IHCTPYKLiA i3 3acTOCyBaHHA

130266002M:100 TecTiB y Habopi
130666002M: 50 TecTiB y Habopi
130766002M: 30 TecTiB Yy Habopi

REF

C€

MAGLUMI® CPB (IXJ1A)

H NPU3HAYEHHA

Habip nae amory BMKOHYBaTW iMyHOXEMINMIOMIHECLLEHTHUIA aHani3 in vitro Ansi BU3Ha4YeHHs KinbkicHoro BMicty C-peaktusHoro 6inka (CPB) y cupoBaTtui Ta nnasmi
KpOBi NIOAWHM 3@ AOMOMOrOK MOBHICTIO @aBTOMATUYHOro XeMintoMiHecLeHTHOro imyHoaHanizaTopa cepii MAGLUMI # iHTerpoBaHoi cuctemu cepii Biolumi; Takox
Lien aHani3 BUKOPUCTOBYETLCA 51K HECMeLMMIYHNI MapKep 3ananeHHs.

l cTMCcnui onuc

CPBb € 6inkom rocTtpoi asu 3ananeHHs. BiH Mmae anckoigHy dopmy 11 cknagaeTbest 3 MATU iAEHTUYHUX HEKOBANEHTHO 3B’A3aHMX Cy60aMHULb, KOXHA SOBXUHOK
206 aMiHOKMCINOT Ta MONEKynspHO Macor npubnusHo 23 kfa. CPB 3a3Buyaii CMHTE3YETLCSI NEPEBAXHO B renatoumTax nedviHki, ane Takox nosigoMnanocs,
LLIO BiH CUHTE3YETbCS B KINITUHAX iHLIMX TUNIB, TakUX K KNITUHU rMafeHbKUX M's13iB, Makpodaru, eHaoTenianbHi KniTuHu, nimcounty i agunoumtu’.

Y kniHi4HO 3g0poBux nogen piseHb CPB y kpoBi Hx4e 5 mr/n (mg/L), Toai sik npu pisHNX CTaHax LeW NOKa3HUK YacTo MiABULLEHWUIA NPOTSArOM YOTUPLOX-BOCbMU
rogvH nicnsi rocTporo 3ananbHoro mnpouecy, npy UboMy 3HaueHHs CPB pocsratoTb npu6nuaHo 20-500 mr/n (mg/L)8. Piei CPB y nnasmi Takox LUBUAKO
NiABULLYIOTECS NMPOTAroM 24—72 roAvH MiCnsi roCTpMX 3anarnbHUX NpoLeciB, Takux sik GakTepianbHa iHgekuis, onik i TpaBma23. MpoTe NMpy rocTpux BiPYCHUX
iHekuisix piBeHb CPB 3MiHIOETbCS B Oinblu By3bkMx Mexax, Hibk mpu OakTepianbHux iHdekuisx*. PiBeHb CPB y cupoBaTui KpoBi MigBULLYETLCA NpU
6akTepianbHOMY MEHIHTiTI, 8 3HUKHEHHSI CUMNTOMIB MiCns NiKyBaHHA aHTMBIOTMKamMu BigOyBaeTbCs MOBINbHO B NauieHTiB i3 HavBuwmM piBHem CPB'. Moctpa
iH(DeKLisi CeYOBMBIOHUX LUNAXIB € HaMNOLWMPEHiLLO BakTepianbHOI iH(eKLUiE B NauieHTiB AUTAYOro BikyS. PiBEHb CUCTEMHOIO 3anmaneHHs, Wo BUMIPIOETLCS 3a
piBHem uwmpkyniotodoro CPB, noB’si3yloTb i3 MPOrHO3yBaHHSAM y MaUi€HTIB aTepocKepoTUYHOro 3axsoptoBaHHs®. TectyBaHHA Ha CPB y noepHaHHi 3i
CTaHAapTHUM CKpWHIHTOM ninigHoOi naHeni, BiporigHo, 3abe3nevye BOOCKOHaNeHe BUSIBMEHHsI CYOKMiHIYHOrO atepockrneposdy, a TakoX NiaTBEepIKye AaHi
nonepeaHbOro AOCHiAKEHHS iHPapPKTy MiokapAa B YOMOBIKIB Ta iLueMiYHOi XBOpo6M cepus Ta iHCYNbTy B XKIHOK.

H NPUHUMN Al TECTY

IMyHOXeMinoMiHeCLIeHTHWIA aHani3 3a TMNOM ceHABiYa.

MonepenHbo po3BedeHuit 3pasok, OydepHUin posdnH, MarHiTHi Mikpocdepmn, BKpUTI MOHOKMOHanbHUMK aHTuTinamu go CPB, peTenbHO nepemiwyloTbes,
iHKYOYOTbCSt Ta NPOXOAATb LMK BiAMUBAHHS MIiCNs OCa[XXEHHA B MarHiTHomy noni. Micnsa uboro goaatoTbes MiTku ABEI 3 iHLUMMY MOHOKNOHAMNBbHUMM @aHTUTINaMM
no CPb, BinbyBaeTbcsa peakuis 3 yTBOPEHHSM KOMMMEKCIB 3a TUNOM ceHABiva. [licnst ocamKeHHs B MarHiTHOMY Noni 3MBaETbCA CyNepHAaTaHT i BUKOHYETbCS
uukn BigmmBaHHsa. lMicns uboro gopatTbes crtaptepu 1 i 2 Ans 3anycky XemintoMiHEeCLEHTHOT peakLii. |[HTEHCMBHICTb CBITNOBOro curHanmy BUMIPIOETLCS
$OTOENEKTPOHHMM NMOMHOXYBa4eM y BiAHOCHMX cBiTnoBux oanHuusax (BCO) i € nponopuiriHoto Ao KoHueHTpauii CPB, HasiBHOT B 3pasky.

