KPATKA XAPAKTEPHCTHKA HA TIPOJYKTA

1. HME HA JEKAPCTBEHHA ITPOAYKT

Mepeeduty 3a Bb3pacTuu Ge3 3axap 500 mg/25 mg/200 mg npax 3a nepopanex pasrsop
Ferveflu adults sugar-free 500 mg/25 mg/200 mg powder for oral solution

2.  KAYECTBEH H KOJHYECTBEH ChCTAB | USILAHUTER HA ATEHLAR RO IEKAPCTBATA

-’.leamxa Xapakme,
Bcsaxo caule ChABPIKA AKTUBHUTC BENIECTBA: | g PuGmuia na hpogy«ma - [ipusomenue 1

i
Tapauetamon (Paracetamol) 500 mg | Kbm Pea. Ne 920@200’»'{0
Meunpamuuop Manear (Pheniramine maleate) 25mg
Ackop6uHoBa KuceTHHa (Ascorbic acid) 200 mg %PESPBUJGHUB e Q@;{Q&(KP}V@"/C’I—-
3a TBHKA CIHCHK HA FIOMOLIHMTE BEIIECTRA, BIKTE TOYKa 6.1, igﬁ."'@&@ﬁ”&ﬁ@-/HEW-mi__

3. JEKAPCTBEHA ®OPMA

TIpax 3a mepopalieH pa3TEOp

Mouru Gana cMec OT Ipax H CyXH arjoMepaTH.
4. KINHHUYHHU JAHHHU

4.1 TepaneBTH'HH NOKAIAHHSA

CHMNTOMATHYHO NleveHHe Ha 3a00nfBaHHa HA TOPDHHTE QUXATEIHH MBTHIIA: MPOCTYAa, alepruicH
PHHHT, pHHOAPHHTHTH.

CHMITOMATHYHO JIE4eHHE HA TPHNIONOA00HA ChCTOSHMA.

®eppeduy 3a BLIPACTHH €3 3axap € NOKA3aH 32 Bb3PACTHH M Aena Haj 15 roauHu.

4.2 o3HpoBKa H HAYHH HA TPHICKEHHE

gosumma

BrapacTay W nena Han 15 roannu:
1 came 2-3 nbhTH HA NeH.

WnTepBansT My ABa pueMa TpAbBa na Gble Hali-Manko 4 yaca.
B cnyuaii Ha ocTpa 6u6peuHa HEAOCTATHYHOCT /KPEAaTHHHHOB KMMpBHC< 10ml/min/, muTepsanst
MexIy OPHIOKeHHATA TpabBa na 6bie Haki-manko 8 vaca.

Havuun Ha npuiodiceiue
IMepopanno

Cawmerara Tpa0Ba Ja ce pa3TBapAT B A0CTATHYHO KONHYECTBO CTYACHA WIIH FOpella BoJa.
CrabprxanneTo Ha | came ce pa3TBaps B yala ropelua Wi cTyaeHa Boja.

[ipH neuensde Ha rpUNONoOaOSHE CLCTOAHKA, € MO-A00pe TOBA JICKAPCTBO 1A Ce B3eMa C ropellla BoAa
Beuep.

MaxkcrmanHaTa NpOALIDKMTENHOCT Ha ISUEHHETO € 5 THH.

4,3 TIpoTHBODOKA3AHHSA

- CBPbXYYBCTBHTE/HOCT KbM 8KTHBHHMTE BELIECTBA WM KbM HAKOS OT MOMOLIHHTE BE
- yepHOApOobHA HEAOCTATHYHOCT,

- 3aKPHTOBI'BIHA IJIAYKOMA,;




- aAeHOM Ha IpoCTaTaTs;
- Jena nog 15-roguinna BB3pact.

44 Croemmajuu NpeaynpexieHHs A NpeAna3sHA MePKH npd ynorpeba

B ciyuad Ha BHCOKE W NEPCHCTHPAI2 TeMIEPaTypa, NPM CHMITOMH HA CYNEPHH(eKUHs HITA
NEepCHCTHPALIM CHMITTOMH Cliep 5-THA J€H, TepanusTa TpsOea aa Gble npecueHeHa.

