JIncroska: undopmauus 3a norpedurens

I'punexc Xor Cuayc 650 mg/60 mg/20 mg/4 mg npax 3a nepopaJien pa3TBop
Gripex Hot Sinus 650 mg/60 mg/20 mg/4 mg powder for oral solution

napayemamon | ncegdoeghedpurog xuopoxnopud /
dexcmpomemopgharnos xudpobpomud / xnopgenamunos maream
paracetamol / pseudoephedrine hydrochloride /
dextromethorphan hydrobromide / chlorphenamine maleate)

IIpo4eTeTe BHHMATEIHO LSJIATA JIHCTOBKA, NPeaH aa 3aro4YHeTe 1a H3M0A3BaTe TOBA

JIEKAPCTBO, Thil KaTO TH CbABPKA BaxHa 32 Bac nndopmauus.

Bunaru npuemaiiTe TOBa 1eKapCTBO TOMHO KAKTO € OMUCAHO B TA3M JINCTOBKA WK KakTo Bu e kazan

BawusT nexkap wiM gapMauesr.

- 3ana3zere Ta3u JUCTOBKA. Moxke a ce HalnoXKu Ja 5 MPOYETeTe OTHOBO.

- AKO ce HyXJaeTe OT A0NbJIHUTeNHa HHOPMaLUs WK CbBeT, nonuraiite Bawns gpapmauesT.

- AKO nonyunTe HAKaKBH HeXelaHu peakUunH, yBenomere Bawus nekap unu ¢apmauert. Toa
BKJIIOYBA W BCHYKH Bb3MOJKHH HEXENaHW peakllMH, HEOMHCaHH B Ta3u JHCTOBKA. BuxTe
Touka 4.

- AKo creql 3 IHHU He ce YyBcTBarTe Nno-1obpe ik cbeTosHueTo Bu ce Biowu, Tpadea na
NOTBPCUTE JIeKapcKa MOMOLLL.

N3MbIAHWUTENHA ATEHUWNSA NO NEKAPT ¢ ﬂ'_-'ﬂi

NucmoBka - Mpuromerue 2 T

Kom Pez. Mo ......... 20200200

Kakso CbABbP/KA TA3H JHCTOBKA

1. Kakso npencrasnsapa ['punexc XoT CHHYC M 32 KaKBO €€ H3MQI3BR———— . Sy
2. Kakso TpabBa na 3naete, npenu na usnonssare 'punekc Xot CRAYGLEHUE Ne . o

3. Kak na mnonssare I'punexc Xor Cunyc Bamamp ... L8 TE Y A

4. BB3MOXKHM HEXeNaHd peakuH B e
5. Kak na cexpausisate [punekc Xor Cunyc GO6PEHUS N ... R r—
6.  CeawspxaHHe Ha OMAaKOBKaTa U AOMBIHHTEIHA HHOpMaLUs

1. Kaxpo npeacrasasia I'punexc Xor CHHYC H 32 KAKBO ce H3M0J3Ba

MHOroKOMIOHEHTEH JIeKapCTBeH NPOAYKT C AHAITETHYHO, TEMIIEPATYPONOHHKABAILO U
NPOTHBOKALUTHYHO JeHCTBHE, KOETO OTMYLUBA HOCHUTE MBbTHIIA H CHHYCOBHTE OTBOPU Ha HOCa,
HaMaJIsABa KOJIMYECTBOTO HA OTAEJEHHA TUrAaBHYEH CeKPEeT H 3a4epBsBaHEeTO U MOJdYBaHeTO Ha
HOCHATa JIMraBULa.

[Moka3zanus:

KpaTkocpoyHo neyeHHe Ha CUMIITOMHUTE Ha HACTHHKA, TPHII, TPHIIONOA00HH ChCTOAHHS HITH
Bb3MaJieHHE Ha KOJaTepalHUTE HOCHU CHHYCH, CHHY3MT, BKJIIOYUTEHO NOBULIEHA TEMIIEPATypa,
XpeMa, Kaliuua, rinapodosine, Bb3MaaeHo rbpiio Wi O0JKH B MYCKYJIMTE H CTABHTE.

Ob6Jiex4yaBa CHMITOMHTE Ha NIPOCTYAd, FPHIT H CHHY3HT.
KoMGHHHpaH MPOLYKT ¢ KOMIUIEKCHO AeHCTBHE.

2. Kakso TpsOBa na 3naerte, npean 1a ninoaspate I'punexc Xor Cunye

He n3noa3Baiite I'punexce Xor Cunyc

- aKO CTe aJIepriYHH KbM HAKOE OT AKTHBHHMTE BEIIECTBA WIH KbM HAKOS OT OCTAHAJIUTE
CBCTABKH Ha TOBA JieKapcTBO (M30poeHH B TouKa 6);

- aKO MMaTe TexKa yepHoApoOHa HEAOCTATBYHOCT;

- aKo uMare aHeMus (MoHWxkeH Opoil Ha YepBEHUTE KPBBHH KJICTKH);




- 8KO0 NpHeMaTe eAHOBPEMEHHO APYTH JIEKAPCTEA, ChABPKALIH NMapalleTaMo, JeKCTPOMETopdaH,
ncesnoedenpuH WwiH xnopdeHamiH (BuxTe Touka "Jpyrd nekaperea i I'puneke Xot Curyc™);

