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- MinbKU 0715 0id2HOCMUYHO20 BUKOPUCMAHHS «in Vitro» -

A.NMPU3HAYEHHA BUKOPUCTAHHA

Habip ana KinbkicHoro BusHauenHna [JHK HBV TJIP y pexumi peanbHoro
vacy 3 kogom LUA-PCR.HBV.150 npusHayeHui AnA KiNbKICHOro BUABMIEHHA
[HK Bipycy l'enatuty B y nnasmi niognMH1 3 0OAHOYACHUM KOHTPONEM peakuii
amnnidikauii 3a pgonomoroi BHyTpiwHboro KoHTtponio (IC). Habip
npusHayeHWn ANA  BUKOPWUCTAHHA B MOEAHAHHI 3 KAiHIYHUMK
CNOCTEPEXEHHAMM Ta NaboPATOPHUMU MapKepamMm AK iHAUKATOP MPOrHO3y
3aXBOPIOBAHHA Ta AN BUKOPWCTaHHA fK AOMOMDKHMIA 3aci6 npu ouiHui
BipyCHOI BifNoOBiAi Ha NPOTMBIpYyCHe NiKyBaHHA.

Habip aganToBaHuii AnA BUKOPUCTaHHA Ha TepMoLMKNepax Ans BU3HauUeHHs
B pexumi peanbHoro uyacy ABI 7500 Sequence Detection System®
(nporpamHe 3abe3neueHHsa SDS Bepcii 1.3.1, Applied Biosystems™*) a6o
MX3000P (nporpamHe 3abe3neueHHsa MxPro Bepcii 4.01, Stratagene™**¥),

*Applied Biosystems € 3apeecTpoBaHO TOProBot MapKoto, a ABI PRISM® € Toprosoio
mapkoto Applera Corporation a6o ii gouipHix komnaniin y CLUA Ta/abo feakux iHwmnx
KpaiHax.

***Stratagene € 3apeecTpoBaHOI0 TOProBOK MapKOIo.

TOB «JIABIOEV» He € BNaCHNKOM fJaHNX 3apeECTPOBaHINX TOPTFOBMX MapOK.

B.BCTYN

Bipyc renatuty B € Bipycom, Wo HanexuTb Ao cimenctsa enagHasipycis.
Voro reHom aBnse cob60to0 HEBENMKY KinblLeBy HenoBHy AsocnipanbHy JHK,
AKa CTana MOBHMUM i cynep3ropHytum reHomom (cccDNA), konu Bipyc
noTpanfif€ B rematoumTy HociA. HewopaBHo 6yno igeHTUIKOBaHO BicCiMm
reHotunis (Big A go H). Bipyc Mae BMCOKY LWBUAKICTb pennikauii i BUCOKY
yactoty Mytauin. Lli myTauii npu3sBogAaTb [0 HaKOMUUEHHA Y KOXHOI
iH}iKOBaHOT OCOOMHN MHOXMHHUX FTEHETUYHMX BapiaHTIB, AKi Ha3MBalTbCA
KBa3siBugamu. Bce 6inblue AaHUX MOKasyioTb, WO NPUPOAHWUIA aHaMHes3 i
peakuif Ha NikyBaHHA MOXYTb BiApi3HATUCA 3anexHo Big reHotuny HBV
iHbikoBaHoro. OfHaK peafibHa KopensAuis MK reHOTMMNoM i Hacnigkom
3aXBOPIOBAHHA MOBHICTIO He 3po3ymina. 3apakeHHsa Bipycom lenatuty B €
rno6anbHO MPOo6EMO TPOMAACLKOrO 340pPOB'A, WO CTocyeTbcAa 350
MiNbIOHIB niofen y BCboMy CBITi. BiH MOXe nepepocTt B XpoHiuHy dopmy
(CHB) i mMoxe 6yTM MPUUYMHOIO 3aXBOPIOBAHHA  MeYiHKM  abo
renatouentonapHoi KapumHomu (HCC). B paHuin yac geski cnoctepexeHHA
NnoKasanu, Wo TAXKKICTb YpaXKeHHA NeyviHKW nig yac iHdeKuii MoaynioeTbca
CUNOI0 IMYHHOT BIANOBIAi HOCIA. 3aBAAKM LibOMY MOXHa PO3Ni3HaTW ABa TUNN
iHdeKUil: rocTpy i XPOHiUHY.

Mpw roctpin iHdekuii HBV y cnpoBaTLi KPOBi MOXHa BUABUTN nosepxHeguli
aHTureH lenatuty B (HBsAQ), apepHun aHTtureH IgM (HBclgM), aHTureH e
(HBeAg), ane piBeHb AT He MigBULLYETbCA, NOKK iHbeKLiA He byae fobpe
BcTaHoBneHa. PisHi [IHK HBV, Ak npasuno, gyxe BUCOKI, KONMBalOUnCh Bif
200 minbitoHiB MO/mn (IU/ml) go 200 minbspgis MO/mn (IU/ml).

XpoHiuHa iHdeKuis HBV Moxe maTu 5 ¢a3: 1) IMyHHa TonepaHTHiICTb (BUCOKI
piBHi HBeAg, HBsAg i Bucoka weugkictb pennikauii JHK Bipycy HBV); 2)
IMyHHa peaktuBHicTb (HBeAg/HBsAg no3uTMBHWIA, BUCOKMI abO HU3bKWIN
piseHb OHK HBV wono nepuHatanbHoi abo fopocsoi iHdeKLji, KonuBaHHs
ANT); 3) CraH HeaKTMBHOro Hocisa (cepokoHBepcis HBeAg npotu HBeAb,
HBsAg no3ntueHWIA, HopManbHUiA AJTT, fyke HU3bKa abo HesussneHa AHK
HBV < 3 log); 4) HBeAg-HeratvBHuIN XpoHiyHun renatut (HBeAg-
HeraTuBHWI/HBeAb-no3nTreHuUiA abo nosepHeHHA o HBeAg-nosutusHoro,
konueaHHA pisHiB [JHK HBV, nigsuweHHa abo konueaHHA ALT. BigcyTtHicTb
HBeAg y peakux nauieHTis Ha Ui ¢pasi nos'asaHa 3 myTaui€to B reHomi HBV);
5) [MepeHeceHa iHdekuia (HBsAb no3utusHui, HBSAg HeratusHun,
HopManbHuiA AJTT, HeraTuBHWI a6o AyXxe H13bKKI piBeHb IHKHBV < 2.3 log).
[iarHocTuka Ta KNiHiYHMin MoHiTOpuHT HBV-iHdeKL i 3acHOBaHi Ha BUABNEHHI
iMYHONIOTYHNX, CEPONOriYHMX MapKepiB Ta LMPKYNIOYOro BipyCHOro
reHomy (OHK HBV), sik 3a3HaueHo Buwe. PiHi [IHK HBV y cupoBatui abo
nnasm BigobparkaloTb pennikaLito Bipycy Ta NOTEHUiNHY iHpeKUiHICTb, ToMy
KinbKicHa oLjiHKa BipyCHOro HaBaHTaxkeHHA HBV € BaxnuBoto ana ouiHkM Ta
NiKyBaHHA NauieHTiB i3 xpoHiuHoto iHdekuieto HBV. Hosi pekomeHgauii EASL
peKoMeHayloTb BipycHe HaBaHTaxeHHsi HBV, wo6 Bu3HaunTy, AKMX

XPOHIYHUX MaLieHTiB Cnig nikysaTM Ta AKY Tepanilo 3acToCOBYBaTU
(iHTepdepoH abo aHanor NUC-Hykneosuty). OCHOBHOK MeTO BCiX BWAiB
Tepanii € 3HWKeHHA piBHA JHK HBV Huxue 2.3 log Takum umHOM, Wwo6
3ano6irTu nporpecyBaHHIo 0 UMpo3y neviHkn abo HCC.

C. MIPUHUMN TECTY
Habip LUA-PCR.HBV.150 BukopuctoBye TexHonorito MJIP y peanbHomy vaci
ANA BUABNEHHA Ta KinbKicHoi ouiHkm [JHK HBV y KniHiuHuxX 3pa3kax nnasmu.

CneumndiyHicTb aHanisy B nepwy uepry 3abe3neuyerbcd BUOOPOM
cneyndiyHmX NpanmMepis i NPo6, a TaKOXK NiAGOPOM XKOPCTKMX YMOB peakLii.

AHK HBV, BugineHy 3i 3pa3ka nnasmu, eKcTparytotb Ta amnnidikyoTb pasom
i3 HecnopigHeHoto nocnigosHicTio (IC), BBEAEHO B KOXEH 3pa3oK Ha
nouaTKy NiAroToBKu 3paska. Lia IC cnyxnTb Ana AemoHcTpaLii Toro, Wwo Becb
npouec NPOTIKAE HANEXHMM YUNHOM AJ1A KOXKHOTO 3 HUX.

AmnnidikoBaHWn NPOAYKT BWABMAIOTb | BW3HAYalOTb KiNbKiCHO 3a
CTaHOApPTHO  KPMBOK 3a [JoOMomoroild npobu  dnyopecueHTHOro
KOHTPOJIbHOrO 6apBHMKa, cneumndiyHoro ansa nocnigosHocti HBV. Nobynosa
CTaHAAPTHOI KPMBOI AO3BONAE BU3HAUYNTU BiPYyCHE HaBaHTaXKeHHA.

AHani3 cTaHAapTU30BaHMI BiANOBIAHO JO 2-TO MiXKHAapPOAHOro CTtaHAapTy
BcecBiTHbOI opraHisauii oxopoHn 3gopos’a (BOO3) gna Bipycy renatuty B
(kop NIBSC 97/750). Pe3ynbTaTu npeactaBieHi B OAUHMLAX Ha Mininitp
(MO/mn (Ul/ml)) abo konisax/mn (ml).

Llen aHani3 He npu3HayeHNn ANA BUKOPUCTAHHA AK CKPUHIHFOBUIA TeCT Ha
HBV abo AK fiarHOCTUYHWI TeCT ANA NiATBEPAKEHHA HasBHOCTI HBV-iHbeKui.

