IHCTpYKLUif i3 3aCTOCYBaHHSA

Snibe

Diagnostic

130201031M:100 TecTiB y Habopi

c € REF| 130601031M: 50 Tecris y Habopi

130701031M: 30 TecrTiB Yy Habopi

MAGLUMI® ByrnesoaHuu antureH CA 125 (IXJ1A)

H NPU3HAYEHHSA

Habip gae 3mory BUKOHyBaTWU iMyHOXEMIMIOMIHECLEHTHUIA aHani3 in vitro ans BU3HayeHHs KinbkicHoro BmicTy CA 125 y cupoBaTtui Ta nnasmi KpoBi MOAMHM 3a
[OMOMOrOI0 MOBHICTIO @aBTOMAaTMYHOrO XeMintoMiHeCLEHTHOro iMyHoaHanizaTopa cepii MAGLUMI 1 iHTerpoBaHoi cuctemu cepii Biolumi; Takox uew aHanis
BMKOPUCTOBYETLCS 51K JONOMiXKHUIA 3acib y NiKyBaHHI paKy SEYHUKIB.

l cTucnui onuc

ByrnesogHuit aHTureH 125 (CA 125) Bneplue ineHTudikysanun bact, KHann i3 koneramm B 1981 poui 3a 4onomoro MoHoknoHansHoro aHTtutina (OC125), sike
6yr10 OTPUMAaHO Bif MULLE, iMyHI30BaHMX KINITUHHOLO TiHieto paky sieuHukiB’. CA 125 € cupoBaTKOBMM MapKepOM, sIKUI PErYISPHO 3aCTOCOBYETLCS B FIHEKOMOTIYHil
npakTuLi AN MOHITOPUHIY MNaLieHTIB i3 pakom SfeYHuKiB. BinblicTb BUAIB paky SE€YHVKIB € eniTenianbHUMKW 3a MOXOMKEHHSM i, BiAnOBiAHO, Ha3nBalTbCA
enitenianbHUM pakom sieuukis (EPS) 2. CA 125 BupoBnsieTbes B HAAMIpHIN KinbkocTi B knituHax EPA i Buginsetscs y kpoB. KoHueHTpauis CA 125 y cupoBartui
KpOBI € MmigBuLLeHoo B NpubnmnaHo 80 % nauieHTie 3 EPS i B MeHwWw Hix 1 % 3a0poBux xiHok!. CA 125 akTUBHO AOCHIAKYETLCSA 3 METOK PO3pPo6KM CnocobiB Moro
3acTocyBaHHs Ans nikyBaHHs EPA. KoHTponb koHueHTpauii CA 125y cupoBaTLi KpOBi MOXe BUKOPUCTOBYBATUCS SIK JOMOMKHUIA 3aCi6 MOHITOPUHTY eDEKTUBHOCTI
nikyBaHHa nauieHTiB 3 EPS, a perynspHe BusHauyeHHsi piBHiB CA 125 nicns nepBWHHOrO fikyBaHHA OOMOMarae 3aBYacHO BUSIBMIATU pPeuuavBu MyXmiuH3,
KoHueHTpauis CA 125 y cupoBaTLi KpOBi 3pocTae, KON 3aXBOPHOBaHHSA NPOrpecye, ane 3HWXKYETLCS Nicns TepaneBTUYHOro BTpyYaHHs2. Makar et al. BigaHavaoTb,
Lo MPOrHo3 Ansi nauieHTiB i3 koHueHTpauieto CA 125 y cuposaTui kposi go 35 og/mn (U/mL) nig Yac peunavsiB € kpawmm 3a NpPOrHo3 Ansi nauieHTiB i3 GinbLu
BMCOKMMU MokasHukamu. Cepef nauieHTiB, SKi NPOMWNM ONTUManbHUA Kypc NikyBaHHS NisHix cTagin EPS i3 noBHol pemicielo, He3HauyHe MigBULLEHHS
KoHueHTpauii CA 125 y cupoBaTLi KpoBi B MeXax HoOpMasibHOro AianasoHy € He3aneXHUM i cTabinbHUM NPOrHOCTUYHUM MOKa3HUKOM PeLnanBy 3axXBOPOBaHHSS.
MipBunweHHs koHueHTpauii CA 125 y cupoBaTLi KpOBI TaKoX crnocTepiranocs nNpu iHWKX BuAax paky (NiaLnyHKoBOi 3anosu, rpyAen, Ce4oBoro Mixypa, neyviHku ta
nereHb), JOBPOSKICHNX 3aXBOPIOBAHHAX (AMBEPTUKYMITI, eHAoMeTpiosi 3 ibpomMioMolo mMaTkn, AOGPOSKICHMX KicTax SeYHWKiB, TybooBapianbHux abcuecax,
CUHOPOMI riNepCTUMY AUl AEYHWUKIB Ta €KTOMIYHIN BariTHOCTI) Ta (idioNnoriYHnx cTaHax opraHiamy (BariTHOCTi, MeHCTpyaLii)?.

0 NPUHUMN Al TECTY

IMyHOXeMintoMiHECLIEHTHUIA aHani3 3a TUNOM CeHABiva.

