Vomacur® 70

Suppositories 70 mg

KPATKA XAPAKTEPUCTUKA
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1 cynosuTopusi ceabpxa 70 mg dlmenhydrlna’re
3a nomoLLHKUTE BelllecTBa: BUX T. 6.1

3. flekapcTBeHa popma:
Cynos3utopuu

4. KrnimHWYHN LaHHU:
4.1. lNokazaHus:
Mpodhunaxkivka W nevYeHwe Ha KWHETO3W, BEepTUro, fajeHe U

nospbulaHe.

3abenexka:
Dimenhydrinate camocTosTenHo He € NOAXOAsAL, 3a rnederHune Ha
FafieHe 1 MoBpbliaHe, MNpPean3BuKaHu OT NPUIIOXKEHUETO Ha

LUTOCTaTULN.

4.2. [lo3npoBKa U Ha4MH Ha Npuroxexue:

Jeua 6-12 roa. (kag 25 kg TermecHo Terno). 1 cynosutopus
Vomacur® 70 1-2 nb™M gHesHo (cboTBetctBa Ha 70-140 mg
dimenhydrinate gHesHO).

[eua Hapg 12 rof. v Bb3pacTHU: 1 cynoautopus Vomacur® 70 2-4
nbTW AHeBHo (chotBeTctBa Ha 140-280 mg dimenhydrinate
OHEBHO).

CyrnosuTopunTe ce NocTassAT AbLIOOKO B aHyca.

3a rnipodurakTuka Ha KWHETO3Y Mbpsarta gosa ce npunara oKorno
2-1 yac npean HayaloTo Ha MbTyBaHETO.

3a rleyeHne Ha rageHe u nospbliaHe gHeBHaTa [03a ce pasfens
Ha OTAESHW MPUEMN MNPe3 paBHU UHTEpPBany oT BpeMe.
ocoueHuTe [03UPOBKK He TpsBBa fa ce Hagsulasar!

4.3. lpoTuBonokazaHua:

Vomacur® 70 He Tpabea Aa ce npunara npu:

- CBPBbXUYBCTBUTENHOCT KbM dimenhydrinate,
AHTUXNCTEMUHU WA KbM HSKOA OT Jpyrute ChbCTgs
npoAyKTa

- OCTBP acTMmatu4eH NpucTsN




- TECHOBIBIIHA FTaykoma

- heoxpoMOLINTOM

- nopupus

- fipocTaTHa XunepTpdus ¢ peTeHLMst Ha ypUHa
- npunagbLUy (ENUNENcus], eKnamncust)

4.4. Crieunannu npegnasHn MEpKU 1 npeaynpexpernns npu
ynoTpeba:

Vomacur® 70 Tpsbsa Aa ce fnpurnara camo Chief, BHUMaTenHa

rpeLieHka npw: '

HapylleHa YepHoapobHa QyHKUMA

apuTMun

XOBbE » actma

CTeHO3a Ha nunopa

Vomacur® 70 nputexaBa cepatuseH edbekT. Heobxogumo e
MNOBULLEHO BHUMaHWe npw egHosBpemeHHa ynotpeba ¢ MAO-
MHXMOMTOPN W TPULIMKNUYHKA  aHTUAEenpecaHTu. Vomacur® 70
TpsbBa ga ce npunara ¢ fOBULLEHO BHUMaHWe npy nauueHTu ¢
XUMEPTUPEOUAN3BM, XWUMEPTOHWS W MNauueHTW B HanpepHana
Bb3pacT.

4.5. TlekapcTBeHu 1 APYIA B3aUMOOENCTBUS:
EnHoBpeMeHHOTO MpunoxeHne Ha dimenhydrinate wn  gpyru
LeHTpanHo AeicTealy nekapcTBeHn NPOAYKTW (NCUXOTPOMHW,
XWMHOTULM, cefaTnBa, aHanreTuuy, aHecTeTuLn) Moxe ga foseae
[0 3acunBaHe Ha eeKkTUTe UM.

AHTVXONUHeprnyHuaT edekt Ha dimenhydrinate moxe pa Obae
sacureH HenpeaBNaeHO Npu efHOBPEMEHHO NPUMOXEHNE C APYTU
NPOOYKTM € aHTUXONuHepruuHn edexktn  (Hanp.  aTponuH,
BunepuaeH Unu TPULIMKITIVYHN @aHTUANNPECcaHTH).

