IHCTpYKLif i3 3acTOCcyBaHHSA

Snibe

Diagnostic

130201039M:100 TecrTiB Yy Habopi
130601039M: 50 TecTiB y Habopi

c € il 130701039M: 30 i 6opi
MAGLUMI® ByrnesogHun aHtureH CA 242 (IXJ1A)

H NPU3HAYEHHSA

Habip gae amory BMKOHyBaTK iMyHOXEMIMIOMIHECLEHTHUIN aHani3 in vitro ans BU3Ha4veHHs kinbkicHoro Bmicty CA 242 B cupoBaTui Ta nnasmi KpoBi NioauHN 3a
[OMOMOrOI0 MOBHICTIO aBTOMaTUYHOIO XeMintoMiHecLeHTHOro iMyHoaHanisatopa cepii MAGLUMI n iHTerpoBaHoi cucTemn cepii Biolumi; Takox ui aHanis
BUKOPUCTOBYETLCS SIK AONOMiXKHWUIA 3acib nikyBaHHS 3MOSIKICHUX NMyXMMH LWNYHKOBO-KMLLKOBOIO TPaKTy (paKy NigLnyHKOBOT 3ar03u, KONopeKTarnbHOro paky TOLLO).
i cTucnui onuc

ByrnesoaHuii aHtureH 242 (CA 242) ynepwe 6ys BugineHuin y 1985 poui gocnigHukamu Lindholm, et al'. AHTureHHa getepmiHaHta aHTuTina CA 242 aensie
coboto cianboBaHy BYrMeBOAHY CTPYKTYpy, sika CropiAHeHa 3 MyXIMHHUMU Mapkepamu aHTureHamm CA 19-9 i CA 50, ane Bigpi3HAeTbCS Bif HUX 3@ CBOEIO
xiMiuyHot0 npupoaoto’-5.

Y GinbLiocTi 3nopoBux ntogeit piseHb CA 242 B cmpoBaTLi KpoBi € HU3bkuM. HeaHauHe niaBuLeHHs piBHa CA 242 cnocTepiraetbesl B NauieHTiB i3 40BposikicHUMN
3axBOpOBaHHAMKU. OgHak PisHMUS MK MOKa3HMKaMW MauieHTiB i3 AOOPOSIKICHUMU 3aXBOPIOBAHHAMWU W MOKa3HMKaMW 340POBUX MOAEN He € CTaTUCTUYHO
3HavyLo. 3HauvHe nigBuLLeHHs piBHA CA 242 crnocTepiraeTbCs B NALEHTIB i3 pakoM LUMYHKOBO-KWLLKOBOTO TPaKTy, 30Kpema pakom MiaLnyHKoBOi 3ano3un abo
KONopeKkTanbHNUM pakoM; KpiM TOro, BCTaHOBMeEHO, Lo piBeHb CA 242 kopentoe 3i CTafielo MyxnuMHW B MauieHTIB i3 pakom niaLUnyHKOBOI 3ano3n abo
KonopekTanbHUM pakom® 7. BctaHoBneHo, wo CA 242 e GinbLu HagiliHnm, Hixk CA 50 i CA 19-9, mapkepoM Ans AiarHoCTVKY paky MifLLTyHKOBOI 3ar03u, OCKINbKM
[06pOosIKiCHI 3aXBOPIOBAHHS MiALMTYHKOBOI 3an03u Ta 6ifliapHOro TpakTy CNpUUYUHAIOTL MigBuLLeHHs piBHs CA 242 pigwe, Hix pisHiB CA 19-9i CA 5046. CA242 ¢
NepcnekTMBHUM MYXMUHHAM MapKepoMm ANS BUSBMEHHSA ¥ NOAANbLIOr0 MOHITOPUHIY NaUieHTIB i3 KonopekTanbHUM pakoM, a koHTponb KEA i CA 242 moxe
36inbLUMTY YYTNMUBICTb TECTIB ANS PaHHIX CTadill KOMOPEKTanbHOro pakys.

0 NPMHUMN Qi TECTY

IMyHOXeMintoMiHeCLLIeHTHUIA aHani3 3a TUNOM CeHABiva.

3pa3sok, bydepHuii po3dmnH, MarHiTHi Mikpocdepu, BKpUTI MOHOKNOHanNbHMMK aHtutinamm o CA 242, peTenbHO nepemillyroTbesl, iHKyOyloTbC Ta NpoxoasTb
LMKN BiAMUBAHHSA NIiCNsi 0CafKeHHs1 B MarHiTHoMmy noni. Micnsi uboro gogaTbes MiTkn ABEI 3 iHLWMMK MOHOKMOHanbHMK aHTuTinamu go CA 242, BinbyBaeTtbes
peakuisi 3 yTBOPEHHSIM KOMMNSIEKCIB 3a TUMOM ceHABiva, a nicns Hel — iHkyOyBaHHS. IMicns ocamkeHHsi B MarHiTHOMY Noni 3NMBaeTbCsA CynepHaTaHT i BUKOHYETbCS
umkn BiaMmuBaHHs. [licna uporo gopjatoTbcs cTaptepu 1 i 2 Ana 3anycky XemintoMiHECLEHTHOI peakuii. |[HTEHCUBHICTb CBITNIOBOrO CUrHamy BUMIPHOETHCS
OTOENEKTPOHHMM NMOMHOXYBa4eM Yy BiHOCHMX CBiTNoBux oanHuusax (BCO) i € nponopuiiHoto Ao koHueHTpauii CA 242 y 3pasky.

