[HCTpyKLUis i3 3acTOCYBaHHSA

Snibe

Diagnaostic

130270004M: 100 TecTiB y Habopi
c € REF | 130670004M: 50 Tecris y Habopi
130770004M: 30 TecTiB y Habopi

MAGLUMI® 17a-TigpokcunporectepoH (IXJ1A)

H NPU3HAYEHHA

Habip nae amory BUKOHYBaTW iMyHOXEMINMIOMIHECLEHTHUIA aHani3 in vitro Ans BU3HAYeHHS KinbKiCHOro BMICTY 170-TiApOKCUMNPOrecTepoHy B cupoBaTui Ta nnasmi
KpOBi NIOAWHM 3@ AONMOMOrOK0 MOBHICTIO aBTOMATUYHOro XeMintoMiHeCLLEHTHOro iMyHoaHanisaTopa cepii MAGLUMI # iHTerpoBaHoi cuctemum cepii Biolumi; Takox
Lev aHani3 BUKOPUCTOBYETLCS SIK JOMNOMKHUIA 3acib AiarHOCTUKM i NikyBaHHS Pi3HMX 3aXBOpHOBaHb HAAHUPKOBUX 3a5103 i SEYHUKIB.

i cTucnu onuc

HagHupKoBi 3ano3u, SEYHNKK, CIM'SSHUKK Ta NnaueHTa BUpobnsTb 170-rigpoKCMNporecTepoH, SKM NOTIM TiAPOKCUNIOETLCA NPUEQHAHHAM TAPOKCUINBHUX Tpyn B
11-My Ta 21-My MOMOXEHHSIX 3 YTBOPEHHAM kopTu3ony; Ginblia yacTka 17-TigpoKCMNporecTepoHy 3B’sidaHa 3 TPaHCKOPTMHOM i anbbymiHoM!. BpomkeHa
rinepnnasisi kopu HagHWpHUkiB (BI'KH) € rpynoto nolumpeHnx aBTOCOMHO-pELIECUBHUX 3aXBOPHOBaHb, SIKi XapakTepu3yoTbCs NoripleHHAM 6ioCMHTEe3y KopTu3ony
HaJHUPHUKaMK Ta MOB’SI3@HUM i3 UMM HaAnUWKOM aHAPOreHiB Yepe3 HedoCTaTHICTb MpuWHaWMHI ogHOro 3 (hepMeHTiB y npoueci crtepoigoreHesdy B Kopi
HaZHWPHWKIB2S. Y BUpoOGnEeHHi kopTudony 6epe ydvacTb Garato Ki4oBUX epMeHTiBZ7. Cepel UMX KIOYOBUX (DEPMEHTIB HalvacTille He BuUCTavae
21-rigpoKcunasu; Ha HeJoCTaTHICTb LbOro depmeHTy npunagae noHag 90 % eunagkie BMKH4-8. HepoctaTtHicTb 21-rigpokcunasv HeraTMBHO BMMBae Ha
nepeTBOpeHHs 17-rigpokcunporectepoHy Ha 11-4e30KCUKOpPTM30M Ta nporectepoHy Ha 11-4e30KCMKOPTUKOCTEPOH; OBMABI Ui PEYOBUHU € KITHOHOBUMMU
nonepeaHnkaMn MeTaboniyHoro LUNSXy CUHTE3y KOPTU30My N anbAoCTepoHy. HakonnyeHHs Hagnuwiky 17-rigpokcunporectepoHy NpU3BOAUTL A0 NiACUNEHHS
MeTaboniyHoro wnsxy BUpobneHHs aHaporeHis®. HeknacuyHa chopma HefocTaTHOCTI 21-rifpokcunasv BiOpi3HSETLCS Bif, KNacuuHOI BiACYTHICTIO AediuuTy
KOPTM30M1y Ta NoCTHATanbHOI Bipunisauii AiB4nMHOK®. KniHiuHi Hacnigku HeknacuyHoi doopmu BIKH nowwmptoloTbest Big paHHbLOro AUTUHCTBA (MPUCKOPEHUI picT) 4o
ny6epTaTHOro nepiody Ta 3pinoro Biky (NepeayacHa nosiBa NIOGKOBOroO OBOMOCIHHS, MPOSIBA Ha LLKIpi, HeperynspHa oBynsAuist Ha OOHI KMiHIYHOT KapTWHW, WO
Haragye cMHAPOM MonikicTo3HMX sieuHukis (CMKSA))®.

0 NPUHUMN Al TECTY

KOHKypEHTHUIA iMyHOXEMINOMIHECLLEHTHWUIA aHani3.

3pasok i miTka ABEI 3 aHTWTInOM Ao 170-riapoKcMNporecTepoHy peTenbHO MepeMillyloTbCs W iHKyByIoTbCs; MOTIM A0AalTbCA MarHiTHi Mikpocdepn, BKPUTI
aHTUreHoM 17a-rigpokcunporectepoHy, Ta 6ydepHuii po3unH i BiabyBaeTbes iHKybauis. MpucyTHIN y 3pasky 170-rigpOKCMNPOreCTepOH KOHKYPYE 3 aHTUreHOM
17a-rigpoKcMnporecTepoHy, 3axonfieHMM MarHiTHUMKU Mikpocdepamu, 3a 3B’A3yBaHHA aHTUTIN Ao 17a-rigpokcunporectepoHy 3 MmiTkoo ABEI, yTBOpiooun
iMyHokomnnekcun. [licna ocamkeHHA B MarHiTHOMy MNoni 3nUBAETbCA CynepHaTaHT i BUKOHYETbCA HAaCTYMHUA UWKN BigMuBaHHA. Tlicns UbOro [oAarTbes
craptepu 1 i 2 gnsa 3anycKky XemintoMiHeCUEeHTHOI peakuii. IHTEHCUBHICTb CBITNOBOro curHany BUMIPOETECA (DOTOENEKTPOHHUM MOMHOXYBA4YeM Y BifHOCHUX
cBiTnoBux oamHuuax (BCO) i € o6epHeHO NpPonopLiiHOK A0 KOHLUEHTpaLii 170-rigpoKCMNporecTepoHy B 3pasky.

