IHCTPYKLiA i3 3acTOCyBaHHA

Snibe C€

MAGLUMI® AHtuTtina IgG po EBV EA (IXJ1A)

130265001M:100 TecTiB y Habopi
130665001M: 50 TecTiB y Habopi
130765001M: 30 TecTiB y Habopi

REF

H NPU3HAYEHHA

Habip nae amory BUKOHYBaTV iMyHOXEMINMIOMIHECLIEHTHWUIA aHani3 in vitro ansi skicHoro Bu3HayeHHs IgG go EBV EA B cupoBaTui Ta nna3mi NioAMHU 3 BUKOPUCTAHHAM
NOBHICTIO aBTOMAaTUYHOIO XeMIntoMiHECLEHTHOro iMyHoaHanizatopa cepii MAGLUMI 11 iHTerpoBaHoi cuctemu cepii Biolumi; uen aHania BMKOPUCTOBYETLCA SK
[OMOMDKHWI 3acib AiarHoCTuKY iHdekuii EnwTeriia — Bapp.

i cTucnum onuc

Bipyc Enwrenina — Bapp (EBV) € obonoHkoBuM Bipycom reprnecy 3 reHomom asonaHutorosoi JHK goexuHoto 172 kb; i npu upomy noHaa 95 % gopocnoro
HacerneHHs B ycboMy CBITi € EBV-ceponoautueHumu’. Y 6inblUoCTi BUNaakie nepBuHHa iHeKLis BUHMKAE CYOKIMiHIYHO B AUTUHCTBI, YacTo LUMSXOM MOLUMPEHHS
MK YneHamu cim’i yepes crnuHy2. EBV cnpsiMoBaHuii Ha eniTenianbHi Ta B-kniTHWM nopoXHWHM poTa, a peuentop CD21 B-nimdoumty Oo3BoNsE Bipycy
NPOHMKATY B KNITWHY 3i 3AaTHICTIO edpeKTUBHO iHOYKYBaTW GnacTHy TpaHcdopMaLlilo Ta HEKOHTPONbOBaHy nponidepadito iHikoBaHWx B-nimdgouunTis!-3.

EBV poTtn4Huin o natoreHesy iHeKUinHoro MoHoHykneosy (IM), nimdomn Bepkitta, nimgomm XoaxkiHa, HazodapuHreansHoi kapumHomu (HPK), paky wnyHka
Ta 6e3niyi 3rosKicHMX HOBOYTBOpPEHb Yy niofer 3i cnagkoBuMm abo HabyTum iMyHopediumTom*S. lMepBuHHI iHdekuii EBV HesanexHo Big Toro, uum
CYMNpPOBOKYIOTECS BOHM KMiHIYHUMU 03Hakamu IM, npusBoasTb 0 MOSIBUM aHTUTIN OO pisHUX EBV-cneumdiuHux aHTUreHiB®; Takox BUSBMEHO, LIO aHTUTINAa OO
spepHoro aHtureHa-1 EBV (EBNA-1) Ta EA HaiibinbLu JOMOBHIOWTL iX y BUSIBMEHHI nepBuHHOi HOK?.

AHTUTINA NPOTK MITUYHMX @HTUreHiB, BipycHoro kancmgHoro aHTureHa (VCA) i paHHboro aHtureHa (EA) MOXyTb BUSIBNIATUCS BXE Ha TPETbOMY TWKHI iHdeKLil.
AHTUTINA NpoTW naTeHTHoro aHTureHa, EBNA, 3a3Buyan 3'aBnsaoTbes nuwe Yepes 1-6 micsuiB nicna nepBuHHOI iHdekuii (y dasi pekoHBanecueHLii) abo sk
YacTvHa NaTeHTHUX NPOIiniB Pi3HUX 3MOSIKICHUX HOBOYTBOPEHb, MOB'S3aHMX 3 iHdekuieto EBVE. OcHoBHI BUNpoByBaHi aHTWTINa BKMKYaKTb iMyHOrnobyniH M
(IgM) i aHtuTina IgG mo BipycHoro kancugHoro aHtureHa (VCA), aHtutina IgG go sigepHoro aHtureHa (NA) i aHTutina IgG Oo paHHboro aHTureHa (EA)°.
BusHaueHHsi aHTuTin IgG o EBV-acouinoBaHux aHTUreHiB BaXnvMBo Ans AiarHOCTUKK iHbeKLinHOro MoHoHykneo3y 1 EBV-acouiioBaHMX NyxnuH, a Takox Anst
po3nisHaBaHHs peakTvBaLii naTeHTHOT iHdekuii EBV y nauieHTiB 3 nyxnMHaMu i iHWMMK 3aXBOPIOBaHHAMM, He noe'sizaHuMu 3 EBV'0. 3aranom, He 3aBxau
HeoBXiZHO OCTATOYHO AiarHOCTyBaTH MPUUMHY IHGEKLIMHOrO MOHOHYKIE03Y, afke iCHYHTh creumndidHi aHanisu Ha aHTuTtina'.

0 NPMHUMN Qi TECTY

Henpsamui imyHOXeMmintoMiHeCLLeHTHWI aHanis.