- 4KO NPHEMATE eNHOBPEMEHHO HHXHOHTOPH HA MPOTENHH (€HIUMHU), HAPEYEHH
MOHOAMAHOOKCHAA3HN HHXNGuTOpH (MAO-HHXHOHTOPH) KaTo deHen3wH, H30KapGOKCcasHa,
cenerunun, Mownobemua. He npuemaiite ToBa NekapeTBO B NPOLB/IKEHHE HA IBE CEIMULH
cllefl CIHpaHe Ha NPHEMa Ha MOHOAMHHOOKCHAATHY MHXNCHTODH;

- TIPH iela Ha BB3pacT noa 12 roauss, 6e3 1a e penopbuatoe OT NeKap,

- 1o BpeMe Ha GpeMeHHOCT ¥ B HepHoaa Ha KbpMeEHe;

- aKo HMaTe MPONyKTHBHA/BIaXXHA KAUUTHLA WIH TOMAMO KOJHYECTBO CEKPETH;

- axo Hmate GpoHXHANTHA aCTMA M KALUTHIIA, CBBP3aHa ¢ BPOHXHAIHA ACTMa;

- 2KO HMaTe MHOTO BHCOKO KPBEHO HANATAHE (TeXKa XHMEPTOHUA) WIH XHIIEPTOHHA, KOATO He ce
KOHTponHpa ot Bameto neueHue,

- aKO MMaTe TeXKO OCTpo (BHE3AMHO) WIH XPOHHYHO (IPOXLKHTENH)) OBOpeyHo 3aGonaBaHe
uny 6B0peuHa HeIOCTaTHYHOCT;

- aKko HMaTe TexKa HCXeMHYHA GOJleCT Ha ChPUETO;

- aKo MMaTe KHCTO3Ha Gubposa (BpoAcHO reHeTHHHO 3a00aaBaHe, KOeTO ¢ IpOABABA HanpuMep
CBC CKIIOHHOCT KbM GPOHXHT M TTHEBMOHHA).

Tlpeaynpexaenus B NpeanazHH MepKu

Tosa nekapcTBo MOXe fia IOBENE A0 33BHCHMOCT. 3aToBa NieyenneTo TpA(Ba Oa e ¢ Manka
NPOLBIDKUTEITHOCT.

Fopopete ¢ Bamus nexkap unu gapmatiest, npeau aa uanon3parte I'punexc Xot CuHyc:

- aKO CTpajaTe OT TexXKa uepHOoApotHa Wiy (rOpedHa HEXOCTATHUHOCT;

- aKO CTe B cTapuecKa Bb3PacT, MOPafH NO-BHCOKHA PHCK OT HEXKEAHH PeaKIUK OT CTpana Ha
HEPBHATA CUCTEMA;

- aKo Cre ¢ oTcnabeHn CHIM W HeOABWKHH OT AT BpeMe;

- aKo HMATE 3aTPYAHEHO AHILAHE;

- ako uMare emdizeM, acT™a, XpoHHYeH OPOHXHT, XHIIEPILTa3HA HA NMPOCTATATa,
XMIEepPTHPeOHIH3LM, AHaber, TOBHILEHO KPREHO HANATaHe, ChPRAEYHO 3a60/BaHe, apTepHanHa
6onecT, 3aKpHTOBIBHA rliaykoMa, peoxpomonuToM (HapGsbpedeH TyMOp, NpoABABaLY ce ¢
MOBULIEHO KPBBHO HANArAHE);

- aKO NpHeMaTe IeKapcTBa, KaTO HAKOH AHTHIETIPECAHTH HIH aHTHIICHXOTHIH, ['pHnexc XoT
CuHyc MOKe 1a B3aHMoaeHCTBA ¢ Te3H JIEKapCTBa H MOXE J1a H3IIHTATe MPOMEHH B
NCHXHYECKOTO ChCTOAHHE (Hanp. B30y a, XaIoLHHaUMH, KOMa), H Apyri edexTH, KaTo
TenecHa TemMneparypa Hal 38°C, yckopeHa chpligyHa aeiHoCT, HeCTaGHNIHO KPBBHO HAIATaHE H
yCUTIBaHe Ha peduiekcuTe, MyCKYIHA PUrHAHOCT, JIMICA Ha KOOPAHHALMA W/WIH CTOMALIHO-
YPEBHU CHMITTOMH {Hanp. raf¢He, NMoBpbillaHe, JMapHs).

o ppeMe Ha nedenue ¢ I'puneke Xor Cunyc, ypegoMere He3abasHo Baitus nexap, ako:
HMAaTe TEXKH 3a00NaBaHus, BKIIOUHTENHO TEKKO GEOpeyHo yBpekAaHe WiK cencHe (Korato
fakTepHuTe ¥ TOKCHHHTE UM LMPKY/THPAT B KPBETA, KOETO BOAY A0 YBPEKAaHE HA OpraHuTe),
WJIM 8KO CTPaJaTe OT HeAOXpaHBaHe, XPOHHYEH ANKOXOIHIEM HITH 2KO IPUEMATe
duryknokcaurnuH (aHTOHOTHK); Crobllasa ce 3a CepHO3HO ChCTOAHHE, HAPEYEHO
MeTaSoNHTHA auuno3a (HAPYILUCHHE Ha KPBETA U TENECHHTE TEYHOCTH), IPH NALMEHTH B
CITy4anTe, KOraTo NMApaneTaMon ce NpHeMa B HOCTOAHHH J03H 34 IPOIBIDKHTENCH [IEPHO], OT
BPEME WM KOTaTo MapaleTaMol Ce NpueMa 3aeaHo ¢ QuyKkmokcalyuind, CHMOTOMHTE Ha
MeTaloNuTHa AUHA03a MOTAT I BKIKYBAT: CEPHO3HHM 3aTpyAHEHHUA NPH AKIDAHE ¢ ILNG0oko
YUY€CTEHO OHILIAHE, CHHIMBOCT, FaieHe H MTOBPLINAHE.