Mpwn enHoBpemeHHO npunoxerne wa dimenhydrinate n MAO-
uHXubuTopN MoraT f[a Ce pasBuAaAT KMBOTO3acTpallasalla
eHTeponapesa, peTeHUWs Ha ypuHa wuny MoBULLEHO BBTPEOYHO
HansiraHe. JombnHUTENHO Morat ja ce HabnogasaTt craj B
KPBBHOTO HanaraHe 4 3acunsade Hapyuwerusta Ha LHC u
noTuckade Ha auwaneTo. MNopaay Toea dimenhydrinate He TpsidBa
fia ce npunara egHospeMeHHo ¢ MAO-uHxudutopu. '
EnoHOBpEMEHHOTO MpunoXeHue Ha dimenhydrinate C
aHTUXVNEPTEH3NBHN TEKapCTBEHN NPOAYKTU MOXe Aa Aosefe A0
3acurieHa ymopa uny Hanp. noBuileH XunoTeH3useH ed:> .
Dimenhydrinate MoXe pfa poeefae A0 IpelHn  OFpbly
pesynTaty OT npoBedeH TecT 3a aneprus. Hegls




MPUMNOXEHWETO Ha NPoAyKTa Aa ce npexpatil Hal-manko 72 4vaca
npeau UsBbLPLIBAHETO Ha TECT 3a aneprus.

TpsibBa ga ce uma npuasng, Ye € Bb3MOXKHO dimenhydrinate ga
Mackupa OTOTOKCUYEH edeKT, Bb3HUKHan BeposTHO NpU feverne
C aMWHOTNNKO3UAHY aHTNOnoTNLN.

Mo Bpeme Ha fiedeHne ¢ dimenhydrinate He TpsaBba Aa ce npnema
arKkoxofl, Thil KaTo TOW MOe Ja MOBIIMAE U NoTeHUMpa eekTa Ha
dimenhydrinate. CriocoBHocTTa 3a WodupaHe 1 yNpaBrneHne Ha
mMaLmHn Mmoxe na 6bae HapylieHa.

4.6. BpemMeHHOCT U KbPMEHE:
OT rnpoyysaHMsTa MPU XUBOTHU HAMA [aHHW 3a TepatoreHeH
edext. Hanuuynute [0 MOMEHTa KIMUHUYHW AaHHW OT OrpaHuyed
6poit GpeMeHHOCTH, usroxeHn Ha dimehydrinaie, HE rOBOPAT 32
sBeH MarndopMaTMBEH UIK (heToToKCuyeH edekT. Bbrpekn ToBa
yrnoTpebara Ha Vomacur® 70 npes nbpeute LUeCT Mecela OT
BpemeHHocTa TpsibBa fa ce orpeHnyy 1o cryqauTe, Korato BCUYKA
NPUoXeHN HepapMaLeBTUYHI MEPKM He ca fany pesynTar.
MpocnekTsHO rpoydYBaHe npu GpeMeHHn Xedu, MyBrnKkyBaHo
npe3 1964 r., He € [0Kasano Bpb3ka MeXZy MPUnoXeHWeTo Ha
dimenhydrinate n Bb3HUKBaHeTO Ha wmandopmauuu. OT pApyra
cTpaHa [lpoyusaHeTo “lpoekt CweBMecTHO [lepuHaTanHo
Mpoyusaxe” (1977 r.), nposegeHo npu 313 OpemeHHn XeHn Npes
MbpBUsi TPUMECTbp W obwo 697 OpemeHHM >XeHu, npuenu
dimenhydrinate, nokasea cny4au Ha CbpAe4YHO CHLOBM
YBPEXASHWA M WHIBUHANHAa XepHuA. PesynTatute He ca 0w
MOTBBPAEHW [0 CEra OT HE3aBUCMMU NPOYyYBaHUsA.

Dimenhydrinate He TpsbsBa ga ce npunara npes focregHuTe
cenomumuy oT OpemMeHHocTa, nopagy puUCK OT TMPegponuitHn
MaTO4YHW KOHTpakumu. [IpunoxeHWeTo Mo BPeMe Ha paxaaHe
MOXKE [a MOBUWKM MaTo4YHUTE KOHTpakuum W Aa  cbKpaty
APOOBIDKATENHOCTTA Ha pawgaHeto. [lpunoxeHneto My KaTo
YTEPOTOHUK He Ce Mpernopbysa, fopaayu ChbilecTsysBall puck oT
XmnepcTumMynaums.

