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lABUA WBUAKUA TECT
HA IgG 10 BIPYCY NPOCTOIO NEPMECY 1/2
(UWIbHA KPOB/CMPOBATKA/MJIA3MA)
Kam. Ne :F68-2WSP Ynakoska: 40 mecmie
®opma :Kacema Jama sunycky incmpykuii: 19-03-2021

TinbKu 0na eukopucmaxHs 8 in vitro diazHocmuyi

NMPU3HAYEHHA BUKOPUCTAHHA

Weunakun tect Ha IgG go Bipycy lMNpoctoro lepnecy 1/2 - ue natepanbHuii
XpomaTtorpadiuHuii  iMyHoaHanis  AnA  OfHOYACHOrO  BUWABMEHHA Ta
andepeHuiauii 1gG aHTM-BMNIN 1/2 y uinbHin Kposi, cmposatyi abo nnasmi
noguHu. e Habip npusHayeHWin AnAa BMKOPUCTAHHA AK JOMOMIXKHUIA 3aci6
npw giarHoctuui indekuii BN 1/2.

PE3IOME

Bipycu MpocToro lepnecy 1 ta 2 (BMI-1 Ta BII-2), Takox Bigomi AK Bipycn
repnecy nogunHu 1 1a 2 (BMN-1 ta BIJ1-2), € nBOMa npeacTaBHMKaMm CimencTea
repnec Bipycis, Herpesviridae, Aki iHdikyloTb niopein.! O6uasa BMI-1 (akuin €
npuunHoto GinbwocTi 3actyd) Ta BMI-2 (Aakmid € npuumnHolo 6inbliocTi
reHiTanbHMX repneciB) € MOBCIOAHUMM Ta 3apasHuUMK. BoHM MOXYTb
noLMpioBaTUCA, Konu iHdikoBaHa NloAViHa BUPOBGNAE Ta NOLIMPIOE Bipyc.
Mpoctnmun cnosamu, NPpocTui repnec 1 HanvacTilwe BiAOMUI AK «3acTyaa», TOAI
AK NpOCTUiA repnec 2 - e ToW, Wo BifOMMIN FPOMAACbKOCTI AK «repnec» abo
«reHiTanbHWU repnec». 3a gaHnmn BcecsiTHboi OpraHisauii OxopoHu 3gopos’a
67% HaceneHHs cBiTy y BiLi o 50 pokis matoTb BMI-1.2

CMNTOMamMM 3apakeHHA BipyCOM MPOCTOro reprecy € BOAAHWUCTI Nyxupi Ha
WKipi abo cnm30BMX O6OMOHKax poTa, ryb, Hoca abo cTaTeBMX oOpraHis.'
YpaKeHHs1 3arololTbCs CTPYNOM, XapakTepHUM Asi repreTUYHOl XBopoou.
IHoZi BipycM BUKNUKaOTb fyXe nerki abo HeTUnoBi CUMNTOMM Mif 4ac
cnanaxiB. OfHaK BOHU TaKOX MOXYTb BUKIMKaTK Ginbl HenpueMHi dopmm
npocToro repnecy. Ik HEMPOTPONHiI Ta HelpoiHBa3mBHI Bipycw, BIMI-1 Ta -2
36epiraloTbCA B OpraHi3mi, CTaloum naTeHTHUMU Ta MPUXOBYIOUNCDH Bif iMyHHOT
cucTeMm B KNiTMHaX HEMpPOHIB. MicnAa NnepBUHHOrO 3apaXeHHA AeAki 3apakeHi
NIOAN BifYYyBaloTb eni3oAnYHi NPOABM BipYCHOI peakTuBaLii abo cnanaxis. Mig
yac cnanaxy BipycC y HepBOBIl KNiTWHi CTa€ akKTUBHWM i TPAHCNOPTYETbCA Yepes
AKCOH HelpoHa Ao WKipw, Ae BiabyBaeTbcA pennikauia Bipycy Ta NyLWeHHs i
3'ABNAIOTbCA HOBI BUpasku.? Lle opHa 3 HavnowwupeHiwmx iHbekuin, wo
nepeparTbCA CTaTeBUM LNAXOM. 4

