JIncToBKA: HHpOPMALIHA 32 NOTpedHTENR

I'punexkc Xor Cunyce 650 mg/60 mg/20 mg/4 mg npax 3a nepopaJjieH pa3Taop
Gripex Hot Sinus 650 mg/60 mg/20 mg/4 mg powder for oral solution

napayemamon | nceadoeghedpuros xuopoxnopud /
dexcmpomemopparos xuopobpomuo / Xn1ophenamuroe maieam
paracetamol / pseudoephedrine hydrochloride /
dextromethorphan hydrobromide / chlorphenamine maleate)

IMpoyeTeTe BHUMATEIHO LAJATA JHCTOBKA, NPEAN 1A 3aN04YHETE Aa H3MOA3BATE TOBA

JAeKapCcTBO, Thil KaTo TA cLABPXKA BaXHA 32 Bac HHpopMauuH.

Bunaru npreMaiite TOBa JIEKAPCTBO TOYHO KAKTO € OMUCAHO B Ta3H JTUCTOBKA WIIH KaKTO By ¢ kazan

Baiuar nexkap wiu ¢papMaliesT. |

- 3anasere TasM JIMCTOBKA. MOXe a Ce HANOXKH Aa g NMpoYeTeTe OTHOBO,

- AKO ce HyXaeTe oT NOMbIHUTENHA MHGOopMaLMa WIH ChBeT, nonuraite Bamms gapmauesr.

- AKO NONYYHTE HIKAKBH HEXEJaHHM peaklidy, yseaomere Baums nekap mnH gapmauest. Tosa
BKJIFOYBA H BCUUKH BB3MOXKHK HEXENTAHK PeaKlidy, HEeONUCaH! B Tasd JIHCTOBKA. BuxTe
TouKa 4.

- AKO clieX 3 OHH He ce YYBCTBaTe mo-molbpe WM cecrosHuero By ce BiomH, Tpabea aa
NOTHhPCHUTE JekapcKa MOMOILL.

KaxBo ¢haABLPXKA Ta3H JHCTOBKSR

Kaxeo mpencrasnsasa ['punexc Xot CHHYC H 3a KakBo ce

Kaxk ma usnonseare I'punexc Xor CHHyC
BB3MOKHH HEeXeMTaHH peakLHH

. Kak pa cpxpanssare I'punekc Xot CHHYC
: ChabpkaHHe Ha ONTAKOBKATA U JOMBJIHHTETHE HHPOpMa

L

lllllllllllllllll

1. Kakso npeacrapaasa ['punexc XoT CHHYC H 33 KAKBO ce H3M0JA3BA

MHOroKOMNOHEHTEH JIEKapCTBEH NPOAYKT ¢ aHAITCTHYHO, TEMIIEPATY POITOHIKABALLO U
NPOTHBOKAULIUYHO AEHCTBHE, KOSTO OTNYIIBA HOCHHTE NBETHUIIA H CHHYCOBUTE OTBOPH HA HOCA,
HaMa14Ba KOJJHYECTBOTO HA OTAENeHUs NHraBUYeH CeKpeT U 3a4epBABAHETO M ITOAYBAHETO Ha
HOCHaTa THraBULIA.

Iloxa3aHuA:

KpaTKoCcpo4HO JieUeHHE HAa CHMITTOMUTE HAa HACTHHKA, TPHII, TPHITONOA00HH CHCTOSHUSA HIH
BE3TNAJIEHHE HA KOJNIATePAIHHTE HOCHH CHHYCH, CUHY3HT, BKJIIOYMHTENHO NIOBHLICHA TEMIIEPATypa,
Xpema, KallIuna, rnapoboiue, Bp3naneHo rbpiao Wi O0MKH B MyCKYAHTE H CTABHUTE.

O6nekyapa CHMIITOMMTE Ha NPOCTYIA, IPHUN ¥ CHHY3HT.
KoMOHHHpaH NMPOAYKT C KOMILIEKCHO OeiCTBHE.

2. Kaxso Tps6Ba aa 3HaeTe, npeau na unouassate Ipunexc Xor CHuyc

He n3noua3ssaiite I'punexkc Xot CHHyc

- aKo CTE ATEPrMYHH KbM HAKOE OT aKTHBHUTE BELIECTBA UMK KbM HAKOA OT OCTaHAIUTE
CBHCTABKH Ha TOBa NekapcTho (M30poeHH B Touka 6);

- aKo UMare TeXxKa 4epHOApoOHa HEAOCTATHYHOCT;

- aKo uMarTe aHeMHs (MoHMxeH Opoit Ha YEpBEHHTE KPLBHH KNETKH),

:MJ'ITMHHTEHM AI'EHU,M N0 NEXAPCTBATA
. Kaxso Tpa6Ba na 3HaeTe, npeau Aa usnonssate Npuneke KEERIND




aKo [MpHEMAaTE EAHOBPEMEHHO IPYTH JIEKApCTBa, ChABPXKALLM apaleTaMo), AeKCTpoMeTopdas,
nceBfoedeApHH WIK XaopdeHaMuH (BikTe Touka "dpyru nexkapersa U [punexc Xot Cunyc");
aKO NPUEMaTe eIHOBPEMEHHO HRXHOHTOPH Ha NPOTEHHH (€H3HMH), HapeueHH
MOHOAMHHOOKCHIA3HH HHXHOUTOPH (MAO-nHxuburopu) kato deHensnH, n3okapOoKcasua,
CeJIeTUIIHH, MoKTobeMun. He npuematite ToBa 1€KapeTBO B MPOABIDKEHHE HA IBE CEIMHULM
Chel CUpaHe Ha NpHeMa Ha MOHOAMHHOOKCUAA3HU HHXHOHUTODY;

