KPATKA XAPAKTEPHCTHKA HA MPOAYKTA

1. UME HA JEKAPCTBEHHSA ITPOAYKT

Bukc Anmilpun Komiutexe 500 mg/200 mg/10 mg npax 3a nepopaieH pa3Tsop
Vicks AntiGrip Complex 500 mg/200 mg/10 mg powder for oral solution

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Eano came coaspxa: 500 mg napaneramon, 200 mg reaiipenesnn, 10 mg permnedpunon

XHAPOXMOPH,
[Tomomuy eewnectsa: 2000 mg 3axaposa, 6 mg acnapraM, 157 ﬁuammllTEﬂHA AFERLNA NO NEKAPCTBATA

Kpamxa XapaKkmepucnuka wa npogyxma - [ptsoxenue 1
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BBHICH BHA ClTe]] Pa3TBapsHe: KBIT, HENPO3PaucH pasTBOp ¢ MHPHC M BKYC Ha IMTPYC/MEHTOM.

4. KJIHHHAYHH JAHHHA
4.1 TepanmeBTHYHM NOKAIANHA

KpaTtxkocpouHo cuMnroMaTHuHo 00J1eKuaBaHe Ha Jieka 10 yMepeHa Goska, BHCOKa TeMIIepaTypa,
3aImymIBAHE HA HOCA; C OTXpadBalllo AeHcTBYUe NPH MPhAHA KAlUIUIA, CBhP3aHa ¢ HACTHHKA, BTPHUCAHE
H pHIL.

4.2 JHo3apoBka H HAMHH HA OPAJIOKEHHAE

03 BKa
BB3pacTHH, Xopa B cTapuecka Bh3pacT M Jiena Han 12-rogilliHa Bb3pacT: €AHO callle,
IToBTOpETE HA BCEKH YETHPH Yaca KAKTO € YKa3aHO, HO He NpeBHIIaBaiiTe YeTHPH /1034 (CaleTa) Ha
BCEKH 24 uaca.
Jla He Ce 1aBa Ha MALMEHTH ¢ YePHOAPOOHO MM Texko Gu0peuHo yBpexaane (Bx. TouKa 4.3).
IToTspcere MeAMUMHCKA NOMOLIL, KO CHMITIOMHTE NPONKL/DKABAT [OBEYE OT 3 JHH.

Heouampuuna nonyrayus
Bukc AuTul'pun KoMiuieke e mpoTHBONOKA3aH 34 Aeta nod 12 roanny (BX. Touka 4.3).

Hauue Ha npunoskeHHe:
Pasreopere chaspxaHHeTo Ha eIHO callie B CTRHAAPTHA Yalfa ropelna, HO He Bpsima BoJa (0KOMo
250 ml). Ocrasete Aa u3cTHHE A0 TeMAEpaTypa, MOAXOAALLA 33 ITHEHE.

4.3 IlpormBomoxazanng

CBpPEXHYBCTBATETHOCT KbM NapaueTamMo, reatieHesuH, peHHNeHpHHOB XHAPOXIIOPHA HIT
OCTAHAJIMTE CHCTABKH.

YepronpobHo wiu Texkko Gu0pevHo yepexnase.
XMnRepToHUs.

XHNCpTHPEONAH3BM.



JTnaber.

Cupneuno 3abosarane.

TacHobreNHA rAaykKOMa.

Hoppupusa.

Ynorpe6a npH nalueHTH, XOHTO EPHEMAT TPHEMKIIHYHH AHTHIETIPECAHTH.

‘ViorpeGa npy naipeHTH, KOMTO IIPHEMAT HIH ¢a PHeMAJIH MOHOAMHHOOKCHAASHH HHXHOUTOpH
(MAOH) npe3 nocaeoHHUTE 2 CEAMHIIM.

Vnotpeba npu nauueHTH, KOUTO NpueMar Oeta-Onokepmn.

Vnotpeba mpu MalMeHTH, KOHTO MpHeMAaT APYTH CHMIIATHKOMHMETHYHH JIEKapcTBa.

Jlena Ha pr3pact nox 12 roauHy.