PeTenbHO nepemilyoTb 3pa3ok, PO34MHHUK, BydepHuii po3ymnH, mMarHiTHi Mikpocdepu, BkpuTi EBV EA, Ta iHKyOylOTb 3 BUKOHAHHSAM LMKy BiAMWBaHHS nicns
ocagXeHHst B MarHiTHomy noni. IMicnsi uporo gogaetbest Mitka ABEI 3 aHTuTinamu go 1gG niognHn Ta BUKOHYETBCA iHKy6aLisi, N(poXoanTb peakuisi 3 yTBOPEHHAM
imyHokomnnekciB. IMicns ocagxeHHs B MarHiTHOMY Moni 3NMBaeTbCsl CynepHaTaHT i BUKOHYETbCS LMK BigMmnBaHHs. licns uboro gopatoTbea ctaptepun 12 ans
3anycKy XemintoMiHeCLLEHTHOI peakLii. IHTeHCUBHICTb CBITNOBOro CUrHamny BUMIPOETLCS POTOENEKTPOHHUM MOMHOXYBayeM Y BiJHOCHWUX CBITIIOBUX OAMHULAX
(BCO) i € nponopuiriHoto Ao KoHueHTpauii aHTuTin IgG go EBV EA, HasiBHOT B 3pasky.

l PEATEHTHU

Cknapg Habopy

KoMnoHeHTH Onue 100 TecTiB Y 50 TecTiB Y 30 TecTiB Y
Habopi Habopi Hab6opi

MarHiTHi MarHiTHi mikpocdepw, BkpuTi EBV EA (npnbnusHo 0,333 mkr/mn (ug/mL)) y

mikpocdpepu HaTpin-pochaTHomy BydepHomy po3umHi, NaN; (<0,1 %). 25 mn (mL) 1,5 mn (ml) 1,0 mn (mL)

Kani6partop AnTuTina IgG no EBV EA B Hu3bKilh KOHLEHTpaLi B HaTpi-dhocdaTHOMY

HU3bKOro PiBHA 6ydepHomy posuuHi, NaN; (<0,1 %). 1,0mn (mL) 1,0 mn (mL) 1,0mn (mL)

Kani6paTop AHTuTIna IgG go EBV EA y BUCOKIl KOHLEHTpaLii B HaTpin-pocchaTHoMy

BUCOKOIO PiBHSA OydepHomMy po3umnHi, NaN; (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Bydep Buyaunin cuposatkosuin anbbymiH, NaN3 (<0,1 %). 12,5 mn (mL) 7,0 mn (mL) 4,8 mn (mL)
. Mitka ABEI 3 aHTuTinamm npotu IgG nogunu (npubnusHo 50,0 Hr/mn (ng/mL)) y

Mitka ABEI HaTpin-goccatHomy 6ycdepHomy po3unHi, NaN; (<0,1 %). 12,5 mn (ml) 7,0 mn (mL) 4.8 mn (ml)

Po3piaxyBsau Buyaunin cuposaTtkosuin anbbymiH, NaN; (<0,1 %). 250mn (mL) | 13,5 mn (mL) 8,0 mn (mL)

HeratusHum . . o

KOHTPONLHMIA 3pa30K Hatpin-cocdathnin 6ycdepHuin posumnH, NaN; (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Mo3nTueBHuM AnTutina IgG go EBV EA y Bucokin koHueHTpauii (8,00 AO/mn (AU/mL)) y

KOHTPOJbHWI 3pa3oK | HaTpin-pocchaTHoMy BydepHomy po3ymHi, NaN; (<0,1 %). 1,0 mn (ml) 1,0 mn (ml) 1,0 mn (mL)

Yci peareHT! HagalTbLCSA B TOTOBOMY A0 BUKOPUCTaHHSA CTaHi.

MonepeaxeHHs i 3acTepexeHHsA

e [IpusHayeHo Ans AiarHoCTUKK in vitro.

* Jlnwe ons NnpodecinHOro BUKOPUCTaHHS.

® BxwuBaliTe 3BMYaHNX 3aCTePEXHUX 3axopaiB, 060B’sI3KOBUX Mif Yac poboTu 3 ycima nabopaTopHUMK peareHTamm.

e Cnig yxuBaTu BiANOBIAHWX 0COBUCTUX 3aCTEPEXHUX 3ax0hiB ANs YHUKHEHHSI KOHTaKTy OyOb-AKUX YacTuH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3paskamu 1 JOTPUMYBaTUCS MiICLLEeBMX BUMOT LLOAO0 pobOTH Nif Yac TeCTyBaHHS.

3anopykoto OTpMMaHHA AOCTOBIPHMX pe3ynbTaTiB € [OCKOHane BONOAIHHSA TeXHIKO aHamisy 1 4iTke AOTPUMaHHS iHCTPYKLUN, HaBeO4eHUX Ha BKnaguLui

YNaKoBKW.

He BukopucToByiTe Habip nicnsa 3akiH4eHHs CTPOKY NPMAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL.

He BMKOPUCTOBYINTE KOMMNOHEHTM 3 Pi3HMX NapTi abo Big Pi3HWX peareHTiB 0gHOYaCHO.

YHukalTe yTBOPEHHS MiHW B YCiX peareHTax i npenapartax (3paskax, kanibpatopax i KOHTPONbHMX 3pa3skax).

Yci Bigxoau GionoriyHnx 3paskiB, GionoriyHMx peareHTiB i BUTPATHUX MaTepianis, WO BUKOPUCTOBYIOTLCSA ANst NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHLiAHO

iHbikoBaHUMM 1 yTUNi3yBaTK iX BiANOBIAHO 4O BUMOT MiCLLEBUX HOPM.

® |lei BUpiG mMicTUTb a3ung HaTpito. A3ng HaTPilo MOXe BCTYNaTu B peakLito 3i CBMHLIEM YM MigHUMU enemeHTaMun TpybonpoBogis, yTBoptoloun BUGyxoHebe3neyHi
asugu metanis. Micnsa ytunisauii cnig npomuTy Tpy6M BeNMKOLO KinbKicTio Bogu, abu 3anobirt yTBopeHH!Io BigknaaeHb asuis. [logatkoy iHgopmalLlito MoXHa
3HalTV B NnacnopTax 6e3neku NpoayKTy, siki HaA4arTLCA Ha BUMOTY NPOdECINHUX KOPUCTYBaYiB.

