IHCTpYKLif i3 3acTOCcyBaHHSA

130259002M:100 TecTiB y Habopi
130659002M: 50 TecTiB y Habopi
130759002M: 30 TecTiB y Habopi

REF

C€

MAGLUMI® PIIIP N-P (IXJ1A)

H NPU3HAYEHHSA

Habip nae 3amory BUKOHYBaTU iMyHOXEMINIOMIHECLLEHTHUIA aHani3 in vitro Anst BU3Ha4YeHHs KinbkicHoro BmicTy N-kiHUueBoro nentugy npokonareny Il tuny (PIIP
N-P) y cupoBaTui Ta nnasmi KpoBi NioAMHM 32 JOMNOMOrO0 MOBHICTIO @BTOMATUYHOrO XeMiftoMiHeCLLeHTHOro iMyHoaHanizatopa cepii MAGLUMI iiHTerpoBaHoi
cuctemu cepii Biolumi; Takox Lie aHani3 BUKOPUCTOBYETLCS AK AOMOMiXHMWI 3aci6 AiarHOCTyBaHHS pibpo3y neviHku.

l cTMcnui onuc

N-kiHuesuin nentug npokonareny Il Tuny (PIIIP N-P) — Le npoaykT npoTeoniTMYHOro po3LuenneHHs nif 4ac CUHTe3y KonareHy B CrOMyYHin TKaHWHI, IKUiA MOXHa
BUMiptoBaT B cupoBaTui KpoBi nioauHu'. ®iGpo3 nediHky Bpaxae AECATKU MINbiOHIB Noder y BCbOMY CBITi M MOXeE Npu3BOAWTM OO LMPO3Y, MEYiHKOBOT
HegocTaTHOCTI Ta cMepTi. Pibpo3 — Ue peakuis NediHkK Ha 3aroeHHs paH, HaMaraHHs iHKancynBaTh TpuUBalody TpasMy pybuem?2. AMIHOKIHLEBUIA nponenTug
PIIIP N-P € ogHum 3 Hanbinblu AeTanbHO BUBYEHUX KOMMOHEHTIB CMPOBATKK, i BiH OyB 3anponoHOBaHWI SK NOKaXXYMK CTyrneHo (hibpo3y nediHku npu XpOHIYHNX
3axBOpIOBaHHsAX neviHkm®. Tun |l € nepeBaxatoumMm TUMOM KOMareHy Ha paHHiX cTagisx ¢i6posy, BusHaueHHsi PIIIP N-P moxe Gyt 0cob6nvBo BaXnveuM Ha
BiJHOCHO paHHiX cTajisix ¢ibpo3Horo 3axsoptoBaHHs nediHku*. Tomy PIIIP N-P € xopowum nporHocTuyHuM Giomapkepom ¢ibpo3dy neuviHkw®. [ocnigkeHHs
nokasano, Lo B MauieHTiB 3 ayTOiIMyHHUM XPOHIYHMM 3axBOPIOBaHHSAM NeYiHKM Mig Yac iMyHocynpecuBHOi Tepanii piBeHb PIIIP N-P y cupoBartui 3aebinbLioro
BifoGpaxae akTUBHICTb 3anansHoro npouecy®. HelloaasHo piBHi nentugy npokonareHy Il Tuny B cupoBaTLi kKpoBi 6yny 3anponoHoBaHi ik Mapkepy NeYiHKOBOro
hibporeHesy, sikuiA, ik Gyno NpoAeMOHCTPOBAHO, Biflirpae posib SK MpW FOCTPOMY, TaK i NMpu XPOHIYHOMY BipycHOMy renatuti’. Kpim Toro, piBeHb nentugy
npokonareHy B cupoBaTLi KpOBi € XOpOLMM MapkepoMm (ibporeHe3y nedviHkv Npu ankorofibHOMy renaTuTi, TOMy MOro nocnigoBHE BUMIpIOBaHHSA Moxe OyTu
KOPUCHUM ANA ineHTUdikaLii NnauwieHTiB i3 NporpecyBaHHSAM LMpOo3y i OLiHKM TepaneBTUYHOT edDeKTUBHOCTI aHTU(IBPOreHHNX npenapartiss.

H NPUHUMN Al TECTY

IMyHOXEMINtOMiHECLLEHTHUI aHarni3 3a TUNOM ceHABiva.

