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1. Muc dich

1. Purpose

Tai lidu nay quy dinh céc yéu cdu bd sung
cia VACI daé lam rd hodc cy thé hoa cac

yéu cdu chung vé nang lyc cta phong thir
nghiém theo cac diéu, khoan tuong Ung
cua Tiéu chudn TCVN ISO/IEC 17025 va
van ban quy pham phép luat c6 lién quan
d6i v6i linh vuc thir nghi¢m hoa, dam bao
cho vig¢c danh gia va cong nhan phong thi
nghiém dugc chinh x4c, tin cdy va khach
quan.

This document identifies additional
VACI requirements to clarify and/or
specify  general laboratory energy
requirements in accordance with the
requirements of ISO/IEC 17025 and
applicable legislation related to Chemical
testing laboratory, ensuring accurate,
reliable and  customer laboratory
assessment and accreditation.

2. Pham vi ap dung

2, Scope of application

Cac phong thir nghiém hod déng ky cong
nhén theo chuidn muyc TCVN ISO/IEC
17025

Céc chuyén gia danh gia cia VACI

Chemical testing laboratories are

appliants for accreditation in accordance
with the standard TCVN ISO / IEC 17025

VACT’s assessors (auditors).

3. Cic yéu cdu bd sung

3. Supplementary requirements

3.1 Yéu cau tinh khach quan

3.1 Impartiality

Nhén vién PTN cé trach nhiém li€n quan
dén hoat dong san xudt hodc ban hang,
quang cao thi phai c6 chinh sach rd rang
dé xac dinh cach thirc dam bao tinh khach
quan.

PTN phai luu gitr hd so thé hién xéac dinh
khd ndng rii ro trong hoat dong anh
hudng t6i tinh khach quan va bing chimg
giam thiéu rui ro.

For laboratory staff who may also have
production or marketing - related
responsibilities, clear policies shall be
available to define how impartiality is
assured for their testing responsibilities.

Laboratory shall be kept record for
identify of risk to impartiality and
evidence of eliminates or minimizes such
risk.

3.2 Yéu ciu vé co ciu (diéu 5)

3.2 Structural
(article 5)

requirements

(1) Trudng hop PTN c6 hoat dong cung
cap dich vu thir nghi¢m thi phai dugc cap
gidy chimg nhdn déng ky hoat dong danh
g1a su phit hgp bdi co quan c6 tham quyén
(b6 sung cho 5.1).

Chu thich:

- Dich vu kiém dinh hiéu chudn
thir nghiém phuong tién do, chudn do
lvong ding ky hoat dong theo Nghi dinh
105/2016/ND-CP;

(1) In case the Lab. provides testing
service, it shall get a registration
certificate of calibration service granted
by the competent authority (supplement
to 5.1).

Note:

- verification, calibration, testing of
measuring instruments and measurement

standrads must be registered according to
the Decree No 105/2016/ND-CP;

- Dijch vu ddanh gida sw phti hop | - conformity  assessment  services
(kiém dinh, thir nghiém, chung nhdn, | (inspection, testing, certification,
Ngay ban hanh/ Date: 01/9/2023 Ldn ban hanh/ Reversion: 03 2/33



Yéu cdu bé sung cong nhdn cdac PTN linh vwc Hoa

Supplimentary requirements for accreditation of chemical testing Labs

VACILSR.7.1.07

1. Mgc dich

1. Purpose

Tai liu nay quy dinh cac yéu ciu bd sung
clia VACI dé 1am r5 hojic cy thé hoa céc
y€u cdu chung vé ning luc ctia phong thir
nghiém theo céc diéu, khoan twong mng
cia Tiéu chuin TCVN ISO/IEC 17025 va
védn ban quy pham phap luat ¢6 lién quan
ddi vai linh vyc thir nghiém héa, dam béo
cho vi¢c danh gia va cong nhan phong thi
nghi¢m dugc chinh xéc, tin cdy va khach
quan.

This document identifies additional
VACI requirements to clarify and/or
specify  general laboratory energy
requirements in accordance with the
requirements of ISO/IEC 17025 and
applicable legislation related to Chemical
testing laboratory, ensuring accurate,
reliable and customer laboratory
assessment and accreditation.

y4 Pham vi ap dung

2. Scope of application

Cac phong thtr nghiém hoé déng ky cong
nhan theo chuan myc TCVN ISO/IEC
17025

Céc chuyén gia danh gia ciia VACI

Chemical testing laboratories are
appliants for accreditation in accordance
with the standard TCVN ISO / IEC 17025

VACT’s assessors (auditors).

3. Céc yéu ciu bo sung

. 8 Supplementary requirements

3.1 Yéu céu tinh khach quan

3.1 Impartiality

Nhén vién PTN c6 trach nhi€ém li€n quan
dén hoat dong san xuit hodic ban hang,
quang cdo thi phai c6 chinh séch rd rang
d€ x4c dinh cach thirc dam bao tinh khach
quan.

PTN phai Ivu giit hd so thé hién x4c dinh
khad néng rdi ro trong hoat dong anh
huong toi tinh khach quan va bing ching
giam thiéu rui ro.

For laboratory staff who may also have
production or marketing - related
responsibilities, clear policies shall be
available to define how impartiality is
assured for their testing responsibilities.

Laboratory shall be kept record for
identify of risk to impartiality and
evidence of eliminates or minimizes such
risk.

3.2 Yéu céu vé co ciu (diéu 5)

3.2 Structural
(article 5)

requirements

(1) Trudng hop PTN c6 hoat dong cung
cap dich vu thir nghiém thi phai dugc cap
gidy chung nhan ding ky hoat dong danh
gid sy phu hop bdi co quan c6 thim quyén
(b6 sung cho 5.1).

Chu thich:

- Dich vu kiém dinh hiéu chudn
thir nghiém phuwong tién do, chudn do
luong dang ky hoat dong theo Nghi dinh
105/2016/ND-CP;

(1) In case the Lab. provides testing
service, it shall get a registration
certificate of calibration service granted
by the competent authority (supplement
to 5.1).

Note:

- verification, calibration, testing of
measuring instruments and measurement

standrads must be registered according to
the Decree No 105/2016/ND-CP;

- Dich vu ddnh gia sw phu hop | - conformity  assessment  services
(kiem dinh, thu nghiém, chiung nhdn, | (inspection, testing, certification,
Ngay ban hank/ Date: 01/9/2023 * Ldn ban hank/ Reversion: 03 2/33
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gidm dinh) ddang ky hoat dong theo Nghi
dinh 107/2016/ND-CP.

(2) Trubng hop PTN 1a mt by phén xé4c
dinh ctia t6 chirc c6 phép nhén thi  phai the
hién rd vi tri cia PTN trong co cau clia to
chirc va cé van ban quy dinh vé chic
nédng, nhi¢ém vy cia PTN trong hoat dong
cua té chuac va quy dinh cu thé thdm
quyen ky, phé chuén céc tai liéu thudc hé

thong quan ly PTN va bao cdo két qua
(5.5).

(3) Trong tai liéu hé thong quan ly phai
vién dén t6i ngudi c6 thim quyén ky dugc
phé duyét, pham vi 4p dung hé théng quan
ly theo ISO/IEC 17025, pham vi cong
nhén, dia diém PTN (thir nghiém tai dia
diém cb dinh, thir nghiém hién truong, tai
PTN di dong...).

inspection) registered to operate under
Decree 107/2016/ND-CP.

(2) In case the lab is an defined part of a
legal entity, it must clearly indicate the
position of the lab in the organization's
structure and have a document specifying
the functions and duties of the laboratory
in the activities of the organization and
specifying authority to sign and approve
documents of the laboratory management
system and report results. (supplement to
5.5).

(3) Management system document shall
reference to signatory authorities, area
apply ISO/IEC 17025, accredited scope,
laboratory location (permanent facilities,
onsite facilities or in mobile facilities...).

3.3 Yéu cau vé nguon lre (diéu 6)

3.3 Resource requirements (article 6)

3.3.1 Nhén su (khoan 6.2)

3.3.1 Personnel (clause 6.2)

(1) Nhan sy quan ly hoat dong xay dung,
stra d6i, kiém tra x4c nhan va x4c nhan gia
tri st dung ciia phuong phép, phén tich
két qua, thuc hién xem xét va phé duyét
két qua phai c6 trinh d6 chuyén mon dai
hoc chuyén nganh lién quan dén dbi tugng
thir va k§ thuat thir va c6 it nhat 02 nam
kinh nghiém 1am vi€c lién tuc trong linh
vye thir nghiém thudce thdm quyén ky.
Truong hgp bang tét nghiép dai hoc
khong phai chuyén nganh hda thi phai c6
kinh nghiém lam viéc lién tuc trong linh
vyc thir nghiém thudc thdm quyén ky it
nhét 3 ndm (6.2.2).

(2) Nhan sy thuc hién thir nghi€ém véi cac
mau san phim, hoa chit c6 kha ning gay
mAt an toan hodc tai dia diém c6 cac quy
dinh vé& an toan phai c6 bang ching da
dugc dao tao vé an toan co lién quan
(6.2.2).

(3) Nhén vién thir nghiém phai c6 bang
chimg da dugc dao tao vé ky thuat thir
nghiém, dugc danh gia ¢6 du nang luc va
k¥ nang thyc hién cac phép thir duge giao
thyc hién. Cac nhén vién thir nghiém mdi

(1) Personnel who controls for
development modification, verification
and validation of methods, analysis of
results, review and authorization of
results shall have a subject relevant to the
scope of testing concerned bachelor
degree in engineering and at least 02 years
of experience working in the chemical
field under their authority to sign. If the
university diploma is not a technical
major, it must have worked in the
chemical field under the authority to sign
for at least 3 years. (supplement to 6.2.2)

(2) Personnel performing testing with
potentially unsafe samples of products or
chemicals or at locations with safety
regulations must have evidence of
relevant safety training (6.2.2).

(3) Testing technicians must have
evidence of training about testing
techniques, and have  sufficient
qualifications and skills for performing
the tests assigned to them. Newly trained

Ngay ban hanh/ Date: 01/9/2023
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dugc dao tao phai dugc thir viéc it nhat 1a
3 thang va sau khi giao viéc chinh thuc
phai dugc theo ddi, gidm sat vé ning lyc,
ky nang thyc hién phép thu trong thoi
gian it nhét 12 thang (6.2.3).

PTN phai luu giir hd so vé viéc dao tao,
danh gia va theo ddi, gidm sat nang luc
d6i vdi nhan vién thir nghiém.

testing technicians must be monitored and
supervised for their competence and skills
to perform calibration for at least 3
months and after the official assignment,
it must be monitored and supervised their
ability and skills to perform tets for at
least 12 months (6.2.3).

The laboratory must keep records of the
training, assessment, and monitoring and
supervision of the testing staff's capacity.

3.3.2 Co sé vat chit va diéu kién moi
truomg (khoan 6.3)

3.3.2 Facilities and environmental
conditions (clause 6.3)

(1) Dm véi hoat dong thir nghiém c6 quy
dinh vé an toan, moi trudng PTN phai c6
bang ching d4p tmg va tuin thu cac quy
dinh cta co quan co thAm quyén va nha
san xudt thiét bi (6.3.2).

(2) Khi thyce hién thir nghi¢m & bén ngoai
co s¢ ¢ dinh, PTN phai c6 nhan sy cu thé
chiu trach nhiém vé viéc kiém soat cc
diéu kién thir nghiém va xtt ly cac sy cb
vé ky thudt nay sinh trong qué trinh thir
nghiém (6.3.3).

(1) For testing activities with regulations
on electrical safety, the laboratory must
have evidence of meeting and following
the regulations of the competent authority
and the equipment manufacturer.
(supplement to 6.3.2)

(2) When performing calibration outside

of a permanent site, the laboratory should |

have  personnel  responsible  for
controlling facilities and environmental
conditions for testing and handling
technical problems that arise during
testing. (supplement to 6.3.3)

3.3.3 Thiét bi, miu chuin, héa chat
(khoan 6.4)

3.3.3 Equipment, reference materials,
chemicals (clause 6.4)

3.3.3.1 Thiét bi

3.3.3.1 Equipment

(1) PTN phai thé hién bang vin ban tiéu
chi chip nhan thxét bi dat dugc do chinh
xé4c theo yéu cau cua phuong phap thir.
Céc thiét bi sau hiéu chuin, bo tri, stra
chita phai dugc danh gié tinh trang thiét
bi trede khi dua vao sir dung. HO so dénh
gi4 dwoc luu 12 bang chimg thyc hién.

(2) PTN ty thyuc hién hiéu chudn ndi bo,
PTN phai dam bao cé quy trinh hi¢u
chuan an bg, c6 du chuén do luong duge
nbi chuin theo quy dinh, nhan sy dugc
dao tao thyc hién phép hiéu chuén dugc
phén cong, duy tri diéu kién thyc hién
phép thi phu hgp theo quy dinh cuia
phuong phap 4p dung.

