KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JIJEKAPCTBEHUS ITPOAYKT

Buke AnTul'pun Makc 1 000 mg/12,2 mg npax 3a nepopajieH pasTeop
Vicks AntiGrip Max 1 000 mg/12.2 mg powder for oral solution

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

Eano cawe cbabpika:

1 000 mg napaueramon (paracetamol),

12,2 mg pennnedpunos xuapoxnopun (phenylephrine hydrochloride) (exsupanentiu na 10 mg
(denunedpun Gaza).

[TomouiHu BELIECTBA C M3BECTHO JIEHCTBHE:

25 mg acnapram Kovm Pez. Ne ...... 10(\(05@2

| WML UTEAHA ATEHLIMS N0 NEKAPE 7

1936 mg 3axapos3a, Kpamxa xapaxmepucmuxa na npogyxma - Tporowen.

1L¢

]

117,5 mg narpmii :

Paspewerue Ne

3a NbAHKSA CIMCHK Ha MOMOLLHKUTE BELLECTBA BHAKTE TOUKa 6.1. BG/MA/MP - L5 G /! 3 -06- 2

0Ogobperue Ne ..o R e

3. JIEKAPCTBEHA ®OPMA

[lpax 3a nepopanen pastBop, caiue
Kunt npax

4. KJIMHUYHHU JAHHHA
4.1 TepaneBTHYHH MOKA3AHHA

3a obnekyaBaHe Ha CHMITOMH Ha HACTHHKA W IPHII, BKIKOYUTENHO 3a o0neKkyaBaHe Ha riaBo0osue,
O0JIKM, BB3MANEHO MbPIIO, 3aMyLIBAHE HA HOCA W 33 NOHHYKABAHE HA TEM nepartypara.
Buke Antul’'pun Makc e nokasaH rnpu Bb3pacTHH W FOHOLIM Ha Bb3pacT 16 U NoBeue roaumtm.

4.2  Jlo3MpoBKa H HAYHH HA NPHJIOKEHHE

HauuH Ha npunoxenue
Pa3rBopeTe ChAbpPkKAHHETO Ha €/IHO callle B CTAHJAPTHA Yalla FOPELa, HO He BPALLA, BOAA (OKOJIO
250 ml). OcraBere aa M3CTHHE 10 TeMNEpaTypa, MOAXOAALLA 32 MHEHE.

gO'SHQOBKa

Bw3pacTHu: eaHo caiue.
[1pn HeoOX0AMMOCT MOXKe J1a ce MoBTaps Ha BeekH 4-6 uaca.

KOHowm Ha Bb3pacT 16 1 noseye roauHU: eHO calie.
[Tpu HeoOXxonMMOCT MOJKe J1a ce NMoBTaps Ha BCeKH 6 yaca.

MakcumyM 4 103m (4 cawera) 3a 24 vaca.

Heduampuuna nonyarayus
Buke AnTul'pun Makc e npoTHBOnOKaseH npu Jielia Ha BB3pacT no/ 16 roguHu.




Cmapuecka av3pacm:
He ce nanara cneunanHa npoMaHa Ha nosara.

4.3 IIpoTHBOMOKA3ARMS

CBpbXHyBCTBUTENHOCT KbM aKTHBHUTE BELIECTBA Napauetamon, GeHunedprH MAK KbM HAKOE OT
MOMOLLHHMTE BELIECTBA, M3GPOEHH B TOUKa 6.1;

Texxa dopma Ha HcxemuuHa GonecT Ha CHPLETO;

Texko yepHoapoGHO yBpexaane;

YMepeHo A0 Texko 6bOpeuHo yBpeKaaHe;

XuneproHus;

TexbK XUNepTHPEOHIHIbM,

TecHobrbana rnaykoma;

Ynotpeba Npx NaUHEHTH, KOMTO MOHACTOALLEM PHEMAT MITH Ca IPHEMATH MOHOAMMHOOKCHIA3HH
nuxubutopn (MAOH) npes nocnenHure ase cenMuuy;

Ynotpeba npu MallHEHTH ChC 3albPIKAHE HA YPHHA;

Ynotpefa npy naLMeHTH, KOUTO NOHACTOALIEM NPHEMAT APYTH CHMIATHKOMHMETHUYHH NIEKapCTRa.
Ynorpe6a npu neua noa 16-roamiuHa Bb3pacr.