3pasok, miTky ABEI 3 MoHoknoHanbH1M aHTuTinom go PIIIP N-P, 6ydepHuii po3yunH i marHiTHi Mikpocdepu, BKpUTi iHLUMM MOHOKNOHaNbHUM aHtuTtinom go PIIP
N-P, peTenbHO nepemilytoTb Ta iHKyOyloTb, BiAOGYyBaETbCA peakuis 3 YTBOPEHHSM KOMMMEKCIB 3a TUNOM ceHABiva. [licns ocapkeHHs B MarHiTHomy noni
3MMBAETLCA CynepHaTaHT i BUKOHYETBCA LMK BigMuBaHHSA. licnsa uporo goaatoTbes ctaptepu 11 2 AN 3anycky XemintoMiHeCLEHTHOI peakuii. IHTeHCUBHICTb
CBIiTNOBOrO CUrHamny BUMIPIOETECA POTOENEKTPOHHUM NOMHOXYBayeM Yy BiAHOCHMX cBiTNnoBmx oguHuusax (BCO) i € nponopuinHoto Ao koHueHTpauii PIIP N-P,
HasiBHOI B 3pasky.

H PEATEHTU

Cknapg Habopy

100 TecTiB Y 50 TecTiB Y 30 TecTiB Y
KomnoHeHTH Onuc . - .
Ha6opi Habopi Habopi
MarHiTHi MarHiTHi mikpoccepu, BKpUTI MOHOKNOHaneH1MmK auTtutinamu go PIIP N-P
. (npn6nmaHo 6,00 mkr/mn (ug/mL)), y HaTpii-doccaTtHomy BydepHOMy po3umHi, 2,5 mn (mL) 1,5 mn (mL) 1,0 mn (mL)
Mikpoccpepu
NaNj3 (<0,1 %).
Kan|6paTopt AHTureH PIIP N-P y Hu3bkil koHUeHTpauii B 6ycpepHoMy posumHi Tpic-HCI, 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
HU3bLKOTO PiBHA NaNj; (<0,1 %).
Kan|6pa'rop. AHTureH PIIP N-P y Bucokiin koHueHTpauii B 6ycdpepHomy posumHi Tpic-HCI, 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
BUCOKOFO pPiBHA NaN3 (<0,1 %).
Bydep Kap6oHaTHuin 6ydepHuin podunH, NaN; (<0,1 %). 5,5 mn (mL) 3,5 mn (mL) 2,7 mn (mL)
. Mitka ABEI 3 MoHOKmoHanbHum aHTtuTinom go PIIIP N-P (npu6nmsHo 3,0 mn (mL)
Mirka ABEI 0,167 mkr/mn (ug/mL)) y 6ydepHomy po3suunHi Tpic-HCI, NaN3 (<0,1 %). 6,5 mn (mL) 4.0 mn (mL)
AHTureH PIIP N-P y Hu3bki koHUeHTpauii (20,0 Hr/mn (ng/mL)) y 6ydepHomy 1,0 mn (mL)
KoHTponb 1 poaumHi Tpic-HCI, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL)
AHTureH PIIP N-P y Bucokin koHueHTpauii (250 Hr/mn (ng/mL)) y 6ydepHomy 1,0 mn (mL)
KoHTponb 2 poaumHi Tpic-HCI, NaNg (<0,1 %). 1,0 mn (mL) 1,0 mn (mL)
Yci peareHT! HagalTLCA B FOTOBOMY [10 BUKOPUCTaHHS CTaHi.

MonepeaxeHHs i 3acTepexeHHsA

e [IpusHayeHo Ans AiarHoCTUKK in vitro.

® Jlnwe ans NnpodecinHOro BUKOPUCTaHHS.

e BxwuBanTe 3BMYaNHUX 3aCTEPEXHMX 3ax0paiB, 060B’A3KOBYKX Mif Yac po6oTn 3 ycima nabopaTopHUMU peareHTaMu.

e Cnig yxuBaTy BiAMOBIAHNX OCOBUCTUX 3aCTEPEXHUX 3aXOAIB ANsl YHUKHEHHS KOHTaKTy Oyab-sikMX YacTuH Tina 3i 3pa3kamu, peareHTamu Ta KOHTPONbHUMU

3paskamu 1 JOTPUMYBaTMCS MICLLEBMX BUMOT LWOAO0 PoBOTH Nif Yac TECTYBaHHS.

3anopykoto OTpMMaHHSA OOCTOBIPHWX pe3ynbTaTiB € AOCKOHane BONOAIHHA TeXHIKO aHamisy 1 4iTke AOTPUMaHHS iHCTPYKLUN, HaBeOeHUX Ha BKnaauLui

YNaKoBKW.

