhan vién vé thu tuc an toan.

A chemical hygiene plan (CHP) shall be developed and shall define storage
requirements, handling procedures (includingrequirementsfor personal protective
equipment), location and the medical procedures that are to be followed
should accidental contact or over-exposure occur. Monitoring of vapor levels
of potentially toxic substances is required at a defined interval. The
indications for these monitoring activities shall be defined in the CHP and records
of monitoring shall be documented. All testing staff shall be provided appropriate
training in safe handling procedures.

Ké hoach an toan héa chat phai chi o tri€éu chirng 1am sang hodc diéu kién méi
truong (nhu: bi tran) cé thé xay ra trong khi ....Khi nhitng di€u kién nay xay ra, thi
ké hoach an toan hoéa chat phai c6 qui trinh canh béo thich hop

CHP shall specify the clinical symptoms or the environmental condition (such as
spills) that occur during over-exposure. When such conditions exist, the CHP shall
have procedure for the appropriate medical attention to be provided.

K& hoach an toan hoa chat phai dugc soat xét hang nam va dao tao cho tAt ca nhan
vién.

The CHP shall be reviewed annually and all employees shall be trained.

Déi v6i chat 6 nhiém Formadehit phai khong dugc vuot qua ngudng yeu cau di quy

dinh dbi voi PXN y hoc. PXN phai ¢6 bang ching lap van ban vé viéc do mirc do
khi Formadehit.

For Formaldehyde vapor the air contaminant shall not exceed the threshold of the
regulatory requirement in the medical laboratory. The laboratory shall
have documented evidence, that formaldehyde vapor levels have been measured.

Phai st dung thiét bi va quin 4o thich hop khi 1am viéc véi khi doc hai vi du:
Formadehit.

Proper clothing and equipment shall be used when working with known hazardous
gases e.g. formaldehyde.
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2.9.17 Phai cé du hi¢u thich hop ¢ vi tri khu vuc nguy hiém. Phai dan nhan canh bao thich
hop céac chai thude thir ¢ chira chat doc.

Proper signs shall be placed at significant hazard areas. Reagent vessels
containing hazardous substances shall be labeled appropriately with warnings.

2.9.18 S6 tay an toan ctia PXN phai dé cap dén chinh sach va thi tuc can phai tuan thu khi
xay ra tham hoa.

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

Chii thich: “Tham hoa” dé cap dén su viéc nhu: chay, lut, chat dot hodc bat ky
tinh huong bat thuong khac xay ra.

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

2.10. Chit thai sinh hoc va kiém so4t an toan
Biological Hazards and control Safety

2.10.1 PXN phai thiét 1ap canh bao dya trén mdi nguy hiém 1ay nhiém ctia mau va cac
dich cua co the. Phai vién dan cac hudng dan cua t6 chire tham quyén lién quan.

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.

Chu thich: Nhan vién tiép xuc voi bénh phdm phai sir dung ging tay va thiét bi
bdo ho cd nhan thich hop. Gang tay phai sach, phu hop voi muc dich st dung.
Khéng duoc phép sir dung ging tay dung mot 1an. Phai cung cdp ging, 40 va bao
\%S mét

Note: Staff, whose work is likely to involve contact with body substances, shall
use gloves and other appropriate personal protective devices. Gloves must fit
properly; cleaning or disinfecting of disposable gloves for reuse is
prohibited. Gloves, aprons, or laboratory coats and protective eyewear must be
provided and are required for those activities likely to splash the skin.

2.10.2 PXN phai trang bi thung chira phé thai c6 mdi nguy hiém sinh hoc nhu méi truong
nu6i cdy vi sinh, nam, virut. Phai chimg nhan hang nam tung thung phé thai va phai
luu ho so.

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

Dich vu nay thuwong dwoc thuc hién boi 16 chirc bén ngoai vi can cé thiét bi
chuyén dung. Viéc kiem tra hang nam phai bao gom kiem tra bo loc, toc do chay
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2.10.3

va thir nghiém dwong néi. Bé loc khéng nhat thiét can phdi dwoc thay hang niam
nhung khong dwoc sw dung quad 5 nam.

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.

