IHCTPYKLiA i3 3acTOCyBaHHA

Snibe

Diagnostic

MAGLUMI® ®HM-a (IXJ1A)

130216006M:100 TecTiB y Habopi
130616006M: 50 TecTiB y Habopi
130716006M: 30 TecTiB Yy Habopi

REF

C€

H NPU3HAYEHHA

Habip aae amory BUKOHYBaTV iMyHOXEMINIOMIHECLLEHTHUIA aHani3 in vitro Ans BU3Ha4YeHHs KinbkicHoro Bmicty ®HIM-a B cMpoBaTui Ta nna3mi KpoBi NoAMHK 3a
[OMOMOrOI0 MOBHICTIO @aBTOMATMYHOrO XeMintoMiHeCLEHTHOro iMyHoaHanizaTopa cepii MAGLUMI 1 iHTerpoBaHoi cuctemu cepii Biolumi; Takox uew aHanis
BMKOPUCTOBYETLCA SIK OMOMIKHWIA 3acib AiarHOCTUKM AesIKUX 3aXBOPIOBaHb, NoB’si3aHuX i3 ®HI-a, Taknx sk 3ananeHHs Ta iMyHHi 3aXBOPIOBaHHS.

i cTucnum onuc

dakTop Hekpo3y nyxnuHu anbda (PHM-a), Takox BigoMun sk PHI, € baraTodyHKUiOHANBHUM LMTOKIHOM, SIKUIA FPae KIOYOBY POrfb B anonTo3i N BMXKUBAHHI
KMiTVH, a TaKoX y 3ananeHHi Ta popMyBaHHi imyHiTeTy'-3. ®HIM-a nepeBaxHO BUPOBNSETLCA MOHOLUTaMWU/Makpodaramm 1 T-KniTHaMK, a TakoX eKCpecyeTbes
B HeWTpodinax, NK-kniTvHax, AeHOPUTHMX KNiTUHAX, eHaoTenianbHUX KhiTUHAX, KepaTuHoUMTax, acTpouuTax Ta ocTeobnactax?. ®HM-a cuHTesyeTbes sk
TpaHcMeMbpaHHuiA Ginok i3 MonekynsipHolo macow 26 k[la, a nponenTua CeKpeTyeTbCs y BUMMSAI PO34MHHOI Monekynu macow 17 k[la npv poswienneHHi
®HIM-a-koHBepTyoUMM hepmeHTom (TACE) 56.

@OHI € kNOYOBUM MeAiaTOPOM K FOCTPUX, TaK i XPOHIYHMX CUCTEMHUX 3anarnbHUX peakuii. BiH cTuMynioe He Tinbkv BNacHy cekpeLito, ane n NpoAyKLuito iHWnX
3ananbHMX LMTOKIHIB | XEMOKIHIB Ta rpae Kro4oBy porfib Npy ayTOIMyHHUX 3aXBOPIOBaHHSIX, TAKUX SK PEBMATOIQHWUA apTPUT i CUCTEMHUIA YEPBOHUI BOBYAK'S.
PiBeHb ®HIM-a B cupoBaTui abo nnasmi NigBULLYETLCA NepeBaXkHO MPU ayTOIMYHHUX 3aXBOPIOBAHHSIX, MHOXWHHMX iHDEKUIHNX 3axBOpPIOBaHHSIX, Cencuci Ta
BiATOPrHEHHI TpaHcnnaHTaTa®-14,

0 NPUHUMN Al TECTY

IMyHOXEMINOMIHECLLEHTHUI aHani3 3a TUNOM ceHABiva.

3pasok, 6ydepHUin po34nH, MarHiTHI Mikpocdepu, BKpUTI MOHOKIIOHaNbHUMK aHTuTinamu go ®HM-a, Ta mitkn ABEI 3 iHLUMMW MOHOKNOHANBHUMUW aHTUTINaM1 J0
®HIM-a peTenbHO NepemiwyoTbes, iHKYBYTbCA Ta BiAbyBaeTbCs peakLis 3 yTBOPEHHSIM KOMMIEKCIB 3a TUMOM ceHpgiva. [licna ocagXeHHst B MarHiTHoMy noni
3MMBAETLCH CynepHaTaHT i BUKOHYETBLCS LMKN BigMmBaHHs. MMicna uboro AogatoTbes ctaptepu 1 i 2 Ana 3anycky xemintoMiHecUueHTHOT peakuii. IHTEHCUBHICTb
CBITNIOBOr0O CUrHamny BUMIPIOETLCSI (POTOENEKTPOHHUM MOMHOXYBayYeM Y BifHOCHUX CBiTNoBUX ognHuusix (BCO) i € nponopuiiHoo Ao KoHueHTpauii PHIM-q,
HasiBHOI B 3pasky.

H PEATEHTU

Cknap Habopy

KoMAoHeHTH Onuc 100 TeCTI.B y 50 'recnr.s y 30 Tec1'||.3 y
Habopi Habopi Habopi

MarritHi MarHiTHi mikpoccepu, BKpUTi MOHOKIOHaNbHUMK aHTuTIinamu go ®HM-a (npubnuaHo

mikpocdepu 10,0 mMKr/mMn (ug/mL)), y HaTpiit-chocaTHomy BychepHomy poaunti, NaNs (<0,1 %). 25mn(mb) | 1.5mn(mL) | 1,0 mn (mL)

Kan|6pa'rop. AHTUreH ®HI-a B HM3bKi KOHLEHTpaUii B HaTpili-dhocdaTHoMy BydepHOMY pOo3UmHi, 1,5 mn (mL) 1,5 mn (mL) 15 mn (mL)

HU3bKOTO PiBHA NaNj3 (<0,1 %).

