o

HUHUCTEPCTBO HA 3TPABEONASBAHETO
Coldrex HotRem Blackcurrant Tpaacene ko
Kpatka XapaKTepucka Ha NpogyKTa paspelugtye sa ynoTpeba e \ *U’)fﬁ‘?] 19.06.0
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i. Wme Ha nekapcrseds NPORYKT ‘— v "2'0 05 ‘9
Coldrex HotRem Blackcurrant
2. KonmuecTBeH M KaUECTEEH ChCTaB
AKTHEER CbCTaB:
Paracetamol Ph Eur 750.0 mg
Phenylephrine Hydrochloride Ph Eur 10.0mg
Ascorbic acid 60.0 mg

3. JiexapciBeHa (popMa
Bbrieno nunae Npax 3a NepopaneH pastsop

a, KnuHHuen aaHHM
4.1, [Moxasaums

KpaTkoTpaiio 06/iexyaBsaHe Ha CUMNTOMUTE P FPufl, BUCOKA TEMNEPaTypa, BTDYCAHE U
HaCTMHKa, BIUTIOMUTENHO Fiasobonue, 6onKa Npu BE3RANEH0 THPRO, MYCKYAHN BOKY, HasanHa
KOHIECTUS!, CUHY3VTM W CBbP3aHaTa C 75X GonKa u 1 OCTbP HA3AIEH KaTap.

4.2. [BozypoBKa ¥ Ha“HH H2 RpPHUAOKEHNEe
3a nepopanHo NPYWIMKEHNE CNed pasTeapsane B ropelus soAa.

BosupoBka:

Br3apacTHy (BRTOYHTENHO NBUNEHTY Hag 60 roguni) i 4eya Ha i Hag 12 roguwi:

Mo egxo calwe, Ppa3TBOPEHO B Malla C ropelta Boaa, ia CE B3MMa Ha BCEKW UeTUPU Ui ect
yaca 40 HMETMPKM MbTY Ha feH. [l He e NpueMa Ha UHTEPBANN NO-KPATKK OT 4 uaca.

Hena:
He ce npenopbyea 33 Aeua nog 12 roauHn,

4.3, [MNporMBonoKasaHus
W3secTHa CBPLXUYBCTBUTENHOCT KbM RAPAUETaMon Wik HSKOS OT CbCTaBKUTE.

UepHoppobHo wik Texwo 6u6peuna YBpexaaHe, BUCOKO KPBBHO Ha/iraHe, XUnepmpouussm,
Auabet, cepAeyHo 3abonsasake. MauneHTy, NpUeMawM TPULMIKTUYRN BHTUAENPECaHTY Nk Geta-
Bnokepy, UK NALMEHTH, KOWTO NPUEMAT WM Ca NpYEMank Npes NOCIERHNTE ABE CEAMMLK
nHXUBKTOPK Ha MOHOAMUHO OKCHAA3aTa.

4.4, CneuManyy NPOTMEORGKE3AHKA ¥ CREUMaRHN RPeRyYTNipeXAecHn 2a ynotpeba

Tpsbsa Aa ce BHMMaBa ¢ NPUAArAHETO Ha NapaueTaMon npu nauuenTy ¢ oC1pa OLOpeuHa N
yepHOAPOGHA HEROCTATEYHOCT. Tpsbea A ce n3bsirea €4HOBPEMEHHOTO NPUEMaHE C ApYTi
APCTUBOTPMITHN JIEKAPCTBa W JAEKOHTECTAHTY, Wik APYIi NapaleTaMon — ChAbpxaiim
npenapaTy.

PycKbT 0T NPEAC3UPAHE € Mo-FoNsiM NpY MHAVBYAM C YePHOADOBHO 3abonsisake.
Koucyntupaiite ce ¢ Baluus niexap, ako npuemate watfarin.

Jla ue ce npeBMIaBa npenopbyaHaTa 403VpoBKa.

AKO CAMATOMHUTE CE 3anassT nopeye ot 3 A0 5 AHW, KOHCYTMpaiTe ce ¢ Bauma nexkap, “—\
Ja ce nasu Ha MecTa, HEAOCTLIHY 33 Aela. 7




Coldrex HotRem Blackcurrant
KpaTka XapakrepucTika Ha NpoayKa

B cnyuait Ha npeposnpane Tpsbsa fa ce noTepc HelabasHa MEAMLMHCKE NOMOLL, Z0PU U fa e
yyBcTBaTE A00pe, Thil KATO NPK 330aBAHE ChILECTBYBE PUCK OT CEPUOZHO yepHoapobHO

YBDEXOFHE.

