HL o
HMucTpyKuMs 10 MEAUIMHCKOMY IPHMEHECHHI0

JIEKAPCTBEHHOI0 CPEACTBA A/ 3 7 0 g -7 01 8
CIenHAINCTOB

HHOJIOIU X

O6mue GpU3NKO-XHMHYECKHE CBOHCTBA
TabneTku Genoro WM MOYTH GEnoro mBeTa, IUIOCKHE, CO CKOIIEHHON KPOMKOH, BO3MOXKHEI
HEe3HAYUTEIbHBIE BKpAIICHHS.

Cocrasb JIEKAPCTBEHHOI'0 CPEACTBA

1 Tabnerka (250 Mr) conep>Kur:

Axmuenvie eewjecmea: Aconitum (axonum anmeunwii) D3 25 wr, Gelsemium (cenvzemuii
seunosenénwiil) D3 25 mr, Ipecacuanha (unexaxyana) D3 25 mr, Phosphorus (¢pocgop) tput. D5
25 Mr, Bryonia (nepecmynens deydommeiit) D2 25 wmr, Eupatorium perfoliatum (nocxonnux
nponzénnocmucmuuiit) D1 25 mr;

gcnomozamenvHbie eujecmea; TaKTO3bl MOHOTHIPAT, MINCHUYHBIA Kpaxmal, Martus cTeapar.

®opmMa BBITYyCKA COTJTACOBAHO
TabneTku MMHUCTEPCTBOM BJIPABOOXPAHEHUS
PECITYBJIMKY BEJIAPYCh

Mpuxas Munucrepersa 3ApaBoOOXPaHEHUR
'S

dapmakoTepaneBTHIECKAS IPynna
T'omeonaTuyeckoe JIEKapCTBEHHOE CPENCTBO
Kox ATC: R05X. Cpencrpa, NpUMEHsEMBIE TIpH KaULIe ¥ MPOCTYAHBIX 3a0oneBanusx. [Ipoune
CpencTBa, IPUMEHIEMBIE IIPH IPOCTYIHBIX 3a00/I€BaHUAX.

®apMaKoJIOrH4ecKHe CBOMCTBA

DapmaxoouHamuka

Wudmomua npeacraBiseT coboif romeomarnyeckoe KOMOMHHPOBAaHHOE CpPEICTBO, NCHCTBHE
KOTOPOro oGyCIIOBIEHO KOMIIOHEHTaMH, BXOAIIMMHE B €T0 COCTaB. TpaJuilHOHHO NPHMEHACTCA
B KOMIUIEKCHOM JICYEHHH IPUIINA ¥ OCTPHIX PECTIUPATOPHBIX 3a00ICBAHHIA.

NHbmouna cOXEepXKUT MECTh MPOBEPEHHBIX TOMEONAaTHYECKUX KOMIIOHEHTOB, KOTOPBIE XOPOLIO
HOIXOAAT JJIS JIEYCHHS OCTPHIX JIMXOPaTZOYHBIX NPOCTYAHBIX 3a00N€BaHMH, HAMpUMep, TaKuX
KaK TPUII ¥ IpuUmonogoOHble 3a00eBaHus, KOTOPBIE XapaKTEPHU3YIOTCsS OCTPHIM Ha4aloM H
OBICTPBIM HapaCTaHHEM CHMIITOMAaTHKH.

AKOHWT HCIIONBE3y€eTCs IPEUMYINECTBEHHO B IepBoil (ha3e OCTPhIX HHQEKINHA BCEH HOCOTIOTKH
1 GPOHXOB, JaXXe €C/IM OHH BCTPEYAIOTCS B COUETAHMH C JIMXxopankoi. Bpuonns 3¢ dekTusHa He
TOJILKO TPH HpPOCTyAe (HAacCMOpKe), HO W IpH CyXoM OpoHXHUTe ¢ OOJIE3HEHHBIM KalleM.
HnekakyaHa cHOCOOCTBYeT pa3XMXOKCHHIO OpOHXHAIBHOIO CEKpeTa H  BBIBEJCHHIO
TPyOHOOTAENsieMOM MOKpOTHL. [lempzemuii 3>Q@deKTHBEH, mnpexnae BCEro, MPH OCTPBIX
IPOCTYAHBIX 3a00JEeBaHUSIX, OCTPOM PUHUTE M CHHYCHTE C TOJIOBHBIMH OOJISMH, a TAKKe MpH
¢apunrure u napunrute. Gocdop Oka3pIBacT MONOKUTEIBHOE BIHSIHHUE, 0COOEHHO NpH OOIIeH
cabOCTH, HEBPAJITHM M TOJIOBHOM OOJIM NpH OCTPHIX M XPOHHYECKHX KaTapax IBIXaTeTbHBIX
nyTed. OynmaTopuyM OIHMH H3 CaMBIX HAJEXKHBIX TOMEOIAaTHYECKMX IPOTHBOIPHIIITO3HBIX