NpH AclA Ha BB3pacT nod 12 roaunu, 6¢3 oa e npenopryaHo OT neKap;

[10 BpeMe Ha OpeMeHHOCT U B MepHOa Ha KbpPMEHE;

aKo HMare MPOAYKTHBHA/BIIAKHA KAlTHLA WIH FOJIAMO KOJIMYECTBO CEKPETH;

aKo MaTe OpOHXHanHa acTMa H KallIvLa, CBBhp3aHa ¢ GpOHXHaHA acTMa;

aK0 KMaTe MHOTO BHCOKO KPBBHO HANATAHE (TEXKKA XHUTIEPTOHMA) WA XHIIEPTOHHS, KOATO HE Ce
KOHTponupa ot Balllero neuenue;

aKO MMATe TEKKO OCTPO (BHE3ANHO) WIH XPOHUYHO (NPoabIKHTENHO) OB6peuno 3abongpane
iy 00peyHa HeloCTaTBYHOCT,

aKO MMATe TeKKa HCXEMHUYHA Honect Ha crpueTo;

aKoO HMaTe KHCTO3HA PuOpo3a (BpoaeHo reHeTHHHO 3a60NABaHE, KOETO CE NPOABABA HANPUMED
ChC CKNOHHOCT KbM OPOHXHT M IMTHEBMOHHSA).

[IpeaynpexaeHun u Npeana3sHl MepKH

Toma nexapcTso MoXe 1a JOBEE 0 3aBUCHMOCT. 3aTOBa JICYEHHETO TpAOBa 1A € ¢ MaJKa
NPOABIKHTETHOCT.

I'osopere ¢ Bawuma nexap win ¢apmauest, npeau na usnonssare 'punekc Xor CuHyc:

aKQ CTpazare 0T TeXKa YepHOApoOHa WK OB0pedHa HeA0CTaTHYHOCT,

aKo CTe B CTap4ecKa Bb3pacT, MOpajH MMO-BHCOKHA PUCK OT HEWENIAaHH PEakLIMH OT CTpaHa Ha
HEpPBHATA CHCTEMa,

aKo ¢Te ¢ OTCa0eHH CHITH WIH HENOABWXHH OT ALICO BPEME;

aK0 MMaTe 3aTPyOHEHO AHLIAHE;

aKo HMarte eM(Qu3eM, acTMa, XPOHHYEH OPOHXUT, XUMEPILIA3MA Ha MPOCTAaTara,
XHIIEPTHPEOURUIBM, RHAOET, MIOBHILIEHO KPBBHO HalAraHe, ChpAeYHO 3a0NABaKe, apTepuaiHa
bonect, 3aKpHTOBIBHA MaykoMa, GeoxpoMounToM (HanGnOpeueH TyMop, NpoABABAaLI Ce C
MOBHIIEHO KPBBHO HAJATAHE);

aKO NpHeMaTe JIEKapCTBa, KaTo HAKOH aHTHACNPECARTH WIM aHTHIICMXOTHLH, ['punekc Xot
CHHyc MOXe na B3auMoacHcTBa ¢ Te3H JIEKApCTBa H MOXE Aa M3NMTATe IPOMEHH B
NCHXUYECKOTO CHCTOAHKE (HaNp. BE30YJa, XaTOUMHALHK, KOMa), H APYTH eEKTH, KaTo
TenecHa TeMmeparypa Haa 38°C, yckopeHa chpaevHa AeiHOCT, HecTabIHO KPBBHO HANAraHe
YCHJIBaHE Ha pe(ieKCuTe, MyCKYJIHa PUTHIHOCT, JIMIICA HA KOOPANHALIMA W/ MY CTOMAILHO-
YpeBHU CUMIITOMM (Harp. raacHe, MOBpbLIAHE, JHADHA).