. Ako npu Bac ce moABAT HEPBHOCT, 3aMafgHOCT H Oe3ChbHHE, CIIPETE MPHEMA Ha JIEKAPCTBOTO H CE
CBBPXKETE C NeKap.
He n3nonseaiiTe No-BHCOKH OT NPENIOPBYHTENHATE HO3H.
TNoTepcere chBeT OT Nekap, K0 CHMIOTOMMUTE MPOAB/DKABAT [I0BEYE OT 3 AHH,
KoncymanusTa Ha ankoxon e 3a0paHeHa, AOKaTo MpieMare NeKapCTBOTO, MOPaiH IOBHINEH
PHCK OT 4epHoapo0OHO yBpexIaHe.
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. Jla He ce M3NON3Ba EAHOBPEMEHHO ¢ APYTH Nekapetea, notuckamy LIHC (ranp. nexapersa cbe
CLHOTBOPHO MITH CeNaTHBHO AcHcTBHE).

. [Mopanu ¢bobLIEHH cily4an Ha 3noynorpefa ¢ aekcrpomeropdan, npenopbusa ce fa ce
BHHMABa H3KJIFOYHTENHO MHOTO NpH yriotpeda Ha I'punekc XoT CHHyC OT MIaIH Xopa, KakTo H
NalHeHTH, KOKUTO 310yNnoTpebaBar ¢ 1exapeTBa 1 NCHXOAKTHBHE BELIECTBA,

. EanHa ot akTHBHMTE cheTaBkd Ra Ipunexc Xot Cusyc, nceBnoedeapuH, UMa moTeHUHAT Ja
npean3BHKa noynoTpeba, H NPHET B roNeMH H03H, ncesnoedepiH Moxe Aa OblIe TOKCHYEH,
[TponwmxuTenHara My ynorpeba Moxe oa aoBene A0 npueM Ha ['punekc Xor CHuyc B no-
BHCOKA OT IpeNnopbyBaHaTa K034 C LeJ NOCTHraHe Ha JKeNaH#Ha edekT, KOeTo MOXKe A MOBUIIH
pHcKa OT Npego3upane. [penoppYHTENHaTa MaKCHMANHA 1032 H NPOABIKHUTENTHOCT Ha TeUeHHe
He Tps6ba Aa ce npepHIaBar (Bx. Touka 3).

. Ipenopsuba ce Aa ce BHIMaBa NMPH MALHEHTH Che 3abaBeH MeTaboMH3EM, MelHHpaH OT eH3UMa
CYP2D6, unn H3Mon3Balul BelecTsa, KOHTO HHXHOHpaT akTHBHOCTTA Ha eH3uMa CYP2D6
(u3bpoenn B Touka ,, Jipyru nexaperea ¥ I'punexc Xot Curyc™).

. Mons, xoHCYynTHpaliTe ce ¢ Bamus nexap, npead Aa U3Non3earte JeKapcTsa, HHXHOHpalu
emsuma CYP2D6. Axo ce Hamara aa npHeMare fiekapeTea, HHXUOupauw ensuma CYP2D6,
€OHOBPEMEHHO ¢ JekcTpoMeTopdaH, Tpabea ga ObAeTe Mo HEMOCPENCTBEHO HAabMOASHHE OT
Nexap. Mose aa ce HATOMKH Aa ce HaMalTH 103aTa Ha AeKCTpoMeTopdaH.

L] TTaunenTy c mowl MeTaGONMM3BLM HA TO3H EH3HM, KaKTO H MAlMeHTH, KOUTO ynoTpedasat
eaHoBpemeHHO CYP2D6 uHXHOHTOPH, MOXe Ja NOYYBCTEAT NO-CHIHH H/HIH IIPOABILKHTEIHH
etexTH ot AetictBrero Ha nekcrpomeropdan. Ipu enHoBpemMeHHa ynoTpeba Ha NeKapeTBa Che
CHIHO HHXHOHpalllo AeifcTBie BEpXY ¢H3HMa CYP2D6 ce NoBHILIABA PUCKBT OT OTPaBsHE C
IexcrpoMeTopdaH, KOeTo ce poABABa ¢ BE30yAa, Je30pHeHTAlUA, TPEMOD, CBHIKBOCT, AUAPHA
H NOTHCKaHe Ha JumaHeTo. ToBa MOXE Ja AoBeae N0 PA3BUTHE HA XKHUBOTO3ACTPALIABALI
CepPOTOHMHOB CHHAPOM (cEpUebHeHe, Ae30pHEeHTaLs, NPEKOMEPHO H3MOTABAHe,
XaTHOUHHALMH, HEBOIHH MYCKYJTHH ABHXKEHHA, TPHIIKH MO TAI0TO, TpeMop). [1pu nosea Ha
TAKHMBA CUMITTOMH, cnen npueM ['puneke Xort CHHyc, nevennero Tpabsa fa ce cnpe ¥ 1a ce
HOTEPCH CHBET OT Jiekap.

