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l(yj 061 dau

TCVN ISOIIEC 17025:2017 thay th~ cho TCVN ISOIIEC
17025:2007.

TCVN ISOIIEC 17025:2017 hoan toan tllO'ng dll'O'ng val
ISO/IEC 17025:2017.

TCVN ISOIIEC 11025:2017 do Ban ky thu~t Treu chuan

Ou6c gia TCVN/CASCO f);!mh gill Svphli htlP bien soan,
T6ng eve Tieu chuan Do 11I'c7ngChat 11I'Q'ngd~ nghi.
BO Khoa hQC va Cong ngh~ cong bO

TCVN ISOllEe 17025:2017

-
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Introduction

Tleu chuannay dlJ'OOcxay dllng nhjjm thuc d~ySl! This document has been developed with the
tin c~y trong heat d<)ngcua cac ph6ng thi nghl~m. objectiveof promoting.confidencein the operation
Tleu chu€mnay bao gOm cac yeu cau dOl vai of laboratories. This document contains

phOngthl nghi~m,giup ph6ngthf nghi~m chung to requirements for laboratories to enable them to
minh heatdQngc6 nang h,Ycva c6 kha nang cung demonstrate they operate competently, and are

cap cac k~tqua co gia trj sUodl)ng. Noi chung, cac able to generate valid results. Laboratories that

phOngthl nghl~mtuan theo tieu chuan nay cOng conform to this document will also operate
se v~n hanh theo cac nguyen~c cua TCVN ISO generally in accordancewith the principlesof ISO

9001. 9001.
Tieu chuan nay yeu cau phOngthi nghi~m hoaeh This document requiresthe laboratory to plan and

dinh va thl!C hi~n cac hanh dt}ng nh~m giili quy~t implement actions to address risks and

rui ro vaCCl hQi.Vi~c giai quy~t ca rui ro va CeJ hOi opportuhities. Addressing both risks and

t<;30CCl so cho vi~c nang cao hi~u IIlC cua h~ opportunities.establishesa basis for increasingthe

thong quan Iy, dC;ltaLPQ'ccac k~t qua tot hO'nva effectiveness of the management system,

ngan nglia nh£1nganh hU'o-ngtieu CI,PC.Phong thi achieving improved results .and preventing
nghi~m chju trj3chnhi~m alli vai vi~c quy~t ojnh negativeeffects. The ·Iaboratoryis responsiblefor
nhung rUiro va CClhQInaoc§n aU'Q'cgilli quy~t. decidingwhich risks and opportunitiesneed to be

addressed.

Vi~c SLY dl,lngtieu chu~n nay sa t1;l0 thu~n lQ'icho The useof this documentwill facilitate cooperation

Sl! hOOptac giua .cac ph6ng thf nghi~m va cac CCl between laboratoriesand other bodies, and assist

quan khac, h6 trQ'trong viec trao 06i thong tin va in the exchange of information and experience,
kinh nghiemva trong vi~c Mi hoa cac th3Uchuan and in the harmonization of standards and

va tM tl,lC.Vi~cchap nh~nk~tqua giua cac nU'cYcprocedures. The acceptance of results between

cOngsa thu~n lQ'ikhi cac phOngthl nghi~m d~u countries is facilitated if laboratories conform to

tuan theatieu chuannay.

Trongtieu chuannay. t\}:

this document.

In this document, the following verbal forms are

used:
"shall" indicatesa requirement;

Hshould"indicatesa recommendation;

"may" indicatesa permission;

"-can"indicatesa possibilityor a-capability.

"pMi" chi mQtyeu cau;

"c~n/nen"chi m<)tkhuy~nnghj:

"aU'Q'cphep"chi Sll cho phep;

"c6 th~·chi mot kha nanghoi;icnang Il;I'c.