(1) The laboratory shall document the
acceptance criteria for the equipment to
achieve the accuracy required by the test
method. The equipment after
standardization, maintenance and error
correction must be evaluated for
equipment status before being put into
use. Records of reviews are saved with
testimonials

(2) The laboratory conducts its own
internal calibration, the laboratory must
ensure that it has an internal calibration
process, has adequate measurement
standards connected to the specified
standard, and trained personnel to
perform the calibration. Assign and

Ngay ban hanh/ Date: 01/9/2023

Ldn ban hanh/ Reversion: 03 ' 4/33

— S WS4



Yéu cdu bo sung cong nhdn cdc PTN linh vuc Héa

Supplimentary requirements for accreditation of chemical testing Labs

VACLSR.7.1.07

Khi cén thiét VACI s& thuc hién danh gia
do ludmg va dénh gié ky thuat dé dam bao
rang PTN tuan thi cdc yéu cdu tuong (g
cia ISO/IEC 17025 déi véi hoat dong
hi¢u chuan.

maintain test conditions according to the
specification of the applied method.

When necessary, VACI will perform
metrological and technical audits to
ensure that the laboratory complies with

the respective requirements of ISO/IEC
17025 for calibration operations.

3.3.3.2 Miu chuén, héa chat

3.3.3.2 Reference materials, chemicals

A
a) Méu chuén

a) Reference materials

Céc hoa chét chudn, miu chuin phai c6
ngudn gdc, xuit xr va chimg nhén chit
luong boi don vi du niang luc. Khuyén
khich PTN str dung céc chat chuan dugc
chimg nhan RM, CRM cuia cac td chirc da
dugc cong nhan ISO  17034);
Chi thich: Nguédn goc, xuat xit phai truy
xudt dwgc téi cde thong tin céng bé tir nha
san xudt.

Ning lyc cua nha cung cdp mau chudn,
chdt chudn: dwgc chitng minh qua viéc
nha cung cdp da duwgc cong nhan ISO
17034, hodc dwoc chi dinh boi co quan co

Standard chemicals and standard samples
must have their origin, origin and quality
certified by a qualified unit. Encourage
laboratories to use RM, CRM certified
standards of organizations that have been
accredited to ISO 17034);
Note: Origin and origin must be traceable
to the announced information to the
announced  information  from  the
manufacturer.

Competence of the supplier of standard
samples and standards: proven by the fact
that the supplier has been accredited to
ISO 17034, or is appointed by the

tham quyén (Viét Nam va Quoc té). competent  authority  (Vietnam and
International).
b) Héa chit b) Chemicals

(1) PTN phal c6 thi tuc dé kiém soat viéc
tlep nhan, kiém tra, str dung, béo quan va
thanh ly cac hoa chét, thudc thir.

(2) Hba chét, thudc thtr phai dugc bao
quan thich hop theo quy dinh ctia phuong
phép, nha san xuat

(3) Nhan goc trén bao bi héa chit, thude
thtr phai dugce the hién bang ngon ngit ma
nhan vién c6 thé (“Ioc va hié}l dugc va phai
c6 du thong tin ve tiéu chuan ky thuét cia
héa chat, thuoc thir nhu:

Tén hoa chat

- Céc thanh phan va ndng do

- Han st dung

- Ngay md sir dung

- Canh béo (néu co)...

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

(2) Chemical must be appropriate stored
base on test method or manufacture’s
instruction.

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

Name of chemical;

- Component and concentration;
- Expiry date;

- Date of opening

- Warning (if any) ...

Ngay ban hank/ Date: 01/9/2023
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(4) Cac héa chat, thudc thir hogic dung
dich chuan PTN da pha ch¢ can c6 ho so
thé hién viéc thuc hién pha hoa chat
thude thir hodic dung dich chuén. Trén mdi
chai héa chét, thuoc tht hodc dung dich

chudn pha ché cAn c6 nhan véi du noi
dung sau:

- Tén héa chét

- Nong do

- Ngay pha

- Ngudi pha

- Han str dung

- Canh bao (néu cén thiét)

(4) Laboratory preparing chemical,
solution or stock solution shall keep

records of preparing chemical, solution or
stock solution process. In chemical,
solution or stock solution bottles shall
have label ncluded information as:

- Name;

- Concentration;

- Date of preparation;

- Person of preparation;
- Expiry date;

- Warning (if any).

3.3.4 Lién két chuén do luong (6.5)

3.3.4.Metrological traceability (6.5)

(1) Céc thiét bj thir nghiém c6 anh hudng
dang ké dén két qua thir nghiém (ké ca céc
thiét bi sir dung kiém soat didu kién méi
truong cd tdc dong quan trong) phai dugc
hiéu chuin béi cac phong hiéu chuén du
ning lyc theo quy dinh vé lién két chuin
VACI.R7.1.03.

(2) Thiét bj dugc higu chuén bing céch sir
dung cac mau chuan, chat chuan phai dam
béo:

- DU kha ning dé hiéu chuén nhirng hang
muc lién quan cia thi€t bi trén _nhing
pham vi do ma thiét bi dugc yéu céu;

- Co du hd so nhan dang va ngudn gbc
mdi mau chuén;

-Coé da)f di cac vin ban vé nhing gi tri
quy chi€u dugc xac dinh (va do khong
dam béo do lién quan) cua moi chat chuin
bao gom céc chi tiét vé tinh hiéu luc;

- C6 thuc hién phong ngira cén thlet aé
biét dugc sy khac nhau  gilta dang mau ciia
chat chuén véi dang mAu thir nghi¢m thyuc
té tai phong thir nghiém, hodic da xéac dinh
va tinh todn nhitng anh hudng cua cac
dang mau thir.

(3) Mau chuan phai c6 cac thong tin sau:

(1) Test equipment that has a significant
effect on the reported result (including,
where relevant, instruments used for
monitoring  critical  environmental
conditions) shall be calibrated by
organization base on requirement of
VACI mention in “regulations on
traceability — VACI.R7.1.03”.

(2) When the laboratory undertakes
calibration of equipment using reference
material, reference solution, standard
solution shall ensure:

- Sufficient feference materials to
calibrate the relevant items of equipment
over the desired measurement ranges;

- Full records of the identity and source of
each reference material;

- Full document of the assigned property
values (and associated measurement
uncertainty) of each reference material
including details of the mode of
validation;

- Taken any necessary precautions to
match the matrices of the reference
materials to those encountered in the
laboratory’s test samples, or determined
and accounted for the effects of any non-
matching of matrices;

(3) Reference materials shall be obtained
at least the following information:

Ngay ban hank/ Date: 01/9/2023
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Ff’gﬁc tinh (¢ khong dam bao do, néu la
chuén da chung nhén).

- K§ thuat dé xac dinh cac dic tinh;

- Thoi han chirng nhén c¢6 hiéu lyc;

- Thoi han sir dung cta chét chuén;

- C4c diéu kién hru giit;

- Ngiy mé chit chuén st dung l4n diu.

- Property values (and associated
uncertainties, if a certified reference
material);

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

- Date of certification;

- Period for which certification if valid;

- Storage conditions.

- Date of opening.

3.3.5 San phim va dich vu do bén ngoai
cung cip (khoén 6.6)

3.3.5 Products and services provided by
external parties (clause 6.6)

(1) Truong hgp PTN sir dung két qua
cia PTN bén ngoai ddi véi cac phép thir
dang ky cong nhén thi phai sir dung dich
vu cua PTN d3 dugc cong nhan bai VACI
hodc t6 chirc cong nhan khac da tham gia
va ky théa thuén thira nhén ilac-MRA va
quyét dinh cong nhan vin con thoi han
hiéu luc. Két quéa do PTN bén ngoai thuc
hién phdi dugc nhén dién rd rang trong
bao céo thir nghiém ctia PTN.

(2) Truomg hop PTN sir dung PTN bén
ngoai dé thye hién mot phan phép thir nhu
str dung thiét bj thir nghiém thi PTN cén
danh gié va dam béo thiét bi dap g yéu
cdu clia phuong phdp thr va qui dinh vé
kiém soat thiét bi cua PTN.

(3) PTN phai dinh ky xem xét tinh trang
cong nhén cua PTN bén ngoai.

Cdc théng tin vé tinh trang va pham vi
cong nhdn cia PTN cé thé tim trén
website www.vaci.vn hodc lién hé véi té
chire cong nhén. PTN c6 thé sir dung nha
thdu phu chuwa dwoc cong nhdn cho cdc
chi tiéu thir nghiém ma PTN khong ddng
ky cong nhdn.

(1) If the laboratory uses the results of
an external laboratory for the testing
registered for accreditation, they must use
services of the laboratory accredited by
the VACI or another accreditation bodies
that participate the ilac-MRA and the
accreditation decision are still valid.
Results performed by an external
laboratory should be clearly identified in
the laboratory's testing report.

(2) Where Ilaboratory use other
laboratory 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.

(3) The accreditation status of external
laboratories shall be regularly reviewed to
ensure currency.

Information on the accreditation status
and scope of accreditation of accredited
laboratory may be found at BoA’s website
www.boa.gov.vn or by contacting
accredited body. Laboratory may be
using unaccredited laboratory for tests
that outside scope of the accredited
laboratory

3.4 Yéu cau vé qua trinh (diéu 7)

3.4 Process requirements (article 7)

3.4.1 Lya chon, kiém tra xiac nhan va
xac nhan gia tri sit dung cia phwong
phap (khodn 7.2)

3.4.1 Selection, verification and
validation of methods (clause 7.2)

(1) PTN phdi c6 céc thu tuc bang vin ban
vé viée lya chon kiém tra x4c nhén, x4c

(I)The laboratory shall have fully
documented procedures for selection,
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nhan gia tri st dung phuong phép. Thu tuc
kiém tra xdc nhén, x4c nhén gia tri sur
dung phuong phap bao gdm chi tiét céc
budc thyc hién, cac phuong phap thong
ké dugc ap dung dé tinh toan cac thong so
nghién ctru. Hb so kiém tra xac nhan, xac
nhén gia tri st dung phai dugc luu giit va
VACI sé& yéu cau dugc xem xét trurde va
trong cugc danh gia.

(2) PTN ép dung cac phuong phap thur
theo tiéu chudn Qudc gia, Qudc té, Hiép
héi Khoa hoc dugce chép nhén rdng rai
trén thé gioi nhu TCVN, ISO, ASTM,
SMEWW, IEC... phai c6 hd so danh gia
diéu kién co ban - cic ngudn lyc theo yéu
cdu cua phurong phap thir va bang chimg
dat duoc két qua thir nghiém ¢6 d chinh
xdc nhu phuong phap yéu cau va/hodc
phu hop v6i yéu cau cu thé d6i voi dbi
tuong thir. P6i v6i cac phuong phép thir
da ban hanh ma khong c6 dir lidu vé do
chinh xac thi PTN phai x4c dinh dit li¢u
d6 chinh xac ctia phép thir dya trén dit liu
nghién ctru thyc nghiém (7.2.1).

(3) Truong hop PTN ap dung phuong
phap phi tiéu chuén, phuong phép tiéu
chuén c6 stra dbi, phuong phap ndi bo do
PTN tu xdy dung thi PTN phai thuc hién
xéc nhén gié tri s dung cia phuong phép
nhu sau:

- Phwong phép tiéu chudn c6 sira dbi: xac
nhén gia trj str dung déi véi cic ndi dung
c6 sira ddi;

- Bbi voi phuong phép phi tiéu chuén va
phuong phap ndi bd: xéc nhén gia tri su
dung d6i v6i toan by phuong phép.

Chii thich: dé xdy dung phwong phdp nji
bé, PTN cé thé tham khao cau truc noi
dung va cde yéu cau ciia TCVN vé phurong
phadp thi;

(4) PTN c6 thé xac nhan gia tri st dung
ctia phuong phép bang cach sir dung mau
chuén hay chét chuin dugc ching nhén
hoc so sanh véi phuong phap tiéu chuén.
Quy dinh c4c thong s6 PTN can thyc hién
xé4c nhén gia tri sit dung ctia phuong phéap

verification or validation method. That
procedure shall be covering details of the
process to verify, validate method,
statistical method uses to define examine
factors. Verify, validate method records
shall be kept and VACI will require to

check before and onsite assessment.

(2) Laboratories applying calibration
methods according to national and
international standards, and widely
accepted by Scientific Associations in the
world such as TCVN, ISO, ASTM....
must have records of valuation of basic
conditions - resources required by testing
methods and evidence of obtaining a
testing result of the same precision as the
required by method and/or in accordance
with the specific requirements for the
testing object. For published test methods
that do not have accuracy data, the lab
must determine the test accuracy data
based on experimental research data
(supplement to 7.2.1)

(3) In case a laboratory applies a non-
standard method, a modified standard
method, and a method deverloped by the
laboratory itself (internal method), the
laboratory must to validate the method as
follows:

- For modified standard method: validate
the modified content;

- For the non-standard method and the
internal method: validate the whole
method.

