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HHCTPYKIHUA
(nmadopmanns 15 NANACHTOB)
[0 MeANIHACKOMY IIPHMEHEHHIO Ipenapara
HO-IITIA® dopre / NO-SPA® forte

Toprooe Hassarne: HO-ILITIA® dopre / NO-SPA® forte COTJIACOBAHO
MHUHUCTEPCTBOM 3[1PABOOXPAHEHU

MexayHapoJHOEe HENATEHTOBAHHOE HA3BAHHE: IPOTAaBEPUH / drRBEGINBIVKY BEJIAPYChH
ITpukasd MuHUCTEPCTBA 3PAaBOOXPAHEHUS

Jlexapcrennas ¢popma: TabIeTKH. Pecny6tuku Berapych

Cocras or A v_0F _20/Zr. N I7F

B oxmoii TabneTKe CONCPKUTCH: KIC N J or 2803 207,
Ileticmeyloujee 6ewjecmeo: ApOTaBEepUHa TEIPOXTIOPHL O MI.

BcnomozamenvHule 6eujecmeq.
margus creapatr (E470), tamek (ES53), moBHOOH (E1201), xpaxman KyKypy3HBIH, JIAKTO3bI
MOHOTUIpAT.

Onucanue

BLIIYKJIEE TPOZOIrOBAThIC TaGNETKM IKENTOTO IBETa, C 3CNEHOBATEIM WM  OPAKCBHIM
orrenkoM. Ha onmodl cropoHe - mapkupoBka "NOSPA", Ha IpYyrod - NCTUTETbHAS JIAHHUS.
JlenuTensHas JUHES Tpe[HA3HAYECHA TOJNBKO IS OONErdCHHUS pasfaMbIBAHUS UL ynob6cTBa
IJIOTaHAS, a He Ul pas3fesieHus TabIeTKH Ha PaBHBIC J03BL

dapmakoTepanesTHIeCKas TPYNINA: CPEICTBA ML JISUCHAA (YHKIMOHATBHBIX HapylneHui
KeTyIOIHO-KHINEYHOro TpakTa. [lanaBepys H €ro IPOU3BO/HEIC.
Kon ATX: AO3ADO02

dapMaKoIOrHIecKHe CBONCTBA

DapmakoOUHAMUKA:

Mexanusm Oeticmeus

JlpoTaBepHH TpEACTABIAeT COOOH NPOM3BOZHOS H3OXWHONHMHA, KOTOPOE  MPOABILICT
CIIA3MONUTHUECKOE JNeHCTBHE Ha TIMAAKYI0 MYCKynaTypy IyTeM Tonasnerus QepMenta
dochomascrepasst IV (DI IV). Mrrubuposanue depmenta 1D IV npHBOAHUT K IOBBIICHHOK
KOHIEHTpanud TAM®, 9TO HHAKTHBHPYET JICTKYIO HEHNOYKY KMHA3Bl MHO3HHA M IIPHBOIHUT K
paccrnabIeHuIOo TIagKoi MyCKyIaTypElL.

Jlporapeprs uerubupyer OO IV in vitro Ge3 uarnbHEpoBanus w303u3uMoB OJI0 M u @19 V.
JUIst CHMOKEHHUS COKPATUTENBHOM CIOCOOHOCTH IMIAIKHX MBI O3 IV pyHKIHOHANBHO OYEHB
BaKHa, celexkTuBHbIe uHrEOmTopsr O IV Moryr OHITE TIONE3HBl NP  JICHCHHH
THIIEPKUHETHIECKUX 3a00/1€BaHul ¥ PasIMIHBEIX CHMIITOMOB, 00yCIOBICHHBIX CNAaCTHYECKUMU
COCTOSTHUSIMH YKeJTy Z09HO-KHIIETHOT O TPaKTa. ,

W3osmzam O 1T rumpormsyer TAM® B Iiafkoi MycKynaType MHOKapha i COCyAOB H 3TO
OOBACHSET TOT (BAKT, UTO APOTABEPHH ABNACTCA dQQEKTHBHBIM CTIA3MOTMTAICCKIM areHTOM 6e3
CEePBE3HBIX CEPHCUHO-COCYMHCTBIX IOOOTHBIX meficTBHT ¥ CHIBHOM CepREUHO-COCYIHCTOM
TEpPaNeBTHYECKOH aKTHBHOCTH.