Vai mvc aich nghh~ncLm, khuyen khich ngU'oi For the purposes of research, users are
dung chia sa quan di~m cua minh v~ tieu chu;~n encouragedto share their views on this document

nay va cae nQidung lJ'Utien thay dElitrong nhiYng and their priorities for changes to future editions.

phienban ti~p thea. Bclmvao lien k~t sau d~ tham Click on the link below to take part in the online
gia'khaosat tr\l'c·tuy~n:17025 ed3 usersurvey survey: 17025 ed3 usersurvey
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Yeu efiu chung v~ nang Il}'c ella

phong thiP nghi~m va hi~u chuan

General requirements for the competence

of testing and calibration laboratories

1 Pham vi ap dl,lng 1 Scope

Tleu chuan nay quy dinh cac yeu cAu chung vI! This document specifies the general requirements

nang hlC, tinh khach quan va tinh nM,t quan trong for the competence. impartiality and consistent

heat dong cua cac phongthi nghi~m(xem 3.6). operationof laboratories(see 3.6).

Tleu chu~n nay ap dl,lng cho Ult ca cac to ch(lc This document Is applicable to aU organizations

thl,l'chi~n hoat dong thi nghi~m, khOngphan bi~t performing laboratory activities, regardless of the
v~ 56 IUQ'ngnhan viano numberof personnel.

KMch hang cua phong thi nghi~m, C(J quan quan Laboratory customers. regulatory authorities.

Iy, cac to ohuc va cac chuang trlnh SLPdl,lngdanh organizations and schemes using peer­

gia d6ng dang, cac t6 chuc cong nMn va cac to assessment,accreditation bodies, and others use

chuc khac sU>dl,lngtieu chulm nay trong vi~c xac this document in confirming or recogniZing the
nMn hoac thLPanhan nang lI,Pccua cac phong thl competenceof laboratories.
nghi~m.

2 Tili Ii~uvi~ndin 2 Normative references

Cac tai Ii~u vien dan dll'Oriday r§.tc§n thi~t cho The following documentsare referredto in the text

vi~c ap dl,lngtieu chw3nnay. e6i vai cae. tai li~4 in such a way that some or all of their content- . .
'ghi nam cOllg bOthi ap dl,lng ban dll'Q'cnsu. eOi constitutes requirements of this document. For

vOricac tili Ii~ukhOngghi nam congobOthi ap dl,lng d~ted references, only the edition cited applies.
ban mai nhat (baa g6m ca cac slia dOi). For undated references, the latest edition of the

referenceddocument (includingany amendments)
applies.

TCVN 6165, Tv vvng qut5ctt! v~ aD lU'r}ng hQC- ISOIIEC Guide 99 Intemational vocabulary of
CaekMi niem, thu~t ngii' chung va C(J ban (VIM)1J metrology - basic and general concepts and

associated terms (VIM)

I) Talli~u nay cQngdU'Q'cbj~t den g16ngnhU'JCGM 200
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3 Thuat ngUova dinh nghia 3 Terms and definitions

Tleu chuan nay ap dl,mgcac thuat ngCi'va djnh For the purposes of this document, the following
nghia trong TCVN 6165, TCVN ISO/IEC 17000 va terms and definitions given In ISO/IEC Guide 99

cac thu~t ngCi'va dlnh nghTadt16'1day. and ISOIlEe 17000 and the following apply.

- ISO va IEC cOngduy tr100 sa dCi'IifiiU v6 thu~t ISO and IEC maintain terminological databases

ngli sli dl,lngtrong tieu chuanhoa a dia chl sau: for use In standardization at the following

addresses:

N€:n trlnh duy~t tlVc tuy~n cua ISO:

http://www.iso.org/obp

ISO Online -browsing platform: available at

http://www.iso.org/obp

- Bach khoa di~n tli
http://www.electropedia.org

cua IEC: IEC Electropedia:
http://www.electr{)pedia.org

available at

Khi c6 nhi~ud!nh nghTacho cung mOtthu~ ngQr, Where there is more than one definition for the
thi t1U tien Sll' dl,lng dinh nghia trong TCVN same term, the definitions in ISO/IEC 17000 and

ISO/IEC17000 vaTCVN 6165. ISO/IECGuide99 take precedence.

