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Gripex Hot for Kids 300 mg/ 5 mg/ 20 mg, powder for oral solutmn
Paracetamol/ Phenylephrine hydrochloride/ Ascorbic acid 24 02 200 |

IIpouerere BHIMATEIHO USLIATA JIMCTOBKA, MPE/IH /1A JAIIOYHETE /1 NPUEMATE TOBA JIEKAPCTBO, Thil Kato
TH ChAbPAKA BaKHa 3a Bac undopmanus,

Bunaru npuemaiite ToBa IEKapcTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA MM KakTo Bu e kazan Bamma
nexap, (papMaLeBT HIIH MCAHLIMHCKA CECTPA.

- 3anma3eTe Ta3H JIMCTOBKA. MoJKe Ja Ce HANOKH 1A A POYCTETE OTHOBO.

- AKO ¢¢ HYIKJAETE OT JOMbBIHATCIHA HH(OPMALMA WM ChBET, NonuTaiTe Bammus dapmanucsT.

- AKO MOJYYHTEC HAKAKBH HEIKEIAHH JICKAPCTBCHH PEakumu, yBegomere Bammn nekap, GpapmauesT niau
MEIMLMHCKA ceCTpa. ToBa BIIIOYBA H BCHUKH B3MOXKHH HEKETAHH PCAKIIMM, OMHCAHM B TA3H JTHCTOBKA.
Bkre T.4.

- AKO cnes 3-5 HH He ce YyBCTBATE MO-100pe WK CheTOAHHETO Bu ce Baomm, TpaGBa aa noTsPCHTE ICKApCKa
MOMOTII

KakBo ¢hIbpika TA34 JIMCTOBKA

Kaxso npencrasnsisa ['punexc Xot 3a Jleua u 3a kKakso ce u3noasa
Kaxso Tps6Ba na 3Haere, mpeam aa npuemere [punexc Xor 3a Jleua
Kax na mpuemare I'punexc Xor 3a [eua

BB3MOKHH HEXCIAHN PEaAKLHH

Cuxpancune Ha I'prnexc Xor 3a Jleua

CyabpikaHHe Ha OMAKOBKATA M JOMBIHHTEIHA HH(OpMAaLHA

i B

(=

1. Kakso npeacrasassa Ipunexce Xot 3a Jleua v 3a KaKso ¢e M3N00/138a

['punekc Xor 3a Jlena ¢ komOuHHpaH ICKapCTBEH MPOAYKT, ChIbpIKAL napauetamod, (peuunedpun u
ackopbuHosa kuceauna (Buramus C). [lapaueramon npemaxsa 601KaTa H MOHMAKABA MOBHIICHATA TEACCHA
Temneparypa. IIpHeT B no-BHCOKH 03H HMa H MPOTHBOBb3NANUTENHO AciicTBue. Denunedpun causa
KPBLBOHOCHHUTC CHAOBC H HAMAIABA TAXHOTO KPbBOHAMBJIBAHE. TE3H S(PEKTH BOIAT 10 HAMAIABAHE HA
CeKpeLusATa OT HOca, 0TOBOBaHE HA NMraBuLATa, 00IEKYABAHE HA 3aTPYAHEHOTO JAHIIAHE M HA IPYIHTE
CHMIITOMH MPH MPOCTYAA M IPHIL. ACKOPOHHOBATA KHCEIHHA MOJ00pABa 0OIIOTO CHCTOAHHE HA OpPraHU3Ma,
VCHJIBA 3AIIMTHHTC MY CHJIM, HMa aHTHOKCHIAHTHO JcHCTBHE.

I'punexc Xor 3a /lena ce H3Mom3Ba 3a KPaTKOCPOMHO IEUCHHE HA T1aBO6OIHETO, GOIKHTE B TBPIOTO,

MOBHLICHATA TEMIIEPATYPA. XPEMaTa, KHXaHETO, OTNAHANIOCTTa H MYCKYIHUTE GONKH NPH MPOCTYAHH H
BHPYCHH 3a00IABAHMS, BKL. M FPHIL.