. AKO MMaTe NOBULLICHA TEMIICPATYPA C TeHEPAH3HPaH KOXKEH ePHTEM H NYCTYHO3eH (THoeH)
o0pue, I'punekc Xor Cunyc Tpabea Aa ce cnpe ¥ He3abaBHO M A Ce NOTBPCH JIeKAapCKa oMotl,
Bkre TouKa 4.

. Mooke na BE3HHKHAT BHE3aIlHa KopeMHa Gonka WIH peKTalHO KbPBEHe NpH ynotpeda Ha

I'punexc Xor CuHyc, nopaiy rbananeHue Ha AcOeroTo YepBo (HCXeMHYeH KONUT). AKo
pazBHETE TE3H CTOMALIHO-YPEBHH CHMIITOMM, CIpeTe npueMa Ha ['punekc Xor CHHyc u ce
cBbpere ¢ Bamua nexap, WIH noThpcete He3abaBHO MeaHLIMHCKA NoMoil. BuxTe Touka 4.

. Mosxe ma ce nonyys HaMalleHHe Ha KpbBHMA OTOK KbM Bamnua ontuueH Heps npH ['punexc
Xot Cunyc. Axo nony4uTe BHe3anHa 3ary6a Ha 3peHHe, cnpete npuema Ha ['panexc Xot
CuHyc H ce cBppxeTe ¢ Baing nekap win He3abaBHO NOTHPCeTe MEAWIMHCKA oMo, Bukre
Touka 4.

. Coo0LleHH ca ciydaH Ha CHHAPOM Ha 3aIHa o0paruMa eHuedanonarua (PRES) H cuHapoM Ha
obpaTuMa uepeGpamHa BasokoHCTPHKLHA (RCVS) cnexn ymorpebaTa Ha IeKapcTha, ChIBPIKALIH
ncesnoedenpuH. Tosa ca pelkH CHCTOSHHA, DU KOHTO MOXE A3 MMA HAMANECHO
KppBocHaOngBaHe Ha mo3sKa. HezabGaBHo cnperte na Hanonseate ['punekc Xor CuHYC B
He3a0aBHO NOTHPCETE JIEKAPCKA NOMOIN, aK0 PAa3BHETE CHMITTOMH, KOUTO MOXKE Aa ca pU3HALY
Ha T€3H CHHAPOMH (BHATE ToYKa 4 |, BLIMOMHH HEXENaHH peakuyH®).

Adpyru nexapcrsa H I'pruexc Xot Cunyc
Hudopmupaiite Bawns rexap wik GpapMaLERT, AKO HIION3BATE, HACKOPO CTE H3NON3BAIH HIH €
BE3MOMKHO Ja H3MON3EATE APYTH JIEKAPCTBA.

I'punexc Xor CuHyc He TpaGBa 1a ce M3MON3Ba ¢ APYTH JIeKapcTBa, ChAbPHKallH TapaueTaMon,
ncesnoedeapHH Wik APYTH CHMIATHKOMHMETHLH (KaTo NEKapCcTBa, HAMAIABALLH 3a4EPBABAHETO Ha
HOCHATA JINTAaBHIA, AaNETHTONIOHMKABAIIH CPeCTRa Hiu noaobHu Ha amderamMuna
NMCHXOCTHMYNIAHTH), AeKCTpoMeTopdaH H/HIH xiopdeHaMUH HITH APYTH AHTHXHCTAMHHU
(npoTuBOANEpryYHY NEeKapCTEa).




JlexapcTpa, KOHTO YCKOPABAT H3NPa3BAHETO HA CTOMAXA, HAMP, METOKAONPAMHA H JIOMIIEPHIOH,
yckopaear abcopbuuaTa Ha napalieTaMol, AOKATO NeKapCTBa, KOUTO 3a0aBaT HINpPa3lBaHeTo Ha
€TOMaxa, Hanp. XONeCTUPaMHH M BCHUKH XOJIMHCNHTHLY, MOTAT A3 3a0asat aGcopOuuaTa Ha
NapaneTaMon i HeroBoTo AcHcTBHE. HapkoTHYHHTE aHaNTeTHUH (TeHTa30LHH, NETHAHH, AHAMOpdHH)
cblio 3abapar abcopGUrATa HA MAPALETAMON B KPBBTA.

Canuuunamun yImikapa AeHCTBHETO Ha TIapalicTaMon.

CBHOTBOpHHTE H CEIATHBHHTE CPEACTRA 3ACHIBAT AHANTETHYHOTO AelicTRHE.

