IHCTpYKLif i3 3acTOCcyBaHHSA

Snibe

Diagnostic

MAGLUMI® MpoiHcyniH (IXJ1A)

130255004M:100 TecTiB y Habopi
130655004M: 50 TecrTiB y Habopi
130755004M: 30 TecrTiB y Habopi

REF

C€

H NPU3HAYEHHSA

Habip aae 3amory BUKOHYBaTW iMyHOXEMINMIOMIHECLEHTHUI aHani3 in vitro Ans BU3Ha4YeHHs1 KinbkicHoro BMicTy npoiHcyniHy (Pro-INS) y cupoBartui KpoBi nioguHu 3a
[0MOMOrOI0 MOBHICTIO aBTOMaTUYHOTO XeMiMioMiHeCcLeHTHOro iMyHoaHanisatopa cepii MAGLUMI i iHTerpoBaHoi cuctemmn cepii Biolumi; Takox uei aHania
BMKOPUCTOBYETLCS 51K JOMOMiXKHUIA 3acib B OLiHIOBaHHI (pyHKLIOHYBaHHSA OCTPIBLEBUX KNITWUH NiALWNYHKOBOI 3a5103u.

i cTucnum onuc

IHCYNiH € KPUTUYHMM ayTOaHTUreHOM, LU0 CreuundivHO eKCrnpecyeTbes B OCTPIBLEBUX B-KNITUHAX, AKUIA PO3Ni3HAETLCA AK LIMbOBUA aHTUreH, WO BUKNMKaE
ayToiMyHHWI AiabeT ynpomdoBx TpuBanoro yacy'. IHCynmiH CuMHTe3yeTbCs sk GinbluMi MonepefHVK — MPEnpOIHCYMiH, SKUA LUBMAKO PO3LLENIOETHCA [0
Pro-INS2.C-nentug € 3'eaHyBanbHUM nentuaoom monekynu Pro-INS, i konu Pro-INS posiiennioeTbesi, B iHCYNiHOCEKPETOPHIN rpaHyni OCTPIBHOI B-KMiTUHU
36epiraeTbcs MonsipHe cnieeigHoweHHs 1:1 iHcyniHy Ta C-nentuay®. Pro-INS — eauHuii noninenTuaHWiA NaHuor 3 MonekynsipHolo Macoto npubnuaHo 9000, i
HelloaasHi gocnimkeHHs Ctappa Ta PybeHwuTelHa 3 BUKOPUCTaHHSAM €HAOreHHOro iHCYNiHY B TPbOX MauieHTiB 3 iHCYNiHOMOK nokasanu, Wo iHCYMiH Y NIoAuHN
Mae nepioa HanieeuBeaeHHs 4,8 xB, ToAi Sk nepiog HanieeuBeaeHHs Pro-INS cknagas 17,5 xB*.

OpHuM cnoBoM, HenponopuinHo niasuLleHi piBHi Pro-INS y nauieHTiB 3 nepegaiabetom 1 Tuny mMoxyTb OyT HacnigkoM BRnuUBY Ha iXHi B-KMiTUHW LUTOKIHIB, WO
BMBIMBLHAIOTLCA 3 iHDINLTPYOYMX IMyHOUMTIB. Lia ropmoHanbHa 3miHa BUPaKaeTbCst B 3MIHEHOMY (DYHKLIOHAnNbHOMY CTaHi B-KMiTWH, SKUIA MOXEe NpOXOAUTH
HesanexHo Big 3armbeni B-kniTuH®. LlykpoBuii giabeT Bignosinae 3a 30-50 % BunafkiB kiHLEBOI cTajii 3aXBOPHOBaHHA HUPOK.IHCYyMiHope3ucTeHTHICTb (IP) — ue
CTaH, 3a sIKOro HopmarnbHa peakuisi Ha 3afaHy KiflbKiCTb iHCYNiHY 3HWKYETbCS. TakuM YMHOM, rinepiHCyniHEMIS BUHUKAE SIK Yepe3 MiABULLEHHS MPOAYKLi, Tak iy
nauieHTis 3 AiaGeTnyHol XBOPOGOK HWPOK BHACMIAOK 3HWKEHHS BUAINEHHS XBOPOK HUPKOK.6.HopmarbHi HUPKU BMAANATb 3HAYHI KIMbKOCTI iHCYMiHY,
C-nentuay T1a Pro-INS, i ui kinbkocTi HabaraTo GinbLui, HiX Ti, WO BUAINATLCS Ceyveto, Lo BKa3ye Ha Te, WO HMPKM po3knagatoTb Ui NenTuam Ha 4oaaTtok Ao
BuBeaeHHs.Mpy 3axBOPIOBaHHI HUPOK 3HWXKYETbCA HUPKOBE BMAINEHHS BCiX nentuaiB.”.[JoCniiXeHHsi nokasano, Lo ocobu 3 MiaBULLEHMMU KOHLEHTpaLisiMu
po3suenneHoro Pro-INS Ta iHTakTHoro Pro-INS, Mapkepamu auctyHKuii B-KNiTWH, MatoTb NiABULLEHWI PU3MK NPOrpecyBaHHs Ao AiabeTy 2 Tunys.

0 NPMHUMN Qi TECTY

IMyHOXeMintoMiHeCLLEHTHUI aHani3 3a TUNOM CeHABiva.

