
VrpN cONc NrIrlN cHAT Lugt\c vlpr NAM
YTETNAM INSTITUTE OF ACCREDITATION

rTTU CAU BO SUNG ON CONG NHAN
z \ 2- '

CAC PHoNG THUNGHIEM
rixuvuc Duqc

SUPPLIMENTARY REQUIRMENTS
FOR ACCREDITATION OF

PHARMACEUTICAL TESTING LABORATORY

Ma s6/ Code: VACI.SR,7,l,06
LAn ban hinh/ Reversion: 03

Nguoi soSn thio/
Drafted by

Ngucri ki6m tral
Check by

Ngu'cri phO duyQt/

Approved by

Hg vi t6n/
Name

Dinh ThiThiry Trang Phan Minh HAi Hodng Htu Tham

Chrfrc vg/
Position

Chuy€n gial
Assessor

Chuy6n gial
Assessor

ViQn truong/
Director

Chir ky/
Signature

Ie'El.Da ---t-/ vrEr't
CONG NH

cnAr uur ^.[\xii*{uii
rVIET NAMYIq,w

VTEN rnudNc;

TS.



fju c!1t bd sung c6ng nhQn cdc phdng th*nghiQm linh vqrc Drgc
utical testing LABs vlcl.sR.7.1.05

iEu

/rq

t

rl
.T

{1

NOI NHAN/ DISTRIBUTION TO

Ban Ldnh dpo

Management Board

Phong Hdnh chinh
T6ng hqrp

Administration and
Planning Division

Phong Dich w Khlich
hdng

Customer Service
Division

Phdng NghiQp yu

Accreditation
Division I

Phdng NghiQp vr;2
Accreditation
Division 2

l. Ngudi t,j 
rJRelated persons must stuiy and strictly comply iiin'7i, ,ontents of this regulation2' Nai dung trong qtty itinh ndy c6 hiQu l11c thi hdnh nhu sq chi clqo cila Ldnh clso viQn./The contents of this reguration take ejbct o, iirrriri il the Institute,s readers.3' l'tfi aon vi chi du,ocyha.n^q1oi ot bd.n (c6 d6ng driu ki€m so(t), cdc bdn sao kh6ng c:6gid tri s* dqng vd cdn phai toqi bd. Khi cdc.din vi ,a ,'il"ri,iiiurii'iiiium tdi ti.iuphdi de nghi vdi thu kv da c6 M, id,"g-;;; iia; ,rii.'.) Each unit is only ayowed todistribute 0t copy (with controt stamD, the copiei lrri, ,o use value and need to L,erernoved' wen the units need to diitribute iorc airiments, they must request thesecretary to have the control stamp.

TiNH TR4NG srla DOr rAr r,rEu
AMENDMENT STATUS

NQi dung vi hgng mgc sr?a d6i/
Amandment content and related clause

t0t0st20t9
- Ban hdnh 1611 0l
- Issuedfor the I't time

t8/04/2021

-.S."u AOi yeu cAu b6 rung .6ng nh6,
p.hdre thri nghiQm Dugc , U* f,ant
lAn 0i.
- 
-Amending additional requirements

for ac cr e dit ation of p harmace ut ic al
testing laboratories, issuedfor the 2nd
time.

01t09t2023

- Chuytin O6i song ngtzBilingual
conversion.

- Bd sung thdng tin mQt sO ttritit Ui
cdn dugc hiQu chu6r/l dditional
informationfor some devices that
need to be calibrated.
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1. Mgc tlich l.Purpose

Tdi liQu ndy quy ttinh cric y6u cAu b6 sung
cria VACI Oe tam 16 hoflc cU thti h6a ciic

^1.ry€u c0u chung vC nlng lpc cria phdng thti
nghiQm theo c6c di6u khoan tucrng img ctia
Ti6u churin TCVI{ ISO/IEC t70,5 vi v6n
ban quy pham ph6p luft c6 li6n quan d6i
voi linh v.uc thri nghiQm dugc, dim b6o
cho viQc cl6nh gi6 vd cdng nhfln phdng thf
nghi$m dugc chfnh x6c, tin cfly vd kh6ch
quan.

This document identifies additional VACI
requirements to clariff andlor speciis
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 arnd
accreditation.

2. Ph4m vi 6p dgng 2. Scope of application

- C6c phdng thri nghiQm dugc dAng ky
c6ng nhan theo chu6n myc TCVNI
rso/rEc 17025.

- C6c chuy6n gia d6nh giil ctia VACI.

- Pharmaceutical testing laboratories are
appliants for accreditation in accordance
with the standard TC\rN ISO / IEC 170|25

- VACI's assessors (auditors)

3. Cdc yGu ciu b6 sung 3. Supplementary requirements

3.1 YGu ciu tinh kh6ch quan 3.1 Impartiality

Nhen vi€n PTN c6 tr6ch nhiQm li6n quan
<li5n hopt dQng sin xuAt ho{c b6n h*g,
qyarg c6o thi phii c6 chinh s6ch rO rang
dC x6c dlnh c6ch thric d6m b6o tinh kh6ch
quan.

PTN ph6i luu git h6 so th6 hien x6c dlnh
khd n6ng rui ro trong hopt clQng 6nh huong
tdi"tinh khrlch quan vd blng chung gi6m
thiOu rui ro.

For laboratory staff who may also ha.ye
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
identifu of risk to impartiality and
evidence of eliminates or minimizes such
risk.

3.2 YOu cAu v6 co cdu (tli6u 5) 3.2 Structural requirements (articte 5,)

(f) Trudrng hqp PTN c6 hopt dQng cung
cdp dlch vp thti nghiQm thi ph6i dugc c6p
gi6y chung nhfln it6ng ky hoat ilQng ttanh
gi{ sU phri hgrp bdi co quan c6 thdm quy6n
(b6 sung cho 5.1).

Chrt th{ch:

- Dich vu kiiim dinh hi€u chudn thti
nghiQm phuong tiQn do, chudn do ludng
ddng W hoqt d|ng theo NShi dinh
t 05/2016/ND-CP;

- Dich vlt ddnh gid sti phil hqp (kiiim dinh,
th* nghiQm, ch*ng nhQn, gidm dinh) ddng
W host d|ng theo NShi dinh
r07/2016/ND-CP.

the Lab. provides testing
shall get a registration

(l) In
service,

case

it
certifrcate of calibration service granted
by the competent authority (supplement rto

s.1).

Note:

- verification, calibration, testing of
measuring instruments and measurement
standrads must be registered according to
the Decree No 105/2016/1,{D-CP;

- conformity assessment servicezs
(inspection, testing, certification,
inspection) registered to operate under
Decree I 07/20 I 6/ND-CP.

YAu cdu bii sung cdng nhQn cdc Phdng thti nghiQm llnh We DLrVc
Supplinentaryfor acqeditation of pharmaceutical testW LABs VACLSRT.I.t)6
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(2) Truong hqp PTN ld mQt b0 phan xrtc
rtinh cria t6 chric c6 phrip nhdn thiph6i th€
hiQn r0 vi tri cria PTN trong co c6u cta t6
chric vd c6 v6n ban quy <linh vA chric n6ng,
nhiem vp cria PTN trong hopt clQng cria t6
chric vi, quy dinh cg th€ th6m quy€n ky,
ph€ chudn cric tdi liQu thuQc hQ th6ng qu6n
l), PTN vd brio c6o ktit qu6 (5.5).

(3) Trong tii liQu hQ th6ng quan ly ph6i
viQn d6n tdi ngudi c6 thdm qui,C, t y itio. c
ph€ duyQt, pham vi rlp dgng hQ th6ng quan
ly theo ISO/IEC 17025, pham vi c6ng
nhQn, tlia rli6m PTN (tht nghiQm tai dia
diiSm c6 d!nh, thri nghiQm hiln truon g, tqi
PTN di ilQng...).

(2) In case the lab is an defined part ofT
legal entity, it must clearly indicate the
position of the lab in the organization's
structure and have a document speciffir:Lg
the functions and duties of the laboratory
in the activities of the organization anLd

speci$ring authority to sign and approl,e
documents of the laboratory management
system and report results. (supplement to
s.5).

(3) Management system document shall 
I

reference to signatory authorities , area 
I

apply ISOIIEC 17025, accredited scope, 
I

laboratory location (permanent facilitier;, I

onsite facilities or in mobile facilities...), 
I

3.3 YGu cAu vd ngudn lgc (tli6u 6) 3.3 Resource requirements (article 6)
3.3.1 Nhan sr; (khoAn 6.2) 3.3.1 Personnel (clause 6.2)

| 
(t) Xnan ss quin ly hopt clQng x6y dlmg,

I sta ddi, ki€m tra x6c nhfln vd xilc nhpn gitl

I 
tri st dpng cria phucrng ph6p, ph6n tich k6t

I 
quA, thWc hiQn xem x6t vd ph6 duyQt ktit

I Oun phni c6 trinh dQ chuy6n m6n dpi hgc

I 
chuy€n ngdnh li6n quan O6n dOi tugng thri

I 
ve k! thupt thri vd c6 ft nh6t 02 n6m kinh

I nghiQm ldm viQc li€n tpc trong linh v.uc

I tht nghiQmrhuQc thdm quy€n ky. Truong

I hgrp bang t6t nghiQp dpi hgc kh6ng ph6i

I chuy€n ngdnh h6a thi ph6i c6 kinh nghiQm

I lem viQc li6n lUc trong linh vgc tht
I nghiQm thuQc thAm quy€n hj ft nh6t 3 n6m
| $.z.zl.
I

| 
(2) Nhen su.thuc hiQn thri nghiQm vli c6c

| 
,iu sin ph6m, h6a ch6t c6 kh6 n6ng g6y
m6t an.todn ho{c t4i rlia diiSm c6 cric quy
dinh vC an todn phii c6 bing chung-cld
dugc ddo tpo vC an toan c6 li6n quan
(6.2.2).

(3) Nhan vi6n thri nghiQm ph6i c6 bing
chimg dd dugc ddo t4o ve ty thuat thri
nghiQm, dugc rl6nh gi6 c6 tti ndng lyc vd 

]

k! ndng thgc hiQn c6c phdp thri dugc giao 
I

thUc hiQn. C6c nhdn vi€n thri nghiQm m6i 
I

dugc <ldo tao phii 4ugc thri viQc it ntr6t ta I

(1) Personnel who controls for
development modification, verification
and validation of methods, analysis of
results, review and author ization of resultrs
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 fiekl
under their authority to sign. If tht:
university diploma is not a technical
major, it must have worked in thr:
chemical field under the authority to sigrr
for at least 3 years. (supplementto 6.2.2)

(2) Personnel performing testing wittr
potentially unsafe samples of products or:
chemicals or at locations with safety'
regulations must have evidence of 

]

relevant safety training (6.2.2). 
I

I(3) Testing technicians must have I

evidence of training about testing 
I

techniques, and have sufficient 
I

qualifications and skills for performing 
I

lhe tests assigned to them. Newly trained 
I

lgqling technicians must be monitored and I

fju c!1t bii sung c6ngnhQn cdc phdng th*nghiQm linhvqx Dugc
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Y^Au c!.u bii sung-c6ng nhQn cdc phdng tht) nghiQm linh vry Drgc
Suppl imentary for acue ditation of piarmaciutical testing lABs VACI,SR7.I,O,5

3 thdng vA sau t<tri giao-ficihinh thuc
phii <tugc theo dOi, gi6m s6t vd n6ng lyc,

I $rg thyc hiQn ph6p thti trong thoi gian
it nhet D thing (6.2.3).

lTN phai luu gifr h6 so v€ vigc ddo r4o,
<lanh gi6 vd theo d6i, gi6m s6t n6ng lUc tl6i
vdi nhdn vi6n thri nghiQm.

supervised for their competence and skilts
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 staffs capacity.

3.3.2 Ccr s& vgt ch6t vA di6u kiQn m6i
trulng (khoin 6.3)

3.3.2 Facilities and environmentaLl
conditions (clause 6.3)

rgo rrang Dl cnong mOr mgt, c
6 nhi6m, ch6y n6... DiCu ki

(l) PTN cAn ki6m so6t m6i truong tht
nghiQm O6 Oam b6o kh6ne x6y ra,irriern
bdn m6u vd cAn c6 bing .t dg [i6m tra
d6m b6o kii5m so6t dugc sg nhi6in bAn cho
c6c chi ti6u thri nghiQm hdm lugng v6t/du
luqng.