Puck oT nCHXK4YHA 3aBHCHMOCT MOXKE A BL3HHKHE CaMo NpH NO-BUCOKHM OT MPETIOPFYBAHATE NO3H H
TIpH APOORDKUTENHO IEUCHHE.

3a na ce m3lerne pHcka OT MpPEAO3MpaHe e HEOOXOZMMO Ja €€ M3KMOYaT APYrd IleKapcrea,
CBALPKALLE TApaLeTaMo.

3a pu3pacThH ¢ Terno Hax 50 kg, o6maTa f03a napaneTamon ke TpaOdBa 1a HaaXBLYJIA 4 rpaMa Ha
nen (1K T. 4.9, TIpenosupane).

lpueMaHeTO0 Ha ankoXOJl WIH CEJaTHBHH cpeicTsa (mo-cneumanso OGapburypatu) sacunsa
CefaTHBHHA €(eKT Ha AHTUXHCTAMHHHUTE M TpAOBA 1A c€ H30ArEa 10 BpeMe Ha JIeYCHHETO.

Tlpu naumeHTH ¢ octpa 6B6peuHa HeAOCTATHYHOCT /KPEaTHHHHOR KIHpEHC< 10ml/min/, ueTepBaneT
MeTY TIPHIIOKkeHHATa TpAOBaA fa Obae Hal-mManko 8 4aca,

4.5 BammojeicTBHE ¢ APYrH NEKAPCTBEHH NPOJYKTH B ApYrE GOpMA Ha B3auMoaeHcTBRE

Kombunauus, koamo ne ce npenopvea
AnkoxoJi (BbB BPE3Ka € HAJTHYHETO HA (e HHPAMMHHE):

ANKOXONBT YCHJIRE cenatuBuua edekT Ha H, aHTHxucTamuuu. Hapymenara GanTennocT moxe jga
NpeJCTABAABA ONACTHOCT NPH WodupaHe Ha MOTOPHH IIPEBO3HH CPEACTBA WK paboTa ¢ MalllMHH.
Jla ce 130Arsa mpHeMa Ha ANKOXOJI H JIEKAPCTBA, CHABPMKALIH ATKOXOJL.

KomBunauuu, koumo mpaea 04 ce 63eMam noo SHUMAHIE
EnnoBpeMeHHKAT MpHEM C APYTH CeJATHBHH CPEACTBA (RBEB BPB3Ka ¢ HAJIMYHETO Ha heHHpaMuH):
- MOpGUMHOBH NMPOM3BOLHH (AHANTETHLM, MOTHUCKAIMH KAULIMLATA NMPOAYKTH H 3aMECTBAILM
JileyeHHa) HERPOIEITHLIK;
- 6apburypati;
- HeH30NHAETIHHY,
- AHKCHONMTHLH Pa3THunu oT GeH30aHa3ennHH, (HanpuMep Menpobamar),
- XHIIHOTHLIM;
- CEAATMBHH aHTHIENpPeCaHTH (AaMUTPHNTHIHH, JAOKCENHH, MHaHCEPHH, MHPTA3anuH,
TPHMHIIPaMHUH);
- cenatiBHH H;-aHTHXHCTAMEHA,
- LEHTPAIHU AHTHXMIIEPTOHKYHM CPEACTBA;
- baxnogen 1 TANHIOMH;
MOsKE Na 3aCiiM HHXHOHpans edekT BEPXy HEHTPalHATa HEPBHA CHCTEMA.
HapymenaTa GAMTENHOCT MOXKE [ia TIPEACTABIABA OMACHOCT MNPH WOQHPaHe HA MOTOPHA NPEBO3HH
CpeACTRa MM paloTa ¢ MalllHHH.

