MHH3PAB POCCHH

NOH306/04-210 81 5

COLZIACOBAHO

1

MUHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKOUN ®ENEPALIMU

UHCTPYKIUA
MO NPUMEHEHHIO JIEKAPCTBEHHOTO Npenapara a1 MeAMLUMHCKOTO NPUMEHEHUS
IIlocnaTanuH®

Perncrpaunonnsiii Homep: [1N011303/01

Toprosoe Ha3BaHue: Iocnaranun®

MexayHapoaHoe HeNnaTeHTOBAHHOE HA3BAHHE HJIH TPYNIHPOBOYHOE Ha3BaHHe: MeOeBepyH
JlekapcrBenHnast popma

Kancynsl nponoHrMpoBaHHOTO JEHCTBUS.

CocraB

1 xancyna conepxur:

AKTHBHOE BellecTBO: MebeBeprHa ruapoxnopua — 200,0 mr.

BcnomorarenbHele BellecTBa: MarHus creapar — 13,1 Mr, MeTunamerakpunata U 3TUNaKpuiaTa
cononumep [1:2] — 10,4 mr, Tanvk — 4,9 Mr, runpomennosa — 0,1 Mr, METaKpUIOBOH KHCIOTHI
aTunakpunara cononumep [1:1] — 15,2 mr, Tpuauetns — 2,9 mr.

Teepaas xenaTuHoBas KancyJsa: xkenatvH — 75,9 mr, rurana auokceua (E 171) — 1,5 mr.

CoctraB uyepHun: wennak (E 904), nponuneHriMkonb, aMMHaK BOJAHBIA, Kanus FUAPOKCHUI,
KpacuTenb xkeneza okcua uepHsiii (E 172).

Onucanune

Tsepasble xxenaTHoBble kancynsl Ne 1, Hempo3pauHble, 6esloro 1BeTa ¢ MapKMpOBKOH «245» Ha
xopnyce kancynbl. Conepxumoe Karcyn — 6esble Wy NouTH 6esble rpaHysl.
®apmakoTepaneBTHYeCKas rpynna

Cna3mMoIuTHYeCKOE CPEACTBO

Kon ATX: A03AA04

dapmakoIorHYecKHe CBOHCTBA

PapMakoJHHAMHKA

Cna3MoIMTHK MHOTPOMHOro AEHCTBUS, OKa3bIBaeT NpsAMOE ACHCTBUE Ha MIaAKYI0 MYCKYnaTypy
KENYAOYHO-KHULIEYHOT0 TpakTa 6€3 BAUSAHUS Ha HOPMaJIbHYIO NEPUCTaNbTUKY KHLIEYHHKA.
TouHplH MexaHW3M AEHCTBMS HEM3BECTEH, HO MHOrOYMCIIEHHbIE MEXaHW3MBl, TaKHe Kak
CHI)KEHHE TNPOHMUAEMOCTH HMOHHBIX KaHanoB, 610kaga oOpaTHOro 3axBaTa HOpaJpeHalMHa,
MECTHOE aHeCTe3upyollee AEHCTBUE, a TakkKe H3MeHeHHWe abcopOuuM BOABI, MOTYT BBI3BATh
MECTHOE JeicTBMe MebeBepHHa Ha KeNyAOYHO-KHIUeuHbIH TpakT. TlocpencTBoM aTHX
MexaHU3MOB MeOeBepHH 00nafaeT crnasMONMTHYECKUM AEACTBUEM, HOPMaNIW3ys NMEPUCTANbTHKY
KUIUIEYHUKA M HEe BBI3bIBAs TOCTOSHHOM pejlakCallii TNaJKOMBILIEYHOH TKAaHW JKENyJO4YHO-
KHIUEYHOrO TpakTa («runotoHuio»). CucteMHble mnobouHble 3(@eKkTel, B TOM YHUCHE
AHTHUXOJIMHEPrHYECKUE, OTCYTCTBYIOT.

DapMaKOKHHETHKA

BcachiBanue

Meb6eBeprH ObLICTPO M NMONHOCTHIO BCACbIBAETCS MOC/E npueMa BHYTpb. JlekapcTBeHHas ¢opma
MOAH(HLUHPOBAHHOTO BBICBOOOMAEHHS MO3BOJSET UCMONB30BATh CXEMY AO3UPOBaHMA 2 pa3a B
AEHb.

