IHCTpyKLUis i3 3acTOCYBaHHS

REF| 130617501M: 50 tecris y Habopi
130717501M: 30 TecTiB y Habopi

C € 130217501M: 100 TecrTiB y Habopi

MAGLUMI® AntuTtina go LUM (IXJNA)

H NPU3HAYEHHSA

Habip aae 3mory BUKOHYBaTW iMyHOXEMINOMIHECLLEHTHWI aHani3 in vitro anst BU3HaYeHHs KinbkicCHOro BMICTy aHTuTin IgG A0 UMKMIYHUX UMTPYNIHOBaHUX NenTUAiB
(LLLM) y cnpoBaTtui Ta nna3mMi KpoBi NIOAMHM 32 ONOMOrOH0 NMOBHICTIO aBTOMATUYHOrO XeMintoMiHecLeHTHOro imyHoaHanizatopa cepii MAGLUMI 1 iHTerpoBaHoi
cuctemu cepii Biolumi; Takox Liew aHani3 BUKOPUCTOBYETHLCS SK AOMOMiXHWIA 3aci6 AiarHoCTUkM peBmaTtoigHoro aptputy (PA).

l cTMcnui onuc

PeBmatoigHuii apTput (PA) € NowMpeHnM ayToiMyHHUM 3aXBOPIOBAHHSIM HEBIAOMOT eTionorii, Bif sikoro cTpaxaae npmbnusHo 0,5-1 % HaceneHHs 3eMHoI kyni'~
3. BiH xapaKkTepu3yeTbCa XPOHIYHUM 3anarneHHsIM Cyrnobis, sike 3a3Buyai NpU3BOAWTb [0 NPOrPECUBHOIO PYWHYBaHHA CyrnoGiB Ta iHBaMigHOCTI M NoripLleHHs
sIKOCTi XMTTSS. [loHeAaBHa MOXNMBOCTI nikyBaHHS PA 6ynu obmexeHi, i CnpuymnHeHi Liieto XBopoGoto TsKKI YLLKOKEHHS! CYrnobiB i 3aranbHa crnabkictb 6ynu ayxe
noLUMpeHi2. [ns KOHTPOMO PO3BUTKY XBOPOGYW Ta YHUKHEHHSI HEOBOPOTHOrO YpaXkeHHs Cyrnobis BaxnunBo 3a6e3neunTy paHHio HadinHy diarHocTuky PA%.

PA pgiarHocTyoTb, NepeBaxHO I'PYHTYIOUMCH Ha KNiHIYHUMX NposiBax XBOpPoOW, a cepornoriyHa niaTpMMKa 3a3Buyan 0bMeXyeTbCs BU3HAYEHHAM PEBMAaTOigHOro
dakTopy (P®P). MiaeunweHi pisHi PP moxHa Busasutu B 50—-80 % 3paskiB cmpoBaTku XxBopux Ha PA, a Takox y cupoBaTLi NauieHTiB 3 iHwWmuMmn xsopobamu cnomy4Hol
TKaHWHK, IHDEKUIMHMMI 3aXBOPIOBAHHAMM Ta B 3[0POBUX NIOAEN NOXMNOro BikyS. BucokocneumdiyHnm aHTutinom ao PA € aHTUnepuHykneapHuin daktop (AMd),
AU 3abesnedye NMPUAHATHUA PiBEHb YyTNMBOCTI Ta 3HAYHO BULLY, MOPIBHAHO 3 PEBMAaTOIOHMM (PaKTOPOM, creundidHicTLe. Takox onucaHa iHwa rpyna
cneumdiuHnx oo PA aHTUTIN — Tak 3BaHi aHTMKepaTMHOBI aHTMTINa (AKA)S. BcTaHOBREHO, WO ANs HABYTTA hinarpuHoM aBTOAHTUTEHHWX BNacTUBOCTEN MOro
HeobBXigHO MoaudikyBaTM [0 LMTPYMiHBMICHOrO 6inka i WO UMTPYniHOBaHWii dinarpvH € aHTMreHom-mieHHio ana AMN® ta AKA7. Micna Toro sk Gyno
BCTAHOBMEHO, WO 3pinuin dinarpuH € miweHHio ana AMN® i AKA, Tak 3BaHuX aHTUdinarpuHoBux aHTuTin (ADA), Bynu CTBOPEHi CUHTETWUYHI LUTPYMiHBMICHI
nenTuam, siki Gyno NpoTECTOBaHO Ha PeaKTUBHICTb i3 CUPOBATKOK XBOPUX Ha PAS. BUMKOPUCTaHHS LMTPYNiHBMICHUX NENTUAIB, OTPUMaHMX i3 dinarpyHoBUX
nocnifoBHOCTE, A@e 3MOry BUSIBMISITU @aHTWTINa B 3pa3kax CMpoBaTKW KPOBi XBOpKX Ha PA; Takuii aHania Mae cepefHio YyTNMBICTb i BUCOKY creLdidHicTbS.
AHTUTINA fo UMTpyniHoBaHKX BinkiB / nenTuais € Apyrim (Ha godaTok Ao PP) ceponoriyHM MapkepoM, sikuid HellodaBHO Gyno BKIMIOYEHO [0 KpuTepiiB cuctemm
knacudikauii PA ACR/EULAR 2010, opieHTOBaHWX Ha paHHE BUSIBMEHHS 11 NiKyBaHHSI XBOPOOUE.

0 NPUHUMN Al TECTY

Henpamuii iMyHOXeMintoMiHECLLEHTHMIA aHani3.