Note: to develop internal methods, the lab
can refer to the structure, content and
requirements of TCVN on test methods.

(4) Method may be validated by using

certified reference materials or
comparison with other established
methods. Performance characteristics

must be included in a validation study or
a verification study that have been
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thé hién trong muc 1, phu luc 2 cua vin
ban nay.

(5) VACI cong nhan cac phuong phap
thir nhanh, phuong phép thir theo b Kit
cua nha cung cp khi PTN c¢6 di hd so vé
x4c nhéan tinh ding dén cia phuong phép
cho cac dbi tugng thir. PTN phai c6 bi¢n
phép khing dinh két qua thir nghiém trong
truong hop c6 tranh cai.

(6) PTN dang ky cdng nhan véi pham vi
cong nhan cac nhom chét, vi du “thuée trir
sau hop chét clo” phai c6 day du céc thu
tuc da duge vin ban hoa gdm cac quy dinh
nhu: Viéc lua chon phuong phap, xiy
dung phuong phép, x4ac nhin gia tri st
dung cia phuong phap, c6 cic chuin
chinh phu hgp. Hd so cac thu tuc nay
dugc xem xét nhu mot phan ctia mdi cude
danh gia.

(7) PTN déng ky cong nhan phép thir
pham v1 md can lya chon dai d1¢n it nhét
3 nén méu dai dién cho ban chit dbi tuong
thir va thudng thyc hién tai PTN dé thuc
hi¢n xac nhén gia tri sir dyng. Quy dinh
vé d6i trgng mAu cin thuc hién x4c nhan
gié tri str dung trong muyc 2, phu luc 2 cia
van ban nay.

(8) PTN cén x4y dung van ban huéng din
thir nghiém dam bao nhan vién thyc hi¢n
thdng nhét va theo thyc té cia PTN va khi
phuong phap gdc chura thé hién du cac ndi
dung chinh theo quy dinh cia TCVN
6900-2 (ISO 78-2) — Céch trinh bay tiéu
chuén - Phan 2: Céc phuong phép phén
tich héa hoc.

(9) Truong hop PTN di doi dia diém
Phong thir nghiém khi phai di roi dia diém
thir nghiém so véi dia diém cong nhan ban
d4u phai thyc hién kiém tra xéc nhéan cac
diéu kién tién nghi moéi truong tai dia
diém moi, danh gid tinh néng cla thiét bj
phan tich sau khi lip dit tai dia diém moi
nhim dam béo duy tri kha nang thi
nghlem theo yéu cau cua phuong phap.
Cac hd so lién quan tdi hoat dong trén

mentioned in the clause 1 of appendix 2
of this document.

(5) VACI recognizes for quick tests,
producers KIT tests, Laboratory shall
have recorded all of validate data for all
materials/products. Laboratory shall have
method to confirm test results if get
dispute.

(6) A laboratory seeking accreditation for
a more open scope of accreditation
(where groups of analytes, for example,
organochlorine pesticides) shall have
fully documented procedured, covering
such elements as: method selection,
method development, and method
validation, acquisition of appropriate
reference  standards or  reference
materials. Records of the application of
these procedures will be reviewed as part
of each assessment.

(7) Laboratory want to conduct parameter
with extended scope shall conduct
validate method at least 3 matrix
representatives for materials that always
test at the laboratory. Requirement on
samples subject to be validated in clause
2 of appendix 2 of this document.

(8) Laboratory shall be document testing
method to ensure consistant application
and condition of laboratory and when
original method does not mention enough
information base on ISO 78-2 -
Chemistry — layouts for standards — Part
2: Method of chemical analysis.

(9) When the lab need to change the
location of testing differ from the initial
accredited location, lab shall verify the
enviromental condition for testing of the
new place, and verify equipment that
conform to specified requirment before
returned into service, in order to mainaint
the ability of performing the accredited
method. Relevent record of those
activities shall be kept.
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phéi dugc luu gitr

3.4.2. Lay miu (khoan 7.3)

3.4.2 Sampling (clause 7.3)

(I)  Trudng hop PTN thyc hién lay
méu theo phuong phép do PTN tu xay
dung thi phuong phap d6 phai duge xac
nhén gié tri st dyng va k¥ thuét ldy mu
khong duge trai voi cac phuong phap 1dy
mau tiéu chudn tuong tu (7.3.1, 7.3.2).

(1) If the laboratory performs
sampling according to the method
developed by the laboratory itself, the
method must be validated and the
sampling technique should not be

contrary to similar standard sampling
methods (7.3 .1, 7.3.2).

3.4.3 Ho so ky thuat (khoan 7.5)

3.4.3 Technical records (clause 7.5)

(1) H so ky thuat 1a tit ca cac tai liéu,
thong tin, dit liéu trong qua trinh thi
nghiém ké tir khi 14y mAu dén khi hoan
thanh_ két qua thi nghiém (7.5.1, 7.5.2),
bao gém:

+ Ho s0, dit liéu v& 14y mAu;

+ Hb so xir ly d6i tugng thir nghiém;

+ Phuong phap thir;

+ Dit liéu vé chuén bi mau;

+ Dit liéu vé kiém soat diu kién moi
trudng

+ Thiét bi thur nghiém dugc str dung;

+ D ligu quan tric gdc, tinh toan két qua
bao gom ca diu hlc;u dir liéu dé co thé
nhén biét, truy xuét téi didu kién thuc hién
thur nghiém;

+ Nhén vién thyc hién thir nghiém, ngudi
tham xét két qua;

+ Bdo céo két qua va céc dién giai, néu
co;

+ Céc thong tin cu thé khac dugc qui dinh

trong phuong phép thir, hop dong hodc
qui dinh phép luat, néu cé.

Ghi chi: Truong hop PTIN ty xdy dung
phan mém, bang tinh dé xi ly die liéu va
tinh todn két qua do, thir nghzem thi phaz
thuc hién xdc nhdn gid tri su dung cia
phan mém, bdng tinh d6 va cé bién phdp
kiém sodt phii hop dé ngdn ngira viéc truy
cdp trdi phép va thay doi tinh ndng cia
phan mém, bang tinh.

(1) Technical records are all documents,
information and data during the test from
the time of sampling to the completion of
test results (7.5.1, 7.5.2), including:

+ Records and data of sampling;

+ Records of handling the test object;

+ Test method;

+ Data on sample preparation;

+ Data on control of environmental
conditions;

+ Test equipment used;

+ Original monitoring data, calculation of
results, including signs and data to be able
to identify and refer to the test conditions;

+ Test personel, results reviewer;

+ Report the results and interpretations, if
any;

+ Other detail information specified in the
test method, contract or legal regulations,
if any.

Note: In case the laboratory deverlopes
by themselves software, spreadsheet to
process data and calculate calibration
results, measurement uncertainty, it must
validate these software, spreadsheet and
take appropriate controls to prevent
unauthorized access and alteration of
software or spreadsheets.

3.4.4 D{ khong dam bao do (7.6)

3.4.4 Evaluation of measurement
uncertainty (clause 7.6)
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Khi xdy dung phuong phap tinh toan do
khong dam bao do, PTN c6 thé tham khéo
cac tai ligu ISO 21748 (TCVN 10861),
ISO/IEC guide 98 (TCVN 9595) hoic cac
hudng dan tuong duong

When developing method to calculatr the
measurement uncertainty (MU), the

laboratory can refer to ISO 21748 (TCVN
10861), ISO/IEC guide 98 (TCVN 9595)
or other equivalent guidelines.

3.4.5 Dam bdo gia tri sir dung ciia két
qua (khoan 7.7)

3.4.5 Ensuring the validity of results
(clause 7.7)

(1) PTN phai xay dung va thuc hién ké
hoach thyc hién theo ddi gia tri st dung
cia két qua (7.7. 1). K& hoach phai thé
hién:

- Céc phép thtr chu chdt cia mbi linh vuc
trong pham vi dugc cong nhén;

- Bién phép thyc hién trong kha ning diéu
kién cia PTN;

- Tiéu chi chdp nhan két qua; va

- Tén suét thyuc hién khong it hon 2
lan/nam

Chii thich: phép thir chii chét la phép thir
cdc ddc tinh quan trong nhat cia sdn
phédm hodc doi hoi phdi co ky nang thanh
thao cao hon.

(2) PTN phai tham gia céc chuong trinh
thtr nghiém thanh thao theo Quy dinh vé
tham gia hoat dng thir nghiém thanh thao
VACIR7.1.02 (7.7.2).

(1) The laboratory must establish and
conduct a plan for monitoring the validity
of results (supplement to 7.7.1). The plan
should show:

- The calibrations of each field within the
accreditation scope;

- Measures to be applied within the
capacity of the laboratory;

- Criteria for acceptance of the results;
and

- With a frequency not less than 2
times/year

Note: the key testing is the test of objects
with higher metrological performance in
the respective field of measurement

(2) The laboratory must participate in
proficiency  testing  programs in
accordance with the Regulations on
Participation in Proficiency Testing
Activities VACI.R7.1.02 (supplement to
7.7(2).

3.4.6 B4o cdo két qua (khoén 7.8)

3.4.6 Reporting of results (clause 7.8)

(1) Trudng hop Béo cdo két qua c6 bao
gdm két qua cac phép thir chua duge cong
nhén thi PTN phai ¢6 chi thich hodc d4u
hiéu dé phan biét phép thir 43 dugc cong
nhén va chua dugc cong nhan (7.8.1.2).

2) Truong hop Béo cdo két qua c6 bao
gom ca két qua clia nha thau phu dugc
cong nhan khac thi Bdo cdo két qua cua
nha thau phu phai dugc ban hanh cho
khéch hang vdi toan bo noi dung ngoai trir
truong hop chi c6 mot phén cua két qua
do nha thau phu thuc hién,

Ghi chii: Trong Bdo cdo két qua cia nha

(1) If the Report on the result includes
the results of the unaccreditation testing,
the laboratory shall have a note or mark to
distinguish  the accreditation and

unaccreditation tests (supplement to
7.8.1.2).

(2) If the Report on the result includes the
results of other accredited subcontractors,
the subcontractor result report must be
issued to the customer with all contents
except the case only. part of the result is
done by the subcontractor.
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thau phu da dwoc cong nhdn phai the hién
thong tin va/hodc biéu tuong cia t6 chirc
cong nhdgn va dwgc khdch hang chdp
thudn trong théa thudn hop dong cong
nhdn.

Note: In the accredited subcontractor
Report of results, information and / or
the logo of the accreditation body must
be shown and accepted by the customer
in the accreditation contract agreement.

4. Yéu clu vé hé th(‘)ng quan ly (diéu 8)

4. Management system requirements
(clause 8)

4.1 Kiém soat hd so (khoan 8.4)

4.1 Control of records (clause 8.4)

(1) Thoi gian luu giit hd so khong duge
dudi 5 nam trir khi c6 giao uéc hgp dong
hodc quy dinh phép ly (8.4.1).

(1) Record retention period should not be
less than 5 years unless there is a
contractual agreement or a legal
requirement. (supplement to 8.4.1).

4.2 Dénh gi4 ni by (khoin 8.8) )

4.2 Internal audits (clause 8.8)

(1) PTN phai hoach dinh va thuc hién
danh gia ni bd toan bd hé théng quén ly
it nhat 12 thang/1an (8.8.1).

(1) Laboratories must plan and perform
an internal audit of the entire management
system at least every 12 months.
(supplement to 8.8.1).

4.3 Xem xét ciia Lanh dao (khoan 8.9)

4.3 Management reviews (clause 8.9)

(1) PTN phai thyc hién xem xét ctia Lanh
dao vao thoi gian thich hop it nhéat 1
1an/nam. (8.9. 1)

(1) Laboratories must carry out the
management review at the appropriate
time at least once a year. (supplement to
8.9.1)
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PHU LUC 1/ APPENDIX 1
HUONG DAN LUA CHQN CHU KY HIEU CHUAN, KIEM TRA THIET BI

INSTRUCTIONS FOR INTERVAL OF CALIBRATION AND CHECKING OF
EQUIPMENT

1. Téng quan

1. General

- Phy lyc nay huéng dan chi tiét vé chu ky
hiéu chuén va kiém tra gitra ky cho thiét
bi sir dung trong cac PTN linh vuc Héa.

- Hiéu chuén: La tap hop cac thao tac &
diéu kién quy dinh dé thiét lap méi lién
quan gifra cac dai lugng dugce hién thi boi
phuong tién do, h¢ thong do hoic céac gia
tri dugc biéu din bing vit do hoiic miu
chudn va céc gié tri twong tng thé hién
bing chuin (VIM - 6.13).

-Kiémtra: La phép do tai it nhét mot diém
trong pham vi do cia mdt thiét bi, hé
thong hogc vét li¢u do dyua vao mot gia tri
da biét truée dé xac dinh ring khong c6
sai léch 16n so v&i cac gia tri da hiéu
chuén ban déu. Viéc klem tra phép thur c6
thé duge sir dung mot mau 1 tu tao/artifact
dé xac dinh ring thlet bi vin dam bao do
chinh xé4c theo yéu céu.