BuasnenHa antutin IgG anTu-BIMNI 1/2 po3ssonsAe edekTMBHO AiarHocTyBaTh
roctpy abo HepasHio iHdekuito BMI 1/2. Weuaknit Tect Ha IgG fo Bipycy
Mpoctoro lepnecy 1/2 (UinbHa Kpos/Cuposatka/llnasma) - ue WBUAKUA
XpomaTorpadiuHuii imyHoaHani3 gnsa AKicHoro BusBeHHs aHTuTin IgG go BMT
1/2 y 3paskax LinbHOi KpPOBi, cMpoBaTK/ abo nnasmm Kposi.

nPvHUUN

Wenakmnn Tect Ha IgG po Bipycy [poctoro [leprecy 1/2 (UinbHa
Kpos/CupoBaTka/llnasma) - uUe AKICHWA naTepanbHWA iMyHOaHanis AanAa
BuABNeHHA aHTWTIN IgG go BII 1/2 y 3paskax UinbHOI KpoBi, cpoBaTkn abo
nnasmm Kposi. Y LboMmy BunpobysaHHi aHTureH Bl 1/2 HaHeceHuin Ha
AinAHKax TecToBoi niHii. Mg Yac TecTyBaHHA 3pa3okK LinbHOI KPOBi, CMPOBATKMN
abo mnnasmm pearye 3 HaHeECEHUMM MULLIAYMMK  aHTU-TIOACbKMMK  IgG
YacTMHKaMK B TecT-cMyXLi. [oTim cymill mirpye Bnepeg Ha MeMbpaHi Wiaxom
KaninAapHoi aji i pearye 3 aHTureHom BII-1/2 Ha membpaHi B obnacti TectoBoi
niHii BignoBigHo. HaaBHiCTb KONbOPOBOI NiHil B 06nacTi TeCTOBOI NiHii BKa3ye Ha
NO3WTUBHUIA pe3ynbTaT 3apakeHHA BMI-1/2, Topi Ak ii BiACYTHICTb BKasye Ha
HeraTuBHWI pe3ynbTar L€l iHdeKwujl.

B AKocTi NnpoLefypHOro KOHTPOMIO KONbOPOBa NiHiA 3aBXAN 3'ABNATUMETbCA B
06nacTi KOHTPONbHOI NiHIT CMYXKM, WO BKa3y€e Ha Te, WO AOAAHO HaneXHun
06'eM 3pa3sKa Ta Bifbynocsa 3BONOMKEHHA MEMOPaHW.

PEATEHTU
TecT MicTUTb MUwWayi aHTU-noAcbKi IgG Ta aHTureH BII-1/2. B obnacri
KOHTPOSbHOI NiHiT BUKOpUCcTOBYETbCA IgG Kponuka-CTpenTasigunH.

3ACTEPEXEHHA

1. Tinbkn pna npodeciiHOro 3acTocyBaHHA B in vitro piarHoctuui. He
BMKOPWCTOBYBATW NiCNA 3aKiHYeHHA TepMiHY NPUAATHOCTI.

2. He xTe, He NuiiTe Ta He ManiTb y 30Hi, Ae 06POONATLCA 3pa3ky um
Habopu.

3. YtunisyiiTe BCi 3pa3km Ta maTepianu, BUKOPMUCTaHi AnA npoBeAeHHA
BMNPOOYBaHHs, fiK 6ionoriyuHo Hebe3neuyHi Bigxoau.

4.  [epep noyaTKoM TECTY L0 IHCTPYKLilo HEOOXiAHO MOBHICTIO MPOYNTATU.

5. [HoBepgiTb yci peaktusm Ao KimHaTHOI Temnepatypu (15-30 °C (°C)) nepen
BUKOPUCTaHHAM.

3BEPIFAHHA TA CTABUIbHICTb
36epiraTy Habip nNpu KiMHaTHI TemnepaTypi abo B xonoaunbHuKy (2-30 °C
(°C)). TecT cTabinbHMIA NPOTATOM YCbOro TePMiHY NPUAATHOCTI, 3a3HaYEHOro Ha
repmMeTUYHin ynakoBLi. TecT MOBWHEH 3anuwWwaThca B LbOMY Milleyky Ao
BukopuctaHHa. HE 3AMOPOMYBATWU! He Buxkopuctosysatn nicna
3aKiHYeHHA TepMiHY NPUAATHOCTI.

