IHCTpyKLUis i3 3acTOCYBaHHS

Snibe

Diagnostic

130217503M: 100 TecTiB y Habopi
130617503M: 50 TecrTiB y Habopi
130717503M: 30 TecTiB y Habopi

REF

q
MAGLUMI® CkpuHiHr AAA (IXIA)

H NPU3HAYEHHSA

Habip nae amory BUKOHYBaTN iMyHOXEMINIOMIHECLLEHTHWIA aHani3 in vitro Ans BU3HaYeHHS KinbKiCHOro BMICTY aHTuaaepHux aHtutin (AAA) knacy IgG y cuposaTui
Ta nnasMmi KpoBi NOAMHM 32 AOMOMOrOK MOBHICTIO aBTOMATMYHOMO XeMintoMiHeCLeHTHOro iMyHoaHanizaTopa cepii MAGLUMI 1 iHTerpoBaHoi cuctemu cepii
Biolumi; Takox Lei aHani3 BMKOPUCTOBYETHCSA sIK AOMOMiDKHWUIA 3aci® AiarHOCTMKM GaraTbOX CUCTEMHMX ayTOIMYHHMX 3axBOpHOBaHb (CMCTEMHOrO YepBOHOIO
BoByaka (CYB), 3miwaHoro 3axsoptoBaHHsA cnonyyHoi TkaHuHu (33CT), cuHgpomy LerpeHa, cuctemHoi cknepogepmii (CCL), nonimioanTy/aepmatomiosuty
(MM/OM), nepBrHHOro GiniapHoro unpo3y neviHku (MBLM) Towo).

l cTMcnui onuc

AHTUsaepHi aHTUTIna (AFA) SBNA0TL COB0K HEOAHOPIAHY rPYMNy aBTOAHTUTIN, 34ATHWUX PO3ni3HaBaTW PSS BHYTPILLUHBOKMITUHHUX aHTUMEHIB, A0 SKUX TpaauLiiHO
BKMIOYaOTb CreundidHi KOMMOHEHTU slep Ha KWTanT Ae30KCUPUOOHYKMEIHOBOI KUCMOTWM YM Manux siAepHUX puboHykneonpoTeiHis'-2. Hapasi gocnigHvku
BBaXaloTb, Wo AAA noainsioTbCa Ha ABa OCHOBHI TMNW: A0 NepLUoi rpyny HanexaTb aHtutina o AHK Ta rictoHiB, a gpyra rpyna BKnoYae aBToaHTUTING Ao
eKCTparoBaHux saepHux aHtureHis (EAA)S. [lo HaMBaxknNMBILLMX SAEPHUX aHTUreHIB HanexaTtb aHTureHn aAcfHK, rictonis, Rib-P, Sm/RNP, Sm, SS-A/Ro, SS-B,
Scl-70, Jo-1, ueHTpomep i MiToxoHApi M22 4. Lli koMnoHeHTU sipep, siki po3nisHatoTbes AFA, BignoBigaloTs 33 BaXKNMBI BHYTPILLHBOKNITUHHI (yHKUIi, Hanpuknag
pennikawito Ta TpaHCKpWNLIto, | TOMY TXHSI CTpYKTypa 36epiraeTbcs B pisHUX GionoriyHmx BuaisS.

AAA e knoyYoBMMU BGiomapkepamu B AiarHOCTULI peBMaTUYHMX 3aXBOPKOBaHb, 30Kpema CUCTEMHOro YepBoHoro Bosyaka (CYB), cuHapomy LerpeHa, cucteMHoi
cknepogepmii (CCL1), 3amiluaHoro 3axsoptoBaHHs cnony4vHoi TkanuHu (33CT), nonimioauty / aepmartomiosunty (MM/OM) Ta nepBuHHOro BiniapHOro LUMpPo3y NeYiHkn
(MBLMN)" 6. AAA mMoxHa BuasuTM B 90-95 % nauieHTis i3 CYB, 50-60 % naujeHTiB i3 cuHapomom LUerpera, 85-95 % nauieHTie i3 CCJl, 90-100 % naujeHTiB i3
33CT, 50-60 % nauienTis i3 MM/OM Ta 50-80 % nauiexTis i3 NBLM2. CneuudivHicTe AAA BapitoeTbCA B 4OCUTL LUIMPOKMX MeXax; Aesiki aHTUTINa MOXHa Maibke
O[}HO3HAYHO acoujloBaTh 3 NEBHUMM XBOpobaMu, iHLLI 3ycTpivalTbCsA B NALEHTIB i3 Pi3HNMM 3axBopioBaHHAMM. 38’130k Mk AAA Ta NEBHMMU 3aXBOPIOBAHHSIMUN
BKa3ye Ha Te, Lo Ui aHTUTINa MOXyTb ByT1 KOPUCHUMM GioMapkepamm CKPUHIHTY Ta [4iarHOCTUKM, AoNoMaralyy BUBYaTU MEXaHi3MM TakuX 3aXBOPHOBaHbLS.

0 NPUHUMN Al TECTY

Henpamuii iMyHOXeMintoMiHECLEHTHUIA aHani3.

MonepeaHbo po3BeaeHuid 3pasok, BydepHUin po3unH i MarHiTHI Mikpocdepu, BKpUTI saepHuMn aHtureHamu (anTturenn acOHK, rictonis, Rib-P, Sm/RNP, Sm,
SS-A/Ro, SS-B, Scl-70, Jo-1, ueHTpomMep, MiTOXOHAPIN M2 pa3om 3 ekCTpakToM KniTMHHUX saep HEp-2) peTenbHO nepemillyoTbes 1 iHKyOYHOTLCS, YTBOPIOOYN
imyHokomnnekem. Micnsa iHKyGyBaHHA maTtepianu, 3B’s3aHi 3 MarHiTHUMKM Mikpocdepamu, YTPUMYIOTbCSl MarHiTHAM nonem, a He3B'si3aHi BUaansTbea nig Yac
UMKy npoMuBaHHsA. [logaeTbcs Muwade MOHOKIOHaNbHe aHTMTINO Ao noacbkoro IgG i3 mitkoto ABEI 7 iHKyOyeTbca Ons yTBOPEHHS KOMMMEKCIB 3a TUNOM
ceHABiva. MNicna ocagxeHHs B MarHiTHOMY Nofi 3NMBaeTbCsi CynepHaTaHT i BUKOHYETbCS HACTYNHWUIA LMKN BigMuBaHHS. lMicna uboro gogatotbest craptepu 11 2
ONs 3anycky XeMintoMiHeCLeHTHOI peakuii. |HTEeHCMBHICTb CBITMIOBOrO CWUrHamy BUMIPIOETBCA (DOTOENMEKTPOHHMM MOMHOXYBa4yeM Y BiAHOCHUX CBIiTMOBUX
oavHuusax (BCO) i € nponopLiiHOI0 A0 KOHUEHTpaUii aHTUSAEPHUX aHTUTIN y 3pasky.