Kan|6pa'rop. AHTUreH ®Hr-a y BUCOKIN kKOHUEHTpaUii B HaTpin-docdaTHoMy BydepHoMy po3uuHi, 1,5 mn (mL) 1,5 mn (mL) 15 mn (mL)

BUCOKOro piBHA NaNj3 (<0,1 %).

Bydep BydepHuin posumnH Tpic-HCI, NaN; (<0,1 %). 6,5 mn (mL) 4,0 mn (mL) 3,0 mn (mL)

. Mitka ABEI 3 MOHOKINOHansHUM aHtuTinoM o ®HM-a (npubnuaHo 1,00 mkr/mn

Mitka ABEI (ug/mL)) y 6ychepHomy posuuti Tpic-HCI, NaN; (<0,1 %). 7.5mn(mb) | 45mn(mb) | 3.3 mn (mL)
AHTUreH ®HI-a B HM3bKi KoHuUeHTpauii (20,0 nr/mn (pg/mL)) y HaTpii-cpocaTHOMy

KoHTponb 1 6ychepHomy poaumri, NaNs (<0,1 %). 1,5 mn (mL) 1,5 mn (mL) 1,5 mn (mL)
AHTUreH ®HIM-a y Bucokin koHueHTpauii (200 nr/mn (pg/mL)) y HaTpii-dboccaTHOMY

KoHTponb 2 6ychepHomy poaumri, NaNs (<0,1 %). 1,5 mn (mL) 1,5 mn (mL) 1,5 mn (mL)

Yci peareHTV HagalTbCst B TOTOBOMY [0 BUKOPUCTAHHS CTaHi.

MonepeaxeHHs i 3acTepexeHHsA

® [lpusHaveHo Ang AiarHoCTUKK in vitro.

e Jlywe ons NnpodpecinHOro BUKOPUCTaHHS.

® BxwuBaiTe 3BMYaNHUX 3aCTEPEXHMX 3ax0piB, 0GOB’A3KOBKX Mif Yac po6oTn 3 ycima nabopaTopHUMU peareHTaMu.

e Cnig yxuBaTu BiANOBIAHMX 0COBUCTUX 3aCTEPEXHUX 3ax0fiB ANA YHUKHEHHSI KOHTaKTy Oyab-sKMX YacTuH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3paskamu i JOTpUMyBaTUCS MiCLIEBMX BUMOT LLoA0 poboTw nig vyac TecTyBaHHS.

3anopykoto OTpMMaHHA OOCTOBIpHUX pe3ynbTaTiB € AOCKOHane BONOAIHHSA TeXHiKol aHamnisy W 4iTke AOTPUMAaHHS iHCTPYKLUN, HaBeOeHUX Ha BKnaauLi

yNaKoBKW.

He BuKkopucToByiTE Habip nicnsi 3akiHYeHHS CTPOKY NPUMAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL.

He BMKOPUCTOBYINTE KOMMOHEHTM 3 Pi3HMX NapTii abo Big pi3HWX peareHTiB 04HOYaCHO.

YHukaniTe YTBOPEHHS MiHW B YCiX peareHTax i npenaparax (3paskax, kanibparopax i KOHTPONbHMX 3pa3kax).

Yci Bigxoan GionoriyHmx 3paskis, GionoriyHnx peareHTiB i BUTPATHUX MaTepianis, L0 BUKOPUCTOBYIOTLCA A1S MPOBEAEHHS TECTY, CNif BBaXaTW NMOTEHLINHO

iHdbikoBaHUMM 11 yTUNi3yBaTK iX BiANOBIAHO 4O BUMOT MiCLIEBUX HOPM.

e |lei BUpiG MicTUTb asug HaTpito. A3ng HaTPito MOXe BCTyNaTu B peakLito 3i CBUHLEM YM MigHUMU enlemeHTaMu TpybonpoBogie, yTBoptoloun BUGyxoHebe3neyHi
asuam meTanis. Micna ytunisauii cnig npomuTy TpyGW BENUKOHO KinbKicTio Boan, abu 3anobirti yTBOPeHHto BiaknazeHb asuais. JoaaTkoy iHchopmaLiio MoxHa
3HaNTK B NacnopTax 6esneku NpoayKTy, sSiki HAAaTLCA Ha BUMOTY NPOMECIiiHNX KOPUCTYBaYiB.

Mpuwmitka. MNpo Gyab-aki cepiosHi iHUMAEHTW, NOB’A3aHi 3 NpUCTpPoeM, cnig nosigomutn komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXX€HUX NpeACTaBHWKIB, @ TAKOX KOMMETEHTHI OpraHn BaLloi KpaiHu.

