Jucroska: unpopmanus 3a norpeGurens

['punexc XorAxTuB Maxe 1000 mg/100 mg/12,2 mg
Mpax 3a nepopasneH pa3TBop

Gripex HotActiv Max 1000 mg/100 mg/12,2 mg
powder for oral solution

apaueTamon/ackopSHHOBa KUCeMHA/ peHHNEDPHHOB XHAPOXIOPHI
(Paracetamol/Ascorbic acid/Phenylephrine hydrochloride)

IIpouetere BHAMATEIHO UAIATA IHCTOBKA, NPEAH AA 3aMOYHETE AA IpHEeMAaTe TOBA A¢KAPCTBO,
ThH KaTO TH ChIbPKAa BaXkHa 3a Bac uadopmanus.

Brnarn npuemaiire ToBa NeKapCTEO TOUHO KAKTO € OMMCAHO B TA3H JINCTORKA WM KakTo Bi € Kasan
Bawmar nexap unn dpapmanesr.

- Janasere Ta3u NHCTOBKA. Moxke Aa Ce HATOXKH a3 A npoYeTeTe OTHOBO.

- AKO C€ HyXJa€eTe OT JOMbIHNUTENHA HHDOPMALMA WIH ChBET, NONMTaiiTe Bauus neKap uiH
(dapmauesr.

- AKO NOyYHTE HAKAKBH HEXKENaHy JICKAPCTBEHM PeakUnK, yeegoMere Bawusg nekap unu

papManesT. ToBa BKTIOUBA M BCHUKH BB3MOXHH HEXKEITaHH peakUuMH, HEONMUCAHH B Ta3H
JIMCTOBKA. BitxkTe TOouka 4,

- AKO clieft 3 10 5 IHH He ce YyBCTBATE N0-100pe WK CheTosHMeTo B ce BJTOIITH, TpsA0Ba na
NMOTBPCHUTE JIEKapCKa MOMOIL,. - w e
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Kaxso coabpxa Ta3n JMCTOBKA: KoM Pez. Ne ..

FRERAN A PSP asapanaangya

Kak na cbxpaussare I'punexc XorAxkTus Makc
CoabpxaHue Ha ONIAKOBKATa M AOMLIHHTEIHA uHpopMaLHs

I. Kakso npencraenssa I'punexc XoTAkTHB Makc M 3a kax pmmpggﬁgg‘-ﬁ?j < / 17 -8- 2011
2. Kaxso tpaGsa na sHaere, npeau na mpuemere Mpuneke XbrAxris Maxkc s ressnseaenees
3. Kak na npuemare I'prnexc XotAktus Makc Ogobnamue e ..., conforisscsisrniseinesuresienn |
4. Bn3MOXHM HeXxenaHu peakumH e e S
3.
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1. Kaxso npeacrasansa I'punexc XoTArTus Make u 3a KAKBO ¢€ H3M0/13BA

I'punexc XorAxrue Make € MHOTOKOMIIOHEHTHO NEKapCTBO ¢ AHTHIIMPETHYMHO, AHANTETHYHO U
oTOBOBaMIO HOCHATa THraBuua AeitcTeue. To3u MPOIYKT 00/eK4aBa CHMITOMHUTE HA HACTHHKA, TPHIT H

TPUMIONIONO0HH CBCTOAHKA, KATO TEMNepaTypa, rasodosue, 60IKH B MbPIIOTO, MYCKYJIMTE, KOCTHTE U
CTaBHTE, H CUMIITOMHTE HAa HaOBOBaHE HAa HOCHATA MHraBULA ITPK HACTHHKA | TPHII,

2. Kakso TputBa ga 3uaere, npean na npuemere I'panexe XoTAxkTHe Makc

He npnemaiire I'punexc XorAxTus Maxke

. 4KO CT€ allepruity KbM nNapaueTamol, GeHunePpruHOB XMAPOXIIOPHA WU KbM HAKOS OT
OCTAHAIUTE CLCTABKH HA TOBA NieKapeTBO (M30poeHn B Touka 6).

