IHCTpYKLif i3 3acTOCcyBaHHSA
130259001M:100 TecTiB y Habopi

c € REF| 130659001M: 50 Tecrtis y Habopi

130759001M: 30 TecrTiB Yy Habopi

MAGLUMIP® lNanypoHoBa kucnota (IXJ1A)

H NPU3HAYEHHSA

Habip nae 3mory BMKOHYBaTW iMyHOXEMINIOMIHECLLEHTHUIA aHani3 in vitro Ans BU3HAYeHHS KinbkiCHOro BMICTY rianypoHoBoi kucnotu (MK) y cuposatui Ta nnasmi
KPOBi NMIOAWHU 32 AOMOMOIOK MOBHICTIO aBTOMAaTUYHOIO XeMintoMiHECLLEHTHOro iMyHoaHanizaTtopa cepii MAGLUMI niHTerposaHoi cuctemu cepii Biolumi; Takox
Lien aHani3 BUKOPUCTOBYETLCS sIK AONOMiXHUIA 3acib AiarHocTyBaHHA ibpo3y nevdiHku.

l cTMcnui onuc

CrpykTypa K cknagaeTbes 3 NOBTOPEHHS AucaxapuaHoi oamHuui N-aueTunrniokosamiHy Ta B-FiokypoHoBoi kucnoTu. fi MonekynsipHa Maca focuUTb BUCOKa,
noHag minbioH!. Lle rnikosamiHornikaH i KOMNOHEHT no3akniTMHHOro matpukey (MKM), Wwo cuHTe3yeTbea 3ipyacTuMm knituHamu nedidku (3KM). 3a HopManbHUX
obcTaBuH eHgoTenianbHi KNiTMHU NEYIHKOBOT CUHYCOIAM € MiCUSIMU NOrMMHaHHS Ta po3wenneHHs K. MigBuweHHs piBHa MK noB’sisaHe 3i 3MEHLLEHHSAM KiNlbKOCTi,
LLLO BMBOAWUTLCA 3 NEYiHKK, 36iNbLUEHHAM NpoAyKuii, a6o i TUM 1 iHwKM2. Mpoaykuis MK 36inblyeTbes 3 NPUCKOPEHHSIM CUHTE3Y KonareHy npuy pisHUX 3ananbHUX
cTaHax i 3 niasuLLeHHsM piBHSA [K-3 B cupoBaTLyi kPosi,

Psp pocnigxeHb npoaemMoHcTpyBanu, wWwo ouiHka MKy cupoBaTLi KpOBi € KOPUCHUM IHCTPYMEHTOM AMNS OLiHKM TSXKKOCTI (hibpo3y neviHku. 36inbweHHs Lboro
CUpOBaTKOBOrO MapKkepa CrocTepiranocsi napanesibHo 3 TSKKICTIO YpaKEHHSI MEYiHKM NPU Pi3HUX XPOHIYHWX 3aXBOPIOBAHHAX MeviHku®. Byno BMSBNEHO, LUO
cuposaTtKoBi piBHI 'K niaBuLLEHI NpW XPOHIYHUX 3aXBOPIOBaHHAX NeYiHkW, 3a sakux pieHb 3KI1 y cuposaTui KpoBi MOxe 3MmiHioBaTUcA. [JOo HUX HanexaTb
arnkorosibHWM Ta HearKororbHU cteaTtorenaTut, renatut B, C Ta iHwi 3axBoptoBaHHs®. MiaBuileHHs piBHsA MK 3a3Buyaii nepencavano 3HauHui ¢ibpos, To6To
piBHi 'K 6ynu BULMMK B NauieHTIB i3 6inbLu Tskkoto dopmoto ibpoasy. PisHi 'K 6ynu Buwmmm B nauieHTiB 3i 3Ha4HuM ibpo3om (F2) nopiBHAHO 3 nauieHTamu 3
ibpo3om y nerkin copmi (F1), i B nauieHTiB i3 umpo3som (F4) nopiBHsHO 3 nauieHTamu 3 Tshxkum cpibposom (F3). MigeuLeHi piBHi MK TakoX cBig4Mnu npo KniHivHe
nporpecyBaHHs®.

0 NPUHUMN Al TECTY

KoHKypeHTHUIA iMyHOXEMiNoMIHECLLEHTHWUIA aHani3.

3pasok, [K-38’s13yBanbHWiA 6inok i MarHiTHi Mikpocdepu, BkpuTi aHTUreHom K, peTensHo nepemillytioTb Ta iHKyOytoTb. MpucyTHIN y 3pasky aHTureH MK koHkypye 3
aHTureHom K, imobinisoBaHnM Ha MarHiTHVMX Mikpocdpepax, 3a 3B’a3yBaHHs binka, wo 3s’a3ye 'K, yTBOptotoymn imyHokommnekcu. icns ocamkeHHst B MarHiTHoOMy
noni 3aNMBaeTbCA CynepHaTaHT i BUKOHYETbCS LMK BigMuBaHHsl. MNicnsa yporo goaatoTecs miTkn ABEI 3 aHTuTinamu o MK-3s’asyBanbHoro 6Ginka; BigbyBaeTbest
peakuist 3 yTBOPEHHAM KOMMNJIEKCIB 3a TUNOM ceHABiva. MNicns ocamkeHHA B MarHiTHOMY Noni 3NMBaETLCA CyNepHATaHT i BUKOHYETLCA LMK BigMuBaHHS. licns
Lboro gofatoTbes ctapTepu 112 Ansa 3anycky XemintoMiHECLLEHTHOT peakLii. IHTEHCUBHICTb CBITNOBOrO CUrHasny BUMIPIOETLCA POTOENEKTPOHHUM NMOMHOXYBa4eMm
y BiHOCHWMX cBiTNoBMx oaunHuusax (BCO) i e o6epHeHo nponopuiiHoto Ao KoHUeHTpauii MK, HasBHOI B 3pa3ky.

