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2. nQUszasA
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3. ANANYAUTIANIE

3.1 L“T;qum:f’lEJ’lmmiam’Jﬁ]mmiamngﬂgj}a Dengue Virus 1?21"& 4 Serotype laun Serotype 1,2,3
waz 4 Ieanunsa AT LauRlaY wazweuRved veshiadilngldndnnnsimmunochromatography

3.2 sqmmmmmsammmLLauaLaumawﬁa Dengue Virus viin NS1 161

3.3 YANTIFANUNTONTIINWBUAUBARD Dengue Virus gvieniin oM wae 19G Tumsadieaiiu
Tnenafildzuenuaudeenainiuegsday

3.4 THnanlun1snsa warlinasiaisanieluna 15-20 wnil

3.5 yansRansaltldiuasdinsndudi, waran wazidonasudn (whole blood)

3. 685nunansAnufildsunmsifuilunsaslurdeusnussmaigemirelfinala (Sensitivity)
TuN15M I UALIUVEY Dengue otin NS1 wazlunisasianieuivedsin IgM waz 1gG unninsosay
80 way ANTNIZ(Specification) WinninTesay 95 lnsulanasiunu

3.7 yansanansnifuinulafigumad 1-30 sarmiwaiBua sufisiuvuneny

3.8 fuwaussqlitionndn 10 Test sondes Cassette udazdueriudeianfuarudy e
Uniles (Assay diluent) @usulalunisnsiaidademueudiven

3.9 NABIUTIIUTENOUMY ATUNAHDUNLOURAILLAZUOURLDALLLA | thendwiles  (Assay
diluent), naaLAUAIBE1S (Capillary pipette 10 pl) &1915UN15MTIILDURUDA waznasaveauuulinds
L1 (Disposable dropper) @115UN15ATIANILOURALAU Dengue NS1

3.10 Honansuugthnmsldgansiawuuinlunades

3.11 pgmslinuvesavedey a udwsuaudsiumaegiszylinihndedhidesndn 12 Weu
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3.12 Tsanuduansaalafunnsgiunisudn 1SO 13485 uag CE Mark

3.13 HlULanInsmUANAMAINATHER (QC LOT) WA Lot Y8anIwas

3.14 U¥nsessuiinveuludiu EQA /inter lablifiuvieaujifing

3.15 fnifsdouststsnadusumumisnnlsanudidnieldsumausinuisngunud
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wgndnFaguuuunauimiunIsnagauna Uil

1. gansransaniialdninlug (Influenza virus ) 31u3U 80 pack (1*25)
2. ¥ans2aN1TAnieteYle? (HIV) 91uau 60 pack (1*30)
3. Yansan1sAnLbeaAsU e (Scrub Typhus) 60 pack (1*30)
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1. :umimmmwmumﬁa‘wiamﬂ‘Ummmmaauluedaqmgsmsuwmmaawwm (1 ganagou/ 1
%99) uaﬂmﬂwﬂuﬂaaq&Jaﬂiuﬂaumauwafmwmai (Assay diluentuag Lonansriiffutinen
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1. ognslianu u Yudsweuitssylivuniindeslitdesndt 12 Weu
\Hundndneinlausesnanin CE Mark (VD) afusnnsgiuanna
Tsanududnlfsusosnunmnsuaniedoslounme 15013485 dadumasgiuana
. NanfueilinsnaeuAnnIn tneiiluauaunisuan (QC Lot) 9n Lot NSHER
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N3N sAAalindnalug (Influenza virus )

WQUszaeA
WansIafansesuaenTIamUsansinwelininlug anunmlaensiamueuiiauresdelisa
laninlua) ¥lla A, B Lag A (HIN1)

AMENBALLANTEY

1. u“]wqmmmmsamL%@l%’wi’miwg RN Mutinnsiansed ( Screening Test) wuusINLs Lo
mmmuauamumaﬂL%@h%’ﬁlﬁﬁ@lmj Yin A, B wag A (HIN1) sqﬂmamflul,wmmwmau (Strip) fiwen
waunsvadeuliwinlugvia A, B uaz A (HIN1) sanainiueeg19daiau

2. Tamdnnsduylulasunlans e (Immunochromatographic Assay) lngldfiiagansiadu
Throat swab, Nasal/Nasopharyngeal swab &g Nasal/Nasopharyngeal aspirate

3. yanainsAnwuarUssifiununm lnednsifasilunsasmsmswmdlusiaszme dsdinng
nagauun NIRRT IRlng HIN1 2009 Tnewiiauiu3s Realtime reverse transcriptase PCR (RT-
PCR) TimnAanala (Sensitivity) ldsnndn 77% wagemnusimeg (Specificity) Tisinnin 100%