D. KOMMOHEHTU
CraHpapTHui dopmaT npogykTy 3 kogom LUA-PCR.HBV.50 MicTUTb peareHTun
ona 50 TecTis.

A LUA-PCR.HBV.50
KomnoHeHT Bmicr R
50 TecTiB
A
KoA: ALL/MM
KonbopoBe Maiictep-mikc x 2 pnakoHn/0.40 mn (ml)
KoflyBaHHA:
6nakuTHUN
B X 2 GNakoHM (PO3UNHUTK
KOA:HBV/CB NiodinizoaHi 3 06'emom ALL/C,
Konbopose M .
Mpanmepn/Mpobu | 3a3HavyeHUM Ha eTuKeTui
KoAlyBaHHA:
. dnakoHa)
KOBTUIA
C
KOA:ALL/C
KonbopoBe MG Bopga X 3 ¢nakoHu/1.5 mn (ml)
KoflyBaHHA:
YepBOHUIA
NTC
KOJA:ALL/NTC HeratvBHU” %1 bnakoH/1.5 mn (ml)
Konbopose KOHTpOJb
KoAyBaHHA: 6inuni
STD
NiodinizoBaHwnit X 4 pnakoHu (po3unHUTU
KOA:HBV/STD KanibpaTop 3 06'emom ALL/C,
Konbopose CTaHAapTHOI 3a3HayYeHNM Ha eTuKeTLj
KoAyBaHHA: KpuBOI dnakoHa)
YepBOHUIA
I.C.
T . X 2 $nakoHu (PO3UNHUTN
KOJ:ALL/IC Tlioginizosarivit 3 06'emom ALL/C,
BHyTpiLWwHin .
Konbopose 3a3HayYeHUM Ha eTuKeTLi
KOHTpOJb
KoAyBaHHA: ¢dnakoHa)
3eneHun
. IHCTpyKUia no
Bknagmw iHcTpyKuji 33CTOCYBAHHIO 1

BaxnuBa npumitka: 3a 3anutom Jlabloet Moxe HagaTu peareHTu ans 25,
100, 150 TecTiB, fIK 3a3HAaY€HO HMXKYe:

. Komnonent A

x1 ¢nakor/0.4 mn (ml)

x4 pnakoHn/0.4 mn (ml)

X6 pnakoHis/0.4 mn (ml)

1

2. KomroneHT B X1 pnakoH x4 pnakoHn X6 pakoHis

3. KomnoHeHT C X2 pnakonu/1.5 mn (ml) x3 pnakonn/1.5 mn (ml) X5 pnakoHis/1.5 mn (ml)
4. NTC x1 ¢nakor/1.5 mn (ml) x1 pnakon/1.5 mn (ml) X1 ¢nakor/1.5 mn (ml)
5. IC x1 ¢pnakoH x4 dnakoHn X6 pnaKkoHis

6. STD X2 pnaKkoHu x4 dnakoHn X6 pnaKkoHis

7. _IHcTpyKUis 1 1 1

Kinbkicrb Tectis 25 100 150

Kop LUA-PCR.HBV.25 LUA-PCR.HBV.100 LUA-PCR.HBV.150




E.3BEPIFAHHA TA CTABUIbHICTb

Habip LUA-PCR.HBV.150 HeobxigHo 36epirat npu +2...8 °C (°C).

MNicna po3unHeHHA KomnoHeHT B (kogyBaHHA HBV/CB) i KomnoHeHT I.C.
(kogyBaHHA ALL/IC) ctabinbHi npotarom 30 gHiB npu -20 °C (°C). Ane
KomnoHeHT STD (kogosaHuin HBV/STD) ctabinbHuin npotarom 15 gHiB npu -
20 °C (°C). Po3amopoxyWiTe TifIbK/ OANH pa3 PO34MHEHI KOMMNOHEHTH.
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. MATEPIANIN, HEOBXIAHI, AJIE HE MOCTAYAIOTbCA 3 HABOPOM

Kani6poBsaHi mikponineTtku (0.5 mkn (ul) < 06'em < 1000 mkn (ul)).
Habip ana ekcrpakuii AHK.

MG EtOH.

Tepmo6nok.

Tepmoluenkep.

MikpoueHTpudyra.

LWraTmem ana npobipok 06'emom 2 ma (ml) ta 1.5 mn ((ml).
CrepwnbHi GinbTpoBaHi HAKOHEUHUKM 3 aepO30/bHIM Bap'epom.
0.2 ma (ml) mikponpobipKK, pekomMeHAOBaHI BUPOGHVKaMK npunagis
ana MNJIP y peanbHoMmy uaci.

OpHOpa3oBi pyKaBMUKY 6e3 TanbkKy.

Tepmouwknep ana MJIP y peanbHomy yaci (¥).

Abcopbytoui nanepoBi cepeTKy.

BopTtekc abo noaibHi iHCTPyMeHT AnA 3millyBaHHSA.

(¥)_YBara: [lincHe Kani6pyBaHHA YncTMX 6apBHUKIB (daitn KomnoHeHTiB Pure Spectra) i
doHy (daiin KOMNOHEHTIB GOHY) Ma€ BUKOHYBATICA PErynsApHO.

G. MONEPEAXKEHHA TA 3ACTEPEXXEHHA

1.

10.
11.

Habopom noBuHeH KopucTyBaTMCA nuwe  KBanidpikoBaHMA Ta
HaneXHNM YMHOM MiArOTOBNEHWI TEXHIYHWI NepCoHan nig HarnAaaom
nikaps, BignosiganbHoro 3a naboparopito.

TexHiYHU nepcoHan MOBWMHEH MPOWTM FMMOBOKY MiAroTOBKY LOJO
BUKOPUCTaHHA TepMouUUKNepiB Yy peanbHOMY u4aci, MaHinynauii 3
peareHTamy MoneKynapHoi 6ionorii Ta npoTtokonis amnnidikauii MNPy
peanbHOMy yaci.

OnAa npoBefeHHs Takoro TWMy aHanisy Habip HeobxigHO
BMKOPWCTOBYBaTU B NlabopaTtopii, cepTndikoBaHiin Ta KaanidbikoBaHil
HauioHanbHMM oOpraHom Yy uin ranysi (MiHiCTepCTBOM OXOpPOHMU
3[0POB'A YN aHaANOTiYHVM OPraHOM).

Becb nepcoHan, sikuin 6epe yuyacTb Yy MpoOBefEeHHi aHasi3y, NOBMHEH
HOCUTU 3aXWCHWU NabopaToOpHU ofAr, pyKaBUUKU 6e3 TanbKy Ta
okynapu. Cnifl yHUKaTV BUKOPUCTaHHA Byab-fKUX rocTpux (ronku) abo
pixkyurx (nes) npuctpois. Becb 3anyyeHnin nepcoHan MoBUHeH OyTu
HaBUYeHMWii npoueaypam 6iobe3neku, AK pekomeHpoBaHO LleHTpom
KOHTpONIO 3axBoptoBaHb, ATnaHTa, CLUA, a TakoX noBidoMNA€ETbCA B
ny6nikauii HauioHanbHoro iHcTUTYTy oXopoHM 3gopoB’a: «biobesneka B
MiKpob6ionoriuHmx Ta 6iomeauuHmx nabopatopisax», Bug. 1984 pik.

Becb nepcoHan, AKnin 3aiMaeTbca 06POOKOID 3pasKiB, MOBVHEH OyTu
BaKUMHOBaHUN npotn BIB Ta BrA, AnAa AKWX BaKUWMHW AOCTYMHI,
6e3neyHi Ta epeKTMBHI.

JlabopaTopHe cepefoBULLe CJif KOHTPOJOBATM TakUM YMHOM, W06
YHUKHYTU 3a0pyAHEeHb, Takux fAK Nun abo MiKpoopraHiamuy, LWwo
YTBOPIOKOTbCA B NOBITPI.

KomnoHeHTn A i B cBiTnovyTnmBi. 3axucTiTh iX Bif BNAUBY CUNbHOTO
cBiTNa.

3BepHiTb 0COGAMBY yBary mig 4Yac po3umHeHHA niodini3oBaHOro
BMIiCTy Npo6ipoK, cnocTepiraoun 3a TMMm, LWo6 NOPOLLOK, NPUCYTHIN Ha
CTiHKax npobipKW, Yy BWNagKy, Konu UeHTpudyrysBaHHA Oyno
HefloCTaTHIM, BKNIOYaBCA B O6'eM BOAM, WO BUKOPUCTOBYETbCA ANA
PO3UMHEHHS.

HenpaBunbHe po3umHeHHA niodinisoBaHoOro BMICTy Mpobipkn Moxe
NoCTaBWTK Nif 3arpo3y pesynbTar.

YHuKaiiTe BibpaLii noBepxHi CTeHAy, Ae NPOBOANTLCS BUNPOOYBaHHSA.
OTpumaBLun Habip, 36epiranTte noro npu Temnepatypi 2..8 °C (°C) y
XONIOAMIIBHUKY 3 KOHTPONEM TemnepaTypu abo B XONOAHIN KiMHaTi.

He o0OMiHIONTE KOMMOHEHTU MK Pi3HUMKU napTiAMU  Habopis.
PekomeHpayeTbCA, OO KOMMOHEHTN MiX BOMa Habopamu ofHiei napTil
He MiHANM MicuamMun.

MepekoHanTecs, Wo peareHTV! NPO30pi Ta He MICTATb BUANMMX BaXKKNX
YaCcTMHOK abo cKynueHb. AKWO Hi, NopeKkomeHAynTe KepiBHUKY
nabopatopii po3noyaTtyt Heo6XigHI NpoLeypy i3 3amiHn Habopy.

Etan ekcTpakuii fgyxe BaKknuMBMA ANA OTPUMMaAHHA MNPaBUIbHOMO
pe3synbTaTy. YBaXHO AOTPUMYMTECH iHCTPYKLiN, PeKOMeHJOBaHUX Yy
NocibHMKy KopucTyBaya.

Mig uvac ekcTpakuii AeAki KPOKM MaloTb BUpilLlasibHE 3HAYEeHHA.
KniouoBum eTanom npoueAypu OUMLIEHHA € UeHTpudyryBaHHA.
BaxnmBo oTprmaTu ocag, i cynepHaTaHT Mae 6yTu npo3opum. HacTynHe
NOBHE pecycneHAyBaHHA T[pPaHyNl € >KUTTEBO BaXIMBUM Ans
3abe3neyeHHsA MakCManbHOro BifHOBNEHHS HYKNeIHOBOI KUCIIOTU.
HenpaBunbHa WBUAKICTb LIeHTPUDYryBaHHA MOXe MpusBecT Ao
YTBOPEHHA rpaHyn, AKi 6yae BakKo pecycrneHgyBaTu. HenpaBunbHe
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PO3UYUHEHHA rPaHyIv MOXe NPU3BECTN A0 MOMUAKN B KiNbKICHIN OLiHL.
Y ubomy BWMafKy 3BEPHITbCA A0 «ONTUMI3aLil LeHTpUyryBaHHA»,
3a3HayeHol B NOCIGHMKY KOpUCTyBaya.

YHuKante nepexpecHoro 3abpyAHEeHHA MK 3pasKkamu,
BMKOPMWCTOBYIOUN OAHOPA30Bi HAKOHEUYHWKM Ta 3MiHoloun ix nicna
KOMHOrO 3pa3kKa.

YHUKaTe nepexpecHoro 3abpyAHEHHs MK peareHTamu Habopy,
BMKOPUCTOBYIOUN OAHOPA30Bi HAaKOHEYHMKMU Ta 3MiHIO0UYM X MK
BMKOPWCTAHHAM KOXXHOTO 3 HUX.

He BuKopucTOBYIiTE Habip micnA 3akiHYEHHA TepMiHY MPUAATHOCTI,
3a3HayYeHOro Ha 30BHILHbOMY KOHTENHEePI.