MonepeaHbo po3BeaeHuin 3pa3ok, BydepHUIn PO3UMH i MarHiTHI Mikpocdepwu, BKpUTI CUHTETUYHUM aHTUureHom LILIM, peTenbHO nepeMmiwyoTbesa 1 iHKyOyoTbCS,
YTBOPIOKOYM iMyHOKOMMNekeu. Iicnsi iHkyGyBaHHA MaTepianu, 38’a3aHi 3 MarHiTHUIMKU Mikpocdepamu, yTPUMYIOTbCS MarHiTHUM nonem, a He3B'si3aHi BUAansaTbes
nig vac umkny npommBaHHs. [logaeTbca Muwade MOHOKMOHanbHe aHTWTINO Ao ntoacbkoro IgG i3 miTkoro ABEI 1 iHKyOGyeTbCa Anst yTBOPEHHS KOMMMEKCiB 3a
TMNOM ceHagiva. [Micns ocagXeHHs B MarHiTHOMy Moni 3MMBAETLCA CYMepHATaHT | BUKOHYETLCA HACTYMHWM LMKN BiaMMBaHHA. [Micns uboro AoaalTbes
ctaptepn 1 i 2 Ans 3anycky XeminoMiHECLEHTHOI peakuii. IHTEeHCUBHICTb CBITNOBOro cUrHany BUMIPIOETLCA (POTOENEKTPOHHUM MOMHOXYBa4YeM Y BiAHOCHUX
cBiTnosux oanHuuax (BCO) i e nponopuinHoto Ao KoHUeHTpauii aHTuTin go LM y 3pasky.

H PEATEHTU

Cknapg Habopy

100 TecTiB Y 50 TecTiB Y 30 TecTiB Y

KomnoHeHTH Onuc . - K
Habopi Ha6opi Habopi

MarHiTHi MarHiTHi mikpocdpepu, BKpUTi CUHTETUYHMM aHTureHom LILIM (npubnusHo
mikpocdrepu 2,00 mkr/mn (ug/mL)), y HaTpin-cpocchaTHoMy BydepHomy po3unmHi, NaN; (<0,1 %). 2,5 mn (ml) 2,0 mn (ml) 1.0 M (mL)
Kaanpa'rop. AHTVITIJ'.Ia po Uune I;MSI:KII/I KOHLeHTpaUii B HaTpin-choccaTtHomy 6ycdepHomy 1,0 mn (mL) 1,0 n (mL) 1,0 mn (mL)
HU3bKOrO PiBHA po3unHi, NaN3 (<0,1 %).
Kan|6paTop. AHTVITIJ'.Ia no LILIM y Bucoki koHUeHTpaUii B HaTpir-chocchaTtHoMy BycdepHomy 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL
BUCOKOIO PiBHA po3unHi, NaN3 (<0,1 %).
Bydep Buyaunin cuposatkoBuin anbbymid, NaN; (<0,1 %). 13,5 mn (mL) 8,0 mn (mL) 4,8 mn (mL

Mitka ABEI 3 MyLwa4ymmmn MOHOKNOHaNbHUMK aHTUTINaMmm Ao nioacbkoro 1gG
(npnbnuaHo 25,0 Hr/mn (ng/mL)) y 6ycbepHomy posumHi Tpic-HCI, NaN3 (<0,1 %).
Pospigxysau Harpii-docdatHuin bydepHuin posumnH, NaN; (<0,1 %). 25,0 mn (mL) 15,0 mn (mL) | 8,0 mn (mL
AHTuTtina go LILIM B HM3bKin KoHueHTpauii (10,0 oa/mn (U/mL)) y
HaTpin-cpochaTHomy 6ycpepHomy po3unHi, NaN; (<0,1 %).
AnTuTina go LILIM y Bucokin koHueHTpadii (100 og/mn (U/mL)) y
HaTpin-cpocaTHomy 6ycepHomy po3unHi, NaN3 (<0,1 %).

Yci peareHT HagawTbCs B FOTOBOMY 4O BUKOPUCTAHHSA CTaHi.

MonepeaxeHHA i 3acTepexxeHHsA

e [lpu3HaveHo Ang AiarHoCTUKK in vitro.

® Jlywe ans NpodpecinHOro BUKOPUCTaHHS.

e BxwuBanTe 3BMYaNHUX 3aCTEPEXHMX 3ax0aiB, 060B’A3KOBYKX Mif Yac poboTn 3 ycima nabopaTopHUMU peareHTamu.

e Cnig yxuBaTu BiANOBIAHWX OCOBUCTUX 3aCTEPEXHUX 3ax0fiB ANS YHUKHEHHSI KOHTaKTy OyOb-AKUX YacTUH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3paskamu 1 JOTPUMYBaTMCH MICLLeBMX BUMOT LLOA0 pobOTH Nif Yac TECTYBaHHS.

3anopykot OTpYMaHHS OOCTOBIpHMX pe3ynbTaTiB € AOCKOHane BONOAIHHS TeXHiKol aHamnidy 1 4iTke AOTPUMaHHS iHCTPYKUN, HaBeOeHUX Ha BKnaauLi

yNaKoBKW.

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

He BMKOPUCTOBYINTE KOMMOHEHTM 3 Pi3HMX NapTii abo Big pPi3HWX peareHTiB 0gHOYaCHO.

YHukaniTe yTBOPEHHS MiHW B YCiX peareHTax i npenaparax (3paskax, kanibparopax i KOHTPONbHMX 3pa3kax).

Yci Bigxoau GionoridHnx 3paskiB, GionoriYHMx peareHTiB i BUTPATHUX MaTepianis, WO BUKOPUCTOBYOTLCA AJ1st NPOBEAEHHS TECTY, CNif BBaXaTu MNOTEHUiHO

iHcpikoBaHMMK 11 yTURi3yBaTH iX BIANOBIAHO 4O BUMOT MICLEEBUX HOPM.

o Llei BMpi6 MiCTUTb a3ng HaTpito. A3na HaTPilo MOXe BCTyNaTu B peakLito 3i CBUHLEM Y1 MIOHUMK enemeHTamm TpybonpoBoais, yTBoOpiotoyn BUbyxoHebeaneyHi
asugu metanis. Micnsa ytunisauii cnig npomuTy Tpy6K BeNMKOLO KinbKicTio Bogu, abu 3anobirt yTBopeHH!Io BigknaaeHs asuis. [logatkoy iHgopmalLiito MoXHa
3HaNTK B nacnopTax 6e3nekv NpoayKTy, sSiki HaAalTbCA Ha BUMOTY NPOMECIiiHNX KOPUCTYBauiB.

