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LAt Mo e

1. HME HA JJEKAPCTBEHHA IPOAYKT

I'punexc Xot ChHyc npax 3a nepopasieH pasTeop
Gripex Hot Sinus powder for oral solution

2. KAUYECTBEH A KOJIMYECTBEH ChCTAB

Enno cawe chappka: 650 mg napauetamon (Paracetamol), 60 mg ncesnoedeApHHOB XHAPOXIOPH
(Pseudoephedrine hydrochloride), 20 mg nexcrpoMeroppanos xuapoSpomun (Dextromethorphan
hydrabromide) u 4 mg xnopdenamunos manear (Chlorphenamine maleate).

TIoMOIIHO BeIecTRO ¢ HIBECTHO ASHCTBHE
Crabpxa 15 g 3axaposa Ha B 1 came.

3a MRJIHKA CNHCHK HA NIOMOINHKTE BEMIECTEA BIMCTE TOUKA 6.1,

3. JMEKAPCTBEHA ©®OPMA

ITpax 3a nepopaneH pa3TBop
HKenT ¢un npax

4. KJHHW'IHHA JAHHHA
4.1 TepaneBTAYHH NOKAIAHUR

Kpatxocpouno neuenne Ha CHMITOMMTE Ha HACTHHKA, TPHIL, FPHNONOAOGHM CLCTOSHHA Ay
BE3NATCHHE Ha KONATEPATTHATES HA3aIHH CHHYCH, CHHY3HT, BKIIOUHTEIHO NIOBHIIICHA TEMIepaTypa,
Xpema, KaluTala, TasoboiHe, Bh3NATEH0 BP0 HITH GOIKH B MYCKYJTHTE M CTABUTE.

O6nexyaBa CHMITTOMHTE Ha IIPOCTYAA H [Pl

KoMGHHHpaH MPOAYKT C KOMILIEKCHO AeHCTBHe.

4.2 Jlo3ApOBKA H HAYHH HA OPHNOKEARE

EOSHEQBR&

PasTeopeTe CBABPKARMETO Ha CAIETO B YaWa ¢ TOMUIA BOKA H M3MHIATE TOMIATA TEMHOCT HA MATKH
TITBTKH,

BrapacTau 1 fena Han 12 roaunu: | calne, OPH HYKAA A038Ta MOXKE Jia Ce NOBTAPSA, HO HE NO-YECTO
ot Beexu 4-6 yaca. JIneBraTa No3a He TpaGBa Aa HagsHIuaBa 4 caweTa. [ToThpceTe CHBET OT NeKap,
AKO CHMITTOMUTE POTBIDKABAT [OBEYE OT 3 MHH.

Heduampuuna nonynayus
I'punexe Xor CuHyc He ce ipenopsuBa 3a ynoTpeba npu Aelia Ha BH3PacT oy, 12 rofuH| nopaam
JIHIICATa Ha AOCTATHYHO JAHHH 3a 6e30nacHoCTTa M e(PHKACHOCTTA.

HauuH Ha IpHIosKeHHE
TTepopanuo npunoxeHHe

4.3 IMporuBomoKaanus

JlekapCTBEHHAT NPOAYKT € NPOTHBONOKAZAH NPH CIETHUTE CHCTOAHHA
. CBPBXUYYBCTBHTENHOCT KEM AKTHBHHTE BELISCTBA HIH KM HAKOE OT TIOMO
u3bpoeHu B Touxa 6.1.;
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. H&GJ'I}OIIBB&HH BHHMATENIHO, Hpﬂ BB3IHHKBAHC HA CHMITTOMH KA&TQ [10B ’ =

aueMus;
TexxKa YepHoApoOHa win 66peuna HenOCTATHYHOCT,

TIpH NALKEHTH, NPHEMAINH APYTH NEKapCTREHH NPOAYKTH, CHALPIKAIUH MapaueTaMos,
mekcrpomeTopdaH, ncesaoedenpyn WM APYTH CHMAATOMEMETHLM (KATO IIPOXYKTH,
HaMaABAINY XHIIEPEMHATA HA HASAIHATA JIATABHIIA, ANIETHTONOHIDKABAIN CPEACTBA HAK
nonoGHu Ha aMmtpeTaMHHA NCUXOCTHMYIAHTH), XJIOpGEeHAMHHE HIM OPYTH AHTHXACTAMHHY;
NPy NAUHCHTH, TeKYBaHH ¢ HHXHOHTOPH Ha MOHOAMIHOOKcHAa3aTa {(MAQ-uHxubuTopn), B
MOMEHTa WIH B DAMKHTE Ha NOCNHCIHHTE [BE CEAMHLI;

NpH feta non, 12-roauuH, 6e3 1a e npenoprYaH0 OT JAeKap;

KaULTHLA ¢ OOHAHH CEKpeTH;

OponxuanHa acTMa M KauuTiua, cBbp3aHa ¢ GpoHxuanHa acTMa;

TEHKA XHIIEPTOHUS;

TEXKKA HCXeMHYHa HONMecT Ha CHPLETO;

kucrozHa pubposa;

OPEMEHHOCT U KbPMEHE.

Cuenuanug npesynpekieHas B OpeIuazHR MepKH UpH ynorpeba

Ha ce npunara BHUMATE/IHO NPY NAUMEHTH ¢ YepHOAPOOHa Witd 656pedHa HEROCTATHHHOCT.
[la He ce M3NoN3BAT MO-BHCOKH OT MPENOPHUHTENHHTE AOTH.

