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IHCTPYKLUIA

ANS MeAMYHOro 3aCToCyBaHHSA J1IKapCbKOro 3acoby

BETACEPK®

(BETASERCP®)

Cknap:
Airya peyoBuHa: beTtarictTuHy gurigpoxnopuva;
1 Tabnetka MictTuTb 6eTaricTury gurigpoxnopuay 8 mr, 16 mr abo 24 wmr;

AOMOMIKHI peqdoBUHM: Lentno3a MikpokpucTtaniyHa, maHit (E 421), Kucnotum
NMMOHHOT MOHOrIApaT, KPeMHIto giokcua KonoigHun 6e3BoaHNIN, TasnbK.

Jlikapcbka cpopma. TabneTtku.
OCHOBHI @i3nKO-XiMi4YHi B1aCTUBOCTI:

Tabnetku no 8 Mr: Kpyrni, nnocki, 6ini abo manxe 6ini TabneTkn 3i CKOWEHNMN
KpasiMu, 3 MapKyBaHHAM «256» 3 ogHoro 6oky TabneTtku;

Tabnetku no 16 Mr: Kpyrai, ggoonykni, ainumi, 6ini abo manxe 6ini TabneTku
3i CKOLWEHUMU KpassMn, 3 o4HOro 60Ky 3 HACIUYKOW i MapKyBaHHAM «267» Mo
obuasa 60kn Bi4 HacCiukn; TabneTky MOXHa po34iNnTM Ha ABi piBHI A03K;

Tabnetku no 24 Mr: Kpyrni, ggoonykni, ainumi, 6ini abo mamxe 6ini TabneTku
3i CKOWEeHUMU KpasdMmn, 3 o4HOro 60Ky 3 HACIUKOK i MapKyBaHHAM «289» no
obuaBa 60KM Big HACiYKM; Haciyka npu3HaveHa TiNbKW ANS MoJsierweHHs
po3naMyBaHHs TabneTkn 3 MeTO nonerweHHs 1i NMPOKOBTYBaHHA | He
npu3HayeHa An4a noainy tabnetku Ha ABi piBHI 403W.

dapmMmakoTepaneBTUMYHa rpyna. 3acobn ans nikyBaHHA BeCTUOYyNapHUX
nopyweHb. betarictuH. Kog ATX NO7C AO1.

DapMaKoONOrivyHi B1acTUBOCTI.
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QapmakognHaMika.

MexaHi3M paii 6eTaricTMHy BMBYEHWN JfUWIE YaCTKOBO. ICHye pgekinbka
AOCTOBipHMX rinoTe3, 4qki  6ynu nigTBepaXeHi AaHUMM  AOCNIAXEHb,
NpoBeAEHMMIN Ha TBAapMHAX Ta 3a y4acTio Jloaen.

BnamB 6eTarictuHy Ha rictaMiHepriyHy CUCTEMY.

BcTtaHoBneHo, wo 6eTaricTH 4acTKoOBO MNPOSIBASE aroHiCTUYHY aKTUBHICTb
woao Hi-peuenTopiB, a TaKOX aHTAroHICTUYHY QaKTUBHICTb wWoOAO0 Hsz-
peuenTopiB rictaMiHy B HEPBOBIN TKaHWHI Ta Ma€E HE3HAYHY aKTMBHICTb LWOA0
H>-peuenTtopie rictamiHy. betarictuH 36inbwye o06MiH Ta BUBIIbHEHHS
ricTaMiHy WnaxoM 610KyBaHHS MNpecuMHanTUYHUX Hs-peuenTopiB Ta iHAYKUii
npouecy 3HMXEHHSA KiNIbKOCTI BignoBigHMX H3-peuenTopis.

BeTtarictuH Moxe 36iNbllyBaTU KPOBOTIK B KOXJI€APHiM 30Hi, @ TAKOX YV BCbOMY
r0OJIOBHOMY MO3KY.

dapMaKonoriyHi AocnigXXeHHA Ha TBapuHax NMPOAEMOHCTPYBAIM MOKpPaLWEHHSA
KpoB0oObiry B cyAuHax striae vascularis BHYTPILWHbOrO ByXa, MOX/MBO, 3a
paxyHOK po3cnabneHHsa npekaningapHuUx CPiHKTEPIB Y CUCTEMI MiIKpOUMPKYNALLii
BHYTPilWWHbOro ByXa. beTarictThH TakoX npoAeMOHCTpyBaB 36inblUeHHS
MO3KOBOIr0 KPOBOTOKY B OpraHi3Mi N04nHN.