JlekapCreeHusT NPOBYKT ChABDXa 2,895 1p. 3axap. KoraTo ce npueMa CuljiacHo NpEeHopBRMTE 33
AO3Mpatxe, BCKa A03a HaGaes Ao 2,895 rp. 3axap. Mo Tasy npuumMHa € HENOAXOASAI 3a AUEE C
BPOAEHA HEMOHOCUMOCT KbM (IPYKTO33, [THOKO3EH / ranakTo3eH CMHAPOM Ha Manabcopbums wim
38XapHO / M30MANTO3eH Ae(nunT.

KoHCYRTalua € NEKap € HaNoXWTENHa, ako BYCOKATa TEMNEPATYPa NPOABIMKMA NOBEHE OT 3 oK,
@ AApYruTe CUMITTOMK — NIOBEYE OT 5 AHM.

4,5. JiexapcTBeHW 1 ApYI# B3aMMOLEACTBUA

MeTornonpamMua Wi JOMNEPUACH MOTAT 38 YCKOPAT CKOpOCTTa Ha abcopbiuus Ha napaueTaMon,
a XonecTupaMuH Aa 5 3abaeu. NPOARIKMTENHOTO PEAOBHO NPUEMAHE Ha NapaueTamMon MOXE Aa
3acuK aHTHKOBMYAaHTHUS ediekT Ha warfarin u ApYri KyMapuHu 1 Aa noBuiy pucka or
kpbBOTEuEHKe. [l03uTe, MpUemaHi OT BpeMe Ha BPEME HE OKa3BaT 3HaUMTENHO BL3AchCTBYE.
CMsira e, 4e TE3M B3auMOLEeiCTBIA HAMBT KNMHUUHO 3HaUEHWe NPy Npenopeyanis DEKUM Ha
npyeMane.

MoraT fia ce HabmoaaBaT B3aUMOAENCTBMSA MEXXAY CUMITETUKOMUMETAUHM aMUHY, RATO
heHrnetpyH 1 MHXUBUTOPUTE Ha MOHOGMUHO OKCWAE3ATE, BOACLW A0 NOBUIIABaHE Ha
KPBBHOTO HansTaHe. QeHnnedput MoXe Ja NOHMKM emkacHoCTTa Ha GeTa-GrokepuTe 1
aHMXMNEPTEHIMBHUTE NekapcTea. [pyeManeTo Ha Coldrex HotRem Blackcurrant &
APOTUBONOKA3AHO NPY CECTOSHMS, NPK KOUTO Ce NpunaraT Teau fiekapersa.

4.6. BpeMeHHOCT U KbpMEHe

Mpy eNEEMMONOTMYHN NICREABAHMS NPM GPEMEHHOCT NPY YOBEKA € YCTAHOBEHD, He
NGpALETaMOon, USHON3BaH B MPENOPbLYAHUTE 03X, HE 0Ka3Ba BIMSHUE BbPXY GPEMEHHOCTA.
BLnpekn ToBa, NaumenTkuTe TpsitBa 4a CnassaT NPENopbKaTa Ha NIeKaps OTHOCHO HEroBaTa
yroTpeta. MapaueTaMos ce eKCKPETMPa B KePMara, HO HE B KIMHUYHO 3HAUNMK KOMMYECTED.
Criopen, ChHIECTBYBAWMTE AaHHN, TOI HE € RPOTUBONOKa3aH TIPY KbPMEHE.

BesonacsociTa Ha deHunedpuH Xnapoxnopna npit GpeMEHHOCT HE @ YCTaHOBEHR HAMBAHD.
Benpexu Tosa, Coldrex HotRem Blackcurrant MoXe A CE v3ron3sa 1ipn 6peMeHHOCT CaMo, ako
JIEHAPAT NPELEHN TaKa.

4.7. EdeKT BEpPXY CHOCOBHOCTTa 3a wohnpare n pabota ¢ MAMMHEN

MpreMaHeTo Ha fiekapCTBERYs NPOAYKT B NPENOPLUSHUTE A03M HE OKa3Ba BANAHNE BLPXY
cnocobHoCTTa 32 Wogmpane v paboTa ¢ MallnHN,

4.8. HexenaHy AeHapCTEEHN peaKUMM

Hexenauute NeKapcTBER Peakuny NPy NapauleTaMon Ca PeAKM, HO MOXE Aa ce nabropaear
KOXXHW OGPUBN 1 APy anepriykiy peakuui. MHOFo paako € CbOSIABAHO 38 NPOMEHK B
KpbBHATE KAPTMHA, BRIIOYNTENHO TPOMBOUUTONEHUS 1 arpaHyAOUNTOSE, HO TE3N NPOMEHN He ca
6UAY 33ELMKUTENHD CBBLP3aHK C NPUEMAHETO Ha napaneTaMon.




