Mgazideanuansuzianiziiesnwauganisivavenznaudaay
nguumalianIswAng 1sangunaassnansusseaea

AUABINSUIESNEENnanTsivavenzneulaadg oawanm laminar flow vesnzneu
UaanylunIeansindinsednlud® 91w 150,000 AT (NMsVadeu)

AMANYMSLANIY

1. ¥uihen isotonic solution esnwaunanisluavesmzneulaanslineanm

laminar flow TuLA3899529AszRznautaa s wUUn LUl

2. Juhemdauldanu ungumgiivies (20-28 °C)

3. 11819eHUNNTTUTeNIEINElsy (CE mark) WagedAnsamnsiasennUsene
213N (US- FDA)

4. Wendlongnisldenulivesndt 17 deduueu

=
wauluanie

1.

Q’maéfaﬁmmLﬂ‘%'aamaﬁmeﬁmzﬂaui’jﬁa’nzLLUUé’@Mﬂ@I@Wé’ﬂﬂﬁd’]amwmzﬂau
Tilsanenunaldausiuny 2 e

T4U3unadsdenandns 2 mL Inglddewhnmstumissimelulazmousniaios
A3 ERaN LN TaLERnINaNaT Rz neulaaE vt e uanald SINTYinnns
Jufinuazdsnwagnawiiaszdosnunniausnaiosls
;:JsmEJG’TENLs?iamaLﬂ‘%@qmiaﬂimeﬁn’hﬁ’mzw LIS ﬁiﬁqwmmaiﬁi’faej wiouadeusefy
53UV HIS veslsemenuia Tngfuiefulinveuandonsio A1gsdnuuazdnmm hard ware

[

Tilsswenualdaunasneiedaye

]
(%

HuenesdnmaUnsaliasuiazineUszneun1snTalaseib Wnglildlanesiudiuau
AT (MInageu) Nsame1UIadste
HU18A99An IQC/ EQAS / interlab. Comparision lviffulsesnenunaiiveuseiunanin

ANSATIDNATIZI



Tssngnunaassndnsuseasn 2.9uasusil
Measduauazandnuazimsanlaiadusnaud( Hov )
la5alsaand (HIV), B- HCG wazTacrolimus
1.A7NUABINNS
ff']méhL%ﬂgﬂﬁ’m%’uLﬂéaaﬁmiuﬂamnﬂqﬁﬁuﬁuimEn%aa’mmammm HCV Ab,
HIV Ag/Ab , B- HCG ,Tacrolimus
2.3nqUszaeAvaInisldanu
Idmsunsiammsinge l3asusnaud | lh¥alsmend, B- HCG wazTacrolimus
TudsuvSonanannvesrie
3.AnENUARNIE
3.1 Mﬁ'ﬂmi%ﬁj}?mﬂu‘i‘% Direct Chemiluminescent immunoassay,
Electrochemiluminescent immunoassay (ECLIA)
3.2 Liflui:f’lmﬁwL%ﬁ]gﬂﬁiﬂi’fﬁuLﬂ%qmaﬁLmﬁzﬁé’miuﬁaaugizﬁﬁﬁizw dmsunns run
LU Routine , STAT , Auto-Rerun in3ewnsadasgiiianuisilunisinseildies
171 170 test sadlus siolp3os
4. Roulvanie
4.1 mmammumemamLmﬂmm%ﬂ‘ummmﬁmuama Lazinsaniasiening

(%

i’JinQﬂLLﬁiﬂ‘H’]Lﬂi’eNﬂﬂﬂﬁT]LEJQI@EJIEJF’W]&J@W]I@‘]VIQEM

1%
o

1%
o

4.2 fngazResatiuayu Calibrator , Control mimaummm Ttk Accessory u
flilunsmnainsuduielidnasansldon

4.3 fuesesihssinwueiesedieios 3 ey /ade

4.4 fanefesiuiisveudlidglumaitendeirdosdnluifirusyuy LIS Alsmeuiadl
Tdog s2utansdavHard ware uagAlidelunisthssdnuliausaufofnuld
AABALIAT haTARDADILH

45 ynaunesheialAiesrTITlinTinaanIuUInisudsntsneliiudiun
welavesffde fiedavionidndyyldnaoaiian