PXN phai tuan thu theo cac yéu cau qui dinh v& an toan sinh hoc PXN cip d6 1, 2, 3
do B0 Y té da ban hanh.

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

2.11 Miu lru
Retained Samples

2.11.1

2.11.2

Mau luu lién quan dén miu da xét nghiém hodc 1a mot phan cia mau ban dau ma
PXN can gitr lai dé st dung trong tuong lai do tranh chap dé phat hién su khong phu
hop.

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.

Khi ¢ thé, phai luu miu dai dién trong mot thoi gian da xac dinh, phai duoc dong

dau, nhan biét thich hop va dugc luu gitt dudi diéu kién thich hop.

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.

2.12. An toan phoéng xa

Radioactive Safety

PXN phai quan 1y viéc str dung Nuclit phong xa tuan thu theo quy trinh da thiét lap
trong s tay an toan. PXN phai c6 chirc nang thue hién dugc cho phep boi td chuc c6
tham quyeén. Neu phuong tién st dung chi c6 s6 luong nho vat liéu co tinh phong xa
va néu chi tiép xtc v6i Nuclit phong xa tir Kit dé dung phan tich radioligand. Néu sir
dung luong phong xa 16n hon thi PXN phai c6 gidy phép cu thé.

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.
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2.13. Xir ly nude thai

Waste Disposal

2.13.1

2.13.2

2.13.3

2.13.4

2.13.5

2.13.6

PXN phai ¢ chinh sach va thu tuc quan 1y nuée thai tir viée thanh 1y tit ca nude thai
long, ran va khi. Thu tuc nay phai phu hop voi quy dinh dia phuong tuong ung va
duogc soat xét hang nam.

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.

Nudc thai phai duoc xtr Iy déu dian khong vugt qua 1 tuan.

Waste shall be disposed of at regular intervals not exceeding a week.

Pipet, coc dyng mau...khong nén rira va dung lai.

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

Nudc thai 1ay nhiém phai dugc dung trong tai xtr 1y tranh rii ro va duge hiy bo boi
nha thau phu c6 tham quyén.

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

Phai duoc thai ra cng nude thai 1dy nhidm 1am sang nhu: chat ling, nuéc tiéu va
chat luu co thé tr bénh nhan. Tuy nhién, néu phat hién c6 thiy ngan thi khong duoc
thai ra cong.

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.

Nude thai ldy nhiém duogc dong trong tai phai dugc dit ¢ vi tri riéng biét dé van
chuyén dén noi xu ly dugc thuc hién boi cong ty xir 1y chat thai c6 tham quyén.
Infectious waste bagged in biohazard disposal bags shall be deposited at

designated collection area/s to be transported to incinerators by licensed waste
disposal contractors.

2.14. Bio c4o két qua

Reporting of Results

2.14.1

C6 thii tuc 1ap thanh vin ban vé bao cao két qua. Bao cao két qua nén két hop voi
thu tuc tham quyén phéan tich bao gobm thdm quyén nhan vién gidm sat hodc nhan
vién dugc phan cong.

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.
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2.14.2

2.143

2.14.4

2.14.5

2.14.6

2.14.7

2.14.8

2.14.9

Két qua ban dau, két qua tir dich vu bén ngoai va két qua nim ngoai giéi han canh
bao phai dugc thong bdo sém nhat khi c6 thé nhung chi sau khi dugc nhéan vién k¥
thuat c6 nang lyc tham tra va dugc PXN phé duyét.

Stat 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.

Phai 1ap van ban, kiém soat va gidi han bao cdo két qua qua di¢n thoai, viéc bdo cdo
nay nén tuan thu theo két qua bang van ban.

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

Phai luu gitr két qua tuén tha theo quy dinh ctia PXN phu hop véi cac yéu cau cia co
quan c6 tham quyén.

Results should be archived and retained as determined by the laboratory
complying with regulatory requirements.

Két qua dd bao cdo chi dugc nhitng ngudi c6 thaim quyén ky thuat cua PXN duoc
cong nhan stra. Viéc sua két qua phai dugc thong bao sdm nhat cé thé tdi bac sy yéu
cau.

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.