2 Ipean 1a npuemere I'punexe Xor 3a lena

He mpuemaiire I'puneke Xor 3a eua:

® KO CTC aJICPTHYHH /CBPBXYYBCTBHTEIHH KbM HAKOEC OT AKTHBHHTC BEIECCTBA HIH KM HAKOA OT OCTAHAIHTE
CBCTABKH Ha ITPOAYKTA.

® aKko cTpajate OT 3a0019BaHHA Ha YepPHHA P00, 0COGEHO YEPHOAPOOHA HEAOCTATHYHOCT,

® AKO HMATE BUCOKO KPBBHO HAATAHE,

® KO CTPAJaTe OT MOBHINCHA (DYHKLMA HA WMTOBHIHATA YJIE3A;

® 3KO CC JICKYBATE C JekapcTBa oT rpynata Ha MAO-unxuburopure




O0LpHETe CeuMaIHO BHUManne npu ynorpedara na I'punexc Xor 3a lena:

AKO TpeLeHUTE, Y€ e)EKTHT OT JCYEHHETO € HEJOCTATHYCH HIIM JIMIICBA TAKBB (Hanp. mpossuTe Ha GonecTra
MPO,TbKABAT NMO-ABJTO OT 5 IHH, 8 BUCOKATA TEMIIEPATYPA MO-AbJIr0 OT 3 HH), MO/, KOHCYITHPAHTE CE C
Bamms 1exap wmm hapmauest. Toit e NpeUEHH AanM CE Hajara MPOMSIHA B JO3HPOBKATA MITH ¢ HEOOX0AMMO 12
CE MPEAITPHEME IPYTO JICUCHHE,

He Tpabea 1a mpuiarate TO3M NPOAYKT B 103H, NO-BMCOKH OT NPEMOPBYBAHMTE, Thil KATO HE MOXKE Aa Obe
M3KJIHOMCH PUCK OT Tpeaosupane. Toif € mo-BHCOK MpH BL3PACTHHTE XOpa M Jeuara. 3a Ja ce mpeioTBpaTH
PUCKBT OT MpPEAO3HpaHe € HeoOX0AMMO 2 Ce MPOBEpsABa JAJIH APYTH CIHOBPEMEHHO MPUEMAHH JICKAPCTBA
CBINO HE CHABPIKAT MAPAUCTAMOIL.

Ipu geua mexay 6 u 12 rogumu, nexysanu ¢ 30 mg/kg/AHEBHO MApaLETaAMON, HE CE MPENopbYBa KOMOHHALMA C
JPYT JCKAPCTBEH MPOAYKT, MOHIKABALL TeMMepaTypara. TakaBa KOMOMHALIMS € Bh3MOKHA CaAMO ClICA
KOHCYITAUMS C JICKap, KOWTO 1IC MPELIEHH AaIH TOBA JEKAPCTBO € JOCTATHYHO S)EKTHBHO.

['punckc Xot 3a Jlcua Tpabea aa ce npuiara ¢ ocobeHO BHUMAHHE H 00€3aTEIHO C/Ie] KOHCYATALMs ¢ IeKap,
AKO CTC MPHEMANH JIEKapcTBa oT rpynata Ha T.H. MAO-unxubutopu, ocobeHo B npeaxomuure 14 auu.

I1pu peioBHO npuemane Ha 06e36oBaNIM TeKkapcTBa, 0COOEHO HA TAKHMBA, MPEICTAB/ISABALIH KOMOHHALM OT
HAKOIKO MPOAYKTA, MOXE 4 HACTBIIM YBPE:KAaHe Ha GbOpelmTe, KOSTO B PEAKH C/1y4au Ja J0BEIC 10
OBOpeuHa HEJOCTATBYHOCT.

[Ipu mpueMane Ha roJCMH JO3H OT MPOAYKTA 32 MPOIbIHKHTEICH MEPHO OT BPEME, MO-4ECTO MPH JIHLIA,
ynoTpebsBany peIoBHO aTKOXOJ, PHCKBT OT YBPEKAAHE HA YePHHA Jpod ce MOBHILABA.

