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I'PANEKC XOT 650 mg/ 50 mg/ 10 mg npax 3a nepopaaen pasTBop 07 -06- 2072
napaneramo./ ACKOpGEEOBa KHcenEa/ ennnedhpHROB HIAPOXTOPHA T

GRIPEX HOT 650 mg/ 50 mg/ 10 mg powder for oral solution
Paracetamol/ Ascorbic acid/ Phenylephrine hydrochloride

Ipouerere BHAMATEIHO NAIATA JACTORKA, NPeH AA 3a00THETE Aa IpAEMATE TOBA JEKAPCTEO,

THil KATO T4 CLALPAKA Bakna 332 Bac sadopmanag

Burary mpHeMaiiTe TOBA MEKAPCTBO TOYHO KAKTO € ONUCAHO B Ta3H JIMCTOBKA WK KakTo Bu e xasan

Bammgar nexkap Wi (apMaiesT.

- 3amnaszeTe TasH AHCTOBKA. MOXKe Aa ce HANOXKH /ia f IpOY€ETeTe OTHOBO,

—  AKO C& HYX(I2eTe OT SOMBIHUTEHA HHGOPMALHA WIH CHBET, nonuraiite Bammsa dapmavienr.

- AKO NOJIyYHTE HAKAKBH HEKETaHH JeKApCTBEHA Peakiliy, YBeoMeTe Baluna iekap HiH
¢apmanent. ToBa BKNIOYBA H BCHUKH BB3MOKHH HEREJIAHH PEaKiMH, HEOTHCAHN B Ta3H
NHcTOBKA. Biokre TO4KS 4.

- Axo cnex 3 a0 5 AHM He ce YyBCTBATe No-100pe WK CHCTOAHHETO BH ce Biowy, TpabBa fa
MOTHPCHTE JICKAPCKa MOMOLL,

KakBo chABLP:AKA TA3H JIHCTOBKA

Kakso npeacraeaxasa ['punexc XoT H 3a KAKBO ce H3N0JI3B2
Kakso Tpabsa na sHaeTe, npenn na npuemere I'puneke Xot
Kak aa npuemate I'punexe Xor

B13MoxHE HEeXKeNaHH peakiHH

Kak ma cexpanssare I'prmexc Xor

CBABLPKAHKE HA ONAKOBKATA H NOITBJIHHTEIHE HHQOpPMALHL

SN

1. Kaxpo npeacraBaasa I'panexc XoT | 3a KAKBO ce H3N0JI3BA

Tpunekc Xot, npax 3a nepopasieH pasTeop, € KOMOMHMPAH IEKapCTBEH MPORYKT C ONPRICIICHO
CHIBPKAYNE C AHTUNHPETHYHO H AHAITETHYHO AeficTBHe. CHIIO TAKA BE3CTAHOBABA NPOXOJIUMOCTTA
Ha HOCHHTEe METHINA. TO3M MPOAYKT e NOKa3aH 3a ofiiexyasale Ha CHMIITOMUTE HA HACTHHKA, TPHI H
TPUIONIOAO6HH CHCTOSHUS, KATO NOBHIIICHA TEMTIEpaTypa, asoGoke, 60MKK B FEPIOTO, MYCKY/IHTE,
KOCTHTE W CTABHTE, KAKTO M MPOABHTE HAa PHHHT, KOMTO CHITBTCTRAT HACTHHKATA W FPHIA.

2. Kaxso TpabBa Aa 3uaete, npean aa npnemere I'panexc Xor

He npremaiire I'panexce Xor:
- KO CTe AJIEPrHYHM KM f1apaneTaMo, GerunedpHHOB XMAPOXJIOPHI HUTH KM HAKOA OT
OCTAHANTMTE CHCTABKH Ha TOBA NeKapcTBo (M30poeHn B TOUKa 6).
- aKO CTpajaTe OT HAKOE OT CICAHATE 3a601ABaHHA;
» HecTabHiIHAa KOpOHapHa chpaeuHa bosmect
¢ CLPACUHA APUTMMSA
«  BHCOKO KPBbBHO HanAraHe
« BposicH AeHUMT Ha [IIOKO30-6-eXHAPOTeHasa U nehHUIMT Ha METXeMOTIO0HH
+ Texxa uyepHOEpoOHa mwiH 6E6peuHa HEAOCTATEYHOCT
«  BHPYCEH XENaTHT
¢ QIKOXONMHIBM
»  (eHHIKETOHYPHS
¢  3AKPHTOBI'BIHA TNAYKOMA
¢ XHIICPTHPEOWAHIBM
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- 1o BpeMe Ha JieueHne ¢ MAQ HHXMORTOPH M JiBe ceIMMUM Clle/| CIHMPaHE Ha TEXHUS IPHEM

- B KOMOHHAIIHA © TPUUMKIHYHN aHTHACTPECAHTH

- 10 BpEMe HA NieYeHne ChC 3HROBYAMH (JIEKAPCTBO, H3NOA3BAHO Npy NeueHHe Ha HIV urdexin)
- npu Oeua fox 12-roAyinea RE3pacT.