PeTtenbHo nepemiwwytoTb 3pa3ok, MiveHe ABEI MoHOKNOHanbHe aHTuTino Ao Pro-INS, 6ydepHuin po3umnH, MarHiTHI Mikpocdepu, BKPUTI iHLLMM MOHOKMOHaNbHUM
aHTuTinom Ao Pro-INS, Ta iHkyOyloTb, BiaOyBaeTbCA peakuisi 3 yTBOPEHHSIM KOMMIEKCIB 3a TUNOM ceHABiva. Iicns ocapkeHHsi B MarHiTHOMY noni 3nNMBaeTbes
CynepHaTaHT i BUKOHYETbCA LMKN BigMMBaHHS. Micns upboro goaatotbea ctapTepu 11 2 Ana 3anycky XeMmintoMiHECLIEHTHOT peakLii. IHTEHCUBHICTb CBITIIOBOrO
curHany BUMIpoeTbCst OTOENEKTPOHHUM NOMHOXYBa4eM Yy BiGHOCHKX cBiTnoBux oanHuuax (BCO) i € nponopuiiiHoto Ao koHueHTpauii Pro-INS y 3pa3sky.

l PEATEHTU

Cknag Habopy

100 TecTiB Y 50 TecTiB Y 30 TecTiB Y
KomnoHeHTH Onuc ] K .
Hab6opi Habopi Habopi
MarHiThi MarHiTHi Mikpocdepm, BKpUTi MOHOKIOHaNbHUMK aHTuTinamm go Pro-INS
X (npnbnusHo 5,00 mkr/mn (ug/mL)), y HaTpin-poccatHomy 6ydhepHOMY PO3UMHI, 2,5 mn (mL) 2,0 mn (mL) 1,0 mn (mL)
mikpocdrepu o
NaNj; (<0,1 %).
Kan|6paTop_ AHTUreH Prc;-INS Y HU3bKil KOHLEeHTpaLii B 6ycdepHomy po3umnHi MES, 3,0 mn (mL) 2,0 mn (mL) 1,5 mn (mL)
HU3bKOro piBHA NaNj3; (<0,1 %).
Kan|6paTop_ AHTUreH Pro-INS y Bucokilh koHUeHTpaUil B 6ycdepHomy po3unHi MES, 3,0 mn (mL) 2,0 mn (mL) 1,5 mn (mL)
BUCOKOIro PiBHA NaN; (<0,1 %).
Bydep Bydepruin posunH Tpic-HCI, NaN3 (<0,1 %). 7,5 mn (mL) 5,0 mn (mL) 2,7 mn (mL)
. Mitka ABEI 3 MOHOKnOHanbHum aHTuTinom ao Pro-INS (npu6nusxo
Mirka ABEI 0,333 mkr/mn (ug/mL)) y 6ydepHomy po3sumHi Tpic-HCI, NaN3 (<0,1 %). 7.5 mn (mL) 5,0 mn (ml) 3,3 mn (ml)
AHTUreH Pro-INS y Husbkin koHueHTpauii (150 nr/mn (pg/mL)) y 6ydepHomy 1,0 mn (mL)
KoHTponb 1 poaumHi MES, NaNs (<0,1 %) 1,0 mn (ML) 1,0 mn (mL)
AHTUreH Pro-INS y Bucokinn koHueHTpauii (320 nr/mn (pg/mL)) y 6ydepHomy 1,0 mn (mL)
KoHTponb 2 poaumri MES, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL)
Yci peareHT! HagalTbLCSA B TOTOBOMY A0 BUKOPUCTaHHSA CTaHi.

MonepeaxeHHA i 3acTepexxeHHA

e [lpusHaveHo Ang AiarHoCTUKK in vitro.

e Jlywe ons NnpodpecinHoOro BUKOPUCTaHHS.

e BxuBainTe 3BUYaHNX 3aCTEPEXHNX 3aX0AiB, 060B’A3KOBKX Nig Yac poboTn 3 ycima nabopaTopHUMKU peareHTamu.

e Cnig yxuBaTu BiANOBIAHWX 0COBUCTUX 3aCTEPEXHUX 3ax04iB ANA YHUKHEHHSI KOHTaKTy Gyab-sIKMX YacTUH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3paskamu 1 JOTPUMYBaTMCS MICLLEeBMX BUMOT LLOAO0 pOoBOTU Nif Yac TECTYBaHHS.

3anopykot OTpMMaHHA OOCTOBIpHMX pe3ynbTaTiB € AOCKOHane BONOAIHHS TeXHiKol aHamnisy W 4iTke AOTPUMAaHHS iHCTPYKUN, HaBeOeHUX Ha BKnaauLi

yMaKoBKW.

He BukopucToByiTe Habip nicns 3akiH4eHHs CTPOKY MPMAATHOCTI, 3a3HA4YE€HOro Ha eTUKeTL.

He BMKOPUCTOBYINTE KOMMOHEHTH 3 Pi3HUX NapTi abo Bif Pi3HWMX peareHTiB 04HOYACHO.

YHukanTe YyTBOPEHHS NiHW B yCiX peareHTax i npenaparax (3paskax, kanibparopax i KOHTPOSIbHMX 3pa3kax).