PacnpeneneHue

[pu npreMe NOBTOPHBIX 403 Npenapara 3HAYUTENbHOH aKKyMYNSALMHA HE MPOUCXOAMT.
Mera6onu3m

MebeBeprHa rUApPOXNIOPHA B OCHOBHOM METabOM3UPYETCs 3CTEPa3aMM, KOTOpPblE Ha NMEpBOM
jTane pacwennsioT 3pUp Ha BepaTpoBYHO KHCIOTY M cnupT MebesepuHa. OCHOBHBIM




MeTabONHTOM, LIMPKYJIHPYIOLIHMM B Ma3Me, ABSETCS AeMETHIMPOBaHHas kapOOHOBas KUCNOTa.
[Tepnon nonysbiBeaeHHsI B paBHOBECHOM COCTOSIHMH [€METHJIMPOBAHHOMH KapOOHOBOW KMCIOTHI
coctapnser npubnusurensHo 5,77 u. Tlpu npueme nosropHbix p03 (200 Mr 2 paza B JeHb)
MaKCHMaNbHass KOHLIEHTpauus AEMETHAUpOBaHHOW KapOoHOBOH kucnoThl B KpoBH (Cpax)
cocranseT 804 Hr/mn, Bpems NOCTHXKEHHS MAKCHMalbHOW KOHUEHTPALWMHM AEMETHUIIMPOBAHHOM
kap6oHoBO# kHCNOTH! B KPOBU (Tynax) — OKONO 3 yacos.

CpenHee  3Ha4Y€HHE  OTHOCUTENBbHOM  OMOAOCTYMHOCTH  Mpenapata B Kancyne ¢
MOANGHLMPOBaHHBIM BbICBOBOXKAEHHEM cocTaBaseT 97 %.

BriBesneHue

MebeBeprH Kak TakOBOH He BLIBOAWTCS W3 OpraHHW3Ma, HO MOJHOCTbIO METabONU3UpYETCS; €ro
MeTabONUTHI MPaKTHYECKH MOJHOCTHIO BBIBOAATCS M3 OpraHusma. BeparpoBas kucnota
BbIBOAMTCA noukamu. CrnupT mebeBepHHa Takxe BBLIBOAMTCA MOYKAMH, YaCTHYHO B BHAE
kapOOHOBOH KHCNOTB! M YaCTHUHO B BUAE 1EMETHIMPOBaHHOW KapOOHOBOH KUCIOTEHI.
IToka3zanus kK NpHMEHEeHHIO

CumnTomaruueckoe neueHue Oonu, cna3MoB, AUCPYHKUMM M AUCKkoMdopTa B o0b6nacTu
KMLIEYHHKA, CBA3aHHbLIX C CHHAPOMOM pa3JpaX€HHOro kuilueyHuka. CHMNTOMaTHYECKOE
NEYEHHE CMa3MOB OpraHOB J>KENYJOYHO-KMLUEYHOr0 TpakTa (B T. 4. OOYCIOBIEHHBIX
OpraHuuyeckuMH 3aboneBaHUAMH).

IIpornBonokasanus

I'mnepuyBCTBUTENBLHOCTL K NIO6OMY KOMIIOHEHTY Npenapara.

Bo3spacT a0 18 net (B cBA3M ¢ HEAOCTATOUHOCTBIO JAaHHBIX MO 3(HEKTHBHOCTH U HE30MacHOCTH).
BepeMeHHOCTb (B CBA3M C HEAOCTATOYHOCTHIO AAHHBIX).

IIpumenenne npu GepeMEHHOCTH M B MepHOJ TPYAHOr0 BCKAPMJIHBAHHS, BJIHfIHHE Ha
$epTuabLHOCTB

BepemenHocThb

HmeroTcs Tonbko KpaiiHe OrpaHHuY€HHBIE JAaHHBIE O NMPUMEHEHWH MebeBeprHa GepeMeHHBIMH
xeHwmnHamHu. [lpoBeneHHBIX MccnenoBaHMH Ha >HBOTHBIX HEAOCTATOYHO AN  OLEHKH
pPENpOAYKTHBHON TokcHuHocTH. He pekomenayerca npumensts Jocnatanus® Bo Bpems
6epeMEHHOCTH.

Ilepuona rpyaHoro BckapmiMBaHus

HMudbopmauun 06 skckpeuuu MebeBepuHa WM ero MeraGoNMTOB B TIPYAHOE MOJIOKO
HeaocraTouno. Mcenenosanus skckpelmu MebeBeprHa B MONOKO Y HBOTHBIX HE NPOBOJAHIHNCE.
He cnenyer npunumats Jiocnatanun® Bo BpeMs KOPMJIEHHSA rPYAbIO.