0 PEATEHTU

Cknag Habopy

KoMnOHeHTH Onuc 100 TeCTi_B y 50 TeCTil_a y 30 Tecril_a y
Habopi Habopi Habopi
Niodinizosani MarHiTHi Mmikpocdepm, BKpUTi aaepHUMmn aHTureHamm (aHtureHamm acHK, rictoHis,
A Rib-P, Sm/RNP, Sm, SS-A/Ro, SS-B, Scl-70, Jo-1, ueHTpomep, miToxoHapi M2
MarHiTHi ) 1 nnsAwka 1 nnswka 1 nnsAwka
mikpoccbepy Pa3OM 3 eKCTPaKTOM KNITUHHNX SAep HEp-2) (npm6nmsﬂo 58,8 MKr/nnswka
(ug/bottle)), y HaTpin-docchaTHomy 6ydepHomy po3unHi, NaNs (<0,1 %).
BydepHa
B i 7| Harpiii-poccpaThuii Gycepruit posuH, NaNs (<0,1 %). 28wmn(mL) | 28wmn(mL) | 2,8wmn(mL)
Mikpocdep
Kan|6pa'rop_ AHTMﬂ,u,_ele aHTVITIJ'Iao B HU3bKIiN KOHLEHTpaLii B HaTpin-pocdaTHoMy BydepHomy 1,0 mn (mL) 1,0 M (mL) 1,0 mn (mL)
HU3bKOro piBHA po34mHi, NaN; (<0,1 %).
Kan|6pa1'op_ AHTMﬂp,_ele aHTI/ITIJ'Iao Y BUCOKIl KOHLIEHTpalUii B HaTpin-cpocchaTHomy GydepHomy 1,0 mn (mL) 1,0 M (mL) 1,0 mn (mL)
BUCOKOFO pPiBHSA po3yumHi, NaN; (<0,1 %).
Bydep Buyaunii cupoaTtkoBuii anbbymid, NaNs (<0,1 %). 13,5 mn (mL) 8,0 mnn (mL) 4,8 mn (mL)
. Mitka ABEI 3 MyLwa4YMmu MOHOKNOHaNbHUMKU aHTUTiNamu o noacekoro 1IgG
Mitka ABEI (npun6nm3aHo 25,0 Hr/mn (ng/mL)) y 6ycpepHomy posumHi Tpic-HCI, NaN3 (<0,1 %). 235mn(mlL) | 13,0mn(mlL) | 7.8 mn (mL)
Po3spigxyBay Hatpin-cpocdhaThuii 6ycdephuii posymnH, NaNs (<0,1 %). 25,0 mn (mL) 150mn (mL) | 8,0 mn (mL)
AHTUSAEPHI aHTUTING B HWU3bKIN KoHUeHTpauii (20,0 AO/mn (AU/mL)) y
Kontpon 1 HaTpin-docchatHomy 6ydepHomy po3umHi, NaN3 (<0,1 %). 1,0 mn (ml) 1,0 mn (ml) 1,0 mn (ml)
AHTUSEpHI aHTUTINa y BUCOKIN koHLeHTpauii (100 AO/mn (AU/mL)) y
Kontpon 2 HaTpin-doccatHomy GydpepHomy po3umHi, NaN3 (<0,1 %). 1,0 mn (ml) 1,0 mn (mL) 1,0 mn (ml)
MaeHimHi mikpocghepu Hadarombcs 8 nioghinizoeaHoMy cmaHi Ui Maromb 6ymu po34uHeHi 8 6yghepHili peyosuHi dns MacHimHux Mmikpocgep (due.
po3din, npucesideHuli nidzomoesyi MacHimHuUx Mikpocgep).

MonepemxeHHs i 3acTepexeHHs

e [lpusHaveHo Ang AiarHoCTUKK in vitro.

* Jlywe ans NpopecinHOro BUKOPUCTaHHS.

e BxwuBanTe 3BMYaNHUX 3aCTEPEXHMX 3ax0paiB, 060B’A3KOBYKX Mif vYac poboTu 3 ycima nabopaTopHUMU peareHTaMu.

e Cnig yxuBaTu BiANOBIAHWX 0COBUCTUX 3aCTEPEXHUX 3ax0miB ANs YHUKHEHHSI KOHTaKTy OyOb-AKUX YacTuH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3paskamu i JOTpUMyBaTUCS MiCLIeBMX BUMOT LLOA0 poboTw nig Yyac TecTyBaHHS.

3anopykoto OTPUMAaHHA OOCTOBIPHMX pe3ynbTaTiB € [OCKOHane BOMOAIHHA TEXHIKOKW aHamisy # 4iTke AOTPUMAaHHS iHCTPYKLiA, HaBedeHWX Ha BKnaguii

yNaKoBKW.

He BukopucToByinTe Habip nicns 3akiHYeHHs CTPOKY NPUAATHOCTI, 3a3Ha4YeHoro Ha eTUKeTL.

He BMKOPWCTOBYINTE KOMMNOHEHTM 3 Pi3HMX NapTi abo Big pi3HWX peareHTiB 0gHOYaCHO.

YHuKanTe YyTBOPEHHS MiHW B YCiX peareHTax i npenaparax (3paskax, kanibparopax i KOHTPONbHMX 3pa3kax).

Yci Biaxoamn GionoriyHyx 3paskiB, 6ionoriyHNX peareHTiB i BUTPATHUX MaTepianis, O BUKOPUCTOBYIOTLCS ANsi MPOBEAEHHS TecTy, cnif BBaXaTu NOTEHLUiNHO

iHbikOBaHUMM 11 yTUNi3yBaTK iX BiANOBIAHO 4O BUMOT MiCLIEBUX HOPM.

o Lleit BUpi6 MiCTUTb a3na HaTpito. A3na HaTPilo MOXe BCTyNaTh B peakLito 3i CBUHLIEM Y1 MIOHUMK eneMeHTamm TpybonpoBoais, yTBOpooyM BUbyxoHebeaneyHi
asuau metanis. Micnsa ytunisauii cnig npomuTy Tpy6KM BenMKoto KinbKicTio Bogu, abu 3anobirt yTBopeHH!Io BigknaaeHs asuis. [logatkoy iHgopmalLlito MOXHa
3HaNTK B nacnopTax 6esneku NpoayKTy, siki HAAaTLCA Ha BUMOTY NPOMECIiiHNX KOPUCTYBaYiB.