Yci Bigxoau GionoridHnx 3paskiB, GioNoriYHNX peareHTiB i BUTPATHUX MaTepianis, WO BUKOPUCTOBYOTLCA AJ1st NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHUIHO

iH¢bikoBaHMMM Ta yTUNIi3yBaTK iX BiANOBIAHO 4O BUMOT MiCLIEBUX HOPM.

e |lei BUpiG MicTUTb a3ua HaTpito. A3ua HaTpilo MOXe BCTyNaTu B peakLito 3i CBUHLEM YM MigHUMU enlemeHTaMu Tpybonposogis, yTBoptoloun BUOyxoHebe3neuHi
a3unam metanis. MNicnsa ytunisauii cnig npommntn Tpybu BENMKOLO KinbKicTio BoAw, abu 3anobirtv yTBOpeHHio BigknageHb asugis. logaTkoBy iHopmaLito MOXHa
3HaNTK B nacnopTax 6e3nekv NpoayKTy, siki HaAalTLCA Ha BUMOTY NPOMECIiAHNX KOPUCTYBaYiB.

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

(Snibe) abo ii BNOBHOBaXXeHUX NPeACTaBHWKIB, @ TAKOX KOMMETEHTHI OpraHu BaLloi KpaiHu.

MoBoaXeHHA 3 peareHTaMu

e |llo6 He gonycTuTn 3abpyaHEHHS, NOTPIBHO BAAraTU YUCTI pykaBUYKM Mif vyac poboTn 3 Habopom peareHTis i 3paskamu. ig yac poboTn 3 Habopom peareHTIB
cnig 3amiHUTY pyKaBWYKW, SIKi KOHTaKTyBanu 3i 3paskamu, Ha YMCTi, OCKINbKW NOTPaNSIsSHHA MaTepiany 3paska MoXe NpU3BeCTM 40 OTPUMAHHS HeQOCTOBIPHUX
pesynbTaris.

® He BuKopucToByiiTe AedekTHi Habopu, 3okpema Habopu 3 MOPYLLUEHOI FePMETUYHICTIO YLUiNbHIOBaNbHOI MMiBKM, KanamyTHUMU peareHTamu, HasiBHICTIO
ocajy B peareHTax (3a BUHSITKOM MarHiTHUX Mikpocdep) abo Habopu, KOHTPOMbHI MOKA3HUKU AKUX HEOAHOPA30BO BUXOAMUIMM 3@ MeXXi ONYCTUMOTO Aiana3oHy.
Axwo Habip € gedekTHUM, 3BepHITbCst 40 KoMnaHii Snibe abo ii odiuinHoro guctpub’iotTopa.

e AGW YHUKHYTU BMNAPOBYBAHHSI PiAUHWU 3 BiOKPUTUX HABOPIB peareHTiB y XONOAUIIbHUKY, PEKOMEHOOBAHO 3anevataTv BigkpuTi HAbopu repmeTusyoyoro
NMiBKOM, WO NOCTa4aeTbCsl pPa3oM 3 YNakoBKOW. YLUinbHIOBanbHa MniBka € O4HOPa30BOK; A03aMOBMTK ii MOXHa B komnaHii Snibe abo Ti odiliHux
auctpub’ioTopis.

® |3 YyacoM Ha nNpoknaLi MOXyTb HaKOMUYyBaTUCA BUCOXMi 3anuLLKW PianH. 3a3Bnyai BOHW SBNSAIOTL COOOK CONbOBWIA OCaf i HE BNNMBalOTL Ha pesynbTaTt
aHanisy.

e BuKOpWUCTOBYITE BIiAKPUTMIA BNOK peareHTiB B OAHOMY aHanisaTopi.
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IHCTpYKLif i3 3acTOCcyBaHHSA

e |HCTPyKLUIT LWoAo NepeMillyBaHHS MarHiTHUX Mikpocdpep HaBefeHO B po3fini Lboro BKnaguia, NpucBsYeHoMy NigroToBLi peareHTiB.

e [lopaTkoBY iHbopMaLito NPO NOBOMKEHHS 3 peareHTamu nig Yac BUKOPUCTaHHS CUCTEMW HAaBEAEHO B IHCTPYKLIT 3 BUKOPUCTaHHSA aHanisaTtopa.
36epiraHHA Ta cTabinbHicTb

e He 3amopoxyiiTe 6ok peareHTis.

e 306epiraiiTe Habip peareHTIB y BepTUKanbHOMY NOMOXeEHHI, Wo6 3a6e3neunT NoBHY AOCTYMHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSMUX COHAYHMX NPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asBNEHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi npu Temnepatypi 2—-8 °C 6 TWXHIB
YcepeauHi cuctemmn 4 TVXKHI

CTabinbHiCTb KOHTPONbLHUX 3pa3kiB

Y HenopyLueHii ynakosui npu Temnepatypi 2-8 °C 00 KiHUS 3asiBNEHOro TEPMiHY NpUAaTHOCTI
Y BigkpuTOMYy cTaHi npu Temnepatypi 10-30 °C 6 roguH

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

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

KinbKiCTb LMKMiB 3aMOPOXYBaHHS 1 PO3MOPOXYBaHHS He 6inble 3 pasis

l 36IP | NIArOTOBKA 3PA3KIB

Tunu 3paskis

JInwe 3a3HayeHi HXYe 3pasku NPoMLLM BUNPOBYBaHHA Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Twn 3pa3ska MpoGipku Ana 36upaHHsA 3pa3kis