- Chu ky hiéu chuén va kiém tra neu trong
Béng 1 1a chu ky 16n nhat cho mdi thiét bi
dua vao:

+ Thlet bi c6 chit luong t6t, kha nang hoat
dong 6n dinh, duoc lip dat & vi tri thich
hop va sur dung hop ly;

+ Nhén vién am hiéu, thanh thao dé thuc
hién nhirng kiém tra thiét bi noi bd;

+ T4t ca c4c hoat dong klem tra dé khﬁng
dinh kha nang hoat dong t6t ctia thiét bi.

- PIN phai rat ngin chu ky hiéu chuin
va/hoic kiém tra khi thiét bi hoat dong
trong diéu kién kém ly tuong hon. Néu c6
bat ky nghi ngo nao v€ sy hu hong cua
thiét bi thi PTN cin thuc hién hiéu chuin
lai ngay 14p tirc va sau do6 giam chu ky cho
t6i khi nhén thiy rang thiét bj dat dugc do
6n dinh.

- This annex provides detailed guidance
on mid-term calibration and checking
interval for equipment used in the field of
chemicial.

- Calibration: a set of operations under
specified conditions to establish the
relationship between the quantities
displayed by a measuring devices,
measuring systems and  values
represented by an measurement standards
or reference materials(VIM-6.13)

- Check: a measurement at at least one
point within the measuring range of a
measuring equipment, system against a
known value to determine that there is no
major deviation from the values of initial
calibration. The test can be performed
using an artifact to determine that the
instrument still guarantees the accuracy
required.

- Calibration and check intervals in Table
1 are the maximum for each equipment is
based on:

+ Equipment of good quality, stable
performance, installed in a suitable
location and used reasonably;

+ Staff is knowledgeable and proficient to
perform internal tests of equipments;

+ Checking activities to confirm only the
good functioning of the equipments.

- Laboratories must shorten calibration
and / or checking interval when the
equipment operates in less ideal
conditions. If there is any suspicion of
equipment failure, the laboratory should
perform recalibration immediately and
then reduce the interval until it is found to
be stable.
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- Giam khoang thoi gian giira cac lan hiéu
chuan va/hodc kiém tra cling c6 thé dugc
yéu cdu trong cic ung dung thir nghi¢m
déc thi hodc véi céc cau hinh thiét bj dic
thu.

- PTN ¢6 thé kéo dai chu ky hiéu chuin
dya trén cac thong s6 nhur theo doi dit 11¢u
hiéu chuén, kiém tra de chimg minh sy 6n
dinh cua thiét bi, tAn sut sir dung, d6
chinh xéc yéu cau hodc PTN c¢6 nhan vién
dd ning lyc dé tién hanh k1em tra ndi bd
hodc tham gia dat két qua tdt trong céc
chuong trinh thir nghiém thanh thao.

- Viéc hiéu chuén va kiém tra thiét bi phai
dam béo tinh lién két chuén cua két qua.
Tru'(mg hqp PTN ty thyc hién viée hi¢u
chuén va kiém tra thi phai luu gitr hd so
hiéu chudn va kiém tra.

- Reducing calibration and / or checking
intervals may also be required in specific
test applications or with specific

equipment configurations.

- The laboratory can extend the
calibration intervals based on parameters
such as monitoring calibration data, check
to ensure stability of equipments,
frequency of use, accuracy required or
laboratories with staff. qualified to
conduct internal testing or participate in
proficiency testing programs with a good
result.

- The calibration and check must ensure
the metrological traceability of the results.
In case the laboratory performs the
calibration and check by itself, it must
keep the calibration and check records.

2. Chu ky hi¢u chuin, kiém tra céc thiét
bi thir nghi¢ém théng thwong

2. Calibration, test intervals for
common testing equipments

Chu ky hi€u chuén, kiém tra, noi dung,
phuong phdp kiém tra tham khao trong
bang 1.

Calibration, check intervals, the content
and test method are refered to Table 1.
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BANG 1. CHU KY HIEU CHUAN, KIEM TRA THIET BI
Table 1. CALIBRATION AND CHECKING INTERVAL

Tén thiét bi/ Equipment

Chu ky hié¢u
chuén (nidm)/
Calibration

interval (year)

Chu ky kiém

tra (thang)/
Check
interval

(month)

Quy trinh va khuyén nghi/
Procedure and recommendation

Ban diu sau d6
la 3/initial and

Hiéu chuin dugc thyc hién boi phong hi¢u
chuén theo quy dinh VACI.R7.1.03 hodc|
PTN/PHC ty hiéu chudn nhung phai dap
(rng cAc yéu cau ctia mot phong hidu chudn|
theo ISO/IEC 17025 cho hoat dong hiéu
chuan can.

Phuong phap hiéu chudn cin cir OIML
R76.

Conducted by accredited laboratory

lkhong gi hodc hgp kim Ni-Cr/
Reference - of integral stainless
steel or nickel chromium alloy

then 3
G | against VACLR7.1.03 or in-house
(voi diéu kién . . . . ;
ARG i calibrate if confomity with requirement of
i ISO/IEC 17025 for calibration.
nghiém ngat o
theo dinh cét Calibration method base on OIML R76
bén/ shall con Kiém tra hang ngay c6 thé bing mot trong
A d i h k 3 A 4
CAN/ BALANCES i e kol
period as next - Kiém tra d¢ lap lai.
i) Hing - Kiém tra mot diém thuong st dung.
ngay/Daily
Daily check should choose one way as:
- Repeattability check
- One point check
R . &l & 9
iém tra dinh ky & cac dai do
03 P( ky
Al range check
Kiém tra hang ngay c6 thé bing mét trong
cac cach:
- Kiém tra do lap lai
01 Hang | wod tra 1 didm thudng sir dung
ngay/Daily
Daily check should choose one way as:
- Repeattability check
- One point check
QUA CAN/ WEIGHTs
Chuén - Toan bj bing thép 03 Hiéu chuan dugc thyc hién bdi phong hiéul

chuén theo quy dinh VACLR7.1.03 hoic
PTN/PHC ty hiéu chuan nhung phai dap

’ r A A 9 A 3\ A A
trng cac yéu cau ciia mt phong hi¢u chuan
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Supplimentary requirements for accreditation of chemical testing Labs

VACISR.7.1.07

huén cong tic - thép khong gi
odc hop kim Ni-Cr/ Working
tandard - stainless steel or
ickel chromium alloy

03

heo ISO/IEC 17025 cho hoat dong hiéu
chuan can.

Conducted by accredited laborator)
against VACLR7.1.03 or in-house

huén cdng tac — hop kim
ac/ Working standard - other
lloy

01

calibrate if confomity with requirement of
ISO/IEC 17025 for calibration.

UNG CU THUY TINH/ GLASSWARE

ung cy thily tinh cp A cn duoc sir dung
i thir nghiém yéu cdu mirc chinh xéc

ao.

Kiém tra do chym, d¢ ding & mic dung

tich thudng dung bang cn phén tich thich

hop (kiém tra dai dién cho timg 16/chiing

12 loai).
Dung cuy thiy tinh: Grade A glassware should be used wher
Pipet, buret, binh dinh murc @ high degree of accuracy is required.
Glassware: Check precision and accuracy of volume
Pipettes, burettes, volumetric delivered at settings in use by suitable
flasks balance  (representative  check  for
batch/type)
D6i v6i dung cy thiy tinh khéng dat cp
chinh x4c loai A cin dugc hiéu chuin 1in|
dau va kiém tra theo tAn suét quy dinh.

i Glassware that does not achieve class A
accuracy should be first calibrated and
checked at the specified frequency.

Buret, pipet tw dong dang Ban diu (ripy Kiém tra d6 chum, do ding & mirc dung
pittdng micropipet. thugc myc dich tich thudng dung bang cén phan tich thich
Piston  operated  including.|S% dung/ subject hop (tham khao ISO 8655)
pipetter, dispensers, diluters| !0 nature of 06 Check precision and accuracy of volume
displacement burettes,| intended use) delivered at setting and accuracy of
icropipet. 01 volume delivered at settings in use by
suitable balance (see reference ISO 8655)
NHIET KE/ THERMOMETERS

Chuan dau, dién tré platin/ Reference, platinum resistance.

R . « R -
1€m tra tai diém bang

- 40°C dén/to 250°C 05 06 B
Check at ice point
< -40°C va/and > 250°C Trude khi st [Kiém tra dién trd tai diém bang
02 dung/ Before |Check resistance at ice point

use

Ngay ban hank/ Date: 01/9/2023
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Supplimentary requirements for accreditation of chemical testing Labs

VACLSR.7.1.07

huin cdng tac, di¢n tro Platin/ Working standard, platinum resistance

§ Kiém tra tai diém bing
- 40°C den/to 250°C 05 06
Check at ice point
| Kiém tra dién tré tai diém bing
<-40°C v&/and > 250°C 02 06 ) ) i
Check resistance at ice point
Kiém tra so véi chuin diu & nhiét d6 sur
Nhiét ké thiy tinh " “ dung hogc diém bang.
Liguid-in-glass Check against a reference device at the
femperature of use or check at ice point.
Kiém tra so v&i chun ddu & nhiét do su
dung. Kiém tra tai diém bang néu khong
e : 6 chuén dau.
A r nhl " k 92
; g con,g tac,. 1 et. il 05 06 Check against a reference device at the
tinh/ Working, liquid-in-glass
femperature of use.
Check at ice point if the facility does not
have a reference device.
Chuén diu, nhiét ké thiy tinh/ Trusde kni ST |t tra tai diém bang
i 10 dung/ Before
Reference liquid-in-glass e Check at ice point
Chuan d4u-Hg théng chi thi
nhiét dj, c6 hodc khong c6 dau
do nhiét, dang cAm tay, dé ban, . ) Kiém tra tai diém bang
tw ghi, mot hoac nhiéu kénh. Check at ice point
Reference-hand-held, bench
type and temperature loggers
i¢u chuin phai thyc hién 1 lan/nim
éu khéng ¢6 chuin dau.
Calibrate every 12 months if the facility
does not have a reference device.
Kiém tra so v&i chudn & nhiét do sir dung,
Cong tac- HE thong chi thi Trudng hop st dung nhiéu hon mot diém|
nhiét do, c6 hodc khong c6 diu nhiét thi chon diém yéu cau khit khe nhét.
do nhit, dang cAm tay, dé ban, Kiém tra diém bang néu khong c6 chuin
t ghi, mot hodic nhidu kénh. 2 6 dau (dang tu ghi khong sir dung mét nhiét
A . . N s R i oaif
Reference-hand-held, bench ke ty ghi khac cung loai dé ki€m tra).
type and temperature loggers Check angainst a reference device at thej
tempurature of use. If used at more than|
one temperature, choose the most critical
fempurature. Check at ice point if the
facility does not have a reference devic
(for data loggers the reference device ca
not be another data logger of the sam
Ngay ban hénh/ Date: 01/9/2023 Ldn ban hanh/ Reversion: 03 17/33
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VACI.SR.7.1.07

pe)

Héng ngoai

1
Infra-red i

Kiém tra tai diém bang
Check at ice point

06

THIET BI CAN KIEM SOAT NHIET DQ/TEMPURATURE CONTROLLED ENCLOSURES

Ban dau

Initial

ILO NUNG/
FURNACES

Kiém tra nhiét d6 voi ddu do nhiét thich
hop.

Monitor temperature with appropriate
sensor

Kiém tra d¢ 1ap lai, chénh lech nhiét d¢
" gilta cac khu vyc trong tu.
Check temperature variation within the

working zone

TU MOI TRUONG/

ENVIRONMENTAL
CONDITIONING
CHAMBERS

IEC 60068-1, IEC 60068-2-38, IEC

Khi str dung 160068-2-39. Kiém tra lai diém nhiét sir
Onuse dung.

Check at working temperature.

Ban dau

Initial

TU SAY/
DRYING

Kiém tra nhiét d¢ v6i du do nhiét thich
Khi str dung |hop.

Onuse  |Monitor temperature with appropriate
sensor

Kiém tra d6 1ap lai, chénh léch nhiét do
kL gilta cac khu vyc trong tu.
Check temperature variation within the

working zone

TU U BOD 01

Kiém tra nhiét d¢ lic bat dau, nhiét do
toi da va tdi thidu cia tu phai duge kiém
o4t trong qua trinh thir nghiém.

Khi sir dung

‘heck the temperature at the start of the
On use P f

est. The maximum and minimum
emperature of the laden chamber must
e monitored for the test period.