Ja ce moTRPCH CHBET OT NEKap, aKO CHMITTOMHTE IPOXLIDKABAT NOBEYE OT 3 HHU.
Koncymanpsra Ha ankoxon ¢ 3aGpaneHa, JOKATO C& NPUEMa JISKAPCTBEHHAT IPOIYKT NOpanH
MOBHIIEH PUCK OT TOKCHYHO YEPHOOPOOHO YBpekKaaHe,

Jla He ce npAAara eXHOBPEMEHHO ¢ APYTH JeKapeTra, nogruckauy [{HC,

JlexapcTeHUST NPOXYKT He TpAORa a ce MpHIara 6e3 exapcka KOHCYITAIHA aKO BE3HHKHAT
CHMITOMH Ha 3aTPYAHEHO AHIIaHe, B Cyvaii Ha eMi3eM, acTMa, XPOHHYCH GpoHXuT,
XMIIEpIIA3Hs HA NPOCTATATA, XHNEPTHPEOHINIBM, MUabeT, XHIEPTOHNS, HoXeMHYHa §onecT Ha
ChpLETO, apTepuanHo 3abongBane, 3aKPUTOLIBIHE IIAYKOMa, PEOXPOMOLIUTOM.,

Tps6Ba pa ce BHUMAaBa Npu YNoTpe6a Ba NEKAPCTBEHUS NPOAYKT IPH XOPa B CTAPYECKA BEIPACT
TIOPay TIO-TOMIAMATA BEPOATHOCT 34 HedKETaHH PeaKUHH OT CTPaHa Ha HEPBHATA CUCTEMA.

Hma cyuan Ha snoynorpeGa ¢ aekctpomeropdan. [lpenopyusa ce fa ce RHUMaBa
H3KNOUTENHO MHOTO FIPH yroTpe6a Ha IPOAYKTa OT MIANEKH ¥ MIaAy BE3PACTHH, KAKTO H
X0pa ¢ aHAMHE3a 33 OYNOTpeda ¢ JAeKAPCTBERK MPOMYKTH HIIH IICHXOAKTUBHH BEIECTRA,
Tpabra na ce BHUMABa NPH NAHHMEHTH, KOUTO M3NOA3BAT CEJATHBHYU CPEACTRA, KOUTO Ca ¢
o1caa0eHH CHITH HiTH HENOARUKHYU OT ABITO BPEME.

AKO BBE3HHKHAT HEPBHOCT, 3aMagHOCT Wit 0e3ChHHE, HHCTPYKTHpAITE NallHeHTa [1a CIipe
ynotpebaTa Ha NPOAYKTA H 2 CE KOHCYIITHPA C JIEKAp.

JlexapcteeruaT npopykr chanpia 15 g 3axaposa B 1 came. Tosa Tpabea aa ce uma npeapus
TIpV DALHSHTH CbC 3aXapen Auaber. HlampienTs ¢ peaxy HacneAcTBeHH npoGieMn Ha
HENOHOCHMOCT KEM (PPYKT038, MIOKO30-TaNaKTo3Ha Manabeopbiyis v 3axaposo-
H30MaTa3eH NeHHUMT He TpAOBA A4 IPHEMAT TOBA IEKAPCTBO.

HAexctpomeropdanst ce meTabonmnpa ypes uepHoapoGHua uroxpom P450 2D6. Ensumuara
AKTHBHOCT € reHeTH4Ho ofycnosena. [lpu nouru 10% or obuiata nonynauus ce Habmonasa
cnab merabomuasm Ha CYP2D6. INauuenTy ¢ nowr MeTabonn3bM Ha TO3H €H3HM, KaKTO U
NaHeHTH, KOUTO ynorpebasar ennospeMeHHo CYP2ZD6 uHXubHTOPH, MOTaT da HOYyBCTRAT
YCHNEHU WWIK NPONBDKHTENHH edekTr OT AelcTBHETO Ha AexcTpomeTopdan. [opann Tasu
npuuHHa ¢ NPEROPHYBa 12 C¢ BHUMARA NPH IalHEHTH cbe 3abaseH MeTaGonuysm na CYP2D6
H TaKuBa, Kouto uanom3satr CYP2D6 urxuburopu (BxK. cbilo Touka 4.5),

Cnen ynorpebata Ha MPOXYKTH, CHREPKAIIHA npergoedenpHH, MOXE Ja Bh3HHKHATT TEXKH
KOKHM PeakiHy, KaTo OCTpa reHepanuinpata ek3eMaTosHa nycrynosa (OT'E :
TeHepaNnN3HpaHa eK3EMATO3Ha MyCTYIO3a MOKE Ja BBIHHKHE TIPe3 TEPBHTE
ieYEHHETO, IIPHAPYIKEHA C BUCOKA TEMIIEPATYPa U MHOTOGPOMHM Manku
HEBE3HKYIAPHH NYCTYJIH, NOABABAILM CE€ BBPXY HOMYTH SPHTEMATOIHH b
TTaBHO B KOXKHHTE I'BHKH, BEPXY TOPCa H ropHHTe Kpalinnum. Tesu na
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epHTEM HITH MHOXECTBO MaNkH mycrynu [punekc Xot CuHyc Tpa6sa ce cipe u, npH
HEOOX0AMMOCT, A ¢€ HAZHAYH MOAXOAALIO ACReHUE.

. CepOTOHHHOB CHHAPOM
Crofmasa ce 32 CEpOTOHMHEPIHYHE e(eKTH, BKNIOUBALIH PA3BHTHE HA NOTEHLUMATHO
HUBOTO3ACTPAINABALL CEPOTOHHHOB CHHAPOM, NPH CHIBTCTRAIO MPIIOKEHUE HA
AEKCTpoMETOp(haH ¥ CEPOTOHHHEDIHYHM CPEACTBR, KATO CENIEKTHBHM HHXHOHTODH Ha
obpatHoTo 3axBamane Ha ceporoHuHa (SSRI), nexapcrsa, kowTe HapylmaBar Meralomusma
Ha CepOTOHHHA (BITIOYHTENHO HBXUOHTOPH Ha MoHOaMUHOKcHAazaTa {MAOT)) u uHxuGrTopH
Ha CYP2D6.