44 Cpenmanen npelyopexiIeHHEs H NPeANAIHE MePKH NPH YIoTpeba
IpoawiokuTenHaTa ynoTpeba Ha TO3H OPOAYKT HE ce Mpenopb4ea.

HaunenTture TpaGBa A2 OBAAT NOCHBETBAHY /1A HE [IPHEMAT APYTH MPOAYKTH, ChABPKALIH
MApAlETAMON MIIH APYTH MPOAYKTH, ChABP/KALIH CHIUINTE aKTHBHH BEILECTBA KATO TO3H IEKAPCTBCH
nponykr. Te TpabBa cpio Aa GBAAT MOCHBETBAHM a3 He NPHEMAT €HOBPEMEHHO APYTH NPOAYKTH 34
KAULTHLR, HACTHHKA, NEKOHTECTaHTH WM ankoxodn. Jiexapsar win fapmanesTsT Tpabea Aa NpoBepAT,
4¢ CHABLPKALHTE CHMIIATHKOMHMETHLIH NIPOAYKTH HE ¢€ MIPHIAraT ¢AHOBPEMEHHO IO HAKOMIKO ITETH,
T.€. TIEPOPATHO KWK JIOKANHO (NMPOIYKTH 38 HOC, YIIH HJIA OYH).

ToBa nekapcTBoTO TpAOBA Aa Ce NPENOPHYBA, CAMO aKO BCHUKH CHMITOMH (60/1Ka H/HIH BHCOKA
TeMIlepaTypa, 3amylusaHe Ha HOCA M IPphAHA KallHua) ca HaTHIHH,

PuckoBeTe OT MpeA03HpaHe ca M0-FofIeMM TIPH TE3H C HELMPO3HO AJIKOXOITHO YepHOApOOHO
3abongBane.

Hanon3paiiTe BHEMATETHO TIPH MALHEHTH, KOMTO MOYyYaBaT JHIHTATHE, Oera-aapeHeprUIHH
GNI0KEpH, METHIIOTIA WM APYTH AHTHXHIECPTEH3HBHH MPOAYKTH (BX. TOUKa 4.5).

WanonspaiiTe BHHMATENHO MPH NAIMEHTH ¢ XMTepTpodHA Ha NPOCTATATA, Thil KATO Te MOXEe Ja ¢a
CKIIOHHH KBM 3aJbpKaHe Ha ypHHa. ChIBPIKAIIATE CHMIATHKOMHMETHLH NPoIyKTH Tpabea ma ce
H3TIOM3BAT ¢ 0COGEHO BHHMATENHO [pH NALMEHTH, NpHemalny GeHOTHAZHHE.

Vnorpeba npu naipdenTH ¢ peHOMeHa Ha PeiiHo.

Koucysupaiite ce ¢ nekap npeay ynorpeba, axo HMaTe NnepcHCTHpAINA WIM XPOHHYHA KAlULTHIIA KATO
Ta3H, NOSABABALIA Ce NPH MyIIAaYH, aCTMa, XPOHHUEH OPOHXHT WK eMdHIeM.

Tpa6Ba na ce B3eMaT NpeNa3HH MEPKH, KOTATO NAPALIETAMOI CE MPHITara PH BALHEHTH ¢ TEXKA
XeMOJIMT4HA aHeMMud, TTIOK030-6-ocdaTaexnaporeHaIHa HENOCTATPYHOCT, ACXHAPATHPARH
NaUMeHTH M NMALKeHTH ¢ XPOHHYHO HEAOXPaHBaHe.

Conbpixa 3axaposa. [TaumeHTH ¢ penky HacIeACTBeHH MpodyieMH Ha QPYKTO3Ha HEMOHOCHMOCT,
CMOKO30-TAIAKTO3HA MATabCOpOLIMs MK 3aXapa3o-iH30MaNTasHa HEIOCTATEIHOCT He TpA6Ba a
B3EMAT TOBA JIEKAPCTEO.

Coabpxa 157 mg HaTpuii Ha nosa. la ce MMa npeaBKA OT NALMEHTH, KOWTO Ca HAa KOHTPOJIHpaH
npueM Ha HaTpuii. Crabpxa acnaptam (E951), ustounuk na $pennnananuq. Moxe aa 651e BpeaeH 3a
Xopa ¢ GeHHIKETOHYPHA.

4.5 BsammoJeiicTBHE ¢ APYrH JeKAPcYBeHH NPENaPATH H APYTH (popME HA B3AHMOJclHcTBHE

XenaToTOKCHYHOCTTa HA HapalieTaMon Moxe Ja ObAe MOoTeHIMpaHa OT NPeKOMEPHHA NP
ankoxoi. CkopocTra Ha aGcopbuma Ha napaneraMon Moxe a Ob/ie NoBMINEHA OT METO,
HWIH AOMIIEPHIOH H abcopOLisTa Moxke fa Ob¢ HaMalleHa OT XOJECTHPAMHH.



