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PHAN 1 GIOI THIEU

MUC PiCH

Tiéu chuan qubc té ISO/IEC 17025 "Yéu cau
chung vé ning luc ciia phong thir nghiém va hiéu
chuan" & cap cac yéu cau hé théng quan 1y va cac
yéu cau ky thuat cho cic phong thi nghiém ap
dung. Céac yéu cau trong tiéu chuan trén dugc xay
dung dé ap dung cho tit ca cac linh vuc thir
nghiém va hiéu chuan do vdy Vin phong cong
nhan chét luong xay dung thém cac tai liéu bd
sung dé dién giai cho ting linh vyc hiéu chuan
hodc thir nghiém cu thé cling nhu cho céac k¥ thuat
thir nghiém, hiéu chuan.

PHAM VI AP DUNG

Tai liéu nay dé cap cac yéu cau chi tiét va cu thé
deé ap dung cho cong nhan doi voi cac phong thu
nghi¢m (PTN) thudc linh vuce sinh.

Céc yéu cau cong nhan cho cac PTN sinh khong
phu thudc vao qui md ciia PTN, sb luong cac phép
thir nghiém ma PTN thuc hién hodc sb lugng nhan
vién.

CHUAN MU'C CONG NHAN

Chuan myc dé cong nhan phong thi nghiém linh
vuc sinh bao gom:

- ISO/IEC 17025 : 2005 - "Yéu cau chung
vé ning luc ciia cac phong thir nghiém va
hiéu chuan".

- Yéu cau b6 sung dé cong nhan cho phong
thir nghiém linh vuc sinh.

- Cac chinh sach cua BoA lién quan cong
nhan phong thtr nghiém

- Céc van ban phap qui lién quan dén hoat
dong thtr nghiém trong linh vuc sinh.

Thu tuc cong nhan phong thi nghi¢m theo tai li€u
APL 01

Ngoai ra con c6 cac tai li€u k¥ thuat dé ho tro céc
PTN lién quan t6i cac linh vuc k¥ thudt cu thé.
Mot sb tai lidu k¥ thuat duoc vién dan trong tai
liéu nay. Cac tai li€u ky thuat nham dua ra céc
huéng dan do d6 khong phai 1a cac yéu cau dé

SECTION 1 INTRODUCTION

PURPOSE

International Standard ISO/IEC 17025 “General
requirements for the competence of testing and
calibration laboratories” included requirements of
management system and technical for laboratories.
These requirements are designed to apply to all
types of testing and calibration and therefore BoA
often need to be developed supplementary
requirements to interpreted with respect to the
type of calibration or testing concerned, and the
techniques involved

SCOPE

This document provides detailed and specified
requirements to accreditation for biological testing
laboratories.

Requirement for biological testing laboratory is
applicable to all of Chemical testing laboratories
regardless of the organization size, the number of
personnel or extent of the scope of testing

ACCREDITATION CRITERIA

Accreditation criteria for biological testing
including:

- ISO/IEC 17025 2005 - “General
requirements for the competence of
testing and calibration laboratories”

- Supplementary requirements for
accreditation in the field of Biological
testing

- BoA policies concerning accreditation for
laboratories

- Regulation concerning accreditation for

biological testing

Accreditation assessment for

laboratories is APL 01

procedure

Besides there are some technical documents to
assist laboratory concerning specified technical.
Technical documents have been reference in this
document. Technical documents assist for
laboratory so that it is not requirement for
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cong nhan trir khi ching dugc néu cu thé trong tai
liéu nay.

CAU TRUC

Tai liéu nay c6 3 phan chinh:

Phén 1: Gi6i thi¢u

Phan 2: Céac yéu cau bd sung dé coéng nhan cho
phong thtr nghi¢m thugc linh vuc hoa

Phan 3: Chu ky hiéu chuan thiét b

Phu luc 1: Huéng dan hiéu chuin mot sb thiét bi

Céc yéu cau trong phan 2 cia tai liéu nay duoc
trinh bay theo thir tu cia cic yéu cdu trong tiéu
chuan ISO/IEC 17025, c6 thé c6 mét sd yéu cau
trong tiéu chuan ISO/IEC 17025 s& khong c6 yéu
cau bd sung.

Céac ndi dung co ky hiéu diéu muc trong dau
ngodc () la yéu cau bat budc con cac ndi dung
duogc in chit nghiéng 1a cac huéng dan, giai thich
thém dé 1am 5 nghia clia cic yéu cau.

PHAN 2 YEU CAU BO SUNG PE CONG
NHAN PTN LINH VUC SINH

4. CAC YEU CAUQUANLY

accreditation unless mention in this document.

STRUCTURE
This document have 3 main section

Section 1: Introduction

Section 2: Supplementary requirements for
accreditation in the field of chemical testing
Section 3: Calibration interval for testing
equipment

Annex 1: Guide to calibration equipment

The requirements in section 2 have been presented
base on section of requirement in the standard
ISO/IEC 17025, there are some requirements in
ISO/IEC 17025 does not have supplementary
requirement.

All content mention in mark ( ) are mandatory
requirements and all content mention in italic are
guidelines, interpretation for more clear of the
requirement.

SECTION 2 SUPPLEMENTARY
REQUIREMENTS FOR ACCREDITATION
IN THE FIELD OF BIOLOGICAL TESTING

4. MANAGEMENT REQUIREMENTS

4.1. T6 chirc 4.1. Organization

(1) Nhan vién PTN c6 :créch nhiém lién quan dén (1) For laboratory staff who may also have
hoat dong san xuat hodc ban hang, quang production or marketing — related
cao thi phai c6 chinh sach ro rang dé xac responsibilities, clear policies shall be
dinh ’céch thirc ddm bao tinh khach quan cta available to define how impartiality is
ho doi véi trach nhiém thir nghiém. assured for their testing responsibilities

(2) Truong hop PTN c6 thuc hién thir nghiém (2) For laboratory conduct tests at sites away
tai hién truong, tai PTN di ddng phai c6 cac from its permanent facilities, or in mobile
thu tuc dam bao quan 1y cho hoat dong thu facilities shall have procedures to manage
nghiém do. for those tests.

4.2. Hg thong quin ly 4.2. Management system

(1) Trong tai li€u h§ théng‘ quan ly phai vién dan (1) Management system document shall
t&1 ngudi co tham quyén ky dugce phé duyét, reference to signatory authorities, accredited
pham vi cong nhan va chinh sach sir dung scope and policy for using BoA logo.
bi€u tugng cong nhan cua BoA.
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4.5.

(1

2)

)

4)

4.12.

Hop dong phu vé thir nghiém

4.5

Subcontracting of tests and calibrations

PTN phai tudn thi yéu cau 5.10.6 cua ticu (1) Laboratory shall conformity with clause

chuén ISO/IEC 17025:2005 vé cac yéu cau
bao céo két qua thir nghiém cia nha thau
phu.

Trudng hop PTN sir dung nha thau phu cho
cac phép tht dang ky cdng nhan thi phai st
dung nha thau phu c6 ning lyc. Nha thau
phu c6 nang luc phai 1a mot PTN dugc BoA
cong nhéan hodc mot phong thi nghiém duogc
cong nhan bdi mot to chirc céng nhan tham
gia thoa wdc thira nhan 1an nhau véi BoA.
Tat ca cac két qua do nha thau phu thuc hién
phai dugc néu trong bao cao thir nghiém cua
PTN.

Truong hop PTN st dung nha thau phu dé
thuc hién mot phan phép thir nhu st dung
thiét bi thir nghiém thi PTN can danh gia va
dam bao thiét bi dap Ung yéu ciu cua
phuong phap thir va qui dinh vé kiém soat
thiét bi cua PTN.

PTN phai dinh ky xem xét tinh trang
cong nhan cua nha thau phu.

Cdc thong tin vé tinh trang va pham vi céng
thé
www.boa.gov.vn hodc lién hé voi 16 chirc

nhdn  ¢o tim  trén  website
céng nhan. PTN cé thé sit dung nha thdu
phu chwa dwoc cong nhdn cho cac chi tiéu
thi nghiém ma PTN khong dang ky cong

nhan.

Hanh dong phong ngira

Hanh dong phong ngira la mot qud trinh chu
dong dé xac dinh co hoi cdi tién chir khong
phdi thuc hién sita chiia, khdc phuc nhitng

van dé da phat sinh hodc phan nan.

2)

)

4)

4.12.

5.10.6 of ISO/IEC 17025:2005 the results of
the subcontracted service are incorporated
into the laboratory’s test reports.

Where laboratory use subcontractor for
accredited tests shall use a competent
subcontractor. Competent subcontractors are
accredited laboratories by BoA or by one of
BoA’s mutual recognition partners. All of
test results by accredited subcontractor shall
be covered by an appropriate endorsed
report.

Where laboratory use subcontractor for
partial of test such as use equipment of
laboratory shall evaluate and have evidence
that equipment fitness requirement for test
method and control equipment.

The accreditation status of succontractors
shall be regularly reviewed to ensure
currency.

Information on the accreditation status and
scope of accreditation may be found at
BoA’s
contacting accredited laboratory.

website www.boa.gov.vn or by

Laboratory may be use unaccredited
laboratory for tests that outside scope of the

accredited laboratory.

Preventive action

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

problems or complaints.
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(1) Cac cong cu quan ly chat lugng toan dién (1)

nhu: phuong cach thdo ludn theo nhém
(brainstorming), so dd nguyén nhan va két
qua, biéu do kiém soat, biéu do pareto ... can
duoc st dung dé hd trg thuc hién phong
ngua.

Phong thi nghiém ciing nén cé cach thirc dé
khuyén khich va tiép nhin cac déng gop y

kien cdi tién cua nhan vién

Total quality management tools such as
Fishborn
diagram, Pareto chart etc shall be use to

brainstorming,  flowcharting,

assist for preventive actions.

Laboratory should be given to providing
staff  with

contributing suggestions for improvement.

a formal mechanism for

4.13. Kiém soat hd so Control of records

(1) Thoi gian luu gilr h6 so khéng‘ dugc dudi 3 (1)  Unless otherwise prescribed by legislation or
nam trur khi co giao udc hop dong hodc quy contractual obligation, retention times will
dinh phap ly. not be less than three years.

(2) Ho so ky thut (ho so thir nghiém) can  bao  (2)  Technical records (test records) shall include

gom cac thong tin sau: the following:

- nhén dang mau; - The sample identification;

- xac nhén phuong phap thir nghiém; - The test document identification;

- thoi gian thor nghiém (thoi gian bat dau, - Date of test (time start and finish);
thoi gian két thic); - The identity of strain and equipment use

- chung chung, thiet bi thi nghiém; for the test;

- dir liéu quan trac goc, tinh toan ket qua - Original test observations and
bao gébm ca dau hiéu, dir liéu dé co the calculations included data, sign that could
nhdn biét, truy xudt t6i diéu kién thyc traceability to test condition;
hién thtr nghiém; - The identify of the person persorming the

- nhan vién thyc hién thir nghiém, doc keét test, read results;
ql‘lé; o - An indication that -calculations and

- bang ching vé kiém tra, xac nhén viéc manual data transfers have been checked;
tinh toan va truyén dir 1}@“- - Any other information specified in the

- cac thong tin cu thé qui dinh trong test method, other contractual documents
phuong phap thir, cac van ban hop ‘déng or relevant statutory regulations.
hodc cac qui dinh do phap luat yéu cau.