Posrnagaiite BCi 3pa3ku AIK NOTEHUINHO iHeKLUiliHI. 3 yciMa 3pa3kamu
KPOBI/Nnasmun/aMmHioTUYHOT PiAVHN NIOAUHK CNlifg NOBOAMTUCH Ha PiBHi
2 Giobe3snekn, AK Ue peKkomeHAye LleHTp KoHTponio 3a
3axBoptoBaHHAMM, ATnaHTa, CLUA, BignosigHo o ny6nikauin IHCTUTYTY
OXOPOHY 3[0pOoB'A: «biobe3neka B MiKpobionoriuHyx Ta GiomeguUHuX
naboparopiax», Bua. 1984 pik.

36epiraiiTe Ta eKCTparyite NO3UTUBHI MaTepiany (3pa3ku, KOHTPObHI
Ta aMNiKOHW) OKPEMO Bifj iHLINX peareHTiB Ta BUKOPUCTOBYITE OKpemMe
NPUMILLEeHHS AnA poboTu 3 HUMMK.

PosuuHite niodinizoBaHi peareHTM 3 NPaBUIBbHOIO  KiNbKICTIO,
3a3HAUYEHOIO Ha eTUKETKax, BOAW MOMIEKYNIAPHOro Kiacy (KomrnoHeHT C
3 kogom: ALL/C), wo noctavaetbca B HAabOPI.

BrikoHyTe BCi poboui onepaljii skomora wsugLe.

Pob6ounin npouec nabopatopii Ma€ BifbyBaTNCsA B OAHOCNPAMOBaHOMY
HaMpsAMKY, MourHalouM 3 30HU eKCTpakuii Ta nepexogsuynm A0 30H
Amnnidikauii Ta AHanisy gaHux. He noBepraiite 3pa3ku, 0bnagHaHHA Ta
peareHTU B 30Hy, fie Oynn BUKOHaHi nonepepgHi Aii.

BrkopucTaHHA 0fHOPa30BOro NNacTMKOBOro NOCYAYy PeKOMEHAYETbCA
ONA MPUroTyBaHHA PiAKMX KOMMOHEeHTIB abo AnA nepeHeceHHA
KOMMOHEHTIB Ha aBTOMaTM30BaHi poboui Mmicus, Wob YHUKHYTU
nepexpecHoro 3abpyaHeHHs.

Bigxoaw, wWo yTBOpPUAWCH Nif YaC BMKOPUCTaHHA Habopy, cnif
yTURi3yBatn BifANOBIAHO A0 HaUiOHaNbHUX AMPEKTUB Ta 3aKOHIB, WO
CTOCYI0TbCA NabOPaATOPHUX BiAXOLIB XiMiUHMX Ta 6iONOTYHUX PEYOBYH.
30Kkpema, pigKi Bigxoaw, WO YTBOPIIOTbCA BHACNIAOK npoueayp
eKCTpaKLii, MOBUHHI 6yT 06pobneHi AK MOTeHUiHO iHdEeKUiHNR
MaTepian Ta iHaKTUBOBaHI Nepeq yTunisadi€to. He gonyckanTe KOHTaKTy
BigXoAiB eKcTpaKuii 3 BiabintoBauem.

BuvnagkoBi po3nuBu 3paskiB Ta nig uyac pobOTU MNOBUHHI GyTU
aacopboBaHi  ManepoBMMM  PYLIHMKAaMK, 3MOYEHUMM NOGYTOBUM
Big6inoBauem, a notim Bogoto. MoTiM PYWHWKK crif yTunisyBatn y
HanexHi KOHTeNHepW, Npu3HayeHi AnA nabopaTopHUX/NiKapHAHUX
Bigxogis.

IHWi BifXoAW, WO YTBOPITLCA BHACTIAOK BUKOPUCTaHHA Habopy
(NpvKnaa: HaKOHEYHVKK, WO BUKOPWCTOBYIOTbCA ANA 3pasKiB), cnif
06po6nATU AK NOTEHUiHO iHdeKUilHI Ta yTunisyBaTu BiANOBIAHO A0
HaLjioHanbHVX AVPEKTVB Ta 3aKOHIB, WO CTOCYIOTbCA NabopaTopHUX
BigXxogis.

KoHTponb nabopatopii Ha HasBHICTb NPOAYKTY
PekomeHpyeTbca  KOHTpOMOBaTM  IabOPaTOPHY
o6naHaHHA Ha NpeaMeT 3a0pyAHEHHS.

amnnidikauii.
NoBepXHIO  Ta

H. 3PA3KU: NIArOTOBKA | PEKOMEHAALIT

1.

KpoB 3abnpa€eTbcs acenTUYHO WAAXOM BEHENYHKLT, i N1a3ma roTyeTbea
i3 3aCTOCyBaHHAM CTaHAAPTHMX MeETOAMK MiArOTOBKM 3paskiB AnA
KNiHiYHOro NabopaTopHOro aHanisy.

3pa3sku UinbHoi neprdepunyHoi Kposi Ansa ekcTpakuii JHK noBrHHi 6yTn
3ibpaHi B EDTA 3rigHo 3 nabopaTopHol  npouenypoto,
TpaHcnopTyBaTnca Ta 36epiratca npu +2/+8 °C (°C) makcumym 3 AHi.
He 3amopoxyiiTe 3pa3ku LinbHOT nepudepryHoi KpoBsi, o6 YHNKHYTU
Ni31Cy KNITUH i BTPATV BipYCHOrO HaBaHTa>KeHHA.

He cnoctepiranoca BnnvBy BHacNiAOK MiAroTOBKM 3pa3ka 3 LUTpaTom
abo EATA.

YBara: lenapuH (=10 MO/mn (IU/ml)) BnnvBae Ha peakuii MJ1P.

He cnig BUKOprcTOBYBaTW 3pasku, 3ibpaHi B NpobipKy, WO MIiCTATb
renapyviH AK aHTMKOArynaHT. TakoX He MOXKHa BUKOPMCTOBYBATH 3pasku
navui€eHTIB i3 remapnHoOM.

YHuKainTe 6yfb-AKOro fofaBaHHA KOHCEPBaHTIB 0 3pa3kKiB.

3pa3ky NoBUHHI ByTK UiTKO ieHTNdIKoBaHi kofamu abo HazBamu, o6
YHUKHYTV HENPaBWIbHOTO TNYMayYeHHA pe3ynbTaTiB.

[emoni3oBaHi («4epBOHI») Ta MNOMITHO rinepninemMiyHi (<MOMOYHI»)
3pasKku Cnig BiAKMHYTU, OCKINbKM BOHW MOXYTb MPU3BECTM A0 XUOHMX
pe3ynbTaTiB. 3pa3ky, WO MicTATb 3anuwkm GibpuHy abo BaKKMX
YACTMHOK YN MIKPOOHI HUTKU Ta Tina, Cif BiAKMAATY, OCKIIbKM BOHU
MOXYTb MPU3BECTM [0 XMOHUX pe3ynbTaTiB.

3pasky nnasmy 3 BMCOKOI KIiNbKICTIO NiNiAiB MOXYTb CMPUYUHUTY
He3HauHe BiJHOBMEHHA abo BiACYTHICTb BiAHOBMIEHHS HYKeiHOBOT
KUCnoTu. Y LboMy BUMaAKy rpaHyna 6yne maneHbkoio abo ii He Gyae



30BCiM. Bi3bMiTb CBIXKWIA 3pa30K i AOTPUMYNTECH IHCTPYKLIT 3 YCYHEHHA
HecnpaBHOCTelA, AKa MICTUTbCA B MOCIGHUKY KOPUCTyBaya.

Mna3my, AKWO BOHa He BUWKOPWCTOBYETbCA HeralHo, nicna 36opy
HeobXxigHO anikBoTyBaTV Ta 36epiratn npu -20 °.. -80 °C (°C). 3pa3ku
MOXHa 36epiraTi 3aMopoXKeHVMU Npu Temnepatypi -20 °.. -80 °C (°C)
NPOTArOM KiflbkoX MicAuiB. Byab-AKi 3amMopoeHi 3pa3km He cnif
3aMOpOXKyBaTN/PO3MOPOXKYBaTU Gifnblue OfHOro pasy, OCKiNbKM Le
MOXe BIJIMHYTU Ha pe3ynbTaT TecTy.

3pasku nnasmu ansa ekctpakuii IHK HeobxigHo BigbrpaTy BignosigHo
[10 3BMYaHKX TabopaTopHUX Npoueayp, TpaHCNopTyBaTy Ta 36epiratu
npu +2-8 °C (°C) NpoTArom Makcumym 4 rofiviH. 3pasku nnasmm MokHa
36epirat 3amopoxkeHumu npu -20 °C (°C) makcumym 30 aHiB abo npw -
70 °C (°C) npoTArom 6inbl TpMBanoro nepiogy. YHvKanTe NOBTOPHUX
LMKNiB 3aMOPOXKYBaHHA/PO3MOPOXKYBAHHA.

[ina ontumanbHoro 36epiraHHA 3pa3KkiB MU PeKOMeHAYEMO PO3AinnTK
X Ha Kifibka anikBoT (MiHiManbHMin 06'em 500 mkn (i), Wwo HeobxigHO
INA OfHOIO CeaHCy eKCTpakuii) i 36epiraTv 3amopoxeHumu npu -20 °C
(°C) makcumym 30 gHiB abo -70 °C (°C) npoTarom 6inblw TprBanoro
nepiogy.

Mam’sTaiiTe, Wo Heo6XigHa nonepegHA aHaniTMYHa 06po6GKa
3pa3ka nnasmu. Yci 3pa3km Heob6xigHo posBectm 1:2 y
dpocpaTtHOMy 6ydpepHOMY po3umHi (500 mkn (pl) 3paska + 500 mkn
(pnl) PBS) nepep eKcTparyBaHHAM.

BipcyTHICTb KpOKy, 3a3HaueHOro BuLLe, BUKIIMKAE MOMUIKY KifIbKiCHOT
OLiHKMW.

BuKopncTOBYlOUM  3aMOPOXKEHi  3pa3Kku, PO3MOPOXYNTE 3pasku
6e3nocepeaHbO Nepes eTanom eKCTpakuii, Wob YHWKHYTU po3nagy
HYKNEeIHOBOI KNC/IOTU.

I. NIArOTOBKA KOMMOHEHTIB | MOMEPEAXKEHHA

Maicrep-mikc:

KomnoHeHm A. TOoTOBWIN A0 BUKOPWCTaHHA. MNepes BUKOpUCTaHHAM Jobpe
nepemiwanTte Ha BOPTEKCi.

MONEPEAXEHHA: Komnonenm A yymnueuti 0o ceimna. 3axucmime lio2o
8i0 e8nsiusy cunbHo20 ceimna.

Mpaiimepu/Mpo6u:
KomnoHeHm B.

LienTpudyryitte dpnakoH npm 12000 06/x8 (rpm) NpoTArom 1 XBUIUHU.
ObepexxHo BiAKpuiTe KpuwKy ¢nakoHa, YHMKaloun Aaucnepcii
MOPOLLKY.