MpumiTtka. Mpo Byab-ski ceprosHi iHUMAEHTU, NOB’sI3aHi 3 NpUCTPoeM, cnif noeigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXXeHNX NPEACTABHMKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

MoBopXXeHHs 3 peareHTamMun

e |llo6 He ponycTUTK 3abpyaHEeHHs, NOTPIBHO BAAraTM YUCTi pykaBUYKM Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. ig yac poboTn 3 Habopom peareHTiB
Cnif, 3aMiHWUTW PYKaBUYKK, SIKi KOHTAKTYBanw 3i 3paskamu, Ha YWCTi, OCKiNbKWM NOTPannaHHA mMaTepiany 3paska MoXe Npu3BecT! 40 OTPUMAaHHS HeOCTOBIPHUX
pesynbTaris.

e He BukopucTtoByiiTe aedekTHi Habopu, 30kpeMa Habopw 3 NOPYLLEHOK rEPMETUYHICTIO YLLiNbHIOBANbHOI NMIBKW, KanaMyTHUMKW peareHTaMu, HasiBHICTO ocaay
B peareHTax (3a BUHATKOM MarHiTH1X mikpocdep) abo Habopu, KOHTPONbHI NOKa3HUKK SIKUX HEOHOPAa30BO BUXOAMNM 3@ MeXi AONYCTUMOro Aiana3soHy. AKLWO
Habip € nedekTHUM, 3BepHiTbCs A0 kKoMnaHii Snibe a6o ii odiliHoro gucTpub’ioTopa.

e ABW YHWKHYTWM BUMApOBYBaHHS PiAvHWU 3 BIAKPUTUX HabopiB peareHTiB Y XONOAUIIbHUKY, PEKOMEHAOBAHO 3aneyaTtaTty BiaKpuTi Habopu repmeTusyoyor
NMiBKOI, WO MOCTAYaETbCA PasoM 3 YNakoBKOKW. YLUinbHIOBanbHa MniBka € OA4HOPa3oBOH; [03aMOBWUTK ii MOxHa B komnaHii Snibe abo ii odivinHux
anctpub’ioTopis.

® |3 4acom Ha NpoKnagLji MOXyTb HAKOMUYYBaTUCA BUCOXIi 3anuULLKX PigvH. 3a3Bnyai BOHW SBNsiOTb COBOI0 CONMbOBUIA OCaA, i He BNMBAIOTL Ha pesyrbTaT aHanisy.

Mitka ABEI

(mL)
(mL)
23,5 mn (mL) 13,0mn (mL) | 7,8 mn (mL)
(mL)
(mL)

KoHTponsb 1 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL

KoHTponb 2 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
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IHCTpyKLUis i3 3acTOCYBaHHS

® BuKOpPUCTOBYWTE BIAKPUTUI BNOK peareHTiB B 04HOMY aHaniaTtopi.

® |HCTPYKLUIi LLOAO NepemillyBaHHS MarHiTHUX Mikpocdep HaBeeHo B pO3Aini Lboro Bknaaumiia, NpUcBsYeHOMy NiaroToBLi peareHTiB.

® [lopaTkoBy iHpbOpMaLiito MPO NOBOMXEHHS 3 peareHTamu nifg Yac BUKOPUCTAHHS CUCTEMW HaBeAEeHO B IHCTPYKLT 3 BUKOPUCTaHHA aHanisaTopa.
36epiraHHsa Ta cTabinbHICTb

e He 3amopoxywTe 6ok peareHTiB.

e 36GepiranTe Habip peareHTiB y BEpTMKanbHOMY MOSIOXEHHI, Wo6 3abe3neunTy NoBHY AOCTYMNHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSMUX COHAYHUX NPOMEHIB.

CtabinbHicTb peareHTiB

Y HenopyLueHi ynakoBLi npu TemnepaTypi 2-8 °C 00 KiHUSA 3a8BNEeHOro TepMiHy NpMAAaTHOCTI
Y BigkpuTOMY CTaHi npu Temnepatypi 2-8 °C 6 TVXHIB

YcepeguHi cuctemmn 4 TWXKHI

CTabinbHiCTb KOHTPONbLHUX 3pa3kiB

Y HenopyLueHi ynakoBui npu TemnepaTypi 2—-8 °C 00 KiHUSA 3asBNeHOro TepmiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi npu Temnepatypi 18-25 °C 6 roguH

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

Y 3amopoxeHoMy cTaHi npu TemnepaTtypi —20 °C 3 micsaui

KinbKiCTb LMKNiB 3aMOPOXYBaHHS 1 PO3MOPOXXYBaHHS He Ginbwe 3 pasiB

l 36IP I NIAFOTOBKA 3PA3KIB

Tunu 3paskiB

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

Tunu 3paskiB MpoGipku ans 36MpaHHA 3pa3kiB

Mpobipkun 6e3 nogaTkoBUX / 4ONOMIDKHMX pevoBUH abo NPoBipky 3 akTMBATOPOM 3ropTaHHsi abo

rernem Ta akTuBaToOpoOM 3ropTaHHs

MNMna3ma Mpo6ipkun 3 EATA-K2 4v renapuHoM HaTpito

e 3asHauyeHi TUNK 3paskiB TecTyBanucs 3 NnpobipkaMu Ans 3upaHHs 3paskis, siki Oynu 4OCTYNHI HA PUHKY HA MOMEHT TECTyBaHHS, TO6TO Gyno NPOTECTOBaHO He
BCi AOCTYMHi Npobipku Bif ycix BUpo6GHUKIB. CUCTEMM 306MpaHHSA 3paskiB Pi3HNX BUPOBHUKIB MOXYTb MICTUTUW PisHi MaTepianu, siki B Aeskux BUNagkax MoxyTb
BNNMBaTK Ha pe3ynbTatu TecTiB. ig Yac BUkopucTaHHs Npobipok Ans 36upaHHs 3paskiB cnig HeYXUIbHO OTPUMYBATUCS BKa3iBOK BUPOOHUKIB NpoGipok.

