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IHCTPYKLUIA

AN MeAMYHOro 3aCToCyBaHHSA J1IKapCbKOro 3acob6y

BETACEPK®

(BETASERCP®)

Cknap:
Airya pedyoBuHa: beTtarictTuHy gurigpoxnopva;
1 Tabnetka MictTuTb 6eTarictury gurigpoxnopuay 8 mr, 16 mr abo 24 wmr;

AOMOMIKHI peqdoBMHM: Lentno3a MikpokpucTtaniyHa, maHit (E 421), Kucnotum
NMMOHHOT MOHOrIApaT, KPeMHIto giokcua KonoigHun 6e3BoaAHUIN, TanbK.

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

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

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

Tabnetku no 24 Mr: Kpyrni, ggoonykni, ainnmi, 6ini abo mamxe 6ini TabneTku
3i CKOWEeHUMU KpasdMmn, 3 o4HOro 60Ky 3 HACIUYKOK i MapKyBaHHAM «289» no
obunaBa 60KM Big HACiYKM; Haciyka npu3HaveHa TiNbKW ANS MosierweHHs
po3niaMyBaHHA TabneTkn 3 MeTO nonerweHHs 1i NMPOKOBTYBaHHA | He
npu3HayeHa An4a noainy Tabnetky Ha ABi piBHI 403W.

dapmMmakoTepaneBTMYHa rpyna. 3acobu ans nikyBaHHA BeCTUOYyNnapHUX
nopyweHb. betarictuH. Kog ATX NO7C AO1.
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dapMaKonoriyHi B1aCTUBOCTI.

QapmakognHaMika.

MexaHi3M paii 6eTaricTMHy BMBYEHWN JfUWIE YaCTKOBO. ICHye pgekinbka
AOCTOBIipHMX rinoTe3, 4qki  6ynu nigTBepaXeHi AaHUMKM  AOCNIAXEHb,

NpoBeAeHNUMM Ha TBapMHaX Ta 3a y4yacTio iloaen.

BnamB 6eTarictuHy Ha rictaMiHepriyHy CUCTEMY.

BcTtaHoBneHo, wo 6eTaricTH 4acTKoOBO MNPOSIBASE aroHICTUYHY aKTUBHICTb
woao Hi-peuenTopiB, a TaKOX aHTAroHICTUYHY QaKTUBHICTb wWoOAO0 H3z-
peuenTopiB rictaMiHy B HEPBOBIN TKaHWHI Ta Ma€E HE3HAYHY aKTMBHICTb LWOA0
H>-peuenTtopiB rictamiHy. betarictuH 36inbwye O06MiIH Ta BUWBIIbHEHHS
ricTaMiHy WnaxoM 610KyBaHHS NpecuMHanTUYHUX Hs-peuenTopiB Ta iHAYKUii
npouecy 3HMXEHHSA KiNIbKOCTI BignoBiAHMX Hs-peuenTopis.

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

dapMaKonoriyHi gocnigXXeHHA Ha TBapuHax NMPOAEMOHCTPYBAIN MOKpPaLWEHHSA
KpoBoobiry B cCyAuHax striae vascularis BHYTPilLHbOro Byxa, MOXJ/IMBO, 3a
paxyHOK po3cnabneHHs npekaningapHuX ciHKTEpPIiB y CUCTEMI MIKpOLMPKY AU
BHYTPilWWLHbOro ByXa. beTarictThH TakoX npoAeMOHCTpyBaB 36inblUeHHS
MO3KOBOIr0 KPOBOTOKY B OpraHi3Mi N04anHU.

BeTarictuH cnpusie BectubynsipHin KOMMeHcaLlii.

BeTarictmH Nnpuckoptoe BigHOBAEHHS BeCTUOYnsapHOi dyHKLUiT nicnsa ogHO6iYHOI
HEMpPEeKTOMil y TBaApWH, CTUMYJIIOKOYM | CNpUAOYM Mpouecy UeHTpasbHOI
BeCcTMbynapHoOi KomneHcauii. Llen edekT XapaKTepusyeTbCA MNOCUNIEHHAM
perynsuii obMiHy | BMBINbHEHHS TiCTaMiHy Ta peani3yeTbCs B pe3ynbTaTi
aHTaroHiaMy Hs-peuenTopiB. Y ntogen nig yac nikyBaHHA 6eTariCTMHOM TaKoX
3MEHLWYBABCA Yac BiAHOBJ/IEHHS BeCTUOYNSApHOI PyHKLUIi Nicna HeMpeKToMii.

