IHCTpYKLif i3 3acTOCcyBaHHSA

Snibe

Diagnostic

130201040M:100 TecTiB y Habopi
130601040M: 50 TecTiB y Habopi
130701040M: 30 TecTiB y Habopi

REF

C€

MAGLUMI® CYFRA 21-1 (IXIA)

H NPU3HAYEHHSA

Habip nae 3mory BUKOHYBaTK iMyHOXEMINMIOMIHECLLEHTHWUIA aHani3 in vitro anst BU3Ha4YeHHs kinbkicHoro Bmicty CYFRA 21-1 y cupoBarui Ta nnasmi KpoBi NoanHN1
3a [OMOMOrOt0 MOBHICTIO @aBTOMAaTUYHOIO XeMintoMiHeCLeHTHOro iMyHoaHanisatopa cepii MAGLUMI # iHTerpoBaHoi cuctemu cepii Biolumi; Takox uew aHani3
BVMKOPUCTOBYETLCS Ik AONOMiXKHWUIA 3acib KoHTponto nepebiry HeapiOHOKNITUHHOIO paKy NnereHis.

i cTMcnui onuc

®parmeHT untokepaTuHy 21-1 (CYFRA 21-1) aBnsie coboto po3ynHHMI bparMeHT umutokepaTuHy 19, Skuii MoXHa BUSIBUTU 3a OOMOMOroOK ABOX CneundivHux
MOHOKMOHanbHUX aHTuTin (KS 19.1 i BM 19.21) 2. PiseHb CYFRA 21-1 nigBuLLYETbCS Npy paky NereHis, 3okpeMa B NaUieHTiB i3 HeAPIGHOKMITUHHUM pakom
nereHiB; CYFRA 21-1 geMOHCTpye BMCOKY cneumdiyvHiCTb Woao Ao6posikiCHUX 3aXBOptoBaHb nereHb (MHEBMOHIT, Ty6epKynbo3y, XPOHIYHOro BPOoHXITY, cuniko3y,
capkoigo3sy)' 3 4. KoHueHTpauis CYFRA 21-1 € HalBMLLOWO B MauieHTIB i3 NIOCKOKMITUHHOW kapuuHoMoto; piBeHb CYFRA 21-1 kopentoe 3i cTagieio Lboro
3axsoptoBaHHsA' 5 8. MigeuweHi pisHi CYFRA 21-1 cnocTepiraioTbCs B CMpOBaTLi KPOBi NaLUEHTIB i3 pakoM fiereHb, a TakoxX y NauieHTiB 3 iHLW1MMK hopMamm paky,
30Kpema KapLMHOMOIO TOBCTOI KWLLIKM, MOMOYHOI 3a51031 Ta SEYHUKIB, PaKoM MiALLNYHKOBOI 3a5103u1, NEYiHKK, WAYHKY, LWWAKA MaTKW, nepeamixypoBoi 3anosmn n
cevosoro mixypa'. Migsuweni piHi CYFRA 21-1 Takox crnocTepirannca B MauieHTiB i3 He3nosKICHUMU XBOpPOGamu, Hanpuknag XpOHIYHWM renatutom i
naHkpeatuTom*. HupkoBa HEAOCTATHICTL MOXeE CyTTEBO BNNMBaTH Ha nokasHukun CYFRA 21-1, npuaBoasuy Jo NiABULLEHHS pe3yrnbTaTiB aHaniay’.

0 NPMHUMN Oli TECTY

IMyHOXeMiNoOMiHECLIEHTHUI aHani3 3a TUNOM CeHABiva.

3pa3sok, GydepHUIn po3umH, MarHiTHi Mmikpocdepu, BKpUTI MOHOKMOHanbHUMK aHTuTinamm go CYFRA 21-1, ta mitkm ABEIl 3 iHWWMMKM MOHOKNOHaNbHUMMU
aHTuTinammn go CYFRA 21-1 peTenbHo nepemiluytoTbesl, BiabyBaeTbCsi peakLisi 3 yTBOPEHHSIM KOMMMEKCIB 3@ TUMOM CeHABIYa, a nicns Hei — iHkybyBaHHs. Micns
OCa/PKEHHA B MarHiTHOMy Moni 3nMBaETbCH CynepHaTaHT | BMKOHYETbCS UMKN BigMmuBaHHs. [licna uporo popatwTbest crtapTepu 10 2 gns  3anycky
XEeMiMNoMIHECLIEHTHOI peakLii. IHTEHCUBHICTb CBITNOBOrO cUrHamny BUMIpOETLCS (POTOENEKTPOHHNM MOMHOXYBa4eM Yy BiAHOCHMX cBiTnoBux ognHuusx (BCO) i e
nponopuiiHoto Ao koHueHTpauii CYFRA 21-1 y 3pasky.

l PEATEHTHU

Cknap Habopy

KOMMOHEHTH Onue 100 TeCTI.B y 50 Tecm.a y 30 Tecm.a y
Habopi Habopi Habopi
MarmiTHi MarHiTHi Mmikpocdhepu, BKpUTI MOHOKIOHANbHUMMW aHTUTINamun 4o
Mikpocepn CYFRA 21-1 (npubnusHo 8,00 mkr/mn (ug/mL)), y HaTpin-cpoccaTHomy 2,5 mn (mL) 1,5 mn (mL) 1,0 mn (mL)
P P BychepHomy poaunti, NaNs (<0,1 %).