I1o Bpeme Ha neuenue ¢ I'punexc Xor CuHyc, yBeaoMere He3abasHo Bawumsa nexap, ako:
UMaTe TEXKH 3a00MABaHHA, BIUTIOUHTENHO TeXko 6B6peuHo yBpexaaHe WiK cencuc (KoraTo
bakTepuuTe ¥ TOKCHHUTE MM LIMPKY/HPAT B KPBBTA, KOETO BOAH 10 YBPEKAaHE HA OpPraHuTe),
HIIH aKO CTpaaare OT HEAOXpaHBaHe, XPOHHYECH ANKOXOAH3bM WIH aKO MPHEMATE
¢ayknokcauunyH (aHTHOHOTHK); CroblLaBa ce 33 CEpHO3HO ChCTORHHE, HAPEYEHO
MeTaboNnTHa anKao3a (HapyLleH e Ha KPbBTa W TENECHUTE TEYHOCTH), IPH MALMEHTH B
CIy4auTe, KOraTo napaueTamMol ce [pueMa B MOCTOAHHM JO3H 32 NPOIBIKUTENEH IEPHON OT
BPEME MITH KOraro napalieramolt ce IpMeMa 3aeaHO ¢ Gnykioxcauwiud, CUMIITOMUTE Ha
MeTaboNUTHa alKA03a MOraT Aa BKIIOYBAT: CEPHO3HU 3aTPyTHEHUS NPH AHLIAHE C IbIO0KO
YYeCTEeHO JHIlaHe, CHbHIMBOCT, rajicHe ¥ NMOBpPbILAHE.

AKo npy Bac ce nosBAT HEPBHOCT, 3aMafHOCT H GE3CHHHUE, CIIPETE NpPHEMa Ha IEKaPCTBOTO M Ce

CBBIKETE C JIEKap.
He n3non3saire ro-BHCOKH OT MPENOPBYHTENHUTE L03H.
IloTbpcere CuBET OT NIeKap, ak0 CHMITTOMHTE NPOALIKABAT NOBEYE OT 3 IHE
KoHcyMaumsaTa Ha akoxosn € 3abpaHeHa, A0KaTO NpHeMaTe JeKapCTBOTO,
PUCK OT YepHOAPOOHO YBpEXAaHe.




o Ha He ce U3NoN3Ba eAHOBPEMEHHO C APYyrH JeKapeTea, notuckamy LIHC (Hanp. nekapcrea Cbe
CBHOTBOPHO MJIM CENATUBHO AEHCTBIE).

. [Nopanu crobiteny cyyan Ha 3noynorpeba ¢ aexcTpoMeTopdaH, mpenopbysa ce 1a ce
BHUMAaBa M3KJIIOYUTETHO MHOI'O K ynoTpeba Ha ['puriexc Xot CuHYC OT Maaau xopa, KakTo
MaUHEHTH, KOUTO 3JI0YNOTPeOABAT C IEKAPCTBA W NICUXOAKTUBHHU BEIL©CTBA.

° IIpenoptruBa ce a2 ce BHUMABa NIpY NAaLMEHTH ChC 3a0aBeH MeTaboMM3IBM, MERHNPAH OT EHIAMA
CYP2D6, unu u3anonspain BeniecTsa, KOHTO HHXUGHpaT akTHBHOCTTA Ha exnzuMa CYP2D6
(136poenn B Touka ,,JIpyru nekapersa u M'punexc Xot Cunyc®).

. Monsi, koHCyTHpaliTe ce ¢ Bawns nexap, Npeau Aa H3NoN3BaTe JeKapCTha, HHXHOUpanu
emsuMa CYP2D6. Ako ce Hanara 1a mpHeMare JIEKapcTea, nHxubupauy ensrma CYP2DS6,
CAHOBPEMEHHO € IeKCTpoMeTopdaH, Tpabsa Aa 6baeTe 1oA HEMOCPEACTBEHO HAOMOIEHHE OT
nexap. Moxe a ce HaoXH a ce HaManK J03aTa Ha JEKCTPOMETOpdaH.

° [NarmeHTH C 1oL MeTaGONH3BM Ha TO3H €H3MM, KaKTO M NALIMEHTH, KOUTO YNoTpeGsnar
eqHOBpeMeHHO CYP2ZD6 MHXNOGHUTOPH, MOXeE Ia OYyBCTBAT [O-CHIIHH W/HITH PO ABIDKUTEHH
eeKTH OT AedcTBUeTO Ha AekcTpoMeTopdan. TTpu eaHOBpeMeHHa yoTpe6a Ha IEKapCTBa Che
CWITHO HHXHOHpawo aeiicTere BbpXy eHzumMa CYP2D6 ce MoBHIIaBa PUCKET OT OTpaBAHE ¢
REKCTPOMETOp(daH, KOETo ce NpospsaBa ¢ Bb30yna, A1e30pHeHTALMSA, TPEMOD, CHHIHBOCT, Inapus
W MOTHCKaHE Ha AHIIaHeTO. ToBa MOXe a oBene IO pa3BHTHE Ha JKHBOTO3acTpallaBalLl
CEPOTOHUHOB CHHAPOM (ChpLebHeHe, Ae30pHEeHTALIHA, PEKOMEPHO U3MOTABAHE,
XATIOUHHALMH, HEBOJIHH MYCKYJIHH ABHXKEHHA, TPBIKH 1O TANOTO, TpeMop). Ilpu nossa Ha
Taknba CHMNTOMH, cien npueM I'punekc Xot CuHyc, ieveHHeTo TpaOBa /1a ¢e CNpe U 1a ce
NOTBPCH ChBET OT JEKap.

¢ AKO MMaTe MOBULICHA TEMIEPATYPa ¢ FEHEPATH3NPAH KOXKEH €PUTEM H MyCTYI03eH (THOEH)
06pus, I'punekc Xor CuHyc Tpa6Ba Ia ce crpe U He3abaBHO U a e NOTHPCH JIEKapcKa MOMOLL,
BuxTe TOUKa 4.

