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Adipharm EAD

MUNHNCTEPCTBO 3[0PABOOXPAHEHUA
POCCUNCKOW ®EOEPALINN

MHCTPYKUUA

Mo MegMLUMHCKOMY NMPUMEHEHUIO
NleKapCcTBEHHOrOo npenapara

DIIEBOCTAH

PerucrpaumoHHbin HoMep: J1I - 007902
ToproBoe HauMmeHoBaHue: PnebocTaH

MexayHapoaHoe HenaTeHTOBaHHOEe Ha-
3BaHUe Uun pynnupoBo4YyHoOe Ha3BaHUe:
recnepmnanH+gmMoCMUH

JlekapcTBeHHas ¢dopMa: TabneTKu, MoKpbiTble
NIeHOYHOM 060T0UKOM

Cocras
1TabneTka coaepXxwurT:

HevicTByroume BeujecTBa: recnepuaunH — 50,0
MT, AMOCMUH — 450,0 mr,.

BcriomorartesibHble  BeLjecTBa:  Lenntnosa
MUKpPOKpUCTannmnyeckasa 160,0 Mr, >enatuH
5,0 Mr, KapBboKcUMeTUnNKpaxmMan Hatpusa 15,0 mr,
Tanbk 12,0 Mr, MarHus cteapart 8,0 Mr.

CocTaB nsieHo4YHou o6os104Kkm: onagpan 200
enTbi 200F220027 - 30,00 Mr, NONUBUHUMNO-
BbIM cnupT 10,50 Mr, TuTaHa gmnokeug (E 171) 7,215
Mr, TanbK 7,164 Mr, Makporon 3,60 Mr, MeTakpm-
NoBOoM KMUcnoTbl cononumep 1,20 Mr, KpacuTenb
XUHOMMHOBBIM »enTbin (E 104) 0,24 Mr, Kpacu-
Tenb Xenesa oKcup xentbln (E172) 0,045 wr,
HaTpusa rmgpokap6oHaT 0,036 M.

OnucaHue: oBasibHble [OBOSIKOBbIMYKJ/ble Tab-
NeTKH, MNOKpbITbie rnAeHo4YHoM 060NoYKOMN OT
XXeNnToro 00 »XenTo-3e/1IeHOoro uBeTa, Ha n3siomMe
GJ'Ie,D,HO-KOpVI'-IHeBOFO uBeTa.

dapMaKoTepaneBTUUeCKasa rpynna: BeHOTo-
HU3KMpPYIOLLLEe U BEHOMPOTEKTOPHOE CPeacTBO

Kop ATX: CO5CA 53
dapmMakosioruyeckue cBomMcTBa
dapMaKoguHaMUKa

MpenapaT, MPUMEeHAeMbI MpU HapyLleHUax
BEHO3HOro KpoBoobpalleHusa. dneboctaH 06-
nagaeT BEHOTOHU3MPYIOLWMMU U aHTUOMPOTEK-
TUBHbIMK CBOMCTBaMU. [penapaT yMeHbllaeT
PacTAXKMMOCTb BEH M BEHO3HbI 3aCTOM, CHMKA-
eT MPOHULLAEMOCTb KamnungapoB M MoBbIaeT
UX PE3UCTEHTHOCTD, Yy4lUaeT MUKPOLIMPKYNS-
Uuo 1 NMMOOTTOK. Pe3ynbTaTbhl KNUHUYECKNUX
UccrefoBaHUM MOATBEPXKAAT dapMaKonoru-
YeCKylo aKTUBHOCTb MpenapaTta B OTHOLUEHUU
rokasaTtefiel BeHO3HOM reMOAVHaMMUKW.

CTaTUCTUYECKM OOCTOBEPHbIN 40303aBUCUMBbIN
addeKT 6bi1 NPOOEMOHCTPUPOBAH O/19 crefy-
IOLLIMX BEHO3HbIX MieTuaMorpaduryeckmnx napa-
MeTpOB: BEHO3HOM €MKOCTWU, BEHO3HOW pacTs-
YXMMOCTU, BPEMEHU BEHO3HOIO OMOPOXKHEHUS.

OnTUMaribHOe COOTHOLUEeHUe [03bl U 3ddeKTa
HabntogaeTca Npu npueme 2 TabneTok.