CupoBaTtka Mpob6ipku 6e3 foaaTkoBMX / AONOMiXHMX peyoBUH abo NpobipkM 3 akTMBaATOPOM 3ropTaHHs abo renem Ta akTMBaTopoM 3ropTaHHs

e 3asHauyeHi TMNM 3paskiB TecTyBanmcs 3 NpobipkaMu Ansa 36upaHHs 3paskis, siki 6ynmn 4OCTYNHI HA PUHKY HA MOMEHT TECTYBaHHs1, TO6TO Byno NpoTecToBaHO He
BCi 4OCTYNHi Npobipku Bif ycix BUPOOHWMKIB. CucTemn 36MpaHHs 3paskiB pisHUX BUPOBOHWMKIB MOXYTb MICTUTM Pi3Hi MaTepianu, Ski B 4esKMX BUNagkax MOXyTb
BNAMBaTU Ha pe3ynbTatu TecTiB. ig Yac BukopucTaHHsA Npobipok Ans 36upaHHs 3paskiB cnig HeYXMIIbHO AOTPMMYBATUCS BKa3iBOK BUPOOHUKIB NPoGipok.

CraH 3pa3skiB

® He BMKOPUCTOBYIMTE NpenapaTy 3 TEMMOBOIO iHAKTMBALlE, HaAMIPHO remorni3oBaHi 3pa3ku, 3pasku 3 HagMIpHOLO rinepninigemieto Ta 3pasku, siki MatoTb ABHI
03Haku MiKpOGHOro 3abpyaHEHHS.

e [lepL HiXX NOYMHATU LeHTPUAYryBaHHS, NepekoHanTecs, Wo nNpouec Koarynsuii B cupoBaTLi MOBHICTIO 3aBepLUMBCS. [lesiki 3pasku cmpoBaTtku, 0cobnvBo B3ATI
B MauieHTiB, WO NpuiAMaloTb aHTUKoarynsaHTu abo TpomboniTukn, MoxyTb noTpebyBaTy Ginblle Yacy Ana koarynsuii. SAKWo noyatn ueHTpudyryBaHHs 80
MOBHOI Koarynsuii, NpUcyTHICTb iBpMHY B 3pasKy CMpoBaTK/ MOXe NMPU3BECTU A0 OTPUMAHHS XMBHMX pe3ynbTarTiB.

e 3pasku He MatTb MiCTUTK hibprH abo iHLWI TBepAi AOMILLKN.

® BukopuCTOBYIMTE OQHOPA30BI NiNeTkN abo KiHYMKM MINETOK, LWob YHUKHYTU NepexpecHoro 3abpyaHeHHs.

MiaroTroBka Ao aHanisy

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

* [lepen nepemillyBaHHAM 3aMOPOXEHi 3pa3ku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3MOpOoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
wBuakocTi abo wnsxom obepexHOro nepesepTaHHs. BukoHalTe BidyanbHWIA KOHTPOMb 3paskiB. Y pasi BUSBMEHHs1 cTpaTudikauii 4u posliapyBaHHs
nepemillanTe 3pasku, JOKM BOHU He CTaHyTb BidyaribHO OAHOPIAHMMU. AKLLO 3pa3kn He Byno nepemillaHo HanexXHUM YMHOM, OTPUMaHi pesynbTaTh MOXYTb
OyTN HeOCTOBIPHUMM.

e 3pasku He MOBUHHI MICTUTK (DIBPVH, ePUTPOLNTI 1A iHLWI TBEpAi AoMiLIKKU. 3pa3ku, WO BiANOBIAaTh Ui yMOBI, 34aTHi 3abe3neunTn HadiviHi pedynbTaTu; nepeq
TECTYBaHHAM X HeobxiaHo ueHTpudyrysatn. OuunLleHnin 3pasok crig NepeHecTn 4o BCTaBkM Ans 3paskiB abo B AoNOMiKHY Npobipky Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHS LieHTpudyroBaHUx 3paskiB i3 NinigHMM LWapoM NepeHoCcUTH chif nuile oYunLLeHnid 3pa3ok 6e3 ninemiyHoro martepiany.

e O06’eM 3pa3ska, NOTPIOHMI ANS 0OA4HOPA30BOro BU3HAYEHHS B LLbOMY TecTi, cTaHoBUTbL 100 Mkn (uL).

36epiraHHsa 3pa3kiB

3pasku, ounLLeHi Big po3aintoBaya, epuTpouuTiB i 3rycTkiB, MOXyTb 36epiratucs ao 8 roguH 3a temnepatypu 10-30 °C, oo 7 gHis 3a Temnepatypu 2-8 °C abo no

6 micauiB y 3amopoxeHoMy cTaHi 3a Temnepatypu —20 °C. 3amopoxeHi 3pasku npuaaTHi A0 BUMKOPWUCTaHHS, SIKWO BOHW 3a3Hanu He 6Ginblie 2 uuknis

3aMOPOXYBaHHS 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka N MapKyBaHHSI 3pa3KiB MaloTb BiAMOBIAATW 3aCTOCOBHWM BMMOram MICLIEBOrO 3aKOHOAABCTBA LLOAO TPaAHCMNOPTYBaHHA KMiHIYHUX 3paskiB Ta
iH(PiKOBaAHUX PEYOBUH.

e [lepeBuLLyBaTh HaBeAEHI BULLE OBMEXEHHS woao 36epiraHHa 3abopoHeEHO.