4.6 us¥neeaiuilaveuludiu EQA /inter lablvifueaufjuinis



Tssngnunaassndnsuseasn 2.9uasusil
gazideauazAnansuzingnsant lTadudniaud( HBV)uagCortisol

121162913
5’1&115{’?L%gﬂﬁﬁw%’uLﬂ%'aaé'miuﬁamm”ﬁﬁmﬁ’uf‘mm?ﬁammiamaw'1 HBsAg, HBsAD,
HBcAb , Cortisol
2.3nqUszaeAvaInisldanu
Mdwmiunsamnsiaidohiasusnaudludsmionaanvosie
3.AnENUALRNE
3.1 wﬁﬂmi“uaﬂ‘l:lg’lﬁl’uﬂuiﬁ% Direct Chemiluminescent immunoassay,
Chemiluminescence technology with magnetic microparticle
3.2 Huthendusaguilituedomsrinneisnluifauysaifidszuu dwsuns run
LUU Routine , STAT , Auto-Rerun La3asnsaaiiasgiiiananiilumsinneilitdesnin
180 test sadalas fpin3os
3.3 11878 Internal Calibrator fingeaxlda1u (Ready to Use) aglunduringmnan
3.4 1181 HBsAg annsnuonduideiina vieidsnaninls

a. Reulvawiz
4.1 fesesdintomnainmgiiliiugaihoiiauens wasfndaedosdiofingm
iammmaiﬂmmimmﬂanLaﬂmahmmmamimqmau
4.2 fungagResatiuayu Calibrator , Control miﬂjﬂusqmﬂfﬂm TRV Accessory Ju
flilunsmnainsuduielidnasnnsldo
4.3 funesesthdnwueiesediaos 3 Weu /asa
1.4 fanefesiuiinveudlidglumsidendeindosdnluiBifuszuy LIS Alsmeruiad
Tdog s2utannsdavHard ware uagAlidelunisihssdnuliausaufofnuld
AABALIAN Lavnaana1edaan
4.5 MnAmuaeshemieinTem s TiaTeinaenauuimavdanmsue lidudiun
welavesffde Hiedavsenidndygldnaoniaiuitmivinveuludiu EQA /inter lab
Ifuieauunns



Tssngnunaassndnsuseasn 2.9uasusil
I8 BLALAZAMENYALUNIENEINTUATIINE TN UATDU

121162913
1:1:'1m?‘hL%ﬁ]'gﬂé”m%’uLvﬁaﬂé’miuﬁamqgﬁﬁuﬁuiwm%qmmﬁamwm SRR HITES
( Tumor marker )
2.3nqUszaeAvaInsldanu
Tdamsumsaamansustiuzids (Tumor marker ) 1wy CEA, AFP , PSA CA 125,
CA19-9 TuFSuvidewanauvesiie
3.AnENUARNIE
3.1 Mﬁ'ﬂmi%ﬂ‘fﬁmﬂu%‘% Direct Chemiluminescent immunoassay,
Chemiluminescent microparticle immunoassay (CMIA),
3.2 \HuthenduSaguilituedesmmalinneisnluifauysaififiszuums RUN wuy
Routine, STAT, Auto-Rerun 1A3a9na9dias1zsiiinungalunisiiesesilsitdenndt 230
test flathlarainTos
3.3 1309130 Load thenldmaenan lidesseliiaios Stand by
4. Reuluawne
4.1 fesesdintomnainrgiilitugathoiiauens wasRniuedosdiofingn
iammmaiﬂmmimmﬂanLaﬂmahmmmamimqmau
4.2 fgazResatiuayu Calibrator , Control mimaumﬁwm Ttk Accessory u
fdlunmsnsratasusuieliinaennislda
4.3 funesesthdnwueiesediaos 3 Weu /asa
4.4 fanefessuiisveudlidglumaitendeirdosdnluifirusyuy LIS Alsmeuiadl
Tdog s2utansdamHard ware uazAildglunisthssdnuliausaufofnuld
RABALIAT LALAABADILRYN
4.5 yneun e Mielei I TalinTsinaeaauUInIdsnsug L duiin
welavestfde Hieddvionidndyylimaoniian
1.6 feseuausramineusazeinlngnnenssumIrinTsanTemingI
NUALAINAFY
4.7 us¥nsuiiaveuludiu EQA /inter labliiuviesujuminis



