IHCTpYKUis i3 3acTocyBaHHA

130201041M:100 TecrTiB y Habopi
130601041M: 50 TecrTiB y Habopi
130701041M: 30 TecrTiB y Habopi
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MAGLUMI® SCCA (IXNA)

H NPU3HAYEHHSA

Habip nae 3mory BUKOHyBaTW iMyHOXEMINOMIHECLIEHTHUI aHani3 in vitro ons BU3Ha4eHHs KinbkicHoro BmicTy SCCA B cupoBaTtui Ta nnasmi KpoBi NOAMHM 3a
0MOMOrol0 MOBHICTI0O aBTOMAaTUYHOIO XEMIiNntoMiHECLIEHTHOro iMyHoaHanizatopa cepii MAGLUMI 1 iHTerpoBaHoi cuctemu cepii Biolumi; Takox uein aHanis
BUKOPUCTOBYETLCS SIK AONOMiKHWUIA 3acib nikyBaHHA NaUi€eHTiB i3 NNOCKOKNITUHHO KapLMHOMOIO.

B cTucnui onuc

AHTUreH nnockokniTMHHOI kapuuHomn (SCCA) e cybdpakLieto nyxnuHoacouiiosaHoro aHTureHa TA-4 11 yneplie 6yB OTPUMAaHWUI i3 TKAHUH NAOCKOKMITUHHOT
KapunHomu wnikm matku Kato i Torigoe B 1977 poui'. SCCA kogyeTbcs ABOMa Maike ineHTUYHUMM reHHumu npogyktamu: SCCA1 ta SCCA25. SCCA yacto
BUAINAETLCA B TKAHWHAX NereHb, NiXBY, LWWIAKA MaTKu, CTpPaBOXody, MArAanuH, siavka, Tpaxei Ta LIKipW; HagMipHe BUAINEHHS CNoCTepiraeTbCs NepeBaXxHO Mpu
NAOCKOKIITUHHMX KapLUMHOMaX, 30kpema LUMAKM MaTKu, fereHb, rofioBy 1 LWKI, CTpaBoxoay Ta aHarnbHoro kaHany® 8 7. Migeuwennii piseHb SCCA B cupoBartui
KPOBi MOXE TaKOX CrocTepiraTucs B NauieHTiB i3 4OOPOSAKICHAMKU 3aXBOPIOBaHHAMM, HanpuKknag HUPKOBOK YU MEYiHKOBOK AUCKHYHKLIEID, 3aXBOPHOBAHHAMM
nereHb (TSHKKUMM iHGeKUisIMM) | 3aXBOPIOBaHHAMM LUKIPU (MyXMPHULIEIO, EK3EMOI0 YK Ncopia3om)E.

SCCA BMKOPUCTOBYETLCA AK MyXMUHHUIA MapKep MAOCKOKMITUHHOT KapUMHOMM Pi3HUX OpraHiB, 30KpeMa LUMAKU MaTKu, fereHb, rofosu i wui Ta ctpasoxogy? & 8,
MocrTiiHniA MoHiTOpuHr piBHA SCCA MOXe BUKOPUCTOBYBaTUCA AN1S aHanidy peuvavBis 3aXBOPIOBaHHSA, 3aNMULLIKOBOT XBOPO6Y nicns nikyBaHHA 1 eheKTUBHOCTI
nikyBaHHa2 3. 6-9, Kpim Toro, BctaHoBneHo, o SCCA acouiloeTbes 3i cTagielo NyxrivMHu B NaLieHTIB i3 NNOCKOKNITUHHOK KapLMHOMOI LUMWAKU MaTku abo nereHsb;
3a fJaHMMK JocnifixeHb NisHILLMM cTagism paky BignosigaoTb Buli pisHi SCCAT- 8,

H NPUHUMN aif TECTY

IMyHOXEMinIOMIHECLIEHTHUI aHani3 3a TUNOM CeHABiva.

3pasok, bydepHuin po3umnH, MarHiTHi Mikpocdepu, BKpUTI MOHOKNOHanbHUMKU aHTuTinamm ao SCCA, 1a MiTkn ABEI 3 iHLUMMN MOHOKNOHANbLHUMKU aHTUTINaMn Ao
SCCA peTenbHO nepemillyoTbesi, BinOyBaeTbCA peakuis 3 YTBOPEHHSM KOMMMEKCIB 3a TUMOM CeHABiYa, a nicns Hei — iHkyOyBaHHA. [licna ocamkeHHs B
MarHiTHOMy noni 3NMBAETLCA CynepHaTaHT i BUKOHYETbCA LMK BigMMBaHHS. lMicns uporo agoaaTbea craptepu 1§ 2 AnA 3anycKy XeMmintomiHecLLeHTHOI peakuii.
IHTEHCMBHICTb CBITNOBOrO CUrHany BUMIPOETLCS (DOTOENEKTPOHHUM MOMHOXYBaYeM Yy BiJHOCHUX CBITNoBMX oanHnusax (BCO) i € nponopuiHO A0 KOHUeHTpauii
SCCA B 3pasky.

