IHCTPYKLiA i3 3acTOCyBaHHA

Snibe

Diagnostic

MAGLUMI® IAA (IXJ1A)

130255003M:100 TecTiB y Habopi
130655003M: 50 TecTiB y Habopi
130755003M: 30 TecTiB y Habopi

REF

C€

H NPU3HAYEHHA

Habip gae 3Mory BMKOHyBaTW iMyHOXEMINIOMIHECLEHTHUI aHani3 in vitro Ans BU3HAYEHHS KinbKiCHOro BMICTY ayToaHTWTIn Ao iHcyniHy (IAA) y cuposaTui Ta
nnasmi KpoBi NOAMHM 32 AOMOMOrol MOBHICTIO @aBTOMATMYHOIO XeMintoMiHecUueHTHOro imyHoaHanisatopa cepii MAGLUMI 11 iHTerpoBaHoi cuctemu cepii; Takox
Liell aHania BUKOPUCTOBYETLCS K AOMOMKHUIA 3aci6 diarHOCTUKM Lykposoro Aiabety 1 tuny.

l cTMCcnui onuc

IHCYNiH € KPUTUYHUM ayTOaHTUreHOM, LU0 cneuudiyHO eKCnpecyeTbCs B OCTPIBLEBUX OeTa-kniTuHax, sSiIKM po3ni3HaeTbCsA SIK LiNbOBUIA aHTUrEH, O BUKIMKae
ayToiMyHHuiA AiabeT ynpoposx Tpusanoro yacy'. | gocnigHukamu Palmer et al. 6ynu Bneplue BusiBneHi aytoaHtuTina fo iHcyniHy  (IAA) B cupoBaTkax BnepLue
piarHoctoBaHux nauieHTiB 3 I3LLA, ski He oTpumyBanu iHcyniHy .JAA € ogHUMMK 3 HaWbinbll paHHIX ayToaHTUTIN, SKi 3'ABNATLCS B NMoAeN, i OCHOBHUM
ayToaHTuTinoM € IgG123, Llykposuin aiabet 1 tuny (LUO1) € ayTOiMyHHUM 3aXBOPIOBAHHAM, 3a SIKOFO aHTUreH-crieundidHi T-KniTMHU BUBIPKOBO PYWHYHOTH
iHCyniH-NpoAyKytoYi B-KNiTUHM NiALWNyHKoBOI 3ano3mn’. AyToiMyHHI siBULLa, NoB’s3aHi 3 diabeToM 1 Tuny, BKIOYalOTb NiMGOUMTapHY iHMDINbTpaLilo A0 OCTpiBLIB
NigLWTYHKOBOI 3aro3n Ta LMPKyNioYi CMpOBaTKOBI @aHTUTINA A0 Pi3HMX creumdivyHNX AN OCTPIBLEBUX KNiTUH aHTUrEHIB, BKIOYaoYM aHTUTINa 40 OCTPIBLEBUX
KMiTWH, ayTOaHTUTINa A0 iHCYyMiHy, ayToaHTMTINa Jo AekapGokeunasu 65 rnyTamiHoBOi KUCnoTw, et al*.YHikanbHwii | yxxe cunbHuiA 38’30k IAA 3 nporpecyBaHHsM
niabeTy cBigunTb Npo Te, wo IAA 6e3nocepenHbO CNpUsitoTb NaToreHe3y 3axBOpPOBaHHsA abo e npouec 04HO3HAYHO BNNMBae Ha piBHi IAA, o NpusBoauTb, 3
pi3HOIO LUBMOKICTIO B pi3HWX oci6 i3 nepepdiabeTom, Ao AiabeTy | Tuny, Takum umHoM IAA € Mapkepom pusvky po3BuTky Aiabety 1 Tuny>S.Y psaai kpai
nosigomnsinocs, wo IAA BifirpaioTb BaXnuBy porb y NPOrHo3yBaHHi AiabeTy?.Kpim Toro, y nauieHTis 3 Aye piakiCHUM CUHAPOMOM, SIKWiA Ha3UBatOTh iHCYNIHOBUM
ayTOIMyHHUM CMHAPOMOM, TakoX BifOMMUM sik cMHAPOM [ipaTta, eKcnpecyoTbCs HAaA3BUYAMHO BUCOKI PiBHI @ayTOAHTUTIN A0 iHCYMiHY, YacTo 3 enidogamu TSHKKOT
rinornikemii, Tomy IAA TakoX € MapkepoM iHCYNiHOBOro ayToiMyHHOrO CUHAPOMY’ .

H NPUHUMN Al TECTY

Henpsmuin imyHOXeMintoMiHeCLLeHTHWI aHanis.