Ynotpebara Ha lekapeTEa KATO [IpONpaHoenol (IpH ChpAeYHO 3a00/14BaHE), HH3ATHAHH (P A3BEHO
3abonsBaHe), 3UR0BYAHH (NPOTHBOBHPYCHO IEKAPCTBO) U NPoOeHHLIA (NPH [I0Jarpa) MoXe Aa
MOBHIIH BPEAHHTE edeKTH HA MApANeTaMoll, KATO YBEIMYABA KOHIEHTPALHATA MY B KDLETA.
CanOyTamon, npunoxeH MEPOPATHO, MOXE Ja HaMaJIH CKOPOCTTa Ha aGcopOLs Ha napaneTaMmon.
[Tapaueramon mMoxe na 3acHNH BelficTBHETO Ha JIeKapcTBa, H3NO013BaHK NpH anaber 1
AHTHKOAryTaHTH, HanpuMep papdapu (KyMapuH), ¥ 13 3aCHIH AcHcTBHETO Ha KodeMHA BEPXY
HepBHaTa CHCTEMa.

[Mapaueramon MOXe 1A YBETHYH BPERHUTE eQEeKTH Ha XJIOpaMpeHHKon,

CeneTcTRallaTa YNoTpeba Ha napaueramon ¢ pHaMMLUH, aHTHEMWISNTUYHY JIeKapCTBa,
OapOuTypaTd M IpYrH JICKApCTBa, MOBIHABAINM MeTaBonn3Ma B 4epHHA APoG, MOBHILABAT PUCKA OT
4epHOAPOGHO YBpexkIaHe.

Hapaueramon, npunoxeH ¢ MAO-HHXHGHTOPH, MOXE A3 IPHYHHK NOBHIIABAHE HA KPBBHOTO
HATAraHe, CHPASYHA APHTMHA, BE30Ya U NOBHIUEHA TEMNEPATYpa.

TponuceTpoH UH rpaHH3eTPOH (IEKapeTBa, KOHTO ¢ M3TON3BaT 3a JieueHHe Ha NOBpbhIlaHe HITH
rajieHe IO BpeMe Ha XeMOTEPAaNHA) MOraT H3LANO Ja 6noxupat 60MKOycnoKoABaILOTO AefcTBHE Ha
napaueTamon.

Mons uadopMupaitte Bamua nekap win papMaUest, ako npueMarte Quyknokcalidd (AaHTHOHOTHK),
TBii KaTO CBIIECTBYBA CEPHO3EH PHCK OT OTKIOHEHHA B KPEBHHTE MOKa3aTENH! H ANKAITHO-
KHCENTHHHOTO paBHOBeCHE (HapedeHH MeTaGomUTHA AlMAC3a), KOSTO H3UCKBA CMEIHO jieveHue (B,
TOYKA 2).

Icesaoedenpuy moeHIlaBa edexTa Ha IPYTH CHMIATHKOMHMETHYHH JIEKapCTBa (pa3lInpABaHe Ha
OpoHXHTE), HO MOXKe Aa 0TcnabH edeKTa Ha METHIIONA, FBAHETHAHH M DE3EPITHH.
TPHIMKITMYHHTE aHTHAETIPECAHTH 3acHnBar geffcTBreTo Ha ncespoedenpud. CrnbTCTRALLATA
ynoTpeba Ha MHXAIAaTOPHH AHECTETHLIH M NiceBaoedeAPHH MOXKE 1A NPHYHHH ChPACHHA apHTMHUA,
IMponpaxonon 1 MAO-HHXHOHTOPH MOraT Ja IOBHIIAT JeHCTBHETO HA CHMMATHKOMHMETHIHHTE
NeKapCTBa, BKAKMHTENHO NiceBacedeIPHHE, H A4 NPUYHHAT XUNCPTOHHYHA KPH3H (BHE3ANHO
MIOBHIIABAHE HAa KPBEBHOTO HanaraHe). CrNbTCTBAMATA YoTpe6a Ha neesnoedepHH H
MAO-uHXHGHTOPH € NPOTHBONOKA3aHA U BPEMETO MexAY crnipaHero Ha MAO-uuxubutopure u
npunoxeHueTo Ha noepaoedespuH TpAGBa Aa e Hail-Mako 14 AHH.

AnyMHMHHeB XHAPOKCHUA (M3TON3BAH, HANPHMEP, 34 KUCENTHHH) yBenuyaea abcopOuusara Ha
ncesaoedeAPHH, AOKATO KAONUHBT HaMansaBa aGcopbuuATa Ha ncespodenpus.

Hectpometopdan moske Aa ypenuun edexture Ha MAO-unXxuOUTOpUTE, CPEICTRATA, IOTHCKALIN
HEpBHATA CHCTeMA, AIKOX0/a H aHTHAHAPMYHYTE CPEACTBa.

JlexkapcTBaTa, KOHTO HHXHOHpaT AelicTBHeTO Ha en3uMa CYP2D6, kaTo GnyoKCETHH, TapOKCETHH,
XMHUAHH, TepOuHaduH, aMuoaapod, Gpnekauaua, nponadeHoH, cepTpaniH, 6yponHOH, METaloH,
UMHEKAJILET, XATONepHao, nepdeHasHH H THOPHAA3WH MOTaT Ja NOBHIIAT KOHUEHTPaLHATa Ha
JekeTpoMeTopdad B KPBETA.

