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®axkar In Vitro nnarsoctikana GoiganaHuII.

1 Xycycum HoMm

Xpert® HBV Viral Load

2 YMyMUn €Kkn ogatmm HOM

Xpert HBV VL

3 Makcagnu donganaHuLl

Cepheid Xpert® HBV Viral Loadtectu (VL) - 6y in vitro HykieMH KUCIOTAIN aMILTH(pUKALKs TecTH 0Y1ub, y
apromariamtupuiran GeneXpert® Systems épnamuna cypynxamu BB 61ian KacajlaHraH ofaMIApHUHT KOH 3apao0H 8K
mwrasmacuaa (EDTA) renarut b Bupycu (BI'b) AHK MukmoprHN aHUKIAI yYyH MYyIDKaJUIaHTaH.

Tect xnuHMK KYpuHUII Ba OomiKa taboparopust Oenrunapy OmiaH Ouprannkaa KacaUTHK IIPOTHO3HHHUHT KYPCaTKUIH
cudaruna Ba mama ¢k Kol 3apaoounarua BI'b JIHK napaskacuHUHT y3rapuiny OwiaH yirdaHaJIuraH BUPYCTa KapIid
JTaBOJIaIlITa BUPYCIH kaBoOHH Oaxomnamiaa épraM cudaruiaa Goiigamanuil yayH MyIDKaJIaHTaH.

Tect BI'b yuyH noHOp ckpuHUHT TecTr cudaTnaa Ekn XbB nHpeKknusch MaBKyUIMTHHI TACIUKIAII YIYH TUarHOCTHK
TecT cudaruga GoiaTaHuNI yIyH MYIDKaJIaHMAaraH.

4 Xynoca Ba TyWYyHTUpULL

I'enarut b Bupycu (BI'B) - Hepadnaviridae ontacura mancy6 knuuk, ypanran JIHK Bupycu 6ynmu0, yTkup Ba cypyHKanu
BI'b renarutu yuyH sxaBobrapaup. Bupyc knunk xankacumon JIHK renomura sra 6y1u0, KnCMaH UKKH 3aHXHPIIN, KACMaH
6up 3amxupid, quamerpu 42 um. BI'B tapkuOuna kymnad aHTUreH KOMIIOHEHTIap MaBxya 0yiam0, ynap opacuia renatut b
cupt anturenu (HBsAg), renarur b sinpo anturenn (HBcAg) Ba renatut b e anturenn (HBeAg) mamxyn. BI'b 6emopHuHT
KOHU KM TaHa CYIOKJIMKJIapura TepH OpKaiy KU MMJUIHK KaBaT OPKaJIH TaAbCUP KUJIMII OpPKaIn, 0eMOp OHAJaH SHTU
TYFIITaH YaKaJIOKKa, Yil Xy KaJIuKIapuaa sIKMH MYJIOKOT/A OYIJIUII OpKaJI, COFIMKHU CakIall Myaccacajapuaa CKpHHHHT
KWJIMHMAaraH KOH KyWuI €K1 XaB(JIM MHBEKIHsIIap OpPKali, THEKCHOH THEXBaH]] MOIIAIapHH UCTEHMOJ KHIIMII OPKAJIU Ba
OeMop OuIIaH XKHUHCHIA aToKaaa Oy OPKAJIU FOKaIH.

Cypyskaiu renatut b (CHB) renatut B e anturenu (HBeAg) -mycoar éku HBeAg-manduit CHB cudarnna namoén
oymunm mymkuH. HBsAg HuHr émra 60FIuK cepoOyuiny reorpaduk MUHTaKara kapab ce3uaapiu qapaxana Gapk
KHJIaJH, SHT I0KopH Tapkanui (>5%) Caxpou Kabupnan sxanyonaru Adpuka, [llapkuii Ocué, bonkoH MUHTaKaJIapUHUHT
6an3u kucMiapu, TuHY okeanu oposutapu Ba JXKanyouii AMeprukaHUHT AMa30HKa XaB3acua Ky3armwiaan. 2% JaH nact
tapkanum Mapkasuit Jlotun Amepukacu, Lllumonnit Amepuka Ba Fapouit EBpona kabu MuHTaKanapia Ky3aTuiaau.
VMyMaH onrania, TyHE axONMCHHUHT JSPIH SPMU SHASMUKIHK Japakacu I0Kopu 0yiran xymymiapaa smaiinin.! CHB
OMIaH KacaJUIaHUII Ba YIIMM BHPYC PEINIMKANMSICHHAHT CAKJIaHAO KOJIMIIY Ba KUTap IIUPPO3H Ba/EKU IenaToTCeIUTIoNsp
kapiuaoma (HCC) aBomorusicu Owtan G60FIMK.2 Bakt YTHIIN GHIIaH BUPYCITH TEIIATHTIAH YIIHM JapakacH OLIIX Ba arap
oflamiiap TamIXKe KyHuIMaca Ba JaBoJIaHMaca, YCHIIA JaBOM JTaIu.

BI'b BakuMHAcH 4aKaJoKJIap Y4yH MaBKy/ Ba SIHTH CYpYHKaJIH HHOEKIMsIIAp COHHHH Ce3UIapin Japaxaia KaMailTHp/IH,
aMMO KaMpoB aturu 39% uu Tamkwi staqu.’ 2015 fnnna nyué axonucunudr 3,5 Gousu cypynkanu BI'B undexuusicn
Ounan smaérran 6ymu6, Fapouit Tuxy okeanu Ba AQpuka MUHTaKAIApU SHT Ky 3apap Kyprau xymyaiap onu.> BI'B
OWiIaH KacaJllaHraHIapPHUHT aTur 9% Y3 TAIIXUCHHU OWJIraH Ba TAIIXKUC KYHHITaHIAPHUHT aThrd 8% Tepanus ojiras.>
HyxJieo3ua Ba HyKJICOTH]I aHAJIOTIIApH, MacajiaH, TCHO(OBHUD Ba SHTEKAaBHp TEpaIlis OJMII XyKyKHra ra Oynaraniapra
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TaBCH ATWIAIN, YyHKH Oy BUpycra Kapiu Bocutanap BI'b kymaiinmmau 6octipuiga, tuppo3 puBOKIaHAIIHHIHT
OJIIMHM OJIMII/A Ba )KUrap Ouiad OOFIUK YIIMMHHM KaMaTupuinaa camapany xucoomanaau.! BI'B yayn tepamus ymp6on
naBoM stau.!

5 Mpouenypa Tamouunnapm

Xpert® BI'B VL tectn renatut B BUpyCHHM MUKIOpHI aHHKJIAII y9yH aBTOMATIIAIITAPHIITAH TecT Xucobmananu. CHHOB
Cepheid GeneXpert Ba GeneXpert Infinity Instrument Systems anmapatinapuna yTka3uIam.

GeneXpert Instrument Systems HaMyHaJIapHH TO3aJIaIll, HyKJICHH KACIOTATAPHN KyYaHTHPHII Ba ONIUN KU MypaKKad
HaMyHaJap/ia MaKcaJI KeTMa-KeTINKHY aHUKJIAITHA peart BakT pexkumuaa PCR épnamuna aBromMaTnamTupany Ba
Ooupmamtupann. TuzuMaap TecTIapHU Oa)XapuIll Ba HATYDKAIApHU KYPUII yIyH OJIUHIAH IOKIaHTaH AAaCTypUil TABMUHOTTA
ara OynraH ac600 Ba maxcuit komnbroTepaan noopar. Tusum PCR pearentnapunm 3 nunra onran to3anam Ba PCR
JKapa€HUHH Y3 WUMTa OJraH Oup MapTa nnniatmianurad GeneXpert kapTprkiapuaad GoWIaTaHUIIHI Tanad KATaIH.
Kaprpmxnap Mmycrakui Oynrannuru cababnn, HaMyHallap Opacuiary y3apo uurocIaHuIl MIHAMAI Tapakana Oymaau.
TusuMITapHUHT TYIUK TaBcudu yuyH terunnmm GeneXpert Dx onapamop xyinaumacu €xu GeneXpert Infinity onepamop
Kynnanmacuea Mypoxaar KUJIHHT.

Xpert® BI'B VL tectn namynanapaa BI'B IHK nu anuknam yqayH pearenmiaphu, mynunraek, BI'b JIHK Muknopunu
QHMKJAII Y9yH WIDIATWIAAUTaH HKKUTA HIKU HAa30paTHH ¥3 H4Iura onaau. M4y Hazopatiap, IIyHUHIIEK, HUIIOHHK €TapIii
Japaxana Kaiita nnutam Ba PCR peakiustimapuna nHruOuTop(Jiap) MaBXy[UIMTHHA HA30paT KIIHII YIyH XaM KYJUTaHUIa i,
3ongun texmupun Hazopar (PCC) pearentaunr peruaparanusicnay, PCR HalfuacHHUHT KapTpIoKra TYIIIHPHIALIY,
30HJHUHT SIXJIUTINTH Ba OYEKHUHT OapKapOPIUTHHH TEKIIpPaIi.

Tect Hyxkienn kucnoranapHu Kydaiitupuin texaonorusiapu yayH BI'b IHK yuyn 4-XKaxoH coFuKHU cakiamt
tamkmwiotnauHr (KCCT) xankapo crangaprura (NIBSC xomu: 10/266).4

6 Reagentlar va asboblar

6.1 Takaum aTunraH matepuannap

BI'b VL Tect tymamuza 10 Ta HamyHanu Ba/€ku crudar Ha30paTH HaMyHaJIapHHU KaiiTa HILIall Y9yH eTapiii pearcHTIap
MaBxya. TynnaM KyiiuaarunapHu ¥3 uuura onajau:

BupnawTtupunraH peaktuB Hanvyanu BI'b VL kapTpuxnapu 10

Xap 6vp kapTpux yyyH 1

TagaH
Xap 6vp kapTpux yyyH
e Tomum 1, Tomun 2 Ba Tomun 3 (My31aTHO KypHUTHITaH)) 1.7 Mn
e [lapuanosuu spurma (Guanidinium Thiocyanate) Xap 61p KapTpuX yuyH
e [OBum peareHTH 0.5 mn
® DIIouys pearcHTH Xap 6vp KapTpux y4yH
e FBoroBun peareHr 1.5mn
e [Iporennasa-K pearenrtu Xap 6up kapTpuxX ydyH
1.5 mn
Xap 6vp kapTpux yyyH
0.48 mn
Bup mapTtanuk 1 Mn nu ysatyBuM nuneTkanap ?I(gp Gup Tynnam yuyH
CD Xap 6up Tynnam yuyH 1

TexumpyB Taspudu ¢daitmu (ADF)
GeneXpert Ba Infinity nactypuit TabmuHoTHTa ADF MMnopt kummin 6y itnda
KypcarManap

o Ooitnananum O6yitnya kypcarmanap (makeT KHCTUPMACH)
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Eslatma

Eslatma

XaBcpcuanvk mabnymotnapu Bapakanapu (SDS) www.cepheid.com éku www.cepheidinternational.com caitnaa
EPOAM caxudpacvuaoa maexya.