Thoi gian tir khi nhan yéu cau xét nghiém dén khi tra két qua cia tit ca cac xét
nghiém phai dugc thong bdo tdi tat ca bac sy da yéu cau va bac sy nay nén thong
thao v&i thoi gian bao céo két qua xét nghi¢m thong thuong.

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.

PXN nén dinh ky danh gi4 thoi gian tir 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 phan tich dugc giri toi PXN khac.

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.

Nén hop thudng xuyén nhan vién PXN véi nhan vién 1am sang lién quan dén hoat
dong xét nghiém va dién giai két qua.

There should be regular meetings of laboratory staff with the clinical
staff regarding use of the laboratory and interpretation of resullts.

Nhan vién chuyén mon nén c6 nhan xét trong bdo cdo khi can thiet. Khi c6 nghi ngo
nén bd sung canh bao trong bdo cao két qua.
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2.14.10

2.14.11

2.14.12

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.

PXN dugc cong nhén phai st dung logo cia van phong Cong nhan Chét lugng
(VPCNCL) trong bao cao két qua xet nghiém thudc pham vi dugc cong nhén. Viée
st dung logo phai tudn thu qui dinh vé str dung logo ctia VPCNCL.

Accredited medical laboratory shall use BoA’s logo in the test report under scope of
accreditation. BoA's logo using must comply with regulations on the use of the
BoA’s logo.

Trong bado cao xét nghiém néu c6 cac chi tiéu xét nghi€ém chua dugc cong nhan, thi
phong xét nghiém phai chu thich vao bao cdo dé xéac dinh rd chi ti€u chua dugc cong
nhan

If having non-accredited tests in the test report, laboratory shall make note that the
test is not yet accredited.

PXN c6 thé chii thich: cdc chi tiéu danh dau * la céce chi tiéu chwa dwoc cong nhan

Laboratory can note the test ( *) is test that not yet accredited.

Trong bao cio két qua xét nghiém néu c6 cac chi tidu xét nghiém ctia mot phong xét
nghi¢m tham chi€u thi can chi rd chi ti€u nao dugc thuc hién boi phong xét nghiém
tham chiéu va tén phong xét nghiém tham chiéu

In case of using referral laboratory, the laboratory shall clearly identify referral

laboratory’s examination results as well as the name of reference laboratory.
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PHAN 3: KHUYEN NGHI VE THOI GIAN HIEU CHUAN VA KIEM TRA

THIET BI THUONG SU DUNG TRONG PHONG XET NGHIEM Y TE
PART 3: RECOMMENT FOR FREQUENCY OF CALIBRATION AND CHECKING
EXAMINATION EQUIPMENT

TT | Chiing loai thiét bi/ Item Théi gian kiém tra va hi¢u chuan/ Frequenvy of
calibartion and checking equipment
1 Buéng va binh hiém khi (ki Mbéi lan sir dung:, Kié£n tra chi thi st dung, chan
khi) khong hoac nuoi cay mau ching.
Aerobies Jar When using: check indecator, vacum or sample
control
2 Thiét bi phan tich/ Alalysis | 6 thang: Kiém tra bang cach st dung cac vat liéu
o . kiém soat va vat ligu chuan thich hop, tan sut phu
Tw dong/dutomatic thudc vao thuc té su dung cua thiét bi va khuyén
- Khi méu/Gas blood nghi cia nha san xuat.
- Dién gidi/Electrolyte 6 months: Checking by using reference standard.
— Gluco/Glucose Frequence base on each equipment and recommend
of manufacture
- Oxy/Oxygen
- Protein/ Protein
3 Quang phd hip phu nguyén | 6 thing: Kiém tra d6 nhay, mac do biér} d6i ctia vach
tu/ ranh gidi, hi€u chinh co ban va thong s6 quang hoc
Spectrometers Atomic | 6 months: Test sensitivity and severity of the changes
Absorption outlined, correction and the optical tactor
4 Noi hap a) Khi sir dyng: Kiém tra nhiét d6 va ap suét hién
Autoclaves thi. Su dung loai bang hién thi chuyén dung dé
ki€m tra hi¢u luc cua noi hap; sir dung céc chi thi
sinh hoc khi thich hop;
On use: Check temperature and pressure. Using
temperature tape to check effectiveness of
Autoclaves,; Using bio-index aprociate.
b) Dinh ky 2 nam: Hiéu chuan dong ho ép suét.
Every 2 years: Calibration by accedited calibration
laboratory
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TT