TU LANH/
REFRIGERATORS

hi nhiét @ t0 lanh can kiém soét thi
Hang ngay/ thyc hién kiém soét nhiét do quy dinh
Daily ang nhiét ké (du do nhiét do hodc nhiét
K » .
¢ thuy tinh)

Ngay ban hanh/ Date: 01/9/2023
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Supplimentary requirements for accreditation of chemical testing Labs

VACILSR.7.1.07

When the refrigerator temperature needs
fo be controlled, control the specified

femperature ~ with a  thermometer
(temperature probe or glass|
thermometer).

TU PONG
FREEZER

Hang ngay/
Daily

Khi nhiét do ti dong can duoc kiém soat
thi thyc hién kiém soét nhiét do quy dinh
bang nhiét ké (dau do hodc nhiét ké thuy
tinh)

Where critical, the temperature of the
working space must be monitored by an
appropriate temperature sensor through
out use.

TU SAY CHAN KHONG
VACCUM OVEN

01

Khi str dung
One use

Kiém soét nhiét d bing dau do thich hop
tai diém sir dung.

Monitor temperature with appropriate
sensor

12

Kiém tra do lap lai, chénh 1éch nhiét do
V4 4p sudt giita cac khu virc trong ti.
Check temperature variation and pressure|
in the working space.

TU AM, BE PIEU NHIET,
NOI HAP/

INCUBATOR,
AUTOCLAVES, WATER
BATHS

Ban déu hodc
sau khi stra
chira/
Initial or after
repair

Khi sir dung

on use

Kiém soét nhiét d bang dau do thich hop
tai diém sir dung.

Monitor temperature with appropriate
sensor

Truong hop nhiét 46 anh hudng déng ké
t&i két qua thir can c6 hé théng kiém soat
nhiét d6 lién tuc.

Use of a continuous temperrature

monitoring system is recommended where
temperature control is critical.

12

Kiém tra do 13p lai, chénh 1éch nhiét do
gilta cac khu vyc trong tu.

Check tempurature variation within the
working zone.
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Supplimentary requirements for accreditation of chemical testing Labs

VACILSR.7.1.07

01

Hang ngay,
khi str dung/
Daily, on use

Kiém soat nhiét d6 bang dau do thich hop
tai diém sir dung.

Monitor temperature with appropriate]
sensor

Trudng hop nhiét do anh huéng déng ké
tGi két qua thir cdn c6 hé théng kiém soét
nhiét d§ lién tuc.

Use of a continuous temperrature

monitoring system is recommended where|
temperature control is critical.

NHOT KE/ VISCOMETERS

Ong Xi phong (6ng hinh chix

A
Ban dau, sau

Str dung nhét chudn ASTM 2162

U) U tube 4612 Yeqinst reference oils
Initial then 12
Chuan Sir dung nhét dam bao chit lugng so voi
A o z A
Reference A chuan hogc sir dung nhét chuan ASTM
Bandau2 | 62/Dads; 1P 71
Liy P
At e Using quality oils against reference tubes
or using reference oils.
Céc loai khac
Other
Ban déu ) .
Initial Str dung nhét chuan
Againts reference oils.
Brookfield 24
1 Sir dung nhét dam béao chét lugng (vi duy:
clia nha san xuat).
\gainst quality (i.e.manufacturer’s) oils.
Ban dau  [Sir dung nhét chuén
Ferranti Initial Againts reference oils.
3
Ban ddu  [Str dung nhét chudn
Zahn Initial  |Againts reference oils
12

NHIET KE PO KHONG TIEP XUC/ PYROMETER

Chuan diu 03 BS 1041 phan 5. Hiéu chuin béi co quan
Reference c6 tham quyén.
Calibration by an approved testing
authority
Dién tir 01

Ngay ban hanh/ Date: 01/9/2023
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Supplimentary requirements for accreditation of chemical testing Labs

VACLSR.7.1.07

[Electronic
Cong tac . Kiém tra bing chun dau
Working Check against reference pyrometer
TY TRONG KE/ HYDROMETERS
Chuan/Reference 05
Loai thuy tinh-Cong tac Kiém tra so v&i ty trong ké chudn ho#c
Working —glass chuén bi méi dung dich da biét ty trong
12 ASTM-E126
Check against reference hydrometer or in
newly prepared solutions of known density
Loai kim loai - Cong tac 06 [SO 649.1,.2, ISO 650
Working — metal Khi sir dung Kiém tra dd truot cua thudce
Onuse  (Check that scale has not slipped
Ban dau, khi
nhiét o thir
nghiém thay
dbi hoic sau
khi lau
ASTM D 4052 or ASTM D5002
cell Initial and|
whenever test
, Iz t .
THIET B] TY TRONG/ e:;i Z":Z':r”
DENSITY METERS v
cell cleaned
Sir dung vat ligu tinh khiét da biét ty
Hang ngay [frong va on dinh
Daily With pure substance of known density
and stability
Hang tudn |[Khéng khi hodc nuéc cat 2 1an
Weekly  Wir and double-distilled water
AM KE/ HYGROMETER
Am ké Assmann & sling 10
fspmann & sling So sénh véi clip nhiét dién tai nhiét d6
psychrometers s dle £ i
- phong va&i bac kho
Compare thermometers at room
femperature with wick dry.
Nhiét 4m ké ty ghi (dang téc) 01
Thermohygrographs (hair) Kiém tra v6i 4m ké da duoc hiéu chuin
Hang tudn [thich hop
Weekly  (Check against a calibrated psychrometer,

if appropriate type

Ngay ban hanh/ Date: 01/9/2023
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Yéu cau bé sung cong nhdn cdc PTN linh vuc Héa
Supplimentary requirements for accreditation of chemical testing Labs

VACLSR.7.1.07

Nhiét-am ké loai dién tir va chi
thi kim

Electronic and analog
thermohygrometer

01

KHIi AP KE/ BAROMETER

Fortin

ban diu
Initial then

iém tra tai 1 diém

60

One point check with transfer instrumen

lAneroid

01

AP KE/ MANOMETER

Chuén, chuin cong téc (dung
dich thuy ngén)

Reference and Working, liquid
(Mercury based)

10

36

Kiém tra do sach cuia dau
Check the cleanliness of the fluid

Chuén, chuin cong tac (dung
dich khac)

Reference and Working, liquid
(other than Mercury)

03

18

Kiém tra d6 sach cua diu
Check the cleanliness of the fluid

Dién tir

Electronic

01

THIET BI PO AP SUAT/ PRESSURE EQUIPMENT

Céc ap ké kiém tra dé hiéu
chuén ap ké cong nghiép

Test gauges used for
calibration of industrial gauses

01

Cac ap ké cong nghiép khéng
phu thudc tai trong va dap
Industrial gauges not subject to
shock loading

01

Cac 4p ké cong nghiép phu
thudc tai trong va dép
Industrial gauges subject to
shock loading

06 thang
06 months

Cac bd chuyén doi ap suét
Pressure transducers

01

Cac bd hiéu chudn

Calibrators

01

MAY LY TAM
CENTRIFUGES

02

iém tra

Truong hop khi sir dung c6 yéu cau k|
01 thuat vé téc d9 Sir dung may do téc do dé

Ngay ban hanh/ Date: 01/9/2023
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VACILSR.7.1.07

Tachometer (mechanical stroboscope on
Vight cell type, or by other approved

ymeans) where operating speed is|
specified.
THUGC DAY, THUGC/ TAPE MEASURES, RULES
THUGC CAP/ CALLIPERS 02
Thudc day Ban déu BS 4035
Tape measures Initial
Kiém tra chiéu dai t6i da, phy thudc vao
24 d@én/to 60 [yéu ciu sir dung va do chinh x4ac
Check at maximum length
Thude thép/ Ban du BS 4372
Steel rules Initial

CAC THIET BI PO PIEN/ ELECTRICAL INSTRUMENT

Ddng hd van nang chi thj s&

So sanh véi cac ddng hd ¢6 dai do thong

L : 01 06 thuong
Digital multimeters
Compare with meters of similar resolution
Ddng hd d 4 So sanh véi cac ddng hd c6 dai do thong
ong ho do van ndng dang 02 06 thuong
Analog Analog meters
Compare with meters of similar resolution|
Kiém tra diém 0 va diém cuc dai
Data loggers 01 01
Check at zero and the maximum point
PO LUU LUQNG / FLOWMETERS
Luu lugng ké kiéu phao (chudn
déu)/
Téc 6 cao > 1 L/phit ASTM D 3195 Dong hd lwu lugng kiéu
4 b6 a ph¢
Téc do cham < 1 L/phit 24 T X pbl°“g
b
Reltamatets (Refetence)/ Soap bubble flow meter or any type of
reference flowmeter
High flow > 1 L/min
Low flow < I L/min
, M3i lan sir
Luru lugng ké kiéu phao (chuén i Ddng hd luu lugng kiéu béng xa phong
cong tac) Soap bubble flow meter or any type of
! Each time on
Rotameters (Working) L reference flowmeter.
u
BS 1042 phén 1 hiéu chudn béi co quan cd
Luu lugng ké kiéu éng ban dau thdm quyén
Orifice plates Initial Calibration by an approved festing

authority.
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06

Kiém tra bang ngoai quan xem c6 bi nirt,
mong di, bin.
Visual inspection for damage, wear on
contamination

Déng hd luu luong
[Electronic soap film —like

1 + 3 thang
néu két qua
trong pham vi
* 3 % va thoi
han c6 thé dén
6 thang
Monthly for 3
months then, if|
measurements
are within
+3% of the
expected
result, the
interval can be
lengthened to
6 months.

Theo ddng hd luu lugng chuin thir & cac
dai sir dung

Against primary flow meter over the
range of use (including high flow rates
where used).

VI KE
MICROMETERS

05

01

Kiém tra diém 0 va 1 diém trong dai do
thuong dung
Check zero and one point against gauge
block. Inspect anvils.

MY PO KHUC XA
REFRACTOMETERS

06

Kiém tra bing bromonaphthalene hod
chat chun khac da biét truéc cac chi sb
khtc xa
Check against bromonaphthalene or otheH
reference compound of known refractive
index.

Khi sir dung
Each time on
use

Kiém tra bing nudc cat

Check by distil water

SANG/
SIEVES

Ban du Initial

Compliance certificate to AS 1152, BS
410, ISO 3310.

12

Phu thugc vao yéu cAu vé d6 chinh x4c, tan
suat kiém tra it hay nhiéu c6 thé phu thudc
vao cac bd chudn hodc céc vat liéu chuin
phu hop.
Depending on the accuracy required,

more or less frequent checks may be

Ngay ban hank/ Date: 01/9/2023

Ladn ban hamh/ Reversion: 03
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required against a reference set or da
suitable reference material.,

Khi str dyng
Each time on

Kiém tra ngoai quan vét mai mon va lién
ket
Visual check for wear and binding.

A\Y PO PIEN THE/ POTENTIOMETERS

Chuén daw/

Reference

05

BS 1041 phan 5. Hi¢u chuin bdi co quan
c6 thdm quyén

Calibration by an approved testing]
authority

Chuén cdng tac/
Working

Kiém tra bing chuén dau
Check by the first standard

DPONG HO PO THOI GIAN
TIMING DEVICES

Kiém tra so véi dong hd truyén thoi giar|
cua Vién do luong Qubc gia, gior phdi hop
qudc té qua internet.

Test accurally against a standard time o)
National metrology institute (NMI) or UT|

CAC THIET Bl HOA LY:
[UV-VIS, MAY PQC ELISA,
AAS, GC, HPLC, ICP/
PHYCIOCHEMISTRY
EQUIPMENT: UV-VIS,
ELISA, AAS, GC, HPLC,
ICP....

Ban dAu Initiglcta nha san xuét thiét bi, phuwong phép thir.

Kiém tra xdc nhan ban d4u bing mdu
chudn dugc chimg nhan (Certified
Reference Material - CRM) hoic chét
chudn RM c6 thé tham khao theo qui dinh

Verification/ check system by Certified
Reference Material or RM against test
method or equipment manufacturer
requirements

dinh k¥ (theo

thir, nha san

(against test
method,
equipment
manufacturer)

qui dinh  [thé tham khao theo qui dinh cta nha san
phuong phap xudt thiét bj, phuong phap thir.

xuét thiét bi) |system by CRM, RM against test method
periodic  or equipment manufacturer requirements

Kiém tra x4c nhan b?mg CRM hodc RM cé

Verification/ check system/ maintanian

thir, nha san
xuét thiét bj)

Each time on

Truée khi sir [Theo qui dinh ctia nha san xuét thiét b

dung va/hodc phuong phap thir.
(theo qui dinh Against test method or equipment
phuong phdp imanufacturer requirements

Ngay ban hamh/ Date: 01/9/2023
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use (against
test method,
equipment
manufacturer)

3. Noi dung va phuo’ng phap klem tra,
hi¢u chuén m{t so thiét bi cu thé

3. Content and checking methods,
calibration of some specific equipments

Cac hang muc cu thé ciia mot sd thiét bi
dugc ki€t ké & dudi ddy cung véi hudng

dan dé hiéu chuin ndi bd, vin hanh va bao
dudng.