(2) PTN sinh hgc/vi sinh vft hay ch6t
ph6ng x4 ph6i c6ch biQt v6i cilcpTN kh6c.

$Ong OOi vOi PTN vi sinh vflt, hQ th6ng
cep,khi spch ph6i dim b6o dfng cric ti6u
chudn kithuft quy rlinh. Cric khu vpc nu6i
c6y vd thri nghiQm ph6i dugc kii5m tra
khdng khi vd b€ m{t it nh6t t tuAn/lAn n6u
c6 ho4t dQng thri nghiQm.

(3) PTN Dugc ly phii c6 khu chdn nu6i
dQng yft thri nghiQm thitit t6 dring vdi crtc
y6u c6u k! thuft quy rlinh.

(4).B0 tri PTN vi sinh theo nguyEn t6c mQt
chiAu cho <ludrng di cria -A,itili. Truong
hgp tpm thdi chua d6p ung nguy€n tii
tr6n, PTN cAn c6 qry e6n,1ngc 

-trign 
va

luu_ h6 so chimg minh m5u-kn6ng b!
nhi6m.

(5) C6.rhn g khu v.uc ae Uao qu6n thu6c
thri ch6t chuAn, phong de luu'm6u, khu
v.uc chria dung m6i chriy n6 ho{c c6c dugc
chdt <lQc hai. Nhirng khu vyc ndy ph6i biQt
lap vdi khu vgc ti6n hdnh c6c ph6n tich vd
ph6i dugc trang bi ch6ng m6i mgt, c6n

(1) Laboratory shall control
environmental conditions to prevent
sample contamination and shall havr:
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 microbiologicait
laboratories, the clean air supply systerrr
must ensure the technical standardt
regulations. The air and surfaces oj:
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 satisff,
laboratory shall have requirement, action
and record to ensure samples have not
cross contamination.
(5) There are areas for storage ofreference
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

,?
1;
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l khOng mri: P9

I

| 
(0) UOi truong ti6n hdnh c6c thri nghiQm

I 
phai dim b6o kh6ng ldm sai lQch cric k6t

I lun ho6c gdy inh huong d6n dQ chfnh x6c

I cta c6c ph6p do. PTN ph6i dugc b6o vQ

I t.*,,h cric 6nh huong qu6 mric crianhiQt rIQ,

I ttQ 6m, bui b{m, titing 6n, c6c rung ctQng

I vd c6c nhi€u di€n tu.
I

| (7) ViQc tli lai cria nhdn vi6n vi khu qrc
I 
tht nghiQm cta PTN ph6i dugc ki€m soiit

I vd gi6i h4n theo dring mpc dich vd didu

I kiQn quy dinh. Phii c6 biQn ph6p thfch hqp

I Sit cho PTN lu6n spch sE, ggn gang vd
I ngdn ndp.
t.
| 
(8). PTN cdn tudn thri quy dinh v€ xri ly

I 
chdt thii theo crlc quy <t!nh cta phrlp luat
hiQn hdnh.

(9) PTN can luu h6 so this hien ki6m so6t
fii5p-cfln khu vgc thri nghiQm c6 nguy co b!
nhi6m ch6o 6nh huong t6i k6t q;.-

(10) EOi vdi khu v.uc tht nghiQm tr6n
itQng vQt can dugc trang bi h9 tt Ong gi6m
s6t luu trii hinh 6nh toin bQ quri trinh thri
nghiQm. ViQc quy dinh truy xu6t dt lipu
gi6m s6t dugc coi nhu hO so thri nghiQm
(c6 th6 ghi nh{n c6c c6ng do4n quan trgng
hoflc toan bQ qu6 trinh).

explosions... environment conditions.
moisture, proper temperature.

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

and electromagnetic

(7) The access of staff and testing areas
must be controlled and limited accordin;g
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 thr:
results.

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

3.3.3 Thi6t b! (khof,n 6.4) 3.3.3 Equipment (clause 6.4)

(l) PTN phdi th€ hiQn bing v[n b6n ti6u
chi ch6p nhfln thi6t bi rtat rtuqc d0 chinh
x6c theo y€u cAu cria phqong ph6p thri.
Crlc thi6t b! sau hiQu chuAn, Uao tii, sria
chta phii ilugc ddnh giittinh trpng thi6t bi
tru6c khi dua vdo sri dUng.HO so <l6nh gi6
dugc luu ld bing chimg thgc hiQn.

(2) PTN tp thuc hi€n hiQu chuAn nQi bQ,
PTNphii cl6m b6o c6 quy trinh hiQu chudn
nQi bQ, c6 dri chu6n do lulng dugc n6i
chuAn theo quy clinh, nhdn sU rluqc ddo t4o
thuc hiQn phdp hiQu chu6n dugc phdn
c6ng, 4uy tri di6u kiEn thUc hiOn phdp tht

(l) The laboratory shall document thr
acceptance criteria for the equipment t<

achieve the accuracy required by the tes
method. The equipment aftrer

standardization, maintenance and errol
correction must be evaluated for equipmern'
status before being put into use. Records ol
reviews are saved with testimonials
(2) The laboratory conducts its own internal
calibration, the laboratory must ensure thiar
it has an internal calibration process, has
adequate measurement standards connecterc
to the specified standard, and traineri
personnel to perform the calibration. Assig:i

fju c!1t bii sung^cing nhgn cdc phdng th* nghiQm linh vyc Drsc
VACI.SR7.1.06
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Y, ,i: bd sung c6ng nhQn cdc phdng thr nghiQm lTnh vqc Drgc
tical testing l_tlBs VACI.SR7,1.06

ryhU 
hgp theo quy Ahh c,ii ptruog ph,ip

6p dpng.

Khi cAn thi6t, VACI s6 thgc hign rtffi gid
ilo luong vd diinh gi6 k! thuflt e6 Oam Uao
rdng PTN tudn thti ctic y6u cAu tuong tnrg
ctia ISO/IEC t7025 O6i vOi hopt dQng hiQu
chuAn.

and maintain test conditions according
the specification of the applied method.
When necessary, VACI will perfonn
metrological and technical audits to
ensure that the laboratory complies with
the respective requirements of ISO/IEIC
17025 for calibration operations.

3.3.4 H6a ch6t, chft chu6n 3.3.4 Chemicals, reference, materials
a) H6a ch6t a) Chemicals

tich.

t6t ci c6c Dugc ctr6t pnai dugc tfp trung
b6o quin tai kho. Kho Dugc ch6t, thu6c
thri phii c16p ung y€u cAu theo tinh ch6t
cria Dugc ch6t, thu6c khri.

C6c Dugc ch6t, thu6c thri cria pTN ph6i c6
thti tUc ki6m so6t viQc ti6p nhfn, k€m tra,
sri dyng, b6o quan vd thanh ly. Duqc ch6t
thu6c tht khi mua n6n c6 CoA ctia nhd sin
xu6t.

Cric ch6t chu6n, Dugc ch6t, thutic tht pTN
pha cdn cp hO so th6 hiQn ho4t rlQng pha
Dugc ch.at. Trgn m6i chai .t 6t- r[uan,
Dugc ch6t, thu6c tht c6n c6 nh6n v6i dri
nQi dung tOi tfrieu nhu sau:

- T€n Duo. c ctr6U thutic thri
- NOng dQ

- Ngdy pha

- Ngudi pha

- Hqn sti dpng (ntiu c6)
- CAnh brlo (ni5u can tnii5t;.

Nudc tinh khi6t phii duqc coi ld mQt lopi
thudc thri. Nudc phii dugc ki0m tra trudc
khi sri dung nhi, rlim bio ch6t luqng
nu"oc d4t y6u cAu cria tidu churin Dugc
dii5n, kh6ng anh huong di5n ki5t qu6 phin

Drugs, reagents of the laboratory must
have procedure to control the receiprt,
inspection, usage, storage and disposart.
The reagent drugs shall have
manufacturer's CoA.
The mixed standard substances, drugsr,
reagents must have profile showing drug
mixing. Each bottle of standard
substances, drugs, reagents must br:
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 tcr
ensure the quality of water meetsi
requirements of the Pharmacopoeiar
standards and does not affect the analysisr
results.

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

b) ChAtchu6n b) Reference materials

chung nhOn RM, CRM cuacdct6 chric rtd

Cric.h6a.ch6t chu6n, mdu chu6n ph6i c6
nguOn gOc, xudt xri vd chimg nhfn ch6t
luqmg boi tlon vi ihi n6ng lgc. Khuytin
khich PTN sri dung circ chdt chu6n dugc

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

c
)t

{
7q
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Cht! th{ch: Nguon giic, xuiit xti phdi truy
xudt duqc tdi cdc th6ng tin cdng OA tar nha

dugc c6ng nhan ISO l7$0;

sdn xudt.

Ndng hgc9ila nhd cung ctip mdu chudn,
chiit chuiin: iluqc chtmg minh qua viQc
nhd cung ciip dd duqc cing nhfun ISO
17034, hodc duqc chi dinh bdi co quan cd
thiim qttyin (Vi€t Nam vd QuOc rcj.

standards of organizations that have been
accredited to ISO l7$!;
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 thefact
thot the supplier has been accredited to
ISO 17034, ous appointed by the
competent authority (Vietnom and
International).

c) Chfrng vi sinh c) Microorganism

Chring vi sinh ph6i bi6t 16 ngu6n g6c, c6
Certificate c6 SOP bio qu6n, nhdn chtng.

(18) DOi vdi mdi truong nu6i c6y phii bao
gdm t6n, sO 16, rO tuqrr[ chu6n Uj, pU, ttrOi
gian vi nhiet d0 h6p tiQt trung. Phii ki6m
tra ch6t lugng m6i trucyng nrOi c6y phir
hgrp vdi y€u cAu quy tlinh cria nhd san xu6t.
C6c m6i truong sau khi nu6i c5y phii dugc
hdp tiQt trung tru6c khi thei. Tham kh6o
VACI.SR7.1.0g, TC'rN gtzg-t,2 (ISO
llI33-1,2) vd TCVN 6404 (ISO 72lS)

(4) Microorganisms must have
origin, certificate and SOP for
preservation and propagation.

(18) For culture media, there are included
medium name, batch number, amount
prepared, pH before and after autoclaving,
autoclave time and pressure. Culfure
media shall be observed according to the
requirements set up by the manufacfurers.
Media after incubate shall be
decontaminated before discarding.
Reference VACI.SR7. 1.08, TC\rN 8 128-
1,2 (ISO lll33-1,2) and TCVNI 6404
(rso 7218)

3.3.5 Li6n k6t cnuAn do ludnrg (khoin
6.5)

3.3.5 Metrological traceability (clause
6.5)

(l) PTN phii thiiSt lqp so eO tien ktit cnuan
(so ttd ki6m dfnh, hieu chudn) Oe tfre nien
k6t qui do ctia minh c6 thiS Hen h9 t6i
chu6n qu6c gia ho{c chu6n qu6c tti. Tai
m5i uac cria chu6i li€n kiSt phni the hiQn 16

khi nlng li6n k6t phu hgrp (vC pham vi do,
tlQ kh6ng d6m b6o clo (6.5.1).

(2) ViQc hiQu chudn thi6t bi trong chu6i
li6n kiSt chuAn phii dugc thUc hien bdi to
chtc hiQu chuAn c6 ning lUc theo Quy
dinh ve [6n t<6t chu6n do ludrng
vACr.R7.1.03 (6.s.2).

(l) The lab shall establish a metrological
traceability diagram (verification and
calibration chart) to show that their
measurement results can be related to
national or international standards. At
each level of the chain, the appropriate
linkage ability (in terms of measuring
range, measurement uncertainty) must be
shown. (supplement to 6.5.1).

(2) Calibration of equipment in the
metrological traceability chain must be
performed by a calibration organization in
accordance with the Regulation on
metrological traceability of measurement
results VACI.R7.l.03 (6.5.2\.