H PEATEHTU

Cknapg Ha6opy

KOMMOHeHTH Onuc 100 'rech.B y 50 Tecm? y 30 Tecm? y
Habopi Habopi Habopi

MarHiTHi MarHiTHi mikpocdepw, BKpUTI MOHOKNOHanbH1MmK aututinamm go CPB (npubnusHo 2,5 wn (mL) 1,5 mn (mL) 1,0 mn (mL)

mikpoccepu 2,00 mkr/mn (ug/mL)), y HaTpin-cdocdaTHoMy BychepHomy posumHi, NaN; (<0,1 %). ’ ' ’

Kanlﬁpa'rop. AHTUreH CPB y HU3bkKili KOHLEeHTpaUil B HaTpin-chocchaTtHoOMy BydhepHOMY po3yuHi, 1,0 mn (mL) 1,0 n (mL) 1,0 mn (mL)

HU3bKOro PiBHA NaN3 (<0,1 %).

Kan|6paTop. AHTureH CPB y BUCOKi kKOHLeHTpaLii B HaTpilt-dhocdaTHOMY BychepHOMY po3uymHi, 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

BUCOKOrO PiBHSA NaN; (<0,1 %).

Bydep BydepHuin posunn Tpic-HCI, NaN3 (<0,1 %). 12,5 mn (mL) 7,0mn (mL) | 4,8 mn(mL)

. Mitka ABEI 3 MOHOKnoHanbHuM aHTuTinom go CPB (npubnuano 41,7 Hr/mn (ng/mL)) y

Mitka ABEI BychepHoMy posuuri Tpic-HCI, NaNs (<0.1 %). 22,5 mn (mL) 12,0 mn (mL) | 7,8 mn (mL)

Po3pigxysau Hatpin-cocdaThnin 6ydepHuin posuunH, NaN;z (<0,1 %). 21,5 mn (mL) 11,5mn (mL) | 7,5 mn (mL)
AHTUreH CPB y HU3bkiln kKoHUeHTpauii (1,00 mr/n (mg/L)) y HaTpiii-choccaTHOMY

KoHTponb 1 6ychepHomy poauuri, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
AHTUreH CPB y cepegHin koHueHTpadii (3,00 mr/n (mg/L)) y HaTpii-dboccaTHOMY

KoHTponb 2 6ychepHomy poairi, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
AHTUreH CPB y Bucokin koHueHTpauii (20,0 mr/n (mg/L)) y HaTpii-dooccaTHOMy

KoHTponb 3 6ychepHomy posuuri, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Yci peareHTn HagalTbCst B FOTOBOMY 40 BUKOPUCTAHHS CTaHi.

MonepeaxeHHs i 3acTepexeHHsA

e [IpusHayeHo Ans AiarHoCTUKK in vitro.

® Jlywe ons npodpecinHOro BUKOPUCTaHHS.

® BxwuBaliTe 3BMYalHNX 3aCTEPEXHUX 3axopaiB, 060B’sI3KOBUX Mif Yac poboTu 3 ycima nabopaTopHUMK peareHTamm.

e Cnig yxuBaTu BiANOBIAHWX 0COBUCTUX 3aCTEPEXHUX 3ax0miB ANS YHUKHEHHSI KOHTaKTy Oyab-sKMX YacTuH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3paskamu i JOTpUMyBaTUCS MiCLIeBMX BUMOT LLoA0 poboTw nig vyac TecTyBaHHS.

3anopykoto OTpMMaHHA OOCTOBIpHMX pe3ynbTaTiB € AOCKOHane BONOAIHHSA TeXHiKol aHamnisy W 4iTke AOTPUMaHHS iHCTPYKLUN, HaBeO4eHUX Ha BKnaauLli

YMaKoBKW.

He BukopucToByiTe Habip nicnst 3akiHYeHHs CTPOKY NPUAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL|.

He BMKOPUCTOBYINTE KOMNOHEHTM 3 Pi3HMX NapTii abo Big pPi3HWX peareHTiB 04HOYaCHO.

YHuKaiiTe YTBOPEHHS NiHM B YCiX peareHTax i npenapartax (3paskax, kanioparopax i KOHTPOSIbHMX 3pa3kax).

Yci Bigxoau GionoriyHnx 3paskis, 6ionoriyHMx peareHTiB i BUTPATHUX MaTepianis, WO BUKOPUCTOBYIOTLCSA AJ1st NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHUIAHO

iHbikoBaHUMM 1 yTUNi3yBaTK iX BiANOBIAHO 4O BUMOT MiCLEEBUX HOPM.

e |lei BUpiG mMicTUTb a3ug HaTpito. A3na HaTpilo MOXe BCTYNaTu B peakLito 3i CBMHLEM Y MiGHUMU enlemeHTaMu TpybonpoBogie, yTBoptoloun BUGyxoHebe3neyHi
asuam meTanis. Micna ytunisauii cnig npomuTy TpyBW BENUKOHO KinbKicTio Boaw, abu 3anobirti yTBOpeHHto BiaknazaeHb asuais. JoaaTkoy iHchopmaLiio MoxHa
3HaNTV B NnacnopTax 6e3neku NpoayKTy, siki HaA4aKTLCA HAa BUMOTY NPOdECINHUX KOPUCTYBaYiB.

MpuwmiTka. MNpo Byab-aki cepiosHi iHUMAEHTW, NOB’A3aHi 3 NpUCTpoem, cnig nosigomutn komnaxito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo i BNOBHOBaXXEHUX NPEACTABHUKIB, @ TAKOXK KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

NMoBoaXeHHA 3 peareHTaMu

e |llo6 He gonycTuTK 3abpyaHEHHS, NOTPIOHO BASraTh YMCTi pykaBMYKKM Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. ig yac poboTn 3 HABOPOM peareHTiB

cnif 3aMiHUTY PYKaBUYKK, SIKi KOHTaKTYBanw 3i 3pa3kamu, Ha YUCTI, OCKINbKM NOTPaNNSHHA MaTepiany 3paska MOXe NpusBecTn A0 OTPUMAHHA HeAOCTOBIPHUX

pesynbTaris.

