Jlncroeka: iHdpopmauna 3a notpeburens

Tpunekc Xot 3a [leya 300 mg/ 5 mg/ 20 mg,
npax 3a nepopaneH pasTeop
MNapauetamon/ QeHnnedprHoB xugpoxnopua/
AckopbuHoBa KucenmHa

Gripex Hot for Kids 300 mg/ 5 mg/ 20 mg,
powder for oral solution
Paracetamol/ Phenylephrine hydrochloride/
Ascorbic acid

MpoueTteTe BHMMaTENHO LAnarTa NMCTOBKa, Npean
[la 3anoy4HeTe la npuemarte ToBa eKapCcTBoO, Tbil
KaTo TA CbAbpKa BaxkHa 3a Bac uHdpopmayms.
BuHarm npuiemaiite TOBa NEKApPCTBO TOYHO KaKToO
€ OMMCaHO B Ta3W NINCTOBKA WM KakTo Bu e kasan
Bawwwma nekap, papmaLieBT Unu MegnLMHCKa cecTpa.

- 3anasete Ta3n NnUCTOBKa. Moxe fa ce Hanoxu ga
A MpoyeTeTe OTHOBO.

- AKO Ce Hy)gaete oT [OMbAHWUTENHA UHdOPMALMA
UNW CbBET, nonuTaiTe Bawmsa GapmaLesT.

- AKO nomyunTe HAKAKBU HEXenaHu nekapCTBeHU
peakunn, ysegomeTe Bawwua nekap, dapmauesT
VNN MefMUMHCKa cecTpa. ToBa BKMKOYBA M BCUYKN
Bb3MOXHM HEXENaHW peakuun, OnuWcaHu B Tasu
nmcToBKa. Buxre 4.

- AKo cnepi 3-5 fHW He ce JyBCTBaTe no-gobpe 1nm
CbCTOAHMETO Bu ce Bnowm, Tpabea fa notbpcute
neKapcka nomoL,

KakBo cbabpiKa Tasu N1CTOBKa

1. KakBo npeacTasnaBa [punekc Xot 3a [leya 1 3a Kak-
BO Ce 13Mon3Ba

2.KakBo TpsbBa fa 3HaeTe, mpeau Aa npuemete
lprnekc Xot 3a [leya

3. Kak aa npuemate lpunekc Xot 3a [leya

4, Bb3aMOXHU HEXeNnaHy peakuun

5. CbxpaHeHue Ha lpunekc Xot 3a [leua

6. CbobpaHMe Ha OMakoBKaTa W [OMbIHUTENHA
nHdopmaLma

1. KakBo npepacraBnsaBa lpunekc Xot 3a leya
1 33 KaKBO Ce M3non3Ba

lpunekc XoT 3a [leua e KoMOMHMpaH nekapcTBeH
NPOAYKT, CbAabpXaly mnapauetamor, ¢eHnneppuH
1 ackopbrHoBa KucennHa (Butammun C). Mapayetamon
npemaxsa 6onkata 1 NOHMXaBa NOBULIEHaTa TeflecHa
Temnepartypa. MpueT B No-BUCOKM 4031 Ma 1 NPOTH-
BOBb3ManuUTeNHo felictane. eHnneppuH cB1Ba Kpb-
BOHOCHMTE Cb[J0BE 11 HAMANABA TAXHOTO KPbBOHAMBII-
BaHe. Te3n epeKTU BOAAT 0 HaMansABaHe Ha cekpeLy-
ATa OT HOCa, 0TOBbOBaHe Ha NuraBuLaTa, obnekyaBaHe
Ha 3aTPYAHEHOTO AMLAHE W Ha JpyruTe CUMNTOMMU
npw npoctyaa v rpun. AckopbrHoBaTa KucennHa no-
[06pABa OBLIOTO CHCTOAHME Ha OpraHu3Ma, ycunsa
3alUUTHUTE MY CUNIW, UMa aHTUOKCUAAHTHO feliCTBIe.