YAu cdu bd sung cdng nhQn cdc phdng thtinghiQm linhvp Dryc
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(3) Gi6 tri dugc chring nhfln cta m6u
chudn dugc chimg ntr6n do nhd sin xu6t
d6p ung c6c ydu cAu cria TC\AI ISO
17034 cung c6p ho{c dugc thri nghiQm b&i
PTN dA dugc c6ng nhfln theo chuAn myc
ISO/IEC 17025, rt6 ddng ky vd ho{c dugc
chi tlinh thpc hiQn ho4t dQng thri nghiQm
m6u chu6n bdi co quan c6 th-6m qry-err.

(3) The certified value of a reference
materials provided by a producer that
meets the requirements of ISO 17034 or
tested by an accredited laboratory in
accordance with ISO/IEC 17025, wich
have been registered and/or designated in
testing reference material by the by
competent authority.

3.3.6 Sf,n ph6m vir dich vg do b6n ngoiri
cung cdp fthonn 6.6)

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

Trudrng hqp BN st? dgng k6t qu6 cria pTN
b€n ngodi eOi vOi c6c phdp ttui Oang ry
c6ng nhfn thi phii sr? dUng dlch vU cria
PTN da dugc cdng nhdn bOi VACI hopc t6
chric c0ng nh4n kh6c dE tham gia vd ky
th6a thufln thtra nh4n ilac-MRA vd quyiSt
tlinh c6ng nhfln v6n cdn thoi h4n hiQu lFc
(6.6.2). Ktit qu6 do PTN b6n ngodi thgc
hiQn phii dugc nhpn diQn rO rang trong b6o
c6o tht nghiQm cria PTN.

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
(6.6.2). Results performed by an external
laboratory should be clearly identified in
the laboratory's testing report.

3.4 YGu ciu vd qui trinh (ilidu 7) 3.4 Process requirements (article 7)

3.4.1 Lpa chgn, ki6m tra xic nh$n vir
x6c nh$n gi6 tri sfr dgng cria phutrng
phip (khoin 7.2)

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

(l) C6c phuong phrip thri^ dua vdo Dugc
cli€n ViQt Nam, Dugc di6n cric nudc vd
phuong phrip cria nhd sin xu6t khi dugc 6p
dgng trong PTN phii dugc thAm dlnh vd
b[ng chimg dat tlugc k6t qui thri nghiQm
c6 tlQ chfnh x6c nhu phuong phdp ydu cAu
valho{c phir hgp vdi y6u cAu cp tne OOi vOi
d6i tugng thri tru6c khi 6p dUng chinh thric
(2) PTN ph6i thpc hiQn nghiOn cr?u vd x6c
nhfln gi6 tri st dpng AOi vOi phuong phrip
chua ti€u chudn ho{c crlc phuong phap
ti€u chuAn c6 sria d6i, m& rQng pham vi so
vdi phuong ph6p ti6u chudn. PTN phii luu
hd so li6n quan d6n qu6 trinh nghi€n cftu,
x6c nhfln gi|tri sri dgng bao g6m:

- ki5 ho4ch thuc hiQn;

- d6nh gi6 diAu kiQn co bdn bao g6m cdc
ngu6n lUc dO thgc hiQn phuong plirip thti;

(l) The test methods based on Vietnam
Pharmacopoeia, Pharmacopoeia and the
manufacture's method must be evaluated
and evidence to get all ofaccuracy factors
that test method mentioned and/or
specified requirement with the material
have been tested.

(2) The laboratory must conduct research
and confirm the validity of non-standard
methods or standard methods that have
been modified and expanded in scope
compared to the standard method. The
laboratory must keep records related to the
research and validation process,
including:

- implementation plan;

- evaluation of laboratory capabilities
including resources to carry out the test;

Y_Au clu bd sung c6ng nhQn ctic phdng thtr nghiQm linh vqc Dugc
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-thschiQnthuthapil
- c6ng b6 dO chfnh xiic ctia phuong phrip;
(3) PTN c6 thiS x6c nhQn gi6 tri sr? dsng
cta phuong plrlp b6ng c6ch sri dgng m6u
chudn hay chdt chu6n dugc chung nhdn
ho{c so srinh v6i phuong ph6p ti€u chuAn.
(4) VACI c6ng nh4n c6c phuong ph6p thri
nhanh, phuong ph6p thri theo bQ Kit cta
nhd cung c6p khi PTN c6 dt h6 so v6 x6c
nhfln tfnh dting din cria phu<rng phdp cho
c6c ddi tuQmg tht. PTN phii c6 biQn ph6p
khlng dinh ket qui thrl nghiQm trong
truong hgp c6 tranh cdi.

PTN dAng ky c6ng nJrfln ph6p thri ph4m vi
mo (theo k! thuat) cdn lua chgn d4i diQn it
nhet 3 ndn m6u ctai diQn cho ban ctr6t eOi
tuqng thri vd thudmg thUc hien tai pfN j6
thpc hiQn xiic nhfln gi6 tr! st dung.

Chti y:

Thgc phAm b6o vQ sirc kh6e bdo chi5 du6i
d4ng thu6c x6c nhan gi6 tr! sri dtrng tr€n
c6c dpng bdo ch6: d4ng bdo ch6 rin, l6ng,
th6n dAu/ua dAu, cO-.-.
M! phAm thpc hiQn xric nhfln gi6 tri sri
dpng tr6n it nh6t 3 n6n m6u theo crlc d4ng
sin ph6m qui ilinh trong th6ng fir
06/2011/TT-BYT

I - collect records;
- announce the accuracy of the method;
(3) Method may be validated by using
certifred reference materials or
comparison with other established
methods.

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

Laboratory want to conduct parameter
with extended scope (techncal) shall
conduct validate method at least 3 matrix
representatives for materials that always
test at the laboratory.

Note:

For healthy food in the form of medicine,
the laboratory shall validate the method
based on dosage forms: solid, liquid, oily,
nut ...
For cosmetic, the laboratory shall validate
the method based on at least 3 samples
according to the types of products
stipulated in Circular 06/2011/TT-BYT.

3.a.2 Liy m6u (khoin 7.3) 3.4.2 Sampling (clause 7.3)

(l) Truong hqp PTN thpc hiQn l5y m6u
theo phuong ph6p do PTN tp xdy dpg thi
phunng ph6p cl6 phii dugc x6c nh4n gi6 tri
sri dpng vd kf thupt l6y m6u kh6ng clugc
tr6i.vdi c6c phuong ph6p l6y m6u ti6u
chudn tuong tU (7.3.1,7.3.2).

Q) Ldy m6u cria PTN dugc thpc hiQn theo
ti6u chu6n qu6c gia (th6ng tu l6y m6u hiQn
hdnh do Bq Y tti tham kh6o t t/20t8/TT-
BYT ngay Qa thfuyg 05 nam 2018) ho{c
c6c ti6u chuAn Qu6c t6.

(3) EOi voi cdc quy trinh sin xu6t, pTN
phii xdy dpng huong d6n l6y m6u kir5m tra
chdt lugng blng vln bin.

(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).
(2) Sampling is followed by the National
Standards (Circular issued by the Ministry
of Health reference: lll2}l8/TT-BYT
April 05,2018) or International Standards.

(3) For the production processes, the
laboratory shall develop sampling
guidelines for quality control in written
document
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3.43 Hd s0 ky thu$t (khoin 7.5) 3.4.3 Technical records (clause 7.5)

(1) H0 so thti nghiQm cen bao g6m c6c
th0ng tin dd dugc quy tlinh t4i th6ng tu
04/2U8TT-BYT ngdy 09 th6ng 2 ndm
2018 cta B0 Y tti:
- SO Aang ky cria m6u;

a- Ien mau;

- Noi san xu6t;

- Si516, hpn dirng;

- 56 trang, bao g6m tdng s6 trang;

- Ngdy y6u cAu tht;
- Ngdy tiiSn hanh tht nghiQm vi ki5t thric;

- TOn vd cht ky cta ngudi thri nghiQm;

- Nhan dug thiist bitht dugc sri dpng;

- Ngudi vd noi gti miu;
- YOu cAu phdn tfch (s6, ngiy th6ng vi nQi
d*g);
- Ngdy nhfn mdu, ngudi nh4n m6u;

- Ti6u chuAn vd phuong ph6p thtl nghiQm;

- Si5 luqng m6u khi nhQn vd tru6c khi phdn
tfch;

- ftit qu6 phdn tich (k€ cd cdc phdp tinh
todn);

- Th6ng tin.

K6t qui phen tfch ph6i dugc luu vdo hd so
tht nghiQm ctng vdi c6c ki5t qui in ra tir
m6y phdn tfch tU ttQng (ph6 h6ng ngo4i,
pn6 trf ngosi, sac ky AO-..1. HO io pnan
tfch phti c6 chil ky thtl nghiQm vi6n vi t€n
ngudi gi6m s6t.

(2) Phii5u ktit qui thri nghiQm.ho{c phitiu
k0t qud phdn tich x6c nh4n k6t qu6 phdn
tich phii dua ra ktit luan cui5i cirng v€ viQc
ki€m tra mQt m6u theo quy chiS qu6n ly
ch6t luqng hi€n hanh cria BO Y t6 ban hanh
theo phU luc quy dinh tai thdng tu
lllzDlSlTT-BYT ngdy 04 th6ng 5 n[m
2018 cria n6 V te.

Ghi chil: Trudng hqp PTN tqt xdy dtrng
phdn mim, bdng tinh d€ xic $, dil lieu vd
tinh todn kiit qud do, thri nghilm thi phdi

(l) Test report must include the
information which is mentioned in
04/20I8(TTBYT Circular of the Ministry
of Health in February 09, 2018.

- Registration number of sample

- Name of sample

- Place ofproduction
- Batch number, expiration date

- Page number including total number of
pages

- Date of the test request

- Start and finish date of testing

- Name and signature of analyst

- The identity of the used test equipment

- Sender and place of sending

- Analysis requirements (number, date and
content)

- Received sample date, receiver

- Standards and test methods

- Number of samples before and after
analysis

- Analysis results (including calculations)

- Information

The test report must be kept in test records
with results from automatic analyzing
machine (infrared, ultraviolet,
chromatograms...). Test report must be
signed by tester and the name of
supervisor.

(2) Test report and analysis report
confirm the analysis results and propose
final conclusion on the inspection of a

sample that depend on regulations on
quality control of the Ministry of Health
specified in Appendix circular
09l20l0lTT-BYT April 28, 2010 the
Ministry of Health.

Note: In case the laboratory deverlopes by
themselves software, spreadsheet to
process data and calculate calibration
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thgc hiQn xdc nhQn gid tr! s* dqng cila
phin mim, bdng tini dd vd cd bisiphtip
kidm sodt phit hqp dA ngdn ng*a viQc truy
cQp. trdi phdp vd thay d6i tinh ndng cita
phAn mi*, bdng tlnh.

results, measurement uncertainty, it must
validate these software, spreadsheet and
take appropriate controls to prevent
unauthorized access and alteration of
software or spreadshee ts.

3.4.4. DQ kh6ng dim bio tlo (7.6) 3.4.4.Evaluation of measurement
uncertainty (clause 7.6)

Khi xdy dUng phucrng ph6p tinh to6n d0
khdng dim b6o do, PTN c6 thti tham kh6o
c6c tdi liQu ISO 21748 (TCVNI 10861),
ISO/IEC guide 98 (TC\Ar 9595) ho{c c6c
hucrng d6n tucrng duong

When developing method to calculatr the
measurement uncertainty (MU), the
laboratory can refer to ISO 21748 (TCV\I
10861), ISO/IEC guide 98 (TCVI{ 9595)
or other equivalent guidelines.