He BukopucToByinTe fedekTHi Habopu, 3okpema Habopu 3 NOPYLLEHOK rePMETUYHICTIO YLLINBbHIOBANbHOT MNIBKW, KanamyTHUMK peareHTamu, HasiBHICTIO ocagdy

B peareHTax (3a BUHATKOM MarHiTHUX mikpocdep) abo Habopu, KOHTPOSbHI MOKA3HUKM SIKUX HEOAHOPa30BO BUXOAUM 3a MEXi A0MYCTMMOro Aiana3oHy. AKWwo

Habip € agedeKkTHUM, 3BEpHITLCSA A0 komnaHii Snibe abo i odiuiiHoro anctpub’toTopa.

ABU YHUKHYTU BMNApOBYBaHHS PiAvHWU 3 BiAKPUTMX HabopiB peareHTiB Yy XOMOAWMbHWKY, PEKOMEHOOBaHO 3anevartatu BigKpuTi Habopu repmeTusyoyoro

NNiBKO, O MOCTAYaeTbCs Pa3oM 3 YNakoBKOW. YLinbHIOBanbHa nriBka € 04HOPa3oBOK; [03aMOBUTU il MOXHA B koMmnaHii Snibe abo ii odiliiHnx

anctpub’ioTopis.

13 Yacom Ha NpokraaLi MoXyTb HAKONUYYBaTUCA BUCOXITi 3arMLLKV PiavH. 3a3Bnyai BOHW SBNsIHOTL COBOI0 CONMbOBUIA OCaf, i He BNIMBAIOTL Ha pesyrbTaT aHanisy.

BuikopurcToBYITE BigKpUTWIA GNOK peareHTiB B OAHOMY aHanisaTopi.
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IHCTPYKLiA i3 3acTOCyBaHHA

® [HCTPYKLiT LLOA0 NepemilllyBaHHA MarHiTHUX MiKpocdep HaBeAeHo B PO3Aini LbOro BKNaguLia, NpUcBAYEHOMY MiAroToBLI peareHTiB.

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

e He 3amopoxyiTe 610K peareHTiB.

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

® BepexiTb Big NPSMUX COHAYHMX NPOMEHIB.

CTtabinbHicTb peareHTiB

Y HenopyLueHii ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asiBNEHOro TEPMiHY NpUAATHOCTI
Y BigKkpuUTOMY CTaHi npu Temnepatypi 2-8 °C 6 TXHIB
YcepeguHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbLHUX 3pa3kKiB

Y HenopyLUeHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asBNeHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOoMy cTaHi npu Temnepatypi 10-30 °C 6 roguH

Y BigkpuTOMYy cTaHi npu Temnepatypi 2-8 °C 6 TWXHIB

Y 3amopoxeHoMmy cTaHi npu Temnepatypi —20 °C 3 micaui

KinbKicTb UMKNiB 3aMOPOXYBaHHS 1 PO3MOPOXKYBaHHS He Ginbwe 3 pasiB

il 36IP | NIAFOTOBKA 3PA3KIB

Tunu 3pa3skis

JInwe 3a3HayeHi Hx4Ye 3pasku NpoMLLM BUNPOBYBaHHSA Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3paskiB MpoGipku Ansa 36upaHHsA 3pa3kis

MpoGipku 6e3 goaaTkoBMX / ONOMKHUX Pe4oBUH abo NpoGipku 3 akTUBATOPOM 3ropTaHHs abo

renemM Ta akTBaToOpOM 3ropTaHHs

Mna3ma EOTA-K2, renapuH HaTpito abo renapuvH niTito

e 3asHauyeHi TMNK 3paskiB TecTyBanucs 3 npobipkamu Ans 36upaHHs 3paskis, siki 6ynu AOCTYMNHI HA PUHKY HA MOMEHT TECTyBaHHS!, TO6TO Byno NpoTecToBaHoO He
BCi AOCTYMHI NpoBipku Bif ycix BUPOGHMKIB. CucTemn 36MpaHHs 3paskiB Pi3HUX BUPOOHWKIB MOXYTb MICTUTU Pi3Hi MaTepianu, siki B AesKMX BUNagkax MOXyTb
BMAMBaTK Ha pe3ynbTaTtu TecTiB. Mg Yac BUKOpUCTaHHS Npobipok Ans 36upaHHsa 3paskiB crif HEYXMINbHO 4OTPUMYBATUCS BKa3iBOK BUPOOHWMKIB NPoBipok.

CraH 3pa3kiB

® He BMKOPUCTOBYWTE NpenapaTtu 3 TennoBOK iHaKTMBALiE, HAAMIPHO remMoni3oBaHi 3pasku, 3pasku 3 HagMipHOK rinepninigemieto Ta 3pasku, siki MaloTb ABHI
03HaKku MiKpoBGHOro 3abpyaHeHHS.

e [NepLU HiXX MOYMHATK LEHTPUAYryBaHHS, NEpEKOHaNTeCs, Lo NpoLec koarynsuii B cMpoBaTLi NOBHICTIO 3aBepLlumBCs. eski 3pasku cupoBaTku, 0cobnmBo B3ATI
B NaLieHTIB, L0 MPUAMAalOTb aHTUKOArynsHT1 abo TpomboniTuku, MoxyTb noTpebysatn Ginbliue Yacy AnsA koarynsuii. AKwo novaty LeHTpudyryBaHHs 40
NOBHOT Koarynsiuii, NpMCyTHICTb (hiGpMHY B 3pa3Kky cMpoBaTKu MOXe NPU3BECTU A0 OTPUMAHHSA XMBHUX pe3ynbTaTiB.

e 3pasku He MatoTb MiCTUTK PiGpuH abo iHWI TBEPAI AOMILLKM.