4.4 CroeuHajans npexynpexaeHus H npeaNa3HH MEPKR npH ynotpeba

[apaueramon TpaGea a ce Npunara ¢ NOBHILEHO BHHMAHKME CaMO NPH NAUMEHTH ¢ yBpeaeHa
4epHOAPOOHA PYHKLMA, BIJIIOUHTENHO OCTBP XENATUT, ATKOXOAHIbM, XEMONHTHYHA AHEMHSA HITH
NALMEHTH, KOWTO NPHEMAT XENAaTOTOKCHYHH JICKAPCTBEHH NPOAYKTH. YnoTpe6aTa Ha napaueTamon
NpH NALHEHTH ¢ yBpeeHa YepHOApoOHa GYHKLMA M TIPU NMALKEHTH Ha NPOIb/KHTENHO IEYEHHE C
BUCOKH 103M NapaLteTaMon W3HCKBA peRrOBHO HabmoieHHe Ha YepHOApoOHaTa dyHKLIHA.

Iapaueramon Tpatea aa ce nprara 0coGeHO BHUMATENHO NPH NALMEHTH ¢ XPOHHYHO HELOXPAHBAHE
(HaManeHu pe3epBH Ha 4ePHOAPOGEH rIYTATHOH) WAH MIOK030-6-hocdar AexuiporeHaser A¢HUMT.

I[a C€ H3NOA3Ba C MOBUIIEHO BHUMAHHE MPH MAUUEHTH CXHNICPTHPEOHUANIBM.

Ma ce u3non3ea ¢ NOBHINEHO BHUMAHHE NPH NALMEHTH, KOHTO MOIYYaBaT AUTHTAIHC, GeTa-
ajipeHepru4HH ON0KEPH, METHIIONA MITH IPYTH aHTHXHNEPTEH3HBHH CPeCTBaA.

Jla ce n3nonzea ¢ NOBHILEHO BHUMAHKE NIPH NALIMEHTH C XHNEPTPODUs Ha IPOCTATATA, Thil KATO Te
MO3KE 14 Ca CKIIOHHH KBbM 3aJbpKaHe HAa ypHHA.

Ha ce u3non3ea ¢ NOBMUIEHO BHUMAHHE NPH MALMEHTH ¢ (eHOMEH Ha PeiiHo M anaber.
[TponykTHTe, KOHTO CHLABLPKAT CHMIATHKOMHMETHLIH MOTaT fia AEHCTBAT KATO MOYbYHH CTHMYJIAHTH,
BOAEWH 10 GE3ChHIE, HEPBHOCT, XHNEPTIHPEKCHA, TPEMOD M eNUIENTHHOPMEHH IMbPUOBE.

EHOBpEMEHHOTO H3NONT3BAHE ¢ XANOTEHHPAHH AHECTETHUM KaTo XJIopodopM, LIMKNONpOnaH,
XajoTaH, eHQIYpaH WK H30(ypaH MOXe J1a IPOBOKHMPA WK Aa BIOIIHM KAMEPHHTE apHTMHH.

Coabpxa acnaptam (E951), u3rounuk Ha deHHIaNaHHH, EKBUBANEHTEH Ha |4 mg/no30Ba eAHHULA.
Moske na 6bae BpeneH 3a xopa ¢ GeHHIKETOHYPHA.

Cpabpska 3axapo3a. ChabpKAHKETO Ha 3aXapo3a Ha AHEBHA 6asa oT YeTHPH f03U4 € 7,75 g. [TaunenTtn
¢ pellk1 HacneACTBEHH 1pobNemMu Ha PPyKTO3HA HEMOHOCHMOCT, TMIHOKO30-TANaKTO3Ha ManabeopGuns
WJIH 3aXapa3o-M30ManTasHa HeNOCTATLYHOCT He TpAGBa Na B3eMaT TOBa eKapcTBo.

Chavpxa HaTpuil. TO3M NekapcTBeH NpoayKT cuabpxka 17,5 mg HaTpuii 81B Bes
eKBHBAICHTHH Ha 5,875% oT npenopbuanuar or C30 MakcHManeH IHeBeH npue
Bb3pAacTeH.

Ha He ce npeBuwara ykasanara no3a.