BeTarictuH cnpusie BectubynsipHin KOMNeHcaLlii.

BeTarictmH npuckopto€ BigHOBAEHHS BeCTUOYnsapHOi dyHKLUiT nicnsa oaHO6iYHOI
HEMpPEeKTOMil y TBaApWH, CTUMYJIIOKOYM | CNpUAOYM Mpouecy UeHTpasibHOI
BeCcTMbynapHoOi KomneHcauii. Llen edekT XapaKTepusyeTbCA MNOCUNEHHAM
perynsuii obMiHy i BMBINbHEHHS TiCTaMiHy Ta peani3yeTbCa B pe3ynbTaTi
aHTaroHiaMy Hs-peuenTopiB. Y ntogen nig yac nikyBaHHA 6eTariCTMHOM TaKoX
3MEHLWYBABCS Yac BiAHOB/IEHHS BeCTUbynsapHoi yHKLUIi nicna HerpeKToMii.

beTarictmH 3MiHKOE aKTUBHICTb HEMPOHIB Y BECTUBYIAPHUX aAapaX.

Byno Takox BCTaHOBNEHO, WO 6eTarictTH Mae [0303a5eXHUN (Hribyrunn
BMJMB Ha reHepauito MNiKOBMX MOTeHUianiB y HeWpoHax JsaTepanbHUX i
MediasibHUX BECTUOYNApHUX s4ep.

dapmMakogmMHaMiuHi BNacTUBOCTI beTaricTuHy, aK ue 6yno nokasaHo y TBapWH,
MOXYTb 3abe3neyntu no3UTMBHUN TepaneBTUUHUN edeKT npenapaty vy
BECTUOYNAPHIN CUCTEMI.

EdekTuBHicTb 6eTaricTuHy 6yna nokasaHa nig 4Yac AOoCnigXKeHb Y nauieHTiB 3
BECTMOYNApHUM 3anaMopoyeHHsM Ta XxBopoboww MeHbepa, wo 6yno
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NPOAEMOHCTPOBAHO  3MEHLUEHHAM  TSXKOCTI Ta  4acToTM  Hanaais
3anamMopoYyEeHHs.

QapmaKoKiHETHKA.

BCMOKTYBaHH4A.

Mpn nepopanbHOMY 3acCTOCyBaHHI 6eTariCTMH WBMAKO i NPaKTUYHO MOBHICTIO
BCMOKTYETbLCA B YCiX Bigainax WIYHKOBO-KULWIKOBOIro TpakTy. [licngd
BCMOKTYBaHHS npenapaTt LWBMAKO | Mamxe MNOBHICTIO MeTabonisyeTbcsa 3
YyTBOPEHHAM MeTabonity 2-nipnannoutoBoi KWUCNOTWU. PiBEeHb KOHUEHTpauii
beTaricTMHy y nia3Mi KpoBi AyXe HWU3bKUK. ToMy BCi dapMaKoOKiHETUYHI
aHanian npoBOASATbCS LWASXOM BWUMIpOBaAHHS KOHUEHTpauii metabonity 2-
nipuanIoLTOBOI KUCIOTU Y Ma3Mi i ceui.

Mpn Nnpunomi NnpenapaTy 3 Xe MakcuManbHa KoHueHTpauis (Cmax) NpenapaTty
HMX4a, HiXK Npu NpuinoMi HaTwe. MNMpu uboMy 3aranbHa abcopbuia 6eTaricTuHy

ineHTMYHa B 060X BMNaakax, WO BKa3ye Ha Te, WO MNPUMAOM Xi nuwe
YMOBISIbHIOE NMpoLEeC BCMOKTYBaHHSA npenapary.

Po3noain.

Biaocotok 6eTtarictTuHy, Wwo 3B'A3YETbCSA 3 6inKaMu naa3Mm KpoBi, CTAHOBUTb
MeHwe 5 %.

bioTpaHcdhopmMauis.