4 gpniinsld gold particle dmiunsiisuaudlunismaaufiuganaaeuiBsaanimitliig
52157 Inwanunsaeunansmedeulameniuainiglunatliifiu 15 wiil

5. yanmafuinwliie lnefuinuigumgll 1-30 ssrmiwaiBoasuiisiununengll Tneussglu
FomsaERnsaNasUATUTUMUL 1 MsTadeUsie 1 geq wazdlgunsalussynislundesnismegaeuaeng
Woe Ao MAIUANNAUIN (Positive Controt) 904 Flu A, Flu B uag Flu A (HIN1) Seueniusgrstoau, &
AIUANNAAY (Negative Control), 1hen Assay Diluent, waaﬂmaawumaauum annsaduls , awolsd
swab wilaseu Fsannsaliweldmudnuazguluvihuesiiae Maammmm Assay Diluent suwﬂeumq
\#e) (Dropper) u,azLaﬂaﬁmﬂmﬁiﬁusqwmaau

6. 01851 o Fudweuaudsiunuaengiseylintinges lidesndt 12 Weu

7. 159ugRAnlATUNINSIUNTHER 1SO 13485

8. filupuAuAMAINNITHER (QC LOT) % Lot N13Wén
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YANTIAINSAATaRYEA (HIV)

[

ngUszasAlunislday

Tdmiunsansindeoesle’ (HIV) B naiinnT1anses (Screening Test) WUUTINST LAgnIs
nsramuauivannlelalnd (IgM, 1gG uag IgA) Fsumzsedenled-1/2 saustdulnd 1o (O subtype)
gansraflanvasdupduneaey (Cassette)

AMANYMSIANTEY

1. Wunsenalegldvannisduylulasuilansmila ( Immunochromatographic Assay) @1unsald
Fog1ems1aleaasy (Serum), wanaun (Plasma) wazidenmsudu (Whole blood)

2. sqmmaaaﬁdauﬂszﬂawaﬁﬂamﬁLLuuﬁLLauﬁwmmLsﬁaLasula%-1/2 wiln p24, gpdl uag gp36 Uu
wouneaeuliuaga

3. yanyvaunsnldlausednailiastostudenudsnuiin EDTA, Heparin uay Na Citrate 16

4. 49n 539850 Gold conjugated dmsumsinuaudlunisnaseu

5. @33R IURANIAgRUINMSRALaUFULLaUadeUTusEagaldiAY 20 ud

6. ynIvuaumuANElU (Intemal control line) ilemuauAaANYBILaUNAaeUluNAYANS
NAdoU

7. gamaiuinwldie nefiusnnfigumad 1-30 esmwaduauisTununengriedni

8. ynvanunsoldiumeesiiiudiuuasnanamn uavsegiidudennsuda

9. ﬁqmmimr}\immiﬂiuﬁu@mmw HIV Assay Laboratory Performance (Prequalification) 910
psAn1sauntialan (WHO) Tul 2015 Tagilan final sensitivity liidlaenin 100% uagan final specificity lu
Upen1 99.8%
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Yan32aN15AALaaAsy lnila (Scrub Typhus)

[

ngUszasA
\Jugansranisfiaigeansy nila ( Scrub Typhus) Wenmunmeiinnsiansea ( Screening Test) WUy
557 Tnean1sasianuoufiued alla IsM, 1sG waz IgA Moa Oreintia tsutsugamushi YaRsIasanuae

Wunduneaau (Cassette)

AMANYMZIANTEY

1. Junmsenalegldnannisduyglulasuilansmila (Immunochromatographic Assay) Ingfieen
n529 LJudSU (Serum), wanaun (Plasma) wagidenasuaiu (Whole blood)

2. sqmmaaaﬁmﬂ% surface protein 56KDa antigen ’Lumaﬁuﬁ:suau%a O. tsutsugamushi laun Karp
, Kato wagGilliam LﬁaLﬁmmmﬂssﬁwﬁmwmmaﬁ’wwaﬂumimmmLLauauaﬁﬁiaiiﬂ Scrub Typhus

3. gnunsaldifes e iiuTsy wanau wasidennsudiy

4. gunsneuNanIsnageuIInsaLavdvuauageulussegaldiiy 15 ud

5. ganTatiaumuni (Control line) HlDAIUALALANYBILAUNAZDY

6. gamsraiusnwldie Taoifusnufigumall 1-30 esmwaldeasuisiunuaeny

7. wanmednisUssdiuaunnlaedieududs  IFA (Immunofluorescence)  lnediAanula
(Sensitivity) laitioanin 99% wagAInuIWIE (Specificity) litounin 96%