. Moske fia Bb3HMKHAT BHE3alHa KopeMHa GOJIKa WIH PeKTanHO KbpPBEHE npH ynorpeba Ha
Ipunexc Xot Cunyc, nopany pr3naneHue Ha ae6enoTo YepBo (MCXeMUYEH KOIHT). AKO
Pa3BHETE TE3H CTOMALIHO-YPEBHH CUMIITOMH, CripeTe npueMa Ha I'punekc XoT Cuxyc H ce
CBBpIKeTe ¢ Bamus nekap, Wiy norbpcere He3abaBHO MEOUUMHCKA MOMOIL BrokTe TouKa 4.

o Moxe na ce nosyud HaMaJieHHe Ha KPLBHHS NTOTOK KbM Ballus onTHueH HepB npH 'punekc
Xor CHHyc. AKO NMONMyYHTe BHE3amnHa 3ary6a Ha 3peHue, CIpeTe MpUeMa Ha ['punekc Xort
CuHyc u ce cBBpxeTe ¢ Bamus nekap wid HezabaBHO MoThpceTe MEAHLMHCKA NOMOL,. BibkTe
TOUKa 4.

. Crobinenn ca cyuan Ha CHHAPOM Ha 3axHa ofpaTuma eHuedaronarua (PRES) u CHHJPOM Ha
obpaTtiMa LepebpanHa BasokoHCTpHKUMA (RCVS) cren ynorpebara Ha Jiexapcrsa, CBIbPKALIH
nceBaoedeapuH. ToRa ca pelKH CHCTOAHUA, IPH KOUTO MOXE 1a MMa HAMAIEHO
KpbBOCHaOsABaHe Ha MO3BKa. HezabaBHo cripete aa usnonssare I'punekc Xor CuHyc u
He3a0aBHO NOTBHPCeTE NEeKapcKa MOMOLL, AKO pa3BHETE CHMITTOMH, KOHTO MOXE 1a ca IIPH3HALN
Ha TE3M CHHAPOMH (BIDKTE TOUKA 4 ,,BE3MOKHU HEXENaHH PEeakLMu®).

Apyrn aexapcrsa H I'punexc Xor Cunyc
Hudopmupalite Bams nexap Wi GapMauesT, ako H3NON3BaTe, HACKOPO CTe W3TION3BAIH HWIH €
BE3MOXXHO J1a H3I0JI3BAaTe APYTH JIEKapCTBa.

I'puniekc Xot CuHyc He TpaGBa Ja ce M3MOM3Ba C APYIH JIEKAPCTBA, ChAbPKALIM napaneramMoll,
NceBRoeeAPHH WIH APYTH CHMITATHKOMHMETHLIM (KATO IEKapCTBa, HAMATABALLIH 3ayepBABAaHETO Ha
HOCHaTa JIMTaBHLA, AMETHTONIOHKABALIY CPEACTBa WIH NOAOOHH Ha aM(peTaMHHa
NCHXOCTHMYJIAHTH), AEKCTpOMETOpdaH H/HITH XNOp(heHaAMHH WIH APYTH aHTHX HCTAMMHH
(TPOTHBOANEPrUYHH JIEKAPCTBA).

JlexapcTBa, KOHTO YCKOPABAT H3NPa3BaHETO HA CTOMAXa, HAMD. METOKJIOTIPAMHKA U AOMIEPHIOH,
yCKOpABAT abCOpPOLMATA HA NTApALICTAMOI, JOKATO JIEKAPCTBA, KOHUTO 3a0aBAT U3NPa3BAHETO HA
CTOMaxa, Halnp. XONeCTHpaMiH H BCHYKH XOJIMHOJHTHLM, MOTaT 1a 3a6aBar abcopOuusmys
napaneTaMosT H HEroBOTo AeHcTBHE. HapkoTruiHUTE aHANreTHIM (MeHTA30LMH, TETH) /

CbILO 3a0aBAT abcopOLuaTa HA MapaleTaMon B KPBBTA.
CanduunaMu] yabikasa JeHCTBHETO HA MApaLETaMOl.
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CLHOTBOPHHTE H CEIATUBHHUTE CPEICTBA 3aCU/IBAT AaHAITETHYHOTO nelicTeHe,

Ynorpebata Ha JekapcTBa KaTo IponpaHono (pH cepae4vHo 3abossaBsaHe), HU3aTUIHH (MPH A3BEHO
3abonaBane), 3UAOBYAUH (TPOTHBOBHUPYCHO JIEKAPCTBO) M NpoOeHUIKA (IpH noJarpa) Moxe na
[IOBHINHK BpeAHUTE €(eKTH Ha napaleTaMoll, KaTO yBe/INyaBa KOHLICHTPALMATA My B KPbBTa.
Canbyramon, OpUIOKEH NEPOPATHO, MOKE Ja HaMald CKOpoCcTTa Ha abcopOuma Ha rapaueTaMo.
[TapaueraMon MOXE 1A 3aCHIH AefCTBHETO HA JICKAPCTEA, H3NMO0N3BaHu NpH AHaleT U
aHTHUKOAryNnaHTH, HaripuMmep Bap¢apus (KyMapHH), M fa 3aCWIH AeHCTBHETO HA KOPEHHA BBPXY
HEpBHATa CHUCTEMA,

[Tapaneramos MOXeE 1a YBEJIMYY BpeaAHUTE ePekTH Ha XutopaM{peHHKOII.