OpHopigHo po3uuHiTh JliodinizoBaHnii KomnoHeHT B 3 06'emom
KomnoHeHTa C (Kog: ALL/C), 3a3HaueHnM Ha eTuKeTLji dnakoHa.
TpumainTte 1Oro Ha cToni MPUHaMMHI 15 XBUAWH NpW KiMHaTHIR
Temnepatypi (15 °C (°C) < KT < 25°C (°C)).

MepemiwariTe Ha BOPTEKCi, YHUKaOUM YTBOPEHHSA MiHW.

NMONEPEAXEHHA: Komnonenm B yymaueuti 0o ceimna. 3axucmime liozo
8i0 ensiusy cunbHo20 ceimna.

MG Boga:
KomnoHeHm C. TOTOBMI O BUKOPUCTAHHS.

NTC a60 HeratusHuin KoHtponb:
ALL/NTC. ToTOBWIN AO BUKOPUCTAHHS.

CraHpapTHa KpuBa:
KomnoHeHm STD.

LienTpudyryitte pnakoH npm 12000 06/x8 (rpm) NpoTArom 1 XBUIUHU.
Ob6epexxHo BIAKPUIATE  KPWLIKY ¢nakoHa, YHUKaloun gucnepcii
NMOPOLLKY.

OpHopigHO  po3uuHiTh JliodinizoBaHnit  KomnoHeHT HBV/STD 3
BignoBiaHUM o6'emom KomnoHeHTa C (koa: ALL/C), 3a3HauyeHUM Ha
eTukeTLi pnakoHa.

TpyvManTe MOro Ha CTOMi MPUHAMMHI 15 XBWAWH NpW  KiMHaTHIN
Temnepatypi (15 °C (°C) < KT < 25 °C (°C)).

MepemiwarTe Ha BOPTEKCI, YHUKaIOUN YTBOPEHHA MiHW.

NigroTyiite 5 6e3HyKNeas3HNX GpIaKkoHiB Ans NPUrOTYBaHHA CTaHJAPTHOT
KpWBOI.

HanawTywTe cepinHe po3sepeHHa 1:10 y KomnoHenTi C (Boga MG),
Wo6 OTPUMATV TOUKM CTaHAAPTHOI KPUBOI, AK OMUCAHO B Tabnuui
HUXYe:

MNigroroska CraHAApTHOI KPUBOI
o | z0ootiomn | S5 KowmoreraC S o)
(1U/u)
STD1 | 20000 MO/mkn (1U/ul) mth::n(::l)e(:;Dé J(r,v?g g"(‘)‘;;)‘")
STD2 | 20002 MO/mKn (IU/ul) mth::n(::l)e(:;Dé J(r,v?g g"(‘)‘;;)“”
STD3 | 200 MO/mKkn (IU/ul) ! OK“Q:;‘H((&‘J)Q(:‘;D& J(r,v?g g"(‘)‘g;)‘")
STD4 | 20 MO/mkn (1U/ul) ! OK"g:A”ng‘:'L(:;Dé J(rN?g ’:c')‘;;)“”

BHyTPpilHill KOHTpONb:
KomnoreHm I.C.

L.

LieHTpndyryiite dnakoH npu 12000 06/x8 (rpm) NpoTArom 1 XBUANHWU.
Ob6epexHO BifKpuiTe KpulKy ¢nakoHa, YHMKaloun Aucnepcii
MOPOLLKY.

OpHopigHO po3unHiTh JliodinizoBaHuit komnoHeHT I.C. 3 06'emom
KomnoHeHTa C (Koa: ALL/C), 3a3HaueHMM Ha eTuKeTLi dnakoHa.
TpymanTe MOro Ha CTONi NPUHaNMHI 15 XBWAWH NpW KiMHaTHIN
Temnepatypi (15 °C(°C) < KT < 25 °C (°C)).

MepemiwariTe Ha BOPTEKCi, YHMKAOUM YTBOPEHHA MiHN.

NPUNAON TA IHCTPYMEHTWU, WO BUWKOPUCTOBYIOTbCA B

KOMBIHALLIT 3 HABOPOM

1.

MikponineTtku: [loBvHHIi 6yTu BigKanibpoBaHi, W06 BHOCKTMK
KOPEKTHWIN O6'€M, HeoOXigHWI [ANs aHaniy, a TaKoX MOBUMHHO
NPOBOANTUCA  perynApHe 3He3apaxkeHHA (nobytosui cnvpt, 10%
po3uuH BiabinoBaya, Ae3iHikyloui 33aco6U MeAUUHOro NPU3HaYeHHS)
TUX YaCTUH, AKi MOXKYTb BMMa[KOBO KOHTAKTYBaTH 3i 3pa3kom. Ix Takox
cnig perynAapHo ob6cnyrosyBaTu, WO6 MoKasaty TouHicTb 1% Ta
nNpaBAMBICTb +/- 5%. TakoX cnif perynAapHo NpoBOANTY Ae3aKTuBaLlilo
po3nuBiB ab0 3anKLLKIB KOMMNOHEHTIB Habopy.

MpucTpiih ana ekcrpakuii: Habip LUA-PCR.HBV.150 npu3HayeHuin gna
BMKOPWCTaHHSA TinbKu B KombiHauii 3 Habopom QlAamp UltraSense
virus, ko 53706 (QIAGEN). KiHueBi kopucTyBaui MOBWMHHI CyBOpO
LOTPUMYBATUCA IHCTPYKLT 3 BUKOPUCTaHHSA, HaAaHOT BUPOOHUKOM.
TepmouuKknepm B pexxumi peanbHoro vacy: Ha6ip LUA-PCR.HBV.150
NPV3HAYeHUA  ONA  BUKOPUCTAHHA  TiNbKM B MOEJHAHHI 3
Tepmouuknepammn peanbHoro uacy ABI PRISM 7500, nporpamHum
3abe3neuveHHam SDS Bepcii 1.3.1 (Applied Biosystems), MX3000P®,
nporpamHum 3abesneyeHHam MxPro Bepcii 4.01 (Stratagene™).

KiHueBi KopucTyBaui NOBUHHI CyBOPO AOTPMMYBATUCA IHCTPYKLUiT 3
BMKOPWCTaHHSA NPWagis, HagaHoi BUPOOHMKaMu.

M. KOHTPOJIb TA MAHINYNALYT O NPOBEQEHHA AHANI3Y

1.

MNepeBipTe TepMmiH NPUAATHOCTI HAGOPY, HaAPYKOBAHUIA Ha 30BHILLHIi
eTuKeTUi KopobKu 3 Habopom. He BUKOPUCTOBYITE, AKLWO TEPMIH
NPVAATHOCTI MUHYB.

MepeKoHaiTeCh, WO pigKi KOMMOHEHTY He 3a6PYAHEH] YacTMHKaMmn abo
CKYMUYEHHAMY, BUAUMVMW HEO36POEHNM OKoM. [epeBipTe, Un Ha AHI
¢dnakoHiB 3 niodini3oBaHUMM KOMMOHEHTaMM MPUCYTHIA  Aobpe
chopmoBaHuii arperart. [NlepekoHanTecs, WO Npy TPAHCMOPTYBaHHI He
CTanocs nosIoMOoK i He NPONIUTO PiAVHY BCEPEAVHI KOPOOKH.
Po3uuHite JliodinizoBaHi KOMMNOHEHTU 3 BiAMOBIAHOW KiNbKiCTIO
KomnoHeHTa C (MG Bofa), ik 3a3HaY€HO Ha eTUKETL.

YBIMKHITb TepmoumKiep, nepesipTe HanalwTyBaHHA Ta NepeKkoHanTecs,
L0 BMKOPUCTOBYETE NPaBU/IbHWIA MPOTOKON aHanisy.

CyBOpO  JOTpUMYMTECb  MOCIGHMKA  KOpWCTyBauya, HaJaHOro
BMPOGHVKaMK, ANA NPaBWIbHOTO HaNaLTYBaHHA TEPMOLMKIEpIB AnA
BM3HAYEHHA B PEXUMi peanbHOro yacy.

MepeBipTe, UM BCTaHOBNEHI MiKpOMiNeTKN Ha HeobXiaHWN 06'eM.
MepeBipTe, uMm Bce iHWe o6nagHaHHA AOCTYyNHe Ta rOTOBe A0
BMKOPWCTaHHS.

Y pasi BUHVKHEHHSA Npobniem He NPOJOBXYMTe TECTYBaHHA i NOBigOMTe
npo Le KepiBHMKa.



N. MPOLIEAQYPA AHANI3Y
AHaniz NoBUHeH MPOBOAWTUCA BIAMNOBIAHO A0 TOrO, WO MOBIZOMAETHCA
HUXKYe.

N.1 EkcTpakuia BipycHoro JHK

Kpok ekctpakuii reHomHoi [HK HBV mae npoBoautuca BUKIOYHO B
NO€EAHAHHI 3 TakM Habopom:

Onuc
QlAamp UltrSense virus®

Marepian
Mnasma

Kop Habopy
53706

Bupo6HMK
Qiagen™

1. Tepw HiX NoYyaTn, BCTaHOBITb CTiNbKM NPOBIPOK, CKINbKW € 3pa3kKiB anA
eKCcTpaKLii.

2. Jopante 500 mkn (ul) ctepunbHoro ®ocdatHoro 6ydpepHOro posumnHy
(PBS) y KOXHY Npo6ipKy.

3. [Hopante 500 mkn (ul) 3pa3ka. Tak, o6 3aranbHMin 06'eM cTaHOBMB 1 M
(ml).

4.  [opaiite 10 mkn (ul) ALL/IC. IC popa€eTbcs Ha LboMy KpoLli, o6 ouiHKTH,
4Yn NPaBUNbHO NPoBeAeHo eKcTpakuito AHK.

5. BuKkoHaliTe npouec eKkcTpakuii, AK 3a3Ha4yeHoO B
KOpuCTyBaya.

6. PekomeHpoBaHuii 06'em entotoBaHHsA CTaHOBUTb 70 MK (pl).

7. BupineHHs [OHK HeobxigHO NpoBOAMTM BIiAMOBIOHO A0 iHCTPYKLUIN
BMPOOHIKa Ta BCiX Halmx nopag (ave. Po3gin H).

MOCIOHUKY

Y Tabnuui HXKYe M1 NifCyMOBYEMO AoaHaNITUYHUIA NpoLec

JloaHaniTu4HMin npouec
Kon 3paska 06’em 06’em 06’em 3aranbHui
A 3P PBS 3pa3Ka ALL/IC 06’em
I'IpmaHaquviM 500 mKn 500 mkn 1010 mkn
BU3HAYeHUN 10 mkn (ul)
koA (1) (1) (1)

[HK, ekcTparoBaHa 3i 3pa3ka i He BMKOPWUCTaHa B aHanisi, NOBWHHa
36epiratuca 3amopoxeHoto (-20...-80 °C (°C)).