5. CAC YEU CAUKY THUAT 5. TECHNICAL REQUIREMENTS

5.2. Nhan sy 5.2. Personnel

(1) Cén bo kiém soat ky thuat ciia PTN phai co (1) Technical manager who control technical
it nhat 2 nam kinh nghiém lién tuc trong linh any scope of tests shall have at least 2 years
vuc thir nghiém duogc phan cong kiém soat. uninterrupted experiences on that scope.

(2) Nhan vién méi can duge dao tao thyc hanh (2) New staff shall be training to conduct tests

AGL 04 Lan ban hanh: 4.12 Trang: 6/35
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thir nghiém it nhat 3 thang va can c6 hd so
thé hién da dwoc kiém tra viéc thyc hién thir
nghiém dat dugc d9 chinh xac theo yéu ciu
clia cac phép thir cu thé trude khi giao nhiém
vu thir nghi€ém chinh thuc. Cac can bd maoi
duoc giao nhiém vy thit nghiém cu thé can
6 can bo giam sét it nhat 1a 1 nam.

Kiém tra viéc thuc hién thir nghiém co thé ap
dung hinh thiecc thie nghiém lap lai, tdi ldp,
tham gia so sanh lién phong, thir nghiém

trén mau chudn, mau thém chuan...

Thi lyc ciia nhdn vién vé nhéan biét mau kém
co thé gap kho khan trong khi thuc hién mot
vai phép thir. Nhdn biét mau la mot trong
nhitng yéu cau ma quan 1y PIN nén cdn
nhdc khi xdc dinh nhén vién thich hop aé

at least 3 months and shall have records that
new staff have been conduct the tests and
get accuracy base on requirement of test
methods before assign to become official
analyser. New staff shall be supervising at
least 1 year.

Laboratory may use method such as

repeatabitability  and  reproducebility,
participate  Proficiency  testing/  inter
laboratory  comparision, use certified

reference material (CRM) or spike sample
elc.

Eyesight of analyser to determine colour
may be getting difficult when conducts some
tests. Determine colour is one of the
requirement that laboratory manager should

consider when define suitable analyser to

thuc hién phép thir. do.

(3) Bat ky thr nghiém nao khong thuc hién & (3) Any testing conducted away from the base
PTN chinh (nhu thi nghiém hién truong, laboratory (sush as in field
phong thir nghiém di dong, phong thi laboratories/permanant ~ facilities, in a
nghiém tam thoi) ciing phai dugc kiém soat mobile or temporaly laboratories) shall also
ky thuat day da. PTN phai c6 ngudi c6 tham be under adequate technical control. This
quyén ky két qua thir nghiém ¢ mdi dia diém would normally require either the location of
thir nghiém. an approved signatory at each facilit

(4) Nhan vién phai dugc thong bdo, huéng din (4) Staff shall be announce, guide all of
cic thong tin lién quan vé cic van dé vé information concerning laboratory hygiene
sinh an toan phong thur nghiém. and safety.

(5) Nhan vién thir nghiém cac chi tiéu c6 tiép (5) Analyser perform parameters that have
xUc véi cac tac nhan gy bénh, tac nhan phoi contact with pathogen agents, exposures
nhiém can duoc dao tao vé cach thic thir shall be trained for safety, preventive and
nghiém an toan, phong va xur 1y tinh huéng deal with situation when met problem
khi ¢6 su ¢d lién quan tac nhan gay bénh. concerning pathogen agents

5.3. Tién nghi va diéu kién mdi truwong 5.3. Accommodation and environmental

conditions

AGL 04 Lan ban hanh: 4.12 Trang: 7/35



Yéu ciu bd sung dé cong nhén cac phong thir nghié¢m linh vire Sinh
Supplementary requirements for accreditation in the field of Biological testing

(1) B tri mat bang PTN vi sinh phai phan biét (1) Microbiological laboratory layout shall
noi nhan va luu mau, noi rira va vo trung, separate locations of receipt and storage of
noi chuan bi méi trudng nudi cdy va khu vue samples, cleaning and sterility, preparation
thtr nghiém, noi doc Kkét qua, khu trung, hiy and sterilization of culture media, testing,
mau. Viéc phan chia va xac dinh cac khu read results, decontamination, destroy
vuc cho ting cong viéc thir nghiém phai sample. All of location shall ensure control
kiém soat dugc kha ning nhiém chéo. of cross contamination.

(2) BO tri PTN theo nguyén tic mot chidu cho (2) To construct the laboratory according to the
duong di ctia mau thir. Trudong hop tam thoi “no way back” layout principle. If temporary
chua dap tng nguyén tic trén, PTN can c6 not satisfy laboratory shall have requirement,
qui dinh, thyc hién va luu hd so chirng minh action and record to ensure samples have not
mAau khong bi nhidm ban. cross contamination.

(3) Déi v6i PTN thyc hién thir nghiém vi sinh  (3) Laboratory conduct parameters on food and
vat trong thyc phim va thic an chian nudi feed shall comply with accommodation and
phai tuan thu cac qui dinh vé tién nghi va environmental condition requirements in the
diéu kién moi truong trong phién ban méi latest version of ISO 7218 (TCVN 6404).
nhat cia ISO 7218 (TCVN 6404).

(4) Céac khu vuc nudi cdy va thar nghiém phai (4) The air and surfaces of incubation and
dugc kiém tra khong khi va bé mit it nhat 1 testting area shall be monitored weekly if
tuan/lan néu c6 hoat dong thir nghiém. have testing activities.

(5) Céac diéu kién luu mau phai duy tri dwoc tinh  (5) The condition to keep sample shall maintain
nguyén ven cua mau. Ti mat hodc ti lanh intact of samples. Refrigerators or freezers
sau phdi co strc chira thich hop khi cac mau shall have enough volume to keep sample
yéu cdu giit lanh tru6c va sau khi thir before and after conduct the tests.
nghi¢m.

(6) Céc ban, ghé trong phong thir nghiém, ta va (6) Desk, chair in laboratory, cupboard, shelf
gi4 va tit ca cac mat bang thir nghiém (san, and all of test speaces (floors, ceilings, walls
tran nha, tudng va ctra s6) phai : and window) should be:

- han ché t6i da su nhiém ban, khong thdm - to reduce to a minimum Cross
nudc contaminate, water resistant
- bé mit phai d& lau chui va sat khuan. - surface shall smooth, easy to clean and
antiseptic

(7) Cac mai truong sau khi nudi cay phai duoc (7) Media after incubate shall be
hap tiét tring trudc khi thai. decontamination before discard.

(8) Khi thir nghiém phat hién cac tac nhan gay (8) When the test result get positive for
bénh c6 nguy co 1ay nhiém cao thi PTN phai microbiology that have high risk infectious,
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c6 bién phap xir Iy mau va thong bao cho cac
co quan cO chuc nang theo qui dinh hién
hanh dé tranh lay nhiém dich bénh cho cong

shall method
decontamination and announce to regulation

laboratory have for

department against regulation for avoid

dong. isolation to public

(9) Tu dong phai duy tri ché d6 bao quan lanh (9) The freezer could maintain in deep freeze.
sau. Khi khong c6 qui dinh khac, nhiét do The temperature of the freezer shall keep
nay phai nho hon -18°C, t6t hon 1a & - 24°C less than -18°C, better in range - 24°C + 2°C
+ 2°C. if do not have any other requirement

(10) PTN thuc hién thir nghiém céc vi sinh vat (10) Laboratory have test microbiology in
thudc mirc qui dinh phai thir trong phong an category of Biosafety level 3 laboratory shall
toan sinh hoc cip 3 can tuan tha qui dinh vé comformity with requirement for BSL3
phong an toan sinh hoc cip 3 cua Vin phong laboratory of BoA (AGL 20).

Cong nhan Chét lugng (AGL 20)

5.4 . Phwong phap thir nghiém va xac nhin gia 5.4. Test methods and method validation
tri str dung phwong phap

(1) Phong thi nghiém phai c6 va ap dung cac thu (1) Laboratory shall have fully documented
tuc béng van ban vé viéc lua chon va xéc procedures for choose and validation
nhan gia tri su dung cua phuong phap. Thu method. That procedure shall be covering
tuc bao gom chi tiét cac budc tién hanh xac detail of validation method step, statitical
nhan gia tri st dung, cac phuong phap thong method use to define examine factors.
ké duoc ap dung dé tinh cac thong s6 nghién Validation method records shall be kept and
ctru. HO so xac nhan gia tri st dung cuia BoA will be check before or onsite
phuong phap phai dugc luu gitt va BoA s€ assessment.
yéu cau duoc xem xét trudc hodc trong céc
cudc danh gia.

(2) PTN 4ap dung cac phuong phép thur theo tiéu (2) As well as methods published by Vietnam
chuin quéc gia, quéc té, hiép hoi khoa hoc standard institute, international standard,
dugc chap nhan rong rdi trén thé giéi nhu prestige technical  association such as
TCVN, ASTM, APHA, AOAC...can ¢ hd TCVN, ASTM, APHA, AOAC ect
so danh gia diéu kién co ban - cac ngudn luc laboratory shall have record to verified that
theo yéu cau cua phuong phap thir va viéc laboratory have enough capability to conduct
dat dugc két qua thir nghiém c6 do chinh xéac the test and evidence to get all of accuracy
nhu phuong phap yéu ciu hodc nhu mong factors that test method required or
mudn cia PTN. Bdi voi cac phuong phap laboratory required. Methods published do
thir ¢3 ban hanh ma khong c6 dit lidu vé do not include accuracy data the laboratory
chinh xac thi PTN phai xac dinh dit liéu do shall determine its own accuraty factors
chinh xac cta phép thir dya trén dir li€u depend on verified data. All methods shall
nghién ctu thu nghi¢ém. Toan bd cac phuong include criteria for rejecting suspect results.
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phap phai ¢6 chuan muyc dé loai bo nhimg

két qua nghi ngo.

(3) Céc phuong phép thir khong tiéu chuan nhu  (3) Nonstandard method sush as laboratory
Phuong phap do PTN xdy dung (phuong developed methods, equipment producer
phap thtr ndi bd), phuong phap theo hudng methods...shall be documented. Laboratory
din cua nha san xuét thiét bi... can duoc lap developed methods shall be mention clear
thanh van ban. Phuong phéap thir ndi bo can materials/products  have  been  test,
xac dinh 1o d6i tuong thu, chi tiéu thu, gioi performance  parameters, criteria  for
han chip nhin cua két qua, uwdc luong do rejecting suspect results, uncertainty of
khong dam bao. measurement.

(4) PTN phai thyc hién nghién clru va xac nhan (4) Laboratory shall validate method for all
gia tri st dung dbi voi phuong phap khong nonstandard method or modify method,
tiéu chuan hodc cac phuong phap co sira doi, extend scope of standard method. Laboratory
mo rong pham vi so voi phuong phap tiéu shall be studies recorded validate method
chuan. PTN phai luu hd so lién quan dén qua including evaluate laboratory capabilities to
trinh nghién ctru, xac nhan gia tri st dung perform method and studies accuracy
bao gdm danh gia diéu kién co ban - cic factors.
ngudn lyc dé thuc hién phuong phép thir va
d6 chinh xac cta phuong phap.