ConsTcTBalaTa yrniorpeba Ha napaueTaMon ¢ pudaMIIMiliH, AHTHETHWIENTHYHH JIEKapCTRa,
OapOUTYpaTH U APYrH JIEKAPCTBA, MOBNHABAILM MeTabonniMa B uepHMA Apod, MOBHIIABAT PHCKA OT
YepHOAPOOHO YBpeKaaHe.

[Tapaueramon, npuwioskeH ¢ MAO-HHXUOUTOPY, MOXKE 1A IPHUMHM NTOBHIIABAHE HA KPBBHOTO
HaJIAraHe, CbpAcYHa apuTMiA, Bb30y 12 U MOBHILIEHA TEMTIepaTypa.

TponuceTpoH WK rPaHU3ETPOH (NEKAPCTBA, KOUTO CE U3NON3BAT 34 JIeUeHHE Ha NOBPBIIAHE Wil
rageHe Mo BpeMe Ha XeMOTEeparnug) MoraT U3uaso aa Soxnpar 001K0yCnokogBauloTo geiicteie Ha
napaueramorn.

Mons uHdopMupaiiTe Bamma nekap unu dapMauenT, ako npruemMare GayKIoKCaUIHH (aHTHOHOTHK),
THH KaTO CBHIIECTBYBA CEPUO3EH PHCK OT OTKIOHCHUSA B KPBHBHUTE MOKA3aTENN H ATKATHO-
KHCENMHHOTO PaBHOBECHE (HapeyeHH MeTaboNUTHA ala03a), KOETO H3HCKBA CIIEMIHO JIeyeHHe (BiK.
TOYKa 2).

[Icesnoedenpun nopuiuasa edexra Ha APYTH CHMNIATUKOMUMETUYHH /IeKapcTBa (pasliHpABaHe Ha
Oponxute), HO MOXe Ia orcnabu edekra Ha METWIAONA, TBAHETHAHH H pPe3epIIHH.
TpuIHKNHYHHTE aHTUAECTIPECAHTH 3aCHIIBAT AeHCTBHETO HA ncepaoedenpud, CrIbpTCTRALLATA
ynoTpeba Ha HHXANAaTOPHH aHECTETHUH M licenoedeprH MoXe 12 MPHYHHU ChPACYHA apHTMHA.
[Tponpanonon ¥ MAQ-HHXHOHTOPH Morar Aa NoBHULIAT AeHCTBHETO HA CHMITATUKOMHMETHYHHTE
NeKapCTBa, BKIIOYUTENHO NCEBROCPEAPHH, U Aa MPUIUHAT XUNEPTOHUUHU KPHU3H (BHE3AMHO
TIOBHILIABaHEe Ha KPBBHOTO HaiArane). CeirbTeTBaIlAaTa YnoTpeba Ha rneepgoederpHH U
MAQ-HHXHOHTOPH € NPOTHBONIOKA3aHA U BPEMEeTO MeX Iy crMpanero Ha MAO-HHXHGHTOpHTE H
NPUIOKECHUETO Ha TIceBaoedeapyuH TpAOBA 1a € Hali-Maiko 14 gHH.

AyMHHHEB XHIPOKCUA (U3MON3BaH, HANpPUMeEp, 32 KUCEITHHH) YBennHuaBa aGcopbuugara Ha
ncesgoeeaput, NOKaTo KaoJIUHBT HaManaea abcopbumara Ha ncesaodeapHH.

Hecrpomeropdan Moxe aa yeenuun edekrure Ha MAQ-uHXUGHTOpHTE, CPEACTBATA, TOTHCKAIIH
HEPBHATA CHCTEMA, ATKOX0/1a H AHTHAUAPHYHUTE CPEACTBA.

JlexkapcTBaTa, KOMTO HHXUOUpaT AeicTBreTo HA eH3uMa CYP2D6, kato QuyoKceTHH, NapoKCETHH,
XMHUOUH, TepbunaduH, aMmuoaapoH, gnekauHul, nponadgeHoH, cepTpalniH, OYNpPOIHOH, METANOH,
LUUHAKaNIUeT, Xanonepuaon, nepeHasny 4 THOPUAA3UH MOraT Ja NTOBHIIAT KOHHEHTPAlUATA HA

JekcTpoMeTopdaH B KpbBTA.
HexcrpoMeropdaH, NPUWICKESH 3aeAHO C IMAOKAHH WIH HECTEPOMAHH AHAITSTHLIY, MOXKE 1A NOBHILH

TEXHHA €EKT.