TipeaynpeKaeHUA H NpeAna3HH MEPKH

ToBopere ¢ Bamnau Jdexap AR $apmanent, npean Aa npuemere I'panexc Xor, ako:

- HMaTe depHoapobHa Wi OOpedHa HeAOCTATHYHOCT, OPOHXMANHA acTMa, NPOCTATHA
Xunepiviaspg, cHEApoM Ha Raynaud (nobnenHasaue, nocneaBaHo oT LMAHO3a HA NIPLCTUTE Ha
pBLETE ¥ KpaKaTa, KpaiHHUTE 4aCTH Ha YIIHTE M HOCA, YCTO IIPOBOKHPAHH OT CTYA HITH
eMOLIHH), KOPOHAapHA chpAeyHa Gonect, quaber

- B3HMATE AHTHKOATYIAHTH

- MpHEMATE AHTATOHHCTH Ha P-aJApeHEPrUYHHTE PELENTOPH H TPAOBA Ja HINO3BATe BHEMATENHO
TO3H JIEKAPCTBEH NPOAYKT

[poBepeTe Aanu APYTH JIEKAPCTBA, KOMTO B3UMATE HE ChABPIKAT NapaleTaModt, IOPagH PHCK OT
TNpeo3HpaHe.

He B3eMaiiTe eQHOBPEMEHHO H JPYFH JEKAPCTBA NPOTUB I'PHII, HACTMHKA ¥ ACKOHTECTAHTH
(CHMITATHKOMHMETHIH).

TpsGea 1a ce KOHCYNTHpaTe ¢ Bamig nexap, ako FOPHUTE NPSIYNPEKASHHA ¢e OTHACAT 10 MUHATH
ofcToATeNncTRa.,

He ynotpefsBaiite ankoxon no BpeMe Ha NPHEMa HA TOBA JIEKAPCTBO, MOPAJH PHCK OT TOKCHYIHO
4epPHOAPOOHO yBpeKIaKe.

Jpyrn nexaperba 1 I'punexe Xor
Hudopmupaiite Baims exkap Win dapMaiesT, aK0 IPHEMATe, HACKOPO CTe NPHEMATH WH &
BE3MOKHO Aa TIPHEMETE APYTH JICKAPCTRA.

To3u nexapcTBeH NPOAYKT He TpabBa Ja ce NPHEMA eIHOBPEMEHHO C IPYTH AEKapCTBa, KOWTO

ChABPIKAT:

- napaueTamoi (aKTHBHO BEIECTBO B NPesiapaTHTe, HINOM3BAHH NP HACTHHKA M TPHIT)

- perunedpun win ncespoedeaprH, H3NONIBAHM 3a CHMITTOMATHYHO JIedeHHE Ha PHHUT (Xpema/
Teyal Hoc)

- ApYrH CHMUATHKOMUMETHI Wit MAO naxuGHTOpH (M3MON3BakY 32 NeUeHHE Ha apTepHaIHa
XHMTIEPTOHNUA H NPH ACTIPECHA)

- 3HIOBYAMH (AUTHBMPYCHO JIEKAPCTBO, H3MOMABAHO 34 jiedeHHe Ha HIV ungexuma)

Koncynrupaiire ce ¢ Baitiug fiekap npeiH 3an04Baie Ha €NHOBPEMEHHO JISYCHHE C:

- OpATHU aHTHKOAryaaHTH (BaphapHH, KyMapHH)

- SHTHETTHICITHIH

- DapbuTypaTi {(CBHOTBOPHH H YCIIOKOHTE/THH JIEKAPCTBA)