3.1 Tinh khach quan

SI,I' th~ hi~ncua tlnh vo flr.

3.1 Impartiality

presenceof objectivity

CHOTHlcH 1: VOtil c6 nghia If! khOngc6 xung dQtv~ Note 1to entry: Objectivity means that conflicts of

lQ'ifch ho~c xung dOt lQ'irch dl1Q'cgiai quytlt sao cho

khonganhhl10ngbAt Ioi d~n cac heat dQngsau d6 cua
phOng thi nghi~m (3.6).

Interest do not exist, or are resolved so as not to

adversely Influence subsequent activities of the

laboratory (3.6).

CHO THIcH 2: Cac thu~t ngli khac c6 thf, dung d~ Note 2 .to entry: Other terms that are useful in

truy~n lal d~c trl1ngcua tinh khach quan 11lI: "khOngc6 conveying the element of Impartiality include "freedom

xung dot lQ'i Icho, "khong thien I~ch·, "khong thcinh from conflict of interests·, ':freedomfrom bias", "lack of

kian", "trung I~p·,·cong b~ngn,·cCli '!lan, "khOngthlen prejudice", "neutrality", "fairness", ·op~~-r:nLnde~ness·,

vi", "tach .b?chn,"can b~ngn. - • "even-handedness·,"detachment", "balance",

[NguOn:TCVN ISOIIEC 17021-1:2015, 3.2 dt1Q'c [SOURCE: ISO/IEC 17021-1:2015, 3.2

sua cOi - Tt) "t6 chuc chung nMn" dlJQ'cthay modified - The words ·certification body" have

b~ng ·phong thl nghi~m"trang CM thich 1 va tI) been replaced by "laboratory" in Note 1-to entry,

"doc I~p" trong CM thlch 2 dlJQ'Cbe] and the word "independence" has been deleted

from the list in Note2 to entry]

3.2 Khi~u n~i 3.2 complaint

Vi~c th~ hi~n 51,1' khonghai long cua ca nhan ho~c expression of dissatisfaction by any person or

t6 chCrcb~t ky d5i v6'iphOngthi nghj~m (3.6), lien organization to a laboratory (3.6), relating to the

quan d~n hoc;ttdOngho~c k~t qua eua phong thl activities or -results of that laboratory, where a

nghi~md6, v6'imongmuOndU'Q'cdap l;;tl. responseis expected

8
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(Ngulln: TCVN ISOIIEC 17000:2007. 6.5 dlJ'Q'c [SOURCE: ISOIIEC 17000:2004, 6.5, modified­

slia d6i - Tll' "khOngphai Itl yau cau xem xet lal" The words "other than appeal"have beendeleted,
dlJ'Q'cbe)va tl) "t6 chirc dimh gia SI!phu hop hoac and the words "a conformity assessmentbody or
to chli'c cong nMn, lien quan d~n hoat dQngcua accreditationbody, relating to the activitiesof that
to ch(rc d6" dlJ'Q'cthay b~ng "phOngthi nghi~m, body" have been replaced by "a laboratory,

lien quan d~n hoat oQngho~c k~t qua cua phOng relating to the activities or results of that
thl nghi~md6] laboratory".]

3.3 So sanh lien phong 3.3 interlaboratory comparison

Vi~c to chec, thl,l'chl~n va danh gill cac phep do organization, performance and evaluation of

hoac phep thli tran cung d6i tlJ'Q'ngho~c tren d6i measurements'or tests on the same or similar

tlJ'Q'ngtLFO'ngtl! nhau bai hai hay nhi~u ph6ng thi items by two or more laboratories in accordance
nghi~mtheo nhii'ng di~u ki~n djnh tmac... .. . with predeterminedconditions

[NGUON: TCVN ISO/IEC 17043:2011, 3.4]

-3.4 So sanh n9i b{) phong thf nghi~m
[SOURCE: ISOIlEC 17043:2010, 3.4]