l PEATEHTU

Cknag Habopy

100 TecTtiBy | 50 TecTiBy | 30 TecTiBYy

Komnonentu Onue Hab6opi Habopi Habopi
MarHiTHi MarHitHi mikpocdbepw, BkpuTi aHTureHom 'K (npmbnusxo 3,00 mkr/mn (ug/mL)), y

mikpocdpepu HaTpin-poccatHomy 6ycdepHomy po3unHi, NaN; (<0,1 %). 25mn(mL) | 1.5mn (mb) | 1,0 mn (mL)
Kani6partop AHTUreH 'K y HU3bKil KOHLEHTpaLii B HaTpit-dhocdaTHoMy BydepHOMy po3umHi, 1,0 mn (mL) 1,0 mn (mL) | 1,0 mn (mL)
HU3bKOro pPiBHA NaNj; (<0,1 %). ' ’ '
Kani6paTtop AHTureH I'K'y BUCOKili koHLeHTpaLii B HaTpilt-poccaTHoMy 6ydepHOMy po3umHi, 1,0mn(mL) | 1,0 M (mL) | 1,0 mn (mL)
BUCOKOIO PiBHS NaNj; (<0,1 %). ' ’ '

I'!(-sB A3yBanbHUN 'K-3B’A3yBanbHMi1 6.IJ'IOK (npn6nusHo 0,200 mkr/mn (ug/mL)) y HaTpin-chocchaTHOMyY 10,5 mn (mL) | 6,0 mn (mL) | 4.2 mn (mL)
6inok 6ydepHomy posuuHi, NaN; (<0,1 %).

Mitka ABEI 3 aHTUTIinOM o MK-38’s18yBanbHoro 6inka (npmbnusHo 62,5 Hr/mn (ng/mL))

Mitka ABEI y BycbepHomy poaumhi Tpic-HCI, NaNs (<0,1 %). 17,5mn (mL) | 9,5mn (mL) | 6,3 mn (mL)
AHTUreH MKy Hu3bkin koHueHTpauii (50,0 Hr/mn (ng/mL)) y HaTpii-dbocdaTHoOMy

KoHTtponb 1 6ychepHomy poauuri, NaNs (<01 %). 1,0mn (mL) | 1,0 mn (mL) | 1,0 mn (mL)

KoHTpons 2 AHTureH 'K y Bucokin koHueHTpauii (200 Hr/mn (ng/mL)) y HaTpii-cbocpaTHOMy 1,0mn(mL) | 1,0 mn(mL) | 1,0 mn (mL)

6ydepHomy po3uuHi, NaN3 (<0,1 %).

Yci peareHT! HagalTbCS B TOTOBOMY [0 BUKOPUCTaHHSA CTaHi.

MonepeaxeHHA i 3acTepexxeHHA

e [lpusHaveHo Ang AiarHoCTUKK in vitro.

* Jlywe ons NnpodecinHoOro BUKOPUCTaHHS.

e BxuBanTe 3BUYaHNX 3aCTEPEXHNX 3aX0AiB, 060B’'A3KOBKX Nig Yac poboTu 3 ycima nabopaTopHUMKU peareHTamu.

e Cnig yxuBaTu BiANOBIAHWX 0COBUCTUX 3aCTEPEXHUX 3axX04iB 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 BUKOPUCTOBYOTLCS A1t NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHUIHO

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

e |leii BUpi6 MicTUTb a3ng HaTpito. A3 HaTpilo MOoXe BCTynaTu B peakLUito 3i CBUHLEM Y1 MiZHUMK efnleMeHTamMu TpyGonpoBOAIB, YTBOPOKOYM BUOYXOHEGEe3NeyHi
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 L1lo6 He gonycTtuTn 3abpyaHEHHs, NOTPIGHO BAAraTU YACTI pykaBuYKM Nig vYac pobotu 3 Habopom peareHTiB i 3paskamu. IMig yac poboTn 3 HabopoM peareHTIB

cnig 3aMiHUTK pyKaBWYKK, sIKi KOHTaKTyBanu 3i 3paskamu, Ha YUCTI, OCKINbKM NOTPaNnsHHS MaTepiany 3pa3ka MoXe NpU3BeCTU A0 OTPUMAaHHA HEAOCTOBIPHUX

pesynbTarTis.

He BukopucToByiTe aedekTHi Habopu, 3okpeMa Habopu 3 NOPYLLEHOI FePMETUYHICTIO YLLiIMbHIOBANbHOI MNiBKK, KanaMyTHUMW peareHTaMu, HasiBHICTIO ocagy

B peareHTax (3a BUHATKOM MarHiTHUX Mikpocdep) abo Habopu, KOHTPObHiI MOKa3HWKN SIKMX HEOAHOPA30BO BUXOAMMM 3a MEXi AOMYyCTUMOro AianasoHy. AKLo

Habip € gedekTHUM, 3BEpHITbCSt 40 kKoMnaHii Snibe abo ii odiuiiHoro ancTpub’oTopa.