3.4.5 Dim b6o gi6 tri sft dgng cfra k6t
quf, (khoin7.7)

3.4.5 Ensuring the validity of results
(clause 7.7)

(l) PTN phii xdy dUng vd thsc hiQn k6
ho4ch thUc hiQn theo d6i gi6 tri sri dpng
cria ki5t qub (7.7.1). K.5 ho4ch phii th6
hiQn:

C6c phdp thri chri ch6t cria m5i linh vpc
trong pham vi dugc c6ng nhfln;

- .BiQn ph6p thgc hiQn trong khi nlng
<li€u kiQn cria PTN;

Ti6u chi ch6p nhfn kiSt qu6; vd

: tdn su6t thpc hiQn kh6ng it hon 4
lAn/n6m

Chti thich: phdp thth chrt chiit ld phdp th*
cdc ddc ttnh quan treng nhiit cila sdn
phiim hofic ddi h6i phdi cd W ndng thdnh
thqo cao hon.

(2) PTN phii tham gia circ chuong
trinh tht nghiQm thanh th4o theo Quy dlnh
vC tham gia hopt ctQng thri nghiQm thanh
thpo VACI.R7.l .02 (7.7.2).

(l) 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 4
times/year

Note: the key testing is the test of objects
with higher metrological performance in
the respective Jield 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 B6o c6o k6t qui (khof,n 7.8) 3.4.6 Reporting of results (clause 7.8)

(U I**g hqp 86o c6o ktit qui c6 bao
gdm k€t qui c6c phdp thri chua dugc c6ng
nha" tbi PTN phdi c6 chf thich ho{c d6u
hiQu tl6 phdn bigt ph6p thri tl6 dugc c6ng
nhfn vi ph6p tht chua dugc cOng nhfn
(7.8.1.2).
(2) Truone hqp Bilo c6o ki5t qui c6 bao

(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

YAu cdu bd sung c6ng nhSn cdc Phdng thti nghiQm linh vp Dttyc
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g6m c6 k€t qud cria nhd th6u php tlugc
cOng nhfln kh6c thi Brio ciio ki5t qui cria
nhd thAu php phii dugc ban hdnh cho
kh6ch hang vdi todn bQ nQi dung ngopi tru
truong hqp chi c6 mQt phAn cta k6t qui do
nhd thdu php thpc hiQn.

G4i chil: Trong Bdo cdo kiit qud cila nhd
thdu phu dd duqc c6ng nhQn pnai tne 1,i4"
th6ns tin vd/hodc biAu tuons cia tii chthcth6ng tin vd/hofic tuqng cia t6 chrhc
cdng nhQn vd duqc khdch hdng chtip
thuQn trong thda thuQn hW d6ng c6ng
nhqn.

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.

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. Y0u cAu vd hQ th5ng qufln If (di6u S) 4, Management system requirements
(article 8)

4.1 Ki6m soit hd so (khof,n 8.4) 4.1 Control of records (clause 8.4)

(l) Thdi gian luu gifr hO so kh6ng dugc
dudi 3 n6m trir khi c6 giao u6c hq'p d6ng
hoflc quy ttlnh ph6p ly (8.4.1).

(1) Record retention period should not be
less than 3 years unless there is a

contractual agreement or a legal
requirement. (supplement to 8.4. I ).

4.2Dhnh gi6 nQi bQ fthonn 8.8) 4.2 Internal audits (clause 8.8)

(1) PTN phii ho4ch dinh vd thuc hi€n
<t6nh.gi6 nQi b0 todn bQ hQ th6ng quan lf
it nhet 12thbnglli,n (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 x6t cria Lflnh tllo (khof,n 8.9) 4.3 Management reviews (clause 8.9)

(1) PTN ph6i thgc hiQn xem x6t cta LAnh
d3o vdo thdi gian thich hqrp ft ntr6t t
l6n/n6m. (8.9.1)

(l) Laboratories must carry out the
management review at the appropriate
time at least once a year. (supplement to
8.e.1)

YAu cdu bii sung cdng nhQn cdc Phdng th* nghiQm l\nh vqc Dugc
Supplimentaryfor accreditation of pharmaceutical testing LABs VACLSRT.I-06

)\7

4

(

Ngay ban hdnh/ Date: 01/9/2023 Ltln ban hdnh/ Reversion: 0i 12/36



YAu cdu bd sung c6ng nhgn cac Phdng thtnghiQm linhvuc Dryc
Supplimentaryfor accreditation ofpharmaceutical testing LtlBs rACI.SRZ.1.06

PHU LUC 1

HIIONG OAX LT/A CHQN CHU Tt TT$U CHUAN, rcTNN TRA THIET BI
APPENDIX 1

INSTRUCTIONS FOR INTERVAL OF CALIBRATION AND CHECKING OF
EQUIPMENT

\
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1. T6ng quan 1. General
- Phu luc ndy huong d6n chi ti6t vii chu
Ic) hiQu chudn vd kii5m tra giila k! cho
thiet b! sri dUng trong c6c PTN linh vUc
Dugc.
- tIiQ" chu6n: Ld tflp hgrp c6c thao t6c &
<ti6u kiQn quy <linh 

-46 
Uii6t l4p m6i [€n

quan gi0a c6c d4i lugng dugc hi6n thiboi
phuong tiQn do, hQ th6ng do hoflc cdc giit
tri dyqc bi6u di6n bang v4t d9 ho4c miu
chuAn vd.ciic gi6 trf tuong ung th6 hiQn
bdng chudn (VIM - 6.13).
- KiiSm tra: Ld ph6p do tqi it nh6t mQt
di6m trong pham vi do cta mQt thiiSt bi,
hQ thdng-hofic vft liQu cto dua vdo mQt gi6
tr! it6 bitit tru6c ct€ x6c ctinh ring kh6ng
c6 sai lQch lon so vdi cdc gi6 tri ct6 hiQu
chu6n ban dAu. ViQc ki6m tia ph6p thri c6
thii dugc sri dgng mQt m6u Ay tqo/artifact
dti xrlc rtinh reng thi6t bi v6n dam b6o rl0
chinh x6c theo y6u cAu.
- Chu k) hiQu chuAn vd kitim tra n6u trong
Bang 1 ld chu ky lon nh6t cho m5i tfri6t
bi dUa vdo:
+ Thi6t bi .c6 ch6t lugng tdt, khi ndng
ho4t clQng 6n dinh, dugc l[p dat & vi tri
thich hgp vd sri dung hqp ly;
+ Nhan vi6n am hi6u, thdnh th4o d6 thUc
hiQn nhirng kiOm tra thitftbi nQi b0;
+ t6t cit circ ho4t ctQng ki6m tra it6 kharg
dinh khe nlng ho4t dQng t6t cta thi6t bi.
- PTN phdi rut ng6n chu kj hiQu chu6n
vdho{c.kiOm tra khi thiet bi hoat dQng
tgng ili6u kign k6m ly tlr*g hon. N6u c6
bat k, nghi ngo ndo v6 sU hu h6ng cria
thi6t bithi PTN cAn thpc hiQn hiQu chu6n
lpi ngay lpp tr?c vd sau d6 gi6m chu kj,
cho tdi khi nhQn th6y ring thi6t bi dat
duqc dQ 6n dinh.

- This annex provides detailed guidance
on mid-term calibration and checking
interual for equipment used in the field of
pharmaceutical.
- 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(VlM-6. I 3)
- 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
I 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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r-Grynkhoangttroigia@
chudn vd/hoflc ki6m tra cflng c6 th€ rlugc
y6u cdu trong c6c tmg dUng thri nghiQm
d{c thu ho4c v6i c6c c6u hinh thi6t bi rt6c
tht.
- PTN c6 th6 k6o dii chu k! hiQu chu6n
dya trdn c6c th6ng s6 nhutheo d6i dii liQu
hiQu chu6n, ki6m tra.d6 chimg minh ry 6,
illnh cria thi.st bi, tAn su6t it dsng, tlQ
chinh x6c y6u cAu ho{c PTN c6 nhdn vi6n
dt ndng luc cti5 tii5n hdnh ki6m tra nOi b6
ho{c tham gia dpt ktit qui t6t trong ciic
chuong trinh thti nghiQm thdnh thao.

- ViQc hiQu chutin vd ki6m tra thiiSt b!phii
dim b6o tinh li€n k6t chuen cria t<tii qua.
T*gng hqp PTN tp thgc hiQn viQc hiQu
chu6n vd kiiSm tra thi phii luu gir hd so
hiQu chuAn vd kii5m 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 k) hiQu chuin, ki6m tra cic
thi6t bi thfr nehi0m thdns thudne

2. Calibration, test intervals for
common testing equipments

Chu k! hiQu chu6n, ki6m tra, nQi dung,
phuong ph6p ki6m tra tham kh6o trong
bang l.

Calibration, check intervals, the content
and test method are refered to Table l.

YAu cdu bii sung c6ng nhQn cdc phdng th* nghiQm llnh vpe Drgc
Supplimentaryfor accreditation of pharmaceuticol testing LABs VACI.SRZ.t.06
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YAu cdu bii sung c6ng nhQn cdc phdng th* nghiQm linh v{c Drqc
Supplimentaryfor accreditation of pharmaceutical testing LABs VACI.SR7.l.06

BANG 1. CHU KV HIEU CHUAN, KIEM TRA THIET BI
TABLE 1. CALIBRATION AND CHECKING INTERVAL

rE

I

jrr

A'

IE

i1a

TGn thi6t by' Equipment Chu k) hiQu

chuin (nIm)/
Calibration

interval (year)

Chu ki ki6m tra
(thfng)/ Check
intenal (month)

Quy trinh vi khuy6n nghy'
Procedure and recommendation

\hiet k6

Thermometer

12th6ng

12 montlw
)irng nhiQt k6 chuAn

Use the standard thermometer

Micrometer

6 thring

6 months

Dtng thi6t bi <Io ttQ diy chu6n

Use standard depth measuring
instrument

M6y tlo tlQ ctmg

Durometer 6 thang

6 months

Dirng thi6t bitht nghiQm chrtc nlng
chuAn

Use standard functionql test
zquipment

(hric xa k6

Refractometer

12thing
12 months

Dtng nudc il6 khri ion

Use de-ion water

M6y <to di6m chiy
Velting Point Meters

12thing
12 months

Dirng c6c mdu di6m chiy chuAn (Dugc

1i6n Mf)
Use standard melting point sample

American P harmaceutical dictionarl
73)

Nh6t k6

Yiscosimeter

12thing
12 montlts

Sri dpng c6c dAu chuAn

Use standard viscous

fhi6t bi Karl-Fischer

Karl-Fischer device
K6c ttinh ttQ chuAn cta thu5c thri

Define the titer of reagents

Ihi6t bi do tlQ tan 16

Disintegrationmeter

Ddng hd nhiQt rlQ, bi6n rtQ

lao tlQng, tin s5 dao dQng.

Temperature clock,
Vibration amplitude,
vibrationfrequency

12thdng

l2 months

6 th6ng

6 months

Ki6m tra chu lc!/phrit, dO dai cria mQt

nhip

Test signature/minute, length of a
tpan

Ihi6t bitlo dQ mdi mdn

4brasive equipment

,,.^ l
Ki€m tra s6 vdng quay/phtt

Test number of round/minute

aAu tn6i rni
4ir flow nozzles

Ban dAu

Initial
12thing

l2 montlx
Ki6m tra dulng kinh

lheck diameter
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YAu ciu bi| sung c6ngnhQn cdc phdng thunghiQm linhvw Dwc
VACI,SR7,I.06

TGn thi6t by' Equipment Chu ki hiQu

chuiln (nlm)/
Calibration

interyal (year)

Chu ki ki6m tra
(thing)/ Check
interual (month)

Quy trinh vi khuy6n nghy'
Procedure and recommendation

w6i tr6p

Autoclaves

Ban dAu

Initial
Ki6m tra nhiQt rtQ

Jheck temperature

2nbm
2 years

M6i 6n sri dpng

Wenusing

Ghi nhfn h6 so ki6m tra nhipt d0, if
su6t ve mr?c tii vO nhiQt tlQ vd 6p su6t.

Khi thgc hiQn hiQu chuAn PTN phdi y6u

:iu hiQu chuin d dii, mrlc nhiQt rtQ vd

ip su6t thudng st dpng.

Record check profile of temperatrre,
zressure, loading level of
iemperature and pressure

r.aboratory calibration must be

"equested to calibrate in the range oJ

tften used temperature and pressure.