CraH 3pa3kiB

® He BMKOPUCTOBYWMTE NpenapaTy 3 TENOBOK iHAKTMBALiE, HAAMIPHO reMoni3oBaHi 3paskuy, 3pa3ku 3 HaAMIpHOLO rinepninigemieto Ta 3pasku, siki MatoTb SBHi
03Haku MiKpobHOro 3abpyaHeHHs.

e [lepL HixX NOYMHATV LEHTPUAYryBaHHs, NepekoHanTecs, Lo npoLec koarynsuii B cMpoBaTLi MOBHICTIO 3aBepLUMBCS. [lesiki 3pa3ku cupoBaTku, 0cobnmMBo B3STI
B NaLjeHTIB, IO NPUIMaOTb aHTMKOarynsHTM abo TpomGoniTUKKM, MOXYTb NOTpebyBaTh Ginblue Yacy Ana koarynsauii. AKWo novaty LeHTpudyryBaHHs Ao
MOBHOI Koarynsuii, NpUcyTHICTb ibpMHY B 3pa3ky cMpoBaTKu MOXe NPU3BECTU A0 OTPUMAHHSI XMBHMX pe3ynbTaTiB.

e 3pasku He MatloTb MICTUTK IBPKH abo iHLI TBEpAi AOMILLKN.

® BuKopuCTOBYIiTe OQHOPA30BI NiNeTkN abo KiHYMKKM NiNeToK, LWob YHUKHYTM NepexpecHoro 3abpyaHeHHs.

MiaroroBka Ao aHanisy

® Yci 3pa3ku NoTpibHO NepeBipATM Ha HasiBHICTb NiHW. MNepea novaTkom aHanidy niHy cnig BMaanuTh 3a 4OMOMOrolo nabopaTopHoi nanuykun. BukopuctoByinte
ANS KOXHOrO 3pa3Ky HOBY Nanuyky, abu YHUKHYTU NepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXEHi 3pasku cnif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiliante po3MOpOoXKeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo wnsaxom o6epexHOro nepeBepTaHHsA. BukoHante BidyanbHWA KOHTPOSb 3paskiB. Y pasi BUSABNEHHS cTpaTudikauii 4Yv posliapyBaHHs
nepemillanTe 3pasku, 4OKN BOHW He CTaHyTb BidyarnlbHO OAHOPIAHUMM. AKLO 3pa3ku He Byno nepemiliaHo HaneXHWM YMHOM, OTPUMaHI pe3ynbTaTi MOXyTb
6yTV HEAOCTOBIPHUMMU.

e 3pasku He NOBUHHI MICTUTK (DIGPUH, EPUTPOLUTL 1 iHLLI TBEPAi AOMILLKM. 3pa3ku, WO BiANOBIAATb Ll yMOBI, 3aaTHi 3a6e3ne4nT HaginHi pesynstaTtu; nepes
TECTyBaHHAM iX HeobXiAHO LeHTpudyryBatn. OumnLLeHWii 3pas3ok Crif, NnepeHecTn A0 BCTaBKM ANs 3paskiB abo B AoNOoMixHY Npobipky Anst TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpudyroBaHUX 3paskiB i3 NinigHUM LapoM NepeHoCcUTY Chif nuLle oYuLLeHnid 3pa3ok 6e3 ninemiyHoro matepiany.

e (O6'em 3paska, NOTPiIGHMIA 4111 OQHOPA30BOro BU3HAYEHHS B LibOMY TECTi, CTaHOBUTb 10 Mk (pL).

36epiraHHA 3pa3kiB

3pasku, OYMLLEHI Bif po3aintoBaya, epuTpoumTIB i 3rycTkiB, MOXyTb 36epiratucs Ao 8 roauH npu Temnepatypi 18-25 °C, no 3 gHie npu Temnepatypi 2-8 °C abo

no 3 micsuiB y 3amopoxeHoMy cTaHi npu Temnepatypi —20 °C 4m HWxYiNn. 3amMopoxeHi 3pa3ku nNpuaaTHi 40 BUKOPUCTaHHS, SIKWO BOHW 3a3Hanu He Ginblie

3 UMKNiB 3aMOPOXYBaHHS i PO3MOPOXYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka i MapKyBaHHS 3pa3kiB MaloTb BiAMOBig4aTW 3aCTOCOBHMM BMMOraM MICLEBOrO 3aKOHOA4ABCTBA LUOAO TPAHCMOPTYBaHHSA KMiHIYHMX 3paskiB Ta
iH(hikoBaHMX PEYOBMH.

e [lepeBuLlyBaTh HaBeAeHi BULLE 0OMEXEHHS LWoao 36epiraHHs 3abopoHeHO.

Po3BeaeHHs 3pa3kiB

e 3pasku, y Akux KoHueHTpauis aHtutin go LILIM BuxoamTb 3a Mexi Aiana3oHy aHaniTM4HOrO BUMIPIOBaHHS, MOXHa PO3BECTM PO3YMHHUKOM, BUKOPUCTOBYHOYU
NPOTOKON aBTOMAaTUYHOIrO po3BeAeHHs abo nmpoueaypy pydHOro posBefdeHHs. PekomeHaoBaHa npomnopuis po3sefdeHHs ctaHoBuTb 1:20. KoHueHTpauis
po3BefeHoro npenapaTty mae nepesuiysatu 25 og/mn (U/mL).

e [InA po3BeAEeHHs1 BPYYHY MOTPIOHO MOMHOXMTM pe3ynbTaT Ha KoediluieHT po3BeAeHHs. KO po3BedeHHS BUKOHYETbCS aHanisaTopoM, nporpaMmHe
3abesneyveHHs aHanisaTopa Bpaxye Le nig Yac BU3Ha4YeHHs KOHLeHTpaLii 3pa3ka.

