IHCTpYKLif i3 3acTOCcyBaHHSA

Snibe

Diagnostic

130201038M:100 TecTiB y Habopi
130601038M: 50 TecTiB y Habopi

c € REF 130701038M: 30 TecTiB y Habopi
MAGLUMI® ByrnesogHun aHtureH CA 15-3 (IXJ1A)

H NPU3HAYEHHSA

Habip nae 3mory BUKOHYBaTV iMyHOXEMIMOMIHECLIEHTHWUIA aHania in vitro ona Bu3HaveHHs kinbkicHoro Bmicty CA 15-3 B cvpoBaTui Ta nna3mi KpoBi noanHn 3a
[OMOMOrOI0 MOBHICTIO aBTOMaTWYHOIO XeMintoMiHecLeHTHOro imyHoaHanizatopa cepii MAGLUMI 1 iHTerpoBaHoi cuctemmn cepii Biolumi; Takox uen aHanis
BMKOPUCTOBYETLCS SIK AONOMiXKHWUIA 3acib nikyBaHHSA kKapLUMHOMM MOSIOYHOI 3an03u.

i cTucnui onuc

ByrnesogHuii aHTureH 15-3 (CA 15-3) ABnsie coboto TpaHCcMeMBpaHHUIA IiKonpoTeiH, Wwo koayeTbes reHom MUC1!. MeteporeHHa ekcnpecia MUC1 BiabyBaeTbcs
Ha anikarnbHin NOBEPXHi Pi3HUX TUNIB HOPManbHUX KMITUH eniTenito, ane B 90 % BUNagkiB paky MOSIOYHOI 3an03M CNOCTEPIraeTbCsl aHoMarnbHa rinepekcnpecis
uboro reHy'. PiseHb CA 15-3 B cupoBaTLi KpOBi LUMPOKO BUKOPUCTOBYETLCA B KMiHIYHIA MpaKkTWUi ANS BUSIBMEHHS PEUMAMBIB i MOHITOPUHIY e(EeKTUBHOCTI
NiKyBaHHsi METAcTaTUYHOrO paKy MONoYHoi 3ano3w? 3. 3rigHo 3 ony6nikoBaHUMW AaHVUMK, ANs NALUIEHTIB i3 paHHIMU CTaAisiMM paky MOJIOYHOI 3a5103 i BiAHOCHO
BucokMmMu piBHsiMu CA 15-3 B cupoBaTLi KpOBi MPOrHO3 € ripliuMm, HiX y TUX nauieHTiB, B skux piBeHb CA 15-3 B cupoBaTLi KpOBi He BMXOOWUTb 3a MeXi
HopMmanbHoro AianasoHy3. OKpiM MOHITOPUHIY NauieHTIB i3 AiarHocToBaHWM 3axBoptoBaHHSAM, CA 15-3 Moxe TakoX BMKOPWUCTOBYBaTUCA ANS OTPUMaHHS
MPOrHOCTMYHOI iHdbopMmauii. MigsueHnn nepegonepauiiHuii piseHb CA 15-3 6eanocepefHb0 MOB'S3aHUN i3 NYXUHHUM HABaHTAXEHHAM Ta € He3arexHUM
NPOTHOCTUYHUM (PaKTOPOM paky MorouyHoi 3ano3ud. MMigeuweHHs piBHA CA 15-3 Moxe TakoX crnoctepiraTuca B NauieHTiB 3 iHWWMMW  3MOSAKICHUMU
HOBOYTBOPEHHSAMM, 30KpEMa Mpu KOSOpPeKTarbHOMY paKy, paky A€UHVKIB, MigLWmyHKOBOI 3aroau, NeYiHku, WIyHKY 1 nereHs® 7. [eski 4oBposKicHi 3aXBOpIOBaHHS,
Hanpuknag XpoHIYHWIA akTUBHUIA renaTuT, UMpo3 NeviHkWU, capkoigos, rinoTMpeos i MerarnobnacTuyHa aHeMisi, TakoX MOXYTb CNPUYUHSATY NIOBULLEHHS! PIBHS
CA 15-3, x0o4 y Takux BUNagKkax BOHO € 3a3BUYaii HE3HAYHUM'.

0 NPMHUMN Qi TECTY

IMyHOXeMintoMiHeCLLIeHTHUIA aHani3 3a TUNOM CeHABiva.

3pa3sok, 6ydepHUIn po3unH, MarHiTHi Mikpocdepu, BKpUTI MOHOKMOHaNbHUMK aHTuTinamm go CA 15-3, peTenbHO nepemilytoTbes, iHKyOyloTbCs Ta NpoxoasTb
LMK BiAMUBAHHSA Nicns ocafpkeHHs B MarHiTHomy noni. Micnsa usoro gogatotecs MiTku ABEI 3 iHWMMKU MOHOKNOHanbHuMK aHtutinamu go CA 15-3, BinbyBaeTtbcs
peakuisi 3 yTBOPEHHSIM KOMMNJIEKCIB 3a TUMOM ceHABiva, a nicns Hel — iHKkyOyBaHHS. IMicns ocamkeHHsi B MarHiTHOMY Noni 3NMBaeTbCs CynepHaTaHT i BUKOHYETbCS
umkn BiaMmuBaHHs. [licna uporo gopatoTbcs cTapTepu 1 i 2 Ana 3anycky XemintoMiHECLEHTHOI peakuii. |[HTEHCUBHICTb CBITNIOBOrO CUrHamy BUMIPHOETHCS
OTOENEKTPOHHMM NMOMHOXYBa4eM Yy BiHOCHMX cBiTnoBux oanHuusax (BCO) i € nponopuiriHoto Ao koHueHTpauii CA 15-3 B 3pasky.