EIHOBPEMEHHHAT NpHEM C IpYrH aTponuHononoOHu NpoxyxTH (M-xonrunosumuiyu) (BEB BpB3Ka ©
HATMYKETO HA PeHHPAMHMH):
- HMHNPAMHHOBH AHTH-TENPECAHTH,

- @HTHXOJHHEPrHYHA aHTHIIAPKHHCOHOBH NICKapCTRa,
- CHA3MOJIMTHYHO AeHCTBALM ATPONHHONOAOOHH MPoAYKTH (M-XOMHHOMHUTHLY
- ZA3ONMUpaMHIT,
- )eHOTHAZHHOBH HERPOJIENTHUM B KJIO3aNHH;
MOJKE A3 MPOBOKMPAT AOIFLIHHTENHH ATPONWHOBH HEKENAHH peakuMH Kato
HapYIIeHa aKOMoJalls, 3a1bpXaHe Ha YPHHA, 3aTieK.



4.6 DepraAATET, GpeMeHHOCT H KLPMEHE

He ¢ W3BECTEH PHCKA, THH KaTo JIWNCBAT NPOY4BAHMA TIPH XMBOTHH M KIMHHYHH RaHHH OT
npoyuBanms npu xopa. ClefoBaTenHo, KaTo MpelMa3sHa MApKA, TO3H MPOAYKT He TpabBa zAa ce
npeanucBa Ha GpEMEHHEH MITH KBEPMadKH.

4.7 EdexrTn BbpXy cnocofHOCTTA 32 modupane o pabora ¢ MADIHHH
Tps6Ba na ce 00bpHe BHHMaHHE BBPXy PHCKa OT CHHJIMBOCT, KOATO MOKE Ja HACTBOH TpH
ynotpe6faTa Ha TOBa NeKapcTBO, 0COOEHO 3a XOpa, KOHWTO JodHpaT 1 paloTAT ¢ MaIIHHH.

48 Hexenanu feKapcTBCHA Peakun

HexenaHute J€KAapcTBEHM peakuuy, Ha0monaBaH# H cho0masany IIPH TIPANOKEHHETO Ha
nmapalieTamon / ackopGuHoBa KhcenHHa / GeHHpaMMH MAIeaT ca KiIaCHGMUMpaHH CIIOPe] YecToTaTa
Ha TAXHATA MOABA M ca MPEJCTAREHH MO OPraHH M CUCTEMH cnopen Tepmumonoruata Ha MedDRA.
Cniope)l TAXHATA 9eCTOTa T Ca PasfEiCHH Ha: MHOTO YeCTH: MOraT Aa 3acerHaT noBede OT i na 10
AYIUM; 4ECTH: Morar za 3acerHat o | Ha [0 xymn; HEUECTH: MOraT Aa 3aCerHar 2o 1 5a 100 gyuns;
penxu: Morat 1a sacerdat 1o | Ha 1 000 mylup; MHOrO penku: MOTaT fia 3acernar ao 1 ua 10 000
JYLLH; ¢ HEW3BECTHA YecToTa (OT HAMHYHATE JaHHH He Moxe na 6B/e HanpapeHa OLICHKA).

CHCTeMHO-OpTaHHH kiacoe | Yectora [ Tepmun no MedDRA
Peakiiiy CEBp3aHH ¢ heHMpaMHH
Hapyuwienns Ha  HeppHara | HenseectHa Cenaups; CBHIMBOCT,
cHCTEMa AHTHXONHHEPrHYCH CHEPOM;
HapylIeHHe Ha PaBHOBECHETO,
HapylIEHHA Ha IaMeTTa;
HApYLIEHHA Ha EHHMAHUETO;
HapYIIEHA KOOPIHHALMA;
TpEMOp
Br30yna; HEpBHOCT;
IlcuxuyHA HapyIeHHs HenzpecTHa (e3CHHHE;CHCTOAHME HA
00BpPKAHOCT; XaIOLHHALIHA
Hapyimennus Ha akoMOJalHATA,
HapyileHns Ha O4HTe HewusgecTHa py ?
MHIpHa3d
CroMalHo-4peBHH HapyiueHHs | HemzpecTHa 3anek
HapyieHue Ha yX0T0 H
Py X HewuzpsecTHa CreToRBpTEXK
NaGHPHHTA
CBbIOBH HapyLIEHHS HemnspecTHa OpToCTATHYHA XMITOTOHUA
Hapymeuns na 6s6penmre 1
Pyt p HenzeecTHa 3apLKKa Ha ypyHaTa
TTAKOYHUTE ITHTHILA
0614 HapymeHna H edexTH Ha
LM Hapy ¢ Heuapectna CyxoTa Ha JIHTaBHIATA; OTOK
MACTOTO HA NPHIOKEHHE
Hapymenns Ha HMyHHaTa CepBXYyCTBHTETHOCT;
pym My HewssecrHa poXTY ’
CHCTEMA aHaGHNIAKTHYEH LIIOK
Epnrem;
cHpoex;
EK3IEMA;
HapymeHns Ha KoxKaTa H
HewnszpectHa NypIypa;
A0JKOKHATAa TBKAH
YPTHKapH;
AHTHOEOEM;
obpus
JleBxouHTONEH
HapyueHui Ha KpBETA H HEeYTPOISHUS,
pY PE Hewnsgectna yTP ?
num¢pHaATa CHCTEMA TpomOoLMTONe
XCMOJIHTHYHAa