- GUIYKIOKCALMIHH (AaHTHOHOTHK), Thil KaTO CHINECTBYBA CEPHO3EH PHCK OT OTKIOHEHHS B
KPBBHHTE NOKA3aTENH K ANKAJIHO-KUCEITMHHOTO parHOBecHe (MeTalOMKTHA alH03a ¢ roNisMa
AHMOHHA PA3IHKA), KOETO M3HCKBA CTIELIHO AieueHUe M MOXKE Ja ce nposABU ocoleHo NpH
NAUMEHTH ¢ TEXKA ¢TeleH Ha 66peyHo yBpexaaHe, cencue (koraro GakTepHH H TEXHHTE
TOKCHHH Ca [OMAHANH B KPRBOOOpallleHHeTO, KOETO BOAW [0 YBPEXAaHe HA OPraHHTE),
HeJNOXpaHBaHe, XPOHHYCH ANKOXONH3EM H TIPH YHoTpeta Ha MAKCHMANHATA AHeBHA Z03a
napaueTamon

- NeKapcTBa, NOHWKABAIIH apPTePHATHOTO HANIRTAHE (MBAHETHIHH, MCKAMHJIAMYH, M
pe3epiHH)

- HHEOMETALHH (JISKapCTBO C aHANTETHYHO H NIPOTHBOBB3NANUTEIHO NeHCTBRE)

- AHTAarOHHCTH HA P-aAPSHEPIHYHNTE PElIENTOPH (/1eKapCTBa, KOHTO CE H3NOM3BAT
apTephanHa XHNEPTOHNS H ChPACYHOCHA0BY 3200 BAHNSA)
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- TPHURKNTHYHH aHTHICNIPECAHTH

AckopGHHOBATA KHCEHHA, KOATO BIM3A B CHCTABA HA JIEKAPCTBOTO NOBHINARA abcopGlLsTa Ha:
- amyMHHEHi (CHABPIKA CE B AHTHALMIHATE NPENapaTH)
- AeIA30

I'punexc Xor ¢ Xpasa, HANATKE # ATKOXO0J
He ymotpefasalire ankoxon o BpeMe HA NPHEMa Ha TORA JIEKAPCTBO, MOPANK PHCK OT TOKCHIHO
uepHOAPOGHO YBpeXxKAaHe.

BpeMeHHOCT H KbPMEHE
AKko cTe GpemeHHa I KEPMUTE, CMATaTe, 4e MOXe Ja cTe GpeMesHa UK IiaHupare GpeMeHHOCT,
nocHBeTBalTE ce ¢ Bamma nexkap wim GapMauesT npeIn ynoTpebaTa Ha TOBA JIEKApCTBO.

I'panexc XoT He TpabBa A2 ce npanara no BpeMe Ha GpeMEHHOCT.
I'panexc Xot ve TpaGea xa ¢e NpUnara B neproAa Ha KbPMCHE.

I odupane u paGora ¢ MAMIHAR

JleKapcTBEHUAT NPOZAYKT MOJKE J]a HApyLIH CNocoGHOCTTa 32 KOHUCHTPALIHA U 18 TOBIMAE Ha BpEMETO
3a peaxums. ITo Tasu NpHuHHEa, MOGHPAHETO | paGoTarta ¢ MawmkHy TpaAGBa na ce HIBLPIIEA
BHHMATEJHO.

I'panexc XoT chanLpxka 3axapo3a. Axo Bamuar nexap Bu e xazasn, qe UMATE HEIOHOCHMOCT KbM
HAKOH 3aXapH, IIOCHBETBANTE Ce ¢ Hero, NpeiM 3 BIeMeTe TO3M NPOMYKT. E/HO came chaspxa
1,981 g 3axap, exBuBaNcHTHE NpOmMIsUTENHO Ha 0,2 XNeOHM enyIHHIH.

I'punexc Xot chAbpaxka acnapram. ToBa NekapcTso ChABPKA 20 mg acriapTaM BEB BCAKO Calle.
ACTIapTaMET € U3TOUHMK HA (eHwIananuy. Moke aa B# Happeny, ako uMare GCHINTKETORY pHS,
PANIKO TEHETHHHO 3800s19BaHe, TIPH KOETO ce HaTpYNBa (eHWIANAHHH, ThA KaTO OPraHd3MbT HE MOXe
Aa TO OTAENNK NPaBHIHO.

ToBa NexapeTBo CuIbpxa 30 mg HaTpuit (OCHOBHA CHCTABKA HA FOTBAPCKATA/TpANe3HATA COT) BB
BesKo came. Tora KONMYECTEO e eKBHBANIeHTHO Ha 1,5% OoT npenophyMTeTHHa MAKCHMAICH AHCEEH
XpaHUTENEH NPHEM Ha HATPUiA 3a BH3PacTeH.

3.  Kaxk aa npuemare Ipanexc Xor

Brnarn npuemaiire TOBa JIEKAPCTBO TOYHO KAKTO € ONMCAHO B TA3H JTHCTOBKA WITH KAKTO By e kasan
Baumst siekap wid GapMaiesT, AKO He CTe CHI'YPHH B HEINO, nonuraiite Bammus exap Ay
tdhapMmanenT.