Cdn

Balances

3 nim (di6u
kiQn ki6m tra

dinh ki nghiOm
ngflt theo quy
tlinh cQt b€n)

3 year (shall
conduct check
period as next

column)

HiQu chuAn <lugc thgc hiQn b&i phdn6

hiQu chuAn theo quy dinh APL 02 -
VACI ho{c PTN qr hiQu chuAn ntlmt
phni d6p img c6c y6u cAu cta mQr

phdng hiQu chuAn theo TCVN
ISO/IEC 17025 cho hopt tlQng hiQr

chuAn cdn.

Conducted by accredited laboratorl
tgainst YACI.RR7.1.03 or inhouse

:alibrate if comformity witl,
,equirement of ISO/IEC 17025 for
:alibration.

Cen

Balances

Hang ngdy

Daily

Ki6m tra hang ngiy c6 th6 b[ng mQr

trong c6c c6ch:

Ki6m tra <t0 l6p lei.

Ki6m tra I di6m thudng srl dsng.

Daily check should choose one wcry os:

Repeatability check

One point check.

I thdn!
I month

KiiSm tra <linh lci cho I ddi tlo thudng

;t dpng

)ne range check

6thingl
6 months

Ki6m tra ilinh hi d c6c dii tto
4ll range check

lrl
,tl

G

r
r

I
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YAu cdu bd sung c6ng nhQn cdc Phdng th{t nghiQm lTnh vttc Drqc
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TGn thiSt by' Equipment Chu ki hiQu

chuAn (nlm)/
Calibration

intenal (year)

3hu ki ki6m tra
(thing)/ Check

nteryal (month)

Quy trinh vir khuy6n nghy'

Procedure and recommendation

Hang ngiy
Daily

CAm ta hlng ngiy c6 th6 bing m$t

rong c6c c6ch:

'Ki6m tra d0 l[p lei

.Ki6m tra I di6m thuUng srl dung

Daily check should choose one woy

7S:

- Repeatability check.

- One point check

3 thdng

3montlu

(i6m tra tlinh lc! d cic dii tto

4ll range check

Qria cdn/ Masses

Chudn - Toin b0
lh6p khdng gi ho{c
kim Ni-Cr

bing
hqp

Reference-All stainless
steel or Ni-Cr alloy

3 n[m sau d6
li 6 n[m

3 years then 6
years

Flipu chuAn ttugc thyc hien bdi phdng

hiQu chuAn theo quy dinh APL 02 -
VACI ho{c PTN tU hiQu chuAn nhtme

phdi <t6p img c6c y6u cAu cria mQl

phdng hiQu chuAn theo TCVI'i

ISO/IEC 17025 cho hoat <lOng hiOu

chuAn cdn

Conducted by accredited laboratory

against VACI.R7.1.03 or inhouse

colibrate if comfornity with

requirement of ISO/IEC 17025for

calibration.

36ng t6c-th6p kh6ng gi
roflc hqp kim Ni-Cr

Working-stainless steel
r Ni-Cr alloy

3 nlm
3 years

J6ng t6c-hqp kim kh6c

Working - other alloy

2 ndm

2 years

Do tj'trgng
Density measurement

2 nilm

2 years

Khi nhiQt tlO

thtin$iQm
thay tl6i holc

sau khi lau

When testing
temperature
changed or

after cleaning
Cell

ASTM D 4052

Hing ngdy

Daily

iti dpng vflt liQu tinh ktri6t de bi6t t,
:rgng vd 6n dinh

Use pure materials which lcnow

lensity and stability

;

Br

NI

LL

N,

t
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ctt
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tl
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T€n thi6t by' Equipment Chu ki hiQu

chuAn (nlm/
Calibration

interval (year)

Chu ki ki6m tra
(thing)lCheck

interval (month)

Quy trinh vi khuy6n nghy'

Procedure and recommendation

Hdng tuin
lleekly

Do tj'trgng cria kh6ng khi ho{c nu6c
:6t lap lpi 2 l6n

Meter the density of air or distilled
water, repeat 2 times

hi m6i truong

Env ir onme ntal c hamb er s

Khi sri dpng

When using

tEC 6006 8 8 -2-1,-2,-3,-33,-3 g,-39

Ki6m tra nhiQt <tQ sri dsng

lheck the using temperature

Do luu luqxd
Flow Measure

Luu lugng ki5 ki6u phao

.chuAn dAu)

f5c d0 cao > lllphrit
f6c tlQ chfm <lLlphrit

Rotameters

)> I L/min

) < I L/min

2 ndm

2years

ASTM D 3195

D6ng h6luu lugng ki6u b6ng xi
phdng/

Soap bubbles Flow meter

Ld nung

Furnace

Ban <liu

Initial

I n[m

I year

Khi sri dgng

When using

Ki6m tra nhiOt d0

lheck the using temperature

Dpng cg thriy tinh/ Glasswear

Pipet, buret, binh tlinh mrtc

<6 ci buret, pipet tg ilQng

Pipettes, burettes,

volumetricflasl<s

including: automatic
>ipettes, automatic

burettes

Ban dAu (tuy
thuQc mpc dich

st dpng)

Initial
(depends on
purpose)

BS 1797 Dpng cp thu! tinh c6p A cAn
lugc sri dpng khi thri nghiQm y6u ciu
nr?c chinh x6c cao
gS 1797 A level glass instruments
should be used when testing requires
high accuracy

Ban <liu, I
nIm
Initial, l year

(ii5m tra <t0 chUm d mric dung tich
hulng dirng bing cdn phdn tich

]heck the luminous ot the normal
rclume by analysis balance

tf trgng k6/ Hydrometer

I
unuan

Reference

5 n5m

5 years

Lo4i thty tinh c6ng t6c 12thing

Kirim tra so vdi tj'trgng k6 chuAn
ro[c chuAn bim6i dung dlch da bi6t
j'trgng ASTM-E126
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TGn rhi6t by' Equipment Chu ki hiQu

chuin (nnm)/

Calibration
interval (year)

Chu ki ki6m tra
(th{ng)/ Check
interval (monthl

Quy trinh vi khuy6n nghy'

Procedure and recommendation

Working glass 12 montlr Checkwith standard hydrometer or
)repare new lcnown density solution
 STM-E126

Lopi kim loni c6ng tric

Working metal

6 thring

6 montlu
tso 64g.l,.2,ISO 650

Khi st dpng

When using

Ki6m tra dO truqt cria thudc

Check the slip of ruler

tm t<61 Hydrometer

Am k6 Assmann & Sling

Assmann & Sling
Uygrometer

l0 n[m
I 0 years

I nlm

I year

So srinh voi cflp nhiet diQn tai nhiQt ttQ
rhdng v6i b6c kh6

lompare with the thermocouple at
"oom temperature with drywick

NhiQt-im k6loai tliQn tt
Thermo-lrygrometer
electronic types

I n6m

I year
6 th6ng

6 months

io v6i Am t<6 chuAn

)ompare with standard lrygrometer

Ap t<6/ Manometer

3huAn, dung dich
Reference, liquid

l0 nim
I 0 years

JOng t6c, dung dich
ll/orking, liquid

3 nim
3 years

36thfung

36 months
Ki6m tra d0 sach cira dAu

Check the cleanliness of oil

)iQn tu

Ulectron

I n[m
I year

36 th6ng

36 rnontlu

Ki6m tra <tQ spch cria dAu

Check the cleanliness of oil

vi k6

Vicrometers

5 nim
5 years

12thing

12 montlx

Kiiim tra di6m 0 vd I tli6m so v6i m6y

1o gi6

lheck point 0 and one pointfrom
memometer

Penetration hinh n6n vd
hinh th6p

Cone and pyramid
oenetration

5 n6m

5 years
khi sri dpng

When using

ASTM D 217; ASTM D 5; ASTM D
t32t

CEp nhiot dien

Pyrometer

ChuAn dAu 3 nim BS l04l phAn 5. HiQu chuAn b0i co

Y_Au cgu bii sung cing nhQn cdc phdng thir nghiQm lTnh vrc Drgc
Supplimentaryfor accreditation of pharmaciutical tesling l_tlBs VACI.SR.7.l.06
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TGn thi6t by' Equipment Chu ki hiQu

chujln (nIm)/
Calibration

interval (year)

Chu ki ki6m tra
(thing)/ Check

interual (monthl

Quy trinh vi khuy6n nghy'
Procedure and recommendation

Itandord head 3 years luan c6 thAm quydn

9S 1041 part 5. Calibrated by the
:ompetent authorities

)ign tu

Clectrical

I n6m

I year

C6ng t6c

lllorking
6 thrlng

6 months

Ki6m fia bang chuAn dAu

Check by Reference standard

Miy tlo khric xp

Refiactometer

Thang khi sri
dung

When using

Ki6m tra bing bromonaphthalene
ro[c ch6t chuAn kh6c rta bi6t trudc
:6c chi s5 khric xp.

Ki6m tra blng nu6c c6t

iheck with bromonaphthalene or
ilher standard substances with
Utown standard refractive index

]heck with distilled water

fti c6 tliAu khi6n nhiQt tlQ

Cabinet with temperature control

fti 16o dugc

Aging medicine cabinet

5 nlm
5 years

Hang ngiy
Daily

Ki6m tra nhi0t dO v6i dAu dd thich
1gp

lheck the temperature with
tppropriate probe

loD I n[m
I year

Khi sri dsng

Wen using

Ki6m tra nhipt <10 ltc bit dAu, nhiet dO

6i tla vd t5i ttri6u cria tu phii tlugc
ki6m tra trong qu6 trinh tht nghiQm.

Check the temperature at the start,
the maximum and minimum
temperature of the chamber must be
:hecked in testing

ru say

Dryingcabinet

Ban dAu

Initial

12thing

l2 montlx

PhAi ki6m tra sg thay O6i ntiet A9 va

f lQ bay hoi. BS 2648

Ki6m tra sg thay a6i nniet dQ trong
<hu vgc ldm viQc.

Vust check the change of temperature
znd the rate of vaporization BS 2648
lheck the change of temperature in
,vorking area

Khi sri dpng

Wen using

Ki6m tra nhiet d9 v6i dAu dd thfch
1gp

iheck the temperature with
rypropriate probe

Khi nhiQt d0 tt lanh cAn dugc ki6m
;o6t thi thpc hiQn ki6m so6t nhiQt tIQ

\

s
/
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T6n thi6t by'Equipment Chu ki hiQu

chuAn (nlm/
Calibration

interval (year)

Chu ki ki6m tra
(th6ng)/ Check

interval (month)

Quy trinh vir khuy6n nghy'

Procedure and recommendation

tt lpnh
refrigerators

24thing

24 months

Uy dinh blng il6u dd nhiOt d0

Wen the refrigerator temperature
bas to be controlled, control the

"egulated temperature by
lemperature probe

l6t chan kh6ng

Vocuum distillation
24 thing

24 montlx

v16y ly t6m

)entrifuges

2 nlm
2 years

.y:rg hT F,_:t dpng c6 y6u cAu
(y muat ve toc oQ

Sfr dpng m6y do t5c d0 d6 ti6m tra

Tachometer (mechanical
firoboscope or light cell type, or by
ilher approved means) where
tperating speed is specified.

VI6y <lgc ELISA

ILISA plate reader
12thing

l2 montln

Ihgc hiQn ki6m tra theo khuy6n c6c

:ria nhi sin xuSt

IhUc hiQn ki6m tra tr€n dia chuAn it
rh6t hdng nlm vd t5t ntr6t ld 6 thrlng
nQt lAn. O5i vOi chc iladqc dd c[ vi
dr6ng c6 hQ th6ng kir5m tra thi clia
..1.:.,

:hudn c6n s& dgng v6i t6n suet nhieu
:lon.

The recommendations .from
nanufacturers should be followed A
standordised plate be run on the plate
"eader at least annually (minimum)
but preferably 6 monthly. For older
ilate readers that do nol hove an in-
built checking system, the
standardised plate may need to be run
m a morefrequent basis.

IQ th6ng chi thi nhiet <I0 (dang s5)

femperature (digital) indicating system

JAm tay, bench type,
lang tU ghi

lland-held, bench type
md self-reported

I nlm
I year

Ban <liu

Initial

HiQu chuAn theo hQ th6ng do nhiQt

IQ chuAn.