Kani6patop AHTUreH CYFRA 21-1 y HU3bKi KOHLEHTpaLji B 6ydhepHOMy po3ynHi

HU3LKOTO PIBHS HEPES, NaN; (<0,1 %). 1.0mn (ml) 1.0mn (mL) 1.0mn (mL)

Kani6patop AHTUreH CYFRA 21-1 y BUCOKi KOHLEHTpaUii B BydepHOMY po3umHi

BUCOKOrO piBHSA HEPES, NaNj3 (<0,1 %). 1,0 mn (mL) 1,0 M (ml) 1,0 M (mL)

Bydep Hartpin-cdocdaTHuin bydepHuin posumnH, NaN; (<0,1 %). 10,5 mn (mL) 6,0 mn (mL) 3,9 mn (mL)
Mitka ABEI 3 MoHoKknoHanbHum aHTuTinom o CYFRA 21-1 (npubnusHo

Mitka ABEI 0,125 mkr/mn (ug/mL)) y HaTpini-chochaTHOMY BydhepHOMY PO3UMHI, 11,5 mn (mL) 6,5 mn (mL) 4,2 mn (mL)
NaN; (<0,1 %).
AnTtureH CYFRA 21-1 y Hu3bkin koHueHTpauii (5,00 Hr/mn (ng/mL)) y

KoHTtponb 1 6ychepHomy posuuri HEPES, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
AnTureH CYFRA 21-1 y Bucokint koHueHTpauii (30,0 Hr/mn (ng/mL)) y

KoHTponb 2 6ychepHomy possuri HEPES, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Yci peareHTn HagarTbCA B rOTOBOMY O BUKOPUCTAHHA CTaHi.

MonepeaxeHHs i 3acTepexxeHHsA

e [IpusHayeHo Ans AiarHoCTUKK in vitro.

Jlnwe ans npodecinHOro BUKOPUCTaHHSA.

BxuBaiiTe 3BUYaHUX 3aCTEPEXHNX 3axofiB, 060B’'A3Kk0BUX Nif Yac poboTu 3 ycima NnabopaTopHUMK peareHTamu.

Cnig yxvBaTK BignoBigHUX OCOBUCTUX 3aCTePeXHUX 3axodiB AN YHUKHEHHS KOHTaKTy Oyab-SKMX YacTWH Tina 3i 3pa3kaMu, peareHTaMu Ta KOHTPOSbHUMM

3paskamu 1 JOTPUMYBaTUCS MICLLEBMX BUMOT LLOAO0 POBOTH Nif Yac TECTYBaHHS.

3anopyko OTPMMaHHSA AOCTOBIPHMX pe3ynbTaTiB € JOCKOHane BOMOAIHHSA TEXHIKOK aHani3y 1 YiTke AOTPUMaHHS IHCTPYKLIN, HABEAEHWUX Ha BKNaauLLi yNakoBKW.

He BukopucToByinTe Habip micnsa 3akiHYeHHs CTPOKY NPMAATHOCTI, 3a3Ha4YeHoro Ha eTuKeTL.

He BMKOPMCTOBYINTE KOMMOHEHTH 3 Pi3HUX NapTi abo Bif, Pi3HWMX peareHTiB 0QHOYACHO.

YHukariTe yTBOPEHHS MiHM B YCiX peareHTax i npenaparax (3paskax, kanibpatopax i KOHTPONbHMX 3pa3kax).

Yci Bigxoau GionoriyHnx 3paskiB, 6ionoriyHnx peareHTiB i BUTPATHUX MaTepianis, WO BUKOPUCTOBYIOTLCS AJ1st NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHUiAHO

iHchikoBaHUMWU 11 yTUMi3yBaTH iX BIANOBIAHO 4O BUMOT MICLEBUX HOPM.

e Lleli BUpi® MiCTUTb a3ua HaTpito. A3ug HaTPilo MOXe BCTyNaTh B peakLito 3i CBUHLIEM Y1 MiHUMK eneMeHTaMu TpybonpoBoaiB, yTBOPHOYM BUOYXxoHebe3neyHi
a3unam metanis. Micnsa ytunisauii cnig npommntn Tpybuy BENMKOLO KinbKicTio Boaw, abu 3anobirtn yTBOpeHHIo BigknageHb asuais. JogaTkoBy iHopmaLito MOXHa
3HaNTK B nacnopTax 6e3nekv NpoayKTy, siki HaAalTLCA Ha BUMOTY NPOMECIAHNX KOPUCTYBaYiB.

Mpuwmitka. Mpo Gyab-aki cepiosHi iHUMAEHTW, NOB’A3aHi 3 NpUCTpoem, cnig nosigommntn komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNoBHOBaXeHWX NPEACTABHUKIB, @ TAKOX KOMMETEHTHI OpraHu BaLLOi KpaiHu.