 PEATEHTU

Cknap Habopy

KoMMOHeHTH Onue 100 TGCTI.B y | 50 Tec'ru.a y 30 TGCTI? y
Ha6opi Habopi Habopi

MarHiTHi MarHiTHi mikpocdepw, BKpUTi MOHOKNOHanbHMMmn anTutinamm o CA 15-3 (npubnuaHo

Mikpocdpepum 8,00 mkr/mn (ug/mL)), y HaTpin-cpoccpaTHomy 6ycbepHomy posumHi, NaNz (<0,1 %). 2,5mn (ml) 1.5mn (mL) 1.0mn (mL)

Kaanpa‘rop. AHTUreH CA 15-3 B HU3bKIN KOHLEHTpaLUi B HaTpin-cpocdaTHoMy BydepHOMY po3yuHi, 1,0 mn (mL) 1,0 n (mL) 1,0 mn (mL)

Hu3bkoro piBHA | NaN;(<0,1 %).

KamGpaTop. AHTUreH CA 15-3 y BUCOKil KOHLeHTpaUii B HaTpin-chocchaTtHoMy 6ychepHOMY po3umHi, 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Bucokoro piBHa | NaNj(<0,1 %).

Bydep Harpin-cocatHnin 6ydepHuii posund, NaN; (<0,1 %). 13,5mn (mL) | 7,5mn (mL) 4,8 mn (mL)

. Mitka ABEI 3 moHoknoHaneHuM aHtutinom go CA 15-3 (npnbnusxo 0,250 mkr/mn

Mirka ABEI (pg/mL)) y HaTpiii-hocchaTHoMy GydepHomMy poaumHi, NaN; (<0,1 %). 13,5mn(mL) | 7,5mn(mL) | 4,8mn(mL)

PospigxyBsau 0,9 % NaCl. 5,0 mn (mL) 5,0 mn (mL) 3,0 mn (mL)
AHTureH CA 15-3 B HU3bkil KoHLeHTpaLii (25,0 oa/mn (U/mL)) y HaTpii-dhocdaTHomy

KoHTponb 1 BycbepHOMy posumri, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
AHTureH CA 15-3 y BuUcokilt koHueHTpauii (70,0 og/mn (U/mL)) y HaTpin-dbocdaTHOMyY

KoHTponb 2 6ychepHomy poauki, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Yci peareHT! HagalTLCS B FOTOBOMY [10 BUKOPUCTaHHS CTaHi.

MonepeaxeHHs i 3acTepexeHHsA

e [IpusHayeHo Ans AiarHoCTUKK in vitro.

® Jlvwe gnsa NnpodecCinHOro BUKOPUCTAHHS.

e BxuBainTe 3BUYaHNX 3aCTEPEXHNX 3aX0AiB, 060B’'A3KOBMX Nig Yac poboTu 3 ycima nabopaTopHUMU peareHTamu.

e Cnig yxuBaTy BiANOBIAHMX OCOBUCTUX 3aCTEPEXHUX 3ax0fiB ANA YHUKHEHHSI KOHTaKTy Oyab-sIKMX YacTUH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

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

3anopykot OTpMMaHHS OOCTOBIpHMX pe3ynbTaTiB € [OCKOHane BOJOAIHHSA TEXHIKOKW aHamidy W 4iTke OOTPUMAaHHS iHCTPYKLi, HaBedeHUX Ha BKnaguii

YNaKoBKW.

He BuKkopucToBYyiTE HaGIp Nicnsi 3aKiHYeHHs CTPOKY NPUAATHOCTI, 3a3HAa4YeHOro Ha eTUKEeTL.

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

YHuKaiiTe yTBOPEHHS NiHM B YCiX peareHTax i npenapartax (3paskax, kanibparopax i KOHTPOSbHMX 3pa3kax).

Yci Bigxoam GionoriyHmx 3paskiB, HionoriyHnx peareHTiB i BUTpaATHUX MaTepianis, O BUKOPUCTOBYHOTLCS Af1si MPOBEAEHHS TeCTy, crif BBaXaTu NOTEHLUiNHO

iHbikOBaHUMM 11 yTUNi3yBaTK iX BiANOBIAHO 4O BUMOT MiCLIEBUX HOPM.

e Llei BUpi6 mMicTuTb as3ug HaTpito. A3ug HaTpito MOXe BCTyNaTu B peakLito 3i CBMHLEM YM MigHUMK enlemeHTaMu TpybonpoBogis, yTBoptoloun BUOyxoHebe3aneuHi
asugu metanis. Micnsa ytunisauii cnig npomuTy Tpy6m BenMKoto KinbkicTio Bogu, abu 3anobirtu yTBopeHH!Io BigknaaeHs asuis. [logaTkoy iHgopmalLiito MoXHa
3HaNTK B nacrnopTtax 6e3nekn NpoaykTy, siki HA4ATLCA Ha BUMOTY NPOMECiNHUX KOPUCTYBaYiB.