MpumiTtka. Mpo Gyab-siki ceprosHi iHUMAEHTW, NOB’sI3aHi 3 NPUCTPoeM, cnif noeigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXXeHNX NPEACTABHWMKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

MoBoaXXeHHs 3 peareHTamMu

e o6 He ponycTuTW 3abpyAHEeHHs!, NOTPIGHO BAAraT! YMCTi pykaBuyky Nnig Yac poboTu 3 Habopom peareHTis i 3paskamu. Mig yac po6oTn 3 Habopom peareHTIB
cnif 3aMiHUTU pyKaBWUYKK, siKi KOHTaKTyBanu 3i 3paskamu, Ha YUCTi, OCKINbKM NOTpanisHHA MaTepiany 3paska MoXe Npu3BecT 40 OTPUMaHHS HeJOCTOBIPHUX
pesynbTartiB.

e He BukopucTtoByiiTe aedekTHi Habopu, 30kpeMa Habopw 3 NOPYLLEHOK FrEPMETUYHICTIO YLLiNbHIOBANbHOI NNIBKW, KanaMyTHUMKW peareHTaMu, HasiBHICTIO ocaay
B peareHTax (3a BUHSATKOM niodinizoBaHnx MarHiTHuX Mikpocdep) abo Habopu, KOHTPOMNbHI NOKa3HUKK SKUX HEOLAHOPA30BO BUXOAMIIM 3@ MeXi AonyCTUMOro
piana3oHy. Akwo Habip € aedeKkTHNM, 3BepHITbCA A0 komnaHii Snibe abo Ti odiuinHoro guctpund’oTopa.
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IHCTpyKLUis i3 3acTOCYBaHHS

e AOW YHUKHYTM BMNApoOBYBaHHSA PiAVHW 3 BiOKPUTMX HaboOpIiB peareHTiB y XONOAMNbHWKY, PEeKOMEHAOBaHO 3anevyartaTv BigkpuTi Habopu repmeTnsyroHo
NniBKOI, IO MOCTa4YaeTbCA PasoM 3 YNaKoBKOK. YLUiNbHIOBanbHa nniBka € O4HOPa30BOl; A03aMOBUTK ii MOXHa B komnaHii Snibe abo ii odiuinHMx
anctpub’ioTopis.

e |3 yacom Ha npoknagui MoOXyTb HaKOMUYyBaTUCA BUCOXMi 3anuULWKKN piauH. 3a3Buyalt BOHU ABNSOTL COBOK CONbOBUIA Ocad i He BNMBAOTb Ha pesynbTaTt
aHaniay.

e BukopucTtoByiiTe BigKpuTUiA 6ok peareHTiB B 0OQHOMY aHanisaTopi.

® |HCTPYKUii LOAO PO3YMHEHHS Ta MepeMmillyBaHHSA MarHiTHUX Mikpocdep HaBedeHO B PO3Aini LbOro BKMaguviia, NpUCBAYEHOMY MiArOTOBLI MarHiTHUX
Mikpocdbep Ta MiaAroToBL peareHTiB.

e [loaaTkoBy iHchopmaLiito NPO NOBOAXKEHHS 3 peareHTamu Mif 4ac BUKOPUCTaHHS CUCTEMU HAaBeAEHO B iHCTPYKLUIT 3 BUKOPUCTaHHS aHanisaTopa.

36epiraHHA Ta cTabinbHicTbL

e He 3amMopoxywTe 6ok peareHTiB.

e 36GepiranTe Habip peareHTiB y BEpTMKanbHOMY MOMOXEHHI, Wo6 3abe3neunTy NoBHY AOCTYMNHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSMUX COHAYHUX NPOMEHIB.

CTabinbHicTb peareHTiB

Y HenopyLueHii ynakoBui npu Temnepatypi 2-8 °C 00 KiHUSA 3asiBNEHOro TepMiHy NpuaaTHoCTI
Y BigKkpuUTOMY CTaHi npy Temneparypi 2—8 °C 6 TVXHIB
YcepenuHi cuctemm 4 TUKHI

CTabinbHICTb KOHTPOJILHUX 3pa3kiB

Y HenopyLueHii ynakoBui npy Temnepatypi 2-8 °C 00 KiHUSA 3asiBNEHOro TepMmiHy NpuaaTHoCTI
Y BigkpuTOMY CTaHi npu Temneparypi 18-25 °C 6 roguH

Y BigKpUTOMY CTaHi Nnpu Temnepatypi 2—8 °C 6 TVXHIB

Y 3amopoxeHoMy cTaHi npu Temnepatypi —20 °C 3 micaui

KinbKicTb LMKMiB 3aMOPOXXYBaHHS 1 PO3MOPOXYBaHHS He Ginbwe 3 pasiB

l 36IP | NIArOTOBKA 3PA3KIB

Twunu 3pa3skis

JInwe 3a3HayeHi HUx4Ye 3pasku NpoMLLIM BUNPOoByBaHHS Ta BU3HaHI NpuaaTHUMK Ans aHaniay.

Tunu 3paskiB MpoGipku Ans 36MpaHHsA 3pas3kKiB

Mpobipkun 6e3 gopaTkoBUX / AOMOMIXKHKX pe4oBMH abo NpoGipku 3 aKkTMBATOPOM 3ropTaHHsA abo

rernem Ta akTuBaToOpoM 3ropTaHHs

Mnasma Mpo6ipku 3 EATA-K2 4u renapuHom HaTpito

e 3asHauyeHi TUNK 3paskiB TecTyBanucs 3 npobipkamu ans 36upaHHs 3paskis, siki Oynu 4OCTYMNHI HA PUHKY HA MOMEHT TeCTyBaHHS, TO6To 6yno NpoTecToBaHoO He
BCi 4OCTYNHi Npobipku Bif ycix BUpOBHWMKIB. CucteMun 36MpaHHs 3paskiB pisHUX BUPOBHMKIB MOXYTb MICTUTM Pi3Hi MaTepianu, ski B AKX BUNagKax MOXYTb
BNAMBaTW Ha pe3ynbTatu TecTiB. ig Yac BUKopucTaHHsA Npobipok Ans 36upaHHs 3pa3kiB Cnig HeyXMIbHO AOTPMMYBATUCS BKa3iBOK BUPOOHUKIB NpoBipok.