l PEATEHTHU

Cknapg Habopy

100 TectiBy | 50 TecTiBY 30 TecTiB Y
KomnoHeHTn Onuc . K K
Habopi Ha6opi Ha6opi
MarHiTHi MarHiTHI Mikpocdepm, BKpuTi aHTUreHom 17a-rigpokcunporectepony (npubnusHo
Mmikpocdhepu 10,0 mkr/mn (pug/mL)), y HaTpin-pocchaTHomy GydepHomy po3unHi, NaN3 (<0,1 %). 25 wn (mL) 1,5 mn (mL) 1,0 M (mL)
Kan|6paTop. AHTUreH 17cx-r|/:;p0Kf:mr|poreCTep0Hy B HU3bKiN KOHLEHTpaLii B HaTpin-pocdaTHoMy 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
HU3bKOrO PiBHA OydepHomMy po3sumHi, NaN3 (<0,1 %).
Kan|6paTop. AHTUreH 17cx—r|np0Kf:mnporeCTep0Hy Y BUCOKI KOHLEHTpaLii B HaTpin-cpocpaTHomMy 1,0 mn (mL) 1,0 mn (mL) 1,0 M (mL)
BUCOKOIO PiBHSA 6ydepHomy posuuHi, NaN3 (<0,1 %).
Bydep ANS, HaTpiii-choccaTHuin 6ydepHuin posumH, NaN3 (<0,1 %). 7,5 mn (mL) 4,5 mn (mL) 3,3 mn (mL)
. Mitka ABEI 3 aHTuTinom go 17a-OH P (npmbnuaHo 0,313 mkr/mn (ug/mL)) y 12,5 mn
Mitka ABEI 6ydepHomy po3uuHi Tpic-HCI, NaN3 (<0,1 %). (mL) 7,0 mn (ml) 4.8 wn (mL)
Pospiaxysau Buyaunin cuposaTtkoBuin anbbymiH, NaN; (<0,1 %) 5,5 mn (mL) 3,5 mn (mL) 3,5 mn (mL)
AHTUreH 17a-rigpoKcMnporecTepoHy B HU3bkKi KoHUeHTpauii (4,00 Hr/mn (ng/mL)) y
KowTpone 1 HaTpiii-choccaTHomy BydepHoMy posumHi, NaNs (<0,1 %). 1,0mn(mL) | 1,0mn(mL) | 1,0 mn(mL)
AHTUreH 17a-rigpoKCcMnporecTepoHy y BUCOKi koHUeHTpauii (12,0 Hr/mn (ng/mL)) y
KowTpons. 2 HaTpin-pocchaTHomy GydepHomy po3umHi, NaN3 (<0,1 %). 1,0 M (mL) 1,0 M (mL) 1,0 M (mL)
Yci peareHT HagalTbCst B TOTOBOMY [0 BUKOPUCTAHHS CTaHi.

MonepeaXeHHA i 3acTepexxeHHsA

e [lpusHaveHo Ang AiarHoCTUKK in vitro.

* Jlnwe ons NnpodpecinHOro BUKOPUCTaHHS.

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

e Cnif yxuBaTu BIANOBIAHWX OCOBUCTUX 3aCTEPEXHUX 3aX0AiB ANA YHUKHEHHS KOHTaKTy OyAb-AKWX YacTUH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3paskamu 1 JOTPUMYBaTMCH MICLLEBMX BUMOT LLOA0 pOoBOTU Nif Yac TECTYBaHHS.

3anopykoto OTpMMaHHA OOCTOBIpHMX pe3ynbTaTiB € AOCKOHane BONOAIHHSA TeXHiKol aHamnisy W 4iTke AOTPUMaHHS iHCTPYKLUN, HaBeOeHUX Ha BKnaauLi

YNaKoBKW.

He BukopucToByinTe Habip nicns 3akiH4eHHs1 CTPOKY NpMAATHOCTI, 3a3Ha4YeHoro Ha eTUKeTL.

He BUKOPUCTOBYINTE KOMMOHEHTH 3 Pi3HUX NapTi abo Bif Pi3HWMX peareHTiB 0QHOYACHO.

YHukaTe YyTBOPEHHS MiHW B yCiX peareHTax i npenaparax (3paskax, kanibparopax i KOHTPOSbHMX 3pa3kax).

Yci Bigxoau GionoriyHnx 3paskiB, 6ionoriyHnx peareHTiB i BUTPATHUX MaTepianis, WO BUKOPUCTOBYIOTLCSA AJ1st NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHUiAHO

iHcpbikoBaHMMK 11 yTURi3yBaTH iX BIANOBIAHO 4O BUMOT MICLEBUX HOPM.

o Lleii BUpi6 MiCTUTb a3ng HaTpito. A3na HaTPilo MOXe BCTyNaTu B peakLito 3i CBUHLIEM Y1 MIOHUMK enemeHTamm TpybonpoBogis, yTBOpiotoyM BUbyxoHebeaneyHi
a3uam metanis. MNicnsa ytunisauii cnig npommntn Tpybuy BENMKOLO KinbKicTio BoAaw, abu 3anobirtn yTBOpeHHIo BigknageHb asuais. JogaTkoBy iHopMmaLito MOXHa
3HaNTK B nacnopTax 6e3neku NpoayKTy, siki HaAalTbCA Ha BUMOTY NPOMECIiAHNX KOPUCTYBaYiB.

