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1. HMME HA JEKAPCTBEHMS IPOAYKT HAGAIA TP EFERT j23l]1 -
e et

FPUIMEKC 325 mg/ 30 mg/10 mg dunMupaHn TabneTky T e g

GRIPEX 325 mg/30 mg/10 mg film-coated tablets

9. KAYECTBEH H KOJIMYECTBEH ChCTAB

1 Tabnerxa cbAbPXKA:

[Mapaueramon (Paracetamol) 325 mg

[TcesnoedenpuHos xuapoxnopun (Pseudoephedrine Hydrochloride) 30 mg

NekcTpoMeTopdaHOB XHAPOOPOMHA (Dextromethorphane hydrobromide) 10 mg

[ToMOLLHO BELIECTBO C H3BECTHO AcHCTBHE: BarpHIO CHHCET XBIATO (E110)-2,1 mg

3a TLAHUA CNHCHK HA NOMOLIHUTE BELIECTBA BIOKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

dunmupaHa TabneTka

4. KJIHMHHYHHU JAHHHU
4.1 TepaneBTHUHH NOKA3AHHUSH

3a neyeHue Ha CHMIITOMM HA NPOCTY.A, FPHI, FPUNONOA06HH CBCTOSHHA, BE3NANCHHC HA OKOIOHOCHHTE
cHHYCH (BMCOKA TEMIIEPATYPA, 3aITyLUBAHE HA HOCA, KallIKLa, rnasoGonue, 601Ky B rbpaoTO, H0MKH B
MYCKYJIUTE M KOCTHO-CTaBHH DOJIKH).

4.2 Mo3dpoBKa H HAYHHA HA NPHIIOKEHHE

Jo3upoBka

Bb3pacTHy 4 Aelia Haa 12 roaMHM: IEpOPANHO, 2 TabnerkH 3-4 nbTH AHEBHO. [la HE ce NpHeMaT NoBeye OT
8 TabneTkH QHEBHO.

Teua ot 6 a0 12 roaunu: 1 Tabnerka 3-4 MbTH AHEBHO. Ila He ce npyemat noseye oT 4 TabNeTKH THEBHO.

4.3 IIpoTHBONOKA3AHHA

- CBPBXYYBCTBHTEHOCT KbM 2KTHBHHTE BEIECTBA WK KbM HAKOE OT MOMOIIHHTE BELLECTRA,
nadbpoenu B Touka 6.1

- EnHoBpemeHHa ynoTpe6a ¢ ApyrH IeKapcTsa, KOUTO ChABPAKAT NapaleTaMon

- UznonssaHe Ha MAO-HHXMOHTOPH M 2 CEIMHULIM CNel CIMPaHe Ha JICHEHHETO C TAX

- BpoaeHa rawko30-6-gochar nexuaporeHas’Ha He1oCTaTb4HOCT

- Texka uepHoapobHa HELOCTATHHHOCT

- Texcka XHNepTOHUSA WIH HEKOHTPOIUPaHa XHMEPTOHUA

- TexKo OCTPO WK XPOHHUHO OHBOpEUHO zabongsane/6p0peyuHa HegOCTATHHHOCT




- Hcxemuuta H0onecT Ha ChpLETO
- ANKOXOMH3BM
- BpoHxuanua acTMa

I'punekc He TpabBa Aa ce Mpuiara no BpeMe Ha 6peMEeHHOCT U B NepuoAa Ha KbPMEHE.
['punexc He TpA6Ba Aa ce Npuiara Npy AeLa Ha Bb3pacT 1oA 6 rOaAUHH.

4.4 CnenHainn npeaynpexienns H ApeANa3HH MEPKH NPH ynotpeba

M3non3BayeTo Ha JEKapCTBEHHA NPOAYKT NPH NaLHEHTH C yepHOAPOGHa HEAOCTATLYHOCT H XOpa, KOHTO
rnafyBaT WM 310yNoTPe6ABAT C AIKOXON € CBBP3aHO C PHCK OT yepHoaApoOHO YBpeXIaHe.

Jla ce W3no3Ba BHUMATENHO NPH MAUMEHTH € 6B6pedHa HeNOCTATBYHOCT, apTepUalHa XUIICPTOHUA,
ChPAEUHH apHTMKH, eM(u3eM, MOBHIEHO BLTPEOHO HATATAHC, XHMEepTPOGdHS Ha POCTATATA,
XMIEPTHPEOHAU3BbM, 1HAGeT U MALMEHTH, KOWUTO U3M03BaT AHKCHOIUTHLM, TPULUKIHYHH
AHTHUAENPECAHTH, APYTH CHMITATHKOMHMETHLH, TOCCT JIEKApCTBa, HaMalABally XMNEPEMHATA, MOTHCKALIH
aneTuTa Y nNoAodHH Ha aM(PeTaMUHa NCHXOCTUMYIAHTH.

JlekapcTBEHHST NPOAYKT TPAOBA Aa C€ M3NON3Ba BHHMATEIHO MPH NaLMEHTH, KOUTO NMpHEMAT
aHTHKOATYJIaHTH.

He Tps6Ba na ce H3n0JI38a U [IPY XPOHKHYHA POy KTHBHA KALTHLIA, 1pH NaLMEHTH ¢ AuXaTenHa
HeZOCTATHUHOCT, GPOHXHANHA ACTMa, KaKTO W MpH GOJIHK € PHCK OT NosABa Ha OUXaTeHa HeAOCTATBYHOCT.
JlekapCTBEHUAT MPOAYKT TPAOBA 1a C€ M3NON3BA BHUMATETHO npH 60JTHH, NpHEMaLlH aHTHTPOMOOTHYHH
CpeACTBa.

[To Bpeme Ha ynoTpebaTa Ha TOBA JIEKAPCTBO KOHCYMAlIMATA Ha ankoxon e 3abpaHeHa.