JlexapcTBa, KOMTO HHAYLHPAT YEPHOAPOOHMTE MHKPOZOMHH €H3HMH, TAKHBA KaTO alKoX0dl,
GapOHTYpaTH, MOHOAMHHOOKCHIAZHA MHXHOHTOPH ¥ TPHUMKITHYHH aHTHACNPECAHTH, 61xa MOTTH Aa
TIOBHINAT XENATOTOKCHYHOCTTA HA MapaneTamMoll, 0coOeHo ciren npenosxpane.

H30HHA3HA HaMaABa KIHPBHCA HA NAPALCTAMON, ¢ BE3MOKHO TIOTCHIMpPAHe HAa HErOBOTO AeiicTBHE
H/WIM TOKCHYHOCT Ype3 TOTHCKAHE HA HErOBHA MeTaGoNMHIsM B YepHHA Apod.

IMpobenela NpUIHALBA MOYTH ABYKPATHO HAMATICHHE HA KIHPHHCA HA NAPALIETaMOII KAaTO IOTHCKA
HErOBOTO KOHIOTHPAHE ¢ TMIOKYPOHORaTa KucennHa. TpabBa aa ce OOMHCIIH HaMaeHHe Ha [03aTa Ha
napaneraMor, ako Toi e Ghae H3oN3BaH eAHOBPEMEHHO ¢ mpobeHeIMA,.

PemosHara ynotpeGa Ha napaueraMon BeposTHO 3a0aes MeTabonmsMa Ha 3UA0BYIHH ([IOBHIICH PHCK
OT HEYTPONEHHA ).

BiaumoaeiicTBHA Ha CBPEXYYBCTBHTEIHOCT C¢ HOABABAT IPH CHMNATHKOMHEMETHIHHTE AMHHH KATO
deHnedpUH H MOHOAMMHOOKCHAA3HHTE HHXHOHTOPH. OenmnedpHHBT MOXe HEXKEIAHO [a
B3AHMOTENCTBA ChC CHMIATHKOMMMETHUHNTE BELIIECTBA H MOXKE /1a HAMAJIH e(pHKAaCHOCTTa Ha Gera-
GmokepuTe, METHIAONA M APYTH aHTHXHNEPTEHIHBHH JIeKapcTBa (B, To4ka 4.4). VCIOBHATA, IPH
KOMTO C€ H3MOM3BAT Te3H JIEKapCTBa, Ca MPOTHBOIIOKAa3aHHA 3a IPOXYKTA.

AHTHKOATYNaHTHHAT ¢()SKT Ha BApPapHH H APYTH KyMApHHH MOXKE /1a C¢ TOBHIUM OT
MPOXLIDKHTE/IHATA PEJOBHA YNOTpe6a Ha NapaleTamMon ¢ [OBHIIEH PHCK OT KBPBEHE; HEPEAOBHO
NpMIaraHuTe JO3H HAMAT 3HAYUM e(eKT.

HmMa crobinenns 3a GapMakoNoTHYHH B3aMMOACHCTRHA, BIIOYBAIIH H DAPaLCTaMOs ¢ ONpeAeneH
Opoit Apyru nexkapcTBa. 3a TAX ce CUHMTA, Ye MAIKO BEPOATHO OHXa HMAIH KITHHHYHO 3HAYCHHE NPH
DPIICKEHUE B OCTPH CIyYaH U B IIpeTaraHaTa cXeMa Ha Jo3HpaHe.

Cannuunarare/ acMHpPHH Morar Ja YARDKAT eIHMHHALHOHHHAT TIOMYAHEOT Ha NIApaneTaMoll.

INapaueramon Moske na HamMai GHOHANMWYHOCTTA HA TAMOTPHIHH, C BB3MOXKHO HAMATICHHE Ha
HeroBusi ehexT, NopagH PE3MOKHA MHAYKIAA HA HErOBUA MeTabO0H3EM B YepHHA Apob.

Hma BEPOATHOCT AMTHTANKCOBHTE TIPOAYKTH ¢4 MOTAT Ja CeHCHOIH3NpAT MHOKap/a 38 eeKTH Ha
CHMIATHKOMMMETHYHH JICKAPCTBA.

TNapaueramon Moxe Aa nosnuse GocHOTYHICTAT TECTOBETE 32 MHKOYHA KUCEIHHA H TECTOBETE 32
KPBBHA 3axap

4.6 ®DeprTRiIATET, OpEMEeBHOCT H KhpMeHe

ENuaeMHOIOrHYBHTE MPOYy4BaHus 33 SpeMEHHOCT NPH XOpa He MoKa3Bat HeOnaronpHATHH edeKTH
NpPH K3M0/383HE HA NAPalCTaMON B TIPENOPBUMTEHATE 030, HO NAlMCHTHTe TpAGBa Aa CiienBaT
YKa3aHRAT2 HA CBOS JIEKap N0 OTHOBISHHE Ha HEroBaTa ynorpebara.