MoBoAaXeHHA 3 peareHTamMun

e [llo6 He ponycTuTK 3abpyaHEeHHs!, NOTPIBHO BAAraTU YMCTi pykaBudku Nig Yac poboTu 3 Habopom peareHTis i 3paskamu. MMig yac po6oTn 3 Habopom peareHTIB
cni 3aMiHUTU pyKaBWUYKK, siKi KOHTaKTyBanu 3i 3paskamu, Ha YUCTi, OCKINbKM NOTpanisHHA MaTepiany 3paska MoXxe Npu3BecT 40 OTPUMaHHS HeJOCTOBIPHUX
pesynbTaris.

e He BukopucTtoByiiTe aedekTHi Habopu, 30kpeMa Habopwu 3 NOPYLLEHOK rEPMETUYHICTIO YLLiNbHIOBANbLHOI NNIBKW, KanaMyTHUMKW peareHTaMu, HasiBHICTIO ocagy
B peareHTax (3a BUHATKOM MarHiTH1X mMikpocdep) abo Habopu, KOHTPOMNbHI NOKa3HUKK SIKUX HEOAHOPAa30BO BUXOAMNM 3@ MeXi AONYCTUMOro AianasoHy. AKLWO
Habip € nedekTHUM, 3BepHiTbCst 4o kKoMnaHii Snibe abo ii odiliHoro gucTpub’ioTopa.

e AGMV YHUKHYTW BUNaApOBYBaHHSA PiAVHM 3 BIOKPUTUX HAOOPIB peareHTiB Y XONoAWmnbHUKY, PEKOMEHA0BAHO 3aneyaTtaTti BiakpuTi Habopy repMeTr3yo4olo NiiBKOO,

LLIO NOCTaYaETbCS Pa3oM 3 YMakoBKO. YLUinbHIOBanbHa niiBka € 0gHOPa3oBoto; 403aMOBUTH ii MOXHa B komnaHii Snibe abo ii odivinHnx ancTpub’oTopis.

I3 Yacom Ha npoknagLi MOXyTb HAKOMUYYBaTUCA BUCOXII 3anuULLKW PiavH. 3a3Bnyain BOHW SBNSIOTL COBOIO CONMbOBUIA OCaA i He BNMBAIOTL Ha pesyrnbTaT aHaniay.

BukopucToByiiTe BigkpuTWin 610K peareHTiB B O4HOMY aHanisaTopi.

IHCTPYKUT Woao nepemillyBaHHA MarHiTHUX Mikpocdep HaBe4eHO B po34ini Lboro BKNaguila, NpucBsavYeHoMy NiaroToBLi peareHTiB.

HopaTtkoBy iHbopMaLiito NPO NMOBOMKEHHS 3 peareHTamu nif Yac BUKOPUCTaHHA CUCTEMU HAaBEAEHO B iHCTPYKLi 3 BUKOPUCTaHHSA aHanisaTopa.
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IHCTpYKLif i3 3acTOCcyBaHHSA

36epiraHHsA Ta cTabinbHicTbL
® He 3amopoxywTe 6nok peareHTiB.

e 36epiraite Habip peareHTiB y BepTUKanbHOMY MOMOXEHHI, 106 3a6e3neunTu NoBHy AOCTYMHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSAMUX COHAYHUX NPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C

[0 KiHUS 3asBNeHOro TepMiHy NpuaaTHOCTI

Y BigkpuTOMY CcTaHi npu Temnepatypi 2-8 °C

6 TWXHIB

YcepeauHi cuctemmn

4 TWXHI

CTabinbHiCTb KOHTPONBLHUX 3pa3kKiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C

[0 KiHUS 3asBNEHOro TepMiHy NpuaaTHOCTI

Y BigkpuTOMY CTaHi npu Temnepatypi 2-8 °C 6 TWXHIB
Y BigKkpuUTOMY cTaHi npu Temnepatypi 15-25 °C 6 roanH
Y 3aMopoxxeHoMy cTaHi npu TemnepaTypi —20 °C 3 micsaui

KinbKicTb LMKNIB 3aMOPOXYBaHHSA 1 PO3MOPOXKYyBaHHS

He Ginblwe 3 pasiB

H 36IP | NIArOTOBKA 3PA3KIB

Twunu 3pa3skis

Jlnwe 3a3HaveHi HUxKYe 3pasky NponLnM BUNpobyBaHHsS Ta BU3HaHI NpuaaTHUMKU AN aHanisy.

Tunu 3paskis Mpob6ipkn Ansa 36upaHHs 3paskis

CupoBartka Mpobipkn 6e3 goaaTkoBmx / AONOMIKHUX pevoBUH abo Npobipku 3 aKkTMBAaTOPOM 3ropTaHHsi abo renem Ta akTMBaTOpOM 3ropTaHHs

Mnasma EOTA-K2

e 3asHauyeHi TUNK 3paskiB TecTyBanucs 3 npobipkaMu ans 36upaHHs 3paskis, siki Oynu 4OCTYNHI HA PUHKY HA MOMEHT TECTyBaHHS, TO6TO Byno npoTecToBaHoO He
BCi 4OCTYNHi Npobipku BiA ycix BUpoBHUKIB. CucTeMU 36MpaHHs 3paskiB Pi3HUX BUPOBHUKIB MOXYTb MICTUTU Pi3Hi MaTepianu, siki B AesKMX BUNagkax MOXyTb
BNNMBaTU Ha pe3ynbTatu TecTiB. ig Yac BUkopucTaHHs Npobipok Ans 36upaHHs 3paskiB cnig HeYXUIIbHO AOTPUMYBATUCS BKA3iBOK BUPOOHUKIB NpoGipok.