['pmneKc Xor 3a [leua ce n3nonsga 3a KPaTkoCPO4YHO
NeyYyeHne Ha rmaBobonumeTo, 6onkute B rbPNoTo, NoBu-
leHaTa TemnepaTtypa, Xpemata, KUXaHeTo, oTnajHa-

JI0CTTa N MyCKyNHUTE 60nKn npu NpoCTyaHn 1 BUpYyC-
HU 3a00NABaHUS, BKI. 11 rpun.

2. Mpepu pa npuemerte Mpunekc Xot 3a [leya

He npuemane lpunekc Xot 3a leua:

+aKo CTe anepruyHn /CBPbXUYBCTBUTENHW/ KbM
HAKOE OT aKTMBHWTE BELLECTBA WK KbM HAKOA OT
OCTaHanuTe CbCTaBKM Ha MPOAYKTa;

< aKo CTpajaTe OT 3ab0nABaHUA Ha uYepHus ApPob,
0Cc06eHO uepHOAPO6Ha HELOCTATBUHOCT;

+ aKO IMaTe BICOKO KPbBHO HanAraHe;

+ aKO CTpajaTe OT MoBMULEHa GYHKLMA Ha WNTOBUA-
HaTa Xne3a;

+ aKO Ce neKyBaTe C fleKapcTea oT rpynata Ha MAO-
NHXN6UTOpUTE

MpoAYKTBT He Ce Mpunara npu Aeua nog, 6- roguiHa
Bb3PaCT, aKo He e U3PUYHO Ha3HaueH OT nekap.

O6bpHeTe cneyyanHo BHUMaHe npu ynotpe6ara
Ha lpunekc Xot 3a leya:

Ako npeLieHnTe, Ye edeKTHT OT NeYEHNETO e He[OoCTa-
TbYeH WK IMNCBa TakbB (Hanp. nposBuTe Ha 6onec-
TTa NPOAbIXABAT NO-AbAMO OT 5 AHY, @ BUCOKaTa TeM-
nepaTypa No-4baro oT 3 AHM), MONA, KOHCYNTUpaliTe
ce ¢ Bawna nekap nnm papmavesT. Toi e npeLerun
[anv ce Hanara NpoMAHa B JO3MPOBKaTa K e Heob-
XOAMMO [ia Ce NPeAnpreme [pyro neyeHue.

He TpA6Ba fa npunarate T03v NPOAYKT B 403, NO-BY-
COKM OT NPEeNopbYBAHUTE, Thil KaTo He MoXe Aa 6bae

U3KMTIOYEH PUCK OT Npefo3upaHe. Tol e No-BIUCOK npu
Bb3paCTHWUTE XOpa U fJellaTa. 3a ja ce NpefoTBpaTH
PUCKDBT OT Npeao3npaHe e HeobxoaMmo fia ce NpoBe-
pABa flanu Apyru efHOBPEMEHHO MpUeMaHN nekap-
CTBa CHLLO He CbbpiKaT napaeramorn.

Mpn peua mexay 6 u 12 roguHu, nekyeaHn ¢ 30
mg/kg/aHeBHO napaueTamon, He ce MpenopbyBa
KOMOUMHaLMA C APy NeKapCTBEH NPOAYKT, NOHMKaBaLY
Temneparypara. TakaBa KOMOMHaLUWA e Bb3MOXHa
Camo Criefl KOHCYNTaLyA ¢ nekap, KOMTO Lie npeLieHu
[Jainu TOBa NIEKAPCTBO € 0CTaTbYHO €PEKTUBHO.

Tpunekc Xot 3a [leua TpabBa Aa ce npunara c 0cobeHo
BHUMaHWe 1 06e3aTeNHo cnes KOHCYNTauma ¢ nekap,
aKo CTe Npuemanu nekapcTBa oT rpynata Ha T.H. MAO-
MHXN6UTOPY, 0COBEHO B NpeaxofHuTe 14 fHN.

Mpn pemoBHO npremaHe Ha  o6e36onABaLM
flekapcTBa, 0COB6EHO Ha TaKwBa, MPeACTaBnABaLyy
KOMOMHALWA OT HAKOMKO NPOAYKTa, MOXe Aa HAaCTbu
yBpeXpaHe Ha 6bOpeLuTe, KOETO B PeAKM Cllyyan da
HoBefe [0 6b6peyHa HEfOCTaTbYHOCT.