3pa3sok, 6ydepHun po3yrH, MarHiTHI Mikpocdepu, BKpUTI MOHOKNOHanbHUMK aHTutinammu go CA 125, Ta mitku ABEI 3 iHLUMMK MOHOKMOHaNbHUMK aHTUTINAamMn 4o
CA 125 peTenbHO nepeMmillyloTbCsl, BiAOYBaETbCA peakuis 3 YTBOPEHHSIM KOMMIIEKCIB 3a TUMOM CeHABiva, a micna Hei— iHkybyBaHHsA. [licna ocamkeHHs B
MarHiTHOMY nofi 3NMBaETbCA CynepHaTaHT i BUKOHYETLCS LMK BigMmBaHHS. [icns uboro Aopatotbea ctapTepu 102 ansa 3anycky XeMintoMiHeCLIEHTHOI peakuii.
IHTEHCMBHICTb CBITNOBOrO CUrHany BUMIPOETLCS (DOTOENEKTPOHHUM MOMHOXYBa4YeM Yy BiJHOCHMX CBITNOBMX ogunHuusax (BCO) i € nponopuiiHoo A0 KOHUeHTpauii
CA 125y 3pasky.

l PEATEHTU

Cknap Habopy

Komnonentn | Onme 100 tectiBy | 50 TtectiBy | 30 TecTiBY

Habopi Habopi Habopi
MarHiTHi MarHiTHi mikpocchepu, BKpUTI MOHOKIOHaNbHUMK aHTuTinammn go CA 125 (npubnmsHo
mikpocdepu | 8,00 mkr/mn (ug/mL)) y HaTpin-pocdaTHomy BycepHomy posumHi, NaN; (<0,1 %). 2,5 mn (m) 1.5mn (ml) | 1,0 mn (ml)
Kani6paTop

AHTUreH CA 125 y HM3bKih KOHLEHTpaLii B HaTpiin-pocaTHoMy 6ydepHOMY po3umHi,

H.usbxoro NaNs (<0.1 %). 1,0 mn (mL) 1,0 mn (mL) | 1,0 mn (mL)
piBHA

Kani6paTop - - .

BUCOKOFO AHTUreH CA 125 y BUCOKI KOHLeHTpaUii B HaTpin-dpoccaTHomy 6ydepHOMY po3umHi, 1,0 n (mL) 1.0 mn (mL) | 1,0 wn (mL)
plBHA NaNj3 (<0,1 %).

Bydep Hatpin-cpocdatHuin 6ycbeprnit posdmnH, NaN;z (<0,1 %). 10,5mn (mL) | 6,0 mn (mL) | 3,9 mn (mL)
MiTtka ABEI 3 MmoHOKnoHaneH1M aHtutinom go CA 125 (npmbnusHo 0,167 mkr/mn

Mirka ABEI (ug/mL)) y HaTpin-cpocchaTHomy 6ydepHomy posumHi, NaN3 (<0,1 %). 7.5 mn (mL) 4.5mn(mL) | 3,0 mn (mL)
AHTUreH CA 125 y Hu3bkil koHueHTpauii (30,0 og/mn (U/mL)) y HaTpin-chochaTHoMy

KoHnTponb 1 6ychepHOMy poaumHi, NaNs (<0,1 %). 1,0 mn (mL) 1,0mn (mL) | 1,0 mn (mL)

KoHTpons 2 AHTUreH CA 125 y Bucokin koHueHTpauii (100 oa/mn (U/mL)) y HaTpin-pocaTHOMY 1,0 n (mL) 1.0 mn (mL) | 1,0 wn (mL)

6ydepHomy po3umHi, NaN; (<0,1 %).

Yci peareHT HagalTbCsl B TOTOBOMY A0 BUKOPWUCTaHHS CTaHi.

MonepeaXeHHA i 3acTepexxeHHsA

e [lpusHaveHo Ang AiarHoCTUKK in vitro.

Jlnwe anst npodecinHOro BUKOPUCTaHHS.

BxuBaiiTe 3BM4aiiHNX 3aCTepexHNX 3axofis, 060B’A3koBUX Nig Yac poboTu 3 ycima nabopaTopHUMK peareHTamu.

Cnig yxvBaTu BignoBiAHMX 0COBUCTMX 3acTepexHUX 3axodiB AN YHUKHEHHSI KOHTaKTy Oyab-sIKMX YacTuH Tina 3i 3paskamu, peareHTaMu Ta KOHTPONMbHUMM

3paskamu 1 JOTPUMYBaTUCS MICLLEBMX BUMOT LLOA0 POBOTH Nif Yac TECTYBaHHS.

3anopykoto OTPMMaHHs AOCTOBIPHMX pe3ynbTaTiB € JOCKOHANe BOMOAIHHS TEXHIKOK aHanidy 1 YiTke JOTPMMaHHS IHCTPYKLiA, HaBeAeHWX Ha BKNaAuLLi yNakoBKU.

He BuKkopucToByiTe Habip nicns 3akiHYeHHs CTPOKY NPUMAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL.

He BMKOPUCTOBYINTE KOMMOHEHTM 3 Pi3HMX NapTi abo BiA Pi3HWX peareHTiB 04HOYaCHO.

YHuKaiiTe YTBOPEHHS NiHU B yCiX peareHTax i npenapartax (3paskax, kanibparopax i KOHTPOMbHMX 3pa3kax).

Yci Bigxoau GionoridHnx 3paskiB, GionoriYHMX peareHTiB i BUTPATHUX MaTepianis, WO BUKOPUCTOBYIOTLCA ANst NPOBEAEHHS TECTY, CNif BBaXaTu MOTEHUiHO

iHchbikoBaHMMK 11 yTUMi3yBaTH iX BIAMOBIAHO 4O BUMOT MICLEEBUX HOPM.

e |len Bupi6 MicTUTb a3ung HaTpito. A3na HaTpit0 MOXe BCTYNaTu B peakLito 3i CBMHLEM Y MigHUMU enlemeHTaMu TpybonpoBogie, yTBoptoloun BUGyxoHebe3neyHi
asvgm meTtanis. Micna ytunisauii cnig npomuTy TpyGW BENMKOHO KinbkicTio Boan, abu 3anobirtv yTBOpeHHto BiaknafaeHs asuais. JoaaTkoy iHchopmaLio MoxHa
3HaNTK B nacnopTtax 6e3nekn NpoaykTy, siki HAAATLCA Ha BUMOTY NPodeCiNHUX KOPUCTYBaYiB.