[TaumeHTHTE CHC CHPACUHO-CHAOBH 3a00/BaHHA, 0COOEHO TE3H ¢ BHCOKH CTOHHOCTH HA KPBBHOTO HANATAHE
Tpa6Ba 1a MPHEMAT MPOAYKTA CAMO C/IE KOHCYITALH C eKap.
Tosa npeaynpexaCHHE CC OTHACA M 32 NALMEHTHTE C MOBHMIUCHA (DYHKLMA HA IUHTOBHIHATA XKJIIE3A.

anJ'IﬂFEIHCTO Ha napaucTaMoa MOXE Aa IMOBJIHAC PC3YATATUTE MPH HAKOH Jla60pa10pml TCCTOBC 34 OMPCACIAHC
HA MHKOYHA KHCC/IHHA, a4 ChIUO U TECTA 34 ONPEICISIHE HA IKOK03a B KPBBTA.

IIpuem na apyrm Jekapersa

Mouns urdopmupaiite Banms nekap wm apMaUeBT, ako MPHEMATC HIH HACKOPO CTC MPHEMAJH APYIH
JICKapCTBa, BKIOYHTCIIHO H TAKHBA, OTIyCKaHu O¢3 penenra.

[MpoasmxuTenHoTo Mpuamkenue Ha [punexc Xor 3a [leua Moxke g2 HAMAIH e)EKTHTE HA HAKOM IEKAPCTBEHU
CpPEACTBA. KOMTO MHTEH3HBHO CE PasrpaziIaT B YCPHHS JPoO.

[Ipu ¢ AHOBPEMEHHOTO MY NMPHEMAHE C JPYrH JekapcTsa kato (eHobGapbutan, (eHTOMH, KapbamasenuH,
puaMnuIMH (MOBHIIABAT YEPHOAPOOHOTO MY Pa3rpaXkIaHE) MOKE Jd HACTBIIH YBPEKIAHE HA YePHH APOD.

[Napaueramos ycHiIBa ACHCTBHETO HA JICKAPCTBA OT IPYIIATa HA KYMAPHHOBHTC AHTHKOArYJIAHTH — CPE/ICTBA
HAMABAILH CIIOCOOHOCTTa HA KPBBTA J1a C€ ChCHPBA.

Tabnerkure 3a npeanassaqe or 3abpemeHsBane otciaabear edexra Ha mapaueramon. PupamMmuuus Hamansisa
006e36011BaMIOTO My ACHCTBHE, @ UMMCTHIMH HAMAIABA TOKCHYHOCTTA H 3ACHIIBA HErOBHSA CEKT.

[TapaueramMon MOKe a A0BEAE A0 YBPEKIAAHE HA KOCTHHS MO3bK NPH CAHOBPEMEHHO MPHIOKCHHUE C
anTHOHOTHKA XI0opamdeHukon. EIHOBPEMEHHOTO NMPHIOKEHHE ¢ APYTH YBPEKAAIH YepHIsT Apob JekapcTsa
MOBMILABA PUCKA OT YEPHOAPOOHO YBPEH IAHE.

He ce npenopbsa ¢AHOBPEMEHHHS MPHUEM HA TO3H MPOAYKT C ALETHICATHIIWIOBA KHCEIHHA, Thil KATO HEHHOTO
)ZlCﬁCTBHC CC YCHIBA OT BUTAMHH C.

IMopaau cbaspxaumat ce b8 ['punekc Xor 3a [leua dpennnedpus, mpoaykTsT HE TpsaOsa aa ce koMOHHHpa ¢
MAQO-MHXHOHTOPH HIH TPHIMKIHYHH AHTHICTPECAHTH (MPOIYKTH 32 ICYCHHE HA JECTPECH:), Thil KaT a_
MOKE 12 JI0BEJE 0 }KHBOTO3ACTPAIIABAILO MOBHIICHHE HA KPBBHOTO HAIATAHE.

n



Kom6GunupanoTo npuemane Ha I'punekc Xor 3a [leua ¢ HAKOH MPOAYKTH 33 JCUCHHUC HA ChPACYHO-ChIOBH
3a001BAHHA M MOBHILCHO KPHBHO HATATAHE MOXKE 1@ HAMAJIH TEXHHU TCPANEBTHYCH eDEKT 3apaau
ChABPKAHUETO HA (PeHUICPHPUH.