PeakiluH CEBp3aHH ¢ mapaleTamon
CEpBXYYCTBHTENIHOCT,
Hapyiienus HA HMyHHaTa
MHoro peaku aHa(pUNaKTHUEH 1IOK;
CHCTEMA
Enem na KBunke
Epurem;
Hapymenua Ha KOXATa K MHOTO peIKH ApHA:
MOMKOKHATA THKAH P I ?
oOpue
JIeBKOLMUTONEHHS,
HapymenHs Ha KPpBTa H
Muoro peaku HEYTPOINMEHHA;
nMMQHATA CHCTEMA
TpOMOOLHTONCHUS;

CrpofiapaHe Ha NONO3UPAHY HEKENAHH PEAKIHA

Crofi1iaBaneTo Ha MOKO3HPaHH HEXKENAaHA PeakiMy CJIe/l paspeulaBaHe 3a ynotpeba Ha JeKapCTBEHHA
npomykT ¢ Baxso. ToBa 03BONABA Ja NPOALIUKH HabNIONEHHETO HA CHOTHOIIEHUETO NON3a/pHCK 3a
nekapcTBeHns apoaykr. Or MEARUMHCKHTE CHCLHATHCTH Ce H3BCKBa 14 cs00ABAT BCAKA
noao3HpaHa HexeslaHa peakiis Ypes:

Wamenanutenna Areumas mo Jlekapersara
Codmn 1303, yn. laman I'pyes 8

Ten.: +359 28903417

Vebcaiir: www.bda.bg

49 Iperosupamue

Pearuuu cevp3any ¢ denupamun

INpenosupaeTo ¢ QeHWpPaMHH MOXE Ja NPHYHHH: KOHBYacHM (0cobeHO NpH aeua), HapylieHo
Ch3HAHHE, KOMA.

Pearuiiu cenpiaiiu ¢ RApAREMamon

CHINECTBYBA PHCK OT HHTOKCHKALMA MM NALHEHTH B CTApYecKa BL3PAacT H 0¢ofeHG HpH MAIKH
mena (MecTo ce cIIyYBa, KAKTO TepaNeBTHYHO Npefo3NpaHe, TAKa H CIYYAHHO): MOCHEHIIHTE MOraT
Ia Obaar daraiHu.

Crmnmomi:

lanene, noBpeliade, aHopeKows, Oenoct, kopemua Gonka, koMTO OONKHOBEHO Ce MpPOABABAT IIPe3
nBpEHTE 24 Haca,

Cepexzosa, Hal 10 g napaueTaMolN B efHH NpHEeM NPH BE3pacTHA H 150 mg/kg TenecHo Terno npu
Jela, MoxXKe /1a MpeIH3BHKA YePHOAPOSHA LIUTONN3A ¢ BEPOATHOCT Na MPHYMHM IbAHA U HeoGpaTuMa
HEKPO3a, KOATO BOAM A0 XENATOLENY1apHa HeNOCTATEHHOCT, MeTabONHTHA AUMAC3a, eHUehanonaTH,
KOATO MOKe Na JoBeJe K0 KOMa B CMBpT.