IIpenaparoB, IPEKPacHO 3apeKOMEHIOBAaBIIMKA ce0s B JICUEHHH JHMXOPAJOYHBIX IIPOCTYIHBIX
3aboseBaHui, TPUIIA, a TAKXKE OCTPOTO PHHHUTA.

DapmaKkoKuHemuKa.
ToMeonaTHYecKuif METOM JIeYeHHS CYLUIECTBEHHO OTIMYAcTCs OT TPaJAUIHOHHON MEIMIIHHBI.
Onpenenerue Jo3ocnenupuuecKux a¢pdekroB, (bapmaKkoTMHAMHIECKHX WA

(l)apmaxoxnnemtleomx IapaMeTpPOB F'OMECONATHICCKUX CPEACTB HEBO3MOXKHO.
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Hoxa3aHus K NPUMEHEHHIO 5209 -2018
ToMeomaTHyecKkoe  JIEKApCTBEHHOE CPeACTBO  0e3  YTBEPXKICHHBIX  TEPaNCBTHYECKUX
(MEIMIMHCKUX) MOKa3aHui. TPagHIHOHHO NPHMEHSETCS B KOMILIEKCHOM JIEYCHHH IPHUINA H
OCTpPBIX PECIIMPATOPHEIX 3a00IeBaHMIA.

IIpoTnBOMOKa3aHUA
ToBEIIEHHAS HHIMBHAYAJIbHAS YyBCTBUTEIBHOCTD K OT/ACIBbHBIM KOMIIOHEHTaM Ipenapara

(cM. pasmen «CocTaB JIEKapCTBEHHOTO CPEACTBA»); HENEPEHOCHMOCTH IINEHWYHOTO Kpaxmala;
NeHUMT JIaKTa3bl, HENEPEHOCHMOCTD TalaKTO3bl, TIFOKO30-rajlakTo3Has Manbabcopbuus (cM.
pazzen «Ocobbie MEPHI MPEAOCTOPOIKHOCTHN ).

Hetsm no 1 ropa (B CBA3H C OTCYTCTBHEM AOCTATOYHOIO O

WOBAHO
MUHHMCTEPCTBOM BIIPABOOXPAHEHHﬂ
PECITYBJIIMKH BEJIAPYCH
ABOOXPAHEBHA
pycs

Coco6 npuMeHeHHs H J03bI
ITpu orcyTcTBHE MHBIX yKa3aHuit MHGIIONMY NPUMEHSIOT Henﬁbmmﬁ
IIpu ocmpeix cocmosnusax: B3pOCIbIE U MOAPOCTKH C 12 jetme

Kaxaple noqdaca — 1 gac (mo 6 pa3 B CyTKH). YBeNWYEHHE CYTOYHOH H03bl U JJIMTEIBHOCTH
npuéma Gojiee HeHENH MOXXET OCYINECTBJIATHCS TOJIBKO IOCTEe KOHCYNbTaluu ¢ BpadoM. IIpu
YMEHBIICHUH BBIPAXESHHOCTH CHMIITOMOB YacTOTa IMpHéMa CHHXKaeTcs — o 1 tabnerke 1-3 pasa
B CyTKH. B pnanpHeliueM mO Mepe YIydINEHHS COCTOSHHS 4YacToTa IIpuéMa CHHXKAeTCs
JIOTIOJTHUTEIIBHO.

Jletn B Bo3pacte oT 6 mo 12 ner mpuHHAMaIOT He Goyiee 4 TabieTOK B CyTKu (He Ooyee IBYX
TpETe OT CyTOYHOM O3B! Y B3POCIIBIX).

Jletn B Bo3pacTe IO 6 JeT moiydaloT He Oojee 3 TabieTok B CyTKH (He GoJiee IOJOBHHEI
CYTOYHOH O3Bl B3POCIIBIX).