Mpuwmitka. Mpo Byab-aki cepiosHi iHUMAEHTW, NOB’A3aHi 3 NpUCTpoeM, cnig nosigomutn komnaxito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXXEHUX NPEACTABHWUKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

NMoBoAaXeHHsA 3 peareHTamMun

e [llo6 He ponycTuTK 3abpyaHEHHs!, NOTPIBHO BASraT! YMCTI pykaBuyku Nig Yac poboTu 3 Habopom peareHTis i 3paskamu. MMig yac po6oTn 3 Habopom peareHTIB
cnif 3aMiHUTU pyKaBWUYKK, SIKi KOHTaKTyBanu 3i 3paskamu, Ha YUCTi, OCKINbKM NOTPannsaHHA MaTepiany 3paska MoXxe NpusBecT 40 OTPUMaHHSA HeJOCTOBIPHUX
pesynbTartis.

e He BukopuctoByiTe aedekTHi Habopu, 30kpeMa Habopwu 3 NOPYLLEHOK rEPMETUYHICTIO YLLiNbHIOBANbLHOI NNIBKW, KanaMyTHUMKW peareHTaMu, HasBHICTIO ocagy
B peareHTax (3a BUHSTKOM MarHiTHux mikpocdep) abo Habopu, KOHTPOMbHI NOKA3HWKN SIKMX HEOAHOPA30BO BUXOAMUM 3@ MeXi AONYCTUMOrO Aiana3oHy. AKLO
Habip € nedekTHUM, 3BepHiTbCs 4o koMnaHii Snibe abo ii odiliiHoro gucTpub’ioTopa.

e AGM YHVKHYTM BMNApPOBYBaHHS PiAVHM 3 BiAKPUTUX HAOOpIB peareHTiB y XOnoannbHWKY, peKOMEHA0BaHO 3anevatati BigKpuTi Habopy repMeTnaytoyoto MniBKO,
LLIO MOCTa4a€eThbCsi Pa3oM 3 YNakoBKOH. YLLiNbHIOBanbHa niska € 0gHOpPa3oBoto; 403aMOBUTM i MOxHa B koMnaHii Snibe abo ii odiviiHux ancTpun6’toTopis.
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[HCTpyKLUis i3 3acTOCYBaHHSA

e |3 yacom Ha npoknagui MoOXyTb HaKOMUYYBaTUCA BUCOXMi 3anULWKKN piauH. 3a3Buyart BOHU ABNSOTL COBOK CONbOBUIA Ocad i He BNMBAOTb Ha pesynbTaTt
aHaniay.

® BukopucToBYiiTe BiAKpUTUIA BIIOK peareHTiB B OAHOMY aHani3aTopi.

® |HCTpPYKLUi LLOAO NepemillyBaHHA MarHiTHUX Mikpocdep HaBedeHO B pO3Aini LbOro Bknaauiua, NpucBsAYeHOMY MiaroToBLi peareHTiB.

e [lopaTkoBy iHCpbOpMaLiito MPO NOBOMXEHHS 3 peareHTamu nifg Yac BUKOPUCTAHHS CUCTEMW HaBeAEHO B IHCTPYKLT 3 BUKOPUCTaHHA aHanisaTopa.

36epiraHHA Ta cTabinbHicTb

® He 3amMopoxyWTe 6rnok peareHTiB.

e 36epiraite Habip peareHTiB y BepTUKanbHOMY MOMOXEHHI, 106 3a6e3neunTtu NoBHy AOCTYMHICTb MarHiTHUX Mikpocdep.

® BepexiTb Big NPSAMUX COHAYHUX NPOMEHIB.

CTabinbHicTb peareHTiB

Y HenopyLUeHin ynakosLi npu Temnepatypi 2-8 °C [0 KiHLUS 3asBMEHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi npu Temnepatypi 2-8 °C 6 TXHIB
YcepenuHi cuctemm 4 TUXHI

CTabinbHiCTb KOHTPONbLHMUX 3pa3KiB

Y HenopyLUeHin ynakosui npu Temnepatypi 2—8 °C [0 KiHUS 3asiBNEHOro TepMiHy NpuaaTHOCTi
Y BigkpuToMmy cTaHi npu Temnepatypi 10-30 °C 6 roanH

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

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

KinbKiCTb LIMKMIB 3aMOPOXYBaHHS 1 PO3MOPOXYBaHHS He Ginble 3 pasis

H 36IP | NIArOTOBKA 3PA3KIB
Tunu 3pa3skis
JInwe 3a3HayeHi HxYe 3pasku NponLLNM BUNPOBYBaHHA Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3paskiB MpoGipku ana 36MpaHHA 3pa3kiB
CupoBaTtka Mpobipkn 6e3 goaaTkoBMX / AONOMIKHUX peyoBUH abo Npobipku 3 akTMBaTOpPOM 3ropTaHHst abo
Mnasma EOTA-K2

e 3asHaveHi TMNK 3paskiB TecTyBanucs 3 Nnpobipkamu Ansi 36MpaHHsa 3paskiB, ki Oyny AOCTYMNHI HA PUHKY HA MOMEHT TeCTyBaHHs, To6To Byno NpoTecToBaHO He
BCi 4OCTYNHi Npobipku Bif ycix BUPOGHMKIB. CucteMun 36MpaHHs 3paskiB pisHUX BUPOBHMKIB MOXYTb MICTUTMW Pi3Hi MaTepianu, ski B AKX BUNagKax MOXYTb
BNNMBAaTK Ha pe3ynbTaTtu TecTiB. Mig Yac BUKopucTaHHs Npobipok Ans 36upaHHs 3paskiB cnig HeyXunbHO 4OTPUMYBATUCS BKa3iBOK BUPOOHWKIB NpoBipok.