CraH 3pa3kiB

® He BMKOPUCTOBYWTE NpenapaTy 3 TeNnOBOK iHAKTMBALiE, HAAMIPHO reMoni30BaHi 3pasky, 3pas3kn 3 HaAMIPHOLO rinepninigemieto Ta 3pasku, ki MaloTb ABHI
03Haku MiKpobHOro 3abpyaHEHHs.

e [lepL HixX NOYMHATU LEHTPUDYTYBaHHS, NEPEKOHaMTECS, L0 NpoLiec Koarynsuii B CMpoBaTLi NOBHICTO 3aBepLunBcs. [eski 3pasku cmpoBaTku, 0cobmMBo B3ATI
B NaLjeHTIB, L0 NPUIAMatOTb aHTMKOArynsHT1 abo TpomboniTMkK, MOXyTb NoTpebyBaTn Ginblue Yacy Ana koarynsauii. AKWo novatn LeHTpudyryBaHHs Ao
MOBHOI Koarynsuii, NpUcyTHICTb ibprHY B 3pa3ky cMpoBaTKu MOXe NPU3BECTU A0 OTPUMAHHSI XMOHMX pesynbTarTiB.

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

® BukopucToBYiiTe 0AHOPA30BI NiNeTKkN abo KiHYMKKM NINeTOoK, Wob YHUKHYTM NepexpecHoro 3abpyaHeHHs.

MiarotoBka Ao aHanisy

e Yci 3pa3ku NoTpiGHO NepeBipaTU Ha HasiBHICTL NiHW. Meped noyaTkoM aHanisy niHy cnig BUAAnuTK 3a AoNoMoro nabopaTopHoi nanuyku. BukopuctoByiite
[ANS KOXHOrO 3pa3ky HOBY Nanuyky, abu yHUKHYTU NnepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXeEHi 3pa3ku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3MOpOoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo LWNAXoM 06epexHOro nepeBepTaHHsl. BukoHanTe BidyanbHWUI KOHTPONb 3paskiB. Y pasi BUSIBNEHHS cTpaTudikauii us poswapyBaHHS
nepemillante 3pasku, AOKN BOHWU He CTaHyTb BidyaribHO OAHOPIAHMMU. AKLO 3pa3kn He Byno nepemillaHo HanexHUM YMHOM, OTPUMAaHI pesynbTaTn MOXYTb
6yTV HeOCTOBIPHUMM.

e 3pasky He MOBUHHI MICTUTK (DIBPVH, ePUTPOLNTK 1A iHWI TBEpAi AoMiLKKU. 3pa3sku, WO BigNoBiAaThb Uil yMOBI, 34aTHi 3abe3neunTn HagiviHi pedynbTaTu; nepeg
TECTyBaHHSM ix HeobxiaHo LueHTpudyrysatn. OuuLleHnin 3pas3ok Crig NepeHecTn Ao BCTaBKM Ans 3paskiB abo B AoNOoMiXHY Npobipky Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpUdYroBaHNX 3paskiB i3 NinigH1M LapoM NepeHocuTH chlig nuwie oduLLeHnid 3pa3ok 6e3 ninemiyHoro maTepiany.

e (O6G'eM 3paska, NOTPiIGHMIA 4111 OQHOPA30BOro BU3HAYEHHS B LiIbOMY TECTi, CTaHOBUTb 20 Mk (pL).

36epiraHHA 3pa3kiB

3pasku, ounLLeHi Bi4 po3dinoBaya, epuTpoLMTIB i 3ryCTKiB, MOXYTb 36epiratucst 4o 24 roanH npu Temnepatypi 15-25 °C, go 7 gHiB npu temnepartypi 2-8 °C abo

0o 6 micsiuiB y 3amopoxeHoMy cTaHi npy Temnepatypi —20 °C 4n HWxYin. 3amMopoxeHi 3pas3ku nNpuaaTHi 40 BUKOPUCTaHHS, SIKWO BOHW 3a3Hanu He Ginblie

1 UMKy 3aMOPOXYBaHHS i PO3MOPOXYBaHHS.

TpaHcnopTyBaHHA 3pa3kiB

® YnakoBka ¥ MapKyBaHHSA 3pa3kiB MaloTb BiAMOBiAaTW 3aCTOCOBHMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LUOAO TPAHCMOPTYBAHHA KMiHIYHWMX 3paskiB Ta
iH(hikoBaHMX PEYOBMH.

e [lepeBuLLyBaTK HaBeAEHI BULLE OBMEXEHHS: Lwoao 36epiraHHa 3a6opoHeEHO.

Po3BeaeHHs 3pa3kiB

® 3pasku, y akux koHueHTpauis CYFRA 21-1 BuxoauTb 3a Mexi Aiana3oHy aHaniT4HOro BUMIpIOBaHHS, MOXHAa PO3BECTU, BUKOPUCTOBYIOUM NpoLieaypy py4HOro
po3BefeHHs. PekomeHgoBaHa nponopuis po3seaeHHst ctaHoBuTb 1:5. KoHueHTpauis po3sedeHoro 3paska mae nepesuilysatv 200 Hr/mn (ng/mL).

e [licnsi po3BeaeHHs BPY4HY NOTPIGHO MOMHOXUTY pe3ynbTaT Ha KoedilieHT po3BeAeHHS.

e BukopucTtoByiiTe BignoBigHi po3spigxysayi abo 3BepHiTECA 40 KoMnaHii Snibe 3a kOHCynbTauUielo nepes BUKOHAHHAM PO3BEAEHHS BPYYHY.

l NPOLIEAYPA

HapaHi matepianu

Ananis Ha CYFRA 21-1 (IXJ1A), eTUKeTKM 3i LUTPUX-KoAamMu KOHTPOSbHMX 3pas3kiB.