INapaneTaMon ce eKCKPETHpa B KbPMATA, HO He B KIHHHYHO 3HAYMMH KOHYecTBa. ChIecTByBaMMTe
myGIMKYBaHH JAHAH HE CA POTHBOMIOKA3AHH IIPH KEPMEHE.

ChluecTBYBAT OTPaHH4EHH [JaHHH 38 yNoTpebata Ha denunedpun npu 6peMeHHH xkeHH. Cebp3aHuTe
¢ ynorpebara Ha eHINepHH BA3OKOHCTPHKIIA HA MATOYHHTE CHAOBE H HAMAICH MaTOYeH
KPBBOTOK MO3Ke J1a JOBEJAT 10 XUIOKCHs Ha mioAd. Jlo nomyuasaHeTo Ha oBede HHPOPMALNA,
ynotpebara Ba ¢penrnedpux Tpabpa na ce H3GATEA MO BPeMe Ha GPEMEHHOCT, OCBEH aKO He C& CIHTa
33 HeOOXOMHMA OT JICKap4.




BesonachocTTa Ha realideHesss npu OpeMEHHOCT H KBPMEHE He € HAalThIHO ycTaHoBeHa, [IponykTsT
TpAORA [Ia e H3MON3BA MPH GPEMEHHOCT CAMO, AKO C€ CHHTA 33 HEOOXOAMMO OT JIeKAapA.

4.7 Edexrn Bbpxy cnocobHOCTTS 32 modupane u paboTa ¢ MamBRE

Hama npoyusanus 3a edekTHTE BEPXY cnocoSHOCTTa 32 modupayne 1 pabora ¢ MamHAH. Koraro ce
H3BBPIIBAT Te3H AHHOCTH, TpAOBa Aa ce MMa NMpeABH BE3MOXKHOCTTA 32 HeKelaHH eleKTH KaTo
3aMaiiBaHe 1 OOBPKBaHe.

4.8 Hewxenans NeKAPCTBEHH PeAKNER

YecToTaTa Ha NOABA HA HEXKEJIAHHTE JIEKAPCTREHH PEAKIIMH 00OHMKHOBEHO Ce KIaCH(HIIHpa 110 CleIHHSE
HAYHH:

mrozo weemu (> 1/10),

vecmu (> 1/100 go <1/10),

#evecmu (>1/1 000 oo <1/100),

pedxu (>1/10 000 no <1/1 000),

Mr020 pedxu (<1/10 000},

€ Reuzgecmna wecmoma (OT HAIIMMHHTE JAHHK HE MOXE Jla GbJe HanpaBeHa OIeHKa).

Crpaeyny HapyuieHus: GeHHnedpruH MOXKe PAIKO 1a ce CBBp3Ra ¢ Taxukapaws (>1/10 000 go <1 na
1000).

HapyimeHus Ha kpBBTa ¥ THMpHATa cHcTeMa: MHOTO peakH (<1 Ha 10 000) KpEEHH AUCKPa3HU, HAMIp.
TPOMOOLTONEHHA, arpaHyJIOLMTO3a, XeMOJIMTHYHA aHeMHA, HEYTPORICHHA, JIEBKOTICHH,
NaHLHTONICHHA Ce ChoOIABA TP NApaleTaMOJ, HO NMPH TAX HAMA 33JL/DKHTEITHO MPHYHHHA BPB3KA.

Hapyinenus Ha HepBHATA CHCTEMA: KAKTO NPH OCTAHAIHTE CHMIIATHKOMHAMETHTHH aMHHH PAIKO
MOXKe /1 ce noABH Ge3chHMe, HePBHOCT, TPEMOp, TPEBOKHOCT, GeznokolicTo, 00bpKBaHE,
pasApasHHTENHOCT M riiaBobonue (1/10 000 ao <1 wa 1000).

HsBectHo e, Ye rnaBobonHe H 3aMaiiBaHe ce NOABsBA PAAKO NpH reaiihenesuH (=1/10 000 go <1 Ha
1000).