Coldrex HotRem Blackeurrant
KpaTtua Xapakvepucika Ha NpoayKra

CHMMNATMKOMUMETUUHITE aMUHY MOTaT Aa NOBUIET KPLBHOTO HAaAAGHE Y Jia NPEeAn3BUKaT
rnasobonue, BUEHE Ha CBAT, NIOBPbLIAHE, AUapks, 6e3CbHNE U B PEKKM CTyuan copuebneHe,
MaKap Ye MHOTO PAAKO € ChOOINABAHO 33 TakuBa e(ieKTy B NMPEROPBUaHUTE A03K dexnnedpuk.

4.9, Tlpeposnpane

CymrroMuTe, HabniogaBaHyu NPeEs NbpeUTE 24 yaca Ha NpeAosKpare ¢ napauetamon ca dnenocT,
rafieHe, NoBpBIMAHE, aHopeKeus M abaamunanda 6onka. IMpn nanveny, npueny 10 g niv
roBeve NapaueTaMorn € BL3MOKHO CEPUOSHO YBPERJIAHE Ha YEPHUS ADOD, KATO CUMITTOMUTE Ce
nabntogaeat 12 70 48 vaca cnep npueManeTo. BraMokHO € Aa ce HabnAaEaT aHOMaNun B
MeTaBonM3aMa Ha FAIOK03aTa ¥ MeTabonuTHa aunaosa. Tipy TEXKY 0TPaBAHNS, YEPHOAPOOHOTO
YEDPEXAEHE MOXE Aa nporpecupa Ao eHuedarnonats, KoMa i CMBPT. Bb3MOXHO € Aa Ce passue
Texko 6L6pedHo YEpeAaHe C TexKa dopMa Ha TybynHa HEKPO3a AOPY 1 NPU NUNCATA HA TEXKO
yepHoapobHo yBpexwane. CrobiaBaHo € 3a CbPACYHN apUTMUN U NaHKPEaTUT.

CmsiTa ce, ye NPEKOMEPHO KOAMYECTBO TOKCHueH MeTabonuT (0OMKHOBEHO aAEKBATHO
AETOKCHKMPAHO OT TAYTAaTMOH NPV NDUEMAHETO Ha HOPMasHN A03M Napaueramorn), ce CBbpasa
HEOBPATMMO C YEPHOAPOOHYTE THKaHN M BOAM A0 YEPHOAPOOHO YBpEXAaHe.
¥enaToToKCGMUHOCTTE Ha NapaleTaMon Moxe Aa Ouae HoBUINEHE NPYU NalMEHTH, HpMeMaim
eH3UM — CTUMYANpaIuY JIeKapcTsa.

OT ronsiMo 3HaveHne e He3abaBHOTO NEYSHNE 3& OBMIaAaBaHe NPSAOBMPAHETO Ha napaleTaMon.
BLApeKy fuNCaTa Ha PaHHM CUMITTOMHM, NaLveHTUTe TpRbBa Aa ObAST HACOUEHN KM bonHuua 3a
HezabaBua MeUUMHCKS TIOMOL W Ha BCEKW NallMeHT, npMen OKono 7.5g win noseue
napaueTamon B npealectsaumTe 4 vaca, TpstBa ia Ce HanpaBu CTOMalHA npoMueka. Moxe aa
Ce HanOXM NpUiaraHe Ha METMOHUH - NEPOPANHO WM N-aUETWALMCTENH — MHTPABEHO3HO, KOETO
MOXe 13 MMa nonoxuTeneH edexr Ao 48 yaca oies npeso3vpaHeTo. Tpsabsa fa uma roToBHACT
3a 0OHIM NOAALP¥ELIM MEDKK.

Mpeno3upaneTo ¢ deHunedpuH MOXKE A3 NPEAMSBYKA PASAPASHUTENHOCT, IM3BODONHE,
fOBUWIABAKE Ha KPBBHOTO HAJIATAHE W B HAKOY Ciyvawn pedriekTopua 6pagukapans. Cuillo Taka
MIpEAUSBMKEa M rafleHe U nospbliare. JieueHneto Tpabea Aa ObAe CUMATOMATUYHO,

5. DapMaKonornuEy gaHHH
5.1, @apMaKOKMHETHYBH AGHHU

ATC code: ROSX00

TMapaueramor — SHANMETUK ¥ GHTUMIMPETUR.