Heo6xigHi maTtepianu, siki He BXxoAATb 40 KOMMIEKTY NOCTaYyaHHsA

e 3aranbHe nabopaTopHe obnagHaHHs.

® T[1OBHICTIO @aBTOMaTUYHWIA XEMIMIOMIHECLEHTHUI iMyHOaHanisaTop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerpoBaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [lonaTkoBi akcecyapu, NOTPiOHi Ans 3a3HaYeHMX BULLLE aHani3aTopis, BKMOYATb peakuiiHiil Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIIOBY
npoby, HakoOHEeYHUK i peakLuiiHy BCTaBkKy. [epenik KOHKPETHUX akcecyapiB i XapaKTepUCTUKN akcecyapiB Ans KOXHOI MoAeri MOXHa 3HanTu B iHCTpYKUii 3
BMKOPUCTaHHS BigMoBIigHOro aHanisaTopa.

e [1nsi OTPUMaHHsI JOCTOBIPHUX Pe3ynbTaTiB TECTY BUKOPUCTOBYWTE akcecyapu, peKOMeHA0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigroToBka peareHTiB

® BuTArHiTe Habip peareHTIB i3 ynakoBku /i ornsiHbTe BiACiku 6110ka peareHTiB i 30kpema YLLiNnbHIOBanbHy NMiBKY Ha HasiBHICTb BUTOKIB. SAKLLO O3HaK BUTOKIB He
BUSIBNEHO, 06epeXHO 3HIMITb YLLiNbHIOBaNbHY NiBKY.

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

® Tpumatoum peareHT BepTUKanbHO, BCTaBTe NOro Yy BiNbHY AOPKKY AN peareHTiB.

e [lepeBipTe, Yn NpaBUbHO BifOOPaKaeTbCS iIHDOPMALLisi PO peareHT y NporpamMmHOMY iHTEPAEeNCi; SKLLO Lie He Tak, NOBTOPITb ABa 3a3HaYeHi BULLE KPOKW.

® PecycneHsyBaHHA MarHiTHUX Mikpocdep BiAbOyBaeTbCs aBTOMATUYHO NICNs 3aBaHTaXeHHs Habopy, YiM 3abesneqyeTbcsi MOBHE PIBHOMIPHE BifHOBMEHHS

cycneHsii nepes BUKOPUCTAHHSAM.
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KanibpyBaHHs aHanisy

e BubepiTb TecT ans kanibpyBaHHA Ta BMKOHANTe onepauito kanibpyBaHHS Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOPsAKYBaHHS AaHWX
KanibpyBaHHs AMB. y NPUCBAYEHOMY KanibpyBaHHIO PO3Aini iHCTPYKLIi 3 BUKOPUCTaHHS aHanisaTopa.

® BukoHaliTe NOBTOpHE KanibpyBaHHs 3 AOTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LibOMy BKaAuLui.

KoHTponb akocTi

® VY pasi BUKOpUCTaHHs HOBOI NapTii nepeBipTe abo 3MiHiTb AaHi KOHTPOSO SKOCTI.

e BukoHalTe 34MTYBaHHS LUTPUX-KOAY KOHTPOIO SIKOCTi, BUGEpIiTh BiAMOBIAHI AaHi KOHTPOMO SIKOCTi Ta BUKOHaWTe TecTyBaHHS. [loknagHiwy iHdopmauito npo
BMOpsAKYBaHHSA 3pa3kiB A KOHTPOSO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIO SIKOCTi PO34ini iHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTopa.

TecTyBaHHS 3paskis

e [licns ycnilwHOro 3aBaHTaXKeHHs1 3pa3ka BMOepiTb Lie 3pasok Ha ekpaHi, 3MiHiTb nmapamMeTpu aHanidy Ans 3paska, skui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHs. [loknagHiwy iHdopmaLiio Npo BNOpsAKyBaHHA B3ATUX Y NaLieHTa 3paskis AMB. y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenaparis po3aini iHCTpyKLii 3
BMKOPWUCTaHHS aHarnisaTopa.

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

Kani6pyBaHHs

BinctexxeHHst: Lieit MeToz Byno CTaHAapTU30BaHO LUMSIXOM MOPIBHSAHHS 3 PEYOBWHOIO, LLIO BUKOPUCTOBYETLCS koMnaHieto SNIBE anst BHYTPILLIHBOro KOHTPOMIO SIKOCTI.

3acTocyBaHHs cneuianbHO NpusHaveHux kanibpaTopiB Aae 3Mory cKopuryBaTtu pedepeHCHy KpuBy 3a 4ONOMOrot 3adikcoBaHMX 3HaYeHb BiAHOCHUX CBITNOBUX

oaunHuupe (BCO).

MoBTOpHe KanibpyBaHHs pekOMeHA0BaHe:

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

® KOXHi 28 gHiB;

® nicns cepsicHOro o6cnyroByBaHHs aHanisaTopa;

®  SKLLO MOKa3HMKN KOHTPOSbHMX 3pas3kiB BUXOASAThL 32 MeXi BCTAHOBIIEHOTO Aiana3oHy.

KoHTponb sikocTi

[Ins BU3HAYEHHS BUMOT KOHTPOIIO SIKOCTI 41151 LIbOrO TECTY PEeKOMEH[0BaHO BUKOPUCTOBYBATU KOHTPOIbHI 3pa3ku; Ans nepeBipku epeKTUBHOCTI TECTIB KOHTPOIb

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

pekomMeHzauisax C24 IHCTUTYTY kniHiYHKX | naGopaTopHux ctaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwwmx8.

