Jincroska: Hadopmanuna 3a moTpebuTea

OJIYAPEKC JOKYHUDBP XOT APUHK 300 mg/ S mg/ 20 mg, npax 3a nepopajieH pasTsop
[Tapaneramon/ @enunedpuHOB XMAPOXTIOpUA/ ACKOpOUHOBA KHCEJIHHA

FLUDREX JUNIOR HOT DRINK 300 mg/ 5 mg/ 20 mg, powder for oral solution
Paracetamol/ Phenylephrine hydrochloride/ Ascorbic acid

IIpouerere BANMATENHO MAJIATA JUCTOBKA, NIPEIH A2 3AM0UHETE Aa NpHEMAaTe TOBA JEKaPCTRO, ThH KaTo
TH CHAbLPXKA BaXkHA 3a Bac nadopmanus,

BuHaru npuemMaiiTe TOBA JIEKAPCTBO TOMHO KAaKTO € OMHCAHO B Ta3H JIUCTOBKA WIH KakTo BM e ka3zan Bamms
JieKap, papMaLieBT WiIH MeIHIIMHCKA CeCTpa.

- 3ana3eTe Ta3H JHCTOBKA. MOXe Aa ce HAJIOXKH J1a A NPOYETETe OTHOBO.

- AKO ce Hy>KZaere OT JOIbIHHUTENIHA HH(IOPMALUA HIH ChBET, nonuraiite Bamua ¢papmanesT.

- AKO NIONYy4YHTe HAKAKBH HEXKEJIaHH JIeKapCTBEHU peakliHH, yeeaoMere Bamma nexap, papMalerT WiH
MEHMIIHHCKA CECTpa. 10Ba BKIKOYBA H BCHUKH Bh3MOXKHK HEXKENIaHH peaKLKH, ONHCAHM B Ta3H JIMCTOBKA.
Bioxre T.4.

- Ao ciien 3-5 JHM He ce YyBCTBaTe Nno-a00pe uin cueTOSHUETO Bu ce Bromn, TpsaOBa Aa NOTEPCHTE eKapeka
ITOMOLL,

| 3NBLAHWTENHA ATEHUNS NO NEKAPCTBATA |

KakBo ¢paBPXKa TA3H JHCTOBKA SlucmoBxa - Npuroxetive 2

1.  Kakeo npencrasnasa Onyapekc Hkyuusp Xot JdpHik U 3a 41608 Wreaana |
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4.  BBp3MOKHH HeXeJIaHH PeaKIMH

5. Crxpanenne Ha ®nynpekc JHxyansp Xot Jdpusk | LIgoopeHue ,.__h'{._“_.

6. CoappkaHHe HA ONAKOBKATA M JONBIHHTENHA HHpOpMaIus

1. Kaxso npeacrasaasa ®ayapexc Jxxyansp Xor JIpREK # 32 KAKBO ce H3M0/13BA

Oayapexe [xyHusp Xotr JpHHK € KOMOMHHPaH JieKapCTBEH NPOAYKT, ChABPKalll [1apaLeraMo, peHwnedprr
U ackopOuHOBa kucenuHa (BuramuH C). Iapanieramon npemaxea OoMkaTa M MOHWXaBa MNOBHIIEHATA TEIECHA
Temnepatypa. [Ipuer B 0-BHCOKH 03U MM2 U NPOTHBOBL3NATUTENHO AelicTBHe. DeHUnedpHH CBHBa
KPBEBOHOCHHTE CBHAOBE H HAMa/IABa TAXHOTO KPHBOHAITBIBaHE. Te3H e(peKTH BOAAT A0 HaMalABaHe Ha
CeKpelLuATa OT Hoca, oTOBE0BaHE Ha MHraByuLaTa, objlekuaBaHe HAa 3aTPYAHEHOTO JHUILIAHE W HA OPYTHTE
CHMIITOMH NIpH NPOCTYAa H rpun. AckopOHHOBaTa KUCeNHHa noaoOpaBa 00LOTO CECTOAHKE HA OpraHi3Ma,
yCHJIB2 3allUTHHTE MY CHITH, HMa aHTHOKCUAAHTHO JACHCTBHE,