AGW YHUKHYTW BWMapOBYBaHHSI PiavMHW 3 BiAKPUTUX HABOPIB peareHTiB y XONOAWNbHUKY, PEKOMEHZOBAHO 3aneyaTtaTty BiakpuTi Habopu repmeTuaytouoro

NNiBKO, LIO NOCTa4aeTbCsl pa3oM 3 yNakoBKOW. YLUinbHIOBanbHa NiiBka € OAHOPa30BO; [03aMOBUTU i MOxHa B KomnaHii Snibe abo ii odivinHux

anctpub’oTopis.

13 Yacom Ha NpoknaaLi MOXyTb HAaKONMMYyBaTUCA BUCOXII 3aMNULLIKN PiavH. 3a3Brnyai BOHW SBNSOTL COOOD COMNbLOBUIA OCaA i He BNMUBAKOTL Ha pe3ynbTaT aHanisy.

® BuKOPUCTOBYIiTE BIiAKPUTUIN BIIOK peareHTiB B OA4HOMY aHanisaTopi.

IHCTPYKLUIT WoAo nepemillyBaHHS MarHiTHUX Mikpocdep HaBegeHo B PO3Aini LbOro BKNaguLia, NpUcBsHYEHOMY MiAroToBLI peareHTIB.
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IHCTpYKLif i3 3acTOCcyBaHHSA

e [lonaTkoBy iHpopMaLiito NPO NOBOAXKEHHS 3 peareHTamMu Nif Yac BUKOPUCTaHHSA CUCTEMMU HABEAEHO B iIHCTPYKLT 3 BUKOPUCTaHHS aHanisaTopa.
36epiraHHA Ta cTabinbHicTb

® He 3amopoxyiTe 610K peareHTiB.

e 3b6epiraiite Habip peareHTiB y BepTUKanbHOMY MOMOXEHHI, W06 3a6e3neunT NoBHy AOCTYMHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSMUX COHAYHMX NPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLUeHin ynakoBsui npu Temnepatypi 2—8 °C [0 KiHUS 3a8BNEeHOro TepMiHy npuaaTHOCTI
Y BigkpuTOMYy CTaHi npu Temnepatypi 2-8 °C 6 TWXHIB
YcepeauHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbLHMUX 3pa3KiB

Y HenopyLUeHi ynakoBui npu Temnepatypi 2-8 °C [0 KiHUSA 3asiBNIEHOro TepMiHy NpuaaTHoCTI
Y BigkpuTOoMy cTaHi npu Temnepatypi 10-30 °C 6 rogunH

Y BigKkpuUTOMY CTaHi npu Temnepatypi 2—-8 °C 6 TXHIB

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

KinbKicTb UMKNiB 3aMOPOXYBaHHS 1 PO3MOPOXKYBaHHS He Ginbwe 3 pasiB

ll 36IP | NIAFOTOBKA 3PA3KIB

Tunu 3pa3skiB

JInwe 3a3HayeHi HUx4Ye 3pasku NPOMLLIM BUNPODOYBaHHS Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3paskiB Mpo6Gipku Ansa 36upaHHs 3paskis

CupoBaTtka Mpobipkn 6e3 goaaTkoBMX / AONOMIXKHUX pe4OBUH abo Npobipky 3 aKTMBAaTOPOM 3ropTaHHs abo renem Ta akTMBaTopoOM 3ropTaHHs

Mnasma EOTA-K2

® 3asHauyeHi TMMK 3paskiB TecTyBanucs 3 npobipkamu Ansa 36upaHHs 3paski, ski 6ynu AOCTYMNHI HA PUHKY HA MOMEHT TECTyBaHHS, TO6TO Byno npoTecToBaHo He
BCi AOCTYMHi NpoBipkM Bif yCix BUPOOHMKIB. Cuctemn 306MpaHHs 3paskiB Pi3HUX BUPOBHWKIB MOXYTb MICTUTW pPi3Hi MaTepianu, ski B AesKMX BUnagkax MOXyTb
BNMMBaTW Ha pe3ynbTaTu TecTiB. [1ig Yac BukopucTaHHA Npobipok ANns 36upaHHs 3paskiB cnif HeyXMIbHO AOTPMMYBATUCS BKa3iBOK BUPOOHWKIB Npo6ipok.

CraH 3pa3skiB

® He BMKOPUCTOBYWTE NpenapaTtn 3 TennoBOI iHaKTMBaLiE, HAAMIPHO remMoni3oBaHi 3pa3ku, 3paskv 3 HaaMIpHOIO rinepninigemieto Ta 3pasku, Ski MaloTb ABHI
03HaK1 MikpoBHoro 3abpyaHEHHS.

e [NepLu HiXX MOYMHATY LEHTPUdYryBaHHS, NepekoHanTecs, Lo npouec koarynsuii B cMpoBaTLi NOBHICTIO 3aBepLlumBcs. [eski 3pasku cupoBaTku, 0cobnmBo B3ATI
B MaUieHTIB, WO NpuiiMaloTb aHTUKoarynsiHtu abo TpomboniTukn, MoXyTb noTpebyBaTu Ginblie Yacy Ans koarynsuii. AKWwo novaTn UeHTpudyryBaHHs g0
NOBHOI Koarynsiii, NPUCYTHICTb hibpKHY B 3pa3Kky CUpOBATKWN MOXeE NPU3BECTU A0 OTPUMAHHS XMOHUX pesynbTaTiB.

e 3pasku He MalTb MiCTUTU ibpyH abo iHLWi TBEPAi AOMILLKU.