MoBoaXeHHs 3 peareHTaMu

® |llo6 He gonycTUTU 3abpyaHEHHS, NOTPIBHO BAAraTV YACTI pykaBuYkK Nig Yac poboTu 3 HabopoMm peareHTiB i 3paskamu. Mig yac poboTn 3 Habopom peareHTiB

cnig 3aMiHUTY pyKaBUYKK, SIKi KOHTaKTYBanw 3i 3pa3kamu, Ha YUCTI, OCKINbKM NOTPanNsSHHA MaTepiany 3paska MoXe NpusBecTn 40 OTPUMAaHHA HeAOCTOBIPHUX

pesynbTarTis.

He BukopucToByinTe fedekTHi Habopu, 3okpema Habopu 3 NOPYLLEHOK rEPMETUYHICTIO YLLINbHIOBaNbHOT MNiBKW, KanamyTHUMK peareHTamu, HasiBHICTIO ocagdy

B peareHTax (3a BUHATKOM MarHiTHuX mikpocdep) abo Habopu, KOHTPOSbHI MOKA3HUKM SIKUX HEOAHOPAa30BO BUXOAUM 3a MEXi AONYCTMMOro Aiana3oHy. AKLWwo

Habip € aedekTHUM, 3BEpHITbCS A0 kKoMnaHii Snibe abo ii odiuiiHoro ancTpub’oTopa.

ABU YHUKHYTU BMNApOBYBaHHS PiavHU 3 BiAKPUTUX HabopiB peareHTiB Yy XOMOAWUMbHWKY, PEKOMEHOOBaHO 3anevartatu BigKpuTi Habopu repmeTusyoyoro

NMiBKOI, L0 NOCTa4aeTbCs pa3oM 3 YNakoBKOW. YLUinbHIOBanbHa NiiBka € OAHOPa30BO; A03aMOBUTU i MOxHa B KomnaHii Snibe abo ii odivinHux

anctpub’ioTopis.

13 Yacom Ha NpokaaLi MoXyTb HAKONUYYBaTUCA BUCOXITI 3arMLLKV piauH. 3a3Bryai BOHW SBNsIHOTL COBOI CONMbOBUIA OCaA, i He BNIMBAIOTL Ha pesysbTaT aHanisy.

BuikopucToBYITE BigKpPUTWIA GNOK peareHTiB B OAHOMY aHanisaTopi.

IHCTPYKLUIi LWoao nepemillyBaHHA MarHiTHUX Mikpocdep HaBe4eHo B po3aini LbOoro BkNaguLia, NpUcBsiYeHoMy NiaroToBLi peareHTiB.

HopaTkoBy iHbopMaLito NPO NOBOMKEHHS 3 peareHTamu nig Yac BUKOPUCTAHHA CUCTEMW HaBeAEHO B IHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTtopa.

36epiraHHs Ta cTabinbHICTb

® He 3amMopoxyiiTe 6rok peareHTiB.

e 36epiranTe Habip peareHTiB y BEpTMKanbHOMY NOMOXeEHHI, o6 3abe3neunt NoBHY AOCTYMHICTb MarHiTHUX Mikpocdep.

® BepexiTb Bif NPSAMUX COHAYHUX NMPOMEHIB.
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IHCTpYKLis i3 3acTOCYyBaHHs
CTabinbHicTb peareHTiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C 00 KiHUS 3asiBNEHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi npu Temnepatypi 2—-8 °C 6 TWxHIB
YcepeauHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbLHMUX 3pa3KiB

Y HenopyLUeHin ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asiBMEHOro TepMiHy NpuaaTHOCTi
Y BigkpuTOMYy cTaHi npu Temnepartypi 10-30 °C 6 roanH

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

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

KinbKiCTb LIMKMiB 3aMOPOXYBaHHS 1 PO3MOPOXYBaHHS He Ginble 3 pasiB

H 36IP | NIArOTOBKA 3PA3KIB

Tunu 3pa3skis

JInwe 3a3HayeHi HxYe 3pasku NpoMLLY BUNPOBYBaHHSA Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3paskiB Mpo6Gipku Ana 36upaHHA 3pas3kiB

Mpo6ipkn 6e3 gogaTkoBMX / AOMNOMDKHMX pe4oBMH abo Npobipkv 3 aKTMBATOPOM 3ropTaHHsA abo

renemM Ta akTUBaToOpPOM 3ropTaHHs

Mnasma EOTA-K2

e 3asHauyeHi TMMK 3paskiB TecTyBanucs 3 npobipkaMu Ansa 36upaHHs 3paskis, ski 6ynu AOCTYMNHI HA PUHKY HA MOMEHT TECTyBaHHS, TO6TO Byno NpoTecToBaHo He
BCi AOCTYMHi NpoBGipku Big ycix BUpOGHMKIB. Cuctemn 36MpaHHs 3paskiB Pi3HUX BUPOOHWKIB MOXYTb MICTUTW Pi3Hi MaTepianu, siki B AesKMX BUnagkax MoXyTb
BRAMBATW Ha pe3ynbTati TecTiB. Mig Yac BukopuctaHHsa Npobipok Ans 36upaHHs 3paskiB Crig, HEYXMINbHO AOTPUMYBATUCS BKa3iBOK BUPOGHUKIB NpoGipok.