Ywby maxcynoT Tapkubugarm MyH4Yoknapaaru kopamon 3apgobu ansbymunmn (BSA) dakat Kywma WratnapgaH
OnVHraH Kopamon nnasMacugaH uwnab Yvkapunrad. XanBoHnapra KaBLl KanTapyB4m OKCUn €kn BGoLuka xaBoH
okcunu 6epunMagu; xaiBoHnap ynMMaaH onguHrvi Ba KEMUHIMM cMHoBNapaaH ytkasungu. Kainta nwnaw xapaéniuga
mMaTtepuanHuHr 6oLLKa xaiBoH MaTepuannapu unaH apanalwmiim KysaTunmagu.

7 Caknaw Ba KaMTa ywinau

Xpert HBV VL kaptpuxiap Epaukaa KypcaTirad spoKJIWIMK MyaaaTura kaaap 2-35 °C xapoparaa cakjiaHaiu.
Arap KapTpmKiIap COBYK XOJaT/a CaKJIaHTaH O0yIica, yIapHHU WILIATUIIAAH ONJUH XOHA XapOpaTHra KeITHPUHT.
SIpOKIMINK MyIaTé YTraH KapTpIsKiapAaH GoiifaTaHMaHT.

CuHOB yTKa3uIra Taiiép OYIMaryHUHIH349a KapTPHU)K KOMKOFUHH OYMaHT.

Cu3ub YMKKaH KapTPHKHH HIILTATMAHT.

3apyp, Oupok Takaum aTunimaraH matepuannap

GeneXpert® Dx Instrument System éxu GeneXpert® Infinity Instrument System (kaTaior pakamu KOHGHUTYpas
oyinua dapk kuragn): GeneXpert acooou, GeneXpert Software Version 4.76 €xu yaaan rokopu (GeneXpert Dx
tuzuMiapu) €xu Xpertise 6.46 €xu yanan roxopu (Infinity-80/Infinity-48s), mpux-xon ckanepu Ba rernnutn GeneXpert
Instrument System oneparopu KyIIaHMacura 3ra KOMIIBIOTEP.

[punTep: Arap npuHTep Kepak 0yica, TaBCcHs STIITaH NpUHTepHN Xapua Kumum yayH Cepheid Texuuk épmam
XHM3MaTHIa MypOXKaaT KHJIMHT.

OxapTupyBuM KM HaTPHUH THITOXIOPHUT

JleHaTypauusiiaHraH 3TaHoJ

9 OroxJlaHTUpPULL Ba IXTUET Yopanapu

9.1 YmMymun

in vitro TMarHOCTUK (hOHNANIaHNII YUyH.

Bapua 6rosioruk HaMyHanapra, Iy KymijIaJlaH HIIaTHITaH KapTPUDKIapra XaM XyI1 I0KyMIIH KacaJlTHK
KY3FaTyBUMJIAPUHU IOKTUPUIIra KOAUp/eK HuuioB Gepunr. Kynunya xalicu Oupy I0KyMIIH OYIIUIIM MyMKHHIUTHHH
OWIMIIHMHT WiIoXH OYaMaranu cababnu, 6apya GHOJIOTMK HaMyHaJIap CTAHAAPT HXTHET Yopajapy OWIaH 1aBOJIAHUIIH
kepak. HamyHanapau Kaiita unutam 6yiinya kypcarmanap AKIL Kacamnukiapau Ha30paT KWINII Ba OJAWHH OJIHII
Mapkasznapu 5 xamzaa KiinHuk Ba 1aboparopust CTaHaapTIapi MHCTUTYTHIA MaBKyil.o

Hamynanap éxu peareHTiiap nGIoCIaHUIINHUHT OJIUHHU OJIMII YUIyH SIXIIHU JabopaTopust aMalnuéTy Ba HaMyHanap
OunaH UIUTANI YpTacuaa KyNKOMIAPHH alMAIITHPHII TaBCHS STHIAIHI.

Myaccacanrnsaa KuUMEBHIT MoIanap Ba OMONIOTHK HaMyHaIap OMJIaH HIUTANIA XaBOCH3INK KOUIATAPUTa PHOS KHJIHHT.
Xpert HBV VL TexmmpriryBun peareHTIapHA OOIIKA peareHmIap OMIaH alMalITHPMaHT.

Hamynanu kymmmra Taii€p 6ynmarynya, Xpert HBV VL Tect KapTpyKHHUHT KOTKOFHMHYM OYMAHT.

Kanoxnan unkapuiraniad KeHUH TyIHO KOJIraH KapTPUIXKHHU UILIATMAHT.

Kaprpumkau cunkutMmanr. KONKOKHY ouraniaH KeHWH KapTPUIKHHA CHIKUTHII EKU TyIIHPHO F0OOPHI HOTYFPH HATHKA
OepHI MyMKHH.

Peakiyion Haifuacu MUKacTIaHTaH KapTPUIKHY UIUIATMAHT.

Kaprpumx yctugaru mrpux-kof EpauruHU EIMaHL.

HamyHaHu KapTpUDKra KNI yYyH y3aTHII THIeTKacH €KUM aHUK nunetkaaal ¢oigananunr. HamyHa TyFpuaas-TyFpu
WHFULI MOCTIaMAaCHIAaH KapTpUKra Ky iuimaian.

Xap 6up 6up mapramuk Xpert HBV VL kapTpumx OutTa TECTHH KaiiTa HIUIA YIyH HILTaTHIagu. Kaprpumknapra
WIIIOB OCpPMaHT.

Xap 6up Oup Mapra WIUIATHIAJUTaH ITUIIeTKa ONTTa HAMYHAH! KYYHPHII yIyH UIUIaTimiaay. Vnmarwmiran 6up
MapTaJnK NMUIETKaJIapra HIUIoB GepMaHT.
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Toza xanar Ba KYIKOI KUHMHT. Xap Oup HaMyHaHH KalTa UIILTAII Opacu/ia KYIKOIIIapHU aIMalITHPHHT.

Wt sxoiin ékn ac600-ycKyHanap HaMmyHanap €Ki KOHTposuiap OvinaH udurocnanran O0yica, UPIOCITaHTaH KO SHTH
taitépnanran 0.5% nm Harpuit runoxnoput sputMacy (€xu 1:10 HECOATAA CYIONTHPIITaH MaUIINil XJIOPIIN OKAPTHUPTHY)
OunaH sxumiad to3anananu. Keitwa cuprau 70% 3taHon OnnaH aptu® 4ukuHT. VINIHA TaBOM STTUPUIIIAH OJTUH
103aJ1ap TYIHUK KypPUTHICHH.

buonoruk npenapariap, YyTka3uil MocaaMalapy Ba UIIATUIATaH KapTPUIKIAP CTAHAAPT SXTUET YOpaTapuHU

Tanad KuIaauraH I0KyMIIM areHTJIapHA YTKa3uIra Koaup Ae0 XucoOlaHuIy Kepak. MnmmaTuiran KapTpummkiap

Ba MIUTATHIIMAraH peareHTIapHU TYFPH YTHIM3AIMs KWIHII YIyH MyacCaCaHTM3HHUHT aTpod-MyXHUT YHKUHIMIIAPH
KOHJIAJIapUTa PUOs KIJIHHL. YOy MaTeprauiap MabIyM OUp MIUIAN KU MUHTAKaBUN YK KHITUII TAPTHOWHH

Tanad KuIaaurad KNMEBUH XaB(y YMKUHIMIAPHUHT XyCYCHATIApUTa ra OYInImy MyMKHH. Arap MIUTHH EKH
XyIynuit MUKECIard Kouanap TYFPU YMKUTIa YUKApHUII OVitndya aHuK KypcarMmanap Oepmaca, OHOJIOTHK HaMyHalap Ba
nnutatuiarad kaprpumkiap KCCT [JKaxoH COFIMKHY cakiianl TalIKWIOTH JHUHT THOOMH YMKWHIMIAp OMJIaH WIILIAII Ba
yIapHHU YMKHTra YMKApUII OYiinda KypcarManapura MyBOGHK TUKUTIa THKAPHIIAIIN Kepak.’

10 Kumésun xaBcnap?s-?

IMapuanosun 3puTma (Guanidinium Thiocyanate)

Curnan cyzun: OTOXJIAHTHUPUILL
UN GHS xaBdu xakuaaru 6aénoriap

e lOTuiranja 3apapiuu

[ ] Tepm—wmr CHI'MJI TAbCUPJIAHUIIUHA Ke.]'lTl/IpI/l6 YUKapaau

e K¥3HuHT Tascupnanumura cabad 6ynaau

Bupaamran Muuiarinap Tamkuinoruanar GHS 6§iinya oroxjaantupysun 6aénoraapu

o OuauHM OJTHIL

e lnutoB OepuiraHIaH CYHT SXIIHIa0 FOBHHT.
e KaBo0

Tepu tupHaymmm copup 6ynca: TuoGOHit MacIaxaT/abTHOOP OJIVHT.
ATAP K37321A: Bup Hewa aKuKa 1aBOMHUIa SXTHETKOPIUK OWJIaH CyB OMJIaH I0BUO TalLTaHT. Arap KOHTaKT
nuH3anap Oyca Ba yJIapHH HUIUIATHII OCOH OyJica, ynapHu onub Tanntadr. Yaiumia 1aBoM STHHL.

K¥3HuHT TabcupiaHuimy qaBoM dtca: TubOuii Macinaxat/3bTHOO0p OJHHL.
Arap y3uarusnu émMoH xuc Kuincanrus, TOKCHUKOJIOT S MAPKA3U éxu mudoxopra KYHFUPOK KUIHHT.

11 HamyHanapHu nuFuw, Tawuvwl Ba caknau

Bytyn kon K,-EDTA naitwanapuna, PPT-EDTA &€xu 3apno6 Hurunn Haliuanapuia HUFHIAIIN Ba HIUTA0 YUKAPYBYMHHHT
KypcaTManapura MyBoQHK I1a3Ma/3ap00 Ba KU3HI KOH Xy)KaipaaapuHH aXKpaTHII y4yH HeHTpU(yraIaHUIIN Kepak.