CraH 3pa3skiB

® He BMKOPUCTOBYWTE NpenapaTy 3 TeMNy0oBOK iHAKTMBALiEW, HAAMIPHO reMoni3oBaHi 3paskuy, 3pas3ku 3 HaAMIpHOO rinepninigemieto Ta 3pasku, siki MatoTb ABHI
03Haku MiKpobHOro 3abpyaHeHHs.

e [lepL HiXX NOYMHATK LEHTPUAYryBaHHs, NepekoHanTecs, Lo npoLuec koarynsauii B cMpoBaTLi NOBHICTIO 3aBepLUMBCS. [lesiki 3pa3ku cupoBaTku, 0cobnMBO B3SATI
B MauieHTiB, WO NpUAMaloTb aHTMKoarynsHTM abo TpoMBoniTMkM, MOXyTb noTpebyBaTtu Ginblue Yacy Ans koarynsuii. AKWOo noyatn UueHTpudyryBaHHs 4o
NOBHOI Koarynsuii, NpUCyTHICTb iBpUHY B 3pasky CMpOBaTK/M MOXe NPU3BECTU A0 OTPUMaHHSA XMBHNX pesynbTaTiB.

e 3pasku He MaloTb MICTUTK PiGpMH abo iHLWI TBEpAi AOMILLKM.

® BukopucTOBYiiTe OAHOPA30BI NINeTKN abo KiHYMKKM NINeTOoK, Wob YHUKHYTM NepexpecHoro 3abpyaHeHHs.

MiaroTroBka Ao aHanisy

® Yci 3pasku NoTpiGHO NepeBipATM Ha HasBHICTb NiHW. [Nepen NnoyaTkom aHaniay MiHy cnif BMAanuTU 3a Jonomoroto nabopaTopHoi nanuyku. Bukopuctosyiite
NS KOXHOrO 3pasky HOBY Nanuyky, abv yHUKHYTU NepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXeEHi 3pa3ku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3amMOpoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKiN
LWBMAKOCTI abo LWnNAXoM 06epexHOro nepeBepTaHHsi. BukoHanTe BidyanbHWI KOHTpONb 3paskiB. Y pasi BUSIBNEHHS cTpaTudikauii us poswapyBaHHS
nepemillanTe 3pasku, JOKM BOHW He CTaHyTb BidyaribHO OAHOPIAHMMU. AKLO 3pa3kn He Byno nepemillaHo HanexXHUM YMHOM, OTPUMaHi pesynbTaTh MOXYTb
6yTV HEOCTOBIPHUMM.

e 3pasku He MOBUHHI MICTUTK (PIOPVH, ePUTPOLNTK 1A iHLWWI TBEpAi AoMilku. 3pasku, WO BigNOBiAaTb Uil yMOBI, 3aaTHi 3abe3neunTn HagiviHi pedynbTaTu; nepeq
TEeCTyBaHHSAM iX HeOOXigHO LeHTpudyryBaTi. OUnLEHUA 3pa3okK Crig NepeHecTy A0 BCTaBKM Afsi 3pa3kiB abo B 4ONOMiKHY NPoBGipKy Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTPUdYroBaHmX 3paskiB i3 NinigHNUM LLapoM NepeHoCcUTU chlif nuwe oduLLeHni 3pa3ok 6e3 ninemiyHoro maTepiany.

e O06’eM 3paska, NOTPIOHMI ANs O4HOPA30BOrO BU3HAYEHHS B LibOMY TeCTi, CTaHOBUTb 20 MKkn (UL).

36epiraHHA 3pa3kiB

3pasku, ouuLLeHi BiA po3aintoBaya, epuTpouunTiB i 3rycTkiB, MOXyTb 36epiraTuca Ao 8 roauH npu Temnepatypi 18-25 °C, go 7 gHiB npu Temnepatypi 2—-8 °C abo

0o 3 micauiB y 3amMopoXXeHoMy cTaHi npu Temnepatypi —20 °C 4n HWKYin. 3aMopoXxXeHi 3pa3ku NpuaaTHI 40 BMKOPUCTAHHS!, SIKWO BOHW 3a3Hanu He Ginblie

3 UMKNiB 3aMOPOXYBaHHS i PO3MOPOXYBaHHS.

TpaHcnopTyBaHHA 3pas3kiB

® YnakoBka ¥ MapKyBaHHSA 3paskiB MaloTb BiAMOBiAaTW 3aCTOCOBHUMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LUOAO TPAHCMOPTYBAHHA KMiHIYHWMX 3paskiB Ta
iH(pbikoBaHMX PEYOBUH.

e [lepeBuLLyBaTh HaBeAEHI BULLE OOMeEXEHHS Woao 36epiraHHa 3a6opoHeEHO.

Po3BeneHHsA 3pa3kiB

e 3pasku, Yy SKUX KOHLEHTPAUif aHTUSOEpPHUX aHTUTIN BUXOOWMTb 3a Mexi [Aiana3oHy aHamniTMYHOro BUMIPIOBAHHSA, MOXHA PO3BECTUM PO3YMHHUKOM,
BMKOPUCTOBYOYM MPOTOKOS aBTOMATUYHOIrO po3BedeHHs abo npoueaypy pyyHOro possefeHHsi. PekomeHgoBaHa nponopuis po3BefeHHs ctaHoButb 1:20.
KoHueHTpauis po3seaeHoro npenapaty Mae nepesuysati 20 AO/mn (AU/mL).

e [Ins po3BegeHHs BPYYHY MOTPIGHO MOMHOXUTM pe3ynbTaT Ha KoediuieHT po3BedeHHsi. FAKLO po3BedEeHHsi BUKOHYETbCS aHanisaaTopoMm, nporpamHe
3abe3neyveHHs aHanisaTopa Bpaxye Le ni Yac BU3Ha4YeHHs KOHLEHTpaLii 3pa3ska.

l NPOLIEAYPA

HapaHi matepianu

AHani3 Ha ckpuHiHr AAA (IXTTA), eTUKeTKM 3i LUTPUX-KoAamu KOHTPOIbHUX 3paskiB.

HeoGxigHi MaTepianu, Aki He BXOAATL A0 KOMIMIIEKTY NOCTa4YaHHA

e 3aranbHe nabopaTtopHe obnagHaHHs.