(5) PTN c6 thé xac nhan gia tri st dung cua (5) Method may be validated by using certified
phuong phap béng cach st dung mau chuén reference materials, spike strain samples,
duoc chimg nhan, mau thém chung chuin homogenize samples (split samples), or
mau dong nhét (miu chia) hodc so sanh véi comparison with other established methods.
phuong phap tiéu chuan. Tuy thudc muc do Depend on requirement and purpose of
va muc dich st dung phuong phap ma PTN using method, laboratory could consider
c6 thé can nhic lwa chon dé xac nhin gia tri for choosing validate factors. The
su dung cua phuong phap theo cac thong s6 following parameters require consideration:
dugc dé cap dudi day:

- Tinh chon loc/tinh dac hiéu; - Seclectivity;

- Tinh tuyén tinh; - Linearity of response;

- Do nhay; - Sensitivity;

- Do chinh xac (d9 dung va d¢ chum); - Accuracy (trueness and precision);

- Gidéi han phat hién va giéi han dinh - Limit ofdetection and limit of
lugng; quantitation;

- Kha nang am tinh gid/duong tinh gia; - Positive deviation/ negative deviation;

- Céc yéu t6 anh hudng; - Robustness/ruggedness;

- Do khong dam bao do(truong hop phép - Measurement uncertainty (for
thtr dinh lugng) quantitative tests)
Chii thich: mdu chia la cdc mau cé nén Note: split samples are homogenize
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mau tring véi pham vi ciia phwong phdp

va dam bao tinh dong nhdt

(6) BOA c6 thé cong nhan cac phuong phép thir
nhanh, phuong phéap thtr theo bd Kit cuia nha
cung cap khi PTN ¢ du ho so vé xac nhan
tinh dung din phuong phap cho cac ddi
tugng thir. PTN phai c6 kha nang khang dinh
phuong phap trong truong hop cé tranh cai.

Phong thir nghiém c6 thé tham khdo ISO 78-
2 — “Hudng dan trinh bay phwong phdp
phan tich héa hoc” doi véi cach trinh bay
cdc phwong phap thie

5.5. Kiém soat thiét bi, héa chit
Thiét bi

(1) PTN thuc hién hi¢u chuan kiém tra va bao
tri thiét bi ndi bd can co:

- Phuong phap hiéu chuan, bao tri, kiém
tra dugc 1ap thanh van ban;

- Toan bd dit li¢u thé hién viéc thuc hién
cac hoat dong hi¢u chuan, kiém tra, bao
tri va nguoi thuc hién phai dugc luu hd
S0;

(2) Déi v6i PTN thyc hién hiéu chuan nodi b,
khi can thiét BoA c6 thé thyc hién danh gia
do luong va danh gia ky thuat dé dam bao
rang PTN tuan thu cac yéu cdu tuong Ung
ctia ISO/IEC 17025 cho phong hiéu chuén.

Héa chat

(3) PTN phai c6 thu tuc dé kiém soat viéc tiép
nhan, kiém tra, sir dung, bao quan va thanh
1y cac hoa chat, thude thu.

(4) Nhian gbc trén bao bi hoa chit, thudc thir
phai duoc thé hién bang ngdn ngit ma nhan
vién c6 thé doc va hiéu dugc va phai co du
thong tin vé tiéu chuan k¥ thuat ctia hoa
chét, thude thir nhu:

samples have same matrix with scope of
method .

(6) BoA accredits for quick tests, producers KIT

tests, Laboratory shall recorded all of
validate data for all materials/products and
laboratory shall have capability to confirm

method if get dispute.

ISO 78-2 — Chemistry — layouts for
standards — Part 2: Method of chemical
analysos also provides useful guidence.

5.5. Equipment, chemical
Equipment

(1)

Laboratory conduct calibration, check and
maintenance by its shelf shall:

- Documented procedure for calibaration,
check and maintenance;

- Keep record of full results (including raw
data) for each calibration, check and
maintenance;

(2) BoA may conduct measurement audit and
technical assessment for Laboratory that
carry out in-house calibration to ensure the
laboratory comply with requirement in

ISO/IEC 17025 for calibration.

Chemical

(3) Laboratory shall documented procedure for
control chemical including: receive, check,
use, keep in good condition and liquidate.

(4) Original label of chemical shall be expressed
in language that staff could be read and
understand and enough specific information

of chemical such as:
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- Tén hoa chét

- Céc thanh phan va nong do

- Name of chemical;
- Component and concentration;

- Han str dung - Expiry date;
- Canh bao (néu co)... - Warning (if any) ...

(5) Céac hoa chat, thuéc thir hodc dung dich (5) Laboratory preparing chemical, solution or
chuan PTN di pha ché can c6 ho so thé hién stock solution shall keep records of
viéc thuc hién pha hoa chét, thudc thir hodc preparing chemical, solution or  stock
dung dich chuan. Trén mdi chai hoa chét, solution process. In chemical, solution or
thudc thir hodc dung dich chuan pha ché can stock solution bottles shall have label
c6 nhan voi du ndi dung sau: ncluded information as:

- Tén hoa chat - Name;

- Nong do - Concentration;

- Ngay pha - Date prepare;

- Nguoi pha - Name of person prepare;
- Han str dung - Expiry date;

- Cénh bao (néu can thiét) - Warning (if any).

M&éi truwdng nudi cdy (MTNC) Media

(6) PTN phai c6 trach nhiém dam bao c6 (6) Laboratory is responsible for ensuring that
mirc d6 kiém soat chat luong thich hop an appropriate level of quality control is
trén cac moi truong nudi cdy ma PTN sir performed on the media it uses.
dung.

@) M&i PTN phai duy tri viéc chuan bi moi (7) Laboratory shall perform preparing of media
truong nudi cdy mot cach hiéu qua va to achieve through an effective media
thiét ké chuwong trinh kiém soat chét preparation and quality control program
lugng phu hop véi pham vi thir nghiém. designed to suit the scope of testing. Details
Chi tiét ctia cac thu tuc chuan bi va kiém of the procedures for preparation and quality
soat chat luong phai duge lap thanh vin control of media and diluents must be
ban nhu 12 mot phan cia hé théng quan 1y documented as part of the facility’s
cua PTN. management system.

®) Tat ca cac MTNC phai c6 cach thirc nhan  (8) Media shall be identified to ensure
biét dam bao duy tri sy lién két voi mau traceability to sample and original media.
thir va tir méi truong gdc.

) Trong truong hop PTN st dung cdc méi (9) When use media purchase from
truong duoc dinh dang san tr nha san manufacturers, laboratory shall check sterile
xuat, PTN phai dac biét quan tdm dén each batch of culture media when receive
viéc kiém tra do vo trung cua ting 16 moi and use. Laboratory shall check performance
truong nhap va mdi lan sir dung. PTN each batch of culture media before use.
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phai kiém tra hiéu nidng ciia MTNC cho
tung 16 moi truong trudc khi st dung.
MTNC phai dugc luu kho va st dung
theo hudng din cua nha san xuat. Trén
MTNC phai duoc nhan dién day du tén,
s6 16 va ngay san xuét, don vi san xuét va
han str dung. Cac PTN phai luu gitt ho so
lién quan MTNC gbm: qui dinh vé kiém
soat chit lwong MTNC ctia nha san xuit,
Tén va sd 16 moi truong, muc dich s
dung, pham vi sit dung MTNC, thanh
phﬁn MTNC, ditr liéu kiém soat chat
lugng (dinh dudng, pH, hiéu nang...),
diéu kién bao quan, han st dung.

culture media shall be storage and using
against manufacturers guidelines. Culture
media shall be labelled with the product
name, batch number, date manufactured,
name of manufacture and expiry date.
Laboratory shall keep record concerning QC
against manufacturer, name and code of
media, reference to test methods and sterility
protocol, component, the results of quality
control (eg. organisms, pH, performance
etc), storage condition and use, shelf life.

(10) PTN chuan bi MTNC can luu hd so chi (10) Laboratory prepare culture media shall keep
tiét tat ca cac dang MTNC bao gom: record all kind of culture media including:
- Loai MTNC - Culture media kind
- Xac dinh ma hi€u riéng (ma hi¢u ctia méot - Code of culture media (code of lot/batch)
16/ tap hgp MTNC) - Date of prepare and name of person
- Ngiy chuan bi va xac dinh nhan vién prepare culture media
chuan bi - Culture media volume/weigh of/ dilution
- Thé tich/khdi lugng cia MTNC / dung - Component, number of culture media
dich tao MTNC - pH after sterilize
- Thanh phﬁn, sO hop chuén bj - sterilize protocol including time and
- pH dich cua moi truong hoan chinh suitable temperature
- Phuong phéap vo tring bao gdm ca thoi - Check volume of culture media after
gian, nhiét d0 néu thich hop sterilize (incase culture media use as
- Kiém tra thé tich sau khi vo tring (néu dilution component or volume decide for
moi truong dugc sit dung nhu chat lam other reason)
lodng hodc thé tich dugc quyét dinh cho
cac ly do khac )

(11) PTN can qui dinh rd thoi han st dung va (11) Laboratory shall documented requirement
diéu kién béao quan cho cac loai mdi for shelf life and storage condition for each
truong va phai c6 nhan nhan dién cac moi kind of culture media and culture media
truong gom thong tin vé: tén, ngay pha, shall have labeled with information: name of
han st dung. culture media, date of prepare, shelf life.

(12) Cac PTN vi sinh vat trong thyc pham va (12) Microbiology of food and animal feeding

thirc an chan nudi can tuan thu Hudng dan stuffs shall comply with General guidelines
chung vé dam bao chét lugng ddi véi viée on quality assurance for the preparation of
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chudn bi méi truong nudi ciy (ISO/TS
11133-1) va Hudéng dan thyc hanh vé thir
tinh ning cua moi truong nudi cay (ISO/TS
11133-2)

culture media in the laboratory (ISO/TS
11133-1)

performance testing of culture
(ISO/TS 11133-2)

and Practical guidelines on

media

5.6. Lién két chuan do lwong 5.6. Measurement traceability

(1) Céc thiét bi thtr nghiém va hiéu chuin c6 (1) Test equipment that has a significant effect
anh huong dang ké dén két qua thir nghiém on the reported result (including, where
(ké ca cac thiét bi st dung kiém soat diéu relevant, instruments used for monitoring
kién moi truong co tic dong quan trong, néu critical environmental conditions) shall be ¢
can) phai dugc hiéu chuin boi cac to chirc alibrated by organization base on
hiéu chuan theo qui dinh “Chinh sach vé lién requirement of BoA  mention in
két chudn — APL 02” cta BoA. “Traceability measurement — APL 02”.

