780

‘

[ ]

ﬁfé{ msmsaﬂmmaauﬁnmmﬁwwua"mjmw
i 10 v 1 ANF1AN — SunAN 2568

nswaEsauauamnwnielusesmsnagdeuldslfasusniauiuaglafadusniaud Tuden
A28YANTI9590L37 TulsangruIateunusuns
The development of In-House internal quality control material for HBs Antigen and
HCV Antibody in blood by rapid test at Jainadnarendra hospital.
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Abstract

This research was experimental research aimed to study the appropriate method for preparing quality
control substances that can be produced and used by themselves for internal quality control of hepatitis B
and hepatitis C virus testing in blood with a rapid test kit, and to evaluate quality control samples from a
medical technology laboratory by testing the stability of the developed quality control substances stored
at 4 degrees Celsius with 0.1% Sodium azide as a preservative. The tests were performed with quality test
strips, both HBs Ag, Anti-HCV (qualitative analysis method), at 2 levels for 90 days, once a day/week, and
data were collected to test the stability of the quality control substances at 2-8 degrees Celsius compared
to storage at -20 degrees Celsius. At -20 degrees Celsius, the tests were performed only at Jainadnarendra
Hospital. The data were analyzed using descriptive statistics.

The results of the study found that the development of internal quality control substances by using
donor blood plasma, which has been confirmed to be negative or positive and left over from routine
disposal, was inactivated and used a preservative to reduce contamination, and then sent for comparison
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between 10 laboratories in the Chai Nat network, testing once a week. The results of the efficiency test of

the developed quality control sample compared to commercially produced quality control substances

showed no difference and were stable at 2-8 degrees Celsius for at least 12 weeks, indicating that the

developed quality control sample can be used as a quality control sample for the rapid test kit for HBs Ag

and Anti-HCV in blood. It is also a model for other hospitals to reduce the cost of quality operations and

support the goals according to the strategic plan to be achieved.

Keywords: Eliminate Viral Hepatits, Hepatis B Virus , Hepatis C Virus, Control material, Quality control
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Jariauasaissa annvalne Ineidenidu
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test):
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NAADUAMAIN Y4HBs Ag Anti-HCV(3S
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2 3fip A9 (1).3Ukuunau(Strp) 914U 2.
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HosufjoRnsfidniaunisdnuadedd
Fuu 10 wis Fuduresufianisieglu
WY eRIUURNIINIINISUINdveIdanTa
Foum M1ATFUIA 8 WY AALeNTL 2 WAIT
I§duseuaiasdisiunisifeadedudaidy
fidothdensauaunuam Ssdianuuansng
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m%uzﬁqdaﬁmiqqaﬁ’nﬁa (ice pack) 1l
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TASINTT BWUUNBSUNNTINEIUND AAUANTSTEA
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Tnemadeu ¢ afeiieuw Wunan 3 Weu Gaus
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av 1 a%s dmfutnasinisuszidiunanis
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Positive Weakly positive Negative waguia
Han1susziiuguaInn1snsaalaidud
(Excellence) AonN195189URaTATITUAT
Whnneuasnanisussdiuamunmn seusulila
(Unacceptable) AoN1991891UNanTIAT
Aa1ALAAeuINANTIMNNY WU 910 Positive
Ju Negative dwsunmssieaunadidenduly
SIENTNALIANITIILU 2 LUV AD ATIIERU
W@NEUBIANTN (Individual report)wazng
F1E9TUNAVDIFNITALAYIIU (Summary
report)  Tnsamsnwesiinisvaaaliuans
Tu Figl wagFig2

Step1: Preparation of In-House IQC

1.Thaw the donor plasma Negative, positive at 37 °C

% I—Z.Inactivated microorganism at 56 °C for30 min (HBS Ag) and 56 °C 40 min (Anti-HCV)

% I—3.Preservation IQC plasma by 0.1%sodium azide

4. Aliquot inhouse 1QC 20 tubes(5 ml),. 20 tubes(500 ul)

5.Sent to reference laboratory accredited by international health oraganization

6.Evaluation of homogeneity In-house control

7.Evaluation of stability of In-house control HBS Ag,HCV
90 days at 2-8 °C ,- 20°C
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Step2:Evaluation of internal laboratory proficiency test

1.provide 2 levels of In-house control fo

r 10 laboratories

2.AU participants performed the testing and return the results

3.Interpretation the results &solving problem

Figure 1:Diagram showing the conceptual framework of the study
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Lﬂaniﬂ?UﬂﬂJﬂﬂ,Jﬂ']erJV] 2-8 93A1

Figure 2:Flow chart for participants
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Thuileandondeil

1. ASLATINEITAIUANANIN

LﬁaﬁwLﬁumiLm%umimuau@mmwﬁa
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(homogeneity test):
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10 wis FeldvhmsUssdiunnuduidedonty
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W 2 sEAUfoNaaULATHAUIN KBNS
nsaoumnmduidodeiunnnn Taslalls
MY LaEYIINITNAFRUAIEYANTITAAY
wanfasililunsenwaded Tng

1.nsveasulasadudniaud (HBsAg
Test) wanun 8 A fie Standard Q, HBs
Ag ACRO Rapid Test , ALL Test HBs Ag/HCV
Combo Rapid Test, One Step HBsAg
Wondfo , EGENS HBsAg test strip One Step
Test Device, Bioline Rapid diagnostic test ,
Blue Cross One Step HBsAg Test
RightSign HBs Ag test cassette uay