MpumiTtka. Mpo Gyab-ski ceprosHi iHUMAEHTU, NOB’sI3aHi 3 NpUCTpoeM, cnif noeigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXXeHUX NPeACTaBHWKIB, @ TAKOX KOMMETEHTHI OpraHu BaLloi KpaiHu.

NMoBoaXeHHA 3 peareHTaMu

e |llo6 He gonycTUTK 3abpyaHEHHs!, NOTPIOHO BAsIraTU YACTI pykaBu4dKkK Mg Yac pobotn 3 Habopom peareHTiB i 3paskamu. IMig Yac poboTn 3 Habopom peareHTiB cnif
3aMiHUTY PYKaBWYKU, SIKi KOHTaKTYBanu 3i 3pa3kamu, Ha YMCTi, OCKiNbKM NMOTPaNsHHS MaTepiany 3paska MoXe Npu3BecTy [0 OTPUMaHHS HEQOCTOBIPHUX Pe3yNbTaTiB.

® He BukopucTOBYyNTE AedekTHi Habopu, 3okpema Habopu 3 NOPYLLUEHO rEPMETUYHICTIO YLLiNbHIOBaNbHOI NNiBKW, KanamyTHMUW peareHTamu, HasiBHICTIO ocagy
B peareHTax (3a BUHATKOM MarHiTH1X mikpocdep) abo Habopu, KOHTPONbHI NOKa3HUKK SIKMX HEOAHOPAa30BO BUXOAMNM 32 MeXi AONYCTUMOro AianasoHy. AKLWOo
Habip € nedekTHUM, 3BepHiTbCs A0 kKoMnaHii Snibe abo ii odiuiHoro gucTpub’ioTopa.

e AGWU YHWKHYTWM BUMApPOBYBaHHS PIiAVHU 3 BIOKPUTUX HabopiB peareHTiB Y XONMOAUSIbHUKY, PEKOMEHAOBAHO 3anevyaTtaTtyt BiAKpUTi HaGopu repmeTusyoyoto
NniBKOM, L0 MOCTA4YaeTbCA Pa3oM 3 YNaKoBKOK. YLUiNbHIOBanbHa niiBka € O4HOPa30BO; A03aMOBUTK ii MOXHa B komnaii Snibe abo i odiuinHmx
anctpub’oTopis.

® |3 4acom Ha NpoKNafLji MOXyTb HAKOMUYYBaTUCA BUCOXIi 3anuULLKX PigvH. 3a3Bryal BOHW SBNsiOTb COBOI0 CONMbOBUIA OCaA, i He BNMBAKOTL Ha pesyrbTaT aHanisy.

® BuKOpUCTOBYWTE BIAKPUTUI BNOK peareHTiB B 04HOMY aHaniaTtopi.
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IHCTpYKLUif i3 3aCTOCYBaHHSA

® |HCTPYKLUi LLOAO NepemillyBaHHA MarHiTHUX Mikpocdep HaBedeHo B pO3Aini LibOro BKknaauLla, NpucBAYeHoMY MiaroToBLi peareHTiB.

e [loaaTkoBy iHcbopmaLlito NPo NOBOAXKEHHS 3 peareHTamu Mif Yac BUKOPUCTaHHS CUCTEMU HAaBeAEHO B iIHCTPYKLUIT 3 BUKOPUCTaHHS aHaniaTopa.
36epiraHHA Ta cTabinbHicTb

e He 3amopoxyiiTe 6110k peareHTiB.

e 36epiranTte Habip peareHTiB y BEpTMKanbHOMY MOMOXeEHHI, Wo6 3abe3neunTi NoBHY AOCTYMNHICTb MarHiTHUX Mikpocdep.

e bepexiTb Big NPAMUX COHAYHNX MPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLUeHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asiBNEHOro TepMiHy NpuaaTHoCTi
Y BigkpuUTOMY CTaHi npu Temnepatypi 2-8 °C 6 TUXHIB
YcepenuHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbLHUX 3pa3KiB

Y HenopyLUeHin ynakosui npu Temnepatypi 2—8 °C [0 KiHUS 3a8BNEHOro TepMiHy NpUAaTHOCTI
Y BigkpuTOMy CcTaHi npu Temnepatypi 2-8 °C 6 TUXHIB

Y BigkpuTOMy cTaHi npu Temnepatypi 15-25 °C 6 roguH

Y 3aMopoxxeHoMy cTaHi npu TemnepaTypi —20 °C 3 micsaui

KinbKiCTb LMKNIB 3aMOPOXYBaHHSA I PO3MOPOXKYBaHHS He Ginblwe 3 pasiB

l 36IP | NIAFOTOBKA 3PA3KIB
Tunu 3paskiB
JInwe 3a3HayeHi Hx4Ye 3pasku NPOMLLIIM BUNPODOYBaHHS Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3paskiB MpoGipku ans 36upaHHA 3pa3kiB
CupoBartka Mpobipkn 6e3 goaaTkoBMX / 4OMOMIKHUX PeYOBUMH abo Npobipky 3 akTMBAaTOPOM 3ropTaHHs abo renem Ta akTMBaTopoM 3ropTaHHs
Mnasma EOTA-K2

e 3asHaueHi Tnu 3paskiB TecTyBanucs 3 npobipkamu Ansi 36upaHHsa 3paskiB, siki 6Ny AOCTYMNHI HA PUHKY HA MOMEHT TeCTYBaHHs1, To6To Byno npoTecToBaHO He
BCi AOCTYMNHi Npobipku Bif ycix BUpoGHUKIB. CUCTEMM 306MpaHHSA 3paskiB Pi3HNX BUPOBHUKIB MOXYTb MICTUTMW PisHi MaTepianu, siki B Aeskux BUNagkax MoxyTb
BMNMBATK Ha pe3ynbTaTtu TecTiB. Mig Yac BUKOpUCTaHHsS Npobipok Ans 36upaHHs 3paskiB cnig HeyXubHO 4OTPUMYBaTUCS BKa3iBOK BUPOOHWMKIB NPoBipok.