H NPOLIEAYPA

HapaHi maTtepianu

AHani3 Ha aHTuTina go LILIM (IXITA), eTukeTku 3i LWUTPUX-KOAAMU KOHTPOMNbHMX 3pas3kiB.

Heo6xigHi maTepianu, Aki He BXOAATb A0 KOMNJIEKTY NOocTayaHHA

e 3aranbHe nabopaTtopHe obnagHaHHs.

® [IOBHICTIO @aBTOMAaTUYHMWIA XEMiMOMIHECLEHTHUIA iMyHOaHanizaTop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerposaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [lopaTkoBi akcecyapu, MOTPiIOHiI Ans 3a3HaYeHMX BULLLEe aHani3aTopiB, BKMOYaoTb peakUiiH1iA Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIOBY
npoby, HakoOHEeYHUK i peakuiiHy BCTaBKy. [epenik KOHKPETHUX akcecyapiB i XapaKTepUCTUKN akcecyapiB Ans KOXHOI MoAeri MOXHa 3HanTu B iHCTPYKUii 3
BMKOPUCTaHHSA BiAMOBIAHOrO aHanisaTopa.

e [1ns OTPUMaHHsI JOCTOBIPHUX pe3ynbTaTiB TECTY BUKOPUCTOBYITE akcecyapu, pekoMeHA0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigroToBka peareHTiB

e BuTaritb Habip peareHTiB i3 ynakoBku 1 ornsiHbTE BifACikvu 6noka peareHTiB | 30Kpema YLUinbHIBarnbHy NiiBKy Ha HasiBHICTb BUTOKIB. SIKLLO O3HAK BUTOKIB He
BUSIBNEHO, 06epexXHO 3HIMITb YLLiNbHIOBaNbHY NiBKY.

e BigkpuiiTe aBepusATa 30HW peareHTiB; TpUManTe pyyky Habopy Takum 4duHoMm, wob RFID-mitka 6yna nopyy i3 4ytnuBolo 30HOK ckaHepa RFID-miTok
(NpnbnusHo 2 c); cuctema nogacTb 3BYKOBWI CUrHAM; OAMH 3BYKOBUIA CUTHaN O3HaYae, WO peareHT YCrillHO po3ni3HaHo.

e Tpumatrouun peareHT BepTUKanbHO, BCTABTE NOro Yy BiNbHY AOPiKKY AN peareHTiB.

® [lepesipTe, Yn NpaBunbHO BigobpaxaeTbes iHopMaLisi Npo peareHT y NporpaMHOMy iHTepdeNnci; SKLWO Le He Tak, MOBTOPITb ABa 3a3HaYeHi BULLE KPOKWU.

® PecycneH3yBaHHA MarHiTHUX Mikpocdep BiabOyBaeTbCs aBTOMATUYHO NICNs 3aBaHTaXeHHs Habopy, YiM 3abesnevyeTbcsi MOBHE PIBHOMIPHE BifHOBMEHHS

cycneHsii nepes BUKOPUCTaHHSAM.

CupoBartka
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IHCTpyKLUis i3 3acTOCYBaHHS

KanibpyBaHHsi aHani3y

® BubepiTb TecT Ans kanibpyBaHHA Ta BMKOHaNTe onepauilo KanibpyBaHHSA Ha ekpaHi 30HWM peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsSiAKYBaHHS AaHWX
KanibpyBaHHs AVB. Y MPUCBSIYEHOMY KaniGpyBaHHIO po3aini iIHCTPYKLii 3 BUKOPUCTaHHSA aHanisaTopa.

e BukoHaliTe NOBTOPHE KanibpyBaHHs 3 JOTPUMaHHSM iHTEpBary, 3a3Ha4eHOoro B LibOMY BKNaauLLi.

KoHTponb skocTi

e Y pasi BUKOpUCTaHHS HOBOI napTii nepeBipTe abo 3MiHiTb AaHi KOHTPOIO SKOCTI.

® BukoHalTe 34MTyBaHHS LUTPUX-KOAY KOHTPOSO SKOCTi, BUOEpiTh BiANOBIAHI AaHi KOHTPOO SIKOCTi Ta BUKOHANTE TecTyBaHHs. [oknagHiwy iHpopmalio npo
BMOpsAAKYBaHHS 3pa3kiB AN KOHTPOSO SAKOCTi AMB. Y NPUCBAYEHOMY KOHTPOMIO SIKOCTi PO34ini iHCTPYKLT 3 BUKOPUCTaHHS aHanisaTopa.

TecTyBaHHs 3paskiB

e [licns ycnilwHOro 3aBaHTaXeHHs1 3pa3ka BMOepiTb Liel 3pa3ok Ha ekpaHi, 3MiHiTb nmapameTpu aHanidy Ans 3paska, skui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHSA. [loknagHiwy iHdopMaLito Npo BNOpsAKyBaHHA B3STUX Y NalieHTa 3paskiB AMB. y MPUCBAYEHOMY BMOPSIAKYBAHHIO NpenapartiB po3aini iHCTpyKLuii 3
BMKOPUCTaHHS aHanisaTopa.

[inst OTpUMaHHS MakcmarnbHO ePeKTUBHUX pe3ynbTaTiB NOTPIGHO TOYHO AOTPMMYBATUCh IHCTPYKLIT 3 BUKOPUCTaHHS aHanisatopa.

Kani6pyBaHHs

BigctexeHHs: uew metop Gyno ctaHAApTU30BaHO LUSSIXOM MOPIBHSHHS 3 PEYOBUHOID, LLO BUKOPUCTOBYETLCS komnaHieto SNIBE ansi BHyTPilWHbOrO KOHTPOSO

AKOCTI.

3acTtocyBaHHS crneujianbHO Npy3HaYeHnx kanibpaTopie Aae 3mMory ckopuryBatu pedepeHCcHy KpUBY 3a AOMOMOroko 3adikcoBaHUX 3HaYeHb BiGHOCHWUX CBITIOBUX

oaunHuupe (BCO).