Mpuwmitka. MNpo Byab-aKi cepiosHi iHUMOEHTW, NOB’A3aHi 3 NpUCTpoem, cnig nosigommntn komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo Ti BNOBHOBaXXEHUX NPEACTABHUKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

NoBoaXeHHA 3 peareHTaMu

e |llo6 He gonycTUTK 3abpyaHEHHs, NOTPIBHO BASraTh YMCTi pykaBUYKM Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. ig yac poboTn 3 HAbopoMm peareHTiB
Cnif, 3aMiHWUTW PyKaBUYKK, sIKi KOHTAKTYBanw 3i 3paskamu, Ha YWCTi, OCKiNbKW NOTPannsHHS maTepiany 3paska Moxe Npu3BeCTU 40 OTPUMAHHSI HEJOCTOBIPHUX
pesynbTaris.

® He BUKOpuUCTOBYWTE AedekTHi Habopu, 3okpema Habopu 3 NOPYLLEHO rEPMETUYHICTIO YLLiNbHIOBANbHOI NNiBKW, KanaMmyTHUMUW peareHTamu, HasiBHICTIO ocagy
B peareHTax (3a BUHSITKOM MarHiTHUX mikpocdep) abo Habopu, KOHTPOMbHI NOKA3HWKN SIKMX HEOAHOPA30BO BUXOAUIM 3@ MeXi AONYCTMMOrO Aiana3oHy. AKLLo
Habip € gedeKkTHUM, 3BEpHITLCA A0 KOMMaHii Snibe abo i odiuitHoro gucTpmb’oTopa.

e ABW YHWKHYTWM BUMApOBYBaHHS PiAvHWU 3 BIAKPUTUX HabopiB peareHTiB y XONOAUIIbHUKY, PEKOMEHOOBAHO 3aneyaTtaTty BiaKpuTi Habopu repmeTusyoyoro
NniBKOI, WO MOCTa4YaeTbCA Pa3oM 3 YNaKOBKOK. YLUiNbHIOBanbHa niiBka € O4HOPa30BOl; A03aMOBUTK ii MOXHa B komnaHii Snibe abo ii odiuinHmx
anctpud’ioTopis.

® |3 4acom Ha NpoknazLi MOXyTb HaKOMMYYBaTUCA BUCOXTTi 3anMULLKK pianH. 3a3BuYaii BOHM sIBNSOTbL COBOK CONbOBUIA Ocaj i He BNMBAKOTh Ha pesynbTaTt aHaniay.

e BukopucTtoByiiTe BigKpuTuiA 6ok peareHTiB B OQHOMY aHanisaTopi.
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IHCTPYKLiA i3 3acTOCyBaHHA

® [HCTPYKLi LLOAO NepemilllyBaHHA MarHiTHUX Mikpocdep HaBedeHo B pO3Aini Liboro BKnaauila, npucBA4YeHoMY MiaroTosLi peareHTiB.

e [lonaTkoBy iHchopmaLiito NPO NOBOAXKEHHS 3 peareHTamu Mif Yac BUKOPUCTaHHS CUCTEMU HAaBeAEHO B iHCTPYKLUIT 3 BUKOPUCTaHHS aHaniaTtopa.
36epiraHHA Ta cTabinbHicTb

e He 3amopoxyiiTe 610K peareHTiB.

e 3b6epiraiiTe Habip peareHTiB y BepTUKanbHOMY MOMOXEHHI, LWo6 3a6e3neunT NoBHY AOCTYMNHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSMUX COHAYHMUX NPOMEHIB.

CTabinbHicTb peareHTiB

Y HenopyLueHii ynakosui npu Temnepatypi 2-8 °C 00 KiHUSA 3asBNEHOro TepmiHy NpuaaTHoOCTI
Y BigKkpuTOMY CTaHi npu Temneparypi 2—8 °C 6 TWXHIB

YcepeguHi cuctemmn 4 TUKHI

CTabinbHICTb KOHTPONbLHUX 3pa3kKiB

Y HenopyLueHii ynakosui npyu Temnepatypi 2-8 °C 00 KiHUA 3asiBNIEHOro TepMiHy NpuaaTHOCTI
Y BigkpuToMy cTaHi npu Temneparypi 10-30 °C 6 roguH

Y BigKkpuTOMY CcTaHi npu Temneparypi 2—-8 °C 6 TWXHIB

Y 3aMopoxxeHoMy cTaHi npu TemnepaTtypi —20 °C 3 micaui

KinbKiCTb LIMKNIB 3aMOPOXYBaHHSA 1 PO3MOPOXYBaHHS He 6inbLe 3 pasiB

l 36IP | NIArOTOBKA 3PA3KIB

Twunu 3pa3skis

JInwe 3a3HayeHi HxX4Ye 3pasku NPoNLLM BUNPOBYBaHHA Ta BU3HaHI NpuaaTHUMK AN aHaniay.

Tunu 3paskiB Mpo6ipku Ana 36MpaHHA 3pas3kiB

Mpobipkn 6e3 gopaTkoBMX / 4ONOMIKHUX peyoBUH abo Npobipku 3 akTMBAaTOPOM 3ropTaHHs abo

renemM Ta akTuBaToOpOM 3ropTaHHs

Mnasma EOTA-K2, renapuH HaTpito abo renapuvH niTito

e 3a3HauyeHi TMNK 3paskiB TecTyBanucs 3 npobipkaMu ans 36upaHHs 3paskis, siki Oynu 4OCTYNHI HA PUHKY HA MOMEHT TECTyBaHHSs, To6To Byno NpoTecToBaHoO He
BCi 4OCTYNHi Npobipku Big ycix BUpoBHUKIB. CucTeMU 36MpaHHs 3paskiB pPi3HUX BUPOBHUKIB MOXYTb MICTUTU Pi3Hi MaTepianu, siki B 4esKMX BUnagkax MOXyTb
BNNMBATK Ha pe3ynbTaTtu TecTiB. i Yac BUKOpUCTaHHs Npobipok Ans 36upaHHsA 3paskiB cnig HeyXunbHO 4OTPUMYBAaTUCS BKa3iBOK BUPOOHWKIB Npobipok.

