JIRCTOBKA: ARGOPMANHY 32 NANHEHTA

Bomaxkyp 40 mg cynozaropau
Vomacur 40 mg suppositories

Dumenxuapunar (Dimenhydrinate)

IIpoveTeTe BHEMATEIRO BAJIATA JHCTOBKA, PR A2 3aN09HETe Aa NPHEMATE TOBA JIEKAPCTBO,

Thil KATO TA CBABPKA Baikna 38 Bac andopmanus, -

- 3anasere Ta3d MUCTOBKA. MOXe [a ce HalIoXkKH Aa 4 NPOYETETS OTHOBO,

- AXO HMATe HAKAKBH JOITBJIHMTEIHM BBIIPOCH, MonuTaiTe Bammmg sexap win ¢apMmanest.

- ToBa siekapcTBO € peAnKcaHo JMaHO Ha Bac. He ro mpeorcreneaitre Ha apyrH xopa. To Moxke
la UM HABpeIH, HE3ABUCHMO Ye IIPH3HALMTE Ha TAXHOTO 3a00/ABaHe ca chlpMTe KaTo Bainure.

- AKO TOyuYMTe HIKAKBH HEXKEITAHH JICKAPCTBEHHU peaKLyy, yBeaoMere Bammns ekap Win
¢papmarieBT. ToBa BKIHOUBA H BCHYKH BB3MOXHH HEXKETaHH PEaKLMH, HEONMCAHH B Ta3H
MUCTOBKA. BrokTe TOUKA 4.
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1. Kakso npeacrasagsa BoMaxkyp u 3a XaKBo C€ H3N0/I3BA

BoMakyp e NpoRyKT, IPUHAIJIEkKAIN KEM IpynaTa Ha H;. aHTHXHCTaMUHHWTE, KOUTO CE NpunaratT
MPOTHE raficHe U MOBPBIIAHE.

BoMakyp e nexkapcTBO 3a NIPEAOTBPATABAHE M IeMeHHE Ha 60N1eCT Ha METYBAHETO, CBETOBLPTEXK,
rajieHe 4 NOBPHIIAHE.

3aGenmexxka:
JUMEHXHIPHHAT CAMOCTOATEIHO HE € NMOAXOIMLI 32 JIGUeHHEe HA FaJieHe M IOBPBINAHE IPU
XUMHOTEpanus (JIeueHHe Ha pax).

2. Kakso TpulBa Ja 36aeTe, Hpean A2 H3N0/38aTe BomMakyp

He a3nomsaite Bomakyp
aKo cTe aNeprudHd KbM AUMEHXUAPHUHAT, KbM APYTH aHTHXHCTAMMHY WIH KbM HAKOA OT
OCTAHAIMTE CHCTABKH Ha TOBA JieKapcTBO (M30poeHN B ToMKA 6).

-  TIPH OCTBP aCTMATHYCH NPUCTHIT;

- TIPH IJIayKOMa (TeCHOBI'b/IHA [JIaAYKOMa);

- npu TyMOp Ha HanOBOpexa (peoxpoMoOLHTOM);

- TIpH HapylueHo ofpaszyeaHe Ha XeMornoOuH (nopgupua);

- [IpH YBeJIH4CHHE Ha [IPOCTATHATA XKiie3a (IPOCTaTHA XHIICPTPOQHA) CBC 3aAPBIKKA Ha YPHHA;

-  IpH OpMNAABUH (CIHIENCHA, EKIIaMIICHa)

IIpeaynpexaeHns B NPeINa3HH MEPKH
Fopopere ¢ Bamua nexap, npeau na wsnoiseare BoMakyp, ako cTpanare OT HIKOe OT
CHCTOAHMA:

- HapymeHa uepHoapobHa GyHKIMA;

-  ChpAeYHH apHTMHH (Hallp. YCKOPEH ChpACICH PHTBM);
- Je(pULHT Ha KaIHA WM MarHe3Hit;

- 3abaBeH cBpAcUeH PUTHEM (Gpamukapys);



-  HAKOH ChpAc4HHM 3aboiasanus (epoaeH QT cuuapom Wiy Apyra KIMHMYHO 3HAYMMHU CEPASTHH
HapymeHus, 0co0eHO HapyLieHns B nepdy3HATa Ha KOPOHAPHUTS apTEPHH, HAPYLICHHS B
IPOBOAUMOCTTA HA CHPLIETO, APUTMHH);