Tpenapat >bdexTuBeH Npy crasMax riaakoi MyCKy/aTypsl, BHI3BAHHBIX HAPYIICHACM HEPBHOH
PETYJIALMEA U CAMOPETyIAIAN KaK HEPBHOH, TaK U MBImeuHol atmonoruu. HezaBucumo oT THna
BEreTATHBHONM MHHEPBALWMH, NPOTABEPHH NEHCIBYeT HAa IANKHE MBIIIbI, HaXONJINHECH B
YKEJTy IOUHO-KUIIEYHOH, XKETIHOH, ypOTCHUTATBHON 1 COCYyIUCTOH cucTeMax.

Ero neiicTue CHIbHEe, 9eM y TalaBephHa, a BcackBanue — Oonee OBICTpPoe M MONHOE, OH
MeHbIIIe CBA3BIBACTCA C OenKaMH ILIasMblL [IpeMMymecTBOM ApPOTaBEpHHA ABIACTCA TO, HTO ¥
Hero, B OT/IMYME OT TAPEHTEPAbHOTO BBEIEHUS [araBepHHa, OTCYTCTBYET CTHMYJHpYIOLICS
HeCTBYE Ha JBIXATENBHYIO CUCTEMY.

DapmaKoKUHeMUKQ:
- Abcopbyus
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JlpoTaBepHH OBICTPO H IOJIHOCTBIO BCACHIBAETCH, KaK édﬁlekéopanb op lpgeMa

TaK H I0CJIe BHYTPHMBIIIEYHOTO BBECHHS. MaKkcuMarnbHas KOHUCHTPANS B IIa3Me JOCTUIACTCS
gepe3 45 - 60 MEHYT 110CJIE IPUEMa BHYTPb. COT'JIACOBAHUC

MUHHCTEPCTBOM BJPABOOY PAHEHI]
PECIIYBJIMKU BEJIAPYCE |

TIpuxas MunucTepcTBa 3APaBOOXPE sieEnd
Pa(’np edenene Pecuybnuxu Benapyck

J[poTaBepHH B BHICOKOM CTEMEHH CBA3BIBACTCA C GeIKaMHU ILTa3Mbl, 0COOEHHO C abOyMHHOM (95-
98%), anbda- u 6era-rmodyIHHAMH.

Buompancgopmayus u eeiéedenue

HpoTaBepur MeTabONU3UPYETCA B HEYEHH, NCPHOM €ro nonyasmezzenwl cocrapmaer 8-10 uac.
TTocie TepBOrO TPOXOXAEHHS uepe3 IedeHb 65 % HO3bI HaXOOATCS B KPOBOOODAIICHMH B
HEU3MEHEHHOM BHIe. 3a 72 w[aca [POTAaBEPHH NPAKTHUECKH ITOJHOCTBIO BBIBOAMTCA K3
opraumsma, Gonee 50% BeBoZATCS ¢ MO40# 1 0K010 30% - ¢ KanoM. [[poTaBepHH BHIBOIHTCA B
OCHOBHOM B BH/Ie MeTabOJIHTOB, HCXOXHOE COSIHHEHAE B MOYe HE 00HAPYKUBACTCSL.

Hoxa3aaus AJisi NpAMeEHeHUsl

® Cma3sMBl TVIAgKOM MYCKYJarypel, CBs3aHHele ¢ 3a0oneBaHmsMu —OHIMApHOrO  TpaKTa:
XOIEIHCTOIMTHAS, XOMAHIHOIATHA3, XOICIIUCTUT, IEPUXONEIIUCTUT, XOIaHT HT, AIH/LIAT,

e ChasMbl IVIAOKOM MYCKYJIATypsl MOYEBBIBOIMIIMIX ITyTell: He(poNmMTIHas, ypeTpONMTHa3, [HEIHT,
IMCTHT, TEHE3MBI MOYEBOT'O ITy3hIPS.