Oayapexc JHkynasp XoT JIpHHK ce H3non3Ba 3a KPaTKOCPOUHO JieUeHHE Ha rasobonuero, OoNKkuTe B rbpiioTo,
NOBHUIIEHATa TEMIICPATYpA, XpeMaTa, KUXaHeTo, OTTIIATHAIOCTTA H MYCKY/THHTE DONKH NpU NPOCTYAHH K
BHPYCHH 3200BaHKA, BK/1. H TPHII,

2.  Ilpean na npuemerte Payapexc [Jxyaanp Xot JApHHK

He npuemaiire Onyapekc [pxynnsp Xot JpuHk:
¢ AKO CTE AICPrHYHK /CBPBXYYBCTBHTCIIHH/ KBM HAKOE OT aKTHBHHMTE BELICCTBA WM KbM HAKOA OT OCTAHAJIATE
CBCTABKH HA NPOAYKTA; T
® aKo cTpajare oT 3abondasaHui Ha Y€pHHA Apob, ocobeHo vyepHOAPOOHA Henomnqﬂgc‘i"

® AKO HMaTe BHCOKO KPBBHO HAIATaHE;

® aKO CTpajaTe OT MOBHILEHA GYHKUMA HA IIHTOBUIHATA XKIIe3a;

® aKO Ce JIEKyBaTe ¢ IeKapcTBa oT rpynara Ha MAO-uaxuburopure

ITpoaykTsT He ce mpuwiara NpH Aeua Noxn 6- rogHIIHA Bh3PACT, KO He € H3PHYHO
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Axo npeneHnTe, 4¢ ¢QeKTET OT IEYEHHETO € HEAOCTAThYEH HITH JIUNCBA TaKbB (Hanp. NpOoABHTE Ha DOJIECTTA

' MpOABJDKABAT MO-ABJCO OT 5 JHH, a BUCOKATa TeMIepaTypa Io-ABAro OT 3 AHM), MOJIA, KOHCYITHpAHTE ce C

Bamms nexap wiu ¢papmanenT. Toil 11e npelieHH AaNH ce Hajiara NMpoMsHa B JO3WPOBKaTa MK € HEoOXoAHMO 14

- Ce [IpeAnpHeMe APYTo JIeHEHHE.

He Tpa6sa fa npunarate TO3H NPOAYKT B JI03H, [IO-BHCOKH OT NPENOpbYBAHHTE, Thil KATO HE MOXKE J1a ObAe
H3KJIIOUEH PUCK OT npeao3npane. Toi e nNo-BHCOK NPH BB3PAcTHHUTE XOpa H ACLaTa. 3a Ja C¢ NMpeAOTBpaTH
PUCKET OT Npefo3dpaHe ¢ HeoOX0AHUMO J1a ce NPOBEpARa JalK APYrY ¢AHOBPEMEHHO IIPHEMAHH JEKAPCTBA
CBhILO HE ChABP/KAT TIapaLieTaMoll. |

[Ipu nena mexay 6 u 12 rogunn, nexysanu ¢ 30 mg/'kg/nHeBHO napaneramon, He ce NpenopbuBa KOMOHHALMA C
ApPYT JEKapCcTBeH NPOAYKT, IOHMXKABALL TeMriepaTypaTa. Takapa KOMOMHaLMA € BE3IMOXKHA CaMO ClIeR
KOHCYJITALMA € JIEKap, KOKTO 1S NPECUCHH JaTH TOBA JICKAPCTBO € MOCTaThYHO ¢(eKTHBHO.

Oayapexce Xot JpuHk TpadBa na ce mpuiara ¢ 0cobeHo BHUMaHHE H 00e3are/IHO ¢/Ie KOHCYNTAIMA ¢ JICKap,
aKo CTe MPHEMAJIH JICKApCTBa OT rpynara Ha T.H. MAQ-uaxuburopu, ocobeHo B npeaxoauute 14 HH.

[Ipu penoBno npuematne Ha 06e30onsBaLIN JEKAPCTBA, 0COOCHO Ha TaKMBa, NIPEeCTAB/IABAIIM KOMOMHAIHMA OT
HAKOJIKO NMPOAYKTA, MOKE Jla HACTBIIH yBpexKAaHe Ha OnOperire, KOETO B peAKH Cily4yaH Ja oBee A0
O0b0pedHa HEXOCTATHYHOCT.