CepOTOHMHOBHAT CHHAPOM MOsKe Ja BIUIOYBA NPOMEHH B JICHXUYECKHS CTATYC, HECTAGMNIHOCT
Ha 2BTOHOMHATA HEPBHA CHCTEMA, HEPBHOMYCKYNHH HApYWICHHS WHIH CTOMAUIHO-HPEBHH
CHMITTOMH.

Ilput cbMHEHHA 32 CEPOTOHHHOB CHENpPOM, Nedennero ¢ 'punexe Xor Chryc Tpabsa aa ce
NPEYCTaHOBH.

. Hexemuuen komut. CrobimenH ca cTyuaH Ha HCXEMHYEH KONMT NpM yriotpela Ha
ncepgoede;pHH. AKO c€ NOARA BHE3ANHA KOPeMHa GONKa, PEKTANHO KbPBEHE WK APyTH
CHMINTOMH HA HCXEMHYEH KOJHT, Tp20Ba Aa ce [IpeyCTAHOBH IPHEMBT HA NiceBAceQepyH ¥ 1a
€€ MOTBPCH KOHCYNTAHA C IeKap.

. Hexemuuana ONTHYHA HEBPOTIATHS
Tomy4eun ca chOGILEHUS 34 C/Ty4an HA HCXEMHHHA ONTHYHA HEBPONATEA NPH Tices0edepUH,
Tcennocdenpun Tpabea Na ce NpekparH, aKo ce [OABH BHe3aNHa 3aryda Ha 3peHde HiH
HAMAJICHHE Ha 3PUTENHATA OCTPOTA, KATO CKOTOMa.

. Topann ysennuerns puck or MeTaboNHTHa aLAN03a ¢ roNiaMa aHHoHHA pasnnka (HAGMA) ce
RPenopLYBa NOBHILEHO BHHMaHWe NPH ChIIETCTBAIIO NPHIOKeHHe Ha GIYKIOKCAHAHE H
napaueramol, 0co0eHo IPH MaUHEHTH ¢ TekKa cTened Ha 616peuno yepexnane, cencuc,
HEAOXPAHBAHE H APYTH M3TOYHUIM Ha e(hUIIHT HA TYTATHOH (HAIp. XPOHUYEH ANKOXOIHIbM),
KAaKTO ¥ NPH Te3u, KOUTO M3NOM3BAT MaKCHMANHATA AHERHa 1038 napateramon. [Ipenopsusa ce
CTPHKTHO fIpOCTEAABAHE, BKIIQUHTE/THO M3MEPBAHE HA 5-OKCONPOIMH B YPHHATA.

Tosa nekapeTBO CHABPXKA MO-MATKO OT 1 mmol HaTpuii (<23 mg) Ha caile, T.e. MOXe 1a e KaXe, ye
MPAKTHYECKH HE ChABP:Ka HaTpHid,

4.5 BsasmogeiicTBHe ¢ APYTH eKADCTBEHH NPOXYKTH H APYTH (POPMH Ra B3aBMoOJeHCTBHE

[lapaueramon:

- Fpunexc Xor Curyc He Tpabea ma ce npunara B KoMOMHAUMS C APYTH NEKAPCTBEHHN NPOAYKTH,
ChIBPXKAITH MapaleTaMon.

- MeToknonpaMua 1 AOMOEPHAOH TOBHIIABAT CKOPOCTT? Ha abcopluus Ha mapaneTaMor, A0KaTo
X0NnecTHpaMut, BCHYKH AHTHXONMHHEPIHYHM CPEACTBA M NCTHANH, NERTA30LMH M AHaMOpdHH
TIOHIDKABAT HeroeaTa aGcopGuus.

~ Camupnamun yAB/DkaBa NeHCTBHETO Ha NapalleTaMoll.

~ CenatuBHUTE # CHHOTBOPHHTE JIEKAPCTBEHH TPOAYKTH NOBHIUABAT AHANIETHIHUS eeKT Ha
N2paLeTaMon.

- [Iponpanosion noeuuIasa ckopoctTTa Ha aGcopGuud Ha TapaueTaMon, NOKATo canbyTamon,
NPUIIOKESH NEpOPanHo, NOHIKABA CKOPOCTTa Ha abeopOums Ha NapaUeTaMo.

-~ Hu3aTuanH ¥ 3UROBY/IMH MOTAT A2 MOBHIIAT I1A3MEHUTE KOHUESHTPAIHH Ha NAPaLeTAMON.

- {IpobeHenMN MOHAABa eKCKPELWAT HA NAPALETAMON OT OPraHn3Ma,

- JlekapcTeenHTE NPOXYKTH C aHTAaroHMCTHYEH edext BEpxy 5-HT3 peuenropure (nanp.
TPONMCETPOH, TPAHHCETPOH) MOTAT HAITKIIHO A GIOKHPAT AHATTETHYHHA e(eKT Ha
NapaneTamMmon,

- HNapaueramon 3ackiBa ReliCTBRETO HA NEPOPATHH 3HTHAHAGETHYHH IEKAPCTS
BapdapuH K JpyrH ABHTHKOATYJIaHTHH JISKAPCTBEHH NPOAYKTH OT Ipynara H
H HEHTPATHOTO AclicTeRe Ha kodeuHa.

- HNapaneramon yIepKaBa MOy KHBOTA Ha XN0paMGEeHMKON K NOBHIIABA Hi

- [pn ynorpeta B xomGuuamms ¢ MAO-nuxuGUTOPH, napatieTaMon MoXe
WKHTALHA, BHCOKA TEMNEPATYPA, OBHIIEHO XPEBHO HANATAHE, CHPACYHA 8
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- Tpunoxennero ¢ apyru nexapcrsa ot rpynara Ha HCIIBC nosuinasa pucka or 6u6peuso
yBpexKnaHe.