Ha naunenTute TpabBa na ce npenopbysa A2 He npueMart Bukc AHTUl pHUIT Makc e 1HOBpEMEHHO ¢
ApPYIH MPOAYKTH, KOUTO ChABPKAT NapalieTamon. Jlexapat unu ¢apMauesTsT TpA6Ba Aa NposepsT
Aany NpPOAYKTH, KOUTC ChABPXKAT CHMIATHKOMHMETKLIM HE C& NPHJIaraT € AHOBPEMEHHO MO HAKONKO
MbTA, T.€. MEPOPANHO HITH JIOKAITHO (HAa3allHO, B YLIHTE WK OYHO NMPHIOKEHHE).

CvoO01leHH ca cyuan Ha MeTabonuTHa alnWo32a ¢ ronsmMa aHMoHHa pasnuka (HAGMA), abmkalna ce
Ha NHPOrNYTAMMHOBA ALMA03a NPH NALMEHTH C TEXKKO 3a00NABaHe KaTo TeXKA cTeneH Ha HuOpeyHo
YBpEXKAAHE H CENCHUC, HNH MPH NMALHEHTH ¢ HEJOXPaHBaHe M APYTM M3TOYHHUM Ha AehHUMT Ha
FIYTATHOH (HaNp. XPOHHYEH aNKOXONH3BbM), KOHTO ca JeKyBaHH C MapaueTaMoN B TEPaneBTHYHA J03a
3a NPOIBL/KHTENEH NEPHOA HIH KOMOMHALMA OT MapaueTamon H GIYKAOKCALWINH. AKO ¢e oa03Hpa
HAGMA nopaay nupornyTaMHHOBa aLMa03a, ce NpenopbYBa He3abaBHO NpekpaTiBaHe Ha
napaneTaMoN ¥ CTPHKTHO npocnenssade. MamepraneTo Ha 5-okconposiiH B ypuHata MOxe na 6nae
TIOIE3HO 33 HACHTHGHLMPAHE HA THPOMTYTAMHHOBA aLIMA03a KAaTO OCHOBHa NpkukHa 38 HAGMA npu
NaLHEHTH ¢ MHOXKECTBO PHCKOBH (haKTOPH.

4.5 BsanmoneiicTBHE ¢ APYIH JIeKAPCTBeHH NPOAYKTH H ApyrA opMA HAa B3aHMoaeHCTBHE

CkopocTra Ha aGcopBuus Ha mapaueTamon Moxe fa 6bae NOBHUIEHA OT METOKJIOIPAMKL, WM
AOMIEPUIOH, a CTeNeHTa Ha abcopbuma Moxe f1a 6bae HaMaleHa ¢ XONeCTHPaMHH.

AHTHKOAryNaHTHUAT eeKT Ha BapdapuH U Apyri KyMapHHH MOXe a 6b1e 3acuneH npu
(POABL/DKHMTENTHA PENOBHA yroTpeba Ha MapaleTaMoN ¢ NOBHLUIEH PUCK OT KbPBEHE; EMU30IHHHO
MPUIATaHKTE A03H HAMAT 3HAYUM eeKT.

[lapaueramon noB1LIaBa FUTA3MEHHTE HUBA Ha ALETHCATHLIMIOBATA KUCEIWHA U Ha
xnopamdernkona. Be3amMoxkHO € caMO KPaTKOBPEMEHHO CBILTCTBALLO NPHIOKEHHE C
AUETUICATMLIMIOBA KHCEIHHA NOPai NOBHINEHHA PHCK OT 61OpeyHo yBpexkaaHe, nono6bHO Ha ToBa,
KOETO e NPHYHHABA OT APYTH HECTEPOHIHH MPOTHBOBB3NATHTENHH CPEACTBA.

IMpoGeHeunn npeau3BHKBA NOUTH ABYKPATHO HAMATIEHHE HA KITMPLHCA HA NapaleTaMol, KaTo
NOTHCKa HErOBOTO KOHIOMHUPAHE ¢ MNIHOKYPOHOBA KHcenHHA. [IpH e fHOBpEMEHHO TeYEHHE C
npobeHeunn Tpsbea Aa ce o6MUCIM MOHWKABAHE HA N03aTa Ha NAPALIETAMON.