CraH 3pa3skiB

® He BMKOpPUCTOBYWTE NpenapaTtn 3 TennoBO iHaKTUBALiE, HAAMIPHO remMoni3oBaHi 3pa3ku, 3paskv 3 HagMipHOO rinepninigemieto Ta 3pasku, siki MaloTb ABHI
03HaKn MiKkpoBHOro 3abpyAHEHHS.

e [NepLu HiXX MOYMHATK LEHTPUAYryBaHHS, NepekoHanTecs, Lo npouec koarynsuii B cMpoBaTLi NOBHICTIO 3aBepLlumBcs. [eski 3pasku cupoBaTku, 0cobnmBo B3ATI
B MauieHTiB, WO NpuiiMaloTb aHTUKOarynsiHtM abo TpomboniTukM, MoXyTb noTpebyBatu Ginblie vacy Ans koarynsauii. Akwo novaTn UeHTpudyryBaHHsS Oo
NOBHOI Koarynsiuii, NpMCyTHICTb (hibpMHY B 3pa3Kky cupoBaTKu MOXe NPU3BECTU A0 OTPUMAHHSA XMOHUX pe3ynbTarTis.

® 3pasku He MatloTb MICTUTK PIGPKUH abo iHLIi TBepAi AOMILLKM.

® BukopuctoByiiTe ofgHOPa3oBi NiNeTky abo KiHYMKM NINETOK, W6 YHUKHYTU NepexpecHoro 3abpyaHEHHS.

MiaroTroBka Ao aHanisy

® Yci 3pa3ku NoTpiGHO NepeBipATM Ha HasBHICTb NiHW. [Mepepn noyaTkom aHaniay MiHy cnig BMAanuT 3a Jonomorolo nabopaTtopHoi nanuykn. Bukopuctosyiite
NS KOXHOTO 3pasky HOBY Nanuyky, abv yHUKHYTU NnepexpecHoro 3abpyaHeHHs.

e [lepen nepemillyBaHHSM 3aMOPOXEHi 3pa3ku cnif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3MOpoXKeHi 3paskin y BUXPOBOMY 3MillyBaYi Ha HU3bKil
LWBMAKOCTI abo wnsaxom o6epexHOro nepeBepTaHHsA. BukoHanTe BidyanbHWI KOHTPOSb 3paskiB. Y pasi BUMABNEHHS cTpaTudikauii 4Yv posliapyBaHHs
nepemillante 3pasku, OKN BOHW He CTaHyTb BidyarnlbHO OAHOPIAHMMM. AKLIO 3pa3ku He Byno nepemMiliaHo HaneXHWM YMHOM, OTPUMAHI pe3ynbTaTi MOXYTb
6yTV HeOCTOBIPHUMM.

e 3pasku He MOBUHHI MICTUTK (PIBPVH, epUTPOLNTK 1A iHWI TBEpAi AoMilwku. 3pasku, WO BigNoBiAaThb Uil yMOBI, 34aTHi 3abe3neunTn HagiviHi pedynbTaTu; nepes
TECTyBaHHAM iX HeobXiAHO LeHTpudyrysatn. OumLLEeHWiA 3pa3ok ciif NnepeHecT! A0 BCTaBKW ANs 3paskie abo B AoNoMixHY Npobipky Anst TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpUdyroBaHUX 3paskiB i3 NinigHUM LapoM NepeHoCUTH Chif nuLle oYunLLeHNi 3pa3ok 6e3 ninemiyHoro matepiany.

e (O6’eM 3paska, NOTPiIGHMIA 4151 OAHOPA30BOro BU3HAYEHHS B LibOMY TecCTi, cTaHoBUTL 100 mkn (UL).

36epiraHHA 3pa3kiB

3pasku, ouuLLeHi Big po3ainoBaya, epuTpoLmTIB i 3rycTkiB, MOXyTb 36epiratucsa Ao 6 rogmH npu temnepatypi 10-30 °C, go 48 roanH npu Temnepatypi 2-8 °C

abo no 6 micsuiB y 3amopoxeHoMy cTaHi npu Temnepatypi —20 °C. 3amopoxXeHi 3pa3ku NpuaaTHi 4O BUKOPUCTAHHSI, SKLWO BOHM 3a3Hanu He Binbwe 1 uukny

3aMOPOXYBaHHSA 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

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

* [lepeBuilyBaTh HaBefeHi BULLEe OBMeXeHHs Woao 36epiraHHs 3a6opoHeHo.

Po3BeneHHsA 3pa3kiB

e 3paskn, y AKUX KOHUEeHTpauis aHTuTin Ao ®HM-a BUxoAMTb 3a Mexi Aiana3oHy aHamniTMYHOro BMMIPIOBAHHS, MOXHa PO3BECTM, BMKOPUCTOBYKOUM npoLueaypy
py4HOro po3BefeHHs. PekomeHaoBaHa nponopLisi po3seaeHHst ctaHoBuTb 1:10. KoHueHTpaLis po3seaeHoro npenapaty mae nepesuiysatvt 100 nr/mn (pg/mL).

e [InsA po3BefeHHst BPYYHY NOTPIGHO MOMHOXUTU pe3ynbTaT Ha KoediLieHT po3BeAEHHS.