CraH 3pa3skiB

® He BMKOPWCTOBYITE HaAMIpHO reMoni3oBaHi 3pa3ku, 3pa3ku 3 HaAMIpHOLO rinepniniaemieto Ta 3pasku, siki MaloTb SIBHI 03HaKuU MiKpOOHOro 3abpyaHeHHS.

e [lepL HiXX NOYMHATU LEHTPUDYryBaHHS, NepekoHanTecs, Lo NpoLec Koarynsuii B CMpoBaTLi NOBHICTO 3aBepLunBcs. [eski 3pasku cupoBaTku, 0cob6nmMBo B3ATI
B MauieHTiB, WO NpUAMaloTb aHTMKoarynsHTM abo TpoMoBoniTMkM, MoXyTb noTpebyBaTtun Ginblue Yacy Ans koarynsuii. AKWO noyatn LueHTpudyryBaHHs 0o
NOBHOT Koarynsuii, NPUCYTHICTb hibpuHY B 3pa3ky CMPOBATKM MOXe NPU3BECTU A0 OTPMMaHHSA XMBHUX pe3ynbTaTiB.

e 3paskv He MatoTb MICTUTU PiGpMH abo iHWI TBEpAi OMILLKM.

® BuKopucToBY#iTe 0QHOPA30BI NiNeTkn abo KiHYMKKM NiNeToK, Wob YHUKHYTU NepexpecHoro 3abpyaHeHHs.

MiarotroBka Ao aHanisy

® Yci 3pasku NoTpiGHO NepeBipATM Ha HasBHICTb NiHW. [Nepen NnoyaTkoMm aHaniay MmiHy cnif BMAanuT 3a Jonomoroto nabopaTtopHoi nanuyku. Bukopuctosyiite
ANS KOXHOrO 3pa3ky HOBY Nanuyky, abu yHUKHYTU NepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXEHI 3paskun Crif NOBHICTIO PO3MOPO3UTU. PeTenbHO nepemillante po3MOPOXeEHi 3paskn y BUXPOBOMY 3MilllyBadi Ha HU3bKIN
WwBMAKOCTI abo Wwnsaxom obGepexHoro nepeBepTaHHs. BukoHanTe BidyanbHWIA KOHTPOSb 3paskiB. Y pasi BUSIBNEHHS cTpaTudikauii 4uv poslapyBaHHs
nepemillanTe 3pasku, JOKM BOHU He CTaHyTb BidyarlbHO OAHOPIAHUMU. AKLLO 3pa3ku He Byno nepemillaHo HanexXHUM YMHOM, OTPUMaHI pesynbTaTh MOXYTb
6yTN HEOOCTOBIPHUMU.

e 3pasku He NOBUHHI MICTUTU (DIGPUH, EPUTPOLLUTI 1 iHLWI TBEPAi AOMILLKM. 3pa3ku, WO BiANOBIAATb Ll yMOBI, 3aaTHi 3a6e3ne4nTi HaginHi pedynbtaTti; nepes
TeCTyBaHHSM ix HeobxiaHo LueHTpudyrysatn. OuuLLeHnin 3pas3ok Chig nepeHecTn 40 BCTaBKM Ans 3paskis abo B AONOMiXHY NpobipKy Ansd TecTyBaHHs. Y pasi
BMKOPUCTaHHSA LIeHTpUdYroBaHNX 3paskiB i3 NinigH1M LLapoM NepeHocuTH chif nuue oYuLLeHni 3pa3ok 6e3 ninemiyHoro maTepiany.

e (O6'em 3paska, NOTPiIGHMIA 411 OQHOPA30BOro BU3HAYEHHS B LbOMY TecCTi, CTaHOBUTb 40 Mkn (pL).

36epiraHHA 3pa3kiB

3pasku, ounLLeHi Bif po3aintoBaya, epuTpoumTiB i 3rycTkiB, MOXyTb 36epiratucsa go 8 roguH npu Temnepatypi 10-30 °C, go 3 gHiB npu Temnepatypi 2—8 °C abo

6 micauiB y 3amopoxeHoMy cTaHi npu TemnepaTypi —20°C. 3amopoxkeHi 3pasku npupgaTHi OO0 BMKOPWUCTaHHS, SIKWO BOHW 3a3Hanu He 6Ginblie 2 uuknis

3aMOPOXYBaHHS 1 PO3MOPOXKYBaHHSI.

TpaHcnopTyBaHHA 3pa3kiB

® YnakoBka ¥ MapKyBaHHA 3paskiB MaloTb BiAMOBiAaTW 3aCTOCOBHMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LOAO TPAHCMOPTYBAHHA KMiHIYHWMX 3paskiB Ta
iH(hikoBaHMX PEYOBUH.

e [lepeBuLLyBaTK HaBeAEHI BULLE OBMexXeEHHS Wwoao 36epiraHHa 3a6opoHeEHO.

Po3BeaeHHs 3pa3kiB

e 3pasku, y SKUX KOHUEeHTpauis 17a-rigpokcMnporectepoHy BUXOOWTb 3a MeXi AianasoHy aHamniTMYHOro BMMIPHOBAHHS,, MOXHA PO3BECTU PO3YMHHUKOM,
BMKOPUCTOBYIOYM MPOTOKOS aBTOMATUYHOrO po3BedeHHs abo npoueaypy pyyHOro possefeHHs. PekomeHaoBaHa nponopuis po3BefeHHs ctaHoButb 1:10.
KoHueHTpaLis po3seaeHoro npenapaty mae nepesuwysaty 3,00 Hr/mn (ng/mL).

e [Ins po3BegeHHs BPYYHY MOTPIOGHO MOMHOXUTM pe3ynbTaT Ha KoediuieHT po3BedeHHsl. FKLO po3BedEeHHst BUKOHYETbCS aHanisaaTopoMm, nporpamHe
3abe3neveHHs1 aHanisaTtopa Bpaxye Lie Mif Yac BU3HAYEHHS KOHLIEHTpaLlii 3paska.