Chiing loai thiét bi/ Item

Thaoi gian kiém tra va hiéu chuan/ Frequenvy of
calibartion and checking equipment

Can/ Balance

Khi sir dung: Kiém tra diém O

On use: Check the zero point

Hang nam: Hiéu chuan sir dung phong hiéu chuan
dugc cong nhan dé€ danh gid do lap lai, gidi han
tuyén tinh va d¢ chinh xac. Can 10 lan mot khoi co
khoi lugng gan vai gid tri 16n nhat cua can.

Every year: Calibration by accedited calibration
laboratory

Tu an toan sinh hoc va
Laminar Flow

Biosefety = combinet  and

Laminar Flow

Hang nam: kiém tra dé bao dam bd loc hoat dong
phu hop va toc do luu thong khi phu hop véi quy
dinh.

Every year: check the filter and flow of the air
appropriate

May li tam
Centrifuges

Hang nam: Kiém tra nhi¢t d st dung nhiét ké da
hi€u chuan hoac tang tan suat kiém tra Ién khi dugc
yéu cau; Kiém tra toc do sir dung may do toc do goc

Every year: Check temperature and speed of cycle.
(must be use calibration temperature); Check speed
by using tachometer

Séc ky khi

Gas chromatographs

Hiéu chudn theo khuyén nghi ciia nha san xudt.
Triee khi siv dung: Thiét bi dugc gidm sat déu dan
st dung chat chuan. B phan cdu thanh hé théng (vi
du: thiét bi phan tich, bd phan siy, bo khuyéch dai
dién tir va dau do) phai kiém tra dinh ky va luu hd
SO.

Before using: calibration (follow recommend of
manufacture)

Control equipment by using reference standard when
using

Sac ky long va sic ky long
hi€éu nang cao (HPLC)

Liquid chromatography
including high performance

Hiéu chudn theo khuyén nghi cua nha san xudt.
Trudc khi su dung: Phai kiém soat hé thong tong thé
stt dung chat chuan. MAt hiéu suit c6 thé phat hién
thong qua so sanh theo thir ty phép do sir dung chat
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TT | Chiing loai thiét bi/ Item Thaoi gian kiém tra va hiéu chuan/ Frequenvy of
calibartion and checking equipment
(or high pressure) liquid | chuan. B¢ phén ciu thanh hé thong (vi du: hé thong
chromatographs (HPLC) | bom va dau do) phai kiém tra dinh ky va luu ho so.
and ion chromatography Before using: calibration (follow recommend of
manufacture).
When using: Check the system of using reference
standard.
Check on period system of pump and sensor. Keep
the record
10 | Budng d&ém/ Counter Moi lci‘z? sit dung: bang cach sir dung chat chuan va
_ Beta/ Beta viéc ki€m soat thich hop
_ Tébao/ Cell When using: By using reference standard and
control sample
- Gama/ Gamma
- Kich thuéc hat/ Grain
size
11 | Khu lon/ lonic reductor a) Hang ngay hodc khi st glung:‘kiém tra tinh dan
suat thong qua st dung dong ho dan suat
Daily or when using: Check the power lead through
the use of clock rates lead
b) 6 thdng: kiém tra vo tring
6 months: Check sterility
12 | Vi quang k&/ Micrometer 6 thang: kiém tra d6 tuyén tinh
6 months: Check linearity
13 | Thiét bj do kich thuéc DNA | Trudc khi sir dung: Phai kiém soat chic ning hoat
DNA  size  measurement dong cua thiét bi dinh ky sir dung mau ki€ém soéat
equipment Before using: Must control the functioning of
equipment, periodically: use control sample
14 | Thiét b dién di Truodc khi sw dun:g Phai dinh ky gidm sat chirc nang
Portable electrical h?at d‘(_)ng ?angA cacih kler’n soat. Athlch hor[A) Bf_) p'har‘l
cduinment cau phanh cua hé thong (Vql du: dién cuc, bé dién di va
9wp nguon dién) phai dugc kiém tra dinh ky.
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TT | Chiing loai thiét bi/ Item Théi gian kiém tra va hi¢u chuan/ Frequenvy of
calibartion and checking equipment