® BukopucToBy#iTe BignoBiaHi po3pimkyBadi abo 3BepHiTbCA 40 KoMMaHii Snibe 3a koHCynbTalieo nepes BUKOHAHHAM PO3BEAEHHS BPYYHY.

l NPOLIEAYPA

HapaHi matepianu

AHania Ha PHMM-a (IXJ1A), eTUKeTKM 3i WTPUX-KOAaMu KOHTPONbHMX 3pas3kiB.

Heo6xigHi maTtepianu, siki He BXoAATb [0 KOMMIEKTY NOCTaYyaHHsA

e 3aranbHe nabopatopHe obnagHaHHs.

® [lOBHICTIO @aBTOMaTUYHNIA XEMIMIOMIHECLIEHTHUI iMyHOaHanisaTop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerposaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [lopaTkoBi akcecyapu, MOTPiIOHI ANs 3a3HavYeHnX BULLLE aHani3aTopiB, BKMOYaoTb peakuiiH1iA Moaynb, cTapTepu 1+2, KOHUEeHTpaT AN NPOMUBAHHS, CBITNOBY
npoby, HaKOHEeYHWK i peakuiliHy BCTaBky. [Mepenik KOHKPETHWUX akcecyapiB i XapaKTepuCTVKN akcecyapiB Ans KOXHOI MoAeni MOXHa 3HalTu B iHCTPYKLii 3
BMKOPWUCTaHHS Bi4NOBIAHOro aHanisaTopa.

e [1nsi OTPMMAaHHSI OCTOBIPHUX Pe3ynbTaTiB TECTY BUKOPUCTOBYWTE akcecyapu, pekOMeHA0BaHi komnaHieto Snibe.

Mpoueaypa aHanisy

MigroToBka peareHTiB

® BuTArHite Habip peareHTiB i3 ynakoBKku i OrnsiHbTe BiACiku 6rnoka peareHTiB i 3okpema yLinbHIoBasbHy MiBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUSIBNEHO, 06EPEXHO 3HIMITb YLLiNbHIOBANbHY NMiBKY.

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

e Tpumatoum peareHT BepTUKanbHO, BCTABTE NOro Y BiNbHY AOPiKKY AN peareHTiB.

¢ [lepeBipTe, 41 NpaBuUnbHO BifobpaxaeTbes iHpopMaLlis NPo peareHT y NporpaMHOMy iHTepdeNCi; KO Lie He Tak, MOBTOPIThb ABa 3a3HaYeHi BULLE KPOKM.

e PecycneH3yBaHHS MarHiTHUX Mikpocdep BigbyBaeTbCsi aBTOMATUYHO MICNs 3aBaHTaXeHHst Habopy, Yum 3abe3nevyeTbCst NOBHE PIBHOMIPHE BiAHOBMEHHS
cycneHsii nepes BUKOPUCTAHHSM.

KanibpyBaHHsi aHani3y

e BubepiTb TecT Ans kanibpyBaHHsi Ta BMKOHaWTe onepadilo kanibpyBaHHA Ha ekpaHi 30HW peareHTiB. [loknagHily iHbopMaLiio Npo BNOpsAKyBaHHS AaHUX
KanibpyBaHHs AMB. y NPUCBAYEHOMY KanibpyBaHHIO pO3Aini iHCTPYKLIi 3 BUKOPUCTaHHS aHanisaTopa.

e BukoHaliTe NOBTOPHE KanibpyBaHHs 3 4OTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LibOMy BKNaguLui.

KoHTponb sikocTi

® Y pasi BUKOpPUCTaHHS HOBOI NapTii nepeBipTe abo 3MiHiTb AaHi KOHTPOIIO AKOCTI.

CupoBaTtka

178 TNF-a-IFU-uk-1VDD, V2.1, 2022-04 2/5



IHCTPYKLiA i3 3acTOCyBaHHA
® BuKOHalTe 34NTYBaHHS LUTPUX-KOZY KOHTPOMIO SKOCTi, BUOepiThb BiANOBIAHI AaHi KOHTPOIIO SIKOCTI Ta BUKOHANTE TecTyBaHHS. [JoknagHiwy iHdopmaldito npo
BMOPSAKYBaHHS 3paskiB AN KOHTPOI SIKOCTi AMB. Y MPUCBAYEHOMY KOHTPOMIO SIKOCTi PO3Aini iHCTPYKUIT 3 BUKOPUCTaHHS aHanisaTopa.

TecTyBaHHSs 3paskiB

e [licns ycnilwHOro 3aBaHTaXXeHHs 3pa3ka BMOepiTb Liel 3pa3ok Ha ekpaHi, 3MiHiTb mapameTpu aHanidy Ana 3paska, skui Tpeba TecTyBaTu, i BUKOHaWTe
TecTyBaHHs. [loknagHiwy iHdopmaLiio Npo BNopsaKyBaHHA B3ATUX Y NaLieHTa 3paskis AMB. y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenaparis po3aini iHCTpyKLii 3
BWKOPWUCTaHHA aHanisatopa.

[nsi oTpUMaHHa MakcumanbHO epeKTUBHMX pe3ynbTaTiB MOTPIGHO TOYHO AOTPUMYBATUCL IHCTPYKLIT 3 BUKOPUCTaHHSI aHanisaTopa.