He BukopucToByinTe Habip nicns 3akiH4eHHs CTPOKY NPMAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL.

He BMKOPWCTOBYINTE KOMMOHEHTM 3 Pi3HMX NapTi abo BiA Pi3HWX peareHTiB 04HOYaCHO.

YHuKaiiTe YTBOPEHHSA NiHW B YCiX peareHTax i npenapartax (3paskax, kanibparopax i KOHTPOSbHMX 3pa3kax).

Yci Bigxoau BGionoriyHnx 3paskiB, GionoriyHnx peareHTiB i BUTPaTHUX MaTepianis, O BUKOPUCTOBYIOTLCSA ANSt NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHUiAHO

iH(bikoBaHMMK Ta yTUNI3yBaTK iX BiANOBIOHO 4O BUMOT MiCLLEBUX HOPM.

o Lleit BUpi6 MiCTUTb a3ng HaTpito. A3na HaTPilo MOXe BCTyNaTu B peakLito 3i CBUHLEM Y1 MiOHUMK enemeHTamm TpybonpoBoais, yTBOpiotoyM BUbyxoHebeaneyHi
asuam meTanis. Micna ytunisauii cnig npomuTy TpyBuW BENMKOHO KinbKicTio Boaw, abu 3anobirtv yTBOpeHHto BigknafaeHs asuais. JoaaTtkoy iHchopmaLio MoxHa
3HaNTK B nacrnopTtax 6e3nekn NpoaykTy, siki HA4ATLCA Ha BUMOTY NPOMECINHUX KOPUCTYBaYiB.

Mpumitka. MNpo Oyab-aKi cepiosHi iHUMAEHTW, NOB’A3aHi 3 NpUcTpoem, cnig nosigommntn komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXXEHNX NPEACTABHUKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

NMoBoaXeHHsA 3 peareHTamMmn

e [llo6 He gonycTuTK 3abpyaHEHHs, NOTPIOHO BASraTh YUCTi pykaBMYKKM Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. [ig yac poboTn 3 HABoOpOM peareHTiB

cnif 3aMiHUTY pyKaBUYKK, SIKi KOHTaKTYBanw 3i 3pa3kamu, Ha YMCTI, OCKINbKM NOTPanMsiHHSA MaTepiany 3paska MoXe Npu3BecTn 40 OTPUMAaHHS HeOCTOBIPHUX

pesynbTarTis.

He BukopucToByinTe gedekTHi Habopw, 3okpema Habopu 3 NOPYLLEHOK FEPMETUYHICTIO YLLiINbHIOBaNbHOI NAiBKW, KanamyTHUMK peareHTaMu, HasiBHICTIO ocagy

B peareHTax (3a BUHATKOM MarHiTHuX mikpocdep) abo Habopu, KOHTPOIbHI MOKA3HUKN SKUX HEOAHOPA30BO BUXOAUNM 3a MeXi AONYCTMMOro Aiana3oHy. AKLWwo

Habip € AedekTHUM, 3BepHITbCA A0 KoMNaHii Snibe abo ii odiuiiHoro AncTpub’oTopa.

ABUN YHUKHYTU BMNApOBYBaHHA PiAvHWN 3 BiAKPUTMX HabopiB peareHTiB Yy XOMOAWMbHWKY, PEKOMEHOOBaHO 3anevarat BigKpuTi Habopu repmeTusyoydoro

NNiBKO, WO MOCTA4aeTbCsl pPa3oM 3 YNakoBKOW. YLinbHIOBanbHa MriBka € O4HOPa3oBO; [03aMOBUTU il MOXHA B KoMmnaHii Snibe abo ii odiuiiHnx

AncTpub’loTopiB.

13 yacom Ha npoknagui MOXyTb HaKOMMUYyBaTUCS BUCOXMI 3anuLKkv pigvH. 3a3Buyaii BOHW SBNAOTb COBOK CONMbOBWUIA Ocaj i He BNMMBaKTb Ha pesynbraT

aHaniay.

® BukopuCTOBYWTE BigKpUTUI BrOK peareHTiB B 04HOMY aHanisaTopi.