® [IOBHICTIO @aBTOMaTUYHMWIA XEMiNOMIHECLEHTHUIA iMyHOaHanizaTop 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 3a3HaYeHUX BULLLE aHani3aTopiB, BKMOYaoTb peakuiiH1iA Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITNOBY
npoby, HakoOHEeYHUK i peakLUiiHy BCTaBKy. [epenik KOHKPETHUX akcecyapiB i XapaKTepUCTUKN akcecyapiB Ansi KOXHOI MoAeri MOXHa 3HanTW B iHCTPYKUIii 3
BMKOPUCTaHHSA BiAMOBIAHOrO aHanisaTopa.

e [1ns OTPUMaHHsI 4OCTOBIPHUX Pe3ynbTaTiB TECTY BUKOPUCTOBYITE akcecyapu, pekoMeHA0oBaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigroToBka peareHTiB

e BuTarHite Habip peareHTIB i3 ynakoBku i ornsiHbTe BiACiku 6110ka peareHTiB i 30kpema YLLinbHIOBanbHy NMiBKY Ha HasiBHICTb BUTOKIB. SAKLLO O3HaK BUTOKIB He

BUSAIBIIEHO, 06EPEXHO 3HIMITb YLLiNbHIOBaNbHY MNiBKY.

CupoBartka
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IHCTpyKLUis i3 3acTOCYBaHHS

[lidzomoeka macHimHux mikpocgep

®  MazHimHi mikpocghepu nocmayaromscs e sioghinizoeaHomy cmari. AMnyny 3 nioghinizoeaHumu MacHimHUMU Mikpocghepamu cnid o6epexHo
eidkpumu i po34uHUMU ix 6y¢ghepHOIO0 pevo8UHO Ot Ma2HIMHuUX MiKpocgep.

® [leped sukopucmaHHsIM nepeHecmu 2 mn 6yghepHoi peyosuHu 0151 Ma2HIMHUX Mikpocgbep i3 npobipku Ons1 MacHiMHuUx mikpocgep (npobipka
0Ons1 peazeHmie i3 CUHIM MOSICKOM i HaciuKoro eHU3y) @ amnyny 3 nioghinizoeaHuMu Ma2HimMHUMU MiKpocghepamu, 3aKpumu 2yMoeoro nMpobkoto U
obepexHo 360emamu. Po34uHeHi Ma2HimHi mikpocgbepu cnid 3anuwumu Ha 10-15 xeunuH.

e AKypamHo nepemiwamu Ons 3abe3rneyeHHs1 20MO2eHHOCMI. YHUKamu Ccu/lbHO20 CMpywyeaHHs nid 4ac pPo34YuHeHHS (He domnyckamu
YMeOopeHHs NiHu).

e [lepeHecmu eci po3eedeHi MacHIimHi Mikpocghepu e amnysni 0o nNpobipku Ons mMasHIMHUX Mikpocghep i 3miwamu i3 3anuwkom 6yghepHoi
peyosuHU Onsi Ma2HIMHuUX Mikpocghep Ao ompumaHHs 0OHOPIOHOI cymiwi, nicns Yo2o nomicmumu nidezomoeneHull Habip e aHanizamop.

e [licnsi 3acmocyeaHHsl Habip pa3om i3 po3eedeHUMU Ma2HIMHUMU Mikpocghepamu Heob6xiOHO 36epicamu y eepmukasibHOMY MOJIOXEHHI npu
memnepamypi 2-8 °C.

e BigkpuiiTe ABepusiTa 30HW peareHTiB; TpUManTe pydky Habopy Takum uymHoM, wWob RFID-mitka Gyna nopydy i3 4yTnvBoto 30HOW ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema nogacTb 3BYKOBWI CUrHAM; OAMH 3BYKOBUIA CUTHaN O3HaYae, WO peareHT YCnillHO po3ni3HaHo.

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

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

® PecycneH3yBaHHA MarHiTHUX Mikpocdep BiabOyBaeTbCs aBTOMATUYHO NICNs 3aBaHTaXeHHs Habopy, YiM 3abesneqyeTbcsi MOBHE PiIBHOMIPHE BiAHOBMEHHS
cycneHsii nepef BUKOPUCTAHHSAM.

KanibpyBaHHs1 aHanisy

e BubepiTb TecT Ans kanibpyBaHHsi Ta BMKOHaWTe onepadilo kanibpyBaHHA Ha ekpaHi 30HW peareHTiB. [loknagHily iHbopMaLiio Npo BNOpsAKyBaHHS AaHUX
KanibpyBaHHS OVB. Y MPUCBSiYEHOMY KanibpyBaHHIO po3aini iHCTPYKLii 3 BUKOPUCTaHHA aHanisaTopa.

e BukoHaliTe NOBTOPHE KanibpyBaHHs 3 JOTPUMaHHSAM iHTEpBary, 3a3Ha4eHOoro B LibOMY BKNaauLLi.

KoHTponb skocTi

e Y pasi BUKOpUCTaHHS HOBOI NapTii nepesipTe abo 3MiHiTb AaHi KOHTPOO SKOCTi.

e BukoHalTe 34MTYBaHHS LUTPUX-KOAY KOHTPOIO SIKOCTi, BUGEpIiTh BiAMoOBIAHI AaHi KOHTPOIO SIKOCTi Ta BUKOHaWTe TecTyBaHHSA. [loknagHiwy iHdopmauito npo
BMOPSIAKYBaHHS 3pas3kiB AN KOHTPOIIO SKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIIO SKOCTi PO3Aini iHCTPYKUIT 3 BUKOPUCTaHHS aHanisatopa.

TecTyBaHHSs 3paskiB

e [licns ycnilwHOro 3aBaHTaXKeHHs1 3pa3ka BMOEepiTb Liel 3pasok Ha ekpaHi, 3MiHiTb nmapamMeTpu aHanidy Ans 3paska, sikui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHS. [loknagHiwy iHdopmaLito Npo BNOpsAKyBaHHSA B3ATUX Y NaLieHTa 3paskiB AMB. y NPUCBAYEHOMY BMOPSAAKYBaHHIO Npenaparis po3aini iHCTpyKuii 3
BMKOPUCTaHHSA aHanisaTopa.

[nsi oTpUMaHHsa MakcumanbHO epeKTUBHMX pe3ynbTaTiB MOTPIGHO TOYHO AOTPUMYBATUCL IHCTPYKUIT 3 BUKOPUCTaHHS aHanisaTopa.