® BrKOpPUCTOBYITE OAHOPA30BI MiNeTkn abo KiHYMKM NINeTOoK, Wob YHUKHYTW NepexpecHoro 3abpyaHeHHs.

MiarotroBka Ao aHanisy

® Yci 3pa3kn NoTpibHO NepeBipATM Ha HasBHICTb NiHW. MNeped NovaTkom aHanidy niHy cnig BMAanuTh 3a Aonomoroto nabopaTopHoi nanuykn. Bukopuctosyinte
NS KOXHOrO 3pasky HOBY Nanuyky, abv yHUKHYTU NepexpecHoro 3abpyaHeHHs.

e [lepen nepemillyBaHHAM 3aMOPOXEHI 3pasku Crif NOBHICTIO pO3MOPO3UTU. PeTenbHO nepemillante po3mMopoXeHi 3paskn y BUXPOBOMY 3MilllyBadi Ha HU3bKil
LWBMAKOCTI abo Wwnsaxom o6epexHOro nepeBepTaHHs. BukoHanTe BidyanbHWIA KOHTPOSb 3paskiB. Y pasi BUSBNEHHS cTpaTudikauii Yv posliapyBaHHs
nepemillanTe 3pasku, 4OKN BOHW He CTaHyTb BidyarnbHO OAHOPIAHUMU. AKLIO 3pa3ku He Byno nepemiliaHo HaneXHWM YMHOM, OTPUMaHI pe3ynbTaTi MOXYTb
6yTV HEOCTOBIPHUMM.

e 3pasku He MOBUHHI MICTUTK (PIOPVH, epUTPOLUTK 1A iHWI TBEpAi AoMilku. 3pasku, WO BigNoBiAaThb Uil yMOBI, 3aaTHi 3abe3neunTn HagiviHi pesynbTaTu; nepes
TEeCTyBaHHAM iX HeobXigHO LeHTpudyryBaTi. OunileHnin 3pas3ok Crig nepeHecTy A0 BCTaBKM ANs 3pa3kiB abo B 4OMNOMiKHY NPOBipKy Ansa TecTyBaHHS. Y pasi
BUKOPUCTaHHS LIeHTpUdpyroBaHmx 3paskis i3 NinigHUM LWapoM NepeHoCcUTM Chifg NnLle oYunLLeHnid 3pa3ok 6e3 ninemiyHoro matepiany.

e (O6G'em 3paska, NOTPiIGHMIA 411 OAHOPA30BOro BU3HAYEHHS B LibOMY TeCTi, CTaHoBUTb 10 Mkn (pL).

36epiraHHA 3pa3kiB

3pasku, oumLLeHi Bif po3aintoBaya, eputpoumTiB i 3rycTkiB, MOXyTb 36epiratvcs fo 8 roguH npu Temnepatypi 10-30 °C, no 3 gHis npu Temnepatypi 2—8 °C abo

0o 6 micsauiB y 3amopoxeHoMy cTaHi npu Temnepatypi —20 °C. 3amopoxeHi 3pasku npuaaTHi OO BMKOPUCTAHHS, SIKWO BOHWM 3a3Hanu He 6inblue 2 uuknis

3aMOPOXYBaHHSA 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHA 3pa3kKiB

® YnakoBKka ¥ MapKyBaHHS 3paskiB MaloTb BiAMOBiaTW 3aCTOCOBHMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LLOAO TPAHCMOPTYBAHHA KMiHIYHWMX 3paskiB Ta
iH(hikoBaHMX PEYOBUH.

® [lepeBuLlyBaTh HaBeAeH  BULLe 0OMeXeHHSs LWoao 36epiraHHs 3abopoHeHo.

Po3BegeHHsA 3pa3kiB

e 3pasku, y sakmx koHueHTpauis CPB BMxoauTb 3a Mexi giana3oHy aHamniTM4HOro BUMIpPHOBaHHS, MOXHA PO3BECTU PO3YUHHUKOM, BUKOPUCTOBYKOUM HACTYMHUA
NPOTOKON aBTOMATUYHOIO po3BeAeHHs abo npoueaypy pydyHOro possefeHHsl. PekomeHnpgoBaHa nponopuis possedeHHs cTaHoBuTb 1:5. KoHueHTpauis
po3BefeHoro npenaparty mae nepesuilyeaTv 20 mr/n (mg/L).

e [InA po3BeAeHHs BpY4YHY MOTPIOHO MOMHOXMTM pe3ynbTaT Ha KoediluieHT po3BeAeHHs. KO po3BedeHHS BUKOHYETbCS aHanisaTopoM, nporpaMmHe
3abe3neyveHHs aHanisaTopa Bpaxye Le nig Yac BU3Ha4YeHHs KOHLEHTpaLii 3pa3ska.

H NPOLIEAYPA

HapaHi maTtepianu

AHani3a Ha CPB (IXJ1A), eTUKeTKM 3i LUTPUX-KOAAMWN KOHTPOSbHNX 3paskiB.

HeoGxigHi MaTepianu, Aki He BXOAATL A0 KOMIMIIEKTY NOCTa4YaHHA

e 3aranbHe nabopaTopHe obnagHaHHs.