MoBblaeT BEHO3HbIA TOHYC: C MOMOLLbIO Be-
HO3HOM  OKKJ/IIO3UOHHOW  nieTuaMorpadumn
6bl1/10 MOKa3aHO YMeHbLLEeHNEe BPeMeHN BEHO3-
HOrO OMOPOXHEHMSA. Y NALMEHTOB C NMPU3HaKa-
MW BbIPaXX€HHOIo HapyLLIEeHUs MUKPOLMPKYNS-

LuuM rocne Tepanuu npenapatoM oTMevaeTcs
(cTaTCcTMYeCKM [oOCTOBEpPHOE, MO CPaBHEHUIO
c nnaue6o), NoBbILLEHNE KaMUNSIPHON pe3u-
CTEHTHOCTW, OLEHEHHOW aHrMocTepeoMeTpu-
yecku. [lokasaHa TepaneBTU4YecKasa 3dpPek-
TUBHOCTb MpPU Ne4eHUn ¢GYHKLMOHANbHOW W
OpraHMYecKom XPOHUYECKOMN BEHO3HOW Hepo-
CTaTOYHOCTU HMXKHUX KOHEYHOCTEN, a TaKXe B
MPOKTOMOrUK NPU NeYEHNN reMoppPos.

¢apMaKOKMHeTMKa

OcHoBHoOe BblgernieHWe npenaparta NpoucxoauT
¢ kanoM. C Mo4ol B cpejHeM BblBOOUTCHA OKOJIO
14% NpPUHATOrO KoMMYyecTBa npenapara.

Mepwvop nonyBbIBEAEHUS MpenapaTa CoOCTaBNsA-
et 11 yacos.

MpenapaT nopBepraeTcs aKTUBHOMY MeTabo-
NM3My, 4YTO MoATBep)XKOaeTcs MPUCYTCTBUEM
$eHOMOBbIX KUCMOT B MoYe.

NMoKasaHUAa K NPpUMEHEHUIO

®nebocTaH NMokasaH Oa TepanMy CUMMTOMOB
XPOHUYECKUX 3a6oneBaHUM BeH (ycTpaHeHUa 1
obrneryeHmMsa CUMNTOMOB).

Tepanusg cMMnNTOMOB BeHOBHO-J‘IVIMd)aTMLIeCKOVI
HeO4OCTaTO4YHOCTU!:

. 60nb;
. CYAOPOrU HUXKHUX KOHEeUYHOCTEeN;

. owlyuieHne TaXXeCctm U pacrnmpaHma B HO-
rax;

- «yCTasioCTb» HOT.

Tepanua npoaBneHui
CKOW HeoCTaTOYHOCTHU:

BeHO3HO-J'IMM¢aTMHe-

. OTEKU HUXKHUX KOHEYHOCTEWN;

. TpodurUyeckme U3MeHEHUS KOXM U NMOOKOXK-
HOWM KNeT4YaTKW;

. BEHO3HbIe TpOCbVI‘-IeCKVIe A3Bbl.

CuMnToMaTUYecKas Tepanus ocTPOro 1 XPoHU-
4eCcKoro remoppos.

NMpoTuBonokasaHua

lNoBbllWeHHas 4YyBCTBUTENIbHOCTb K aKTUBHbIM
KOMMOHEeHTaM Uin K BCromMoraTtesibHbiM Belle-
CTBaM, BXOOALWNM B COCTaB rnpenapaTta.

BepeMeHHOCTb 1 Nepuopa rpyaHOro BCKapMu-
BaHUA (OMbIT MPUMEHEHUA OrpaHUYeH UM oT-
CyTCTBYET).

OeTcknin Bo3pacT fo 18 fieT (onbIT NpUMeHeHus
OTCYTCTBYET).

MpuMeHeHMe Npu 6epeMeHHOCTU U B Nepuopm,
rpyAHoOro BCKapMJJiuBaHUsA

BepemeHHOCTb

[OaHHble 0 NPUMEHEHUM OUYULLEHHOW MUKPOHMU-
3upoBaHHOM dnaBoHougHOM dpakumm y bepe-
MEHHbIX YXEHLUUH OTCYTCTBYIOT UM OrpaHuye-
Hbl.

MccnepoBaHUS Ha YXUBOTHbIX He BbIIBUNU pe-
I'IpOD,yKTVIBHOVI TOKCUYHOCTW.

B KauecTBe MpenynpeauTenibHOM Mepbl npea-
MOYTUTENbHO He NMPUHUMaTb Npenapat dne6o-
CTaH BO BpeMsa 6epeMeHHOCTM.

lMepuog rpyaHOro BCKApPM/IMBAHUS

Heun3BecTHO, MPOHUKAET NN OYULLEHHasa MU-
KPOHM3MpoBaHHaa ¢naBoHomngHasa dpakumsa
(MeTabonnTbl) B rpyAHOE MOJTOKO YenoBeKa.