® [HCTPYKLiT LLOAO NepemillyBaHHA MarHiTHUX MiKpocdep HaBeAeHO B PO3Aini LbOro BKNaauLia, NpUcBAYeHOMY MiAroToBLi peareHTiB.

e [lonaTkoBy iHpopMaLiito NPO NOBOAXKEHHS 3 peareHTamMu Nif Yac BUKOPUCTaHHSA CUCTEMU HABEAEHO B iIHCTPYKLT 3 BUKOPUCTaHHS aHanisatopa.
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IHCTpYKLif i3 3acTOCcyBaHHSA

36epiraHHsA Ta cTabinbHicTbL

® He 3amopoxyiiTe O6nok peareHTiB.

e 36epiraiTe Habip peareHTiB y BepTuKanbHOMY NOMNOXeEHHI, o6 3abe3neynT NoBHY AOCTYMHICTb MarHiTHUX Mikpocdep.
e bepexiTb Big NPSAMUX COHSAYHMX MPOMEHIB.

CTabinbHicTb peareHTiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asBNEHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi npu Temnepatypi 2-8 °C 6 TWKHIB
YcepeguHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbLHUX 3pa3kiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUSA 3asiBNEHOro TepmiHy NpuaaTHoCTi
Y BigkpuTOMy cTaHi npu Temnepatypi 10-30 °C 6 roguH

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

Y 3amopoxeHomy cTtaHi npu Temnepatypi —20 °C 3 micaui

KinbKicTb LIMKNiB 3aMOPOXYBaHHS 1 PO3MOPOXYBaHHS He Ginblwe 3 pasiB

l 36IP | NIArOTOBKA 3PA3KIB

Tunu 3pa3skis

JInwe 3a3HayeHi HxX4Ye 3pasku NPonLLM BUNPOBYBaHHA Ta BU3HaHI NpuaaTHUMKW AN aHaniay.

Tunu 3paskiB MpoGipku Ansa 36upaHHA 3paskiB

CupoBaTtka Mpobipkn 6e3 goaaTkoBMX / AONMOMIXKHUX pe4oBUH abo Npobipky 3 aKTMBAaTOPOM 3ropTaHHs abo renem Ta akTMBaToOpOM 3ropTaHHs

Mna3ma EOTA-K2 a6o renapvH HaTpito

e 3asHauyeHi TMMK 3paskiB TecTyBanucs 3 npobipkamu Ans 36upaHHs 3paskis, siki 6ynu AOCTYMNHI Ha PUHKY Ha MOMEHT TECTyBaHHs, TO6TO Byno NpoTecToBaHo He
BCi AOCTYMHi NpoBipky Bif ycix BUpOGHMKIB. Cuctemn 36MpaHHs 3paskiB Pi3HUX BUPOOHWKIB MOXYTb MICTUTW Pi3Hi MaTepianu, siki B AesKMX BUNagkax MOXyTb
BMAMBaTK Ha pe3ynbTaTtu TecTiB. g Yac BUKOpUCTaHHS Npobipok Ans 36upaHHsA 3paskiB Cnif HEYXMNbHO AOTPUMYBATUCA BKa3iBOK BUPOOHWMKIB NPOoBGipok.

CraH 3pa3kiB

® He BMKOPWCTOBYITE HagMipHO reMoni3oBaHi 3pasku, 3pa3ku 3 HaAMIpHOLO rinepniniaemieto Ta 3pasku, siki MaloTb SIBHi O3HAKM MiKpOBHOro 3abpyaHEHHS.

e [lepL HiXX NoYMHATK LeHTpUdyryBaHHs, NnepekoHanTecs, Lo npouec koarynsuii B cupoBaTLi NOBHICTIO 3aBepLumnBCs. [esiki 3pa3kn cnupoBaTtku, 0COBNMBO B3ATI
B NaLieHTIB, L0 MPUAMaloTb aHTUKoarynsHT1 abo TpomboniTuku, MoxyTe noTpebysatu Ginbliue yacy AnsA koarynsuii. AKWwo novaTy LeHTpudyryBaHHs [0
NOBHOI Koarynsuii, NPUCYTHICTb (iBpUHY B 3pa3ky cMpoBaTK/ MOXe NPU3BECTU A0 OTPUMAHHS XMOHUX pe3ynbTariB.

e 3pasku He MatoTb MiCTUTK PiGpUH abo iHWI TBEPAi AOMILLKM.

® BukopucToByiiTe of4HOPa3oBi NiNeTky abo KiHYMKM NINETOK, WOoG YHUKHYTU NePEXPECHOro 3a6pyAHEHHS.