l PEATEHTU
Cknag Habopy
O e e onuc 100 TeCTI.B y | 50 'recn? y 30 'rec1'|§ y
Habopi Habopi Habopi
MarHsiTHi MarHiTHi Mikpoccepu, BKpUTI MOHOKNOHanbLHUMK aHTuTinamm go SCCA (npubnuaHo
Mikpoccepu 6,00 mkr/mn (ug/mL)), y HaTpin-cbocaTHOMy BychepHoMy po3umHi, NaN3 (<0,1 %). L) LBl ) LU D)
Kan|6pa'rop_ AHTUreH SCOCA B HM3bKill KOHLIEHTpaL|ii B HaTpiii-chocchaTHOMY BydepHOMyY po3umHi, 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
Hu3bkoro piBHA | NaN3(<0,1 %).
Kan|6pa'rop. AHTUrEeH SCOCA Y BUCOKilN KOHLIEHTpalUii B HaTpil-pocchaTHoMy GydepHOMY po3UmHI, 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
Bucokoro piBHss | NaN3(<0,1 %).
Bydep Hartpiii-bocchathuin 6ycpepHuii pozunH, NaNs (<0,1 %). 6,5mn(mL) | 4,0mn(mL) 2,7 mn (mL)
. Mitka ABEI 3 MoHOKNOHanbHUM aHtutinom ao SCCA (npubnusHo 0,167 mkr/mn (ug/mL))
Ll Ve y HaTpiit-chocchaTHOMy GychepHoMy poaunti, NaNs (<0,1 %). 75mn(mL) | 45mn(mL) | 3,0 mn(mL)
AHTureH SCCA B HM3bKil KoHUEeHTpauii (2,00 Hr/mn (ng/mL)) y HaTpii-cochaTHOMY
KonTponb 1 6ychepHoMy poadni, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
AHTureH SCCA y BucOKii koHUeHTpauii (20,0 Hr/mn (ng/mL)) y HaTpiin-dbocaTHOMY
KoHTponb 2 BychepHoMy poadmi, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Yci peareHTM HagalTbLCA B rOTOBOMY [0 BUKOPUCTAHHSI CTaHi.

lMonepeaXeHHsA i 3acTepeXxeHHsA

e [lpu3HayeHo Ans AiarHoCTUKM in vitro.

e Jluwe Ans NnpodecitHOro BUKOPUCTaHHS.

* BxwuBanTe 3BU4ANHMX 3aCTEPEXHUX 3axoAiB, 060B’A3Kk0BMUX Nig Yac poboTu 3 ycima nabopaTopHUMU peareHTamu.

® Cnig yxuBaTu BignoBiAHUX 0COBUCTUX 3aCTEPEXHWUX 3axXOAiB ANA YHUKHEHHS KOHTaKTy 6yAb-sikux YacTuH Tina 3i 3paskaMu, peareHTaMu Ta KOHTPONbHUMM

3paskamu i 4OTPUMYBaTUCS MiCLLEEBMX BUMOT LL,OAO po6OTY Mig Yac TEeCTyBaHHS.

3anopyKkoio OTpUMaHHA OOCTOBIpHMX pe3ynbTaTiB € AOCKOHane BOMOAIHHA TEXHIKOK aHanisy W uYiTke AOTPUMaHHS iHCTPYKLU, HaBedeHWX Ha BKMaauLui

YNaKoBKH.

He BukopucToByiTe Habip nicnsi 3akiHYEHHA CTPOKY NPUAATHOCTI, 3a3HAYEHOro Ha eTUKeTL,.

He BuKOpUCTOBYINTE KOMNOHEHTH 3 Pi3HUX NapTiii abo BiA pi3HWX peareHTiB 0AHOYACHO.

YHuKaiiTe yTBOPEHHS NiHM B YCiX peareHTax i npenapartax (3paskax, kanibpaTtopax i KOHTPONbHUX 3paskax).

Yci Bigxoau GionoriyHnx 3paskis, GionoriyHnx peareHTis i BUTpaTHUX MaTepianis, WO BUKOPUCTOBYIOTLCA AN NPOBEAEHHS TECTY, Cnif BBaXXaT NOTEHLNHO

iHchikoBaHUMUM 11 yTUNI3yBaTH X BiANOBIAHO 4O BUMOT MiCLIEBUX HOPM.

e Lleit BUpi6 MicTUTb a3ug HaTpito. A3ua HaTpilo MOXe BCTynaTu B peakLito 3i CBUHLEM YM MiZHUMM enemeHTamu TpybonpoBoaiB, yTBOPOUYM BUBYyxoHEGE3NeYHi
a3uau metanis. MNicns ytunisauii cnig npoMutn Tpy6u BENMKOIO KinbKicTio BOAM, abu 3anobirti yTBOpeHHIo BiaknageHb asuais. [loaaTkoBy iHOpMaLilo MOXHa
3HalT1 B nacnopTax 6e3nekn NpoaykTy, siki HaAATLCA Ha BUMOTY NpodeCiiHUX KOpUCTyBaYiB.

MpumiTka. Mpo Byab-AKki ceprnosHi IHUMAEHTM, NOB'A3aHi 3 NPUCTPOeEM, cnig nosigomuTu komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo i BnoBHOBaXkeHMX NpeACTaBHUKIB, a TAKOX KOMMETEHTHi opraHu BaLloi kpaiHu.

NMoBoaXeHHA 3 peareHTaMu

e [llo6 He gonycTUTK 3a6pyAHEHHS, NOTPIGHO BAAraTM YACTI pyKaBMYKM Nig Yac po6oTu 3 Habopom peareHTiB i 3paskamu. Mig yac poboTn 3 Habopom peareHTiB
cnig 3aMiHUTU pyKaBUYKW, SIKi KOHTaKTYBanM 3i 3pa3kamm, Ha YWCTI, OCKINbKM NOTPanmsHHA MaTtepiany 3paska MoXe NpU3BecT! 40 OTPUMAHHSA HeJOCTOBIPHUX
pesynbTartiB.