CraH 3pa3kiB

e He BuKOpWCTOBYITE NpenapaTy 3 TENOBOIO iHAKTMBALEI, HAAMIPHO reMoni3oBaHi 3pasku, 3pasku 3 HagMipHO rinepninigemMieto Ta 3pasku, ski MalTb SBHI
03HaKu MIKPOGHOro 3abpyAHEHHS.

e [lepL HiXX NOYMHATU LEHTPUdYryBaHHS, NepekoHanTecs, Lo NpoLec Koarynsuii B cCMpoBaTLi NOBHICTIO 3aBepLunBcs. [eski 3pasku cupoBaTku, 0cobnmMBo B3ATI
B MauieHTiB, WO NpUAMaoTb aHTMKoarynsHTM abo TpoMBoniTukM, MoXyTb noTpebyBaTtu Ginblue Yacy Ansa koarynsuii. AKWOo noyatn ueHTpudyryBaHHsa 0o
NOBHOT Koarynsuii, NPUCYTHICTb hibpuHY B 3pa3ky CMPOBAaTKM MOXe NMPU3BECTU A0 OTPMMAHHSA XMBHWUX pe3ynbTaTis.

e 3pasku He MatoTb MICTUTU PiGpKH abo iHLWI TBEpAi AOMILLKM.

e BukopuctoByiiTe ofgHOPa30Bi NineTkv abo KiHYMKKM NINeTOK, Wo6 YHUKHYTN NepexpecHoro 3abpyaHeHHs!.

MiaroTroBka Ao aHanisy

e Yci 3pa3ku NoTpibHO NepeBipATU Ha HasBHICTb NiHW. MNepen noyaTkoM aHanisy NiHy cnig BMAANWTK 3a AOMOMOrol nabopaTopHoi nanuyku. BukopuctoByiite
ANS KOXHOrO 3pa3Ky HOBY Nanuyky, abu YHUKHYTU NepexpecHoro 3abpyaHeHHs.

* [lepen nepemilyBaHHAM 3aMOPOXEHi 3pa3ku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3amMOpOoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKin
LWBMAKOCTI abo LWwnsaxom obGepexHoro nepeBepTaHHs. BukoHanTe BidyanbHWI KOHTPOSb 3paskiB. Y pasi BUSIBNEHHS cTpaTudikauii Yu posliapyBaHHs
nepemillanTe 3pasku, JOKM BOHU He CTaHyTb BidyarlbHO OAHOPIAHUMU. AKLLO 3pa3ku He Byno nepemillaHo HanexXHUM YMHOM, OTpUMaHi pesynbTaTi MOXYTb
6yTN HeOCTOBIPHUMU.

e 3pasku He NOBUHHI MICTUTK (DIGPUH, EPUTPOLLUTI 1 iHLLI TBEPAi AOMILLKM. 3pa3ku, WO BiANOBIAATb Ll yMOBI, 3aaTHi 3a6e3ne4nT HaginHi pedynstaTtu; nepes
TEeCTyBaHHSAM iX HeOOXigHO LeHTpudyryBaTi. OunileHnin 3pasok Chig NepeHecTy 4o BCTaBKM Asi 3pa3kiB abo B 4ONOMiKHY NPoBGipKy Ans TecTyBaHHs. Y pasi
BUKOPUCTaHHS LIeHTpUdpyroBaHmx 3paskis i3 NinigHUM LWapoM NepeHocuTM Chig nnLle oYunLLeHnid 3pa3ok 6e3 ninemiyHoro matepiany.

e O06’eM 3paska, NOTPIOHMI ANA 04HOPA30BOro BU3HAYEHHS B LIbOMY TECTI, CTaHOBUTb 15 MKkn (UL).

36epiraHHsa 3pa3kiB

3pasku, oumLLeHi Big po3aintoBaya, epuTPoLUTIB i 3rycTkiB, MOXyTb 36epiratucs go 24 roguH npu temnepatypi 15-25 °C, oo 7 gHie npu Temnepatypi 2-8 °C abo

00 3 micauiB y 3aMOpoXXeHOMY cTaHi npu Temnepatypi —20 °C um HUX4il. 3aMOpOXKeHi 3pasku NpUAATHI 40 BUKOPUCTaHHS, SIKLLO BOHW 3a3Hanw He GinbLue 3 uuknis

3aMOPOXYBaHHSA 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka N MapKyBaHHSI 3pa3kiB MaloTb BiAMoBi4aTV 3aCTOCOBHWM BMMOram MICLLEBOro 3aKOHOAABCTBA LLIOAO TPaHCMOPTYBaHHS KMiHIYHUX 3paskiB Ta
iH(bikoBaHMX PEYOBUH.

e [lepeBuLLyBaTh HaBeAEHI BULLE OOMEXEHHS Lwoao 36epiraHHs 3a6opoHEHO.

Po3BeaeHHs 3pa3kiB

e 3pasku, y fkux KoHueHTpauis CA 125 BuxoauTb 3a Mexi diana3oHy aHaniTM4HOro BMMIPHOBAHHS, MOXHA PO3BECTM, BUKOPUCTOBYOYM MPOLEAYPY PY4HOro
pos3BeaeHHs. PekomeHgoBaHa nponopuis po3eeaeHHs ctaHoBUTL 1:5. KoHueHTpauis po3segeHoro npenapaTty mae nepesuysati 1000 og/mn (U/mL).

e [licnsi po3BeaeHHs BPYYHY NOTPIGHO MOMHOXUTY pe3ynbTaT Ha KoedilieHT po3BeAeHHS.