- eAHOBpeMeHHa ynorpeba ¢ IeKapcTBa, KOHTO ¢hino yabmpkaeatr QT narepsana Ha EKT wm Boasr
J0 TIOHIDKABaHe HA Kanud (BX.Touka “YnoTpeba Ha JpyrH eKapcTea’);

- XPOHWYHH 3aTPYAHCHMS B JHINAHETO U ACTMA;

-  CTECHEHME Ha M3X0Ja Ha cTOMaxa (MWIOpHa CTeHOo34),

- HapyweHa 0s0pevna ¢pyHKxama (BoMakyp He TpSOBa Ja ce H3IMOJI3aBEa NPH TeXKH OEOpeUHH

HAPYILICHHH ).

Bue Moxe na manonzeare BoMakyp IIpH T€3H CHCTOAHHA CAMO CJie]] KOHCYJITALHA C JIeKap.

Apyra jgexapcrea B Bomaxkyp
Mona undopmupaiire Baund nexap wim ¢apMaieBT, ako IpHEMaTe WM HACKOPO CT€ IPHEMAITH

APYTH JEKapCTBa, BKMOYMTETHO H TAKHBA, OTITycKaHH 6e3 peLienTa.

EnnoBpeMeHHOTO MpHIOxKeHHe HA BoMaKyp ¥ JpyrH HeHTpanHO OeiCcTBAINH NPOAYKTH (JIEKapCTBEHH
ApOXYKTH NOBIIHABALIM [ICHXHKATA, XHITHOTHLIM, TPAHKBIIH3ATOPH (YCIIOKOHUTETHH), AaHAITCTHIIH U
aHEeCTETHLIM) MOXKE A3 AOBEAE JC B3aHMHO MOBHINABAHE HA e(heKTHUTE.

EaHoBpeMeHHO NpHIokeHHe Ha BoMakyp ¢ Apyru aHTHXOMIHHEPrivHE NPOYKTA MOXE Ja AOBEAL A0
HEQYAKBAHO 3aCH/IBAHE HA AHTHXOIHWHEPTHYHHA MY e(peKT (Harp. aTponiH, OMnepHAcH WM HAKOH

OPOAYKTH, IPHIAraHH TPH XeTIPECHA /TPULMKIHYHI aHTHACTIPSCaHTH/).

IIpu eaHOBpeMEHHO NpUTOsKeHHE HA BoMakyp ¢ MOHOAMHHOOKCHAA3HK MHXHOKTOPH (JIEKapCTBEHH
IIPOAYKTH 34 JICYCHHE Ha JCTIPECHS ) € BB3MOXKHO Pa3BUTME HA XKHBOTO3aCTpAIIaBaINa YPCBHA
Hapaisa, 3aApEKKa Ha YPUHA MM NOBHIIEHO BTPEOYHO Hanarane. JOIMTBJIHMTEIHO MOTAT Aa ¢e
HabJIIOAaBAT CIIaj B KPBHOTC HANIATAHE M 3aCHIBaHE HAPYLICHHATA Ha LICHTPAIHATAa HEPBHA CHCTEMA
H NOTUCKaHe Ha guiuaHeto. [Topanu Toea BomMakyp He TpaOBa aa ce mpuiiara €{HOBPEMEHHO ¢
HHXHOHTOpH Ha MOHOAMHHOOKCH/IA3ATA.

Tpabea aa ce n264area eAHOBpEMEHHATA YNIOTPeOa ¢ IEKapCTBR, KOHTO:

- Morar cbino Aa yasnkat QT uareppana na EKI', Hanp.JiekapcTea, pHJIaraHi IpH apHTMHA
(arTHAapUTMHYHK areHTH Kiac 1A u ITI), Haxon arTMOHMOTHIM (Harp.epUTPOMMITHH), LIM3ANPHA,
AHTHMAJIapUIHH, JIEKAPCTRAa, NPHIAraHH IpH aJIEPrAd WIH CTOMALUHKH/YPEBHH I3BH
(aHTHXMCTAMHHY) WITH JIEKApCTBAa, NPUIATAHY NPH CIeIMpHIHM ICHXWYHH HApYINeHUS
(HeBpONSTITHIIN) WIH

- MOTAT Ja AOBEJAT A0 KanHER AeHLHT (HAIP. HAKON JHYPETHLH ).