XnopdeHaMuH MOXxe Ja NOBNIUH edekTuTe Ha MAO-uHXHOUTOpUTE, CBHOTBOPHUTE H
AaHKCHOMUTHYHHTE (32 HAMAINABAHE HAa TPEBOKHOCT) JICKAPCTBEHN NPOAYKTH OT OeH30AHa3enHoBaTa
rpyna, aHTUAenpecaHTHTE M APYTH NeKapcTBa, ASHCTBALIY BhPXY HEPBHATA CHCTEMA, |
aHTHMaJlapHHHHUTE NeKapcTBa (Hamnp. XJIOPOXHUH) H alKoXosa.

I'punexc Xor CHHYC ¢ XpaHa, HAITHTKH H 8JK0X0J
XpaHara MOxe aa 3abapy abcopbuysaTa Ha mapaueTamo.
Hexctpomeropdan u xnopdeHaMHuH MOraT Ja oBHIuaT edexra ot npueMa Ha aiKOXol.

BpeMeHHOCT, KbpMeHe H DepTHIAMTET
AKo cre OpeMEHHA UK KBPMHTE, CMATATE, e MOXKE CTe OpeMeHHa WK IUIaHHpare Ope
rnocwserBalite ce ¢ Baluus nekap unu ¢apMaleBT npeay ynorpebara Ha ToBa nekap
['punexc Xor CHHYC € TPOTHBOIOKA3aH 10 BpeMe Ha OPEMEHHOCT M B NEPHOAA HA




1llo¢upasne u pabora ¢ MalUHHH
I'punekc Xor CuHyc MoXe J1a IOBAMsE B 3HAYMTENHA CTeNeH cnocoGHOCTTa 3a IodHpaHe H paboTa ¢

MAIIUHM.
He wodupaitte unu He pabotere ¢ MaLIMHK, NOKATO PHUEMATE TOBa JEKAPCTBO, T KaTo ['punexc
Xot CHHYC MOXE Aa nonpedy Ha 6e30nacHOTO M3BBPILBAHE HA Te3W ACHHOCTH.

I'punexc Xot CHnyc cbabpika 15 g 3axapo3a H raoko3a (KOMNOHEHT HA MAJTOAEKCTPHH OT
JHMOHOB OBKYCHT@JI) Ha caille,

Tosa TpaOBa na ce uMa npeaABU I NPH NALKMEHTH ChC 3aXapeH auaber.

Ako Bamuar nexap Bu e kasan, ye yMare HEMOHOCHMOCT KbM HAKOH 3aXapH, CBhPIKETE CE C HETO,
Npeau Aa NPHEMETE TO3H JICKaPCTBEH MPOXYKT.

ToBa ekapCcTBO ChABPXKA NO-MaKo 0T | mmol Hatpuii (<23 mg) Ha caile, T.€. MOXKE 14 CE KAKE, 4e
MTPAKTHYECCKH HE ChABbPXKA HATPHI.

3. Kak aa wanoassate I'punexc Xor Cunyc

BuHary npueManTe TOBa ACKaPCTBO TOUHO KAKTO € OMMCAHO B Ta3H JHCTOBKA MK KakTo B e kazan
Bawst niekap win ¢papmauesT. AKO HE CT€ CHIYPHH B Hello, nonuTaite Bamus nexap unu
¢dapmMaLeBT.

I'punexc Xor CuHyc e TeKapCcTBO 32 MEPOPANIHO NPHIOKEHHE.

PasTeopeTe CHABPXAHUETO HA CALLETO B Yalla ¢ TOMUIA BOAA U U3NUITE TOTLIATA TEYHOCT HA MATKH
FMBTKH.

[TpenopyunwrenHa no3a:

BB3pacTHH M I0HOWM Hax 12 roauHy -1 catre; pH HYXA2 503aTa MOXe 12 Ce TIOBTaps, HO He M0
YECTO OT BCeKH 4-6 yaca. JIHeBHaTa f03a He TpabBa na HaaBMmaea 4 cawera. He usnonssaiite
JIEKapCTBCHHA TIPOAYKT MO-ABJIT0 OT 3 IHH, 0€3 Ja ¢ KOHCYJITHPATE C JieKap.

Ynorpeba npu aena H IOHOIIY
He usnon3saifre TOBA NIeKapCTBO MPH AeNa U IOHOWH 1o 12-roamiuHa Bb3pact.

AKO CTe H3MI0JA3BATH NoBeYe 0T HeobxoaumaTa a03a Ipanexc Xor Cunye

Ako npremMere nosede ['purnekc Xot CHHYC OTKOAKOTO TPAOBa, MOXE Ja M3ITHTATE CEqHHTE
CHMNITOMH: rai€Heé ¥ NOBpPBIIAHEe, HEBOJIHH MYCKYJIHH CBKpAlUEHHU, BB30Yy A2, 00BPKBaHe, CHbHIKBOCT,
HapyIIeHHA B Cb3HAHMETO, HEBOMHH U OBp3u ABHIKEHHA HA OUHTE, ChPAECYHH HapylleHHa (YCKOpeHa
ChpHeYHA AeliHOCT), HapYLICHHs Ha KOOPAMHALMATA, IICHX032 C BU3YAITHH XATIOLMHALMY U

CBPBXBB30OYIUMOCT.
Jpyrd CHMITTOMH B ClIy4ait Ha TexKO npegosupaHe Moxe Ja 6bIaT: KOMa, CePHO3HH MPObJIEMH ¢

AUUIAHCTO H I'bPYOBE.
Cerpxere ce ¢ Baiuus nekap wid ¢ G0NHHIATA BeAHara, akO U3NUTATE HAKOH OT FOPHHUTE CHMITTOMH.