PeTtenbHo nepemillytoTb 3pa3ok, bydepHuii po3umnH, MarHiTHi Mmikpocdepu, BKpuTi IAA, iHKyOYOTb | BUKOHYIOTb LMK BiAMWBAHHS MiCNsi OCaMKEHHS B MarHiTHOMy
noni. Micnsa uporo Aogaetbest MiTka ABEI 3 aHTUTinamm go IgG noguHy Ta BUKOHYETLCS iHKyDaLlis, pearytoun Ha YTBOPEHHS! iMyHOKoMNIeKciB. icns ocapkeHHs
B MarHiTHOMy Mnori 3NMBaeTbCs CynepHaTaHT i BUKOHYETbCA LMK BiAMMBaHHS. [icns uporo Aofalotbes ctaptepuy 1 2 Ans 3anycky XemintoMiHeCUEeHTHOT peakLii.
IHTEHCUBHICTb CBITNOBOrO CUrHasny BUMIpIOETECA (HOTOENEKTPOHHUM NMOMHOXYBa4eM Yy BiHOCHUX CBIiTNoBUx ognHuusx (BCO) i € nponopuinHoo 40 KOHUEeHTpaLii
IAA, HasiBHOT B 3pasky.

H PEATEHTU

Cknapg Ha6opy

KoMnoHeHT! Onuc 100 TecTiB Y 50 TecTiB Y 30 TecTiBY
Habopi Habopi Habopi

MarHiTHi MarHiTHi mikpocdepu, BkpuTi IAA (NnpnbnusHo 8,00 mkr/mn (ug/mL)), y

Mikpocdrepu HaTpin-docaTHomy GydepHomy po3umHi, NaN3 (<0,1 %). 25 mn (ml) 1,5 mn (mL) 1,0 mn (ml)

Kani6partop IAA B HU3bKi KOHLEHTpaLi B HaTpit-dbocdaTHOMY BydepHoMy po3umHi, NaN;

HU3LKOrO PiBHS (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Kani6paTtop IAA 'y BuCOKil KOHLEHTPAaUi B HaTpil-cdhocdaTHOMY BydepHomy po3unHi, NaN3

BUCOKOTO pIBHA (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Bydep Harpiii-dbocdatHuin 6ydepHuin posumnH, NaN3 (<0,1 %). 12,5 mn (mL) 7,0 mn (mL) 4,8 mn (mL)

. Mitka ABEI 3 aHTutinamu go IgG nogunn (npubnusto 16,7 Hr/mn (ng/mL)) y

Mitka ABEI 6ychepHomy poaunki Tpic-HCI, NaNs (<0,1 %). 17,5 mn (mL) 9,5mn (mL) | 6,3 mn(mL)

Pospigaxysau Buyaua cuposatka, NaN; (<0,1 %). 5,5 mn (mL) 35mn(mL) | 3,5mn(mL)
IAA B HU3bKi KoHLeHTpauii (10,0 AO/mn (AU/mL)) B HaTpit-cpoccaTHomy

KoHTponsb 1 6ycpepHomy poaunri, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
IAA 'y Bucokilt koHUeHTpauii (50,0 AO/mn (AU/mL)) B HaTpiii-dhocdaTtHoMy

KoHTponb 2 6ycbepHomy poaunri, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Yci peareHT1 HagalTLCA B FOTOBOMY [0 BUKOPUCTAHHS CTaHi.

MonepeaxeHHs i 3acTepexeHHsA

e [IpusHayeHo Ans AiarHoCTuKK in vitro.

® Jlnwe ans NnpodecinHoro BUKOPUCTaHHS.

e BxwuBanTe 3BMYaNHUX 3aCTEPEXHMX 3ax0piB, 060B’A3KOBYKX Mif Yac poboTn 3 ycima nabopaTopHUMU peareHTaMu.

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

3paskamu 1 JOTPUMYBaTUCS MICLLEBMX BUMOT LLOAO pobOTH Nif Yac TeCTyBaHHS.

3anopykoto OTpMMaHHA OOCTOBIPHWMX pe3ynbTaTiB € AOCKOHane BONOAIHHA TeXHIKO aHamisy MW 4iTke AOTPUMaHHS iHCTPYKLUN, HaBeOeHUX Ha BKnaauLui

YNaKoBKW.

He BukopucToByinTe Habip nicns 3akiHYeHHs CTPOKY NPUAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL.

He BMKOPWCTOBYINTE KOMMOHEHTM 3 Pi3HMX NapTi abo Bi pi3HWX peareHTiB 04HOYaCHO.

YHuKaiiTe YTBOPEHHS NiHU B YCiX peareHTax i npenapartax (3paskax, kanibparopax i KOHTPOSIbHUX 3pa3kax).

Yci Bigxoau GionoriyHnx 3paskie, 6ionoriyHnx peareHTiB i BUTPATHUX MaTepianis, O BUKOPUCTOBYIOTLCSA ANSt NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHLiAHO

iHchikoBaHMMK Ta yTUNI3yBaTK iX BiANOBIOHO 4O BUMOT MiCLLEBUX HOPM.

o Lleli BUPI® MiCTUTb a3ua HaTpito. A3ua HaTPito MOXe BCTyNaTh B peakLito 3i CBUHLIEM UM MiAHUMK eneMeHTaMun TpyGonpoBoAiB, yTBOPHOYM BUOYXOHebe3neyHi
asuam meTanis. Micna ytunisauii cnig npomuTy TpyGuW BENMKOHO KinbKicTio Boaw, abu 3anobirtv yTBOpeHHto BiaknafaeHs asuais. [logaTtkoy iHchopmaLiio MoxHa
3HalTV B nacnopTax 6e3neku NpoayKTy, siki HaAarTLCA Ha BUMOTY NPOdECINHUX KOPUCTYBaYiB.