CboblLIeHH ca caydyan Ha MeTabonwuTHa aurA03a ¢ roNiMa aHHOHHA npa3HHHa (HAGMA), owipkallia ce Ha
MUPOrTYTAMHHOBA aliH03a MPH NALHEHTH C TEXKO 3afonaBaHe KaTo Texko ObOpeyHo YBpexKAaHe H
CENCHC, WK [IPH MAUKEHTH C HENOXPaHBAHE WK C ApYrH N3TOUHHLH Ha nebHLMT Ha TTyTaTHOH (Hamp.
XPOHHYEH aNKOXONH3bM), KOUTO Ca JIEKYBAHH C MapaleTaMol B TepaneBTHYHa 1033 32 NPONB/DKUTENCH
neproA Wik KOMOHUHaLHMA OT MapauneTamos n dykroKcauMIMH. AKO ce NMoao3upa HAGMA nopanu
MUPOTTYTAMHHOBA ALIMAO038, C& MPEMOPDbHBa BHUMATEIHO HABNIOIEHHE, BKIFOUHUTETHO M3MEPBaHE Ha 5-
OKCOMPO/HH B ypHHaTa. H3MepBaHeTo Ha 5-OKCOMpO/HH B ypuHata MoOxe na Obae Moe3Ho 3a
uneHTH(hHLMpPaHe Ha MHPOrJyTaMHHOBA aUMA03a KaTo OCHOBHA nprurHa 38 HAGMA npx nauueHTH ¢
MHOECTBO PHCKOBH (PaKTOpH.

CepOTOHHHOB CHHAPOM

Cwo6ii1aBa ce 32 CEpOTOHHHEPruYHH eeKTH, BKIIOUYBALLH PAa3BUTHE Ha NMOTEHLHATHO
JKHBOTO3ACTPALLABALI CEPOTOHUHOB CHHAPOM, TIPH CHIBTCTBALIO NPHAOKEHHIE Ha nexkcrpomeTopdaH
CepOTOHHHEPTMYHH CPECTRA, KATO CENICKTHBHH HHXHOMTOPH Ha OOPaTHOTO 3aXBalliaHe HA CEPOTOHHHA
(SSRI), nekapcTBa, KOWTO Hapyluasar MeTabonKM3Ma Ha CEPOTOHMHA (BKIOYHUTEIHO MHXHOMTOPH Ha
MoHoamHuHoKcuaaszaTa (MAOI)) n uuxubuTopy Ha CYP2De6.

CepOTOHHHOBHAT CHHAPOM MOJKE [ BKJIIOBA TPOMEHH B ICHXHUYECKHUS CTATYC, HecTaOWIHOCT Ha
aBTOHOMHATA HEPBHA CHCTEMA, HEPBHOMYCKYJIHH HapyLICHHA W/ WIH CTOMALITHO-4YPEBHH CUMITTOMH.
[1p1 ChbMHEHHS 32 CEPOTOHHHOB CHHIPOM, JIEHCHHETO C I'punekc Tpabpa na ce NMpeyCTaHOBH.

TexxkH KOXXHY peakLvH
Ipu ynotpeba Ha NPOAYKTH, ChAbPIKaIUH ncesaoedeIpHH MOTAT A3 HACTBIAT TEXKKH KOXKHH PEaKLInH,
KaTO OCTpa MeHepaT3vpaHa eK3aHTEeMaTo3Ha MyCTy/103d (acute generalised exanthematous pustulosis,
AGEP). To3H 0cTbp MycTYJ103€H OOpHB MOXE /13 C& NOABH B PAMKHTC HA TbPBUTE 2 JHH OT JICHEHHETO, C
[OBHULLIEHA TEMNEPATypa H MHOroOpOHHH MAJTKH, NPEAUMHO HeONUKYIaPHH ITyCTYIIH, BH3IHHKBALUH BBPXY
OB IIMPEH €EMATO3EH EPHTEM M JIOKANH3UPAHH I1aBHO B KOXHHTC [bHKH, IO TOPCA H TOPHUTE KPaiHHIH.
Maunenture TpaGBa Na ce HablOAaBAaT BHUMATETHO. AKO ce MOSBAT NPU3HALIK H CHMITTO




[TUPEKCHS, EPUTEM WIH MHOKECTBO MAJIKH ITyCTYJH, IPHAOKEHHETO Ha ['punekc TpsabBa na ce
MpeyCcTaHOBH U aKO € HEOOXOIHMO, [1a C& B3EMAT MOAXOAAIM MEPKH.

HMcxeMH4€H KOIHT

CbOBIIEHH ¢a CITy4aH Ha HCXeMHUYeH KOJIUT MpH ynoTpeba Ha ncesgoedenprH. AKo ce NOgBY BHE3AIHa
KOpeMHa 60NKa, peKTaTHO KbPBEHE UAY APYTy CUMNTOMH HA HCXCMHYEH KOJIHT, TpsOBa Aa ce
MpeyCTaHOBU MPHEMBT Ha NICEBAOS(ENPHH U J1a €€ NOTHPCH KOHCYNTalluA C JICKAPp.

HcxemMuyHa OITTHYHA HEBPOTATHA

IMomyueHH ca cbobleHHs 3a CITy4al Ha HCXeMUYHA ONTHUYHA HEBPOIATHA TIpH ncespoedepHH.
[IcepaoedenpuH TpsAOBa Aa C€ NPEKPATH, aKo C€ MOABH BHE3AIHA 3ary0a Ha 3pcHHe WIH HaMaJeHHE Ha
3PUTENHATA OCTPOT&, KATO CKOTOMA.

CuHapom Ha 3aaHa ofparuma ennedanonartus ( posterior reversible encephalopathy syndrome, PRES)
cHHApOM Ha obpaTiMa LepebpaliHa Ba3OKOHCTPUKLIUA (reversible cerebral vasoconstriction syndrome,
RCVS)

Crobuenu ca cnyuan Ha PRES u RCVS senenctsue ynotpeba Ha NpOXYKTH, ChABPAKALUH ncesnoepeapHH
(Bx. Touka 4.8). PUCKBT € MOBHILEH NPH NALMUEHTH C TEXKA WIH HEKOHTPOIHpaHa XUTIEPTOHUSA WIH ¢
TEXKO OCTPO WIH XpOHHYHO GbEpeuto 3abonasane/OpOpeyHa HEAOCTATEIHOCT (Bk. TOuKa 4.3).