Axo cte 3a6paBuau aa npuemere I'punexc Xor Cunyc
He B3emaiiTe ABofiHa 1033, 32 Na KOMMEHCHPATEe NPONYCHATATA 1034,

AKO cTe cipenH npHema Ha ['punexc Xot Cuuyc
AKO HMaTe HAKAKBH JOMBJIHHTENHH BBIIPOCH, CBBP3aHH ¢ ynoTpebaTa Ha TOBA JIEKApCTBO, MONMUTANATE
Bawusa nexap wiu ¢papmalienT.

4. BBb3MOXKHH HEXKeJIaHH PeaKiiun

KakTo BCHUKH JIeKapCTBO TOBA JIEKAPCTBO MOXE A3 NPEAN3BHKA HEXENAaHH peaKLH
BCCKH TH NOJIy4asa.




Crnpere He3abaBHO ynoTtpebara Ha I'pinekc Xot CHHYC M MOTBPCETE CMEMHO MEAULIKHCKA TOMOL,
aK0 pa3BHETe CHMITTOMHM, KOMTO MOXKeE Ja Cca IIPH3HALM Ha CHHAPOM Ha 3afiHa ofparuma
eHLedanonaTHa WK CHHAPOM Ha ofpaTiMa UepeOpanHa Ba30KOHCTPHKLUMA. Te BKIIOYBAT;

¢ TEXKO rIaBo0OHe ¢ BHE3ANHO HAYAI0

® rajacHe

¢ MOBPBUIAHE
¢ o0BpKaHOCT
® TI'bpY0OBE

&

[IPOMEHH B 3pEHHETO

AKTHBHHTE BELIECTBa, KOKUTO c¢ ChabpXat B I'punexc Xor CuHyc, MOXe 1a TPUYMHAT CACAHNTE
HEeXEeNaH! peakUnn:

Penxu (3acarar ot | go 10 na 10 000 nauuenTH):

CBHHITHBOCT, 3aMasHOCT, €yQOpHS, MTPEKaNIeHO CNOKOWCTBUE, YYBCTBO HA MMPAa3HOTA B rNaBaTa,
6e3110KOHCTBO, HEPBHOCT, Pa3Apa3sHUTENHOCT, HAPYLIEHHA HA HACTPOEHHETO, NICHXOMOTOPHA
CTUMYJaLMA, TaIcHe, TTIOBpBINAHE, HONKH B KOpeMa, 3alleK, allepriuHy peakLny.

Msoro peaku (3acarar no-Manko ot 1 na 10 000 naunenT):
arpaHyoluTO3a (HENOCTATHYHO ONIH KPBBHH KIETKH), TPOMOOLMTONEHMA (HEAOCTATHHHO
TPOMOOLIMTH) HEYTPONEeHN (HeJ0CTauHO 6esH KPBBHH KIETKH).

C Hen3BeCTHa 4eCTOTa (0T HANMYHUTE JaHHK He MOXe [a Oblie HanpaBeHa OLICHKA).

Cepuo3HH CHCTOSHHA, 3aCArAIM KPbBOHOCHHTE ChIOBE B MO3bKa, H3BECTHH KaTO CHHPOM Ha 3a1Ha
obpatMa eHuedanonatus (PRES) n obpatama nepebpanta BasokoHcTpukuus (RCVS).

Moxe 1a BE3HMKHAT BHE3aNHO NOBHILIABAHE HA TEMIIEPAaTYPaTa, 3a4EPBIBaHE Ha KOXKATA HITH
MHOJKECTBO MAIKH ITYCTYNH (FHOHHH MeXypuera) (BB3MOXHO € TOBA Ia ca CHMIITOMH Ha OCTpa
reHepanu3MpaHa eksemarosHa nmycrynosa - OI'EIl) npes nepeute 2 181 o1 ynotpedara Ha ['punekc
Xot CuHyc. Buxre Touka 2.

AKO Ce NoABAT TakKUBa CHMNITOMH, I'purniekc Xot CrHyc TpaGBa Aa ce cripe W BeJHAra Aa ce noTEPCH
jleKapcKa MmoMolrl.

HaManeH KpbBEH NOTOK KbM ONTHYHHA HEPB (HCXEMHYHA ONTHYHA HEBPONATH ).

Br3nanenne Ha AebenoTo YepBo nopagu HEAOCTATHYHO KpbBOCHabAgBaHEe (MCXEMHUYEH KOJIUT).
Cepuo3HO CHCTOSIHUE, NIPH KOETO MOKE 12 UM HATPYIIBAHE HAa KUCENHMHA B KPLBTA (HAPEHEHO
MeTabOoNHTHA alluA03a) NPH NALKMEHTH ¢ TOKKO 3a00/1ABaHe, KOUTO HU3MON3BAT MAPaLETaAMON (BHKTE
TOYKA 2).