BeTarictMH 3MiHKOE aKTUBHICTb HEMPOHIB Y BECTUBYIAPHUX aapaX.

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

dapmMakogmMHaMiuHi BNacTUBOCTI beTaricTuHy, gk ue 6yno nokasaHo y TBapwH,
MOXYTb 3abe3neynTtu no3UTMBHUN TepaneBTUUYHUM edeKT npenapaty Yy
BECTUOYNAPHIN CUCTEMI.



¥ Hapopna anTeka

EdekTnBHICTb 6eTarictTuHy 6yna nokasaHa nig 4Yac AOCNiAXeHb Yy Naui€eHTIB 3
BECTMOYNApHUM  3anaMoOpo4YeHHsiIM Ta XxBopoboww MeHbepa, wo 6yno
NPOAEMOHCTPOBAHO  3MEHLUEHHSIM  TSXKOCTIi  Ta 4acToTH Hanaais
3arnaMopoOYeHHS.

@apMmaKoKiHETHKA.

BCMOKTYBaHH4.

Mpn nepopanbHOMY 3acCTOCyBaHHI 6eTariCTMH WBMAKO i NPaKTUYHO MOBHICTIO
BCMOKTYETLCA B YCiX Bigainax WIYHKOBO-KULWIKOBOro TpakTy. [licng
BCMOKTYBaHHS1 npenapaTt LWBMAKO | Mamxe MNOBHICTIO MeTabonisyeTbcs 3
YyTBOPEHHAM MeTabonity 2-nipnannoutoBoi KWUCNOTWU. PiBEeHb KOHUEHTpauii
beTaricTMHy y nfa3Mi KpoBi AyXe HWU3bKUK. ToMy BCi dapMaKoOKiHETUYHI
aHanian npoBOASATbCS LWASIXOM BWUMIpOBAHHS KOHUEHTpauii metabonity 2-
NipMANNOLTOBOI KUCMIOTWU Y NJia3Mmi i ceui.

Mpn Nnpunomi NpenaparTy 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 NMpoLeCc BCMOKTYBaHHSA npenapary.

Po3noain.

Biaocotok 6eTtarictTuHy, Wwo 3B'A3YETbCSA 3 6inKaMu nia3Mm KpoBi, CTAHOBUTb
MeHwe 5 %.

bioTpaHcdopmMmauis.

Micns BCMOKTYBaHHSA 6eTariCTMH WBUAKO | ManXXe NOBHICTIO MeTabonisyeTbCs B
2-NipnannouToBy KMUCNOTY (Ka He Mae apMaKoIoriyHoOi akTUBHOCTI).

Micna nepopanbHOro npuimomMy 6eTarictMHy KoHUeHTpauis 2-nipnannouTtoBoi
KMUCOTW B Ni1a3Mi KpoBi (Ta B cedi) AOCAra€e CBOro MakCMMyMy 4vepes 1 roavHy
nicng NpuMmMoMy Ta 3MEHLWYETbCA 3 NepiofoM HaniBBuBeAeHHSA 6nu3bko 3,5
FOAUHMN.

BuBeaneHHs.

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

JIIHINHICTb.

WBMAKICTb BIAHOBNEHHS 3anMWAETbCA MOCTIMHOK Npu  nepopasibHOMY
NpUNOMI NpenapaTy B A03i 8—48 Mr, BKa3yumn Ha NiHINHICTb hapMaKOKiHETUKMU
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6eTaricTuHy, i 4a€ MOXNMBICTb NMPUNYCTUTKU, WO 3a4issHUIA MeTaboniuHNI WNax
€ HEHaCM4yyBaHUM.

KniHiyHi XapaKTepuCTUKM.
lMMoka3zaHHs.

XBopoba i CHMHAPOM MeHbepa, $SKi XapaKTepusyrTbCs TPpbOMa OCHOBHWMMU
CUMNTOMaMMW:

- 3arMamMopoYvYeHHsaM, WO  iHOAI  CYNpPOBOAXYETbCA  HyAOTOK i
6nt0BaHHAM;

- 3HUXEHHSAM cnyXy (TYroByXicTio);
- LLYMOM Y ByXax.

CuMnTOMaTnuyHe  NiKyBaHHA  BECTUOYNAPHOrO  3anaMOpPOYEHHS Pi3HOro
NOXOAXKEHHS.

lMMpornnoka3aHHs.

FinepuyyTnmeiCTb A0 Aito4yoi peyoBMHM abo [0 6yab-sKOi 3  AOMOMIDXKHUX
peyoBMH npenapary.

deoxpomMoumToMa.