* He BukopuctoByiite aedekTHi Habopu, 3okpema Habopu 3 NOPYLLEHOI FEPMETUYHICTIO YLLiNbHIOBANbHOI NMiBKW, KANamMyTHUMKU peareHTamu, HasBHICTIO ocaay
B peareHTax (3a BUHSITKOM MarHiTHUX Mikpocgep) abo Habopu, KOHTPOMbHI NOKa3HUKW SIKUX HEOAHOPA30BO BUXOAWUMM 32 MEXi AOMYCTUMOrO AianasoHy. AKWo
Habip € aedekTHUM, 3BEPHITLCA A0 KomnaHii Snibe ab6o i odiuiHoro guctpub’iotTopa.

® AGBM YHUKHYTU BMNApOBYBaHHSI PiAvHW 3 BiAKPUTMX HabopiB peareHTiB y XONMOAUnbHUKY, PEKOMEHAOBaHO 3anevartaTu BigkpuTi Habopu repmeTnayiouoro
NniBKOI, L0 MOCTA4YaeTbCA Pa3oM 3 YMaKoBKOW. YLUiNbHIOBanbHa MiiBka € OAHOPAa30BOK; [03aMOBMTM ii MOXHA B KoMnaHii Snibe abo Ti odiuiiHux
anctpub’ioTopis.

® |3 yacom Ha mpoknagui MOXyTb Hakonu4yBaTWUCS BUCOXI 3anULLKM pigvH. 3a3Buyait BOHU ABNsOTb cOB0K0 CONboBUIN 0cag i He BNNMBalOTb Ha pesynbTar
aHanisy.

®  BuKOpPUCTOBYITE BiAKPUTMIA GNOK peareHTiB B O4HOMY aHanisaTopi.

® |HCTPYKUIi LWOAO0 NnepeMillyBaHHS MarHiTHMX Mikpocdep HaBeAeHO B PO3Aini Lboro BkNaauLia, NpMCBAYEHOMY NiAroTOBLY peareHTiB.

e [lonatkoBy iH(pOpMaLLilo NPO NOBOAKEHHSA 3 peareHTaMu i Yac BUKOPUCTaHHA CUCTEMU HaBEAEHO B iIHCTPYKLUIi 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 15-25 °C 6 roguH
Y BigKkpuUTOMY CTaHi npu Temnepatypi 2-8 °C 6 TxXHIB
Y 3aMopoxxeHoMy cTaHi npu TemnepaTypi —20 °C 3 micsaui

KinbKicTb LMKNIB 3aMOPOXYBaHHSA I PO3MOPOXKyBaHHS

He Ginblwe 3 pasiB

H 36IP | NIArOTOBKA 3PA3KIB

Twunu 3pa3skis

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

Tunwu 3pa3skiB MNpo6ipkn Ans 36upaHHs 3paskiB

Mpob6ipkn 6e3 goaaTkoBMX / AOMOMIKHUX peyoBUH abo Npobipku 3 akTMBaTOPOM 3ropTaHHA abo

renemM Ta akTUBaTOpPOM 3ropTaHHs

Mnasma EOTA-K2

e 3asHaueHi TnNu 3paskiB TecTyBanucs 3 npobipkamu Ansi 36MpaHHs 3paskiB, siki Oyny AOCTYMNHI HA PUHKY HA MOMEHT TeCTyBaHHs, To6To Byno NpoTecToBaHO He
BCi 4OCTYNHI Npobipku Bif ycix BUpOBHWMKIB. CucteMu 36MpaHHs 3paskiB pisHUX BUPOBHMKIB MOXYTb MICTUTM Pi3Hi MaTtepianu, ski B AKX BUNagKax MOXYTb
BNNMBaTK Ha pe3ynbTaTtu TecTiB. Mig Yac BUKOpUCTaHHsSI Npobipok Ans 36upaHHs 3paskiB cnig HeyxunbHO 4OTPUMYBATUCS BKa3iBOK BUPOOHWMKIB NPOBipok.

CraH 3pa3kiB

® He BMKOPUCTOBYWMTE NpenapaTy 3 TENOBOK iHAKTMBALiEW, HAAMIPHO reMoni3oBaHi 3paskuy, 3pa3ku 3 HaAMIpHOLO rinepninigemieto Ta 3pasku, siki MaloTb ABHI
03HaKu1 MikpoBHOro 3abpyAHEHHS.

e [lepL HixX NOYMHATV LEHTPUAYryBaHHs, NepekoHanTecs, Lo nNpoLuec koarynsauii B cMpoBaTLi NOBHICTIO 3aBepLunBCS. [esiki 3pasku cupoBaTku, 0cobnmMBo B3STI
B MaUieHTiB, WO MPUIAMAIOTL aHTVUKOArynsHT1 abo TpoMBoniTukM, MoxyTb noTpebysBaTty Ginblue Yacy Ansa koarynsauii. SAKWo noyatn LeHTpudyryBaHHs Ao
NOBHOT Koarynsuii, NPUCYTHICTb hibpuHY B 3pa3ky CMPOBAaTKM MOXe NPU3BECTU A0 OTPMMAHHSA XMBHWNX pe3ynbTaTis.

e 3pasku He MatoTb MICTUTK IBPUH abo iHLWI TBepAi AOMILLKN.