Tssngnunaassndnsuseasn 2.9uasusil
TyaziBuaLasAuanvaIeInIainlse Ididansaninanegnesinsi(Dengue Ag/Ab)

1. AUABINT
Hugansrafilddmiudusidnimmnaiteds wey mansafnnulse 14/ 4den0en
$laRegaTia

2. nguszasA
P9IAAANTDIALATIN LauRlauiazuoufvefivestelaliidonsen

3. AMANYMZIANIY

3.1 L‘flwqmjjﬁEﬂﬁ’liﬂ’imﬁ?ﬁ]mmiam?}j@ Dengue Virus ‘17130 4 Serotype laun Serotype 1,2,3

uay 4 laganunsn As1ami wouRlou wovuaufiued vedhi¥auieAlaeldvdnms

Immunochromatography

3.2 YANTINENLNITORTIMILOUAILDTS Dengue Virus ¥iin NS1 1¢

3.3 YANTIFANUNTONTIAINBUFAUBASE Dengue Virus gvieniin oM wae 19G Tumsaiieniiu

TnguaiildazuonuavdesnaniuegisdLau

3.4 THnanlunisnsis waslimasiasianglunan 15-20 wiil

3.5 yamsaaansnsaltlifvasdansaduisy, waran wazidonasudinu (whole blood)

3. 655 nunansAnufildsumsifuilunsasluteuenussmaingielfanuls
(Sensitivity) Tun15ns1aMILaURALAUYDY Dengue n NS1 Lazlun1sasiamlouiuafvsin
IgM taz 1gG HunnInseeaz 80 way ANUILNIZ(Specification) U1nAI1TaBaY 95 lag
wlanasIui

3.7 gamseanansafuinuldfigumal 1-30 ssrealdoa aufsTununeng

3.8 fuwaussqlitionndn 10 Test dondes Cassette urazduviorude Tantunuiy

fhentwies (Assay diluent) dmsuldlunsasadfademueuiived

3.9 NAesUTIUsENBURIY NELUYAFEUINUELAIULALOUALDALUE, thenTies
(Assay diluent), viaeaiiusaeng (Capillary pipette 10 pl) duSun1snsramueuiiven
waznasaveauuuldndusien (Disposable dropper) @15un15TaNLOURALAU Dengue

NS1

3.10 Honanswuriinisldgansiawuuinlundes

3.11 ogmsltanvesavaaey o Yudwouaudsiuvunoigfissylintindessifosniy
12 hau

3.12 lssnududndasldsunnsgunsuin ISO 13485 uay CE Mark

3.13 FlULEAINIATUANAMAINAITHER (QC LOT) N Lot e sHan

3.14 US¥nsassuiinveuludIu EQA /inter lablvifuviosujunng

3.15 fvilsdeussienadusunudmmhennlsanududndoldsunsutiinuisningi
JHIEN



Tssngnunaassndnsuseasn 2.9uasusil
sgazdsaLazANANYMLNIEIMIUATIANENT Specific Protein Wazdue

1.A21UAB9NTS
1:1:'1m?‘hL%ﬁ]'gﬂé”m%’uLvﬁaﬂé’miuﬁamqgﬁﬁuﬁuiwm%ammﬁamwm @13 Specific
Protein LLazguﬂ

2.3ngUszaAvaInIsldanu
THdmsunsiamans Specific Protein i CRP, RF, C3, C4, ASL TudSuvionanaunves
AU

3.AnENUARNIE

3.1 e IATIER Specific Protein Tng3a Nephelometry FaduiSumsgu

3.2 \Wuhendnsaguiildtueiennalinsesisnluifauysalifissuuns RUN wuu
Routine, STAT 1A389A59AS1EVEUN50YNNS AT llteenIn 45 518 Aans