Specific items of some equipment are listed
below along with instructions for internal
calibration, operation and maintenance.

3.1 Nhiét lvgng ké

3.1 Calorimeters

Xac dinh duong lugng nuéc bing axit
benzoic theo chu ky 6 thang.

Determine  water equivalents using
certified benzoic acid at six monthly
intervals.

3.2 Thiét bi do @9 din

3.2 Conductivity meters

Po d6 dan tai mdt diém kiém tra dang sur
dung va kiém tra toan bo thang chia mdi
ndm. Theo ASTM D 1125 hogc theo huéng
dan sir dung clia nha san xuét.

Conduct a one-point check on use and
check the complete scale each year.
Reference to ASTM DI1125 or
manufacturer guidelines.

3.3 Thiét bi do lu'qng oxi hoa tan

3.3 Dissolved oxygen meters

Do d¢ dan tai diém 0 va mot diém dang su
dung bang mot trong cac phuong phap sau:

- Kiém tra v4i nude bao hoa
- Ki€m tra v&i khi bdo hoa hoi nudc
- Kieém tra vdi chuan do Winkler

Kiém tra diém 0 c6 thé thyc hién bing cach
do DO cua dung dich chun bj sin bing
cach cén 1g sunphit natri va mgt chit tinh
thé clorit coban trong 1 lit nu6e. Thyc hién
do dé hi¢u chuan s6 doc DO va phai dam

On use, conduct a zero check and a one-
point check by one of the following check
procedures:

- Check against water saturated air;

- Check against oxygen saturated water

- Check against the value obtained by the
Winkler titration.

A zero check can be carried out by
measuring the dissolved oxygen (DO) for a
prepared solution containing 1g sodium
sulfite and a few crystals of cobalt chloride
in 1 L of water. If the meter is properly

bao khong 16n hon 0,2 mg/L. calibrated the DO reading should be less
than 0,2 mg/L.
3.4 Thiét bj do pH 3.4 pH Meters

Kiém tra truéc mdi lan do dung it nhét 2
dung dich dém chuin ing v6i pH tuong
ung v6i khoang pH ctia mau thir nghiém. 6
théng 1 lan kiém tra & 3 dém chuin. Hd so
thé hién viéc kiém tra cin duoc Ivu. Tham
khao tai li¢u APHA 4500-H va BS 1647.
Dién cuc ciing phai dugc kiém tra it nhat 1a
hang tudn, hodc tin sudt 16n hon. Tham
khao theo huéng dan sir dung ciia nha san
xuét.

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.
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References to recommended by the
instrument manufacturer.

3.5 Thiet bj do dg dyc

3.5 Turbidimeters

bo do dan tai mot diém tuong ng voi do
dyc ctia mau thtr, va hiéu chuén day di mbi
ndm. Theo APHA 2130B. (chat chudn cé
thé mua hod@c PTN tu tao. Kiém tra lai chét
chuin cia nha cung cép hang nam bing
chuin formazin)

Conduct a one-point check appropriate to
the anticipated turbidity of the sample
being measured, and a complete calibration
each year. Refer APHA 2130B. (Reference
standards may be purchased or made up in
the laboratory. Check manufacturer
supplied standards annually against
formazin standards.)

3.6 Thiét bi phan tlch tw dqng

3.6 Autoanalysers

Toan bd hé thong can dugc kiém tra/hiéu
chuan (tham khao huéng dan cta nha san
xuat) mdi lan sir dung va kém theo vige
kiém soat chat luong bang chat chuén, hi¢u
chuén duong nén va mau trang Cén c6 ké
hoach lam mau 13p va kiém tra do thu hdi
bing miu thém. . Trong trudong hop phén
tich mot chudi miu, phai 4p dung bi¢n phéap
thich hqp bao dam thiét bi van hanh t6t
trong suot thoi gian phén tich mau

Thu tuc kiém soat chét lugng can kiém tra
dugc tinh hiéu qua cia bit ky phéan ung
trong qua trinh thtr nghiém vi du cot khir
cadmium st dung cho phan tich nitrate.
No6i chung céc thiét bi pha1 duqc bao tri
theo quy dinh clia nha san xuit. Néu c6 yéu
cau kiém soat nhiét do (vi du bé diéu nhiét)
phai dugc theo doi bang thiét bj da hiéu
chuan (nhiét ké hoic cap nhit dién cong
tac). Cac by phan cua thiét bj cdn dugc
kiém tra dinh ky va chi ra cich kiém soét
chit luong khi ¢6 van dé khong phu hop.

The total system must be checked/
calibrated on use (ref recommended by the
instrument manufacturer) and monitored
during each run with quality control
measures such as reference materials,
calibration/drift checks and blanks. The
scheduled use of duplicates and recovery
checks by spiked samples is also
recommended when a bath of sample being
measured to ensure status of equipment.
Quality control procedures need to verify
the efficiency of any chemical reactions
which are part of the method (eg. cadmium
reduction column used for nitrate analysis).
In general, the equipment must be
maintained in accordance with
manufacturer’s specifications.
Temperature controlled enclosures (such as
water baths) must be monitored with
calibrated equipment (working
thermometers or thermocouples).
Individual components should be checked
routinely and whenever quality control
measures indicate a problem.

3.7 Thlet bi do pho

3.7 Spectrophotometers

Pa s6 cic phép phan tich dinh lugng trong
PTN hoa c6 sir dung thiét b do quang pho
hodc so mau. Do d6 PTN cén thuc hi¢n
thuong xuyén va ghi nhan ho so vé kiém tra
va hiéu chuin cho cac thiét bi quang phé tur
dong hodc so mau. Puong cong hiéu chuan
c6 thé sir dung trong mot khoang thoi gian
nhung phai dugc klem 504t bang mau tring
va mau chuin cho médi lan thu nghi¢ém va
phai dugc thiét 1ap lai mot thang mot lan.

A great number of the quantitative analyses
performed in a chemical testing facility
involve some form of spectrophotometric
or colorimetric measurement. It is essential
that a facility carry out regular, recorded

calibration checks on all
spectrophotometers or automated devices
employing spectrophotometers or

colorimeters. The calibration curve may be
use for a period time but shall be use blank
and QC samples for each measured. A new
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Thict bi phai dugc kiem tra/hi¢u chudn dinh
ky va phai bao gom ca viéc kiém tra sy
chmh Xac cua budc song, do hap thu, tinh
tuyén tinh, d¢ 13p 13, do phén giai, 4nh sdng
phan tan, tinh trang dén va phu hop té bao
quang dién. Viéc kiém tra/hiéu chuén phai
thyc hién pha hop véi “huéng dén cta nha
san xuét va/hoic céc sb lidu, tai liéu liét ké
trong khoang phu hop véi céc thu tuc thir
nghiém va diéu kién moi truong st dung
thiét bi (nhung it nhét ba thang mat lan)
Tét ca thiét b phai dugce klem tra bang céc
chat chuén pha hop. Miu tréng va it nhét 2
diém trén dudng cong hi¢u chudn ciing phai
duoc kiém tra. Viéc hiéu chuén nay pha1
gilp theo doi dugc tinh trang cla h¢ théng
thiét bi qua céc 1in kiém tra dé phat hi¢n
bét ky sy khac bi¢t nao cuia hé thong.

Mot s6 phuong phap phan tich sir dung cac
thiét bi duoi day co dé cap cach kiém tra va
str dung thiét bi gdm co:

a)  Tir ngoai/ kha kién:

ASTM E131: Thuat ngit lién quan dén
phép ghi quang phd phén ti.

ASTM E169: Thyc hanh k¥ thuat chung vé
phan tich dinh lugng bing quang phd tir
ngoai

ASTM E275: Thyc hanh mo ta va do bang
quang pho ké tir ngoai, kha kién va hdng
ngoai gan

ASTM E925: Thyc hanh hiéu chuén theo
dinh ky quang phd ké c6 dai phd dai hep
khéng 16n hon 2nm.

ASTM E958: Thuc hanh do dai rong quang
phé clia quang phd ké tir ngoai - kha kién

b) Hong ngoai

ASTM E168: Thyc hanh k¥ thuat chung vé
phén tich dinh lugng bing quang phd hong
ngoai

ASTM E932: Thyc hanh mo6 ta va do bing
quang phd ké hong ngoai tan xa.

calibration curve must be prepared at least
every month.

Equipment shall be checked/calibrated
frequency and shall include checks on
wavelength accuracy, absorbance,
linearity, stray light and matching of cells.
These checks/calibrations must be carried
out in accordance with the manufacturer’s
instructions and/or the codes of practice
listed below at intervals appropriate to the

test procedures and the physical
environment within which the
instrumentation is used (but at least every
three months).

All instruments must be checked on use
against appropriate reference materials. A
blank and at least two points on the
calibration curve must also be checked.
These calibrations should be compared
over time to detect any system
deterioration.

Relevant standards for the checking and
use of spectrophotometers include:

a) Ultraviolet/ Visible:

ASTM EI31: Standard terminology
relating to molecular spectroscopy.

ASTM EI169: Standard practices for
general techniques of ultraviolet-visible
quantitative analysis.

ASTM E275: Standard practices for
describing and measuring performance of
ultraviolet and visible spectrophotometers.
ASTM E925: Standard practice for
monitoring the calibration of ultraviolet -
visible spectrophotometers whose spectral
slit width does not exceed 2nm.

ASTM [E958: Standard practice for
measuring practical spectral band-width of
ultraviolet-visible spectrophotometers.

b) Infrated:

ASTM EI168: Standard practices for
general techniques of infrared quantitative
analysis.

ASTM E932: Standard practice for
describing and measuring performance of
dispersive infrared spectrophotometers.

3.8 Thiét bi quan phé

3.8 Spectrometers
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Dic tinh thiét b phai dugc kiém soat khi st
dung bang cac chit chudn. Pd thj hi¢u
chuan phai dugc chuan bi st dung méu
tréng va bing it nhét tir 03 dén 05 dung dich
chuén bao pht dugc khodng ndng do c6 thé
c0 trong mau phén tich.

Kiém tra dudng tuyen tinh phai dugc thye
hién. Tuy nhién dé c6 ham tuyen tinh cén
chuin bi 1 diém tréng va 5 diém ndng do
dung dich chuan Déi voi hip thu nguyén
tr, dudong tuyén tinh phai dugc dyng dwa
trén tin hiéu do (do hap thu). Cac bd phéan
clia thiét bj va thiét bi phu trg phai dugc bao
dudng va kiém tra dinh ky theo céc thu tuc
da du'orc vin ban hoa dé dam bao dic tinh
thiét bi quang hoc (diéu ndy c6 thé thyuc
hi¢n béi céc ky thuét vién bén ngoai). Cac
tiéu chuin lién quan dé kiém tra va sir dung
quang phd ké bao gdm:

a) Hip thu nguyén ti

ASTME 1184 Thuc hanh phan tich hép thy
nguyén tir 10 graphit

APHA 3111 Phan tich kim loai bidng quang
phd hép thy nguyén tir ngon lira

APHA 3112 Phan tich kim loai bing quang
phd hip thu nguyén tr bay hoi lanh.

APHA 3113 Phan tich kim loai bing quang
phd hip thu nguyén tir nhiét dién.

APHA 3114 Phan tich asen va selen bang
quang phd hép thu nguyén tir/phét sinh
hydrua.

b) Phat xa nguyén tir va huynh
quang tia X

AS 2563 Budc séng phan tan quang phd
huynh quang tia X —Xac dinh d6 chum.

AS 2883 Phan tich kim loai — phuong phap
thiét 1ap, hiéu chuin va chudn hoa phét xa
nguyén tir sir dung hd quang/tia Itra dién.
ASTM E135 Thuat ngir lién quan dén hoa
phén tich kim loai, quing va vt liéu lién
quan,

Instrument performance must be routinely
monitored during use with reference
materials. Calibration graphs must be
prepared using a blank and three to five
solutions of standards covering the
expected concentration range of analyte in
the sample.

This may be adequate for a linear graph;
however, for a polynomial fit the graph
should be prepared with a blank plus five
solutions of standards. For atomic
absorption, linearity checks must be done
in the absorbance mode. Spectrometer
components and supporting equipment
must also be adequately maintained and
checked periodically in accordance with
documented procedures to ensure optimal
instrument performance. (This may need to
be done by external technicians.) Relevant
standards for the checking and use of
spectrometers include:

a) Atomic absorption:

ASTM E 1184 Standard practice for
electrothermal (graphite furnace) atomic
absorption analysis.

APHA 3111 Metals by flame atomic
absorption spectrometry.

APHA 3112 Metals by cold-vapour atomic
absorption spectrometry.

APHA 3113 Metals by electrothermal
atomic absorption spectrometry.