[TpueMbT Ha nceBoedepHH TPAOBa Aa ce MPEYCTaHOBH U Aa C¢ MOTbPCH He3a0aBHO JIEKApCKa MOMOII,
aKo Ce MOABAT CACAHUTE CHMITTOMH: BHE3AIMHO CHHO I1aBodOIHE WK ,,’PBMOTEBHYHO™ rnasobonue,
rajieHe, OBPbUIAHE, 0O BPKAHOCT, FbPUOBE H/UNH HAPYIIEHHA Ha 3pCHHUETO. [ToreueTo cbOOLLIEHU ClTyUYan
ua PRES 1 RCVS oTiIyMsBaT ciei peycTaHoBABaHe Ha ynotpedara v NOAXOAALIO JCHCHHE.

Mma choOieHHs 3a ¢ay4ad Ha 310ynoeTpeba v nogBa Ha 3aBUCHMOCT IIPY nexcrpometopdan. OcobeHo ce
Npenopbysa BHUMAHHE NPH IOHOLIM U MJIaIH BB3PacTHH, KaKTO M NPH MALKEHTH C aHaMHe3a 3a
3n0ynoTpeda ¢ JIeKapcTBa WK ICHXOAKTHBHU BEILECTBA.

TlekcTpomeTopdan ce MeTaboM3Hpa upe3 YePHOAPOOHHA HTOXPOM P450 2D6. AKTUBHOCTTA Ha TO3H
eH3UM e reHerHuno obycnopeHa. Oxono 10% ot obLuaTa nomyiaups ca 6aHH MeTaboU3aTOPH Ha
CYP2D6. GaBHUTe MeTabOIM3ATOPH M NALMEHTHTE ChC CHIIBTCTBALIA YIOTPEOa Ha CYP2D6 nuxuburopx
MOZKE [d MOTy4aT 3aCHICHH! W/HIH YABKEHH €PEKTH Ha nekctpomeTopdan. Ilopaayu Tosa € HeOOXOAUMO
[OBUILEHO BHUMAHUE [1PH MALMEHTH, KOUTO ca 6aBHH METabOM3aTOPH Ha CYP2D6 wnu n3non3sar
CYP2D6 uuxuburopu (BXK. ChIIo Touka 4.5).

<IleguaTpu4Ha NOMyIaUH>

CepHO3HH HeXenaHH ChOMTHA MOXKE A CE Pa3BUAT NPH I€11a B cITy4aii Ha peAo3nPaHe, BRIIIOUHTCIHO
HeBPOJIOTHYHH Pa3CTPOHCTBA. bosHorneaauvre TpsbBa fa 6baaT MHGOPMHUPAHH Aa HE MpeBUIlIaBaT
MpenopbL4YUTEITHATA JO34.

BarpunoTo ChHCET JKbJTO MOXE /12 MPHYHMHH ANSPruiHH peaKIuy.

4.5 BiaumoneiicTeye ¢ APYIH JEKAPCTBEHH NPOAYKTH M APYrd (JOpMH HA B3aHMOAEHCTBHE

IlapaneramoJi
JlekapCTBEHHUST NPOOYKT HE TpabBa Ja ce npyveMa eAHOBPEMEHHO ¢ IpYry IEKAPCTBA, KOUTO CHABPKAT

napaueTamoll.

JlekapcTBaTa, KOMTO YCKOPSABAT H3MPa3BaHETO HA CTOMAaxa (HanmpUMep METOKJI0NpaMua),
abGcopbLusaTa Ha NapaueTamMol, AOKATO JEKapeTsara, KOUTO 3a0aBAT U3Ipa3BaHETO HA
[pOIaHTENMH) MOraT Aa 3abaBaT abcopOLHATa Ha apaueTamort. /&




EnuoBpeMeHHaTa ynorpeba Ha napaueramosn ¢ MAO-uHXHOUTOPH, KakTo U 2 ceIMMUH cael NPeKbCBaHe
Ha TEUEHHETO C TAX, MOXE /1a IPeH3BMKA ChCTOSHME HA BH30Yy1a ¥ Tpecka (MOBMIIEHA TEMMEPaTypa).
EaHospemMeHHaTa ynotpeba Ha napaueTamoll Cb< 3UI0BY IHH (AZT) MOKe /1a 3aCHAN TOKCHYHHUTE eeKTH
Ha 3HUOOBYAHH BBPXY KOCTHHA MO3BK.

[MapaneTamMoTbT MOXE Aa 3aCHITM €PEeKTHTE Ha aHTUTPOMOGOTHUYHHTE CPEeACTBA (MPOU3BOAHH HA KyMapHHa).
EnHoBpeMeHHaTa ynoTpeba Ha napaueTaMol ¢ IeKapcTBa, KOHTO 3aCHIBAT 4yepHOAPOOHUSA METa0ONTHIEM,
TOECT HAKOU CHHOTBOPHH WIH aHTHEMWIEIITHYHH JleKapcTea (HanpuMep dbenobapbuTa, GEHUTOHH,
kapGamasenuH) Wik pudaMnuupH MOXKE la 10BEAE 10 yepHOAPOGHO YBpEKAaHe, KOPH MPH NPHEM Ha
NPeNopPBLUUTENHH JO3H NapaueramMon.

YnotpeGara Ha alKoOXON 0 BpeMe Ha JIe4eHHETO ¢ MapaLeTaMosl BOAH A0 NOABA Ha TOKCHHEH MeTaboIHT,
KOWTO MpEAN3BHKBA HEKPO3a Ha YEPHOAPOOHUTE KIETKH, KOETO B MOC/IEACTBHE MOXKE Ja N0BEAC 10
yepHoApoOHa HEJOCTATBYHOCT.

TTpHIOXKEHHETO Ha TIAPANETaMON B KOMOMHALIHA C x10paMbeHUKoN (LIMPOKOCNEKTbPEH AHTHOHOTHK)
MOXE Na JOBEE A0 NOBHIUEHA TUIA3MEHa KOHUEHTPaLMs Ha X0paM(eHHKO.