Ipnem Ha I'punexce Xor 3a Jena ¢ Xpanu n HANMTKA

Hsma aaunm 32 HEOOXOAMMOCT OT CMICLHATICH XPAHUTEICH PCHKHM HIIH OFPAHHYCHHA HA ONPEIEICHH BHIOBE
XPaHH H HAITUTKH MO BPEME Ha JCYCHHETO C TO3H MPOIYKT.

[Tpu ¢ AHOBPEMEHHO NMPHIIOKEHUE € ATKOXOI CE NOBHILABA PHCKA OT YEPHOAPOOHO YBPEKAAHE,

bpemennocT u KbpMene
[TocwBersaiite ce ¢ Bamms nexap nimm (hapmauesT npean ynorpebaTa Ha KOETO M J1a € JIEKAPCTBO.

bBpemeHHOCT

Axo ¢ Heobxoaumo, I'puncke Xot 3a Jlena moxe aa ce npunara no Bpeme Ha 6pemennoct. Tpsabpa ga

M3MO/I3BATE HAH-HHCKATA Bb3MOXKHA 1033, KOATO HAMa1aBa BOJIKAaTa W/MIM CBAIA TEMIEpPATypara M 3a

BB3MOKHO HaH-KpaTko Bpeme. Cpbpiere ce ¢ Bamms nekap, ako Gonkara w/nim TeMmepaTyparta He ca
HAMAJICIH MM aKko TPAGBa Ja npueMaTe JCKapcTBOTO MO-YECTO.

Knpmene
JlexkapCTBEHNTE BEMIECTBA, BKIIOYCHH B ChCTABA HA TO3H MPOAYKT MPEMHHABAT B MAWYMHOTO MiiKo. To3u

NPOJYKT MOYKE /12 CE MPHIIATa 110 BPEME Ha KbPMEHE CJIC HA3HAYCHHE OT JICKap, KOHTO e MPELCHH PHCKA 32
KbPMAaCTO.

Illogupane n padota ¢ MamMHN
Hsama nanwu 3a neGnaronpusateH edext BbPXy criocobHOCTTa 3a wodupane H paboTa ¢ MALIHHH.

Ipuniexc Xor 3a [lena ¢nappaxa manuton. Moxe ga uma ¢1abo m3paseHo c1abuTeHo AeHCTBHE.

Topa nexapcTso cbapprka mo-mManko ot 1 mmol HaTpuii (23 mg) Ha came, T.¢. MOKE Ja CE KKE, ue
MPAKTHYCCKH HE ChABPIKA HATPHIA,

3 Kak jna npuemare I'punexe Xor 3a ena

Bunaru npuemaiite ['punexc Xor 3a Jleua TouHO cropen yka3aHuATa B Ta3H JIUCTOBKA. AKO HE CTE CHI'VPHH B
Hewo, nonuTaiTe Bawms nekap wim (papmauesr,

O6uyaiinaTta 103a e

Jeua mexay 6 u 12- roaviuna Bb3pacT:

3-4 mbTH AHEBHO MO C/IHO Callie MPe3 MHTEPBan ot 5-6 yaca. He TpabBa 1a mpuemaTte TO3M MPOAYKT Npes
HHTEPBa No-Marbk OT 4 yaca, a AHEBHATA J03a He OuBa ga 6bac mo-romama ot 6 camera (1,8 g napaueramon).
Ha ne ce npuema noseye ot 3 (auu) 663 KOHCYITALMS C JCKap.

Heua noa 6 roaMHu
[IpoayKTHT HE cE MpHIara NpPH ACLA MoA G- FOAHILHA Bh3PACT, AKO HE € M3PHYHO HA3HAUCH OT NEKap.

Ilaupenrn ¢ 6b0peyHa HEAOCTATBYHOCT
HMuTepsanbT MeskAY pHEMHTE HE TPAGBa 6b¢ Mo-MamsK oT 8 yaca.