H NPOLIEAYPA

HapaHi maTtepianu

AHani3 Ha 17a-rigpokcunporectepoH (IXITA), eTMKeTKM 3i LUTPUX-KoAamu KOHTPOSbHUX 3paskiB.

Heo6xigHi maTepianu, Aiki He BXOAATb A0 KOMMNJIEKTY NOCTaYyaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

e [IOBHICTIO @aBTOMAaTU4YHUI XEMiMOMIHECLIEHTHUIA iMyHOoaHanisatop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerpoBaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [lopaTkoBi akcecyapu, MOTPiOHI ANs 3a3HavYeHuX BULLE aHani3aTopiB, BKMOYaoTb peakuiiHniA Moaynb, cTapTepu 1+2, KOHUEHTpaT ANs NPOMUBAHHS, CBITIOBY
npoby, HaKOHEYHUK i peakLiiiHy BCTaBky. [lepenik KOHKPETHMX akcecyapiB i XapakTEpUCTUKM akcecyapiB Ons KOXHOI MOAEni MOXHa 3HaWTu B iHCTPYKLUIi 3
BMKOPUCTaHHSA BiAMOBIAHOrO aHanisaTopa.

e [Ina oTpyMaHHA JOCTOBIPHUX pe3yrbTaTiB TECTY BUKOPUCTOBYINTE akcecyapu, pekoMeHO0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigrotoBka peareHTiB

® BuTArHite Habip peareHTIB i3 ynakoBKku 1 OrnsiHbTe BiACiku 6rnoka peareHTiB i 3okpema yLinbHIoBanbHy niiBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUSIBIIEHO, 06EPEXHO 3HIMITb YLLiNbHIOBANbHY MiBKY.

e BigkpuiiTe ABepusiTa 30HW peareHTiB; TpUManTe pydky Habopy Takum uyumHoMm, wWob RFID-mitka Gyna nopydy i3 4yyTnvBoto 30HOW ckaHepa RFID-miTok
(npubnusHo 2 c); cuctema nogacTb 3BYKOBUI CUrHAN; OOMH 3BYKOBUIA CUrHam 03Hauvae, Lo peareHT yCrilHO po3ni3HaHo.
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[HCTpyKLUis i3 3acTOCYBaHHSA

® Tpumatoum peareHT BepTuKanbHO, BCTaBTe MOro Y BiMbHY AOPIKKY A5 peareHTis.

e [lepeBipTe, Yn NpaBunbHO BigobpaxaeTbes iHOpMaLlisi Npo peareHT y NporpaMHOMy iHTepdeNnci; SKLWO Lie He Tak, NOBTOPITb ABAa 3a3HAYeEHi BULLE KPOKWU.

e PecycneH3yBaHHS MarHiTHUX Mikpocdep BiAbyBaeTbCsl aBTOMATUYHO MICNsi 3aBaHTaXeHHsi Habopy, YnuM 3abe3nevyeTbCst NOBHE PIBHOMIPHE BiAHOBIIEHHS
cycneHsii nepes BUKOPUCTAHHAM.

Kani6pyBaHHs1 aHanisy

e BubepiTb TecT AnsA kanibpyBaHHS Ta BMKOHaWTe onepawito kanibpyBaHHS Ha ekpaHi 30HWM peareHTiB. [loknagHiwy iHopmaLilo Npo BNopsAKYBaHHS AaHWUX
KanibpyBaHHS AMB. Y NPUCBAYEHOMY KanibpyBaHHIO po3aini iIHCTPYKLT 3 BUKOPUCTaHHSA aHanisaTtopa.

e BukoHaliTe NOBTOPHe KanibpyBaHHs 3 JOTPUMaHHSAM iHTepBarny, 3a3Ha4eHoro B LibOMY BKNaauLLi.

KoHTponb sikocTi

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

® BukoHaWTe 34MTyBaHHS LUTPUX-KOQY KOHTPOSO SKOCTi, BUOEpiTh BiANOBIAHI AaHi KOHTPOMO SKOCTi Ta BUKOHAWTe TecTyBaHHSA. [oknagHiwy iHdpopmaliio npo
BMOPAAKYBaHHA 3paskiB ANA KOHTPOIO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIO SIKOCTi PO3Aini iHCTPYKLT 3 BUKOPUCTaHHA aHanisaTopa.

TecTyBaHHSs 3paskiB

e [licns ycnilwHOro 3aBaHTaXeHHs 3paska BMOepiTb L 3pa3oKk Ha ekpaHi, 3MiHiTb napameTpu aHaniy Ans 3paska, sikuid Tpeba TecTyBaTtW, i BUKOHaWTE
TecTyBaHHs. [loknagHiwy iHdopmaLito Npo BNOpsiAKyBaHHSA B3STUX Y NalieHTa 3paskiB AUB. y MPUCBSYEHOMY BMOPSIAKYBaHHIO NpenapartiB po3aini iHCTpyKuii 3
BMKOPUCTaHHS aHanisaTopa.

[ns oTpUMaHHA MakcumanbHO epeKTUBHUX pe3ynbTaTiB MOTPIGHO TOYHO AOTPUMYBATUCH IHCTPYKLIT 3 BUKOPUCTaHHSI aHanisaTopa.

Kani6pyBaHHs

BiaocrexeHHs: uent meTtoa Byno cTaHAapTU30BaHO LUMSXOM MOPIBHAHHSA 3 PEYOBMHOI, LLO BUKOPUCTOBYETLCS koMnaHieto SNIBE ans BHYTPILIHLOrO KOHTPOSO

SKOCTI.