Xpert HBV VLcunou yuyH kamua 0,6 M1 ruasma €ku 3apao0 kepak 0yinaau. Arap Tyriamra KHpUTHWITAH YTKa3yBYn
nunetkanad Goligananuica, muneTka TypTuHuy oenrurada (1.0 M) miazma Eku 3apao0 OUIaH TYIIUPIITUIIN KEPakK.
Exu anuk nunerxanan doiinananuica, 0.6 M mwiasMa éxu 3apo6 kepak 6ymamu. 12.2 bo‘lim, 1-apuanT Ba 2-
BapHaHTIAry KypcarMaiapra KapaHr.

ITnazma/3apno6 taiépnamnan onaus OyTyH KoH 2-35°C xapoparna 24 coarraua éku 2-8°C xapoparaa 3 KyHraua yuuiab
Typuiuiy MyMkuH. Henrpudyranam uiad yMkapyBYMHUHT KypcaTMaiapura MyBo(QHK amMalira OMIMPHINIIN Kepak.
Lentpudyranam Ba axxpaTuman cyHr mia3Ma Ba 3apao6 2-35 °C xapopatna 24 coarrada €Ki TEKIIHPHUIIAAH OJIAUH 2-8
°C xapopatna 7 KyHrada ynuiad TypHIMIINA MyMKHH.

IIna3ma Ba 3apno6 HamyHanapu 6 xadra qaBomuga 6apkapop mysnarmnanu (-80 nan -20°C raga).

ITna3ma Ba 3ap00 HaMyHaJIapy y4 MapTarada My3Jaiil/pHIl UKIUTa YU IaMITH.

ITna3ma Ba 3ap100 HaMyHaJIapy KapTPUOKra YTKa3WIHIIUIAH OJJMH XOHA XapopaTuraiya My3/iaH TYIIHPUINIIN Ba
MYBO3aHATIAIITUPHIIUIIN KEPaK.

Bytyn kon, mna3ma €xu 3apao0 HaMyHaJapHUHU TALIHII STHOJOTHK areHTIIapHU TalluI Oyitmya Mamiakar, deaepad,
HITaT Ba MaXaJUIHid Kouaanapra MyBohUK OYITUIIN Kepak.
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12 TapTn6

12.1 HamyHaHu Tanépnaw

HaMyHaHVI KapTpwuXra conraHaaH CyHI' 4 coaT n4naga cMHOBHM BoLLNaHr.

1.

ByTyH KOH HaMyHaNapUHU NEHTpU(YTaTalIaH CYHT, IUIa3Ma TYFPUIaH-TYFPU KapTPIDKra MUIeTKa KHITNHAIIN
MyMKHH. ETapiii Xa)xM sipoK/Iv TeCT HaTHKaJIJapHHU OJIHII YUyH Kyna Myxumaup (12.2 Kaprpumkau Taiépnam bo‘lim
KypcarMmaliapura Kapasr).

. Arap My3naTHiaTaH HaMyHasapAaH QoiinanaHuica, ylapHH HIDTATHIIIAH OJIMH X0Ha Xapoparuaa (20-35°C) Tynuk

9pu0, XOHA XapopaTHradya MyBO3aHATIAIITYHTa KaJlap KOWIA THPHIAAN.

2-8°C xapopar/ia cakJiaHTaH Iia3mMa Ba 3apo0 HaMyHallapy COBUTTHYJIAaH YMKAPHIIAIU Ba (oiiIaaHUIIIaH OJIINH XOHA
Xapoparuraiya MyBO3aHaTJIaII THPIIIA .

2-8°C xapoparna cakjJaHraH €Ki My3JaTWITaH Ba SPUTWITAH IU1a3Ma HaMyHaJIapH UIUTaTHINIIHAaH oiauH 10 corns
JTABOMH[A AHIAaHTUPUIIMIIN Kepak. Arap HaMyHa JIolika Oyica, Te3 neHTpudyranam iy OuiaH THHINPUIAIH.

12.2 KapTpmaxHu Tanépnaw

o0k wbd=

bup mapTanuk XuMos KYJIKOIJIapUHU KMHHHT.

Arap KapTprKiIap COBYK XoJIaT/a CakJIaHTaH OyJica, yIapHU HILIATUIIAAH OJJUH XOHA XapopaTura KeITHPUHT.
KapTprmXKHUHT IIUKAaCTIaHTAHIUTHHN TEKIIUPHUO KYPUHT. Arap IIMKacTiIaHraH Oyica, yuaad QoiiganaHMaHr.
Kaprpwkan HamyHa naeHTHHUKATOpH OMTaH OeNTHIaHT.

KapTpux KOITKOFMHH OYMHT.

Hamynanu kapTprkra KyIIuHr.

* 1-BapmaHT: Arap TyIIamra KHpUTHWITaH YTKa3yBYM IHUIETKagaH (oinaranuica (kapanr: 1-rasm), THIETKaHT

TypruHun Genrurada (1.0 M) €kn GMpo3 IOKOPUPOKKA HUFYBYM Hal9amaH ruia3Ma €Ku 3apao0 OWIaH TYIUPHHT.
[MuneTkazary CyIOKINK KapTPYDKHUHT HAaMyHA KaMepacura OymaTrnaay (Kapanr: 2-rasm).

* 2-papuWaHT: Arap aHUK nuneTtkanad doiigananuica, 0.6 M mia3Ma Eku 3apa00HN HUFYBIH TPyOKaIaH
KapTpYKHUHT HAMyHa Kamepacura YTKa3uHr (KapaHr: 2-rasm).

Eslatma KapTpwkHuHr 13 Ta Telumrm nukm xankacuHm konnab TypraH tonka nnactuk NnéHkaHu onu TalunamMaxr.
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b —— HamyHaHun 4-6enruraya
€KMW YHOaH carn IKOPUpPOKKa nnasma €ku
e 3apao6 bunaH TYNAUPUHE.

1 rasm. Xpert HBV VL cuHOB yTKka3uw nunetkacu

7. Kaprprx KonkoruHH ENMHT KOMKOKHUHT MaxkaM EMWINIINTA HITOHY XOCHI KUIIHHT.

Namuna kamerasi
(Katta tuynuk)

2 rasm. Xpert HBV VL Kaptpux (rokopraaH KypuHuLL)

12.3 TecTHU Gownaw

Muhim TecTtHu 6ownawpaaH onguH, Xpert HBV VL Assay Definition File gacTypuin TabMuMHOTra MMNopT KUIIMHraHnurura
MLLOHY XOCWUJT KUJTVHT.

Ymly 6ynuMaa TeCTHH YTKa3UIIHUHT acOCUi OOCKHYIap KenTtupuiras. baradenn kypcarmanap yayH niniaTiiaétrad
ac600 monenura kapab, GeneXpert Dx System Operator xyananmacu éku GeneXpert Infinity System Operator
KYUIAHMACUed KAPaHT.

Arap TU3UM agMUHUCTPATOPU TUSUMHUHT CTaHAAPT WL XapaéHUHW yarapTupraH 6ynca, cus 6axapaguraH amannap

Eslatma
dapK KUNULWN MYMKUH.

1. GeneXpert ac600map TH3UMUHA EKHHT:

8 Xpert® HBV Viral Load
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Eslatma

* Arap cu3 GeneXpert Dx ac6o6unan ¢oiinanancanrus, aBan GeneXpert Dx acOoOuHM EKUHT Ba KeWHH
xommbioTeprn EkuHr. GeneXpert DX facTypn aBTOMaTHK paBuinaa mimra tymany ékn Windows® umr cromumarn
GeneXpert Dx nactypu Epiuru OeNTHCHHE UKKWA MapTa OOCHIIHY Tainad KUIUIIH MyMKHH.

éxu

» Arap GeneXpert Infinity acbo6unan dolinananaérran 6yncanrus, acooonn ékunar. GeneXpert 1acTypH aBTOMaTHK
paBumia uira Tymany 8k Windows® uim cronunaru Xpertise 1acTypu Spiury GeIrMCHHE HKKH MApTa GOCHILIHY
Tanad KWW MyMKHH.

2. GeneXpert acOo0map T3uMHu gactypura QoiiganaHyB4u HOMH Ba aponb EpaMuaa KUPHHT.

3. GeneXpert System oitnacuia TecT AapaTuwl (GeneXpert Dx) éku ByropTmanap and Tect 6yropTma Kunuilra
(Infinity) 6ocunr. TeCcT ApaTULL oifHacK OYMIaIH.

4. Bemop naeHTH(PUKATOPUHU CKaHepiaHT (MxTuépuii). bemop naenTudukaroprnan €3aérrania y TYFpu KAPUTHIHIIH
no3uM. bemop naenTudukaropn HatmxkanapHu KypHI OMHACHHUHT Yall TOMOHH/A KYPCAaTUIIIN Ba TECT HATIKAIAPH
OuiaH OOFJIaHAIH.

5. Hamyna nnentudukaropuna ckanepianr €k HamyHa naeHTHOHKAaTOPHHY KUPUTHHT. HaMyHa MaeHTH()HKATOPHHY
é3aéTranzia HaMyHa HICHTU(DHUKATOPU TYFPU KUPUTHINLIN T03uM. HaMmyHa nnentudukaropu Hatmxanapau KypHin
OWHACHHUHT Yall TOMOHHUJIA KYpCcaTUIaan Ba TeCT HaTWXKanapu OunaH G0FnaHaIq.

6. Xpert HBV VL tect kapTprkunaru mTpux-kogHu ckaHepiar. LITpux-kon MabryMoTiapuaaH ¢oifananno, facTypui
TabMUHOT aBTOMATHK PaBUIILJA KyHuaary MaiJOHIap y4yH KaTakjIapHU Tyaaupaau: Pearent naptusacu 1D, kapTpumx
cepusi paKaMu Ba SIPOKJIMINK MyJAaTH.

Arap Xpert HBV VL kapTpwxugaru WTpux-kof ckaHepraHMaca, y xonga CUHOBHU SIHTU KapTpwk GunaH TakpopnaHr.

7. TectHm 6ownauw (GeneXpert Dx) éxu FO60puw (Infinity) Tyrmacunu 6ocuHr. Ilaiino 6¥nran MynokoT oiHacura
MapOJIMHTH3HH KUPUTHHTL.

8. GeneXpert Infinity System y4yH KapTpUIDKHH KOHBEEp JICHTACHTA KOWIAmTHPUHT. KapTpumk aBToMaTuK paBuIiaa
I0KJIaHaIM, CHHOB HIITa TyIIa Iy Ba UIUIATHITaH KapTPUIXK YUKUHIY KOHTEHHEepUTa KOMIaTHPUIAIHI.

éxu

GeneXpert Dx ac606u yuyH:

a) Ac000 MORYNTMHMHT SIUTHHN MIJITHIIOBYH ST YAPOK OMJIAH OYMHT Ba MATPOHHH YKJIAHT.

b) Dmukay énuar. CHHOB OONUIAHAAN Ba SIIIMIT YUPOK MIITHIUIANIAH TyxTaiiau. CHHOB Tyrarad, YMpoK ydau.