Micnsa BCMOKTYBaHHSA 6eTariCTMH WBMAKO | ManXe NOBHICTIO MeTabonisyeTbCcs B
2-NipnannouToBy KMUCNOTY (Ka He Mae apMaKoIoriYyHoOi akTUBHOCTI).

Micna nepopanbHOro npuimomMy 6eTarictTMHy KoOHUeHTpauis 2-nipnannouTtoBoi
KMUCOTW B N1a3Mi KpoBi (Ta B cedi) AOCAra€E CBOro MakCMMyMy 4vepes 1 roavHy
nicns NpumMoMy Ta 3MEHLWYETbCA 3 NepiogoM HaniBBMBeAeHHS 6nm3bko 3,5
FOAUHMN.

BuBeaneHHs.

2-nipnavnouTtoBa KucaoTa WBUAKO BUMBOAUMTLCA 3 ceyeto. [lpu npumomi
npenapaTty B A03i 8—48 Mr 6113bk0 85 % noyaTKoOBOI 403U BUABNSETLCS B Ceui.
BuBeneHHs 6eTarictMHy HMpKkamm abo 3 KasioM € HE3HAYHUM.

JTiHiNHICTb.

WLBMAKICTb BIAHOBNEHHSA 3aJMWAETbCA MOCTIMHOK MNpu  nepopasibHOMY
NpUNOMI NpenapaTy B A03i 8—48 Mr, BKa3yumn Ha NiHINHICTb hapMaKOKiHETUKMU
beTaricTuHy, i AA€ MOX/UBICTb MPUNYCTUTU, WO 3a4iSHUA MeTaboNiuYHNI WNax
€ HEHACUYYyBaHUM.
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KniHiuyHi XapaKTepuCTUKM.
lMoka3zaHHs.

XBopoba i CHMHAPOM MeHbepa, $SKi XapaKTepusyrTbCsa TPpbOMa OCHOBHWUMMW
CUMNTOMaMMW:

- 3anaMoOpoOYeHHAM, WO iHOAI  CYMpPOBOAXYETbCA  HYAOTOK |
6ntoBaHHAM;

- 3HUXEHHSAM cnyXxy (TYroByxXicTio);
- LLYMOM Yy ByXax.

CuMnTOMaTMyHe  NiKyBaHHA  BECTUOYNAPHOrO  3araMOpPOYEHHS Pi3HOro
NOXOAXKEHHS.

lMMpornnoka3aHHs.

FinepuyyTnmeiCTb A0 Aito4yoi peyoBMHM abo [0 6yab-sKoi 3  AOMOMIDKHUX
peyoBMH npenapary.

deoxpomMoumToMa.

B3aemMogpgis 3 iHLWWMMH J1iKapCbKMMM 3acobamu Ta iHLWIi BuagN B3aEMOZIN.

JocnigxeHHa in  vivo, HanpasfieHi Ha BWBYEHHS B3aEMOAil 3 iHWWMU
nikapcbknmun 3acobamu, He NpoBOAUMNMUCA. 3 OrAAAy Ha AaHi AOCNIAXKEHHS in
Vitro He O4iKYETbCA MPUrHiYeHHS aKTMBHOCTI (epMeHTiB umtoxpomy P450 in
vivo.

[aHi, oTpuMmaHi B yMoBax in vitro, cBig4aTb Mpo NpPUrHiYyeHHs MeTabonizmy
beTaricTMHy npenapataMuy, WO IiHriOYIOTb AKTUBHICTbL MOHOAMIHOKCUMAA3U
(MAQ), y Tomy uucni nigtuny B MAO (Hanpuknag, ceneriniH). PekoMeHAYy€ETbCSA
AOTpMMYyBaTUCA 06epeXxXHOCTi NpM 04HOYACHOMY 3acCTOCyBaHHI beTaricTUHy Ta
iHribiTopie MAO (Bkitovatoum B-cenekTuBHi iHri6itopn MAO).

Ockinbkn 6eTarictTuH € aHasnoroMm TricTaMiHy, B3aemojia 6eTarictuHy 3
AHTUriCTaMiHHUMUM NpernapaTaMn TEOPETUYHO MOXE BMNHYTU Ha ePEeKTUBHICTb
OAHOro 3 UMX npenaparis.
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Oco6/1MBOCTIi 3aCTOCYBaHHS.