OcseH ToBa I'punekc Xot CuHyc MOXe 0a NPUYHHH:

- ChpOevHa apUTMHUS,

- XUIIOIHES,;

- o6puB, cepbex;

- [IPOMEHH B KPbBHOTO HANATAHE;

- YSPHOLPOOHH CHMITTOMH ¢ pa3jIH4Ha TEXKECT, OT KIIHHHYHO He3HAYHMH MOBHIUABAHKSA Ha
4epHOAPOOHHUTE EH3HMH 10 YepHOAPOOHO yBpexaaHe. HexenaHuaT eQekT BepXy YepHusa Apod
€ I10-TONIAM B CITyuai Ha HEAOXPAHBAHE, AJIKOXOJMU3BM H HATHYUE Ha ApYrM 3a601s1BaHuA, KaKTO
M CBI'BTCTBAING YNOTpeda HA HAKOH JIeKapCTBa.

HsAxoH CHMITTOMM (HanpuMep raneHe, NOBPbINAHE, CHHIMBOCT, 3aMAagHOCT, XHIIOMHES) MOXe 1a ¢a Mo-
YECTH M [O-TEXKKH NPH HEMOABHXHH MALHEHTH,

Crobuasane Ha HeXKeIAHU PeaKUHH
AKO NOJTYYHTE HAKAKBH HeXeNlaH! JISKApCTBeHH peakuyH, yBeaoMeTe Bamus nexap
Tosa BK/I04B2 BCHYKH Bb3MOMHH HEONIHCAHM B Ta34 JIACTOBKA HEXENAHH PEaKLIMH.
CHODIIUTE HEXENAHH pPeaKLUH IHPEKTHO Ypes:
M3menHMTENHATA areHiHA 110 JIEKapCTBaTa

yi. ,.JlaMsaH I'pyes Ne §
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Karo crobuiaBare He)XelNaHu peakuuu, MOXKeTe 1a AafaeTe CBOS NMPUHOC 3a NoJIyYaBaHe Ha NoBeYe
HH(popMaLKs OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKApCTBO.

S.  Kak na cexpansiBate I'punexc Xor CuHyc

Ha ce cbxpansaBa noa 25°C.

Jla ce cbXpaHsBa Ha MACTO, HEAOCTBLITHO 3a JIela.

He u3nonsgaiite TOBa JIEKAPCTBO Clie CpOKa Ha rOJHOCT, 0TOEA3aH BbPXY onakoBkara cien "["ozieH
10:". CpoKbT Ha rOAHOCT OTrOBaps HA MOCEAHHUS JAE€H OT MOCOYEHUS Mecell.

He u3xBbpisiiiTe JiekapcTBaTa B KaHA/IM3aLUMATA WIK B KOHTEHHEpa 3a JOMaIlHHU OTTAaAbLIH.
[Tonuraiite Bamus gapMaLeBT Kak n1a CbXpaHsABaTe JIeKapcTBaTa, KOUTO Beye He u3rnoj3sare. Te3u
MEPKH L€ CITIOMOrHAT 3a Oa3BaHe Ha OKOJIHATa Cpeaa.

6. ChabpKaHHe HA ONAKOBKATA H AONMbJHHTENHA HHPOpMALIHS
KakBo cbabpxa I'punexc Xor CHHyC

-  AKTHUBHHUTE BELLECTBA Ca: mapaueramol1, ncepaoedeApuHOB XUAPOXJIOPHA, AEKCTPOMETOP(DAHOB
XUApOOpOMHA MOHOXHMAPAT, XJIopheHaAMUHOB MaJieaT
Enxo cawe cpappxa: 650 mg napaueramon, 60 mg ncesaoedeApUHOB XHAPOXJIOPHUL
MoHoxuapar, 20 mg nexkcrpomeropdanoB xuapodpomua U 4 mg xaoppeHaMHHOB MaJsiear

- JIpyrure CbCTaBKH ca: aCKOPOMHOBA KMCEIUHA, IMMOHEHA KHCEIMHA, TUMOHOB OBKYCHTE
(chaObpka: TMMOHEH, LUTPpal, JIMHAIO0O0], MAJITOAEKCTPUH (M3TOYHHK Ha IIF0K034a), TOBUIOH,
HaTPHEB LIMTpAT AMXHUAPAT, LAPEBUYHO HUIIECTE, CTeApUHOBA KMCENIMHA, 3aXap03a, THTAHOB
auokceun (E171), kanuues dpocdar, xuHomHOBO kBJTO (E104).

Kak u3raexaa I'punexce Xor CHHYC H KaKBO CbAbpP7Ka ONMAKOBKAaTA
['punekc Xor CHHYC € OnakoBaH B JaMMHHPAHHU callleTa OT XapTH/TIOTHETHIICH/ aTyMHUHHH/CYpJIvH
(cMona-iioHoMep); B enHa kapToOHEHa KyTHs ce cbabpkar 6, 8 unu 12 camera.

[IpurexaTen HA pa3spelleHHETO 3a ynorpeoda
US Pharmacia Sp. z 0.0.
ul. Ziebicka 40, 50-507 Wroclaw, [Tonna

[IponzsoauTeu
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