He uckloYeH PUCK ON9 HOBOPOXKAEHHbIX U
JeTen rpygHoro BospacTta. Heo6xoguMo mnpu-
HATb pelleHne NGO O NpeKpaLleHUN rpyaHo-
ro BCKapMnuBaHud, nu6o o6 oTMeHe Tepanuu
npenapaTtoM ®nebocTaH, NPUHKUMasa BO BHUMa-
HMe Mofb3y FPYAHOro BCKapMMBaHUA Onda pe-




6eHKa 1 Monb3y Tepanuu O KeHLLMHbI.
BnvsHue Ha pernpoayKTUBHY yHKLUIO

WccnepoBaHUa pernpodyKTUBHOM TOKCUUYHOCTU
He MoKasanu BIUAHUA Ha pPenpoayKTUBHYO
dyHKLUMIO Y Kpbic 060ero nona.

Cnoco6 npMMeHeHUs U [o3bl
MpenapaT NPUHUMAIOT BHYTPb.

PekoMeHOyeMada [03a NpU BEeHO3HO-TMMdaTH-
YeCKOM He[oCTaTOYHOCTU — 2 TabNeTKM B CYyTKU
(3a o@nH UM oBa Npuema): yTpom, OHEM n/unm
Be4yepoM, BO BpeMda npmemMa nuLm. NMpoaomxu-
TeNbHOCTb Kypca fleYeHUs MOXXEeT COCTaBNdaTb
HeCKONbKO MecaueB (BnnioTb oo 12 Mecaues). B
crlyyae MOBTOPHOroO BO3HWUKHOBEHMUS CUMMTO-
MOB, MO pPeKoOMeHAaLMM Bpaya, Kypc fieyeHus
MOXKET 6bITb MOBTOPEH.

PekoMeHayeMasa [o3a Mpu OCTPOM reMoppoe -
6 TabneToK B CyTKWU. (Mo 3 TabneTkn yTpoM U1 no
3 TabneTKM Be4epoM) B TedeHue 4 aHel, 3aTeM
- MO 4 TabneTku B CyTKU (Mo 2 TabneTku yTpom
1 no 2 TabneTky Be4epoM) B TedeHMe nocrneny-
OWMxX 3 OHEN.

PekomMeHayeMasa [o3a MpU XPOHUYECKOM re-
Moppoe - 2 TAabNeTKU B CYyTKU C MPUEMOM MULLN.

Mo6ouHoe aeicTBUE

HexkenaTenbHble peakLuuu Mo 4YacToTe BO3HUK-
HOBEHUS pacnpegesieHbl Ha rpynnbl B COOT-
BETCTBUU C TepMUHONormem MeguumHCKoro
cnoBaps O/ HOPMaTUBHO-MPABOBOM AedTesb-
HocTu (MedDRA) cnegyrowmM o6pasoM: o4eHb
yacto (>1/10), yacto (>1/100, <1/10), HeuacTO (>
1/1000, <1/100), peako (>1/10 000, <1/1000), oueHb
penko (<1/10 000, Bkntovas otaenbHble cooblie-
HUSK), HeyToOYHeHHada 4acToTa (JacTtoTa He Mo-
»KeT 6bITb MOACYMTAHA MO AOCTYMHbIM AaHHbIM).

CO CTOPOHbI XKe/1y[OYHO-KMLLEYHOIro TPAKTA:
yacTo: Auapesd, TOWHOTA, PBOTa, AUCMENCcuUs;
HeYacTo: KOMUTLI.

HeYTOYHEHHOM YacToThl : 6Osb B YKUBOTE.

Co CTOPOHbI UeHTPAIbHON HEePBHOM CUCTEMBI:

pPenKo: ronoBoOKpyXXeHue, ronoBHaqa 60]'Ib, 06-
uiee HegoMoraHue.

HapyLueHunsi co CTOPOHbI KOXKHbIX MOKPOBOB:
PenKo: KOXXHaq Cblinb, 3yA, KpanmMBHUMLA;

HEYTOYHEHHOW YacToTbl: U30/IMPOBAHHbIN OTEK
nnua, ry6, Bek;

B UCKJ/TIOUUTENbHbIX C/lyYaaXx: aHrMOHeBpOoTMYe-
CKUI OTEK.

Ecnu nobble M3 yKasaHHbIX B UHCTPYKLUWN He-
enaTenbHbIX peakuuin ycyryenawoTtcd, Wiu,
ecnv Bbl 3aMeTunu nobble Opyrne Hexkena-
TenbHble ABMEHUS, He yKasaHHble B UHCTPYK-
LUK, MoXKanymncra, coobmTte o6 sToM Bpady.
MepeposupoBkKa

O cny4daax rnepenosmnpoBKM MpernapaTta He co-
obLanocs.