MpuwmiTka. Mpo Oyab-aKi cepiosHi iHUMAEHTW, NOB’A3aHi 3 NpUCTpoeMm, cnig nosigommntn komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXXeHUX NPEACTABHUKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

MoBoaXeHHsA 3 peareHTamMun

e |llo6 He gonycTUTK 3abpyaHEeHHs, NOTPIBHO BAAraTV YUCTi pykaBUYKKM Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. ig yac poboTn 3 Habopom peareHTiB
Cnif, 3aMiHWUTW PyKaBUYKK, sIKi KOHTAKTYBanu 3i 3paskamu, Ha YWCTi, OCKiNbKWM NOTPaNnnsHHS maTepiany 3paska MoXxe Npu3BeCTU 40 OTPUMAHHSI HEOCTOBIPHUX
pesynbTartis.

® He BukopucTOBYyNTE AedekTHi Habopu, 3okpema Habopy 3 NOPYLLUEHO rEPMETUYHICTIO YLLiNbHIOBaNbHOI NNiBKW, KanamyTHUMW peareHTamu, HasiBHICTIO ocagy
B peareHTax (3a BUHSITKOM MarHiTHux mikpocdep) abo Habopu, KOHTPOMbHI NOKA3HWKN SIKMX HEOAHOPA30BO BUXOAMUIM 3@ MEXi AONYCTMMOrO Aiana3oHy. AKLLO
Habip € nedeKkTHUM, 3BEpHITbCA A0 KOoMMaHii Snibe abo i odiuitHoro gucTpmb’oTopa.

e ABW YHWKHYTWM BUMapOBYBaHHSA PIiAvHWN 3 BIAKPUTUX HabopiB peareHTiB Y XONOAUIbHUKY, PEKOMEHOOBaHO 3aneyaTtaTty BiakpuTi Habopu repmeTusyoyoro
NniBKOI, L0 MOCTa4YaeTbCA Pa3oM 3 YNaKoBKOK. YLUiNbHIOBanbHa niiBka € O4HOPa30BO; A03aMOBUTK ii MOXHa B komnaHii Snibe abo ii odiuinHmx
ancTpub’toTopis.

e |3 yacom Ha Npoknaaui MOXyTb HaKOMUYYBaTUCS BUCOXMi 3anuULKK pigvH. 3a3Buyali BOHU SBNSOTb COBOK CONMbOBWUIA Ocad i He BNMBaKTb Ha pesynbTaTt
aHaniay.

® BuKOpUCTOBYWTE BIiAKPUTUI BNOK peareHTiB B 04HOMY aHaniaTopi.

® [HCTPYKLUi LLOAO NepemillyBaHHA MarHiTHUX Mikpocdep HaBedeHOo B pO3Aini LibOro BKkNaauLla, npucBA4YeHoMY MiaroToBLi peareHTiB.

® [lopaTkoBYy iHpbOpMaLiito MPO NOBOMKEHHS 3 peareHTamu nif Yac BUKOPUCTAHHS CUCTEMW HaBedEeHO B IHCTPYKLT 3 BUKOPUCTaHHA aHanisaTopa.
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36epiraHHsa Ta cTabinbHiCTb

e He 3amopoxywTe 6ok peareHTiB.

e 36epiranTte Habip peareHTiB y BEpTMKanbHOMY MOMOXeEHHI, Wo6 3abe3neunTy NoBHY AOCTYMNHICTb MarHiTHUX Mikpocdep.
® bBepexiTb Bif NPAMUX COHAYHUX NPOMEHIB.

CTabinbHicTb peareHTiB

Y HenopyLleHin ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asBMEHOro TepMiHy NpuaaTHoCTI
Y BigkpuTOMy cTaHi npu Temnepatypi 2-8 °C 6 TWXHIB
YcepeauHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONBLHUX 3pa3kKiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asIBNEHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY cTaHi npu Temnepatypi 10-30 °C 6 roguH

Y BigKpUTOMY CTaHi npu Temnepatypi 2-8 °C 6 TxHIB

Y 3aMopoxxeHoMy cTaHi npu TemnepaTypi —20 °C 3 micsaui

KinbKicTb LMKNIB 3aMOPOXYBaHHSA 1 PO3MOPOXKyBaHHS He Ginblwe 3 pasiB

H 36IP | NIArOTOBKA 3PA3KIB

Tunu 3pa3skis

Jlnwe 3a3HaveHi HUxXYe 3pasky NponLnm BUNpobyBaHHs Ta BU3HaHI NpuaaTHUMKU AN aHanisy.