[MoBTOpHe kanibpyBaHHA pekoMeHOoBaHe:!

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

® KOXHi 7 OHIB;

® nicns cepsicHOro 06cnyroByBaHHs aHanisaTopa;

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

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOIIO AKOCTI A4S LbOro TECTY PeKOMEeHA0BaHO BUKOPUCTOBYBATU KOHTPOMbHI 3pa3ku; ANa nepeBipku edpeKTUBHOCTI TECTIB KOHTPOnb

cnig nNpoBOAMTM 3 OOHWUM MOBTOPEHHSIM. 3aranbHi pekoMeHgauii WoAO0 KOHTPOMK SIKOCTi MOXHa 3HaWTM B OMyGRiKoBaHWX iHCTPYKUiSX, Hanpuknag y

pekoMeHgauisax C24 IHCTUTYTY KniHiYHKX | nabopaTopHux ctaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHLwmx®.

KoHTponb SKOCTi pekoMeHO0BaHO 34iNCHIOBAT pa3 Ha AeHb BUKOPUCTaHHS abo 3rigHO 3 BUMOraMm MicLEBUX HOPM, BUMOramu cepTudikauii Ta npoueaypamm

KOHTPOIto AKOCTi BaLoi nabopaTopii. KOHTponb SKoCTi MoXHa 3A4iACHIOBATU 3a AONOMOroK TecTy Ha aHTuTina go LLIM:

® nicns KOXHOro kaniépysaHHs Habopy;

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

KoHTponbHi 3pa3ku npusHaveHi nuwe ans cuctem MAGLUMI Ta Biolumi i1 BUKOPUCTOBYHOTLCS NULLE 3 BiANOBIAHUMW peareHTamu, LWo MaroTb Taki cami no4aTkosi

cim umncbp Homepa MAPTII. KoxeH LinboBuii NOKasHWK | Aiana3oH HaBEeAeHO Ha eTUKeTL.

Mepen BUKOPUCTAHHSAM iHLUMX KOHTPOMbHUX 3paskiB Chif OLIHUTK iXHIO CYMICHICTb i3 uuM TecToM. Cnig yCTaHOBUTU BIiAMNOBiAHI Aiana3oHy 3HayeHb ANnst BCiX

BMKOPUCTOBYBAHUX MaTepiarniB KOHTPOIO AKOCTi.

KoHTponbHi noka3Huku matoTb ByT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAMWH i3 KOHTPOMbHUX NOKa3HUKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3soHy,

Cnif, BUKOHaTW MOBTOPHE KanibpyBaHHS Ta NMOBTOPHE TECTYBaHHS KOHTPONbHUX 3pa3kiB. SKLWO KOHTPOMbHI MOKa3HMKKU, OTPUMAaHI NicNs yCrnilHOro KaniopyBaHHs,

cTabinbHO BUXOASATL 3a MEXi BU3HAYEeHWX diana3oHiB, pesynbTaTi TeCTyBaHHSA NaLiEHTIB He Cnig AOKYMEHTYBaTK; KpiM TOro, cnia:

® MepeBipuTU, YY1 He CNMB TEPMiH NPUAATHOCTI MaTepianis;

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

® yNEeBHUTUCS, LLO TECT 34iMICHIOBABCS i3 AOTPUMAHHSIM IHCTPYKUIA, HaBeAeHMX Ha BKNAAULLIi yNakoBKuy;

® 33 notpebu 3BepHyTUCH NO Aonomory Ao komnaHii Snibe abo ii odiviiHnx gucTpub’ioTopis.

KO KOHTPONbHUX 3paskiB y Habopi HeJoCTaTHLO ANSi BUKOPUCTaHHS, 3aMOBNSNTEe AoAAaTKOBI KOHTponbHi aHTuTina go LLIM (IXJTA) (REF: 160201404MT) y

KkomMnaHii Snibe abo ii odiuinHMX gnucTpnb’oTopiB.

H PE3YNIbTATU

Po3paxyHok

AHanizatop aBTOMaTU4YHO PO3PaxoBYE KOHLUEHTpauito aHTuTin o LILM B KoxHOMy 3pa3Ky Ha OCHOBi kanibpyBamnbHOI KpuBOi, sika ByayeTbcs 3a MeToAoM

2-ToukoBOro kKanibpyeaHHs pedepeHcHoi kpuBoi. OauHuuelo BuMiptoBaHHs € og/mn (U/mL). JoknagHiwy iHcdopmauilo MOXHa 3HalTh B iHCTPYKUil 3

BMKOPUCTaHHS aHanisaTopa.

IHTepnpeTauia pesynbTaris

Y 30BHIiLLHIX AOCMiAXEHHSIX i3 3acTOCyBaHHsIM TecTiB Ha aHTuTina go LILIM komnanii SNIBE Ha 3pa3skax Big 181 nauieHTta 3 nigTBepmxeHum PA, 78 nauieHTiB 3

iHLWIMMK 3axBOpLOBaHHAMY Ta 253 KNiHIYHO 340pOBKX OCI6 Byrno BU3HaYeHo onTumManbHy mexy — 17,0 oa/mn (U/mL).

e 3pasku 3 koHUeHTpauieto aHTuTin go LILIM <17,0 oa/mn (U/mL) cnig BBaXkaT HEeraTUBHUMM.

e 3pasku 3 koHUeHTpauieto aHTuTIn go LILIM 217,0 oa/mn (U/mL) cnig BBaXxaT NO3UTUBHUMW.

MoxnuBi po36ixXHOCTi B pesynbTatax pisHuXx nabopaTtopil, Lo NOACHIOETLCSA BIAMIHHOCTAMM B CKNaAi nonynsuii Ta metogunkax AoCniaxeHHs. PekomeHaoBaHO B

KOXHi nabopaTopii BU3HA4YUTN BNACHWUIN pedepeHTHU iHTepBan.