¢) Mozynb SIUTHHU OYMII Ba KAPTPUIXKHU OJHIIJAH OJANH TH3UM 3IIHK KyI(GHHU KYHNO 000pUIINHU KyTHHT.

d) Mmmarwiran KapTpuKIapHA MyacCacaHTH3HUHT CTaHAAPT KOWAanapura MyBo(HK TETHIILIH HAMyHa YUKHHIN
WIVIINTA TAIITAaHT.

13 HaTtuxxanapHu KypuLl Ba Yon 3Tl

Viufy 6ynumia HaTHKa apHu KYPHII Ba YOI ITHITHUHT aCOCHI GOCKHUIapH KeaTupuirad. HarrmkaniapHu Kypuii Ba 401
st Oyinua Garadcui kypcarmanap yuyH GeneXpert Dx System Onepamop yinawmacu KU MIUIATAIAMTaH acbobra
kapab GeneXpert Infinity System Onepamop Kyinaumacura KapaHr.

1. Harwkanapuu kypuin yuys HaTuxkanapHu Kypuyi GenrucuHd GOCHHL.

2. CunoB tyrarad, PDF xuco6ort ¢aiinunu kypuin Ba/€ku sipatui yayH HaTmxkanapHu Kypuw oiiHacuHuHT XMCOGOT
TYrMacuHU OOCHHT.

14 CudpaTt Ha3opaTu

Xap O6up TecT ¥3 nunra HaMyHa X KMHUHHUHT eTapauiurd (SVA), H9KH MEUKIOPHI CTaHAAPTHUHT IOKOPH Ba acT
napaxanapu (IQS-H Ba 1QS-L), maprusira xoc nmapamerpaap (LSP) Ba 30u1 Texmmpysu nHazoparuau (PCC) onaan.

o HamyHa XaKMHHHMHT eTapauiauru (SVA) - HAMyHaHMHT KapTPrOKra TYFpU KYIIMITaHIUTHHA TabMHUHIaian. SVA
HaMyHa KaMepacHra KyIIIraH HaMyHa Xa)KMHHUHT TYFPUINTUHN TeKmupaan. Arap SVA TacanknaHral Kabyo
KHJIMII ME30HJIapHura Moc Kelica, y yTran xucodmananu. Arap CBA yTmaca, kapTprokra HaMmyHa KyIIdnMarad 0yica,
XaTto 2096 ¢xu kapTpInkra erapiu MUKIopa HamyHa KyunMaras 6yinca, XATO 2097 kypcarunanu. Tuszum
(oiianaHyBUNTa TECTHH JaBOM STTHPUILNUTa Ky KyHMaim.

o Huku Mmuknopwmii cranaapt okopu Ba nact (IQS-H Ba IQS-L) - IQS-H Ba IQS-L XBbB Ounan 60rmuk 0yamaran
KeTMa-KeTJIMKKa ora OYIraH MKKUTa YH3UKIH [U1a3MacH, yiap Xap OUp KapTproKra KUpUTWIraH 0yin0, OyTyH CHHOB
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skapaéHuman yramu. by cranmaprnap Hamynagaru BI'b IHK koHmeHTpanusicuan Xxucobam yqyH UIulaTiwiagn. byanan
tamkapy, IQS-H Ba IQS-L pean Baktaarn PCR taxaunuHuHT HaMmyHa OnitaH OOFIIMK TYXTATHINIINHA aHUKITalan Ba
nry OmiiaH HaMyHaJJapHH KaiiTa unuiam Hasopatu Basudacuan O6axapaan. 1QS-H Ba IQS-L taciuknanran kaOya KUITHII
Me30HIapura xaBob Oepca, YTran XxucobaaHaau.

Muxopuii TaX;1H1 y4yH naprusira xoc napametpaap (LSP) - Xap 6up tymmam naptusicuga BI'B xammbpiarm
nasenuaaH onuHrad ypHartwirad LSP mamxyn. By BI'B yuyn JXCCTaunr 4-xankapo cranmaprura (NIBSC komu:
10/266)* xamna 1QS-H Ba IQS-L ra acocnanran. LSP pearentiap naprusicn yayH HOEG 6Yub, TYFpU MUKIOpHI
XHUCOOTAIIHY TAbMUHIIAIT yIyH UIUIATHIIA M.

3onanu Tekmupum Hazopatu (PCC) — PCR peaknusicn Oonutanummaan oianua GeneXpert TH3UMU 30HTAPHUHT
(IryopecIeHT CHTHAIIMHY Y1920, TOMYMIApHUHT PErUAPaTaUsCHHY, PeaKIist IPOOUPKACH TYIIUPHIHIINHN, 30H]
SIXJIMTIINTHHY Ba 0YE€K GapKapOpIIMTHHY Ha3opar Kwiaau. Arap (uryopecleHIHs CHTHa/UIapy TaCANKIAHTaH KaOyit
KIJIHII Me3oHnapura xaBob oepca, PCC yrran xucobmanamy.

Tamku Hazopataap - Sxuu naboparopust amanuérura Kypa, Tylamaa Ky3aa TyTHIMaral Taniky Ha3opatiap
MaxaJUIi Ba JJaBJaT aKKpeIUTalysl TAIIKUIOTIapy Tanadnapura MyBOGHK KYUTAHUIIH JIO3KM.

10
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15 HatnxxanapHu TankuH KMnuu

VnuaHraH (uyopecceHT CHrHaJuIap Ba YpHATHIraH XMcoOall alropuTMIIapuaaH ONMHraH Hatikanap GeneXpert
Instrument System TOMOHH/IaH aBTOMaTHK paBUIIa TAIKWH KWJIHHAAX Ba Hatwkanapau kypumr oiiHacuaa (3-rasm — §-
rasm) aHUK KypcaTuiaau. DXTUMOIUH HaTwkanap 1-jadval kuemMuaa Kypcaruiras.

1-jadval. Xpert HBV VL Tectu HaTukanapv Ba TankuHu

Hatuxa TankuH

BB AHUKNAHIAH X6/ | BB AHKen XX XB/Mn (log X.XX) fa aHuknaHaaw.

mn (log X.XX) e BI'b JJHK tectHunr Muxnopuii quanazonuga (10-1,00E09 Xb/mi) Turpra sra.

KapaHr: 3-rasm. e IQS-H Ba IQS- L: VT/IN.
e 3omx Texumpysn — Y TJIU; Gapua 30H,1 TEKINPYBH HATHKANAPH HKOOHA.

BIrs AHUKITAHOU BI'b OHKcy TeCTHWMHI MUKZOpUI Anana3oHnaaH Kopuaa aHuknaHagu.
>1.00E09 XB/mn e 1QS-H BaIQS-L: VTN
KapaHr: 4-rasm. e 30H] TEKIIUPYBH — NAVIIE Oapua 30H] TEKIIHPYBU HATWKAJIAPH WHKOOHIMA.

Br6 AHUKIAHOM < 10 BI'b OHKcu TecTHWMHr Mukgopun gunanasoHnaaH nactaa aHuknaHagu.

XB/mn e IQS-H BaIQS- L: VTIIN.
KapaHr: 5-rasm. o 3ouj texumpysy — Y TJIV; Gapua 30H1 TEKITMPYBH HATHKATAPH HKOOHIL.

OUB AHUKIIAHMAU OWMB OHK aHuknaHmangn.

KapaHr: 6-rasm. e IQS-H Ba IQS- L: VT/IN.
e 3onp texmmpysu — Y TJIU; 6apua 30H] TEKIIMPYBH HATHKAJIAPH YDKOOUH.

APOKCU3 BI'b OHKcu maexyanuru Ekn NyKNurHv aHnknab 6ynmanaun. TectHm 16.2

KanTa Tekwmpuw Taptnbum bo'lim garn kypcatmanapra MyBOVK TakpopriaHr.
KapaHr: 7-rasm. N
e 1QS-H Ba/éku IQS- L: UIIINTAMAUN KOJIJIU; [ukn gerapanapu (Ct) Xakukui

JIMana3oHzia sMac.
e 3onp rexmmpysu — Y TJIU; 6apya 30H TEKITHPYBH HATHKANAPH HKOOHIA.

XATO HBV [HKcu maexyanuriu ékm nyknurmHu aHmknab éynmangu. Tectin 16.2

KanTta Tekwmpuw Taptubu bo'lim garvn kypcatmanapra myBoduK TakpopaHr.
KapaHr: 8-rasm.
e 3onx texmmupysu — KABYJI KWJIMHMAJIN*; 300 TeKIUPYBH HATIKAIAPUHIHT

xXaMMacH €k OuTTacu KalOyll KUITHHMA/IH.

* Arap 30HA TeKWMpYBK YTKasunraH 6ynca, xaTonuk Makcuman
B6OCKM YerapacuHUHT XaKMK1ii AnanasoHaaH omnG KeTULn éku TU3Um
KOMMOHEHTNapUHUHT ULLAAH YMKULIW HaTMXKacuaa tosara Kenaau.

HATWXA NYK BI'b OHKcu maexyanurn €kun NyKknurHn aHuknab ynvangn. Tectiu 16.2
KarTta Tekwmpuw Taptnbu bo'lim garn kypcatmanapra MyBoWK TaKpopriaHr.
HATUXKA WYK kypcaTkuuu eTapnv MabiyMoT TYNnaHMaraHIurimHm aHrnaraau.
Mucon y4yH, onepatop 6axapunaéTraH TECTHU TyXTaTraH 6ynun MyMKuH.

MacanaH, chakaT cMHOB CKpuHLUOTNapu. Bepcusi pakamu conganaHul yydyH ywby kypcatmanapga Kentupunran

Eslatma
CKpUHLIOTNapAaH hapk KUMULLN MYyMKUH.
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4 rasm. Hatnxxa: OMB aHuknaHgm, ammo TUTPU TEKWNPYBHUHI MVIKAOpMﬁ Avnana3oHungaH roKopu

12 Xpert® HBV Viral Load
301-5878-UZ, F Taxpup
2023-03



Xpert® HBV Viral Load

—_———
|HBV NOT DETECTED

6 rasm. Hatmxa: OMB AHUKINAHMAOU

Xpert® HBV Viral Load 13
301-5878-UZ, F Taxpup
2023-03



Xpert® HBV Viral Load

7 rasm. Hatuxa: Hatuxa sapokcus

8 rasm. Hatnxa: XaTto
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16 Kanta cnHoBnap

16.1 TecTHM Takpopnaw cababnapwu

Arap Kyiua KeITUPHITaH TeCT HaTIbKaJlapuaaH OupopTacy naino 6yica, rectau 16.2 Kaiita Tekmmpum tTaptuon bo‘lim
PYKHHIA KeITUPIITaH KypcarMaaapra MyBO(QHK TaKPOPIIAHT.

o FAPOKCMW3 narmka Kyiinparuiapaan GHpuHA EKH OUp HEUTACHHH KYypcaTau:

e 1QS-H Ba/éxu 1QS-L Ct kuitMaTiiapy SpOKJIM AUana3oHaa sMac.
e HawmyHa Ty¥pu Kaifta nnutanmarad ¢ku PCR uHruGupnanras.

o XATONUK narmxacu tect Gekop KUIHHIAaHHHE Kypcaraan. IXTUMoini cababiiapra Kyinjaruiap KUpajiu:
HAMYHaHHHT eTapiii OyIMaral XaKMH KYIIHITaH, PeakMOH Hailua HOTYFPHU TYJIAUPHIraH, pearcHT 30HIMHHHT
OYTYHJIUTH MyaMMOCH aHHKJIQHTaH €KW MakCHMal 6OCHM derapacuaH Olub KeTra.

e HATWMXA MYK kypcarkian eTapin MabIyMOT TYIIaHMATaHTHTHHE aHTTaTagi. Macana, oneparop GakapHiaéTran
TECTHH TYXTaTIH EKU NEKTP TAbMUHOTHAA y3HUIIULI 103 Oepau.