YN9IU 1 AST @N50ATITIATIEALANINATY 70 assays

3.3 LAT99EINNSOLAUMSDEN8UNENINLATRI A AADANAIVISLIATEIVININS AT LD

Y

3.4 flepsdusuld Cuvette liitlounin 90 94, 96 Dilution cups

4. Rouluaws
4.1 fesesdintomnaingiiliiugaihoiiauens wasfnduedosiiofingm
susguatnuieiostindiedinglifnyadlnnsied
4.2 fneazfesatiuayu Calibrator , Control Aldfugathe sausis Accessory Bu
flilunsmnainsuduielidnasnnsldo
43 fuesesihssinwueiesediaios 3 ey /ade
4.4 fanefesiuiinveudlidglumaidendeindosdnluiBifuszuy LIS Alsmeruiad
Tdog s2utannsdavHard ware uagAlidelunisihssdnuliausaufofnuld
ARDALIAT UAZARDADILHTEY
4.5 MnauaIeshemiainTem s TinTeinaenauuimavdamsue idudin
W@Iﬁ]suaq{ﬁa ﬁ%@ﬁﬁwéaﬂLﬁﬂﬁ@mﬁiﬁmaamt,’saﬂ
4.6 funefonauenningusasslislnsannssunisasintsan AT
NUALNIAFY

4.7 Us¥nsuiinveuludiu EQA /inter lablvifuviosujuRng



Tssngnunaasswdnsuseasn 2. guasusil
INUALLDYALATANANYE
thendiSaguuuundudmiunmagaudsseluil
1. LﬂusqmmnmsaﬂL%@”L%’M’iﬂimg (Influenza virus ) 371U 60 pack (1*25)
2. Wugansramsinidoresled (HIV) $1uru 60 pack (1¥30)

AndnwazIlY

1. flansgeenutiuiiussandentuadunaseulusesisessuesyavaaeunnees (1 Yampdou/ 1
#09) uonomniilundosdsusznouiaethentiviod (Assay diluentuag lonansinfiutinen
2. LﬂusqmmmmLi%gﬂ%uﬂlmﬂmmm

Reuluiaws

1. o1gnsldan a Sudseuiiszylfuumihndesliitiesndn 12 o

2. \Bundnfuridldsusesnann CE Mark (VD) dafusnnsgiuaina

3. lssnugrdnlfiusesnunimmsaaniaiosiounmd 15013485 Fadusnasgiuana

4. wanfaninisnsiaaeununm Wnedluniuaunsngs (QC Lot) 9n Lot n1sH&n

5. UsEmsuiinveuludiu EQA /inter lablifiuasufufnis

6. USHNADIAINENAUINANTIUNMINTIVADUAMNINABY BE DY 20 BU

7. agnssumMsdndulaglydsiasiu



1.gansaanshnitieldninlvgy (nfluenza virus )

InguseasA

dienafnnsosuaznsmUiiumsindelivislug Bnuamlasnsamusufiauveade
hsaluninlng vila A, B uag A (HIN1)
AMENBALLANTEY
1. \ugemsamsindelduinlng Bnmunmadiansanses  (Screening Test) wuusnids Tas
prraueuftauventelidalinialug vln A B uaz A (HIND) ymesradusuuuaunadey
(Strip) Tinenuaunisnaaeuldninluaadin A, B waz A (HIN1) sanainiusgadaay
2. Timdnnsduylulasunlansmila ( Immunochromatographic Assay) lagldfiiegansiadu
Throat swab, Nasal/Nasopharyngeal swab Wag Nasal/Nasopharyngeal aspirate
3. yanafinsAnuuarUssidiununn Tnednsifailunsansmssumdlusessing dad
nsneaeuaunmlunIsaalinialng  HINL - 2009 laeiileuiui®  Real-time  reverse
transcriptase PCR (RT-PCR) ienauly  (Sensitivity) 'l 77%  wagemnusing
(Specificity) laisiind1 100%
4 4pns293801514 gold particle dmdumaAnuaudlunisaaeuiduyanaaousnauniniliia
530157 laganunsasunanisnaaauldmenilainieglunailiiiu 15 und
5. gansafiusnwldie Tnefusnuiguval 1-30 esmwalduaauisiunuaeydl Tasussqlu
gowlsenindoNasiumuTuLuy 1 mavedeusie 1 903 uasdigunsniussynglundesnis
NaAeUBL oY Ae fAuAuNaUIn (Positive Control) 484 Flu A, Flu B wag Flu A (HIN1) B
wnfueg1ednian, faruaukaay (Negative Control), e Assay Diluent, Vinaavnaeuwin
gauy ausaduld, awmalsn swab vlingeou s?famama‘[é’walé’mué’ﬂwngﬂiwﬂwmr;:Ji'JaEJ,
uaam@mﬁﬂm Assay Diluent siinldnsaiien (Dropper) waglonansinunsidyanaaey
6. 0193l a udweuaudsiunuaengiszylinthnges lidesndt 12 1o
7. 159uNanlATUNNSFIUNSHER ISO 13485
8. filupuAuAMAINNTHER (QC LOT) % Lot N15wén