-~ Ilpu ynorpe6a 3aenHo ¢ pHOAMITHIMH, AHTUSTIKIEITTHYHA ACKAPCTBEHH TPOJIYKTH,
6apGurypaTi # ApYTH IEKapCTBEHHE NPOAYKTH, KOMTO HHAYUMPAT MUKPOIOMHHTE SHIHMH,
NapaleTaMoN YBEIMYaBA PHCKA OT YepHOAPOGHO YBpEKaHE.

- Heofxoaumo e NORHIIEH0 BHHMAHHKE IPH CHITLTCTBAIRA YIOTPe6a Ha DIYKIOKCALIIHH 1
NapaleTaMon, ThH KaTo eJHOBPEMEHHHUAT IIPHEM ¢e CBBP3BA ¢ MeTaGONNTHA AMA03a ¢ roNAMa
8HHOHMA PA3NHKa, 0CO0EHO P NAUMEHTH ¢ PHCKOBH QakTOpH (BK. TOUKa 4.4).

Tlcep, 111308

- Icernoedenpun sacrnpa AeHCTBUETO HA APYTH CHMOATHKOMHMETHYIHH JICKAPCTREHH
NPORYKTH.

- Teepnoedenpun Modxe Ja HaMam AeACTBHETO Ha METHIONA, TBAHETHAHH H Pe3epnuy,

- TPHUMKIHYHETE AHTHICTIPECAHTH 3aCHIBAT ACHCTBHETO HA NICEBIOE(ENPHH.

Huxanaropnure aHeCTETHLIM MOraT [ia IPHYKHAT CHPAETHH APUTMHH,

- [Tponpanonon 1 MAG-MHEXHOHTOPH MOTAT Xa [TOBHIIAT AKTHBHOCTTA HA
CHMIATHKOMHMETHIHUTE JIEKAPCTBEHM NPOAYKTH, BKIIOYHTEHO Nceaoedeapuy, 1 Aa
NPH4HHAT XMIIEPTOHHYHA KpusK. CBILTCTBAIATA YrioTpeba Ha ncesaoedeapnn 1 MAO-
HHXUOHTOPY € SIPOTHBOTOKA3aHA H BPEMETO MEXIY CIMPAHETO Ha MHXHOUTOpHTE H
TPHIOKEHHETO Ha ncepaoedenpun Tpabea aa e Hai-Manko 14 guu.

- ANyMHHKEB XUAPOKCH/I NOBHILABE, & KAONMH MOHIDKaBa abcopbuuaTa Ha NeeBnoedeapHH.

Jlekctpomerophan

- Rexctpomeropdan sachnsa pelicrerero Ha MAO-unxubuTOpH, AenpecanT Ha LIHC 1
SHTHIVAPHIHH CPENCTRA.

- JlekapcTsenUTE NPOMYKTH, MHXHOHPAILM MHKPO3OMEHTE 6H3HMH, I1aBHO M3oeH3mMMa CYP2D6
(amMHOAapOH, XanonepunoN, NPONadeHOH, XMHHAMH, WHXKOATOPY Ha 06PaTHOTO 3aXBamaHe Ha
CEPOTOHMHA, BeHNadhakcuH, PUCTIEPHAOH), MOTaT Aa HHXHOHPAT MeTaboMH3Ma Ha
naexcTpoMeTopdaH.

~ Crnsrerpamara ynotpeba va jexerpomeropdan ¢ mupoxann wis HCTIBC Moske na nosumu
aHANTeTHHHHA UM edexT,

- Hexctpomeropdan ce Merabonusupa or enuzma CYP2D6 ¥ MperhpnsBa HHTEH3HBEH
MeTalonusBsM OPH NBPBOTO NpeMHHABAHE NPe3 YepHuA Apob. EnnospeMentata ynotpeGa Ha
CHNHE HHXHOHTOPH Ha eH3uMa CYP2D6 mocke J2 IOBHIIH KOKUEHTDALMATA Ha
AexcrpoMeTopdan B Oprani3Ma, KOATO 43 € HAKOMKO IVETH O-BHCOKE OT AomycTuMoTo. Topa
NOBHUIABA PHCKA OT BB3HUKBAHE HA TOKCHYEH edexT Ha gexcrpomepdaH (BB30yna,
Ae30pHeHTALHs, TpeMop, Ge3chHUe, IMapHs ¥ NOTHCKAHE HA AMIIAHETC) H PASBHTHE HA
CEPOTOHHHOB CHHAPOM. CriHKTe HHXHOUTOPH Ha ensuMa CYP2D6 srimousat diyokceTy,
NAapOKCETHH, XHHUARH H TepOuHadun. TIpn egHoBpeMenHa ynoTpeGa ¢ XMHH/MH, MTA3MeHaTA
KOHUEHTpAaLHs Ha OEXCTPOMETOPhAH MOKE 2 ¢ NOBHLIH AOPH 20 mbTH, KOETO NOBHIABAS
PHCKA OT HEKEABHH CHOMTHR OT CTpaHa HA HEHTPATHATA HEPRHA CHCTEMA, CRBP3AHM ¢
ynotpebara Ha npoAyxTa. AMHOAAPOH, QiekanHUN ¥ iponadeHOH, cepTpanyH, GYTIPOUHOH,
METAJIOH, IMHAKAJILIET, XaNONePHAON, nepQEHasHH H THOPHAA3HH MMaT nofioGeH eexT BbpXy
MetabonH3ma Ha JexcTpoMeTopdan, AKO ce Hanara eqHOBpeMerHa ynorpe6a na CYP2D6
MHXUOWTOPH U AekcTpomeTopdan, mAUHEHTET TpabBa Aa ce npocnendasa. Mosxke Jja ce HATOXH N
MOHIDKARAHE HA JO3aTa Ha AeKCTpoMeTopdan.