16.2 KanTta TeKwmnpuw TapTudbm

Arap Tect Hatmkacu APOKCU3, XATO éxu HATUMXKA NYK 6¥ica, 3apapnanran HaMyHaHH KaiiTa TOKIIMPHII YIYH SHIH
KapTPHXK UIUTATHHT (KapTPIDKAAH Kaita doianaHManr).

1. SIHru KapTPYOKHM TYIUIaMIaH YUKAPHO OJIMHL.

2. 12 TapTu6 bo‘lim, xxymnanasn, 12.2 Kaprpumkau Taiiépnam bo‘lim Ba 12.3 Tectan 6omnram bo‘lim garu
npoLeypanapra aMma KAJIHHT.

17 Yeknosnap

e Hawmynanap éku peareHTap u(yoCiIaHUIIMHUHT ONJMHHU OJIMII YUyH SIXIIK JJabopaTopus aManuériapy Ba HaMyHanap
OutaH nIUIam YpTacuaa KYIKOIIapHU aIMAIITUPHII TaBCUsI STHIIA/IH.

e Xpert HBV VL CMHOBMHMHI MaKCaJIu XyAyAu1ard KaM ydpalurad MyTalysiap npaimep €K1 30HAHUHT
OOFIaHMIINTa TAbCUP KWINIIM MyMKHH, Oy 3ca KaM MUKJIOp/a EKM BUPYCHHU aHUKJIAH OJIMACIIMKKA OJIMO KeJlaJy.

o VYmOy Tect dakar 3apno6 Ba EDTA ma3macu OmiaH KyJutam y4yH TacOUKJIaHraH. bomka Typaard HaMyHajJlapHH CHHAII
HaTWXKaJapu HOTYFPH OYJIHIIN MyMKHH.

o TectHuHr mandwmii Hatkacu BI'b nadekuuscuan ncrucHo kunmaiian. [llyrauar yayn Xpert HBV VL tectunan BI'b
nH}pEeKIMsAcH OOPIUTHHY aHUKIAII YIyH JUAarHOCTHK TecT cudarnna dolnananMacink Kepak.

18 Camapanopnuk xycycuaTtnapm

18.1 AHMKNnaHuwWw 4Yyerapacu

BI'b VL raxnunuauar anukianum yerapacu (LOD) BI'B A renotunu yuyn BI'b can6buit EDTA nnasmacu Ba KOH
sapnobuna BI'B JIHK yuyn 4-KCCT xankapo crangapruaanr (NIBSC koxu 10/266)* keTMa-KeT CYHONTUPHITUIIMHE
TEKIIUPHII OPKATH aHUKIaHAM. ONTHTa KOHLEHTpAIMs Japa)kacuary Ba cajaOuii fapakajard MaHeuap MOC paBHIIa
EDTA nna3macu Ba 3apo0 maHesuiapy y4yH TYpT €KH yuTa peareHT naprusicujiat Goiiananrad Xoi1a CHHOBIAH
yrrazunau. [lanennunr xap Oup ab30CcH y4 KyH JaBOMUIA Xap OMp peareHT napTHsicu y4yH 24 Ta Takpopiam OuiaH
CHUHOBIAH yTKazwiay. [1na3ma nanenuHUHT Xap OMp ab30CH YUyH *KaMu 96 Ta TaKpOpJIaHHII Ba 3apA00 MaHEIUHHUHT Xap
Oup ab30CH YUyH 72 Ta TaKpOPIAHUII TEKIIUPUIIIH.

ITna3ma Ba 3apno6 yuyn EDTA natmxkanapu 2-jadval na kypcaruiran. Tagkukot urynu kypcarauku, BI'b VL taxinnm
KCCT Xankapo crangaptu yuyH BI'b JIHK nu EDTA nnasmacuna 3,20 Xb/mMi koHLIeHTpanuusiaa Ba KOH 3apaoouna 5.99
XB/mMi1 KOHLICHTpaLMsA/a aHUKIAU, YKOOMIMK napaxacu 95% 6ymu6, PROBIT perpeccusicut OuiiaH aHUKJIaHIH.
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2-jadval. BI'b yuyH 4 XKCCT xankapo ctaHpapTuaaH chomaanaHraH
xonaa Xpert HBV VL TekwunpyBu y4yH aHUKNaLl Yyerapacmu

HomuHan BB Aman § Wxobuiinuk |  95% LOD PROBIT
kunyBun | Mxxobumnap o
MeHoTUN MaTtpuua KOHUEeHTpauusicu Aapaxacu (95% viwoH4YnNunuk
Takpopnap COHMU o
(XB/mn) (%) MHTepBanwu)
COHM
10 95 95 100
5 96 94 98
25 96 82 85 3,20 XB/mn
A [Mnasma
1.25 96 62 65 (2.79 — 3.60 XB/mn)
0.625 96 41 43
0 96 0 0
10 72 70 97
5 72 63 88
25 72 58 81 5,99 Xb/mn
A 3apnob
1.25 72 37 51 (5.13 — 6.86 Xb/mn)
0.625 71 15 21
0 72 0 0

BI'B vunr B nan H raga reHoTHIUIapUHN aHUKJIAII Yerapacu xap 6up reHotunHu udonanosun BI'b MycOar HamyHamapuHu
(OKCCT xanxapo MabirymoTHoMacuziad B nan G raya renorumnap, PEI koqu: 5086/08 Ba H reHOTHILUIN KIMHUK HAMyHa)
BI'B-manduit EDTA mna3macura ytkasuiny. [laHenHUHT Xap Oup ab30CcH y4 KyH JaBOMHJIA Xap Oup ab30 ydyH xamu 24
Ta TaKpopJaIIIaH noopaT yyTa peareHT HapTHsICUIaH GoliaaaHrad Xoi/a CHHOBIaH yTkasmwnay. Harmwkanap 3-jadval
KUCMHJIA KEITUPUITaH.

3-jadval. EDTA nna3macuaa H opkanu BI'b B reHoTMnnapuHu aHuknail 4yerapacu

FeHoTMN aHM?(i?L:ESFE::LSZ?;;?MH) 95% mwoHYnMnuk nHtepsanu (X6/mn)
B 1.34 0.98 - 1.69
Cc 1.63 1.23-2.03
D 3.96 3.01-4.92
E 3.77 276-4.78
F 2.39 1.82-2.96
G 1.21 0.95-1.47
H 3.84 291-4.77

BI'B B renorunuan H opkanu anukiam gerapacu 3apao6aa CLSI EP17-A210 ra mysoduk 24 Hycxana Tekmmipuiaa. Arap
> 85% mxoOHHNNK JJapa)kacura pHIINIMAaca, FOKOPH KOHIIEHTPALUs CHHOB/IAaH YTKa3Wiay. 4-jadval KucMuia HaTikamap
OWJIaH TaHUILUHT.

4-jadval. 3apao6aaru H opkanu b reHotunnapu yuyyH LOD Hu TeKwinpuw

FeHoTun HomuHan BI'b koHueHTpauusicu (XB/mn) Wxo6umnnuk papaxacu (%)
B 1.34 88
C 3.25 96
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FeHoTMN Homunan BI'b koHueHTpauusicu (XB/mn) Mxobuinnuk gapaxacu (%)
D 3.96 96
E 3.77 96
F 2.39 92
G 1.21 88
H 3.84 100

BI'b VL texumupyBu camapagopiury, IyHHHIIEK, IPEKOp MyTaHTH OWaH XaM 0axoJaHau, OyHHHT Y4yH UKKUTa
npexop mytanuscu (C1858T Ba G1896A) xamaa ukkuta 6a3ain siupo npomoropu myrtauusicuau (A1762T Ba G1764A)
¥3 uuura ojraH keTMa-kemuru anukianrad BI'b knuHuk HamyHacu kyiuianau, Hamyna EDTA ma3ma Ba 3apao6na 10
XB/Mi1 KOHLIEHTpalysraya CyroITUPIIIN Ba OMp peareHT napTusicd OMIaH CUHOBIAH YTKa3uwiau. Xap Oup Marpuiana
TEKIIUPUIraH 24 Ta periMKaHTHUHT Xap oupu yuyH 100% mxobuii KypcaTkudra S3pHIIAIIN.

18.2 MukoopHUHr Kynmn vyerapacu (LLOQ)

MuxnopnamsuHr Kyitn gerapacu (LLOQ) BI'b IHKcuHMHT 3HT macT KOHIEHTpauscH cudarnia aHuKIaHaIu, y

MaKOyJT aHUKJIMK Ba TYFPWIMK OMIaH MUKIOpHN OaxonaHaan Xxamaa ymymuid anaautik xatonuk (TAE) Ba ukkuta ymdos
Yypracunaru ¢apkra acocinanrad énpamrys épaamuaa annkiaanaad. LLOQ BI'b A nan D rava reHoTuruiapuau ngoaasoBIu
TYpTTa MycTakwi HamyHanap Ounan EDTA ma3mMacua aHUKJIAITHUHT TECT Yerapacy sIKHHuAa 6axonanan. Xap oup
HamyHa 8-24 TakpopIaHUIIUIK TYPTTa pearcHT napTusicuaad ¢poiaaaanran xonna cuHoBaad yrkasmwian. TAE Westgard
moznemuna CLSI EP17-A210 kynnanmacu 6¥itnya [ (A6comror Hoxomucauk) + 2 SDs < 1 logjg Xb/mi] Me30ru Gunan
Oaxomanan. Mkku ymaoB Eanamysu ypracunara gapk [(2 x SQRT(2) x SD) <1 log;¢ [U/mn] me30Hu Onnan 6axonaHu.