Kitim tra hiQu qui cria b0 bir lanh tU
lQng vdi dAu tto nhiet d9 tei tli6m
l6ng blng
Calibrated according to standard
letnperature rne asurernent system.

Check the ffict of Automatic
rcoling Compensator by
temperoture prob e at freezing point
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T6n thi6t by' Equipment Chu ki hiQu

chuAn (nlm/
Calibration

interval (year)

3hu ki ki6m tra
(th6ng)/ Check

interral (month)

Quy trinh vir khuy6n nghy'

Procedure and recommendation

6 thring

6 montlr
Ki6m tra tai tti6m d6ng bing
Check at thefreezing point

lhuAn - digital display
R.TDs

Reference - digital
lisplay RTDs

I nim

I year

6 thing

6 montlu

FIiQu chuAn theo hQ th5ng do nhiQt
l0 chuAn.

Ki6m tra tai di6m d6ng blng hoflc I
li6m trong dii thuong sri dgng theo
nQ thting tlo nhiQt tlQ chuAn

Calibrated according to standard
lemperature measurement system.

Use standard temperature
measurement system to check at the
freezing point or one point in usual
using range

lhuAn, tliQn trd Platin

Refefence, platinum
"esistance

2ndm

2 years

Tru6c khi st
dung

Before using

iu dyng tdi 250"C

iri dpng tr€n 250oC Ki6m tra di6n
rdng

Use to 250"C

Use over 250"C

]heck the ice point

lhuAn nhiet k6 thriy tinh

Reference, glass
lhermometer

3 nlm
j years

Trudc khi st
dung

Before using

(i6m tra di6m b6ng

lheck the ice point

$hiQt k6 thtiy tinh

Glass thermometer

Ban dAu

Initial

I n[m

I year

6 thang

6 months

Ki6m tra di6m blng holc I di6m
rong dii ldm viQc so v6i nhi€t k6
:huAn

Ki6m tra di6m d6ng blng vi mQt vdi
1i6m ngodi dei Hm viQc so vcri nhiQt

<t5 chuAn

lheck the ice point or a point in
uorking range, compare to standord
thermometer

iheck the ice point or some points out

f working range, comparc to
tandard thermometer

D6ng hd b6m, d6ng h6

Cloclrs/ Stopwatch

6 thring

6 months

llghe ki€m tra so vdi tl6ng hO ph6t t(n
riQu Telstra. Hai lAn ki6m tra phii
lugc thlrc hiQn c6ch nhau I gid (tuc
td chu k! ln I gid)

Listening test against Telstra signal
:lock. Two tests must be performed I
hour apart (the cycle is I hour)

M6y <lo tlQ nh<rt

Yiscosimeter

Ngay ban hdnh/ Date: 01/9/2023 L,in ban hdnh/ Reversion: 03

.rf

;0

1't

tl

\

22/36



YAu ciu bii sung c6ng nhSn cdc Phdng thh nghiAm lTnh vtrc Dwc
ac cr e dit at i on of pharmac e ut i c al t e s t ing L,.A B s VACI,SR7,1,06

1

v
Nr

J
:.
't

'1

TCn thi6t bi/ Equipment Chu ki hiQu

chuAn (nIm/
Calibration

interval (year)

)hu ki ki6m tra
(thing)/ Check

nterval (month)

Quy trinh vi khuy6n nghy'

Procedure and recommendation

ing xi ph6ng (6ng hinh
;hit V)
\iphon tube (V tube)

ChuAn

Reference

Ban dAu

l0 n[m
Initial

10 years

{sTM 2162

36ng t6c

Working

Ban dAu

2 nilm
Initial
2 years

Sri dsng dAu dim b6o ch6t lugng so

v6i chuin ddu

(Jse quality oil compared to
orimary standards ASTN 2162

VI6y tlo ttiQn th6
ootentiometers

:hu6n dAu

Reference

5 n6m

5 years

lS 1041 phAn S. HiQu chuAn boi co

luan c6 thAm quydn

BS 1041 part 5.

ialibration by an approved testing
zuthority

ChuAn c6ng tric

Working

I nlm
I year

(6m tra bing chuAn ttAu

]heck by Reference

c6c thi6t bih6a lf: AAS,
GC,I{PLC,ICP...
Physiochemistry
equiment: AAS, GC,
HPLC,ICP....

Ban diu
Initial

liEu chuAn ban dAu bing miu chuAn

tugc chimg nhpn c6 th6

Iham khio theo quy tlinh cira nhi sAn

ru6t thi6t bi, phuong ph6p thri

Calibration by Certified Reference

Material - CRM against test method or

e quipmen t manufac tur er

Requirements.

Refer to the equipment mam,{acturer's

speciJications and test methods

Dinh lc! (theo
quy tlinh phuong
ph6p thri, nhi san

xu6t thi6t bi)

periodic (againsl
test method,

equipment
manufacturer

liQu chuAn bing m6u chuAn
'Reference Material -RM) c6 th6 tham

<trio theo quy clinh cta nhi sin xudl

;hi6t bi, phuong ph6p thir.

lalibration by Reference Material -
W against test method or equiPment

manufac tur er r e q uir e ment s
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TGn thi6t by' Equipment Chu ki hiQu

chu6n (nlm/
Calibration

interual (year)

(thing)/ Check
Quy trinh vir khuy6n nghi/

Procedure and recommendation

Tru6c khisri
dung (theo quy
tlinh phuong

xu6t ttri6t U|;
time when

using (against
test method,
equipment

manufacturer)

quy rlinh c0a nhd sdn xu6t thi6t
phuong ph6p thri.

test method or

dinh hj (theo
quy

ctinh phucrng

ph6p thri, nhd

sin xuSt thi6r bi)
periodic

(against test
method,

equipment
manufacturer

tri&i6m tra todn bQ hQ thSng theo
tlinh cria nhd sdn xu6t.

system/ check system
manufac tur e r r e q u ir e me n t s

khuy6n c6o cta NSX
Li6m tra rt$lflp lpi cria cudng ig v6t
[c kf
'ollow manufacturer,s

the repeatability of the stain

12thing
l2 montlts

irSm tra ctQ tuyiSn tinh;

i6m tra dQ dring;

tra nhigt tlQ (niiu c6 di6u nhiQt)
jheck the temperature (f there is
'hermostat).

<lo di6m chiy
'ing point apparatus

12 thing
I2 months

i6m tra dQ dring.
'heck the precision.

6y quang ph6 hOng

'R spectrometer

12thing
l2 month

Khi sri dpng

Wen using

chinh xric budc s6ng; W

l{p lpi budc s6ng;
'ove length repeatabil ity

chinh xiic bu6c s6ng.
+ Khuy6n c5o cta NSX)
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TGn thi6t by' Equipment Chu ki hiQu

chuin (nIm/
Calibration

interval (year)

(th{ng)/ Check
Quy trinh vi khuy6n nghy'

Procedure and recommendation

ry <lo khric xp k6

Use distilled water

chuAn dO rli€n thiS 12thilng
I2 months

lap lai cta hQ th5ng;
tpeatability of the system

i6t Uiao dQ hda tan

12thirng

l2 montlts

6 th6ng

6 montlr

Ii0u chuin VAt ly + H6a hqc (st
i6n chu6n)

ics and chemistry calibrat

iQu chu6n Vat ly

i6m tra dQ th6ng bing cria thi6t bi
the balance of the equipment

chinh x6c bu6c s6ng
'avelength qccuracy

12 th[ng
l2 montlu

lQ tin hiQu/nhi6u duong nery Og
i Signal/noise ratio/ Drift

Ban dAu

Initial
2 ndm

2 years

I th6ng

l month

dpng dAu chuAn

dpng dAu itim b6o ch6t luqng (
: cta nhd sin xu6t).

standard oil

quality oil (exomple.

Ban dAu 3 thr{ng

Initial

3 month

dung diu chuAn

Ban ttAu I nlm
Initial

I year

dpng dAu chuAn
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1:xOi du3gva pn,rffi
hiQu chuf,n mQt s6 ttri6t bi cU th6

3. Content and checking-rnethods,
calibration of some specific

C6ch4ngmuccuth@
duqc kiQt kC o dudi ct6y cung vdi huong
Oan A6 hiQu chu6n nEi U6, ,ian t *n ua

Some specific equipment belo* *ithguide to inhouse calibration,
maintenance.

3.1 Calorimeters
X6c <linh duong tuqngludc bilgjaxft
benzoic theo chu k! 6 th6ng

Determine water equivalents using
certified benzoic acid at six monthly

3.2 Conductivity metersDo<l0d5ntpim6to@
dpng vd ki6m tra todn bQ thang ctria irdi
ndm. Theo ASTM D 1125 hodc theo
huong d6n sri dung cta nhd s6n xu6t. m4nufacturer guidelines.

Conduct a one-point check on rrse anO
gheck the complete scale each year.
Reference to ASTM Dll25 or

3.3 Thi6t bi do lugng o*i hOa tan 3.3 Dissolved oxygen meters
uo d0 d6n tpi di6m 0 vd mQt cli6m dang
sri dpng b6ng mQt trong c6c phuong ph6p
sau:

- Ki6m tra vdi nudc b6o hod
- Ki6m tra vdi khf b6o hda hoi nu6c
- Ki6m :u:avlichuAn dQ Winkler

Ki6m tra ditim 0 c6 th6 thsc hiQn b6ng
crlch do DO cria dung dich chu6n bi sEn
bing c6ch 96n 1g sunphit natri vi mQt
chrit tinh th€ clorit coban trong I lit nu6c.
Thgc hiQn clo ee nieu chu6n rO-dqr DO vd
phii ttim b6o khdng l6n hcrn 0,2 mg/L.

On use, conduct a zero check and a on.-
point check by one ofthe following check
procedures:
- Check against water saturated air;
- Check against oxygen saturated water
- Check against the value obtained by the
Winkler titration.
A zerc check can be carried out by
measuring the dissolved oxygen (DO) for
aprepared solution containing 1g sodium
sulfite and a few crystals of cobalt
chloride in 1 L of water. If the meter is
properly calibrated the DO reading
qbgUlq be less than 0,2 m
3.4 pU MetersKidmtratrudcm6itA@

dung dich itQm chu6n trng vdi pH tuong
rmg vdi kh.oing pH cria m6u thr? nehiQm.rmg vor l0oang"pH cta m6u thr? nghiQm.
6 thdng I IAn kiOm tra 6 3 dQm chu6n. H6
so thi5 hiQn viQc ki6m tra cAn duqc luu.
Tham kh6o tdi liQu ApHA 4500-Hvd BS
1647. DiQn cgc cfrng ph6i dugc kii5m tra
it nhet Id hdng tuAn, ho{c tAn su6t lcnr hon.
Tham kh6o theo huong d6n sti dpng cria
nhd sin xu6t.

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

3.5 Thi6t bi do d0 duc 3.5 Turbidimeters

ti
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lEoctqdantaim6ta@
dpc cria m6u thti, vd hiQu c[u6ridAy iili
m6i- nam. Theo APHA 21308. 1cfr6t
chuAn c6 th6 mua ho{c pTN tU tao. fii6,
tra lpi ch6t chuen cria nhd rrng ,6p harg
n[m bing churin formazin)

Conductaone-poin@
the anticipared turbidity of the sample
being measured, and a complete
calibration each year. Refer APHA
21308. (Reference standards may be
purchased or made up in the laboratory.
Check manufacturer supplied standards
annually against fo rmazin standards. )

3.6 Thi6t bi phen ticn tu OOne 3.6 Autoanalysers
I oq, b0 he thdng cdn dugc ki6m tralhiQu
chudn (tlruq kh6o hucmg d6n cria nhd s6n
*W) mdi tan.sri dung ia te- theo viQc
kitim so6t ch6t trqrg bang ch6rt chu6n,
hiQu chuAn ducrng n6n vd m6u tr6ng. CAn
c6 k6. hopch ldm m6u l{p vd ki6m tra dQ
thu h6i bing mdu th-6m. Trorg truong hgrp
ph6n tich mQt chu6i m6u, ph6i ap dung
biQn ph.an thich hop bio rtim thitit bi vfn
hanh t6t trong sutSt thdi gian ph6n tfch
mau.
Tht tgc ki€m so6t ch6t lugag cAn ki6m tra
dugc tfnh hiQu qui cria b6t kj,ph6n ung
trong qu6 trinh thri nghiQm vi dU cQt kht
cadmium sri dpng cho phdn tfch nitrate.
N6i chung c6c thi6t bi ph6i dugc b6o tri
theo quy dinh cria nhd s6n xu6t. Ntiu c6
y€u cAu ki6m sorit nhiQt ctQ (vi Au be OiAu
nhiet) phii duqc theo d6i bing thitit bi da
hiQu chu6n (nhiet ki5 ho{c c{p nhiet dien
c6ng t6c). C6c b0 ph{n cria thi6t b! c6n
dugc kitim tra dinh k) vn chi ra cach ii6m
so6t ch6t lugmg khi c6 v6n d0 kh6ng phu
hqp.