CraH 3pa3kiB

® He BMKOPUCTOBYWTE NpenapaTy 3 TEN0BOK iHAKTMBALE, HAAMIPHO reMoni3oBaHi 3paskuy, 3pa3ku 3 HaaMIpHOLO rinepninigemieto Ta 3pasku, siki MatoTb ABHI
03HaKu MIKPOGHOro 3abpyAHEHHS.

e [lepL HixX NOYMHATU LEHTPUDYryBaHHS, NepekoHanTecs, Lo NpoLec Koarynsuii B cMpoBaTLi NOBHICTHO 3aBepLumBcs. [eski 3pasku cmpoBaTku, 0cobnmBo B3ATI
B NALjEeHTIB, L0 NPUIAMatOTb aHTMKOarynsHT1 abo TpomboniTMkK, MOXyTb NoTpebyBaTn Ginblue Yacy Ans koarynsauii. AKWo novatn LeHTpudyryBaHHs Ao
NOBHOI Koarynsiuii, NpucyTHiCTb hibpUHY B 3pasky CMpOBaTK/M MOXe NPU3BECTU A0 OTPUMaHHSA XUOHNX pesynbTaTiB.

e 3pasku He MatloTb MICTUTK DIBPUH abo iHLLI TBEpAi AOMILLKN.

e BukopuctoByiiTe ogHOPa30Bi NineTkv abo KiHYMKM NINEeTOK, Wo6 YHUKHYTN NepexpecHoro 3abpyaHeHHS.

MiaroTroBka Ao aHanisy

e Yci 3pasku NoTpiGHO NepeBipATM Ha HasBHICTb NiHW. [Mepepn NnoyaTkom aHaniay MniHy cnig BUAanuT 3a gonomoroto nabopaTtopHoi nanuykn. Bukopuctosyiite
NS KOXHOTO 3pasky HOBY Nanuyky, abv yHUKHYTU NnepexpecHoro 3abpyaHeHHs.

e [lepen nepemillyBaHHSM 3aMOPOXEHi 3pa3ku cnif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3mMOopoXKeHi 3paski y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo wnsaxom o6epexHOro nepeBepTaHHsA. BukoHante BidyanbHWIA KOHTPOSb 3paskiB. Y pasi BUSBNEHHS cTpaTudikauii Yv posliapyBaHHs
nepemillanTe 3pasku, JOKM BOHU He CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLWO 3pa3ku He Byno nepemillaHo HanexXHUM YMHOM, OTPUMaHi pesynbTaTi MOXYTb
6yTV HeOCTOBIPHUMM.

e 3pasky He MOBUHHI MICTUTK (PIBPVH, epUTPOLNTK 1A iHWI TBEpAi AoMilkKn. 3pasku, WO BigNoBiAaThb Uil yMOBI, 30aTHi 3abe3neunTn HagiviHi pedynbTaTu; nepes
TEeCTyBaHHAM iX HeobXigHO LeHTpudyryBaTi. OunieHnin 3pas3ok Crif, nepeHecTy A0 BCTaBKM ANs 3pa3kiB abo B 4ONOMKHY NPoBipKy Ansa TecTyBaHHA. Y pasi
BMKOPUCTaHHS LIeHTpUdyroBaHUX 3paskiB i3 NinigHUM LapoM NepeHoCcUTH chif nuile oYuLLeHni 3pa3ok 6e3 ninemiyHoro matepiany.

e (O6'em 3paska, NOTPiIGHMIA 411 OQHOPA30BOro BU3HAYEHHS B LiIbOMY TecCTi, CTaHOBUTb 10 Mkn (pL).

36epiraHHA 3pa3kiB

3pasku, ounLLeHi Big po3aintoBaya, epUTPOLMTIB UM 3rycTkiB, MOXYTb 36epiratvics Ao 8 roguH npu Temnepatypi 10-30 °C, go 7 gHis npu Temnepatypi 2—8 °C abo

0o 6 micauiB y 3aMopoxeHoMy cTaHi npu TemnepaTtypi —20°C. 3amMopoXeHi 3pa3ku npuaaTHi OO BMKOPUCTaHHS, SIKLO BOHW 3a3Hanu He Ginblie 5 uyuknis

3aMOPOXYBaHHSA 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka i MapKyBaHHS 3pa3kiB MaloTb BiAMOBi4aTW 3aCTOCOBHMM BMMOraM MICLEBOrO 3aKOHOA4ABCTBA LUOAO TPAHCMOPTYBaHHSA KMiHIYHMX 3paskiB Ta
iH(bikoBaHMX PEYOBUH.

e [lepeBuLLyBaTK HaBeAEHI BULLE 0BMeEXEHHS LWoao 36epiraHHa 3a6opoHeEHO.

l NPOLIEAYPA

HapaHi maTtepianu

AHani3 Ha aHTuTIna IgG no EBV EA (IXJ1A), eTUKeTKM 3i LUTPUX-KOAaMM KOHTPOISIbHUX 3pa3kiB.

Heo6xigHi maTepianu, Aki He BXOAATb A0 KOMMNJIEKTY NocTayaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

e [IOBHICTIO aBTOMAaTUYHUI XEMiMOMIHECLEHTHUI iMyHoaHanizatop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus,
Maglumi 4000, Maglumi 4000 Plus, MAGLUMI X8, MAGLUMI X3, MAGLUMI X6 a6o iHTerpoBaHa cuctema Biolumi 8000, Biolumi CX8.

e [lopaTkoBi akcecyapu, MOTPiIGHI Ans 3a3HaYeHUX BULLLE aHani3aTopiB, BKMOYaoTb peakuiiH1iA Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITNOBY
npoby, HaKoOHEeYHUK i peakLuinHy BCTaBKy. [lepenik KOHKPETHWX akcecyapiB i XapaKTepUCTUKM akcecyapiB ANnst KOXHOI MoAerni MOXHa 3HanTu B iHCTPYKUIi 3
BMKOPUCTaHHS BiAMoBIgHOro aHanisaTopa.

e [Ins oTpUMaHHs JOCTOBIPHUX pe3ynbTaTiB TECTY BUKOPUCTOBYITE akcecyapu, peKoOMeHAoBaHi koMmnaHieto Snibe.