Xap 6up HamyHa yuyH LLoQ taxmumiapu 5-jadval na kentupuiras.

5-jadval. Xpert HBV VL TecT yuyH LLOQ aHuknaw

BI'b koHUeHTpaumsacu Ymymuii
BrE (log1o XB/mn) aHanuTtuk | Ukkuta ynyaw
reHoTunu Not N Kytunran | Kysatunran |Hoxonucnuk| »amu SD xaro? éH,qal.uyBub
1 24 1.00 1.02 0.02 0.20 0.42 0.57
2 24 1.00 1.05 0.05 0.16 0.37 0.45
A 3 24 1.00 0.94 -0.06 0.20 0.46 0.57
4 23 1.00 1.02 0.02 0.14 0.30 0.40
1 16 1.00 1.18 0.18 0.11 0.39 0.30
2 24 1.00 1.18 0.18 0.17 0.53 0.49
° 3 8 1.00 1.17 0.17 0.19 0.54 0.53
4 8 1.00 1.25 0.25 0.19 0.64 0.55
1 16 1.00 1.10 0.10 0.17 0.44 0.47
2 24 1.00 1.1 0.11 0.22 0.55 0.61
¢ 3 8 1.00 0.83 -0.17 0.24 0.65 0.68
4 8 1.00 1.01 0.01 0.18 0.36 0.50
1 16 1.00 0.81 -0.19 0.28 0.74 0.78
D 2 24 1.00 0.79 -0.21 0.27 0.75 0.76
3 8 1.00 0.83 -0.14 0.14 0.42 0.39
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BI'B koHUeHTpauusicu V—
(logq0 XB/mn) y §
BIE aHanuTuk | UkkuTta ynuaw
reHoTMnu Jot N Kytunran | Kysatunran |Hoxonucnuk| >Kamwu SD xato? éHp.amyBMb
4 8 1.00 0.91 -0.09 0.1 0.31 0.32

a  TAE Westgard mogenu 6ynnya xucobnaHaau, 6y epaa [TAE = | Hoxonucnuk | + (2xSD) < 1 logg XB/mn] chopmynacu
KynnaHunaau. by ynyoB HaTuxacuHUHN xakukuin kuimataad 1 1ogqg Xb/mMn gaH kam chapk kunuw axtumonu 95% akaHnMrHmn
TabMUHNanaun.

b Ukkuta ynyaw éHgawysm [2 x (SQRT(2) x SD) < 1 logqg XB/Mn] wyHu kypcatagukm, 1 logig XB/Mn aaH kam 6ynran dapk
Tacoguduii ynuai xatocn 6unaH n3oxnaHuLwmn MyMKUH.

Harmxkanap mrynu kypcaraauku, Xpert HBV VL tectu BI'B IHKuunr 10 XB/Mit MukgopuHu MakOyn TYFPUIIUK Ba
AHUKJIMK OMJIaH aHUKJIAil onaju.

18.3 AHuknuk/Takpop uwnab Ymkapuw

Xpert HBV VL rectunnar anukmuaru/kynainmu KoEDTA mna3macuna ymyMuit TucriepcustHa 0axomam yIyH JUCIePCHs
taxm (ANOVA) épnamuaa 6axonanim.

Ymly TaakukoT Ky Mapkasnu (3 ta caiit; Xpert HBV VL TecTHHUHT TUCTIEPCHUACHHUHT acOCUH TapKUOMIA KHCMIIAPHHA
caxkmsta BI'b myc6ar ap3omapugan nbopar cakku3 ab30JH MaHeIb EpaamMuaa 6axonam yqyH 2 Ta TalllKy Ba | Ta HUIKH)
kypuaMac TagkukoT. BI'b Myc6ar av3onapu sxumm taBcuduianran BI'b mrasmunacu éxu BI'b MmycOar KiTHHIK HaMyHacCHHH
onamMHuHT EDTA ma3macura cyroinTupui opkanu taiiépnanrad. Mkkura oneparop, oupu onnuagan PCR Taxkpubacura
sra 6ynraH Ba Oomkacy sra OyiIMaraH, ydTa TAOKUKOT MaiJOHYaCHHUHT Xap Oupuaa OUTTA IMaHEeTH! UKKU HycXaja,
KyHHUTa HKKH MapTa (KyHHTa CaKKHU3 MapTa TaKpOpIaIlra TeHT) OJITH KyH JaBOMHIA Xap OHp MaHeNs ab30CcHra skamMu 144 ta
TaKpopIIall yuyH cuHOBAaH yTka3mu. Xpert HBV VL TecTHHUHT yuTa NapTHACH KYJUIAHIH, Xap OUp NapTHs UKKU KyHIIHK
TecTHH ndomanaiinn. Aunkauk Ba Takpopianysdamiuk CLSI EP05-A311 ga CLSI EP15-A3 ra myBouk Gaxomanm.!2

Xpert HBV VL tecTHHUHT aHUKIHTH Ba TakpopiaHyBdaHiuru O6sext/Ac600, Jlot, Kyn, Oneparop/Llukn Ba Llukn nunga
aramanapu Omnad nuku ANOVA €ppamuna 6axonanan. Yprada KBaJpaTuK OFHII Ba y3rapyBuawiuk ¢ousu logyo BI'b Hunar

Y3rapTUpMITaH KOHIEHTPAIUCHHUHT Xap OUp KOMIIOHEHTH y4yH 6-jadval kucmuna xuco06mad YuKuiIras.

6-jadval. Xpert HBV VL TeCTUHUHI aHMKNUru/TaKkpopnaHyBYaHN1ru

SD ymymun gucnepcusicura xucca (CV%)

XBB OHK koHueHTpauusacu O6bekT/ Oneparop/ Lukn Tynug
(Log1oXB/mn) BOCUTA Jlot KyH LUunkn numpga aHUKNUK

cv
Kytunran | Kysatunran| N SD | (%)*| SD |(%)?]| SD |(%)%| SD |(%)?| SD |(%)?| SD (%)b
9.00 9.13° 144 (<0.01|<0.01] 0.04 | 23.4 [<0.01|<0.01| 0.02 | 4.9 [ 0.07 | 71.7 | 0.08 | 19.7
8.00 8.17 144 1<0.01]<0.01| 0.04 | 26.7 |<0.01|<0.01( 0.02 [ 5.4 | 0.06 | 67.9 | 0.07 | 16.9
7.00 7.15 144 ( 0.01| 2.2 | 0.03 (122 | 0.01 | 3.9 |<0.01|<0.01( 0.07 | 81.8 | 0.07 | 16.8
6.00 6.18 144 (<0.01|<0.01] 0.04 | 32.1 | 0.01 | 4.3 |<0.01|<0.01| 0.05 | 63.6 | 0.06 | 14.7
4.70 4.87 144 1 0.02 | 4.5 | 0.03 | 15.3 |<0.01|<0.01(<0.01(<0.01| 0.07 | 80.2 | 0.07 | 17.1
3.00 3.19 144 (<0.01|<0.01] 0.03 | 28.8 [<0.01|<0.01| 0.02 | 11.5 [ 0.04 | 59.7 | 0.06 | 13.2
2.00 2.17 144 1<0.01]|<0.01| 0.02 | 8.6 |<0.01|<0.01( 0.01 [ 1.0 | 0.08 | 90.5 [ 0.08 | 19.0
1.00 1.13 144 1<0.01]<0.01|<0.01|<0.01| 0.05 | 11.0 [ 0.01 [ 0.3 | 0.15 | 88.8 | 0.16 | 37.7

a (%) amcnepcuns KOMNOHEHTUHUHI YMYMWUI Aucnepcusira KyLuraHd xuccacu
i Lognormal CV(%) = 100+ \Illﬂi"”":'""-':=ﬂ~‘~:-'==- —1

“CV” norHopman CB 6ynu6, kynnaarn gopmyna épgammaa onvHagu:

¢ KysatunraH kuiimat Xpert HBV VL TeCTUHUMHI M1KOOPpUIA Ananas3oHnaaH toKopu.
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18.4 YUnsuknu gananasoH

A reHOTHIIH

Xpert HBV VL tectununr unsnkin auana3onu BI'b konnentpanuscuauar 1.00 — 9.00 log;o Xb/Mi opanukan Kampab
OJTyBYH CAKKH3 ab30JIMK MaHEIHHU TaXJIMI KHIHII opKainy anukiaanau. [lanemnap BI'b-manduit EDTA mna3macu Ba
3apnobura BI'b A reHoTunu knnHUK HamyHacH €ku rokopu Tutpian BI'b mmasmun JIHK 3axupacunu Kymumm opKamu
Taiiépnanau. [lanenHUHT Xap OMp ab30CH UKKHTA peareHT napTusicuaaH Qoiinananud, xap OMp peareHT MapTHICH YIyH
CaKKH3 MapTa TaKpOPJIAaHTaH XO0J/[a TaxXJIMI KUINHIAY, YHAA (haKkaT 3HT IacT CYIONTUPHUIILIAp Xap OUp peareHT mapTHICH
YdyH ¥H OJITH MapTa TaKpOpJaHTaH XoJga Taxuwi dTunan. Harmkamap 9-rasm Ba 10-rasm 1a KenTHpHITaH.

Yusmknunuk - NMnasmagarn A reHotunu
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9 rasm. EDTA nna3macuga Xpert HBV VL TecTy yuyH YA3MKNUNUK
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Ymauknunuk - 3apgobagarn A reHoTUnm

Xpert HBV VL tekwunpysu Hatuxanapu (log10 XB/mn)
F S

HomwuHan tutp (log10 XB/mn)

10 rasm. EDTA 3appo6uaa Xpert HBV VL TecTu y4yH YM3nKNunuk

B-H renoruniapu

Ymsukmunukad Tacaukiaam yayH BI'B B nan H raua renotunnapuan ndonanoBdn CyIONTHPHII TAaHEIUIAPU TaREpIaHIu, Xap
Ooup renotunHy udonanopun KuHUK HamyHa BI'b-manduit EDTA nna3zmacuna cyroatupuind, Y908 qHana30HH WIOKH
0oprya KeHr KaMpad onuHau. [lanens ap3omapyu Oup XUl peareHT naptusicual ¢poiiaananud, BI'b A renorunu yayn
KYJUTAaHWITaH MUKJIOPJATH TaKpOPJIaHUILIAp OMIIaH TaXJ I KIIHHAN.

Yusuxumrk A-H renorumnapu yuyr CLSI iiypukaomacu EP06-A136yinua R2 >0.99 kypcarkud Guilan TacauKIaHIu.
Xpert HBV VL tectu A resorunu yays 1.00 — 9.00 log;o XBb/mn opanuruzaa Ba B gan H raua reHorumnap yuyH
TEKIIMPWITaH AUAa30HIap/a YN3UKIN SKaHINTUHE Kypcarau (7-jadval pykHura KapaHr).