HexctpomeropdaH, IPHIOKeH 3a¢IHO C IMAOKAHH HAK HECTEPOUAHU aHANITETHLR, MOXKE [a IOBHILIH
TEXHHA eQeKT,

XnopdeHamuH Moxe Ia moBHIIM ¢hexTuTe Ha MAQO-HHXHOUTOpHTE, CEHOTBOPHHTE H
8HKCHOTHTHYHHTE (334 HAMA/IABAHE HA TPEBOXCHOCT) IEKAPCTBEHH NPOIYKTH 0T OeH3oaHa3enHoBaTa
rpyna, aHTHAENPECAHTHTE M IPYT'H eKapcTea, AeHCTBAILM BBPXY HEPBHATA CHCTEMA,
aHTHManapuiHUTE NeKapceTBa (HANp. XJIOPOXHH) H A/IKOX oA,

I'punexe Xor CHHYe ¢ XpaHa, HANHTKH H aTK0X0.1
Xpanara Moxe Aa 3abasu abcopbumsTa Ha napaueTamon.
JexcrpomeTopdan u xnopdeHaMHH MOraT Aa ITOBHINAT €EeKTa OT NpHeMa Ha alKOXOJ.
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BpeMeHHOCT, KbpMeHe H GepTHANHTET

Ako cTe OpeMeHHa HIIH KbpMHTE, CMATATE, 4e MOXKe CTe GpeMeHHa WM [UiaHupate GpeMEeHHOCT,
noceeerBaliTe ce ¢ Bauus nekap unu dapmanesr npean ynorpebara Ha TOBA JEKAPCTBO.
I'punexc Xot CuHyC ¢ NPOTHBONOKA3aH 1O BpeMe Ha GPeMEHHOCT H B NEPHOIA HA KbpMeHe,

Illodupane u paboTa ¢ MALIHHH

I'punexc Xor CHHYC MoXe Ia MOBIHAE B 3HAYHTENHA CTeneH cnocobHocTTa 32 modmpane u pabota ¢
MaIIKHH,

He wodupafite unu He paboTeTe © MalIKMHK, AOKATO NPHEMATE TOBA IEKAPCTBO, Thi kKaTo 'punexc
Xot Cuxyc MOXe fa onpe4d Ha 6e30acHOTO H3BbPLIBAHE Ha Te3H AeHHOCTH,

I'punexc Xot Cunyc cbabpoxa 15 g 3axapo3a o raoko3a (KOMNOHEHT HA MANTOAEKCTPHH OT
JHMOHOB 0BKYCHTEJ) Ha calle.

Tosa TpaGea 1a ce HMa npeZBHI NP MALHECHTH ChC 3axapekH qHaber.

Axo Bawuar texap Bu e kazan, 4e uMaTe HEMOHOCHMOCT KBbM HAKOM 3aXapH, CBBEPXKETE Ce C HEero,
NpeaM aa npHeMeTe TO3M IEKapcTBEH NPOAYKT.

Topa nexapcTBo CEIBPXA TO-Manko oT 1 mmol narpuii (<23 mg) Ha caille, T.€. MOMKE 1A CE KXKE, Ue
NIPAKTHYECKH HE ChABLPIKA HATPHIA.

3.  Kaxk aa wanoassate I'punexe Xor Cunye

Bunaru npuemaiite ToBa NeKapcTBO TOMHO KaKTO € OIMHCAHO B Ta3y JTHCTOBKA WM KakTo BH ¢ kazan
Bauiuar nexap win GapMaLerT. AKO He ¢Te CHI'YPHH B Hello, nonuTalite Bamua nexap unu
dapmarnesT,

I'punerc Xor CHHyc € TEKapCTBO 32 NEPOPAAHO NPHIOKEHNE,

Pa3rBopere ChALPXAHHETO HA CALLETO B HAlla ¢ TON/Ia BOAA M H3NWHTe TOMNATa TEUHOCT Ha MAlIKH
FITETKM.

TpenopvyHTenHa 1038;

Br3pacTHy 1 OHOIIHE HaA 12 rofvHy -1 came; IpH HYXAA J033Ta MOXE Oa ceé MOBTap4d, HO He IT0
YecTo OT Boekd 4-6 waca. JlueBHara n03a He TpAOBa 1a HanBuIuaBa 4 cauteta. He m3nonssaiire
JEKAPCTBEHMA NPOAYKT NO-ABATO 0T 3 1HM, €3 fa ce KOHCYNTHpaTe ¢ IeKap.

¥Ynorpeba npu nena H HOWH
He n3nonseatite ToBa NeKapCTBO NMpH A€LA U JOHOWIM oA 12-roauiliHa Bp3pact.

AKO cTe H3INON3BAAH NoBeqe 0T Heofxoaumara no2a I'punexc Xor Cunye

Axo npreMete noeseve ['punekc Xot CuHyc oTKoNKOTO TpadBa, MOXKE 13 HINKTATE CISAHUTE
CHMIITOMH: TajieHe H IOBPBILAHE, HEBOMHY MYCKYJIHH ChKpalieHus, 8h30y1a, o0bpkBane, CBRIMBOCT,
HapylUeHHUs B CH3HAHHETO, HEBOJIHK H OBbp3K ABMKEHHA HA 09HTE, ChPISYHH HapylleHHA (YCKOpeHa
ChpagyHa AeiHOCT), HAPYIUSHHS HA KOOPIHHALIHATA, NICHX03a C BH3YAIHHM XaMILHHALIHN K
CBPEXBB3OYIMMOCT.