Mpouepypa aHanisy

MigrotoBka peareHTiB

® BuTarHiTe Habip peareHTiB i3 yNakoBKM i ornsiHbTe BiAciku Brioka peareHTiB i 30kpema YLUinbHIOBanbHy NiBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUSIBNEHO, 06EPEXHO 3HIMITb YLLINbHIOBAmNbHY MAiBKY.

e BigkpuiiTe ABepusiTa 30HM peareHTiB; TpUManTe pyyky Habopy Takum uyuHoM, wob6 RFID-mitka 6yna nopyy i3 uyyTnuBol 30HO ckaHepa RFID-miTok
(npubnusHo 2 c); cuctema nogacTb 3BYKOBUI CUrHAnM; OAWH 3BYKOBUIA CUrHam 03Havae, Lo peareHT YCrilHO po3ni3HaHo.

e Tpumatouum peareHT BepTUKanbHO, BCTABTE NOro Y BiNlbHY AOPiKKY AN peareHTiB.

e [lepesipTe, Yn NpaBunbHO BigobpaxaeTbes iHOpMaLis Npo peareHT y NporpaMHOMy iHTepdeNnci; SKLWO Lie He Tak, NMOBTOpPITb ABa 3a3HayYeHi BULLE KPOKWU.

e PecycneH3yBaHHS MarHiTHUX Mikpocdep BiAbyBaeTbCsl aBTOMATUYHO MICNs 3aBaHTaXeHHsi Habopy, Yum 3abe3nevyeTbCst NOBHE PIBHOMIPHE BiAHOBIIEHHS
cycneHsii nepes BUKOPUCTaHHSAM.

KanibpyBaHHsi aHani3y

® BubepiTb TecT ans kanibpyBaHHA Ta BMKOHaNTe onepauito KanibpyBaHHS Ha ekpaHi 30HW peareHTiB. [loknagHiwy iHpopmauiio Npo BNOpsSiAKYBaHHS AaHWX
KanibpyBaHHS OVB. y MPUCBSiYEHOMY KanibpyBaHHIO po3aini iHCTPYKLii 3 BUKOPUCTaHHA aHanisaTopa.

e BukoHaliTe NOBTOPHE KanibpyBaHHs 3 JOTPUMaHHSAM iHTepBarny, 3a3Ha4eHoro B LibOMY BKNaauLLi.

KoHTponb skoCTi

e Y pasi BUKOPUCTaHHS HOBOI napTii nepeBipTe abo 3MiHiTb AaHi KOHTPOMO SKOCTI.

e BukoHalTe 34MTYBaHHS LUTPUX-KOAY KOHTPOIO SIKOCTi, BUGEpIiTh BiAMNOBIAHI AaHi KOHTPOMO SIKOCTi Ta BUKOHaWTe TecTyBaHHSA. [loknagHiwy iHdopmauito npo
BMNOPSIAKYBaHHS 3pas3kiB AN KOHTPOIIO SKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIIO SKOCTi PO3Aini iHCTPYKUIi 3 BUKOPUCTaHHS aHanisaTtopa.

TecTyBaHHs 3paskiB

CupoBaTka
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IHCTPYKLiA i3 3acTOCyBaHHA

e [licns ycnilWwHOro 3aBaHTaXeHHs 3pa3ska BMOepiTb Lei 3pa3ok Ha ekpaHi, 3MiHiTb napaMeTpu aHaniy Ans 3paska, sikuii Tpeba TecTyBaTtW, i BUKOHaWTe
TecTyBaHHS. [loknagHiwy iHdopMaLito Npo BNOpsiAKyBaHHSA B3ATUX Y NaLieHTa 3paskiB AMB. y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenaparis po3aini iHCTpyKuii 3
BMKOPWUCTaHHS aHarnisaTopa.

[Ins oTpUMaHHA MakcumanbHO epeKTUBHMX pe3ynbTaTiB MOTPIGHO TOYHO AOTPMMYBATUCL IHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTopa.

Kani6pyBaHHs

BigcTexeHHsi: Lew meTog 6yno cTaHAapTU30BaHO LUMSIXOM MOPIBHSHHS 3 PEYOBMHOI0, LLIO BUKOPUCTOBYETLCSI koMnaHieto SNIBE Ansi BHYTPILLUHBOrO KOHTPOSHO SIKOCTI.

3acTocyBaHHsA cneuianbHO NpusHaveHux kanibpaTopiB Aae 3Mory cKopuryBaTtu peepeHcHy KpuBy 3a 4OMNOMOro 3adhikcoBaHMX 3HaYeHb BiHOCHUX CBITIIOBUX

oauHuupe (BCO).

[MoBTOpHe kanibpyBaHHA pekoMeHgoBaHe:

® y pasi nepexoay Ha HOBY napTito peareHTiB abo ctapTepis 1+2;

® KOXHi 28 gHiB;

® nicns cepBicHOro obcnyroByBaHHsi aHanisaTopa;

®  SKLLO MOKa3HWKN KOHTPOMNbHUX 3pa3KiB BUXOAATL 32 MeXi BCTAHOBIIEHOrO Aiana3ony.

KoHTponb sikocTi

[Ins BU3HAYEHHS BUMOT KOHTPOIIO SIKOCTi 41151 LIbOro TECTY PeKOMEeHA0BaHO BUKOPUCTOBYBATU KOHTPOIbHI 3pa3ku; Ans nepesipku epeKTUBHOCTI TECTIB KOHTPOb

cnig nNpoBOAMTM 3 OOHWUM MOBTOPEHHSIM. 3aranbHi pekoMeHgauii WoAOo KOHTPOMK SIKOCTi MOXHa 3HaWTM B OMyOGnikoBaHWX iHCTPYKUiSX, Hanpuknag y

pekoMeHgauisax C24 IHCTUTYTY KniHiYHKX | naGopaTopHux cTaHgapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwmx'2.