B3aemMogpgis 3 iHLWWMMH J1iKapCbKMMM 3acobamu Ta iHLWIi BuaN B3aEMOZIN.

JocnigXeHHa in vivo, HanpasBneHi Ha BWBYEHHA B3aEMOAil 3 iHWWMK
nikapcbknmMun 3acobammn, He NpPOBOAMMNCA. 3 OrNsAy Ha AaHi AOCAIAXEHHS in
Vitro He O4iKYETbCA MPUrHiYeHHS aKTMBHOCTI (epMeHTiB umtoxpomy P450 in
vivo.

[aHni, oTpumaHi B yMoBax in vitro, cBig4aTb Mpo NpPUrHiYyeHHs MeTabonizmy
beTaricTHy npenapatamMn, WO I(HribylTb aKTUBHICTb MOHOAMIHOKCHMAA3MU
(MAQ), y Tomy uucni nigtuny B MAO (Hanpuknag, ceneriniH). PekoMeHAYy€ETbCS
AOTpMMYyBaTUCA 06epeXxXHOCTi NpM 04HOYACHOMY 3acCTOCyBaHHI beTaricTUHy Ta
iHri6iTopie MAO (Bkitovatoum B-cenekTuBHi iHri6itopn MAO).
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Ockinbkn 6eTarictTuH € aHanorom rictamiHy, B3aeMoaia 6eTarictTuHy 3
AHTUTICTaMiHHMMK NpenapaTaMn TEOPETUYHO MOXE BMJIMHYTU Ha e(DEeKTUBHICTb
OAHOro 3 UMX npenaparis.

Oco6/1MBOCTIi 3aCTOCYBaHHS.

Mig 4ac nikyBaHHSA npenapaTtoM HeobXxiAHO peTenbHO KOHTPONOBATU CTaH
nauieHTiB 3 6poHXianbHOK acTMO Ta/abo BMpPa3KOBOK XBOPOHOK WAyHKA Ta
OBaHAAUATUNANOT KUWKW B aHAMHe3I.

3acrocyBaHHS y nepiod BaritTHOCTi abo rogyBaHHS rpyAaaro.

BariTHicTe. HeMa€e foCTaTHIX AaHMX WOAO0 3acToCyBaHHSA 6eTaricTuHy BariTHUM
XIHKaM.

Pe3ynbTaTn AOCAiAXEeHb Ha TBapuHax He rnokasanu npsammx abo HenpsMux
WKIiANMBUX HACNiAKIB CTOCOBHO penpoayKTUBHOI TOKCUMYHOCTI Yy Ao3ax, 4Ki
BiANOBiAalOTb A03aM, 3aCTOCOBYBAHWMM Y KANiHIYHIN NpakTuui. beTtarictuH He
cfnif 3acTocoByBaTW Yy Mnepio BariTHOCTI, 3@ BMHATKOM BWMAAKIiB HarasabHOI
notpebu.

lepiog rogysaHHs rpyaar. HeBigoMo, 4M nNpoHUKAe 6eTaricTMH y rpyaHe
MOJIOKO NOAMHW. beTaricTH nNpoHMKAE B MOJSIOKO wWypiB. EdpekTn, wo
cnocTepiranncb Micas nonoriB B AOC/IAXEHHAX Ha TBapuHax, CTOCyBanucs
TiNbKKW Ay>XXe BUCOKMX A03. KOpUCTb Big 3aCTOCYBaHHA npenapaTty ANns martepi
cnig cniBBiAHOCUTW 3 NepeBaraMu rogyBaHHSA rpyaato i NOTEHUIMHUM PU3UKOM
ANa OUTUHN.

@epTniibHIicTb. JOCNiAXEeHHA Ha Wypax He BUABWUIN BMAUBY Ha PEPTUNBLHICTD.

34aTHICTb BIN/INBATU HAa LUBUAKICTb peakuii rnpu KepyBaHHi aBTOTPaHCMoOpPTOM
abo iHWnMY MexaHiaMamm.

BeTarictmH nokasaHun ansa nNikyBaHHA cMHApoMy MeHbepa, Wo
XapaKTepuU3yeTbCA TPiaAo OCHOBHUX CUMMNTOMIB: 3aNaMOPOYEHHSM,
3HWXXEHHAM CNnyXy, WYMOM Yy ByXax, a TakOX 4S9 CUMNTOMATUYHOro
NiKyBaHHS BeCTUOYNApHOro 3anamMopoyeHHs. Obuasa CTaHM MOXYTb
HeraTMBHO BNAMBATU Ha 34aTHICTb KepyBaTn aBToMobineM Ta npautoBaTtn 3
IHWMMKN MeXaHi3MaMun. 3a JaHUMU KNIHIYHUX A0CMiAXKEeHb, WO BMBYAIU BNIMB
npenapaTy Ha 34aTHICTb KepyBaTu aBToMobineM i npauoBaTh 3 iHWKWUMHK
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MexaHi3zMmamm, b6eTarictmH He BnanBas abo MaB HECYTTEBUM BMNIMB Ha LIO
30aTHICTb.