Mig 4ac nikyBaHHSA npenapaTtoM HeobxiAHO peTeNbHO KOHTPONOBATU CTaH
NnauieHTiB 3 6poHXianbHOK acTMO Ta/abo BMpPa3KOBOK XBOPOOOK WAYyHKA Ta
OBaHAAUATUNANOI KUWKWM B aHAMHe3I.

3acrocyBaHHS y nepiod BaritTHOCTi abo rogyBaHHS rpyaaro.

BaritHicTe. HeMa€ AOCTaTHIX AaHUX WOAO 3aCTOCYBaHHSA 6eTaricTuHy BaritTHUM
XIHKaM.

Pe3synbTaTn AoCniaXeHb Ha TBaApWHax He nokasanu npsaMux abo HenpsaMux
WKIiANMBUX HACNiAKiB CTOCOBHO penpoayKTUBHOI TOKCMYHOCTI Yy Ao3ax, 4Ki
BigNOBiAalOTb A03aM, 3aCTOCOBYBAHWMM Y KANiHIYHIN NpakTuui. beTarictTuH He
CNniA 3aCToCOBYBaTWM Yy nepioa BariTHOCTI, 3@ BUHATKOM BUMNAAKIB HaraabHOI
noTtpebwu.

lNepiog rogyBaHHs rpyaar. HeBigoMo, UM NpoHMKae 6eTarictTuH y rpyaHe
MOJIOKO NOAMHW. beTaricTH nNpoHMKAE B MOJSIOKO wWypiB. EdpekTn, wo
crocTepiranucb nNicaa NONOriB B AOCNIAXEHHAX Ha TBapuHax, CTOCYyBanucsa
TiNbKU AyXe BUCOKMX A03. KOpUCTb BiA4 3aCTOCYyBaHHSA npenapaTy Ana maTepi
cnig cniBBiAHOCUTU 3 NepeBaraMn roadyBaHHS rpyaato i NOTEHUIMHUM PU3UMKOM
ANa AUTUHM.

@epTnibHICTb. JOCNiAXeHHA Ha Wypax He BUABWUIN BMAUBY Ha PEPTUNBLHICTD.

34aTHICTb BM/INBATU Ha LUBUAKICTb peakuil rnpu KepyBaHHI aBTOTPaHCMNopTOM
abo iHWnMY MexaHiaMamm.

BeTarictTmH nokasaHun Ang NikyBaHHA cMHAPOMY MeHbepa, LWo
XapaKTepU3yeTbCS TPiaAo OCHOBHUX CUMMMNTOMIB: 3aNaMOpPOYEHHSAM,
3HMXXEHHSM CNyXYy, WYMOM Yy ByXax, @ TaKoX A1 CUMNTOMATUYHOIO
NiKyBaHHS BeCcTUbynsapHoro 3anamopoydyeHHda. Obmnasa CTaHU MOXYTb
HeraTMBHO BMNMBATK Ha 34aTHICTb KepyBaTu aBTOMObiNeM Ta npautoBaTth 3
iIHWWMMKWU MexaHi3MaMun. 3a AaHUMUN KNIHIYHUX A0CNiAXEHb, WO BMBYaNu BNamMB
npenapaTy Ha 34aTHICTb KepyBaTu aBToMobinem i npautoBatu 3 iHWMMK
MexaHi3zMammn, 6eTarictTuH He BnanBas abo MaB HECYTTEBUM BMNJIMB Ha LI
30aTHICTb.
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Cnoci6 3acrocyBaHHSs1 Ta [O3M.

JloboBa po3a AnNg AOpPOCAMX CTaHOBUTbL 24-48 Mr, $§Ky pPiBHOMIpHO
po3noAinsTb ANns NpUMUOMY MNpoTAarom nobwu. Tabnetkm cnig KosTaTw,
3annBatoym BOAOHO.