Kani6pyBaHHs

BigctexeHHs: uew meToa Oyno ctaHAApTU30BaHO LUMSIXOM MOPIBHSAHHS 3 PEYOBUHOIO, LLO BUKOPUCTOBYETLCS komnarieto SNIBE Ansi BHyTPIiLWHbLOrO KOHTPOSiO

AKOCTI.

3acTocyBaHHsA cneuianbHO NpusHaveHux kanibpaTopiB Aae 3Mory ckopuryBaTtu peepeHcHy KpuBY 3a JOMOMOrot 3adhikCoBaHMX 3HAYEeHb BiHOCHUX CBITIIOBUX

oauHuue (BCO).

MoBTOpHE KanibpyBaHHsi peKOMEHA0BaHeE:!

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

KOXHi 7 OHIB;

nicns cepsicHOro o6¢cnyroByBaHHs aHanisaTopa;

AKLLO NOKa3HUKMN KOHTPOIMbHUX 3pa3kiB BUXOASATb 3@ MEXi BCTAHOBMEHOrO Aiana3oHy.

nepen no4YaTkoOM BUKOPUCTAHHSA HOBOro Habopy.

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOIIO AKOCTI A1 LIbOro TECTY PeKOMEHA0BAaHO BUKOPUCTOBYBATU KOHTPObHI 3pa3ku; Ans nepesipkn edpeKTUBHOCTI TECTIB KOHTPOb

cnig npoBOAMTM 3 OOHWUM MOBTOPEHHSIM. 3aranbHi pekoMeHgauii LWOoAOo KOHTPOMK SIKOCTi MOXHa 3HaWTM B OMyGnikoBaHWX iHCTPYKUiSX, Hanpuknag y

pekomMeHgauisax C24 IHCTUTYTY KniHiYHKX | nabopaTopHux ctaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwmx’.

KoHTponb sIkoCTi pekoMeHO0BaHO 34iNCHIOBAT pa3 Ha AeHb BUKOPUCTaHHsSi abo 3rigHO 3 BUMOraMm MicLEBUX HOpM, BUMOramu cepTudikauii Ta npoueaypamm

KOHTPOIto SKOCTi Bawoi nabopatopii. KoHTponb SKoCTi MOXHa 34iMCHIOBaTU 32 AONOMOrOL0 TECTY CKpUHIHTY AAA:

® Micns KOXHOro kaniopysaHHsi Habopy;

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

KoHTponbHi 3pa3ku npuaHadeHi nuwe ans cuctem MAGLUMI Ta Biolumi i BUKOPUCTOBYHOTLCS NULLIE 3 BiANOBIAHUMY peareHTamu, Lo MatoTb Taki caMi No4aTKoBi

cim umdp Homepa MAPTII. KoxeH Linb0Buii NOKasHWK i Aiana3oH HaBeaeHo Ha eTUKeTL.

Mepen BUKOPUCTAHHSM iHLUMX KOHTPOMbHMX 3paskiB Chig, OLIHUTK iXHIO CYMICHICTb i3 LM TecToM. Cnig yCTaHOBUTU BIiAMNOBIAHI Aiana3oHy 3HayeHb Ansi BCiX

BMKOPUCTOBYBAHUX MaTepiarniB KOHTPOIO AKOCTI.

KoHTponbHi noka3Huku matoTb B6yT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAMWH i3 KOHTPOMbHUX NOKa3HWKIB BUXOAUTb 32 MEXi BCTAHOBMEHOrO Aiana3soHy,

Cnif, BUKOHaTW MOBTOPHE KanibpyBaHHS Ta NMOBTOPHE TECTYBaHHS KOHTPOMbHMX 3pa3kiB. FKLO KOHTPOMbHI NOKa3HMKKU, OTPUMAaHI NicNs yCrnilHOro KaniopyBaHHs,

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

® MepeBipuTU, YY1 He CNMB TEPMiH NPUOATHOCTI MaTepianis;

® nepekoHaTucs, Lo 6yno npoBeaeHO NraHoOBe TeXHIYHE 06CNyroByBaHHS;

® yMNEeBHUTUCS, IO TECT 34iNCHIOBABCS i3 AOTPUMAHHSIM IHCTPYKUIA, HaBeAeHMX Ha BKNaAuLLi yNakoBKuy;

® 33 notpebu 3BepHyTUCS NO AoMomory Ao komnaHii Snibe abo ii odiviiHnx gucTpub’ioTopis.

AKLWO KOHTPONbHUX 3paskiB y Habopi HeJoCTaTHLO AN BUKOPUCTAHHS, 3aMOBRAWTe AoAaTKoBi koHTponi Ans ckpuHiHry AAA (IXNA) (REF: 160201405MT) y

KkomMnaHii Snibe abo ii odiLinHMX anucTpnb’oTopiB.

H PE3YNIbTATU

Po3paxyHok

AHanizaTtop aBTOMaTU4YHO PO3PaxOBYE KOHLEHTPALi0 aHTUSAAEPHUX aHTUTIN Y KOXHOMY 3pa3Ky Ha OCHOBI kanibpyBanbHOi KpuBOI, sika ByayeTbca 3a MeToaoM

2-TOYKOBOro KanibpyBaHHS pedpepeHcHoi kpuoi. OguHuueto BumiptoBaHHs € AO/mn (AU/mL). OoknapgHiwy iHcdopmauilo MOXHa 3HanWTW B iHCTPYKUil 3

BMKOPUCTaHHS aHanisaTtopa.

IHTepnpeTauis pesynbTaTiB

OnTumanbHa Mexa Ans TecTy CKpuHiHry AAA oTpuMaHa wWwnsaxoMm aHanisy 3paskiB 195 nauieHTiB i3 nigTBepOXXEHWUMU CUCTEMHUMMU  ayTOIMYHHUMU

3aXBOPIOBAHHAMW (SIK-OT CUCTEMHUI 4EpPBOHUI BOBYAK, 3MillaHe 3aXBOPIOBAHHSA CMOMYYHOI TKaHWHW, cuHAapom LllerpeHa, cuctemHa cknepopepmis Ta

nonimMiosuT / AepmMaTomio3mnT), 77 nauieHTiB 3 iHLIMMK 3axBOpLOBaHHAMY Ta 253 KniHiYHO 340pOBMX OCIb.

e 3pasku 3 KOHLEeHTpaLjieto aHTuagepHux aHtutin < 40,0 AO/mn (AU/mL) cnig BBaXaTn HeraTUBHUMW.

e 3pasku 3 KOHUEeHTpaLjieto aHTuagepHux aHtutin = 40,0 AO/mn (AU/mL) cnig BBaXxaTn NO3UTUBHUMMU.