MiaroroBka Ao aHanisy

e Yci 3pa3ku NoTpibHO NepeBipATM Ha HasiBHICTb NiHW. MNepen novaTkom aHanidy niHy cnig BMAanuTh 3a 4ONOMOrolo nabopaTopHoi nanuykun. BukopuctoByinte
NS KOXHOTO 3paskKy HOBY Nanuyky, abv YHUKHYTU NepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXeHi 3pa3ku cnif MOBHICTIO pO3MOPO3nNTU. PeTenbHO nepemiluante po3mMOpoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKiN
LWBMAKOCTI abo wnsaxom obGepexHoro nepeBepTaHHs. BukoHanTe BidyanbHW KOHTPOSb 3paskiB. Y pasi BUSIBNEHHS cTpaTudikauii 4v poslapyBaHHs
nepemillante 3pasku, AOKN BOHW He CTaHyTb BidyaribHO OAHOPIAHMMU. AKLO 3pa3kn He Byno nepemillaHo HanexHUM YMHOM, OTPUMAaHI pesynbTaTn MOXYTb
6yTV HEAOCTOBIPHUMMU.

e 3pasku He NOBUHHI MICTUTK (DIBPUH, epUTPOLIMTK 1 iHLLI TBEPAi AOMILLKW. 3pa3ku, WO BiANOBIAATb Ll yMOBI, 3aaTHi 3a6e3neunTun HaginHi pedynstaTtv; nepes
TEeCTyBaHHSAM iX HeOOXigHO LeHTpudyryBaTu. OunLeHnin 3pas3ok crig NepeHecTy 4o BCTaBKM ANsi 3pa3kiB abo B 4ONOMiKHY NpoBipKy Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHSA LIeHTPUdYroBaHNX 3paskiB i3 NinigH1M LLapoM NepeHoCcUTH chif fnuLie oYuLLEeHNI 3pa3ok 6e3 ninemiyHoro maTepiany.

e O6’em 3paska, NOTPiGHMIA ANt 0QHOPA30BOro BU3HAYEHHS B LIbOMY TECTi, CTaHOBUTb 40 Mkn (pL).

36epiraHHA 3pa3kiB

3pasku, ounLleHi BiA posaintoBava, epuTpoLMTIB i 3rycTkiB, MOXYTb 36epiratuca go 48 rognH npu Temnepatypi 10-30 °C, go 14 gHiB npu Temnepatypi 2—8 °C

abo po 12 micsuiB y 3amopoxeHoMy cTaHi npu Temnepatypi —20°C. 3amMopoXeHi 3pasku npuaaTHi 40 BUKOPUCTaHHS, SIKLLO BOHM 3a3Hanu He Ginblue 3 uuknis

3aMOPOXYBaHHSA 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHA 3pa3kKiB

® YnakoBka ¥ MapKyBaHHSA 3pa3kiB MaloTb BiAMOBiAaTW 3aCTOCOBHUMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LUOAO TPAHCMOPTYBAHHA KMiHIYHWMX 3paskiB Ta
iH(hikoBaHMX PEYOBUH.

e [lepeBuLlyBaTh HaBeAeHi BULLEe 0OMEXEHHS LWoao 36epiraHHs 3abopoHeHo.

Po3BeaeHHs 3pa3kiB

e 3pasku, y akux koHueHTpauis PIIIP N-P Buxoautb 3a Mexi Aiana3oHy aHaniTM4HOro BMMIPIOBaHHS, MOXHa PO3BECTU, BUKOPUCTOBYIOUM NpoLieaypy py4HOro
posBeaeHHs. PekomeHaoBaHa nponopuis po3seaeHHs ctaHoBUTb 1:5. KoHueHTpaLis po3BeaeHoro 3paska mae nepesuilyat 400 Hr/mn (ng/mL).

e [N po3BefEHHsI BPYYHY MNOTPIBHO NOMHOXUTU pe3ynbTaT Ha KoediLieHT pO3BeAEHHS.

e BukopucTtoByiiTe BignoBigHi po3pigxysayi abo 3BepHITECA 40 KoMnaHii Snibe 3a koHCynbTauielo nepes BUKOHAHHAM PO3BELAEHHS BPYYHY.

H NPOLIEQYPA

HapaHi maTtepianu

Anani3 Ha PIIIP N-P (IXJTA), eTvkeTku 3i LUTPMX-KOAAMMN KOHTPOIbHUX 3pa3kiB.