 PEATEHTU

Cknap Habopy

KoMMOHeHTH Onue 100 TeCTI.B y | 50 Tecm? y | 30 'recTu.a y
Habopi Habopi Habopi
MarHiTHi MarHiTHi mikpocdepw, BKpUTi MOHOKNOHanNbHUMK aututinamv o CA 242 (npnbnusHo
Mikpocdpepum 8,00 mkr/mn (ug/mL)), y HaTpin-cpoccpaTHomy 6ycbepHomy posumHi, NaN; (<0,1 %). 2,5mn (mL) 1.5mn (mL) | 1,0 mn (ml)
Kaanpa‘rop. AHTUreH CA 242 y HU3bKil KOHUEHTpaUil B HaTpin-chocchaTHOMy BydpepHOMY po3umHi, 1,0 n (mL) 1.0 mn (mL) | 1,0 mn (mL)
Hu3bkoro piBHA | NaNj(<0,1 %).
Kani6paTop - - )
BUCOKOFO AHTureH CA 242 y BUCOKIN KOHLEHTpaUii B HaTpin-poccaTHomy 6ydepHOMY PO3UMHI, 1,0 mn (mL) 1.0 mn (mL) | 1,0 mn (mL)
. NaNj; (<0,1 %).
piBHA
Bydep Hartpii-cdocdathuin 6ydepHuin posumnH, NaN3 (<0,1 %). 13,5mn(mL) | 7,5mn (mL) | 4,8 mn (mL)
. Mitka ABEI 3 moHoknoHanbHum aHTuTinom go CA 242 (npubnusHo 0,100 mkr/mn
Mirka ABEI (Mg/mL)) y HaTpin-cbocdaTHoMy BydepHomy posunHi, NaN3 (<0,1 %). 135mn(mL) | 7.5mn (mL) | 4.8wmn (mL)
Po3spimxyBay 0,9 % NaCl. 50mn (mL) | 50mn(mL) | 3,0 mn(mL)
AHTUreH CA 242 y Husbkih koHueHTpadii (10,0 oa/mn (U/mL)) y HaTpin-docdaTHOMY
KoHTtponb 1 6ychepHomy possuti, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) | 1,0 mn (ML)
AHTureH CA 242 y Bucokin koHueHTpauii (50,0 oa/mn (U/mL)) y HaTpi-doccaTHoMy
KoHTponb 2 6ychepHomy poasuri, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) | 1,0 mn (mL)
Yci peareHT HagaTbCS B TOTOBOMY A0 BUKOPUCTaHHA CTaHi.

MonepeaeHHA i 3acTepexxeHHsA

® [lpu3HaveHo Ang AiarHoCTuKK in vitro.

® Jlywe ons npodpecinHOro BUKOPUCTaHHS.

® BxwuBaliTe 3BMYalHNX 3aCTePEXHUX 3axopaiB, 060B’I3KOBUX Mif Yac poboTu 3 ycima nabopaTopHUMK peareHTamu.

e Cnig yxuBaTy BiAMOBIAHNX OCOBUCTUX 3aCTEPEXHUX 3aXOAIB ANsl YHUKHEHHS KOHTaKTy Oyab-sikMx YacTuH Tina 3i 3pa3kamu, peareHTamu Ta KOHTPONbHUMU

3paskaMu 1 JOTPUMYBaTMCS MICLLEBMX BUMOT LLOA0 pOBOTU Nif Yac TECTYBaHHS.

3anopykoto OTpMMaHHA OOCTOBIpHMX pe3ynbTaTiB € AOCKOHane BONOAIHHS TeXHiKol aHamnidy 1 4iTke AOTPUMAaHHS iHCTPYKUN, HaBeOeHUX Ha BKNaauLi

YNaKoBKW.

He BukopucToByinTe Habip nicnsa 3akiH4eHHs CTPOKY NPMAATHOCTI, 3a3Ha4YeHoro Ha eTUKeTL.

He BMKOPUCTOBYINTE KOMMOHEHTU 3 Pi3HMX NapTii abo Bif Pi3HWUX peareHTiB 0gHOYACHO.

YHuKaiiTe yTBOpPEHHS NiHW B yCix peareHTax i npenapartax (3paskax, kanibparopax i KOHTPOMNbHMX 3pa3kax).

Yci Bigxoau GionoridHnx 3paskiB, GioNoriYHMX peareHTiB i BUTPATHUX MaTepianis, WO BUKOPUCTOBYOTLCA AN1st NPOBEAEHHS TECTY, CNif BBaXaTW MOTEHUIHO

iHbikoBaHUMM 1 yTUNi3yBaTK iX BiANOBIAHO 4O BUMOT MiCLEBUX HOPM.

e |lei BUpiG MicTUTb a3ug HaTpito. A3na HaTpito MOXe BCTYNaTu B peakLito 3i CBMHLIEM YM MiAHMMU enlemeHTaMun TpybonpoBogis, yTBOptoloUn BUGyxoHebe3neyHi
asuam meTtanis. MNicna ytunisauii cnig npomuTy TpyGu BENMKOHO KinbKicTio Boan, abun 3anobirtv yTBOpeHHto BiaknafaeHs asuais. ogaTkoy iHchopmaLiio MoxHa
3HaNUTW B nacnopTtax 6e3nekn NpoayKTy, ski HAAATLCA Ha BUMOTY NPodeCinHUX KOPUCTYBaYiB.