N.2 NocraHoBKa peakLuii

Habip LUA-PCR.HBV.150 npu3HauyeHuin Ans BUKOPUCTAHHA BUKIIIOYHO B
KOMGiHauii 3i ctaHgapTom ABI PRISM 7500 (nporpamHe 3a6e3neuyeHHsa SDS
Bepcii 1.3.1, Applied Biosystems), MX3000P® (nporpamHe 3abe3neyeHHs
MxPro Bepcii 4.01, Stratagene™).

N.2.1 [liozomoeka [1/1P
Baxknueo: Mpuknad cxemu po3nodiny HagedeHo & Po3dini O. byoe nacka,
38epHiMbCA 00 HbO20 Neped NOYAMKOM onepauiti, ONUCAHUX HUXYe.

. MNigrotynte KOMMNOHEHTU, AK onucaHo B Po3gini l.

. MigrotyiiTe HeoOXigHY KinbKiCcTb peakuinHux npobipok abo 96-
NIYHKOBUIN peakuinHWi NnaHweT AnA AOCNiAKyBaHUX 3pasKis Ta AnAa
CTaHZapTHOI KpMBOI (NiAroTOBNEHOI, AK ONMCaHo B po3aini I).

Baxxnuea npumimka: Buxkopucmosylime nuwe onmuyHi npobipku abo
MiKponiaHwemu, pekoMeHOO8aHI BUPOBHUKAMU MmepMoyuKsepie 0ns
8U3HAYEHHSA 8 PEXUMI peasnbHO20 4acy.

. BpaxyiTe, Wo 3pa3Kku, AKLO Lie MOXIIMBO, MOBUHHI 6yTy aHanizoBaHi B
[1BOX a0 TPbOX MPUMIPHUMKaX.
. BkntouiTb NpriHaiiMHi 1 npo6ipky ansa NTC (HeraTMBHWI KOHTPOSb).

. Mpurotynte Amnnidikauiiny Cymiw pana  3paskis, NTC Ta
CTaHOapPTHOI KPMBOI, sIK MOKa3aHo B TabnuLi HuXXue:
Ta6nuua 1 - BHyTpiwHin KoHTponb (1.C.) AK
AmnnidikauiiiHnii KOHTponb
NigroroBka AMnnidikauinHoi cymilui
KinbkicTb peakuyiin x1 x10
A Mawcrtep-Mikc 12.5 mkn (ul) 125 mkn (ul)
B Mpanmepwn/Mpobn 2 mKn (pl) 20 mKn (pl)
I.C. BHYTpILUHIN KOHTPOSb 0.5 mkn (pl) 5 mKn (ul)
3aranbHuin
06'em 15 mkn (pl) 150 mkn (pl)

Ta6nuusa 2 - BHyTpiwHin kouTponb (1.C.) Ak
ExkcrpakuiitHuin Ta AmnnidikauiiiHuii KOHTponb

KinbKicTb peakuii x1 x10
A Mawcrtep-Mikc 12.5 mkn (pl) 125 mkn (ul)
B Mpanmepwn/Mpobu 2 MKn (pl) 20 mKn (pl)
I.C. BHYTpILUHI KOHTPOSb 0.5 mkn () 5 mkn (ul)
3aranbHun
o6'em 15 mKn (pl) 150 mkn (pul)

Y ubomy Brnagky (Tabn. 2) BHyTpilWHi KoHTponb (IC) BKoYaloTb y 3pa3oK
nepep eKcTpakLieto.

N.2.2 [poyedypa amnnigikayii

. Hopainte 15 mkn (ul) AmnnidikauifHOT cymiwi B KOXHY peaKuiiHy
npobipKy abo NyHKy MiKponnaHLueTa.

. Hopante 10 mkn (ul) 3paskiB, NTC Ta craHgapTHOI KpuBOi [0
peakuinHnx Npobipok.

. KopoTko ueHTpudyryiite peakuiiHi npobipku npu 2000 06/x8 (rpm).

. He 3anuwaiite peakuiliHi Npobipky npn KiMHaTHIN Temnepatypi (KT)
6inbLue HiX Ha 30 XBUVH i Mig BNIMBOM CBiTNa (HaKpuiTe Npobipkn).

. LinbHO 3aKkpuiiTe peakuiiHi npobipku.

. 3aBaHTaXTe  peakuinHi  npobipkm B  Tpumau  Tepmobnoky
Tepmouuknepa Ana BUSHAYEHHA B PEXKUMi peanbHOro yacy.

. MicnAa  onepauin  HanawTyBaHHA, onucaHux y Posgini N3
(MporpamyBaHHA npunagy), 3anycTitb Tepmouuknep.

Baxnuea npumimka: Jliodini3oBaHi KOMMOHEHTU MiCNA PO3YMHEHHA B
KomnoHeHTi C (MG Bopga) cTabinbHi He Ginblie 3 rognH npu 36epiraHHi Ha
nobogy abo npu Temnepatypi 2-8 °C (°C).

HanpukiHui poboyoro fHA HaNEeXHUM YNHOM BUKMHbBTE 3a/ULLIKN MaTepiany
Touok po3seaeHHA STD.

HeBukopuctanuin 06’em KomnoHenta B, STD Ta I.C. MOXHa anikBoTyBaTu Ta
3amopoxyBatu npu -20 °C (°C). ANiKBOTU HEOOXiHO PO3MOPOXKYBATH NINLLE
OAMH pa3 i BUKOPUCTOBYBATH, SIK 3a3Ha4yeHo B Po3aini E.

N.3 NporpamyBaHHa npunagy

[na nporpamyBaHHA npunagy 3BepHITbCcA A0 IHCTpyKUii 3 ekcnnyaTtauii
npvnagy (BKasiBKM LWWOAO abGCOMOTHUX KiNbKICHUX MOKAa3HMKIB), HapgaHol
BUPOGHMKaMMU.

Baxnuea npumimka: [ina Mx3000P ecmaHosime «HanawmysaHHa
niocuneHHsA ginempa:
ROX=x1, FAM =x8, JOE=x1
N.3.1 TemnepamypHuti npogine
TemnepatypHuii npodinib HaBeAeHO B TabNWLi HXKYE:
Kpok Liukn Temnepatypa Yac

1 1 50°C (°Q) 2 XBUIVHN

1 1 95°C (°C) 15 XBUNVH

) 45 95 °C (°C) 15 cekyHp

60 °C (°C) (¥) 1 XBUNNHA

BAKJIUBA MPUMITKA: (*) KpoK ans 360py AaHUX y peaibHOMY Yaci.

lMonepedeHHA: 38epHimb y8azy, wob Hanawmysamu Tepmouyuknep 0714
BU3HAYEHHA 8 peXumi peasbHO20 4dcy 3 npasusbHum TemnepamypHUM
pogpinem, dompumytoyuce NOCibHUKA Kopucmy8ayd, HaOdHO20 8UPOOHUKOM
npunaoy.

N.3.2 Bu6ip [lemexkmopie

[oTprMyroumnchb iHCTPYKUIN 3 ekcnnyaTauii TepmoUmKnepis Ana BU3HaYeHHA
B pexumi peanbHoro uyacy (ABI 7500 Ta Mx3000P®), Bnbepitb [letektopu,
3a3HayeHi B Tabnuui HUXye:

BuaBneHHA Penoprep FacHukK
HBV FAM He npucyTHin
BHyTpiwHi Kontpons (1.C.) JOE He npucyTHin
NacveHun Ctangapt ROX He npucyTHin




0.CXEMA AHANI3Y
Huxue HaBefeHO Npuknag cxemu po3noginy ana KinbkicHoro aHanisy:

MikponnaHwem a60 npo6ipku

1 2 3
STD 1
STD 2
STD 3
STD 4
STD5

NTC
3pa3ok 1
3pa3ok 2

Nerenpa: NTC = HeratusHuin KoHtponb; STD 1, 2, 3, 4 = CtangapTHa Kpusa [JHK HBV,
3pa3ok 1, 2 = 3pa3sKu, WO OLiHIOTbCA.

IT|QO|TM|m|O|N|wm|>

P. BHYTPILUHIA KOHTPOJIb AKOCTI

P.1 HanawtyBaHHA nepep no4aTKoOM aHanisy

MepLw HiX NoyaTn iHTepnpeTawilo AaHKX:

HeobxiOHO nosmMopuUMU, BUKOPUCMOBYIOYU C8IXUL 3pA3oK, ompuMaHul 8io
nauieHma.

[InA KOXHOro MO3UTMBHOFO 3paska, BUABMEHOrO 3 Habopom, kop LUA-
PCR.HBV.150, MOXHa 3acTocyBaTW MpaBWibHe KinbKiCHe BU3HAYeHHA
BipycHOro HaBaHTaxeHHsA HBV, sik 3a3HauyeHo B Tabnuui HUXYe:

ABI™PRISM® 7500 SDS - STRATAGENE™ Mx3000P°

OaHxi 3anycky HBV BipycHe HaBaHTaeHHA HBV
(MO/mn (1U/ul)) (MO/mn (1U/ml))
Kinbkictb > 2.0E4+07 BipycHe HaBaHTaxeHHA HBV > 2.0E+07

5.0E+01 < Kinbkictb < 2.0E+07
Kinbkictb < 5.0E+01

KI/IbKICHA OLJIHKA
BipycHe HaBaHTaxeHHA HBV < 5.0E+01

*BAMJIUBA NMPUMITKA: [15 KinbKicHO20 8U3HA4YeHHS 3pa3kig 0us. po30in R.
Pesynbtat, oTpumaHi 3 Habopom, kog LUA-PCR.HBV.150, HeobxigHO
iHTepnpeTyBaTM 3 YypaxyBaHHAM KIiHIYHMX CMMOTOMIB Ta  iHWMX

nabopaTopHKX NapaMeTpiB, NOB'A3aHMX i3 CTAHOM MauieHTa.