 OBMEXEHHA

e PesynbTaTy TeCTy cnif po3rnagaTi B KOHTEKCTI icTopii XBOpoOM, AaHUX KMiHIYHOTrO OBCTEXEHHS NauieHTa ! iHLWNX AaHuX.

e FAKLWO pe3ynbTaTh TeCTiB Ha aHTuTIiNa Ao LILIM He BignoBiaaoTb KNiHiYHUM AaHWM, ANs iX NiATBepAKeHHS HeobXiAHO BUKOHATWN AOAATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Bi nauieHTiB, siki npuiMany npenapat MyuwaYmx MOHOKIMOHaNbHUX aHTUTIN i3 METO AiarHOCTUKM YK fiKyBaHHS!, MOXYTb MICTUTU NIOACHKI
aHTuMuwavi aHtutina (HAMA). Y pasi TecTyBaHHS Takux 3paskiB i3 BUKOPUCTaAHHAM HabopiB Ans aHanisy, Wo MICTATb MULLAyi MOHOKIOHanbHI aHTuTIna,
MOXHa OTpUMaTH XMBHO MiaBuLLEHI abo 3HWKeHI pedynbTatn'® 11, [Ins BU3HAYeHHs giarHo3y Moxe 3HagobuTucs godaTkosa iHgopmais.

e [eTepodpinbHi aHTMTINA B CMPOBATLi KPOBi MOAUHM MOXYTb BCTynaTu B peakuilo 3 iMyHornobyniHamu peareHTiB, BNMBaKO4YM Ha pesynbTaTt iMyHOoaHanisis
in vitro. Y nauieHTiB, SiKi perynsapHO KOHTaKTyloTb i3 TBapMHaMu abo nNpodykTaMu CMpOBAaTKM KPOBi TBAPWH, iCHYE pU3MK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CNOCTepiraTUcst aHOMarbHi NokasHUkM'2.

® BakTepianbHe 3apaxeHHs abo Tennosa iHaKTUBaLisi 3pa3kiB MOXe CNOTBOPUTU pe3ynbTaTh AOCNIOKEHHS.

H CNEUM®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y ubomy po3aini HaBeaeHi penpeseHTaTUBHI xapaKTepucTukW. PesynbTaTi, oTpuMaHi pisHnMu nabopatopisiMv, MOXyYTb BiApPi3HATUCS.

TouHicTb

TouHicTb BM3HaYanacst 3a JONOMOroK TecTy, npenapaTiB i KOHTPONbHUX 3paskiB 3a npotokonoM (EP05-A3) IHCTUTYTY KniHiYHUX i naGopaTopHUx cTaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y aABox okpemux napanenbHux BUNPODYBaHHSAX LUOAHS MPOTAroM 5 AHIB Y TPbOX Pi3HWX LEHTpax 3

BMKOPUCTaHHAM TPbOX NapTin Habopie peareHTiB (n = 180). Byno oTprMaHo 3a3HayeHi Hwk4e pesynbTaTu.

CepegHe, oa/mn Y mMexax BunpobyBaHHs Mix BMNpoGyBaHHAMM BigTBOploBaHicTb
HRPoK (r(]U:/TIé())) ICtana. Bigx., og/mn (U/mL) % koed. Bap. OC;/?\AT&S;?“XL’) % koedp. Bap. |CtaHg. Bigx., og/mn (U/mL) % koed. Bap.

Myn i3 cuposaTkoto 1 5,137 0,225 4,38 0,106 2,06 0,297 5,78
Myn i3 cupoBaTkoto 2 21,055 0,578 2,75 0,474 2,25 1,269 6,03
Myn i3 cuposaTkoto 3 201,137 5,778 2,87 1,258 0,63 8,420 4,19
Myn i3 nnasmoto 1 4,873 0,205 4,21 0,108 2,22 0,290 5,95
Myn i3 nna3moio 2 21,399 0,551 2,57 0,422 1,97 0,780 4,24
Myn i3 nnaamoio 3 200,366 5,591 2,79 2,657 1,33 7,747 3,87
KoHTponb 1 9,989 0,376 3,76 0,119 1,19 0,600 6,01
KoHTponb 2 101,123 3,370 3,33 1,435 1,42 4,577 4,53

[iana3oH niHinHocTi
1,00-500 oa/mn (U/mL) (BU3Ha4aeTbCA 32 MEXEI0 KiNbKICHOT OLliHKM Ta MakCUMyMOM pedepeHCHOI KpUBOT).
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IHCTpyKLUis i3 3acTOCYBaHHS

IHTepBan peecTpauii

0,850—10 000 oa/mn (U/mL) (BM3Ha4aeTbCA 3a MeXel BUSBIEHHS Ta MakCUMyMOM pedepeHCHOI KpUBOI, MOMHOXEHWM Ha PeKOMeHAOBaHy MponopLito
po3BeAEeHHS).

AHaniTnyHa vyyTnMBICTL

Mexa xonocTtoi npobu = 0,500 oa/mn (U/mL).

Mexa BusBneHHs = 0,850 og/mn (U/mL).

Mexa kinbkicHoi ouiHku = 1,00 oa/mn (U/mL).

AHaniTnyHa cneumdiyHicTb

IHTepdepeHuin

IHTepdepeHLia Bu3Havanacs 3a 4OMNOMOro TeCTy; A0 TPbOX 3paskKiB i3 Pi3HOIO KOHLIEHTpaLLielo aHanisoBaHOro KOMNOHEHTa A0AABanNMcs pe4YoBMHN, NOTEHLINHO
30aTHi CNpUYMHUTK eHpJoreHHy abo ek3oreHHy iHTepdepeHuilo, 3a npoTokonoM (EP7-A2) IHcTuTyTy KniHiyHux i nabopatopHux craHaaptis (Clinical and
Laboratory Standards Institute, CLSI). MNoxnbka BUMIipiB AN peYOBUH, 30aTHUX CMPUYUHUTK iHTEpPdepeHLito, He nepesulye +10 %. Byno oTpumaHo 3a3HauyeHi
HIDKYe pesynbTaTu.