KoHTponb sIkoCTi pekoMeHO0BaHO 34iMCHIOBAT pa3 Ha AeHb BUKOPUCTaHHsSi abo 3rigHO 3 BUMOraMm MicLieBUX HOpM, BUMOraMu cepTudikauii Ta npoueaypamm

KOHTPOIO SKOCTi Balwoi nabopatopii. KOHTponb SKoCTi MOXHa 34iicHioBaTh 3a gonomMoroto Tecty Ha CYFRA 21-1:

® nicns KOXHOro kanibpyBaHHs Habopy;

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

KoHTponbHi 3pasku npusHadeHi nuwe ans cuctem MAGLUMI Ta Biolumi # BUKOPUCTOBYOTBCS NULLE 3 BiAMNOBIAHMMMW peareHTamu, Lo MatoTb Taki caMi NoYaTKoBi

cim umdp Homepa MAPTII. KoxeH Linb0Buii NokasHuK i Aiana3oH HaBeJeHo Ha eTUKeTL.

Mepen BUKOPUCTAHHAM iHLUMX KOHTPOMbHMX 3paskiB CRig OLIHUTK iXHIO CYMICHICTb i3 UM TecToM. Cnig yCTaHOBUTU BIiAMNOBIAHI Aiana3oHy 3HayveHb ANs BCiX

BMKOPUCTOBYBAHWX MaTepianis KOHTPOMIO AKOCTI.

KoHTpOnbHi nokasHukM MatoTb ByTU B MeXax BCTAHOBIEHOTO Aiana3oHy; SIKWLO OAWH i3 KOHTPONbHUX NMOKa3HMKIB BUXOAMTb 32 MeXi BCTAHOBIIEHOTO Aiana3oHy,

Cnif, BUKOHATW MOBTOPHE KanibpyBaHHsi Ta NMOBTOPHE TECTYBaHHSI KOHTPOSIbHUX 3pas3kiB. FAKLO KOHTPOMbHI NOKa3HMKKW, OTPUMAaHI NiCNs yChilWHOro KaniopyBaHHs,

cTabinbHO BUXOASATb 3a MEXi BU3HAYEHMX diana3oHiB, pesynbTaTi TeCTYBaHHSA NaLiEHTIB He CNif AOKYMEHTYBaTK; KpiM TOro, chia:

® MepeBipuTU, YY1 He CNNMB TePMiH NPUAATHOCTI MaTepianis;

® nepekoHaTucs, LWo 6yno NnpoBedeHO NraHoBe TexXHiYHe 06CnyroByBaHHS;

® YMNEeBHUTUCS, IO TECT 3AiNCHIOBABCSA i3 AOTPUMAHHSM iHCTPYKLUIW, HaBeAEHMX Ha BKNaauLUi yNakoBKu;

e 3a notpebu 3BepHyTUCS NO AOMOMOry A0 KomnaHii Snibe abo i odiuiiHnx aucTpub’oTopis.

AKLIO KOHTPOMbHUX 3paskiB y Habopi HeAoCTaTHLO ANsi BUKOPUCTaHHS, 3amoBnanTe goaatkosi koHTponi CYFRA 21-1 (IXNA) (REF: 160201227MT) y komnaHii

Snibe abo ii odiuiiHMx AMcTpUG’toTOPIB.

H PE3YINLTATU

Po3paxyHok

AHanizatop aBTOMaTM4HO po3paxoBye KoHueHTpauito CYFRA 21-1 y koxHOMYy 3pa3ky Ha OCHOBi kanibpyBanbHOi KpuBOi, sika OyayeTbcs 3a MeToAoM

[ABOTOYKOBOrO kanibpyBaHHs pedepeHcHoi kpmBoi. OauHMUel BUMIpOBaHHS € Hr/mn (ng/mL). JoknagHiwy iHdopmaLilo MOXHa 3HalTU B iHCTPYKLUii 3

BMKOPUCTaHHS aHanisaTopa.

IHTepnpeTauia pesynbTaris

Micns obcTexeHHs 509 kniHiYHO 3gopoBux ocib y Kutai 6yno BuaHaveHo gonyctumi Hopmu ans tecTiB Ha CYFRA 21-1, 3Ha4YeHHS siKUX HaBeAeHO HbK4e:

< 3,3 Hr/mn (ng/mL) (95-# nepueHTUnb).

MoxnuBi po36ixxHOCTi B pesynbTaTax pisHux nabopaTtopil, Lo NOACHIOETLCA BIAMIHHOCTAMM B cKnaji nonynsuii Ta metoaukax AoChimxeHHs. PekomeHgoBaHo B

KOXHin nabopaTopii BU3HAYUTW BNAcHWUN pedepeHTHUIA iHTepBan.