® BukopucTOBYyWTE BiAnoBiaHI po3pimkyBadi abo 3BepHiTbCA 40 KoMMNaHii Snibe 3a koHCynbTaljieo nepes BUKOHAHHAM PO3BEAEHHS BPYYHY.

l NPOLEAYPA

HapaHi maTtepianu

AHanis Ha CA 125 (IXJTA), eTUKeTKM 3i LUTPUX-KOAAMU KOHTPOITbHUX 3paskiB.

Heo6xigHi maTepianu, Aki He BXOAATb [0 KOMMNJIEKTY NOCTaYaHHA

e 3aranbHe nabopaTtopHe obnagHaHHs.

e [loBHIiCTIO aBTOMATUYHWIA XEMINOMIHECLIEHTHUIA iMyHoaHanizaTop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerpoBaHri cuctemu Biolumi 8000 Ta Biolumi CX8.

e [logaTkoBi akcecyapw, NOTPIOHi Ans 3a3HayYeHVX BULLLE aHani3aTopis, BKMIOYAOTb peakuiiHuin Moaynb, ctapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIIOBY
npoby, HAaKOHEYHUK i peakuiiiHy BCcTaBky. [Mepenik KOHKPETHMX akcecyapiB i XapakTEPUCTUKWN akcecyapiB ANs KOXHOI MOAEMi MOXHa 3HaWTW B iHCTPYKLUIi 3
BMKOPWUCTaHHS Bi4NOBIAHOro aHanisaTopa.

e [1ns OTpUMaHHsi JOCTOBIPHUX pe3ynbTaTiB TECTY BUKOPUCTOBYWTE akcecyapu, pekoMeHA0BaHi komnaHieto Snibe.

Mpoueaypa aHanisy

MigroToBka peareHTiB

e BuTaritb Habip peareHTiB i3 ynakoBku 1 ornsiHbTE BiACikvu 6roka peareHTiB i 30Kpema YyLUinbHIBarnbHy NiiBKy Ha HasBHICTb BUTOKIB. SIKLLO O3HAK BUTOKIB He
BUSIBNEHO, 06EPEXHO 3HIMITb YLLiNbHIOBANbHY NMiBKY.

e BigkpuiiTe ABepLUSATa 30HU peareHTiB; TpMManTe pyyky Habopy Takum YnHoM, Wwob RFID-miTka 6yna nopyu i3 4yTnuBoto 3oHot0 ckaHepa RFID-miTok (npubnusHo
2 c¢); cuctema nofacTb 3BYKOBWUI CUrHar; OAWH 3BYKOBWI CUTHAM O3HaYae, Lo peareHT YCniLlHO po3ni3HaHo.

® Tpumatoum peareHT BepTUKanbHO, BCTABTE NOro Y BiflbHY AOPDKKY ANA peareHTiB.

® [lepesipTe, Yn NpaBunbHO BigobpaxaeTbes iHopMaLisi Npo peareHT y NporpaMHOMy iHTepdeNnci; SKLWO Le He Tak, NOBTOPITb ABa 3a3HayYeHi BULLE KPOKW.

e PecycneH3yBaHHS MarHiTHUX Mikpocdep BigbyBaeTbCsl aBTOMATUYHO MICNs 3aBaHTaXeHHst Habopy, Ynum 3abe3nevyeTbCcst NOBHE PIBHOMIPHE BiAHOBIEHHS
cycneHsii nepeq BUKOPUCTAHHSAM.
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KanibpyBaHHsi aHanisy

e BubepiTb TecT AnsA kanibpyBaHHS Ta BMKOHaWTe onepawitio kanibpyBaHHS Ha ekpaHi 30HWM peareHTiB. [loknagHiwy iHopmMauilo Npo BNOpsSAKYBaHHS AaHWUX
KanibpyBaHHS AMB. Y NPUCBAYEHOMY KanibpyBaHHIO po3aini iIHCTPYKLT 3 BAKOPUCTaHHSA aHanisaTtopa.

e BukoHaliTe NOBTOPHe KanibpyBaHHs 3 JOTPUMaHHSAM iHTepBany, 3a3Ha4eHoro B LibOMY BKNaauLLi.

KoHTponb sikocTi

e Y pasi BUKopuUCTaHHs HOBOI napTii nepesipTe abo 3MiHiTb AaHi KOHTPOSIO SIKOCTI.

® BukoHaWTe 34MTyBaHHS LUTPUX-KOQY KOHTPOSO SKOCTi, BUOEpiTh BiANOBIAHI AaHi KOHTPOMO SIKOCTi Ta BUKOHAWTe TecTyBaHHSA. [oknagHiwy iHdpopmaliio npo
BMOpAAKYBaHHSA 3paskiB AN KOHTPOO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIO SIKOCTi PO34ini iHCTPYKLT 3 BUKOPUCTaHHA aHanisaTopa.

TecTyBaHHSs 3paskiB

e [licns ycnilwHOro 3aBaHTaXeHHs 3paska BMOepiTb Lel 3pa3ok Ha ekpaHi, 3MiHiTb napameTpu aHaniy Ans 3paska, sikuid Tpeba TecTyBaTtw, i BUKOHaWTe
TecTyBaHHS. [loknagHiwy iHdopmaLito Npo BNOpsiAKyBaHHSA B3STUX Y NalieHTa 3paskiB AUB. y MPUCBAYEHOMY BNOPSIAKYBAHHIO NpenapartiB po3aini iHCTpykuii 3
BMKOPUCTaHHSA aHanisaTopa.

[nsi oTpUMaHHa MakcumanbHO epeKTUBHUX pe3ynbTaTiB MOTPIGHO TOYHO AOTPUMYBATUCH IHCTPYKLIT 3 BUKOPUCTaHHSI aHanisaTopa.