Ennospemennara ynorpeba Ha napaueramon u AZT (3u10ByIMH) NOBHILABA CKIOHHOCTTA KbM
pa3BHTHE Ha HeyTponetns. [Topanu ToBa, eaHoBpeMeHHaTa ynoTpeba Ha napaueramon u AZT
H3HCKBA MEAWLIMHCKA KOHCYJITALIUA.

®ennnedpun Moxke 1a B3aHMO/IEHCTBA 110 HEGAArONPUATEH HAYHH ChC CHMIATHKOMHMETHLIN,
BazoaMnaTaTopu H Gera-6nokepu. JlekapeTsa, KONTO HHAYUMPAT YPHOAPOOHUTE MUKPO3OMHH
€H3HMH, KaTo ankoxon, 6apbuTypaTH, MOHOAMHHOOKCHAAZHH HHXUBUTOPH M TPHLMKIHUHK
aHTHACMPECAHTH, MOXeE /1a TIOBHLIAT XeNaTOTOKCHUHOCTTA Ha MapaueTamor, ocobeHo cien
npeno3upatde. He ce npenoprusa 3a MauMEHTH, KOHTO MOHACTOSLUEM NPHEMAT MOHOAMHHOOKCHIA3HH
MHXHOUTOPH MK 10 ABE CEIMMLIM CEJl CIIMPAHE HA JIEYEHHETO C TAX.

HeobxoauMo e nosuiieHo BHYMaHHe NpH CLITBTCTRAWLA yNoTpeta Ha (GNYKITOKCALHIMH 1
napaueTamo:n, ThH KaTo eIHOBPEMEHHHAT NPHEM ce CBbP3Ba ¢ MeTaboINTHA aLMAo3a ¢ ronama
AHHOHHA Pa3nuKa NOpajH MUPOTYTAMHHOBA ALW1032, 0COOEHO NPH MALNEHTH C PHCKOBH (BAKTOPH
(Bx. Touka 4.4).

4.6 ®eprHaNTET, GPEMEHHOCT H KEPMeEHE

BpemenHocT: T
To3u npoaykT TpaGBa a ce W3MO3RA CAMO AKO 11013aTa HAABHILIABA pHCKa, KOraTo apy,
Ge3omacHo neveHune He e HanHuHo. TpabBa oa ce H3NON3Ba CAMO CIIEM ChBET OT nekap

Iapaueramon: ConaMo KOMHYECTBO HaHHH NpH GPEMEHHH SKEHH HE NOKA3BAT HUTO hopmatuens, - ¢
HHTO (heTO/HeOHATANIHA TOKCHYHOCT. EMMaeMUONOTHYHH NPOY<BaHHS HA HEBPONOrHYHSTQ PASBUTHE
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MpH [iea, U3OKEHH Ha TapaLieTaMon B yTpobara, NeMOHCTPHpAT HeyGeIUTeNHH pe3ynTaTH. AKo e
KITHHHYHO Heo6X0AHMO, NapalieTamMon Moxke 1a Oble H3MoN3BaH MO BpeMe Ha GPEMEHHOCT, HO
BBNpexH Toea TpAGBa na Gbae NpHeMaH B Hali-HUCKaTa e(heKTHBHA 1032 32 BE3MOKHO Hai-KpaThK
NEPHOM OT BPEME H BLIMOXKHO Hal-PAIKO,

Denunedpun: JJannure 3a ynorpebara Ha pennnedprn npy GpeMeHHH KeHH ca OrpaHHYEHH.
Ba30KOHCTPHKUMATA HA MATOYHHTE CBAOBE H HAMATIEHUAT MATOYEH KPbBOTOK, CBBLP3AHHU C
ynotpe6ara Ha peHunedpHH, MOraT Jla JOBEAAT A0 XMNOKCHA Ha MIOAA.

Knpmene:
Toswn npoaykT He Tpabea na ce uznonsea Ge3 TIpenOpbKa OT MEKap M CaMo aKo MOA3WTE HAABHILABAT

pHucKka.
[Napaueramon ce exckpeTHpa B KbpMara, HO He B IJTMHHYHO 3HAYHMH KOJTHUECTRA. ChuiecTByBalUUTE
ny6AMKyBaHH AaHHH HE OTPEAENT KbPMEHETO KATO MPOTHBOIIOKAZHO.