(2) Thiét bi dugc hiéu chuin bang cach st dung (2) When the laboratory undertakes calibration
cac chit chuan, chat chuin dd dugc chung of equipment using certified reference
nhan hodc cic chit chuan di pha ché thong material of reference materials developed
qua viéc so sanh voi nhimg chat chuan goc through comparison with certified reference
thi phai dam bao: materials it shall be able to demonstrate that

it has:

- Cac chat chuan du kha nang dé hiéu - Sufficient feference materials to calibrate
chuan nhitng hang muc lién quan cia the relevant items of equipment over the
thiét bi trén nhiing pham vi do ma thiét bi desired measurement ranges;
duoc yéu cau; - Full records of the identity and source of

- €6 du ho so nhan dang va ngudn gdc mdi each reference material;
chét chuan; - Full document of the assigned property

- Co day du cac van ban vé nhirng gia tri values (and associated measurement
qui chiéu duoc xac dinh (va do khong uncertainty) of each reference material
dam bao do lién quan) cia mdi chét including details of the mode of
chuin bao gém céc chi tiét vé tinh hiéu validation;
luc; - Taken any necessary precautions to

- Co6 thyc hién phong ngira can thiét dé biét match the matrices of the reference
duoc sy khac nhau giita dang mau cua materials to those encountered in the
chat chuan v&i dang mau thi nghiém laboratory’s test samples, or determined
thuc té tai phong thi nghiém, hodc da xac and accounted for the effects of any non-
dinh va tinh todn nhitng anh hudng cua matching of matrices.
cac dang mau thu.

(3) Mau chudn phai ¢ cac thong tin sau: (3) Reference materials shall be obtained at

least the following information:

- Pic tinh (46 khong dam bao do, néu 1a - Property values (and  associated
chat chudn da ching nhan); uncertainties, if a certified reference
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- KJ thuat dé xéac dinh cac dic tinh;

- Thoi han ching nhan c6 hiéu luc (néu
thich hop);

- Thoi han str dung cta chit chuan;

- Céc diéu kién luu gii;

material);

- Technique(s) by which the property
values were established;

- Date of certification;

- Period for which certification if valid;

- Storage conditions.

- Ngay mé chat chuén sir dung lan dau. - Open dated

ISO Guide 31 co6 cdac qui dinh chi tiét vé ngi ISO Guide 31 contains more detail on the

dung chitng chi cdc chdt chudn. content of certificates for reference
materials.

(4) PTN phai 1ap thanh vin ban thi tuc kiém (4) Laboratory shall documented procedure for
soat cac ching chuan sir dung trong PTN control of strain (procedure shall mention
(nhu tiép nhan, bao quéan, cay chuyén, kiém content for receive, storage, inoculation,
tra dinh ky, su dung, thanh 1y cic chung control, frequency check, decontaminate
chuan) va luu gitr day du hd so cua viéc strain). Record of strain control shall be
kiém soat chung chuan phai dugc luu giit keep. Laboratory shall storage and keep
day du. PTN phai bao quan va duy tri cac strain against clause 5 in General guidelines
chung kiém ching theo diéu 5 trong tai liéu on quality assurance for the preparation of
Hudng din chung vé dam bao chét lugng culture media in the laboratory (ISO/TS
dbi v6i viéc chuan bi méi truong nudi cy 11133-1)

(ISO/TS 11133-1)

5.7. Liy miu 5.6. Sampling

Tiéu chudvn‘ISO/IEC 17025 ap dung cho Scope of International standard ISO/IEC
PTN bao gom ca hoat dong lay mau. Hoat 17025  includes  sampling  activities.
dong ldy mau cua cic PTN rat khdc nhau. Sampling activities of laboratories are
Hoat dong ndy c6 thé dwoc cdc by phdn difference. Sampling activities may demand
khac trong cung t6 chicc voi PIN thuc hién a different part of the laboratory’
hodc mot té6 chirc hoan toan doc ldp thuc organization or a independent organization.
hién. BoA khuyén khich PTN dang ky cong BoA  encourages laboratory to seek
nhén ca hoat dong ldy mau. accreditation for sampling activities.
Truong hop PTN khong thuc hién Idy md~u Laboratory may introduce or training for
co thé hudéng dan cho don vi, nguoi Iay mau organization or sampling officer to sampling
vé cach thire ldy mau va bdo qudn mau dé and keep in good condition for sample for
dam bdo tinh hiéu qua cua hoat dong thir ensuring the effectiveness of sampling
nghiém activites.

(1) Néu PTN khong thyc hién 1dy mau thi bao (1) When the laboratory has no control over
cdo két qua thir nghiém can ghi 16 két qua sampling the test results report shall mention
chi ding véi mau thir. H) so tiép nhan miu results only for received sample. The sample
can ghi 16 cac thong tin lién quan dén mau receiving record shall mention detail
thir nhu: loai mau, ngay tiép nhan, tinh trang following information concerning sample:
mau, lugng mau, diéu kién bao quan (néu sample type, date of receipt, condition of
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o).

receipt, sample volume, maintaining

condition (if any).

(2) Néu hoat dong ldy mau do bd phan khac (2) Where sampling activities conducted by
thyc hién nhung bao cdo két qua thir nghiém other part of laboratory but test report has
dugc tuyén bd ap dung cho ca san pham, 16 been stated that the test results for product
hang thi PTN phai b tri dé BoA tién hanh lot/batch, the assessment of sampling
danh gia hoat dong dong 1y mau bao gom: activities shall be included as an element of

the laboratory assessment as:

- Thu tuc léy mau duoc 1ap thanh vin ban - The laboratory shall have documented
(c6 thé 1a cac tiéu chuan qudc gia hodc sampling procedures (may be national or
qudc té). Néu sir dung cac phuong phap international standards). If in house
ndi bo thi can xac nhan gia tri st dung methods are used, their validity for the
cia phuong phap dé dam bao viéc lay intended purpose shall be demonstrated
mau dap tng duoc muc dich dé ra. by appropriate data.

- Bao céo két qua thir nghiém phai vién - The sampling procedure shall be cited on
dan dén phuong phép lay mau the test report.

(3) Dbi voi PTN thyc hién thir nghiém vi sinh  (3) Microbiology laboratory of food and animal
vat trong thuc phidm va thic dn chin nudi feeding stuffs shall comply with requirement
phai tuan thu cac qui dinh vé van chuyén for transfer sample mention in the latest
mau trong phién ban moi nhat ISO 7218 version of [SO 7218 (TCVN 6404)

(TCVN 6404).

5.8. Quaén ly miu thir nghi¢m 5.8 Handling of test items

(1) Céc dung cu chira mau phai phi hop yéu cau (1) Sample container shall be comply with
ctia phuong phap 1y mau hodc phuong phap requirement of sampling procedures or test
thir va phai kiém tra va dam bao khong anh procedures and may be necessary to test
hudong dén chat lugng méu thir (khong bi ro container to ensure not effect to sample
ri, khong tham nudc, bién chit hodc nhidm (leak-proof, hydrophilic, contamination ect
ban...trong qua trinh van chuyén va luu during transport and storage). Any
giit). Néu phuong phap liy miu va/hoic temperature  or  other  environmental
phuong phap thir yéu ciu diéu kién bao quan tolerances speccified in the method shall be
mau can duge dam bao thi phai ghi 16 dicu cited in sampling record.
kién bao quan vao ho so lay mau.

(2) Viéc nhan dang cac nhan mac phai ddm bao (2) Indentification labels shall be secure, legible
r0 rang, khong hu héng, dugc nhan dién and identify during conducting test.
trong sudt qua trinh thir nghiém va dé doc. Lebelling on caps or lids alone is not
Khong chap nhan viéc dan nhan mac chi trén acceptable.
nap.
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(3) Nhan vién phong thir nghiém phai kiém tra (3) Laboratory staff shall check condition of
trang thai cua mau khi tiép nhan. Néu trang sample when received. When sample
thai khong dam bao hodc néu miu khong du condition does not ensure or not enough
nhung khach hang van yéu cau thir nghiém volume against method, this fact shall be
ma PTN dong y can ghi 15 tinh trang mau acknowledged on reports and client shall
vao hod so tiép nhan va co6 xac nhan cua confirmed by writing on the record.
khach hang.

(4) Ngoai tru cac truong hop déc biet PTN phai  (4) Except special case, laboratory shall keep
lwu giit cac miu thir nghiém cho dén khi c6 sample at least until get test results or longer
dugc tat ca cac két qua, hodc luu giit 1au hon if any. Sample shall be kept in suitable
néu can thiét. Mau luu phai duoc bao goi container and condition that have been
trong vat dung vo tring (vi du nhu tai chét sterilized (for example plastic bag) and keep
déo) va luu gitt ¢ diéu kién bao quan cua in condition for storage sample. Fresh and
mau ther. Cac san pham lanh, twoi nén lam frozen product/sample should be frozen.
dong lanh. Trudc khi loai bé PTN phai khi Contamination sample or high risk sample
nhiém cac mau thir nghiém da hong hoic shall be decontaminated before reject.
mau nguy hiém.

(5) PTN phai dam bao diéu kién bao quan theo (5) Laboratory shall ensure the condition to
yéu cau cta ISO 7218 (TCVN 6404) cho céac keep sample comply with ISSO 7218
san pham sau day: (TCVN 6404) for samples as:

- san pham kho bao quan & nhiét do phong - Dry samples keep in room temperature
nhung cin phan tich cang sém cang tot but shall perform test as soon as possible
truge khi hét han bao quan; before expiry date

- san pham tuoi va san pham giir lanh: thir - Fresh samples or frozen samples: perform
nghiém trong vong 24 gio sau khi tiép testing within 24 hours after received (if
nhan (néu can bao quan mau lau hon, can could not tests samples shall storage soon
lam lanh sdu miu cang sém cang tt & in deep frozen at -18°C and mention in
nhiét do dusi —18°C va ghi vao trong bao test report)
céo két qua);

- san pham tiét tring va san pham tuong - Sterilize products and similar shall
ty: thr cang sém cang tot trude khi hét perform testing soon before expiry date
han bao quan;

5.9. Pim bio chit lrong két qua thir nghiém  5.9. Assuring the quality of test results

(1) PTN phai cé thi tuc kiém soat chit lugng (1) Laboratory wishing to maintain
cac phép thir nghiém khong thuc hién accreditation for tests performed less
thuong xuyén va néu rd cach thic dam bao frequently shall have a documented
két qua thu nghiém néu muén duoc cong procedure to describe how they assure the
nhan hoac duy tri cong nhan nhung phai dam results generated by infrequently performed
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bao tan suat thuc hién kiém soat it nhit 4

tests and at least performed tests 4 times per

lan/nam. year.

(2) PTN phai thuc hién kiém soat chat luong két (2) Laboratory shall perform assuring the
quéa thir nghiém thuong xuyén véi tan suat quality of test results with suitable frequency
tiy thudc vao phuong phép thi, tan suit va depend on method, perform test frequency
ky thuét thir nghiém nhung phai dam bao it and technique to do the tests but at least
nhat 1 nam/lan cho tit ca cac chi tiéu duoc once per year for all accredited tests.
cong nhan. Ho so thuc hién viée kiém soat Quality control data shall be fully
nay phai dugc luu day du va sin sang trinh documented and ready to show when
bay trong qua trinh danh gia. assessment.

(3) Céc dir liéu kiém soat chét lugng két qua thir  (3) Quality control data shall be fully
nghiém can dugc luu hd so sao cho co thé documented in such a way that they are
danh gia xu hudng cua cac két qua va thuc readily accessible for evaluation of trends in
hién bién phdp thich hgp kip thoi (vi du: analysis, and these trends shall be monitored
biéu do kiém sodt chat heong/control chart). with appropriate action being taken when

necessary (example: control chart).

(4) Chuong trinh kiém soat mic do tin cdy cia (4) The program for monitoring the realiability
két qua thir nghiém phai bao gém céc ndi of test results shall include: natural and
dung: ddi tuong thu, hinh thirc thuc hién, range of the tests, method, testing staff,
nguoi thyc hién, nguodi danh gia két qua. evaluate results staff. Laboratory shall have
PTN phai c6 cac tiéu chi dé danh gia két criteria for accept or rejecting suspect
qua. results.