[Ipunaranero Ha BoMakyp 3aeHO ¢ NPOIYKTH, H3NOIB3BAHH IIPH MOBHIIEHO KPHBHO HAIIATaHE, MOXKeE
Ja JOBERE O 3aCHIEHa OTTIAAHANIOCT H MO-CHIHO MOHIKABaHE Ha KPLBHOTO HaIATaHe.

JlexyBammar siexap TpaGpa aa On/1e yBeAoMeH 3a NpAIOKeHHETO Ha Bomakyp npeau na ce nposexkaa
TECT 34 AJCPrHs, Thil KaTo € BE3MOXKHO Ja € NOIyYaT (pallivBO OTPHLIATE/IHH PE3Yy/ITaTH.

Bomakyp Moxke Ja MaCKHpa YBpeX/IaHe Ha ClTyXa, IPUIMHEHO OT IMPHIOXKEHHE HA HAKOH
aHTHONOTHUH (AMHHOTTTHKO3HIH).

BoMaKkyp ¢ XpaHH H HADHTKH
Ilpu npunoskenue Ha BoMakyp TpsabBa Aa ce n3barea ynotpebaTa Ha ajIkOXo0J1, Thil KATO TOH MOXe Ja

IpOMEHH M 3aciim edekra Ha Bomakyp no HenpeaemauMm HaugwH. I1o Tasy npUyHHa BB3MO
uodHpaHe U ynpasieHHe Ha MAIIWHM € CHIO HapyLICHa.

bpeMeHROCT H KbPMeHe
Axo cTe OpeMeHHA HIH KBPMMTE, CMATATE, He MOXKe /ia cre OpeMeHHa MK TUIaHUPa
[IOChBETBAlTe ce ¢ Bamua nekap npeau ynorpedara Ha TOBA JIEKapCTBO.




bpementocm

Bomakyp He TpaOBa fa ce mpuara npe3 IoC/eIHHTe CeAMHIM Ha OpeMEeHHOCTTa, IOPaJH PUCK OT
TIpeAPOIMITHE KOHTPAKITHH.

IIpes mrepBUTE mMeECT Mecella Ha OpemeHHocTTa BoMakyp Moxke aa Obae mpuaarad, caMo ako npean
TOBA MPUTIOKEHN HEJICKAPCTBEHH MEPKH Ca Aald He3aJOBOJMTE/IEH PE3YTaT H JEKYBAUIHAT JIeKap
TIPELICHH, M€ € HANOKHMTEIHO JICUCHHETO C NPOAYKTA.

JIMncBaT KaTETOPHYHH JaHHY OTHOCHO TE€PATOreHEeH NOTEHLMAJL, PEIPOAYKTHBHA TOKCHYHOCT H IOABA
Ha MarOpMalliK NpH yriorpeba Ha NMMEHXHAPHHAT T10 BpeMe Ha GpeMeHHOCT.

Kvpmene

JMMeHXHIPHHAT IPEMUHABA B MaigHHOTO MIAKO. JIMncea omur ¢ ynorpeba Ha SUMEeHXHAPHHAT 110
BpeMe Ha KbpMeHe. [IpreMbT Tpabpa na Opa€ NpeyCTaHOBEH WIH KBPMEHETO ~ CIIPAHO NPH JIEYCHHE ¢
BoMmakyp, TEH KATO € BE3MOKHO J1a € NPOABST HEKENMAaH! PeakiiiH, KaTo NOBHIIeHA
Pa3aApasHUTETHOCT [PH KBPMAYETO,

IMlogupane B paboTa c MAMARR

CrHIHBOCT, HapYDICHHA B NaMeTTa U HAMAJICHa KOHIEHTpaLMI MOTaT Aa HapyI1IaT CnocoOHOCTTa 34
modupane WM pabora ¢ MamuHK. ToBa BakH 0CO0EHO ¢S HEAOCTATHYHA IIPOAB/IKHTEIHOCT HA
ChHA, [IPH 3aI0YBAHE HA JICICHHETO U NIPOMAHA Ha NPOAYKTA, KAKTO H B KOMOHHAIHA ¢ aJIKOXOJ
(Bx.TOUuKa “Ynorpeba Ha BoMakyp ¢ XpaHH U HalIUTKH ),