Heo6X0aMMO € MOBHILEHO BHMMAHHE NPH ChITBTCTRALLA YNOTpeda Ha (IyKIOKCALUAIMH Y NapaleTaMol,
Thii KATO eAHOBPEMEHHUAT NPHEM Ce CBBP3Ba ¢ MeTalboNMTHa aLM03a C rO/IAMa AHHOHHA PasfiiKa Nopait
MUPOrAYTaMHHOBA AUMA034, 0CO0EHO NPH NALKEHTH C PUCKOBH daxropu (BXK. ToUKa 4.4).

IlceBaoedeapun

EgnoBpeMeHHaTa ynotpeba ¢ anGyrepon MOXe Aa 3aCHIH CHAOCBHBALIUTE eheKTH.

la He ce ynoTpe6aBa €AHOBPEMEHHO C AMUTPHNTHIHH H CHMNAaTHKOMHMETHYHH CPECTBA.
ExHOBpeMeHHaTa ynoTpeba ¢ ApYrd CHMIAaTHKOMHMETHYHH CPE/ICTBA, HANPHMED NEKOHIeCTaHTH,
NleKapcTRa MOTHCKALLM ANETHTA WK Mofo0HH Ha aMdeTaMHHa ICUXOCTHMYTAHTH MOKE a npeau3ByKa
MOBULUIABAHE Ha KPBBHOTO HaMAraHe.

AHTHALMAHATE CPEACTBA MOXe Aa yBenuyat abcopbuuara Ha ncesaoedenpuHa.

Karo ankanu3upa ypHHAaTa, aMOHHEBUAT XJIOPHI YBE/IHYABA peabeopbuuaTa Ha MeTabOIUTHTE Ha
ncesgoedeaprHa B Gb0peLyTe M yABIDKaBa NCHCTBUETO MY.

MAO-HHXHGHTOpHTE 3a6aBST eTMMUHHPAHETO Ha nceBoedepHiHa OT OpraHH3Ma H TaKa roBHiliaBat
HeroeaTta ONOHAMHYHOCT.

IceBmoedeApHHLT HaManABa eQEKTHTE HA AHTHXHIIEPTEHIHBHHUTE NEKAPCTBA M MOXKE /1a BHIOH3MEHH
OeACTBHETO HA AUTHTATHCOBUTE INIHKO3HAM.

Ila He ce ynotpebsBa €AHOBPEMEHHO C PyPO3OIHAHH.

JlexcTpoMeTophan
Tla He ce ynorpebasa ¢ MAO-UHXHOUTOPH.

Texcrpomeropdan ce MeTabonmusupa upes CYP2D6 BuB BUCOKaA CTENEH MPH TEPBO NpeMUHaBaHE.
CameTeTBawmata ynorpeta ¢ MowHu CYP2D6 eH3suMHM HHXHOHTOPH MOX<e 13 MOBHIIH KOHUICHTPALMHTE
Ha fekcTpoMeTophaH B OpPraHW3Ma 0 HHBa, KOHTO C& MHOTOKPaTHO N0-BHCOKH OT HOPMATHHTC. Toea
MOBUIIABA PHCKA HA MALUEHTHTE OT TOKCHYHY €PEKTH Ha aexcrpoMeropdaH (akurauus, o0bpKaHOCT,
TpeMop, Ge3cbHUE, AUAPHA M NOTHCKAHE Ha AULUIAHETO) M Pa3BUTHE Ha CEPOTOHHHOB CHHAPOM. MowxuTe
CYP2D6 eH3UMHH MHXUOUTOPH BKIIOYBAT (PITYOKCETHH, TADOKCETHH, XHHHAWH 1 repbunadun. I1pu
CHLBTCTBALLA YNOTpeda ¢ XMHUIWH TU1a3MEHUTE KOHUCHTpaUrH Ha nekcrpomeTopdaH ce nosHwasart a0 20
ITbTH, KOETO YBEJIHYABA HEFOBHTE HEXENaHK epeKTH BBPXY [THC. AMHonapoH, (priekauHHA U
nponadeHoH, cepTpanuH, GyNIpONHOH, METAIOH, LIMHAKA/ILIET, Xal0Nepruao, nepdeHa3uH ¥ THOpHAA3HH
CHLIO MMAT NoaoSHN edekTH BLPXY MeTabonuaMa Ha aekcTpomeTopdan. Ako e HeoOX0aHMa CHITHTCTBALIA
ynorpe6a Ha CYP2D6 uHxHOUTOPH H nexcrpomeropdaH, nauueHTsT TpabBa Aa ce Habmoaasa U MOXeE f1a
e HeoGXOAUMO HaMaJISBaHe Ha [03aTa HA AeKCTPOMETOpdaH.

4.6 DepTHANTET, OPpeMEHHOCT H KbPMENHE

I'punekc He TpaGBa Aa ce mpunara rno Bpeme Ha OpeMEHHOCT K B NEPHOJA HAa KbPMEHE.



4.7 Edekra BbpXy cnocobuocTTa 3a IOpHpaHe H paboTa ¢ MallIHHE

[To Bpeme Ha ynorpedbara Ha TO3H JIEKAPCTBEH NPOAYKT TpabBa fa ce BHYMaBa 0CO0EHO MHOTO IIpH
mwodupaHe ¥ paboTa ¢ MALLIHHH.

4.8 HexelaHH JekapcTBeHH PeaKHHH

Morar 1a ¢e NOSBAT CJIeHHTE HEXeNaHH peakuuH. TaxHara 4ecToTa € NpeJCcTaBeHa, KaKTo CIc/Ba.

MHoro uectu (21/10)

Yectu (21/100 go <1/10)
Heuectu (>1/1 000 oo <1/100)
Penxu (=1/10 000 no <1/1 000)
Muoro peaku (<1/10 000)

C Heu3BECTHA YeCTOTA (OT HAUTHYHMTE AAHHN HE MOXe Ja Obze
HarpaBeHa OLEHKA)

HapyieHus Ha KpbBTa M IKM(HaATa CUCTEMA.
MHOro pelikd: rpaHy/IOUHMTONEHHA, arpaHyJIOLHTO3a, TPOMOOLMTOIEHHA.