Before using: Must periodically monitor funtion by
controlling the appropriate. Componenets of the
system (eg, electrodes, electrophoresis tanks and
poweer) must be checked periodically

15 | Quang ké ngon lira/ Flame | Mbi khi str dung: bang cach str dung chat chuan va
photometer viéc kiém soat thich hop

When using: using reference standard and control
sample appropriate

16 | Tulanh am/ Freezee a) Hang ngay: Kiém tra nhiét do st dung nhiét ké

Daily: Check temperature by using calibrate
thermometer

b) Hang ndm: Kiém tra nhiét d6 st dung nhiét ké
chuan

Every year: Check temperature by using reference

thermometer
17 | Dung cu thuy tinh a) Méti lan trudce khi sir dung: Dung cu thuy tinh
khoi lugng (Buret, Pipet va binh dinh muc).
Glass-ware

Before using: Buret, pipet...

b) Dung cuy thuy tinh khoi lu’qng‘dé sir dung thong
thuong. Nhu cau va muc do can hiéu chuan phu
hop vo1 muc dich st dung.

Glass-ware’s volume is for normal use. Needs and

calibration levels are suitable for using purpose

18 | Thiét bj do khdi hdong cau Hang nam: Kiém tra téc d6 sir dung may do toc do
Haematocrits £oc
Every year: Check speed by using tachometer
19 | Thiét bj do huyét sic t6 Pinh ky 2 tuan: bang cach s dung chit chuin va
. viéc kiém soat thich hop
Haemoglobinometers

Every 2 weeks: by using reference standard and
controlled sample appropriate
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TT | Chiing loai thiét bi/ Item Théi gian kiém tra va hi¢u chuan/ Frequenvy of
calibartion and checking equipment

20 | Bé nhiét/ Water bath Hang ngay va khi sir dung: : Kiém tra nhiét do st
dung nhi¢t ké
Daily and wusing: Check temperature by using
thermometer

21 | Tu 4/ Incubator — Hang ngay: Kiém tra nhiét d6 st dung nhiét ké da

hiéu chuén. Duy tri nhiét do trong khoang chinh
xac + 2 hodc trong khoang quy dinh cua phuong
phap;
Daily: Check temperature by using calibrated
thermometer. Maintain temperature about + 2 or the

temperature are maintain in temperature range of
method

- Hang ndm: : Kiém tra nhiét do sir dung nhiét ké
da hiéu chuan,;

Every year: Check temperature by using calibrated

thermometer

— Kiém tra hang ngay tu dioxit carbon thanh phan
dioxit carbon,

Daily: check CO, content

22 | Ap k&/ Manometers Chuan: 10 niam va kiém tra khi va nudc dinh ky 3
nam;

Reference manometer: 10 years. Check gas and
water every 3 years

Chuan 1am viéc: 3 nam (kiém tra st dung chuan).

Working standard: 3 years (using reference
standard)

23 | Qua can/ Masses Chuan: Thoi gian ban du 13 3 ndm, sau d6 1a 6 nim

Reference: 3 years/ 6 years

24 | Kinh hién vi/ Microscope a) Lau chui va bao tri dinh ky theo yéu cau cua nha
san xuat. Lau ban soi va thau kinh sau khi st
dung.
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TT | Chiing loai thiét bi/ Item Théi gian kiém tra va hi¢u chuan/ Frequenvy of
calibartion and checking equipment

Cleaning and scheduled maintenance follow
recommend of manufacture

b) Hang nam bao tri

Maintenance every year

25 | T sy/ Drying a) Tu sdy kho: kiém tra bang nhiét ké — tin suit phu
hop véi viée st dung

Drying oven: check by thermometer — suitable

checking frequency

b) Tu sdy tiét tring (tu khi nong): kiém tra hang
ngay st dung nhiét ké

Sterilizer  (hot-air  dryer): daily by using

thermometer

26 | Thiét bi do pH/ pH meter Hang ngay hodc khi sir dyng: kiém tra d§ chinh xéc.
Gia tri pH du kién gan nhat c6 thé véi buffers