KoHTponb SKOCTi pekoMeHA0BaHO NPOBOAUTY OAMH pa3 Ha AeHb BUKOPUCTaHHS abo 3rigHO 3 BUMOramu MiCLLEeBKX HOPM, BUMOraMmu cepTudikauii Ta npoueaypamu

KOHTPOIto SIKOCTi Bawoi nabopaTopii. KOHTponb SKOCTi MOXHa 34iiCHIOBaTU B XOAi NpoBeAeHHs aHanidy Ha aHTuTina IgG no EBV EA:

® nicns KOXHOro kanibpyeaHHs Habopy;

e y pasi nepexoay Ha HOBY NapTito cTapTepiB 1+2 abo KOHLEHTpATY AN NPOMUBAHHS.

KoHTponbHi 3pa3kv npusHayeHi Tinbku ana cuctem MAGLUMI ta Biolumi 11 BUKOPUCTOBYIOTECS NULLE 3 BiAMOBIHUMMW peareHTaMu, Lo MakTb Taki caMi BEpXHI

BiciM undp Homepa MAPTII. KoxeH LinboBui NoKasHuK i AianasoH HaBeaeHo Ha eTUKEeTLi.

MNepea BUKOPUCTAHHSIM iHLIMX KOHTPOMNbHWUX 3paskiB Crig OUHWUTK iXHI0O CYMICHICTb i3 UMM TecToMm. Cnig ycTaHOBUTWU BiAMOBIAHI AianasoHn 3HaveHb ANs BCiX

BMKOPUCTOBYBAHUX MaTepiarniB KOHTPOIO AKOCTI.

KoHTponbHi noka3Huku matoTb ByT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAUH i3 KOHTPOSbHUX NOKa3HWKIB BUXOAUTb 3a MEeXi BCTaHOBMEHOrO Aiana3oHy,

cnig BUKOHaTV NOBTOPHE kanibpyBaHHSA Ta NOBTOPHE TECTYBaHHSA KOHTPONbHMX 3pas3kiB. FAKLO KOHTPOMbHI NOKa3HWKKW, OTPMMaHI Nicnsa yCrilWHOro kaniopyBaHHs,

cTabinbHO BUXOASATL 32 MEXi BU3HAYEHMX Aiana3oHiB, pesynbTaTi TECTYBaHHS NaLiEHTIB He cnif AOKYMEHTYBaTW; KpiM TOro, chif:

® MepeBipuTU, YY1 He CNNVB TepMiH NpUAATHOCTI MaTepianis;

® nepekoHaTucs, Lo B6yno npoBeaeHO NraHoBe TeXHIYHe 06CNyroByBaHHS;

® yNEeBHUTUCS, IO TECT 34iNCHIOBABCSA i3 AOTPUMAHHSM IHCTPYKUIM, HaBeAeHMX Ha BKNaAuLUi YNakoBKuy;

e 3anotpebu 3BepHyTUCS NO AonoMory Ao komnaHii Snibe abo i odiuiiHux aucTpub’roTopis.

AKWO KOHTpOMbHMX 3paskiB y Habopi HeJoCTaTHbO AN BMKOPUCTaHHS, 3amoBnsnTe AoaatkoBi koHTponi IgG go EBV EA (IXINA) (REF: 1602011001MT),

3BEpHYBLUMCL A0 KomnaHii Snibe abo ii odiuinHnx anctpub’ioTopis.

H PE3YINLTATU

Po3paxyHok

AHanisaTop aBTOMaTU4YHO PO3paxoBye KOHLEeHTpauito aHTuTin IgG go EBV EA B KOXXHOMY 3pa3Ky Ha OCHOBI kanibpyBanbHOi KpMBOI, sika byayeTbcst 3a MeToA0M

2-TOYKOBOrO KanibpyBaHHsi pedepeHcHoi kpuBoi. OauHuueto BumiptoBaHHs € AO/mn (AU/mL). [doknapHiwy iHdopmauilo MOXHa 3HalTW B iHCTPYKUil 3

BUKOPWUCTaHHA aHanisaropa.

IHTepnpeTauis pe3ynbTaTiB

Micna TectyBaHHA 350 naujieHTiB i3 NO3UTUBHUM pe3ynbTaToM aHanidy Ha aHtutina IgG go EBV EA Ta 780 nauieHTiB i3 HeraTMBHUM pe3ynbTaToM aHanisy Ha

aHTuTina IgG go EBV EA B Kutai 3a gonomoroto kpuoi ROC 6yno oTpMmaHO Taki o4ikyBaHi 3Ha4eHHS:

® BigcyTHicTb peakTnBHocCTi: PesynbTaT Hxde 3a 4,00 AO/mn (AU/mL) (<4,00 AO/mn (AU/mL)) BBaxaeTbCa HEraTUBHUM.

® HasBHiCTb peakTuBHOCTI: PesynbTaT, Wwo AopisHioe abo suile 3a 4,00 AO/mn (AU/mL) (24,00 AO/mn (AU/mL)), BBaXa€eTbCs NO3UTUBHUM.

MoxnuBi po36ixXHOCTi B pesynbTaTax pisHux nabopatopii, Lo NOACHIOETLCA BIAMIHHOCTAMM B CKnaji nonynsiuii Ta metogunkax AoChimxeHHs. PekomeHgoBaHo B

KOXHil nabopaTtopii BU3HauMT1 BNacHuii pedepeHTHUIN iHTepBan.

AnTuTina IgG no EBV EA 3a3Buuai BUSBNAOTLCA B NaLieHTIB 3 rOCTPOI0 NEPBUHHOIO Ta peakTnBoBaHoto iHdekuieto. MpoTe Hu3bki TTpK IgG go EBV EA moxyTb

6yTV B nauieHTIB, y SK1X He BUSBNEHO A0Ka3iB HeAaBHbOI iHdeKL;l.