MoxnuBi HacTynHi pesynbTaTu:

—  BcraHoBitb  «Baseline/llouaTkoBi ymoBu» (piBeHb  $HOHOBOI Ta6nuus ycyHeHHs HecnpaBHOCTeN
dnyopecueHLii), AK 3a3HaUYEHO HIKYe:
FAM JOE Pesynbrar Mepesiputn
" " BAXJ1INBO: Bucoka rnoyaTkoBa
«Baseline/lloyaTkoBi ymoBu» KouerTpauia AHK HBV (nosuTusHuii
MouaTtkosi YMOBM BPYUHY KOPEKTHUIA curHan FAM) moxe npu3sectn [o
ABI™ PRISM 7500 3PA3OK A
3aI'IyCK LuMKnepa = 3 Hesigomuii + +/- PE3YJ'IbTATV 3AHMMKEHOIO abo  BIACYTHbOIO
SDS ) MozumueHud dnyopecueHTHOro curHany
KiHeup Luknepa = 10 BHyTpilHboro  KorTpomo  1C. 3a
o ApanTuBHi NoYaTKOBi ymoBIN PaxyHOK KOHKYPEHL|ii peareHTiB.
MX3000P . .« 1. wob KOMMOHEHTMN 6ynmn
- Baxxnuee 3ayBaxkeHHA: He sukopucmosytme : ; .
(Stratagene ) niAroToBNEHi NPaBUNbHO;
aneopumm Mx4000 v1.00 - v3.00 2. WO B npoLeaypi aHanisy He Gyno
YBATA! [AOMYLLEHO XOAHOI NOMUNKN;
. . 3. wo BubGpaHi 6GapBHMKU  AnA
—  BcraHosiTb BpyuHy «Threshold/Mopir» gpnyopecueruii FAM/JOE. MOM/VIBICTb: € FAM gna
HBV i JOE gns |.C. BusiBNeHHs;
«Threshold/l‘lopir» FAM JOE 3PA30K R } IHribyBaHHA, 4. wWo aHani3 6yno BMKOHAaHO 3
- HeBigoMuit nomusiKa B NPaBUIbHUMW  HANALWTYBaHHAMM
ABI™ PRISM 7500 SDS 0.15 0.1 npoueaypi a6o npunagy;
MX3000P® (Stratagene™) 0.15 0.03 He 5. wo Habip npaBubHO 36epirascs;
dYHKLiOHYBaHHA 6. WO NoTeHUinHi iHribiTopu MNP He
npunagis 3abpyaHUAM Npobipku;
P.2 AHani3 paHunx 7. wob npouenypa eKcTpakuii 6yna
MNepesipka Ha Kanibpatopi STD 1 npoBoAWUTbCA LOpa3sy, KoM BUKOHaHa p ”Pa_B?”:qb“Q K
. . . . ~ 3a3Ha4yeHo B Po3gini N.
BMKOPWCTOBYETbCA HabIp, o6 nepesipnTy, 4M BiANOBIAAIOTb NOrO 3HaUYEeHHs KOPEKTHIATI A
Ct ouikyBaHOMY i 3a3HaueHOMY B TaBnuLi HIXYeE. Hgs&iﬂﬁﬁ : + PE3Y/IbTAT
He2amugHul
o BAXJ/INBO:  Bucoka novaTtkosa
MNMepeBipka FAM ABI7500 SDS; l\flx3000P KoruerTpaia HK HBV (nosurushuti
STD 1 (20000 MO/mKkn (|U/|l|)) 19<Ct (HOPOFOBI/II/I Ll,l/lKﬂ) <22 KOPEKTHUI curHan FAM) moxe npu3Bectn [o
STD + +/- PE3YNBTAT 3AHMKEHOIO abo BIACYTHbOIO
. . . . . ¢$nyopecueHTHOro curHany
Kpim Toro, 3HaueHHsa Haxuny i R? nepeBipatoTbea, Wob nepesiputn AKiCTb BuyTpiwHboro  Kowrponio  1.C.  3a
BUKOHaHHS. [OBWHHI 6T BUKOHaHi HACTYMHi BUMOTH. paxyHOK KOHKypeHLUjii peareHTis.
1. O KOMMOHEHTN Gynu MiaroToBneHi
- npaBuIbHO;
Mepesipka FAM Bumorn 2. Wo B npoueaypi aHanisy He 6yno
Haxun -3.1 < Haxun <-3.9 YBATA! [LONYLLEHO OAHOT NOMUIIKK;
3. wo BubpaHi 6apBHUKN oans
MOXMBICTb: BuABNeHHA € FAM ana BuABNeHHs
MNepeBipka FAM Bumoru STD - - HBV i JOE ans |.C. BuABReHHs;
Ed)EKTVIBHiCTb R2 > 0.98 Momunkn B 4. wo AHanis 6yno BWKOHaHO 3
. nineTysaHHi abo NPaBUMBbHUMW  HanawTyBaHHAMM
B Npouenypi npunagy;
Q. IHTEPMPETAL|IA PE3Y/IbTATIB TA YCYHEHHA HECMIPABHOCTEW 5. wo vatip npaBunsio 36epirascy
. 6. iliHi iHri6i nne
MepenbauacTbca, WO [ANA KOXHOMO 3pa3ka dnyopecueHuia FAM 140 noTenuiikt turibiropy ne
. i . 3a6pyaHUAM NPO6ipKu.
(nosutmBHe/HeratBHe 3HaueHHsa Ct) i dnyopecueHuia BHyTpilwHbOro 1. 4O KOMMOHEHTI By MIArOTOBNEH]
KoHTponio JOE nigTBepmXytoTb BusBneHHs HBVY, Ak onucaHo B Tabnuui NpaBuIbHO;
HUbKUE: YBATA! 2. wo B npoueaypi aHanisy He 6yno
. [AOMYLLEHO XOAHOI MOMUNKK;
MOXIBICTb: 3. wo BuGpaHi  GapBHWMKM  AnA
BHyTpiwHin KoHTponb . STD - + BuABneHHA € FAM ana BuABneHHa
HBV FAM JOE Pesynbtat AHanisy Momunkn B HBV i JOE gna |.C. BuABneHHs;
ninetysaHHi abo | 4. wo Awxanis 6yno BUKOHaHO 3
3PA30K 5 + BIPHO B Npoueaypi NPaBUMBbHUMW  HanawTyBaHHAMM
MO3UTUBHUN B BIPHO** npunaay;
5. wo Habip npaBunbHO 36epirascs.
3PA30K Ct<42 BIPHO PRI £ HaTP P
HEFATVBHN Ct > 42 abo HeBM3HaYeHO HELINCHUIA*** NTC i + PE3YNTAT
1. O KOMMOHEHTN Gynu MiaroToBneHi
. npasuiibHO;
BAXJINBO: . " YBATA! 2. wo B npoueaypi aHanisy He 6yno
**) B HK HBV
(**) Bucoka noyamkosa koHyeHmpauisa [j 3paska (nosumugHul cuzHan AOMYLUEHO XOAHOT NOMUANKIA;
FAM) moxe npuzsecmu do 3HUXEHOIO abo BIfJCYTHbOIO ¢pnyopecyeHmHozo NTC + + MOMJIMBICTD: | 3. o6 poboue micue Ta iHCTPymeHTM
CuzHasny eHympiwiHL020 koHmposio I.C. 3a paxyHoK KOHKypeHUii pedzeHmie. Sabpyarenmn i:iﬁ.ia:;yj::; Hepes  perynapHl
(**¥) ¥ ypomy 8unadky npobsieMu MoXxyms 8UHUKHYMU Ha emani amnigikayii 4 wo Habip 36'epiram HANeXHUM
(HeehekmusHa amnnigikayia abo ii 8iocymHicms) abo nid wac emany YMHOM.
ekcmpakuii (HassHicme iHei6imopie), wio npu3sodums 90 HenpasusIbHO20 YBATA! 1. n”‘;a;‘;’;"::;e”m 6ynu niaroosnexi
pesysibmamy ma xibHoHezamueHUX 3Ha4eHb. [lpoyedypy mecmyesaHHs NTC + - MOXWMBICTb: | 2. wo 8 npoﬁleﬂypi ananizy He 6yno
[ONYLLEHO XOAHOI NOMUAKMK;




3abpyaHeHHs 3. wo6 poboye micue Ta iIHCTPYMEHTN
3He3apaX<yBann uepe3 perynapHi
NPOMIXKM Yacy;

4. wo Habip 36epiraBcA HaneXHUM

YNHOM.

AKWwo pe3ynbTatM TecTy cnisnapaloTb 3 KOPEKTHUM PE3YJIbTATOM,
3a3HayYeHUM BULLE, MePeniTb 4O HACTYNHOrO PO3Ainy.

AIKWO BMHUKAE OfHa uu iHWa npobnema, onucaHa y Tabnuui Buwe, nicns
nepesipkx nosigomTe Npo 6yAb-AKi 3a/MWKOBI NPobneMn KepiBHUKY Ans
nofanbLumnX gin.

R. KUVIbKICHA OLIIHKA

Kani6patopu STD po3rnagaloTbcs AK OUULLEHI 3pa3Ky, | TO camuii 06'em, 10
MK (ul), BUKOpPUCTOBYETHCA.

[nAa CTBOpeHHA CTaHAAPTHOI KPWBOI CNif BWKOPWCTOBYBAaTU BCi N'ATb
CTaHAAPTHUX KanibpaTopiB i BM3HAUMTK iX AK CTAHOAPTHI 3 KOHKPETHOI
KOHLeHTpaLj€to.

Yci kani6patopu STD Br3HavatoTbes sk MO/mkn (1U/pl).

[nAa po3paxyHKy Mo4aTKOBOI KOHLEHTpauii 3pa3kiB, WO aHani3yloTbca,
HeobXiAHO 3aCTOCYBaTU HACTYMHE PIBHAHHSA:

OtpumaHunin pesynbtat (MO/mkn (IU/ul)) x
06'em entonoBaHOro 3paska (Mxn (ul))
06'em 3paska (mn (ml))

Pesynbratn
(MO/mn (IU/ml)) =

Baxxnuea npumimka:
*flk 3a3Ha4eHo 8 po3diniax H i N, noyamkosuti 06’em 3paska cmarosums 0.5 msa

(ml).

**KinbKicHy oLiHKy 3pa3kiB MoxHa nosigomutu Ak y MO/mn (IU/ml), Tak i B
konisax/mn (ml). KoediuieHT neperBopeHHA craHoBuTb 2.5 (1 MO/Mmn
(IU/mn) = 2.5 koniit/mn (ml)).

Mpuknap:

06'em 3pazKa, BUKOPUCTaHOro A eKcTpakuii = 0.5 mn (ml)
OtpumaHuin pesynbtat (MO/mkn (IU/ul)) = 20

06'em entotoBaHHaA = 70 mkn (IU/pl)

20 (MO/mkn (IU/ul)) x 70 mkn (pl)
0.5 mn (ml)

Pezynbrtat (MO/mn (IU/ml)) =

Pesynbrat (MO/mn (IU/ml)) = 2800

PesynbTar (konii/mn (ml)) = Pesynbrat (MO/Mmn (IU/ml) x 2/5=2800x 2.5
=7000

Baxxnusi npumitku:

1. IHmepnpemauia pe3ynbsmamig Nno8UHHA NPOBOOUMUCA Nid HA2AAO0OM
8i0nogioanpHo20 nabopamopii, Wjob 3MeHWUmMU pu3uK NOMUJIOK Y
CYOXeHHAX ma HesipHUX iHmepnpemadyid.

2. Konu pesynemamu sunpobysaHe nepedaromecs 3 nabopamopii 0o
yeHmpy iHgpopmamuku, HeobxiOHO 38epHymu ysazy, ujob yHUKHymu
NoMUJIKOBOI nepedayi OaHuX.

S. POBOYI XAPAKTEPUCTUKIU

OuiHKa npOomyKTMBHOCTI Oyna mnpoBefeHa BiAMOBIAHO JO TOro, WO
nosigomnseTbca y 3aranbHux TexHiyHmx Cneumdikauisx abo CTS (cT. 5,
Po3pgin 3 AupekTtuen IVD 98/79/EC).