® BukopuctoByiiTe ofgHOPa3oBi NiNeTky abo KiHYMKKN NINETOK, o6 YHUKHYTU NepexpecHoro 3abpyaHeHHS.

MiaroTroBka Ao aHanisy

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

* [lepen nepemillyBaHHAM 3aMOPOXeEHi 3pa3ku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemilante po3mMOpOoXKeHi 3paskin y BUXPOBOMY 3MilLlyBaYi Ha HU3bKil
weuakocTi abo wnsxom obepexHoro nepeBepTaHHs. BukoHalTe BidyanbHWI KOHTpPONb 3paskiB. Y pasi BUSBMEHHs cTpaTudikauii 4u posliapyBaHHs
nepemillanTe 3pasku, JOKW BOHU He CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLO 3pa3ku He Byno nepemillaHo HanexXHUM YMHOM, OTPUMaHi pesynbTaTh MOXYTb
OyTN HEAOCTOBIPHUMU.

e 3pasky He MOBUHHI MICTUTK (DIBPVH, epUTPOLNTK 1A iHLWI TBEpAi AOMiLWKKU. 3pa3sku, WO BiANOBIAaTh Uil yMOBI, 34aTHi 3abe3neunTn HagiviHi pedynbTaTu; nepeq
TECTyBaHHAM iX HeobXiAHO LeHTpudyrysatn. OumnLLeHnii 3pas3ok crif nepeHecTn A0 BCTaBKM ANs 3paskiB abo B AONOMiXHY Npobipky Anst TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpUdyroBaHUX 3paskiB i3 NinigHMM LLapoM nepeHoCUTyM cnif nuLle oYunLLeHnid 3pa3ok 6e3 ninemiyHoro martepiany.

e O06’eM 3paska, NOTPIOHMI ANs O4HOPA30BOrO BU3HAYEHHS B LibOMY TECTi, CTaHOBUTb 60 Mkn (uL).

36epiraHHsa 3pa3kiB

3pasku, ouuLLeHi Bif po3aintoBava, epuTpoumMTIB i 3rycTkiB, MOXyYTb 36epiratucsa go 48 roguH npu Temnepatypi 10-30 °C, go 14 gHiB npu Temnepatypi 2-8 °C

abo go 12 micsiuiB y 3amopoxxeHoMy cTaHi npu Temnepatypi —20°C. 3aMopoXXeHi 3pa3ku npuaaTtHi 40 BUKOPUCTAHHS, SIKLWO BOHW 3a3Hanu He Ginbwe 3 uuknis

3aMOPOXYBaHHS 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka N MapKyBaHHSI 3pa3kiB MaloTb BiAMOBIAATW 3aCTOCOBHWM BMMOram MICLIEBOrO 3aKOHOAABCTBA LOAO TPaAHCMNOPTYBaHHS KMiHIYHUX 3paskiB Ta
iH(PiKOBAHUX PEYOBUH.

e [lepeBuLLyBaTh HaBeAEHI BULLE OBMexXeHHSs Wwoao 36epiraHHa 3a6opoHeEHO.

Po3BeaeHHs 3pa3kiB

e 3pasku, y SKMX KoHUeHTpauis MK BuxoaMTb 3a Mexi Aiana3oHy aHamniTMYHOro BMMIPIOBAHHS, MOXHa PO3BECTU, BMKOPUCTOBYKOYM Npouenypy Py4HOro
po3BefeHHs. PekomeHgoBaHa nponopLis po3BeaeHHst ctaHoBuTb 1:5. KoHueHTpauis po3BedeHoro 3paska mae nepesuilysaTu 400 Hr/mn (ng/mL).

e [InA po3BefeHHst BPYYHY NOTPIGHO MOMHOXUTU pe3ynbTaT Ha KoediLieHT po3BeAeHHS.

* BukopucToBYiiTe BiANOBIAHI po3pimxyBaYi abo 3BepHiTLCA A0 koMnaHii Snibe 3a KOHCyNbTaLlielo nepes BUKOHAHHAM PO3BEAEHHS BPYYHY.

H NPOLEAYPA

HapaHi maTtepianu

AHani3 Ha rianypoHoBy kucnoTy (IXJTA), eTUKeTKM 3i LUTPUX-KOAAaMU KOHTPOMNbHUX 3pas3kKiB.

HeoGxigHi MmaTepianu, siki He BXOAATL A0 KOMIMIIEKTY NOCTa4YaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

e T[lOBHICTIO aBTOMAaTUYHUIA XEMINIOMIHECLEHTHWUIA  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, NOTPiOHi Ans 3a3HayYeHVX BULLLE aHani3aTopis, BKMOYAOTb peakuiiHiin Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIIOBY
npoby, HakoOHEYHUK i peakLuiiHy BcTaBky. [epenik KOHKPETHUX akcecyapiB i XapaKTepUCTUKN akcecyapiB Ans KOXHOI MoAeri MOXHa 3HanTu B iHCTPYKUii 3
BMKOPUCTaHHSA BiAMOBIAHOrO aHanisaTopa.

e [Ing oTpMMaHHsA AOCTOBIPHUX pe3yrbTaTiB TECTY BUKOPUCTOBYINTE akcecyapu, pekoMeHa0BaHi komnaHieto Snibe.