®  BUKOpPUCTOBYWTE OQHOPA30BI NINEeTKN abo KiHYMKM MINETOK, W06 YHUKHYTU NepexpecHoro 3abpyaHeHHs.

MiaroTroBka Ao aHanisy

® Yci 3pa3ku NoTpibHO NepesipATU Ha HasBHICTb NiHW. MNepen noyaTkoM aHanisy NiHy cnig BMAANWTK 3a AOMOMOrolo nabopaTopHoi nanuyku. BukopuctoByiite
ANSA KOXHOO 3pasKy HOBY Nanuyky, abu YHUKHYTU NepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXeEHi 3pa3ku chif, MOBHICTIO PO3MOPO3NTU. PeTenbHO nepemiluante po3amMOpoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKiN
LWBMAKOCTI abo wnsaxom o6epexHOro nepeBepTaHHsA. BukoHanTe BidyanbHWIA KOHTPOSb 3paskiB. Y pasi BUSABNEHHS cTpaTudikauii Yv posliapyBaHHs
nepemillanTe 3pasku, JOKM BOHU He CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLO 3pa3kn He Byno nepemillaHo HanexXHUM YMHOM, OTPUMaHi pesynbTaTh MOXYTb
OyTn HeaOCTOBIPHUMM.

e 3pasku He NOBUHHI MICTUTK (DIGPUH, ePUTPOLIMTK 1 iHLLI TBEPAi AOMILLKM. 3pas3ku, WO BiANOBIAAKTb Ll yMOBI, 3aaTHi 3a6e3neqnTn HaginHi pedynstaTtv; nepes
TEeCTyBaHHSAM iX HeobXigHO LeHTpudyryBaTi. OunleHnin 3pasok crig nepeHecTy A0 BCTaBKM ANs 3pa3kiB abo B 4OMOMiKHY NPOBipKy Ansa TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpUdyroBaHUX 3paskiB i3 NinigHUM LLapoM NepeHoCUTH Chif nuLle oYunLLeHNiA 3pa3ok 6e3 ninemiyHoro matepiany.

e O06’eM 3paska, NOTPIOHMI ANS O4HOPA30BOrO BU3HAYEHHS B LibOMY TeCTi, cTaHOBUTb 80 MKkn (UL).

36epiraHHs 3pas3kiB

3pasku, oumLLeHi Big po3aintoBaya, epuTpoLmnTIB i 3rycTkiB, MOXYTb 36epiratucs go 24 roguH npu temnepatypi 15-25 °C, o 7 gHie npu temnepatypi 2-8 °C abo

[o 3 micauiB y 3aMopoeHoOMy cTaHi npu TemnepaTypi —20 °C u4m HwkuiA. 3amopoxeHi 3pas3ku NpuaaTtHi 40 BUKOPUCTAHHS, SIKWO BOHM 3a3Hanu He Ginblue

1 UMKy 3aMOPOXXYBaHHS i PO3MOPOXYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka i MapKyBaHHS 3paskiB MaloTb BiAMOBiAaTW 3aCTOCOBHMM BMMOraM MICLEBOrO 3aKOHOA4ABCTBA LUOAO TPAHCMOPTYBaHHSA KMiHIYHMX 3paskiB Ta
iH(PiKOBaHUX PEYOBUH.

e [lepeBuLlyBaTh HaBeaeHi BULLE 0OMEXEHHS LWoao 36epiraHHs 3abopoHeHO.

Po3BeaeHHs 3pa3kiB

e 3pasku, y skux KoHueHTpauis SCCA BMX0OMTb 3a Mexi AianasoHy aHaniTM4HOrO BMMIPIOBaAHHS, MOXHa PO3BECTM, BMKOPUCTOBYIOUM NpoLeaypy py4HOro
po3BeaeHHs. PekomeHgoBaHa nponopuis po3eeaeHHs ctaHoBuTb 1:20. KoHueHTpauis po3BefeHoro 3paska mae nepesuilysaTtit 5 Hr/mn (ng/mL).

e [licnsi po3BeAeHHs BPYy4HY NOTPIGHO MOMHOXUTY pe3ynbTaT Ha KoedilieHT po3BedeHHS.

® BukopuCTOBYWTE BiAMNoBiAHI po3pimKyBayi abo 3BepHITLCA A0 KOMMaHii Snibe 3a koHCynbTaLjieo nepes BUKOHAHHAM PO3BEAEHHS BPYYHY.

l NPOLIEAYPA

HapaHi maTtepianu

AHani3 Ha SCCA (IXINA), eTUKeTKM 3i LUTPUX-KOAAMU KOHTPOSbHMX 3paskKiB.