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 veri$z
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.
Temperafure 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 Thi6t bi tlo ph6 3.7 Spectrophotometers

I 
Da sd c6c ph6p phan ti.h ai.rt tugng

I 
trong PTN h6a c6 sti dung thitit bi do
quang phd hoflc so mdu. Do d6 pTN cAn
thgc hiQn thuong xuy€n vd ghi nhfln h6 s<r
vO ki6m tra vd hi0u chu6n cho c6c thi6t bi
quang ph6 tg dQng ho[c so mdu. Eu]ng
cong hiQu chuAn c6 thd sri dpng trong mQi
khoang thdi gian nhung ph6i duqc ki6m
so6t bing m6u tr6ng vd m6u chuAn cho

lOi tan thft nghiQm ra pnai duqc thi6t lap
lai mOt thring 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 OC

,
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Thi6t bi phii dugc kitim traltri€u chuAn
dinh ky vd phii bao g6m c6 vigc kiiSm tra
sg chinh x6c cria budc s6ng, dQ h6p thp,
tinh tuyiSn tinh, dO l4p l{i,lQ ph6n gif,i,
6nh s6ng phdn t6n, tinh tr4ng cldn vd phu
hap,te bdo quang ctipn. ViQc ki€m rraltriQu
chu6n phii thgc hiQn phir hqp v6i huong
ddn cria nhd sin *r6t urlho{c cric sO Ueu,
tdi liQu liet kC trong khodng phu hqp v6i
ciic. thri tqc tht nghiQm vd di€u kiQn m6i
trudng sri dgng thiet bi (nhtmg it nh6t ba
th6ng mOt l6n).
tdt ca.ttitit bi ph6i dusc ki6m tra bing
c6c ch6t chudn pht hgp. MAu tring vd ft
nhet 2 di€m tr6n d-ucrng cong hiQu chuAn
cflng phii dugc ki6m tra. ViQc hiQu churin
ndy phii.girip theo d6i ilugc tinh trpng
cta hQ thiing thi6t bi qua ciic lAn kiiSm tra
ct6 ph6t hiQn b6t ky sU kh6c biQt ndo cta
he th6ng.

samples for each measured. A new
calibration curye 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 ofpractice 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 

Iover time to detect any system
deterioration.

Relevant standards for the checking and
use of spectrophotometers include:

a) Ultraviolet/ Visibte:
ASTM E131: Standard terminology
relating to molecular spectroscopy.
ASTM El69: Standard practices for
general techniques of ultraviolet-visible
quantitative analysis.
ASTM 8275: Standard practices for
describing and measuring performance of
ultraviolet and visible
spectrophotometers.
ASTM 8925: 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 E168: Standard practices for
general techniques of infrared
uantitative analysis.

Ugt s5 phuong ph6p phQn tich sri dung
c6c thi6t bi du6i d6y c6 ct6 cflp c6ch ki€m
tra vd sri dung thitit bi gO- cO'
a) Tri ngoSi/ khi ki6n:
ASTM El31: ThuAt ngt li6n quan d6n
phdp ghi quang ph6 phdn tri.
A.STM El69: Thgc hanh ky thupt chung
vC phdn tfch <linh luqmg bing quang ph5
tu ngo4i

4STM 8275: Thpc hdnh m6 t6 vd do
bing quang p.h6 t<i5 tri ngo4i, kh6 ki6n vi
hdng ngo4i gdn
ASTM E925: Thgc hdnh hi€u chutin theo

9trt, ty quang ptrO tti c6 dii pfrO Oai he.p
kh6ng l6n hcrn 2nm.

ASTM E958: Thsc hdn!, do d6i rQng
quang ph6 cria quang ptrO tti tri ngoai -
khi ki€n.

b) 6ng ngogi
ASTM El68: Thsc hanh ky thuflt chung
vQ nhdn tich dinh lugng bing quang ph6

.\
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ASTM 8932: Thgc hdnh m6 t6 vd rlo
bang quang ph6 td hont 

"grai 
,a, -i.

ASTM E932: Standard pi-ctice for
describing and measuring performance of
dispersive infrared spectrophotometers.

chuAn lhai I"q" chuAn ui r" ar"g *a,
trdng vd 

"blng 
it nh6t tt 03 d6n 05 dung

dich chu6n bao phri dugc khoing n6ng d[
c6 thi5 c6 trong miu ph6n tich.

Ki6m tra dudrng tuy6n tinh ph6i dugc thgc
hign. Tuy nhi6n cl€ c6 hdm tuy6n tinh cin
chu6n bi I cli6m tring vd 5 di6m n6ng dQ
dung dich chu6n. pOi vOi h6p thg nguyOn
tri, tlucrng tuy6n tfnh ph6i dugc OUn! OUa
trOn tinlriQu rlo (rtQ hAp thp). C6c bQ phQn
cta thi6t b! vd thiCt bi phs trs ph6i dugc
b6o du0ng vd kitim tra dinh k3, theo c6c
thri tpc dd dugc v[n b6n h6a rt€ d6m b6o
d{c tinh thi6t bi quang hqc (di6u ndy c6
th6 thgc hiQn b6i cdc k! thuflt vi6n b6n
ngodi). C6c ti6u chuAn li6n quan AC n6m
tra vd sri dgng quang pfrO tti bao g6m:

a) Hdp thg nguy€n tfr

E{ctinhthi6tuipffi
sri dgng bdng ciic ch6t.chu6n. E6 thi hiQu

ASTM E 1184 Thuc hdnh ph6n tich h6p
thp nguy6n tri lo graphit
APHA 3111 Phdn tich kim loai bing
quang ph6 h6p thg nguy€n tri nggn lta
APHA 3ll2 PhAn tich kim loai bing
quang ph6 h6p rhs nguyOn tri bay hoi
lpnh.
APHA 3113 Phan tich kim lopi bing
quang phO h6p thp nguy€n tri nhi6t diQn.
APHA 3114 Phdn tfch asen vd selen bing
quang phO h6p thp nguy€n tri/ph6t sinh
hydrua
b) Phdt x3 nguy6n tfr vi hulnh
quang tia X
AS 2563 Budc s6ng phdn t6n quang ph6
hulnh quang tia X -X6c ctinh rl0 chUm.
AS 2883 Ph6n tfch kim lo4i - phucrng
ph6p thi6t lfp, hiQu chutln vd chuan nOa

Instrument performance mrrst 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 3lI2 Metals by cold-vapour
atomic absorption spectrometry.
APHA 3113 Metals by electrothermal
atomic absorption spectrometry.
APHA 3ll4 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 tlle setting uF, calibration and
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ph6t x4 nguy6n tri sri dpng

ASTM El35 ThuQt ngt li6n quan d6n h6a
phdn tfch kim lo4i, quAng vd v4t ligu li6n
quan.

c) Plasma li6n hqp c6m tfrng
APIIA 3120: Phan tich kim topi Uang
quang ph6 ph6t x4 plasma

d) CQng hu0ng tth4t nh6n
ASTM E386: Thpc hanh"trinh bdy dr liQu
li0n quan <ltin quang ph6 cQng d"Od;;
hpt nh0n phdn giii cao

spectrometers using arclspark discharge.
ASTM E135 Standard terminology
relating to analytical chemistry fu
metals, ores and related materials.
c) Inductively coupled plasma
(rcP):
APHA 3120: Metals by plasma emission
spectroscopy.
d) Inductively coupled plasma:
ASTM E386: Standard practice for data
presentation relating to high resolution
NMR spectroscopy.

standardization of atomic emission

3.e Sic kf 3.9 Chromatography

Gas chromatography (Gcricth6ngsSdac@
dugc.kii5m tralhiQu chuan Olnh ky bing
cdc chdt chu6n. Cric thdnh phAn L,iu ne
th6ng (m6y tfch ph6n, r,hiet dQ lo cQt,
chuong trinh nhiQt dQ, t6c dQ dong khf,
detector) cfing ph6i dugc kii5m tra theo
chu kj,, vd c6c h6 so ki€m tra ph6i dugc

Instrument performance must Ue
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) Sickyl6ng,b@
hiQu ning cao (HPLC) vi sic ky ion

b) Liquid chromatography
including high performance (or high
pressure) liquid chromatography

and ion chromatography:
Todn bQne th6ng phii rtuqiI oan bO hg thOng phai rlugc ki0m traltriQu
chu6n bing crlc cnuan c"hinh. Sg gi6m kh6

|ps nlat hiQn c6 thi5 ctuqc pt at nipn
b[ng viQc so srinh c6c ktit qu6 theo thdi
gian khi thri b6ng ch6t churin. C6c thanh
phtin c0a hQ thdng ph6i dugc ki€m tra
di$ ky vd n6i dung rlugc luu gi[ h6 so
ki6m tra.
C6c ti6u chu6n li€n quan iltin viQc ki6m
tra vd sri dpng thi.st bi sic ky g6m:

ASTM D1945: C6c Phuong phrip ph6n
tfch khi tg nhi6n bing sic kli khi.
ASTM D4626: ThFc hdnh tfnh to6n c6c
hQ sd <t6p rmg trong sic ky khi.
ASTM E260: Thuc hdnh sic ky kni cQt
ntrOi.

The total system must be morritored
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

column gas chromato
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ASIM E355: Thgc henh crtc h4ng mpc
cta sdc ky khi vd nhtng v6n d€ li€n quan.
ASTM E516: Thgc hanh kiOm tra
detector d6n nhiQt dirng trong sAc ky khi.

ASTM 8594: Thuc hanh ki6m ta
detector ion h6a ngen hia dung trong sic
ky khi.

ASTM 8682: Thuc
ctia slc ky l6ng vd
quan.
ASTM E685: Thgc henh tht nghiQm
detector UV/VIS budc s6ng c6 clinh dirng
trong sic ky l6ng.
ASTM 8697: Thuc hdnh sri dpng cQng
ktit diQn tt ECD trong sic kj khi. 

-

ASTM E840: Thgc hanh sri dUng
detector tr6c quang ngen lta FpD trong
s6c ky khi.
ASTM El151: Thgc hdnh c6c lopi sic ky
ion vd nhflng v6n eC [€n quan.
ISO 10301: Ch6t luqng nu6c - X6c <tinh
c6c hydrocacbon halogen dE bay hoi b6ng
sdc hj khi.

BS 5443: Khuy6n c6o vC mQt so d6 ti6u
chudn cho c6c phucrng ph6p phdn tich h6a
hgc bdng s6c kf khi.

hdnh cric h4ng mgc
nhiing v6n de lien

ASTM E355Standard practice for gas
chromatography terms and relationships.
ASTM E516: 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 8682: Standard practice for liquid
chromatography terms and relationships.

ASTM E685: Practice for testing
fixedwavelength photometric detectors
used in liquid chromatography.
ASTM 8697: Standard practice for use of
electron-capture detectors in gas
chromatography.
ASTM E840: Standard practice for using
flame photometric detectors in gas
chromatography.
ASTM El 15l: Standard practice for ion
chromatography terms and relationships.
ISO 10301: Water quality
Determination of highly volatile
halogenated hydrocarbons - gas
Chromatographic methods.
BS 5443: Recommendations for a
standard layout for methods of chemical
analysis by gas chromatography

Phin tich kich thufc hat Particle size analysisD{ctinhthietbiphaid@
ky khi st dgng vdi cric ch6t chuAn.