Mpoueaypa aHanisy

MigroToBka peareHTiB

® BuTarHite Habip peareHTIB i3 ynakoBku i ornsiHbTe BiACiku 6r10ka peareHTiB i 30kpema YLLinbHIOBanbHy MMiBKY Ha HAsiBHICTb BUTOKIB. SKLLO O3HaK BUTOKIB He
BUSBNEHO, 06epexXHO 3HIMITb YLLiNbHIOBaNbHY NiBKY.

e BigkpuiiTe ABepusiTa 30HW peareHTiB; TpUManTe pydky Habopy Takum uyumHoMm, wWob RFID-mitka Oyna nopydy i3 4yyTnvBoto 30HOW ckaHepa RFID-miTok
(NpubnusHo 2 c); cuctema nogacTb 3BYKOBUI CUrHAN; OOMH 3BYKOBUIA CUrHaM 03Havae, Lo peareHT yCrilHO po3ni3HaHo.

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

e [lepesipTe, Yn NpaBunbHO BigobpaxaeTbes iHopMaLlisi Tpo peareHT y NporpaMHOMy iHTepPdEeNci; SKLWO Lie He Tak, NOBTOPITb ABA 3a3HAYEHi BULLE KPOKWU.

® PecycneH3yBaHHA MarHiTHUX Mikpocdep BiabyBaeTbCs aBTOMATUYHO NICNs 3aBaHTaXeHHs Habopy, YiM 3abesneqyeTbcsi MOBHE PiIBHOMIPHE BifHOBMEHHS
CycrneHsii nepef BUKOPUCTaAHHSAM.

KanibpyBaHHs aHanisy

e BubepiTb TecT ans kanibpyBaHHsA Ta BMKOHaNTe onepauito kanibpyBaHHs Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsiaKyBaHHS AaHWX
KanibpyBaHHS AMB. Y NPUCBAYEHOMY KanibpyBaHHIO po3aini iIHCTPYKLT 3 BUKOPUCTaHHSA aHanisaTtopa.

e BukoHaliTe NOBTOPHE KanibpyBaHHs 3 JOTPUMaHHSAM iHTEpBarny, 3a3Ha4eHoro B LibOMY BKNaauLLi.
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KoHTponb sikocTi

e Y pasi BUKOpUCTaHHs HOBOI napTii nepesipTe abo 3MiHiTb AaHi KOHTPOSO SIKOCTI.

® BukoHaWTe 34MTyBaHHS LUTPUX-KOAY KOHTPOSO SKOCTi, BUOEpiTh BiANOBIAHI AaHi KOHTPOMO SKOCTi Ta BUKOHANTe TecTyBaHHSA. [JoknagHiwy iHpopmalio npo
BMOPAAKYBaHHSA 3paskiB AN KOHTPOIO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIO SIKOCTi PO34ini iHCTPYKLi 3 BUKOPUCTaHHA aHanisaTopa.

TecTyBaHHA 3paskiB

e [licns ycnilwHOro 3aBaHTaXXeHHs1 3pa3ka BMOepiTb Lie 3pa3ok Ha ekpaHi, 3MiHiTb nmapameTpu aHanidy Ans 3paska, sikui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHs. [loknagHily iHdopmaLiio Npo BNOpAAKyBaHHA B3ATUX Y NaLieHTa 3paskiB AMB. Y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenapartis po3aini iHCTpyKLii 3
BMKOPUCTaHHS aHanisaTopa.

[ns oTpUMaHHA MakcumanbHO epeKTUBHMUX pe3ynbTaTiB NOTPIGHO TOYHO AOTPUMYBATUCE IHCTPYKLIT 3 BUKOPUCTaHHSI aHanisaTopa.

Kani6pyBaHHs

BiocTexeHHs:: uent meTtoa Byno cTaHAapTU30BaHO LUMSIXOM MOPIBHSAHHSA 3 PEYOBMHOM, LLO BUKOPUCTOBYETbCS koMnaHieto SNIBE gnsi BHYTPIiLWHBOrO KOHTPOSO

AKOCTI.

3acTocyBaHHs creuianbHO NpusHaveHUx kanibpaTopiB Aae 3Mory ckopuryBaTtu peepeHCHy KpuBy 3a JONOMOro 3adikcoBaHMX 3Ha4YeHb BiHOCHUX CBITIIOBUX

oanHuue (BCO).

[MoBTOpHe kanibpyBaHHA pekoMeHOoBaHe:

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

® KOXHi 28 gHiB;

® nicns cepBicHOro o6cnyroByBaHHs aHanisaTopa;

®  SKLLO MOKa3HWKN KOHTPOMNbHUX 3pas3KiB BUXOAATL 32 MeXi BCTAHOBMIEHOrO Aiana3ony.