36IP 1 NIAFOTOBKA 3PA3KIB

. Wenpknn Tect Ha IgG pgo Bipycy [Mpoctoro Tlepnecy 1/2 (UinbHa
Kpos/CunposaTka/lnasma) MOMXHa 3acTOCOBYBaTU 3 BUKOPUCTaHHAM
LinbHOT KPOBI, CMpOBaTKK abo nnasmm.

. MoxHa BMKOPUCTOBYBaTM AK LinbHY KPOB 3 NanbLs, TaK i LifIbHY KPOB Bif
BeHenyHKLii.

. LLlo6 3i6paTn 3pa3km LlinbHoi KpoBi 3 nanbus:

O  Bumuite pyky nauieHTa mMunom i Tennoilo BoAol abo OuunCTiTb
CNMPTOBMM TaMMOHOM. [laiiTe BUCOXHYTW.

0  MacaxyWiTe pyKy, He TOpKalounCb MiCLiA MPOKOJTY, MOTHpPatoun pyKy
[0 KiHUMKa cepefiHbOro abo 6e3iMeHHOro nanbLis.

0  [pokoniTb WKipy cTepunbHMM NaHueToM. MpoTpiTh NepLuy KPoB.

0  O6epexHo MmoTupaiiTe pyKy Bif 3an'acta Ao JOMOHI i Ao nanbus,
Wo6 OTPUMaTK NOBHY Kpansio KPOBi Haj MiCLIeM NPOKOY.

. TecTyBaHHs cCnifg npoBoAWTM Bigpaly X nicna 36opy 3paskis. He
3anMwanTe 3pasky Npv KiMHaTHIA Temnepatypi NpoTArom TPUBanoro
nepiogy uacy. LinbHy Kpos, 3ibpaHy Lwnsaxom BeHenyHKLii, 36epirati npu
2-8 °C (°C), AKLLO TeCT NOTPIGHO NPOBOAMTM NPOTAroM 2 AHIB nicns 36opy.
Ona TpuBanoro 36epiraHHA 3pa3ku cnig 36epiratu nNpu Temneparypi
HWxK4e -20 °C (°C). HeobxigHO HeraHO MpPOTECTyBaTU UiflbHY KpOB,
OTpUMaHy 3 Nanbus.

. MNMepen TecTyBaHHAM [OBeAiTb 3pa3kyM A0 KiMHATHOI TemnepaTypw.
3aMOpOXKeHi 3pa3Kku MOBMHHI OyTW MOBHICTIO PO3MOPOXEHi Ta Aobpe
nepemilwaHi nepepn TecTyBaHHAM. 3pa3kum He CNif 3amMOpOXyBaTu Ta
BiAgTaBaTu 6inbLue 3-x pasis.

. AKWO 3pa3kyM MOBUHHI OyTVM TPaHCMOPTOBaHi, BOHU MOBUHHI GyTU
ynakoBaHi BIiAMNoOBIAHO O MicUeBUX NpaBun ANA TPaHCMOPTYBaHHA
€TUOJOTYHMX areHTiB.

. EDTA K2, renapvH HaTpilo, UMTpaT HaTpilo Ta OKcanaT Kanilo MOXHa
BMKOPWCTOBYBATU AK aHTUKOArynaHT A 360py 3paska.

MATEPIAIN
Marepianu, siki nocravaloTbca 3 Habopom
. TecToBi KaceTn o Minetkn o Bydep . IHCTpYKUia
Heo6xigHi maTepianu, ane He HafaHi
. KoHTeliHepu ana 36opy . LeHTpudyra e Tanmep
3paskKiB

MPOLIEAYPA AHANI3Y

[lo nouyaTKy TecTyBaHHA [O3BONMTU TecT-KaceTi, 3pa3Ky, 6ydepy i/abo

KOHTPONAM BOCAITU KimMHaTHOI TemnepaTypu (15-30 °C (°C)).