Tabnetku o 8
Mr

Tabnetku ro 16
Mr

Tabnetku o 24
Mr

1-2 TabneTkun

3 pa3u Ha aoby

>-1 TabneTka

3 pa3u Ha aoby

1 Tabnetka

2 pa3n Ha poby

o3y cnig nigbupatn iHAMBIAYanbHO, 3aNeXHO Biag edeKkTy. 3MeHLWeHHS
CUMMTOMIB IHKONIN CMOCTEPIraeTbCA TiSIbKU NiCNA AEKINIbKOX TUXHIB NMiKyBaHHA.
Hankpali pe3ynbTaTh iHKOMM A0OCAratTbCa Npyu NpUUOMI NpenapaTy NpoTaroMm
Ki/IbKOX MicAuiB. 3a AeSAKUMU OaHUMU, NPU3HAYEHHS NiKyBaHHS Ha novaTky
3axBOpIOBaHHSA 3anobirae Moro nporpecyBaHHiO abo BTpaTi CNyXy Ha MNi3HiX
cTajiax.

BeTacepk® MOXHa 3acCTOCOBYBATW He3anexHo Biag npuioMmy ixi. Mig 4ac
NpuMoMy npenapaTty MOXYTb BUHMKATU HE3HaYHI LWIYHKOBO-KULIKOBI po3saau
(HaBeaeHi y po3aini «MobiuHi peakuii»), aKi MOXYTb OyTU YCYHEHi LWAsSXOM
NPUMUOMY npenapaTy pa3oM 3 iXelo.

[NaLuieHT NiTHLOrO BiKY

Xo4a Ha CbOroAHi AaHi KMiHIYHMX AOCAIAXKEHb Y Uin rpyni nauieHTiB obMexeHi,
LUMPOKNI AOCBIA 3aCTOCYBAHHSA rmpenapaTy Yy nicnsgpeecTpauinHui nepios Aae€
3MOry npunycTuTH, WO KOpeKkuid A[03M ANd NauieHTIB NiTHLOrO BiKYy He
noTpibHa.

HunpkoBa HEAOCTATHICTb

Y uin rpyni nauienHTiB cneuianbHi KNiHiYHI BUNpObyBaHHSA HE NPOBOAMINCSA, ane
BiANOBIAHO A0 AOCBIAY MiCNAPEECTPALIMHONO 3aCTOCYBAHHA KOpeKLUis 403U He
noTpibHa.

[MediHKOBa HEAOCTATHICTb

Y Uin rpyni nauieHTiB cneuianbHi KNiHiYHI BUNpOobyBaHHSA HE NPOBOAMINCSA, ane
BiANOBIAHO 40 AOCBIAY NICNSPEECTPaLiMHOro 3aCTOCYBaHHA KOpeKLUisd 403U He
noTpibHa.
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itn.

Y 3B'A3Ky 3 He[oCTaTHIiCTIO paHumx woao 6e3nekn Ta edeKTUBHOCTI
3aCToCyBaHHSA npenapaTy betacepk®ioro He pekoMeHAYETbCS MpuU3HadaTu
AiTam (BikoM go 18 pokiB).

lMepeno3syBaHHs.

BigoMo Kkinbka BWMNaaKiB nepenosyBaHHA npenapaTty. Y AedkuxX nauieHTiB
cnocTtepiranucsa nerki i nNoMmipHi cmmnTomMu (HyAoTa, COHAMBICTb, 6inb Yy
XWBOTI) nicna npuioMmy npenapaty B Ao3ax Ao 640 Mr. CepMo3HiLi
yCcKnagHeHHs (CyaoMu, cepueBoO-/iereHeBi yCKIagHEHHS) cnocTepiranmcsa npu
HaBMWUCHOMY MNPUIKOMI NigBULEHNX 403 6eTaricTuHy, 0cob6/IMBO Y NOEAHAHHI 3
nepeao3yBaHHSAM iHWMX NiKapCbKnx 3acobis.

JlikyBaHHSA nepeno3yBaHHs

JlikyBaHHA nepeao3yBaHHA MOBMHHO BKAKYATWM CTaHAApTHI MiATPUMYHOUI
3axoaum.

Mo6iyHi peakKuii.