* aKO HMaTe HAKOE OT CJIEAHUTE 3a00/19BaHHR:
- HeCTabHIIHO KOPOHApHO ChpAEYHO 33b0nIBaHe

- CbpAECYHA APHTMHUSI

- BHCOKO apTepHajJHO HaNsraHe

- BpOJCH NSHLMT Ha MTIOK030-6-AeXHAPOreHa3a ¥ METXeMOTJIOBKH peny
- TeXKa 4epHOApOoOHa Mk OEOpeyHa HeNoCTATEYHOCT

- BHPYCEH XeNaTHT

- AIKOXOJIH3bM




denmkeToRypHs
3aKPHTOBI'BJIHA TJIAYKOMA
XHINEPTHPEOUIHIBM

1o BpeMe Ha neveHne ¢ MAO uHXMOMTOpPH 1 IBE CeAMHMLM Ces CIUPAHE Ha TEXHUS npueM
B KOMOHHAUKA ¢ TPHUHIKIIHYHH AHTHISTIPECAHTH

MO BPEME Ha NIEYEHHE ChC SHAOBYAHH (JIEKapCTBO, H3NON3BAHO NPH AcueHHe Ha HIV
HHPEKLH)
. npu feua nog 12-roauurHa sb3pacr.

IIpeaynpexaenns u npeanazun MEpPKH

I'osopere ¢ Bamus jexap uan gapmanesr, npeau Aa npuemere I'punexce XorAkTne Makc, ako:

o HMaTe YepHOAPOOHa U GBOpedHa HelOCTaTBYHOCT, GPOHXHANHA ACTMA, NpoCTaTHA
XHNCPIJIasHA, CHHAPOM Ha Peiino (moGneauarane, nocneasaso oT LHaHo3a Ba NPBCTUTE Ha
PBLCTE H KpaKaTa, KpaHHUTE YaCTH Ha YLIMTE H HOCA, YeCTO NPOBOKHPAHH OT CTYL WK
€MOLHH), KOPOHAPHO CHpAeYHO 3abonapane, quabeT

¢ NPHEMATE aHTHKOAryJIaHTH

. [IpHeMaTe aHTarOHHCTH Ha P-anpeHepruvunuTe perenropu (6eta-6okepH) u TpsaOBa a
H3II0/13BATE BHUMATETHO TO3H NEKAPCTBEH NPOAYKT

[TpoBepeTte panu mpyru JiekapceTsa, KOUTO B3MMaTE HeE ChAbPXKAT NapaLeTaMo, NOpaayd PHCK OT
npeao3upaHe,

He B3emaiiTe eaHOBpEMEHHO H pyrH JIEKApCTBA TIPOTHB I'PUIT, HACTHHKA W JEKOHTECTAHTH
(CHMNATHKOMUMETHLIM).

Tpabea aa ce koHcysrTUpaTe ¢ Bawms Jiekap, A0pH AKO NOCOUSHUTE MO-TOPE NpeaynpexACHHs ca
CBBP3aHH C MUHAIHK 0OCTOATENCTBA.

Apyra nexaperBa 1 I'punexc XorAxrue Make

Hugopmupaiite Bamus nekap win (apMaueBT, aKo NIpHeMaTe, HACKOPO CTe MPHEMAITH HJTH €
BB3MOXHO J1a PUEMETE NPYTH JIEKAPCTBA.

Tosu nexapcreen npoayxr He Tpa6sa na ce NPHEMA €AHOBPEMEHHO C JPYTH JICKAPCTBa, KOUTO

ChABPXKAT:

- NapaueTamon (aKTHBHO BELIECTBO B NPEMApaTHTE H3NON3BAHH [IPH HACTHHKA U rPHMN)

- dheHunedpun unu ncesaoedespHH (M3MOA3BAT Ce MPH CUMITTOMAaTHYHO JIEYeHHE Ha PUHHT,
KOCTO O3HaY4aBa H3THYaHE Ha OOUJTHO KOMHYECTBO CEKPET OT HOCA)

- APYTH CUMITATHKOMUMETHLM Wk MAO uxHGHTOpH (M3MI0/13BaHH 38 NeueHHe Ha apTepHalHa
XWTIEPTOHUS H MPH JEIPECHH)

- 3HAOBYZIMH (1€KApPCTBO H3NON3BAHO NPHU NeueHne Ha HIV HHEKLHH)

Koncynrupaiite ce ¢ Bawus nekap npeau sanousane ua CAHOBPEMEHHO JIEYEHHE C:

- OpaJiH! AaHTHKOATYNIAHTH (BapdapuH, KyMapHH)