Jlunceat nannu nanu GeHUnedpuH ce oTIENA B KbPMaTa H HAMA CLOBLIEHMS 32 edexTuTE Ha
Gernnedpun npu kbpmadera. JJokato He GLIAT NOMyHSHH OBEYE JaHHH, ynotpebara Ha
heHmrnedpun Tpabsa na ce 3GATEa OT KbPMaUKH, OCBEH 4KO HE CE CYMTA 3@ HEOOXOAHMO OT nekaps.

4.7 EdexTn BLpXy cnocobHocTTa 32 mwodKpane H pabora ¢ MAmMHK
Bukc Antul'pun Makc He noeimsasa cnocobHOCTTa 38 wodHpaHe U paboTa ¢ MaLUHHH.
4.8 HexemaHH JeKapcTBEHH PeaKUHH

HpH BCAKO IpynupaHe no 4ecTora, HeXelaHHuTe JICKAPCTBEHH PECAKLHH Ca MPEICTABEHH B HU3XOAAL
pexn no OTHOLUISHHUE Ha TAXHATA CEPUHO3HOCT,

Hanonseana e cneanata kOHBEHLMS 33 KIACHPHLIMPAHE Ha BCAKA HEKENAHA peakuMs no 4ecToTa:
MHoro 4ecT (21/10); uectu (21/100 no <1/10); Heuectw (=1/1 000 no <1/100); peaxu (= 1/10 000 ao
<1/1 000); MHoro peaku (<1/10 000).

Hapyuienus Ha kosaTa M NOAKOXKHATA THKAH): PeaKLMW Ha CBPBX4YBCTBHTEJIHOCT, BKIKOUHTETHO
KOXeH 00pHB H ypTHKapus (PEAKH), CEPHOZHH KOXHH PEaKLHH (MHOFO peaKm).

Hapywenus Ha kpbeTa M THMHATA CHCTeMa: KPBBHH JHCKPA3MH KATO TPOMGOUHTONEHHA,
arpaHynoLHTO3a, XeMONHTHYHA aHEMHS, HEYTPONEHHS, IEBKOMNEHHUA, IAHLUMTONEHHS (MHOTO PeaKH).

HapyweHna Ha uMyHHaTa cHCTeMa: alepriHYHH PeakUHH WK peakiMM Ha CBPBLXYYBCTEHTEIHOCT,
BK/IIOYHTENHO aHaHUNAKCHA M GPOHXOCNAIbM, YPTHKAPHA U KOKHH OGPHBH (peaxn).

Hapywenns Ha HepBHata cucTema: 6e3chHHME, HEPBHOCT, TPEMOD, TPEBOMXKHOCT, Oe3nokoitcTeo,
0ObpKAaHOCT, pa3apasHUTENHOCT K raroGoIMe (peaxn).

Cbpaeunn HapylleHus: Taxukapamsa (peakn).
CbaoBH HapyilleHHa: BUCOKO KPbBHO HAISTaHe ¢ MannUTaunK, rnasofonye v NoBpbLIAHE (peakn).
CTOMAUIHO-4PEBHH HAPYILEHHS: AHOPEKCHA, rafieHe H MOBPBLLIAHE (YECTH).

XenatoGunnapHy HapylueHns: aGHOPMHH YepPHOAPOGHH GYHKUMOHANHH M3C/IeIBAHHS (MOBULLEHKHE
Ha 4epHOAPOGHNTE TPaHCAMHHA3H) (MHOTO pefikH). :

Hapywenna Ha metaGonusma u xpareHeTo: , ,
C Heu3BecTHa yecToTa: MeTabONUTHA alIHAO3a C FONSMa AHHOHHA pasnuka / SR A

Onpcanne Ha HSGQEHH HOXENaHH peakuHy

MetaGonuTHa aum03a ¢ rongma aHMOHHA Pa3uka
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Cny4au Ha MeTabONTMTHA aUM03a ¢ rO/NAMa AHHOHHA Pa3NiiKa, IRHKALIA CE HA NHPOTrNYTAMHHOBA
auMao3a, ca Habo1aBaHKu NPU NaLMEHTH ¢ PHCKOBH (aKTOPH, U3TION3BALUM NApaLleTaMon (BXk. TOuKaA
4.4). TIpH Te3u NALMEHTH ¢ Bb3MOXKHO Aa Bb3HHKHE MUPOFyTAMHHOBA ALIM/103a BCIEACTBUE Ha HUCKH
HHUBA Ha TJTyTaTHOH