HapyleHHs Ha KPbBTa H TMM(QHATA CHCTEMA!
MHOrO peliKH: IpaHynOLUMTONEHHS, arpaHy/IoLHTO3a, TPOMOOLUTONIEHHUA.

HapylueHus Ha HMMYHHaTa CUCTEMA.
Peaky: peakliiy Ha CBPBXUYBCTBHTEIHOCT THN | (anepruyieH oTok, aHaWIaKTHYHA PeaKiig).

[MevxuyHH HapyILEHHS:
C yeM3BeCTHA YECTOTA: XantOUHWHALIMH.

HapyiieHHa Ha HEpBHATa CUCTEMA.
C Heu3BECTHA YECTOTa: CHHAPOM Ha 3aaHa ofpaTHMa eHueganonaTns (PRES) (8. To4ka 4.4),
cUHApOM Ha ofpaTrMa uepedpanHa Ba30OKOHCTPHUKLINSA (RCVS) (Bx. Touka 4.4); CbHIHBOCT, CBETOBBLPTEK.

CoupacyHH HapYyLLEHHA:
C HeM3BeCTHa 4ecToTa: TaxMKapaus

CbaoBH HapyUIeHHA:
C HeHu3BECTHA YECTOTA: JIEKO NMOBHLIEHO KPBBHO HaNAraHE

PecnupaToOpHH, IPbAHH M MEAHACTHHAIHN HAPYLIEHHA:
MHOro pelKy: PHCTBIY Ha OpOHXHanHa aCTMa

CroMallHO-YpEeBHH HApYLUEHHA!
Penky: raieHe ¥ NMOBPBLUAHE
C Heu3BECTHA YECTOTA: HCXEMHYEH KOJMUT

XenaToOunuapHu HapyllIEHHA:
MHoro peaxu: YepHOApOOHO yBpeKaAaHe




HapyweHus Ha KOXKATa ¥ MOJKOKHATA ThKaH:
Penku: KOXHH alepriuuHH peakliMy, 3a4epBsBaHe Ha KOXKaTa, ofpuB
MHOro peiKH: CEPHO3HH KOXXHH peakLiH
C yeu3BECTHA YECTOTA: TEXKH KOXHH PEAKLMH, BKIIOUHTENHO 0CTPa reHepain3Hpaia
ek3anTeMartosna nmycrynosa (AGEP)

Hapyuienus Ha 6b6peunTe U MMKOYHHTE MbTHILA:
MHoro peaxi: 6u0peuHa konyka, 6x0petiHa nanunapHa HeKpo3a, ocTpa Obbpeuna
HENOCTATBYHOCT, YPO/IuTHa3a. BB3MOXHO € fia Ce MOABAT CMYyLIEHHA B yPUHUPAHETO K 3abp)KaHe
Ha YpHHa - 0c00eHO NMpH NauKeHTH C XHNepIUIaski Ha npocTata

O61y HapylleHHA ¥ edeKTH Ha MACTOTO Ha MPHIIOKCHHE:
HeuecTH: necHa yMOpAEMOCT

HapyiueHua Ha o4HTE:
C HeM3BeCTHa YECTOTa: HCXEMHYHA ONTTHYHA HEBPOMATHA

HapyweHus Ha MeTabonu3ma ¥ XpaHEeHeTO
C HeHM3BECTHA YecToTa; MeTabOoNIUTHA aKA03a C FosaMa aHHOHHA NPa3HHHA

Onurcanne Ha N30paAHH HEKENAHH DeaKidH

MerabonuTHa aLMa03a ¢ rojiiMa aHHOHHa Npa3sHiHa

Ciyyau Ha MeTabonuTHa alKao3a ¢ roNsMa aHHOHHA NpasHUHA, Abkaila ce Ha MHPOrJIyTAMHHOBA
ALIMIO32, ca HaGMI0AaBaHH MPH MALMEHTH ¢ PUCKOBH (aKTODH, H3NON3BALIH MapaleTaMor (BX. Touka 4.4).
[1pH Te3H NALKEHTH € BB3MOXHO [1a Bb3HHKHE MUPOrTyTaMHHOBA aLi/034 BCJICACTBHE Ha HUCKH HMBA Ha

TTYTaTHOH.

CrobLaBaHe Ha NOAQ3MPAHHU HEXeNaHW peaktiy
CboBLIaBaHETO Ha MOAO3UPAHH HEXENaHN PEaKLMH ClIEA PaspellaBaHe 3a ynorpeba Ha JlekapCTBEHHA

MPOAYKT € BaxkHO. ToBa No38OJABA [a MPOABIDKH HaGMIOEHUETO Ha CHOTHOLLEHHETO NOJ138/PUCK 32
nexapcTBeHus NPoAyKT. OT MEAKLIMHCKHTE CTIELHANTHCTH CC M3MCKBA 21a cboOaBaT BCAKa ogo3Hpana

He)kenaHa peakuus ypes M3nmbanuTenHaTa areHuMs no JICKapcTsaTta, yi. »NamsaH ['pyeB” Ne 8,
1303 Codua, Ten.: +359 2 8903417, yebcaHr: www.bda.bg.

4.9 IlpesosupaHe

JlekapcTBEHHUAT NPOAYKT ChAbPr KA TPH aKTHBHU BELIECTEA. CHMITTOMHTE Ha Npeao3upaHe MoraT aa 6baar
NpeAu3BHKaHK OT AEHCTBHETO Ha €NHO WK Ha BCUUKM aKTHBHM BELLECTBA.