(5) PTN lya chon nha cung cap chuong trinh thir  (5) Laboratory shall selection PT provider and
nghi¢m thanh thao/ so sanh lién phong (PT) participate regularly base on requirement of
va tham gia dinh ky theo qui dinh trong thu APL 03 — PT procedure of BoA.
tuc thtr nghiém thanh thao/so sanh lién
phong APL 03.

(6) Néu PTN tham gia PT cho cic phép thir 43 (6) Laboratory shall take corrective action when
dugc cong nhan ma két qua khong dat thi have outliers results for accredited tests after
phai thyc hién hanh dong khic phuc va nop participated PT program. The -corrective
bao cao hanh dong khic phuc, bang ching action report and evidence shall be sent to
t6i BoA. Truong hop bdo cédo hanh dong BoA. BoA may conduct assessment
khic phuc cia PTN khéng duoc BoA chip (follow up visit) or suspend accreditation
nhan thi BoA sé& tién hanh d4nh gia bo sung of that tests if does not accept the evidence
hodc tam thoi dinh chi cong nhan cho cac of corrective action.
phép thtr 6
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(7) PTN phai tham gia cac chuong trinh tha (7)

5.10.
(1)

nghiém thanh thao/ so sanh lién phong do
BoA t6 chirc néu phu hop véi pham vi ma
PTN da duoc cong nhan.

Trieong hop chwong trinh thir nghiém thanh
thao/so sanh lién phong nam ngoai pham vi
ma PTN da dwoc cong nhdn nhung néu phi
hop véi ning luc ciia PTN thi PTN cé thé
dang ky tham gia .

Bio cao két qua

PTN dugc cong nhéan phai st dung logo cua
BoA trong bao céo két qua thir nghiém thudc
pham vi dugc cong nhan. Viéce st dung logo
ctia BoA phai tuan thi qui dinh vé sir dung
dau cia BoA.

5.10.
(1)

Accredited laboratoriesshall participate PT
programes concerning to accredited scope,
which program is organized and carried out
by BoA or BoA is contact point.

When PT program outsite of laboratory
accredited scope but corresponding with
laboratory capability, laboratory could

register fo participate.

Reporting the results
Accredited laboratory shall use BoA
logo to reports for accredited tests.

Laboratory shall comply with “Guidance for
use of accreditation logo and symbol” of
BoA.

(2) Bién ban thir nghiém phai dugc xac nhan béi (2) Test report shall be examined by BoA
nhitng ngudi ¢6 thim quyén ky duoc BoA approved signatory.
thira nhan.

(3) Trong bao cao thir nghiém néu c¢6 cac phép (3) Where results of tests not covered by the
thr chua dugc cong nhan thi PTN phai cha scope of accreditation are included on test
thich vao bao cao dé xac dinh rd phép thir reports, laboratory shall have notation which
chua duoc cong nhan. tests are out of accredited scope.

PTN c6 thé chii thich: cac phép thir danh Laboratory may notation: tests have
ddu * la cdc phép thir chwa dwoc cong nhan. been defined by * are not including in
accredited scope.

(4) Trong bao cao thir nghiém néu c6 cac phép (4) Tests report may have results of sub-
thr cuia mot PTN da dugc cong nhan khac contractored work from an accredited
(nha thau phy) thi can chi rd chi tiéu nao laboratory shall define the test results and
duoc thuc hién boi nha thau phuy, t€n nha name of sub-contractor.
thau phu.

(5) Néu két qua thir nghiém nam ¢ pham vi gan (5) If the results of a test fall into the range
gi6i han phu hgp hay khong phu hop theo where neither complicance nor non-
qui dinh k¥ thuat cia san pham, ddi tugng compliance can be proved, taking into
thir can tinh d6 khong dam bao do va PTN account the estimated uncertainty of the
phai bao cao do khong dam bao do cung két measurement, then the result and its
qué tht nghiém. associated measurement uncertainty shall be

reported.
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PHAN3 CHU KY HIEU CHUAN, KIEM
TRA THIET BI THONG THUONG

N6i dung phan 3 nay néu chi tiét cic yéu cau hiéu
chudn va kiém tra thiét bi thong thuong sir dung
trong cac PTN Iinh vuc Sinh.

Bang chu ky hiéu chuan va kiém tra théng thuong
cho cac thiét bi linh vuc thu nghiém hoa dugc néu
trong phan 3 cua tai liéu nay. Cac chu ky néu
trong bang 1a chu ky 16n nhit cho mdi thiét bi dya
vao:

- Thiét bi chat lugng tét, kha ning hoat
dong on dinh, duoc ldp ddt ¢ vi tri thich
hop va st dung hop ly;

- Nhan vién am hiéu, thanh thao dé thuc
hién nhitng kiém tra thiét bi noi bo;

- Tt ca cac hoat dong kiém tra dé khang
dinh thiét bi hoat dong tét.

PTN phai rat ngin khoang thoi gian giita cac lan
hiéu chudn va/ hodc kiém tra khi thiét bi hoat dong
trong diéu kién it 1y twong hon. Néu c6 bat ky
nghi ngd nao vé su hu hong cua thiét bi thi PTN
can thuc hién hiéu chuan lai ngay lap tic va sau
d6 giam chu ky cho t6i khi thdy rang thiét bi dat
dugc do on dinh.

Giam khoang thoi gian giita cac 1an hiéu chuin
va/ hodc kiém tra ciling cé thé duoc yéu cau trong
cac ung dung thir nghiém dic thu hodc véi cac ciu
hinh thiét b ddc thu.

PTN c6 thé kéo dai chu ky hiéu chuan duwa trén
cac thong s6 nhu theo ddi dit liéu hiéu chuén,
kiém tra dé ching minh sy on dinh cua thiét bi,
tan sudt su dung, d6 chinh xac yéu cu hoic PTN
c6 nhén vién du nang luc dé tién hanh kiém tra noi
b6 hodc tham gia dat két qua t6t trong cac chuong
trinh thtr nghiém thanh thao.

PART 3 CALIBRATION AND CHECK
INTERVALS OF GENERAL EQUIPMENTS

The content of part 3 shows detailed requirements
for calibration and check intervals of geneal
instruments/equipments that used in biological
testing laboratory.

The table includes the information on calibration

and check intervals for general equipment of

chemical testing laboratory was showed in part 3

of this document. The intervals are maximum
intervals for each ones and are based on:

- Good quality, stable operation ability,

installation at suitable location and

reasonableness utilization of equipments;

- Understanding and proficiency staffs to
check themselves equipments;

- All of checks were carried out to confirm

the good operation ability of equipments.

Shorter intervals between calibrations and/or
checks may be 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.

between
calibrations and/or checks may also be required in

Furthermore, reduced  intervals
particular testing applications or with particular

equipment configurations.

Longer intervals between calibrations could be
based on paramenters such as calibration and
check data to prove stability, frequency of use,
accuracy required of equipments or expertise
ability of staff to perform in-house checks or
successful participation in proficiency testing
programs.

AGL 04 Lan ban hanh: 4.12

Trang: 20/35



Yéu ciu bd sung dé cong nhén cac phong thir nghié¢m linh vire Sinh
Supplementary requirements for accreditation in the field of Biological testing

PTN c6 thé giam chi phi hiéu chuan bing cach
trién khai hoat dong hiéu chuén noi bo.

Viéc hiéu chuan thiét bi PTN va cac chuong trinh
kiém tra phai gom co:

- ban giao cac thiét bi méi (gom: hiéu
chuan ban dau va kiém tra sau khi da lap
dat);

- kiém tra hoat dong (kiém tra trong khi sir
dung véi cac chudn chinh va chat chudn);

- kiém tra dinh ky (kiém tra giita ky nhung
tuong dbi toan dién, c6 thé bao gém hi¢u
chuan mot phan thiét bi)

- bao dudng theo ké hoach noi bd hoic cua
nha cung cap c6 chuyén mon;

- tai hiéu chuén lai toan bd

CHU KY HIEU CHUAN, KIEM TRA THIET
BI THU NGHIEM THONG THUONG

Céc yéu cau dudi ddy vé chu ky t6i da PTN c6 thé
lua chon dé thuc hién hiéu chuin va kiém tra cac
thiét bi thr nghiém thong thudng trong PTN. Céc
khodang thoi gian dugc dua ra cho ting loai thiét bi
1a khoang thoi gian téi da va phu thudc vao yéu
cau vé do chinh x4c va cach sir dung cac thiét bi.

Thong thuong viéc hi¢u chuan duoc thuc hién bai
cac phong hiéu chuan c¢é ning luc va theo qui dinh
cua co quan cong nhan (BoA). PTN sau khi nhan
gidy hiéu chuan s& tién hanh danh gia thiét bi co
phtt hop voi muc dich sir dung tai PTN. Néu
phong thir nghiém muén ty thuc hién céc phép
hiéu chuan thi phai chirng minh rang phong c6 dua
nang luc dé thuc hién cong viéc nay theo nhu quy
dinh ¢ diéu 5.6.2.1 ctia ISO/IEC 17025.

Céc phép kiém tra thuong duge cac k¥ thuat vién
cua phong thtr nghiém thuc hién hodc cac don vi
cung cap dich vu cho PTN.

The calibrate

themselves in order to reduce of calibration fee.

laboratory  can equipment

Equipment calibration and checking program shall

cover:

- handover of new equipment (including
initial calibration and checks after
installation);

- operational checking (checking during
use with reference items or materials);

- periodic checking (interim but more
extensive checking, possibly including
partial calibration);

- scheduled maintenance by in-house or
specialist contractors;

- Complete recalibration.

CALIBRATION AND CHECK INTERVALS
FOR GENERAL EQUIPMENTS

The requirements described below are maximum
intervals that laboratories can select for calibration
and check of general equipments. The intervals
are maximum intervals for each ones and are
based on accuracy and equipment use purpose.

Usually calibration has been conducted by
capabilities laboratory base on requirement of
BoA. Laboratory shall evaluate the calibration
results when received calibration certificate to
ensure the calibration results fitness purposes.
When laboratory would like to conduct calibration
themselves, they shall demonstrate that laboratory
have enough capabilities to perform conformity
with requirement of 5.6.2.1 of ISO/IEC 17025.