 OBMEXEHHSA

e PesynbTaTu TECTy CNif po3rnagaTt B KOHTEKCTI icTopii XBOPO6U, AaHMX KNiHIYHOro 06CTEeXEeHHs naujieHTa i iHWWX SaHuX.

e Akwo pesynbtath TecTiB Ha CYFRA 21-1 He BignosigatoTb KNiHIYHUM AaHuM, ANs iX NigTBepaXeHHst He0OXiAHO BUKOHATW A0AaTKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Big NauieHTiB, siki npuiMany npenapatn Myuwa4Ymx MOHOKIMOHANbHUX aHTUTIN i3 METO AiarHOCTUKM YK fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTMMmwadi aHtutina (HAMA). Y pasi TecTyBaHHSA Takux 3paskiB i3 BUKOPUCTaHHSAM HabopiB AN aHaniay, Wo MICTATb MULIaYi MOHOKIIOHamMbHI aHTWTINa,
MOXHa OTpUMaTH XMBHO MigBULLEHI a60 3HWKEHI pedynbTaTn® 10, [INa BU3HaYeHHs diarHo3y Moxe 3HagobuTucs fgofaTtkoBa iHpopmMaLlis.

e [eTepodinbHi aHTUTINa B CMpOBATLI KPOBi MIOAVHM MOXYTb BCTynaTu B peakLilo 3 iMyHornobyniHamu peareHTiB, BNMMBaOYM Ha pesynbTaT iMyHOoaHanisis
in vitro. Y nauieHTiB, SiKi perynsapHoO KOHTaKTyloTb i3 TBapMHaMu abo npodykTaMmu CUpOBAaTKM KPOBi TBAPWH, iCHYE pU3MK Takoi iHTepdepeHLii, BHacnigok Yoro
MOXYTb CrocTepiraTucs aHomarbHi nokaHukm'!.

e BakTepianbHe 3apaxeHHs abo TennoBa iHaKTUBaLlisi 3pa3kiB MOXe CNOTBOPUTU pe3yrnbTaTh OOCNIOKEHHS.

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMmy po3aini HaBeAeHi penpeseHTaTUBHI XxapaKTepucTuki. PesynbTaTi, oTpuMaHi pisHnMu nabopatopisimv, MOXYTb BiAPI3HATUCS.

TouHicTb

TouHicTb BM3HaYanacs 3a JONOMOroK TecTy, NpenapariB i KOHTPONbHKX 3paskiB 3a npotokorioMm (EP05-A3) IHCTUTYTY KniHiYHUX i nabopaTopHux cTaHaapTiB

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

BMKOPUCTaHHAM TPbOX NapTi Habopie peareHTiB (N = 180). Byno oTprmaHo 3a3HayeHi Hk4e pesynbTaTu.

CepenHe, Y mexax BUNpobyBaHHs Mix Bunpo6yBaHHsiMU BigTBoptoBaHicTb
3pasok Hr/mn (ng/mL CraHg. Bigx., CraHa. Bigx., CraHg. BigXx.,
P (n =(130) ) Hr/mn (ng/mL) % Koep. Bap. Hr/mn (ng/mL) % Koedp. Bap. Hr/mn (ng/mL) % Koep. Bap.

Myn i3 cuposaTKoto 1 3,497 0,137 3,92 0,087 2,49 0,200 5,72
Myn i3 cupoBaTkoto 2 30,468 1,039 3,41 0,519 1,70 1,591 5,22
Myn i3 cuposatkoto 3 604,232 17,098 2,83 12,803 2,12 26,055 4,31
Myn i3 nnasmoto 1 3,521 0,148 4,20 0,085 2,41 0,189 5,37
Myn i3 nnasmoro 2 30,665 1,011 3,30 0,654 2,13 1,420 4,81
Myn i3 nnasmoto 3 614,107 16,207 2,64 12,704 2,07 26,727 4,35
KoHTponb 1 5,018 0,190 3,79 0,087 1,73 0,285 5,68
KoHTpornb 2 30,041 1,120 3,73 0,403 1,34 1,741 5,80
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IHCTpYKLif i3 3acTOCcyBaHHSA

Liana3oH niHinHocTi

0,800-1000 Hr/mn (ng/mL) (BM3Ha4YaeTbCs 3a MEXeto KinbKiCHOT OLHKM Ta MakCuMyMOM pedpepeHCHOT KpUBOI).

IHTepBan peecTpauii

0,500-5000 Hr/mn (ng/mL) (BU3HA4YaeTbCsi 3a MEXEe BUSABMEHHS Ta MaKCMMyMOM pedepeHCHOi KpMBOI, MOMHOXEHWM Ha PeKkoMeHAOBaHy MponopLito
PO3BEAEHHS).

AHaniTMyHa yyTnUBIiCcTb

Mexa xonoctoi npo6u = 0,100 Hr/mn (ng/mL).

Mexa BusienenHs = 0,500 Hr/mn (ng/mL).

Mexa kinbkicHoi ouiHkv = 0,800 Hr/mn (ng/mL).

AHaniTnyHa cneumdiyHicTb

IHTepdbepeHLin

IHTepdepeHLis BU3HaYanacs 3a 4OMOMOroK TECTY; 4O TPbOX 3pa3kiB i3 Pi3HOIO KOHLIEHTpaLieto aHanisoBaHOro KOMMNOHEHTAa Ao4aBanucs pe4YoBUHU, NOTEHLINHO
3[aTHi CMPUYMHUTU eHporeHHy abo ek3oreHHy iHTepdpepeHuio, 3a npoTtokonom (EP7-A2) IHcTuTyTy KkniHiyHux i naGopaTtopHux ctangaptis (Clinical and
Laboratory Standards Institute, CLSI). MNoxnbka BUMipiB AN pe4oBUH, 34aTHUX CNPUYUMHUTK iHTepdepeHLito, He nepesuLlye 10 %. Byno oTpumaHo 3a3HaveHi
HIDKYe pe3ynbTaTu.