MoxnmBi po3bixkHOCTi B pedynbTaTax pisHMX nabopaTopild, Lo NOACHIOETLCS BiAMIHHOCTSIMW B CKNaai nonynsuii Ta MeToamkax focniaxeHHsi. PekomeHgoBaHo B

KOXHit nabopaTopii BU3Ha4MTN BNacHuii pedepeHTHUiA iHTepBar.

l OBMEXEHHA

e PesynbTaTu TECTy cnig po3rnagaTt B KOHTEKCTI icTopii XBOPOOU, AaHMX KNiHIYHOTO 06CTEXEHHSs NauieHTa i iHLWWX SaHUX.

®  Akuwo pe3ynbTaTy TECTIB HA aHTUAAEPHI aHTUTINA He BiANOBIAAOTb KMiHIYHUM AaHUM, ANs iX NiATBepAXeHHS HeobXiAHO BUKOHATW JOAATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Big NauieHTiB, siki npuiMany npenapatn MyuwaYmx MOHOKIMOHaNbHUX aHTUTIN i3 METO0 AiarHOCTUKM YW fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTumuwadi aHtutina (HAMA). Y pasi TecTyBaHHS Takmx 3paskiB i3 BUKOPUCTAHHAM HabopiB AN aHanisy, WO MICTATb MULLAYi MOHOKMOHanbHI aHTuTIna,
MOXHa OTpUMaTH XMBHO MiABULLEHI 260 3HWKEHI pedynbTaTn® 9. [ins BU3HAYEHHs AiarHo3y Moxe 3HafobuTucs JodaTkoBa iHgopmauis.

e [eTepodinbHi aHTUTINA B CMPOBATLi KPOBI NOAVHU MOXYTb BCTYNaT B peakuilo 3 iMyHornobyniHaMmu peareHTiB, BNNMBaOYM Ha pe3ynbTaT iMyHoaHanisis
in vitro. Y naujieHTiB, sSiki perynsipHo KOHTaKTyloTb i3 TBapuHaMu abo nNpoAyKTaMu CMpoBaTKW KPOBI TBApUWH, iCHYE PU3MK Takoi iHTepdepeHLii, BHacnigok voro
MOXYTb CriocTepiraTucs aHomarbHi noka3Hukm'.

e BakrepianbHe 3apaxeHHsi abo Tennosa iHaKTMBaLiA 3pa3kiB MOXe CNOTBOPUTY pe3ynbTaTut OCHIAXKEHHS.

405 ANA Screen-IFU-uk-IVDD, V2.1, 2022-04 3/5



IHCTpyKLUis i3 3acTOCYBaHHS

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU
Y uboMy po3gini HaBeAeHi penpe3eHTaTUBHI XapakTepuUCTUKL. PesynbTati, oTpuMaHi pisHMMK nabopaTtopisiMu, MOXyTb BiOpi3HATUCS.

TouHicTb

TouHicTb BM3HaYanacst 3a JONOMOroK TecTy, npenapariB i KOHTPONbHUX 3paskiB 3a npotokonoM (EP05-A3) IHCTUTYTY KniHiYHUX i naGopaTopHux cTaHaapTiB
(Clinical and Laboratory Standards Institute, CLSI): y aABox okpemux napanenbHuX BUNPODYBaHHSAX LUOAHS MPOTArOM 5 AHIB Y TPbOX Pi3HWX LEHTpax 3
BMKOPUCTaHHSIM TPbOX NapTiii Habopis peareHTis (n = 180). Byno oTpMmMaHo 3a3HayeHi HUX4Ye pesynbTaTu.

CepegHe, AO/mn Y mexax BunpobyBaHHS Mix BunpobyBaHHAMMN BigTBOplOBaHiCTb

3pasok (AU/mL) CraHnga. Bigx., AO/mn % CTtaHa. Bigx., % koedp. CraHg. Bigx., AO/mn % koed.
(n = 180) (AU/mL) b k0eD. BAP. | Aqun (AUML) |  sap. (AU/mL) Bap.
Myn i3 cuposaTkoto 1 9,989 0,442 4,42 0,145 1,45 0,565 5,66
Myn i3 cupoBaTkoto 2 40,987 1,362 3,32 0,883 2,15 2,696 6,58
Myn i3 cuposaTkoto 3 202,452 4,731 2,34 3,925 1,94 7,908 3,91
Myn i3 nnasmoto 1 10,196 0,439 4,31 0,168 1,65 0,584 5,73
Myn i3 nnasmoto 2 40,365 1,477 3,66 0,475 1,18 1,830 4,75
Myn i3 nna3moto 3 199,924 5,892 2,95 2,853 1,43 10,496 5,25
KoHTponsb 1 19,883 0,817 4,11 0,486 2,44 1,106 5,56
KoHTponb 2 99,976 3,657 3,66 1,563 1,56 4,658 4,66

[iana3oH niHinHocTi

1,00—400 AO/mMn (AU/mL) (BU3Ha4aeTbCs 3a MEXED KiNbKICHOI OLliHKM Ta MakcMMyMOM pedepeHCHOI KpUBOT).

IHTepBan peecTpauii

0,792-8000 AO/mMn (AU/mL) (BU3HayaeTbCcs 3a Mexel BUSBMEHHS Ta MakCMMymMoM pedepeHCHOI KpMBOi, MOMHOXEHUM Ha PeKOMeHAOBaHy MponopLito
PO3BEAEHHS).

AHaniTMyHa yyTnUuBIiCcTb

Mexa xonocTtoi npobu = 0,500 AO/mn (AU/mL).

Mexa BusienenHs = 0,792 AO/mn (AU/mL).

Mexa kinbkicHoi ouiHku = 1,00 AO/mn (AU/mL).

AHaniTnyHa cneumdiyHicTb

IHTepdepeHLin

IHTepdepeHLia Bu3Havanacs 3a 4ONOMOro TeCTy; A0 TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLlieto aHanisoBaHOro KOMNOHEHTa A0AAaBanucs pe4YoBUHN, NOTEHLINHO
34aTHI CNPUYMHUTKU eHOoreHHy abo ek3oreHHy iHTepdpepeHuito, 3a npoTtokonom (EP7-A2) IHCTUTYTY kniHiYHMX i nabopatopHux ctangaptiB (Clinical and
Laboratory Standards Institute, CLSI). MNoxnbka BUMIipiB AN peYOBUH, 30aTHUX CNPUYUHUTK iHTEepdepeHLito, He nepesulye +10 %. Byno oTpumaHo 3a3HauyeHi
HWXKYe pe3ynbTaTu.