Checking equipment should be performing by
technician or services organization.
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_— Chu ky hiéu | Chu ky kiém o < .
Thiet bi chudn (niim) tra (théng) Phuong phap va khuyén nghi
Equipment pifil;l;rzg;z ) Ch;f,];fl] ;Zi()d Method and recommendation
CAN 3 Hiéu chudn duoc thue hién béi phong hi¢u qhuén theo qui
BALANCES (v6i didu kién dinh APL 02 — BoA hodc PTN ty hiéu chuan nhung phai
kiém tra dinh dap tng cac yéu cau cua mét phong hi¢u chuan theo
ky nghiéﬁl ISO/TEC 17025 cho hoat dong hi¢u chuan can.
ngat theo qui Conducted by accredited laboratory against APL 02-BoA
dinh cdt bén) or inhouse calibrate if comformity with requirement of
ISO/IEC 17025 for calibration.
3 Hangngay | Kiém tra hing ngay c6 thé bing mét trong cac cach:
(shall conduct Daily - Kiém tra d 13p lai.
check period . o
as next - Kiém tra 1 diém thuong st dung.
column) Duaily check should choose one way as:
- Repeatability check
- One point check
1 Kiém tra dinh ky cho 1 dai do thuong st dung
One range check
6 Kiém tra dinh ky & cac dai do
All range check
1 Hang ngdy | Kiém tra hang ngay c6 thé bing mét trong cic cach:
Daily - Kiém tra do Iap lai.
- Kiém tra 1 diém thuong sir dung.
Duaily check should choose one way as:
- Repeatability check
- One point check
3 Kiém tra dinh ky & cac dai do
All range check
QUA CAN/ MASSES
Chuén - Toan bd bing 3 Hiéu chuin dwoc thuc hién boi phong hiéu qhuén theo qui
thép khong gi hodc hop sau d6 1a dinh APL 02 — BoA hogdc PTN tu hi¢u chuan nhung phai
kim Ni-Cr /then dap Ung cac yéu cau cia mot phbng hi€u chuan theo
ISO/IEC 17025 cho hoat dong hi¢u chuan can
Reference - of integral 6
stainless steel or nickel
chromium alloy Conducted by accredited laboratory against APL 02-BoA
or inhouse calibrate if comformity with requirement of
Cong tac - thép khong gi 3 ISO/IEC 17025 for calibration.
hoac hgp kim Ni-Cr
Working - stainless steel
or nickel chromium alloy
1

Cong tac — hop kim khac
Working - other alloy
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_— Chu ky hiéu | Chu ky kiém s < .
Thiet bi chuén (niim) tra (théng) Phuong phap va khuyén nghi
Equipment pifil;l;rgg;z ) Ch;;];fl] ;Zi()d Method and recommendation
DUNG CU THUY TINH/ GLASSWARE
Pipet, buret, binh dinh Ban déu (tuy Dung cu thuy tinh clp A can duogc sir dung khi thir nghiém
mirc thudc muc yéu cau murc chinh xac cao
Pipetters, burettes, dich str dung) Kiém tra d chum, d¢ dung & mirc dung tich thuong ding
volumetric flasks Initial bang can phan tich thich hop
(subjectto | (kiém tra dai dién cho tirg 16/chiing loai)
. nature of Grade A glassware distillation receivers should be used
intended use) ¢ . . .
where a high degree of accuracy is required.
12 Check precision and accuracy of volume delivered at
settings in use by suitable balance
(check represent for batch/type)
Buret, pipet tu dong Ban déu (tuy Dung cu thuy tinh clp A can dugc sir dung khi thir nghiém
dang pit tong thudc muc yéu cau murc chinh xéc cao
piston operated dich sir dung) Kiém tra do chum, do ding & mic dung tich thuong ding
including: pipetter, Initial bang can phan tich thich hop.
dlispenser s, diluters, (‘subject to Grade A glassware distillation receivers should be used
displacement burettes ) nai’;” ; of where a high degree of accuracy is required.
iniended use) Check precision and accuracy of volume delivered at
6 settings in use by suitable balance
(check represent for batch/type)
NHIET KE/ THERMOMETERS
Chun dau, dién tré
Platin
Refefence, platunum
resistance
-40°C dén/to 250°C 5 6 Kiém tra tai diém bing
Check at ice point
<-40°C va/and >250°C 2 truée khi st | Kiém tra dién tré tai diém bang
dung Check resistance at ice point
Before use
Chudn cong tac, dién tre
Platin
Refefence, platunum
resistance
-40°C dén/to 250°C 5 6 Kiém tra tai diém bing
Check at ice point
<-40°C va/and >250°C 2 6 Kiém tra dién tré tai diém bang
Check resistance at ice point
Chuin ddu, nhiét ké thuy 10 trude khi st | Kiém tra tai diém bang
tinh dung Check at ice point
Reference, lidquid-in- Before use
glass (where kept as a
reference)
Chuin cong tac, nhiét ké 5 6 Kiém tra tai diém bang
thuy tinh Check at ice point or against a reference thermometer at 1
Reference, lidquid-in-
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_— Chu ky hiéu | Chu ky kiém s < .
Thiet bi chuén (niim) tra (théng) Phuong phap va khuyén nghi
Equipment pifil;l;rgg;z ) Ch;;];fl] ;Zi()d Method and recommendation
glass (where kept as a point in range.
reference)
C?iu do nhiét AC - chudn 5
dau va cong tac
AC temperature bridge
reference and working
Cau do nhiét DC 1
Measurement instrument (chuén daw/
DC bridge type reference)
2
(cong tac/
Working)
Chuan déu - Hé théng 1 6 Kiém tra tai diém bing
chi thj nhié‘t d6 c6 hodc Check at ice point
khong 5:(') dau dq nhiét,
dang cam tay, dé l\)ém, tw
ghi, mét hodc nhiéu kénh
Hand-held, bench type
and temperature loggers
Cong tac - H¢ théng chi 2 6 Hiéu chuin phai thyc hién 1 nim/1an néu khong co chuin
thi nhiét d6 c6 hodc dau
khong fé dau d(‘); nl}lét, Calibrate every 12 months if the facility does not have a
dang cam tay, dé ban, tu reference device
ghi, m§t hodc nhiéu kénh '
Hand-held, bench tpe Kiém tra so voi chudn & nhiét d¢ sir dung. Truomg hop sir
P &8 dyng nhiéu hon 1 diém nhiét thi chon diém yéu cau kht
1 6 khe nhat. Kiém tra diém bang néu khong c6 chuén dau
(dang tu ghi khong sir dung mot nhiét ke tu ghi khac cung
loai dé khiém tra)
Check against a reference device at the temperature of use.
If used at more than one temperature, choose the most
critical temperature. Check at ice point if the facility does
not have a reference device. (For data loggers the
reference device cannot be another data logger of the same
type).
Hdng ngoai 1 6 Kiém tra tai diém bing
Infra - red Check at ice point
THIET BI CAN KIEM SOAT NHIET BQ / TEMPERATURE CONTROLLED ENCLOSURES
LO NUNG Ban dau
FURNACES Initial
3 Kiém tra nhiét d6 v6i ddu do nhiét thich hop
Monitor temperature with appropriate sensor
12 Kiém tra do 1dp lai, chénh 1€ch nhiét d¢ gitra cac khu vuc
trong tu
Check temperature variation within the working zone
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_— Chu ky hiéu | Chu ky kiém s < .
Thiet bi chuén (niim) tra (théng) Phuong phap va khuyén nghi
Equipment pifil;l;rgg;z ) Ch;;];fl] ;Zi()d Method and recommendation
TU MOI TRUONG 3 Khi sir dung | IEC 60068-1,IEC 60068-2-38,IEC 60068-2-39
ENVIRONMENTAL On use Kiém tra tai diém nhiét sir dung
CONDITIONING Check at working temperature
CHAMBERS
Ta sy Ban diu
Drying Initial
khi str dung | Kiém soat nhiét d6 bang diu do thich hop
On use Monitor temperature with appropriate sensor
12 Kiém tra do 1ap lai, chénh Iéch nhiét ¢ gilra cac khu vuc
trong tu
Check temperature variation within the working zone
Ta lanh Hang ngay | Khi nhiét do tu lanh can dugc kiém soét thi thyc hién kiém
Refrigerators Daily soat nh@ét d6 qui dinh bang nhiét ke (dau do nhiét do hodc
nhiét ke thuy tinh)
Where critical, the temperature of the working space must
be monitored by an appropriate temperature sensor
throughout use.
Tu séy chéan khong 12 Kiém tra do 1dp lai, chénh 1éch nhiét do va ap suét giira cac
Vaccum khu vyc trong ti
Check temperature variation and pressure in the working
space.
THIET BI KIEM’ SQAT ban diu hogic Trudng hop nhiét d6 anh huong dang ké t61 két qua thur can
NHIET PO (TU AM, | saukhi sira c6 hé thong kiém soét nhiét do lién tuc.
TU LANH’ BE DIEU chira Use of a continuous temperature monitoring system is
NHIET) Initial or after recommended where temperature control is critical.
TEMPERATURE repair
CONTROLLED P . . .
EQUIPMENT 12 {(1émttfa do lap lai, chénh I&ch nhiét do giira cac khu vuc
(INCUBATOR, rong tu
AUTOCLAVES, Check temperature variation within the working zone
WATERBATHS) Hang ngay | Kiém tra nhiét d6 v&i dau do nhiét hodc nhiét ké thich hop
khi st dung | Afonitor  temperature with  appropriate  sensor  or
Each day of | thermometer
use
TU AM CO2 Hang ngay | Ghinhan hd so mirc d6 CO2 va nhiét do
CO2 INCUBATORS khi st dung | Record CO2 level and temperature.
Each day of
use
12 Hang nam kiém tra ml'{c do Co2¢ diém do sir dung hang
ngay vi du st dung thiét bi do hong ngoai
Yearly Independent check of CO2 level of the device used
for daily readings eg Fyrite, by manufacturer or an
infrared CO2 meter.
PHONG CAY 1 Kiém tra ¢6 do nhiém khuén khong khi
INOCULATOR ROOMS Check TPC on air
1 Kiém tra 46 d6 nhiém khuén bé mat
Check TPC on surface
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_— Chu ky hiéu | Chu ky kiém s < .
Thiet bi chuén (niim) tra (théng) Phuong phap va khuyén nghi
Equipment pifzil;rgizz ) Ch;:,];f; ;Zi()d Method and recommendation
TU AN TOAN SINH 12 Theo huéng dan nha san xut
HOC recommendation of manufacturer
BIOLOGICAL SAFETY . ~ p
CABINETS Khi sir dung | Theo hudng dan nha san xuat
On use recommendation of manufacturer
BINH VA TU KI KHi Khi st dung Str dung chi thi hoa hoc va chiing chiing phat trién ki khi
’ 0 ) Chemical indicator and known positive anaerobic control
ANAEROBIC JARS AND nuse organism.
CABINETS
CAP NHIET BPIEN/ PYROMETER
chudn dau 3 BS 1041 phan 5. Hi¢u chuan béi co quan ¢ thim quyén
Reference Calibration by an approved testing authority
dién tir 1
electronic
cong tac 6 kiém tra bang chudn dau
working Check against reference pyrometer
NHOT KE/ VISCOMETERS
Ong xi phong (éng hinh
chit U)
U tube
Chuén ban dau, Str dung nhét chuén
Reference 10 ASTM 2162
Initial Against reference oils.
then 120
Cong tac ban diu St dung nhét dam bao chat lwong so v6i chun hodc str
Working D) dung nhdt chuan
Initial ASTM 2162/D445; 1P 71
then 24 Using quality oils against reference tubes or using
reference oils
Céc loai khac
Other
Brookfield ban dau Str dung nhét chuén
Initial Against reference oils.
24
1 Str dung nhét dam bao chit lugng (vi du: ctia nha san xuét)
Against quality (i.e. manufacturers’) oils.
Ferranti ban diu St dung nhét chuin
Initial Against reference oils.
3
Zahn ban déu Initial | Str dung nhét chuén

12

Against reference oils.