MpumiTtka. Mpo Gyab-ski ceprosHi iHUMAEHTU, NOB’sI3aHi 3 NpUCTpoeM, cnif noigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNoBHOBaXXeHNX NPEACTaBHUKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

NMoBoaXeHHA 3 peareHTamMun

e [llo6 He ponycTuTW 3abpyAHEeHHs!, NOTPIGHO BAAraT! YUCTI pykaBuyky Nig Yac poboTun 3 Habopom peareHTis i 3paskamu. MMig yac po6oTn 3 Habopom peareHTIB
Cnif, 3aMiHWUTW PYKaBUYKK, SIKi KOHTAKTYBanw 3i 3paskamu, Ha YWCTi, OCKiNbKW NOTPaNnaHHA mMaTepiany 3paska MoXe Npu3BecT! 40 OTPUMAaHHS HeAOCTOBIPHUX
pesynbTartis.

® He BukopucTOBYNTE AedeKTHi Habopu, 3okpema Habopy 3 NOPYLLEHO repMETUYHICTIO YLLiNbHIOBANbHOI NNiBKW, KanaMmyTHUMUW peareHTamu, HasiBHICTIO ocaay
B peareHTax (3a BUHATKOM MarHiTH1X mikpocdep) abo Habopu, KOHTPONbHI NOKa3HUKK SKUX HEOAHOPa30BO BUXOAMNM 3@ MeXi A0MYCTUMOro AianasoHy. AKLWO
Habip € gedekTHUM, 3BepHiTbCS A0 KoMnaHii Snibe abo ii odiuinHoro guctpub’ioTopa.

e ABW YHWKHYTWM BUMApOBYBaHHS PiAvHWU 3 BIAKPUTUX HabopiB peareHTiB Y XONOAUIBbHUKY, PEKOMEHOOBAHO 3aneyaTtaTty BiaKpuTi Habopu repmeTusyoyoro
NniBKOM, IO MOCTa4YaeTbCA Pa3oM 3 YNakoBKOK. YLUiNbHIOBanbHa nniBka € O4HOPa3oBOl; A03aMOBUTK ii MOXHa B komnaHii Snibe abo ii odilinHmx
avcTpub’roTopis.

® |3 yacom Ha NpoknaaLi MOXyTb HaKOMUYYBaTUCA BUCOXMI 3anuULWKK piavH. 3a3Buyalt BOHU SBNSIOTL COOOK CONbOBWUI OCad i He BNAMBAaOTb Ha pesynbTaTt
aHaniay.

® BuKopuCTOBYWTE BigKpUTUI BNOK peareHTiB B 04HOMY aHaniaTopi.
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IHCTpYKLif i3 3acTOCcyBaHHSA

® |HCTpPYKUIi LLOAO NepemillyBaHHS MarHiTHUX Mikpocdep HaBedeHO B pO3Aini Lboro Bknaguiua, NpucBsAYeHOMY MiaroToBLi peareHTiB.

e [lopaTkoBy iHChbOpMaLiito MPO NOBOMXEHHS 3 peareHTamu nifg Yac BUKOPUCTAHHSI CUCTEMW HaBeAEHO B IHCTPYKLT 3 BUKOPUCTaHHA aHanizaTopa.
36epiraHHs Ta cTabinbHICTb

® He 3amMopoxyWTe Brnok peareHTiB.

e 36epiravite Habip peareHTiB y BepTUKanbHOMY MOMOXEHHI, 106 3a6e3neunTu NoBHy AOCTYMHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSMUX COHAYHUX NPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLueHi ynakoBui npu Temnepatypi 2-8 °C [0 KiHUS 3asBNeHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi npu Temnepatypi 2-8 °C 6 TWKHIB
YcepeauHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONBLHMUX 3pa3kKiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asBNEeHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY cTaHi npu Temnepatypi 2-8 °C 6 TWXHIB

Y BigkpuTOMy CcTaHi npu Temnepatypi 15-25 °C 6 roanH

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

KinbKicTb LIMKNIB 3aMOPOXYBaHHS 1 PO3MOPOXYBaHHS He Ginblwe 3 pasiB

l 36IP | NIAFOTOBKA 3PA3KIB
Tunu 3paskiB
Jlnwe 3a3HaveHi HUxXYe 3pasku NponLnm BUNpobyBaHHS Ta BU3HaHI NpuaaTHUMKU ANsa aHanisy.

Twunu 3pa3skis Mpo6ipku ans 36upaHHsa 3pas3kiB
CupoBaTka Mpobipkn 6e3 goaaTkoBmx / AONOMIXKHUX pevoBUH abo Npobipku 3 aKkTUBAaTOPOM 3ropTaHHst abo renem Ta akTMBaTOpPOM 3ropTaHHs
Mna3ma EOTA-K2

e 3a3HauyeHi TUNK 3paskiB TecTyBanucs 3 npobipkamu ans 36upaHHs 3paskis, siki Oynn 4OCTYNHI HA PUHKY HA MOMEHT TeCTyBaHHs, To6To 6yno npoTecToBaHoO He
BCi 4OCTYNHI Npobipku Bif ycix BUPOGHWMKIB. CcTeMu 36UpaHHsA 3paskiB pisHUX BUPOBHUKIB MOXYTb MICTUTM Pi3Hi MaTepianu, ski B AEAKUX BUNAAKaX MOXYTb
BNAMBaTW Ha pe3ynbTatu TecTiB. ig Yac BUKkopucTaHHsA Npobipok Ans 36upaHHs 3paskiB cnig HeyXuIbHO AOTPUMYBATUCS BKa3iBOK BUPOOHUKIB NpoBGipok.