Tunwu 3paskiB Mpob6ipkn Ans 36upaHHs 3paskiB

Mpo6ipkn 6e3 goaaTkoBMX / AOMOMIKHUX peyoBUH abo Npobipku 3 akTMBaTOPOM 3ropTaHHsA abo

renemM Ta aKTBaToOpOM 3ropTaHHs

Mnasma EOTA-K2

e 3asHaueHi TMnu 3paskiB TecTyBanucs 3 npobipkamu Ansi 36mMpaHHsa 3paskiB, siki Oyny AOCTYMNHI HA PUHKY HA MOMEHT TeCTyBaHHs1, To6To Byno npoTecToBaHO He
BCi AOCTYMNHi Npobipku Bif ycix BUpOGHUKIB. CUCTEMM 36MpPaHHS 3paskiB Pi3HUX BUPOBHUKIB MOXYTb MICTUTMW PisHi MaTepianu, siki B Aeskux BUNagKax MoxyTb
BNAMBaTK Ha pe3ynbTatu TecTiB. ig Yac BUkopucTaHHs Npobipok Ans 36upaHHs 3paskiB cnig HeYXUIbHO AOTPUMYBATUCS BKA3iBOK BUPOOHUKIB NpoGipok.

CraH 3pa3skiB

® He BuKOpWCTOBYINTE NpenapaTy 3 TENMOBOIO iHAKTMBALIEI, HAAMIPHO reMoni3oBaHi 3pasku, 3paskn 3 HaAMIPHO rinepninigemMieto Ta 3pasku, Aki MalTb ABHI
03Haku MIiKpOGHOro 3abpyaHEHHS.

e [lepL Hixk NOYMHATV LEHTPUAYryBaHHs, NepekoHanTecs, Lo npoLec koarynsuii B cMpoBaTLi NOBHICTIO 3aBepLUMBCS. [esiki 3pasku cupoBaTku, 0cobrnmMBo B3STI
B MauieHTiB, WO NpUAMaloTb aHTMKoarynsHTM abo TpoMBoniTMkM, MOXyTb noTpebyBaTtu Ginblue Yacy Ans koarynsuii. AKWo noyatn ueHTpudyryBaHHs 4o
MOBHOI Koarynsuii, NpUcyTHICTb ibpMHY B 3pa3ky cMpoBaTKu MOXe NPU3BECTU A0 OTPUMAHHSI XMOHMX pe3ynbTaTiB.

e 3pasku He MatoTb MiCTUTU hiGpuH abo iHWI TBEpAi OMILLKM.

®  BUKOPUCTOBYWTE OQHOPA30BI NINEeTKN abo KiHYMKM MINETOK, LWOo6 YHUKHYTU NepexpecHoro 3abpyaHeHHs.

MiaroTroBka Ao aHanisy

e Yci 3pa3ku NoTpibHO nepesipATU Ha HasBHICTb NiHW. MNepen noyaTkoM aHanisy niHy cnig BMAanuTK 3a 4onoMorolo nabopaTopHoi nanuyku. BukopuctoByiite
ANS KOXHOrO 3pa3ky HOBY Nanuyky, abu yHUKHYTU NepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXeEHi 3pa3ku cnif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemilliante po3MOpOXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo LINAXOM 06epexHOro nepeBepTaHHsl. BukoHalTe BidyanbHWUI KOHTPOMb 3paskiB. Y pasi BUSIBNEHHA cTpaTudikauii Ys poswapyBaHHS
nepemillanTe 3pasku, JOKM BOHW He CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLO 3pa3kn He Byno nepemillaHo HanexHUM YMHOM, OTPUMaHi pesynbTaTh MOXYTb
OyTN HeOCTOBIPHUMM.

e 3pasku He NOBUHHI MICTUTU (DIGPUH, EPUTPOLIUTI 1 iHLLI TBEPAi AOMILLKM. 3pa3ku, WO BiANOBIAATL Ll yMOBI, 3aaTHi 3a6e3ne4nTi HaginHi pesynbtaTti; nepes
TECTYBaHHSM ix HeobxiaHo LueHTpudyrysatn. OuuLleHnin 3pasok crig NepeHecTn Ao BCTaBkM Ans 3paskiB abo B AoNOMiXKHY Npobipky Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTPU(YroBaHNX 3paskiB i3 NinigH1M LapoM NepeHocuT chig nywie oduLLeHnid 3pa3ok 6e3 ninemiyHoro maTepiany.

e O06’eM 3paska, NOTPIOHMI ANS O4HOPA30BOrO BU3HAYEHHS B LibOMY TeCTi, cTaHOBUTb 10 mMkn (UL).

36epiraHHsa 3pa3kiB

3pasku, oumLLeHi Bif po3ainoBaya, eputpoumTiB i 3rycTkiB, MOXyTb 36epiratuca fo 8 roguH npu Temnepatypi 10-30 °C, po 7 agHiB npu Temnepatypi 2—8 °C abo

0o 6 micauiB y 3amopoxeHoMy cTaHi npu TemnepaTypi —20°C. 3amopoxeHi 3pasku npuaaTHi 40 BUKOPUCTaHHSA, SIKWO BOHM 3a3Hanu He Ginblie 2 umknis

3aMOPOXYBaHHS 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka N MapKyBaHHSi 3pa3KiB MalOTb BiAMOBIAATW 3aCTOCOBHWM BMMOram MICLIEBOrO 3aKOHOAABCTBA LLOAO TPaAHCMNOPTYBaHHA KMiHIYHUX 3paskiB Ta
iH(PIKOBAHUX PEYOBUH.

e [lepeBuLLyBaTh HaBeAeH BULLE OBMexXeHHSs Wwoao 36epiraHHs 3a6opoHEHO.