XnopdenaMun

- Xnopenamus nosuniasa geicTsero Ha MAQ MHXAOHTOPH, XMIIOTOHMYHH H AHKCHONMTHYHH
NEKAPCTBEHH NPORYKTH OT GeH30Ma3HITHHOBATA Py ia, SHTHACTIPECAHTH, eTan
UEHTPATHO ASHCTBAIIH IEKapCTBEHH NPOLYKTH, KAKTO H AIKOXOJ1.

- Ipu ynotpe6a Ha XnoppeHaMMH ¢ ApyTH aHTMXACTAMANH MIH CHHOTBOPH
ce HaOMoIaBaT NPA3HALM Ha [IPSO3HpaKe.

- Xnopgenamus nosHmasaHe Ha AKTHBHOCTTA Ba AHTAMANAPHIHWTE Nexap
(nanp. XNOPOXHH).
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Jlekapcteara, xouTo npoMenaT pH Ha ypynaTa, KaTO AMOHHMEB XJIOpH], HATpHeB SuKapGoHar,
OaneMoBa KHCEHHE, XAIYPOBa KACRITHHA, ACKOPOHHOBR KHCE/THHA M AHTHALMAM, IS JOBEIAT O
3HAYMTEIHY NPOMEHH B eKCKPELMATA Ha XI0pdeHaMuH.

4.6 Peprunnrer, GpeMenHOCT H KBpMERE

BpemenHocT

¥ima HeAOCTATHYHO HANWYHY ARHKH 3a yNoTpeGara ncesgoeepHHOB XHAPOXNOPHT,
IeKCTPOMETOphanos XuApOSPOMHA H XJIOpPEHAMHHOB Majiear npu GpemeHHd xenu. Ynotpebara Ha
ncesAoe(pepHHOB XHPOXAOPHA | AEKCTpoMeTopdaHos XHAPOGPOMHN TIPH GPeMEHHH KEHCKY
KHBOTHH MOJKe 18 PH4HHK QeTanty mandopmarmn. Hama npossy Ha nofoGHu edexTu npu xopa.
I'punexc Xor Cunyc He TpabBa Aa ce Mpunara no Bpeme Ha GpeMEHHOCT.

KrpMene
[punexc Xor CuHyc He TpaGBa Ja ¢e M3MON3BA B IEPHOAA HA KEPMEHE,

4.7 Edexrn sbpxy cnocofuocrra 32 mojupane m paboTa ¢ MAIMMHA

I'punekc Xor CuHyc MoXe 1a NORIMAE B 3HAYMTENHA CTENEH crocoGHOCTTa 3a modHpane 1 paora ¢
MAIOHHH,

3aroBa no BpeMe Ha ynoTpeGaTa Ha JIGKAPCTBCHUA MPOAYKT TpAGEa 4a C¢ BHHMaBa npu pabora c
MAIIHHYA ¥ [opHpaHe.

4.8 Hexenand eKapcTBEHH PeaKmuy

Hectomire Ha HabMIOAABaHHTE HEKENAHN PEaKIMA €4 Je)HHUPAHH KAKTO crieliBa;
Penxn (1/10 000 mo <1/1 000)

Mnoro pesaxu (<1/10 000)

C xeussecTHa YecToTa (OT HAIMIHMTE JAHHY HE MOXKe a OBie HapaBeHa OLCHKA)

o Bpeme Ha nevenuero ¢ I'puneke Xor CHHYC MOXE Ja BL3HUKHAT CIIE/HWTE HEWENaHH PeAKITHH:

ChpleYHy HapyneHus
Chpreysy PUTEMHH HapyIueHus

Hapymelmsi HA KYBBTA H JIHMQHaTa CHCTEMA

MHoro peaixu: arpaHynomMTo3a, TPOMGOLMTONEHU, HEYTPOIICHUSA

Hapyimenns Ha HepBHaTa cUCTeMa:
Peqlki: CHHIMBOCT, 3aMasHOCT, €y(OpHS, TIPEKANEHO CTIOKOKCTBHE, YYBCTRO Ha IPA3HOTA B r1dBATa,

6e3n10K0HCTBO, HEPBHOCT, PA3IPasHHTEIHOCT, HAPYINEHMS HA HACTPOEHHETO, MCHXOMOTOPHA
CTHMYTALMAL.

PecrinpaTopty, rpbasy ¥ MeAHACTHHATIHA HAPYIIEHHS
Xunonues

CroMaunHo-4peBHH HapYIUEHHS
Penku: raneHe, noBphlnaHe, KopeMHa Sonka, 3anex.
C HeH3BECTHA YECTOTA: HCXEMHYEH KONUT

Hapyiienus Ha KOXaTa M HQAKOKHATA TEKAH
O6puB, crpbex

C Hen3BecTHA HeCTOTA: TEKKH KOXHH PEaKHMH, BKIIOUHTETHO 0CTPa FeHepalH
nycrynosa (OI'EID).

CoA0BH HAPYLIEHHA
[IpoMeny B kpLBHO Hansrave
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Hapyuiesns Ha T4 CUCTEM
Penxs: anepruuna peakous

XenaroOwnpapHu HapyIIeHHs

CHMNTOMH C Pasi4Ha TEHKECT, OT KIHHHYHO HE3HAYHMO NIOBHIIABANE HA HUBATA Ha YePHONPOGHETE
EH3UMH JI0 YePHOAPOOHO yBpeKaHe. XenaroTOKCHIHHTE e(eKTH ca 0cobeHo OCTPY B cayuail Ha
HeOXpaHBaHe, ATKOXONHIBM HIH CHITBTCTBAINO 3a00nsBaHe, KAKTO ¥ 110 BpeMe Ha CHITETCTEAIIA

ynovpeba Ha HIKOU NICKAPCTBEHH MPOIYKTH,
Hapyienns Ha oupre

C HeM3BECTHA YECTOTA: HCXEMHYHA ONTTHHA HEBPOTIaTHA

Hakon cumiromMy (Hanp. rajeHe, HOBPLLIAHE, CHILTHBOCT, 3aMasHOCT, XHIIOITHER) MO3KeE JIa ¢a 1o-
YeCTH Y TEXKA NPH HEMOABIKHY NalUeHTH.