 IIPH CIa3Max TAAIKOM MyCKYJIaTypHI Ky IOTHO-KHIIEYHOr0 IIPOMCX0KICHHS: I3BEHHas O0Ne3Hb
XKETyIKa U JBEHANIATHIICPCTHON KWIIKY, [ACTPUT, CIa3MBl KapIM{ U IIPUBPATHHKA, SHICDHT,
KOJIMT, CITACTHYECKUH KOJTUT C 3aII0pOM H METEOPH3MOM;

e rOJIOBHBIE OO TEH3UMOHHOTO THIIA;

® B MHEKOTOTHH: JHCMEHOPES.

[poTuBonoka3anus
*  IIOBBIIICHHAS YyBCTBHTEIHHOCTE K JSHCTBYIOIEMY BEIIECTBY WK K TFOOOMY H3 BCIIOMOTaTe/IBHBIX
BEIIECTB Npenapara;

® TsDKEJIas IEUYCHOUHA WIH IIoYeuHas HEAOCTaTOUHOCTE;
e TsDKeJIas CepACTHAs HEOCTATOMHOCTE (HM3KHMM CEPACHIHBIN BEIOPOC),

Jo3upoBKa A crocod IpUMeHEHHs

Jlexapcmeennviii  npenapam  npednasHauen Ons  npuemd  ewympe. Bceeda  npunumatime
NeKAPCMBEHHbITI NPEnapam 6 HONHOM COOMEEMCIMBUL C UCTNKOM- BKAAObIUEM WY PEKOMEROAYUIMU
nieyayezo 6paya.

Bspocnvie

PexomenoBagHas cyrounas no3a cocrasuier 120 — 240 mr, pasmenérnas Ha 2-3 mpuema. [Ipu
HEOGXOMIMOCTH, IUIS TIOydeH s OTHOKPATHON IO3BI MOTyT OBITH HCHONMB30BaHb! TabneTk Ho-Ilna
40 M.

Hemu
KituHpaeckye HCIBITaHUS 110 IIPHMEHCHHIO IPOTABEPHHA Y AeTeH HE IIPOBOJUIIKCE.

B cnyuasx, korja npueM IpoTaBepuHa y AeTed HeoOXoauM:
Jlemu cmaprue 12 nem: MaxkcumanbHas CyTOYHas 103a cocTanygeT 160 mr, MoxeT ObITh NpHHsTa B 1
mpuéM, b0 paszieieHa Ha 2 MpuéMa.

HesxenaTeapHble peakuun
® O CMOPOHbI JHCETYOOUHO-KUUEHHO20 MPAKMA:
.PEMKO: TOIIHOTA, 3aII0p
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COTJACOBAHO

i PCTBCM 3HPABOCKY "\Hi.’ﬂiﬂ
®  CO CMOpOHbI HEPEHOIL CUCTEMbL! MUTHHCTEPCTEON ¢ PABOCKP A

PEAKO: ToJIOBHAA 60)'[15, TOJIOBOKPY’KEHHE, H6eccoHHHMTIA TIpuxas MEHHECTEDCTBA 3APABCOX AL eHHA
®  CO CHOPOHBL CEPOEYHO-COCYOUCMOTI CUCTIEMBI: Pec“ym"'{;_iem’m
PEIKO: YUAIEHHOE CepAeOHEHIE, THITOTCH3N
® O CIMOPOHbLL UMMYHHOU CUCIEMbL. 3 5 1 3 - 2 9 1 g
PEIIKO: ayuIepridecKas peakuys (aHT'HOHEBPOTHHYECKHH OTEK, KPAllUBHULA, CHITb 3YA) (CM.
pazden «IIpomueonoxkasanua»).