® [lOBHICTIO aBTOMAaTUYHUIA XEMINIOMIHECLIEHTHU iMyHoaHanisatop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus,
Maglumi 4000, Maglumi 4000 Plus, MAGLUMI X8, MAGLUMI X3, MAGLUMI X6 a6o iHTerposaHa cuctema Biolumi 8000, Biolumi CX8.

e [lopaTkoBi akcecyapu, MOTPiOHI ANs 3a3HavYeHnX BULLE aHani3aTopiB, BKMOYaoTb peakuiiHniA Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITNOBY
npoby, HaKOHEeYHWK i peakLiliHy BCTaBky. [lepenik KOHKPETHUX akcecyapiB i XapaKTepuCTVKN akcecyapiB AN KOXHOI Mofeni MOXHa 3HalTu B iHCTPYKLii 3
BMKOPWUCTaHHS Bi4NOBIAHOro aHanisaTopa.

e [1nsi OTPUMaHHsI JOCTOBIPHUX pe3ynbTaTiB TECTY BUKOPUCTOBYWTE akcecyapu, pekoMeHA0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigrotoBka peareHTiB

® BuTArHite Habip peareHTIB i3 ynakoBKku i OrnsiHbTe BiACik1 B6rnoka peareHTiB i 3oKkpema yLinbHIoBanbHy niiBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUSIBNIEHO, 06EPEXHO 3HIMITb YLLiNbHIOBAMbHY MiBKY.

e BigkpuiiTe ABepusiTa 30HW peareHTiB; TpUMamnTe pyyky Habopy Takum uduHoMm, wob RFID-mitka Gyna nopyy i3 4ytnuBow 30HOK ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema noaacTb 3BYKOBUI CUrHan; OAWH 3BYKOBUIA CUrHam 03Havae, Lo peareHT yCnilHO po3ni3HaHo.

e Tpumatoum peareHT BepTUKanbHO, BCTaBTE NOro Yy BiNbHY AOPiKKY AN peareHTiB.

® [lepeBipTe, 41 NpaBuUnbHO BifobpaxaeTbes iHpopMaLlis Npo peareHT y NporpaMHOMy iHTepdeNci; KO Lie He Tak, MOBTOPIThb ABa 3a3HayeHi BULLE KPOKM.

e PecycneH3yBaHHSA MarHiTHUX Mikpocdpep BigbyBaeTbCsl aBTOMATUYHO MICNs 3aBaHTaXeHHst Habopy, Ynum 3abe3nevyeTbCst NOBHE PiIBHOMIPHE BiAHOBMEHHS
cycneHsii nepen BUKOPUCTAHHSM.

CupoBaTtka
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KanibpyBaHHsi aHanisy

e BubepitTb TecT aAnsA kanibpyBaHHS Ta BMKOHaWTe onepawito kanibpyBaHHS Ha ekpaHi 30HWM peareHTiB. [loknagHiwy iHopmaLlilo Npo BNOpsSAKYBaHHS AaHWUX
KaniépyBaHHs AMB. Y NPUCBAYEHOMY KanibpyBaHHIO po3aini iIHCTPYKLiT 3 BUKOPUCTaHHS aHanisaTtopa.

® BukoHaliTe NOBTOPHE KanibpyBaHHs 3 AOTPMMaHHSAM iHTepBany, 3a3HavyeHoro B LiboMy BKNaauLui.

KoHTponb skocTi

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

® BukoHaWTe 34MTyBaHHS LUTPUX-KOQY KOHTPOSO SKOCTi, BUOEpiTh BiANOBIAHI AaHi KOHTPOMO SKOCTi Ta BUKOHaWTe TecTyBaHHs. [oknagHiwy iHpopmalio npo
BMNOPSAKYBaHHSA 3pas3kiB AN KOHTPOIIO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOMIO AKOCTi PO3AiNi IHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTtopa.

TecTyBaHHs 3paskiB

e [licns ycnilwHOro 3aBaHTaXeHHs1 3pa3ka BMOEepiTb Liel 3pasok Ha ekpaHi, 3MiHiTb mapamMeTpu aHanidy Ans 3paska, sikui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHS. [loknagHiwy iHdopmaLito Npo BNOpsiaKyBaHHSA B3STUX Y NalieHTa 3paskiB AUB. y NPUCBSYEHOMY BMOPSIAKYBAHHIO NpenapartiB po3aini iHCTpyKuii 3
BMKOPUCTaHHS aHanisaTopa.

[Ins oTpUMaHHs MakcumarnbHO epeKkTMBHUX pe3ynbTaTiB NOTPIGHO TOYHO AOTPUMYBATUCH IHCTPYKLT 3 BUKOPUCTaHHSA aHanisaTopa.

KanibpyBaHHs

BioctexeHHst: uei meToa 6yno cTaHAapTU30BaHO LUMSIXOM MOPIBHSAHHSA 3 eTanoHHUM MaTtepianom ERM DA474/IFCC.

3acTtocyBaHHs cneujianbHO NpyU3HaYeHnx kanibpaTopie Aae 3mMory ckopuryBatu pedepeHCcHy KpUBY 3a AOMOMOrok 3adikcoBaHUX 3HAa4YEHb BiQHOCHWUX CBITIIOBUX

oaunHuupe (BCO).

MoBTOpHE KanibpyBaHHsi peKOMEHAOBaHeE:!

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

® KOXHi 28 OHiB;

® nicns cepsicHOro o6cnyroByBaHHsA aHarnisaTopa;

®  SKLLO MOKa3HMKN KOHTPOIbHMX 3pa3kiB BUXOASAThL 32 MeXi BCTAHOBIIEHOTO Jiana3oHy.

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOMIO AKOCTI AN LbOro TECTY PeKOMEHA0BAHO BUKOPUCTOBYBATU KOHTPONbHI 3pasku; Ana nepesipku epeKTUBHOCTI TECTIB KOHTPOb

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

pekomeHgauisx C24 IHCTUTYTY KniHiYHMX | nabopaTtopHux ctaHaapTie (Clinical and Laboratory Standards Institute, CLSI) a60o iHwmx®.