7-jadval. FeHoTun 6ynnya Xpert HBV VL TeCTUHMHI YM3MKNUnuru

TekwmupunraH
Yusuknu perpeccus TUTP ANanasoHun

FeHoTUN TeHrnamacm R2 (LogoXB/mn)
A (Mnasma) y = 1.005x + 0.093 0.999 1.00-9.00
A (3appob) y =1.000x + 0.167 0.999 1.00-9.00
B y =0.998x — 0.027 0.995 1.00 - 6.83
C y =0.998x — 0.119 0.998 1.00-7.69
D y =0.993x + 0.101 0.998 1.00 - 7.41
E y =1.010x — 0.149 0.999 1.00-8.14
F y =0.994x — 0.068 0.999 1.00-7.96
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TekwupunraH
Yuaunknu perpeccus TUTP [Mana3oHu
FeHoTMN TeHrnamacu R2 (Log1oXB/mn)
G y =0.990x + 0.538 0.999 1.00 — 8.61
H y =0.991x + 0.122 0.999 1.00-6.35

18.5 Taxnunum y3ura XocnukK (3KCKMO3NBIIUK)

Xpert HBV VL tectannr ananutuk y3ura xociauru BI'b man¢wuiit EDTA mna3zmacura Ba Taxmunas 30 Xb/mn BI'b
pedepenc Marepraniau ¥3 waura oiran EDTA miasmacura Mukpoopranuszmiap yays 1 x 106 CFU/mu éku Bupyciap

yayH 1 x 105 mycxa/mi éxu TCID5o/MiT KOHIIEHTpALHsAIA TIOTEHIHAT ¥3ap0 TAbCUPIIAIITYBYH OPTaHU3MIIAPHH KY AT
opkanu 6axonanau (4~ JKCCT BI'B yuyn xankapo crangapta, NIBSC koqu: 10/266)*. Tekmmpuiaran opranusmiap 8-jadval
KHCMUJIa KeNTHpWITaH. TeKmupriaéTran opraHn3MIapHUHT Xed OUpH ¥3apo peakTHBIMKHU KypcarMann éku Xpert HBV
VL TecTHM MUKIOpHiT 6axomamra XalakuT OepMay.

8-jadval. Taxnunun y3ura xocnuk opraHusmnapu

Bupycnap BakTtepus BakTepusnap
BK Ogam nonvoma Bupycn  Ogam MMMyHUTET Staphylococcus Candida albicans
TaHKucnurn supycu 1 epidermidis
Lintomeranosupyc Opam MMMyHuTeT Staphylococcus aureus
TaHKUCNWUIN BUPYCH 2
Epstein-Barr Bupycu Opam nanunnomacu
BMpycH 16
lenatnt A BUpycu Opam nanunnomacu
BMpycn 18
lenatut C BMpycn Opam T-xyxanpanu

numaoTpon Bupycu 1-Typum

Oppauvi repnec supycu 1 Opam T-xyxanpanu
nMMmadOoTpOon BUpPYCK 2-Typun

Oppawi repnec Bupycm 2 Bapucenna 3ocTtep Bupycu
Opawm repnec Bupycu 6 BakuuHa Bupycu

Opam repniec Bupycu 8

18.6 NMoTeHumnan xanakutT 6epyBYM mogaanap

BI'b Guian kacayutanrad 6emMopiiapra TaiWHIaHTaH SHIOTSH MOIIaap, ayTOMMMYH KacalTHK MapKepiapH Ba JOpH-
JapMOHJIapHHUHT toKopu MUKaopuHuHT Xpert HBV VL tectura tascupu ypranwngu. MHruburopiank rabcupy taxmuHas 30
Xb/mn BI'B THK pedepenc marepuanu (BI'b yuyn 4 KCCT xankapo crangaptu, NIBSC komu: 10/266).4

9-jadval pyiixatia KeATUPUITaH SHIOTCH MOJIATAPHUHT FoKopHr MUKIopu Xpert HBV VL tecTHHHT MUKIOpHiA Gaxonammura
TYCKUHJIMK KWJIMACIUIH aHUKJIaHIM. ByH/a moTeHman Tabcup STyBYM MoJaslapHu ¥3 nuura onrad BI'b myc6ar
HaMyHaJIApUHUHT Xap OUpUHUHT ypTada log)o TuTpH ¥wKoduii Hazoparnas + 0.10 log;o Xb/mn opanuruna 6ynmu.

BI'b uumonu 6ynmaran 6apya HamyHanap MaH(uil HaTKa Kypcatau, Oy 3ca TaXJIMIIHUHT Y3Ura XOCIUTUra TabCup
9TMAaraHJIUTUHYU TaCAUKIAIH.

AHporeH mogpanap
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9-jadval. TekwmpunraH aHaoreH mogaanap Ba yrapHUHI MUKOOPU

Cy6cTaHums TeKwupunraH Mukaop
AnbOymuH 9 g/dL
BunnpybuH 20 mg/dL
emornobuH 500 mg/dL

MHcon OHKcu 0,4 mg/dL

Tpurnutcepuanap 3000 mg/dL

Oopu-gapmoHnap

Takaum sTunran gopu-gapmonnap kommnoneHmiapu BI'b JIHK 10-jadval mapxymmurnaa Ba Hykauruaa miama
JapaXxacCHHHUHT yq 6apobap okopu KoHIeHTpanusicuaa (Cpm,y) Tekmmpunranga Xpert HBV VL Tectaunar Muxnopuit
KYpcaTKH4Iapura TYCKUHINK KUJIMACIUTH €KW TECTHUHT Y3Ura XOCIUTUra TabCHpP STMACIIUTH aHUKIIaH]TH.

10-jadval. TekwupunraH gopu-gapmoHnap rypyxnapu

F'ypyx Hopu-gapmoxnap

1 3uposyavH, CakBuHasup, KnaputpomuuuH, MHTepdepoH-anbda-26, PutoHaswp,
Omb6uTaceup, Maputanpesup, Jacabysup, QuaaHosvH

5 AbakaBup cynbdat, PocamnpeHasup, MernHtepdepoH-anbda-2a, PubasmpuH,
OHTekaBup, Agedosup Ounusokcun

3 TeHodoBup ansonpokeun pymapart, llamvsyavH, HamHasup cynedar,
laHumknosup, BanraHumknosup XCn, Aunknosup, MNapokceTuH, TenbusyauH

4 CraByavH, OdasupeHs, JlonnHasup, dHdysuptna, CunpodnokcaumH, PrnyokceTuH

5 HesupanuH, HenduHaeup, AsntpomununH, Banacuknosup, CeptpanuH, TeHodosup,
AnadeHammng

AyTOMMMYH Kacannuk mapkeprapu

Tuszummm xkus3un 1orypyk (SLE), antunykneap anturana (ANA) éku pesmarons omui (RF) kabu ayTouMMyH Kacayuink
MapKepIapuHUHT Xap OupHu y4yH WKoOHiA HaTiKa Kypcarral Oem kumuaad onuarad KoEDTA nma3ma HaMyHanapuHu
tekmmput Xpert HBV VL tectuHuHr camapanopnurura Xed KaHaai tabcup KypcarMaranauruau anukiaaan. BI'b JJHK
OuaH OOMMTHITAH HaMyHaJapHUHT ypTada log)( KoHIeHTpauscH mwxobuit Hazoparra Hucbatas + 0.10 log;o Xb/mn
opanuruaa 6ynau. BI'b Humonn 6ynmaran 6apya HaMmyHajdap MaH(U HaTHXa KypcaTau, Oy 5ca TaXJIMIHHUHT y3Hura
XOCIIMTHTa TAbCUP STMaraHINTUHH TaCIUKIA .

18.7 MaTtpuua akBuBaneHTnurn (K,EDTA nnasma, PPT-EDTA Ba 3apno0)

Xpert HBV VL tectu yuyn marpuna sxBuBaieHTInra KoEDTA mnasmacu, PPT-EDTA nnma3zmacu Ba 3apao6 iuFmin
Haituanapuzaa onunrad 32 ta moc BI'b myc6ar knmuank HamyHanapu Ba 23 tTa Mmoc BI'b man¢wuii knmiuauk HaMmyHanapu Ounax
VTrazuianu. bup-6upura moc xkenagurad 23 ta BI'b mandwuit knmuank Hamynanap BI'Bb myc6ar matepuan 6unan, BI'b B
reHoTunuHu G opKany n(oaasoBIy KINHUK HaMyHanapaad Ba BI'b A reHOTUNMHN HUIIOH KeTMa-KeTIIUTHHU H(OIaTIOBIN
JHK mra3munnaas, 6apya YM3UKIN JHaNa30HAa TUTPIap OMiIaH OOILTaHTaH.

TexmmpuiaaéTrad HaMyHajlap/ia MaTpUIIa SKBUBAJCHTINTH 11-rasm Bal2-rasm KucMua KypcaTWIraHUAEK HAMOWHUIII
STUILIIH.
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PPT Tutpu (log1o X6/mn)

Matpuua aksuBaneHtnuru, PPT Ba K2EDTA nna3macu

T T Y T T T

1 2 3 4 5 6 7 8 9
K2EDTA Tutpwm (logto XB/mn)

11 rasm. PPT-EDTA nnasmacuHudr K;EDTA nnasmacura Huc6aTaH YM3nKnu perpeccusa guarpammacu

3apno6 Tutpu (logto XB/mn)

Marpuua akBuBaneHTnuru, 3apao6 sa K2EDTA nnasmacwu

T T T T T T

2 3 4 5 6 7 8 9
K2EDTA tutpu (logto XB/mn)

12 rasm. KoH 3apao6unmHr K;EDTA nnasmacura Huc6aTtaH YM3uKIv perpeccusi guarpammacu

Harmxanap mrynu kypcaraauku, Xpert HBV VL tectu K»-EDTA mnasmacu, PPT-EDTA mra3macu Ba 3apnobuna
HamyHanap yuayH taxmuaaH 1.0-9.0 log10 Xb/Mi1 opanuFuga S5KBHBaJICHT PaBHIIIA aMalTa OMIAPHIA M.
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18.8 ByTyH TUBUMHMHI ULLINIaMal KonuLl

Xpert HBV VL tect yuyn OyTyH TH3UMHHHT MyBahPaKUATCH3INK Aapaxacu A reHoTunu HamyHacu 0ynran BI'b THK
yayH 4-KCCT xankapo cranaapta (NIBSC komu 10/266) 4 6unan cnaiika kumaarad EDTA masmacuaunr 100 Hycxacuau
TEKIINPHII OPKaJM aHUKNaHAW. bomokmyi HamyHanap TaxmuHad 3 x LLOQ (30 Xb/Mir) Makcaain KOHICHTpaysia
CUHOBJIAH YTKAa3WIIH.