Po3BeaeHHs 3pa3kiB

e 3pasku, y fKMX KoHueHTpauis Pro-INS BuxoamTb 3a mMexi AianasoHy aHaniTM4HOro BUMIpIOBaHHS, MOXHa PO3BOAUTU, BUKOPUCTOBYIOYM NpoLeaypy py4HOro
po3BefeHHs. PekomeHgoBaHa nponopuis po3BefeHHst ctaHoBuTb 1:5. KoHueHTpauis po3seaeHoro npenapaty mae nepesuiysat 1000 nr/mn (pg/mL).

e [1ns po3BeAeHHs BPYYHY NOTPIGHO MOMHOXUTM pe3yrbTaT Ha koedilieHT po3BefeHHsl. BukopucToByiiTe BignoBigHi po3pimkyBadi abo 3BepHiTbCst 4O KOMNaHii
Snibe 3a KoHcynbTaUi€lo nepes BUKOHAHHAM PO3BEAEHHS BPYYHY.

H NPOLEEAYPA

HapaHi maTtepianu

AHani3 Ha npoiHcyniH (IXJTA), eTUKeTKM 3i LUTPUX-KoAaMU KOHTPONbHUX 3paskiB.

Heo6xigHi maTepianu, Aki He BXOAATb A0 KOMMNJIEKTY NOCTaYaHHA

e 3aranbHe nabopaTtopHe obnagHaHHs.

e T[IOBHICTIO aBTOMAaTUYHUIA XEMINIOMIHECLEHTHUIA  iMyHoaHanisaTop 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 [loaaTkoBi akcecyapu, NOTPiGHI Ans 3a3HaYeHMX BULLLE aHani3aTopiB, BKMKOYAKTb peakuiiHiin Moaynb, ctapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIIOBY
npoby, HaKOHEYHUK i peakLiiiHy BCTaBKy. [lepenik KOHKPETHMX akcecyapiB i XapakTEpUCTUKW akcecyapiB Ons KOXHOI MOAENi MOXHa 3HaWTW B iHCTPYKLUIi 3
BMKOPWUCTaHHS BigMNoBigHOro aHanisatopa.

e [1ns OTPMMaHHsi JOCTOBIPHUX pe3ynbTaTiB TECTY BUKOPUCTOBYITE akcecyapu, pekoMeHA0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigroToBka peareHTiB

® BuTArHite Habip peareHTiB i3 ynakoBKku 1 OrnsiHbTe BiACiKM OGnoka peareHTiB i 30Kkpema yLinbHIoBanbHy niBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUSIBIIEHO, 06EPEXHO 3HIMITb YLLiNbHIOBANbHY MiBKY.

e BigkpuiiTe aBepusdTa 30HW peareHTiB; TpUManTe pyyky Habopy Takum 4duHoMm, wob RFID-mitka Gyna nopyy i3 4ytnuBok 30HOK ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema nogacTb 3BYKOBWI CUrHAM; OAMH 3BYKOBUIA CUTHaN O3HaYae, WO peareHT yCnillHO po3ni3HaHo.

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

e [lepeBipTe, Yn NpaBUIbHO BifOGPaxKaeTbCS iHDOPMAaLlisi PO peareHT y NporpamMHOMY iHTEPAENC; SKLLO Lie He Tak, NOBTOPITb ABa 3a3HaYeHi BULLE KPOKW.

e PecycneH3yBaHHA MarHiTHUX Mikpocdpep BiabyBaeTbcsl aBTOMATUYHO MICNS 3aBaHTaXeHHst Habopy, Ynum 3abesnevyeTbCst NOBHE PiIBHOMIPHE BiAHOBMEHHS
cycneHsii nepen BUKOPUCTaHHSM.

KanibpyBaHHs aHanisy

e BubepitTb TecT AnsA kanibpyBaHHS Ta BMKOHaWTe onepawito kanibpyBaHHS Ha ekpaHi 30HWM peareHTiB. [loknagHiwy iHopmMauilo Npo BNOpsiAKYBaHHS AaHWUX
KanibpyBaHHs AMB. Y NPUCBAYEHOMY KanibpyBaHHIO po3aini iIHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTtopa.
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e BukoHaliTe NOBTOPHe KanibpyBaHHs 3 JOTPUMaHHSAM iHTEpBany, 3a3Ha4eHoro B LibOMY BKNaauLLi.

KoHTponb skoCTi

® VY pasi BUKOpUCTaHHSA HOBOI NapTii NnepeBipTe abo 3MiHiTb AaHi KOHTPOSIO AKOCTI.

e BukoHalTe 34MTYBaHHS LUTPUX-KOAY KOHTPOIO SIKOCTi, BUGEpIiTh BiAMOBIAHI AaHi KOHTPOO SIKOCTi Ta BUKOHaWTe TecTyBaHHSA. [loknagHiwy iHdopmauito npo
BMNOPSiAKYBaHHS 3pa3kiB AN KOHTPOIIO SKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIIO SKOCTi PO3Aini iHCTPYKUIT 3 BUKOPUCTaHHS aHanisaTtopa.