3. Kaxk aa m3noassare Bomakyp

Bunarn usnonssaiire ToBa JICKApCTBO TOMHO KakTo BH ¢ kazan Baimua aekap. AKO HE CT€ CUTYPHH B
Helo, nonuraiite Bamug sexap Wiy dapMaLesT.

Jo3npaseTo Ha THMEHXUAPHHAT TPAOBA J]a ¢ce PRKOBORM OT TEIECHOTO TEINIO Ha nargenTa. [Ipu
MaJIKM MalMEHTH ¥ TAKKHBA C HECKO TerNO Hali-HMCKAaTa /1o3a MOXKeE Jia € IOCTaThuHa Aa oTcIabn
CHMITTOMHTE IIPH CHOTBETHHS BB3PACTOB KJAC MALMCHTH.

Axo HaMa JIpYro npeanucande Ha Bomakyp ot Bauus nekap, A03UpoBKaTa OT 5 mg/kg TenecHo Ternio
OHeBHO He TpA0Ba Aa ce HAIBHIIABA.

AKO JICKAPAT He ¢ DPeARHCAT APYTO, npéuop'bqnmnara ao3ae:
Maaxn gena ¢ Teaecao Tersio 8-15 kg:
1 cynozuropua BoMakyp e1HH BT ZHEBHO.

Hena c¢ Tesiecno Terao 15-25 kg:
1 cynosuropua BoMmakyp 2 mbTH JHEBHO.

Hena ¢ TejiecHO Terno maj 25 kg:
1 cynosuropua BoMakyp 2-3 IbTH JHEBHO.

B nonwiHeHne Tpabpa Ja ce cna3pa cieAHaTa MaKCHMaIHA 03a:
Jeua Ha BB3pacT or 6 Ao 14 rogunu — 150 mg AHMEHXHAPHHAT AHEBHO,

Hayun na ynompeba
3a mpodunakTHKa NMpH GOJIECT Ha ITHTYBAHETO ITBPBATA 4034 Ce NPHIara cpeaHo ¥4 zo 1 wac npean
IILTYBaHe. 34 JIeYSHHE Ha TaACHE H NOBPLINAHE A03HTE CE pa3lie)iAT Ha paBHH UHTEPBATIH Mpe3 JEHA.

CymnosuropusTa ce 1moctaBa AbAOOKO B pEKTYMA.

Hpoovaxncumeanocm na ynompeba

BoMakyp e npeHa3HAYCH 3a KPaTKOTPAeH KypC Ha JICYSHHE, aKO He € NMPEJIMCAH0 NPYrox
ITpu NOCTOAHHO HEPa3MONoKeHHe TPaOBa Na ce MOTHPCH KOHCYTalHA C JIeKap, KOHTO|Na



TO-HATATHINHOTO JieueHHne. 3a HeoOX0AMMOCTTA OT JiedeHHeTO ¢ BoMakyp TpsbBa Aa ce npoBepH Haii-
KBCHO A0 2 CeAMHLH OT HAYANOTO HA JIEYEHHETO.

Mo nocsBereaiite ce ¢ Bammg nexap, ako HMaTe yceliaHero, ue edexkra Ha Bomakyp € TBup/ie
CHJIEH WM TBBpPAE CJiab.

AKO cTe B300/13BAJIH NoBeYe oT HeoOXoqamaTa Ko3a Bomakyp

HHTOKCHKALIMATA ¢ AMMEHXHIPHHAT MOe Na ObAe KHBOoTO3acTpamasaina. Jeuara ca noll 0coOeHO
MOBHIIICH PHCK.

B ¢IydaH Ha npeno3HpaHe WIH HHTOKCHKAIHA ¢ Bomakyp TpaOBa na ce moTepcH He3abaBHa
KOHCYJITALMA ¢ Jiekap (CrelHa moMOII).