HuxuesasHaueHi nobiyHi  peakuii cnocTtepirannucs Yy NaUIEHTIB,  SKi
3acTtocoByBanu betacepk® nig yac nnauebo-KOHTPObOBAHMUX AOCHIAXKEHb, 3
TaKO YacToTor: ayxe vacTti (= 1/10), vacTi (Big =1/100 go <1/10), HevacTi
(Big =21/1000 po <1/100), pigki (Big =1/10000 po <1/1000), ayxe piaki
(<1/10000).

3 60Ky LIJIYHKOBO-KNLLIKOBOIrO TPAaKkTy

YacTi: HynoTa Ta aucnencis.

3 60Ky HEPBOBOI cucremu

YacTi: ronoBHum 6inb.

Ha popmatok A0 BuNagkiB, Npo 4Ki NOBIAOMNANOCA Mif 4ac KIIHIYHKX
AOCNigKeHb, MpO HWX4Ye3a3HadeHi HebaxaHi sBuwa NOBIAOMNSANOCS
CMOHTAHHO Yy XOA4i NOCTMAapKEeTUHroBOro 3aCTOCyBaHHA Ta BiAOMO 3 HAayKOBOI
nitepaTtypu. 3a HasBHUMWN AaHUMU 4YACTOTy HE MOXXHA BCTAaHOBWUTW, TOMY BOHAa
KnacungikoBaHa K Hesigoma.
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3 60Ky IMYHHOI cucremu

Peakuii rinepuyTAnMBOCTi, HANpukKnag aHadinakcis.

3 60Ky LI/IYHKOBO-KNLLIKOBOIO TPAaKTy

Ckapru Ha He3HauHi po3naaun LWIYHKA
(bntoBaHHSA, racTpoiHTeCTUHaNbHUIK 6inb, 34yTTS XMBOTa Ta MeTeopusMm). Ll
nobiyHi ehekTn 3a3BMUan 3HUKALOTb NMPU NMPUKUOMI NpenapaTy 3 et abo nicns
3MEHLUEHHS A03MW.

3 60Ky LWKipU i NiglWKIipHOI K/1ITKOBUHU

CnocTepiranucs peakuii rinepyyTnmeocCTi 3 60Ky LWIKipM Ta NiAWKIPHOI XXUPOBOi
KMiTKOBMHU, 30KPEMA aHrOHEBPOTUYHUIN HAOPSK, KPOMUB'AHKA, BUCUMNAHHS i
ceepbix.

TepMiH nNnpnaaTHOCTI. 5 pokiB.

YmMoBM 36epiraHHA. 36epiratn B opuUriHanbHiM ynakosLi Nnpn TeMnepaTypi He
Buwe 25 °C. 36epirati B He4OCTYNHOMY AN1A AiTEN Micui.

YnakoBka.

Tabnetkn no 8 mr: no 15 Ttabnertok y 6nictepi, No 2 6nictepn B KapTOHHIN
ynakosui; no 30 Tabnetok y 6nictepi, no 1 6nictepy B KApTOHHIN yNnakoBLi; no
25 Tabnetok y bnictepi, No 4 6nictepn B KapTOHHIN yrnakoBLUi;

Tabnetkn no 16 Mmr: no 15 abo 21 Tabnetuiy 6nictepi, no 2 6nictepu B
KapTOHHIN ynakosui; no 20 Tabnetok y 6nictepi, no 3 6nictepy B KapTOHHIN
ynaxkosui;

Tabnetkm no 24 wMr:no 10 Tabnetok y 6nictepi, nol ab6o5
bnictepiB y KapToHHiN ynakosui; no 20 Tabnetok y 6nictepi, no 1, 3 abo 5
bnictepiB y KapToHHIN ynakosui; no 25 Tabnetok y 6nictepi, no 2 abo 4
6nictepn B KapTOHHIM ynakoBL,i.
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KaTteropia Bignycky. 3a peuenTtoMm.

Bupob6HuK.

MannaH Jlabopatopiz CAC, ®paHuis/Mylan Laboratories SAS, France.

Micue3sHaxoa)keHHA BUPO6HMKA Ta agpeca Micus nNpoBap)XeHHA Moro
AiANbHOCTI.

Pyt ne benbBinb, Jlbio pai Menap, 01400, LWaTtunoH-crop-LLanapoH,
®paHuis/Route de Belleville, Lieu dit Maillard, 01400, Chatillon-sur-
Chalaronne, France.