Kani6pyBaHHs

BigcrexeHHs: Le meToa Byno cTaHAapTU30BaHO LUSXOM MOPIBHAHHSA 3 3-M MikHapoaHum ctaHgapTom BOO3 12/154.

3acTtocyBaHHS cneujianbHO NpU3HaYeHnx kanibpaTopie Aae 3mMory ckopuryBatu pedepeHCHy KpuBY 3a AOMOMOro 3adikcoBaHUX 3Ha4YeHb BiGHOCHWUX CBITIIOBUX

oauHuupe (BCO).

[MoBTOpHe kanibpyBaHHA pekoMeHOoBaHe:

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

® KOXHi 28 aHiB;

® nicns cepsicHOro o6cnyroByBaHHs aHarnisaTopa;

®  SKLLO MNOKa3HWKN KOHTPOMbHMX 3pas3kiB BUXOASATbL 32 MeXi BCTAHOBIIEHOTO Jiana3ony.

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOIO AKOCTI AN LbOro TECTY PeKOMEeHA0BAaHO BUKOPUCTOBYBATU KOHTPOMbHI 3pa3ku; Ans nepesipku edpeKTUBHOCTI TECTIB KOHTPOrb

cnig NpoBOAWTWM 3 OAHWUM MOBTOPEHHAM. 3aranbHi pekoMeHAauii LWOoAO0 KOHTPOMH SIKOCTi MOXHa 3HanWTM B OMyOnikoBaHWMX IHCTPYKUiSX, Hampuknag y

pekomMeHgauisax C24 IHCTUTYTY kniHiYHKX | naGopaTopHux ctaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwwmx'S.

KoHTponb sikocTi pekoMmeH40BaHO NPOBOAUTU OAMH pa3 Ha AeHb BUKOPUCTaHHS abo 3rigHO 3 BUMOraMu MicLLeBUX HOpPM, BUMOraMu cepTudikadii Ta npoueaypamm

KOHTPOIto SAKOCTi Bawoi nabopaTopii. KoHTponb SKocTi MoXHa 3A4iicHIoBaTU B XO4i NpoBeAeHHs aHanisy Ha ®HIM-a:

® nicns KOXHOro kaniépysaHHs Habopy;

e y pasi nepexogy Ha HOBY napTito cTapTepiB 1+2 abo KOHLEHTpaTy AN NPOMUBAHHS.

KoHTponbHi 3pasku npuaHaveHi nuwe ans cuctem MAGLUMI Ta Biolumi BUKOPUCTOBYIOTLCS NULLE 3 BiANOBIAHUMM peareHTamu, Lo MatoTb Taki caMi BEPXHi CiM

umndpp Homepa MAPTIN. KoxeH LinboBuii NoKasHUK i Aiana3oH HaBeaeHo Ha eTUKeTLi.

Mepen BUKOPUCTAHHSM iHLUMX KOHTPOMbHUX 3paskiB Chig, OLIHUTK iXHIO CYMICHICTb i3 LuM TecToM. Cnig yCTaHOBUTU BIiAMOBIAHI Aiana3oHy 3HayveHb Ansi BCiX

BMKOPUCTOBYBAHUX MaTepiarniB KOHTPOIO AKOCTI.

KOHTpOnbHi Noka3Huku mMatoTb ByTu B Mexax BCTAHOBMEHOro Aiana3oHy; SKLWO OAWH i3 KOHTPOMbHUX NOKa3HWKIB BUXOAMTL 3a MEXi BCTAHOBMEHOro Aiana3soHy,

Cnif, BUKOHATW MOBTOPHE KanibpyBaHHsi Ta NMOBTOPHE TECTYBaHHSI KOHTPOSIbHUX 3pas3kiB. FAKLO KOHTPOMbHI MOKa3HMKKW, OTPUMAaHI NiCNs yChilWHOro KanibpyBaHHs,

cTabinbHO BUXOASATH 3@ MEXi BU3HAYEHMX Adiana3oHiB, pesynbTaTi TECTYBaHHS NaLiEHTIB He cnif AOKYMEHTYBATK; KpiM TOro, chia:

® MepeBipuTU, YY1 He CNNMB TEPMiH NPUAATHOCTI MaTepianis;

® nepekoHaTuCcs, LWo 6yno NnpoBeAeHO NnaHoBe TexXHiYHe 06CnyroByBaHHS;

® yMNeBHUTUCS, LLO TECT 3AiNCHIOBABCSA i3 AOTPUMAHHSAM iHCTPYKUIW, HaBeAEHMX Ha BKNaAULLi yNakoBKu;

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

AKLWO KOHTPONBHNX 3pa3kiB y Habopi HeAOCTaTHBO ANA BUKOPUCTaHHSA, 3aMoBnanTe goaatkosi koHTponi ®HM-a (IXITA) (REF: 160201178MT) y komnaHii Snibe

abo i odiLiiH1X AncTpub’oTopiB.

H PE3YNIbTATU

Po3paxyHok

AHanizaTtop aBTOMaTU4HO PO3PaxoBye KOHLeHTpaLito HIM-a B koxXHOMY 3pa3ky 3a JOMOMOrot KanibpysarbHOi KpUBOI, sika ByayeTbes 3a METOAOM 2-TOYKOBOTO

KaniopyBaHHsi pedpepeHcHoi kpuBoi. OauHuuero BuMiptoBaHHa € nr/mn (pg/mL). [OoknagHiwy iHdopMauito MOXHa 3HaWTW B iHCTPYKUii 3 BUKOPUCTaHHSA

aHaniszaTopa.