OuiHKy edeKTMBHOCTI NpoBoAWY B nabopaTopidax Ha MaTepianax, HagaHux
Fondazione Irccs Ca Granda-Ospedale Ospedale Maggiore Policlinico Milano
Italy.

S.1 AHANNITUYHA YYT/IMBICTb

AHaniTMYHa YyTIMBICTb KiNbKiCHOro MONEKyNAPHOro MeToay BigHOCUTLCA AO
HalMeHLUOT KinbKOCTi LiifIbOBOro Mapkepa, AKY MO»KHa NpaBuibHO BUABUTH.
Y koHTeKcTi CTS Le moxe 6yTn BUpPaKeHO AK: MeXa BUABNEHHA abo mexa
KinbKiCHOT OLliHKI:

Mexa BuasneHHa (LOD): Lle HalimeHwa KOHUeHTpauWia UiNbOBOro
3HaYeHHA, AKY MOXe BUABUTUN C1CTeMa i3 MMOBIPHiCTIO 95%.

Y Habopi 3 kogom LUA-PCR.HBV.150 LOD 6yno BU3HAYeHO LIAXOM
TeCTyBaHHA CepiHOro po3BeAeHHA CTaHAAPTHOI KPWMBOI MpuW FPaHWYHIN
KOHLeHTpaLii, AKy rotysanv B HBV-HeraTtmsHiv nnasmi.

KoxHe po3BepeHHA ekcTparyBanu Ta ammnidikyBanu. Bcboro 6yno
nepeBipeHO 24 NOBTOPW ANA KOXHOTO 3 HUX Y TPbOX Pi3HMX 3amyckax.
PesynbTtatu aHanisyBanu 3 nporpamoto PriProbit Bepcii 1.63 ans oTprmaHHs
koHueHTpauii JHK HBV, BuaBneHoi 3 imoBipHicTio 95%. Ockinbkn LUA-
PCRHBV.150 MoOXHa BWMKOpWUCTOBYBaTM B KOMOiHauii 3  pi3sHUMKM
iHCTpyMeHTamu, M1 BM3HaYaemo LOD ansa KOXHOro 3 Hux. [laHi HaBoaATbCA
HUXKYe:

Mexa BuasneHHsa (LOD)
ABI™PRISM® 7500 SDS 10 MO/mn (1U/ml)
(Stratagene™) MX3000P° 30 MO/mn (IU/ml)

S.1.1 AuHamiuHuir aiana3oH Ta JliHiliHicTb

Mexa KinbKicHoro BmsHauyeHHA 6yna BM3HauyeHa LWIAXOM BUMipPIOBaHHA
JNininHocTi a6o iInHamiuHoOro AianasoHy.

JNiHifiHicTb - Ue Mipa CTyneHs HabnVXeHHA KpuBoi Ao npsamoi. BoHa
BMpaxaeTbca 3HayeHHAM SLOPE/HAXWJIL.

[AviHamiyHUA AianasoH - uUe fiana3oH KOHLUEHTpaUil CTaHAAPTHUX TOYOK,
4NA AKNX KiHUeBe BUXigHe 3HauyeHHA (moporosuin umkn Ct) cuctemn npamo
nponopLuifHe KOHLEHTpPaLii KOXHOT TOUKN.

MexaMn AMHaMIYHOTrO Aiana3oHy € HWKHA | BEpPXHA MeXi KinbKicHoro
BM3HayeHHA (MeXa KinbKiCHOro BU3Hau4eHHs).

Ona Habopy LUA-PCR.HBV.150 niHifHicTb (aHaniTyHe BUMiptoBaHHs) byna
BM3HAU€Ha LNAXOM TEeCTyBaHHA B TPbOX MOBTOPIOBAHHAX Pi3HUX
KOHLIeHTpaLiln CTaHAapTHOI KpMBOT B Aliana3oHi Big 2.0E+08 MO/mkn (Ul/pl)
[o 6.24E-0.2 MO/mkn (Ul/ul). Cepito po3sefeHb 6yno BigkanibpoBaHo
BiANOBIAHO J0 2-ro MixHapoaHoro ctaHgapty BOO3 ansa Bipycy renatuty B
(kop: 97/750). AaHi [nA KOXXHOrO iHCTPYMEHTY BKasaHi B Tabnuui 1:

Ta6bnuya 1
Mexa KinbKicHOro BusHa4eHHA (aHaniTnyHe BUMiplOBaHHs)
npunag BepXHA HIUDKHA
ABI™PRISM® 7500 2.0+0.8 MO/mKn 2.5E-0.1 MO/mKkn
SDS (IU/ph) (IU/pl)
(Stratagene™) 2.0+0.8 MO/mkn 2.5E-0.1 MO/mkn
MX3000P°® (1U/pl) (1U/pl)

Kpim Toro, BepXHI0 Ta HUXHIO MeXi KifIbKiCHOro BU3HaueHHs 6yno BU3HAaUYeHO
3 ypaxyBaHHAM eTary ouuLLeHHA 3a Aonomoroto Habopy QlAamp Ultrasense
virus. CrnovyaTky ©Oynu niAroToBNEHi TOYKM CEPINHOIO PO3BefEeHHA
CTaHAAPTHOI KPWBOI B Myni 3pa3ka HeraTMBHOI MiasMn B AianasoHi Bif
2.0E+07 MO/mn (IU/ml) po 5.0E+01 MO/mn (IU/ml), KoxHe po3BefeHHA
aHanisyBanum 3 pABoma napTiamu. [lo-gpyre, TakuMM e YMHOM MU
npoaHanisysanu MaHenb KinbkicHoi ouiHku JHK HBV (Acrometrix).

Mexi KinbKiCHOro BU3Ha4YeHHA HaBeaeHi B Tabnuui 2:

Tabnuysa 2
MeKa KinbKiCHOro BM3Ha4yeHHsA
Mpunag BepxHA mexa HuKHA mexa
™ @
ABI (::'Lstl;ng:nse(:’?) Sbs 2.0+0.7 MO/mn 5.0E+0.1 MO/mn
MX3000P® (1U/ml) (1U/ml)

HaBepeHun Hukue MantoHok 1 ctocyetbca ABI 7500SDS Ta craHpapTHOI
KpUBOI B 3pasKy HeraTMBHOI N1a3Mn:

Mantoxok 1
8.0
LP1=0.9781x-0.3868
7.0 R?=0.9932 u
*
6.0
LP2=1.0603x-0.9706 p
5.0 R?=0.9895 ';f
//;
E 4.0 &
£ /-"/
£ 3.0 /R
® ,/- + Seriel
= 20 ¥
10 .h W Serie2
0.0
0.00 2.00 4.00 6.00 8.00
Log nominal

HaBepeHun Huxue ManioHoK 2 ctocyeTbca Mx3000P Ta maHeni KinbKicHoOT
ouiHkn IHK HBV (Acrometrix):



ManioHok 2

2.0
y=0.9264x + 0.2366
7.0 R?=0.9748
>z
6.0 *
e

) S

5.0
4.0
3.0 »

Log estimated

2.0
& * Seriel
1.0

0.0

Log nominal

KoediuieHT R? noka3sye xopolly Kopensuito. AHanoriyHuin pesynbtaTt 6yB
OTPUMAHMN 3 iHLLINM iIHCTPYMEHTOM.

BepxHs Mexa KinbKiCHOro BM3HaYeHHA ANA NO3UTUBHUX 3pas3KiB
ctaHoBUTb 7.3 log (2.0+07 MO/mn (IU/ml)), a HWKHA Mexa KinbKicHOro
BM3HaYeHHA cTaHoBUTb 1.69 log (5.0+01 MO/mn (IU/ml)).

S.2 AHANIITUYHA CNELU®IYHICTD

AHanitTMyHa cneundiyHiCTb nonAarae y 3AaTHOCTI MeTofy BUABNATM Ta
KiNbKiCHO BM3HayaTy TiNbKM LiNnbOBWI MapKep.

AHanitnuHy cneundiyHicTb aHanisy IHK HBV BMBYanu HacTynHUM YvHOM:

1. Habip npaiimepis/npo6 6yno ob6paHO, aHanisywun  LinboBy
NOCNIAOBHICTb FEHOMY 3a AOMOMOrOK BiAMOBIAHONO MPOrPaMHOro
3abe3neueHHs (Primer Express v.3.0 Big Applied Biosystem Inc.).

2.  Habip npaimepis/npo6 i UinboBa  MOCAIJOBHICTL  reHomy
KOHTPOMIOITbCA  MpOrpamHMm  3abesneuveHHam  «BLAST», w06
nepesipnUTn, UM OyAb-AKa 3 HYKNEOTUAHUX MOCNiIBOBHOCTEN,

[IeMOHOBaHVIX Y CBITOBMX reHOMHMX 6aHKax, Mae romonorito 3 HBV, Ta
nporpamHum 3abesneveHHaM «ClustalX», wo6 nNOPIBHATM LiNboBI
NOCNIAOBHOCTI reHOMY Pi3HWX reHoTuniB HBV.

3. CneundiuHicTb Gyna MoKpalleHa WNAXoM Nif6opy KOPCTKUX YMOB
peakuii.

4. Mna3my nauieHTiB, iHPIKOBaHMX MiKpoOpraHiamamu, AKi NOTEeHLiiHO
iHTepdbepytoTb, 6ynu oTpumaHi 3 Fondazione Irccs Ca Granda-Ospedale
Ospedale Maggiore Policlinico MinaH - Itanis Ta npotectoBaHi.

PesynbTtatii npeacTaBneHi B HaCTynHin Tabnuui:

KinbKicTb 3paskiB OpraHism PesynbTar
12 HIV HeraTMBHWN
10 HCV HeraTMBHWN
7 CMV HeraTVBHUN
1 EHTepoBipyc | HeraTtuBHWiA
1 Vzv HeraTVBHUN
1 HH6 HeraTMBHWN
1 HSV1 HeraTMBHWN
1 HSV2 HeraTMBHWN
1 EBV HeraTVBHUN

S.3 RAIATHOCTUYHA CNELU®IYHICTb TA YYT/IMBICTb

S.3.1 fliarHocTnyHa cneymndiyHicTb

[iarHocTnuyHa cneuundiyHicTb - Le WMOBIPHICTb TOro, WO MpUCTPI Aae
HeraTMBHWIA pe3ynbTaT 3a BIACYTHOCTI UiNboBOro Mapkepa. OTxe,
CnpaBXHill HeraTUBHMIA 3Pa3oK - Lie 3pa30K, AKUIA, AK BiJOMO, € HEraTUBHUM
[1A LiNIbOBOro MapKepa Ta NpaBuibHO KNacudikoBaHWI MPUCTPOEM.

HeraTtusHi 3paskn HBV IHK

CNPABXHIV HETATUBHUIA 100
XMBHO MO3UTVBHUI 0

3ATAJIbHA KIJTbKICTb 3PA3KIB | 100
CNELUDIMHICTb % 100

Ha ocHoBi oTpumaHux pesynbrtatiB AiarHocTM4Ha cneundivHicTb ana
LUA-PCR.HBV.150 ctaHoButb 100%, TaK WO CUCTeMa 3afOBOJIbHAE
KpuTepii npuitHATHOCTI (= 99.5%).