MpumiTka. Mpo Oyab-siki ceprosHi iHUMAEHTW, NOB’sI3aHi 3 NPUCTPoeM, cnif nosigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

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

NMoBoaXeHHA 3 peareHTaMu

e |llo6 He gonycTUTK 3abpyaHEeHHs, NOTPIBHO BASraTV YMCTi pykaBUYKKM Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. ig yac poboTn 3 Habopom peareHTiB
Cnif, 3aMiHWUTW PyKaBUYKK, SIKi KOHTaKTYBanw 3i 3paskamu, Ha YWCTi, OCKiNbKW NOTPannsHHS maTepiany 3paska MoXxe Npu3BecT! 40 OTPUMaHHSI HeJOCTOBIPHUX
pesynbTartiB.

e He BukopucTtoByiiTe aedekTHi Habopu, 30kpeMa Habopw 3 NOPYLLEHOK rEPMETUYHICTIO YLLiNbHIOBANbHOI NNIBKW, KanaMyTHUMKW peareHTaMu, HasiBHICTIO ocagy
B peareHTax (3a BUHSITKOM MarHiTHuX mikpocdep) abo Habopu, KOHTPONbHI NOKA3HWKN SIKUX HEOAHOPA30BO BUXOAMUIM 3@ MEXi AONYCTUMOrO Aiana3oHy. AKLo
Habip € nedeKkTHUM, 3BepHITLCA A0 KoMMaHii Snibe abo i odiuitHoro gucTpmb’ioTopa.

e AOW YHUKHYTM BMNApOBYBaHHSA PiAVHWU 3 BiOKPUTMX HabOpIB peareHTiB y XONOAMNbHUKY, PEKOMEHAOBaHO 3anevyartaTv BiakpuTi Habopu repmeTusyryo
NNiBKOM, WO MOCTAYaETbCH Pa3oM 3 YNakoBKOKW. YLinbHIOBanbHa MniBka € OA4HOPa30BOH; [03aMOBWUTK ii MOXHa B komnaHii Snibe abo i odilinHux
anctpub’oTopis.

® |3 yacom Ha Npoknagui MoOXyTb HaKOMUYYBaTUCA BUCOXMi 3anULWKKN piavH. 3a3Buyalt BOHU ABNsSOTb COBOK CONMbOBUIA Ocad i He BNMBAOTb Ha pesynbTaTt
aHaniay.
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IHCTpYKLif i3 3acTOCcyBaHHSA

e BukopucTtoByiiTe BigKpuTuiA 6ok peareHTiB B OQHOMY aHanisaTopi.

® |HCTPYKLUIi LLIOAO NepemillyBaHHS MarHiTHUX Mikpocdep HaBedeHo B pO3Aini Lboro Bknaaumwia, NpucBsYeHOMy NiaroToBLi peareHTiB.

® [lopaTkoBY iHpbOpMaLiito MPO NOBOMKEHHSA 3 peareHTamu nif Yac BUKOPUCTAHHS CUCTeMW HaBedeHO B IHCTPYKLT 3 BUKOPUCTaHHA aHanizaTopa.
36epiraHHA Ta cTabinbHicTb

e He 3amopoxyiiTe 6110k peareHTiB.

e 36epiranTe Habip peareHTiB y BEpTMKanbHOMY MOMOXeEHHI, Wo6 3abe3neunTy NoBHY AOCTYMNHICTb MarHiTHUX Mikpocdep.

® BepexiTb Big NPAMUX COHAYHNX NPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLUeHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asiBMEHOro TepMiHy NpuaaTHOCTI
Y BigKpWUTOMY cTaHi npu Temnepatypi 2-8 °C 6 TXHIB
YcepeguHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbLHMUX 3pa3KiB

Y HenopyLUeHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asiBMNEHOro TepMiHy NpuaaTHOCTi
Y BigkpuTOMy cTaHi npu Temnepatypi 15-25 °C 6 roanH

Y BigkpuTOMY CTaHi npu Temnepatypi 2-8 °C 6 TWxXHIB

Y 3amopoxeHomy cTaHi npu Temnepatypi —20 °C 3 micsaui

KinbKiCTb LIMKMiB 3aMOPOXYBaHHS 1 PO3MOPOXYBaHHS He 6inble 3 pasis

l 36IP 1 NIArOTOBKA 3PA3KIB
Tunu 3paskis
Jlnwe 3a3HaveHi HUxKYe 3pasky NponLnm BUNpobyBaHHs Ta BU3HaHI NpuaaTHUMKU AN aHanisy.

Tunu 3paskiB Mpo6Gipku ans 36upaHHA 3pas3kiB
CupoBaTtka Mpobipkn 6e3 foaaTkoBMX / AONOMiIKHMX peyoBMH abo NpobipkK 3 aKkTMBaATOPOM 3ropTaHHsA abo renem Ta akTMBaToOpoOM 3ropTaHHSs
Mnasma EOTA-K2

e 3asHayeHi TMNK 3paskiB TecTyBanucs 3 npobipkamu Ans 36upaHHs 3paskis, siki 6ynu JOCTYNHI HA PUHKY HA MOMEHT TeCTyBaHHSsi, TO6To Byno npoTecToBaHo He
BCi 4OCTYNHi Npobipku Big ycix BUpoBHUKIB. CucTeMU 36MpaHHs 3paskiB Pi3HUX BUPOBHUKIB MOXYTb MICTUTU Pi3Hi MaTepianu, Ski B AesKMX BUNagkax MOXyTb
BNMMBaTK Ha pe3ynbTaTh TecTiB. ig yac BukopucTaHHs Npobipok Ans 36upaHHs 3paskiB cnif HeyXunbHO JOTPMMYBATUCS BKa3iBOK BUPODOHWMKIB Npobipok.