TabneTkn cremyer mpuHMMAarh 3a Mojyaca IO WM uYepe3 mojyaca IMOCNe €Abl, JaBas UM
MEIUIEHHO pacTBOPUTHECS BO pTy. [Ipm neuenmn nereit mo 6 ner TabneTKH PEKOMEHIYETCS
PacTBOPATH B HEOOJIBLIOM KOJIMYECTBE BOABI.

['oMeonaruyeckue JeKapCTBEHHBIE CpPEACTBA HE JOJDKHBI HCIOJIB30BAaThCA B TEUCHHE
JUIMTEIEHOrO BpeMEHH 6€3 KOHCYJIbTalliy Bpaya.

Ilob6o4HbIe aeifcTBUA

MadopMmanus 0 HeXeNaTeNbHBIX pPeaKMAX MPEACTaBIeHa B COOTBETCTBHH C CHCTEMHO-
oprasHoii knaccudukanueit MedDRA u yacToToit BCTpeyaeMocTH.

YacToTra HEXENMaTeNBHBIX pEaKIUii, NMEpEeUMCICHHBIX NpH NpueMe npemnapara Wupmonun,
OIIpeIEIIAETCS COTIACHO CIIEAYIONLICH IIKaie:

Ouensb vacto (>1/10)

Yacto (>1/100 o <1/10)

Hewacro (=1/1000 mo <1/100)

Penxo (>1/10000 mo <1/1000)

Ouens peaxo (>1/10000)

He usBecTHO (HE MOXKET GBITH OLICHEHA IO UMEIOIIMMCS JAHHEIM)

HapymieHuns co CTOpOHEI HMMYHHOM CHCTEMBI:
Yacmoma ne useecmna.

Peaxnuu runepuyBcTBUTENLHOCTH.

XenynouHo-kumeyHble HapyeHH:
Yacmoma He uzgecmHa.

)Kenyz[oqno-xnmeqnme paCCTPOﬁCTBa, TAaKHC KaK TOIIHOTA, pBOTa, JHAPCH.
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Yacmoma neusgecmua.
Bricemanusg Ha KOXe.

CoofleHne 0 HeXEeNTaTeIbHBIX PeaKIUsiX:

BaxHo coo0mare O TMOJO3pEBAEMBIX HEXETIATENIPHBIX PpEaKIHsIx MOoCIe PEruCTpaluy
JIEKAPCTBEHHOI'O Ipernapara ¢ Uelblo obecliedeHHs: HEPEPHIBHOIO MOHHTOPUHI2 COOTHOIICHHS
«TIOJTb3a — PHCK» JIEKAPCTBEHHOro mpemapara. MemMIMHCKMM pPabOTHHKaM PEKOMEHIYETCS
coo0IaTh O JFOOBIX MOMO3PEBAEMbIX HEXENaTeIbHBIX PEaKlIMAX JIEKapCTBEHHOIO IMperapara
Yepe3 HalHOHATHHBEIE CHCTEMEI COOOWICHHS O HEXENATeNbHBIX PeaklusX ¥ HedpGeKTHBHOCTH

JIEKapCTBEHHBIX IPEaparoB. SGTTACOBAHNO
MUHUCTEPCTBOM 3[IPABOOXPAHEHMA
Ilepenosnposka PECITYBJINKH BEJIAPYCh

Bpennbie 3G dexTH Nepemo3upoBKM mNpemapara M (ﬂﬂ%ﬁm’mﬁﬂﬁmﬁwegﬁé eHH HE

H3BCCTHBI.

Oco0bie MepbI PEIOCTOPOIKHOCTH

Ilpy nDpUMEHEHHMH TIOMEOIaTHYECKHX JIEKAPCTBEHHBIX CpPEICTB BO3MOXKHO BPEMEHHOE
yxynmenue. Ilpu coxpaHeHHWM BBICOKOM TeMmepaTyphl Tena Oosee 3 CYTOK WIM Ipd €€
noseimeHnH Gonee 39°C, mpu COXpaHEHHWHM CHUMIITOMOB HJIM IOSIBJICHHH HOBBIX CHMIITOMOB
MOJXET MOTpe6OBaThCS Ha3HAYCHHE JOIOHUTENBHEIX 00CIe0BaHu U IPYTOTo JICYEHHS.
IIpemocTeperxeHne ANs MAlMEHTOB C Hennakueil. MHGmOUHA conepXuT MIIEHHYHBIH KpaxMmai,
KOTOPEIH MOXET COJepKaTh HEOONbINOe KOMMYECTBO IIIOTEHA.