ASTM F660: Thlrc hdnh so s6nh kfch
thydc h4t trong viQc sri dUng c6c lo4i m6y
d6m h4t kh6c nhau.

Instrument performance should be
routinely monitored, during use, with
reference materials
ASTM F660: Standard practice for
comparing particle size in the use of
alternative types of particle counters.

3.10 Tfi an toln sinh hgc 3.10 Biological safety cabinets

TAn su6t hiQu chu6n hof,c ki6m tra -
hirng nim.

Calibration or check - annually.

C6c ttr an todn sinh hgc phii dugc ki6m
tra tru6c khi sri dUng vd ti6n hdnh hiQu
chuAn vd ki6m tra hdng n6m bdi c6c co
quan hiQu chuAn c6 thAm quydn, c6c
phdng hiQu chudn dd dugc cdng nh6n

Biological safety cabinets shall be check
before use and calibration and check
annually by approved testing authority,
accredited laboratory or by themselves
agqinst manufacturer guidelines.
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ho{c PTN tg thuc hiQn theo huongJAn
cta nhd sdn xu6t. C6c th6ng s6 phii clugc
ki€m tra vd gi6m siit nhu: tinh nguyen vgn
cria mdng lgc; t6c d0 vd dQ d6ng d6u ddng
khi;rd ri khdng khi cdm ung; bric xp UV;
cudng dQ 6nh s6ng vd mric 6n.

Tri an todn sinh hgc vd tri c6y v6 trung
ph6i ttugc vQ sinh ldm spch trudc vd sau
khi sri dulg. Tinh tr4ng s4ch ph6i dugc
gi6m srit bing phuong phrip thiCh hqrp nhu
st dpng c{rc ffiatitip xric tryc titip bA m{t
ho{c phuong ph6p dia Swab (dirng tdm
bdng). Trong khi st dpng, tt cAn dugc
ki6m tra ss nhi6m khuAn kh6ng khi bing
c6ch sri dung cdc ilath4ch troac cac tni6i
b! h.y mdu kh6ng khi phir hqp vdi c6c tiOu
chudn quy tIlnh.

Parameters shall be checked and
monitored such as frlter integrity, air
velocity and uniformity o air barrier
containment, induced air leakage, UV
radiation, light intensity and noise level.
Cleanliness of biological safety cabinet
and laminar flow clean bench surfaces
shall be maintained before and after each
use. They shall be routinely monitored
using appropriate method, such as the use
of direct agar contact plates or Swab
plates. During operation, the aerial
microbial contamination shall also be
checked using agar plates or air sampler
for compliance with relevant standards.

3.11 Kinh hi6n vi 3.11 Microscopes

Cdn thucrng xuy6n lau vd b6o tri c6c kinh
hi6n vi Ae eap img ciic nhu cAu sri dgng.
Bdn soi kinh hi€n vi vd th6u kinh phii
dugc lau sach sau khi sri dUng viQc b6o tri
vd b6o qudn phii dugc thpc hiQn boi nhdn
vi6n c6 nlng lgc.

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

3.12 Thi6t bitlo pH 3.12 pH meters

Ki6m tralchu6n thi6t bi do pH hdng ngdy
hoflc tru6c m5i tAn do dtng it nh6t 2 dung
dlch <lQm chuAn img vdi khoing pH cria
mdu thri nghiQm, vd 6 thang I lAn ki€m
tra thi6t bi 0 3 dung dich dQm chuAn. Hd
so kiiSm tralhiQu chuAn phii dugc luu git.
DiQn cgc ph6i dugc ki6m tra (<1Q d6c) it
*r6t ta hdng tuAn, hoflc t6n su6t ldn hcrn.

Tham kh6o theo hudng d6n sri dpng cria
nhd sin xu6t, SMEww 4500-H+ vd BS
rc47 deki€m tralchuAn thi6t bi do pH.

Calibrate the pH daily or before using by
use of at least 2 buffer solutions suitable
with measure range, and once per six
months using 3 buffer solutions. Records
must be kept of all calibrations and
checks, including the temperature of all
buffer and sample solutions measured.
The electrode system should be check
weekly or more (slope value). References
to recommended by the instrument
manufacturer and SMEWW 4500-H+; BS
t647.

YAu cdu bii sung c6ng nhQn ctic Phdng thirnghiQm linhwx Duqc
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PHU LUC 2. AN TOAN TRONG PTN DUqC
ANNEX 2. PHARMACEUTICAL LABORATORY SAFETY
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l. Cfc quy tlinh chung 1. General rules & regulations
- Huong d6n chung vd cp thi5 v€ an toin
li6n quan xrlc dinh rui ro phii ctuqc thiist
lfp vd sinc6 cho c6c nh6n vi6n vd b6 sung
dinh ky n6u thfch hqrp (Vf dp nhu dang tdi
liQu vi6t, tranh, video vd tinh hu6ng cU
th6).

- Bing.thdng tin vA an toan ph6i dugc
cung cdp cho nhdn vi€n tru6c khi thuc
hiQn thri nghiQm.

- Kh6ng ^drg. hrit thu6c, dn u6ng trong
phong ki6m nghiQm.

- Phong ki€m nghiQm phii dugc trang b!
c6c thi6t binhu: binh criu h6a, tri htt, vdi
hoa sen, tri thu6c c6p criu,...

- Nhdn vi€n phdng ki6m nghiQm phti bi6t
st dgng thdnh th4o tri hrit vd cric phucrng
tiQn phong chiry, chtta ch6y.
- Ddy diQn, thi6t b! diQn, tt l?nh ph6i dugc
c6ch diQn, nOi O6t vd phong chdng ph6t
sinh tia hia dign.

- Trong khi ldm vigc, kii5m nghiQm viOn
phii m{c 6o choang dirng cho phong ki6m
nghiQm ho{c c6c trang phpc bio hQ lao
dQng thich hqp kh6c.
- f6t cir cdc binh clpg dugc ctr6t pnai
4gq9 d6n nhdn vd ghi nh6n d4c biOt (vi du:

- General and specific safety instructions
must be, available to each staff member
and supplemented regularly as
appropriate (e.9. written material, poster
displays, audio visual material, and
occasional seminars).

- Availability of safety datasheets to staff
prior to testing being carried out

- No smoking, no eating in
Pharmaceutical laboratory
- The Pharmaceutical laboratory shall be
equipped accessories include: fire
extinguisher, extraction hood, shower,
afirst-aid box,..

- The personnel of PL must know to use
well extraction hood and flame proof
equipment.

- Electric wire, electrical equipment,
refrigerators must be insulated, earth
connection and prevent making spark.

- The personnel of PL must wear
protective clothing in work.

- All drug substance pots must be coded
mark and special mark (Eg: poisonous,

Ngay ban hdnh/ Date: 0l/9/2023 Ldn ban hdnh/ Reversion: 03 33/36
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- Ki6m nghiQm vi0n kh6ng ilugc ldm viQc
mQt minh trong phdng ki€m nghiQm.
- f dt ci nhdn vi€n phong ki6m nghiQm
ph6i ctugc hu5n luyQn v6 cTch so crli, c6p
ct?u vd dung ch6t gi6i dQc.

Ciic phuong tiQn bdo hQ lao dQng nhu kfnh
b6o hQ, khAu trang, gang tuy lnai dugc

liulsbi dAy dri. Phai it.rs qra uop cao su
khi sri dUng pip-et vd 6ng siphon. Nhan
yi6n phgng kitim nghiem ph6i dusc
huong d6n c6ch sti dpng an todn dgng cu
thriy tinh, dugc ch6t an mdn, c6c Oung
m6i vd c6c quy diqh 16 an todn lao ctQng
trong khi pha ch6 ho6c tii5n hdnh thri
nghiQm. Khi ti6n hdnh cric ph6n ring dugc
hgc m4nh, nguy hi0m vd kh6 ki6m sorit
nhu hda l6n nudc vdi acid hay hdn hgp
aceton - cloroform v6i amoniac, trQn ciic
ctr6t O6 ch6y hay t6c nh6n oxy dugc...ph6i
d{c bi€t thpn trgng vd tu6n theo dring cric
hucrng d6n.

- Ho6 ch6t clQc hai ph6i cl6 ri6ng vd d6n
nhdn cdn thin. frann *** i,ep *,i,
kh6ng cAn thitit v6i thu6c ttrt,-<l4c tiet ta
dung m6i vd. hoi dung m6i. H4n chi5 st
dq.ng c6c chdt gl'y ung thu ho{c g6y dQt
bi6n tld bi6t, n6u c6 th6 c6c ch6t ndy ph6i
dugc lopi bo hodn todn. C5 gang ttray ttr6
c6c thu6c thri vd dung mOi OOJfrai ting
c6c ch6t ft clQc hon, d6c biet khi nghiCn
criu c6c phuong ph6p thri m6i.

"DQc", "DE chiiy", '.An mon,l)

- The personnel of pL shall be trained
about first aid, using antidote.

The protective equipment (protective
glass, gauze mask, glove) shall be
equipped fully. There must use burette
after using pipet and siphon. The
personnel of PL shall be guided how to
use safely glass wa"re, corrosion drug
substance, solvent, labour safe regulation
whenprepare solution and carry out tests.
When carry out reaction wich are strong,
dangerous and hard to control such as
mix water and acid, aceton - chloroform
and ammoniac or combustible subtances,
oxidizing agent must be cautiousn and
comply with the guides.

- All poisonous chemicals used in the
laboratory must be labeled and kept in
safe area. Avoiding direct contact with
reagent, especially solvent and steam of
solvent if not necescary. Using at least
known carcinogen and mutagen. It needs
to remove completely if possible. Try
replacing poisonousreagent and solvent
with less poisonous subtances, especially
when studying a new test method.

combustible, corrosive,..)

- Don't work alone in pL

2. Xft Iy chft thei 2. Waste disposal
C5 gang.sti dpng dugc ctr6t it ntr6t

c6 th€ dugc nhlm giim thi6u luqng ch6t
thai.

- tdt cit cdc ho6 ch6t, gung m6i th6i
c6 th6 qay Anh hucmg x6u dtin -Oi t**g
tuyQt OOi ttrOng <luqc th6i tryc ti6p vdo h[
th6ng nudc thii sinh hopt md ph6i cluqc
y ly b[ng nhirng ph]rong tiQn, dpng cg
thich hgrp, ct6c biQt C6i vOi c6c kim loai
tlQc nhu thriy ngdn, chi, arsen...

- The drug subtances which are

- Try using at least drug substance if
possible to reduce waste.

- All eliminate chemicals and solvent
wich can cause adverse environmental
effects, absolutely don't discharge
directly into the waste water system,
must be treated by appropriate
equipment and instruments, especially
withpoisonous metals such as Hg, pb, As
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cdc acid, base m4nh phai Ouqc v6 hi6u
dugc, ldm lodng ho{c trung hda trudc khi

poisonous, corrosive, combustible or
strong acid, strong base must be disabled,
diluted or neutralized before
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HrroNG DAN xAc NHaNPErllffi 3o run" pHrror{c pHAp
ANNEX 3

PERFORMANCE CHARACTERISTICS INCLUDED IN A VALIDATION
STUDY

1. Cdc thdng s5 x6c nh$n gi6 tri sfr dgng phucrng phip/ Parameters for method
validation

Thdng s6/ Parameters Dinh lugng/
Qualitative

Dinh tinh
Qualitative

DQ ittng/ Trueness +

DQ nhay/ Sensitivity + +(*)

DQ chgn lgc/Selectibility + +(*)

E0 l6p lpil Repeatability +

D0 tAi lppl Reproducibility +

Gi6i h4n ph6t hiQniLOD +(*) +(*)

Gi6i h4n ttfnh luqng/LoQ +(*)

DQ tuytin tinh/ Linearity +(*)

Khoang ldm viQc/ Working
fange +(*)

DQ kh6ng dim b6o do/
Uncertainty +

Ch:iuthich/Note:

+ : CAn x6c ttinh/ Need to detemine

- : Kh6ng cAn x6c dinh/ No need to detemine
+(*): Tuy tirng trucrng hgp .u thd c6 th6 c6n phii x6c dinhl Depending on specific case
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