Every day or when using: check on accuracy, nearest
point

27 | Dung cu do thé tich Piston Pinh ky 6 thang: Phai kiém tra 1ap lai it nhét 10 lan
Pipet va binh dinh mirc theg quy dinh do1 vdi phan tich trong lugng, thé tich,

khoi lugng
Cubic measurement: Piston,

Pipet and volumetric flask Every 6 months: Must repeat the test at least 10

times for gravity analysis, volume, mass

28 | Tu lanh/ Refrigerators a) Hang ngay: kiém tra nhiét d6 sir dung nhiét ké da
hiéu chuan.

Daily: check by using calibrated thermometer

b) Hang nam: kiém tra nhiét d6 st dung nhiét ké
chuan.

Every year: check by using reference thermometer

29 | Quang pho so mau 6 thang/ 6 months:
Spectrophotometer a) Do chinh xac chiéu dai budc song va do lap lai.
Chay bang 2 quang pho;
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TT | Chiing loai thiét bi/ Item Thaoi gian kiém tra va hiéu chuan/ Frequenvy of
calibartion and checking equipment
Check on accuracy and repeatability of the length
wave. Testing two light spectrums.
b) D6 chinh xac va do lip lai cua tric quang.
Check on accuracy and repeatability photometric
30 | Noi hap bing ga MB&i lan str dung: Str dung chi sb sinh hoc
Autoclave using gas When using: Using biological indicators.
31 | Pong hd bam gidy/ Timer Hang nim: Hiéu chuan boi t6 chic di duoc cong
nhan
Every year: Calibrated by accredited body
32 | Pong hd do toc do a) Chuén: 5 nim
Speedometer Reference: 5 years
b) Chuan cong tac: 1 nim
Working reference. 1 year
35 |Cap nhiét do/ Clinical | Hing nim: Hiéu chuan béi t6 chirc da dugc cong
thermometer nhan
Every year: Calibration by accedited calibration
laboratory
36. | Nhiét ké/ Thermometer — Chuan/ Reference thermometer-
2 nam: Kiém tra cac diém cu thé do t6 chirc duoc
cong nhan thyc hién
Every 2 year: calibration by accredited laboratory
~ Hang nam: Nhiét 46 dugc kiém tra tai cac diém
cu thé str dung nhiét ké chuan.
Every year: check at the point using by reference
thermometer
37. | Thiét bj dinh gio Hang nim: Kiém tra
Time device Every year: Calibration by accedited calibration
laboratory
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TT | Chiing loai thiét bi/ Item Théi gian kiém tra va hi¢u chuan/ Frequenvy of
calibartion and checking equipment

38. | Thiét bj kiém soat nhiét 40 | - Hang ngdy: hoat dong cua bé didu nhiét, tu sdy,
ta lanh phai dugc ki€ém soat lién tuc d€ dam bao
phu hop véi yéu cau nhi¢t d§ cua phuong phéap
thir.

Eqiupment  for  control
temperature

Daily: temperature of thermometer sink, oven, freeze
must be controlled continuously (depend on method)

— Hang ngay Duy tri viéc kiém tra vé ghi nhiét do
Daily: Check and record the temperature

- Nhiét ké duoc st dung dé kiém soat hoat dong
cta thiét bi kiém soat nhiét d6 phai c6 chinh xac
pht hop dam bao thiét bj nay phu hop véi dung
sai nhi¢t d§ da quy dinh trong phuong phap thir.

Thermometer which control the temperature of
equipment must be have accuracy appriate (depend
on the method)

— Khoang phan bd nhiét do cua thiét bi kiém soat
nhi¢t d§ phai dugc kiém tra sau khi lap dat trong
mdt khoang thoi gian thich hop.

Partial temperature of equipment must be check

immediately in the begining

— Thiét bi ghi nhiét d6 phai duogc kiém tra hang
nam dya vao nhiét ké chuan va két qua da duoc
ghi lai.

This equipment must be calibrate every year by using

reference thermometer

39. | May cat nudc - Hang ngay hodc khi su dung.
Distilled water machine Checking daily or before using
— 6 thdang: kiém tra v tring.

6 months: check the sterility
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