Jpyrd cuMnToMH B cy4all Ha TexKo npeno3npaHe Moxe aa Obaar: koMa, CepHo3HM npobieMu ¢
OHIAHETO U TBPUOBE,

Mpeno3upaneTo Moke a AOBEAE M A0 HapYLIeHHUA Ha KoarynauHaTa (ChCHpBaHe Ha KPBEBTA H
KbpBEHe).

Ceepxerte ce c Bamms nexap uinH ¢ GONHHLATA BEIHATA, AKO H3IHTATE HAKOH OT FOPHHTE CHMITTOMH.

Ako cre 3ab6pasuan Aa npremere I'prnexc Xor Cnnyc
He B3emaiiTe naoiina no3a, 3a Ja KOMIEHCHpAaTe NPOITYCHATATA 1034,

AKo cTe cnpenn npueMa Ha I'punexe Xor Cuuyc
AKO HMaTe HEKaKBH JOTBJIHHTETHH BRIIPOCH, CBBbP3aHH ¢ ynoTpebara Ha ToBA JIEKAPCTBO, ONUTANTE
Bawvsa nexap unu gapMauesr,




4,  Bb3MOXKHH HeXKeJaHH PeaKuHH

KakTo BoHUKH JICKApCTBO TOBa JIEKAPCTBO MOXKE Aa INTpeNM3BHKA HEXENaHH peakiHi, RBIIPEKH ¢ HE
BCEKH ' MONy4apa.

Copere He3aGaBHo ynorpebara Ha I'panexc Xot CHHYC U NOTLPCETE COSMIHO MEIMIMHCKA TIOMOLL,
aK0 pa3sBHETE CHMITTOMH, KOHTO MOXE Ja €a NPU3HalM Ha CHHAPOM Ha 3agHa ofpatuMa
eHledanonaTHA WK CHHAPOM Ha oGpaTHMa nepefpanHa Ba3soKOHCTPHKLUMA. Te BKIIOYBAT:

TEXKO rMaBoOONKE ¢ BHEIANHO HAYANo0

¢ rajeHe
* TIOBpBINAHE
¢ o0LpKaHOCT
¢ rBLpYOBE

[ ]

NPOMEHH B 3DCHUECTO

AKTHBHHTE BEILECTBE, KOMTO ce chabpiar B ['punexc Xot CuHyc, MOXe Na NPHYHHAT CIEIHHUTE
HeXeNaHU PeaKklHH:

Penxu (3acarar or 1 mo 10 #a 10 000 nauuenTH):

CBHJIMBOCT, 3aMasHOCT, ey(OpHi, IPEKATEHO CIIOKOHCTBYE, UyYBCTBO HA MPA3HOTA B I1ABATA,
Ge3nokofcTBO, HEPBHOCT, PA3APA3HUTENHOCT, HAPYLIEHHA Ha HACTPOEGHHETO, MCHXOMOTOPHA
CTHMYnalljs, TaacHe, NoBphlLaHe, 60Nk B KopeMa, 3alleK, AISPrUYHH PeakLHH.

MHoro penku (3acarar no-Manko ot | Ha 10 000 naunenTs):
arpaHyNoLHTO3a (HeAOCTATBYHO OeNi KPBBHH KIETKH), TPOMGOLMTONSHHA (HEAOCTATRYHO
TpoMGOUNTH) HEYTpONeHHs (HeKO0CTAYHO Gely KPHBHH KIIETKH).

C HensBecTHa YecToTa (OT HANHYHHTE AAHHH He Moxe A2 Gbae HapaBeHa OLEHKa).

CepHO3HH CBCTOAHNS, 3aCATAILN KPBBOHOCHHTE ChAOBE B MO3BKa, H3IBECTHH KaT(¢ CHHAPOM Ha 3aRHa
obpatuma eHuedanonarus (PRES) 1 o6patuma uepebpanna pazokoncTpukuui (RCVS),

Moske 1a BE3HMKHAT BHE3ANHO NOBHILABAHE HA TEMIEPaTypAaTa, 3a4epBABaHe HA KOXATa WiIH
MHOXKECTBO MAIKH TYCTYNH (rHOHAN MeXypueTa) (BB3IMOMXKHO € TOBa Ja ca CUMITTOMH Ha ocTpa
reHepanu3vpaHa eK3eMaTo3Ha myctynosa - OIEIT) npes nepeuTe 2 AHU 0T ynoTpebata Ha ['prnexc
Xot Chuyc. BimxTte TOUKa 2.

AKO ce NoABAT Taxupa cuMIrToMu, ['punekc Xot Cunyc TpA6Ba 1a ¢¢ cOpe 1 peAHAra Aa e NOThPCH
NeKapcKa NOMOIL.

HamaneH KpbBeH MOTOK KbM ONTHYHHA HEPB (HCXeMHYHA ONTHYHA HEBPOTIATHA).

Boananenne wa 2ebeoTo HepBO MOpaJH HENOCTATRYHO KpbBOocHAONABaHE (HCXEMHYEH KOMHT).
CepH03HO CBCTOAHME, TIPH KOETO MOXe 4 UMa HATpyNBaHe Ha KMCEeIHHA B KPbBTA (HapeyeHo
MeTaboNUTHA AUKHA032) NIPH NAlHEHTH ¢ TeXKKO 3a0ongBane, KOHTO M3MNON3BAT NapaueTaMo (BIKTe
TO4Ka 2).