Hama naHHu, ye npunoxexueto Ha dimenhydrinate npes nepsus
TOMMECTBP Ha OpemeHHOCTTa BOAW A0 TOBULLEHA 4YecToTa Ha
abopTu.

Dimenhydrinate npemuHasa B8 Mal4MHOTO MMAAKO B Malku
KonuuecTsa. [l0 cera He ca OnWUCahy AbnroTpaHy oTpulaTentn
edeKTV BbPXY HOBOPOAEHN. AKO KbPMaUEeTO MoKaKe rnpusHaun Ha
MoBMLLEHa pasapasHuTenHocT, Tpsbsa Aa ce NPeMUHE
N3KYCTBEHO MIISiKO WM rieveHueto ¢ dimenhydrinate n.-
NpeKbCHAaTO. o




4.7. Echextu BLPXY CriocoOHOCTTa 3a Wwodupare U padoTa ¢
MatuMHN:

CHBHMMBOCT, YacT4YHa aMHe3ns U HamarneHa KoHUeHTpayusa morar
fna okaxar oTpuuartereH edext Bbpxy crnocobHocTTa 33
wioupare n pabota ¢ mMawmHu. ToBa Ce OTHacs 0cobeHo npw
criy4am crief; HefocTaThyeH CbH, MpY 3anoysaHe Ha NneYveHneTo 1
CMSiHa Ha NPOJYKTa, KaKTo 1 B KOMBMHAaLMsE C ankoxorl.

4.8. HexxenaHu rieKkapcTBEHM peakuni:

B 3aBUCMMOCT OT WHAMBMOyarHaTa  4YyBCTBATENHOCT U
npurioXeHaTa [i03a Bb3HWMKBAT 4YECTO ChefHUTE Hexenaxu
riekapcTBeHn peakuvu, ocobeHo B HavanoTo Ha MNeveHneTo:
CbHMWBOCT, BEPTUrO W MuacTeHus. Tesn edekt morat Aa
[oBenaT [0 HapylleHus JOpU U Ha crieaBallns feH.

PagKo MOXe Aa Bb3HUKHE T.Hap. “aHTUXONMHEPrudeH” eHoMeH:
KCEpOCTOMUSA, TaxuKaphus, ycetllaHe 3a 3anylueH HOC, [uconus,
MOBMILEHO BBTPEOYHO HansraHe W HapylweHa  MUKLnA.
HabniogaBaHy ca CbLUO racTPOMHTECTUHANEH AUcKoMGOopT (Harp.
rageHe, Bornka B 0obnacTTa Ha cTomaxa, NoBpbLUaHe, KoHCTUNauus
WUnn gnapusi) U NPoOMeHu B HaCcTPOEHWUETO. QOcobeHo nNpy geua u
nauMeHT B HampepHana Bb3PacT ca Bb3MOXHW Napafoxcarntu
peakumm xaTo GesnokoiicTeo, Bb3OyAa, OescbHue, CTpax unu
Tpemop.

CboBLUeHM Cca KOXHW aneprudnn  peakuuy  (oOpusm) 1
hOTOUYBCTBUTENHOCT (Aa ce u3daArea [AWPEKTHO u3faraHe Ha
cribHLUe!) 1 YepHoapobHa AUChYHKUMS (XonecTaTuieH ukTep).

B oTAenHn criyyaym ca HabnwaBaiin NEeBKOMNEHUs, HEYTPOTEeHNs,
TpoMBOLMTONEHNs,  XEMOMWTUYHA  aHemusi,  nopdupus W
arpaHynouuTosa.

Crief, ABNroTPanHoO eXefHEeBHO MPUNOXEHNE MOXE L& Bb3HWKHE
BpeMeHHO Be3chHIe, aKko NeveHneTo 6bae npekbeHaTo psako. Mo
TasW npuuuHa, nedeHveTo Tpsbea Aa ObAe NPeKeCHATO fpY
fIOCTENEHHO NoHMXapaHe Ha [03aTa.