Ilpenosupatero ¢ BoMakyp ce xapakTepusypa B 3aBHCHMOCT OT NPIICKSHATA 1034, ¢ PA3THUHH
eTalli Ha 3aMBITICHO Ch3HAHHE — OT CHJIHA CHBHIHBOCT 110 Oe3ch3Hanme. OcBeH ToBa ce Habmoaasar
CHMIITOMH Ha “aHTHXOJIHHEPIHUYEH CHHAPOM™: pazlIMPEHH 36HULIH, 3PUTS/THE HapyIICHHS, 3aCHICHA
CBpACUHA ACHHOCT, NOBHINCHA TEMIIEpaTypa, ropella ¥ 3aUepBeHa KOXKa, CYXH JIHIaBHIH, 3afekK,
OesnokolicTBO, cTpaX, B30y, NoBuLIeHH peduiekcH, XamouMHapK. CHITo TaKa NPH BHCOKH JIO3H
¢a BE3MOXKHH MPUCTHITH M HAPYINEHO AUIIAHE, KOETO MOXeE fa AOBE/E A0 NapajIH3a Ha ANXaTeTHATa
CHCTEMa U ChpaedeH OJIOK CIies BHCOKM JO3H.

JlexapAar npeLeHABa TEXECTTa Ha MHTOKCHKALIMA M HeoOXOHMOCTTa OT MpHIaraHe Ha ChOTBETHH
MEPKH.

AKXO0 cTe NpOouYCHAIH Aa H3n0/13BaTe¢ BoMakyp
He B3emaiiTe 1BOSiHA A034, 332 Aa KOMIIGHCHpAaTe NPOIIYCHATATA, 4 [IPOXBJDKETE IPHIOKEHHETO KAKTO
€ MpeArMcano ot Bamusa nexap.

AKo cTe cnpean ynoTpebara Ha Bomakyp
Mons He npexbCBaiiTe WIH NpeKpaTaBaiire npunokeHueTo Ha Bomakyp, 6e3 xa ce KOHCYITHpaTe C

Bamms nexap,

AKO HMarTe HAKAKBH JOITLIHHTE/IHH BBOPOCH, CBBP3aHH ¢ ynorpedara Ha TO3H [IPOAYKT, MOJLA
nonuTaiiTe Bamua nexap wid (papMaLeBT.

4. BramMoxEn HeMeNanH PeAKUHE

. KakTo BCHUYKM JiekapcTsa, BoMakyp MOxke Jja MpeH3BHKA HEKENAHH peaKiHH, BBIIPEKH Y€ HE BCCKH
T'H IOTy4aBa.

Onenkara Ha YeCTOTATa Ha HEXC/IAHU PeaKlH C¢ OCHOBABA HA CITC/THHTE KaTerOpHH:
Msoro uvecty: mnoseue OT 1 Ha 10 neKyraHM naUMeHTH

YecTn: no-Majiko ot 1 Ha 10, Ho nosede or 1 Ha 100 nekypaHu nauueHTH
HeuecTn: nmo-Maiko oT 1 Ha 100, Ho noseye ot 1 Ha 1 000 nexyBanu MarHEeHTH
Penmxu: no-Manko ot 1 Ha 1 000, so noseue or 1 Ha 10 000 nexyraHK maLMEHTH

MHoro peaku: no-manko ot 1 Ha 10 000, Bxi. oTaenHy cydaH
C HeH3BeCTHA YeCTOTA: HE MOTAT Ja OBJAAT OLICHEHH OT HATHMHHTE JaHHH

KMHBHYHO 3HAYAMHE HEXXE/IAHH PEAKIHH HIH CHMOTOMH, KOMTO TpS0Ba A2 38a€Te, B Cayusd ue
Onaere 3acerdaTy:

AKxo BH 3acernar HAKOH OT CJICAHUTE HeKeNlaHU peakijii, He npwiaraiite Bomakyp oTHOBO, 3¢
KOHCYITHpaliTe ¢ Bammis nekap, IfpH BE3MOKHOCT He3abasHO.

B 3aBHCHMOCT OT MHAMBHIYAIHATA YYBCTBHTEHOCT M IPHJIOKEHATA 1038 BE3HHKBAT MEHDT
CIIETHHTE HEXKEJIAHH JICKAPCTBEHH PeaKiiHi, 0co0eH0 B HAYaJIOTO HA TEPANHATA: Ch

HACH.