CrofumaBase Ha NONOZMPAHM HEKENAHK peaKuuy

CrobiapaneTo Ha TOKO3HPANH HEXENAHH PEAKUMH Ce]] pa3pellaBaHe 3a ynoTpeGa Ha NeKkapCTBeHus
NPORYKT & BakHO. Tosa N03BOMABA 2 NPOABLIDKY HAGMIOAEHHETO HA CHOTHOLUGHKETO MOJI3a/PHCK 32
NeXapcTBEHUA MpOAyKT. OT MERHIHHCKHTE COCLHAMCTH CE H3MCKBA A3 ¢cHo0maBar BCAKa
NOZI03HPAHA HEXENAHa PEAKIMA Upes;

HamuiHuTensaTa areHuss Mo Texapcreara,

yi. ,Jdamsan Cpyes” Ne §,

1303 Cogus,

TedL: +3592 8903417,

yebeaiT: www.bda.bg

4.9 1Ipegozapane

TipoxyxTsT CBABPHKE 4 aKTHBHH BemecTsa. CHMITOMHTE Ha NIPeJlo3HpaHe MOXKe 14 ¢a NPAUAHEHH OT
HelicTBHETO Ha eHO WIM Ha BCHYKY OT Te3H BELIEcTBa,

Dapaneramon

TTpu npeno3upane Ha MapaueTaMos MOXKe 12 BE3HHKHAT CHMITTOMH Ha 4epoapoGHa H o-psaKo Ha
OB0peuna HENOCTATHYHOCT.

Osnajgareto Ha NPERO3HPAHETO C& CHCTOH OT H3BEXKAAHE Ha NIEXAPCTEEHUA NPOLYKT OT CTOMATIHO-
YPEBHKA TPAKT. 3a /12 ce HATpaBH TOBA, TPAGBA A ce W3BBPUIA CTOMAIITHA IPOMHBKA WK 14 CE
Ha3Ha'H AKTHBEH BBINEH (B PAMKHUTE Ha | 4ac OT MONTHINAHETO Ha NPOAYKTA).

AHTHZOTET Ha napaueTamMor, N-aueTuiunCcTenH Wik METUOHHH, TPAGBA [Ia ce JAe Cie/ H3MEpBaHe
HA KOHLEHTPALMATA Ha JICKAPCTREHRAA MPOYKT B KPBBTa H, 32 BCeKH cyvall, KOPaTo He MOrar Aa ce
NpEnoCTaBAT JAHHH, HO CHILECTBYBA PHCK OT TOKCHUHY eheKTH. B 3aBHCHMOCT OT CHMIOTOMMTE
Tpa6Ba 1 Ce NPOBEAAT CHMNTOMATAYHO H NOAXBDXALIO JIEHECHHE,

[Mcesnoedeapun

Hali-uectnre cuMnToMu ciie npenosupane Ha ncesnoedepys BTIOUBAT HAPYIISHST Ha
LCHTPAIHATA HEPBHA CUCTEMA (HAND. YMCTBEHH HaDYIIeHHs) H HADYUISHHA HA CHPIEYHO-CHIOBATA
CHCTeMa (Hanp. CHPOEYHHM APHTMHM, NMOBUIIEHO KPBBHO HANATAHE, KOSTO MOXKE 2 JOBeIe 10
XMNEPTORHYHH KpH3u). ENMMUBEBpaHeTo Ha niceBloedie[pHH MOXE Ce YCKOPH NPH H3NON3BaHe Ha
¢opcupana THypesa WIH NHAAH3A.

EeKCTPOMET
[IpusHaim 1 cummromu:
Hpenosupanero ¢ nexctpoMeTopdas Moke 1a ce CBEP3Ba ¢ rajiehe, IOBPBIAHE, IH
axurangs, o0LpKRane, CHHNUBOCT, CTYIIOP, HHCTAbM, KapAMOTOKCHHOCT {TaxH
B EKT', BxmounTenHo yawpkasare Ha QTc), aTakcus, TOKCHIHA ICHXO034 ¢ BU3Y
CBPBXBB30YAHMOCT.

B cayuaii Ha Texxo npemo3upasie MoXe 14 & HaOMONABAT CACAHUTE CHMITTOMH,
AeTpecus, KOHBYJICHH.
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IToseneHue:

-Ha acnMIrroMaTHusy nalMeHTH, KOMTO Ca MOTBIHATH CBPHXA032 AEKCTPOMETOP(hAH B PAMKHTE Ha
DPEeAXONHEI YAC, MOXKE A3 CE NIPHIOKH AKTHBEH BBITIEH.

-ITpu matmeHTH, KOMTO Ca MOTHAHATH AEKCTPOMETOPPAH H ca CEANPAHH HITH KOMATOHH, MO IIa Ce
OOMMCNH MPHIOKEHHE HA HAIOKCOH B OOHualfHITe 03M 32 TeYeHHe Ha OMHOMIHO mpeAo3HpaHe. 3a
OBIANABAHE HA MPHCTHITATE MOMKE J1a Ce H3NON3BaT BEHIONUA3EITMHY, & KATO MEPKH TIPH XHUIIEPTEpMH
TIOPA/TH CEPOTOHNHOB CHEIPOM - GEHI0HAENMHA ¥ BHHIIHO OXakIaHe.