CroMamHO-YpeBHY HApYIIEHHA: AHOPEKCHA, FalieHe | MIOBPHINAHE ¢a YECTH NpH
caMnaTukoMuMeTHLHTE (1 Ha 100 g0 <1 Ha 10) u Moxke na ce noABAT npH GeHUnedpHH.
CromamHo-4peBeH AucKOM(OpT, raieHe, NOBpHIAHE H JHAPHS ¢a Hali-4eCTHTE HEXKEAHH PEakLIHH,
CEBP3aHH ¢ realigeHe’dH, HO Te ce passusar paaxo (=>1/10 000 ao <1 na 1000).
CroMallHO-4UpeBHHTE eeKTH Ha NApALleTAMOI Ca MHOFO PEIKH, HO HMa ChOOIHEHHS 32 OCTHP
TIAHKPEATHT CJICH NOMTHIIAHE HA KOJMYECTEA HAJl HOPMAJIHATA ZO3HPOBKA.

HapyweHus Ha 6p0peLTe B NHKOYHHTE [THTHINA: HMA CHOOIIEHHS 33 MHTEPCTHLMANIEH HepHT
HHIHJIEHTHO ¢NejJ NPOXB/DKHMTENHa YIoTpefa Ha BUCOKH JIO3H NapalieTaMolL.

HapyireHHsa Ha KOXATA H MOJK0XKHATA THKAH: PEAKITHH HA CBPBXYYBCTBHTEIHOCT, BKIIOUHTEIHO
obpHB M YpTHKapHs, MOXe Aa ce noseH paako (>1/10 000 no <1 na 1000). oknaasa## ca MHOTO
PEAKH CIIYMaH HA CEPHO3HH KOXKHH PEAKI[HH OpH MAPAueTaAMOII.

ChbA0BH HapyLIEHHA: BHCOKO KPBBHO HANATaHE ¢ r1aBo0olHe, NOBPBILaHe M MATKTALMH MOXKE /12 ¢¢
paseue papko (21/10 000 o <1 na 1000) npu bennnedpun.

Hapymmenus Ha MMYHHATA CHCTeMA: HMa peakH chobmenua (>1/10 000 no <1 na 1000) 3a aneprivmmn

BKJTIOYHTEITHO KOXKHM OOPHBH, YPTHKApHA, aHAWIAKCHA H GPOHXOCTIATEM.

XenaroOunuapuu wapyueHus: pegku (> 1/10 000 xo < 1/1000) abnopmeu yepHOAPOGH
(PYHKUMOHAITHH M3CACABAHMA (IOBHIICHHE HA YePHOAPOOHHTE TPAHCAMMHASH).
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Crofmapane Ha NOAOIHPAHHN HEKETAHH PEAKIIHH
Crob1aBaseTo Ha NONO3MPAHH HEXENAHH PEaKLHH Clie]l pasperaBaHe 3a ynorpeda Ha SeKapcTBeHHUA

NIpOAYKT € BaxkHo, ToBa N03BONIABA A NPOKLIKH HAGMONEHHETO HA CHOTHOMEHUETO NOJI3A/PHCK 34
JeKApCTBEHHA NPOAYKT. OT MEAHLUMHCKHTE CIEIHATHCTH Ce M3HCKBA Ja ch0o0INaBaT BCAKa
TNIOI03HPAHA HEXEAHA peakuma dpe3 H3ITsHMTe IHA areHLMA no NeKapersara, yin. ,,Jlavsn I'pyes”
Ne 8, 1303 Codms, Ten.: +359 2 8903417, yebeaiiT: www.bda.bg. '

4.9 Tpenosnpare

TIAPALTETAMOJI

ChIMECTBYBA PHCK OT OTpaBiHe, 0cOGEHO NPH MALMEHTH B CTapuecKka BH3pacT, MATKH Aeua, MpH
NALMEeHTH ¢ YepHoapoGHO 3abonssaHe, B CITy4aHTe HAa XPOHHYCH AIKOXOJIHIEM, TIPH MALHEHTH C
XpOHHYHO HeJoXpaHBaHe. B Teau ciyuan npeosupaneTo Moxe Aa Ob4¢ daTaiso,

YepHoapoOHO yBpexaaHe € Bb3MOMKHO NIPH BLIPACTHH, KOUTO ca npuell 10 g 1M moseye
napaueramon. ITorrmaHeTe Ha § g WIH Nopeve NapaneTaMosn Moxe Ja JoBede A0 YePHOAPOOHO
YBpeXaHe, AKO MAlHeHTHTe HMAT PHCKOBH dakTopH (BXK. No-1oiy).

Puckoru daxtopn

AXO nalMeHThT:

a) € Ha NPOABLLKHTE/IHO NeveHne ¢ kapbamasernH, GeHoOapOuTan, PeHUTOHH, MPHMHAOH,
prdaMNMITHH, XBIT KAHTAPHOH WK JAPYTH MEIHKAMEHTH, KOWTC HHAYLMPAT Y€PHOIPOGHHTE eH3HMM
M

6) peOBHO KOHCYMHpA AITKOXOJI B KOJIMMECTRA HAM NPETNIOPbYAHHTE

HIH

B) MMa BEPOSTHOCT 3a HEAOCTHF HA TYTATHOH, HANp. HAPYINEHHA Ha XPAaHEHETO, KHCTO3HA PHOpO3a,
HIV undexuma, raIyBane, KaxXeKcHd.