IIpexo3upaHe HA NAPALETAMON
Cny4alHOTO WJIH YMHILICHO NPEAX03HPAHE Ha napaueTamMol, HAKOMKO HTH IECeTHHA Haca cnep npHUeMa,

MO’Ke /8 PeAN3BHKA CUMITTOMH KaTO raJeHe, MOBPBILAHE, MPEKOMEPHO H3NOTABAKC, CbHIMBOCT ¥ 06112
cnaboct. Te3n CHMITTOMH MOTAT a H3U€3HAT Ha CleABaluMA IeH, BRIIPEKH pa3BHTHETO Ha uepHOAPOOHO
yBPEXK/IaHe, KOEeTO Cllel TOBA CE NPOABABA KATO YYBCTBO Ha MOAYBAHE B enHracTpHyMa, MIOBTOpHA M0ABA HA
rajeHe Y JKbITeHula. B ciyuail Ha eqHOKpaTeH NpHeM Ha napaleTamon B 1033 5 g WIH N0-Troj1AMa,
pegHara TpAGBa Aa ce Npeau3BHKa MOBPbILAHE, AKO HE Ca 3MUHAIH NOBEHE OT CAKH yac cnen
[IOTBLIAHETO HA JIEKAPCTBOTO H Jla C€ HANpPAaBH KOHCYNTALIMA C JI€Kap. Tpabsa na ce npue

aKTHBEH BbOIeH B 403a 60-100 rpama, 3a npeanovHTaHe CMeceH ¢ Boja. TouHa OUeHKE
/




NpeAO3UPAHETO MOXKE 1A CE HAMPABH BB3 OCHOBA Ha KOHLEHTpaLHATa Ha naparneTaMol B KpbBTa.
CTONHOCTTA Ha KOHLIEHTPAUMSTA B CPABHEHHME C H3MHUHAIOTO BpEME CJIE/ NOTIBLIAHETO Ha rnapaueramosia
e paKeH NoKa3aTes 3a TOBa JanH € HeoOXOAMMAE M KOJIKO MHTEH3HBHA TpAGBa Aa € aHTHAOTHATA TEPanus.
AKO ONpeIe/IAHETO Ha KOHLIEHTPALMATa Ha NapaueTaMoi B KpbETa € HEeBBb3MOIXKHO M NpHETaTa A03a 0T
[aLKMeHTa BEPOATHO € Gria ronama, Tpsdsa 1a ce NpunoXH No-HHTeH3NEHA aHTMOTHA Tepanusa: Tpadsa Ja
ce majart 2,5 g METHOHHH, XaTo (cnen XOCTIHTATH3ALIMA) IcueHHeTo TpabBa Ja NpOABJDKH C
N-aUeTHILHACTEUH W/ MK METHOHHH, KOMTO Ca MHOTO edexTuBHY nipe3 mepuTe 10-12 vaca cien
HHTOKCHUKALIMATA W BEPOSATHO KHMa 10132 OT TAX A0PH H CCA 24 yaca. Tepanusita MPH HHTOKCHKALIHA C
napaueTamon TpsGBa Aa ce POBEXK]A B OTACIEHHE 33 HHTEHIUBHO neyeHHe Ha DONMHUYHO 3aBEJICHHE.

Ilpego3apane HA ncepaoeheApHH:

T1pu npeno3dpasxe Ha ncesaoedeNprH, B pe3y ITaT Ha ipekOMEPHO CTHMYJIHpaHe Ha LCHTpaiHaTa HepBHA
CHCTEMA, MOTAT 4 C€ TIOABAT CJICAHNTE CHMNTOMH: pa3/pasHUTETHOCT, 6e3n0KOHCTBO, TpeMOp. Moxe aa
ce MOSBST HHCTArEM, HAPYLIEHHA Ha ChHS, FajieHe, MOBPBILIAHE U PAAKO — XATIOLMHALIHH. HabnionasaHu
ca MTOBHLIEHO KPBBHO HassraHe, TaXMKap/ud, rbpHoBe, AH3yPHA H pecnHpaTopHa HeJOCTATBYHOCT.
EnvMHHHpAHETO Ha NceBaoeheApHH MOXKE f1a € yCKOPHU © ¢opcupaHa aHypesa WK AHaH3a.

Mpeno3upane Ha JeKcTpomMeTopRan:
[Ipu3HaLy Y CHMITTOMH:

[Tpeno3npaHeTo C pexcrpoMeTopdaH Moxe Ja ce CBbp3Ba ¢ rajcHe, MOBPBIIAHE, CHHIIHBOCT, IUCTOHMA,
axuTaLug, oObPKBaHE, CTYNOP, KAPAHOTOKCHYHOCT (TaxvKapaus, OTKIIOHEHHA B EKI, BKNIOUHUTETHO
yab/okasaHe Ha QTC), TOKCHYHA NCHX032 ¢ BU3YaTHH XaTIOLHHALMH, CBPBXBB3OYAUMOCT, CBETOBBPTEXK,
AIeTaprus, aTakcHa, HUCTarbM, peCUpaTopHa ACTpECH.

B cnyuaif Ha TEXKKO MPEeA03npaHe MOXKE [a €€ HabnIoNaBaT CleAHHTE CHMITTOMH: KOMa, peClipaTopHa
AeNpechs, KOHBYJICHH.

[oBeneHue:

- Ha acMMNTOMAaTHYHH NMAlMEHTH, KOUTO Ca NOTHIHAIH CBPBX1034 AekcTpomMeTopdhaH BpaMKHTE Ha
MPEAXONHUA HaC, MOXKE 12 Ce MPHIOKH AKTHBECH BBHIJICH.

- [Ipy nauueHTH, KOMTO Ca MOrbIHAIH nekctpomeropdaH M ca CEAMPaHH HIH KOMATO3HH,MOXC /id CC
OGMHC/IH NIPWIOKEHHE HA HANIOKCOH B OOHYAWHHMTE 103 3a JIEHEHHC Ha OMHOMOHO Mpeao3upane. 3a
OBJa/ABaHe HA MPUCTHOMTE MOXE [a C€ M3NOa3BaT 6eH300Ha3eNHK, a KaTo MEpKH 1pH XHNepTepMHiA
nopajl CEPOTOHHHOB CHHAPOM -O€H30AMa3ENHUHH H BHHIIHO oxnaxaaHe.

JleueHHETO NPH HHTOKCHKALIKA TPAOBA Ja € MPOBEKA B OTAC/ICHUC 34 MHTEH3UBHO JleueHHe Ha OOJTHHYHO
3aBeICHHE.