CrolliaBane Ha MOJ03HPaHH HEXENAHH PEAKLIMM

CrobuiaBaHeTo Ha MOO3HPAHH HEXeNaHH PeaKUMH Cliel pa3pellaBaHe 3a yroTpefa Ha eKapcTBEHHS
MPOAYKT € Ba)kHO. ToBa no3sonaABa na NPoALIKH HaONIOIEHHETO Ha CHOTHOLIEHHETO NOJN3a/PHCK 32
NlekapcTeeHus NpoaykT. OT METHUMHCKHTE CIIELMATHCTH CE€ H3UCKBA Aa ChoGIaBaT Beska
NOAO3HPAHZ HEXeNaHa peakLus Ha:

WsnbanuTenHa areHUUS no jiekapcTpaTa

ya. ,.Jlamsu I'pyer” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebealiT: www.bda.bg

4.9 IIpeaozupane

[TAPALIETAMOJ

YepHoapoGHo yBpexaaHe e BE3MOXKHO NPH BL3pacTHK, npuend 10 g win noeseye napaueTamon.
[lpremaneTo Ha S g MK noBeye napaueTaMon MOXe 1a JOBE/IE A0 YEPHOAPOSHO yBpeExIaHE, aKO
NAUMEHTHT HMa PUCKOBH GaKkTOPH (BXK. Mo-nony).

Puckosu dakropu

AKO MauHeHTDT:

a) e Ha IPOIB/KHTESTHO leueHHe ¢ Kapbamasenut, Genobapburan, GeHHTOMH, NPHMHIOH,
PHAMITHLKH, XBIT KAHTAPHOH MK JPYTH IEKAPCTBEHH NPOAYKTH, KOMTO HHAYLMpAT
4epHOAPOOHHTE EH3HUMH,

HIH

0) penOBHO KOHCYMHPa €TaHON HAJl NPENOPbUHTENHHTE KOITHYECTBA;

HITH

B) HMa BEPOATHOCT 32 M3YEPIIBAHE Ha IYTATHOH, HANP. HAPYWEHHS Ha XPAHEHETO, KHCTO3HA
¢ubpoza, HIV undexuus, rnagysane, kaxexcus.

CHMITOMH

CHMITOMHTE Ha Npeno3kpaHe ¢ napaLeTamMon B bpeuTe 24 uaca ca 6NEQHOCT, rageHe, NOBpbLLAHE,
aHopeKcHA 1 kopemHa 6onka. YepHoapoGHOTO yBpexnaHe Moxe fa ce npoasy 12 1o 48 uaca cien
nornbilaxe. Moxe aa ce MOABAT AHOMAIHH Ha TIFOKO3HHA MeTabomH3bM M MeTaGoNIMTHA auMa03a.
Ipn Texko oTpasaue, yepHOAPOOGHATA HEAOCTATLYHOCT MOXKE Ja NPOTPECHpa A0 eHuedanonaTus,
KpBBOM3/INB, XHNOMAUKEMHUSA, MO3BUEH OTOK H ¢MBPT. OcTpa 660peuHa HeJOCTaTBYHOCT € OcTpa
TyGyJHa Hekpo3a, 32 KOMTO ce NpeANoNara Hai-Beve NpK GONKH B KPLCTA, XeMATYPHA H
MPOTEUHYPHA, MOXE 114 C& Pa3BHAT I0PH NPH OTCHCTBHE Ha TEXKKO YepHOAPoOHO yBpekaane. Mma
CHODLIEHHA 32 CbPAEHHH APUTMHH M NAHKPEATHT.

Jleyerue

He3alaBHOTO neueHHE e OT ChUIECTBEHO 3HAUEHHE IIPH JIEHEHHETO Ha Npefo3HpaHe C MapaueTamMol.
HesaBHcuMO OT Nuncata Ha 3HAYHMH HAYANHUW CHMNTOMH, NAUKEHTHTE CNELIHO TpsaOBa aa 6baar
XOCMATAIU3NPAHH 3a& He3a0aBHO MEIHIIMHCKO NeyeHne. CHMNTOMUTE MOXe 13 ce orpaHM4aear Ao
rajicHe UK MOBPBILAHE K MOJKE Ia HEe OTPA3ABaT TeXKECTTa Ha NMPEIO3HPAHE HIIH PUCKA OT OPraHHO
yBpexknase. [loeaennero Tpabea fa 6bae B CbOTBETCTBME C YCTAHOBEHHTE YKa3aHHA 34 JIeYeHHE,