MMo3nTMBHWI pesynbTaT CBIAYMTL NPO HeAaBHIO abo peakTUBOBaHY iHdeKLUilo. OgHaK HeraTUBHUIM pesynbTaT He 3aBXau BUKNoYae rocTpy iHdekwuio. AKLWo icHye

nigo3pa Ha HasBHICTb Bipycy EnwTeriHa — Bapp, He3Baxal4un Ha HeraTUBHUIA pe3ynbTaT, APYrvMii 3pasoK Crif B3ATU HE MEHLLE HiX Yepe3 OAuH-ABa TUXHI Ta

nepeBipuTN NOro Ha 3HavHe niaBuLLeHHs piBHSA IgM o EBV VCA a6o IgG no EBV VCA, wWwo cBigunTb Npo nepBuHHY iHeKLito.

ll OBMEXEHHA

e PesynbTaTu TECTy Cnifg po3rnagaTt B KOHTEKCTI iCTOPii XBOPO6U, AaHMX KNiHIYHOrO 06CTEXEHHSs naujieHTa i iHWWX AaHuX.

e Akwo pe3ynbTaTh aHanidy Ha antutina IgG go EBV EA He BignosigalTb KMiHIYHMM AaHuM, Ans iX nigTBepOXeHHst HeobxigHO npoBecT JoAaTkoBe
TECTYBaHHS.

e 3pasku, OTpUMaHi Big nauieHTiB, siki npuiMany npenapatn Myuwa4Ymx MOHOKIMOHaNbHUX aHTUTIN i3 METO AiarHOCTUKM YK fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTMmumwavi antutina (HAMA). Y pasi TecTyBaHHS Takux 3paskiB i3 BUKOPUCTaHHSIM HaGopiB Ans aHaniay, WO MICTATb MULIaYi MOHOKIIOHamNbHI aHTWTINa,
MOXHa OoTpUMaTy XMGHO NiaBULLEHI a60 3HWKeEH pedynbTaTtn'3 4. [Ins BU3HA4YeHHS AiarHo3y Moxe 3Hagobutucs joaaTkoBa iHgopmalis.

e [eTepodinbHi aHTUTINA B CMPOBATLi KPOBi MOAUHM MOXYTb BCTynaTu B peakuilo 3 iMyHornobyniHamu peareHTiB, BNMBaKO4YM Ha pesynbTaTt iMyHoaHanisis
in vitro. Y nauieHTiB, siKi perynspHo KOHTaKTyloTb i3 TBapMHaMu abo npodykTaMmu CMpOBAaTKM KPOBi TBAPWH, iCHYE pU3MK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CriocTepiraTucs aHomarnbHi noka3Hukmn'S,

e bBakrepianbHe 3apaxeHHst abo Tennosa iHaKTMBaLia 3pa3kiB MOXe CNOTBOPUTY pe3ynbTaTyt OCHIAXKEHHS.

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3gini HaBeAeHi penpe3eHTaTUBHI XxapakTepucTUku. PedynbTaTi, oTpuMaHi pisHumy nabopaTopisiMm, MOXyYTb BiApi3HATUCS.

TouHicTb

To4HICTb BU3HaYanacs 3a AONOMOroK TECTY, NpenaparTiB i KOHTPONbHMX 3paskiB 3a npoTokosiom (EP05-A3) IHCTUTYTy kniHidHUX | nabopaTopHux ctaHgapTis (Clinical

and Laboratory Standards Institute, CLSI): y ABox okpemux napanenbHx BUNPoByBaHHAX WOAHS NPOTAroM 5 AHIB Y TPbOX Pi3HMX LIEHTPaXxX 3 BUKOPUCTaHHSM TPbOX

napriri Habopis peareHTiB (n = 180). Byno oTpMMaHo 3a3HayeHi Hk4e pe3ynbTaTu.

CepeaHe, Y mMexax Bunpo6yBaHHs Mixx Bunpo6yBaHHAMMU BiaTBoploBaHicTb
3pasok AO/mn (AU/mL) CTtaHg. Bigx., o CraHa. Bipx., o CraHa. Bigx., o
(n = 180) AO/mn (AU/mL) | 7o ¥0ed-Bap. | rouun(auimL) | 7 ¥O®P-BAP- | Aoiun (AUmL) | % KO- Bap.
Myn i3 cupoBaTkoko 1 1,525 H/3 H/3 H/3 H/3 H/3 H/3
Myn i3 cupoBaTkoko 2 5917 0,210 3,55 0,119 2,01 0,295 4,99
Myn i3 cupoBaTkolo 3 12,043 0,357 2,96 0,193 1,60 0,493 4,09
My ia nraamoo 1 1,472 H/3 H/3 H/3 H/3 H/3 H/3
Tlyn is nriasmoto 2 6,000 0,209 3,48 0,101 1,68 0,401 6,68
My ia nnasmoro 3 11,756 0,386 3,28 0,218 1,85 0,546 4,64
HeraTuahuii 0,508 H/3 H/3 H/3 H/3 H/3 H/3
KOHTPOSbHUI 3pa3ok
MosuTuaHuA 8,003 0,247 3,09 0,094 1,17 0,315 3,94
KOHTPOSbHMI 3pa3ok
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IHCTPYKLiA i3 3acTOCyBaHHA

AnaniTnyHa cneuyndivHicTb

IHTepdepeHuin

IHTepdepeHLia BU3Havanacs 3a J4OMNOMOro TecTy; A0 TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLieto aHanisoBaHOro KOMNOHEHTa A0AAaBanvcs pe4YoBUHN, NOTEHLINHO
30aTHi CMPUYMHWUTM eHporeHHy abo ek3oreHHy iHTepdpepeHuio, 3a npotokonom (EP7-A2) IHCTMTYTy kniHiyHMX i nabopatopHux ctaHpaptie (Clinical and
Laboratory Standards Institute, CLSI). MNMoxnbka BUMipiB AN peYOBUH, 30aTHUX CIPUYUHUTK iHTEpPdepeHLito, He nepesuwye +10 %. Byno oTpumaHo 3a3HaueHi
HWDKYe pesynbTaTtu.