KoHTponb sikocTi pekomeHO40BaHO NPOBOAUTM OAMH pa3 Ha AeHb BUKOPUCTaHHS abo 3rigHO 3 BUMOraMu MicLLeBUX HOpPM, BUMOraMmum cepTudikauii Ta npoueaypamm

KOHTPOIO SKOCTi BaLoi nabopatopii. KOHTponb SIKOCTi MOXHa 34ilicHI0BaTK B X04i NpoBeAeHHs aHanisy Ha CPB:

® nicns KOXHOro kanibpysaHHsA Habopy;

e y pasi nepexoay Ha HOBY napTito ctapTepiB 1+2 abo KOHLUEHTPaTy ANsi NPOMUBAHHS.

KoHTponbHi 3pa3ku npusHayeHi Tinbkn ans cuctem MAGLUMI Ta Biolumi 11 BUKOPUCTOBYOTBCA nuLle 3 BiANOBIAHMMMW peareHTamu, Lo MatoTb Taki caMi BepxHi

BiCiM Undp Homepa MAPTII. KoxeH LiinboBuii NokasHuK i Aiana3oH HaBeJeHo Ha eTUKETL.

Mepen BUKOPUCTAHHSAM iHLUMX KOHTPOMbHMX 3paskiB Crif OLIHUTK iXHIO CYMICHICTb i3 UM TecToM. Cnig yCTaHOBUTU BIiAMNOBiAHI Aiana3oHy 3HayeHb ANst BCiX

BMKOPUCTOBYBaHUX MaTepianiB KOHTPOO KOCTi.

KOHTpOMbHi Noka3HUku mMatoTb ByTy B MeXax BCTAHOBMEHOrO Aiana3soHy; SKLO OAWH i3 KOHTPOMbHUX NOKA3HWKIB BUXOAMTL 32 MeXi BCTAHOBMEHOrO AianasoHy,

Cnif, BUKOHATW MOBTOPHE KanibpyBaHHsi Ta NMOBTOPHE TECTYBaHHSI KOHTPOSbHUX 3pa3kiB. SKLO KOHTPOMbHI MOKa3HMKKW, OTPUMAaHI NicNs yCnilWHOro KaniopyBaHHs,

cTabinbHO BUXOASATb 3a MeXi BU3HAYEHMX diana3oHiB, pesynbTaTi TeCTyBaHHSA NaLiEHTIB He cnig AOKYMEHTYBaTK; KpiM TOro, chia:

® MepeBipuTU, YY1 He CNMB TEPMiH NPUAATHOCTI MaTepianis;

® nepekoHaTucs, LWo 6yno NpoBeAeHO NraHOBE TeXHIYHE 0OCNYroBYBaHHS;

® YMNeBHUTUCS, LLO TECT 3AiNCHIOBABCSA i3 AOTPUMAHHSAM IHCTPYKUINA, HaBeAeHMX Ha BKNaauLLi yNakoBKu;

® 3a notpebu 3BepHyTUCH NO gonomory Ao komnadii Snibe abo ii odiviiHnx gucTpub’oTopis.

AKLWO KOHTPOMbHUX 3paskiB y Habopi HeJoCTaTHLO ANs BUKOPUCTaHHS, 3amoBnsnTe goaatkosi koHTponi CPB (IXNA) (REF: 1602011019MT) y komnaHii Snibe

abo i odiLitHUX AUCTPME’IoTOPIB.

H PE3YNbTATH

Po3paxyHok

AHanizaTtop aBTOMaTU4YHO po3paxoBye KoHUeHTpauito CPB y koXXHOMY 3pa3ky 3a 4ONOMOrow kKanibpysarnbHoi KpuBoi, sika 6yayeTbcs 3a MeToAOM 2-TOYKOBOTO

KaniopyBaHHsi pedepeHcHoi kpnBoi. OanHuLEeto BUMiptoBaHHS € mMr/n (mg/L). JoknaaHiwy iHdbopmaLito MOxHa 3HalTu B IHCTPYKLIT 3 BUKOPUCTaHHSA aHanisaTopa.

IHTepnpeTauis pesynbTaTiB

OntumanesHy Mexy ans BusiBneHHs aHtutin CPB oTpyMaHo Wwnsxom aHanidy 3paskiB 125 nauieHTiB i3 nigTBepaxeHoto 6akrepianbHoto iHdekuieo, 49 naujieHTis i3

nigTBEPKEHOK BipYCHOW iHdekuielo, 62 nauieHTiB i3 nigTBEpMKEeHUM peBMaToigHMM apTpuToM, 43 nauieHTiB i3 cepio3HMMu TpaBmamu Ta 614 kniHivyHO

300poBMX OCIb.

e 3pasku 3 koHUeHTpauieto CPB <10 mr/n (mg/L) BBaXatoTbCsi HEraTUBHUMM 3a iH(DEKLIIEID YM 3ananeHHsM.

e 3pasku 3 koHUeHTpauieto CPB 210 mr/n (mg/L) BBaxatoTbCa NO3NTUBHUMM 3a iH(PEKLIED Y 3ananeHHaM.

Micns obcTexeHHsa 614 kniHiYHO 3a0poBKX ocib y Kutai 6yno Br3HaueHo JonycTuMi Hopmm Anst aHanisy Ha CPB, 3HaueHHs skux HaBedeHO Huk4e:

< 5 mr/n (mg/L) (95% nepueHTUnb).