[Ipr npreMane Ha roIeMU JO3H OT NPOAYKTA 32 NPOABIDKHTENIEH TIEPHOA OT BPEME, MO-4E€CTO MPH JIHLA,
yrioTpebaBally peAOBHO alIKOXOJI, pPHCKBT OT YBPESKAAHE Ha UepHHS Apod ce NOBHLIABA.

[TaipeHTHTE CBC CHPACUHO-CHAOBH 3a00NABaHHUA, OCOOEHO Te3H C BHCOKH CTOHHOCTH Ha KPBHBHOTO HAJAaHe
TpAOBa Ja pHeMaT NPOAYKTA ¢aMo ClleJ KOHCYJITALIMA C JIEKap.
ToBa npeaymnpexaeHye ¢¢ OTHACA H 3a NAIHEHTHTE ¢ NOBHINICHAa PYHKIKMA Ha [MHTOBHAHATA JKJIS3a.

[Ipunaranero Ha napaueTaMon MO)ke Aa MOBNTHAE PE3YJITATHTE ITPH HAKOH J1aOOpaTOPHH TECTORE 3a ONpeJesHe
Ha MMKOYHA KMCEJIMHA, a CHINO Y TECTA 3a ONpeaeisHe Ha TTIOK03a B KPBBTA.

IIpraeM HA APYTH JeKapCTBA

Mons uH(popMHEpaliTe Bamma nexap Wix ¢gapMalieBT, aKO IPHEMATE HIIM HACKOPO CTE NPHEMAaTH APYTH
NeKapcTBa, BKIIOYHATENHO M TAKMBA, OTIIyCKaHU Oe3 peLernTa.

ITpoasmxurentoro npuioxkenne Ha ®nyapekc Jxynwsp Xor JIpHHEK MOXe a HAaMaIH €)eKTHTe Ha HAKOH
JIEKApCTBEHU CPEACTBA, KOUTO HHTCH3HBHO CC PasrpakaaT B 9YepHHA Apod.

[Ipu eqHOBPEMEHHOTO MY IIpHEMAaHE ¢ ApYry JieKapeTBa KaTo ¢peHobapbuTan, peHUTOHH, KapbaMasenuy,
pU(paMIHUKH (TIOBUIABAT YSPHOAPOOHOTO My pasrpakAaHE) MOXKE A HACTHIH yBpPEKAaHe Ha YePHHUS OpoD.

IlapanieramMon ycunsa AeHCTBHETO Ha JI€KApCTBa OT rpynaTa Ha KYMapHHOBUATE aHTHKOATYJIAHTH — CPEACTRA
HaMAaJISABALIH CrIOCOOHOCTTA HA KPBBTA [1a C€ CHCHPBA.

TabneTkure 3a npeanaseaHe ot 3abpeMeHsBaHe OTCIa0BAT edpeKTa HA napaneramoi. Prbammuigs HaMandBa

-00e300514BaIOTO MY ACHCTBHE, 8 IUMETHAWH HaMalaBa TOKCHYHOCTTA H 3aCHJIBA HETOBHA €()eKT.

Iapaneramon Moke 1a IOBEE A0 YBPEKAaHE Ha KOCTHHA MO3bK IIPH €AHOBPEMEHHO MPHNOKECHHE C
aHTHOHOTHKA XsTopaMdeHukon. EAHOBpeMEHHOTO NpHIOKEeHHE ¢ APYTH YBpeXXAally# YepHHa apob JiekapeTBa
[IOBUINABA PHCKA OT YEPHOAPOOHO YRpEKHAHE.