CraH 3pa3skiB

® He BuKopuCTOBYINTE NpenapaTy 3 TENMOBOIO iHAKTMBALEI, HAAMIPHO reMoni3oBaHi 3pasku, 3paskn 3 HaAMIpHOI rinepninigeMicto Ta 3pasku, Aki MalTb ABHI
03HaKku MIKpOBGHOro 3abpyaHEHHS.

e [lepL HiXX NOYMHATU LEHTPUDYTYBaHHS, NEPEKOHaNTECS, LLLO NpoLiec Koarynsuii B cMpoBaTLi NOBHICTHO 3aBepLumBcs. [eski 3pasku cupoBaTku, 0cobmMBO B3ATI
B NaLjEHTIB, IO NMPUIAMaIOTb aHTMKOarynsHT1 abo TpomGoniTMkK, MOXyTb NoTpebyBaTn Ginblue Yacy Ana koarynsauii. AKWwo novatn LeHTpudyryBaHHs Ao
NOBHOT Koarynsuii, NPUCYTHICTb hibpuHY B 3pa3ky CUPOBATKM MOXE MPU3BECTU A0 OTPUMAHHS XMBHWUX pe3ynbTaTiB.

e 3pasku He MatoTb MICTUTU PiGpuH abo iHWI TBEpAi OMILLKM.

* BukopuctoByiiTe of4HOPa30Bi NiNeTkv abo KiHYMKM NINETOK, Wo6 YHUKHYTVN NepexpecHoro 3abpyaHeHHS.

MiaroTroBka Ao aHanisy

® Yci 3pa3kn NOTPiOHO NepeBipATM Ha HasiBHICTb NiHW. MNepe novaTkom aHanidy niHy cnig BMAanuTh 3a 4OMoMorol nabopaTopHoi nanuyku. BukopuctoByinte
NS KOXHOTO 3pasky HOBY Nanuyky, abv yHUKHYTU NnepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXEHi 3pa3ku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3MOpOoXKeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo LWnsAXoM 06epexHOro nepeBepTaHHsl. BukoHanTe Bi3yanbHWUM KOHTpONb 3paskiB. Y pasi BUSIBNEHHS cTpaTudikauii us poswapyBaHHS
nepemillante 3pasku, AOKN BOHW He CTaHyTb BidyaribHO OAHOPIAHUMU. AKLO 3pa3kn He Byno nepemillaHo HanexHUM YMHOM, OTPUMaHI pesynbTaTn MOXYTb
6yTV HEJOCTOBIPHUMM.

e 3pasky He MOBUHHI MICTUTK (PIBPVH, epUTPOLNTK 1A iHWI TBepAi AoMilku. 3pasku, WO BigNoBiAaThb Uil yMOBI, 34aTHi 3abe3neunTn HagiviHi pedynbTaTu; nepes
TECTyBaHHAM iX HeobXigHO LeHTpudyrysatn. OumnLLeHWii 3pa3ok ciif NnepeHecT 40 BCTaBKM ANs 3paskiB abo B AONOMiKHY Npobipky Anst TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTPU(YroBaHNX 3paskiB i3 MiNigH1M LLapoM NepeHoCcUTI chig nuwie oduLieHunii 3pa3ok 6e3 ninemiyHoro maTepiany.

e O6’em 3paska, NOTPiGHMIA ANt 0AHOPA30BOro BU3HAYEHHS B LibOMY TECTi, CTaHOBUTb 15 Mkn (uL).

36epiraHHA 3pa3kiB

3pasku, oumLLeHi Bif po3aintoBaya, eputpoumTIB i 3rycTkiB, MOXyTb 36epiraTucs Ao 8 roguH npu Temnepatypi 15-25 °C, no 2 gHis npu Temnepatypi 2—8 °C abo

0o 3 micauiB y 3amMopoxeHoMy cTaHi npu Temnepatypi —20 °C 4n HWKuin. 3aMopoXeHi 3pasku NpuaaTHi 40 BUKOPUCTaHHS, SKWO BOHW 3a3Hanu He Ginblue

3 UMKNiB 3aMOPOXYBaHHS i PO3MOPOXYBaHHS.

TpaHcnopTyBaHHA 3pa3kKiB

® YnakoBka N MapKyBaHHS 3pa3kiB MalOTb BiAMOBIAATW 3aCTOCOBHWM BMMOram MICLIEBOrO 3aKOHOAABCTBA LLOAO TPaAHCMOPTYBaHHA KMiHIYHUX 3paskiB Ta
iHDiKOBaHNX PEYOBUH.

* [lepeBuLlyBaTh HaBeAeH  BULLe 0OMexXeHHSs Loao 36epiraHHs 3abopoHeHo.

Po3BeneHHs 3pa3kiB

e 3pasku, y akmx KoHueHTpauis CA 242 BuxoauTb 3a Mexi Aiana3oHy aHaniTMYHOro BUMipHOBaHHS, MOXHAa PO3BECTU PO3YMHHUKOM, BUKOPUCTOBYHOYM NPOTOKOS
aBTOMaTUYHOrO po3BefdeHHs abo npouenypy pyyHoro possefeHHsi. PekomeHpgoBaHa nponopuis po3BefeHHst ctaHoButb 1:10. KoHueHTpauis po3seaeHoro
npenapaty mae nepesuwyyBatu 20 og/mn (U/mL).

e [InA po3BeAEHHS BPY4YHY MOTPIOHO MOMHOXMTM pe3ynbTaT Ha KoediluieHT po3BeAeHHs. FKWO po3BedeHHS BUKOHYETbCS aHanisaTopoM, NporpaMHe
3abe3neyveHHs aHanisaTopa Bpaxye Le nig Yac BU3Ha4YeHHs KOHLEHTpaLii 3pa3ska.

l NPOLIEAYPA

HapaHi maTtepianu

AHanis Ha CA 242 (IXI1A), eTUKeTKM 3i LUTPUX-KOAAMU KOHTPOITbHUX 3paskiB.