Mpu nepeno3npoBKe rnpernapaTa HemegiaeHHo
06pPATUTECH 3 MEAMLIMHCKON MOMOLLbIO.
B3auMopencTeme ¢ ApyruMm JieKapCcTBEHHbI-
Mu cpeacTBamMm

He cooblanocb o criydasdx B3auMMOOeMNCTBUA C
OPYrMMU NTeKapCTBEHHbIMU CpeacTBaMu.
Ocobble yKa3saHus

MNMepen TeM, Kak HaydaTb NpPUHMMaTb NpenapaT

®dne6ocTaH, peKoMeHOyeTcs MPOKOHCYNETUPO-
BaTbCH C BPa4oOM.

Mpu 060CTPEHUN reMoppos HasHavyeHue OaH-
HOro npenapaTta He 3aMeHsaeT cneundmnyecko-
ro neyeHusa OpYyrux aHanbHbIX HapyLUeHUMN.
MpPOoAOMKUTENBHOCTb JIeYeHMsA He AOMNYKHa npe-
BbILLATb PeKOMeHAyeMble CPOKWU (cM. paspgen
«Crnoco6 NnpuMeHeHUsa U 0o3bl»). B ToM criyyae,
ec/fin CUMNTOMbI HEe MUCYe3atoT Noc/e PeKOMEH-
[OBaHHOIO Kypca Tepanuu, cnegyeT npomnTu oc-
MOTpP Y MPOKTOsIOra, KOTopbi nogbepeT ganb-
HewWLlyto Tepanuto.

MpWY HanU4YMMU HapyLUeHUIN BEHO3HOIo KPOBO-
obpalleHna MaKCUMarbHbIM 3ddeKT nedeHud
obecreymBaeTca codeTaHMeM Tepanum co 340-
poBbIM (c6anaHcUpoBaHHbIM) 06PA30OM XKUBHU,
MPW KOTOPOM YenaTenbHO u3beratb AONTroro
npe6biBaHMUA Ha COMHLE, ONUTeNbHOro npebobl-
BaHWA Ha HOrax, a TakXXe CHU3UTb U3BbITOUHYIO
Maccy Terna, coBepllaTbh MeLwire MNporynku n B
HEKOTOPbIX Cflydasx - HOCUTb creuuanbHble
UynKU, CrMocobCTByOLME YYULLIEHUIO LUPKY-
NALUN KPOBW.

HeszamepnutenbHo o6paTuTechb K Bpaudy, ecnu
B npoLuecce fieYeHUs Balle COCTOSIHME YXYA-
LUMIOCb UM YNTYYLLEHUS He HaCTYmnuIo.

BnusaHue Ha cnoco6HocCTb ynpaBndTb TpaHC-
MNOPTHbIMU CpeaACcTBaMU U M€XaHU3MaMU

MpenapaT He BNMUAeT Ha CNOCOBHOCTb K BOXAe-
HUIO aBTOTPaHCMopTa M BbIMOMHEHMIO PaboThl,
TpebytoLe BbICOKOM CKOPOCTU MCUXOMOTOP-
HbIX PeaKLUMM U KOHLLEHTPaLMUM BHUMAHUS.

dopmMa BbifnycKa

TabneTkn, NOKpPbITble MAIeHOYHOM O60/T0HUKON,
50 Mr+ 450 mr.

Mo 15 TabneTtok B 6nucrepe U3 NOJUBUHUNXIIO-
PULAHOWM MNIEHKU U antoMUHMEBOM GONbru. 2, 4,
6 6nucTepa ¢ MHCTPYKLMEN Mo NMPUMEHEHUIO B
KapTOHHOM MaykKe.

YcnoBusa xpaHeHus

B 3alUMLLEHHOM OT cBeTa MecTe Npu TemMnepa-
Type He Bbiwe 25 °C.

XpaHUTb B HEAOCTYNHOM Ans aeTten mecre!
CpOK rogHocTn
CpoK rogHocTu- 3 roga.

He npuMeHaTb nocne ncrtedeHnsa cpoka rogHo-
CTU, YKaQ3aHHOI0O Ha ynakKoBKe.

YcnoBusa oTnycKa U3 anTek
OTnyckatoT 6e3 peLenTa.

Bnapeneu permcrpauoHHOro yaoctoBepeHus
OO0 “UHTEP-C TPYTIIN”

109429, r. MockBa, 14-n kM MKAL, ao. 10,
Ten. +7 (495) 747-11-17.

MecTo npousBoacTBa

AONDAPM EAL, 6ynbBap «CMMEOHOBCKO LLOC-
ce» N2130, r. Codua 1700, Bonrapus.

Ten: (++359 2) 860 20 00;
dakc: (++359 2) 860 20 00

MpeTeH3nu notpebuteneit n uHpopmauuio o
He)XenaTtesbHbIX ABNEHUAX crnepyeT Hanpas-
nAaTb Mo appecy:

OO0 “"MHTEP-C IrPYMNMN”

109429, r. MockBa, 14-1
Ten. +7 (495) 747-11-17.

kM MKAL, ag. 10,