Kani6pyBaHHs

BigcTexeHHsi: Lew meTtog 6yno cTaHAapTU30BaHO LUMISIXOM MOPIBHSHHSA 3 PEYOBMHOI0, LLIO BUKOPUCTOBYETLCSI koMnaHieto SNIBE Ansi BHYTPiLLHBOrO KOHTPOIHO SIKOCTI.

3acTocyBaHHs cneuianbHO NpusHaveHux kanibpaTopis 4ae 3Mory ckopuryBaTtu peepeHcHy KpuBy 3a 4ONOMOro 3adhikCoBaHMX 3HaYeHb BiAHOCHUX CBITIOBUX

oaunHuupe (BCO).

MoBTOpHE KanibpyBaHHsi pEKOMEHA0BaHeE:!

e y pasi nepexogy Ha HOBY napTito peareHTiB abo ctapTepis 1+2;

® KOXHi 28 fHiB;

® nicns cepBiCHOro obcnyroByBaHHsi aHanisaTopa;

®  SKLLO MOKa3HWKN KOHTPOMNbHUX 3pas3kiB BUXOAATL 32 MeXi BCTAHOBIIEHOrO Aiana3oHy.

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOIIO AKOCTI AN LbOro TECTY PeKOMEHA0BAHO BUKOPUCTOBYBATU KOHTPONbHI 3pa3ku; Ans nepesipku epeKTUBHOCTI TECTIB KOHTPOb

Cnif NPOBOAMTY 3 OAHUM MOBTOPEHHSIM. 3aranbHi pekoMeHaaLli WoAo KOHTPOIKO SIKOCTi MOXHA 3HalTU B onyOnikoBaHWX iHCTPYKLisSX, HaNpuKnag y pekomeHaauisx

C24 IHcTuTYTy KniHiYHKX | naGopaTopHux cTaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a60 iHLwmx®.

KoHTponb SKOCTi pekoMeHZ0BaHO 34iiCHIOBaTK pa3 Ha AeHb BUKOPUCTaHHst abo 3rigHO 3 BUMOramu MicLEBMUX HOPM, BUMOraMu cepTudikauii Ta npouenypamu

KOHTPOStO SKOCTi Bawoi nabopaTopii. KoHTponb SKocTi MoxHa 3A4iicHioBaTH 3a gonomMoroto Tecty Ha CA 125:

® nicns KOXHOro kanibpysaHHsA Habopy;

® y pasi nepexogy Ha HOBY napTito ctapTepiB 1+2 abo KOHUEHTPaTy ANsi NPOMUBAHHS.

KoHTponbHi 3pa3ku npusHaveHi nuwe ans cuctem MAGLUMI Ta Biolumi 1 BUKOPUCTOBYHOTLCS NULLE 3 BiANOBIAHMMI peareHTamu, Wo MaroTb Taki cami no4aTkoBi

cim umndpp Homepa MAPTII. KoxeH LinboBuWit NOKasHWK | AianasoH HaBeaeHo Ha eTUKeTL.

Mepen BUKOPUCTAHHSM iHLUMX KOHTPOMbHUX 3paskiB Chig, OLIHUTK iXHIO CYMICHICTb i3 LuM TecToM. Cnig yCTaHOBUTU BIiAMNOBiAHI Aiana3oHy 3HayeHb ANst BCiX

BMKOPUCTOBYBAHUX MaTepianiB KOHTPOIO AKOCTi.

KoHTponbHi nokasHuku matoTb ByT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLO OAMWH i3 KOHTPOSIbHUX MOKA3HWKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3oHy,

cnig BUKOHaTW MNOBTOPHE kanibpyBaHHSA Ta NOBTOPHE TECTYBaHHA KOHTPObHMX 3pas3kiB. SAKLO KOHTPOIbHI NOKa3HWKW, OTPMMaHIi NiCnsa yChilHOro kanibpyBaHHs,

cTabinbHO BUXOASATL 38 MEXi BU3HAYEHMX Aiana3oHiB, pesynbTaTi TECTYBaHHS NaLiEHTIB He Cnif AOKYMEHTYBATW; KpiM TOro, chia:

® MepeBipuTU, YY1 HEe CNMB TEPMiH NPUAATHOCTI MaTepianis;

® nepekoHaTucs, LWo 6yno NpoBeAeHO NMaHOBE TeXHIYHE 06CMNYroByBaHHS;

® YNEeBHUTUCS, LLIO TECT 3AIACHIOBABCS i3 AOTPMMAHHAM iHCTPYKLA, HABEAEHUX Ha BKNaAMLLI YNaKoBKW;

® 3a notpebu 3BepTaiiTecs no gonomory Ao komnaHii Snibe abo i ogiLinHUX AMCTpPUG IoTOPIB.

AKLO KOHTPOMBHKX 3paskiB y Habopi HeJOCTaTHLO ANS BUKOPUCTaHHSA, 3aMoBnsanTe gogaTkosi koHTponi CA 125 (IXNA) (REF: 160201218MT) y komnaHii Snibe

abo ii odiLinHMX gnucTpunb’oTopiB.

0 PE3YNIbTATU

Po3paxyHok

AHanizaTop aBTOMaTM4HO po3paxoBye koHueHTpauito CA 125 y KOXHOMy 3pa3Ky Ha OCHOBI kanibpyBanbHOi KpuBOi, sika OyayeTbcs 3a MEeToaoM 2-TOYKOBOMO

kanibpyBaHHs pedepeHcHoT kpuBoi. OgnHuLeto BUMiptoBaHHs € og/mn (U/mL). foknagHiwy iHbopMaLito MoxHa 3HaiTy B iHCTPYKLT 3 BUKOPUCTaHHS aHanisatopa.