Heo6xigHi maTepianu, Aki He BXOAATb A0 KOMMNJIEKTY NOCTaYaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

e [IOBHICTIO @aBTOMAaTUYHWIN XEMIMOMIHECLIEHTHUIA iMyHOaHanisaTop 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 [lonaTkoBi akcecyapu, NOTPIOHI Ans 3a3HayYeHVX BULLLEe aHani3aTopis, BKMIOYAOTb peakuiiHiin Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIOBY
npoby, HaKOHeYHWK i peakuiliHy BCTaBky. [Mepenik KOHKPETHWUX akcecyapiB i XapaKTepuCTVKM akcecyapiB Ans KOXHOI MoAeni MOXHa 3HalTu B iHCTPYKLUii 3
BMKOPWUCTaHHS Bi4NOBIAHOro aHanisaTopa.

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

Mpoueaypa aHanisy

MigroToBka peareHTiB

e BuTarditb Habip peareHTiB i3 ynakoBku 1 ornsiHbTE BiACiKvu 6roka peareHTIB | 30Kpema YyLUinbHIBarnbHy NiBKy Ha HasBHICTb BUTOKIB. SIKLLO O3HAK BUTOKIB He
BUSIBNEHO, 06EPEXHO 3HIMITb YLLINbHIOBANbHY NMiBKY.

e BigkpuiiTe aBepusiTa 30HW peareHTiB; TpUManTe pyyky Habopy Takum uduHoMm, wob RFID-mitka Gyna nopyy i3 4ytnuBok 30HOK ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema nogacTb 3BYKOBWI CUrHAM; OAMH 3BYKOBUIA CUTHAN O3HaYae, WO peareHT YCnillHO po3ni3HaHo.

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

e [lepesipTe, Yn NpaBunbHO BigobpaxaeTbes iHopMaLisi Npo peareHT y NporpaMHOMy iHTepdeNnci; SKLWO Lie He Tak, NOBTOPITb ABA 3a3HAYeHi BULLE KPOKW.
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IHCTpYKLif i3 3acTOCcyBaHHSA

e PecycneH3yBaHHSA MarHiTHUX Mikpocdpep BigbyBaeTbCsl aBTOMATUYHO MICNS 3aBaHTaXeHHst Habopy, Ynum 3abe3nevyeTbCst NOBHE PiIBHOMIPHE BiAHOBMEHHS
cycneHsii nepes BUKOPUCTAHHSM.

KanibpyBaHHs aHanisy

e BubepiTb TecT ans kanibpyBaHHsA Ta BMKOHaNTe onepauito kanibpyBaHHs Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsiAKYBaHHS AaHMX
KanibpyBaHHS OMB. Y MPUCBSYEHOMY KanibpyBaHHIO po3aini iHCTPYKLii 3 BUKOPUCTaHHSA aHanisaTopa.

e BukoHaliTe NOBTOpHE KanibpyBaHHs 3 AOTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LibOMy BKNaAuLUi.

KoHTpornb sKkocCTi

e VY pasi BUKOpUCTaHHs HOBOI NapTii NnepeBipTe abo 3MiHiTb AaHi KOHTPOSO SKOCTI.

® BuKoHaNTe 34MTYBaHHS LUTPUX-KOZY KOHTPOMIO SKOCTI, BUBEpiTh BiAMOBIAHI AaHi KOHTPOMIO SIKOCTi Ta BUKOHANTE TecTyBaHHS. [loknagHilly iHdopmaLiio npo
BMOpAAKYBaHHSA 3pa3kiB A KOHTPOSO SAKOCTi AMB. Y MPUCBAYEHOMY KOHTPOMIO SIKOCTi PO34ini iHCTPYKLIT 3 BUKOPUCTaHHSA aHanisaTopa.

TecTyBaHHSA 3paskiB

e [licns ycnilwHOro 3aBaHTaXKeHHs1 3pa3ka BMOEepiTb Lie 3pasok Ha ekpaHi, 3MiHiTb mapameTpu aHanidy Ans 3paska, sikui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHs. [loknagHily iHdopmaLiio Npo BNOpaaKyBaHHA B3ATUX Y NaLieHTa 3paskiB AMB. y NPUCBAYEHOMY BMOPSAAKYBaHHIO Npenaparis po3aini iHCTpyKLii 3
BMKOPWUCTaHHS aHarnisaTopa.

[inst OTpUMaHHS MakcmanbHO ePeKTUBHUX pe3ynbTaTiB NOTPIOHO TOYHO AOTPMMYBATUCh IHCTPYKLIT 3 BUKOPUCTaHHS aHanisatopa.

Kani6pyBaHHs

BiocTexeHHs: uen meTtoa 6yno cTaHAapTU30BaHO LUSISIXOM MOPIBHSIHHA 3 PEYOBMHOM, LLO BUKOPUCTOBYETbCS koMnaHieto SNIBE ansi BHYTPiLUHBOrO KOHTPOIHO

AKOCTI.

3acTtocyBaHHS cneujianbHO NpU3HaYeHnx kanibpaTopie Aae 3mMory ckopuryBatu pedepeHCcHy KpUBY 3a AOMOMOroo 3adhikcoBaHUX 3Ha4YeHb BiGHOCHWUX CBITIOBUX

oauHuupe (BCO).

[MNoBTOpHe kanibpyBaHHA pekoMeHOoBaHe:!

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

® KOXHi 28 OHiB;

® nicns cepBicHOro obcnyroByBaHHsi aHanisaTopa;

®  SKLLO MOKa3HWKN KOHTPOMNbHUX 3pas3KiB BUXOAATL 32 MeXi BCTAHOBIIEHOrO Aiana3ony.