IHTepdepeHLin Makc. piBeHb BiACYTHOCTi BNNUBY IHTepdepeHLin Makc. piBeHb BigCyTHOCTi BNNUBY
emorno6iH 1500 mr/an (mg/dL) "enapuHy nitiesa cinb 80 MO/mn (IU/mL)
IHTpaninig 3000 mr/gn (mg/dL) BioTuH 0,5 mr/gn (mg/dL)
Binipy6iH 50 mr/an (mg/dL) PubasipuH 2 mr/mn (mg/mL)
Jlroacbki aHTumuwadi aHtutina (HAMA) 40 Hr/mn (ng/mL) Auuknosip 6,6 mr/an (mg/dL)
AAA 398 AO/mn (AU/mL) IHTepdepoH a 15000 MO/mn (IU/mL)
PeBmartoigHui dakrop 2000 MO/mn (IU/mL) JleBamison 1,5 mr/mn (mg/mL)
AnbbyMmiH nognHn 12 r/an (g/dL) AueTtuncaniuunosa kucnorta 0,65 mr/mn (mg/mL)
Egsjan?(a(ézog))mx Ha CMCTEMHUIA YePBOHUI / I6ynpodhen 50 mr/an (mg/dL)
EOTA-K2 22,75 mkmonbs/mn (umol/mL) MeTunkobanamiH 50 mkr/mn (ug/mL)
"enapuHy HaTpieBa Cinb 80 MO/mn (IU/mL) "aHumKnoBip 1000 mkr/mn (ug/mL)

MepexpecHa peakTUBHIiCTb

AHani3 mae BUCOKy cneuudiyHicTb Ansa aHTuTin IgG go EBV EA, 6e3 nepexpecHoi peaktuBHocTi 3 IgG Ao Tokconnasmu, IgG go LIMB, IgG no BIMIr-1, IgG po BMr-2,
19G po HHV-6, 1gG no HHV-7, IgG no HHV-8, IgG no Bipycy kpacHyxu, IgG npotn HAV, antutin npot HBs, IgG HBeAb, IgG HBcAb, aHtutin oo HCV, aHtuTin Ao
BIJ1, aHtuTin o Treponema pallidum, IgG ao EBV NA, IgG go EBV VCA, IgM no EBV VCA, IgA no EBV VCA, IgA po EBV EA, IgG po M. Pneumoniae, 1gG po
C. Pneumoniae, IgM po napsosipycy B19, IgG no VZV, IgG po Bipycy rpuny A, IgG go Bipycy rpuny B, IgG no ageHosipycy 1 IgG oo CVB.

NMoHapno30BuM «Xyk»-eheKT y BUNaaKy BUCOKMUX KOHLIeHTpauUin

B aHani3zax Ha aHTuTIna IgG no EBV EA He crnocTepiraBcsl NOHaaa030BMIA «Xyk»-edeKT y BUnaaKy BUCOKUX KOHUEHTpauin Ao 5000 AO/mn (AU/mL).

KniHiyHa yyTnuBicTb

KniHiyHa 4yyTnuBicTb aHanidy Ha aHTuTina IgG no EBV EA BusHavanacsa B Kutai wnsixom TectyBaHHs 125 3paskiB, 3i6paHnx B OYikyBaHO NMO3UTUBHOI nonynsuii
oci6 3 NiATBEPAKEHUM Pe3yrbTaToOM KOMEPLIMHOro aHanidy Ha aHTuTina IgG no EBV EA.

KinbKicTb 3paskiB HasBHiCTb peakTMBHOCTI Yytnusicte a1 95 %

125 124 99,20 % 97,64—-100,000 %

KniniyHa cneumndivHicTb
Kniniyna cneumdivHicTe aHanisy Ha aHtuTina IgG go EBV EA BusHavanacs B Kutai wnsxom TecTyBaHHs 175 3paskiB, 3i6paHuX B OYikyBaHO HeraTMBHOI
nonynsuiiocié 3 niagTBepKEeHNM HeraTMBHUM pesynbTaToM KOMepLiHoro aHanisy wopo aHtutin IgG go EBV EA.

KinbkicTb 3paskiB BiacyTHicTb peakTMBHOCTI CneuundivHicTb 01 95 %

175 174 99,43 % 98,31-100,00 %
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IHCTPYKLiA i3 3acTOCyBaHHA
MAGLUMI® Ta Biolumi® € TOproBMmmn mapkamu komnanii Snibe. Yci iHLWi HaiMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANoBiAHUM BNiaCHUKaM.

LeHbwkeHb Hbto IHpacTpic Biomeaikan IHxuHipuHr Ko., Ilta.,
Ne23 [xinHkciy Eact Poag, Minrwan Oictpikt, 518122, LeHb4yxeHb, Kutaiicbka HapoaHa Pecny6nika
Ten.: +86 755 215 366 01 dakc: +86 755 28 29 27 40

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany
Ten.: +49 40 251 31 75 dakc: +49 40 25 57 26

YnoBHOBaxeHU NnpeacTaBHUK B YKpaiHi:

TOB «Kpartist MeaTexHika», Byn. barroyTiBcbka, 17-21, 04107, m. Kuig, YkpaiHa.

Ten.: 0 800 21-52-32 (6esonnatHo MOXyTb TenedoHyBaT aboHeHTU hikcoBaHOro Ta MoGinNbHOro TenedoHHOro 3B'A3Ky 3 6yAb-sKOi
TOYKM YKpaiHu).

EnekTtpoHHa nowrTa: uarep@cratia.ua
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