VYmly TaAKUKOT HaTHKANapHU IIyHU KypcaTauky, 6apua Takpopraanunuiap BI'b Humonu y4ayH Ty¥pu Ba mwxobuit 6ynras,
HaTwxana OyTyH TU3MMHHHT UIIJaH Yukui aapaxacu 0.0% HU TalmKui 3TraH.

18.9 Tawmwpaaru ncpnocnaHmw

HOxopu tutpim BI'B Myc6ar mamymacu (>1 x 107 Xb/mur) Tekumpming, cyHrpa napxon xyamu my GeneXpert ac606
monynuna BI'b mandwuii HamyHacH Tekmmprian. Myonaka UKk Moxyiaa durupma (20) mapra takpopnanan. Xpert HBV
VL cuHOB y4ayH yTum napaxacu 0% HI TAIIKII ST/IH.

19 KnnHuk Hatnxanap

19.1 Hopman cofnom KOH AoHoprapuaa y3ura Xocnuk

Xpert HBV VLcunoBnusr y3ura xocnuru BI'b Mandwuii kon noHopnapunan 99 ta 3apno6 sa 100 EDTA na3ma
HamyHanapu épaamuaa 6axonanau. Xpert HBV VL cunoBununr y3ura xocmuru 100.0% [95% CI: 98.1-100.0 (199/199)].

19.2 MeTop Koppensaumsacu

BI'b Ouian KacaJuTaHT@HIIMTH MabJIyM OYNTaH mIaxciapIaH KOJTaH cTaHaapT napBapuil 3apaodu sa EDTA mrazma
HamyHanapuaaH ¢oiinananran xonga BI'b IHK muknopwmii Takkocam ycynn Omnan Takkocnaragaa Xpert HBV VL
TECTHHUHT CaMapaJopiIUIHHI 0aX0Mall YIyH Ky XKOWIH TaAKUKOT YTKa3HIIH.

Terummu 876 nadap cyobexrnan 351 nadapu (40.1%) aénnap Ba 489 nadapu (55.8%) spkaxnap snu. Ypraua ém 47.2 +
15.9 émran Tamkwun 3tio, 18 Euynan 89 €mrava 6ynran oparuKHH TamKuI 3TAd. Yoy 876 ta Xpert HBV VL namynacunan
560 Tacu xaMm TaxXJIrI, XaM KHECHHA Tax,IWII MAKIOPHA AAaa3oHuIa Oyirad. JIleMUHT perpeccuscy Ba OIINH YHU3HKIN
perpeccust TaxJIMUIapy HaTWXkKacH 13-rasm Jta KypcaTuiras.
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Jemuhr perpeceusicn  ¥= -0 1417 + 1.0417"K
Unanknv perpecenst ¥ = 00240 + 1.0081°K
9 - R =000 RT = 0.0408
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=* 3appob

Xpert HBV VL (Log1o XB/mn)

0 i - & 8 10
Komnapatop BI'b Tekwwupysu (Logio XB/mn)

13 rasm. 3appo6 Ba EDTA nna3ma HamyHanapupaaH doraanaHraH
xonpa Xpert HBV VL TecT Ba TakKkocnalu YCYSIMHUHT Y3apo GOFNUKNuru
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20 Apabuéetnap

1.

10.

1.

12,

13.

Kaxon Cornmuxan Caxnam Tamkmiorn (JKCCT). Cypynkanu rematut b nHexnmscy OnaH KacajulaHTaH [IaXxCIapHU
OJIIMHY OJIHIL, TApBapHII KMJIUII Ba JaBojam Oyiinda Kyimnaama. Mapr 2015. Kapangu: 14 mapt 2018 iinm. http:/
www.who.int/hiv/pub/hepatitis/hepatitis-b-guidelines/en/.

XKurapau yprannm 6yiinda EBpona acconmanusicun. EASL xmiauk amamnérn 6yinda xypcarmanap: CypyHKamu
renatut b Bupycu nrbexnmsicuan naponant. J. Hepat. 2012; 57:167-185. Masxyx: http://dxdoi.org/10.1016/
jJjhep.2012.02.010.

XKaxon Cornukau Caxyam Tamkwmnorn. [o6an rematut xuco6oru, 2017 #iwn. JKCCT. 2017 #iun anpens.

Hyxnenn kucnotanapuau kyyaidtupui ycyniaapu yayH XKCCTrunr renartut b supycn IHKcn yuyn 4-xankapo
crangapt (NIBSC xonu: 10/266). Buonoruk crannapriap Ba Ha3opar 0yinya MULTHI HHCTUTYT; 2016 fin.
Kacamnuknapau Ha30paT KWIMII Ba OJIAMHH OJIUII MapKa3napu. Mukpooduonozux éa ouomubouém
aabopamopusnapuda buoxasghcusnux (S-Hamp), Kapairad 5 mapt, 2018 i xaBomahttp:/www.cdc.gov/biosafety/
publications/

Knuauk Ba mabopatopust cTaHIapmIapy HHCTUTYTH. Jlabopamopust XoOuMaaputy Kaco Kacaitukaapuoan Xumos
gunuw, Tacouxnanean Kypcamma. M29 XyxokaTn (CYHITH Halpra KapaHr).

Kaxon Cornmukan Caxnar Tarmkunorn. COFTUKHE cakail (paoTusTHAaH YAKAIUTaH YUKHHIIaApHA XaBPCH3
6omkapurr. 2-wamp. XKCCT, 2014. Kapanau. 20 anpen 2018 iiwn: http://www.who.int/water_sanitation_health/
publications/wastemanag/en/

EBPOIIA ITAPJIAMEHTU BA KEHI'AIIMHUHI 2008 #iun 16 nexadbpaaru 1272/2008-connu Monaanap Ba
apanamManapHu TacHuIan, EpIUKIanl Ba KaJAOKJIall, Y3rapTUPHUIIIAp KUPUTHII Ba OEKOp KUIMII TYFPUCHAATH
HU30MMU, Dxtuér yopanapu 6aénornapu pyiixaru, 67/548/EEC Ba 1999/45/EC nupexruBanapu Ba 1907/2006-connu
Hwusowmra y3raprupummap kuputui Tyrpucuaaru HU3OMU.

MexHaTHH MyX0(a3a KWIAII CTaHAapTIapH, XaB() Xakuaa xabapaop KWIUII, 3axXapid Ba XaBpmau Moananap (2012 imn
26 mapr) (29 C.FR., pt. 1910, subpt. Z).

Knunuk Ba maboparopust cTaHIapmiapy HHCTHTYTH. Kaunuk-nabopamopust yiioe npoyedypaniapu y4yH aHukiau
umronusmunu 6axonau, Tacnukianran KyananMa - Mkkuaun Hamp. CLSI xyxokar EP17-A2. Knunuk Ba
naboparopus cTaHAapTIapu HHCTUTYTH, Wayne, PA, 2012.

Knunuk Ba mabopartopust CTaHIapTIapu HHCTUTYTH. Mukoopuil yiuaus npoyedyparapuHuie aHUKIuSUHY 6axonaut;
Tacauxnanras ifypukHoma - Yuunuu Hamp. CLSI xysxoxat EP05-A3. Knunuk Ba naGoparopus craHaapTiIapu
uHCTUTYTH, Wayne, PA, 2014.

Knuauk Ba 1abopatopusi cTaHIapTIapy HHCTUTYTH. XamOAuKIapHUuHe AHUKIUY 84 OAXONAHUWUHY POU0ANAHY6YU
momonuoan mexuupuur; Tacnukinanrad iypukHoMma - Yauaun Hamp. CLSI xyxokar EP15-A3. Kimnauk Ba
naboparopus CTaHAapTIApu HHCTUTYTH, Wayne, PA, 2014.

Knmauk Ba mabopatopust cTaHnapmiapi HHCTHTYTH. Mukoopuii ynuau npoyedypaniaputute YusukiuIueuny 6axonau:
Cmamucmux éndawys. Tacnuknanran ifypukaoma. CLSI xysokar EP06-A. Kinuauk Ba maGoparopust cTaHzapTiapu
uHcTuTyTH, Wayne, PA, 2003.
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21 Cepheid bosh qarorgohi joylashgan joylar

Korporativ bosh qarorgohlar

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
USA

Telefon: + 1 408 541 4191
Faks: + 1 408 541 4192
www.cepheid.com

Yevropa bosh qarorgohlari

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont
France

Telefon: + 33 563 825 300
Faks: + 33 563 825 301
www.cepheidinternational.com

22 TexHUK épaam

Cepheid TexHuk praM XU3MaTura Mypoxaar KHIHIIIaH OJIANH KyHuara axoopoTIapHH OJIMHT:

Maxcynot HoMu

JloT pakamu

AcOOOHHHT cepusi paKamu

Xaronuk xabapnapu (MaBxyq 0yica)

JlacTypuii TAaBMHHOT BEPCHSCH Ba, arap MaBxyn 0yica, Kommbrorep Xxu3maru Ter pakamu

Qo‘shma Shtatlardagi texnik yordam

Telefon: + 1 888 838 3222
Email: techsupport@cepheid.com

Fransiyadagi texnik yordam

Telefon: + 33 563 825 319
Email: support@cepheideurope.com

Barcha Cepheid texnik yordam ofislari uchun aloqa axboroti quyidagi veb-saytimizda mavjud: www.cepheid.com/en/
support/contact-us.
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23 benrnnap xxagBanu

Benru MasmyHu
REF KaTtanor pakamu
IVD In vitro nuarHocTuka TM66MI ac6obu
® Kanta doviganaHunmMacuH
LOT MakeT koau

donganaHvL yvyH KypcatManapra kapaHr

Nwnab ynkapysuu

Mwna6b YnKkapumnraH mamnakar

n Ta TeCT y4yH eTapinn MUKOOPHU yS nyura onagu

Hasopat

I

Aman Kunuw myaaaTtm

N
m

CE mapkupoBkacu - EBpona myBodmknmri

XapopaTtHu Yeknatu

Buonoruk xasdpnap

OXTMETKOPIUK

S

OroxnaHTupuL

CH

REP

LLisenuapusagarv ULWOHYNM BaKKI

&

MMnopT kunys4u
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il

Cepheid AB
Roéntgenvagen 5
SE-171 54 Solna
Sweden

CH |REP

Cepheid Switzerland GmbH
Zlrcherstrasse 66

Postfach 124, Thalwil
CH-8800

Switzerland

®

Cepheid Switzerland GmbH
Zircherstrasse 66

Postfach 124, Thalwil
CH-8800

Switzerland

C€2797|IvD
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