5. ®APMAKOJOHYHH CBOUCTBA
5.1 ®apMakolBBAMHYHH CBOHCTBA

DapMakoTepanesTHYHA IpyNa: APYrH aHaNreTHUH H aHTUIHPCTHILY, aHWIHIH, KOMOMHUpaHH JIEKAPCTBEHH
POMYKTH, ChABPXKAILHM NapaueTamMo (6e3 neuxonerrrviy), ATC kon: N 02 BE 51.

Ilapaneramo
[TapaleTaMONbT HMA AHAJINETHYHO U AHTHITHPETHYHO JEHCTBHE. Karo nHxuOHpa LHKIOOKCHICHa3aTa Ha

apaxuJOHOBAaTa KMCE/HHA, TOH NOTHCKA NPOCTarIaHaHHOBATA cuHTe3a. ToBa BOOH A0 HaMaNdBaHE Ha
YyBCTBUTETHOCTTA KbM TaKHBAa MEIMATOPH KAaTO KMHHHH 1 CEpPOTOHMH, KOETO CaMmo Mo cede
MaHHGDECTHpA C oKauBaHe Ha OOIKOBHA Mpar. [MoHmkaBaHETO HA NpOCTArIaHAHHOB




XHNOTAIAMYCa € OTTOBOPHO 32 aHTHNHPCTHYHHA edpexr. [TapaueraMonbT He HHXHOHpA TpoMGoLMTHATA
arperanus.

I1ceBgoedeApHRA

[TeeBnoedeApHHBT € AEKCTPOH3OMep Ha edeiputa, NPOABABALL OKOIO 1/4 oT cunaTa Ha JeHCTBHE Ha
edefipUHa BbPXY KPBBOHOCHHTE ChA0BE. B 103U, NIPH KOUTO ncepoedeiPUHLT MPOABSABA MOJ0DEH Ha
edenpyHa CHAOCBUBALI eexT, HeroBOTO OPOHXOANNATHPALLO neficTBHE € OYTH HArMoNOBMHA No-¢1abo oT
ToBa Ha edenpuna. Tol cTuMyaupa anda-apeHepruyHUTS peLECTITOpPH Ha riagkara MycKylaTypa Ha
ChOOBETE, B PE3YATAT HA KOETO HACTBIBA KOHCTPHKLIHA HA nepudepHUTE apTEPHONH K HaMaliBaHe Ha
XHIepeMHATa Ha Ha3aHaTa JIMraBHLa.

eKCcTpoMeTopgan

IexcTpometopdansT € D-H3oMep Ha KOACHHOBHA aHAJIOT - nepodpaHon. JledcTsa BbpXy LEHTBPA HA
KalUTHIATA B MEAYJIaTa, KaTO HaMAJIsBa UyBCTBHTEIHOCTTa HA PELICITTOPHTE KbM CTHMYJIH OT JHXATEITHHTE
meTiuia. [TposBaBa U cnabo aHANTeTUYHO ACHCTBHE. B obxuyaiiHy A03W HE HaManAsa 3HAYUTETHO
auxarenHara decrora. JekctpomeTopdaHbT MOXKE Aa NPEAH3BUKA cnabo nopHiLIaBaHE Ha KPHBHOTO
HanAraHe.

52 <dapMaKOKHHETHYHH CBOHCTBA

IlapaneTamo.i
MapauetaMoNbT OBP30 H MOUTH HAMBIIHO CE abGcopGupa B raCTPOMHTECTUHAITHHA TPaKT.

IMukoBa KOHLIEHTpALUM B KpbBTA C€ AOCTUrra npubnusutento cnen 1 yac. [lapaueraMonsT c€ CEBpP3Ba
cnabo ¢ rasMeHHTe MPOTEHHH, B TEPANCBTHYHH AO3H - OKOJIO 25%. BUONOTrHYHHUAT MY TMOTY)KMBOT NMpH
BB3PACTHH € 4-6 Jaca., 8 aHTHNHPETHIHHAT edexT npoab/bkaBa 6-8 uaca. HacT OT napaueTamona (2-4 %)
ce enMMHHHUpa upe3 6pOpeluTe B HEMPOMEHEH BHA. OCHOBHMAT ITHT HAa HErOBOTO EJIMMHHHPAHE €
GuoTpaHchopMmalMd B YEPHHUA npo6. OcHOBHMAT MeTabONMT Ha NapaneTamMosa npH Bb3pacTHH ¢C
NoJy4aBa [Py CBbP3BAHETO My C INIIOKYPOHOBaTA KHCE/IMHA, 3 TIpH [leLaTa — ChC CApHATA KHUCEIHHA,
O6pasyBaHyAT B MAJIKO KOJIHYECTBO MEXAHHEH XENAaTOTOKCHICH merabonut N-aueTun-p-
6eH30XHHOHHMHH Ce CBbP3Ba GBP30 ¢ MIYTATHOH H CE OTAEIA C YPHHATA CIER KOHIOTalliA ¢ LIMCTEHH WIH
MepKanTypoBa krcenusa. To3u MexaHM3IbM Ce HaCHINA JIECHO TIPH [[pAEM Ha FOJIEMH [103H NapaleTamon.
3anacHTe OT YepPHOAPOOEH TITyTATHOH MOraT Jla Ce H3UeprnaT H 1a C€ [oABH HATpyNBaHEe Ha TOKCHYEH
MeTabOAMT B UEPHHA AP06, XOETO MOXE Aa JOBeAe IO HEKPO3a Ha XEMAaTOLUTHTE H ocTpa yepHoapobHa
HEJIOCTATBUHOCT.

HNcepaoedenpun

[cernoedeapuusT ce abcopbupa ObP30 H HAMMBIIHO B raCTPOMHTECTUHANHHSA TPakT. [1nKkoBa rnasMeHa
KOHLIEHTpALIMs Ce J0CTUra Clea 1,5 yaca. JIeKOHreCTHBHOTO JIEHCTBHE BBPXY HasallHaTa JNUraBvLIA
HacTbMBA OKOMO 30 MUHYTH cnej nprHema. MakCHMalHHAT eeKT HACTBNBA CEA 30-60 muR. JleHCcTBHETO
nponb/bkasa A0 4 yaca. [IpuemaHeTo Ha xpaHa He OkasBa ocobeHOo BiiMAHHE BEPXY abcopbumsara.
INcepnoedenpuHbT ce MeTaboNH3Mpa ¢ y4aCTHETO Ha MoHOoaMuHooKcuaasza. Oraens ce B 70-90% upes
ypHHaTa B HEITPOMEHEH BHA.