He ce npenopbhyBa eqHOBPEMCHHHS NPHEM Ha TO3H MPOAYKT ¢ aleTHICAIHIIIOBA KHCEITHHA, 'n:ﬁ KETE} Heﬁﬂn'ro
ACHCTBHE Ce yCWIBA OT BUTaMuH C., S

CB/IOBH 3a00/19BaHHA K MOBHINSHO KPBBHO HAJISraHe MOXKE Ja HAMAIH TEXHHA TepalleBTHUEH € emaapa.un
CBABPXAHUETO Ha deHHnedpHH.
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Hpuem na @Payapexc Jikynnsp Xor JIpHHK ¢ XpaHH H HAIATKH

Hama nanan 3a HeoOXOAMMOCT OT cnieliiaieH XpaHHTENCH PEXXKHM HIH OTPaHHYEHHA Ha ONPEC/IeHH BHIOBE
XpaHH H HAITHTKH 110 BPEME Ha JICYCHUETO C TO3H MPOAYKT.

[Ipy enHOBpEMEHHO MIPHIMKEHHE ¢ AJIKOXOJ € TIOBHILIABA PHCKA OT YepHOAPOOHO yBpeXaaHe.

bpeMeHROCT H KEPMeEHe

ITocsBetBaifTe ce ¢ Bamus nekap i gapMatieBT npeay ynorpedara Ha KOETO K Ia € NEKAPCTRO.
bpeMeHHOCT

Hama naHHH JIEKAPCTBEHUTE BEINESCTBA, BKMIOYCHH B CheTaBa Ha ®dnyapekc [DxyHusp Xor JpuHK 1a uMat
HeOIaronNpysITHA ¥ BpeAHH eeKTH BhpPXY IUTOHA H HOBOPOACHOTO NMPH M3MOJI3BAHETO MY B MPENOpHYBAHATE
IO3H U CPOK Ha JIe4YeHHeE,

B neuedbHM 1034 TO3HM MPOOYKT MOXKE Ja Ce Mpiulara o BpeMe Ha OpeMEHHOCT cJiel Ha3HaueHHe OT JieKap,
KOHTO ILIe ITPELICHH PHCKA 3a IUIoAa H HOBOPOJEHOTO. |

KEpMeHe

JIeKapcTBeHHTE BELIECTBA, BK/IIOUYECHH B CHCTABA HA TO3H MPOAYKT MPEMHUHABAT B MaiiulHoTO MiAKO. To3H
MPOAYKT MOXKE Ja C€ TIpWiara o BpeMe Ha KbpPMeHe CJie/] Ha3Ha4YEHHE OT JIEKAp, KOHTO 10e NpeLeHH PHCKA 3a
KbPMAYveTo.

Illopupane u pabora ¢ MamIBARH
Hama nannau 3a HebnaronpuareH egekT BEpXY crrocoGHOCTTa 3a modupaHe H paboTa ¢ MAIDHHH.
Curabpxa H3ITOYHHK Ha dennnanannn. BriMoxkHO € X2 0be BpeaeH 33 Xopa ¢ PeHNAKeTOHYpHS.

3. Kak aa npremarte ®ayapekce xynnsp Xor Apark

Bunaru npruemaiite Ouyapexc Jxyrursp Xot JpHHK TOUHO criope] Yka3aHHUATa B Ta3H JIUCTOBKA. AKO He CTe
CHT'YPHH B HELIO, NonHraiTe Bamma nekap unm ¢papManeBT.

ObuyaiisaTa 103a €:

Heua Mexay 6 ¥ 12- roauniHa Bh3pacT:

3-4 mETH AHCBHO IO €JHO callie Npe3 uHTepBa OT 5-6 vaca. He Tpabra na npueMare T03H NpoAYKT Ope3
MHTEPBAaJ NMo-ManbK OT 4 yaca, a {HEBHATA 102a He 6uBa aa 6eae no-roxama or 6 cawera (1.8 g mapaneramon).
Jla He ce MpHeMa noBeue oT 3 (QHM) 6e3 KOHCYIITalMd C JISKAap.

Hena noa 6 roaHHu
IlponyKThT He Ce npHiiara nopy Aella noj 6- roAUIIHA Bh3PacT, aKO HE € H3PUYHO HA3HAYEH OT JieKap.

[TanmentH ¢ 656peUna HeNOCTATEYHOCT
HurepBarsT MeXAY MpHeMHUTE HE TpsaOBa Obie no-MameK oT § uaca.