Po3BeaeHHs 3pa3kiB

e 3pasku, y siKMX KoHUeHTpauis |IAA BUXoOuTb 3a MeXi [liana3oHy aHaniTM4HOro BUMIPIOBAHHS, MOXHa PO3BECTU PO34YMHHWUKOM, BUKOPUCTOBYOYM NOAanbLLNiA

NpPOTOKON aBTOMAaTUYHOrO PO3BeAeHHs abo npouedypy pyyHoro po3sefeHHsi.PekomeHaoBaHa nponopuis po3BedeHHs craHoBuTb 1:10.KoHueHTpauis

CupoBaTtka

po3BefeHoro npenapaty mae nepesuwysatu 17,5 AO/mn (AU/mL).

e [InA po3BeAeHHA BPYYHY MOTPIOHO MOMHOXMTM pe3ynbTaT Ha KoediluieHT po3BeAeHHs. FAKLO pOo3BEAEHHS BUKOHYETbCA aHanisaTopoM, NporpamHe
3abe3neyveHHs aHanisaTopa Bpaxye Le nig Yac BU3HAYEHHs KOHLEHTpaLii 3pa3ka.

l NPOLIEAYPA

HapaHi maTtepianu

AHani3 Ha |AA (IXTNA), eTUKETKM 3i LUTPUX-KoAamMu KOHTPONbHUX 3paskiB.

Heo6xigHi maTepianu, Aki He BXOAATb A0 KOMMNJIEKTY NOCTaYaHHA

e 3aranbHe nabopaTtopHe obnagHaHHs.

e [loBHIiCTIO aBTOMATUYHWUIA XEMINIOMIHECLEHTHUIA iMyHoaHanizaTtop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus,
Maglumi 4000, Maglumi 4000 Plus, MAGLUMI X8, MAGLUMI X3, MAGLUMI X6 a6o iHTerpoBaHa cuctema Biolumi 8000, Biolumi CX8.

e [logaTkoBi akcecyapu, MOTPiOHI Anst 3a3HaYeHMX BULLE aHani3aTopiB, BKMOYaoTb peakuiiH1iA Moaynb, cTapTepu 1+2, KOHUEHTpaT Ans NPOMUBAHHS, CBITIOBY
npo6y, HAaKOHEYHUK i peakuiiiHy BcTaBky. [Mepenik KOHKPETHMX akcecyapiB i XapakTEPUCTUKWU aKkcecyapiB ANs KOXHOT MOAENi MOXHa 3HaWTW B IHCTPYKLUIT 3
BMKOPWUCTaHHSA Bi4NOBIAHOro aHanisaTopa.

e [InA oTpUMaHHA AOCTOBIPHUX pe3yrnbTaTiB TECTY BUKOPUCTOBYITE akcecyapu, pekoMeHaoBaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigrotoBka peareHTiB

® BuTtarHitTe Habip peareHTiB i3 ynakoBku 1 ornsHbTe BiACiku 6noka peareHTiB | 30Kpema YyLUinbHIBasbHy NiBKy Ha HasBHICTb BUTOKIB. FIKLLO O3HAK BUTOKIB He
BUSIBNEHO, 06EPEXHO 3HIMITb YLLINbHIOBANbHY MMiBKY.

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

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

® [lepesipTe, Yn NpaBunbHO BigobpaxaeTbes iHopMaLis Npo peareHT y NporpaMHOMy iHTepdeNnci; SKLWO Lie He Tak, NOBTOPITb ABa 3a3Ha4YeHi BULLE KPOKW.

e PecycneH3yBaHHS MarHiTHUX Mikpocdep BiAbyBaeTbCsl aBTOMATUYHO MICNs 3aBaHTaXeHHsi Habopy, Yum 3abe3nevyeTbCcst NOBHE PIBHOMIPHE BiAHOBIIEHHS
cycneHsii nepes BUKOPUCTAHHAM.

KanibpyBaHHsi aHani3y
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® BubepiTb TecT Ans kanibpyBaHHsi Ta BMKOHaWTe onepauilo kanibpyBaHHA Ha ekpaHi 30HM 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.

® BukoHalTe 34MTYBaHHS LUTPUX-KOAY KOHTPOIO SIKOCTi, BUGEpIiTh BiAMOBIAHI AaHi KOHTPOMO SIKOCTi Ta BUKOHaWTe TecTyBaHHSA. [loknagHiwy iHdopmauito npo
BMOpAAKYBaHHS 3pa3kiB AN KOHTPOSO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOMIO SIKOCTi PO34ini iHCTPYKLT 3 BUKOPUCTaHHS aHanisaTopa.