1. TpuBectn ynakoBKy A0 KiMHaTHOI TemnepaTtypwu nepep ii BigKpUTTAM.
BuiHATK TecT-KaceTy 3 3anevyaTaHOl YNakoBKW i BUKOPWUCTOBYBaTM 1T AK
MOXHa LwBuaLle. Hakpalli pesynbtati O6yayTb OTpYMaHi, AKWO aHani3
6yae BUKOHAHO NPOTATOM OfIHIEl FTOAVHN.

2. Tloknactn TecT-KaceTy Ha YMCTy i piBHY NoOBepxHio. Tpumante nineTky
BEPTMKaNbHO; Bi3bMiTb 3pa3oK npubam3Ho Ha 1 cm (cm) Buwe
BEPXHbOr0 KiHUA HAKOHEYHMKa, AK MOKa3aHO Ha MaJlloHKy HUKue.
MNepeHeciTb 1 NOBHY Kpannio (npu6nnsHo 20 mkn (ul)) 3paska B NyHKy
InA 3pa3ka, NoTim gopaiite 2 Kpanni 6ydepa (npubnmsHo 80 mkn (ul)) y
NYHKY AN1A 3pa3kiB i 3anycTiTb Taimep. [IMBIiTbCA intocTpauito HxKye.

3. [Jouekaiiteca nosBu KONbOPOBUX MiHil. Pe3ynbTaTt cnig untaTtu yepes
15 xBunuH. He iHTepnpeTynTe pesynbtaTy Yepes 20 XBUIVH.

MpumiTKa: PekomeHAYETbCA He BUKOPUCTOBYBATU Oydep nisHilue, HiX 6 MicALiB

nicna BigkpuTTa dnakoHa.

Deaatv 1 kpanaw spaska

JanoBHATH A0 Ta 2 kpani Gypepa e

UbORO PiEHA TYHEY ANA 3pa3Ka
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IHTEPMPETAL|IA PE3YJIbTATIB

(Byab nacka, 3BepHiTbca fo intocTpadii BuLLe)
MO3UTUBHUM:* 3'aBnaoTbca ABi KONbOPOBI NiHii. OfHa KoNbopoBa NiHisA
NMOBVHHA 3aBXAM 3HAXOAUTUCA B 06MaCTi KOHTPOsbHOI AiHii (C), a iHWa BnaMMa
KONbOpPOBa NiHiA NOBMHHa 6yTu B obnacTi TectoBoi niHii (T).
*MPUMITKA: IHTeHCMBHICTb Konbopy B obnacti TectoBoi niHii (T) 6yae
3MIHIOBATUCA B 3aNeXHOCTi Bif KoHueHTpauii aHTutin BIl, npucyTHboro B
3pa3sky. Tomy Oyab-AKuiA BIiATIHOK KONbopy B obnacTi TectoBoi niHii (T) cnig
BBaXKaTu MO3UTVBHWM.
HEFTATUBHUI: OgHa konbopoBa NiHiA 3'ABNAETLCA B 30HI KOHTPONbHOI
ninii (C). Hemae niHii Ha TecToBin ginaxui (T).
HEQINCHU: KoHTponbHa niHia He 3'aBnAeTbca. HegoctaTHil 06'em 3paska
abo HempaBuSibHa MeToAMKa npoueaypu TecTy € Halbinbll NMOBIPHUMMK
npUYMHamMM He MOABU KOHTPONbHOI niHii. [epernAaHyTn npouepypy i
NOBTOPUTM TeCT 3 BUKOPWCTAHHAM HOBOI TecT-KaceTu. fIKWO Ue He [ae
6aXkaHoOro pesynbTaTy, Clif MPUNVHUTA BUKOPWUCTAHHA TeCTOBOro Habopy
HeranHo i 38'A3aTnCA 3 perioHanbHUM JUCTPUG'IOTOPOM.

KOHTPOJIb AKOCTI

BHYTpilWHI npoueaypHi KOHTPONi BKOYeHi B TecT. KonbopoBsa niHifA, Wo
3'ABNAETbCA Ha KOHTPONbHIN AinAHui (C), € BHYTPIWHIM MNO3UTUBHUM
npouenypHUM KoHTponem. BoHa niaTeepaxye aofaBaHHA HaneXxHoI KinbKocTi
3paska, BiAMOBIHE 3BONOXEHHA MeMOpaHW | KOPEKTHICTb NpoBeAeHHA
npoueaypw.