Hauun Ha npuioxeBne
ChaBspKHMOTO Ha CALIETO ce pa3TRapa B AOCTATHYHO KOJMMYECTEO TOpelia BoAa U ce pasOnpkea noGpe Ao
IOJIy4yaBaHe Ha XOMOI'€HEH Pa3TBOpP.

AKo cTe NIpHeJIN NoBeYe OT HeoOxoaumara A03a Payapexc Xor JApHEK
Ha0mionaeatu ca OTpaBaHHA ¢ NapaneTraMo NPy Bh3PaCTHH B 0COOEHO NPH Aela, KOMTO MOHAKOra Morar Ja
OBaaT MHOTO cepHO3HH. Te MOraT Ja ce AWDKAT Ha HPeAO3HPaHE B PE3yJ/ITaT Ha MPHEMaHe Ha MO-BHCOKA OT
NocoMeHaTa 1034 HIH HHUHAECHTH MO HEBHHMAaHME.

[IpeaosupaHeTo ce NpoaBABa C raZicHe, NOBphLIaHe, GIeAHOCT, KOpeMHH OOJIKH, H3MOTABAHE H CHHHBOCT,
ABABALIM CC HAH-4ECTO B TbpBHUTE 24 4aca. [Ipu npyem Ha napaueTamMo B 103a NO-TONAMA OF 10 BMOKE ﬁi
HACTBIH TEXKKO YEPHOAPOOHO YBpEeXIaHE C pa3BUTHE HA YSPHOAPOOHA HEMOCTATEYHOCT ) 3&1‘5!5{}1"&”0333
[IpuemaHeTO Ha BUCOKH 103H (eHmIEDPHH MOXKe Ja OBE/E 0 3HAYMMO YUECTABAHE Ha/CLPACUHATA NOHHQE
MOBULIABAHE HA KPBBHOTO HAJIATaHE, E

AKO cTe NpHeNnd noBeye oT obHuaiiHaTa 103a uiu [IPH TO4Ba Ha CUMITTOMH Ha Mpeao3upa ueaaﬁaBH&ﬁe ¢ j
\ Lo o N
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N
Axo cTe HPOMyCHAJIH A2 IpREMETe DOayapexc Xot JApruK N -__{ . ﬁ'(u!m p- ,r:—

CJICABAlIHA PETYIAPCH ITPHEM.



4. BB3MOXHH HeXXe/IaHH PeAKIHH

KakTto npH BCHMUYKM NeKapcTBa, Taka u npu Onyapekc Jxyausp Xot JpuHk Moxe f1a ce HabmoaBaT HEXKENAHH
JICKapCTBEHH peaklMH. Hexenanure peakuyy ca pefikd i MOTAT Ja BKJIIOYBAT riapobonue, s3amaiBaHe,
HEPBHOCT, 0€3CHHHE, NNOBHINCHO KPBBHO HAMATaHE, TafieHe ¥ MOBPHILAHE,

AKO HAKOA OT ropen3OpoCHHTE HEXKENaHH peakuuH BH TpeBoXKH NpexaneHo WK UMaTe HAKAKBH HEXE/IaHu
peaKlHK, HECIIOMEHATH B Ta3H JIHCTOBKA C& KOHCyNTHpaiiTe ¢ Balung nekap.

Cnpere npuema Ha @JIYJIPEKC JDKYHHABP XOT JPHUHK, axo HabGnionaBare:

- aJIeprHYHH peaKiMH, Hamnp. cepbexk, oOpHB, IpobdIeMH ¢ JUINAHETO, MOABA HA OTOK N0 YCTHHTE, €3HKa,
I'BPJIOTO WIM JIMLETO, A3BM B YCTAaTa;

- HEOYaKBAHO KbPBEHE HWIH CKJIOHHOCT KbM HACHHABAHE;

- Ipo0JIeMH CBC CHPASYHHA PATHM (HEOYAKBaHO ChpLieCHeHe);

- 3ary0a HJIM HapyYLICHUE HA 3paHHETO,;

- WIIH CTe HMATH NpobieMy ¢ AMIIAHETO NpH yNoTpeda Ha aleTHACATHILIMIORA KHCE/IMHA HIH HECTEPOHIHH
NPOTHBOBB3NAIIHTEIHH ICKAPCTBA B MHHAJIOTO.