3.4 intralaboratory comparison

Vi~c to chtrc, thl,l'chi~n va danh gia cac phep do organization, performance and evaluation of

hoac phep thli tren cung m§.uthlf ho~c tren mau measurements or tests on the same or similar

thli tU'O'ngtt,J' nhau trong cung mot phOng thi items, within the same laboratory (3.6). in
nghirtm (3.6) theo nhiing di€luki~nxac djnh trU'ac. accordancewith predeterminedconditions

3.5 ThCPnghi~m thanh th~o 3.5 proficiency testing

Banh gia vi~c thl!c hj~n cua cac ben tham gia evaluationof participant performanceagainstpre~

theo tieu chi da dlJ'Q'cthi~t I~p thong qua so sanh established criteria by means of Interlaboratory
lien phong (3.3). comparisons (3.3)

[NGUON: TCVN ISOIIEC 17043:2011, 3,7 dLFQ'C[SOURCE: ISOIIEC 17043:2010,3.7, modifled-
slia dOl- B6 chUthfch] Notes to entry have been deletedj

3.6 Phong thi nghi9m 3.6 laboratory

TOchtic thllc hi~nmOthay nhi~uho~t c:JQngsau: body that performs one or more of the following

activities:

- thli nghi{lm _ testing

- hi~u chu~n calibration

- Jely mau, lien quan d~n vi~c thli nghi~m ho;1ic sampling,associatedwith subsequenttesting
hi~uchu§nsau d6 or calibration

CHO THlcH 1: Trang bOiccinh cua tieu chu~n nay, tCP Note 1 to entry: in the context of this document,

·ho~f dQngthi nghi~mtl dll c~p d~n ba hOl;ltdQngnau "laboratory activities" refer to the three above-

9
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tren. mentionedaetlvltles

3.7 Quy tlic ra quy~t djnh 3.7 decision rule

Quy t~c nau each th(rc dQ khOng dam bao do rule that describes how measurementuncertainty
dU'Q'c tlnh d~n khi ·k~t [u~n SI)' phu hop vai mQt is accounted for' when stating conformity with a

yeu chuX8C djnh. specifiedrequirement

3.8 Ki~m tra xae nh~n 3.8verification

Vi~c cung c§p b~ng chung khach quan r~ng d5i provision of objective evidence that a given item

tU'Q'ngda chodap ll'ng cacyeu chu quy djnh. fulfils specifiedrequirements

vi DI) 1: Xac n~n rang mau chu~n ca cho theo yeu EXAMPLE 1 Confirmation that a given reference

c§u la d5ng nh~t d6i vai gia trj di;li lLrQ'ngva thu tuc do material as claimed is homogeneous for, the quantity

lien quan, khl gh~mph§n chia do Iliang tal khc3i1lJ'Q'ngvalue and measurementprocedureconcerned,down to

10mg. a measurementportion having a mass of 10mg.

vi DI,J2: Xac nh~n ding cac tinh nang ho;iic yeu cAu EXAMPLE2 Confirmation that performance properties

phapdjnhcua m¢t h~ thOngdo la d~t dlJ'Q'c. or legal requirements of a measuring system are

achieved.

vi Dl) 3: Xac nhan rAngde)kheng cam bao do rnuc lieu EXAMPLE 3 Confirmation that a target measurement
1ftco th~ phu hop, uncertaintycan be met.

CHOTHlcH 1: Khi c6 thll ap dl,lng,dQkhong dam baa Note 1 to entry: When applicable, measurement

do C§ndU'Q'cdU'avao d~x~mxet. uncertaintyshould betaken into consideration.

CHO THlcH 2: 66i tlIQ'ng c6 th~ la, vi dl,l nhU' qua Note 2 to entry: The item may be, for example, a

trlnh, thu tl,lCdo, v~t Ii~~,hQ'pch~t ho~c h~ th6ng do. process,measurementprocedure,material, compound,

or measuringsystem.