IHTepdepeHLin Makc. piBeHb BigcyTHocTi BnnuBy | IHTepdepeHuin Makc. piBeHb BiACYTHOCTI BNNUBY
Binipy6iH 25 mr/gn (mg/dL) PeBmatoigHuii haktop 150 MO/mn (IU/mL)

'emorno6iH 500 mr/an (mg/dL) . . .

Tpaninia 1500 mr/an (mg/dL) Tioacbki aHTMMWaYi aHtutina (HAMA) | 40 Hr/mn (ng/mL)

MepexpecHa peakTUBHICTb

[NepexpecHa peaKkTMBHICTb BU3Ha4anacs 3a JOMOMOrol TeCTy; A0 TPbOX 3paskiB i3 Pi3HOK KOHLEHTpaLie0 aHanisaoBaHoro KOMMoOHeHTa AoAaBanvcs NOTEHLUinHI
nepexpecHi peareHTn 3a npotokonom (EP7-A2) IHCTUTYTy kniHiyHuxX i nabopaTtopHux ctaHaapTie (Clinical and Laboratory Standards Institute, CLSI). Moxubka
BMMIPIB AN PEYOBUH, 34aTHUX CNPULYUHUTY iHTepdepeHLito, He nepeBuLlye +10 %. Byno oTpMmaHo 3a3HayeHi Hx4e pesynbTaTu.

MepexpecHuit peareHT Makc. piBeHb BigcyTHocTi BnnuBy | MepexpecHui peareHT Makc. piBeHb BiaCyTHOCTi BNNUBY
AnTuTina IgG go acHK 800 MO/mn (IU/mL) AHTuTina IgG go SS-B 400 AO/mn (AU/mL)
AnTuTina IgG o Sm/RNP 400 AO/mn (AU/mL) AHTuTina IgG go Scl-70 400 AO/mn (AU/mL)
AnTuTina IgG go Sm 400 AO/mn (AU/mL) AHTuTina IgG po Jo-1 400 AO/mn (AU/mL)
AntuTina IgG go SS-A/Ro 400 AO/mn (AU/mL) AnTuTina IgG go ueHTpomep 400 AO/mn (AU/mL)

KniHiyHa yyTnuBicTb

KniHiyHa 4yTnuBicTb BU3Havanacst Ha matepiani 152 3pa3kiB nauieHTiB i3 nigTBEpAKEHUM AiarHO30M peBMaToiaHOro apTpuTy (nauieHTu 3 PA BusHavanucs 3rigHo
3 KpuTepisMu AmepukaHcbkoi konerii pesmatonoris (American College of Rheumatology, ACR)). Po3paxoBaHa kniHiyHa 4yTnuBicTb ctaHoBuTb 70,4 %. Byno
OTPUMAHO 3a3HaYEHI HUXKYE pe3ynbTaTu.

AntuTina go LILM (IXTA)

KinbkicTb Mo3nTNBHI YyTtnmsictb Y %

MipTBepaxeHunn PA 152 107 70,4
KniniyHa cneuundiyHicTb
KniHiyHa cneundiyHicTe BU3Havanack Ans 3paskiB 327 nauieHTis 6e3 PA; rpyna cknaganach 3i 115 naujieHTiB 3 iHLIMMM 3aXBOPIOBAHHAMM (CUCTEMHUIA YEPBOHMIA
BOBYaK, 3MillaHe 3axBOPIOBAHHS CMOSyYHOI TKaHWHW, cuHapoMm LlerpeHa, cuctemHa cknepogepMis, NonimMiosut / 4epmMaTomio3nT, NEPBUHHUIA BiniapHuii LMPo3
neYviHkK, aBTOIMYHHWIA TUPEOIOWUT, OCTE0ApPTPUT, PEaKkTUBHUIA apTpuT, HUPKOBA HeOCTaTHICTb, Bipyc EnwTenHa — Bapp) Ta 212 kniHiyHO 3p0poBux oOCi6.
Po3paxoBaHa kniHivHa cneundiyvHicTb cTaHoBUTL 98,2 %. Byno oTpuMaHo 3a3HajveHi Huk4e pesynbTaTu.

KaTeropis 3paskis

KaTeropis 3paskis Artvtina 20 UUM (IXNA)
Kinbkictb HeratusHi CneundivHicTb y %
XBopobu (okpim PA) 115 110 95,7
KniniyHo 300poBi 212 211 99,5
3aranom 327 321 98,2

MoHapno30BuM «Xyk»-eheKT y BUNaaKy BUCOKUX KOHLIEHTpauin

B aHanisax Ha aHTuTina go LILIM He cnocTepiraBcst NOHaaA030BUI «XyK»-e(DEKT y BUNaAKy BUCOKMX KOHUeHTpauin Ao 10 000 oa/mn (U/mL).

MopiBHAHHA MeTOAUK

MopiBHAHHA aHanisy Ha aHtuTina Ao LM (IXJIA) 3 iHWMM iMyHORNOriYHMM aHaniaom cepiliHoro BMPOGHULTBA NMPOAEMOHCTPYBano Taky kopensuio (y og/mn

(U/mL)):

KinbkicTb npoTecToBaHux 3pa3kis: 108.

MopiBHsAAHHA MeTogoMm [MaciHra — Babnoka: y = 1,0277x-0,6479, 1 = 0,960.

KoHueHTpauist B KniHiYHWX 3pa3kax cTaHoBuna Big 2,04 no 485,56 og/mn (U/mL).
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l 3BHAYEHHA CUMBONIB

[vB. IHCTPYKLiO 3 BUKOPUCTaHHS

TemnepaTypHui AianasoH
(36epiratv npu Temnepartypi 2—-8 °C)

BmicTy goctaTHbO Ans <n> TecTiB

Linm 6okom goropwm

MeaunyHuii npunag AnNs AiarHOCTWKM in vitro

Howmep 3a katanorom

MapkyBaHHsi CE
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