TecTyBaHHSs 3paskiB

e [licns ycnilWwHOro 3aBaHTaXeHHs 3pa3ka BMOepiTb Ll 3pa3oKk Ha ekpaHi, 3MiHiTb napaMeTpu aHanisy Ans 3paska, sikuii Tpeba TecTyBaTtW, i BUKOHaWTe
TecTyBaHHSA. [loknagHiwy iHdopMmaLito Npo BNOpsAAKYBaHHSA B3STUX Y NaLieHTa 3paskiB AMB. y MPUCBAYEHOMY BMOPSAKYBAHHIO NpenapartiB po3aini iHCTpyKuii 3
BMKOPWUCTaHHS aHanisaTopa.

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

Kani6pyBaHHs

BigctexeHHs: Lieit meTto 6yno cTaHOapTM30BaHO LUMISIXOM MOPIBHSIHHA 3 MixkHapoaHuMm ctaHgapTom BOO3 09/296.

3acTocyBaHHsA cneuianbHO NpusHaveHux kanibpaTopiB A4ae 3Mory cKopuryBaTtu peepeHCHy KpuBy 3a JOMNOMOro 3adhikcCoBaHMX 3HAaYeHb BiAHOCHUX CBITIIOBUX

oanHuupe (BCO).

[MoBTOpHE kanibpyBaHHA pekoMeH4oBaHe:

e y pasi nepexogy Ha HOBY napTito peareHTiB abo ctapTepis 1+2;

® KOXHi 28 fHiB;

® nicns cepBicHOro obcnyroByBaHHsi aHanisaTopa;

®  SKLLO MOKa3HMKN KOHTPOMNbHUX 3pa3KiB BUXOAATL 32 MeXi BCTAaHOBIIEHOrO Aiana3ony.

KoHTponb sikocTi

[Ins BU3HAYEHHSA BUMOT KOHTPOIIO SIKOCTI 41151 LIbOr0o TECTY PeKOMEHA0BaHO BUKOPUCTOBYBATU KOHTPOIbHI 3pa3ku; Ans nepeBipku epeKTUBHOCTI TECTIB KOHTPOmb

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

pekoMeHgauisax C24 IHCTUTYTY KniHiYHKX | naGopaTopHux ctaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwwmx®.

KoHTponb SKoCTi pekoMeH0BaHO NPOBOAUTY OMH pa3 Ha AeHb BUKOPUCTaHHS abo 3rigHO 3 BUMOramm MicLLeBKX HOPM, BUMOramu cepTudikauii Ta npoueaypamu

KOHTPOIIO SKOCTi BaLuoi nabopatopii. KOHTponb AKOCTi MOXHa 34iiCHIOBaTU B XO4i NPOBEAEHHS aHanidy Ha NpoiHCYNiH:

® nicns KOXHOro kanibpyeaHHs Habopy;

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

KoHTponbHi 3pasku npusHayeHi nuwe ans cuctem MAGLUMI ta Biolumi BUkopucToBytTbCS NnLLE 3 BiANOBIAHUMM peareHTamu, WO MakoTb Taki cami BEpPXHi CiM

umndp Homepa MAPTIN. KoxeH LinboBuii NokasHuK i Aiana3oH HaBeaeHo Ha eTUKeTLi.

MNepea BUKOPUCTAHHSIM iHLIMX KOHTPOMbHWUX 3paskiB Crig OUiHWUTK iXHI0O CYMICHICTb i3 UMM TecTom. Cnig ycTaHOBWUTU BiAMOBIAHI AianasoHn 3HaveHb Ans BCiX

BMKOPUCTOBYBAHUX MaTepianis KOHTPOMO AKOCTI.

KoHTponbHi noka3Huku matoTb ByT B Mexax BCTAHOBMEHOTO Aiana3oHy; SKLO OAMWH i3 KOHTPOMbHUX MOKa3HWKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO AianasoHy,

cnig BUKOHaTV NOBTOPHE kanibpyBaHHSA Ta NOBTOPHE TECTYBaHHA KOHTPONbHMX 3pas3kiB. SAKLO KOHTPOMbHI NOKa3HWKW, OTPMMaHIi Nicns ycrilHOro kanibpyBaHHs,

cTabinbHO BUXOASATb 3@ MeXi BU3HAYeHUX diana3oHiB, pe3ynbTaT TECTYBaHHSA NauieHTIB He cnif AOKyMEHTYBaTK; KpiM TOro, crig;:

® MepeBipuTU, YY1 He CNNMB TepMiH NPUAATHOCTI MaTepianis;

® nepekoHaTuCcs, LWo 6yno npoBedeHO NraHoBe TexHiyHe 06CnyroByBaHHS;

® yYNEeBHUTUCS, LLO TECT 34iNCHIOBABCS i3 AOTPUMAHHSIM IHCTPYKUIA, HaBeAeHMX Ha BKNaAauLLi yNakoBKy;

® 33 notpebu 3BepHyTUCS MO AonomMory fo komnaHii Snibe abo ii odiliiHnx ancTpn6’loTopis.

AKLIO KOHTPOMNbHUX 3paskiB y Habopi HEAOCTaTHLO AN BUKOPUCTaHHS, 3aMOBMISITE AOAATKOBI KOHTPONbHI 3pasku npoiHcyniHy (IXIA) (REF: 160201472MT) y

koMnaHii Snibe abo ii odiLinHMX gucTpnb’roTopis.