CaMITTOMH

CuMITOMHETE Ha IPE03MPAHE C MApaLeTaMoN B mepBHTe 24 yaca ca npebneananaHe, raaexe,
TIOBPEHILAHE, AHOPEKCHA ¥ kopeMHa Gonka. YepnoapobHoTo yBpexkaane Moxe Aa ce mposey 12 ao

48 vaca cne norosiase. Moxe 1a ce NOABAT AHOMATHH HA TTEOKO3HHA MeTabonH3EM 1
MeTaGonuTHa aimno3a. [IpH Texko oTpaBAHe, depHOAPOOHATA HEAOCTATEYHOCT MOKe Na fporpecupa
2o eHuedanonaTus, KPLBOH3NHKE, XHIOTTIMKEMHS, MO3BUEH OTOK H CMBPT. MoXe na ce passHaT oCTpa
GnOpeuHa HEAOCTATHYHOCT € 0CTpa TYSY/HA HEKpO3a, 38 KOMTO ce Npe/nosara Hali-sede npn Goaky B
cnaBHHKTE, XEMATYPHA K IPOTCHHYPH JOPH NPH OTCECTEHE Ha TEKKO YepHOAPOOHO yBpexIaHe.
Hma crolmeHHs 3a apHTMHMH H IAHKPEATHT,

Jleueune

HezabaBHOTO JieyeHHe € CHLIECTBEHO MPH JIgUEHHETO Ha NpeIo3HpaHe ¢ napaneTamol. HesapucHMo
OT JIMTICATa HA 3HAYHMH PAHHH CHMITOMH, NAUMEHTHTS ClienHo TpA6Ba na HBAAT XOCTIHTANMIHPAHH
13 He3a0aBRHO MEeHIIMHCKO TedeHre, CHMITOMHTE MOME JIa ¢ OrpaHHYaraT Io FaJeHe WiH
TIOBpBILAHE H MOXKE /12 He OTPa3aBaT TEXKECTTa Ha NPEA03NPaHEe HIH PHCKA OT OPTAHHO YBpeXKAaHE.
JleueHneTo TpsbBa Ja Objie B CHOTBETCTBHE C YCTAHOBCHHTE YKA3SAHHA 34 TOBA.

JleueHHETO ¢ aKTHBEH BBITICH TpAOBa Ja C€ HMa MPEABH], aKko Npeo3HpaHeTo ¢ OWIo B mpeaxoaHus 1
yac. [InazmMenara KOHUEHTpaWKs Ha MapaueTaMmon Tpaosa na 6bae n3MepeHa Ha 4-THA 9ac WIH No-
KBCHO ClIel TpHeMa (paHHHTE KOHLISHTPAEMH He ca HanexaHn). Jledenne ¢ N-aleTWILMCTEHH MOXE
Ja ce M3ION3Ba 00 24 4aca clie/l OTTBIIAHE HA NapaleTaMol, BEMPEKH TOB4, MAKCHMalieH 3alHTeH
edext ce moctura Ao 8 yaca cnex npueMa. EdeKTHBHOCTTa Ha aHTHAOTA PA3KO CMaja Cliej TO3H 4ac.
AKO & HeoOX0HMO, Ha NALIMEHTA MOXeE [1a ¢ AAJe HHTPABEHO3HO N-aUeTHIIMCTEHH, B ChOERSTUTBRE
¢ YTBBpACHATA CXeMa 33 J103HpaHe. AKO NMOBPBIIAHETO He e npobiieM, epopaHusT Me MR
Aa 6b7e noaXosIIa ATTEPHATHBA 33 OTAANICUEHH PETHOHM, H3BREH Oommmiia. JleueHney
NALHEHTH C TEXKA 9epPHOAPOSHa AucdyHKuHA cied 24 Yaca OT NOTTLINAHeTO TpAGBa
mecTHHA HaumoHaneH IeHTSp N0 OTPABSHHATA KM B YEPHOAPOOHO OTAENCHHE.
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G®EHHWJIEOPHHOB XWPOXJIOPH]N

CHMNTOMHTE Ha Tpeo3HpaHe ¢ deHrnedPHH BRIIOUBAT pa3ipasHHTENHOCT, FasobomHe,
NOBHINABAHE HA KPHBHOTO HAIMIrAHE M CRBP3aHH pediekcHa Opanukapans H apuTMuH. [TosmneHOTO
KPbBHO HansTaHe TpAGBa Ja ce JieKyBa ¢ ajl(a-peLielITOPeH AHTATOHHCT KATO HHTPABeHO3CH
¢errronamun. HamaspaneTo Ha KPBBHOTO HalATaHe TPAOBA, NO pediekceH MEXaHH3BM, [1a YCKOPABA
CHPAEYHATA HECTOTA, HO KO € Heo0X0QHMO, TOBa MOKe Jia ¢€ NOATIOMOTHE C NPHIATAHETO HA
aTpOMHH.