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOIO AKOCTI A4S LbOro TECTY PeKOMEHA0BAaHO BUKOPUCTOBYBATU KOHTPONbHI 3pa3ku; Ans nepesipku eeKTUBHOCTI TECTIB KOHTPOMb

cnig NpoBOAWMTWM 3 OAHWUM MOBTOPEHHAM. 3aranbHi pekomeHAauii LWOoAO0 KOHTPOMK SKOCTi MOXHa 3HanWTM B OMyOnikoBaHWMX IHCTPYKUiSX, Hanpuknag y

pekoMeHgauisax C24 IHCTUTYTY KniHiYHKX | nabopaTopHux ctaHgapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHLwmx®.

KoHTponb SKOCTi pekoMeHA0BaHO 34iiCHIOBaTK pa3 Ha [eHb BUKOPUCTaHHsi abo 3rigHO 3 BUMOramu MiCLEBUX HOPM, BUMOramu cepTudikauii Ta npouenypamu

KOHTPOIto SIKOCTi Bawoi nabopaTopii. KOHTponb SKoCTi MoXHa 34iicHoBaTH 3a AonoMorol TecTy Ha CA 242:

® nicns KOXHOro kaniépysaHHs Habopy;

e y pasi nepexoay Ha HOBY napTito ctapTepiB 1+2 abo KOHUEHTPaTy Ansi NPOMUBAHHS.

KoHTponbHi 3pa3ku npusHayeHi nuwe ans cuctem MAGLUMI Ta Biolumi # BUKOPUCTOBYIOTBLCA NULLIE 3 BiANOBIAHMMMW peareHTamu, L0 MatoTb Taki caMi NoYaTKoBI

cim umncpp Homepa MAPTII. KoxeH LinboBuWii NOKasHWK | AianasoH HaBeAeHo Ha eTUKeTL.

lNepea BUKOPUCTAHHSIM iHLUMX KOHTPOMbHWX 3paskiB Crig OUHWTK iXHIO CYMICHICTb i3 UMM TecTom. Cnig ycTaHOBWUTU BiAMOBIAHI AianasoHn 3HaveHb ANs BCiX

BMKOPUCTOBYBAHUX MaTepiarniB KOHTPOIO AKOCTi.

KOHTpOnbHi Noka3Huku matoTb ByTy B MeXax BCTAHOBMEHOrO AianasoHy; SKLO OAUH i3 KOHTPOMbHUX MOKa3HWKIB BUXOAUTL 3a MeXi BCTAHOBMEHOrO Aiana3oHy,

Cnif, BUKOHaTW MOBTOPHE KanibpyBaHHS Ta NMOBTOPHE TECTYBaHHS KOHTPOMbHUX 3pa3kiB. FAKLWO KOHTPOMbHI MOKa3HMKKX, OTPUMAaHI NicNs yCnilHOro KaniopyBaHHs,

cTabinbHO BUXOASATb 3a MeXi BU3HAYeHUX Adiana3oHiB, pedynbTaTh TECTYBaHHS NaLiEHTIB He CMig AOKYMEHTYBaTW; KpiM Toro, cnia:

® MepeBipUTH, YN HE CNNNB TEPMIH NPUOATHOCTI MaTepianis;

® nepekoHaTuCcs, LWo 6yno NnposeAeHo NnaHoBe TeXHiYHe 06CMNyroByBaHHS;

® yMNeBHUTUCS, LLO TECT 3AiNCHIOBABCSA i3 AOTPUMAHHSAM IHCTPYKUIW, HaBeAEHNX Ha BKNaAuLLi yNakoBKu;

® 3a notpebu 3BepHyTUCH NO Aonomory Ao komnaHii Snibe abo ii odiviiHnx gucTpub’ioTopis.

SAKLWO KOHTPOMBHKX 3pa3skiB y Habopi HeJOCTaTHLO ANs BUKOPUCTaHHS, 3aMoBnanTe fgoaaTkosi koHTponi CA 242 (IXNA) (REF: 160201226MT) y komnaHii Snibe

abo i odiLinHMX gnucTpunb’oTopis.

0 PE3YNbTATH

Po3paxyHok

AHanisaTop aBTOMaTU4HO po3paxoBye KoHLEeHTpauito CA 242 y KOXHOMY 3pa3Ky Ha OCHOBI kanibpyBanbHOI KpUBOi, sika GyayeTbCst 3@ METOAOM [ABOTOYKOBOIO

KanibpyBaHHs pedepeHCcHoi kpuBoi. OguHuueto BUMiptoBaHHs € og/mn (U/mL). JoknagHiwy iHdopmaLito MoXHa 3HaNTK B iIHCTPYKLT 3 BUKOPUCTaHHS aHanisaTopa.

IHTepnpeTauifa pesynbTaris

Micns obcTexeHHs 518 kniHivHO 3gopoBux ocib y Kutai 6yno Bu3HayeHo AonycTuMi HopMu ans TecTiB Ha CA 242, 3HaYeHHs SIKUX HaBEOEHO HUXYe:

<10 oa/mn (U/mL) (95-1 nepueHTUnb).

MoxnuBi po3bixXHOCTi B pe3ynbTaTtax pi3Hux nabopaTopii, Lo NOSICHIOETLCSA BiAMIHHOCTAMW B Cknagi nonynsuii Ta MeTogmkax gocniaxeHHs. PekomeHaoBaHo B

KOXHIin nabopaTopii BU3HAYMTW BNAcHW pedepeHTHUIA iHTepBan.