[TpenoppuuTeIHATA AO3A €:

Buapacmmu u deya Hao 12-200umuna evspacm: 1 cawe Ha seexs 4-6 vaca (10 6 camera na 24 yaca).
PasTBOpeTE CHIBPHKAHNETO HA CALIETO B YAIlA ¢ TOTUIA BOJA.

Axo cmamame, ue ehekmsm Ha mo3u npodykm e mevpoe cuien wi mgvpde cab, nocveemsainme ce
¢ Bawius nexap.

AKo0 cTe IpHeJIH MoBede oT ReoGxoaBMaTa Ko3a I'panexc Xor

B cryHait, 4e He e HIMHHAT TIOBEYE OT GIHH Yac OT NPHeMa, MPeAU3BUKANTS MOBPHIL
KORCY/ITHpa#iTe ¢ IeKap, Thi KaTO MOXe A2 C& Ha0XKH CTieLHAIH3UPAHO GonHUYHO
MoaKe 1a ce NOABAT CHMITTOMM KATO rafieHe, NoBPEIiaHe, OCHIHO H3NOTABaHE, Cb
cnaboet. Teau CHMITTOMH MOXe CIIOHTAHHO J1a OT3BYYAT, HO BBIIPEKH TORA He ¢e H3
PA3BUTHETO HA 4epPHOAPOOHO yBpekzaaHe. BraMoxHa € noAsa H Ha APYTH CUMITTOMY KaT,
Ge3mnokoticTso, 6e30bHEe, TIOBHINEHO APTEPUAITHO KPRBHO HAIATAHE, OTHETINBO ycxdfm :
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CHPIETHATA YECTOTA, OGNEAHABAHE HA KOXATA H NHTABHLIATE, 3AXbpHAHE Ha YpHHATA. T0-KECHO
MOXe€ JIa C€ MOABAT KOPeMHH GOMKM H KBITCHHLA.
AKo cme npuenu noseue om Heobxodumama 003a, He3AOABHO Ce KOHCYIMUPaiMme ¢ NeKap i

papmauyeem)

Axo cTe nponycaanan aa npuemere I'paneke Xor
He p3umaiite apoiina no3a, 3a ja KOMIEHCHpPATE MPONyCHATATA J1034.

Axo cre cnpean npuema Ha I'panexc Xor

I'punekc XoT ce M3MON3Ba 3a 06/eKyaBaHe Ha CHMITTOMHTE HA HACTHHKA, PHIT M IPANONON0GHU
CHCTOAHHA. AKO CTE CIIPENH JISUSHUETO H NPOABHTE Ha 3a00/11BAHETO NPOAB/DKABAT, B3EMETE HOBA
5033 OT IEKAPCTROTO WK ce KoHCYynTHpalite ¢ Bamug nexap.

AKo uMaTe HAKAKBH JONBTHATEIHH BLIPOCH, CBBP3aHH ¢ yroTpebaTa Ha TOBA JISKAPCTRO, TIOTIMTaHTE
Bauma nexap v ¢apManesT.

4. Bu3MOXHH HeXKeNaHH PEAKNHE

Kakto BcHUKH JIeKapCTBa, TOBA NEKAPCTRO MOXKE 1A NPEIH3BHKA HEXKENAHH peaKIiHH, BLIIPEKH YC HE
BCCKH I'H MOTyHasa.

Peoxy nexcenanu peaxyuu (tpn 1 go 10 4a 10 000 nanveHTH, NpHeMalld NEKAPCTBOTO):

- Fanene, NoBpEIiaHe, HAPYIICHO XPaHOCMIUIARE, YYBCTBO HA NAPEHES B TOPHATA 4aCT HA KOPEMA, CyXoTa
B ycTaTa

- Aneprudnu peaknd (Copoex, ypTHKapHi)

Mnozo pedxu nexcenarnu peaxyuu (pH Mo-Manxo ot 1 va 10 000 naupeHTH, NPHEMAIIH JEKAPCTBOTO):

- Tpauynouuronenvs (Hamanen 6poit Ha eHH BHA OeH KpbLBHY KIETKH), arpaHy/IONMTO3a
(ynica Ha enuH BUA Gend KPBBHH KIeTKH, TpoMOowiToneH i (Hamaned Gpoii Ha
TpoMbonHTHTe)