IHTepnpeTauis pe3ynbTaTiB

Micnsa obcTexeHHa 518 kniHivHO 300poBux 0ci6 y Kutai 6yno BusHayeHo gonyctumi Hopmu Ans TecTiB Ha CA 125, 3HaYeHHS SKUX HaBEeAEHO HUXYE:

<35 og/mn (U/mL) (95-1 nepueHTUnb).

MoxnuBi po3bixkHOCTi B pe3ynbTaTtax pisHux nabopaTopii, Lo MOSICHIETLCSA BiAMIHHOCTSIMU B CKnagi nonynsuii Ta MeToamkax AocnigxeHHs. PekomeHaoBaHo B

KOXHil nabopaTtopii BU3HauMT1 BNacHuii pedepeHTHUIN iHTepBan.

ll OBMEXEHHA

e PesynbTaTv TECTY Cnig po3rnagaTt B KOHTEKCTI iCTOpii XBOPOOU, AaHMX KMiHIYHOrO 06CTEXEHHS NauieHTa i iHLWWX gaHUX.

e Ao pesynbTath TecTiB Ha CA 125 He BigNOBiAalOTh KNIHIYHUM AaHUM, NS iX NiATBEPOKEHHS! HEOOXIAHO BUKOHATW A0AATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Big NauieHTiB, siki npuiMany npenapat MyuwaYmx MOHOKIOHaNbHUX aHTUTIN i3 METO AiarHOCTUKM YK fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTMMmwavi aHTutina (HAMA). Y pasi TecTyBaHHS Takux 3paskiB i3 BUKOPUCTaHHAM HabopiB Anst aHani3y, Lo MiCTATb MULLAYi MOHOKIMOHAINbHI aHTUTINa, MoXHa
oTpMMaTh XMGHO niaBuLLEeHi abo 3HVKeHi pe3ynbtaTti’ 8. [Ina BU3HaYeHHs diarHo3y Moxe 3HagobuTucs godartkosa iHopmauis.

e [eTepodinbHi aHTUTINA B CMPOBATLi KPOBI NOAVHM MOXYTb BCTYNaT B peakuilo 3 iMyHOrnobyniHaMmu peareHTiB, BNNMBaYM Ha pe3ynbTaT iMyHoaHanisis
in vitro. Y nauieHTiB, SKi perynsipHo KOHTaKTyloTb i3 TBapuHamu abo npoayKkTamu cMpoBaTKv KPOBi TBAPUH, iCHYE PU3WK Takoi iHTepdepeHLii, BHacnigoKk Yoro
MOXYTb CNOCTepiraTucsi aHomMarsbHi Nokas3HUKmS.

e bBakTepianbHe 3apaxeHHst abo TennoBa iHaKTMBaLiA 3pa3kiB MOXe CNOTBOPUTY pe3ynbTaTu AOCHIAXKEHHS.

H CNELUM®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y ubomy po3aini HaBeAeHi penpeseHTaTUBHI xapaKTepucTukM. PesynbTaT, oTpuMaHi pisHnMu nabopatopisiMv, MOXyYTb BiApPi3HATUCS.

TouHicTb

ToyHiCTb BM3Hayanacsa 3a AOMNOMOrol TecTy, npenapaTiB i KOHTPONMbHUX 3pa3kiB 3a npoTokonom (EP05-A3) IHCTUTYTY kniHiYHMX | NnabopaTopHUX CTaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y ABOX okpemux napanenbHux BUNPOBYBaHHAX LWOAHS NPOTSAroM 5 OHIB Yy TPbOX Pi3HUX LEeHTpax 3

BMKOPUCTaHHSIM TPbOX NnapTii Habopis peareHTis (n = 180). Byno oTpvmaHo 3a3HayeHi HUx4e pesynbTaTu.

Y Mexax BUNpobyBaHHsA Mix BUNnpo6yBaHHAMM BiaTBoptoBaHicTb
3pasok oncl::ze(ﬂ;:;L) Crann. % koedp CTtaHa. Biax CTaHa. Bigx.
. o . . .y . ay
(n = 180) B'”(’l‘j;rzf;"'" Bap. oa/mn (UimL) | 7oXoed-Bap- | s (UimL) % Koed. Bap.

Myn i3 cupoaTkoto 1 35,203 1,425 4,05 0,919 2,61 1,926 5,47
Myn i3 cuposaTkoto 2 494,195 17,668 3,58 12,781 2,59 28,241 5,71
Myn i3 cuposaTkoto 3 2950,796 96,272 3,26 39,973 1,35 126,259 4,28
Myn i3 nnaamoto 1 35,066 1,383 3,94 0,636 1,81 1,765 5,03
Myn i3 nnasmoto 2 491,197 17,819 3,63 10,080 2,05 26,723 5,44
Myn i3 nnasmoto 3 2981,842 78,202 2,62 60,593 2,03 111,327 3,73
KoHTpornb 1 30,185 1,161 3,85 0,869 2,88 1,663 5,51
KoHTponb 2 98,021 3,539 3,61 1,833 1,87 5,354 5,46
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IHCTpYKLUif i3 3aCTOCYBaHHSA

Liana3oH niHinHocTi

2,00-5000 op/mn (U/mL) (Bu3HaYaETbCS 32 MeXel0 KiflbKiCHOT OLiHKM Ta MakCMMYMOM pedepeHCHOT KpMBOI).

IHTepBan peecTpauii

1,20-25 000 oa/mn (U/mL) (BU3HaYaETLCA 3a MEXEID BUSIBIIEHHSA Ta MaKCUMyMOM pedepeHCHOI KPUBOI, MOMHOXEHUM Ha PEKOMEHA0BaHy NPOMOpLiito PO3BEAEHHS).
AHaniTuyHa YyyTnUuBICcTb

Mexa xonoctoi npo6u = 0,600 oa/mn (U/mL).

Mexa BusienenHs = 1,20 oa/mn (U/mL).

Mexa kinbkicHoi ouiHku = 2,00 oa/mn (U/mL).