APHA 3114 Analysis of arsenic and
selenium by atomic absorption / hydride
generation

b) Atomic emission and x-ray
fluorescence

AS 2563 Wavelength dispersive X-ray
fluorescence spectrometers -

Determination of precision

AS 2883 Analysis of metals - Procedures
for the setting up, calibration and
standardization of atomic emission
spectrometers using arc/spark discharge.
ASTM E135 Standard terminology relating
to analytical chemistry for metals, ores and
related materials.

c) Plasma lién hgp cam dng c) Inductively coupled plasma
(ICP):
Ngay ban hanh/ Date: 01/9/2023 Ldn ban hanh/ Reversion: 03 29/33
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APHA 3120: Phan tich kim loai bang
quang phé phat xa plasma

d)  Cong hwéng tir hat nhan

ASTM E386: Thyc hanh trinh bay dir liéu
lién quan dén quang phd cOng hudng tir hat
nhan phan giai cao

APHA 3120: Metals by plasma emission
spectroscopy.

d)  Inductively coupled plasma:
ASTM E386: Standard practice for data
presentation relating to high resolution
NMR spectroscopy.

3.9 Sic ky

3.9 Chromatography

a) Sic ky khi

a) Gas chromatography (GC)

Céc thong s0 dic trung cua thiét bj phai
dugc kiém tra/hiéu chuén dinh ky bang cac
chit chudn. C4c thanh phan ctia hé théng
(may tich phén, ‘nhiét dj 16 cot, chuong
trinh nhiét d9, téc do dong khi, detector)
cing phai dugc kiém tra theo chu k¥, va céc
hd so kiém tra phai dugc luu glu

Instrument performance must be routinely
monitored during use with reference
materials. System components (eg.
integrators, ovens, electronic amplifiers
and detectors) must also be checked
periodically, and records kept.

b)  Sic ky léng, bao gon’l sic ky l6ng
hi¢u niing cao (HPLC) va sic ky ion

b) Liquid chromatography including
high performance (or high pressure)
liquid chromatography (HPLC) and ion
chromatography:

Toan bo h¢ thong phai dugc kiém tra/hiéu
chuin bang céc chuén chinh. Sy giam kha
nang phat hién c6 thé dugc phat hién bing
viéc so sanh cac két qua theo thoi gian khi
thu bang chit chuin. Cac thanh phén cua
hé théng phai dugc kiém tra dinh ky va nbi
dung dugc luu gitt ho so kiém tra.

Céc tiéu chuén lién quan dén viéc kiém tra
va st dung thiét bi sic ky gbm:

ASTM D1945: Céac Phuong phép phan tich
khi tir nhién béng séc ky khi.

ASTM D4626: Thuc hanh tinh toan cac hé
s6 dap (mg trong séc ky khi.

ASTM E260: Thuc hanh sic ky khi cot
nhi.

ASTM E355: Thyc hanh céc hang myc clia
sic ky khi va nhitng vin dé lién quan.
ASTM E516: Thyc hanh kiém tra detector
dan nhiét dung trong séic ky khi.

ASTM E594: Thuc hanh kiérq tra detector
ion héa ngon Itra dung trong sic ky khi.

ASTM E682: Thyc hanh céc hang myc cta
sic ky 1ong va nhimg van dé lién quan.

The total system must be monitored during
use with reference standards. Loss of
efficiency may be detected by
chronological comparison of reference
material measurements. System
components (eg. pumping system and
detectors) must be subject to periodic
checks and details must be recorded.
Relevant standards for the checking and
use of chromatographic instrumentation
include:

ASTM D1945: Test methods for analysis
of natural gas by gas chromatography.
ASTM D4626: Standard practice for
calculation of GC response factors.

ASTM E260: Standard practice for packed
column gas chromatography

ASTM E355Standard practice for gas
chromatography terms and relationships.
ASTM ES16: Standard practice for testing
thermal conductivity detectors used in gas
chromatography.

ASTM E594: Standard practice for testing
flame ionization detectors used in gas or
supercritical fluid chromatography.

ASTM E682: Standard practice for liquid
chromatography terms and relationships.
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ASTM E685: Thuc hanh thu nghiém
detector UV/VIS budc séng ¢d dinh dung
trong sic ky long.

ASTM E697: Thyc hanh st dung cong két
dién tr ECD trong séc ky khi.

ASTM E840: Thyc hanh sir dung detector
tric quang ngon lira FPD trong sac ky khi.

ASTM E1151: ‘Thyc hanh céc loai sic ky
ion va nhiing van dé lién quan.
ISO 10301: Chét luwong nuéc - Xac dinh

céc hydrocacbon halogen dé bay hoi bing
sac ky khi.

BS 5443: Khuyén cdo vé mot so dd tiéu
chuin cho cac phuong phép phén tich hoa

ASTM E68S: Practice for
fixedwavelength photometric
used in liquid chromatography.
ASTM E697: Standard practice for use of
electron-capture  detectors in  gas
chromatography.

ASTM E840: Standard practice for using
flame photometric detectors in gas
chromatography.

ASTM E1151: Standard practice for ion
chromatography terms and relationships.
ISO 10301: Water quality — Determination

testing
detectors

of highly volatile halogenated
hydrocarbons - gas Chromatographic
methods.

BS 5443: Recommendations for a standard
layout for methods of chemical analysis by

hoc bang séc ki khi. gas chromatography
3.10 Phéin tich kich thwée hat 3.10 Particle size analysis
Dic tinh thit bi phai dugc kiém soét dinh | Instrument  performance should be

ky khi str dung véi céc chit chuén.

ASTM F660: Thuc hanh so sanh kich
thuéc hat trong viée sir dung céc loai may
dém hat khéc nhau.

routinely monitored, during use, with
reference materials

ASTM F660: Standard practice for
comparing particle size in the use of
alternative types of particle counters.
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| i i PHULUC?2
HUONG DAN XAC NHAN GIA TR]I SU DUNG PHUONG PHAP
ANNEX 2
PERFORMANCE CHARACTERISTICS INCLUDED IN A VALIDATION
STUDY
1. Cic thong s6 xac nhin gia tri sir dung phwong phap/ Parameters for method
validation
LB Pinh tinh Dinh lwgng/
TPTIRTE Panmetons Qualitative Qualitative
D¢ ding/ Trueness 1 +
D0 nhay/ Sensitivity + +*)
D¢ chon loc/Selectibility + +*
D¢ 1ap lai/ Repeatability - +
D4 tai lap/ Reproducibility - +
Giédi han phat hién/LOD +® +®*
Giéi han dinh lugng/LOQ - +®*
D6 tuyén tinh/ Linearity - +®*
Khoang lam viéc/ Working range - +®*
Do khong dam bao do/ | 4
Uncertainty
Cha thich/Note:

+ : Cén xac dinh/ Need to detemine

- : Khong can xac dinh/ No need to detemine
+®:  Tuy timg truong hop cu thé c6 thé can phai x4c dinh/ Depending on specific case

2. Quy dinh nén miu can thue
hi¢n xdc nhén gia tri sir dung phwong
phap

2. Requiments for sample matrix
should be validated using the method

Déi véi thue pham, thuc pham cong thirc
xé4c nhén gié tri sir dung trén it nhét 5 nén
mau dai dién cho ban chét cia mau thuc
phdm (giau: Protein, béo, hydratcacbon,
X0, nrdc).

For food, formula food the laboratory
shall validate method at least in 5 matrix
representatives for nature of food (high:
protein, oil, carbohydrate, fibre, water).

Thuc phém bao vé strc khoe bao ché duédi
dang thube x4c nhan gia tri sur dung trén
cac dang bao ché: Dang bao ché rin, 1ong,
than dau/ua dau, cdm....

For health supplement shall validate
method for all kind of matrix: solid
preparation/ semi-solid preparation,
hydrophilic, lipophilic...
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Thic an chén nudi, thirc dn thuy sén xéc
nhdn gid trj st dung trén it nhat 2 loai san
him

Animal feed, Aquaculture feed shall
validate method for at least 2 kinds of
products

Nguyén li¢u thirc an chin nuéi, thire dn
thuy sén,xéc nhén gié tri sir dyung trén it
nhat 5 doi twong dai dién (giau: Protein,
béo, hydratcacbon, xo, nudc)

Material for animal feed, aquaculture
feed shall validate method for at least 5
kinds of materials (high: protein, oil,
carbohydrate, fibre, water).

Nong san thuc’ hién xdc nhén gié tri sir
dung trén it nhat 3 nén dai dién

Agriculture products shall validate
method for at least 3 kinds of products

Thuy san va san pham thuy san xac nhén
gia tri sir dung trén trén it nhat 3 nén mau
dai dién

Fisheries and fisheries products shall
validate method for at least 3 kinds

Chét thai rin x4c nhén gié tri str dung trén
it nhat 5 nén mau

Solid dust shall validate method for at
least 5 kinds

Bao bi, dung cu tiép xtc thuc pham x4c
nhén gia tri sir dung trén it nhit 2 nén san
phém dang chira dung dugc va dang
khong chira dung dugc

Container and packaging direct contact
with foods shall validate method for at
least 2 kinds including the kind that could
contain food or could not contain food

Phyu gia thyc pham xac nhéan gi tri sir
dung trén it nhat 2 nén mau ran va long

Food additive shall validate method for at
least 2 kinds including solid and liquid

M§ pham thyc hién x4c nhan gid tri sir
dung trén it nhéat 5 nén miu theo cac dang
san phdm quy dinh trong thong tu
06/2011/TT-BYT

Cosmetic shall validate method for at
least 5 kinds follow degree 06/2011/TT-
BYT
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1. Muc dich

1.Purpose

Tai liéu nay quy dinh cac yéu cau bd sung
ciia VACI @é 1am rd hodc cu thé hoa cac
yéu cdu chung vé nang lyc cua phong thir
nghiém theo cac di€u khoan twong img ctia
Tiéu chudn TCVN ISO/IEC 17025 va vén
ban quy pham phép luat ¢6 lién quan ddi
vdi linh vye thtr nghiém dugce, ddm bao
cho vi¢c dénh gia va cong nhén phong thi
nghiém dugc chinh xac, tin cdy va khach
quan.

This document identifies additional VACI
requirements to clarify and/or specify
general laboratory energy requirements in
accordance with the requirements of
ISO/IEC 17025 and applicable legislation
related to Pharmaceutical testing
laboratory, ensuring accurate, reliable and
customer laboratory assessment and
accreditation.

2. Pham vi 4p dung

2. Scope of application

- Céc phong thir nghiém dugc déng ky
cong nhan theo chudn myc TCVN
ISO/IEC 17025.

- Cac chuyén gia danh gia cia VACIL.

- Pharmaceutical testing laboratories are
appliants for accreditation in accordance
with the standard TCVN ISO / IEC 17025

- VACI’s assessors (auditors)

r A x
3. Cac yéu ciu bo sung

3 Supplementary requirements

3.1 Yéu cau tinh khiach quan

3.1 Impartiality

Nhén vién PTN c6 trach nhi¢ém lién quan
dén hoat dong san xuét hodc ban hang,
quang céo thi phai c6 chinh sach rd rang
dé x4c dinh cach thirc ddm béo tinh khach
quan.

PTN phai luu gitr hd so thé hién xac dinh
kha ndng rui ro trong hoat dong anh huong
t6i tinh khéch quan va bang chimg giam
thiéu rui ro.

For laboratory staff who may also have
production or marketing - related
responsibilities, clear policies shall be
available to define how impartiality is
assured for their testing responsibilities.
Laboratory shall be kept record for
identify of risk to impartiality and
evidence of eliminates or minimizes such
risk.

3.2 Yéu ciu vé co ciu (diéu 5)

3.2 Structural requirements (article 5)

(1) Truong hgp PTN c6 hoat dong cung
cép dich vu thir nghiém thi phai dugc cp
gidy chimg nhén ding ky hoat dong danh
gia sy phi hop bdi co quan ¢ thAm quyén
(bd sung cho 5.1).

Chu thich:

- Dich vu kiém dinh hiéu chudn thir
nghiém phwong tién do, chudn do lwong
ding ky hoat dong theo Nghi dinh
105/2016/ND-CP;

- Dich vu ddnh gid sw phii hop (kiém dinh,
thie nghiém, chung nhdn, gidm dinh) dang
ky  hoat dong theo Nghi dinh
107/2016/ND-CP.

(1) In case the Lab. provides testing
service, it shall get a registration
certificate of calibration service granted
by the competent authority (supplement to
5.1).

Note:

- verification, calibration, testing of

measuring instruments and measurement

standrads must be registered according to
the Decree No 105/2016/NP-CP;

- conformity  assessment  services
(inspection, testing, certification,
inspection) registered to operate under
Decree 107/2016/ND-CP.
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(2) Truong hop PTN 12 mot by phén xéc
dinh ctia to chitc c6 phap nhan thi  phai the
hién rd vi tri cia PTN trong co cdu cua to
chitc va ¢6 vin ban quy dinh vé chirc ning,
nhiém vy cia PTN trong hoat dong cua tb
chuc va  quy dinh cu thé tham quyen ky,
phé chuén cac tai liéu thudc hé thdng quan
ly PTN va bao céo két qua (5.5).