CrofiiaBaHe HA HEXKEJTANA PEAKIHH

AKO NOTy4YHTe HAKAKBH HEXKEJIAHH JIEKapCTBEHH peakiyH, yegoMere Bamua nekap unu dapmanest. Toea
BKJIIOYBA BCHYKH BL3MOJKHH HEOIMMCAHH B Ta3H JIMCTOBKA HEXEJIAHM peakuyn. Moxere ¢pino fa chod1muTe
HEXKENIaHH peakiliy JUPCSKTHO Ypes:

HM3nbaHMTENIHA arcHUHA 110 JIeKapcTBaTa

yi. ,,JlamMaH I'pyer” Ne 8

1303 Codusn

Ten.: +359 2 8903417

yebcalT: www.bda.bg

Karo ¢cpobimasate HeskeNnaHH peakiiui, MOXKeETe 1a AaZeTe CBOSA MPHHOC 3a NoNyYaBaHe Ha MoBede HHpopMalms
OTHOCHO §€301aCHOCTTAa Ha TOBA JISKapCTRO.

5.  Cobxpanenne na Oayapexc Jxynanp Xot Apank

Ha ce cpxpansasa nog 25°C.

Ja ce chXpaHiea Ha MACTO, HEAOCTBITHO 34 Acla.

He u3nonssaiiTe ToBa I€KapCTBO cllell CPOKA Ha FOAHOCT, OTOEIA3aH BHPXY CALIeTO H KAPTOHEHATA OMAKOBKA.
Cpoka Ha roJHOCT OTTOBaps Ha MOCIIEAHHUA ASH OT IIOCOYCHHA MeCelLL.

He u3nonseaiite @ayapexc Xot JdpuHk, ako 3adenexxure npoMsaHa BHB BAHIIHKMA BHA HA JIEKAPCTBOTO.
JlexapcTBaTa He TpAOBa Aa ce M3XBHPIAT B KAHAJTH3ALMATA HIN B KOHTeHHepa 3a IOMAIIHE OTIANBIIH.
ITonuraiire Bamus gapMamieBT Kak a YHUINOXKHTE HEHY)KHUTEe Bu nexapctBa. Te3an MepKH 1e CIIOMOTHAT 32
OMa3BaHe Ha OKONHATA Cpeaa.

6. CorAbpikaHHe HA ONAKOBKATA H AONbJAHATEIHA HAGOPMANAS
Kakso cpabpxa @ayapexce Jxynanp Xor Jipank 300 mg/ 5 mg/ 20 mg, npax 3a nepopaJicH pa3TBop
AKTHBHHTE BELIECTBA B efHO came ca: Ilapaueramon 300 mg, GeHunedpHHOB XHAPOXIOPHA 5 mg,

AckopbuHoBa xucennHa 20 mg
I{pyrme CBCTABKH Ca KAMEB IJIFIOKOHAT, MAHMTOJ, JJHMOHEHA KHCeIHHaA, Oe3BO/THA, HATPUEB um'pa'r 3axaguﬂ

Kak n3raexna ®ayapekc Jxynansp Xor J[pHHK H KAKBO CHABPXKA ONAKOBKATA R \ <
Oaynpexc Jxynnsp Xot JpHHK Mpax 3a nepopaseH pa3Teop NpeAcTarIaBa O wiH rmtnu ﬁsm npa,x c
LUMTPYCOB apOMAT. A s ®
[Ipax 3a nepopaneH pasTBOp 2.5 g B callie OT XapTHA/anyMHHHI/TTOTHETIICH. RN

Eana onakoBka chabpika 6 6pos win 12 Gpos camera. l." et



IIpaTeRATE] HA pa3pelieHHeTo 38 YNOoTPeda H NPOHIBOAHTE

IIpaTexaTes Ha paspemieHHETO 32 ynoTpeda
US Pharmacia Sp.z o.0.

Ziebicka 40,

50-507 Wroclaw,

[Tomma
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JlaTa Ha NOCJIEIHO Mpepa3riekAaHe HA JIUCToBKATA: M. aryer 2015 1.