Kakto npu OpyrM XvnHOTUMHM JfieKapcTBeHW MPOAYKTU, Tpu
OBArOTpaeH NpueM Ha AVMEHXUAPUHAT HE MOXe [a Ce UIKIo4K
BL3MOXKHO pasBUTWE Ha nekapcTBeHa 3asucumocT. [lo Tasu
npuunHa e HeoBxoAuMo 0cobeHO BHUMATENHO HasHadaBaHe Ha
MPOABIDKUTENHO fieYeHue.

4.9. Npeposnpatxe:
Mpenosupaneto ¢ dimenhydrinaie ce Xapakiepu
33BUCUMOCT OT NpueTaTa fo3a NpeayMmMHo ¢ pasfindHa
NOTUCKaAHE Ha Cb3HaHWETO, KOETO MOXe A& Bapupa




CbHIVBOGT Lo 6eschbavaHne. OceeH ToBa ce Habmwofasar
ApUsHaLW Ha aHTUXOMUHEPruueH CUHAPOM: Muapvasa, [UCOnWs,
TaxuKkapaus, XunepTepmus, ropela M 3adepBeHa KoXa, CcyXu
AUraBULY, KOHCTUNALMS, LEHTparHo obycrnoBeHo GesnoKonCTBO,
cTpax, Bb3byfa, NOBULLEHN MYCKYFHU pedriexcyn 1 XamouuHaum.
NOMBIHUTENHO Ca BBb3MOXHY TOHUYHO-KNMOHWYHKM  chiasmu W
MNOTWUCKaHe Ha AuxaTenHarta (QyHKLUMs, KOETO MOXe Aa fosefe no
pecnupaTopHa napanusa ¥ cbphaedeH Orok npy BUCOKU [O3U.

AKO NMalneHTHLT € B Cb3HaHWe, € Heobxooumo fia ce npeanssuka
NOBPbBLLUAHE, KOMNKOTO € Bb3MOXHO MO-CKOPO. AKO € HanOXUTENHo,
ce npunaraTt LOTTbIHUTENHN MEPKN 3a HamansasaHe abcopbimaTa
- cTOoMalwHa npomuBKa, NpuemaHe Ha aKTuBeH BbIfieH #
yCKOpPSIBaHE Ha racTpOMHTECTUHANHWNA Nacax (HaTpues cyndar).
Crien ToBa TepanusiTa € CcuMrToMaTyyHa B 3aBUCUMOCT OT
OTAENHUA Crydai: npu Hanuuue Ha cnasMu Auasenam, ako €
HeobXxoOoMMO - MEPKA 3a [oHWXaBaHe Ha Temneparypara,
M3KYCTBEHO AWLLEHE NpY ONacHOCT OT AuxarenHa napanusa. [pu
aHTUXOMUHEPIMYHKA CUMNTOMM Ce€ MNpenoprvyBa KaTto aHTuaoT
hU30CTUrMUH canuumMnaT (crief husocTUrMUHOB TECT).

Mopasay BUcokaTa CTeneH Ha CBbpP3BaHe Ha NnasMeHuTe
npoTemHn n ronemust obem Ha pasnpefeneHue, dhopcupaHa
AVypesa Unn Xxemoauanuaa Gvxa umanin HesHaunTeneH edekT npy
uncTa nHToKcukauusa ¢ dimenhydrinate.

5. ®apmaKkonoruyhu gaHHu:

5.1. @apmakoguHaMUyHN CBOWUCTBA!

Dimenhydrinate npenctasssa con Ha diphenhydramine n 8-
xnopTeoduninH.  PapmakonormuHutTe edektn ce AbiKaT Ha
diphenhydramine.

Diphenhydramine npeacrasnaBa aMWHOETaHOMOBO NPOU3BOAHO C
Hi-aHTUXUCTaMWHEH, aHTMXOIMHEPrMYeH n WK3ABEH LeHTpaneH
cenatueeH edekt. [HonbnHutenHo dimenhydrinate npuTexasa
aHTMEMETUYEH Y fNoKaneH aHecTeTuyeH edekT.

5.2. ®apmMakoKMHETUYHM CBOUCTBA!
Dimenhydrinate ce abcopbupa fobpe nipy nepopanHo 1 pekTanHo
npurnoxeHne. B kpbBTa ce gucouumpa B diphenhydramine u ‘8-
XriopTeoduIH. .