MoxnuBi po36ixXHOCTi B pesynbTaTax pisHux nabopaTtopii, Lo NOACHIOETLCA BIAMIHHOCTAMM B CKNaAi nonynsiuii Ta meTogunkax AOChiaXeHHs. PekomeHaoBaHo B

KOXHIin nabopaTopii BU3HAYMTW BNacHWn pedepeHTHUI iHTepBan.

ll OBMEXEHHA

e PesynbTaTu TECTy cnig po3rnagaTt B KOHTEKCTI icTOpii XBOPOOU, AaHMX KNiHIYHOrO 0B6CTEXEHHSs NauieHTa i iHLWWX gaHUX.

e Ao pesynbTaTh aHanidy CPB He BignoBigaTb KMNiHIMHUM AaHWUM, Ans iX NiaTBepAXKEHHS HEOBXiAHO BUKOHATU AOAATKOBE TECTYBAHHS.

e 3pasku, OTpUMaHi Bif NaLieHTIB, ski NpyiMany npenapaT MULA4YnuxX MOHOKIOHAMNbHMX aHTUTIN i3 METOK AiarHOCTUKM YK NiKyBaHHS, MOXYTb MICTUTU NOACHKI
aHTUMUWwadi aHtutina (HAMA). Y pasi TecTyBaHHS Takux 3paskiB i3 BUKOPUCTAHHAM HAOOpPiB ANA aHanisy, Lo MICTATb MULIAYyi MOHOKMOHanbHI aHTUTINa,
MOXHa OTpUMaTK XMBHO NiaBULLEHI a60 3HWKeHI pedynbTatn'®!!. [1ns BU3Ha4YeHHN AiarHo3y Moxe 3HagobuTucsA aoaaTkosa iHgopmallis.

e [eTepodinbHi aHTUTINa B cMpOBATLi KPOBi MIOAVHM MOXYTb BCTynaTu B peakLilo 3 iMyHornobyniHamu peareHTiB, BNMBalOYM Ha pesynbTaT iMyHoaHanisis
in vitro. Y nauieHTiB, SKi perynsipHo KOHTaKTylTb i3 TBapuHamu abo nNpogyKTamu cMpoBaTKW KPOBI TBAPWH, iCHYE PU3WK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CriocTepiraTucs aHoMarbHi MoKasHMKM 12,

® BakTepianbHe 3apaxeHHs abo TennoBa iHaKTUBaLisi 3pa3kiB MOXe CNOTBOPUTU pe3ynbTaTy AOCNIOKEHHS.

H CNEUM®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3aini HaBeAeHi penpeseHTaTUBHI xapaKTepucTuki. PesynbTaTi, oTpuMaHi pisHnMu nabopatopisimv, MOXyYTb BiApPi3HATUCS.

TouHicTb

TouHicTb BU3HaYanacs 3a JONOMOroK TecTy, npenapariB i KOHTPONbHKX 3paskiB 3a npotokonoM (EP05-A3) IHCTUTYTY KniHiYHUX i naGopaTopHux cTaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y aBox okpemMux napanenbHux BUNpobyBaHHSAX LOAHA NPOTAroM 5 AHIB Yy TPbOX Pi3HMX LEHTpax 3

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

Cepeane, mrin (mg/L) Y mMexax BUnpobyBaHHs Mix Bunpo6yBaHHsiMU BiaTBOplOBaHiCTb

3pasok pen ” 180 9 CraHa. Bigx., % CraHg. Bigx., % CraHga. Bigx., % koedp.
(n= ) mr/n (mg/L) o koedp. Bap. mr/n (mg/L) o koed. Bap- mr/n (mg/L) Bap.
Myn i3 cuposaTtkoto 1 3,026 0,113 3,73 0,089 2,94 0,180 5,95
lMyn i3 cuposaTkoto 2 10,161 0,248 2,44 0,136 1,34 0,420 413
lMyn i3 cuposaTkoto 3 20,107 0,318 1,58 0,207 1,03 0,413 2,05
Myn i3 nnasmoto 1 3,024 0,124 4,10 0,094 3,11 0,174 5,75
Myn i3 nnasmoto 2 9,838 0,215 2,19 0,151 1,53 0,336 3,42
Myn i3 nnasmoto 3 19,882 0,302 1,52 0,133 0,67 0,469 2,36
KoHTponsb 1 0,992 0,039 3,93 0,019 1,92 0,062 6,25
KoHTpornb 2 3,108 0,126 4,05 0,061 1,96 0,196 6,31
KoHTpornb 3 19,642 0,778 3,96 0,375 1,91 1,071 5,45
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IHCTPYKLiA i3 3acTOCyBaHHA

[iana3oH niHinHocTi

0,300-100 mr/n (mg/L) (BM3HaAYa€ETLCA 3a MEXe0 KinbKiCHOT OLHKM Ta MakCUMyMOM pedepeHCHOT KpUBOI).

IHTepBan peecTtpauii

0,100-500 mr/n (mg/L) (BM3HAYaETLCA 3a MEXEID BUSIBMIEHHA Ta MaKCMyMOM peddepeHCHOT KpUBOT, MOMHOXEHUM Ha peKoOMeHA0BaHY NPOMNopLil0 PO3BEAEHHS ).
AHaniTnyHa vyTnMBICTL

Mexa xonoctoi npobu = 0,010 mr/n (mg/L).

Mexa BusieneHHs = 0,100 mr/n (mg/L).

Mexa kinbkicHoi ouiHku = 0,300 mr/n (mg/L).

AHaniTnyHa cneumdiyHicTb

IHTepdepeHuisn

IHTepdepeHLia BU3Havanacs 3a 4OMNOMOro TeCTy; A0 TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLlieto aHanisoBaHOro KOMNOHEHTa A0AaBanucs pe4YoBUHN, NOTEHLINHO
34aTHI CNPUYMHUTK eHJoreHHy abo ek3oreHHy iHTepdpepeHuito, 3a npoTtokonom (EP7-A2) IHCTUTYTY kniHiYHMX i nabopatopHux ctangaptiB (Clinical and
Laboratory Standards Institute, CLSI). Moxnbka BUMipiB AN pe4yoBWH, 34aTHUX CNPUYMHUTK iHTepdepeHLito, He nepesullye +10 %. Byno oTpumaHo 3a3HayeHi
HIDKYe pe3ynbTaTu.