KoHTponb sikocTi

[nsi BU3HAYEHHS BUMOT KOHTPOIIO SIKOCTi 4151 LibOro TECTY PeKOMEHA0BaHO BUKOPUCTOBYBATU KOHTPOSbHI 3pasku; Ans nepeBipku e(peKTUBHOCTI TECTIB KOHTPOIb

cnig NpoBOAMTM 3 OOHWUM MOBTOPEHHSM. 3aranbHi pekoMeHaauii WoAO0 KOHTPOMK SIKOCTI MOXHa 3HaWTM B OMyOGnikoBaHWX iHCTPYKUiSX, Hanpuknag y

pekoMeHzauisax C24 IHCTUTYTY KniHiYHKX | naGopaTopHux cTaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwwmx’.

KoHTponb SKoCTi pekoMeHA0BaHO NPOBOAUTY OAMH pa3 Ha AeHb BUKOPUCTaHHS abo 3rigHO 3 BUMOramm MicLieBrx HOpM, BUMOramu cepTudikauii Ta npoueaypamu

KOHTPOSto SIKOCTi Bawoi nabopaTopii. KOHTponb SKOCTi MOXHa 3A4iCHIOBATU B XOAi NpoBeAeHHs aHanisy Ha HA:

® nicnsi KOXHOro kaniépysaHHs Habopy;

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

KoHTponbHi 3pasku npuaHayeHi nuwe ana cuctem MAGLUMI Ta Biolumi BUkopucToBYytOTECS NiLLEe 3 BiANOBIAHUMM peareHTamu, WO MatkoTb Taki cami BEpXHi Cim

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

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

BMKOPUCTOBYBAHUX MaTepiarniB KOHTPOIO AKOCTI.

KoHTpOnbHi noka3HukM MatoTb OyTU B MeXax BCTAHOBIEHOTO Aiana3oHy; SIKWLO OAWUH i3 KOHTPOMNbHUX NMOKa3HMKIB BUXOAMTL 32 MeXi BCTAHOBIIEHOTO Aiana3oHy,

cnig BUKOHaTV MNOBTOPHE kanibpyBaHHSA Ta NOBTOPHE TECTYBaHHSA KOHTPOMbHMX 3pas3kiB. FAKLO KOHTPOMbHI NOKa3HWKW, OTPMMaHIi Nicns ycnilHOro kaniopyBaHHs,

cTabinbHO BUXOASATH 32 MEXi BU3HAYEHMX Aiana3oHiB, pesynbTaTi TECTYBaHHS NaLiEHTIB He cnig AOKYMEHTYBATW; KpiM TOro, chia:

® MepeBipuTH, YN HEe CNNNB TEPMIH NPUAATHOCTI MaTepianis;

® nepekoHaTuCcs, LWo 6yno NnposeAeHO NnaHoBe TexXHi4He 06CnyroByBaHHS;

® yYMNEeBHUTUCS, IO TECT 3AiMCHIOBABCSA i3 AOTPUMAHHSM IHCTPYKUIW, HaBeAeHMX Ha BKNaAauLUi yNakoBKu;

e 3a notpebu 3BepHyTUCS NO AoMoMOry Ao KomnaHii Snibe abo ii odiuiiHnx aucTpub’oTopis.

AKLWO KOHTPONBHUX 3paskiB y Habopi HeJoCTaTHBO ANS BUKOPUCTaHHS, 3aMOBNsAiTe AoAATKOBI KOHTponi rianypoHoBoi kucnotu (IXINA) (REF: 160201464MT) y

komMnaHii Snibe abo ii odiLinHMX gucTpnb’oTopiB.

H PE3YNIbTATU

Po3paxyHok

AHanizaTtop aBTOMaTM4HO PO3paxoBYe KOHUeHTpauito K y koxHOMy 3pa3Ky Ha OCHOBI kanibpyBanbHOi KpMBOI, sika GyAyeTbCcs 3a METOAOM 2-TOYKOBOrO

KaniopyBaHHsi pedpepeHcHoi kpvBoi. OauHuue BUMIptoBaHHA € Hr/mn (ng/mL). [doknagHiwy iHdopmauilo MOXHa 3HaWTW B iHCTPYKUii 3 BUKOPUCTaHHS

aHanisaTopa.

IHTepnpeTauis pe3ynbTaTiB

Micns obcTexxeHHs 582 kniHivHO 3gopoBux ocib y Kutai 6yno BusHayeHo gonycTumi HOpMu Anst aHanisy Ha K, 3HayeHHs sakux HaBegeHo Hwxye:<100 Hr/mn

(ng/mL) (95 nepueHTUnb).

MoxnuBi po36ixXHOCTi B pesynbTatax pisHux nabopatopil, Lo NOSACHIOETLCA BIAMIHHOCTAMMW B CKNaAi nonynsiuii Ta MmeTogunkax AoCniaxeHHs. PekomeHaoBaHo B

KOXHIin nabopaTopii BU3HAYUTW BNacHW pedepeHTHUI iHTepBan.

ll OBMEXEHHA

e PesynbTaTu TECTy cnig po3rnagaTtn B KOHTEKCTI iCTopii XBOPOOU, AaHMX KNiHIYHOrO 06CTEXEHHs NauieHTa i iHLWWX gaHUX.

e Ao pesynbTaTh aHanidy Ha HA He BignoBigatTb KNiHIYHUM AaHUM, Ans X NiATBEPAXEHHS HEOOXiAHO BUKOHATU [OAATKOBE TECTYBAHHSI.