CHOTHlcH 3: Cac yeu cau quy dinh c6 th6 la, vi dl,l, Note 3 to entry: The specified requirementsmay be, for

caeyeu c~uky thu~tC:,uanhasan xu§t dll'Q'Ccap (mg. example,that a manufacturer'sspecificationsare met.

GHOTHIGH4: Ki6m tra xac n~~n/ki~mdjnh trong do Note 4 t? entry: Verification i~ leg~1metrology, ~

(lPang phap dlnh, nhU'djnh nghTatrong VIML va trong de~ned in 'VIML, and in conf9rmity assessment in

danh gia 511 phI) hQ'pnoi chung. lien .quan d~n vi~c general, pertains to the examination and mar1dng

kiem tra va g~n dAu vaJho~cpM! hanh giciy'chung and/or issuing of a verification certificate for a

nh~n kiemdinhchoMth6ng do. measuringsystem.

GHO THICH 5: Khong dU'Q'cnhAm I~n,ki~m tra xc'!c Nole 5 to entry: Verification should not be confused

nh~nvai hj~uchuan. Khengc6 bat-cu vi~c kjem tra xac with calibration. Not every verification is a validation
nh~nnao la XBC nh?n gia tri sci'd(Jng (3.9). (3.9).

CHO THlcH 6: Trang hoa hQ<:,killm tra xac nh{in Sl,l' Note 6 to entry: In chemistry, verification of the Identity

d6ng nh~t cua thllc th~ lien quan, ho~c cua h01;lttinh of the entity Involved, or of activity, requires a

can c6 SIl me ta v~ cau truc ho~c cae tlnh ch§! cua descriptionof the structure or propertiesQf that entity or
thl,l'Cthe ho;iich01;lttinh do. activity_

10
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[NGUON TCVN 6165:2009, 2.44, dU'Q'cslia d~i [SOURCE: ISO/IEC Guide99:2007, 2.44]
thu~t ngCPnki~mdjnh" dll'Q'cthay b~ng'"ki~m tra
xac nh~n"J

3.9 Xac nh~ngia tr] SLP dlJng 3.9 validation

djnh la thoa dang cho vi~c sLi dl)ngda djnh.
K;~mtra XBC nh(m (3.8), trong d6 cac yeu cAuquy verification(3.8), where the specifiedrequirements

are adequatefor an intendeduse

vi DV: Mi)t thu tuc do, thlJ'cmgdU'Q'cSlr dl,mgcho phep EXAMPLE A measurement procedure, ordinarily used.

do nOngd¢ kh6i 1lJ'Q'ngnita trang nlJ'&c;cung co th~ for the measurementof mass concentrationof nitrogen

dlJ'Q'cxac nhan gia tri sUodl,lngcho phep do trong huy~t in water, may be validated also for measurement of
thanh nglJ'c)oi.

4 Yeu cAu eh ung
mass concentrationof nitrogen in humanserum.

4 General requirements

4.1 TfnhkM~hquan 4.1 Impartiality

4.1.1 H09t dOngthl nghl~m pMi dll'Q'cthl,l'chi~n 4.1.1 Laboratory activities shall be undertaken

mOteach khach quan va pMi dU'Q'Ct6 ch(rc va Impartially and structured and managed so as to
quan lyo sao cho dambao tfnh khachquan. safeguard impartiality.

4.1.2 Lanhd~o phong thl nghi~mphciicam k~t v~ 4.1.2 The laboratory management shall be
tinh kMch quan. committedto impartiality.

4.1.3 Phong thf nghi~m phai chju trach nhi~md6i 4.1.3 The laboratory shall be responsible for the

voi tlnh kMch quan trong cac ho~td¢ng cuaminh impartialityof its laboratory activities and shall not

va khang dlPQ'Ccho phep cac ap Illc thU'O'ngm~i, allow commercial, financial or other pressures to
tai chfnh ho~c cac ap hlc khac lam anh hlPang compromiseimpartiality.
d8n tinh khachquan.