S.3.2 [liarHOCTUYHa YYTAUBICTb

[liarHOCTUYHA u4YTAMBICTb - Le WMOBIPHICTb TOro, WO npwunag Aae
NO3UTVMBHUI pe3ynbTaT MNPU HAABHOCTI UiNboBOro mapkepa. Otxe,
cnpaBXHill MO3MTMBHMI 3pa3oK - Le 3pa3ok, AKWW, AK BiAOMO, €
NO3NTVMBHUM ANA  UiNIbOBOrO MapKkepa i nNpaBuibHO KnacudikoBaHMin
NPUCTPOEM.

Ina Habopy 3 kogom LUA-PCR.HBV.150 uei napameTp BMBYABCA LLIAXOM
JocnigpkeHHA 3paskiB  nnasmu, no3utmeHux Ha [JHK HBV, HapgaHux
Fondazione Irccs Ca Granda-Ospedale Ospedale Maggiore Policlinico MinaH
- Itanis, B Tomy X 3anycky i Togi 6yno po3paxoBaHo BifCOTOK (%) NO3NTUBHUX
3paskiB.

Mo3nTVBHI  3pa3km Janu MO3WUTMBHWMIA  pe3ynbTaT 3a  JOMNOMOro
BMKopuncToByBaHoro Habopy Abbott Real Time HBV, B na6opatopii, AKa ix
Hapana.

Mo3uTtusHi 3paskn HBV AHK

CMNPABXHIV MO3UTVBHUI 100
XUBHO HETATVIBHWW 0

3ATAJIbHA KIJTbKICTb 3PA3KIB | 100
YYTJIUBICTb % 100

Kpim Toro, piarHocTuuHy uyTnvBICTb aHanisy 6yno nepesipeHo 3a
ponomoroto MaHeni QCMD (HBVDNAO8, HBVDNA10A, HBVDNA11A) y gsox
npuMipHMKax y pi3HuMx 3anyckax. OTpumaHi pe3ynbTaTu Bignosiganu
OYiKyBaHVM.

Ha ocHoBi pesynbTatiB oTpumaHa [liarHoctuyHa Yytnmeictb cuctemn
6yna po3paxoBaHa i cTaHOBUTb 100%.

100%
> 99.5%

AiarHocTnyHa YyTnuBictb
AiarHoctnyHa CneundiyHicTb

T. BUABJNIEHHA TA KUJIbKICHA OLIHKA BIAMNOBIAHOIO rEHOTUMY HBV
BignosigHo pgo CTS Habip 3 kogom LUA-PCR.HBV.150 ouiHunn Ha
edEeKTVBHICTb BUABNIEHHA r€HOTUMIB Ta KifIbKICHOr0 BU3HauYeHHs. [1na aHanisy
6ynu NpoTecToBaHi reHOTUNK, BKtoueHi fo MaHeni reHotunysaHHA QCMD
2010 (HBVGT10)i 2011 (HBVGT11).

Habip 3 kogom LUA-PCR.HBV.150 30aTHWIN BUABWTY BCi F@HOTWMN, BKITIOYEHi
B naHeni, kpim FeHoTuny H (BiH 6yB BUABNEHNIN 3 MEHLLO ePpeKTUBHICTIO,
Hi>XK OuiKyBanocs).

Habip 3 kogom LUA-PCR.HBV.150 Takox OyB ouiHeHWI AnA po3BeAeHHA
BignosigHux reHoTtunis (A, B, C i D) Big 10000 konin/mn (ml) (4000 MO/mn
(IU/ml)) mo 100 konin/mn(ml) (40 MO/mn (1U/ml)).

Ha rpadiky nokasaHo perpeciiiHuil aHani3 3 pesynbTatamu.

500 Genotype A_serie 1
y=0.89580+ 04681
F=0.2962

lGenotype B_serie 2

::Sn % y= ﬂ;m;;g[;)sn
Y /4

% 300
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f = 10151x-0.3184
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: F=0993
200 { Genotype D_serie 4
y=03693x- 01517
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#5eriel
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0.00 T Y T T ' Seried

0 ! ! E 4 5 seried
Log, monieal
fIk noKasaHo, koediLieHT Kopenauii konuaasca Big 0.994 go 0.998.

U. TOYHICTb

TouHiCTb MOKa3ye CTyniHb HaAinHOCTI cuctemun. KoXHiM  npouepypi
BMMIpIOBaHHA BflacTVBa BMNajKoBa 3MiHa, AKa Ha3MBAETbCA «BMMAAKOBa
nomunka». BunagkoBa nomwnka He Ma€e UWCNOBOrO 3HAYeHHs, ane
BM3HAYAETbCA ANCMEPCiEID BUMIPIOBAHHA AK CTaHAapTHe BigxuneHHA (DevST)
i koeoiuieHT Bapiauii (CV%). 3a3BuYall TOUHICTb aHanisy BifHOCUTbCA A0
Y3rofpKeHHsA Mi>X MOBTOPHUMI BUMiPIOBaHHAMM OAHOTO i TOrO > MaTepiany.
Y Habopi LUA-PCRHBV.150 TouHicTb BupakanacAa sk BapiabesnbHicTb B
MeXax aHanisy Ta MiHNMBICTb MiX aHanizamu. bynu nepesipeHi B ogHOMY



3anycky (BHYTPILUHIM aHani3) i B TPbOX Pi3HKX 3anycKax (Mixk aHanizamu) yci 5
CTaHAAPTHUX TOYOK KPUBOI Y 8 MOBTOPEHHSAX ANA KOXKHOTO 3 HYX.

MoTim po3paxoByBanu BapiabenbHiCTb B Mexax i Mixk aHanizamu.

3a BifiCyTHOCTi BCTaHOBNEHMX MiXKHapOAHMX NapameTpis B EBponencbKin VD
Iunpektumei CTS M1 BM3HAUMNM HaCTyMHe 3Ha4YeHHA NPUAHATHOCTI ana HBV
OHK:

KoediuieHT Bapiauii B mexax aHanisy (CV%) < 10%.

KoediuieHT Bapiauii mixk aHanizamn (CV%) < 10%.

V. OBMEXEHHA

1.
2.

TinbKn gns giarHOCTUKM in vitro.

Mepen BMKOPWCTAHHAM LbOro HAboOpy PEKOMEHAYETbCA YBaXHO
NpoYMTaTN Ta 3PO3YMITU IHCTPYKLitO.

[nA oTpMMaHHA [JOCTOBIPHUX pe3ynbTaTiB TECTy HeobXifHO cyBope
LOTPUMAHHA NPOTOKOY.

OnTrManbHe BMKOHAHHA LbOro TecTy BMMarae BignosigHoro 36opy
3paskiB, 36epiraHHsA, TPAHCMOPTYBaHHA Ta NOBOXKEHHSA 3i 3pa3KamMu Ta
peareHTamu.

3rigHo 3 HawyMK nopagamu, Habip NpU3HayYeHW ANA BUKOPUCTAHHA
nuie anA 3paskis nnasmu.

Po6oue cepepoBuLle nabopatopii, 06nagHaHHA, MpUNagn Ta peareHTu
MOBVHHI KOHTPONIOBATMCA BIiAMOBIAHO A0 HaneXHoi nabopaTopHol
NPaKTUKK, LWo6 YHNKHYTV 3abpyAHEHHSA Ha BCiX eTanax, MoYnHaouu Big
eKcTpakKuii ao amnnidikauii. HU3bKWi piBeHb NO3UTUBHOIO pe3ynbTaTy
MOXe BUHWKHYTVM BHACNifOK MepexpecHoro 3abpydHeHHA mig uvac
06pO6KM 3pa3Kka 3 BUCOKOW KinbkicTio Konit OHK. Y 6yab-akomy
BMMaaKy BiAMOBIAHO LO peKOMeHAauiil WoAo NiKyBaHHA HeobXigHO
36inbwnTy Ha 1 log, Wo6 BNAMHYTU Ha BefeHHA NaLjieHTa.

Kpim TOro, pekomeHpauii WoOAO NiKyBaHHA BMMarailoTb NPOBeAeHHA
[BOX NOCNIAOBHMX BUMiPIOBaHb MifiBULLEHVX MOKa3HMKIB Nepes 3MiHO
pexumy nikyBaHHA nauieHTa.

[JoTpumyiTecb pobouyoro npouecy, a came, TOYHOrO MiMETYBaHHA
3pasKiB/peareHTiB, Tak i BiAMOBIAHOIO HanawTyBaHHA npunagy
TepmouuKnepa.

ByabTe obepexHi Npu BBefeHHI KOHUeHTpaLii cTaHpaapTiB nig vac
HanawTyBaHHA aHanisy. PeKoMeHAyeTbCcA BUpaxaTh KOHLeHTpauil
crangaptis y MO/mkn (Ul/pl), ik 3a3HaueHo B Po3gini I.

Mo3nTNBHWI pe3ynbTaT Ma€ BENNKI MeWyHi, couianbHi, MCUXONOTiYHi
Ta €KOHOMIYHI HacnigKu.

PekomeHpgyeTbca po3srnagatun KOHOIAeHLiMHICTD, BignosigHe
KOHCYNbTYBaHHA Ta MeJNYHY OLiHKY AK CYTTEBMWI acNeKT NocnifoOBHOCTI
TeCTyBaHHA.

CUMBOJIN

Temnepatypa

Koa npoayxty 36epiraHHsa

Ousitbca
IHCTPYKUito 3
BUKOPWCTaHHA

Mpwnag anAa giarHOCTUKN
in vitro

Homep noty BupobHuk

TepmiH npuaaTHOCTI KinbkicTb TecTiB

3HaK BignoBiaAHOCTI
TEXHIYHUM perfameHTam 3
ineHTudikauinHum
HOMEpPOM MPU3HAYEHOTO
opraHy 3 OLiHKK
BignoBigHOCTI, AKNiA 6yB
3anyyeHunn Ha eTani
KOHTPOJSII0 BUPOOHMLTBA

@

HaTa
BUFOTOBNEHHA

ESEEN SRS

Bca npopaykuis IVD, BupobneHa KoMnaHieto, nepebyBae nif KOHTponem
cepTudikoBaHoi Cucremn ynpaeniHHA AKicTIo, CcxBasieHoi
YNOBHOBaXX€HMM OpraHom 3 OUiHKM BignosigHoOCTi. KoxHa napTia
NPOXOAUTb KOHTPOJIb AAKOCTI Ta BUMYCKAETbCA Ha PUHOK NiULLE 32 YMOBU
BiANOBIAHOCTi TEXHIYHMM pernameHTam Ta KpUTepiam NPUAHATHOCTI.

& BUPOBHUK:
"> TOB «JIABIOEM»
LlABUA YKpaiHa, 76018
M. IBaHO-®paHKiBCbK, ByN. MeTtniopu, 25
Mob.: +38 (067) 000-20-22
E-mail: info@labua.com.ua
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