 OBMEXEHHSA

e PesynbTaTh TECTy Cnig po3rnagaTt B KOHTEKCTI icTOpii XBOPOOU, AaHMX KNiHIYHOrO 06CTEeXEeHHs naujieHTa i iHWWX AaHuX.

e Ao pesynbTaTh TecTiB Ha CA 242 He BiANOBiAaloTh KNIHIYHUM AaHUM, NS iX NiATBEPOXKEHHS! HEOOXIOHO BUKOHATW J0AATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Big NauieHTiB, siki npuiMany npenapatn MyuwaYmx MOHOKIMOHaNbHUX aHTUTIN i3 METO AiarHOCTUKM YK fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTMmmwadi antutina (HAMA). Y pasi TecTyBaHHSA Takux 3paskiB i3 BUKOPUCTaHHSIM HabopiB AN aHaniay, LWo MICTATb MULIAaYi MOHOKIIOHamMbHI aHTUTINa,
MOXHa OTpUMaTH XMBHO niaBuLLEHi abo 3HWKeHi peaynbTatn'®!!, [Ins BU3Ha4YeHHN AiarHo3y Moxe 3HagobuTucs gogaTkosa iHgopmalis.

e [eTepodinbHi aHTUTINa B CMpOBATLi KPOBi MIOAVHM MOXYTb BCTynaTu B peakLilo 3 iMyHOrnobyniHamu peareHTiB, BNMBaOYM Ha pesynbTaT iMyHoaHanisis
in vitro. Y nauieHTiB, siki perynspHo KOHTaKTyloTb i3 TBapMHaMu abo npodykTaMmu CMpOBATKM KPOBi TBAPWH, iCHYE pU3MK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CrocTepiraTucs aHomarbHi Noka3Hukmn'2,

® BakTepianbHe 3apaxeHHs abo TennoBa iHaKTMBaList 3pa3kiB MOXe CMOTBOPUTU pe3ynbTaTh AOCHIMKEHHS.

l CNELUMU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y ubOMy po3gini HaBeAeHi penpe3eHTaTUBHI XapakTepuUCTUKL. PedynbTati, oTpuMaHi pisHMMu nabopaTtopisMu, MOXyTb BiOpi3HATUCS.

TouHicTb

TouHicTb BU3HaYanacst 3a JONOMOrow TecTy, npenapariB i KOHTPONbHUX 3paskiB 3a npotokonoM (EP05-A3) IHCTUTYTY KniHiYHUX i naGopaTopHux cTaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y aBox okpemMux napanenbHux BUNpobyBaHHSAX LOAHA NPOTAroM 5 AHIB Yy TPbOX Pi3HMX LEHTpax 3

BMKOPUCTaHHAM TPbOX NapTin Habopie peareHTiB (N = 180). Byno oTprmaHo 3a3HayeHi Hwk4e pesynbTaTu.

CepeaHe, Y mMexax BunpobyBaHHs Mixx BUnpo6yBaHHAMM BiaTBoploBaHicTb
3pasok oa/mn (U/mL CraHa. Bigx., CraHa. Bigx., CraHa. Bigx.,
b (n= (180) ) o.qIM: (U/ﬂm) % Koed. Bap. oA/MJ? (U/';L) % Koed. Bap. o.qlw? (UI?nL) % Koedp. Bap.
Myn i3 cuposaTkoto 1 9,964 0,416 4,18 0,167 1,68 0,571 5,73
Myn i3 cuposaTkoto 2 50,549 1,978 3,91 0,952 1,88 2,534 5,01
Myn i3 cuposaTkoto 3 120,415 3,437 2,85 1,597 1,33 4,874 4,05
Myn i3 nnasmoto 1 9,966 0,439 4,40 0,239 2,40 0,585 5,87
Myn i3 nna3moto 2 49,840 1,694 3,40 1,081 2,17 2,32 4,78
Myn i3 nnasmoto 3 121,472 3,256 2,68 2,982 2,45 5,203 4,28
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CepenaHe, Y mexax BUNpo6yBaHHs Mixx BUnpobyBaHHAMMU BiaTBoptoBaHicTh
3pasok oa/mn (U/mL) CraHg. Bigx., o CraHg. Bigx., o CrtaHg. Bigx., o
(n = 180) on/mn (U/mL) % koed. Bap. on/mn (U/mL) % koed. Bap. on/mn (U/mL) % koedp. Bap.
KoHTponb 1 9,968 0,372 3,73 0,187 1,88 0,584 5,86
KoHTponb 2 49,866 1,860 3,73 0,818 1,64 2,447 4,91

[iana3oH niHinHocTi

0,

800-200 oa/mn (U/mL) (BM3HaYaeTbCA 3a MEXeE0 KiflbKiCHOT OLiHKM Ta MakCuMyMoM pedepeHCHOIT KpUBOI).

IHTepBan peecTpauii

0,

700-2000 og/mn (U/mL) (BU3HaYaEeTbCS 3a MEXEID BUSIBNEHHS Ta MakCMMyMOM pedepeHCHOT KpUBOi, TOMHOXEHUM Ha pekoMeHAoBaHy NPonopLiito po3BeAeHHS).

AHaniTnyHa 4yTnMBICTL

Mexa xonocTtoi npobu = 0,500 oa/mn (U/mL).

Mexa BusBneHHs = 0,700 og/mn (U/mL).

Mexa kinbkicHoi ouiHkun = 0,800 og/mn (U/mL).