- AHTHENMUNEMTHUM

- GapbuTypaT (CHLHOTBOPHH H YCTIOKOHTENHY JEKapCTBa)

- JICKapCTEa, MOHWKABAWIM aPTEPHATTHOTO HanAraHe (rBaHETHAMH, MEKAMH/IAMIH, METHIONA,
pe3CpNUH)

- WHAOMETALIMH (IEKAPCTBO C AHANMETHYHO M MPOTHBOBLAMNATHTENIHO JNEHCTBHE)

- aHTaroOHUCTH Ha P-agpeHepruaHnTe PELENTOpH (JIEKapCTBa, KOHTO €€ U3MON3BAT [P

ApPTEPHAIHA XHICPTOHUS U CHPAECYHOCBAOBH 3a001ABaHMA )
- TPUUMIJIHYHH aHTUICTIPECAHTH

ACKOPOHHOBaTa KHCENMHA, KOATO BiH3a B CHCTABA Ha JISKapCTBOTO MOBHIIABA abCOopl

anyMHHUH (BNM3a B CBCTaBA HA AHTHAUMAHMTE NIPENapaTH)
- KENA30.




Fpunexe XotAxtus Maxke ¢ xpana, HANHTKE H A1KOXO/T
He ynorpe6apatite ankoxon no Bpeme Ha npuema Ha ToBa JICKapCTBO MOPAAH PUCK OT TOKCHYHO
YepHOAPOOHO yBpeEkAaHE,

XpaHara He HaManaB2 abcopOLMATA Ha AKTHBHMTE BELIECTEA — TOBA JIEKapCTBO MOXeE J1a ce NpUeEMa
HE3aBHCUMO OT XpaHeHHATa.

bpeMenBrocT H KbpMene

AKO cTe OpeMeHHA HIIH KbPMHTE, CMATATE, Ye MOMKE A CTe OpemeHHa WM IIaHHpPaTe OPEMEHHOCT,
MochBETBANTE Ce ¢ Bamns nexap wiu dapmauerT npeau ynorpeGaTa Ha TOBA JIEKAPCTEO.

I'panexc XorAxrns Maxe He Tpsa6Ba 1a ce npwiara oo BpeMe Ha OpeMEHHOCT.
I'punexc XorAkrus Maxe He TpaGea za ce npunara B N€pHOAa Ha KbpMEHe,

[Mo¢upane u pabora ¢ Mamuun
ToBa siekapcTBO MoXe HapyIIH CHOCOGHOCTTA 32 KOHUEHTPALMA M A4 BIIOLIK PeakTHBHOCTTa. [1o Tas

NPH4HHA, WO(HpaHeTo U paGoTaTa ¢ MaMHHK TpaGBa aa ce H3BBPLIBA BHHMATEITHO 10 BPEME Ha
Herosara yrorpeda.

I'punexc XorAkTus Maxe cbabpska 3axap. Ako Bawuar nekap Bu e kazan, ue umare
HCTIOHOCUMOCT KBM H3IKOM 3aXapH, NOCHBETBANTE CE C HETO, MpPeAr Aa B3eMeTe TO3M NMpodykT. Eano
calle CbAbpka 1,936 g 3axap, paBHH Ha npuGnusuTenHo Ha 0,2 x1eGHH eqVHULI.

I'punexc XorAkras Make enabpxa acnapTam, KOHTO € W3TOUHMK Ha QenwtananuH. Moxe na e
BPEACH 3a XOpa ¢ PEHHIKETOHYpMS.

3. Kak na npuemare I'punexc XoTrAxtns Make

BuHaru npuemaiite ToBa IeXapcTBO TOMHO KAKTO € ONMMCAHO B Ta3H JIMCTOBKA MM kKakTo By € Ka3an

BawmuaT nekap unu dapmauest. Ako He cre CHTYPHH B Hello, nonutaite Bawus nexap unu
papmauesT.

[lpenoprumTennara noza e:

Bv3pacmuu u oeya nao 12 200umuna év3pacm: | cauie Ha BcexkH 4-6 uaca (Makcumym 4 cawera
JAHEBHO).

PBSTBDPET@ CbAbPKAHHETO HA CcallleTO B 4allia ¢ TOM1a BOIA.