3acTocyBaHHs crneujianbHO NpyU3HaYeHux kanibpaTopie Aae 3mMory ckopuryBatu pedepeHCcHy KpUBY 3a AOMOMOrok 3adikcoBaHUX 3HAa4YeHb BiQHOCHWUX CBITIOBUX

oauHuue (BCO).

MoBTOpHe kanibpyBaHHA pekoMeHgoBaHe:

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

® KOXHi 28 OHiB;

® nicns cepsicHOro o6cnyroByBaHHsA aHanisaTopa;

®  SKLLO MOKa3HMKN KOHTPOSbHMX 3pas3kiB BUXOAAThL 32 MeXi BCTAaHOBIIEHOTO Aiana3oHy.

KoHTponb sikocTi

[Ins BU3HAYEHHS BUMOT KOHTPOIIO SIKOCTi Af151 LIbOrO TECTY PeKOMEHA0BaHO BUKOPUCTOBYBATU KOHTPOIbHI 3pa3ku; Ans nepesipkvn epeKTUBHOCTI TECTIB KOHTPOIb

cnig nNpoBOAMTM 3 OOHUM MOBTOPEHHSIM. 3aranbHi pekoMeHgauii WoAOo KOHTPOMK SIKOCTI MOXHA 3HaWTM B OMyOGnikoBaHWX iHCTPYKUiSX, Hanpuknag y

pekomeHgauisix C24 IHCTUTYTY KniHiYHMX | naGopaTtopHux ctaHaapTie (Clinical and Laboratory Standards Institute, CLSI) a6o iHwmx™®.

KoHTponb sikoCcTi pekoMeHO0BaHO 34iNCHIOBAT pa3 Ha AeHb BUKOPUCTaHHsSi abo 3rigHO 3 BUMOraMu MiCLiEBUX HOPM, BUMOramu cepTudikauii Ta npouegypamm

KOHTPOIO SKOCTi BaLwoi nabopatopii. KOHTponb SKOCTi MOXHa 34ilicHI0BaTK 3@ 4ONOMOro TeCTy Ha 170-rigpoKCMNpOrecTepOoH:

® nicns KOXHOro kanibpyeaHHs Habopy;

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

KoHTponbHi 3pa3ku npusHadeHi nuwe ans cuctem MAGLUMI Ta Biolumi # BUKOPUCTOBYOTHCS NULLIE 3 BiANOBIAHMMMW peareHTamu, Lo MatoTb Taki caMi NoYaTKoBI

cim umdp Homepa MAPTII. KoxeH LinboBuii NokasHuK i Aiana3oH HaBeJeHo Ha eTUKETL.

Mepea BUKOPUCTAHHSIM iHLIMX KOHTPONbHWUX 3paskiB crig OUiHWTK iXHIO CYMICHICTb i3 UMM TecTom. Cnig ycTaHOBWUTU BiAMOBIAHI AianasoHn 3HaveHb Anst BCiX

BMKOPUCTOBYBAHUX Matepianis KOHTPOMO AKOCTi.

KOHTponbHi noka3Huku matoTb ByT B Mexax BCTAHOBMEHOro Aiana3oHy; SKLWO OAMUH i3 KOHTPOSbHUX NOKa3HWKIB BUXOAMTb 3a MEXi BCTAHOBMEHOrO Aiana3soHy,

Cnif, BUKOHATW MOBTOPHE KanibpyBaHHsi Ta NMOBTOPHE TECTYBaHHSI KOHTPOJSbHUX 3pa3kiB. SAKLO KOHTPOMbHI MOKa3HMKKW, OTPUMAaHI NiCNs yChilWHOro KanibpyBaHHs,

cTabinbHO BUXOOSATb 3a MeXi BU3HAYEHUX diana3oHiB, pe3ynbTaT TECTYBaHHS NauieHTiB He cnig AOKyMEHTyBaTH; KpiM TOro, crig;:

® epeBipuTK, YM He CNMB TEPMIH NPMAATHOCTI MaTepianis;

® nepekoHaTuCcs, Lo 6yno NnpoBeAeHO NraHoBe TexXHiYHe 06CnyroByBaHHS;

® yMNeBHUTUCS, LLO TECT 34iNCHIOBABCSA i3 AOTPUMAHHSM iHCTPYKUIWA, HaBeAEHMX Ha BKNaAuLLi yNakoBKu;

e 3a notpebu 3BepHyTUCS NO AoMOMOry Ao komnaHii Snibe abo i odiuiiHux gucTpub’ioTopis.

SAKLO KOHTPONbHUX 3pa3kiB y Habopi HeJoCTaTHBO AN BUKOPUCTAHHS, 3aMoBnanTe goaaTtkosi koHTponi 17a-OH nporectepoHy (IXJ1A) (REF: 160201293MT) y

komnaHii Snibe abo ii odiLinHnx ancTpmb’oTopIB.

l PE3YINLTATHU

Po3spaxyHok

AHanizatop aBTOMaTU4HO PO3PaxOBYE KOHLEHTpauitd 170-rigpoKCMNPOrecTEPOHY B KOXHOMY 3pa3Ky Ha OCHOBI KanibpyBanbHOi KpuBOi, sika OyayeTbcs 3a

METOZOM 2-TOYKOBOrO KanibpyBaHHS1 pedepeHCHOT kpuBoi. OauHuLelo BUMiptoBaHHs € Hr/mn (ng/mL). JoknagHiwy iHopmaLilo MoXHa 3HalWTW B iHCTPYKLUIi 3

BMKOPUCTaHHSA aHanisaTopa.