e 3pasku, OTpUMaHi Bif NauieHTiB, Ak NpyiMany npenapaTty MULAa4Ynux MOHOKIOHAMNbHMX aHTUTIN i3 METOK AiarHOCTUKM YK NiKyBaHHS, MOXYTb MICTUTU NOACHKI
aHTUMUWwadi aHtutina (HAMA). Y pasi TecTyBaHHS Takux 3paskiB i3 BUKOPUCTAHHAM HabOpiB ANA aHaniay, Lo MICTATb MULIAYyi MOHOKMOHanbHI aHTWTINa,
MOXHa OTpUMaTH XMBHO NiaBULLEHI 260 3HWKEHI pedynbTaTné?. [Ins BU3HAaYEHHs AiarHosy Moxe 3Hagobutucs godaTkosa iHgopmadis.

e [eTepodifnbHi aHTUTINA B CMPOBATLi KPOBi NOAVHM MOXYTb BCTyNnaT B peakuilo 3 iMyHOrnobyniHaMmu peareHTiB, BNNMBaOYM Ha pesynbTaT iMyHoaHanisis
in vitro. Y nauieHTiB, SiKi perynsipHo KOHTaKTyIoTb i3 TBapuHamu abo npoayKkTamu cMpoBaTKW KPOBI TBApPUH, iCHYE PU3WK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CrocTepiraTucs aHomarbHi MokasHuKn O,

e BakTepianbHe 3apaxeHHs abo TennoBa iHaKTUBaLlisi 3pa3kiB MOXe CNOTBOPUTU pe3ynbTaTh AOCNIOKEHHS.

H CNEUM®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3aini HaBeAeHi penpe3eHTaTUBHI XxapakTepucTuku. PedynbTaTi, OTpUMaHi pisHuMu nabopaTtopisiMu, MOXyTb BiApi3HATUCS.

TouHicTb

TouHicTb BU3Hayanacs 3a [ONOMOrol TecTy, npenapartiB i KOHTPONbHUX 3paskiB 3a npotokonoM (EP05-A3) IHCTUTYTY KniHiYHUX i nabopaTopHux ctaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y ABOX okpemux napanenbHUx BUNPOBYBaHHAX LIOAHS NPOTSAroM 5 OHIB y TPbOX Pi3HUX LEeHTpax 3

BMKOPUCTaHHAM TPbOX NnapTivi Habopis peareHTis (n = 180). Byno oTpvmaHo 3a3HayeHi HUx4e pesynbTaTu.

CepeaHe, Y mexax BunpobyBaHHs Mixx BUnpoGyBaHHAMM BiaTBoptoBaHicTb
3pasok Hr/mn (ng/mL CraHa. Bigx., CTaHg. Bigx., CraHga. Bigx.,

(n =(1§0) ) Hr/mn (ng/mL) % Koed. sap. Hr/mn (ng/mL) % Koedp. Bap. Hr/mn (ng/mL) % Koedp. Bap.
IMyn i3 cuposatkoto 1 99,837 2,561 2,57 1,470 1,47 3,689 3,70
Myn i3 cuposaTkoto 2 300,730 7,420 2,47 0,601 0,20 9,901 3,29
Myn i3 cuposaTkoto 3 796,973 15,269 1,92 6,121 0,77 22,824 2,86
Myn i3 nnasmoto 1 100,569 2,605 2,59 1,261 1,25 3,709 3,69
Myn i3 nnasmoto 2 299,019 7,559 2,53 3,865 1,29 14,609 4,89
Myn i3 nna3moto 3 793,403 16,430 2,07 10,600 1,34 24,240 3,06
KoHTponb 1 50,232 1,351 2,69 0,878 1,75 2,490 4,96
KoHTponb 2 197,286 4,759 2,41 1,849 0,94 7,799 3,95

[iana3oH niHinHocTi

5,00—2000 Hr/gn (ng/mL) (BM3Ha4YaETHCA 32 MEXEO KiflbKICHOT OLiHKM Ta MakCMMyMoM pedepeHCHOI KpUBOI).

IHTepBan peecTpauii

3,00-10000 Hr/gn (ng/mL) (BM3Ha4aeTbCs 3a MeXel BUSIBIEHHS Ta MakCMMyMOM pedepeHCHOi KpUBOi, MOMHOXEHWM Ha pekoMeHAOBaHy MpomnopLito
PO3BEAEHHS).
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AHaniTnyHa yyTnmBicTb

Mexa xonoctoi npobu = 1,00 Hr/mn (ng/mL).

Mexa BusBneHHs = 3,00 Hr/mn (ng/mL).

Mexa kinbkicHoi ouiHku = 5,00 Hr/mn (ng/mL).

AHaniTn4yHa cneuudivHicTb

IHTepdepeHLin

IHTepdepeHLUis BU3Havanacsi 3a 4ONOMOro TECTY; 40 TPbOX 3pas3kiB i3 Pi3HOK KOHLIEHTpaLielo aHani3oBaHOro KOMMOHEHTa 40AaBanuncs pe4oBMHM, NOTEHLIAHO
30aTHi CNpUYMHWUTK eHporeHHy abo ek3oreHHy iHTepdepeHLuilo, 3a npoTtokonom (EP7-A2) IHcTuTyTy KniHiyHux i nabopatopHux craHaaptiB (Clinical and
Laboratory Standards Institute, CLSI). MNoxnbka BUMIipiB AN peYOBUH, 30aTHUX CNPUYUHUTK iHTEepdepeHLito, He nepesuLlye 10 %. Byno oTpumaHo 3a3HauyeHi
HIDKYe pesynbTaTtu.