TecTyBaHHSA 3paskis

e [licns ycnilwHOro 3aBaHTaXeHHs 3paska BMOepiTb Lei 3pa3ok Ha ekpaHi, 3MiHiTb napameTpu aHanisy Ans 3paska, sikuid Tpeba TecTyBaTtW, i BUKOHaWTe
TecTyBaHHs. [loknagHiwy iHdopMaLito Npo BNOpsiAKyBaHHS B3STUX Y NalieHTa 3paskiB AUB. y MPUCBAYEHOMY BNOPSIAKYBAHHIO NpenapartiB po3aini iHCTpykuii 3
BMKOPUCTaHHA aHanisaTopa.

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

Kani6pyBaHH#s

BigcTexeHHsi: uew meTtog 6yno cTaHAapTU30BaHO LUMSIXOM MOPIBHSAHHS 3 PEYOBMHOI0, LLIO BUKOPUCTOBYETLCSt kKoMNaHieto SNIBE Ansi BHYTPILLHBOrO KOHTPOSIO SKOCTI.

3acTocyBaHHs cneuianbHO NpusHaveHux kanibpaTopiB Aae 3Mory cKopuryBaTtu pedepeHcHy KpuBy 3a JONOMOro 3adhikcoBaHMX 3Ha4YeHb BiAHOCHUX CBITIIOBUX

oaunHuupe (BCO).

[MoBTOpHe kanibpyBaHHA pekoMeHOoBaHe:

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

® KOXHi 28 gHiB;

® nicns cepBicHOro o6CnyroByBaHHs aHanisaTopa;

®  SKLLIO MOKa3HWKN KOHTPOMNbHUX 3pas3kiB BUXOAATL 32 MeXi BCTAHOBIIEHOrO Aiana3oHy.

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOIO AKOCTI A5 LbOro TeCTY PeKOMeHA0BaHO BUKOPUCTOBYBATU KOHTPONbHI 3pa3ku; Ans nepesipku edpeKTUBHOCTI TECTIB KOHTPOMb

cnig NpoOBOAMTM 3 OOHWUM MOBTOPEHHSAM. 3aranbHi pekoMeHaauii WoAO0 KOHTPOMK SIKOCTI MOXHa 3HaWTM B OMyOnikoBaHWX iHCTPYKUiSX, Hanpuknag y

pekomMeHgauisx C24 IHCTUTYTY KniHiYHKX | naGopaTopHux cTaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwwmx8.

KoHTponb sikoCcTi pekomeHO0BaHO NPOBOAUTU OAMH pa3 Ha AeHb BUKOPUCTaHHSI abo 3rigHO 3 BUMOraMu MicLieBUX HOpPM, BUMOramu cepTudikauii Ta npoueaypamm

KOHTPOItO SIKOCTi Bawloi nabopaTopii. KoOHTponb SKoCTi MoXHa 34iMCHIOBATU B XOAi NPOBeAEeHHS aHanidy Ha IAA:

® nicns KOXHOro kaniépysaHHs Habopy;

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

KoHTponbHi 3pasku npuaHayeHi nuwe ans cuctem MAGLUMI Ta Biolumi BUKOPUCTOBYIOTLCS NULLIE 3 BiANOBIAHMMM peareHTamu, Lo MatoTb Taki caMi BEPXHi CiM

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

lMNepea BUKOPUCTAHHAM iHLIMX KOHTPOMbHWUX 3paskiB Crig OUIHWTK iXHIO CYMICHICTb i3 UMM TecToMm. Cnig ycTaHOBUTWM BiAMOBIAHI AianasoHn 3HaveHb ANSA BCiX

BMKOPUCTOBYBAHUX MaTepiarniB KOHTPOIO AKOCTi.

KOHTpOnbHi Nnoka3Huku matoTb ByTu B MexXax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAWH i3 KOHTPOSbHUX MOKA3HWKIB BUXOAMTL 3a MEXi BCTAHOBMEHOro Aiana3soHy,

cnig BUKOHaTW MNOBTOPHE kanibpyBaHHSA Ta NOBTOPHE TECTYBaHHA KOHTPOMbHMX 3pa3kiB. FAKLO KOHTPOMbHI NOKa3HWKW, OTPMMaHIi Nicnsa ycnilHOro kaniopyBaHHs,

cTabinbHO BUXOASATH 3@ MEXi BU3HAYEHMX Aiana3oHiB, pesynbTaTi TECTYBaHHS NaLiEeHTIB He cnig AOKYMEHTYBATW; KpiM TOro, Chif:

® MepeBipuTH, YN He CNNNB TEPMIH NPUAATHOCTI MaTepianis;

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

® yYNEeBHUTUCS, LLO TECT 3AiNCHIOBABCSA i3 AOTPUMAHHSAM IHCTPYKUIW, HaBeAeHMX Ha BKNaAauLLi YNakoBKy;

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

AKLLO KOHTPONBHUX 3paskiB y Habopi HeQoOCTaTHLO AN BUKOPUCTaHHSA, 3amoBnsanTe goaatkosi koHTponi IAA (IXNA) (REF: 160201469MT) y komnaHii Snibe abo i

odilinHMX AncTpnG’toTOPIB.