Heob6xigHi maTepianu, AKi He BXOAATb A0 KOMNJIEKTY NOcTaYyaHHA

e 3aranbHe nabopaTtopHe obnagHaHHs.

e [IOBHICTIO @aBTOMAaTU4YHWI XEMiMOMIHECLIEHTHUIA iMyHOoaHanisaTop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X8, MAGLUMI X 3, MAGLUMI X6 a6o iHTerpoBaHa cuctema Biolumi 8000, Biolumi CX8.

e [loaaTkoBi akcecyapu, NOTPiOHi ANs 3a3HayYeHVX BULLEe aHani3aTopis, BKMOYAOTb peakuiiHiin Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIIOBY
npoby, HaKoOHEeYHUK i peakLuiiHy BCTaBky. [epenik KOHKPETHUX akcecyapiB i XapaKTepUCTUKM akcecyapiB Anst KOXHOI MoAerli MOXHa 3HanTW B iHCTPYKUIi 3
BMKOPWUCTaHHSA BiANOBIAHOro aHanisartopa.

e [Ina oTpyMaHHsA AOCTOBIPHUX Pe3yrbTaTiB TECTY BUKOPUCTOBYINTE akcecyapu, pekoMeHO0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigrotoBka peareHTiB

e BuTarHite Habip peareHTIB i3 ynakoBku i OrnsiHbTe BiACikM Grioka peareHTiB | 30Kkpema YLLiNbHIOBanbHy MMiBKY HA HAsBHICTb BUTOKIB. SKLLO O3HaK BUTOKIB He
BUSIBMEHO, 06EPEXHO 3HIMITb YLLiNbHIOBANbHY MAiBKY.

e Bigkpuiite ABepusiTa 30HW peareHTiB; TpUMamTe pydky Habopy Takum uymHoMm, wWob RFID-mitka ©yna nopyd i3 4yyTnvBoto 30HOW ckaHepa RFID-miTok
(npubnusHo 2 c); cuctema nogacTb 3BYKOBUI CUrHAN; OOMH 3BYKOBUIA CUrHam 03Hauvae, Lo peareHT yCrilHO po3ni3HaHo.

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

e [lepesipTe, Yn NpaBuIbHO BigobpaxaeTbes iHOpMaLisi Npo peareHT y NporpaMHOMYy iHTepPAEeNnci; SKLWO Lie He Tak, NOBTOpPITb ABA 3a3HAYeEHi BULLE KPOKWU.

® PecycneHsyBaHHA MarHiTHUX Mikpocdep BiAbOyBaeTbCs aBTOMATUYHO NICNsA 3aBaHTaXeHHs Habopy, YMM 3abesneqyeTbCsi MOBHE PIBHOMIPHE BifHOBMEHHS
cycrneHsii nepes BUKOPUCTaHHSAM.

KanibpyBaHHs aHanisy

e BubepiTb TecT ans kanibpyBaHHsS Ta BMKOHANTe onepauito kanibpyBaHHs Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsiaKyBaHHS AaHWX
KanibpyBaHHs AVB. Y MPUCBSIYEHOMY KaniGpyBaHHIO po3aini iHCTPYKLii 3 BUKOpPUCTaHHSA aHanisaTopa.

e BukoHaliTe NOBTOPHe KanibpyBaHHs 3 JOTPUMaHHSAM iHTEpBarny, 3a3Ha4eHOoro B LibOMY BKNaAuLLi.
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IHCTpYKLif i3 3acTOCcyBaHHSA

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

KOHTPOItO SIKOCTi Bawoi nabopaTtopii. KoHTponb SKkoCTi MoXHa 3A4ilicHioBaTU B XoA4i npoBeaeHHs aHanisy Ha PIIIP N-P:

® 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 i odiuiiHnx aucTpub’oTopis.

AKLLO KOHTPONBHMX 3paskiB y Habopi HeAOCTaTHBO A5 BUKOPUCTaHHS, 3amoBnsanTe goaatkosi koHTponi PIIIP N-P (IXITA) (REF: 160201465MT) y komnaHii Snibe

abo ii odiLinHMX gncTpunb’oTopis.

H PE3YNIbTATU

Po3paxyHok

AHanisaTop aBToMaTM4HO po3paxoBye KoHueHTpauito PIIIP N-P B ko)kHOMy 3pa3Ky Ha OCHOBI kanibpyBanbHOi KpMBOI, sika ByAyeTbCA 3a METOAOM 2-TOYKOBOTO

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

aHanisaTopa.