IHTepnpeTauis pesynbTaTis

Micns obcTexxeHHst 1083 kniHiYHO 3g0poBuMx ocib y Kutai 6yno BM3HavyeHo JonycTuMi HopMuy Anst TecTiB Ha 17a-rigpoKcMnporecTepoH, 3HaUYEHHs KX HaBeaeHO

HIDKYE:

NpotecroBani nauleHTy KinbKicTh CepeaHe, Hr/mn 2,5-1 nepueHTUnb, Hr/mn 95-i nepueHTUnNb, 97,5-1 nepueHTUnb,
(ng/mL) (ng/mL) Hr/mn (ng/mL) Hr/mn (ng/mL)

Yonogikn 148 0,978 0,29 / 2,06
DonikynsipHa cdasa 139 0,461 / 1,05 /

Hesarithi OBynsiTopHa asa 124 0,604 0,13 / 1,46

iHKN J'IrgTe'l'Hosa casza 138 1,324 0,27 / 2,41
Micns HacTaHHs 136 0.356 / 0,91 /

MeHonaysu

BariTHicTb OcTaHHin TpumecTp 135 4,822 2,24 / 9,30
1-13 pokiB 137 1,274 / 2,28 /

1 micsaub — 1 pik 126 6,828 0,79 / 16,71

MoxnuBi po3bixHOCTi B pe3ynbTaTtax pi3Hux nabopaTopii, Lo NOSICHIOETLCSA BiAMIHHOCTAMW B Cknagi nonynsauii Ta MeTogmkax gocniaxeHHs. PekomeHgoBaHo B

KOXHIin nabopaTopii BU3HAYMTW BNAcHWU pedepeHTHUiA iHTepBan.

 OBMEXEHHSA

e PesynbTaTh TECTY CNifg po3rnagaTt B KOHTEKCTI icTOpii XBOPOOU, AaHMX KNiHIMHOrO 06CTEeXEeHHs naujieHTa i iHWWX AaHuX.

e Akwo pesynbTaTy TECTIB Ha 170-TiAPOKCUNPOreCTEPOH He BiANOBIAaoTh KMiHIYHUM JaHuM, ANns iX NiATBepAXKeHHs HeoOXiaAHO BUKOHATV A0AATKOBE TECTYBaHHS.

e [eTepodpinbHi aHTUTINA B CMPOBATLi KPOBi MOAUHM MOXYTb BCTynaTu B peakuilo 3 iMyHornobyniHamu peareHTiB, BNMBaOYM Ha pesynbTaTt iMyHoaHanisis
in vitro. Y nauieHTiB, Ski perynsipHo KOHTaKTyTb i3 TBapuHamu abo nNpoayKkTamu cMpoBaTKW KPOBI TBAPUH, iCHYE PU3WK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CNOCTepiraT1csl aHomarnbHi nokasHukm'.

e bBakTepianbHe 3apaeHHsi 3pa3kiB MOXe BMNu1BaTh Ha pesynbTaTh AOCNIAXKEHHS.

e Habip He Npu3HayYeHuit ANs CKPUHIHIY Ha BPOAXKEHyY rinepninasito HagHUPKOBUX 3a5103 Y HOBOHAPOMKEHMX.

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3aini HaBeAeHi penpe3eHTaTUBHI XxapakTepucTuku. Pe3dynbTaTi, OTpUMaHi pisHumu nabopaTtopisiMu, MOXyTb BiApi3HATUCS.
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TouHicTb

TouHicTb BM3HaYanacs 3a JONOMOroK 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 Yy TPbOX Pi3HMX LEHTpax 3
BMKOPUCTaHHAM TPbOX NapTin Habopie peareHTiB (N = 180). Byno oTprMaHo 3a3HayeHi Hk4e pesynbTaTu.

CepeaHe, Hr/mn Y mexax BUNpoGyBaHHA Mix BUNpoGyBaHHAMMU BiaTBoproBaHicTb
- - 3
3pasok ((:SI::B)) CraHng. Biax., Hr/mn (ng/mL) | % koedp. Bap. rf:r;-;:'cznzllf:l.,) % koedp. Bap. :r-lr::ﬁtnzll?r)lt) /"::s_(b'

Myn i3 cuposatkoto 1 1,511 0,058 3,84 0,025 1,65 0,088 5,82
Myn i3 cuposaTkoto 2 5,131 0,164 3,20 0,133 2,59 0,259 5,05
IMyn i3 cuposaTkoto 3 14,953 0,497 3,32 0,268 1,79 0,676 4,52
Myn i3 nnasmoto 1 1,506 0,059 3,92 0,029 1,93 0,085 5,64
Myn i3 nnasmoto 2 4,993 0,187 3,75 0,074 1,48 0,307 6,15
Myn i3 nnasmoto 3 14,735 0,494 3,35 0,282 1,91 0,649 4,40
KoHTponb 1 4,059 0,155 3,82 0,108 2,66 0,234 5,76
KoHTponb 2 11,986 0,413 3,45 0,177 1,48 0,724 6,04

Liana3oH niHinHocTi

0,130-30,0 Hr/mMn (ng/mL) (BU3Ha4YaeTLCA 3a MEXEO KiNbKICHOI OLIHKN Ta MakCMMyMOM pedepeHCHOI KpUBOT).

IHTepBan peecTtpauii

0,070-300 Hr/Mn (ng/mL) (BM3HaAYaeTbCA 3a MEXe BUSIBMIEHHS Ta MakCMMyMOM pedepeHCHOI KpWBOi, MOMHOXEHVMM Ha peKoOMEeHAOoBaHy MponopLilo
PO3BEAEHHS).

AHaniTnyHa 4yyTnUuBICcTb

Mexa xonoctoi npo6u = 0,035 Hr/mn (ng/mL).