IHTepnpeTauis pesynbTaTiB

Micns obcTexeHHs 635 kniHiYHO 300poBuKx ocib y Kutai 6yno Br3HaueHo AonycTuMi HopMu Ans aHanisy Ha ®PHIM-a, 3Ha4eHHst AKX HaBegeHo HKYe:

< 8,00 nr/mn (pg/mL) (95 nepueHTUnb).

MoxnuBi po36ixXHOCTI B pesynbTaTax pisHux nabopaTopil, Lo NOACHIOETLCA BIAMIHHOCTAMM B CKNaAi nonynsuii Ta meTogunkax AoCniaxeHHs. PekomeHaoBaHO B

KOXHilt nabopaTopii BU3Ha4MTN BnacHuii pedepeHTHUiA iHTepBar.

 OBMEXEHHSA

e PesynbTaTu TECTy cnig po3rnagaTt B KOHTEKCTI icTOpii XBOPOOU, AaHWX KMiHIYHOrO 06CTEeXEeHHs nauieHTa i iHWWX AaHuX.

e Ao pesynbTaTh aHanidy Ha ®HIM-a He BiANoBiAalTb KNiHIYHUM AaHUM, Ans X NIATBEPAXEHHS HEOOXiAHO BUKOHATU A0AATKOBE TECTYBAHHS.

e 3pasku, OTpUMaHi Bif NauieHTiB, ski NpyiMany npenapaTy MULLA4YnMx MOHOKIOHAMNbHMX aHTUTIN i3 METOK AiarHOCTUKM YK NiKyBaHHS, MOXYTb MICTUTU NOACHKI
aHTuMuwadi aHtutina (HAMA). Y pasi TecTyBaHHS Takux 3paskiB i3 BUKOPUCTaAHHAM HabopiB Ans aHanisy, Wo MICTATb MULLAyi MOHOKIOHanbHI aHTuTIna,
MOXHa OTpUMaTH XMBHO NiaBULLEHT a60 3HWKEHI pedynbTaTn'®!7. [Ins Bu3Ha4YeHHs AiarHosy Moxe 3HagobuTucs aoaaTkosa iHghopmallis.

e [eTepodinbHi aHTUTINa B CMpOBATLi KPOBi MIOAVHM MOXYTb BCTynaTu B peakLilo 3 iMyHOrnobyniHamu peareHTiB, BNAMBaOYM Ha pesynbTaT iMyHOoaHanisis
in vitro. Y nauieHTiB, SKi perynsipHo KOHTaKTyloTb i3 TBapuHamu abo npogyKkTamu cMpoBaTKW KPOBI TBApPWH, iCHYE PU3WK Takoi iHTepdepeHLii, BHacnigoK Yoro
MOXYTb CNOCTEpiraT1cs aHoMarnbHi NokasHUkmn'8.

e BakTepianbHe 3apaxeHHs abo Tennoea iHakTVBaLis 3pa3kiB MOXe CNOTBOPUTW pe3ynbTaTh AOCHIAKEHHS.

l CNEUM®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3aini HaBeAeHi penpe3eHTaTUBHI XxapakTepucTuki. PedynbTaTi, OTpUMaHi pisHuMu nabopaTtopisiMu, MOXyTb Bigpi3HATUCS.

TouHicTb

TouHicTb BM3HaYanacs 3a JONOMOrow TecTy, npenapariB i KOHTPONbHUX 3paskiB 3a npotokonoM (EP05-A3) IHCTUTYTY KniHiYHUX i nabopaTopHux ctaHaapTiB

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

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

CepegHe, Y mexax BUNpobGyBaHHS Mix BUNnpoGyBaHHAMM BigTBOploBaHiCcTL
3pasok nr/mn (pg/mL) CraHa. Bigx., CraHg. Bigx., CraHp. Biax.,

(n=180) nr/mn (pg/mL) % Koedp. Bap. nr/mn (pg/mL) % Koedp. Bap. nr/mn (pg/mL) % Koedp. Bap.

Myn i3 cuposatkoto 1 8,160 0,355 4,35 0,222 2,72 0,456 5,59

Myn i3 cuposaTkoto 2 103,011 2,262 2,20 1,398 1,36 3,989 3,87

IMyn i3 cuposaTkoo 3 819,221 12,002 1,47 10,346 1,26 19,306 2,36

Myn i3 nnaswmoto 1 8,209 0,347 4,23 0,264 3,22 0,514 6,26

Myn i3 nnasmoio 2 101,917 2,580 2,53 0,790 0,78 3,760 3,69

Myn i3 nnasmoto 3 808,498 11,686 1,45 6,045 0,75 17,705 2,19

KoHTponb 1 20,030 0,613 3,06 0,210 1,05 0,814 4,06

KoHTponb 2 203,965 5,109 2,50 2,149 1,05 6,996 3,43

Liana3oH niHinHocTi

4,00-1000 nr/mn (pg/mL) (BM3HAYaETLCA 3@ MEXeto KiMbKICHOT OLIHKM Ta MakCUMyMOM pedepeHCHOT KpUBOI).