TBAU®EHE3UH

JIeko K0 YMEPEHO Npeno3upaHe MOJKE a IPHMHHH 3aMaiiBaHe H CTOMAIIHO-YPEBHH Hapymenus. [Ipu
MHOrO BHCOKH 4031 Moxke Ja uMa Bb36yna, o6bpkBaHe H pecnipaTopHa Aenpechs. Hma cnobmenus
33 KAMBHH B ITHKOYHATa CHCTEMa IIPH MALMEHTH, TIPHEMAaJIH MHOIO BHCOKH 103H NPOIYKTH,
ChOBpKAMM rBaiideHesyH. JledeHHETO € CHMITTOMATHYHO, BEIIOMHTENTHO CTOMALIHA MPOMHBKA H
o01H NOAXBPKALIN MEPKH.

5.  ©®APMAKOJIOTHYHH CBOMCTBA
51 <&apmakopaEaAMBEYHE cBOficTBA

apmakoTepanesTH4Ha rpyna: ApyrH KoMOMHHpaHH NpenapaTH 3a JcdeHHe HA NPOCTY/THH
3200 IBAHHS
ATC xon: R05X

TMapaneTamMon NPUTSKABA EAHOBPEMEHHO AHANTETIMHA M aHTHIHPETHYHA aKTHBHOCT, KOSTO CE
MEQHMHpa OCHOBHO 4pe3 NOTHCKAHETO Ha MPOCTArMaHAHHOBaTa CHHTE3a B LICHTPAIHATE HEPBHA
cHCTEMR.

T'eaiipeHe3sMH MMa oTXpadBamo Aciicreue, CunTa ce, 4e eKCHCKTOPaHTATE O0JeKYaBaT AUCKOMPOpPTa
MpH KallUTHIA KATO CTHMYJIMPAT PELICNTOPHATE HA CTOMAINHATA JIMCABHIIA, KOSTO HHHLHHpPA
pedUIeKTOpHA CEKPeLMATA HA TeUHOCT B AMXATEIHMTES ITETHINA, KATO TOBA NOBHIIABA obeMa H
HAMAaNABA BUCKO3UTETA Ha GpoHXHanuuTe cekperid. ToBa YICCHABA OTACAAHETO HA MYKYC ¥
HaMaJIABa pazHEHETO Ha OpoHXHanHaTa TEKAH.

DeHUnebPHHOBUAT XMAPOXIIOPH] AeHCTBA OCHOBHO BBPXY ajpeHeprudumTe perenropH. Toil uMa
NPEeAHMHO Q-aApeHepriuHa AKTHBHOCT H ¢ 63 3HaYHM cTHMY/Hpam edeKT BBpXY LEHTpaTHaTa
HepBHa CHCTeMa Ha ofHuatinuTe 103H. Toif HMa I0KA3AHO AEKOHTeCTaHTHO AcHCTBHE H neficTBa upes
BA30KOHCTPHKLIMA 33 HAMANABAHE HA OTOKA HAa HA3ATHATA IATaBHIIA,

He ¢ u3BecTHO aKTHBHHTE BEIECTRA /1A TIPEAH3BHKBAT CEAMPaHe.
5.2 dapMaxkoKEHETHYEH CBOiicTBa

INapaueramon ce aGecopGupa 6bp30 U MOYTH HAITKITHO OT CTOMALIHO-YPEBHHA TPAKT. [IHKOBH
1a3MeHH KOHLEHTpauuu ce nocrurar 10-60 MuHYTH ciaen nepopamHo fosupaHe. [lapanieramon ce
MeTab0/IH3Mpa OCHOBHO B YSPHHA AP0 Mo TPHM HAYHHA; IIIOKYPOHHpaKe, cyndaTHpaHe U
okcuaupane. Toii ce ekcKpeTHpa ce B YpHHATA, OCHOBHO KATO TIIOKYPOHHIHH H CyaTHH
KOHIOraTH. ENMAMHHAIMOAHHAT NONYKHBOT € B paMKHTe ot 1 10 3 uaca.