CraH 3pa3kiB

® He BMKOpPUCTOBYWTE NpenapaTy 3 TeNMOBOK iHAKTUBALE, HAAMIPHO reMoni3oBaHi 3pasku, 3paskn 3 HaAMIPHOLO rinepninigemieto Ta 3pasku, siki MaloTb ABHI
03Haku MiKpobHOro 3abpyaHeHHs.

e [lepL HiXX NOYMHATU LEHTPUdYryBaHHs, NepekoHanTecs, Lo NpoLec Koarynsuii B CMpoBaTLi NOBHICTIO 3aBepLunBcs. [eski 3pasku cmpoBaTku, 0cob6nmMBo B3ATI
B MauieHTiB, WO NpUAMaloTb aHTMKoarynsHTM abo TpoMBoniTMkM, MOXyTb noTpebyBaTtu Ginblue Yacy Ans koarynsuii. AKWOo noyaTtn UueHTpudyryBaHHs 4o
NOBHOT Koarynsuii, NPUCYTHICTb hibpuHY B 3pa3ky CMPOBATKM MOXe MPU3BECTU A0 OTPMMAHHS XMBHWUX pe3ynbTaTiB.

e 3paskv He MatloTb MICTUTU PiGpPMH abo iHWI TBepAi OMILLKM.

® BuKopucTOBY/iTe 0QHOPA30Bi NiNeTkn abo KiHYMKKM NiNeToK, LWob YHUKHYTM NepexpecHoro 3abpyaHeHHs.

MiaroTroBka Ao aHanisy

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

® [lepen nepemillyBaHHAM 3aMOPOXEHI 3paskun Crif NOBHICTIO PO3MOPO3UTU. PeTenbHO nepemillante po3MOPOXeHi 3paskn y BUXPOBOMY 3MilllyBadi Ha HU3bKI
LWwBMAKOCTI abo wnsaxom obGepexHoro nepeBepTaHHs. BukoHanTe BidyanbHWIA KOHTPOSb 3paskiB. Y pasi BUSIBNEHHS cTpaTudikauii Yv poslapyBaHHs
nepemillanTe 3pasku, JOKM BOHU He CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLLO 3pa3ku He Byno nepemillaHo HanexXHUM YMHOM, OTPUMaHi pesynbTaTi MOXYTb
6yTN HEOCTOBIPHUMU.

e 3pasku He NOBUHHI MICTUTU (DIGPUH, EPUTPOLLMTI 1 iHLLI TBEPAi AOMILLKM. 3pa3ku, WO BiANOBIAATb Ll yMOBI, 3aaTHi 3a6e3ne4nTn HaginHi pesynstaTtv; nepes
TEeCTyBaHHSAM iX HEOOXigHO LeHTpudyryBaTi. OunLleHnin 3pasok Crig NepeHecTy 4o BCTaBkM As 3pa3kiB abo B 4OMOMiKHY NPOBipKy Ans TecTyBaHHs. Y pasi
BUKOPUCTaHHS LIeHTpuUdpyroBaHmx 3paskis i3 NinigHUM LWapoM NepeHocUTM Chig nuLle oYunLLeHnid 3pa3ok 6e3 ninemiyHoro matepiany.

e (O6’em 3paska, NOTPiIGHMIA 411 OQHOPA30BOro BU3HAYEHHS B LibOMY TeCTi, cTaHoBUTb 10 Mkn (pL).

36epiraHHA 3pa3kiB

3pasku, oumLLeHi Bif po3aintoBaya, epuTpoumTiB i 3rycTkiB, MOXyTb 36epiratucsa fo 8 roguH npu Temnepatypi 15-25 °C, pno 5 gHiB npu Temnepatypi 2—8 °C abo

no 3 micsuiB y 3amopoxeHoMy ctaHi npy Temnepatypi —20 °C 4n HWxYiNn. 3amMopoxeHi 3pa3ku nNpuaaTHi 40 BUKOPUCTAHHS, SIKWO BOHW 3a3Hanu He Ginblie

3 UMKNiB 3aMOPOXYBaHHS 1 PO3MOPOXYBaHHS.

TpaHcnopTyBaHHA 3pa3kKiB

® YnakoBka ¥ MapKyBaHHS 3paskiB MaloTb BiAMOBigaTW 3aCTOCOBHUMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LUOAO TPAHCMOPTYBAHHA KMiHIYHWMX 3paskiB Ta
iH(bikoBaHMX PEYOBUH.

e [lepeBuLLyBaTK HaBeAEHI BULLE OOMEXEHHS LWoao 36epiraHHa 3a6opoHEHO.

Po3BeaeHHs 3pa3kiB

e 3pasku, y akux KoHueHTpauis CA 15-3 BUX0OWTb 3a MeXi Aiiana3oHy aHaniTMYHOro BUMIPIOBaHHS, MOXXHa PO3BECTU PO3YMHHUKOM, BUKOPUCTOBYHOYMN NPOTOKON
aBTOMaTUYHOro po3BefdeHHsA abo npoueanypy pyyHoro possefeHHsi. PekomeHpgoBaHa nponopuis po3sefeHHs ctaHoBuTb 1:10. KoHueHTpauis po3seaeHoro
npenapaty mae nepesuuiysat 100 og/mn (U/mL).

e [InA po3BeAeHHs BpYYHY MOTPIOHO MOMHOXMUTM pe3ynbTaT Ha KoediluieHT po3BeAeHHs. KO po3BedeHHS BWKOHYETbCA aHanisaTopoM, nporpaMmHe
3abe3neyveHHs aHanisaTopa Bpaxye Lie nig Yac BU3HAYEHHs KOHLEHTpaLii 3pa3ka.

l NPOLIEAYPA

HapaHi maTtepianu

AHanis Ha CA 15-3 (IXJTA), eTvkeTKku 3i LUTPMUX-KOAAMU KOHTPOMNbHUX 3pas3kiB.