Cnoci6 3acrocyBaHHS1 Ta [4O3M.

[JoboBa po3a 4ans [opocnmx CTraHoBUTb 24-48 wr,
poO3MoAinsaTe AN NpUAOMY NpoOTSarom [obwu.
3annBatoym BOAOHO.

AKY PpIiBHOMiIpHO
Tabnetkn cnig KoOBTaTH,

Tabnetku o 8
Mr

Tabnetku ro 16
Mr

Tabnetku o 24
Mr

1-2 TabneTku

3 pa3n Ha poby

>—-1 TabneTka

3 pa3n Ha poby

1 Tabnetka

2 pasu Ha poby

o3y cnig nigbupatn iHAMBIAYanbHO, 3aNeXHO Biag edeKkTy. 3MeHLWeHHS
CUMNTOMIB iIHKO/IM CMOCTEPIraeTbCs TiNIbKU MIiCNA AEKITbKOX TUXHIB JTIKyBaHH4.
Halkpalli pe3ynbTaTh iHKONM A0CAraloTbCs NpU NMPMUOMI NpenapaTy NpoTsrom
KiIbKOX MicsuiB. 3a AeSKUMU OaHUMU, NPU3HAYEHHS NiKyBaHHS Ha novaTky
3axBOplOBaHHSA 3anobirae Moro nporpecyBaHHio abo BTpaTi CNyXy Ha MNi3HiX
cTajiax.

BeTacepk® MOXHa 3acCcTOCOBYBATW He3anexHo Big npuiomy ixi. Mig 4ac
NPUNOMY nMpenapaTy MOXYTb BUHMKATU HE3HAUHI WIYHKOBO-KMLIKOBI po3naau
(HaBeaeHi y po3aini «MobiuHi peakuii»), aKi MOXYTb 6yTM YCYHEHi WISXOM
NPUMUOMY npenapaTy pa3oM 3 iXelo.

[NauieHT NiTHLOrO BiKY

Xo4a Ha CbOroAHi AaHi KiHIYHMX JOCNIAKEHDb Y Uik rpyni nauieHTiB obMexeHi,
LUMPOKKNN AOCBIA 3aCTOCYBAHHSA mMpenapaTy Yy nicnsgpeecTpauinHMin nepios Aae€
3MOry npunycTUTU, WO KOpeKuid A[03M ANd NauieHTIB NiTHbLOrO BiKYy He
noTpibHa.

HunpkoBa HEAOCTATHICTb

Y Uin rpyni nauienHTiB cneuianbHi KNiHiYHI BUNpOobyBaHHSA HE NPOBOAMINCSA, ane
BiANOBIAHO A0 AO0CBIAY MiCNAPEECTPALIMHONO 3aCTOCYBAHHA KOpeKLUist 403U He
noTpibHa.
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[MlediHKOBa HEAOCTATHICTb

Y uin rpyni nauieHTiB cneuianbHi KNiHiYHI BUNpOobyBaHHSA HE NPOBOAMINCSA, ane
BiANOBIAHO 40 AOCBIAY NICNSPEECTPALIMHONO 3aCTOCYBaHHA KOpeKLUis 403U He
noTpibHa.

Zitn.

Y 3B'A3Ky 3 HeAOCTATHICTIO AdaHuX woao 6e3nekn Ta e@deKTUBHOCTI
3aCToCyBaHHA npenapaTy betacepk®ioro He peKkoMeHAYETbCS MpU3HadaTu
AiTam (BikoM go 18 pokis).

lMMepepgo3yBaHHsA.

BigoMo Kinbka BWMNaaKiB nepeno3yBaHHA npenapaTty. Y AedkuxX nauieHTiB
cnocTtepiranucsa nerki i nomipHi cumnTomMu (HyAoTa, COHAMBICTb, 6inb Yy
XWBOTI) nicna npuioMmy npenapaty B Ao3ax Ao 640 Mr. CepMo3HiLi
ycKnagHeHHs (CyaoMu, cepueBO-/ereHeBi yCKIagHEeHHs) cnocTepiranmcs npum
HaBMMWCHOMY NMPUNOMI NiagBULLEHNX 03 6eTaricTuHy, 0cobAMBO Yy NOEAHAHHI 3
nepeao3yBaHHAM iHWMX NiKkapCbKnx 3acobis.