AnaniTnyHa cneundivHicTb

IHTepdepeHuin

IHTepdepeHLin B1U3Havanacs 3a JONOMOrol TeCTy; A0 TPbOX 3pa3kKiB i3 Pi3HOK KOHLIEHTpaLlielo aHani3oBaHOro KOMMOHEHTa 40AaBannca pe4oBUHMU, NOTEHLIHO
30aTHi CMPUYMHWUTM eHporeHHy abo ek3oreHHy iHTepdpepeHuio, 3a npotokonom (EP7-A2) IHCcTMTYTy kniHiyHMx i nabopatopHux ctaHgaptie (Clinical and
Laboratory Standards Institute, CLSI). MNMoxnbka BUMIipiB AN peYOBUH, 30aTHUX CPUYUHUTK iHTEpPdepeHLito, He nepesulye +10 %. Byrno oTpumaHo 3a3HauyeHi
HWDKYe pesynbTaTtu.

IHTepdepeHuin Makc. piBeHb BiacyTHocTi BnuBy | IHTepcdbepeHLin Makc. piBeHb BiACYyTHOCTI BnnuBY
Binipy6iH 70 mr/gn (mg/dL) Lucnnatun 165 mxr/mn (ug/mL)

emorno6iH 2200 mr/gn (mg/dL) MertoTpekcat 450 mkr/mn (ug/mL)

IHTpaninig 1500 mr/gn (mg/dL) 5-dTopypauun 360 mkr/mn (ug/mL)

Tlroackki aHtumuwadi antutina (HAMA) | 40 Hr/mn (ng/mL) Maknitakcen 67 mkr/mn (ug/mL)

PesmartoigHuii daktop 1500 MO/mn (1U/mL) BiHGnacTtuHy cynbdat 1,5 mkr/mn (ug/mL)

6 (curHan / KpUTUYHE 3HaYeHHs), . .

AAA BVI(COKOI'I03VITIp/IBHVII7I ) [okcopy6iumnH rigpoxnopua 50 mkr/mn (ug/mL)
Linknodocdamiay moHorigpat 500 mkr/mn (ug/mL) Kap6onnatuH 500 mkr/mn (ug/mL)

LintapabiH 30 mkr/mn (pug/mL) MitomiumH C 60 mkr/mn (ug/mL)

MepexpecHa peakTUBHICTb

MepexpecHa peakTUBHICTb BU3HAYanacs 3a AONOMOrOK TECTY; 40 TPbOX 3paskiB i3 Pi3HOK KOHLEHTpaLielo aHanisoBaHOro KOMNOHeHTa AoAaBanucst NOTEeHLiNHI
nepexpecHi peareHTu 3a npotokonom (EP7-A2) IHcTuTyTy KniHiYHMx i nabopaTtopHux ctaHgapTis (Clinical and Laboratory Standards Institute, CLSI). Moxnbka
BMMIPIB ANSA PEYOBUH, 34aTHUX CNPUYUHUTK iHTepdepeHLito, He nepesuLlye £10 %. Byno oTpumaHo 3a3HayeHi Hux4e pesynbTaTu.

MepexpecHuit peareHT Makc. piBeHb BiACyTHOCTI BNNuBYy MNMepexpecHui peareHT Makc. piBeHb BiAcyTHOCTI BnNuBY
CA 125 1000 oa/mn (U/mL)
CA724 500 on/mn (UImL) KEA 2000 Hr/mn (ng/mL)

MoHapao30BUN «XyK»-eheKkT y BUNaaKy BUCOKUX KOHLIEHTpaLin

B aHanizax Ha CA 242 He cnocTepiraBcs NoHaaa030BuUIA «xXyk»-edeKkT y BUnafKy BUCOKUX KOHLEeHTpauin o 25000 oa/mn (U/mL).

MopiBHAHHA MeTOAMNK

MopiBHAHHA aHanidy Ha CA 242 3 iHLK1M iMyHOMOriYHMM aHani3oM cepiiHoro BUpOBHMLITBa NPOAEMOHCTPYBano Taky kopensdito (8 oa/mn (U/mL)):
KinbkicTb NpoTecToBaHux 3paskis: 317.

MopiBHsAHHA MmeTogoMm [MaciHra — Babnoka: y = 1,0065x+0,0180, 1 = 0,941.

KoHueHTpauis B kniHiYHMX 3pa3kax ctaHoBuna Big 0,897 no 195,3 og/mn (U/mL).
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MeZaunyHuin Nnpunag Ans 4iarHocTukm in vitro CONTENTS Cknag HaGopy
Howmep 3a kaTtanorom LOT Kog naprii

4/ 3Hak BiAMNOBIAHOCTI TEXHIYHUM pernaMmeHTam

( E MapkyBaHHs CE

MAGLUMI® Ta Biolumi® € TOproBMumu mapkamu komnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANOBiAHUM BRacH/KaMm.

LLeHbwkeHb Hblo IHAacTpic Biomeaikan IHxuHipudr Ko., Ita.,
Ne23 Oxinkciy Eact Poap, Minrwan AicTtpikt, 518122, LeHbuxeHb, Kutaicbka 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 ®akc: +49 40 25 57 26

YnoBHOBaXeHUI NnpeAcTaBHUK B YKpaiHi:

TOB «Kpartis MenTexHika», Byn. barroByTiBcbka, 17-21, 04107, m. Kuis, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnatHO MOXyTb TenedoHyBaTn aboHeHTH (hiKCoBaHOIO Ta MOGINbHOro TenedOHHOrOo 3B’A3KY 3 6yAb-AKOT TOYKM
YkpaiHn).

EnektpoHHa nowrTa: uarep@cratia.ua

[aTta ocTaHHbOro nepernsiay iHCTPYKUIi i3 3acTocyBaHHS: KBiTeHb 2022 poky
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