IManpenTaM ¢ ayuteprueit Ha NIIEHUIYY IPUMEHSTH JIEKAPCTBEHHOE CPEACTBO HE PEKOMEHAYETCH.
IlpenapaT comepXHT JaKTO3y, MOITOMY MAlMEHTaM C PEJKHMH HaCJIEACTBEHHBIMH (opMamu
HENIEPEHOCHMOCTH TaJIaKTO3bl, HENOCTaTOYHOCTHIO JIAKTa3hl HIIM CHHIPOMOM IIIIOKO30-
ralakTO3HOH MaibabcopOLuK He clielyeT IPUHUMATh JaHHOE JIEKAPCTBEHHOE CPECTBO.

B cBs13u ¢ OTCYTCTBHEM JOCTATOYHOIO ONEITA IpUMeHeHus, HGIOUU He cieayeT MPUMEHITh
y aereit go 1 rona.

IlpanmeHenne nNpu 6epeMeHHOCTH U KOPMJIEHUH FPYIbIO

KivBMYeckux NaHHBIX O NMPHUMEHEHWH JIEKapCTBEHHOIO CPeNCTBAa BO BpeMs OEpeMEHHOCTH H
JaKTallud HEAOCTaTo4HO. Bo Bpems GepeMeHHOCTH M JTaKTaluy Npenapar ciaexyeT IpUMEHSTS,
€CIIN OXKHIacMas II0JIb3a U1 MaTePpH NIPEBBINAET NOTCHIMANBHEI pUCK I Iioaa (peGEnka).

Biusinne Ha cmocoGHOCTH YHNpaBJdaTh TPAHCHOPTHBRIMH CPCACTBAMH H paGOTaTb C
MEéXaHHU3MaMH.

He Biuser.

BBaHMOHeﬁCTBﬂe C APYIrHMH JICKaPCTBCHHBIMH CPEACTBAMH
I[O HaCTOAILICTO BPECMCHH HE U3BCCTHEI.

Jleyenve roMeonaTHIECKMMH NIpeNiapaTaMy He HCKIIIOYaeT IIPUMEHEHHS IPYTHX JIEKaPCTBEHHBIX
CPECTB.

YciaoBus XPpaHCHHMA H CPOK I'OAHOCTH

XpaHUTh B OPUTHHATGHOM YIaKoBKe IpH TeMieparype oT 15 1o 25°C B MecTax, HeIOCTYIHEIX
TUIsS AETEH.

CpOK FOAHOCTH AAHHOI'0 TI'OMEONAaTH4YCCKOro JICKApCTBCHHOI'O CPEACTBA HIpH YCIOBHH €0
AOJDKHOI'O XpaHCHHUS B 3aKprT0ﬁ YIIaKOBKE COCTABJISICT 5 ner.

YciaoBHS 0TIHyCKA
Ornyckaetcs Ge3 penenra.



YnakoBka
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Io 20 Tabnerok B 6micrepe u3 miénku [IBX u donbru amoMuHHEBOR. 3 GnHcTepa MakKyoT B

KapTOHHYIO K0p06Ky C JIACTKOM-BKJIQABIWICM IS NAIUCHTOB.

HNudopmanus o npousBoauTee (3aABHTE/IE)

3asBurens / Bragenen perucTpaioOHHOTO yAOCTOBEPEHM]

Hoitue Xomeonatu YHHOH
JAXVY-Apnnaiimurrens I'M6X & Ko KT’
['epmanus, 76227 Kapncpya,
Otromrtpacce 24

Ten.: + 49 (0)721 40 93-01

ITpousBeneHo:
Hoxtop Bunemap 1lIBaGe I'M6X & Ko KT,
['epmanuns

IIpencraButens B Pecnybinke Benapych
Representative office of “Alpen Pharma AG”
220053 Minsk, Parhomenko street 3, office 1B
Tel./Fax (+375 17) 3480642.

Deutsche
DHU-Ar

IMWUHVCTEPCTBOM 3IPABOOXPAHEHHA

a3 Mugpcre 3APABOOXPAHEBHR
oomiﬁm NAapyes

COTJACOBAHO

PECITYBJIHKH BEJIAPYCb

Germany, Karlsruhe 76227

Ottostrasse 24

tel. + 49 (0)721 40 93-01

Dr. Willmar Schwabe GmbH & Co. KG.,

Germany

IIpencraBurenscTBo koMnanun “Alpen Pharma AG” B Peciy6nuke Benapycs

22053 r, Musck, yn. [Tapxomenko 3, oduc 15
Ten./daxc (+375 17) 3480642.