EHOBPEMEHHO € TOB4, MOBHUILEHHTE HHBA Ha YepHOAPOOHH TpaHCAMAIAzH, AKTaTHA IEXHAPOreHasa
i GHiMpyGHH ce HaBNIONABAT €AHOBPEMEHHO C HAMAICHO NPOTPOMOHHOBO BHEO, KOSTO MONKE 11a Ce
noseu 12 1o 48 yaca cnepn npHeMa.

Cneunt Mepxu
- HezabagHo npeBexaaHe Ha nallHeHTa B GOHHLIA.

- Biemane Ha KphEHa nipoGa 3a NBPROHAYANHO ONPEAENRHE Ha NAPaLIETAMON B ILIa3Ma

- Bep30o oTcTpansBaHe Ha NOTHIHATOTO NEKAPCTBO Ype3 CTOMAINHA TPOMHBKA.

- O6HYaiiHOTO NevyeHHe TPH NPEAO3HPAHE BICIOYBA BB3MOXKHO Hai-0bp3 mphe
ALETIWILMCTEHH BEHOZHO WK MIEPOPANHO, 10 BE3MOXHOCT NPEAH Ja ¢a MHUHanH |

- CHMOTOMATHYHO JIEHCSHHE.




5.  @®APMAKOJOTHYHH CBOIMCTBA

51 ®apmakogEHAMHYHH CBOHCTBA
dapmakoTepanerTryHa rpyna: HepsHa cHcTeMa, aHaNreTHUH, OPYrM aHANMETHIM ¥ aHTHIMPETHLH,
aHvnuau, Paracetamol, combinations excl. psycholeptics, ATC kox: N02B E51

@epsedury 3a Bh3pacTHH 0€3 3aXap NPHTEXABa TPH (PapMaKONOTHUHK NEHCTRHA:

- AHTHXWCTAMHHOBO OCHCTBHE, KOSTO HAMANABA HAZATHATA CEKpelnd M CBI3EHETO, KOSTO H€CTO ©
CBBP3AHO C HeA, H JCHCTRA CPelly CHacTHYHH ABJCHHMA KaTO KHXAHETO;

- AHAJNTETHYHO — AHTHITHPETHYHO JelicTBHE, KoeTo obnexyapa OokaTa M NOHIDKaBa TeMNEpaTypaTa
{rnaBoGonHe, MHAJITHA);

- NONTBLIIBA HYXKAUTE HA OPTaHH3Ma OT acCKOpORHOBA KHCENHHA.

5.2 @apMakoKHHETHYHH CBOJiCTBa

Hapauemamon

Abcopbyun

TMapaneramon 6bp30 H HAMBIHO ce abGcopOupa. [TMKOBH MIa3MEHH KOHNIEHTpalMH ce aoctarar 3a 30
10 60 MMHYTH Cliell IPHEMAHE.

Pasnpegenenue
Iapaneramon 6Bp3o ce pasmpenens BBB BCHYKH ThkaHH. KodlleHTpaumuTe B KPBBTA, CINIOHKATA M
nnazmarta ca cpaBHEMH. Crabo ce ¢Bbp3Ba ¢ [UIA3MEHUTE NPOTEHHH,

Memabonuzem

IMapaueramon ce meralONH3Hpa [NaBHO B uepHMA Apol. Jlpata riasnd MeTabONMTHH DBTA ca
FIIOKOpOHHpaneTo W cyndarnpasero. Cyndariapanero ce HacHma 6bp30 NpPH KO3H, NPEBHIIABAIIH
TepaneBTHuHHs AMana3oH. J[pyr mo-manko BaxeH MeTabONWTeH NBT, KOHTO ce KaTanu3upa c
noMoLTa Ha LuToxpoM P 450, Bogu 0o 00pasyRaHeTo Ha MeXXIHHEH TporykT (N-aneTHn OeH30XHHOH
HMHH), KOWTO NpH HOPMANHM YCIOBMA HA H3TI0/13BaHe ce obesppexaa OBp30 OT peayLMpaHHA
CAYTATHOH M C€ OTHENA B YpMHATa CJiell CRBP3RaHe ¢ HMCTEHHA W MEpanTOMyPHHOBATA KHCENHHA.
O6aye nps MaCHBHH HHTOKCHKAITMM KOJIMYECTBOTO HA TOZH TOKCHYEH METabOJHT CE YBeIM4asa,

Ernumunupane

EnuMHHHpaneTro craBa IIABHO 4pe3 ypudata. 90% OT mormnHarata fosa ce elMMHHHMpa Tpes
Eubpeuute 3a 24 uaca, OCHOBHO KaTO FJIIOKYPOHOMIHH KoHioraTi (60 mo 80 %) um cyndarhu
xoHoratH (20 go 30 %).