Hauux Ha nmpHIOKeHHE
CbappKHAMOTO Ha CAIIETO Ce Pa3TBaps B A0CTATHYHO KomuyecTso (100 ml) ropema Boaa u ce pazospksa 106pe
J0 NMoJyYaBaHC HA XOMOI'CHCH pa3TBop.

AKo cTe npuem noseve o1 Heodxoaumara j103a Cpunexe Xor 3a Jena
Habmopnasanu ca oTpaBaHuA ¢ MapaLeTaMol MPH Bb3pacTHH M 0cOOEHO MPH JeNa, KOUTO MOHAKOTa MOraT Ja
Gbaar muOro cepuosHu. Te Morar /1a ¢e AbJ/DKAT Ha TPEI03MPAHE B PE3YATAT HA MPHEMAHE HA MO-BUCOKA OT

MOCOUECHATA 1032 HIIH MHIIMJCHTH N0 HEBHHMAHHE. .
ITpeno3upaseTo ce nposBsBa ¢ rajeHe, NOBpPbIAHE, OICAHOCT, KOPEMHH GOIKH, H3TOTABAHE |
ABABAILM CC Hali-4eCTO B mbpeute 24 yaca. [pu npuem Ha napaueTamMon B 403a NO-rosMa ¢




HACTBITH TEXKKO YCPHOAPOOHO YBPECHKAAHE C PA3BHTHE HA YCPHOAPOOHA HEAOCTATHYHOCT M 3aryfa Ha Ch3HAHHE,
[TpuemaneTo Ha BHCOKH 103H (heHHICHPHH MOME Ja A0BEAE A0 3HAYMMO YYECTABAHE HA ChPACYHATA ACHHOCT H
MOBHIIABAHE HA KPBBHOTO HAIATAHE.

Ako cTe npue noseye oT oGHMAiTHATA 1032 HIIM MPH NMOABA HA CUMITTOMM Ha NPEI03HpaHe, He3abaBHO ce
00bpHETE KbM JIEKap.

AKo cre nponycHanm j1a npuemere Ipunexce Xor 3a lena
He B3emaiite aBoiiHa n03a, 3a Ja KOMMNeHcHpaTe mponycHatata. Biemere HeoGXoammaTta 1032 B 4aCOBETE Ha
CNICABALIMSA PCTYIAPCH MPHEM.

4, BBIMOKHN HEKETAHU PEeaKiin

Kaxro npu Beuuku exapersa, Taka u npu ['puneke Xor 3a [leua Moxe 1a ce Habmo01aBaT HOKEIAHH
JeKapcTBCHH peakuuu. HexeranuTe peakiuu ca peJKH M MOraT Ja BKIHOYBAT riasobonue, 3aMaiiBaHe,
HEPBHOCT, OE3CHHUE, MOBHILCHO KPBBHO HAJATAHE, TaACHE M NIOBPBIIAHE.

AKO HAKOS OT rOpeH3OPOCHHTE HEKENAHH PEakUMK BH TPEBOXH NPEKAICHO MIIH UMATC HAKAKBH HEKCIAHH
PeaKLMK, HECIIOMCHATH B Ta3H JMCTOBKA CC KOHCYITHpaiTe ¢ Bamma nexap.

Crpere npuema na ['punexc Xor 3a Jleua, ako nabmonasare;

- A/ICPIHYHH PEAKLMH, HANp. ChPOEK, 06pPHB, MPOGIEMH ¢ AMILAHETO, TIOABA HA OTOK MO YCTHUTE, €3HKa,
r'bPJIOTO WITH JIMLIETO, 5I3BH B YCTATA;

- HCOYAKBAHO KbPBCHE HIIH CKJIOHHOCT KbM HACHHIBAHC,

- IPOBJIEMH ChC ChPICHHHA PHTBM (HEOYAKBAHO CHPLUCOHEHE);

- 3aryba HIH HApYLUCHHE HA 3PAHHMETO;

= HIIH CT€ MMM NIPOGACMH ¢ THIIAHETO NMpH yroTpeba Ha AUETH/ICATMIUMIOBA KHCC/IHHA HIH HECTCPOHTHH
MPOTHBOBB3MAMNTEIHH JIEKAPCTBA B MUHAJIOTO.