IHTepnpeTauis pe3ynbTaTiB

Micns obcTexeHHs 543 kniHiyHO 3a0poBuKx ocib y Kutai 6yno Bu3HaueHo gonyctumi Hopmm anst aHanisy Ha PIIIP N-P, 3HauyeHHS Skux HaBeAeHO HxKYe:

<30 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 po3rnagaTti B KOHTEKCTI iCTopii XBOPOOU, AaHMX KNiHIYHOTO 0B6CTEXEHHSs NauieHTa i iHWWX gaHUX.

e Akwo pesynsTath aHanidy PIIIP N-P He BignoBigaTb kniHiYHUM AaHWUM, Ans iX NiATBEPKEHHS HEOBXiAHO BUKOHATU AOAATKOBE TECTYBAHHS.

e 3pasku, OTpUMaHi Bif NauieHTiB, Aki NpyiMany npenapaTt MULWAa4Ynux MOHOKIOHAMNbHMUX aHTUTIN i3 METOK AiarHOCTUKM YM 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 abo sHWKeHi pedynbTatn'®!!. [1ns BU3Ha4YeHHs AiarHosy Moxe 3HagobuTUcsA aodaTkosa iHgopmaLlis.

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 aHoMmarbHi MoKa3HWKN 12,

o bBakTepianbHe 3apaXeHHsi 3pa3kiB MOXe BMNuMBaTh Ha pesynbTaTi JOCHIAXKEHHS.

H CNEUM®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3aini HaBeAeHi penpe3eHTaTUBHI XxapakTepucTuku. Pe3ynbTaTi, OTpUMaHi pisHuMu nabopaTtopisiMu, MOXyTb BiApi3HATUCS.

TouHicTb

TouHicTb BU3Ha4anacs 3a QONoMOro TecTy, npenaparTiB i KOHTPONbHUX 3pa3kiB 3a NpoTokonoM (EP05-A3) IHCTUTYTY kniHiYHUX | nabopaTopHWMX cTaHAapTIB: y

[ABOX OKpPeMUX napanenbHUX BUNPOBYBaHHSAX LLOAHA NPOTArOM 5 AHIB Y TPbOX Pi3HMX LIEHTPax i3 BUKOPUCTaHHSIM TPbOX napTi Habopis peareHTiB (n = 180).

Byno oTpumaHo 3a3HayeHi Hkye peynbTaTi.

CepeaHe, Y mexax BunpoGyBaHHA Mixx BUnpoGyBaHHAMM BiaTBoptoBaHicTb
3pasok Hr/mn (ng/mL CraHg. Bigx., CTaHg. Bigx., CraHg. Bigx.,

(n =(1gO) ) Hr/mn (ng/mL) % Koed. sap. Hr/mn (ng/mL) % Koedp. Bap. Hr/mn (ng/mL) % Koedp. Bap.
IMyn i3 cuposatkoto 1 29,607 0,713 2,41 0,385 1,30 1,020 3,45
Myn i3 cuposaTkoto 2 247,244 5,845 2,36 4,299 1,74 10,013 4,05
Myn i3 cuposatkoto 3 984,079 16,987 1,73 14,048 1,43 36,991 3,76
Myn i3 nnasmoto 1 29,540 0,687 2,33 0,517 1,75 1,018 3,45
Myn i3 nnasmoto 2 250,232 5,569 2,23 3,667 1,47 9,559 3,82
Myn i3 nna3moto 3 986,044 19,248 1,95 10,910 1,11 30,482 3,09
KoHTponb 1 20,065 0,689 3,43 0,454 2,26 0,987 4,92
KoHTponb 2 247,476 6,494 2,62 2,054 0,83 8,643 3,49

[iana3oH niHinHocTi

2,00-2000 Hr/gn (ng/mL) (BM3Ha4YaeTHCA 32 MEXEO KiNlbKICHOT OLiHKM Ta MakCMMyMoM pedepeHCHOI KpUBOI).

IHTepBan peecTpauii

1,00-10000 Hr/gn (ng/mL) (BM3Ha4aeTbCA 3a MEXEK BUSIBNIEHHST Ta MaKCUMYyMOM pedepeHCHOI KpMBOI, MOMHOXEHMM Ha pekoMeHOOBaHy MnponopLito
PO3BEAEHHS).
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AHaniTnyHa yyTnmBicTb

Mexa xonocTtoi npobu = 0,200 Hr/mn (ng/mL).

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

Mexa kinbkicHoi ouiHku = 2,00 Hr/mn (ng/mL).