OBMEXEHHA NPOLIEAYPU

1. UWenaknin Tect Ha IgG pgo Bipycy [lpoctoro lepnecy 1/2 (UinbHa
Kpos/CrpoBaTka/l1na3ma) npusHayeHnii TinbKun Ana [iarHOCTVKK in vitro.
Llem Tect cnig BukopuctoByBaTu AnA BuasneHHA aHtutin IgG ao BII-1
Ta/abo BIM-2 y 3pa3kax LiNbHOI KPOBi, CMpOBaTKM 4u Mnasmu. 3a
[OMOMOrOl0 LbOro AKICHOrO TecTy He MOXHa BU3HAYWUTW Hi KinbKicHe
3HaUeHHS, Hi WBMAKICTb 36inblueHHs KOoHLeHTpauii aHTuTin 1gG go BMI-1
Ta/abo BMr-2.

2. lWenaknn Tect Ha IgG po Bipycy [poctoro Tlepnecy 1/2 (UinbHa
Kpos/Cnposatka/l1na3ma) BKasyBaTiMe fivLIe Ha HaABHICTb aHTUTIA IgG
no BMI-1 ta/abo BII-2 y 3pasky i He NOBMHEH BMKOPUCTOBYBATMCA AK
E€AVHUIA KpUTepi Ana giarHocTuky iHdekwuii BN 1/2.

3. Ak i y BCiX AiarHOCTUYHMX TecTax, BCi pe3ynbTaTh MOBUHHI
iHTepnpeTyBaTNCA Pa3oM 3 iHLOK KAiHiYHOW iHdOpPMaLli€lo, JOCTYNHO
nikapto.

4. fAKwo pe3ynbTaT TECTY € HEraTUBHWM i KNiHIYHI CUMNTOMM 36epiraloTbes,
NPOMOHYETbCA [OAATKOBE KOHTPOJSIbHE OOGCTEXEHHA 3 BUKOPUCTaHHAM
IHWWX KNIHIYHUX MeTopAiB. HeraTmBHWI pe3ynbTaT y 6yAb-AKUI MOMEHT He
BUKNIOYAE MOXNNBOCTI 3apakeHHaA BII 1/2.

5. PiBeHb remaToKpuTy LinbHOI KPOBi MOXe BNANHYTU Ha pe3ynbTaTin TecTy.
[lnA TOYHMX pe3ynbTaTiB piBeHb reMaToKpUTy NOBUHEH 6yTW Bif 25% #0
65%.

OYIKYBAHI PE3YJIbTATU

Wenpknn Tect Ha IgG po Bipycy [lpoctoro Tlepnecy 1/2 (UinbHa
Kpos/CuposaTka/lna3ma) nopisHioBany 3 NPOBIAHUM KOMEPLiNHUM TeCToM
I®A Ha IgG BITI. Kopenauia mMi>k LMy fBOMa cMcTeMaMm CTaHOBUTb 97.9%.

POBOU4I XAPAKTEPUCTUKU

YyT1amsictb i cneyndivHictb
Wenpknn Tect Ha IgG po Bipycy [lpoctoro Tleprnecy 1/2 (UinbHa
Kpos/CupoBaTka/llnasma)  ouiHioBanM  3a  [AOMOMOrOI0  MPOBIAHOMO
komepuiriHoro I®A BII 1/2; pesynbTtaTit nokasytoTb, Wwo Lsnakuii Tect Ha IgG
no Bipycy [lpoctoro lepnecy 1/2 (UinbHa Kpos/CuposaTka/llnasma) mae
BVCOKY UYYTNMBICTb Ta CNeLmdiuHiCTb.