WAy

ACRO Rapid Test , ALL Test HBs Ag/HCV
Combo Rapid Test, One Step HCV Wondfo
, EGENS HCV test strip One Step Test
Device, Bioline Rapid diagnostic test , Blue
Cross One Step HCV Test , wlofusuinliina
n1sasratduau wazwanisnsiatduuan
aonndafuaie AeuddliudaziosufiRnsi
\irsamnsAnuseludeanuinlvinagnsiosmss
fuddhmng e

2.2 N15ANBIAIINASAANIN (stability
test):

N15U52LHUAINULADET ASANINYDY
feg1enruANAMA I NARALITUS U 2
5eiU (avINLATHARU) oMY 2-8 pseniy
aunnl 20 B9A1 WUIKHANITNAHDULTY
A nliiauuandneiy Tuszegian 3
Wwou vasn1snageulisasudniaud (HBs Ag)
Fam5197t 1 warhiFarusniaud (Anti-HCV) &

2. . manageulisaRusnaud (Anti-HCV ageit 2
Test) Wanun 7 wAaAw AoStandard Q, HCV
Table 1 : Stability testing of HBsAg
UNNA 2-8 B9A"
HBsAg ol Fouii2 Fouii3 NG
1 2 3 4 1 2 3 4 1 2 3 4
PC + + + + + + + + + + + +
NC - - - - - - - - - - - -
lodann
9auu i -20 83A"
HBsAg Wouiil ouiiz Fouiis NG
1 2 3 4 1 2 3 4 1 2 3 q
PC + + + + + + + + + + + +
NC - - - - - - - - - - - -
JodaLne




Table 2 :Stability testing of Anti-HCV
gauu il 2-8 83A"
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HCV ol Fouii2 Fouii3 NG
1 2 3 4 1 2 3 4 1 2 3 4
PC + + + + + + + + + + + +
NC - - - - - - - - - - - -
lodane
9aun i -20 B3A"
HCV Wouiit douii2 Wouiis NINBLYG)
1 2 3 q 1 2 3 4 1 2 3 q
PC + + + + + + + + + + + +
NC - - - - - - - - - - - -
Jodang

3. N15UILAUAITAAVANAMAINDIN
WoUfjuinisiasetnedmindeun

HAN15UTELIUANTAIVANAMAINDN
vieeUjiAnisinetisfaniatouiniile
navideldarusnauiuaghiadusniaud
luldanmi89an329590L59078@15A2UAY
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AnUNmune Positive wag Negative Wud1 @13
AIUALAMAIN 113 HBSAG kaw Anti-HCV tu
Tinagnaes datau asudivangaiuinue
Excellence $oway 100 Vaaansnadoy
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n1539aselsalaSasusnauduaz 8
sradrrelRunndaiunsadunissnule
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qﬁqmLLa3a®mmt§%m‘£ummm’t§a Faududs
ddnlunismunuuasinwlsadlinisan
1PEN1INIIAAANTDINIBNTNAADUININYBEN
FIAL59928YAN3I9 rapid test Ty Sduneu

n1snaaeuliigaenn 18UNansIataeLnd

557 wazlidedldindesileofiiay vagle
A10150ATI9ARNTOIATILIUIN TuLIauaE
At Tnglamylulssimafidnelitosuas
Ununansdensveaeurilusinliansadis
16 1 nkuINeNIIA L INIIUATIAANNTDY
Wagnbauuzinlidnnsessaeg 33 rapid test
(RPDs) %39 point of care screening test 193
N1580NMNEANNTBLTITNALYIN Usey1vu
nquidgsanunsaidnienisdnnsealfegng
A uarannInaweliidnanisfnidodg
szuuyimsinunlfediesiuniaeg Ssyansaad
Tinpaeudesiluszansaimilodnnseanud
Aaunfidssuula o112
AUAINANTAmMSUATUANAMAINAETUYRIYA
#5949 (Internal quality control) 3 4 i

ATIUATAIUAY

anudfyLduegeddunszuiunisaiugy
A wifielianisnsaadiassigndesuas
Undedenniign taglisiulainnanisngaad
ANgndesLazudede losannnuiinig
ATINBYANTIWUUTINTIONRTIA I FD s
AIuAAIALAdDUgINIINITATaaly
WoslURn1s Jayn1veaymansia Rapid Test
WUU Chromatography #3® Lateral FlowA213!
wiugradeifisuiuinaiaiiagidoaniiyn
M393UUU Lateral Flow Sndfidggnisadu
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A11317 (sensitivity) LaZAIIUTILNE
(specificity) fisnindlaiuieuiisufumada
TuWesUfUANIT 19U ELISA wag RT-PCR F4
g19linadnsfinainindou U NaAUADY
(False Negative) #3oNauUInaiq (False
Positiveazlagagliiiioanaldaqaain
(Qualitative results) M%E}‘U%‘m%ﬂmmﬂawa
mgaauy g1 liiAntaRanaintunis
An21u wavinlasu waauUasu V0
sufstaduiFesogmslinuuaznisiiving
y7A579 Rapid Test Hufifosfinvasergnsld
nuitdu wagdpsnsmsiivsnulugumaii
Warzaudiaaulideaniizuindoy 1u
Aty Anudeu wiensuuileuniniedns
windatiuldgnsies Usz@nsanuesyansia
anvanasIulinadnsianatn Jedmanseny
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