I'BaiideHesns ce abcopOupa GB-P30 OT CTOMAIIHO-YPEBHHA TPAKT ClE] MEPOPATTHO NPHIIOKEHHE, KATO
MAKCHMATHH HHBA B KPBBTA ¢ AOCTHTAT 15 MHHYTH crien npunoxkenue. Tol ce Merabonmnpa 65p3o
B Ou0OpelMTe upe3 okcHaalua xo B-(2 MeTHokcH-peHOKCH) MICYHA KHCEIHHA, KOATO S THRA

ypuHara. ETMMUHALMOHHMAT NOIYKMBOT € SIHH Yac.

DeHunePPHHOBHAT XHAPOXIOPHA ce abcopOupa HEpaBHOMEPHO OT CTOMALLIHO-YPEB
nperspAsa first-pass MeTabonH3LM HOCpeICTBOM MOHOAMHHOOKCH/1A3aTa B 4ePBATH K
TaKa NepOPaHO NPWIOKEHUAT deHmiehpyH HaManaBa GHoHATMYHOCTTA. Toii ce exiK
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YPHHATA [IOMTH W3O KaTo cyndaThHn kororaty. [Tukosy NnasMeHH HUBA ce NOCTHTAT MKy 1 |
2 yaca, a crolfHOCTHTE HA IUIA3MEHHA NOTYKHBOT ca B AMaNa3oHa oT 2 1o 3 Jaca.

53 IpeaxainAEYRE J2HEH 33 fe30UaCHOCT

TpeAKTHHHYHUTE JAHHW 38 6€30MAaCHOCT 34 TE3H TPH BelecTBa B IWTepaTypara, HE pasKpHBaT
YMECTHH H YOSHTe/IHH OTKPHTHA, KOMTO A2 HMAT OTHOLICHHE KM NPEMOPBUHTENHATS IO3HPOBKA H
ynoTpefa Ha IPoMyKTa U Bede [a He ca CIoMEHATH B HacTosmara KXII.

6. PAPMAINEBTHYHH JAHHH

6.1 CoHECbLK HA TOMOIMHHATE BelecTBA

3axaposa

JluMoHeHa KHCEMHHA

BuHeHa KHcenuHa
Harpues muxknamar

Harpnes uprpar

Acnapram (E951)
Anecyndam kannii (E950)
MeHTON HA ITpax

ApoMart Ha JTHMOH

ApomaT Ha TMMOHOB COK
XuHomuHOBO KBITO (E104)
6.2 HecbBMeCTEMOCTH
He ca n3pecTHH.

6.3 Cpox ua rogaoct

3 roauHK
Cpok Ha rogHocT cieq pazrsapsHe: Paateopa e crabuwien 90 MHHYTH.

6.4 CroenHallHH yc/I0BHS HA ChXpaHeHHE

Ja He ce cexpansea nag 25°C.
3a ycnoBHATA HA CHXpaHEHHE CJIEH PAsTBAPAHE HA NEKApCTREHHA NPOAYKT BHXKTE TOYKa 6.3.

6.5 BRI B cLIBbpxAHAE HA ONAKOBKATA

JIaMMHATHT HA CAIIETO CHABPXA; eTHIeH/ MeTakpuat kononumep (Cypimr) 25 g /aIyMHHHEBO
donro 15 MHKpOHA/HHCKOIUYETHOCTEH ToMeTHNeH 12 gm”/xaprua 40 gm® (BEHIIEH Crioi).

HanuuAu ca OMaKOBKH ¢ TIeT H JeCeT CalucTa.
He BcuMKH BHAOBE ONAKOBKH MOraT fa ObJaT IycHaTH B mpoZax0a.

6.6 CpenHanHA NpeANa3HH MEPKH HPH HIXBLPJIAHE

Hama crienianum M3ucKBaHKA.

7.  TIPATEXATEJ HA PASPEINIEHHETO 3A YIIOTPEBA

Wick Pharma, Zweigniedertassung der Procter & Gamble GmbH
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Sulzbacher Strasse 40, 65824 Schwalbach am Taunus
Tepmaman

8. HOMEP(A) HA PASPEINIEHUETO 3A YIIOTPEBA

Perucrpaumonen Ne 20150197

9. JATA HA IBPBO PASPEINABAHE/MTIOJHOBABAHE HA PAZPEIIEHHUETO 3A
YIIOTPEBA

Jara Ha mepBo paspemasane:; 11 1o 2015 1.

10. [JATA HA AKTYAJIMIAPAHE HA TEKCTA