IHTepBan peecTpauii

2,50-10 000 nr/mn (pg/mL) (BM3HA4YaETLCA 3a MEXe BUSIBMEHHS Ta MakCUMYMOM pedepeHCHOI KPUBOI, MOMHOXEHWM Ha pEeKoMEeHAOoBaHy nponopLito

pPO3BEAEHHS).
AHaniTMyHa 4yyTnUBICTb

Mexa xonoctoi npo6u = 1,50 nr/mn (pg/mL).
Mexa BusienenHsa = 2,50 nr/mn (pg/mL).
Mexa kinbkicHoi ouiHkn = 4,00 nr/mn (pg/mL).
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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
HIDKYe pesynbTaTtu.

IHTepcbepeHuin Makc. piBeHb BiACYTHOCTI BNNuBY IHTepdepeHuin Makc. piBeHb BiACYTHOCTI BNNUBY
"emorno6iH 2000 mr/an (mg/dL) Troaceki aHTumuwadi aHtutina (HAMA) 40 Hr/mn (ng/mL)

IHTpaninig 1000 mr/gn (mg/dL) PeBmartoigHuii dhaktop 1500 MO/mn (IU/mL)

Binipy6iH 40 mr/gn (mg/dL) AAA 398 AO/mn (AU/mL)

BioTuH 50 mkr/mn (pug/mL) / /

MepexpecHa peakTUBHICTb

MepexpecHa peakTUBHICTb BU3HaYanacs 3a 4ONOMOrol TECTY; 40 TPbOX 3pas3kiB i3 Pi3HOK KOHLEHTpaLie aHanizaoBaHOro KOMMNOHEHTa Ao4aBaBCcs NOTEHLNHWIA
nepexpecHuii peareHT 3a npotokonom (EP7-A2) IHCTUTYTY kniHidHKMX i nabopaTopHux ctaHaapTie (Clinical and Laboratory Standards Institute, CLSI). Moxnbka
BMMIPIB ANA PEYOBUH, 3AaTHUX CNPUYNHUTK iHTepdepeHLito, He nepesuLlye £10 %. Byno oTpMmaHo 3a3HayeHi Hxk4e pesynbTaTu.

MepexpecHui peareHT Makc. piBeHb BiACYyTHOCTI BNNUBY MepexpecHui peareHT Makc. piBeHb BiACYTHOCTi BNNMBY
IHTepnevikiH-1 6eTa 10 000 nr/mn (pg/mL) IHTepnevikiH-10 10 000 nr/mn (pg/mL)

IHTEepnewkiH-2 10 000 nr/mn (pg/mL) IHTEepnewikiH-13 10 000 nr/mn (pg/mL)

PeuenTtop iHTepnemnkidy-2 10 000 nr/mn (pg/mL) CPb 200 mkr/mn (ug/mL)

IHTEepnewikiH-4 10 000 nr/mn (pg/mL) MKT 200 Hr/mn (ng/mL)

IHTepnewkiH-6 10 000 nr/mn (pg/mL) SAA 500 mxkr/mn (ug/mL)

IHTepneikiH-8 10 000 nr/mn (pg/mL) / /

NMoHapno30BuM «Xyk»-eheKT y BUNaaKy BUCOKMUX KOHLIeHTpauUin

B ananizax Ha ®HI-a He cnocTepiraBcs NOHaAA030BUI «XyK»-edDeKT Y BUNaaKy BUCOKMX KOHLeHTpauin (4o 100 000 nr/mn (pg/mL)).
MopiBHAHHA MeTOAMK

MopiBHAHHA aHanidy Ha ®HI-a 3 iHWKM iIMYHONOrYHMM aHani3oM cepiiHoro BUPOBGHMLITBa NPOAEMOHCTPYBaro Taky kopensdito (y nr/mn (pg/mL)):
KinbkicTb NnpoTectoBaHux 3paskis: 120.

MopiBHsAHHS MmeTogom lMaciHra — Babnoka: y=0,9919x+0,1174, 1=0,966.

KoHueHTpaLis B KniHiYHMX 3pa3kax cTaHosuna Big 4,13 go 986,61 nr/mn (pg/mL).
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MAGLUMI® Ta Biolumi® € TOproBummn mapkamu komnanii Snibe. Yci iHwWi HaiMeHyBaHHS NPOAYKTIB | TOProBi Mapku HanexaTb BiANOBIAHUM BNIaCHUKaM.
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LeHbwkeHb Hbto IHAacTpic Biomeaikan IHxuHipuHr Ko., llta.,
Ne23 [Oxinkciy Eact Poag, Minrwan Oictpikt, 518122, LeHbuyxeHb, Kutancbka HapogHa 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

YnoBHOBaxeHU npeacTaBHUK B YKpaiHi:

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

Ten.: 0 800 21-52-32 (6e3onnaTHO MOXYTb TenedoHyBaT aboHeHTH hikcoBaHOro Ta MOGinNbHOro TenedoHHOro 3B'A3Ky 3 Oyab-sKoT
TOYKM YKpaiHu).

EnekTtpoHHa nowTa: uarep@cratia.ua

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