Xnopdenamus

CaMiToMiTe Ha NPEAO3MPaHE Ca CBEPIAHH INABHO ¢ ACTPECHBHH eheKTH BHPXY LCHTPATHATA HEpBHa
cucrema (IIHC) u Morar fa BT04BAT CHHAHBOCT H KOMA, TIOCENBAHH OT BB36Y/a 1 eNHICITHIHHA
npunaasiy. Jpyrire CHMITOMHE Ha IPEAOINpaHe BKIIOYBAT ChpIeUHa APATMHS d PECIHPATOPHH
HapyuieHuA. JledenHeTo NpH Npeso3upate Ha XaopPeHaMuH e CHMITOMATHYHO.

5. QAPMAKOJOTHYHE CBOUCTBA
5.1 <dapMakogHHAMAYHY CBONHCTBa

DapmakoTepanesTiuaa rpyna: [lapaueramon, KOMGHBALIMY ¢ H3KNIOUEHVE HA ICHXOJISITTHIH
ATC kox: NO2BES1

[Mapauetamoy:; TTapaieTamMon HMa aHANTETAYHO H AHTUTIHPETHYHO AciicTeHe. Tol uHXHGHpa
npocrarnaHauHoBaTa cHHTe3a B 1ITHC, KaTo HAXMOApa IMKIIOOKCHTEHA3aTA KA apaXHAOHOBATA
kucenuHa. Toil nHxubupa UMKTOOKCHIEHA3aTR MePHPEPHO CaMO B MAJIKA CTEIIEH H HE IIPHYAHABA
YBpex/iane Ha cToMalllHaTa inrasuia, He nosmmssa TpoGoumTHata arperamys,

Heennoedenpus;: CamMnaTukoMuMeTyen aMuH ¢ nepudepHo aeficTsre. Pasimkpsisa GpomxuTe,
MOBHIIABE BETPEOYHOTO Hatarake, ITpu nepopanHo npuioKeH e IOHIDKABA KOHTECTHATA HA
Ha3aTHATa IUraBuLA,

Jexcrpometopdhan: MopdHHOB nepusar, koo He NposiBIBa aHAMTETHYHO JeticTaue. He
NpeI3BHKBA NPHCTpacTapaHe, FiMa npoTusokanuuro geficTeue,

Xnopdenamun: MiMa aHTHACTMATHYHO (IThpBA reHEPallMA AHTHXHCTAMHAHH) U IPOTUBOANEPTHYHO
JaeficreHe,

I'prnekc Xor CHHYC € MHOTOKOMIIOHEHTEH JICKAPCTBEH IPOAYKT CHC CMECEHO AHANITETHYHO,
AHTHMHPETHIHO ¥ NPOTHEOKAULTHYHO AekicTBrE, KOHTO OTITYIIBA HASATHNTE ITHTHING ¥ HA3ATHHTE
KBHATH HA CHHYCHT®, NOHIDK2BA KOJIMYECTBOTO HA MYKO3HHS CEKPET, KAKTO M XMIIepPEMHATA H
TIOYBAHETO Ha HA3AIHATA JTHTABHIIA.

5.2. @apMakoKHHETHYHH CBoifcTBA

Tapaueramon ce abcopSupa 6bp36 H MOUTH HABIHO B CTOMAIIHO-YPEBHUS TPAKT, KATO ROCTHIA
MaKCHMaNHa KOHUEHTpalks 8 paMKHTe Ha okono 30 no 60 MuHyTH chen npunoxerne. [lepopainara
CHOHATHYHOCT NPH PHEM HA MARHO AocTHTa 62-80%, Xpanata MosKe 12 NOHIDKY aGcopbunsara Ha
napaneramol.

CBLp3BaHETO Ha NapalleTOMON ¢ IUIa3MeHHTe POTEHHA & camMo 0kono 20-25%. Toii ce pasnpenesns
0Bp30 KAKTO B NEpUGEPHITE THKAHH, TAKa U B LEHTPATHATA HEPBHA CHCTEMA, KOETO TapaHTHpa
e(puKacHOCTT2. Metalomuanpa ce B uepHis Apos ¥ MeTaGONHTHUTE NIPOLYKTH Ce eKCKPETHp
ypusata. OCHOBHHTE MeTA(ONMTH ¢4 MPOAYKTHTE Ha CABOABAHETO C NIIOKYPOHOBATA
KHCEJIHHA,

To-manko ot 10% ot napateramona ce MeTaBoTH3APAT UPes OKCHAALNA HA BYCOKO.
XenaToTokcuieH Merabomut N-aueTun-p-6ensoxunoH umus. [Iph HOPMANHM yenoRas
CBEAHHCHHE C€ PeAYLIEPA C YHACTHETO Ha ITYTATHOH H NPOM3BOACTBOTO Ha HETOKC % )i
CoeToanns, So0eIH 10 NOHIKEHO cHAGAABAHE € ITYTATHOH, KaTO HEAOXpaHBaHe, CHNE
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3a60MABAHVR, ATKOXOTHIBM, TOHETHIHO MPEAPAITIONOKEHNE, KAKTO U APYTH JICKAPCTBEHH NPORYKTH,
MOXKE [a YCHIRT XENaTOTOKCHYHHTE epekKTH Ha NApAlieTaMON.

Icepnoedenpun ce abcopbupa fobpe 0T CTOMAITHO-YPEBHAA TPAKT, KATO JJOCTUIE MAKCHMATHU
TUIA3MEHH KOHUEHTpauuH cnex 1,5-2 yaca. EpekTHTe ce nogBsBar ciel He noseue ot 30 MUHYTH | ce
3aBPIKAT B NPOABKeHke Ha 4-6 4aca. Tiz e 9-16 4. Exckpennara ce ocblnecTessa dpes 616peLure,
rNaBHO B HenpoMered Bud. Ilpy nepopanso npunoxenne Ha 12 uaca HHBOTO Ha HACHILAHE C& JOCTHTA
B pamiyTe Ha 6 JHH.