IIpu nossnenuu nepeucieHHbIX HeXce/IAMeNbHbIX PEAKWUIL Ul PeaKyull, He YROMAHYMBIX 6
JIUCHKe-6KNa0blile, Heobxo0umo obpamumuca k epayy!

Iepeno3upoBka

Ilepenmo3upoBKa JOpPOTaBEPHHOM MOXET BBI3HIBATh HAPYMICHHS CEpPACYHOrO pUTMA H
IPOBOIMMOCTH, BKJFOYAs MONHYIO OIOKAXy HOXEK Iydka ['Mca ¥ OCTAaHOBKY CepAua, KOTOpLIe
MOTYT IPHBECTH K JICTAIEHOMY HCXOMY.

B cinyuae mepemO3MpOBKM MANWEHT IOJDKEH HAaXOMMTHCA NON HaGmoNeHWEM H TONIydYaTh
CHMIITOMATH9eCKOE M MOANEPKHBAIOIIEe JIeUeHue. PEeKOMEHTyeTcss MHIOYKIMS DPBOTHl H/HIH
[IPOMBIBAHHUE KEITyIKa.

Oco0bie yKa3aHAs B MePBI IPEJOCTOPOKHOCTH

IIpu ruIOTEH3UM IPEMEHEHHE MpenapaTa TpeOyeT OCTOPOKHOCTH.

Onna TabneTka JEKapCTBEHHOTO mpemapara comepxur 104 mr maxtosel Ilpm mpueMe cormacHo
PEKOMEH/IOBAHHOM JIO3MPOBKE K&KHas 032 CONEPKUT HO 156 MT J1aKTO3Bl. OTO MOXET BBI3BIBATH
HEXXENATe/IbHBIE pEaKlMi CO CTOPOHBI ' XKEJIyAOYHO-KMINEYHOro TpaKTa Y JIMI, CTpPajaroImaX
HEIIEPEHOCUMOCTBIO JIAKTO3BL

JlanHyIO neKapcTBeHHYI0 (OpMy He CliefyeT NPUHMMATEH MaLMEHTaM, CTPajalonmX JedrrmToM
JIAKTO3bI, TATIAKTO3EMUEH M CHEIPOMOM HapyIeHHOH abcopOIMH ITTFOKO3bY/ TAlaKTO3EL.
Kinpraeckue HecieIoBaHus 0 IPUMEHEHHIO IIperapaTa AeTbMY HE IPOBOIHIIHCE.

BepeMeHHOCTE, rpyIHOe BCKADMJIHBaHHE H PEePTHIBLHOCTD

[To maHHBIM PETPOCHEKTHBHBIX K/IMHUYECKHX HCCIENOBAHWH W MCCIENOBAHMA HA JKHBOTHBIX,
mepopalbHOe IPUMEHEHHe OPOTaBEpHHA B IEPHOJ] OCPEMEHHOCTH HE OKa3hlBaeT MPSAMOrO U
HENPAMOIO IOBPEXKNAIOMEr0 BO3NEHCTBHS HA TedeHHe OEpeMEHHOCTH, 3SMOPHOHAIBHOE
pa3BUTHe, pOABI H NOCTHaTambHOe pasBuTHE. OnHaxo, npn Ha3HAYCHWH IIperapaTa BO BpeMS
BepemerHOCTH HEOOX0MMMA OCTOPOXKHOCTD.

B cBs3d ¢ OTCyrcTBHEM HEOOXODMMBIX KIWHHYECKHX JaHHBIX B IEPHOL TPYAHOTO
BCKapMJIMBaHWS Ha3HAa9aTh HE PEKOMEHIYETCH.

JlaHHEIe O BIUSHAY Ipenapara Ha QepTHIBEHOCTD OTCYTCTBYIOT.

B3anmopelicTBHe ¢ APYTHMH JIEKaPCTBEHHBIMH CPEICTBAMH

Naruburops! pocdoamacrepassl, IoR00HEIE NaNaBepPUHy, CHIDKAIOT AaHTHIIAPKHHCOHHBIH 3 dexT
JI€BOJOTIBL.