Mpu npremaHe Ha ronemn A03M OT MPOAYKTa 3a
NPOABIKNTENEH NEPUOZ OT BPeMme, MO-YecTo Mpu
n1ua, ynotpebABallY PefOBHO ankoxos, PUCKBT OT
yBpeXaaHe Ha YepHuA 4pob ce NoBMLIaBa.

MauneHTuTe CbC CbPAEUHO-CHAOBU 3300NABAHNS,
0COBEHO Te3N C BUCOKM CTOMHOCTM Ha KPbBHOTO
HansraHe TpsbBa Ja Mpyemat NpopyKTa camo cneg
KOHCYNTaLus ¢ nekap.

ToBa NpeaynpexaeHne ce OTHACA 1 3a NauneHTuTe ¢
noBuLeHa GYHKLMA Ha LWMTOBMAHATA XNe3a.

I'IpvmaraHeTo Ha napaueTamon MOXe [fa nosnuae
pesyntatute npu HAKOU na6opaTopH|/| TecToBe 3a
onpeaenaHe Ha NMKOYHa KUCeNnHa, a CbLo 1 TeCTa 3a
onpefenaHe Ha rntoKo3a B KPbBTa.

Mpwvem Ha ppyru nekapcrea

Mons nHpopmupaitte Bawna nekap unm Gapmaviest,
aKko npuemate WM HacKopo CTe npuemanu Apyru
NeKapcTBa, BKMIOYMTENHO W TaKWBa, OTMYCKaHW 6e3
peuenTa.

MpoabmkuTeNnHOTO NpunoxeHne Ha lpunekc XoT 3a
Jleua moxe Ja Hamanu epekTiTe Ha HAKOW nekap-
CTBEHU CPEefCTBA, KOUTO UHTEH3MBHO Ce pa3rpaxaar
B UepHua Apob.

Mpn egHOBpPeMEHHOTO My MpuemaHe ¢ fpyru ne-
KapcTBa Kato GpeHobapbuTtan, GpeHnTonH, Kapbama-
3enuH, pudamnuunH (NoBMWABAT YepHOAPOOHOTO
My pasrpaxiaHe) MOXe [1a HaCTbNN yBpeXfaHe Ha
uepHua gpob.

I'IapaueTalvlon ycunea [EeNCTBIETO Ha JNleKapCTBa OT
rpynata Ha KyMapWHOBUTE aHTUKOarynaHtTn - Cpea-
CTBa HaManasalun CnocobHOCTTa Ha KpbBTa fAa ce
CbCmpsa.

Tabnetknte 3a npeanasBaHe OT 3abpemeHsiBaHe
oTcnabeat edekta Ha napauetamon. PudamnuumH
HamansaBa 06e360/1ABaLLOTO My AIENCTBIE, @ LUMETU-
A/H HaMmansBa TOKCMYHOCTTA 1 3aCuBa HEroBus
edekT.

ii ||||
MapaleTamon Moxe Aa fOBede A0 YBpexnaHe Ha
KOCTHMA MO3bK MY e[HOBPEMEHHO MPUIIOXKeHe
C aHTMbMoTMKa XnopameHmKon. EagHoBpeMeHHOTO
NPUIOXeHNe C ApYrn yBpexpalm YepHus [pob

NleKapcTBa MOBUWABA PUCKA OT  YePHO[POBHO
yBpexpaHe.

He ce npenopbuBa efHOBPEMEHHIA MPUEM Ha TO3U
NPOAYKT C aueTUnCannynioBa KUCeNNHa, Thid Kato
HeNHOTO AelicTBMe Ce ycunga oT BUTaMuH C.

Mopagn cbobpxawmatr ce BbB [punekc XoT 3a
Jleua derunedpuH, NpopykTvT He TpAbea Aa ce
KombuHMpa ¢ MAO-UHXOUTOPW MW TPULIMKANYHIA
aHTMaenpecaHTM (MpodyKTu 3a NeyeHne Ha
Jenpecns), Tbil KaTo ToBa MOXe fa AoBefe [0
XMBOTO3aCTPALLABALLO MOBULIEHNE HA KPBBHOTO
HansraHe.