AKO CTe NPHENH NOBeYe OT HeoGXOAHMATA 1032 I'punekc XorAxTHB Make
B ciryuaid, ue He € H3MMHAN NOBEYe OT €AKMH Yac OT NPEAO3HPAHETO, NPEAH3BHKANUTE NOBPBIIAHE H CE

KOHCY/ITHPaHTe ¢ NI€Kap, Thif KATO MOXKE 12 C& HATOKH CMIEUHATH3HPAHO JIEYeHHE B OOMHHYHO
3aBeACHME.

Moszxe fia ce NOSBAT CHMNITOMM KaTO rajcHe, MOBPBIIAHE, OOMNHO H3NOTABAHE, CHHAHBOCT H 001La
CnabocT. Te3n CHMNTOMH MOXe CTIOHTAHHO Jla OT3BYHAT, HO BBIIPEKH TOBA HE C& U3KJIIOYBA PAa3BUTHE
Ha 4epHOAPOOHO yBpexkaaHe. BraMoxkHa € mossa ¥ Ha APYTH CHUMIITOMH KaTO TpeMop, 6e3noKoicTRo,
Oe3chHHeE, TOBUIIABAHE HA APTEPHATTHOTO KPEBHO HAJIAT2HE, OTUCT/IUBO YCKOPABaHE Ha ChPIEYHATA
4eCTOTa, NOONSAHABAHE HA KOKATA W JIMFABHLIATE, 3aXbPKaHe Ha ypHHa. B no-kneeH nepron mosxe na
CE& NOABAT KOPeMHK HONKH W K bATEHNULA.

B cayyaii, ve cme npuenu noseue om neobxodumama 0o3a, nezabaero mpabea da ce
KOHCYAmupame ¢ Aekap uan grapmaneem.

AKO ¢T¢ nponycHanu Aa npuemete lpunexc XoTrAktus Makc
He B3emaiite nBoiina 1033, 3a 1a KOMNEHCHpaTe NPOMYCHATATA 1034.

AKO cTe cnpesau npaema Ha I'panexe XorAxras Makc




I'punexe XotAxTiB Maxkc ce M3non3Ba 3a 06/IeK4aBaHe HA CHMITTOMKTE Ha HaCTHHKA, I'PHI H
CPHNOTION06HM cuMITTOMH. B cityuaii, ye npeycranosuTe neyeHueTo U [IpOABUTE HA 3a00IARaHETO
NMPOABIDKABAT, NPHEMETE HOBA J103a OT JIEKAPCTBOTO WITH C€ KOHCYTTHpaiiTe ¢ Baurns nekap.

AKO HMATe HAKAKBU JONBIHHTEIHN BBIIPOCH, CBBP3AHH C ynotpebara Ha TOBa JIEKAPCTBO, MOMMTATE
Bawms nexkap win apmanesT.

4.  BbLIMOKHH HEKeIAHH PeaKIHH

KakTo BcHukM nekapcTsa, TOBa NekapeTBO MOXKe 1a NMPeAN3BYKA HEXKEJIAHN PEAKLIHH, BLIIPEKH Ye He
BCEKH 'M NOJTyYaBa.

Peoxu nexcenanu peaxyuu (npu 1 a0 10 Ha 10 000 NaLKEeHTH, NPpHEMalULH JIEKAPCTBOTO):

- l'azieHe, NOBPBLUANE, HAPYLICHO XPAHOCMILIAHE, UyBCTBO Ha napese B r'OpPHATa YacT Ha KOPEMa, CyXoTa
B YCTaTa

- AJIEprMHY peakumuH (Chplesx, ypTukapus)

Muo20 pedxu nexcenanu peaxyuu (Ipu no-Manko ot | ua 10 000 NalHeHTH, PHEMAIIH JIeKapCTBOTO):

- I'parynoumnronenus (Hamanen 6poit Ha equn Buz Genu KPBBHH KJIETKH), arpaHyIoLuTO3a
(NMMnca Ha eOuH B 0enu KPLBHY KIeTKH, TpombounroneHus (HamaneH 6poii Ha
TPOMOOLIUTHTE)

- Peakuuu Ha CBpBX1YBCTBUTENHOCT, JOCTHIAIIM 10 CHMIITOMM Ha AHADHUIAKTHYEH LLIOK
(poABABALIY CE C HAPYILEHUS Ha CH3HAHWETO, NOGIeNHABAHE HA KOKaTa, MOHWKaBaHe Ha

KPBBHOTO, HAJIATaHE, HINOTABAHE, HAMANABRHE HA KONMYECTBOTO HA OTAENEHATA YPHHA,
YUYECTEHO AUIlIaHe, OTOK)

- Jnxatenuu HapyLieHds, aCTMATHUHU NIPHCTHNH
- CepHo3HH KOKHM peakLuy.