IHTepdepeHuin Makc. piBeHb BiACYTHOCTi BNNUBY IHTepdepeHuin Makc. piBeHb BigCYyTHOCTI BNNUBY
"emorno6iH 2000 mr/an (mg/dL) BioTnH 0,5 mr/gn (mg/dL)

IHTpaninig 3000 mr/an (mg/dL) Tukapumnid 22,5 mr/gn (mg/dL)

Binipy6iH 66 mr/gn (mg/dL) eHTamiuunHy cynbdaTt 120 mkr/mn (ug/mL)
gﬁﬂi?ﬁgi';wszam 40 Hr/mn (ng/mL) Llecpotakcum 900 mkr/mn (ug/mL)

AAA 398 AO/mn (AU/mL) AsiTpoMiumH 1,2 mr/gn (mg/dL)

IHriGiTOp aHriOTEeH3MHMNEPEeTBOPIOYOIro

PesmatoigHuii daktop 1500 MO/mn (IU/mL) depmerTy 45 mkr/mn (ug/mL)
3aranbHuii 6inok 12 r/gn (g/dL) AteHonon 10 mkr/mn (ug/mL)
EOTA-K2 22,75 mkmornb/mn (umol/mL) AueTtuncaniunnoBa kucnoTa 100 mr/an (mg/dL)
[enapwvHy HaTpieBa cinb 80 MO/mn (IU/mL)

enapuHy niTiesa cinb 80 MO/mn (1U/mL) Anerenniasa SO L)

MepexpecHa peakTUBHICTb

MepexpecHa peaKkTUBHICTb BU3HaYanacs 3a 4OMOMOrol TECTY; 40 TPbOX 3pas3KiB i3 Pi3HOK KOHLEHTpaLieo aHanizaoBaHOro KOMMNOHEHTa Ao4aBaBCs NOTEHLUNHWIA
nepexpecHuin peareHT 3a npoTtokonom (EP7-A2) IHcTtutyTy KkniHiuHUX i nabopaTtopHux ctangapTie (Clinical and Laboratory Standards Institute, CLSI). Moxubka
BMMIpIiB NS PeYOBUWH, 30aTHUX CNPUYMHUTY iHTepdbepeHuito, He nepesullye +10 %. Byno oTpMmaHo 3a3HadveHi Huk4e pesynbTaTy.

MepexpecHui peareHT Makc. piBeHb BiACYTHOCTi BNnnBy MepexpecHui peareHT Makc. piBeHb BiACYyTHOCTi BNNnBy
CupoBatkoBui aminoig A 1000 mr/gn (mg/dL) Miorno6iH 10000 Hr/mn (ng/mL)

AnbBOyMmiH noauHmn 1000 mr/gn (mg/dL) cTnl 100 Hr/mn (ng/mL)

19G 1000 mr/gn (mg/dL) CK-MB 2000 Hr/mn (ng/mL)

TpaHcdepuH 3000 mr/gn (mg/dL) MKT 500 Hr/mn (ng/mL)

MoHapno30BuiM «Xyk»-eheKT y BUNaaKy BUCOKUX KOHLIeHTpaLin

B aHanizax Ha CPB He crnocTepiraBcsi NOHaaA030BUIN «XyK»-eDeKT y BUNaAKy BUCOKMX KOHLeHTpauin (o 8000 mr/n (mg/L)).

MopiBHAHHA MeTOAMK

MopiBHAHHSA aHanidy Ha CPB 3 iHWWM iMyHOMOri4YHMM aHaniaoM cepiliHoro BUpOBGHULITBA NPOAEMOHCTPYBANo Taky kopensuito (y mr/n (mg/L)):

KinbkicTb NnpoTecToBaHux 3paskis: 204.

MopiBHsAHHS MmeTogom lMaciHra — Babnoka: y= 1,0071x-0,0142, 1 = 0,973.

KoHueHTpauis B KniHiYHMX 3pa3kax ctaHosuna Big 0,50 o 99,93 mr/n (mg/L).
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IHCTPYKLiA i3 3acTOCyBaHHA
 3HAYEHHSA CUMBOIIB

E:E_:l [VB. IHCTPYKLtO 3 BUKOPUCTAHHS u BupoBHUMK

8°C -

TemnepaTypHuiA giana3oH : . .

) ) o KiHueBa nata TepmiHy npvaaTHoOCTI

20 (36epiraTn npu Temnepatypi 2-8 °C)
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BmicTy goctaTHbO Anst <n> TecTiB /|\ BepexiTb Big NpssMUX COHAYHMX NPOMEHIB
a
Lum Gokom aoropi ﬂm YnoBHOBaXeHWUI NpeacTaBHUK B EBpOMNencbkoMy
P CoHo3i

Cknag Habopy

Meaunynuii npunag ons giarHoCTukw in vitro

Homep 3a kaTtanorom Kop naprtii

( € MapkyBaHHsi CE 3HakK BiAMNOBIAHOCTi TEXHIYHUM pernaMmeHTam

LeHbwkeHb Hbto IHAacTpic Biomeaikan IHxuHipuHr Ko., lta.,
Ne23 OxinHkciy Eact Poag, Minrwan Oictpikt, 518122, LeHbuyxeHb, Kutancbka 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

YnoBHOBaxeHU npeacTaBHUK B YKpaiHi:

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

Ten.: 0 800 21-52-32 (6esonnatHo MOXyTb TenedoHyBaT aboHEHTU hikCcoBaHOro Ta Mob6inNbHOro TenedoHHOro 3B'A3Ky 3 OyAb-AKOi
TOYKM YKpaiHu).

EnekTpoHHa nowTa: uarep@cratia.ua

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

1019 CRP-IFU-uk-IVDD, V2.1, 2022-04 5/5