JlikyBaHHS nepefo3lyBaHHsS

JlikyBaHHA nepeno3yBaHHA MOBWMHHO BKJ/IKOYATWU CTaHAaApPTHI  NiATPUMYIOYI
3axoaum.

Mo6iyHi peakuii.

HwxxuezasHadeHi nobiyHi  peakuii cnocTtepirannucsa Yy nNauieHTIiB, 4Ki
3acTtocoByBanu betacepk® nig yac nnauebo-KOHTPObOBAHMUX AOCNIAXKEHb, 3
TaKOK YacToTor: Ayxe yacTi (= 1/10), vacTi (Biga =21/100 o <1/10), HevacTi
(Big =1/1000 po <1/100), pigki (Big =1/10000 pgo <1/1000), ayxe piaki
(<1/10000).

3 60Ky LJ1IYHKOBO-KULLIKOBOIrO TPaKkTy

YacTi: HypoTa Ta gucnencis.

3 60Ky HEpPBOBOI cucremu

YacTi: ronoBHuUm 6inb.
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Ha pgopatok [0 BuMNaakiB, Npo SAKi MOBIAOMNANOCA Mig 4ac KJIiHIYHMX
AOCNiAXeHb, NpO HMXYe3a3HayeHi HebaxaHi sBuWEA NOBiAOMNSANOCSH
CMOHTAHHO Y XOAi NOCTMApPKETUHIrOBOro 3aCToCyBaHHSA Ta Bi4OMO 3 HAyKOBOI
niTtepatypu. 3a HagsBHUMU AAHUMU YACTOTY HE MOXXHA BCTAHOBWUTU, TOMY BOHa
KnacudgikoBaHa sk HeBigoma.

3 60Ky IMYHHOI cucremu

Peakuii rinep4yTAnBOCTi, HANpuKnaa aHadinakcis.

3 60Ky LI/IYHKOBO-KNLLIKOBOIO TPAaKTy

Ckapru Ha He3HauyHi po3naaun LWYHKA
(bntoBaHHSA, raCTpoiHTECTUHANbHUI Binb, 3AyTTS XWMBOTa Ta MeTeopu3Mm). L
nobiyHi edheKkTn 3a3BMUYan 3HUKAOTb NMPU NPUKUOMI NpenapaTy 3 et abo nicns
3MEHLIEHHS 03MW.

3 60Ky LWKipU i NigLWKIipHOI KJ1iTKOBUHU

CnocTtepiranucsa peakuii rinepyyTnmeocTi 3 60Ky LWKipW Ta NigLWKipHOI XXMPOBOi
KNITKOBUHU, 30KPEMA aHMOHEBPOTUYHUI HAOpPSK, KPONMB'AHKA, BUCUMAHHS i
ceepbix.

TepMiH NpnaaTHOCTI. 5 poKiB.

YmMoBM 36epiraHHA. 36epiratn B opuriHanbHi ynakosLi Nnpn TeMnepaTypi He
Buwe 25 °C. 36epirati B HefOCTYNHOMY ANA AiTEN MicLi.

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; Nno
25 Tabnetok y 6nictepi, No 4 6nictepn B KapTOHHIN yrnakoBL,i;

Tabnetkn no 16 Mmr: no 15 abo 21 Tabnetuiy 6nictepi, no 2 6nictepu B
KapTOHHIN ynakosui; no 20 Tabnetok y 6nictepi, no 3 6nictepn B KapTOHHIN
yrnakoBUi;
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Tabnetkm  no 24 wMmr:no 10 Tabnetok y 6nictepi, nol ab6o5
6nicTepiB y KapToHHIN ynakosui; no 20 Tabnetok y 6nictepi, no 1, 3 abo 5
6nictepiB y KapToHHIKN ynakosui; no 25 Tabnetok y 6nictepi, no 2 abo 4
6nictepn B KapTOHHIM ynakoBL,i.

KaTteropis Bignycky. 3a peuenToMm.

Bupob6HuK.

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

Micue3Haxog)xeHHA BUPO6HMKA Ta agpeca Micus NpoOBaA)>XeHHSA MOoro
AiANbHOCTI.

Pyt ne benbBinb, Jlbo pagi Menap, 01400, LWaTtunoH-crop-LLlanapoH,
®paHuis/Route de Belleville, Lieu dit Maillard, 01400, Chatillon-sur-
Chalaronne, France.