(3) Trong tai li¢u hé thong quan ly phai
vién dén téi ngudi c6 thim quyén ky duoc
phé duyét, pham vi ap dung hé théng quéan
ly theo ISO/IEC 17025, pham vi cOng
nhén, dia diém PTN (thir nghiém tai dia
diém cb dinh, thir nghiém hién trudng, tai
PTN di dong...).

(2) In case the lab is an defined part of a
legal entity, it must clearly indicate the
position of the lab in the organization's
structure and have a document specifying
the functions and duties of the laboratory
in the activities of the organization and
specifying authority to sign and approve
documents of the laboratory management
system and report results. (supplement to
5.5).

(3) Management system document shall
reference to signatory authorities, area
apply ISO/IEC 17025, accredited scope,
laboratory location (permanent facilities,
onsite facilities or in mobile facilities...).

3.3 Yéu ciu vé ngudn lyc (diéu 6)

3.3 Resource requirements (article 6)

3.3.1 Nhan sy (khodn 6.2)

3.3.1 Personnel (clause 6.2)

(1) Nhéan sy quan ly hoat dong xay dung,
sira d6i, kiém tra x4c nhén va xac nhan gia
tri str dung clia phwong phap, phén tich két
qua, thuc hién xem xét va phé duyét két
qua phai c6 trinh d0 chuyén mon dai hoc
chuyén nganh lién quan dén ddi tugng thir
va k¥ thuat thir va c6 it nhat 02 nim kinh
nghiém lam viéc lién tuc trong linh vuc
thir nghiém thudc thdm quyén ky. Truong
hop bing t6t nghiép dai hoc khong phai
chuyén nganh hoa thi phai c¢6 kinh nghiém
lam viéc lién tuc trong linh vyuc thir
nghiém thudc thdm quyén ky it nhit 3 nim
(6.2.2).

(2) Nhan sy thuc hién thir nghiém véi cac
mau san phdm, héa chét c6 kha ning gy
mét an toan hodc tai dia diém c6 cac quy
dinh v& an toan phai c6 bang chung da
dugc dao tao vé an toan co6 lién quan
(6.2.2).

(3) Nhan vién thir nghiém phai c6 bing
chimg da dugc dao tao vé k§ thuat thir
nghiém, dugc danh gia cé du nang luc va
k¥ nang thyc hi¢n cac phép thir dugc giao
thuc hién. Céc nhén vién thir nghiém méi

(1) Personnel who controls for
development modification, verification
and validation of methods, analysis of
results, review and authorization of results
shall have a subject relevant to the scope
of testing concerned bachelor degree in
engineering and at least 02 years of
experience working in the chemical field
under their authority to sign. If the
university diploma is not a technical
major, it must have worked in the
chemical field under the authority to sign
for at least 3 years. (supplement to 6.2.2)

(2) Personnel performing testing with
potentially unsafe samples of products or
chemicals or at locations with safety
regulations must have evidence of
relevant safety training (6.2.2).

(3) Testing technicians must have
evidence of training about testing
techniques, and have  sufficient
qualifications and skills for performing
the tests assigned to them. Newly trained
testing technicians must be monitored and

dugc dao tao phai dugc thir viéc it nhat 12
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3 théng va sau khi giao viéc chinh thirc
phéi dugc theo dbi, giam sat vé nang luc,
ky nang thyre hién phép thit trong thoi gian
it nhat 12 thang (6.2.3).

PTN phai Iuu giit hd so vé viéc dao tao,
dénh gia va theo ddi, giam sat nang lyc d6i
V@i nhén vién thir nghiém.

supervised for their competence and skills
to perform calibration for at least 3 months
and after the official assignment, it must
be monitored and supervised their ability
and skills to perform tets for at least 12
months (6.2.3).

The laboratory must keep records of the
training, assessment, and monitoring and
supervision of the testing staff's capacity.

3.3.2 Co s& vt chit va diédu kién moi
treong (khodn 6.3)

3.3.2 Facilities and environmental
conditions (clause 6.3)

(1) PTN can kiém so&t méi truong thir
nghlem dé dam bao khoéng xay ra nhiém
ban miu va cin co bing chung kiém tra
dam bao kiém soat dugc su nhiém bén cho
cac chi tiéu thir nghiém ham luong vét/du
luong.

(2) PTN sinh hoc/vi sinh vat hay chét
phong xa phai cach biét vdi cac PTN khéc.
Riéng d6i v6i PTN vi sinh vét, h¢ théng
cap khi sach phai dam bao ding cac tiéu
chuan ki thuét quy dinh. Cac khu vue nudi
cdy va thir nghiém phai dugc kiém tra
khong khi va bé mit it nhét 1 tudn/lin néu
¢6 hoat dong thir nghiém.

(3) PTN Duogc ly phai ¢ khu chén nuéi
dong vét thir nghiém thiét ké ding véi cac
y€u cau ky thuét quy dinh.

(4) B6 tri PTN vi sinh theo nguyén tic mot
chiéu cho duong di cua mau thir. Truorng
hgp tam thoi chua dép ng nguyén tic
trén, PTN cén c6 quy dinh, thyc hién va
lru hd so chimg minh miu khéng bj
nhiém.

(5) Co nhung khu vuc dé bao quan thuéc
thir chdt chuén, phong de lvu miu, khu
vuce chita dung mdi chdy nd hoic céc duge
chat doc hai. Nhirng khu vyre nay phai biét
1ap v6i khu vuc tién hanh céac phan tich va
phdi dugc trang bi chéng mébi mot, con
trung, 6 nhiém, chiy nd... Didu kién

(D) Laboratory shall control
environmental conditions to prevent
sample contamination and shall have
evidence that laboratory have controlled
the contamination for trace element/
residue tests.

(2) Biological/ microbiological or
radioactive materials laboratory must be
isolated from other laboratories.
Particularly for microbiological
laboratories, the clean air supply system
must ensure the technical standard
regulations. The air and surfaces of
incubation and testing area shall be
monitored weekly if have testing
activities.

(3) Pharmacology laboratory must have
test animal ranch which designed

appropriately  with  the technical
requirement regulations.
(4) Construct the microbiological

laboratory according to the “no way back”
layout principle. If temporary not satisfy,
laboratory shall have requirement, action
and record to ensure samples have not
cross contamination.

(5) There are areas for storage of reference
reagents, rooms to store samples, areas for
keeping detonating combustion solvent or
hazardous substances. These areas must
be separated from the areas conducting
analysis and must be equipped with anti-
termite, insects, pollution, fire, and
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khong khi: Dy am, nhiét d¢ thich hop.

(6) Moi truong tién hanh cac thir nghlem
phédi ddm bao khong 1am sai 1éch céc két
qua hodc géy anh huéng dén do chinh xac
cua cac phép do. PTN phai dugc bao vé
tranh cac anh huong qua muc cia nhiét do,
do 4m, bui bam, tiéng dn, cac rung dong
va cac nhiéu dién tur.

(7) Viéc di lai ctia nhan vién va khu vuc
thir nghi¢m cia PTN phai duoc kidm soat
va gidi han theo dung muc dich va diéu
kién quy dinh. Phai c6 bién phép thich hop
gitr cho PTN luén sach s&, gon gang va
ngan nép

(8) PTN can tuan tha quy dinh v& xir ly
chét thai theo cac quy dinh cta phéap luét
hién hanh.

(9) PTN can luu hd so thé hién kiém soat
tlep can khu vuc thir nghiém c6 nguy co bi
nhiém chéo anh hudng t6i két qua.

(10) Péi voi khu vuc thi nghiém trén
dong vat can dugc trang bi hé thong giam
sat luu trlr hinh énh toan bo qua trinh thir
nghiém. Viéc quy dinh truy xult dir liéu
gidm sét duogc coi nhu hd so thir nghiém
(¢6 thé ghi nhan cac cong doan quan trong
hodc toan b qua trinh).

explosions... environment conditions:

moisture, proper temperature.

(6)Testing environment must not distort
the results or affect the accuracy of
measurements. The laboratory must be
protected against the excessive influence
of temperature, humidity, dust, noise,
vibrations and electromagnetic
interference.

(7) The access of staff and testing areas
must be controlled and limited according
to purpose and specific conditions. The
laboratory should be clean, neat and tidy.

(8) Laboratory must comply with any
national regulation concerning waste
disposal.

(9) Laboratory should keep a record of
access control to the testing area at risk of
cross contamination which can affect the
results.

(10) Animal testing area should be
equipped with surveillance system to store
the images of the whole testing process.
The provision of tracking surveillance
data is considered as a test record (that
may record important steps or the whole
process).

3.3.3 Thiét bi (khoan 6. 4)

3.3.3 Equipment (clause 6.4)

(1) PTN phai thé hi¢n bing vin ban tiéu
chi chdp nhan thlet bi dat dugc do chinh
xdc theo yéu ciu cua phuong phép thir.
Céc thiét bi sau hiéu chuin, bao tri, sira
chita phai dugc danh gi4 tinh trang thiét bi
trude khi dua vao sir dung. Ho so danh gia
dugc luu 1a bing chimg thuc hién.

(2) PTN ty thuc hién higu chudn néi bo,
PTN phdi dam bao c6 quy trinh hiéu chuén
ndi bo, c6 du chuin do luong dugce nbi
chuin theo quy dinh, nhan su dugc dao tao
thuc hién phép higu chuin dugc phén
cong, duy tri diéu kién thuc hién phép thir

(1) The laboratory shall document thg
acceptance criteria for the equipment td
achieve the accuracy required by the tes
method. The equipment aftet
standardization, maintenance and errot
correction must be evaluated for equipmen
status before being put into use. Records of
reviews are saved with testimonials

(2) The laboratory conducts its own interna
calibration, the laboratory must ensure tha
it has an internal calibration process, has
adequate measurement standards connected
to the specified standard, and trainec
personnel to perform the calibration. Assig]
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phu hop theo quy dinh cua phuong phap
ap dung.

Khi can thiét, VACI s& thyc hién dénh gi
do ludng va danh gia ky thuét dé dam bao
rang PTN tuén thu c4c yéu ciu tuong ung
cta ISO/IEC 17025 déi véi hoat dong hiéu
chuén,

and maintain test conditions according tq
the specification of the applied method.

When necessary, VACI will perform
metrological and technical audits to
ensure that the laboratory complies with
the respective requirements of ISO/IEC
17025 for calibration operations.

3.3.4 Héa chit, chit chuin

3.3.4 Chemicals, reference, materials

a) Hoéa chit

a) Chemicals

Cac Dugc chét, thudc thir cia PTN phai cé
thu tuc kiém soat viéc tiép nhén, kiém tra,
sir dung, bao quan va thanh ly. Dugc chat
thudc thir khi mua nén c6 CoA ciia nha sén
Xuét.

Cac chét chudn, Dugc chét, thubc thir PTN
pha can c6 ho so thé hi¢n hoat dong pha
Duoc chét. Trén mdi chai cht chuén,
Duoc chét, thudc thir cdn c6 nhan vai da
ndi dung téi thiéu nhu sau:

- Tén Dugc chét/ thube thir

- Néng do

- Ngay pha

- Ngudi pha

- Han st dung (néu co)

- Canh b4o (néu cén thiét).

Nude tinh khiét phai duoc coi la mot loai
thude thir. Nuée phai duoc kiém tra truée
khi sr dung nhim dam bao chit lugng
nude dat yéu ciu cia tidu chudn Duoc
dién, khong anh huéng dén két qua phan
tich.

Tét ca cac Dugc chét phai duoc tap trung
bdo quéan tai kho. Kho Dugc chét, thudc
thir phai dép (ng yéu clu theo tinh chit
ctia Dugc chét, thude khir.

Drugs, reagents of the laboratory must
have procedure to control the receipt,
inspection, usage, storage and disposal.
The reagent drugs shall have
manufacturer’s CoA.

The mixed standard substances, drugs,
reagents must have profile showing drug
mixing. Each bottle of standard
substances, drugs, reagents must be
labeled with the following minimum
contents:

- Name of drug/ reagents
- Concentration;

- Date of preparation;

- Person of preparation;
- Expiry date (if any);

- Warning (if necessary)

Pure water is considered as a reagent.
Water must be tested before using to
ensure the quality of water meets
requirements of the Pharmacopoeia
standards and does not affect the analysis
results.

All drugs must be stored in suitable store.
Pharmaceutical and reagent warehouses
have to meet the properties requirements
of drugs, reagents.

b) Chit chuin

b) Reference materials

Céc héa chét chuén, miu chuén phai ¢6
ngudn gdc, xut xir va chimg nhan chét
luong béi don vi du ning lyc. Khuyén
khich PTN sir dung céc chét chuin dugc
ching nhan RM, CRM cuia céc tb chire di

Standard chemicals and standard samples
must have their origin, origin and quality
certified by a qualified unit. Encourage
laboratories to use RM, CRM certified
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