Jleuenneto ¢ akTuBeH BBIICH TPAGBA Aa Ce HMA NIPEBHI, aKO MPEIO3HPAHETO € Ko B npe
| vac. [InasmeHata kOHUEHTpaLMA HA NapaueTaMon TpAGBa 1a ce UIMEPH Ha 4-Tha vac K Qp‘-fk‘:c
cnen npHema (paHHHUTE KOHUEHTPALMH He ca HanexauH). Jleuenue ¢ N-aueTHAUMCTEUH ggfz a3
M3NON3Ba A0 24 4aca crie/l NOrNbliaKe Ha NapaueTamor, obaye MakCHManeH 3alinTen gg'nzg R
nocrura o 8 waca crnea npuema. EdexTusHOCTTa Ha aHTMIOTA pasko criana cen To3u HaB; Axo e,
HeoOXOAMMO, Ha NALUMEHTa MOXKE 1A e Aajie MHTPABEHO3HO N-aLETHIILIMCTEHH, B ChOT ‘éraﬁe‘ﬁ
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YTBbpAEHATA CXeMa 34 Jo3Hpate. AKO MOBPBLILAHETO He € NpodieM, NEPOPATHHAT METHOHHH MOXE Na
61ae noaxonAina anTepHaTHBA 33 OTAANEUEHH PErHOHH, U3BLH BOHHUA. JledeHHeTO Ha MaLMeHTH ©
TEXKa 4epHOApoOHa THcYHKLMA ciea 24 yaca OT MOrmbluakeTo Tpabea aa ce 06CHAN B MECTHHA
HauyoHnaneH LeHTBP NO OTPaBIHNATA UITH B 4EPHORPOGHO OTAENEHHE.

CEHHUJIEQPUHOB XUIPOXJIOPHUA:

[Tpossute Ha TexKo npeosupane Ha heHUnedpHH BKIIOYBAT XeMOAMHAMHYHM MPOMEHH H
CbPIAEUHOCHIOB KOJIANC ¢ MOTHCKAHE Ha AHILaHeTo. JledeHHeTo BKIIOYBA PaHHA CTOMALIHE MPOMHBKA
H CHMNITOMATHYHM M MOAABPIKALLM MEPKH. XHIEPTEH3UBHUTE eEKTH MOXeE 1a GbIAT NEKYBaHU C
HHTPABEHO3HO NpHAaraH anda-peLenTtopeH Gnokep.

5. ®APMAKOJIOTHMYHH CBOHCTBA
5.1 <PapmaKoIHRAMHYHH CBOHCTBA

(PapmakoTepaneBTHYHA rpyIa: NapaUeTamon, KOMOHHALMM C H3KITIOUEHHE HA MCHXO/ENTHLM
ATC koa: NO2BES|1

Mapaueramon: [Napaneramon npuTexaea eHOBPEMEHHO AHANTETHYHA M AHTHNHPETHYHA AKTHBHOCT,
KOWTO C€ MEMMPAT OCHOBHO YPe3 MOTHCKAHETO Ha NMPOCTarNaHAMHOBATa CMHTE3A B LEHTPATHATA
HepBHA CHCTEMa.

DenunedpuHoB xuapoxaopua: Genunedpu € OCTCHHANTHYEH anda-peLENTOPEH ArOHUCT ¢ HUCHK
KapAHOCENeKTUBEH OeTa-pelenTopeH ahHHHTET U MUHHUMAJHA LIEHTPANHA CTHMYJTHPAIIA AKTHBHOCT.

Toii e nokaszaH JEKOHreCTaHT M AckcTBa Hpe3 Ba30KOHCTPHKLHA 32 HAaManfABaHe HA OTOKA Ha
HalanHaTa tMraeuua.