HeoGxigHi MaTepianu, AKi He BXOAATb A0 KOMMIIEKTY NOCTa4aHHA

e 3aranbHe nabopaTopHe obnagHaHHs.

® [JOBHICTIO @aBTOMAaTU4YHUI XEMiMOMIHECLIEHTHUIA iMyHOaHanisatop 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 3a3HavYeHnX BULLE aHani3aTopiB, BKMOYaoTb peakuiiHniA Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITNOBY
npoby, HaKOHEYHWK i peakLiiHy BCTaBKy. [Mepenik KOHKPETHMX akcecyapiB i XapakTepUCTUKM akcecyapiB ONsl KOXHOI MOAENi MOXHa 3HaWTu B iHCTPYKLUIi 3
BMKOPUCTaHHSA BiAMNOBIAHOrO aHanisaTopa.

e [Ina oTpyMaHHsA AOCTOBIPHUX pe3yrbTaTiB TECTY BUKOPUCTOBYINTE akcecyapu, pekoMeHO0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigrotoBka peareHTiB

e BuTArHite Habip peareHTiB i3 ynakoBKku 1 OrnsiHbTe BiACikM O6rnoka peareHTiB i 3oKkpema yLinbHIoBanbHy niiBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUSAIBIIEHO, 06EPEXHO 3HIMITb YLLiNbHIOBANbHY MiBKY.

e BigkpuiiTe ABepusiTa 30HW peareHTiB; TpUManTe pydky Habopy Takum uymHoMm, wWob RFID-miTka Oyna nopydy i3 4yyTnvBoto 30HOW ckaHepa RFID-miTok
(npubnusHo 2 c); cuctema nogacTb 3BYKOBUI CUrHanM; OAWH 3BYKOBUIA CUrHam 03Havae, Lo peareHT yCrilHO po3ni3HaHo.

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

® [lepeBipTe, 4 NpaBuUNbHO BifobpaxaeTbcs iHpopMaLlis NPo peareHT y NporpaMHOMy iHTepdeNcCi; SKLLO Lie He Tak, MOBTOPIThb ABa 3a3HaYeHi BULLE KPOKM.
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e PecycneH3yBaHHSA MarHiTHUX Mikpocdpep BigbyBaeTbCsl aBTOMATUYHO MICNS 3aBaHTaXeHHst Habopy, Ynum 3abe3nevyeTbCst NOBHE PiIBHOMIPHE BiAHOBMEHHS
cycneHsii nepes BUKOPUCTAHHSM.

KanibpyBaHHs aHanisy

e BubepiTb TecT ans kanibpyBaHHsA Ta BMKOHaNTe onepauito kanibpyBaHHs Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsiAKYBaHHS AaHMX
KanibpyBaHHS OMB. Y MPUCBSYEHOMY KanibpyBaHHIO po3aini iHCTPYKLii 3 BUKOPUCTaHHSA aHanisaTopa.

e BukoHaliTe NOBTOpHE KanibpyBaHHs 3 AOTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LibOMy BKNaAuLUi.

KoHTpornb sKkocCTi

e VY pasi BUKOpUCTaHHs HOBOI NapTii NnepeBipTe abo 3MiHiTb AaHi KOHTPOSO SKOCTI.

® BuKoHaNTe 34MTYBaHHS LUTPUX-KOZY KOHTPOMIO SKOCTI, BUBEpiTh BiAMOBIAHI AaHi KOHTPOMIO SIKOCTi Ta BUKOHANTE TecTyBaHHS. [loknagHilly iHdopmaLiio npo
BMOpAAKYBaHHSA 3pa3kiB A KOHTPOSO SAKOCTi AMB. Y MPUCBAYEHOMY KOHTPOMIO SIKOCTi PO34ini iHCTPYKLIT 3 BUKOPUCTaHHSA aHanisaTopa.

TecTyBaHHSA 3paskiB

e [licns ycnilwHOro 3aBaHTaXKeHHs1 3pa3ka BMOEepiTb Lie 3pasok Ha ekpaHi, 3MiHiTb mapameTpu aHanidy Ans 3paska, sikui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHs. [loknagHily iHdopmaLiio Npo BNOpaaKyBaHHA B3ATUX Y NaLieHTa 3paskiB AMB. y NPUCBAYEHOMY BMOPSAAKYBaHHIO Npenaparis po3aini iHCTpyKLii 3
BMKOPWUCTaHHS aHarnisaTopa.

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

Kani6pyBaHHs

BiocTexeHHs: uen meTtoa 6yno cTaHAapTU30BaHO LUSISIXOM MOPIBHSIHHA 3 PEYOBMHOM, LLO BUKOPUCTOBYETbCS koMnaHieto SNIBE ansi BHYTPiLUHBOrO KOHTPOIHO

AKOCTI.

3acTtocyBaHHS cneujianbHO NpU3HaYeHnx kanibpaTopie Aae 3mMory ckopuryBatu pedepeHCcHy KpUBY 3a AOMOMOroo 3adhikcoBaHUX 3Ha4YeHb BiGHOCHWUX CBITIOBUX

oauHuupe (BCO).

[MNoBTOpHe kanibpyBaHHA pekoMeHOoBaHe:!