Mexa BusienenHs = 0,070 Hr/mn (ng/mL).

Mexa kinbkicHoi ouiHku = 0,130 Hr/mn (ng/mL).

AHaniTnyHa cneumdiyHicTb

IHTepdepeHLin

IHTepdepeHLia Bu3Havanacs 3a 4OMOMOroK TeCTy; 4O TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLieto aHanisoBaHOro KOMMNOHEHTAa Ao4aBanucs pe4YoBUHN, NOTEHLINHO
34aTHI CNPUYMHUTK eHJoreHHy abo ek3oreHHy iHTepdepeHuito, 3a npoTokonom (EP7-A2) IHCTUTYTY KniHiYHMX i nabopatopHux ctangaptiB (Clinical and
Laboratory Standards Institute, CLSI). MNoxnbka BMMipiB AN pe4oBUH, 34aTHUX CNPUYUMHUTK iHTepdepeHLito, He nepesuLlye +10 %. Byno oTpumaHo 3a3HaveHi
HIDKYe pesynbTaTu.

IHTepdepeHUin Makc. piBeHb BiACyTHOCTi BNNUBY IHTepdepeHLin Makc. piBeHb BiACyTHOCTi BNNUBY
Binipy6iH 50 mr/gn (mg/dL) PeBmatoigHuii baktop 1500 MO/mn (1U/mL)

emorno6iH 3000 mr/an (mg/dL) AAA 398 AO/mn (AU/mL)

IHTpaninig 2000 mr/gn (mg/dL) BiotuH 0,5 mr/gn (mg/dL)

MepexpecHa peakTUBHICTb

MepexpecHa peakTUBHICTb BU3HAYanacsa 3a AONOMOroK TECTy; A0 TPbOX 3paskiB i3 Pi3HOI KOHLIEHTpaLlielo aHanisoBaHOro KOMNOHEHTa AoAaBanncs NOTEHLiNHI
nepexpecHi peareHTn 3a npotokonomM (EP7-A2) IHcTuTyTy KniHiYHMX i nabopatopHux ctaHgaprtiB (Clinical and Laboratory Standards Institute, CLSI). Moxubka
BMMIPIB ANA PEYOBUH, 30aTHUX CNPUYNHUTK iHTepdepeHLito, He nepesuLlye £10 %. Byno oTpumaHo 3a3HayeHi Hxk4e pesynbTaTu.

MepexpecHuit peareHT Makc. piBeHb BifACYTHOCTi BNNUBY MepexpecHuin peareHT Makc. piBeHb BiACYTHOCTi BNNUBY
Ectpagion 5000 Hr/mn (ng/mL) AnbaocTepoH 5000 Hr/mn (ng/mL)

Ectpion 5000 Hr/mn (ng/mL) lMporecTtepoH 500 Hr/mn (ng/mL)

TecTocTepoH 20000 Hr/mn (ng/mL) [LerinpoeniaHapocTepoH 4000 Hr/mn (ng/mL)

KopTnson 1000 Hr/mn (ng/mL) 170-rigpoKCUNpPErHeHoNoH 100 Hr/mn (ng/mL)

MopiBHAHHA MeTOOUK

MopiBHSAHHS aHanidy Ha 170-rigpoOKCUMNPOrecTepPoH 3 iHLWWM iIMYHOSOMYHUM aHani3oMm cepiiHoro BUpOOHMLUTBA NMPOAEMOHCTPYBano Taky kopensuito (y Hr/mn

(ng/mL)):

KinbkicTb NnpoTecToBaHux 3paskis: 194.

MopiBHsAHHA MeTogom [MaciHra — Babnoka: y = 1,0030x-0,0006, T = 0,968.

KoHueHTpauis B KniHiYHMX 3pa3kax ctaHoBuna Big 0,141 go 29,921 Hr/mn (ng/mL).
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 3HAYEHHS CUMBOIIB

E:E_:I [vB. IHCTPYKLiO 3 BUKOPUCTaHHS

stec TemnepaTtypHuii Aianas3oH

Bupo6Huk

E

KiHueBa gata TepMmiHy npyaaTHOCTI

,

2°C (36epiraTn npu Temnepatypi 2-8 °C)
N
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BwmicTy goctaTHbO Anst <n> TecTiB /|\ BepexiTb Bif NPSMUX COHAYHUX NPOMEHIB
]

m YnoBHOBaXXeHWU NpeAcTaBHUK B EBPONENCbKOMY COO3i

MegaunyHuin npunag Ans 4iarHoCTUKKM in vitro CONTENTS Cknag HaGopy
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Homep 3a kaTanorom Kog naprii

c € MapkyBaHHs CE 3HakK BiANOBIAHOCTi TEXHIYHUM pernaMmeHTam

MAGLUMI® Ta Biolumi® € TOproBumu mapkamu komnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANOBIAHUM BRacHMKam.

LeHbwkeHb Hblo IHpacTpic Biomeaikan IHxuHipuHr Ko., Ilta.,
Ne23 OxiHkciy Eact Poag, Minrwan Oictpikt, 518122, LeHbYxeHb, Kutaicbka HapoaHa Pecny6nika
Ten.: +86 755 215 366 01 dakc: +86 755 28 29 27 40

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

YnoBHOBaXeHUI NpeACTaBHUK B YKpaiHi:

TOB «Kpatis MearexHika», Byn. barrosyTiscbka, 17-21, 04107, m. Kuis, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnaTtHo MOXyTb TenedoHyBaTh aboHeHTH dikcoBaHOro Ta MobinbHOro TenedOoHHOro 3B’s13ky 3 Byab-AKoi
TOYKM YKpaiHu).

EnekTtpoHHa nowTa: uarep@cratia.ua
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