AHaniTn4yHa cneuudivHicTb

IHTepdepeHLin

IHTepdepeHList BU3Ha4Yanacs 3a AONOMOro TECTy; 40 TPbOX 3paskiB i3 Pi3HOI0 KOHLEHTPALLiE0 aHani3oBaHOro KOMMOHEHTa 4oAaBanuncs PeYOBMHU, MOTEHLINHO
34aTHI CNPUYMHUTKU eHJoreHHy abo ek3oreHHy iHTepdpepeHuito, 3a npoTtokonom (EP7-A2) IHCTMTYTY kniHiYHMX i nabopatopHux ctangaptiB (Clinical and
Laboratory Standards Institute, CLSI). Moxnbka BUMipiB ANA pe4oBWH, 34aTHUX CNPUYMHUTK iHTepdepeHLito, He nepesullye +10 %. Byno oTpumaHo 3a3HayeHi
HVDKYe pesynbTaTtu.

IHTepdepeHLin Makc. piBeHb BiACYTHOCTi BNNMBY IHTepcbepeHLin Makc. piBeHb BiACYTHOCTi BNNnBY
Binipy6iH 40 mr/gn (mg/dL) Xonectepon 400 mr/pn (mg/dL)

'emorno6iH 500 mr/an (mg/dL) BioTuH 0,5 mr/gn (mg/dL)

IHTpaninig 1250 mr/agn (mg/dL) EOQTA-K2 22,75 mkmonb/mn (umol/mL)
JToaceki aHTumMuwadi aHtutina (HAMA) 40 Hr/mn (ng/mL) ["enapuHy HaTpieBa cinb 80 MO/mn (IU/mL)

PeBmartoigHuii daktop 1500 MO/mn (IU/mL) Pv6aBsipuH 25 mkr/mn (ug/mL)

AAA 398 AO/mn (AU/mL) IHTepdepoH a-2a 10 Hr/mn (ng/mL)

3aranbHuii 6inok 12 r/an (g/dL) IHTepdepoH a-2b 10 Hr/mn (ng/mL)

MepexpecHa peakTUBHICTb

MepexpecHa peakTUBHICTb BU3HaYanacs 3a 4OMOMOrol TECTY; 40 TPbOX 3pas3KiB i3 Pi3HOK KOHLEHTpaLieo aHanizaoBaHOro KOMMNOHEHTa Ao4aBaBCs NOTEHLUNHWIA
nepexpecHuin peareHT 3a npoTtokonom (EP7-A2) IHCTUTYTY kniHiyHMX | nabopaTtopHux ctanaapTis (Clinical and Laboratory Standards Institute, CLSI). Moxubka
BMMIPIB ANA PEYOBUH, 3AaTHUX CNPUYUHUTK iHTepdepeHLito, He nepesuLlye £10 %. Byno oTpMmaHo 3a3HayeHi Hk4e pesynbTaTu.

MepexpecHuit peareHT Makc. piBeHb BiACYyTHOCTi BNNnBY MepexpecHuin peareHT Makc. piBeHb BiACYyTHOCTI BNNUBY
lanypoHoBa kucnoTa 1000 Hr/mn (ng/mL) KonareH IV Tuny 200 mkr/mn (ug/mL)

JTamiHiH 50 mkr/mn (ug/mL)

KonareH | Tuny 500 mxkr/mn (ug/mL) Konaren VI tuny 50 mkr/mn (Hg/mL)

NMoHapno30Bui «Xyk»-eheKT y BUNaaKy BUCOKUX KOHLIeHTpauin

MoHanno30BUN «Xyk»-ePeKkT He cnocTepiraBcs y BUNaaKy BUCOKUX koHueHTpauin PIIIP N-P (go 20 000 Hr/mn (ng/mL)).

MopiBHAHHA MeTOAUK

MopiBHsAHHSA aHaniady Ha PIIP N-P 3 iHW1M iMyHOnoriYHm aHani3om cepiitHoro BUpoGHULITBA NPOAEMOHCTPYBAsIo Taky kopensuito (y Hr/mn (ng/mL)):

KinbkicTb npoTectoBaHux 3paskis: 119

MopiBHsAHHSE MeTogom [MaciHra — babnoka: y=0,9994x+0,0689, 1=0,975.

KoHueHTpauis B kniHiYHMX 3pa3kax ctaHoBuna Big 2,351 go 1982,902 Hr/mn (ng/mL).
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Homep 3a kaTanorom Kog naprii

Meaunynuin npunag Ans 4iarHoCTUKKM in vitro CONTENTS| Cknag Ha6opy

MapkyBaHHs CE 3HakK BiANOBIAHOCTi TEXHIYHUM pernaMmeHTam

MAGLUMI® Ta Biolumi® € TOproBMumu mapkamu komnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANoBiAHUM BRiacHVKam.
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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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