JekcTpomeropdaH

TlekcTpometophanbT ce abcopOupa no6pe B racTPOHHTECTHHAIHHUA TPAKT.
TlexcrpomeropdaH ce Merabonusnpa 6Bp30 U BHB BHCOKA CTETICH TPH THPBO MPEMUHABAHE Npe3 YEPHUA
npo6 cnen NepopaiHo MPHUAOKEHHE. [eHeTUYHO KOHTpoIHpaHoTO O-1eMeTUINpaHe (CYD2D6) e
OCHOBHHSAT OnpeaensL dpakrop Ha GapMaKOKHMHETHKATa Ha nexcTpoMeTopthaH NMpH 34paBH A0OPOBOILHM.
Harnexaa, 4e MMa SCHO pasrpaHHyeHH GEHOTHNH 3a TO3M MPOLIEC Ha OKHUCCHME, KOETO BOAH A0 CHIIHO
papuabunHa ¢papMakOKMHETHKA MpPH yHaCTHHLHTE. HemeTaboIM3HPaHHAT AEKCTPOMETO
neMeTHIHpaHH MopdHHaH-MeTaboNHTA - nexcrpopdaH (M3BECTEH OLLe KAaTO 3-XHAPO




meTiIMOpdHHaH), 3- XHAPOKCHMOPOHHAH H 3-MeTOKCHMOpdHHAH, ca HIEHTHOHLIMPAHH KATO KOHIOraTH B
ypHHaTa.

JlexcTpopdaH, KOHTO pUTEXKaBa H AHTUTYCHBHO neiicreue, € ocHoBHUAT Metabonut. 11py HAKOH NTHlia
MeTaboM3MBT NpoTHYa N0-6aBHO H HENPOMEHEHHAT nexcTpomeTopdaH npeobnanasa B KpHBTa U ypHHATA.
Ortzens ce B HENPOMEHEH BHA H NOA popMmaTa Ha MeTaboNMUTH ¢ ypuHaTa (10 56% OT npyeTaTa 103a).

53 IpenkIMHHYHH JaHHH 32 He30MACHOCT
Hsama nurepaTypHH AaHHH 3a TO3H JISKapCTBEH NPOAYKT — dukcupaHa KOMOMHALIMA.

Iapaneramoan: B 4034 oT 4 00 20 MbTH MO-TONIEMH OT MaKCHMaHaTa AOIMyCTUMa AHEBHA 1038 HE
NPOABABA TEPATOTEHHO NEHCTBUE NMPH MULIKH H [LIHXOBE. HabmoaasaHu ca, obade, HapylIEeHUA B
cnepMarorexesara H aTpodus Ha TECTHCHTE MTPH ILTBXOBE.

TIMncBaT KOHBEHIMOHATHY NPOYYBaHHs, H3MON3BAIIH IPHETHTE MOHACTOALIEM CTAHAAPTH 34 OLleHKa Ha
PENpOAYKTHBHE TOKCHYHOCT H TOKCHYHOCT 38 Pa3BHTHETO.

MceBnoedeapHH: HAMA JOCTATHYHO JIMTEPATypHH JAHHH.

TexcrpoMeTopdan: HAMa JOCTATBYHO JIHTEPATYPHH JAHHH.

6. ©OAPMAIEBTHYHH JAHHH

6.1 CnHCBK HA TIOMOUIHHTE BEIECTBA

CobplLiEeBUHA.
MuKpoKpHCTAIHA LTy o3a, npeKenaTHHH3UPaHO HUIIECTE, CTeapHHOBA KMCENHHA, Oe3BOACH KOJOHICH

CWJIHLIMEB JMOKCH, MOBHUAOH, KPOCTIOBHACH.
O6BHBKA: XHAPOKCHITPOMIIMETHILIETYI03a, OMHAEKCTPO3a, CHHCET XKBIITO (E110), THTAaHOB ZIHOKCHA,
FNULEPOJ TPHALIETAT, alTypa YepPBEHO AC (E129), nonHETHAEHTIHKOI.

[Meuaramo Mactwio: Opacode Black S-1-17823 (¢unmoobpasysallo cpencTso - Ue/ak, yepeH XeJe3eH
okcua (E172), N-6yTiIoB ankoxoJ1, H30NPONUIOB alKOX0Jl, aMOHHEE XHAPOKCHA NPONMUIEHIIKKON).

6.2 HecbBMECTHMOCTH
HenpunoxxuMmo.

6.3 Cpox Ha rogHOCT
3 roAvHH.

6.4 CnenxHajJus YCIOBHA HA CbXPaHEHHE

Ha ce cpxpanasa noa 25°C.
Jla ce chXpaHsABa Ha MACTO, HEAOCTBITHO 32 Jeua.

6.5 JlanHH 33 ONAKOBKATA




24 punmupanu TabaeTky B ABa GincTepa (2 x 12 TabnieTkH), NOCTaBEeHH B KAPTOHEHA KYTHA 3a€HO C
JIMCTOBKA 3a MauHeHTa.

6.6 CroenHaJHH NpeANA3HH MEPKH NpH H3XBLpAARe H pabora

Hama crietiyaniHy U3HCKBaHHA,

= MPAUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

US Pharmacia Sp. z. 0.0.

Ziebicka 40,

50-507 Wroclaw, [lonua

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

20040313

9. JATA HA ITBPBO PA3PELHIABAHE/MIOJHOBSIBAHE HA PASPEIIEHUETO 3A

YINIOTPEBA

JlaTa Ha nbpBO paspewmasane: 01 10n11.2004 r.
JlaTa Ha NOCNEAHO MOAHOBABaHE: 23 HOEMBPH 2009 .

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

07/01/2025