DepTUNLHOCTD

KnuHuueckue naHHble NO BIMSHUIO Npenapata Ha (EPTHIBHOCTE Y MYXYWH WM KEHLUMH
OTCYTCTBYIOT, OAHAKO M3BECTHbI€ HCCNENOBAHHA Ha >KUBOTHbIX HE MNPOAEMOHCTPUPOBAU
HeOnaronpuaTHbIX 3¢ (deKTOB NpenapaTa Iiocnatanut®.

Cnocob npuMeHeHHs U A03bI

Ins npueMa BHYTpb.

Kancynsl Heo6XxoauMMoO npornaTeiBaTh, 3anuBas JOCTATOMHBIM KOJMYECTBOM BOABl (HE MeHee
100 mn). Kancynel He cnenyeT pa3KeBbIBaTh, Tak Kak UX 060/iouka o6ecneynBaeT ANMHTENBHOE
BbICBOGOXI€HHE Npenapara.

o ogHo#t kancyne 2 pa3a B CyTKH, OJlHa — YTPOM M OfIHa — BEYEpOM, 3a 20 MUHYT 10 €Abl.
[TpoaomKkUTENLHOCTL NpUEMa Npernapara He OrpaHHY€eHa.

Ecnu nauneHT 3abb1 NpUHATE OQHY MM HECKONBKO [J03, MNPUEM Tpenapara cleayer
NPOAOIKATE CO CleayoLlei 103bl. He cneayer npyHUMaTh OlHY MM HECKONLKO MPONYIUEHHBIX
2103 B A0NOJNIHEHHUE K 00bIYHOM n03e.

Hccnenopanus pexxuma A03MPOBaHHUA Y MOXHIBIX NMALUEHTOB, MaUMEHTOB C NOYEHHOH W/MIH
ME€YEHOUHOH HEAOCTATOYHOCTHIO HE NMPOBOAMAMCE. [IOCTYyMHbIE AaHHBIE O MOCTMAapKETHHIOBOM




NPUMEHEHHH TIpenapara He BbISBHUIM crnieludHryeckux GakTopoB pUCKa NMPH €ro NPUMEHEHHH Y
MOXHAbIX MAalUMEHTOB W MNALMEHTOB C MOYEYHOW W/MAKM TNEYEHOYHOMW HEAOCTATOYHOCTLIO.
H3meHEHUs pexxuMa [N03MPOBAHMUSA Y TOXHIBIX MaUMEHTOB M MAaLUEHTOB C MOYEYHOW W/unu
NeYeHOYHOH HEOCTaTOYHOCTBIO He TpebyeTcs.

IToGouHoe aeficTBue

CoobuieHns O cleayloUMX HeXeNaTeNbHBIX SBNEHUAX ObINM  nonyuyeHsl B NEpPHOA
MOCTMApKETUHIOBOTO TNPUMEHEHHS] W HOCW/IM CMIOHTaHHBIA XapakTep; AN TOYHOW OLEHKH
4aCTOThI C1y4aeB MMEIOLUMXCS JaHHBIX HEAOCTATOYHO.

Annepruyeckue peakUmMu HabMOAaNIMCh NPEUMYILLECTBEHHO CO CTOPOHBI KOXKHBIX MOKPOBOB, HO
OTMEYaJIUCh TaKXKe M ApYrHe NMposBAEHHUS a/lIEpPTHH.

Co CTOpOHbI KOXHBIX MOKPOBOB:

KpanuBHHLIa, aHTHOHEBPOTHYECKHI OTEK, B TOM YHCIIE JIMLA, DK3aHTEMa.

Co cTOpOHBI HIMMYHHOH CHCTEMBI:

Peakuuu runepuyBcTBUTENLHOCTH (aHaMIAKTUUECKUE PEAKLIKK).

Ilepeno3npoBka

CuMnToMbl

TeoperHuecku, B cnyyae nepeao3UpOBKH BO3MOXXHO MOBBILIEHHE BO30YAMMOCTH LEHTPaNbHOM
HEPBHOI cucTembl. B ciyuasx nepeno3upoBku MeGeBepHHa CUMNTOMBI N1HMO0 OTCYTCTBOBAIH,
aubo OblNM HE3HAUMTENLHLIMM W, KaK npaBuno, ObicTpo obparumbiMu. OTMeuaBlumnecs
CHMMITOMBI NEPENO3NPOBKH HOCHIIH HEBPONIOTHYECKHUH U CEPAEYHO-COCYAUCTHII XapaKTep.
Jleuenue

Cneuuduyecknii  aHTMAOT HeusBecTeH. PeKOMEHAYeTCs CHUMIMTOMATHYECKOE JeYEHHeE.
ITpombiBaHKe xenyaka HEOOXOAUMO TOJIBKO B Cly4ae, €CNM MHTOKCHKALIMS BBISBIEHA B TEYEHHE
npubAM3NTENBHO OJHOTO Yaca MOC/E MpHEMa HECKONBbKHMX A03 MNpenapata. MeponpuaTtus no
CHHXKEHHIO abcopbumm He TpebyroTes.