Hecro MoKe na ce HabImoAaBA T.HAP. “aHTHUXONHMHEPrHYEeH CHHAPOM”, KOWTO e CBEP3aH CBbC CYXOTA B
YCTaTa, NOBMIICHa ChPACYHA 4€CTOTa (TaXHKapAHa), YCeIlaHe 32 3afyIeH HOC, SPHTEHHM HapyHICHHS,
NOBHINCHO BLTPCOYHO HA/IAraHe H HapymeHo ypuHHpaHe. Habmonasanu ca croManiHo-ypeseH
avckoMGopT (Hanp. razeHe, Goika B 061acTTa Ha CTOMAXA, TIOBPBIAHE, 3aNeK WIH JUapHs) i
NPOMEHH B HacTpoeHueTo. OcobeHo Ipu fena ¢ BE3MOXKHA IIOABA Ha “HapaJiOKCATHH PeakuMn” KaTo
OesmokoiicTpo, BE36yaa, Ge3chHMUE, CTPaX HWIH TperepeHe.

OcBeH TOBA MMa JJaHHH 32 AJIEPrHYHH KOXKHH PEaKIUH M GOTOYYBCTBHTEIHOCT Ha KOXATA (A4 ce
H30ATBa HUPEKTHO HAIAraHe Ha CITBHIIE) M HAPYLICHHMA HA YepHOApoGHaTa QyHKIMA (XONecTaTHIHA
KBITSHHIIA).

B oTaennu ciyyau Moxke Ja Bb3HNKHE HAPYIIEHHE HA KPBBHATA KapTHHA .

IIpu POABMKHTEITHO JIEdeHHE H PA3KO CITMpaHe Ha NPHEMA € Bh3MOXHO 12 Bh3HUKHE 5e3chHue. IHpn

ABJITOCPOYHATA YTIOTpeba He MOXE [ ce M3KIIIOYH 3aBUCHMOCT, 3a TOBa Bamuar ekap me npeneHu
IPOABDKHTEITHOCTTA Ha JISUSHHETO.

. JAPYTH BL3IMOKHA HEXKETAHH PEAKIHE
Chnen Npomb/DKHTETHO PHACKEHHE HA TUMEHXHMIPHHAT HE MOMKE [1a ¢& M3KIIOMH pa3BHTHE Ha
3aBUCHMOCT. [Io Tasu npuuMHa BoMaxyp Tpa6Ba Aa ce U3M0/13Ba 3a Kparbk NEPHOI, aKO € BB3MOXKHO. |

Criea npoas/oKHTENTHE IPAICKEHHE TIPH PA3KO IPEKPATABAHE HA TEUSHHETO MOXKE 14 Ce Habmoaasa ‘
BPEMEHHO HapymeHue Ha CbHd. Ilopanu Ta3n npuyKHa nedeHuero TpaGaa Ja 6u4€ MPEKBCHATO MpH |
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¢ AKTMBHOTO BELIECTBO € AMMEHXHAPHHAT. Beska cynmosuropns ceabppika 40 mg
OUMEHXHIPHHAT.
e JlpyruTe ChCTaBKH Ca: TBHPAA MacC.

Kax marnexna BoMakyp H KAKBO ChABbKA ONAKOBKATA
CymnosuropHn — 6emu ¢ TopriexoBHaHA Gopma.
OpHru=anam onakoBKH, Chabpaxantd 5 u 10 cynosutopun.

He BCHUKH BHIOBE OIAKOBKHM MOTaT Aa 6BJaT IMyCHATH B npoaaxba.

IIpaTexRaTeN HA pazpelieHneTO 32 YnoTpeba
Hexal AG

Industriestrasse 25, D-83607 Holzkirchen, I'epmanns

Ilpom3BoanTe H
Salutas Pharma GmbH
Otto-von-Guericke-Allee 1, 39179 Barleben, I'epmanns

JaTa HA DOC/IEAHO MPEPAIrNekIaHe Ha JTHCTOBKATA
MM/ITIT

HEXAL AG e yacT oT KOMNaHuATa A SANDOZ