Heo6xigHi maTepianu, Aki He BXOAATb A0 KOMMNJIEKTY NOCTaYaHHA

e 3aranbHe nabopaTtopHe obnagHaHHs.

e [IOBHICTIO aBTOMAaTUYHUIN 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 iHTerpoBaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [lopaTkoBi akcecyapu, MOTPiOHI Anst 3a3HaYeHUX BULLE aHani3aTopiB, BKMOYaoTb peakuiiH1iA Moaynb, cTapTepu 1+2, KOHUEHTpaT Ans NPOMUBAHHS, CBITNOBY
npoby, HaKOHEeYHWK i peakuiliHy BCTaBky. [lepenik KOHKPETHUX akcecyapiB i XapaKTepuCTVKN akcecyapiB AN KOXHOI Mofeni MOXHa 3HalTu B iHCTPYKLii 3
BMKOPWUCTaHHS BigMnoBiaHOro aHanisatopa.

e [Ins oTpUMaHHSA JOCTOBIPHUX Pe3yrbTaTiB TECTY BUKOPUCTOBYINTE akcecyapu, peKOMeHA0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigrotoBka peareHTiB

e BuTtarHitTe Habip peareHTiB i3 ynakoBku 1 OrnsiHbTe BifACikvu 6noka peareHTiB | 30Kpema YyLinbHIBarnbHy NiiBKy Ha HasiBHICTb BUTOKIB. FIKLLO O3HAK BUTOKIB He
BUSIBNIEHO, 06EPEXHO 3HIMITb YLLiNbHIOBANbHY MiBKY.

* BigkpuiiTe ABepusATa 30HW peareHTiB; TpUManTe pyyky Habopy Takum uduHoMm, wob RFID-mitka 6yna nopyy i3 4ytnuBol 30HOK ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema nogacTb 3BYKOBWI CUrHAmM; OAMH 3BYKOBUIA CUTHAN O3HaYae, WO peareHT YCnillHO po3ni3HaHo.

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

* [lepesipTe, Yn NpaBunbHO BigobpaxaeTbes iHOpMaLis Npo peareHT y NporpaMHOMy iHTepPdeNnci; SKLWO Lie He Tak, NOBTOPITb ABa 3a3HAYeHi BULLE KPOKWU.

e PecycneH3yBaHHSA MarHiTHUX Mikpocdpep BigbyBaeTbCsl aBTOMATUYHO MICNS 3aBaHTaXeHHst Habopy, Yum 3abe3nevyeTbCst NOBHE PIBHOMIPHE BiAHOBMEHHS

cycneHsii nepen BUKOPUCTAHHSAM.

CupoBaTtka
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IHCTpYKLif i3 3acTOCcyBaHHSA

KanibpyBaHHs aHanisy

e BubepiTb TecT ans kanibpyBaHHA Ta BMKOHAWTe onepauito kanibpyBaHHs Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsSiAKYBaHHS AaHMX
KanibpyBaHHs AMB. y NPUCBAYEHOMY KanibpyBaHHIO PO3Aini iHCTPYKLIii 3 BUKOPUCTaHHS aHanisaTopa.

e BukoHaliTe NOBTOpHE KanibpyBaHHs 3 AOTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LiboMy BKNaAuLui.

KoHTponb akocTi

® Y pasi BUKOpUCTaHHS HOBOI NapTii NnepeBipTe 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 BNOpAAKyBaHHA B3ATUX Y NaLieHTa 3paskiB AMB. Y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenaparis po3aini iHCTpyKLii 3
BMKOPWUCTaHHS aHarnisaTopa.

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

Kani6pyBaHHs

BinoctexeHHs: Lei meTtoa Byno cTaHAapTU30BaHO LUSISIXOM MOPIBHSIHHA 3 PEYOBMHOM, LLO BUKOPUCTOBYETbCS koMnaHieto SNIBE ansi BHYTPILUHBOrO KOHTPOMHO

AKOCTI.

3acTocyBaHHs crnewianbHO NpuU3HaveHnx kanibpaTopis Aae 3Mory ckopuryBati pedpepeHcHy KpuBy 3a [OMOMOroto 3adikCoBaHUX 3HaYeHb BiGHOCHWUX CBITIOBUX

oauHuupe (BCO).

[MNoBTOpHe kanibpyBaHHA pekoMeHOoBaHe:

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

® KOXHi 28 gHiB;

® nicns cepBicHOro obcnyroByBaHHsi aHanisaTopa;

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

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOMIO AKOCTI AN LbOro TECTY PeKOMEeHA0BAaHO BUKOPUCTOBYBATU KOHTPONbLHI 3pa3ku; Ana nepesipku edeKTUBHOCTI TECTIB KOHTPOMb

cnig NpoBOAMTM 3 OAHWUM MOBTOPEHHAM. 3aranbHi pekomeHAauii LWOoAO KOHTPOMK SKOCTi MOXHa 3HanWTM B OMybOnikoBaHWMX IHCTPYKUiSX, Hanpuknag y

pekoMeHgauisax C24 IHCTUTYTY KniHiYHKX | nabopaTopHux ctaHgapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwwmx10.

KoHTponb SKOCTi pekoMeHA0BaHO 34iliCHIOBaTK pa3 Ha AeHb BUKOPUCTaHHst abo 3rigHO 3 BUMOramu MiCLEBMUX HOPM, BUMOrammu cepTudikauii Ta npouenypamu

KOHTPOSto SIKOCTi Bawoi nabopaTopii. KoHTponb skocTi MoXHa 3AilicHioBaT 3a gonomMoroto Tecty Ha SCCA:

® nicns KOXHOro kaniépysaHHsA Habopy;

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

KoHTponbHi 3pa3kn npusHayeHi nuwe ana cuctem MAGLUMI Ta Biolumi i BUKOpMCTOBYOTLCSA NiLLE 3 BiANOBIAHMMUW peareHTamu, Lo MatloTb Taki cami NoYaTKoBI

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

lNepea BUKOPUCTAHHSM iHLUMX KOHTPOMbHWUX 3paskiB Crig OUIHWTW iXHIO CYMICHICTb i3 UMM TecToM. Cnia ycTaHOBWUTU BiAMOBIAHI AianasoHn 3HaveHb ANS BCiX

BMKOPUCTOBYBAHUX MaTepiarniB KOHTPOIO AKOCTI.