DepunedprH XNEPOXIIOPUE — CUMITETUKOMUMETHK, C NpecbRaaBatio AMPEKTHO heiictere
BbPXY SEPEHEDIMYHNTE PELEnTopy, NPeAUMHO ¢ anda-aapeHepiMyHa aKTuBHOCT BOASINA A0
HazanHa KOHrecT1s.

Acrop&unoBa KucenmHa (BuiamMme C) — XU3HEHO BaskeH BUTaMUH, BKIOUEH 33
KOMAGHCMpaHE Ha 3ary6uTe Ha BirraMuH C, KOMTO MOraT Ja Ce RabMIOAABAT B HauaTHUTE eTanu
Ha OCTPY BYpYCHY uHGeKuuN.

AXTUBHUTE CECTABKM HEe BOAAT A0 Cefatiws.

5.2. $apMaKOKMHETHYHW CEOICTBa

Paracetamol ce abcopbupa JIECHO NPe3 MaCTPO-MHTECTUHaHWS TpaKkT. Metabonusunpa ce B
uepHus ApoG U Ce OTASNS B YPUHETA, TIABHO Nog (hopMata Ha MIKYPOHUA W cyRatHn
ChemNHEHUS,
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KpaTka XapaKrepucTKa Ha NPoayKTa

Ascorbic acid ce pesopbupa JECHO NPe3 racTPO-MHTEeCTHANHUA TPaKT W CE pasnpeiens B
TeNECHUTE ThXAHK, KaTo 25% ca CBLP3aHM C a3MEHN NPOTEUHN. V3AMIUHKMTE 33 HYXAUTE Ha
OprannaMa KoAMYecTBa ackopbuHOBa KucenuHa ce OTASNAT YPE3 ypuHaTa nog (popMaTa Ha
metrabonuTi.

Phenylephrine Hydrochloride ce abcopbupa HEPaBHOMEPHO OT FaCTPO-WHTECTUHANHUA TPAKT
¥ Ce noanara Ha MeTabonusbM NPY MEPBO APEMUHAEAHE B YEPBATA W YepHUs APOb OF
MOHOZMWHOOKCHAIA3M; NPUET nepopanHo, (henmnedpun nMa orpannuera 6uotanuunoct. Otaens
Ce Ypes3s ypuHaTa M3KNIHUMTENHO Mo Gopmara Ha cyndathiy CheIMHEHN.

5.3. [lpepxnniuuny AaHHK 38 6esonacHoCcT
HsiMa AOMTLEAHMTENHY NPEAKAMHUMHN JaHHK, KOUTO A8 He C3 COMEHdTV B BDYIMTE Yacti Ha
KpaTkaTa XapaKrepucTika Ha HpoAyKTa.

6. GapmManeBTHYEN ASHHHA

6.1. CnRMchbK Ha NOMOLHMTE BEReCTES M TEXHWTE KORMMECTEa

Citric acid (anhydrous), saccharin sodium, sodium citrate, sugar (castor), Hexacol Blackcurrant
colour, tutti frutti flavor, raspberry flavar, blackcurrant flavor.

6.2. OOUINHO-XNMHUYHN HECHEBMECTUMOCTH
He ca u3secrHn.

6.3. CpokHa ropHoct
36 Mecela

6.4. CpelMarnrH YCAOEHMS 38 CbXpaneHne
[Jla ce cexpansaBa npu Temnepatypa nopg 25°C.

6.5. [OaoHBM 32 ONiEKoBRaTa
Beska nnnkye ceabpxa 59 Coldrex HotRem Blackcurrant Powder. OnakoBKaTa MOXE Ad CbAbPXa
x 5 naun x 10 nnvryera,

6.6. Tlipenopbky nipu ynotpeba
HsamMa.

ALMMHUCTPATHERM ASHHN

7- ApuTencTen Ha paspelieHeTo 3a yriotpeba

GlaxoSmithKline Consumer Healthcare, GlaxoSmithKline Export Lid., Brentford,
TWS 9GS, UK

8. Homep Ha paspemeHnero 3a ynotpeba
[UK: PLOO71 f 0258]
Bwarapus: 20010356 / 17.04.2001

o, LaTta Ha nbpea perucrpanys / nofRoBsBaHE Ha paspellieHneTo 3a ynotpeba
(Beninrobpuranms)

Mupea perucipauva:  07/04/86

Mpeperncrpatus: 21/05/91

10. HaTta Ha nbpBa perncrpauns B BLRrapua

21/04/95