IHTepdepeHuis Makc. piBeHb BigcyTHOCTi BnnuBy | IHTepdepeHuin Makc. piBeHb BigCyTHOCTi BNNMBY
Binipy6iH 40 mr/gn (mg/dL) PeBmaToigHuin dakTop 500 MO/mn (IU/mL)

emornoGiH 1000 mr/gn (mg/dL) . . .

InTpaninia 2000 wr/an (mg/dL) Tlioacbki aHTUMKLWaYi aHTuTina (HAMA) 40 nr/mn (ng/mL)

MepexpecHa peakTUBHICTb

MepexpecHa peakTUBHICTb BU3HAYanacs 3a AONOMOroK TECTY; 40 TPbOX 3paskiB i3 Pi3HOI KOHLEHTpaLlielo aHanisoBaHOro KOMMNOHeHTa AoAaBanucs NOTEeHLiNHI
nepexpecHi peareHTn 3a npotokonom (EP7-A2) IHCTUTYTy kniHiyHux i nabopaTtopHux ctaHgapTie (Clinical and Laboratory Standards Institute, CLSI). Moxubka
BMMIPIB ANA PEYOBUH, 34aTHUX CNPUMMHUTK iHTepdepeHLito, He nepesulye £10 %. Byno oTpumaHo 3a3HayeHi Hux4Ye pesynbTaTu.

MepexpecHui peareHT Makc. piBeHb BigcyTHocTi BnnuBy | MepexpecHui peareHT Makc. piBeHb BigCyTHOCTi BNNUBY
AHTUTina go LILIM 500 og/mn (U/mL) 1AA 175 MO/mn (IU/mL)

TRAb 300 MO/mn (IU/mL)

ATTT 280 MO/ (IU/mL) GAD65 280 MO/mn (IU/mL)

KniHiyHa yyTnuBicTb
KniHiyna 4yTnuBicTb BM3Havanacs Ans naHeni 3i 161 3paska XBOPWUX Ha CUCTEMHI ayTOiMyHHi 3axBoptoBaHHS. Po3paxoBaHa KriHiYHa YyTnuMBICTb CTaHOBUTbL
82,6%. Byno oTpumaHo 3a3HayeHi Hx4e pesynbTaTtu.

KaTteropis 3paskis Crpurinr ASA (IXTIA)
KinbkicTb Mo3nTuBHiI Yytnusictb y %

CurCTEMHUI YEPBOHWIN BOBYaK 48 43 89,6
3MillaHe 3aXBOPIOBAHHS CMONYYHOI TKAHWUHU 38 36 94,7
CuHgpom LerpeHa 28 22 78,6
CuctemHa cknepogepmis 27 21 77,8
MonimiosnT / AepmaTtomiosut 12 3 25,0
MepBUHHUIA BiniapHUA LMPO3 NEYiHKN 8 8 100
3aranom 161 133 82,6

KniniyHa cneuundiyHicTb
KniHiyna cneuudivHicTb BU3Havanaca Ha maTepiani 277 3paskiB Big ocib 6e3 cMCTEMHUX ayTOIMYHHMX 3aXBOPKOBaHb, cepef HUX 124 nauieHTn 3 iHWumun
3axBOPIOBaHHAMK (rnioTeHoBa xBopoba (ueniakis), Aiabet 2-ro Tuny, ayToiMyHHWIA TUPEOIAUT, HUPKOBA HeAocTaTHICTb) i 153 kniHiYHO 340poBi 0CcOOM.
Po3paxoBaHa kniHiYHa cneuundiyHicTb ctaHoBuTb 96,8 %. Byno oTpumaHo 3a3HayeHi Hwwk4e pedynbTaTu.

KaTteropis 3paskis Crpuriirr AAA (IXTIA)
KinbkicTb HeraTtuBHi Cneundivnictb ¥y %

'nioTeHoBa xBopoba (ueniakisi) 25 25 100
[iabet 2-ro Tuny 54 48 88,9
AyTOIMYHHWI TUpeoignT 19 19 100
HuvpkoBa HegocTaTHiCTb 26 24 92,3
KniHiyHo 300poBi 153 152 99,3
3aranom 277 268 96,8

NMoHapno30BuM «xyk»-eheKT y BUNaaKy BUCOKUX KOHLIeHTpauin

B ananizax Ha aHTUsiAepHi aHTUTINa He cnocTepiraBcs NOHaAA030BUIA «XyK»-e(heKT y BUnaaKy BUCOKMX KOHUeHTpauin (go 8000 AO/mn (AU/mL)).

MopiBHAHHA MeTOAMNK

MopiBHAHHSA aHanidy Ha CKPUHIHF AFA 3 iHLIMM iMyHOMOMYHMM @aHani3oM cepiliHOro BUpOGHULTBA NPOAEMOHCTPYBarno Taky kopensuio (8 AO/mn (AU/mL)):

KinbkicTb npoTectoBaHux 3pa3kis: 106.

MopiBHsAHHA MeTodoMm [MaciHra — Babnoka: y = 1,0253x—1,4056, 1= 0,913.

KoHueHTpauis B KniHiYHMX 3pa3kax cTtaHosuna Big 11,9 no 397 AO/mn (AU/mL).
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l 3HAYEHHSA CUMBONIB

[vB. iHCTPYKLO 3 BUKOPUCTaHHS Bupo6Huk

TemnepaTypHuiA giana3oH
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Megaunynuin npunag Ans giarHocTukK in vitro ENTS Cknag Habopy
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LLeHbYwkeHb Hblo IHAacTpic Biomeaikan IHxuHipudr Ko., Ita.,
Ne23 Oxinkciy Eact Poag, Minrwan dictpikt, 518122, LeHb4yxeHb, Kutancbka 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 npeacTaBHUK B YKpaiHi:

TOB «Kpartist MenTexHika», Byn. barroyTiBcbka, 17-21, 04107, m. Kuis, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnaTHO MOXYTb TenedoHyBaTh aboHeHTM hikCOBaAHOrO Ta MOGINbHOro TenedoHHOro 3B’A3Ky 3 Oyab-sKOT
TOYKWN YKpaiHu).

EnektpoHHa nowra: uarep@cratia.ua

[aTa ocTaHHbLOro nepernsgy IHCTPYKLT i3 3aCToCyBaHHSA: KBiTeHb2022 poky
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