AHaniTnyHa cneumdiyHicTb

IHTepdepeHLin

IHTepdhepeHLis BU3Havanacs 3a 4ONoMOroo TeCTy; 40 TPbOX 3paskiB i3 Pi3HO KOHLEHTPALiel0 aHanisaoBaHOro KOMMNOHEHTa 4o4aBanmcst Pe4OBUHM, NOTEHLIAHO 3AaTHI
CNPUYMHUTY eHaoreHHy abo ek3oreHHy iHTepdepeHLuito, 3a npoTtokonom (EP7-A2) IHcTutyTy kniHivHuX i nabopatopHux ctaHgapTis (Clinical and Laboratory Standards
Institute, CLSI). Moxnbka BUMIipiB AN pe4OBWH, 30aTHUX CIPUYUHUTY iHTepdepeHLito, He nepesuLlye +10 %. Byno oTpumaHo 3a3HayeHi Hukye pesynbTaTu.

IHTepdhepeHuin Makc. piBeHb BiAaCYyTHOCTI BNNUBY IHTepdepeHLin Makc. piBeHb BiACYTHOCTi BNNUBY
Binipy6iH 66 mr/gn (mg/dL) LincnnatuH 165 mkr/mn (pug/mL)
emorno6iH 3200 mr/gn (mg/dL) MeTtoTpekcat 450 mkr/mn (ug/mL)
IHTpaninig 2000 mr/gn (mg/dL) 5-conioopoypaumn 360 mkr/mn (ug/mL)
JTioaceki aHTMMULWAYE aHTUTINa )
(HAMA) 40 Hr/mn (ng/mL) Maknitakcen 3,5 Hr/mn (ng/mL)
PeBmartoigHuii daktop 1500 MO/mn (IU/mL) BiHGnacTtuHy cynbdat 1,5 mkr/mn (ug/mL)

6 (curHan / KpUTUYHE 3HaYeHHst), . .
AAA BUCOKONOSUTHUBHMIA [Hokcopy6iunH rigpoxnopua 50 mkr/mn (pg/mL)
Linknodocdamigy moHorigpat 500 mkr/mn (ug/mL) Mitomiumn C 60 mkr/mn (ug/mL)
TamokcndeH 60 mkr/mn (ug/mL)

M 1

Kap6onnatuH 500 mxkr/mn (ug/mL) erectpon 0 mikr/wn (kg/mL)

MepexpecHa peakTUBHICTb

[NepexpecHa peakTMBHICTb BU3Ha4anacs 3a JOMOMOrol TeCTy; A0 TPbOX 3pa3kiB i3 Pi3HOK KOHLEHTpaLieo aHanisaoBaHoro KOMMoHeHTa AoAasanvcs NOTEHUiNHI
nepexpecHi peareHTu 3a npotokonom (EP7-A2) IHcTuTyTy KniHiuHmx i nabopaTtopHux ctaHgapTis (Clinical and Laboratory Standards Institute, CLSI). Moxnbka
BMMIPIB AN PEYOBUH, 34aTHUX CPUMUHUTY iHTepdepeHLito, He nepeBullye £+10 %. Byno oTpMmaHo 3a3HayeHi Hk4e pesynbTaTu.

MepexpecHuit peareHT Makc. piBeHb BigcyTHocTi BnnuBy | lMepexpecHui peareHT Makc. piBeHb BifCYTHOCTI BNNUBY
CA 199 5000 oa/mn (U/mL) CA72-4 500 oa/mn (U/mL)
CA 15-3 1000 oa/mn (U/mL) CA 242 200 oa/mn (U/mL)

MoHappo30BuUIA «XyK»-eheKkT y BUNagKy BUCOKUX KOHLIEHTpaLin

B ananizax Ha CA 125 noHapao30Buii «Xyk»-edeKT y BUNaaKy BUCOKUX KOHUeHTpauin go 50000 oa/mn (U/mL) He cnocTepirascs.

MopiBHAHHA MeTOOUK

MopiBHsAHHS aHanidy Ha CA 125 3 iHWKWM iMyHOSOriYHUM aHarni3om cepilHoro BUpoBHMULITBA NPoAEMOHCTPYBaso Taky kopensdito (B oa/mn (U/mL)):

KinbkicTb NpoTecToBaHux 3paskis: 372.

MopiBHsIHHS MmeTogom lMaciHra — Babnoka: y=1,0062x-0,2468, 1=0,964.

KoHueHTpauis B KniHiYHMX 3pa3kax cTaHoBuna Big 2,270 go 4708 og/mn (U/mL).
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IHCTpYKLUif i3 3aCTOCYBaHHSA
MAGLUMI® Ta Biolumi® € TOproBummn mapkamu komnanii Snibe. Yci iHLWi HaiMeHyBaHHS NPOAYKTIB | TOProBi Mapku Hanexatb BiANOBIAHUM BNiaCHUKaM.

LeHbwkeHb Hblo IHpacTpic Biomeaikan IHxuHipuHr Ko., Ilta.,
Ne23 [xiHkciy Eact Poag, Minrwan dictpikt, 518122, LeHb4YxeHb, Kutaicbka HapoaHa Pecny6nika
Ten.: +86 755 215 366 01 Pakc: +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 NpeAcTaBHUK B YKpaiHi:

TOB «Kpatia MegTexHika», Byn. barrosyTiBcbka, 17-21, 04107, M. KuiB, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnaTHO MOXYTb TenedoHyBaTh aboHeHTH ikcoBaHOro Ta MoGinbHOro TenetoHHOro 3B’13Ky 3 ByAb-SKOT TOYKM
Ykpainm).

EnekTtpoHHa nowTa: uarep@cratia.ua

[aTta ocTaHHbOro nepernsgy iHCTPYKLII i3 3acTocyBaHHs: kBiTeHb 2022 poky
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