2. yansaansnidaladled (HIV)

inguszaeAlunsldeu

IdmSuasansinidoeyle’ (HIV) B nailnnIanses (Screening Test) WUUTIALS?
JGE
nsnsamseuiveannlelalnd (gM, 1gG uag IgA) fsuzsedendled-1/2 sumsdulnd T
(O subtype) gansralianuwazilunduneaeu (Cassette)
AMENBALLANTEY

1. Junsenalegldnannisduglulasuilansmila (Immunochromatographic Assay) @unsald
faeanTIalieTsu (Serum), wanaun (Plasma) wazidenasudu (Whole blood)
2. qummaﬁfhuﬂizﬂawaﬁﬂamﬁLLuuﬁLLauaLﬁ]wumﬁ?al,mﬂa‘i—l/z wiln p24, gpdl uag gp36
vukaunadeuLduagnwn
3. yanvanunsoldlatusednailimstostudenudsnuiln EDTA, Heparin uay Na Citrate 16
4. 4An3338nN15L8 Gold conjugated dwsunisiiauaudlummagey
5. @uNT0eUNaNIIAdeUNNTAALavATULaUNadeUlusrezaa Ay 20 Wi
6. ynaaTiuaumuANely (Intemal control line) LlemuauAuNvBsLaUNageUlunnYa
NINAEDU
7. gamafiuinuliie lnefiuinnfigumad 1-30 ssmwaldsaauieiunuaenyvideinia
8. ynvaunsoldifumesiiiudiuuasanamn uavsegiidudennsudau
9. YARTIIUNTUTEIUAMAIN HIV Assay Laboratory Performance (Prequalification) 310
psAn1sauntialan (WHO) Tudl 2015 Tnedian final sensitivity Liitlaeni1 100% wazan final
specificity laitloanin 99.8%



Tssngnunaasswdnsuseasn 2. guasusil
INUALLDYALATANANYE
Yan323N15ANLRaASY e (Scrub Typhus)

[

ngUszasA

L‘ﬁusqmmnmsam%jaaﬂ%’ﬂ Inila (Scrub Typhus) Wenan nutinns39n3504 (Screening Test)
wuUsIAST InnsnTIavLeuRven vin lsM, 18G LLag IgA GiaL‘dga Oreintia tsutsugamushi 4
anaflanvazdundunaaeu (Cassette)

AMENBALLANIEY

1. \unsmsaalagldndnnisduylulasunlans1wiia (mmunochromatographic Assay) ng
F0E14

n529 LJuBSN (Serum), wanau (Plasma) wazidenasuaiu (Whole blood)

2. 4an53a8n15lY surface protein 56KDa antigen Iumaﬂ’uﬁ:mmﬁa O. tsutsugamushi laun
Karp , Kato waeGilliam fiefinanuuszansamanusnglunsasanueufivedselsa
Scrub Typhus

3. gnunsaldifesaiiuTsy wanaun wazidenasudI

4. @usesuRanIsadeuInMsRaLavavuLaunaseUluszezat iy 15 wi

5. ganTagiaumuAn (Control line) IlDAIUALAMANYBILAUNAFDY

6. gamsraAusnwliie Tneifusnunfigumail 1-30 ssrwaldoaauieiununey

7. gansaiin1sUssiunun i uiuTs IFA (mmunofluorescence) InediA1Aaula
(Sensitivity) lditipanin 99% uagAAudune (Specificity) lideaanin 96%