H PE3YNIbTATU

Po3paxyHok

AHanizaTtop aBTOMaTU4YHO PO3PaxoOBYe KOHLEHTpaUito IAA B KOXHOMY 3pa3sky 3a JOMOMOro kanibpyBanbHOT KpMBOi, sika ByayeTbecst 32 METOAOM 2-TOYKOBOTO

KaniopyBaHHsi pedpepeHcHoi kpuBoi.OgmHuueto BumiptoBaHHs € AO/mn (AU/mL). [doknagHiwy iHdopMauiio MOXHa 3HaNWTM B iHCTPYKUii 3 BUKOPUCTaHHS

aHaniszaTopa.

IHTepnpeTauis pesynbTaTiB

Micns obcTexeHHs 528 kniHiyHO 3a0poBuKx ocib y Kutai 6yno Br3HaueHo AOMyCTUMI HOPMKM Anst aHanisy Ha |AA, 3HaYeHHs SKUX HaBEAEHO HMXKYe:

< 20,0 AO/mn (AU/mL) (95" nepueHTuUnb).

MoxnuBi po36ixXHOCTI B pesynbTaTax pisHux nabopaTtopil, Lo NOACHIOETLCA BIAMIHHOCTAMM B CKNaAi nonynsiuii Ta metogmnkax AoCnigxeHHs. PekomeHaoBaHO B

KOXHit nabopaTopii BU3Ha4MTN BnacHuii pedepeHTHUiA iHTepBar.

ll OBMEXEHHA

e PesynbTaTh TECTy cnig po3rnsagaTt B KOHTEKCTI iCTOpii XBOPOOU, AaHMX KNiHIYHOrO 06CTEeXEHHSs nauieHTa i iHWWX JaHuX.

o Ao pesynbTaTh aHanidy IAA He BignoBiaaTb KMiHIYHUM AaHuM, Ans ixX niaTBepaXXeHHs HeobXiAHO BUKOHATW 404ATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Bif NauieHTiB, ski NpUiMany npenapaT MULWA4YnxX MOHOKIOHAmNbHMX aHTUTIN i3 METOK AiarHOCTUKM YM NiKyBaHHS, MOXYTb MICTUTU NOACHKI
aHTMuMuwavi aHtutina (HAMA). Y pasi TecTyBaHHS Takux 3paskiB i3 BUKOPUCTaAHHAM HabopiB Ans aHanisy, Wo MICTATb MULLAYi MOHOKIOHanbHI aHTuTIna,
MOXHa OTpUMaTH XMBHO NiaBULLEHI a60 3HWKEHI pedynbTaTtn® 10, [INa BU3HaYeHHs diarHo3y Moxe 3HagobuTucs fgofaTtkoBa iHpopmMalis.

e [eTepodinbHi aHTUTINa B cMpOBATLi KPOBi MIOAVHM MOXYTb BCTynaTu B peakuilo 3 iMyHornobyniHamu peareHTiB, BNAMBaOYM Ha pesynbTaT iMyHoaHanisis
in vitro. Y nauieHTiB, SKi perynsipHo KOHTaKTyTb i3 TBapuHamu abo npoaykTamu cMpoBaTKW KPOBI TBAPUH, iCHYE PU3WK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CNoCTepiraT1csl aHomarnbHi nokasHukm'!.

e BakTepianbHe 3apaxeHHs abo Tennosa iHaKTUBaLisi 3pa3kiB MOXe CNOTBOPUTU pe3ynbTaTh AOCNIOKEHHS.

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3aini HaBeAeHi penpe3eHTaTUBHI XxapakTepucTuku. PedynbTaTi, OTpUMaHi pisHumu nabopartopisiMu, MOXyTb Bigpi3HATUCS.

TouHicTb

TouHicTb BU3HaYanacs 3a JONOMOroK TecTy, npenapaTiB i KOHTPONbHKX 3paskiB 3a npoTokonoM (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

BUKOPUCTaHHAM TPbOX NapTin Habopie peareHTiB (N = 180). Byno oTprmaHo 3a3HayeHi Hk4e pesynbTaTu.

CepeaHe, Y Mexax BUNpobyBaHHS Mixk BUNpo6yBaHHAMMU BiaTBoploBaHicTb
3pasok AO/mn (AU/mL) CrtaHg. Bigx., CraHg. Bigx., CraHg. Bigx.,

(n = 180) AO/Mn (AUmL) | % ¥0e®-BaP. | Ao yn (AUmL) | % ¥0eP-BaP- | aojmn (UML) | % Koed- Bap.
IMyn i3 cuposatkoto 1 10,144 0,294 2,90 0,200 1,97 0,451 4,45
Myn i3 cuposaTkoto 2 20,122 0,491 2,44 0,240 1,19 0,657 3,27
lMyn i3 cuposaTkoto 3 99,701 2,086 2,09 1,344 1,35 3,450 3,46
Myn i3 nnasmoto 1 10,014 0,251 2,51 0,219 2,19 0,413 4,12
Myn i3 nnasmoto 2 20,071 0,501 2,50 0,261 1,30 0,977 4,87
Myn i3 nnasmoto 3 101,019 1,985 1,96 0,689 0,68 2,919 2,89
KoHTponb 1 10,120 0,289 2,86 0,109 1,08 0,478 4,72
KoHTponb 2 49,469 1,145 2,31 0,531 1,07 1,656 3,35

Hiana3oH niHinHocTi

8,00-175 AO/mn (AU/mL) (B13HaYaeTbCs 3a MeXeH0 KiflbKiCHOT OLiHKM Ta MakCMMYMOM pedepeHCHOT KPMBOI).