Diphenhydramine ce wmeTtabonnsnpa npeauMHo npu mbpeo
npemuHasaHe npes YepHus apob (okorio 50 %). -
MpoAbLMKUTENHOCTTa Ha [eCTBNE NpoAbInKasa CpefHo 3-
Diphenhydramine ce pasnpefens gJobpe B Op
prrirouuTenHo B LHC. MpepasnpeaenerHueTo Ha diphen




OT KpbBTa B TbKaHuUTe ce u3BbpLUBa Obp30. OTHOCUTENHUAT obem
Ha pasnpepfenetue e 3-4 l/kg TenecHo Terno. Diphenhydramine ce
cBbp3Ba 3OpaBoO G NfasMeHuTe  [poTenHu,  npemitHasa
nnaueHTapHaTa 6apuepa v npemMvHasa B MaliHOTO MITAKO.
Diphenhydramine ce pasrpaxga B Y4epHus 4pob 1 ce eKcKpeTupa
npeaumHo  rnpes  ObOpeuuTe  OCHOBHO  KaTo meTabonut.
ExkckpeTupa ce Nnodty HarbiHo 3a 24 vaca.

5.3. MpenknuHniHU AalHu 3a 6e30MacHoCT:

Ocmpa mokcu4Hocm

Bwx 1.4.9. [pegosunpaHe.

Mpy xopa ca ornucanu feTanyn foan mexay 10 mg/ kg TenecHo
terno (geua) n 40 mg/ kg TenecHo Termo p.o.

XPOHUYHa MOKCUYHOCM
Bk T. 4.8. “HexenaHu fekapCcTBEHN peakumn’

MymazereH u mymopozeHeH nomeryuari

Dimenhydrinate e TtectsaH in vilro 3a wmMyTareHeH echeKT.
TecToBETE HE Ca NoKasany myTareHeH edekT.

[MpoobmxUTENHW M3CriegsaHus TMpu  nabxoBe W MUKW C
dimenhydrinate He ca nokasanu TyMOpOoreHeH noTeHuuarn.

PernipodykmugHa moKCcUu4HOC
Dimenhydrinate He e A0CTaTbYHO K3Che[BaH 3a PEnpodyKTvBHA
TOKCUYHOCT. Hama HanuuHu rnpoyysaHua 3a pucka oT HapylleHa
chepTunHocT. [lpoydsaHua BbpXy emOpuo- W heTOTOKCNHHUTE
ediekT pK XUBOTHK ca ganmv oTpulaTtenex pesynrar, HO He ca
[OCTaTbYHO NPOABITKATENHN.

6. ®apmaleBTUYHM AAHHU!
6.1. CrivcbK Ha NOMOLLHKTE BELWeCcTBa U TeXHUTe KoJiyecTea:
Hard fat 930,00 mg

6.2. DUNINKO-XUMNYHUN HECBBMECTUMOCTW:
He ca n3secTHU.

6.3. CpoK Ha rogHOCT:
CpokbT Ha rOOHOCT Ha npofykra € 2 TOoAuHW OT Aatata Ha
npon3BoacTeo. [la He ce npunara crief ustudaHe Ha farard,
O3Ha4yeHa BLPXY OrakoBKaTa.




6.4. CrieuuantHy ycnosusa Ha cbXxpaHerHue:

[a ce cbxpanssa nog 25 °Cl

[a ce nasu ot HarpsBate!

[la ce cbxpaHsiBa Ha He[joCTBLNHY 3a Aela mecTal

6.5. [lannu 3a onakoBKa
OpuruHanHsa onakoBka, cbabpxatia 5 1 10 cyrnosutopun.

6.6. NMpenopbkn 3a ynotpeba:
Hsimva criewnanHu npenopbKu 3a ynorpeba.

7. ime 1 aapec Ha nputeXxaresis Ha paspelleHneTo 3a
yrnoTpeba:

Hexal AG

Industriestrasse 25

D-Holzkirchen, Germany

Tel.: +49-08024-908-0

Fax: +49-08024-908-290

E-mail: medwiss(@hexal.de

8. PerncrtpatliMoHeH HOMEpP B perncrbpa:

9. [lata Ha MbLPBO paspeluaBaHe 3a ynoTpeda Ha
rieKapcTBEeHUS NMPOAYKT:

10. [laTa Ha aKkTyanu3aums Ha TeKcTa:
AsrycT 2002