4.1.4 Ph6ng thi nghi~m phsi nh~n di(3ncac nii ro 4.1.4 The laboratory shall identify risks to its

doi v&i trnh khach quan cua minh m¢t cach lien impartiality on an on-going basis. This shall

tl,lc.f)ieu nay phai baa gam cae·nii ro nay sinh tli include those risks that arise from its activities, or

cae hotilt dOng ho~c tli cac mOl quan h(3 cUa frC?mits relationships, or from the relationshipsof

pMng thi nghi(3mhay cac mOiquan h(3cua nhan its personnel. However, such relationshipsdo not

Sl! cua pMng thi nghi~m. Tuy nhien, cac mOi necessarily present a laboratory with a risk to
quan h~ nay kh6ng nhl1tthil!t thA hi~n phong thi impartiality.
nghi~mco rui ro d6i voi tinh khachquan. .

CHUTHlcH: M6iQuanMde dQatfnh kMch quan cua NOTE A relationship that threatens the impartiality of

ph6ng thl nghl~m c6 th~ do quy~n sa hCiu, 51,1' dillu the laboratorycan be based on ownership.governance.

himh, quan Iy, nhan 51,1', chia se nguOnlI,rc',tai chlnh, management, personnel, shared resources, finances,

hQ'pdong, marketing (gbm ca xay dl,l'ngnhan hi{!u) va contracts,marketing (including branding),and payment

chi tra hoa h6ng hay chi tra khac cho vl{!c giai thi~u of a sales commission or other inducement for the

11
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khaeh hang mol, .•. referral of new customers, etc.

4.1.5 Khi mOtrui ro dOivai tlnh khach quan dllQ'c 4.1.5 If a risk to impartiality is identified, the
nhan di~n, phong thf nghi~m phal co kha nang laboratory shall be able to demonstrate how it
chung t6 each thuc leal bo hoac giam thi~u rai ro eliminates.or minimizessuch risk.

do.

4.2 Bao m~t 4.2 Confidentiality

4.2.1 B~ngcac cam k~t c6 gia tr] phap Iy, phong 4.1.1 The laboratory shall be responsible,
thf nghi~mpMi chlu trach.nhi~mdOivai vl~c quan through legal,lyenforceable commitments,for the
Iy t~t ca CaGthong tin dllQ'c'thu dU'Q'chO~Gt9-0ra managementof all informationobtainedor created

trong qua trinh thl,l'C Iii~n cac hoat dong thi during the performance of laboratory activities.
nghi{lm. Phong thf nghi~m phsi thOngbao wac The laboratory shall inform 'the customer in

cho khach hang, vfl cac thOng tin dl,l' dJnh cOng advance, of the information it intends to place in

khai. Ngo~1trLYthongtin rnakhach himg cOngkhai the public domain. Except for informationthat the
hO~Gkhi d§ dU'Q'cphOng thi nghi~m va khach customer makes publicly available, or when
hang thOngnh§t (vi dl,l vai rnuc dich dap ung agreed between the laboratory and the customer

khl~unai), t~t ca cac thong tin khac dflu dllQ'c coi (e.g.for the purposeof respondingto complaints),

18tai san,thOngtin cua khach hang va phai dllQ'c all other information is considered proprietary

coi lil bi m~t. Informationandshall be regardedas confidential.

4.2.2 Khi phong thi nghi~m thea yeu cAu-cualu~t 4.2.2 When the laboratory is required by law or

phap ho~c oUQ'cuy quy~n theo thoa thu~n hQ'p authorizedby contractual arrangementsto release

dongo~ cungcc1pthong tin bi m~t, thi khach hang confidentialinformation,the customeror individual

ho~c ca nhan co lien quan phai duQ'c thOngbao concerned shall, unless prohibited by law, be

v~ thong tin oUQ'ccung c§p, trlt trU'ang hQ'plu~t notifiedof the informationprovided.

philp ngiln c§m.