H PE3YINLTATHU

Po3spaxyHok

AHanisatop aBTOMaTU4YHO PO3paxoBye koHUEeHTpauito Pro-INS y koXHOMy 3pa3ky Ha OCHOBI KanibpyBanbHOI KpUBOI, sika OyayeTbCcsl 3a METOAOM 2-TOYKOBOTO

kanibpyBaHHs pedepeHcHoi KpuBoi.OauHuuelo BuMmipioBaHHa € nr/mn (pg/mL). OoknapHiwy iHdopMmaLilo MOXHa 3HaWTW B iHCTPYKUii 3 BMKOPUCTaHHS

aHanizaTopa.

IHTepnpeTauin pesynbTaTis

Micns obcTexeHHs 572 kniHiYHO 3gopoBux ocib y Kutai HaTwecepue 6yno BU3Ha4YeHO [onyCcTMMi HOPMUW ANs aHanisy Ha NPOIHCYMiH, 3HAYEeHHs IKUX HaBeAeHO

HIDKYE:

30-180 (nr/mn (pg/mL)) (2,57-97,57 nepueHTuni).

MoxnuBi po36ixXHOCTI B pesynbTaTax pisHux nabopaTtopil, Lo NOACHIOETLCA BIAMIHHOCTAMM B CKNaAi nonynsiuii Ta metogunkax AoCniaxeHHs. PekomeHaoBaHO B

KOXHilt nabopaTopii BU3Ha4MTN BnacHuii pedepeHTHUiA iHTepBar.

ll OBMEXEHHA

e PesynbTaTu TECTy cnig po3rnagaTth B KOHTEKCTI iCTOpii XBOPO6U, AaHMX KNiHIYHOrO 06CTEeXEHHSs nauieHTa i iHWWX gaHuX.

e Ao pesynbTaTh aHanidy Ha Pro-INS He BignosigaroTb KMiHiYHMM JaHuM, Ans iX niaTBepaXeHHs Heo6XiAHO BUKOHATV 40AATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Bif NauieHTiB, ski NpyiMany npenapat MULWAa4YnxX 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 NiaBuLLEHi ab0 3HWKeHI pedynbTatn'®!!. [Ins BU3Ha4YeHHs AiarHosy Moxe 3HagobuTucs aoaaTkosa iHghopmadlis.

e [eTepodinbHi aHTUTINa B CMpOBATLi KPOBi MIOAVHM MOXYTb BCTynaTu B peakuilo 3 iMyHornobyniHamu peareHTiB, BNAMBaOYM Ha pesynbTaT iMyHoaHanisis
in vitro. Y nauieHTiB, SKi perynsipHo KOHTaKTylTb i3 TBapuHamu abo npoayKkTamu cMpoBaTKW KPOBi TBAPUH, iCHYE PU3WK Takoi iHTepdepeHLii, BHacnigok Yoro
MOXYTb CNOCTepiraTcsl aHoMarnbHi NokasHUkM'2.

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

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

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

TouHicTb

TouHicTb BM3Hayanacst 3a JONOMOrow TecTy, npenapariB 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 y TPbOX Pi3HMX LEHTpax 3

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

CepeaHe, Y mMexax BUNpoGyBaHHSA Mix BUNnpo6yBaHHAMM BiaTBoptoBaHicTb
3pasok nr/mn (pg/mL) CraHga. Bigx., CraHg. Bigx., CraHgp. Biax.,
(n=180) nr/mn (pg/mL) % Koedp. Bap. nr/mn (pg/mL) % Koedp. Bap. nr/mn (pg/mL) % Koedp. Bap.
Myn i3 cupoBaTkoto 1 30,712 0,874 2,85 0,580 1,89 1,439 4,69
Myn i3 cuposaTkoto 2 180,697 3,633 2,01 2,745 1,52 5,759 3,19
Myn i3 cuposatkoto 3 301,766 4,184 1,39 2,474 0,82 7,616 2,52
KoHTponb 1 151,125 3,534 2,34 2,127 1,41 6,678 4,42
KoHTponb 2 326,050 4,827 1,48 3,401 1,04 8,197 2,51

Liana3oH niHinHocTi

10,00-5000 nr/mn (pg/mL) (BM3Ha4aeTbCA 3@ MEXEO KiflbKiCHOT OLiHKM Ta MakCcuMymMoM pechepeHCHOI KpUBOI).

IHTepBan peecTpauii

6,00-25 000 nr/mn (pg/mL) (BM3HaAYaeTbCA 3a MEXEel BUSIBMEHHS Ta MaKCMMyMOM pedepeHCHOi KpPUBOi, MOMHOXEHWM Ha pekoMeHOOoBaHy MponopLito
PO3BEAEHHS).

AHaniTnyHa YyyTnUBICTb

Mexa xonoctoi npobu = 2,00 nr/mn (pg/mL).

Mexa BusienenHs = 6,00 nr/mn (pg/mL).
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Mexa kinbkicHoi ouiHkn = 10,0 nr/mn (pg/mL).

AHaniTnyHa cneumdiyHicTb

IHTepdepeHuisn

IHTepdepeHLia BU3Havanacs 3a 4ONOMOroK TeCTy; 4O TPbOX 3paskiB i3 Pi3HOO KOHLIEHTpaLlieto aHanisoBaHOro KOMNOHEHTa Ao4aBanucs pe4YoBUHN, NOTEHLINHO
30aTHi CNPUYMHUTM eHporeHHy abo ek3oreHHy iHTepdepeHLuilo, 3a npoTtokonom (EP7-A2) IHcTuTyTy KniHiyHux i nabopatopHux craHaaptiB (Clinical and
Laboratory Standards Institute, CLSI). MNoxnbka BuMipiB AN pe4OBUH, 30aTHUX CNPUYUHUTK iHTepdepeHLito, He nepesuLlye 10 %. Byno oTpumaHo 3a3HaueHi
HIDKYe pesynbTaTu.