Hexenauu peakiyy ¢ HemspecTHa YecToTa (3a koumo He modce da Gvde nanpasena oyenxa om
HAAUYHUME OaNHU.

- XamouuHaumu, YYBCTBO Ha CTpax, HEPBHOCT
- beschHHe

. Taxukapauns (yckopena copaeuna aelHocT), CbpPAECYHH APUTMUH
- [loBuweHo aprepuanHo Hansrane, GIEHOCT HA KOXKATA U JTHIABALIATE
- ITapeHe npu ypHHMpaHe M TI0-YECTO YpHHUpaHe, ObOpeuHa komvka, GEOpeYHa NAMHIapHa HeKPOza.

CoobmaBase Ha HeXKe/laHA peakuHu

AKO NONYYHTE HIKAaKBH HE)KEMIaHH Peakliy, yeeaomete Barus JeKap, ¢papMaleBT WIH MEAHLIMHCKA
cecTpa. ToBa BKIIOYBA BCHUKH BB3MOXKHH HEOMHCAHH B TA3H JIMCTOBKA HEKENAHM peaxkumu. Moxere
CBIIO 14 CHOOLUMTE HEXENAHH PEaKUMH AUPEKTHO upe3 M3mbIHHTeNHATa areHLKs 110 NIeKapCTBaTa,
yn. "HamsH lpyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcalT: www.bda.bg. Karo
ChoOLIaBaTE HEXENaHH PeakuMH, MOXKETe Aa Na/leTe CBOS MPHHOC 33 NOTY4YaBaHE HA NOBEYE
HHpOPMALHS OTHOCHO 6E30MaCHOCTTa Ha TOBA NEKapCTBO.

5.  Kax pa coxpanssate Ipunexc XorAxtue Make

Ha ce cexpanasa mox 25°C.
[la ce cbxpaHsBa Ha MACTO, HEAOCTLIHO 34 JellA.

He usnonssaiire ToBa nexapctBo cnex CPOKa Ha rOgHOCT, 0TOENA3aH BBPXY ONMAKOBKAT
CPOKBT Ha FrOAHOCT OTTOBAPS HA NOCASAHMA ACH OT OCOYEHHS Mecell,




He maxeepasiite nexapeTBara B KaHATH3aLHATA WIH B KOHTeHHepa 3a JOMAIHH OTNagbLM.

[Tonuraiite Bamns dhapmauerT kak na H3XBBJISTE NEKAPCTBATA, KOUTO BEYE HE H3NMOJ3BaTe. TesH
MEDPKH LLI© CIOMOTHAT 3a OMa3BaHe Ha OKO/IHATA cpepa.

6. ChabpxanHe Ha OMAKOBKATA M AOMLIHHTEHA HaHpopmanus

KakBo coaspaxa I'punexe XorAxkrue Maxe

- Axmusgnume seugecmea ca: napaneramon 1000 mg, ackopOuHOBa kucenura 100 mg,
ternnedpunos xnapoxnopun 12,2 mg

- Hpyeume cvemagku ca: 3axaposa, THMOHeHa KMCCIMHA, HATPUEB LIMTpaT, alecyapaM KaTait
(E 950), numoHOBH apomaTy | acnapram (E 951), xunomunoro xwbiro (E 104)

Kak marnexna I'panexc XorAxras Make H KakBo CLABPKA ONAKOBKATA
Tosa nekapcTso e moa dpopmara Ha npax 3a MEPOpaJieH pa3TeOp, ONIAKOBAH B CalleTA.

Buaose omakosku: 5, 8, 10 wnw 12 caniera B KapTOHEHa ONaKoBKa.

Ilpurexkaren Ha pazpemenuero 3a ynorpeda u npoH3BOANTE
US Pharmacia Sp.z 0.0., Ziebicka 40, 50-507 Wroctaw, Mona.

MaTta na nocienno npepasraexaane na AncroBKaTa: 10.an 2015,