Kom6uHMpaHoTo npremaHe Ha Mpunekc Xot 3a [leua
C HAKOW MPOAYKTU 3a NeYeHe Ha CbpfeYHO-Cb0BM
3a60N1ABaHNA 1N NOBULIEHO KPBBHO HanAraHe Moxe
[a Hamanu TexHWA TepaneBTW4YeH edeKT 3apagu
CbbpKaHUETO Ha GeHnneppuH.

Mpuem Ha lpunekc Xot 3a [leua ¢ XpaHW N HANUTKK
Hama paHHM 3a HEOOXOAMMOCT OT CrelumaneH xpa-
HUTENEH PEXUM WU OrPaHMYEHUs Ha OmpefeneHn
BMJOBE XPaHMW 1 HAMWUTKM MO BPEMe Ha NIeYeHNeTo
C TO3U NPOAYKT.

Mpy eAHOBPEMEHHO NPUNOXeHMe C ankoXon ce NoBu-
LIaBa p1cka oT YepHOAPOOHO YBpeXaaHe.

NHdopmauoHeH naHen JINCTOBKA
MponykT Tpunekc Xor 3a fleya 300 mg/ 5 mg/ 20 mg,
Masap Bvnrapua
PHARM | Bepcua Homep 3.0/16.09.2021
UNIVERSZ Bpor uBeToBe 1
16.09.2021 LsT Yepen
Pasmep 140 x 374 mm




BpemeHHOCT 1 KbpmeHe
MocbBeTBaiiTe ce ¢ Bawwa nekap wnu dapmaiesT
npepy ynotpebata Ha KOETO 1 fia e NeKapcTBo.

bpemeHHoCT

Ako e Heobxopumo, punekc Xot 3a [lela Moxe fa
ce npunara no Bpeme Ha OpemeHHocT. TpAGBa Aa
3MON3BaTe Haill-HUCKaTa Bb3MOXHa [1033, KOATO
HamansBa 6oskata u/unn cBans Temnepatypata U 3a
Bb3MOXHO Hal-KpaTko Bpeme. CBbpxeTe ce ¢ Bawma
nekap, ako 6onkata w/wnu TemneparypaTa He ca
Hamanenu unn ako TpAbaa Aa Npuemarte eKkapcTBOTO
no-yecTo.

KbpmeHe

NlekapcTeeHnTe BelleCTBa, BKIIYEHU B CbCTaBa
Ha TO31 NPOAYKT NPeMHABaT B MaNYNHOTO MASKO.
To3n npofyKT MoXe fia ce npunara no Bpeme Ha
KbpMeHe cnef HasHauyeHue OT fieKap, KOWTO Le
npeLeHn prUcka 3a KbpMayeTo.

Llo¢upane n pabota c MalmHK
Hama paHHM 3a HeGnaronpusiteH edekT BbpXy
CnocobHOCTTa 3a WodmpaHe 1 paboTa C MaLUVHI.

lpunekc Xor 3a leya cbabpxa MaHuTon. Moxe fa
1IMa 11abo 13paseHo CnabuUTenHo aeicTare.

ToBa NeKkapcTBO CbAbpKa No-mManko or 1 mmol Ha-
Tpuin (23 mg) Ha calle, T.e. MOXe Aa Ce Kaxe, Ye npak-
TUYECKN He CbAbPXKa HaTPHid.

3. Kak ga npuemare lpunekc Xor 3a fleua

BuHarn npuemaiite lpunekc Xot 3a [eua TOYHO
cropey, yKasaHuATa B Ta3n NMCTOBKA. AKO He cTe
CUrypHN B HeLlo, nonuTaiiTe Bawna nekap niu ¢pap-
MaLeBT.

ObuyaiiHaTa 1o3a e:

[Jleua mexgy 6 v 12- rogniuHa Bb3pacT:

3-4 NbTU AHEBHO NO efHO calle npe3 MHTepBan ot
5-6 yaca. He TpsbBa da npuemate TO3W NPOAYKT
npe3 VHTepBan no-Maiabk OT 4 vaca, a [HeBHaTa
[03a He 6uBa fla 6bge no-ronama ot 6 cawera (1,8 g
napatetamon).

[la He ce npuema noBeye 0T 3 (gHM) 6e3 KOHCyNTaLKs
C nekap.