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

® KOXHi 28 OHiB;

® nicns cepBicHOro obcnyroByBaHHsi aHanisaTopa;

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

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOIO AKOCTI A4S LbOro TECTY PeKOMEHA0BAaHO BUKOPUCTOBYBATU KOHTPONbHI 3pa3ku; Ans nepesipku eeKTUBHOCTI TECTIB KOHTPOMb

cnig NpoBOAWMTWM 3 OAHWUM MOBTOPEHHAM. 3aranbHi pekomeHAauii LWOoAO0 KOHTPOMK SKOCTi MOXHa 3HanWTM B OMyOnikoBaHWMX IHCTPYKUiSX, Hanpuknag y

pekoMeHgauisax C24 IHCTUTYTY KniHiYHKX | nabopaTopHux ctaHgapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHLmx8.

KoHTponb SKOCTi pekoMeHA0BaHO 34iiCHIOBaTK pa3 Ha [eHb BUKOPUCTaHHsi abo 3rigHO 3 BUMOramu MiCLEBUX HOPM, BUMOramu cepTudikauii Ta npouenypamu

KOHTPOIto SIKOCTi Bawoi nabopaTopii. KoHTponb sKocTi MoXHa 3A4ilicHioBaTH 3a gonomMoroto tTecty Ha CA 15-3:

® nicns KOXHOro kaniépysaHHs Habopy;

e y pasi nepexoay Ha HOBY napTito ctapTepiB 1+2 abo KOHUEHTPaTy Ansi NPOMUBAHHS.

KoHTponbHi 3pa3kn npusHayeHi nuwe ana cuctem MAGLUMI Ta Biolumi i BUKOpMCTOBYOTLCA NWLLE 3 BiANOBIAHMMUN peareHTamu, Lo MatloTb Taki cami NoYaTKoBI

cim umndpp Homepa MAPTII. KoxeH LinboBuWit NOKasHWK | AianasoH HaBeAeHo Ha eTUKeTL.

lNepea BUKOPUCTAHHSIM iHLUMX KOHTPOMbHWX 3paskiB Crig OUHWTK iXHIO CYMICHICTb i3 UMM TecTom. Cnig ycTaHOBWUTU BiAMOBIAHI AianasoHn 3HaveHb ANs BCiX

BMKOPUCTOBYBAHUX MaTepiarniB KOHTPOIO AKOCTi.

KOHTpOnbHi Noka3Huku matoTb ByTy B MeXax BCTAHOBMEHOrO AianasoHy; SKLO OAUH i3 KOHTPOMbHUX MOKa3HWKIB BUXOAUTL 3a MeXi BCTAHOBMEHOrO Aiana3oHy,

Cnif, BUKOHaTW MOBTOPHE KanibpyBaHHS Ta NMOBTOPHE TECTYBaHHS KOHTPOMbHUX 3pa3kiB. FAKLWO KOHTPOMbHI MOKa3HMKKX, OTPUMAaHI NicNs yCnilHOro KaniopyBaHHs,

cTabinbHO BUXOASATb 3@ MeXi BU3HaAYeHUX dianasoHiB, pe3ynbTaT TECTYBaHHS NaUieHTIB He Cnif AOKyMEHTYBaTK; KpiM TOro, Crig;:

® MepeBipUTH, YN HE CNNNB TEPMIH NPUOATHOCTI MaTepianis;

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

® yMNeBHUTUCS, LLO TECT 3AiNCHIOBABCSA i3 AOTPUMAHHSAM IHCTPYKUIW, HaBeAEHNX Ha BKNaAuLLi yNakoBKu;

® 3a notpebu 3BepHYTUCH NO Aonomory Ao komnaHii Snibe abo ii odiviiHnx gucTpub’ioTopis.

SAKLO KOHTPONBbHKX 3paskiB y Habopi HeJOCTaTHBO ANS BUKOPUCTaHHS, 3amoBnsanTe goaatkosi koHTponi CA 15-3 (IXNA) (REF: 160201225MT) y komnaHii Snibe

abo i odiLinHMX gnucTpunb’oTopis.

0 PE3YNbTATH

Po3paxyHok

AHanizaTop aBTOMaTU4YHO po3paxoBye KoHLUeHTpauito CA 15-3 B KOXXHOMY 3pa3ky Ha MigcTasi kanibpyBanbHoi kpuBOI, sika ByayeTbCst 33 METOAO0M [BOTOYKOBOIO

kanibpyBaHHsa i pedepeHcHol kpuBow. OavHuueto BuMiptoBaHHs € oa/mn (U/mL). OoknagHiwy iHopmaulito MOXHa 3HaWTW B iHCTPYKUii 3 BMKOPWUCTaHHS

aHanizaTopa.

IHTepnpeTauis pesynbTaTiB

Micnsa obcTexeHHn 824 kniHiYHO 300poBuMX OCi6 y Kutai 6yno B1sHaveHo gonyctumi Hopmu Ans TecTiB Ha CA 15-3, 3HaUYEHHS SIKUX HABEOEHO HUKYE!

<28 op/mn (U/mL) (95-11 nepueHTUnb).

<35 og/mn (U/mL) (99-1n nepueHTUnb).