Ta6bnuua: Kniniuni gocnigkeHHs 3 F68-2WSP

Mi>xx aHanizsamu

TouHicTb MiX aHanizamm 6yna Bu3HayeHa 3a gonomorol 10 HesanexHux
aHanisiB Ha TMX caMuX TPbOX 3pa3kax: HeraTMBHOrO, HU3bKOMO3WUTWMBHOIO i
BrUcokono3sutueHoro. Tpu pi3Hi naprii WWBugkoro Tecty Ha IgG pgo Bipycy
Mpoctoro lepnecy 1/2 (LUinbHa Kpos/CupoBsatka/lnasma) 6ynu npotecrtoBaHi
NpoTAroM  3-feHHOro  nepiogy 3  BUKOPUCTAHHAM  HeraTuBHWUX,
HN3bKOMO3UTUBHUX i BUCOKOMO3UTUBHUX 3pa3KiB. 3pasku 6ynn npaBuibHO
ineHTndikoBaHi y > 99% BunagKis.

MepexpecHa peaKTUBHiCTb
Weungkun Tect Ha IgG po Bipycy [poctoro [lepnecy 1/2 (UinbHa
Kpos/Cuposatka/lnasma) 6yno npoTecToBaHO Ha MO3WUTMBHMX 3pa3kax Ha
HasBHicTb HBsAg, HBsAb, HbeAg, HBeAb, HBcAb, HCV, BIN, cudinicy, H. Pylori,
CMV, Tokconnasmo3sy Ta KpacHyxu. Pe3ynbTaTv He nokasanu nepexpecHoi
peakuii.

IHTepdepyioui peuoBrHN
HacTtynHi cnonyku Takox 6ynu npotectoBaHi 3a gonomoroio LLBugkoro tecty
Ha lgG po Bipycy MNpoctoro lepnecy 1/2 (LinbHa Kpos/Cuposatka/lna3sma), i
HifIKMX iHTepdepeHL it He crnocTepiranocs.

AuetamiHodeH: 20 mr/an (mg/dl)
Auetuncaniunnosa kucnota: 20 mr/an (mg/dl)
AckopbiHoBa kucnorta: 2 r/an (g/dl)
Binipy6iH: 1000 mr/pn (mg/dl)

KodeiH: 20 mr/an (mg/dl)

l'eHTM3iHOBa Kncnota: 20 mr/gn (mg/dl)
QeHinnponaHonamin: 20 mr/gn (mg/dl)
Caniynnosa kucnota: 20 mr/gn (mg/dl)
EATA: 20 mr/an (mg/dl)

EtaHon: 10%

Inioko3a: 20 mr/an (mg/dl)
®eHoTiaswnH: 20 mr/gn (mg/dl)
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YMOBHi NO3HaYeHHA

Metop BMr 1/2 10A (IgG) 3aranbHi
L,UBMAKMM Tect Ha lgG po PesynbTatn Mo3utneHun | HeratBHUi pesynb-
Bipycy MpocToro lepnecy Tatmn
1/2 (UinbHa MNo3uTrBHMIN 33 5 38
Kpoe/Cuposartka/llnasma) HeraTtuBHuii 2 300 302
3aranbHi pesynbtatu 35 305 340

94.3% (95%CI*: 80.8%-99.3%);
98.4% (95%CI*: 96.2%-99.5%);
97.9%(95%CI*: 95.8%-99.2%).

BigHocHa YyTtnusicTb:
BigHocHa CnevumndiyHicTb:
[ocToBipHicTb:

* Nosipunin IHTepBan

TouHicTb

B aHanisi
TouHicTb B aHanisi byna B13HaueHa 3a gonomoroto 10 NOBTOPIB TPbOX 3pa3KiB:
HeraTMBHOrO, HW3bKOMO3UTUBHOIO Ta BUCOKOMO3UTMBHOrO. HeraTuBHi,
HU3bKOMO3MTUBHI Ta BUCOKOMO3UTMBHI 3HaUeHHA Oynn NpaBunbHO BM3HAYEHi
y > 99% BunagkKis.

YBara, AuBiTbCA He Bukopucrosy-
iHCTpyKUii no V Tectis B Habopi BaTV NOBTODHO
3aCTOCyBaHHIO P
Tinbku ans in vitro Bukopucratn - o
niarHoCTUKN g no E Kar. Ne
e 36epiratvi Mix
o
zchRf 2-30°C (°C) Ne naprii
He
BUKOPUCTOBYIATE,
MOLWKOAXKEHWNIA
\@_ BUPOBHUK:
b .
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