[leua nop 6 roguHm
[MpopyKTHT He ce Npunara Npu aela nog 6- roanwHa
Bb3PacT, ako He € U3PNYHO Ha3HaueH OT feKap.

MayueHTn c 6bbpeyHa HeAOCTaTbYHOCT

WHTepBansT mexay npuemute He Tpabsa Gbae no-
ManbK oT 8 vaca.

HauuH Ha NpunoxeHne

CbAbpKIMOTO Ha CaLLeTo e pa3TBapA B AOCTAaTbYHO
Konmnyectso (100 ml) ropewa Boga 1 ce pa3dbpkBa
nobpe [0 NoyyaBaHe Ha XOMOreHeH pasTeop.

AKO CT -~ 1enn noBeye OT HeobxoauUMaTta Ao3a
Ipunekc Xot 3a [leya

HabniogaBaHn ca oTpaBAHWA C napauetamon npu
Bb3PacTHN U 0COBEHO Mpu Aela, KOUTO MOHAKOra
moraT Aa 6bjaT MHOro cepuosHn. Te moraT fa ce
AbMXaT Ha Npefo3MpaHe B pe3ynTaT Ha npremaHe Ha
no-BMNCOKa OT MOCOYeHaTa A03a WM WHLMAEHTW No
HeBHUMaHVe.

Mpepno3npaHeTo ce NPoABABa C rafieHe, NOBPbLLaHe,
6nefHOCT, KopeMHI 607K, NU3NOTABAHE U CbHANBOCT,
ABABALYM Ce Han-4yecTo B MbpBUTe 24 yaca. Mpu npu-
€M Ha napavieTamon B fo3a no-ronama ot 10 g moxe
A HaCTbBNKN TEXKO YepHOAPOBOHO yBpexaaHe ¢ pas-
BMTME Ha YepHOApPOOHa HeJOCTAaTBbYHOCT W 3aryba
Ha Cb3HaHwe. [premaHeTo Ha BICOKM [031 GeHune-
PPUH MOXe fa foBefe A0 3HAUMMO y4yecTABaHe Ha
CbpaeyHaTa AeNHOCT U MOBUILABaHE Ha KPbBHOTO
HansraHe.

Ako cTe npuenu noseye ot obuyaliiHata 4o3a Unu npu
nosBa Ha CUMMTOMM Ha Npefo3vpaHe, He3abaBHO ce
0bbpHeTe KbM ekap.

Ako cTe nponycHanu fa npuemete lpunekc Xot 3a
Deua

He B3emalite ABO/iHa A03a, 3a Aa KOMMeHcuparte
nponycHatata. B3emeTe HeobxoaMMaTa 03a B YacoseTe
Ha cnefiBalynA perynapeH npuem.

4. Bb3MOXHI HeXenaHn peakuynn

KakTo mpu BCMYKM neKkapcTBa, Taka W npu lpunekc
Xor 3a [leua moxe Aa ce HabmnodaBaT HexenaHu
NEKAPCTBEHM peakuun. HexenaHute peakuun ca
peaKw 11 MoraT Aa BKNoYBaT rMaBoboe, 3amMaiiBaHe,

HepBHOCT, 6e3CbHMe, MOBWLEHO KPHBHO HanAraHe,

rafeHe v noBpblyaHe.

AKO HAIKOS OT ropen30poeHITe HeXenaHu peakumm Bu

TPEBOXW NpeKaneHo WK 1MaTe HAKAKBM HexenaHu

peakLuu, HeCnomeHaTy B Ta3y IMCTOBKA Ce KOHCYNTU-

paiiTe ¢ Bawma nekap.

Cnpete npviema Ha lpunekc XoT 3a [lela, ako Habsio-

fasare:

- QNepruYHu  peakumu, Hamp. cbpbex, obpus,
npobnemn ¢ AULWAHETO, NOABA Ha OTOK NO YCTHUTE,
e31Ka, FbpoTo WK NNLETO, A3BY B yCTaTa;

- HEOYaKBaHO KbpBeHe UNN CKOHHOCT KbM HaCuHA-
BaHe;

-npobnemn CbC CbpPAEYHUA PUTBM (HEOYaKBaHO
cbpuebueHe);

- 3ary6a 1am HapyLueHe Ha 3paHneTo;

- I CTe UManV Npobaemu € AMLWIAHeTo Npu ynoTpeba
Ha aLeTUNCcannuMNoBa KUCeNNHa W HeCTePONAHN
MPOTMBOBB3NANMTENH IeKapCTBa B MHANOTO.