MoxnuBi po36ixHOCTi B pe3ynbTaTtax pisHux nabopaTopii, Lo NOSICHIETLCSA BiAMIHHOCTAMW B Cknagi nonynsuii Ta MeToamkax gocniaxeHHs. PekomeHaoBaHo B

KOXHiln nabopaTtopii BU3Ha4MT1 BNacHuii pedepeHTHUIN iHTepBan.

ll OBMEXEHHA

e PesynbTaTu TECTy cnig po3rnagaTt B KOHTEKCTI icTopii XBOPOOU, AaHMX KNiHIYHOrO 06CTEeXEHHSs naujieHTa i iHWWX AaHuX.

e Akwo pesynbTatn TecTiB Ha CA 15-3 He BigNoBiAaTb KMiHIYHMM JaHuM, ANs iX NiaTBEpaAXXEeHHS HeobXiaHO BUKOHATW 404ATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Big NauieHTiB, siki npuiMany npenapatn MyuwaYmx MOHOKIMOHaNbHUX aHTUTIN i3 METOI0 AiarHOCTUKM YK fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTMMmwadi antutina (HAMA). Y pasi TecTyBaHHS Takux 3paskiB i3 BUKOPUCTaHHSIM HabopiB AN aHaniay, LWo MICTATb MULIAaYi MOHOKIIOHamMbHI aHTWTINa,
MOXHa OTpUMaTK XMBHO NiaBULLEHI a60 3HWKEHI pedynbTaTtn® 10, [1na BU3HaYeHHs diarHo3y Moxe 3HagobuTMcs fgofaTtkosa iHpopmMaLis.

e [eTepodinbHi aHTUTINa B CMpOBATLI KPOBi MIOAVHM MOXYTb BCTynaTu B peakLilo 3 iMyHornobyniHamu peareHTiB, BNAMBaOYM Ha pesynbTaT iMyHoaHanisis
in vitro. Y nauieHTiB, SiKi perynspHo KOHTaKTyloTb i3 TBapMHaMu abo npodykTaMu CUpOBAaTKM KPOBi TBAPWH, iCHYE pU3MK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CriocTepiraTucs aHomarbHi nokaHukm'!.

e BakTepianbHe 3apaxeHHs1 abo TennoBa iHaKTUBaLlisi 3pa3kiB MOXe CNOTBOPUTU pe3yrbTaTu OCNIOKEHHS.

H CNELUM®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y ubOoMy po3gini HaBeAeHi penpe3eHTaTUBHI XapakTepuUCTUKL. PedynbTati, oTpyMaHi pisHMMu nabopaTtopisMu, MOXyTb Bifpi3HATUCS.

TouHicTb

TouHicTb BM3HaYanacs 3a JONOMOrow TecTy, npenapariB i KOHTPONbHUX 3paskiB 3a npoTokonoM (EP05-A3) IHCTUTYTY KniHiYHUX i naGopaTopHux cTaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y ABOX okpemux napanenbHux BUNPOOYBaHHAX LIOAHS NPOTAroM 5 OHIB y TPbOX Pi3HUX LeHTpax 3

BMKOPUCTaHHAM TPbOX NapTi Habopie peareHTiB (N = 180). Byno oTprMaHo 3a3HayeHi Hk4e pesynbTaTu.

CepenHe, Y mexax BUNpobyBaHHs Mix BUnpo6yBaHHsiMU BiaTBOptoBaHicTb
3pasok oa/mn (U/mL CtaHg. Bigx., CraHna. Bigx., CrtaHg. Bigx.,
(n= (180) ) on/mn (UimL) | oXOe®-BaP. | in(UmL) | 7 KOeP-BaP- | an (UimL) % Koedp. Bap.
IMyn i3 cuposartkoto 1 29,783 1,159 3,89 0,503 1,69 1,604 5,39
Myn i3 cupoBaTkoto 2 149,399 5,296 3,54 2,337 1,56 7,793 5,22
Myn i3 cuposaTkoto 3 597,571 17,831 2,98 13,796 2,31 30,736 5,14
Myn i3 nnasmoto 1 30,241 1,115 3,69 0,705 2,33 1,490 4,93
Myn i3 nnasmoto 2 150,557 5,168 3,43 3,704 2,46 7,080 5,40
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CepepHe, Y mMexax BUNpobyBaHHSA Mixx BUnpo6yBaHHAMMN BiaTBoptoBaHicTb
3pasok oa/mn (U/mL) CTtaHg. Bigx., o CraHa. Bigx., o CrtaHg. Bigx., o
(n = 180) on/mn (UimL) | XOe®-BaP- | in(UimL) | P KOSP-BAP- | un(UimL) | °Xoed-Bap.
Myn i3 nnasmoto 3 604,464 17,333 2,87 8,106 1,34 31,997 5,29
KoHTtponsb 1 24,463 0,966 3,95 0,430 1,76 1,259 5,15
KoHTtponb 2 68,334 2,587 3,79 1,308 1,91 3,571 5,23

Liana3oH niHinHocTi

1,50—-1000 oa/mn (U/mL) (BU3Ha4aeTbCsa 3a MEXEHD KiNbKICHOI OLIHKU Ta MakCcMMyMoM pedepeHCHOI KpUBOT).

IHTepBan peecTtpauii

1,30-10000 og/mn (U/mL) (BM3Ha4aeTbCsi 3a MeXel BUSIBIIEHHS Ta MakCMMyMOM pedepeHCHOi KpWBOi, MOMHOXEHUM Ha peKoMeHAOoBaHy npomnopLiio
po3BeAEeHHS).

AxaniTnyHa vyTnMBICTL

Mexa xonoctoi npobu = 1,00 oa/mn (U/mL).

Mexa BussnenHs = 1,30 og/mn (U/mL).