IHTepdepeHUin Makc. piBeHb BigCyTHOCTi BNNUBY IHTepdepeHuin Makc. piBeHb BigCcyTHOCTi BNNUBY
Binipy6iH 60 mr/gn (mg/dL) 16ynpodheH 50 mr/gn (mg/dL)
"emorno6iH 1500 mr/gn (mg/dL) KpeatuHiH 600 mr/an (mg/dL)
IHTpaninig 1250 mr/gn (mg/dL) MeTdopmiH 1,2 mr/gn (mg/dL)
TioAcei aHTaMmLIat! aHTiTina 40 Hr/mn (ng/mL) nimenipna 1,64 mkr/mn (ug/mL)
(HAMA)

PeBmartoigHuii daktop 1500 MO/mn (IU/mL) Akapbo3a 0,3 mkr/mn (ug/mL)
AAA 398 AO/mn (AU/mL) AnornintuH 15 mkr/mn (ug/mL)
3aranbHuii 6inok 12 r/gn (g/dL) HanarniconosunH 6 mkr/mn (ug/mL)
BioTuH 0,5 mr/gn (mg/dL) Jliparnytug 0,17 mkr/mn (ug/mL)
Caniuunar HaTpito 65 mr/gn (mg/dL) MiorniTasoH 4,76 mkr/mn (ug/mL)

MepexpecHa peakTUBHICTb

MepexpecHa peaKTUBHICTb BU3HaYanacs 3a JOonoMOorot TecTy; A0 TPbOX 3pa3kiB i3 Pi3HOK KOHLEHTpaUielo aHani3oBaHOro KOMNOHeHTa 404aBaBCs NOTEHUINHWIA
nepexpecHuin peareHT 3a npoTtokonom (EP7-A2) IHctutyTy KkniHiyHuX i nabopaTtopHux ctangapTie (Clinical and Laboratory Standards Institute, CLSI). Moxunbka
BMMIPIB AN PEYOBUH, 30aTHUX CNPUYUHUTY iHTepdepeHLito, He nepeBuLlye £10 %. Byno oTpMmaHo 3a3HayeHi Hx4Ye pesynbTaTu.

MepexpecHui peareHT Makc. piBeHb BiACyTHOCTi BNNUBY MepexpecHuit peareHT Makc. piBeHb BiACyTHOCTi BNNUBY
IHCYNiH NIOANHN 10 mkr/mn (ug/mL) "ntokaroH 200 Hr/mn (ng/mL)
Buyauwnit iHcyniH 10 mkr/mn (ug/mL) ComatocTatuH 100 nr/mn (pg/mL)
IHCYNiH CBWHI 10 mkr/mn (ug/mL) IOP-| 10 mkr/mn (ug/mL)
C-nentug 40 Hr/mn (ng/mL) "opMOH pocTy noanHu 10 mkr/mn (ug/mL)

NMoHapno30BuM «Xyk»-eheKT y BUNaaKy BUCOKUX KOHLIeHTpauUin

B ananizax Ha Pro-INS He cnocTepiraBcsi ToHagg030BuiA «XyKk»-epeKT y BUnagKy BUCOKUX KOHLIeHTpaLin (go 100 000 nr/mn (pg/mL)).

MopiBHAHHA MeTOAMK

MopiBHAHHSA aHanidy Ha NPOIHCYNiH 3 iHLLIXM iMYHOMOrYHM aHamni3oM CepiiitHOro BUPOBHMLITBA MPOAEMOHCTPYBaro Taky kopensuito (y nr/mn (pg/mL)):

KinbkicTb NnpoTectoBaHux 3paskis: 150.

MopiBHsiHHS MmeTogom lMaciHra — Babnoka: y=1,0063x-0,1230, 1=0,966.

KoHueHTpaLis B KniHiYHWX 3pa3kax cTaHosuna Big 9,658 no 4935,143 nr/mn (pg/mL).
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IHCTpYKLif i3 3acTOCcyBaHHSA
MAGLUMI® Ta Biolumi® € TOproBumu mapkamu koMmnaHii Snibe. Yci iHWi HalimMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANoBiAHMM BRacHvKam.

LeHbwkeHb Hbto IHAacTpic Biomeaikan IhxuHipuHr Ko., llta.,
Ne23 Oxinkciy Eact Poag, Minrwan Oictpikt, 518122, LeHbuyxeHb, Kutaicbka HapoaHa Pecny6nika
Ten.: +86 755 215 366 01 dakc: +86 755 28 29 27 40

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany
Ten.: +49 40 251 31 75 dakc: +49 40 25 57 26

YnoBHOBaXxeHU npeacTaBHUK B YKpaiHi:

TOB «KparTisi MeaTtexHika», Byn. barrosyTiBcbka, 17-21, 04107, M. KuiB, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnaTHO MOXYTb TenedoHyBaTn aboHeHTH ikcoBaHOro Ta MoGinbHOro TenedoHHOro 3B'a3Ky 3 Oyab-SKoT
TOYKM YKpaiHu).

EnektpoHHa nowrTa: uarep@cratia.ua

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