IHTepBan peecTpauii

2,00-1750 AO/mn (AU/mL) (BM3Ha4YaeTbCs 3a MeXel BUSIBIEHHS Ta MakCUMyMOM pedepeHCHOi KPMBOI, MOMHOXEHWM Ha PEeKOMEHAOBaHy nponopLito
po3BeAEeHHS).
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AHaniTnyHa wyTnMBIiCTL

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

Mexa BuasneHHsa = 2,00 AO/mn (AU/mL).

Mexa kinbkicHoi ouiHku = 8,00 AO/mn (AU/mL).

AnaniTnyHa cneundivHicTb

InTepdepeHuin

IHTepdepeHLia BU3Havanacs 3a 4ONOMOro TeCTy; A0 TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLieto aHanisoBaHOro KOMNOHEHTa A0A4aBanucs pe4YoBUHN, NOTEHLINHO
30aTHi CMPUYMHWUTM eHporeHHy abo ek3oreHHy iHTepdpepeHuio, 3a npotokonom (EP7-A2) IHCTMTYTY kniHiyHMX i nabopatopHux ctaHpaptie (Clinical and
Laboratory Standards Institute, CLSI). Moxnbka BUMipiB AN pe4oBWH, 34aTHUX CNPUYMHUTK iHTepdepeHLito, He nepesullye +10 %. Byno oTpumaHo 3a3HayeHi
HMXKYe pesynbTaTu.

IHTepdepeHLin Makc. piBeHb BiACYTHOCTi BNNnBy IHTepdbepeHLin Makc. piBeHb BiACYTHOCTI BNNUBY
Binipy6iH 30 mr/gn (mg/dL) AAA 398 AO/mn (AU/mL)

'emorno6iH 1500 mr/gn (mg/dL) 3aranbHui 6inok 10 r/an (g/dL)

IHTpaninig 1500 mr/gn (mg/dL) EOTA-K2 22,75 mkmonb/mn (pmol/mL)
Jlroacbki aHTummwadi antutina (HAMA) 40 Hr/mn (ng/mL) .

PeBmartoigHuii daktop 2000 MO/mn (IU/mL) Biotuk 0.5 mr/an (mg/dL)

MepexpecHa peakTUBHICTb

[MNepexpecHa peakTUBHICTb BM3Ha4anacs 3a AOMOMOrol TECTY; A0 TPbOX 3pas3KiB i3 Pi3HOK KOHLEHTpaLieo aHanizaoBaHOro KOMMOHeHTa Ao4aBaBCcs MOTEHLiNHUIA
nepexpecHuii peareHT 3a npotokonom (EP7-A2) IHCTUTYTY kniHiyHuX i nabopatopHux ctaHaapTis (Clinical and Laboratory Standards Institute, CLSI). Moxnbka
BMMIPIB ANA PEYOBUH, 34aTHUX CNPUYUHUTY iHTepdepeHLito, He nepesuLlye £10 %. Byno oTpMmaHo 3a3HayeHi HxkYe pesynbTaTu.

MNMepexpecHun peareHT Makc. piBeHb BiACYTHOCTi BNNIUBY MepexpecHui peareHT Makc. piBeHb BiACYTHOCTi BNNIUBY
AHTuTINa go I1A2 2000 oa/mn (U/mL) .
TRAD 150 MO/n (IU/L) AHTUTINA go ArK65 2000 MO/mn (IU/mL)

NMoHappo30BuM «Xyk»-eheKT y BUNaaKy BUCOKMUX KOHLIEHTpauin

B aHani3zax Ha |IAA He cnocTepiraBcs NOHaAO030BUIA «XyK»-eeKT y BUNaaKy BUCOKUX KOHLEeHTpauin (oo 20 000 AO/mn (AO/mL)).

MopiBHAHHA MeTOAMK

MopiBHAHHSA aHanisy Ha IAA 3 iHLWMM iMyHOMOTYHUM @aHani3oM cepilHoro BUPOGHMLTBa NPOAEMOHCTpYBano Taky kopensuito (8 AO/mn (AU/mL)):

KinbkicTb NnpoTectoBaHux 3paskis: 115

MopiBHsAAHHS MmeTogom Macivra — Babnoka: y = 1,0007x- 0,0100, T = 0,944.

KoHueHTpauis B KniHiYHMX 3pa3kax cTaHoBuna Big 8,056 no 174,8 AO/mn (AU/mL).
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MAGLUMI® Ta Biolumi® € ToproBumu mapkamu komnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANOBiAHUM BRacHMKam.
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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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