CrobmaBane Ha HEKEIAHN PEAKITHU

AKO MOIy4HTC HAKAKBH HEKCIAHH JICKAPCTBCHH PEaKLMK, yBeaomere Baums nexap wmn (apmanest. Toa
BIJIIOYBA BCHYKH Bb3MOKHH HEOTIMCAHH B Ta3HM JHCTOBKA HEXKCIAHH peakuuyi. Moxkere ¢bino aa cobmmure
HEIKCTAHH PEaKIHH JAMPEKTHO YPE3:

H3msaumuTeHa areHuus No iekapeTsaTa

yi. , Jdavsu [pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebeaiit: www.bda.bg

Kato chobmasare HexenaHn peakimu, MOKETE 1a Ja€Te CBOA MPHHOC 3a MOTYUABAHE HA TOBEYE HH(OpPMALHS
OTHOCHO 0€30MaCHOCTTA HA TOBA JIEKAPCTRO.

5. Cunxpanenue na I'punexc Xor 3a Jena

Jla ce cpxpansisa nog 25°C.

Jla ce chxpaHsiBa HAa MACTO, HEJOCTBITHO 34 ACUA.

He n3noassaiite ToBa nekapeTBo ¢ie CPOKA HA FOAHOCT, OTOEA3aH BHPXY CAIUETO M KAPTOHCHATA ONAKOBKA.
Cpoxka Ha roaHOCT OTTOBaps HA MOC/E/IHUA JCH OT MOCOYCHHS MECELL,

He m3nonssaiire I'punexc Xor 3a [leua, ako 3abenckuTe MpOMAHA BB BbHIIHAA BHA HA JIEKApCTBOTO.
JlexapeTBara He TpaGsa fa ce M3XBBPIAT B KAHAIM3ALMATA WIH B KOHTCHHEPA 32 AOMAIIHH OTIATbIIH.
[Nonuraiite Baums (apmanesT kak Ja yHHIIOKUTE HEHykHUTe Bu nekapersa. Tesn MEPKH IIE CIIOMOTHAT 3a
ONa3BaHE HA OKOJHATa Cpela.

6. Chabpmanue HA OHAKOBKATA H 10N LAHUTE.IHA HHOPMALNS

Kakso chanpxa Fpunexce Xor 3a [lena 300 mg/ 5 mg/ 20 mg, npax 3a nepopaJjien pasTsop

AKTHBHMTE BCIECTBA B ¢/HO came ca: [Tapauctamon 300 mg, Genmnedprunos xm[pomopu,u 5
AcxopbuHoBa kucennna 20 mg.



JlpyruTe ChCTABKH Ca KaTLHEB [TIOKOHAT, MAHUTO, THMOHCHA KHCE/IHHA, HATPUCB LIMTPAT, 3aXapHH HATPHH,
HATPHCB LMKIAMAT, KOJMOHACH OE3BOACH CHITMIIMEB JHOKCH/, QDOMATH HA MOPTOKAM H AT0AA.

Kax miraexaa Fpunexe Xor 3a Jlena v KakBo ChAbPKA ONIAKOBKATA

I'puncke Xot 3a Jleua npax 3a nepopasicH pa3TBop npeacTasusiBa Os MM nouTH O npax ¢ LHTPYCOB apoMar.
ITpax 3a mepopancH pa3ztBop 2.5 g B calue OT XapTHs/aIyM MHHH/TIOTHETHIICH.

Enna onakoska ceabpika 6, 10 uan 12 6pos cawera.

Ipwure:kare)1 HA palpeiieHNeTo 34 YnoTpeda v NPOoH3BOANTE.T:
US Pharmacia Sp. z o.0.

ul. Zigbicka 40,

50-507 Wroclaw, IMomua

Jara Ha noc/1e/iHo npepasriIesKIaHe Ha JIMCTOBKATA: JekeMBpu 2020