5.2 ®apmakoKHHeTHYHH CBOHCTBa

IMapaueramon ce aGcopGHpa 6bp30 1 HAMBAHO NPEAHMHO B THHKUTE YEPRA, KATO MAKCHMANHH
M1a3MEHH KOHLIEHTpaLKK ce focTHrat 15-20 MuHyTH cnea nepopaned npueM. CHcTeMHaTa
HAJIHYHOCT € pe3yNTaT Ha MeTaboNKu3bM NPH MLPBO NPEMHHABAHE U BapHpa CNOpe. J103aTa B
rpanuumTe Ha 70% no 90%. JlekapcTBoTo ce pasnpenens Gbp30 U NOBCEMECTHO B OPraHH3Ma K ce
€NMMHHHPA OT M1azMarta ¢ noMy»KHBoT npubauzuTenHo 2 yaca. OCHOBHHTE MeTaBOMUTH ca
TJIIOKYPOHOBH H cyngatuu koHtoratH (> 80%), KOMTO ce eKCKpPeTHpaT B ypHHATA.

DennnepprUHOBHAT xuapoxs1opua ce abcopGupa Gbp30 OT CTOMALIHO-YPEBHHA TPaKT.
[MpecrcTeMHHAT METAGONHIBM € BHCOK - OKOJIO 60%, KOETO BOH 10 CHCTEMHA SHOHAIHUHOCT OT
okono 40%. MakcuManuu niasMeHH KOHLEHTPALMH Ce NOCTHraT Mexay | M 2 yaca M NNasMeHMAT
NOMYXHBOT € B IManasona 2 ao 3 vaca. Koraro ce npuema rnpes ycTara KaTo HazaneH AeKOHIeCTaHT,
dhennaedpur 0GHKHOBEHO Ce 1aBa mpe3 HHTepBaTH oT 4 — 6 vaca.

5.3 IlpeakiuHHuHE NaHHAK 3a GesonacHocT
He ca noknansanu npeaknMHU4HK NaHHK, KOWTO HMAT 3HaYeHUe. KOHBEHUMOHANHY IPOYYBAHNS,
H3INO/I3BALUH PHETHTE KbM MOMEHTA CTAHAAPTH 32 OLEHKA HA TOKCHYHOCTTA Ha MApaLETAMON BbPXY
PENPORYKTUBHOCTTA H PA3BHTHETO, HE ¢4 HAJTHYHH.
6. @®APMAIEBTHYHH JAHHHU

6.1 Chnachbk HA TOMOWHHTE BEMIECTBA
3axaposa

Hartpuer uptpar nuxuapar
JIluMOHeHa KuceTHHa




AckopOHHOBa KHCeNHHa

Kanues auecyndam

Acnapram

XHHONHHOBO XBITO

JlnmoHoBH apoMaTH

6.2 HecpBMecTHMOCTH

Henpuaoxumo

6.3 Cpok Ha roanoct

3 roounm

6.4 CnenHWaJHH yC/IOBHS HA ChXPAHEHHE

Ha we ce cbxpanaBa npu Temneparypa Haz 25 °C.

6.5 Buau chABPXKAHHE HA ONAKOBKATA

To3# npoayKT € 0ONakoBaH B TaMHHATHH CALLETA, HANPABEHH OT XapTHA/MONHETHIEH/ ATy MHHHEBO
tonno/nonuerunex.

Iet unm necet cauwrera ca NOCTABEHH B KAPTOHEHH OMAKOBKH.

He Bcuuky BunoBe onakoBku MoraT Aa 6baT MycHaTH Ha nasapa.

6.6 Creunannu npeanasHH MepKH HPH H3XBbp.IaHe H paboTa

Heusnonsganusr JEKApCTBEH MNMPOAYKT WIH OTNAABYHHTE MarepHaniy OT HETO TpﬂﬁBa Aa CC U3XBBPNAT
B CBOTBECTCTBHC C MECTHHUTE H3HCKBAHNA.

7. HPﬁTEH(ATEH HA PA3PEINEHHETO 3A YIIOTPEBA

Wick Pharma, Zweigniederlassung der Procter & Gamble GmbH

Sulzbacher Strasse 40, 65824 Schwalbach am Taunus

[epmanus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20140362

9.  JAATA HA IBPBO PA3SPEINABAHE/MIOAHOBSBAHE HA PA3SPELIEHHETO 3A
YIIOTPEBA

Hata Ha mbpBO paspeluapane: 02.12.2014 r,

Hara Ha nocneano nogHosssane: 27.09.2017 r.

10. TATA HA AKTYAJIMIHUPAHE HA TEKCTA

01/2026