- Peax1iuu Ha CBPBXUYBCTBHTEHOCT, JOCTHI AN 10 CHMITTOMH Ha aH2(HIaKTHYEH IOK
(opoABABALM CE ¢ HAPYIICHHA HA CH3HAHHETO, [00/IeNHABAHE Ha KOXKATA, IOHIKABAHe Ha
KPBBHOTO, HAIMrAHE, H3NOTABAHE, HAMATIABAHE HA KOAKHYECTBOTO HA OTACIEHATA YPHHA,
YJecTeHO JHINAHE, OTOK)

- JlsxaremHy HapyIlneHMs, aCTMATHYHH TIPUCTBITH,

- CepHO3HU KOKHH peaKuyy

Heicenanu peaxyuu ¢ neuzeecmua wecmoma (3a KOUTO He MoXke ia Objie HanpaBeHa oLieHka OT
HATMYHHTE AaHHW):

- Xamonmsalyy, 4yBCTBO Ha CTpaX, HEPBHOCT

- Beacpune

- Taxukapnus (yckopeHa cepaeyHa AeHHOCT), CBPASYHU APUTMHH

- TloBKIIEHO apTEPUATTHO HansATaHe, OIeHOCT HA KOXKATA W JIMraBHLKTE

- [Napene Npy yprHMpaHe K HO-YeCTO yPHHHpaHe, GEGpetHa komixa, GrbpevHa nanminapha HeKposa

Crobimanane Ha BEKCIAHH PeaKNHA
AKO NoAyYHTe HAKAKBY HEXeIaHK peakKiuy, yegoMere Bamua nekap, dapMauesT WK MEOUMLMHCKa
cectpa. ToBa BmoYBa BCHIKH BB3MOXKHH HEOMMCAHH B Ta3H THCTOBKA HEXeNaHy) peakumu. Moxere
CBILO 8 ChOGUIHTE HEXENaH! peakuyy JHPeKTHO ypes W3ireiHuTenHaTa areHiMs o NeKapeTBara,

yi. *aman Ipyes” Ne 8, 1303 Codna, Ten.: +359 2 8903417, yebealit: www.bda.bg. Karo
crO0IaBaTe HewKeNaHH PeaKiHH, MOYKETE Ja Aanere CBoA NPHHOC 3a NOMy4aBaHe HA I0Be
uHGOpMaLHA OTHOCHO 0€30MacHOCTTa HA TOBA JIEKAPCTBO.

4/5



5, Kakaa cexpanssare I'panexc Xor
Jia ce coxpansisa nos 25°C.
Jia ce cuXpansBa Ha MACTO, HEIOCTBIIHO 32 Ziella.

He u3nonspajiTe TOBA JIEKAPCTBO CJIE] CPOKA HA MO/IHOCT, ov6esnnzak BLPXY onakopkara. CpoksT HA
FOAHOCT OTTOBApA Ha MOCASNHHS ACH OT 0COCHHA MECELl.

He wsxsnpasiite fiekapeTBaTa B KaHANM3AUWATA HWITH B KOHTelHepa 3a AOMAIIEY OTNANBIIH.
Tonuraiite Baiuws GapMalueBT Kak JIa H3XBEPIATE JICKAPCTBATA, KOUTO Bede HE mnomssare, Tesu
MEpKH Iie CTIOMOTHAT 3a ONa3BaHe Ha OKONIHATA Cpela.

6. Cuabp:kanne HA ONAKOBKATA B HOUBAHATENHEA HHhopMALRS

Kaxso chabpxa I'panexc Xot

- Axmuenume éeujecmsa ca: napauetamon 650 mg, ackopBuriopa Kucenuna 50 mg,
derunedpruHOB XuApoxIopua 10 mg

- JIpyzume cvcmasku ca: acnapraM (E 951), 3axaposa, IMMOHEHA KHCENHHA, HATPHES LHTPAT,
JMMOHOBH apoMaTH, auecyidam kamuit (E 950), XEHOMHHOBO XBITO (E 104).

Kax m3raexna ['punexe XoT H KakBo ChALPAKA ONAKOBKATA
ToBa NeKapcTBO ce Npesiara nox GopMa Ha Npax 3a nepopajieH pasTeop, OITAKOBAH B CAILIETA.
Bupose onakoskn: 5, 7, 8, 10 wnu 12 camera B KapTOHCHR KyTHA.

TipaTexaren Ha paspelleHHETO 32 ynorpefa M EPOKIBOXHTEN
US Pharmacia Sp z. 0. 0., ul. Zigbicka 40, 50-507 Wroclaw, [lomuoa

JiaTa HA NOC/IEARO Npepasriekiane €a JACTORKATA; maii 2022
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