TY TRONG KE / HYDROMETERS

Chuén

5
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_— Chu ky hiéu | Chu ky kiém s < .
Thiet bi chuén (niim) tra (théng) Phuong phap va khuyén nghi
Equipment pifil;l;rgg;z ) Ch;;];fl] ;Zi()d Method and recommendation
Reference
Loai thuy tinh - Cong tac 12 Kiém tra so vdi ty trong ké chuin hogc chuan bi méi dung
Working - glass dich da biét ty trong ASTM-E126
Check against reference hydrometer or in newly prepared
solutions of known density.
Loai kim loai - Cong tac 6 1SO 649.1,.2, ISO 650
Working - metal Khi st dung | Kiém tra do truot cua thude
On use . Check that scale has not slipped
THIET BI TY TRONG/ Bandau | ASTM D 4052 or ASTM D5002
DENSITY METERS Khi nhiét d6
thir nghiém
thay doi hodc
sau khi lau
cell
Initial and
whenever test
temperature
is changed or
cell cleaned
Hang ngay | St dung vit liéu tinh khiét d3 biét ty trong va 6n dinh
Daily With pure substance of known density and stability
Hang tuin Khéng khi hodc nude cit 2 1in
Weekly Air and double-distilled water
AM KE/ HYGROMETER
Am ké Assmann & Sling 10
Assmann & Sling 6 So sanh véi cap nhiét dién tai nhiét do phong véi bac kho
psychrometers . .
Compare thermometers at room temperature with wick dry.
Am ké ti ghi Hang tuin Kiém tra v&i 4m ké da dwoc hiéu chudn thich hop
Thermohygrographs Weekly Check against a calibrated psychrometer, if capacitance
type
Nhiét-4m ké loai dién tir 1 So v6i 4m ké chudn
Electronic types Check against a calibrated thermometer at ambient
temperature.
KHI AP KE/ BAROMETER
Fortin ban dau 60 Kiém tra tai 1 diém
Initial then One point check with transfer instrument.
Aneroid 1
AP KE/ MANOMETERS
Chuén, chuin cong tac 10 36 Kiém tra d¢ sach cua diu
(dung dich thuy ngan) Check the cleanliness of the fluid
Reference and Working,
liquid (Mercury based)
Chuén, chuin cong tac 3 18 Kiém tra do sach cua diu
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_— Chu ky hiéu | Chu ky kiém s < .
Thiet bi chuén (niim) tra (théng) Phuong phap va khuyén nghi
Equipment pifzil;rgizz ) Ch;:,];f; ;Zi()d Method and recommendation

(dung dich khac) Check the cleanliness of the fluid

Reference and Working,

liquid  (other  than

Mercury)

bién tir 1

Electronic

THIET BI PO AP SUAT/ PRESSURE EQUIPMENT

Cac ap ké kiém tra aé 1

hiéu chuan ap ké cong

nghiép

Test gauges used for

calibration of industrial

gauses

Céc 4p ké cong nghiép 1

khong phu thude tai

trong va dap

Industrial gauges not

subject to shock loading

Céc ap ké cong nghiép 6 month

phu thudc tai trong va

dép

Industrial gauges subject

to shock loading

Céc bo chuyén doi ap 1

suat

Pressure transducers

Cac b hi¢u chuén 1

Calibrators

MAY LY TAM 2 1 Trudng hop khi sir dung c6 yéu cau ky thuat vé toc do

CENTRIFUGES Str dung may do téc d¢ dé kiém tra
Tachometer (mechanical stroboscope or light cell type, or
by other approved means) where operating speed is
specified.

DAU THOI KHi ban dau 12 Kiém tra dudng kinh éng

AIR FLOW NOZZLES Initial Check throat diameter.

MAY POC ELISA 12 Thue hién kiém tra theo khuyén c4o cua nha san xuét

ELISA PLATE READER Thyc hién kiém tra trén dia chuin it nhit hang nim va t6t
nhat la 6’théngnm(f)t lan. Boi vai céc Qia doc da cu Vé‘khénrg
c6 hé thong kiém tra thi dia chuan can sir dung vdi tan suat
nhiéu hon.
The recommendations from manufacturers should be
followed
A standardised plate be run on the plate reader at least
annually (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.
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oy Chuky hiéu | Chuky kiém - R
Thiet bi chuén (niim) tra (théng) Phuong phap va khuyén nghi
. Calibration Check period .
Equipment period (vear) (month) Method and recommendation

THUOC DAY, THUGC/ TAPE MEASURES, RULES

THUOC CAP/ 2
CALLIPERS
Thuéc day Ban diu BS 4035
Tape measures 24 dén/to 60 | Kiém tra chidu dai ti da, phu thudc vao yéu ciu sir dung
va d6 chinh xac
Check at maximum length, depending on use and accuracy
required
Thudc thép/Steel rules Ban diu BS 4372
CAC THIET BI PO PIEN/ ELECTRICAL INSTRUMENT
Déng hd van ning chi thi 1 6 So sanh véi cac dong hd co dai do théng thudong
s0 Calibrate over all ranges and parameters of use.
Digital multimeters Calibration must include linearity.
Compare with meters of similar resolution
Pdng hd do van ning 2 6 So sanh véi cac dong ho co dai do théng thuong
dang Analog Calibrate over all ranges and parameters of use.
Analog meters Calibration must include linearity.
Compare with meters of similar resolution
Data loggers 1 1 Kiém tra diém 0 va diém cuc dai
Check at zero and the maximum point.
PO LUU LUONG / FLOWMETERS
Luu vluqr‘lg ké kiéu phao
(chuan dau)
Rotameters (Reference) ASTM D 3195
Téc do cao > 1 L/phut 24 Pdng hd luu lwong kiéu bong xa phong

High flow > 1 L/min
Tbe dd cham < 1 L/phut
Low flow < I L/min

Soap bubble flow meter or any type of reference flowmeter

Luu lugng ké kiéu phao
(chuan cong tac)
Rotameters (Working)

mdi lan sir
dung
Each time on

Pdng hd luu lwong kiéu bong xa phong

Soap bubble flow meter or any type of reference flowmeter

use
Luu lugng ké kiéu dng ban dau BS 1042 phan 1 hiéu chuén boi co quan c6 thim quyén
Orifice plates Initial Calibration by an approved testing authority.

6 Kiém tra bing ngoai quan xem c6 bi nirt, mong di, ban

Visual inspection for damage, wear or contamination

Dong hd nude 24 ASTM D 1071
Wet test meters
Ddng hd luu luong 1 +3thang | Theo ddng hd luu lwong chudn thir & cac dai sit dung

Electronic soap film —
like

néu két qua
trong pham vi
* 3 % va thoi

han c6 thé

dén 6 thang

Against primary flow meter over the range of use
(including high flow rates where used).
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_— Chu ky hiéu | Chu ky kiém s < .
Thiet bi chuén (niim) tra (théng) Phuong phap va khuyén nghi
Equipment pifil;l;rgg;z ) Ch;;];fl] ;Zi()d Method and recommendation
Monthly for 3
months then,
if
measurements
are within
+3% of
the expected
result, the
interval
can be
lengthened to
6 months.
VIKE 5
MICROMETERS 1 Kiém tra diém 0 va 1 diém trong dai do thuong ding
Check zero and one point against gauge block. Inspect
anvils.
MAY PO KHUC XA 6 Kiém tra bang bromonaphthalene hogdc chat chuén khéc di
REFRACTOMETERS biét trudc cac chi so khic xa
Check against bromonaphthalene or other reference
compound of known refractive index.
khi sir dung | Kiém tra bing nudc cat
Each time on | Check by distil water
use
SANG/ SIEVES Ban diu Compliance certificate to AS 1152, BS 410.
Initial
12 Phu thugf)c vao }{éu cau vé d6 chinh xac, téq suét kiém tra it
hay nhié}l ¢6 thé phu thudc vao cac bg chuan hodc cac vat
liéu chuan phu hop.
Depending on the accuracy required, more or less frequent
checks may be required against a reference set or a
suitable reference material.
Khi sir dung | Kiém tra ngoai quan vét mai mon va lién két
Each time on | Visual check for wear and binding.
use
MAY DO PIEN THE/ POTENTIOMETERS
Chuin dau/ Reference 5 BS 1041 phan 5. Hi¢u chuan boi co quan ¢ thim quyén
Calibration by an approved testing authority
Chuén cong tac/ working 12 kiém tra bang chuén diu
PONG HO PO THOI 6 Kiém tra so v6i dong hd truyén thoi gian cta Vién do
GIAN Iuong Viét Nam qua internet.
TIMING DEVICES Test accurally against a speaking clock. Two
measurements separated by an appropriate interval.
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PHU LUC: HUONG DAN HIEU CHUAN
MOT SO THIET BI

Cac hang muc cu thé cua mot so thiet bi duoc kiét
ké & dudi day cung voi hudng dan dé hiéu chuan
ndi bd, van hanh va bao dudng.

TU AN TOAN SINH HQC

Tan suat hiéu chuan - hiang nim

Céc ti an toan sinh hoc phai dugc kiém tra trudc
khi st dung va tién hanh hiéu chuan va kiém tra
hang ndm bai cac co quan hiéu chuin c6 tham
quyén, cac phong hiéu chuan di dugc cong nhan
hodac PTN tu thuc hién theo hudng dan cta nha
san xudt

MAY LI TAM

Tan suét hiéu chuén - hang nam néu tdc do hoat
dong dugc xac dinh

Thiét ké cta cac may li tAm can phai thich hop véi
muc dich st dung, néu co tinh chat quan trong thi
tbc do hoat dong can duoc kiém tra hang nam
béng mot déng ho do tu dong (co, dén chdp hoac
dén pin hodc cac cach khac). Cac chu ¥ cu thé can
dugc néu ra dé dong gop thém cac yéu cau lam
sach, bao tri co hoc va an toan sinh hoc cua thiét
bi.

Céc may li tam toc d6 16n nén la ddi twong dé
kiém tra vét giam kim loai trong giéi han yéu cau
ctia nha san xuit. Nén kiém tra nhiét do cua céc
may li tdm lam lanh.

MAY PEM KHUAN LAC

M3di don vi dém nén xac dinh ranh gidi, bang
chiéu sang va kinh khuyéch dai

MAY SO MAU LIVIBOND

Kiém tra di€u kién cac dia (c6 thé thyc hién kiém
tra voi mt quang pho ké chuyén chuan t6i chuan

ANNEX: GUIDE TO CALIBRATION OF
EQUIPMENT

Some specific equipment below with guide to in-
house calibration, maintenance.

BIOLOGICAL SAFETY CABINETS
Calibration annually

Biological safety cabinets shall be check before
use and calibration and check annually by
approved testing authority, accredited laboratory
or by themselves against manufacturer guidelines.

CENTRIFUGES
Calibration annually if require special speed

The design of centrifuges needs to be appropriate
for their use and, where critical, the operating
speeds must be checked yearly by a tachometer
(mechanical, stroboscope or light cell type, or by
other approved means). Particular attention should
also be paid to the cleanliness, mechanical
maintenance and biological safety requirements of
these instruments.

High speed centrifuges should be subject to
examination for signs of metal fatigue in line with
manufacturer’s recommendations. Refrigerated
centrifuges should also have temperature checks

performed.