4.2.3 Thong tin v~ khach hang thu oUQ'ctlt:.cac 4.2.3 Information ~b,out the customer obtained

ngu6n kh6ng phai lei kMch hang (vi dl,l: from sources other than .the customer (e.g.

ben khi~u nfJi,cO'quan quan Iy) phai OlJ'Q'cgiii -hi complainant, regulators) shall be confidential
m~tgiCrakhachhangva phongthi nghl(lm. Ngu6n between the customer and the laboratory. The

cung c~p thOng tin nay phili dllQ'c phOng thi provider (source) of this information shall be

nghi(lm giCYbi m~t va kh6ng OllQ'Cchia se val confidential to the 'laboratory and shall not be

khach hang. tru khi dU'Q'cngllai cung c§p thong shared with the customer, unless agreed by the
tin 06ngy. source.

4.2.4 Nhan 51,l', baa g6m mQithfmh vien cua cac 4.2.4 Personnel, including any committee

ban, cac nhfl th§u, nhan 51,1' eua cac t6 chuc ben members, contractors, personnel of external
ngoai ho~ccac cil nhanho~t ol?ngvai danh nghia bodies, or individuals acting on the laboratory's

cua'phOngthi nghi~m phai giii bi moiitt§t ca cac behalf, shall keep confidential all Information
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,thong 'tin thu dU'Q'c hoac tao ra trong qua trlnh obtained or created during the performance D.

thl)'c hi(ln cac hoat dQng thl nghi~m, trLPkhi dU'Q'c laboratory activities, except as required by law.
lu~t phap yeu c§u.

5 Yeu cau v~ cooc~u 5 Structural requirements

5.1 PhOng thl nghi(lm phai If! mQtphap nhan, ho~c 5.1 The laboratory shall be a legal entity, or a

mQt b(>phan xac djnh cua phap nhan, chiu traeh defined part of a legal entity, that is legally

nhi~m pMp Iy d6i voi cac hoat d~ng thf nghi~m responsible for its laboratory activities.
cua minh.

CHU THicH: Trangtieuchuan nay,phOngthl nghl~m NOTE For the purpose of this document, a
ella nha nlY6'c dlYQ'cco; la m(lt phap nhan tren CCI sa vi governmental laboratory is deemed to be a legal entity
trl cua ph6ng thl nghi~m !rang hI) tMng to chlic chinh on thebasis of Its governmentalstatus.
quy~n.

5.2 PMng thf nghi~m pha; xac djnh ngl1(Y; lanh 5.2 The laboratory shall identify management that

d~o/nglPai quan Iy chju hosn toan trach nhi~m dOi has overall responsibility for the laboratory.
vol pMng thf nghi~m.

5.3 Phc)ng thi nghiii!m philf xac djnh va I~p tMnh 5.3 The laboratory shall define and document the

van ban ph~m vi cac ho~t d(>ng thi nghi~rn dap range of laboratory activities for Which It conforms

ling tieu chu~n nfly. PMng thl nghi~m chJ dlPQ'c with this document. The laboratory shall only claim

cong bO Sl,f pM hQ'p vOri tieu chuan nay d5i vai conformity with this document for this range of

phlilm vi hOliltdQng thi nghl~m nay va phCilmvi hOlilt laboratory activities, which excludes externally

dQng kh6ng baa gOm cac hOliltc(>ngthf nghi~m do provided laboratory activities on an ongoing basis.
ben ngoai cung ~p mot each .thlPang xuyen.

5.4 Cae hOf)tdQng thi nghi~m phai dlJ'Q'cthllc hi~n 5.4 Laboratory activities shall be carried out in

sao cho cap ling cac yeu du cua tieu chuan nfly, such a way as to meet the reqUirements of this

cua kMch hang cua ph6ng thi nghi~m, cua cO' document, the laboratory's customers, regulatory

quan quan Iy va cua cac t6 chCrc thllc hi~n vi~c authorities and organizations provIding

thLPanh~n. Eli~u nay phci; bao gam cac hOCiitdOng recognition. This shall include laboratory activities,

thr nghi~m dlPQ'cthl)'c hi~n, tlili t~t .ca eae cO' sa performed in all its, permanent facilities, at sites

thU'ang xuyen cua ph6ng thl nghi~m, cac dja di~m away from its permanent facilities, In associated

n~m ngoili CO' sa thlPang xuyen, cac CO' sa tlilm temporary or mobile facilities or at a customer's
thai ho~c di dong co lien quan ho~c tlili cO'sa cua facility.
khach hang.