OcpeH ToBa I'punekc Xot Curyc MoXe 1a MPUHHHK:

- ChpIeYHA apHTMHA;

- XHMOIHES;

- obpuB, cepbex;

- APOMEHH B KPBBHOTO HAITAHE;

- 4epHOXPOGHY CHMITTOMM ¢ Pa3NH4YHa TEKECT, OT KIHHWYHO HEIHAYHMH NOBHIIABAHUA Ha
YepHOAPOGHUTE €H3HMH A0 4epHOAPOSHO yBpexaaHe. HekenaHUAT edekT BEPXY YepHHA Apod
€ To-rofaM B caydali Ha HeJJOXpaHRaHe, ANKOXOMHIBM H HANHYHE Ha NpyTH 3a00/4BaHHA, KAKTO
H CBITBTCTBALIA YNoTpeba Ha HAKOH JIEKapCTEa.

Hsxou cuMnToMu (HanpumMep rageHe, NOBpbIIaHe, CHHIHBOCT, 3aMagHOCT, XHIIONHEA) MOXe Ja ca 1o-
YeCTH K MO-TEKKHU MPH HETTOABHMKHY [TALMEHTH.




CobobmaBaHe Ha HeAKeNAHH peaKUHH

AKO nOnyuHTe HAKAKBU HEXXeJlaHH JIEKapCTBEHH peakUuH, yeeaomeTe Bamua nexap nnu papMaleBT.
Tosa BKIIOYBA BCHUKH BB3IMOKHH HEOMHCAHHU B TA3H NUCTOBKA HEXEJIAHH peakimu. Moxere cblo Aa
¢HOOLIMTE HEXENAHH PEaKIIUH AUPEKTHO pes:

HiamenuuTeMHaTa areHlHs No JIeKapcTBaTa

yi. ,,Jdaman [pyes“ No 8

1303 Codnsn

Ten.: +3592 8903417

yeOcatir; www.bda.bg

Karo crobmaeare Hexenany peakiuH, MOKeTe 1a JafieTe CBOA NPHHOC 32 NONyYaBaHe Ha [0BeYe
nHdOpMalLia OTHOCHO Ge30MnacHOCTTa Ha TOBA NIEKAPCTRO.

5. Kak na cexpanasate I'punexc Xot Canyc

JHa ce cpxpanasa mog 25°C.

Ja ce cBXpaHABa Ha MACTO, HEXOCTBITHO 32 AelA.

He uwanom3paiite ToBa NeKapcTBO CNEn CpoKa HA FOAHOCT, OTOEIA3AH BBPXY onakoBkara cien "Toaen
no:". CpoKBET Ha TOXHOCT OTrOBapA Ha MOCTIeTHUA JeH OT IOCOYuCHHA Mecell,

He waxenpnaiiTe nekapcTBara B KAHATHALUMATA HIH B KOHTEHHEPa 33 JOMALIHH OTIIaABLM.
TNMonuTafiTe Bamua papMauesT Kak 4a CbXPaHABATE JEKAPCTBATA, KOHTO BeUe He H3mon3nare. Te3n
MEPKH I1I¢ CIIOMOTHAT 34 OIa3paHe Ha OKQNHATA Cpena.

6. Chanp/KaHHe HA OTIAKOBKATA H AONBJAHATEIHA HHPOPMAaLHA
Kaxso ceanp:ka I'punexce Xor Cunyc

- AKTHBHHTE BEIUECTBA Ca: MapaueTaMmon, ncepaoedepHHOB XUAPOXIOPHL, HeKCTpoMeTopdaHoB
XHAPOOPOMHI MOHOXHAPAT, XNOp(heHaMHHOB Manear
Eano cawe ceaspxa: 650 mg napaueramon, 60 mg ncepgoedeNpHHOB XHAPOXNOPHI
MOHOXHZpaT, 20 mg AekcTpomeropdaros xuapoSpomus H 4 mg xnopdeHaAMHUHOB MANEAT

- Jpyrure chCTaBKH ca: ackopOHHOBA KHCE/IHHA, TUMOHEHA KHCEITHHA, JIHMOHOB OBKYCHTEN
(chbabpxa: THMOHEH, HUTpPas, IHHANOO0N, MUITOASKCTPHH (H3TOYHHK Ha IJII0K03a), HOBHIOH,
HATpHEB LUMTPAT AMXHAPAT, UAPSeBHYHO HHLIECTe, CTEApUHOBA KHCEIHHA, 3aXapo3a, THTAHOR
auokcHa (E171), kanuuer docdat, xuroauHoBo xbaT0 (E104).

Kak szraexna I'punexe Xor CHHYC H KAKBO CbAbPKA ONAKOBKATS
I'punekc XoT CHHYC e olTakoBaH B TAMUHHPAKH CAIlETa OT XapTHA/MONKHEeTHIeH/ any MMHHIY/ CYDIHH
(cMona-fioHoMep); B eflHa kapTOHeHA KYTHA Ce ChAObpKaT 6, 8 win 12 cawera.

IMpurexkaTen HA palpemieHNeTo 3a ynotpeba
US Pharmacia Sp. z o.0.
ul. Zigbicka 40, 50-507 Wroclaw, [Tonma

I1poussoaurenn

US Pharmacia Sp. z 0.0.
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