CbobLaBaHe Ha HexenaHu peakuun

AKo nonyunTe HAKAKBIM HEXeNaHu NeKapCTBEHN
peakuuy, yBefomeTe Bawwsa nekap nin GpapmalesT.
ToBa BK/I0YBA BCUYKN Bb3MOXHI HEOMUCAHN B Tasu
NNCTOBKA HeXenaHn peakuun. MoxeTe cblwo fa
CbobLMTE HEXENaHU peakLmuy ANPEKTHO Ypes:
/3mbnHUTENHa areHLmMA No NeKapcTeaTa

yn.,[laman pyes”Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

Kato CbO6ll.[aBaTe HEXeNnaHn peakunn, mMoxete fa
[agete CBOA MNPWMHOC 3a NOJlyvyaBaHe Ha nosedye
mud)opmaum OTHOCHO 6e30MmacHOCTTa Ha ToBa
NeKapcTBo.

5. CbxpaHenue Ha lpunekc Xot 3a [leua

[la ce coxpaHaBa nog 25° C.

[la ce cbxpaHABa Ha MACTO, HEAOCTBIHO 3a AeLja.

He wu3non3garite TOBa neKkapcTBO cCnef Cpoka
Ha rofHOCT, 0TGENA3aH BbPXY CALLETO 1 KApTOHEHaTa
onakoBka. Cpoka Ha roHOCT OTroBapA Ha nocnefHNA
[ieH OT NOCOYeHUA MeceLl.

He n3nonssaiite lpunekc Xot 3a lelia, ako 3abenexute
NPOMAHA BbB BbHLUHWA BN Ha I€KapPCTBOTO.
JlekapcTBaTa He TpAbBa fla ce U3XBbPMAT B KaHanu-
3aunATa UM B KOHTelHepa 3a AOMalLHU OTNagbLy.
MonuTaiite BawwA dapmaueBT Kak Aa YHULOXUTE
HeHyXHuTe Bu nekapctBa. Te3n MepKu Le CnomorHat
3a ornasBaHe Ha OKO/HaTa cpefa.

6. CbabpxKaHe Ha onaKkoBKaTta
1 gonbHMTeNHa NHpopmMauua

KakBo cbabpxa lpunekc Xot 3a fleua
300 mg/ 5 mg/ 20 mg, npax 3a nepopaneH pasTeop

AKTMBHUTE BelecTBa B efHO calle ca: Mapauetamon
300 mg, ®eHunedpuHoB xuppoxnopus 5 mg,
Ackop6uHoBa KnucenuHa 20 mg.

[lpyruTe CbCTaBKM ca Kanumes rOKOHAT, MaHNTOA, -
MOHeHa KWCenHa, HaTpyeB LUTPaT, 3axapuH HaTpui,

HaTpueB UWKnamaTt, KOonouaeH 6EBBOAEH cmnnymes
ANOoKCKnA, apomaTin Ha NOPTOKan n Arofa.

Kak usrnexpa Npunekc Xor 3a [lela n KakBo
CbAbpKa onaKkoBKaTa

lpunekc Xot 3a [leya npax 3a nepopaneH pasTBop
npencTaBnABa 6an UAM NoYTM 6AN Npax C LUTPYCOB
apomar.

Mpax 3a nepopaneH pasTeop 2,5 g B calue oT xapTua/
anyMUHWIA/NOANETUNEH.

EnHa onakoBka cbabpxa 6, 10 nnm 12 6pos cawerta.

MpuTexaren Ha pa3peLueHneTo
3aynotpeba 1 npousBoguTen:
US Pharmacia Sp.z o.0.

ul. Ziebicka 40,

50-507 Wroctaw, Monwa

[laTa Ha nocnefHo NpepasrnexpaaHe
Ha nucToBKara: sekemspu 2020
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