IHTepcepeHuin Makc. piBeHb BiACYTHOCTi BNNUBY IHTepdepeHLin Makc. piBeHb BiACYTHOCTi BNNUBY
Binipy6iH 60 mr/gn (mg/dL) Xonectepon 400 mr/gn (mg/dL)

'emorno6iH 2000 mr/an (mg/dL) EOTA-K2 22,75 mkmonbs/mn (pmol/mL)
IHTpaninig 3000 mr/an (mg/dL) BioTuH 0,5 mr/gn (mg/dL)

JTioaceki aHTuMuwavdi aHtutina (HAMA) 40 Hr/mn (ng/mL) PubaBipuH 25 mkr/mn (ug/mL)

PesmartoigHuii daktop 2000 MO/mn (IU/mL) IHTepdepoH a-2a 10 Hr/mn (ng/mL)

::rganmﬁ 6inok ?gsr/gj?/(“gn?d(LA)\U/mL) IHTepdepoH a-2b 10 Hr/mn (ng/mL)

MepexpecHa peakTUBHICTb

[MepexpecHa peakTUBHICTb BU3HaYanacs 3a 4ONoMOror TeCTy; A0 TPbOX 3paskiB i3 Pi3HOI KOHLEHTpaLieo aHani3oBaHOro KOMNOHEHTa 40AaBaBCA NOTEHUINHWIA
nepexpecHuii peareHT 3a npotokonom (EP7-A2) IHCTUTYTY KkniHiYHUX i nabopaTopHux ctaHaapTie (Clinical and Laboratory Standards Institute, CLSI). Moxn6ka
BUMIPIB ANA PEYOBUH, 30aTHUX CNPUYUHUTK iHTepdepeHLito, He nepesuLlye 10 %. Byno oTpMmaHo 3a3HaqeHi Hxk4e pesynbTaTu.

MepexpecHui peareHT Makc. piBeHb BifACYTHOCTI BNNUBY MepexpecHuit peareHT Makc. piBeHb BifCyTHOCTi BnnnBy
JTamiHiH 1000 Hr/mn (ng/mL) XoHApoiTuHY cynbdaT B 1000 mkr/mn (ug/mL)

KonareH IV Tuny 1000 Hr/mn (ng/mL) XoHApoiTuHY cynbdat C 1000 mkr/mn (ug/mL)

N-kiHueBuiA nentug npokonareny Il Tuny 100 Hr/mn (ng/mL) F'enapuHy cynbdat 200 mkr/mn (ug/mL)

XOHAPOITMHY cynbdat A 1000 mkr/mn (ug/mL) PiGpoHeKTUH 100 mkr/mn (ug/mL)

MopiBHAHHA MeTOOUK

MopiBHSAHHS aHanidy Ha HA 3 iHW1M iMyHONOriYHMM aHaniaomM cepiiHoro BUpobHMLTBa NPOAEMOHCTPYBAano Taky kopensuito (y Hr/mn (ng/mL)):

KinbkicTb npoTecToBaHmx 3paskis: 118

MopiBHAHHA MeTodoM [MaciHra — Babnoka: y=1,0060x-0,2356, 1=0,988.

KoHueHTpauia B KniHiYHMX 3pa3kax cTaHoBuna Big 5,628 no 1999,401 Hr/mn (ng/mL).
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l 3HAYEHHSA cCuMMBONIB

EE_:I [InB. IHCTPYKLIO 3 BUKOPUCTAHHSA

TemnepaTypHuit AianasoH
(36epiraTv npu Temneparypi 2—8 °C)

No o

Bupo6Huk

E

KiHueBa gata TepmiHy npyaaTHOCTI

1
. I

/,

./
W BmicTy goctaTtHbo Ansa <n> TecTis //-|i" BepexiTb Bif MPAMUX COHAYHMX NMPOMEHIB
e
L]
T T Ltk Gokom foropn m leoa.Hoaa»(eHMM npeacTaBHUK B €BPONENCbLKOMY
Coto3i
IVD MeaunyHuin npunag Ana giarHocTukK in vitro CONTENTS Cknag Habopy
Homep 3a kaTanorom Koga naprii

( € MapkyBaHHs CE 3Hak BiAMNOBIAHOCTI TEXHIYHUM pernaMmeHTam

MAGLUMI® Ta Biolumi® € ToproBMmu mapkamu koMmnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANoBiAHUM BRacHMKaMm.
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LeHbwkeHb Hbto IHAacTpic Biomeaikan IhxuHipudr Ko., Jlta.,
Ne23 [xiHkciy Eact Poapg, Minrwan dictpikt, 518122, WWeHb4xeHb, Kutalicbka HapoaHa Pecny6bnika
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 «Kpartisi MeaTexHika», Byn. barrosyTiBcbka, 17-21, 04107, M. KuiB, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnaTtHo MOXYTb TenedoHyBaTh aboHeHTH ikcoBaHOro Ta MobinbHOro TenedoHHOro 38’s13Ky 3 Byab-AKoi
TOYKM YKpaiHu).

EnektpoHHa nowrTa: uarep@cratia.ua

[aTa ocTaHHbLOro nepernsagy IHCTPYKLIT i3 3acTocyBaHHS: KBiTeHb 2022 poky
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