KOHTpOnbHi NokasHUkM mMatoTb ByT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAMWH i3 KOHTPOSIbHUX MOKA3HMKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3soHy,

Cnif, BUKOHaTW MOBTOPHE KanibpyBaHHS Ta NMOBTOPHE TECTYBaHHS KOHTPONbHMX 3pa3kiB. FKLO KOHTPOMbHI MOKa3HMKKW, OTPUMAaHI Nicns yCnilHOro KaniopyBaHHs,

cTabinbHO BUXOASATb 3@ MeXi BU3HAYeHUX dianasoHiB, pe3ynbTaT TECTYBaHHSA NauieHTIB He cnif AoKyMeHTyBaTK; KpiM TOro, crif;:

® MepeBipuTH, YN HEe CNNNB TEPMIH NPUAATHOCTI MaTepianis;

® nepekoHaTuCcs, LWo 6yno NnpoBeAeHo NnaHoBe TeXHiYHe 06CnyroByBaHHS;

® YNEBHUTUCS, LLIO TECT 3AIACHIOBABCS i3 AOTPMMAHHSAM iHCTPYKLiA, HABEAEHUX HAa BKNaAMLLI YNaKoBKY;

® 32 noTpebu 3BepHyTUCS NO AOMOMOry A0 KomnaHii Snibe abo i odiuiiHnx aucTpub’toTopis.

FAKLLO KOHTPONbHUX 3paskiB y Habopi HeJOCTaTHLO ANS BUKOPUCTaHHSA, 3aMoBnsnTe godatkosi koHTponi SCCA (IXIA) (REF: 160201228MT) y komnaHii Snibe

abo ii odiLinHMX gncTpunb’oTopis.

H PE3YNbTATH

Po3paxyHok

AHanizaTop aBTOMaTW4HO po3paxoBye KoHUeHTpaujto SCCA B KOXHOMY 3pasky Ha OCHOBI kanibpyBanbHOi KpuBOi, sika OyayeTbCsi 3@ METOAOM [BOTOYKOBOIO

KaniopyBaHHsi pecbepeHcHoi KpuBoi. OauHNULED BUMIPIOBaHHS € HI/mMn (ng/mL). JoknagHiwy iHdopmaLito MoXHa 3HanTK B IHCTPYKLii 3 BUKOPUCTaHHS aHanisaTopa.

IHTepnpeTauia pesynbTaris

Micnsa obctexeHHa 511 kniHivHO 300poBux ocib y Kutai 6yno BusHaveHo gonyctumi Hopmu Ansa aHanisy Ha SCCA, 3Ha4YeHHs SIKMX HaBe4eHO HMKYe:

< 2,5 Hr/mn (ng/mL) (95-1 nepueHTunb).

MoxnuBi po36ixxHOCTi B pesynbTatax pisHux nabopatopii, Lo NOACHIOETLCA BIAMIHHOCTAMM B CKnaji nonynsiuii Ta metogunkax AOChimxXeHHs. PekomeHgoBaHo B

KOXHIin nabopaTopii BU3HAYMTW BNACHWU pedepeHTHUiA iHTepBan.

 OBMEXEHHSA

e PesynbTaTu TECTYy CNifg po3rnagaT B KOHTEKCTI icTopii XBOPOOU, AaHMX KNiHIYHOrO 06CTEeXEeHHs nauieHTa i iHWWX SaHuX.

e Akwo pesynbTaTh TectiB Ha SCCA He BigNoBiAaTb KNiHIYHUM AaHWUM, ANS iX NiATBePAKEHHS HeOBOXiAHO BUKOHATVN AOAATKOBE TECTYBaHHS.

® PeakuinHi getepmiHaHTn SCCA npupogHO NoTpannsioTe A0 WKIPU, CAMHKM i iHWKUX GionoriyHux piguH!'. 3abpyaHeHHs 3paskiB, BUTpATHUX MaTepianis uu
npunagy aHtureHom SCCA Moxe Npu3BecTV A0 OTPUMaHHS xMBHO nigBuweHunx pesynbtaTiB Tecty Ha SCCA. PekomeHOoBaHO NiATBEPAUTU MO3UTUBHMIA
pe3ynbTaT TecTy MOBTOPHUM BWMIPIOBaHHSAM i3 BMKOPUCTaHHSAM CBIXOrO 3paska. YNpodoBX npouedypu TeCTyBaHHS PEKOMEHOO0BaHO BMKOPUCTOBYBATU
pyKaBW4KM ONa MaHinynaui i3 peareHTaMu, 3paskamu ToLo. Takox PEKOMEHA0BaHO BUKOPUCTOBYBATH 3aXUCHY Macky.

e 3pasku, OTpUMaHi Big NauieHTiB, siki npuiMany npenapatm MyuwaYmx MOHOKIMOHaNbHUX aHTUTIN i3 METO AiarHOCTUKM YK fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTMmmwavi antutina (HAMA). Y pasi TecTyBaHHS Takux 3paskiB i3 BUKOPUCTaHHSIM HabopiB AN aHaniay, LWo MICTATb MULIAaYi MOHOKIIOHamMbHI aHTWTINa,
MOXHa OTpUMaTH XMBHO NiaBuLLEHi a60 3HWKEHI pedynbTaTtn'213, [1ns BUaHa4YeHHs AiarHo3y Moxe 3HagobuTucs gogaTkosa iHgopmadis.