COLONY CONTER

The unit should have an illuminated plate

incorporating a grid and magnifier
COMPARATORS, LOVIBOND

Check condition of discs (this check could be
done with a spectrophotometer referenced to

chinh). standards).
KINH HIEN VI MICOSCOPES
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Can thuong xuyén lau va bao tri cac kinh hién vi
dé dap tmg cac nhu cau sir dung. Ban soi kinh hién
vi va thau kinh phai dwogc lau sach sau khi sir dung
vi€c bao tri va bao quan phai dugc thuc hién bdi
nhén vién c6 nang luc

THIET BI MANG LQC

— Thiét bi loc phai ¢ trong tinh trang tot khong
c6 16 thung va khong bi an mon;

—  Céc loai mang loc phai dugc hap khir tring va
lam bang thép khong gi, thuy tinh hodc nhya;

— Cot nudc dé nhan thé tich ma > 10mL phai
duoc hiéu chuan;

— Cot nuoc va mat day/bases phai dugc khu
tring giita cac lan loc mau;

— Phong ngira viéc nhiém giita cac mau voéi
nhau, cdt nudc phai 13 mau don chi sir dung
duy nhat hoic néu ké tiép nhau thi kiém tra
thuong xuyén chimg minh rang khong bi
nhiém.

THIET BI PO pH

Kiém tra truéc mdi lan do dung it nhat 2 dung
dich dém chuan tng voi pH tuong ting voi khoang
pH ctia mau thir nghiém. 6 thang 1 lan kiém tra &
3 dém chuin. Hd so thé hién viéc kiém tra cin
duoc luu. Tham khao tai liéu APHA 4500-H va
BS 1647. Dién cuc cling phai dugc kiém tra it nhat
la hang tuan, hodc tan suit 1on hon. Tham khéao
theo hudng dan sir dung ctia nha san xuat.

THIET BI KHU TRUNG

— (Gidi thiéu chung

Céc thiét bi khir trung phai duoc dit ¢ nhirng vi tri
thich hgp va khong duogc c6 hoi nudc thoat ra
hodc cac vat liéu khac xdm nhap vao trong moi
truong lam viéc chung. Hinh thic kiém soat thich
hop va thiét bi tw dong ghi hd so phai duogc cung
cép cho cac phép thir can khir tring. Theo cac tiéu
chuan thi str dung cac ndi hdp va cac thiét bi khir

Regular cleaning and maintenance of microscopes
is essential for satisfactory operation. The stage
and lenses must be cleaned after use and
maintenance and servicing must be carried out by
competent personnel.

MEMBRANE FILTRATION EQUIPMENT

— filtration apparatus must be in good condition,
non-leaking and non-corroded;

be

autoclavable and made of stainless steel, glass

— membrane filtration manifolds must
or plastic;

— heads for delivery of volumes >10 ml must be
calibrated;

— heads and bases must be sterilized between
sample filtration series;

— to prevent carry-over between samples, heads
must be single sample use only or a proven
alternative which, through regular checking,

demonstrates no carry-over used.

pH METERS

Calibrate the pH before using at least two buffer
solutions suitable with measure range. One per
six months using three buffer solutions. Records
must be kept of all calibrations and checks,
including the temperature of all buffer and sample
solutions measured. Method 4500-H+; BS 1647,
and references therein. The electrode system
should be check weekly or more. References to

recommended by the instrument manufacturer.

STERILISERS

— General

Sterilisers must be located in a suitable area and
must not discharge vapours or other materials into
the general working environment. An adequate
number of controls and automatic recording
devices must be provided for steriliser testing. The
following standards are applicable to the operation
and use of autoclaves and sterilisers:
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trung co thé ap dung dé thyuc hién.

Céc thiét bi khir tring phai duoc cic nhéan vién da
qua dao tao str dung. Néu c6 cac yéu td tiém tang
gdy nguy hiém dbi véi cac 16 mau phai duoc ghi
lai, phai cung cap cho nhéan vién cac dung cu an
toan va thiét bi bao vé nhu mit na, tap dé chéng
thdm, ging tay va cac hudng dan an toan.

Bit ctr yéu cau khtr tring dang nao déu yéu cau
dua ra cach su 1y thich hgp cho mdi mot dang 16
mau. Yéu cau nhan vién thu nghi€m c6 cac thu tuc
da duoc tai liéu hoa dé dam bao rang cac chuong
trinh sir Iy cho m&i mot 16 mau 1a hoan toan chinh
xac. Thong thuong s dung cac chét chi thi dé
kiém tra khi can thiét. Thoi gian kiém tra nhiét do
va &p suat cua cic chuwong trinh khir tring phai
dugc san sang. Cac chimg chi giam dinh phu hop
v6i cac qui dinh cta chinh phu phai dugc PTN luu
giltt cho mdi mot dich vu khir trung. Tai li€u
chuong trinh kiém soat va bao tri noi hap phai
duoc luu giit. HO so cia mdi chu trinh khir tring
phai dugc luu gitr (vi du: dang, nhiét d9, ap suét
va thoi gian khir trung).

— Khir tring bang cach hip (Noi hip)
Khir tring phuong phap hép yéu cau phai co thiét
bi do cho ca nhiét do va ap suét.

Ho6 so vé cac chu trinh khir trung phai duoc luu
giit voi cac thong tin vé nhiét do, ap suét thoi gian
va dang cua khir trung.

bit chu trinh khir trung phai dugc phé duyét bdi
cac mo ta dir liéu cho cac dang khac nhau cua 16
mau cua hoat dong cua PTN. HO so vé viée phé
duyét phai dugce luu gitr.

Nhiét ké cuia ndi hap va cap nhi¢t ke sir dung phai
duoc hiéu chuan voi nhiét ké chuan cao hon.

Khi cac chét chi thi sinh hoc duge st dung dé bo
sung cho thu tuc kiém soat ndi hap thi cach thirc

Sterilisers must be operated only by staff who
have been adequately instructed in their use.
When potentially dangerous load items are being
handled, adequate safety facilities and equipment
such as face masks, impervious aprons and gloves,
and safety showers must be provided.

Every form of steriliser is required to provide an
acceptable treatment for each load item. The
operators are required to have documented
procedures to ensure that the correct program
treatment is being given to each load. The regular
use of indicators for checking is necessary. Means
of monitoring time, temperature and pressure of
the
Current inspection certificates, in compliance with

sterilisation program must be available.

State regulations, must be held by the laboratory
for each steriliser in service. A documented
program of autoclave monitoring and maintenance
must be maintained. Records for each sterilising
cycle must be retained (ie. type of load,

temperature, pressure, time of sterilisation).

— Steam sterilisers (Autoclaves)
Steam sterilisers are required to have gauges for
both temperature and pressure.

Records of temperature, pressure, time and type of
load must be kept of each cycle.

Sterilisation cycle settings must be validated by
temperature profile data on a variety of loads
typical of loads including those used to sterilize
contaminated waste before disposal. Records of
these validations must be kept.

Autoclave thermometer and thermocouples used
in profiling must be calibrated against a reference
thermometer.

Where Biological Indicators (BI) are used as a
supplementary autoclave monitoring procedure,
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tién hanh phai dugc tai liéu hoa bao gom dang cta
16 mau va su sap x€p trong 16 mau.

—  Tu say khir tring

Tu say kha tring bang khong khi néng phai co
kha ning duy tri duoc nhiét do theo yéu cau
(thudng nhiét d6 it nhét 1a 160°C) trong toan b 16
mau va khong it hon thoi gian qui dinh (thudng 1a
2 gio).

— Khir tring bang Gas

Pé dam hiéu qua xuyén sudt cta viéc khir tring
bang gas cac chét chi thi sinh hoc nén dugc dé &
nhitng vi tri d3 dinh cho mdi mot loai 16 mau khac
nhau.

THIET BI KIEM SOAT NHIET PQ

Phai thyc hién kiém soat lién tuc déi véi céc bé
nude, 10 hip, ti sdy va ti lanh dé dam bao phu
hop v&i yéu cau vé nhiét do ciia phuong phép thu.
H6 so vé viéc kiém tra nhiét d6 hang ngay ddi véi
céc 10 mau va dung cu kiém tra phai duoc duy tri.

Kiém soat nhiét do la yéu cAu rat can thiét khi
kiém soat nhiét d6 13 mot qui dinh.

Nhiét ké st dung dé kiém soat thuong xuyén nhu
mot thiét bi kiém soat nhiét do phai c6 cép chinh
xac thich hop dé dam bao thiét bi nay phi hop véi
yéu cau cu thé vé khoang chia nhiét d6 cua
phuong phap thi.

Céc thiét bi kiém soat nhiét do vé su phan b
khong gian cia nhiét d6 qua khoang cua 16 mau
phai dugc kiém tra theo su 1ép dat cua thiét bi va
thoi han kiém tra hang nam. HO so vé nhiét do
phai dugc kiém tra 6 thing mot 1an va sir dung
nhiét ké chudn va phai luu két qua.

BE PIEU NHIET
Xem thiét bi kiém soat nhiét do

Bé phai duoc vé sinh thuong xuyén theo khoang

the mode of use must be documented to include
the type of load and placement site within a load.

— Sterilising ovens

The hot air sterilising oven must be capable of
maintaining the required temperature (usually at
least 160°C) in the load space for not less than the
required interval (usually 2 hours).

— QGas sterilisers

To ensure adequate penetration of sterilising gas,
be
representative locations in typical loads.

biological indicators must placed at

TEMPERATURE -
EQUIPMENT

The performance of waterbaths, incubators, ovens

CONTROLLED

and refrigerators must be monitored to ensure
compliance with the temperature requirements of
test methods. As a minimum, daily recorded
checks of the temperature within the load space of
these items of equipment must be maintained.

The use of continuous temperature monitors is
strongly recommended where temperature control
is critical, and is mandatory where required by the
test method.

The thermometers used to routinely monitor the
performance of temperature-controlled equipment
must be of sufficient accuracy to ensure that this
with  the
tolerances specified in the test methods.
The of
throughout space of temperature-

equipment complies temperature
spatial  distribution
the load

controlled equipment must be checked following

temperatures

installation, or major repair to the equipment.
Temperature recording devices must be checked at
intervals reference

six-monthly against a

thermometer and the results recorded.

WATER BATHS
See 'Temperature-controlled equipment'.
Baths must be checked for general cleanliness at
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thoi gian dé 1am sach.

CAC THIET BI LOC NUOC

Céc dac tinh vat 1y va hod hoc khac nhau phai
dugc kiém soat theo cac khoang thoi gian thich
hop dé dam bao van tiép tuc cung cp nudc chat
luong cao. Tan suit va khoang cach thoi gian dé
kiém tra phu thudc vao dang cua hé théng lam
sach trong PTN va muyc dich st dung nuéc dé 1am
gi. Cac phép thir khac nhu xac dinh dién phan, vét
khdi luong va cac dic tinh diét vi khuin va vo
trang (néu thich hop) c6 thé thyc hién it hon (hang
thang). Phuong phap tiéu chuin SMEWW dé xéc
dinh nudc va nude thai. Cac yéu cau chi tiét ddi
v6i nude st dung cho PTN.

regular intervals.

WATER FURIFIERS

Various physical and chemical parameters must be
monitored at regular intervals to ensure the
continued production of high quality water. The
frequency and range of checks will be dependent
upon the type of purifying system in the facility
and the purpose for which the water is to be used.
Other tests such as electrolyte determinations,
trace metals and sterility and bactericidal
properties (where appropriate), can be performed
less frequently (eg. monthly). APHA — Standard
methods for the Examination of water and Waste
Water details

laboratory use.

requirements for water for
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