Hexctpomeropdan ce abeopbupa Jobpe 0T CTOMaIGHO-YPEBHHA TPAKT, XaTO JOCTHTA MAKCHMATHA
KOHNEHTPAUMA B KPBRTA Cle 2-3 uaca. HeiicTaieTo HacThnEa caen 15-30 MEHYTH 1 IponBIKasa
3-6 qaca. Tin e 3-4 4aca.

Ipu nepopanio NpHIoKEHHE JeKCTPoMeTopdaH ce MOMIAra HA UHTEHSHBEH H 6bp3 MeTabOMHIBM
1IPH MHPBOTO NPEMUHABAHE NPE3 YePHUA NPo6. T'eHeTHUHO KOHTPOMHPAHOTO O-AEMETIHPAHE
(CYD2D6) e ocHOBHMAT thakTOp, KOITO MORIVABA HapMaKOKHHETHKATE H2 ASKCTPOMETOPMAH npu
A00POBOMLH,

Hpennonara ce, 4e HMa pa3nudHH GEHOTHIIOBE NPH TO3M OKCUIALIKOHEH MPOLEC, KOSTO BOJH X0
MHOTO pazniista GapMakOKHHETHKA NpH nauuerTHTe, HemeraGommsupaumat aekcrpomeropdan,
KAKTO ¥ TPH OT HETOBHTE EMETHINPAHH MOPDPHHAHOBY MeTabonnTy — fexkctpopdan (HIaBecTeH ome
Karo 3-xuapoxcu-N-MeTHnMoppuHaH), 3-XMAPOKCHMOPHHAH U 3-METOKCHMOPGHHAH, CE OTKDHBAT B
YPHHATA KATO KOHIOTHPaHH NPOXYKTH.

HexcTpopdas, KOHTO MpOsBABa H BPOTHBOKALIAEYHO RSHCTBHE € OCHOBHMAT MeTaGonuT.
MeTtaGonusMeT Mpy HAKOH XOpa ¢ 3a6aBeH H NOpaAH TOBA HeNpoMeHeHaTa GopMa Ha
AekcTpoMeTopdan npeobnanasa B KpbBTa # ypyunaTa, Toli e eKCKPETHPA OT OPraHH3Ma TIaBHO O/,
dopmara Ha merabonuth. ITOMyXMBOTLT € YIRIDKEH NPH CUA U NALKEHTH ¢ 656peuHo yBpekaaHs,
TonyacasorsT e 5-8 uaca. [IpoTHROKAIINMMHOTO AelicTBHE MPOARIDKABA 6 Haca.

Heficreuero na xnopdenamu 3amousa 15-30 MHHYTH CI8R NPWICKEHHETO ¥ NPOILIbKaBa 4-64aca.
IonyxueorsT € npuGnusurenio 20 vaca mpu sr3pacTHy. Tol Ce ekCKpeTHPa OT OPrasUIMa IABHO
nox gopMmata xa metabosdTa. ITomTyKHBOTET € YR/DKEH MPH AeLa W nauvenTH ¢ 656peuno
YBpexiaHe.

53 Ilpeaxnuauqun AanHA 34 GesonacnocT

Jlumceat nasHu 33 KOMGMHHPAHHA AEKaPCTBEH DPOAYKT.
JInncBar KOHBEHUHOHANHH NPOYYRAHMA, H3NON3BALA IPHETHTE [OHACTOAILEM CTAHAAPTH 38 OLEHKA
Ha PEPOAYKTHBHATA TOKCHYHOCT M TOKCHYHOCTTA 33 PA3BHTUETO HA MAPAUSTAMOIL.

6. CPAPMAOEBTHYHH JAHHH
6.1 Cpodcbk Ha FOMOIIHHTE BEIEECTRA

AcxopbunOBa KuCeNHHa
JInMoHena xucenyHa
Apomart Ha TUMOH
Noeuaon

Hartpues nprpat
Uapesuuuo HumecTe
CreapiHosa KncemHa
3axaposa

THTAHOB JUOKCHA
Kanmues gocdar
XuHonuHoo xriTo E 104
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6.2 HecnBMecTEMOCTR

Henpunoxumo

6.3 Cpoxk Ba rogsoct

3 romuHK

6,4 Crenuaand YCIOBHR B2 ChbXpAREHHE
Ha ce cexpangsa nox 25°C.

6.5 BHA H CHALPKAHAEC HA ONAKOBKATA

6, 8 Wy 12 naMuHMpPAHM CaIeTa OT XapTws/IoHETHIEH/ Ny MHHHI/CyprmH {cMona-tionomep),
NOCTABEHH B KAPTOHEHA KYTHH,

6.6 Cuoenmannm npeana3ns MepKH IPH RIXBLPIARe B paGora

HsiMa cnematHy H3nCKBaRHA,

Hem3nonisaHMAT NEKapCTBEH NPOAYKT WIH OTNAXBYHHETE MATEPHAITH OT HEro TpAGBa Ja e HIXBBHPIST
B CHOTBETCTRBHE C MECTHHTE HIHCKBAHHUA.

7. ODPUTEXATEN HA PAIPEMIEHHETO 3A YIIOTPEBA

US Pharmacia Sp. z 0.0.

ul. Ziebicka 40, 50-507 Wroclaw, Homura

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEEBA

Perncrpantnones Ne 20200200

9. JATA HA ITBPBO PA3PEINABAHE/MOJHOBABAHE HA PASPEINEHHETO 3A
YIIOTPEBA

Jara #a mepso paspemapane: 20,10.2020

10. JATA BA AKTYAJTH3IUPAHE HA TEKCTA

04.2022
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