e [eTepodinbHi aHTUTINa B CMpOBATLI KPOBi MIOAVHM MOXYTb BCTynaTV B peakLilo 3 iMyHornobyniHamu peareHTiB, BNAMBaOYM Ha pesynbTaT iMyHOoaHanisis
in vitro. Y nauieHTiB, siki perynspHo KOHTaKTyloTb i3 TBapMHaMu abo nNpodykTaMu CUpOBAaTKM KPOBi TBAPWH, iCHYE pU3MK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CriocTepiraTucs aHomarbHi Moka3Hukmn'4.

® BakTepianbHe 3apaxeHHst abo TennoBa iHaKTMBaLis 3pa3kiB MOXe CMOTBOPUTU pe3ynbTaTh AOCHIMKEHHS.

H CNELUM®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y ubOoMy po3gini HaBeAeHi penpe3eHTaTUBHI XapakTepuUCTUKL. PedynbTati, oTpuMaHi pisHMMu nabopaTtopisMu, MOXyTb Bifpi3HATUCS.

TouHicTb

TouHicTb BU3HaYanacs 3a JONOMOroK TecTy, npenapariB i KOHTPONbHUX 3paskiB 3a npoTokonoM (EP05-A3) IHCTUTYTY KniHiYHUX i naGopaTopHux cTaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y ABOX okpemux napanenbHux BUNPOOYBaHHAX LIOAHS NPOTAroM 5 OHIB y TPbOX Pi3HUX LeHTpax 3

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

CepenHe, Y mexax BUNnpobyBaHHsA Mixx BUNnpobyBaHHAMM BiaTBoptoBaHicTb
3pasok Hr/mn (ng/mL CraHga. Bigx., CraHa. Bigx., CraHg. Bigx.,
(n =(1gO) ) Hr/mn (ng/mL) % Koed. Bap. Hr/mn (ng/mL) % Koedp. Bap. Hr/mn (ng/mL) % Koedp. Bap.
Myn i3 cuposaTkoto 1 2,503 0,092 3,68 0,068 2,72 0,137 5,47
Myn i3 cuposaTkoto 2 19,876 0,498 2,51 0,309 1,55 0,817 4,11
Myn i3 cuposaTkoto 3 61,496 1,668 2,71 1,234 2,01 2,592 4,21
Myn i3 nnasmoto 1 2,508 0,099 3,95 0,027 1,08 0,136 5,42
Myn i3 nnasmoto 2 19,866 0,764 3,85 0,124 0,62 0,92 4,86
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CepeaHe, Y mexax Bunpo6yBaHHsA Mixx BUnpoGyBaHHAMM BiarBoptoBaHicTb
3pasok Hr/mn (ng/mL) CrtaHga. Bigx., o CraHga. Bigx., o CraHp. Bigx., o
(n=180) Hr/mn (ng/mL) % koed. Bap. Hr/mn (ng/mL) %o Koed. Bap. Hr/mn (ng/mL) % koed. Bap.
Myn i3 nnasmoto 3 61,160 1,801 2,94 0,964 1,58 2,930 4,79
KoHTtponsb 1 2,040 0,092 4,51 0,026 1,27 0,119 5,83
KoHTtponb 2 19,698 0,651 3,30 0,447 2,27 0,869 4,41

Liana3oH niHinHocTi

0,500—100 Hr/mn (ng/mL) (BU3HA4Ya€EeTbCS 3@ MEXeEI0 KiNMbKICHOT OLIHKM Ta MakCcMMyMOM pedepeHCHOT KpUBOI).

IHTepBan peecTtpauii

0,300-2000 Hr/mMn (ng/mL) (BM3HA4aeTbCst 3a MeXel BUSBIEHHA Ta MaKCMMyMOM pedepeHCHOI KpuBOi, MOMHOXEHUM Ha peKOMeHAOBaHy MponopLio
po3BeAEeHHS).

AxaniTnyHa vyTnMBICTL

Mexa xonocTtoi npobu = 0,100 Hr/mn (ng/mL).

Mexa BussnenHsa = 0,300 Hr/mn (ng/mL).

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

AnaniTnyHa cneundivHicTb

InTepdepeHuin

IHTepdepeHLia Bu3Havanacs 3a 4ONOMOro TeCTy; A0 TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLieto aHanisoBaHOro KOMNOHEHTa A0AaBanvcs pe4YoBMHU, NOTEHLINHO
3[aTHi CNPUYMHATM eHporeHHy abo ek3oreHHy iHTepdepeHuio, 3a npotokonom (EP7-A2) IHcTuTyTy kniHiuHux i naGopaTtopHux crtangaptis (Clinical and
Laboratory Standards Institute, CLSI). MNoxnbka BuMipiB AN peYOBUH, 30aTHUX CMPUYUHUTK iHTEpPdepeHLito, He nepesulye +10 %. Byno oTpumaHo 3a3HauyeHi
HWDKYe pesynbTaTtu.