IMo mManko oT 5 % ce eKCKpeTHpa B HENPOMEHESHO CBHCTOAHHE. EMMMHHALMOHEH NOJY>KHBOT:
NpHOAMZMTENHO 2 Yaca.

Hamoguzuonozwinu CocmoRHUA:
- Bvbpeuna nedocmamvunocnm: npu texka 6b0peUHa HEZOCTATBYHOCT (KPEaTHHHHOB KINHPBHC
nioz 10 ml/ min), eTUMHENPAHETO HA MIAPALIETAMOI K HETOBHTEe METabOIHTH ce 3a0aps.

~ Hgyuenmu 8 Crmapyecka 8b3Pacii: KOHIOTalHOHHaTa cHoCcoOHOCT He ¢e NPOMEHA.

Denupamun maream:
AbGcopbupa ce noOpe 0T XpaHocMH7aTenBHs TpakT. ILnasMeHMAT noOmyMBOT € 4Yac 10 Yac H
NoNoBHHA. AGHHHTETET My KbM THKAHHTE € TONIAM H C€ e/IMMHHHpA rMaBHo upes Gu0peunTe.

Bumamun C:
Hma no6pa abeopbuns B XpaHOCMEUIATeTHHA TPakT. ManuibkbT My ce enMMHHMpPa B YPH

53 IlpeaxJHHHYHH JAHHH 33 (e30NACHOCT
He e npunoxumo.




6. ®APMAIEBTHUYHH JAHHHA

6.1 CoaceK HA NOMOIHATE BEIECTBA

MAaHHTOJI,

HaTpHee HHKIamMaT E952,

3axapuH HaTpHii E954,

apoMaT JIHMOH,

THMOHEHA KHCennHa Oe3BoHa,

CHIIHIHEB JHOKCH/ KOJIOHAeH, 6e3BOAEH

B cBCTaBa Ha apoMar JIHMOH: MANTOACKCTPHH, CHIMLHEB AHOKCHI, NOPTOKANIOB0 €TEPHYHO MACIIO,
eTePHYHO MACMIO OT NaiiM, MTpan, repaHHl aleTaT, JIHHANOM, JeLHT aleTaT, HEPH AlLeTaT.

6.2 HecbBMECTHMOCTH
He ca uzBecTHH.

6.3 Cpok Ba rogaoet
3 roouHH

6.4 Coensajiuy YCIOBHE HA ChXpAHEHHE
Tipu Temneparypa noa 25°C .

6.5 Bugn chbABPKAHAE HA ONAKOBKATA

IIpax 3a mepopaneH pazTeop 3,5 g B callle OT XapTHA-ATYMUHHI-TIONIHETHIEH
Beaka kyTus coaspxa — 8, 10, 15, 20 6poa cameTa 1 AKCTOBKA 32 NMALMEHTA.

6.6 Cnensajny NpeAna3HHE MePKH NIPH H3XBLpJsHe u padoTa
HsamMa cneunanHy H3UCKBaHHA.

7. TIPATEXATEJI HA PASPEIHEHHUETO 3A VIIOTPEBA
ATUDAPM EAJ]

Oyn. CuMeonoBeko moce Ne 130

Codms 1700, benrapus

8. HOMEP HA PA3PENIEHHETO 3A YIIOTPEBA

Per. Ne 20120220

9. JATA HA IIBPBO PA3SPEIHABAHEMOAHOBABAHE HA PA3IPEIIEHHUETO 3A
YIIOTFPEBA

Anpun 2012

10. JATA HA AKTYAJW3HUPAHE HA TEKCTA

Hun 2019 1.