Mexa kinbkicHoi ouiHkn = 1,50 og/mn (U/mL).

AnaniTnyHa cneundivHicTb

InTepdepeHuin

IHTepdepeHLia Bu3Havanacs 3a 4ONOMOro TeCTy; A0 TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLieto aHanisoBaHOro KOMNOHEHTa A0AaBanvcs pe4YoBMHN, NOTEHLINHO
30aTHi CMPUYMHWUTM eHporeHHy abo ek3oreHHy iHTepdpepeHuio, 3a npotokonom (EP7-A2) IHCTMTYTY kniHiyHMX i nabopatopHux ctaHpaptie (Clinical and
Laboratory Standards Institute, CLSI). Moxnbka BUMipiB Ans pe4yoBWH, 34aTHUX CNPUYMHUTK iHTepdepeHLito, He nepesullye +10 %. Byno oTpumaHo 3a3HayeHi
HMKYe pesynbTaTu.

IHTepdepeHLin Makc. piBeHb BiACYTHOCTi BNNnBy IHTepdepeHuin Makc. piBeHb BiACyTHOCTI BNNuBY
Binipy6iH 66 mr/gn (mg/dL) LincnnatuH 165 mkr/mn (ug/mL)
emorno6iH 3000 mr/gn (mg/dL) MeToTpekcat 450 mkr/mn (ug/mL)
IHTpaninig 1500 mr/an (mg/dL) 5-®dTopypauun 360 mkr/mn (ug/mL)

MakniTakcen
BiHbnacTtunHy cynbdat

3,5 Hr/mn (ng/mL)
1,5 mkr/mn (ug/mL)

JToaceki aHTuMuwavdi aHtutina (HAMA)
PeBmartoigHuii daktop

AAA

40 Hr/mn (ng/mL)

1500 MO/mn (IU/mL)

6 (curHan / KpUTUYHE 3HaYeHHS),
BMCOKOMO3NTUBHUI

[okcopybiuuH rigpoxnopua 50 mkr/mn (ug/mL)

Linknodocdamigy moHorigpat 500 mkr/mn (ug/mL) Merectpon 10 mkr/mn (ug/mL)
TamokcudeH 60 mkr/mn (ug/mL) o
Kap6onnatuH 175 mkr/mn (ug/mL) Mirowmiumr C 60 mikr/mn (ug/mL)

MepexpecHa peakTUBHICTb

MepexpecHa peakTUBHICTb BU3HAYanacsa 3a AONOMOrOK TECTY; A0 TPbOX 3paskiB i3 Pi3HOI KOHLIEHTpaLielo aHanisoBaHOro KOMNOHEHTa AoAaBanncs NOTEHLiNHI

nepexpecHi peareHTn 3a npotokonomM (EP7-A2) IHcTuTyTy KkniHiyHMX i nabopatopHux ctaHgaptiB (Clinical and Laboratory Standards Institute, CLSI). Moxunbka

BUMIPIB ANSA PEYOBUH, 3AAaTHUX CNPUYUHUTK iHTepdepeHLito, He nepesuLlye 10 %. Byno oTpumaHo 3a3HayeHi Hk4e pesynbTaTu.

MepexpecHuit peareHT Makc. piBeHb BifACYTHOCTi BNNUBY MepexpecHuin peareHT Makc. piBeHb BiACYTHOCTi BNNUBY

CA 125 2500 oa/mn (U/mL)

CA 199 5000 og/mn (U/mL) CA 50 500 oa/mn (U/mL)

NMoHapno30BuM «Xyk»-eheKT y BUNaaKy BUCOKUX KOHLIEHTpauin

B aHanizax Ha CA 15-3 He crnocTepiraBcs NOHaAA030BUIN «XyK»-€DEKT y BUNAAKY BUCOKUX KOHLEeHTpauin Ao 20000 oa/mn (U/mL).

MopiBHAHHA MeTOAMK

MopiBHAHHSA aHanidy Ha CA 15-3 3 iHLIMM iMyHOMNOriYHUM aHani3oM cepiliHoro BUpPOBHMLITBa NPOAEMOHCTPYBarno Taky kopensuito (B og/mn (U/mL)):

KinbkicTb NnpoTectoBaHux 3paskis: 307.

MopiBHsIHHA MeTogoMm MaciHra — Babnoka: y = 1,0055x-0,5978, 1 = 0,934.

KoHueHTpauis B KniHiYHMX 3pa3kax cTaHosuna Big 1,398 no 988,4 og/mn (U/mL).
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l 3HAYEHHA cCMMBONIB

[vB. IHCTPYKLiO 3 BUKOPUCTaHHS Brpo6Huk

TemnepaTypHui AianasoH

(s6epiraTit npy TemnepaTypi 2-8 °C) KiHueBa nata TepMiHy npuaaTHOCTI

el
~

_mz

BmicTy gocTaTHbO Anst <n> TecTiB BepexiTb Big NpsMUX COHSAYHMX NPOMEHIB

BE YnoBHOBaXeHWiA NpeAcTaBHUK B EBPONENCHKOMY

1M 6okoMm goropu .
H Aorop Coto3i

=<
NV
Zi

IVvVD Meauynuit npunag aAnsa giarHocTuku in vitro Cknag Habopy
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LLeHbYwxeHb Hblo IHAacTpic Biomeaikan IHxuHipudr Ko., Ita,.,
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YnoBHOBaXeHU NnpeAacTaBHUK B YKpaiHi:
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