IHTepdepeHuin Makc. piBeHb BiACYyTHOCTI BNNUBY IHTepcbepeHLin Makc. piBeHb BiACYTHOCTI BNNUBY
Binipy6iH 20 mr/pn (mg/dL) LucnnatuH 165 mkr/mn (ug/mL)

'emorno6iH 1000 mr/an (mg/dL) MeToTpekcat 450 mkr/mn (ug/mL)

IHTpaninig 1000 mr/an (mg/dL) 5-OTopypauun 360 mkr/mn (ug/mL)

JToaceki aHTumuwadi aHtutina (HAMA) | 40 Hr/mn (ng/mL) MakniTakcen 67 mkr/mn (ug/mL)

PesmatoigHun daktop Bin6nactuHy cynbdar

AAA

1500 MO/mn (IU/mL)

6 (curHan / KpUTUYHE 3HaYeHHS),
BMCOKOMO3UTWBHWI

500 mkr/mn (ug/mL)

500 mkr/mn (ug/mL)

1,5 mkr/mn (ug/mL)

[okcopy6iumnH rigpoxnopua 50 mkr/mn (ug/mL)

Linknodocdamigy moHorigpat

16ynpodeH

MepexpecHa peaKkTUBHICTb

MepexpecHa peakTMBHICTb BU3HAYanacs 3a JOMOMOrol TECTy; A0 TPbOX 3pa3kiB i3 Pi3HOK KOHLEHTpaLie aHanisaoBaHOro KOMMOHEHTa AogaBanvcs NoTEeHUinHI

nepexpecHi peareHTu 3a npoTtokonom (EP7-A2) IHCTUTYTy KniHiuHUX | nabopaTopHux ctaHaapTis (Clinical and Laboratory Standards Institute, CLSI). Moxwnbka

BMMIpIiB ANS PEYOBUWH, 30aTHUX CNPUYMHUTK iHTepdepeHLito, He nepesullye +10 %. Byno oTpMmaHo 3a3HajveHi Huk4e pesynbTaTy.

MepexpecHuit peareHT Makc. piBeHb BifACYTHOCTi BNNUBY MepexpecHuin peareHT Makc. piBeHb BiACYTHOCTi BNNUBY

CYFRA 2141 1000 Hr/mn (ng/mL)

HCE 500 Ar/mm (ng/mL) KEA 3000 Hr/mn (ng/mL)

MoHapao30BuUIA «XyK»-eheKkT y BUNaaKy BUCOKUX KOHLIEHTpaLin

B ananizax Ha SCCA He cnocTepiraBcs MOHag[030BUN «XyK»-edeKT Y BUNaaKy BUCOKMX KOHLeHTpauin (8o 10000 Hr/mn (ng/mL)).

MopiBHAHHA MeTOOUK

MopiBHsAHHS aHanidy Ha SCCA 3 iHLIUM iMyHONOriYHMM aHani3aoM cepiiHoro BUpOGHMLTBa NPOAEMOHCTPYBAno Taky kopensuito (y Hr/mn (ng/mL)):

KinbkicTe npoTecTtoBaHux 3paskis: 327.

MopiBHsAHHS MmeTogom lMacivra — Babnoka: y = 1,0011x+0,0130, 1 = 0,948.

KoHueHTpauis B kniHiYHMX 3pa3kax ctaHosuna Big 0,534 go 95,66 Hr/mn (ng/mL).
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Kap6onnatuH 500 mkr/mn (ug/mL)

[nB. IHCTPYKLiO 3 BUKOPUCTaHHS Bupo6Huk

TemnepaTtypHuiA giana3oH ) . .
(s6epiraTit npy TemnepaTypi 2-8 °C) KiHueBa aaTa TepMiHy npuaaTHOCTI

BmicTy goctaTHbO Anst <n> TecTiB BepexiTb Big NpsMUX COHAYHMX NPOMEHIB

P 3




IHCTpYKLif i3 3acTOCcyBaHHSA

Lium 6okom Aoropu ﬂm YNOBHOBaXEHWI NPEeACTaBHUK B EBPONENCLKOMY
P CoHo3i

MeZaunyHuin npunag Ans giarHocTukm in vitro CONTENTS Cknag HaGopy
Homep 3a kaTtanorom LOT Kog naprii

( ( MapkysanHa CE

% 3HakK BiAMOBIAHOCTI TEXHIYHUM pernaMmeHTam

MAGLUMI® Ta Biolumi® € TOproBumMmn mapkamu komnanii Snibe. Yci iHWi HaiMeHyBaHHS NPOAYKTIB | TOProBi Mapku HanexaTb BiANOBIAHUM BNiaCHUKaM.

LeHbwxeHb Hblo IHpacTpic Biomeaikan IHxuHipunr Ko., Ilta.,
Ne23 xinkciy Eact Poag, MiHrwan fictpikt, 518122, LeHb4yxeHb, Kutaiicbka 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 dakc: +49 40 25 57 26

YnoBHoBaXeHU NpeAcTaBHUK B YKpaiHi:

TOB «Kparisa MenTexHika», Byn. barrosyTiBcbka, 17-21, 04107, M. KuiB, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnatHo MOXyTb TenedoHyBaTn aboHEHTU (hiKCOBAHOIO Ta MOGINIbHOrO TENEeOHHOrO 3B’A3KY 3 6y Ab-SKOT TOYKU
YkpaiHu).

EnektpoHHa nowrTa: uarep@cratia.ua

[aTa ocTaHHbOro nepernsigy iHCTPYKLI i3 3acTocyBaHHs: kBiTeHb 2022 poky
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