Heo6xomimo cobimonaTh OCTOPOXHOCTE IIPH COBMECTHOM IPUMEHEHHH IIpenapara ¢ JEBOIOIOH,
TaK KaK aHTHIIApKHHCOHHEI 3¢ dexT nocienHel CHIXAeTCA B HabMOAaeTCs yCUICHHE TPEMOPa U
PHTHUIHOCTH.

Bausinne Ha CHoCOGHOCTH YIPABAATH TPAHCHOPTHBIMH CPEACTBAMH WM [IpPYTUMH
MeXaHH3MaMH

[py TMOSBACHMM TOJOBOKPYXEHHs [Ocie JIpUEMa  JIEKAPCTBEHHOro rperapara  CHACAyeT
BO3LEPXKUBATECA OT YIpPABIEHWS TPAHCMOPTHBIMK CPENCTBAMM WK APYTUMU MOTEHLMANILHO
ONacHBIMM MeXaHW3MaMHu.

Cpok roaHocTH
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COTJACOBAHO
13 y HUA
TAHACTEPCTBOM OZ{PABOOXP‘\L\HE
! PECIHYBAUKA BEJIAPYVCD -
3 rons He 1Cnomb308aTh 110 MCTEHCHMHA CPOKA TORHOCTH. Tipuxas MunucTepcTsa 3paBcoXpaneHud

Pecnybauru Benapycek

®opMa BBITYCKa:
Tlo 24 Ta6nerxu B 6imctepe m3 IIBX/amomunms. [To 1 GrmcTepy B KapTOHHOH KOpOOKE BMECTE C

JIMCTKOM BKJIQJBIIICM. Hm PKR
YecaoBus XpaHeHus:
XpaHWUTH B HEAOCTYIIHOM UL ieTel mecTe! 35 13 -20 19

XpaanTs npH TeMueparype He Beime 25°C B 3aIUINCHHOM OT CBETa MECTE.

YcioBHS OTIYCKA H3 alITEK
Ormyckaercs 6e3 perenTa,

IIpon3BeaeHo KOMIaHHEH
XWUHOUH 3asoz PapmauesTueckix 1 Xnmudeckux [Iponyktos 3A0, Berrpus
Adpec npoussodcmea: Levai u. 5, 2112 Veresegyhaz, Hungary (Berrpus)

TIpereH3nu 1O KAYeCTBY JIEKAPCTBEHHOTO MpemapaTa M CoO0ImMEHHs 0 HeMeIaTeJbHBIX
peaKuuax HANPaBJIATh:

IIpencrasurenseto AO «Sanofi-Aventis Groupe» ®paniysckas Pecry6muka

B Peciy6ruke Benapycs (Benapycs): 220004 MuHck, yi. Jumutposa 5, opuc 5/2, Ten./daxc:
(375 17) 203 33 11, Pharmacovigilance-BY @sanofi.com

B Pecny6imke V36ekucran (Y36ekucrad, TypkMenucTas, TalKAKUCTaH): 100015 TamxeHT, y1.
Oit6exa, 24, opucasii 6ok 311, Ten.: (998 71) 281 46 28/29, dakc.: (998 71) 281 44 81,
Uzbekistan.Pharmacovigilance @sanofi.com

B Pecrry6muxe I'pysus ([pysus u Apmerns): 0103 T6mwruch, yn. Merexn, 22, Ten.: (995 59) 533
1336

B Pecry6imxe Kasaxcran (Keipremeran): 050013 r. Anmarsi, yiu. @ypmarosa, 187 «b», busaec
nentp «STAR» 3# aT., Ten.: +7(727) 2445096/97, dakc.: +7(727) 2582596;

II0 BOTIPOcaM K KauecTBy Ipenapara e-mail: quality.info@sanofi.com;

10 Bompocam (papmaxoHa3opa e-mail: Kazakhstan.Pharmacovigilance @sanofi.com
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