IHTepdepeHUin Makc. piBeHb BigcyTHocTi BnnuBy | IHTepdepeHuis Makc. piBeHb BiACyTHOCTi BNUBY
Binipy6iH 66 mr/an (mg/dL) LincnnatuH 165 mkr/mn (ug/mL)

eMorno6iH 1500 mr/an (mg/dL) MeToTpekcat 450 mkr/mn (ug/mL)

IHTpaninig 1500 mr/an (mg/dL) 5-@Topypauun 360 mxkr/mn (ug/mL)

Toacbki aHTMMwadi aHtutina (HAMA) | 40 Hr/mn (ng/mL) Maknitakcen 67 mkr/mn (ug/mL)

PeBmartoigHuii dhakTop 1500 MO/mn (IU/mL) BiHbnacTtuHy cynbdat 1,5 mkr/mn (ug/mL)

6 (curHan / KpUTUYHE 3HaYeHHst), . .

AAA BUHCOKONO3UTHBHMIA [okcopy6iuuH rigpoxnopug, 50 mkr/mn (ug/mL)
Linknodocdamiay moHorigpat 500 mxkr/mn (ug/mL) Kap6onnatuH 500 mkr/mn (ug/mL)

16ynpodeH 500 mkr/mn (ug/mL) Liutapabix 30 mkr/mn (ug/mL)

MepexpecHa peakTUBHIiCTb

[MNepexpecHa peakTMBHICTb BU3Ha4anacs 3a JOMOMOrol TeCTy; A0 TPbOX 3paskiB i3 Pi3HOK KOHLEHTpaLi€o aHanisaoBaHoro KOMMOHeHTa AoAasanvcs NOTEHLUNHI
nepexpecHi peareHTn 3a npoTtokoniom (EP7-A2) IHCTUTYTY KniHiYHKX | naGopaTtopHux ctaHgapTis (Clinical and Laboratory Standards Institute, CLSI). Moxn6ka
BMMIPIB ANA PEYOBUH, 30aTHUX CNPUYUHUTK iHTepdepeHLito, He nepeuLlye £10 %. Byno oTpMmaHo 3a3HayeHi Hx4Ye pesynbTaTu.

MepexpecHui peareHT Makc. piBeHb BiACYTHOCTi BNNUBY MepexpecHuit peareHT Makc. piBeHb BiACYTHOCTi BNNUBY
CA 15-3 1000 oa/mn (U/mL) KEA 3000 Hr/mn (ng/mL)
HCE 500 Hr/mn (ng/mL) Ao 50000 MO/mn (1U/mL)

MoHapAo30BUIA «XYK»-e(heKT y BUNaaKy BUCOKUX KOHLIEHTpaLin

B ananizax Ha CYFRA 21-1 He cnocTepiraBcsi NTOHaAA030BUIN «XyK»-eeKT Y BUNaaKy BUCOKUX KOHUeHTpauin (go 25000 Hr/mn (ng/mL).

MopiBHAHHA MeTOANK

MopiBHsAHHS aHanidy Ha CYFRA 21-1 3 iHLWIMM iMyHOMOriYHMM aHanisaoM cepiiHoro BUPOGHMLTBA NPOAEMOHCTPYBano Taky kopensiuito (y Hr/mn (ng/mL)):

KinbkicTb npoTecToBaHux 3paskis: 337.

MopiBHsIHHS MmeTogom lMaciHra — Babnoka: y = 1,0078x-0,0237, 1 = 0,960.

KoHueHTpaList B KniHiYHMX 3pa3kax ctaHosuna Big 1,01 o 996,0 Hr/mn (ng/mL).
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l 3BHAYEHHA CUMBOIIB

EE_:I [MB. iHCTPYKLO 3 BUKOPUCTaHHS

8°C TemnepaTypHuiA giana3oH
(36epiraTn npu Temnepatypi 2-8 °C)
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KiHueBa AaTa TepMiHy npuaaTHOCTI
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BwmicTy goctaTHbO Ans <n> TecTiB BepexiTb BiA NPSAMUX COHAYHUX NPOMEHIB

Lium Gokom poropu YnoBHOBaXeHW NpeacTaBHUK B EBPONENCbKOMY COO3i

MeaunyHuin npunag Ans AiarHoCcTUkK in vitro CONTENTS Cknag Habopy

-
HI
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Homep 3a kaTtanorom Kopa naprii

( E MapkyBaHHs CE 3Hak BiANOBIAHOCTI TEXHIYHUM pernameHTam
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IHCTpYKLif i3 3acTOCcyBaHHSA
MAGLUMI® Ta Biolumi® € TOproBumu mapkamu koMmnaHii Snibe. Yci iHWi HalimMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANoBiAHMM BRacHvKam.

LLeHbwkeHb Hblo IHAacTpic Biomeaikan IHxuHipudr Ko., Ita.,
Ne23 Oxinkciy Eact Poapa, Minrwan AicTtpikt, 518122, LeHb4xeHb, Kutacbka 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 NpeacTaBHUK B YKpaiHi:

TOB «Kpartist MeaTexHika», Byn. barrosyTiBcbka, 17-21, 04107, M. KniB, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnatHO MOXyTb TenedoHyBaTn aboHeHTH (hiKCOBaAHOIO Ta MOGINbLHOro TenedOHHOro 3B’A3Ky 3 6yAb-SKOT TOYKK
YkpaiHn).

EnekTpoHHa nowTa: uarep@cratia.ua

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