5.5 PhOng thl nghl~m phai: 5.5 The laboratory shall:

a) xac dinh cO'~u t6 chlic va quan Iy cua phOng a)

thf nghf~m, vi trf cua n6 trong to Ghlic m~ va

cac m6i quan h~ glCPa cac hOliltdQng quan Iy,

define the organization and management

structure of the 'laboratory, its place in any

parent organization, and the relationships
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ky thu~tva djchVI,I h6 trQ'; between management, technical operations

andsupportservices:

b) quy djnh trach nhi~m,quy€mhan va mOiquan b) specify the responsibility, authority and

h~ tU'O'ngtac cua tat ca nhan 51! quan Iy, thl)'c
hi~n hay ki~m tra xac nh~n cong vl~c c6 fmh
huang d~n k~tqua heat d¢ng thi nghi~m;

interrelationshipof all personnelwho manage,
perform or verifywork affecting the results of

laboratoryactivities;

c) I~p thBnh van ban cac thu tuc cna phong thi c) document its procedures to the extent

nghi~m a mue dQ cAn thi~t d~ dam bao ap

dvng nhat quan tat ca cac hoat dQng thl

nghi~mva gh~tri Slf dl,mgcua kat qua.

necessaryto assure the consistentappllcatlon
of its laboratoryactivitiesand the validityof the

results. .

5.6 Phongthi nghi~mphal co nhan Sl,l'.khOngk~ 5.6 The laboratory shall have personnel who,
cac trach nhlern knac, cc quy~n han va nguOnIl,I'c irrespective of other responsibilities, have the

can thi~t d~ thl,l'c hi~n nhiem VI} cua mlnh, baa authority and resources needed to carry out their

gbm: duties,including:

a) thl,l'chi~n,duy trl va·caiti~n h~ thOngquan IY; a) implementation, maintenance and

improvementof the managemen~system;

b) nh~nbi~t nhO'ngsai I~chso val h~ thbng quan b) identification of deviations from the
Iy ho~ccac thu t!,lcd~ thlfc hi~mcac hOliltdong management system or from the procedures

thi nghi~m; for performinglaboratoryactiviti~s;

c) khcYixU'6'ngcac hanh dQng d~ ngan ngua c) initiation of actions to prevent or minimize

ho~cgiam thi~unhling sai I~chnay; suchdeviations;

d) bao cao cho lanh d~o phong thi nghi~mv~ k~t d) reporting to laboratory management on the

qua thl,l'Chi~n h~ thong quan Iy va mQi nhu

c~u cai ti~n;

performanceof the managementsystem and'

any need·forimprovement;

e) dam baa hi~u h,rc eua cae hOiilt dQng thi e) ensuring the effectiveness of laboratory·

nghi~m. activities.

5.7 Quan ly phOngthi nghi~mpMi dam baa': 5.7 Laboratorymanagementshall ensurethat:

a) vi~c trao dOi thOng tin dU'Q'cthl,l'c hi~n lien a) communication takes place regarding the

quan d~n tinh hi~u h/C cua M thOngquan 19

va ·t~mquan trQngeua vi~ dap ung cac yeu

cau cua khachhangva caeyeu e~ukhflc;

effectiveneSSof the management system and

the importance of meeting customers' and

otherrequirements

b) duy tri tfnh toan v~n cua M thong quim Iy khi b) the integrity of the management system is

nhO'ngthay d6i dOiv6';h~ th6ng quan 19 dU'Q'c
, hOi,lChdinhva thl!c hil~n.

maintainedwhen changesto the management

systemare plannedand implemented. .
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