B3aumopaelicTBHe ¢ APYrHMH JleKapCTBEHHbIMH MpenapaTamH

[TpoBOoAMAKHCE TONBKO MWCCIENAOBAHWA MO M3YyYEHWIO B3aMMOAEHCTBUS HNAHHOTO Mpenapata c
ankorosieM. MccnepoBaHust Ha JKHMBOTHBIX NPOJEMOHCTPUPOBANM OTCYTCTBME KakKoro-nubo
B3auMozeiicTBHs Mexay npenaparom Jocnatanus® u 5TUNIOBBIM CrMpTOM.

BausiHne Ha cnoco6HOCTD K yNIpaBJIeHHI0 ABTOMOOHJIEM H IPYTHMH MeXaHH3MaMH
Hccnenosanus BiMsHMA npenapata Ha cnoco6HOCTh K yNpaBNeHHIO aBTOMOOMIIEM U APYrMMH
MEXaHU3MaMH He npoBoaunuck. Papmakosoruyeckre CBOWCTBA Mpernapara, a TakKe OMbIT €ro
NPUMEHEHNUSA HE CBUAETENLCTBYIOT O KaKOM-NHMO0 HebnaronpuaTHOM BNMsHMM MeOeBepuHa Ha
CNocoOHOCTh K YNpaBiEHHIO aBTOMOOUIIEM W IPYTrUMH MEXaHU3MaMH.

®opma BbINycKa

Kancynsl npononrupoannoro aeicraus 200 mr.

[To 10 kancyn B 6aucrep u3z amomunueBor ¢oneru u IIBX nnenku. Io 1,2,3,5 6aucrepos B
KapTOHHYIO Ma4yKy BMECTE C MHCTPYKLMEH MO NMPUMEHEHHIO.

[To 15 kancyn B 6nuctep u3 antomuHuesoi ¢onbrn u [IBX nneuku. [lo 2,4,6 6Gaucrepos B
KapTOHHYIO NayKy BMECTE C MHCTPYKLMER MO NPUMEHEHHIO.

YceaoBusa xpaHnenus

XpaHuTb npu Temneparype He Bbiwe 25 °C.

XpaHUTB B HEAOCTYMHOM s AeTeH Mecte!

Cpok roaHocTH

3 ropa.

He npumeHaTE no ucTeyeHWH cpoka roAHOCTH.

YcjI0BHA OTNyCKA

[To peuenrty.




Bnagenen perucTpauHOHHOIO YA0CTOBEpPeHHS
3660TT Xenckea [1ponakrc b.B.

C.[. Ban XoyteHnaaH 36,

HJI-1381 CII Beecn, Hunepnanasi.
IIpoussoauTens

3660TT Xenckea CAC

Pyt ne benbBunns, Maiiap

01400 IaTniton crop Lllanapon,

OpaHuus

2R

3660T1T Bronomxukans b.B.

Beepger 12, 8121 AA Onscer,

Hupnepnanas!

YnakoBIUHK, BbINYCKAKMWMHI KOHTPOJIL Ka4ecTBa
3660TT Xenckea CAC

Pyt pe benseunns, Maiiap

01400 1llaruion crop LLlanapon,

OpaHuus

unu

36601t Bronomxukans b.B.

Beepger 12, 8121 AA Onscr,

Hupepnanapl

wm N,

OAO "BEPO®APM",

308013, Poccus, r. Bearopon,

yn. Pabouas, n. 14

OpraHu3auusi, YNoJHOMOYEHHAsi TMPOM3BOJMTENEM HA NPHHATHE
norpeduTeeii

000 «660TT JIsbopaTopus»

125171, r. Mockga, JleHunrpaackoe wocce, nom 16A, ctp. |
Ten.: +7 (495) 258 42 80

®akc: +7 (495) 258 42 81
abbott-russia@abbott.com

JupexTop AenapTaMeHTa perucTpauHy

000 «3660TT JI360paTopus»

Limited fiabi ity company
Abbott Laboratonies /3

CCDS 1000308976

npetTeH3u oOT

E. I'aukuna




