JIncroBka: HHpopmauus 3a norpedHTeNs

/ddéafdf

'punekc Xot Make 1000 mg/100 mg/12,2 mg =
npax 3a nepopajc€H pa3TBop s 7\) ;' X 5 2 3 12 2“25

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

napaleramoJ1/ackopOHHOBa KHceTMHa/ GeHuIepPHHOB XHUIPOXJIOPHA
(Paracetamol/Ascorbic acid/Phenylephrine hydrochloride)

[poyereTe BHHMATEIHO LAJATA JHCTOBKA, NPEIH 1a 3aMo4YHeTe 1a NpHeMaTe TOBA JIEKapCTBO,

Thil KaTO T CbAbP’KA BaXkHa 32 Bac nHopmauus.
Bunaru npuematite ToBa J€KapCTBO TOHYHO KAaKTO € OMHCAHO B Ta3M JIMCTOBKA MK KakTO BH € Ka3a

BamusT nexkap win papmauesT.
- 3ana3ere Ta3u JUCTOBKA. MOXKe [1a ce HaJIOKHU Ja 5 MPOYEeTETe OTHOBO.

- AKO ce Hy)J1aeTe OT JOIMbJIHUTEIHA NH(OpMaLIUA WK CHBET, MonuTaiTe Bamns nexkap win

¢dapmauesr.
- AKO MOJTy4HTe HAKAKBH HEXKeJJaHH JIEKapCTBEHH peaklnH, yBearoMeTe Baiuus siekap HiH
dapmaneBT. ToBa BKJIHOYBA U BCHYKH Bb3MOXKHH HEXKEJIaHW peakLUy, HEONMCAaHU B Ta3H

JIMCTOBKA. BHXXTE TOUKA 4.
- Axo cnen 3 10 5 AHM He ce YyBCTBaTe 1no-nobpe uiu cbeTossHueTo Bu ce BiowH, TpsAdBa na

MOTBPCHTE JICKAPCKa INMOMOLL.

KakBo cbabpika Ta3H JHCTOBKA:

Kakso npeacrasnssa ['punexkc Xor Makc u 3a KakBO Ce€ M3I10J13Ba

L)

2.  Kaxso Tpsa6Ba na 3Haere, npeau na npuemere I'punexkc Xor Makc

3.  Kak na npuemare I'punexc Xot Makc

4.  Bb3MOXHM HEXEJIaHU peaKLHH

5. Kak na cexpansBate ['punexkc Xor Makc

6. CoubabpkaHue Ha OMAaKOBKATa M AOMBJIHUTENHA HH()OpPMALIUS

1. Kakso npeacraBasBa I'punexkc Xor Makc H 3a KaKBO e H3M0JI3BA

'punexc Xor Makc € MHOMOKOMITOHEHTHO JIEKApCTBO C aHTUMUPETHYHO, aHAIFETHYHO H oTOBOBaLLO
HOCHATa Jurasuua aeiicreue. To3u NpoaAykKT o0ieKuyaBa CAUMITOMHTE HAa HACTHHKA, 'PHI U
rPUNONOA00HH ChCTOSHMSA, KaTO TEMIEPATypa, riiaBo0osue, 60JIKH B rbp/oTO, MYCKYJIUTE, KOCTUTE H
CTaBUTE, U CUMINITOMHTE Ha HAOBOBaHE HA HOCHATA JIMraBULIA NTPH HACTHHKA W PHII.

2.  Kakso TpsGBa 1a 3HaeTte, npean Aa npuemere I'punekc Xor Makc

He npuemaiite I'punexc Xot Makc

. aKO CTe aJlEpruuHH KbM napaueramoli, peHuiehprHOB XHAPOXJIOPU HIH KbM HAKOSA OT
OCTAaHaJIUTe ChbCTABKM HA TOBa JIeKapCTBO (M30pOEHH B TOUKA 6).
® aKO MMaTe HAKOE OT CJeAHUTE 3a00/IsIBaHNA:

- HecTaOMJIHO KOPOHAPHO CbpAEYHO 3abonsBaHe

- CbpAeYHa apUTMMUS

- BHCOKO apTepHaJIHO HaJIsAraHe

- BpOJEH Ae(HULMT Ha ITIOKO030-6-1eXHUAporeHasa H METXeMOTIO0OMH pelyKTasa

- TeXKa yepHoapoOHa wiu 6b0peyHa HelOCTaTbYHOCT
- BHPYCEH XenaTuT
- QJIKOXOJIU3BM




- (eHUNKETOHYPHA
- 3aKPHTOBIBJIHA [MIAYKOMa

- XUNEPTHPEOUIMIBEM
. o BpeMe Ha neyeHHe ¢ MAO HHXHOHUTOPH M ABe CeIMULM Cel CIUPaHe HA TEXHHA MPHEM
. B KOMOHHALMA C TPHLIMKITHYHU AHTHACTIPECAHTH
10 BpeMe Ha JIeYeHHe ChC 3UXOBYMH (JIEKapCTBO, HINON3BAHO NMpPH Jedexnne Ha HIV
MHOPEKINH)

. npu Jeua noA 12 roauuiHa Bu3pacT.
IlpeaynpexaeHus H NpeanNa3He MEPKH

I'oBopeTe ¢ Bamug Jexap HaH papmanesT, npeau Aa npHemere I'punexc Xot Makc, ako:

. UMaTe yepHoapoOHa u 6p0peuHa HeaOCTaTEYHOCT, OPOHXHAJIHA aCTMA, NPOCTaTHA
XHIEepIUIa3uA, CHHAPOM Ha PeitHo (nobnennsipane, NOCIEABaHO OT LIMAHO3a Ha NPBCTHTE Ha
pBUETE ¥ KpaKaTa, KpalHUTe YaCTH Ha YUIHMTE H HOCA, YE€CTO MPOBOKUPAHHU OT CTYA WIH
€MOLIUH), KOPOHAPHO ChpASHHO 3abonaBaue, nMader
IIPUEMATE AaHTHKOATYJIAHTH

. NpUEMAaTe aHTArOHUCTH Ha B-aapeHepruynure peuenropu (Gera-6aoxep) n TpsGBa Aa
H3N03BaTe BHUMATETHO TO3H N€KApCTBEH NMPOAYKT

[lo Bpeme Ha neuenne ¢ I'punekc Xor Makc, ysenomere HezabapHo Bamus nekap, ako:

UMaTe TEKKH 3a00aBaHus, BKIIIOYUTENHO TeXKO 6b0peuHo yBpexaane uny cencuc (KOrato
OaKkTepHHTE H TOKCHHHTE UM LMPKYJIHPAT B KPBBTA, KOETO BOAM A0 YBPEXKAAHE Ha OPTaHHTE), HITH aKo
CTpagaTe OT HEOXPaHBaHe, XPOHHUYEH ATKOXOIM3BM MIIH aKo NpueMare GayKIoKCauuIug
(anTHO6HOTHK); CbOOILUABA Ce 3a CEPUO3HO CBCTONHKE, HApeueHO MeTaboNUTHA allua03a (HapylleHHe
Ha KPBBTA H TEJICCHHTE TCYHOCTH), MPH MALKMEHTH B CIy4auTe, KOraTo rnapaLeramort ¢e fp1uemMa B
[TOCTOAHHHM JI03H 34 NPONB/UKUTENEH MEPHO OT BpEME WIM KOraTo napalueramMos ce rpHeMa 3aelHO C
durynokcanwiniH. CHMITOMHTE HAa MeTaOOJIMTHA aLMI03a MOTaT Aa BKIIOYBAT: CEPHO3HH
3ATPYAHEHHS TIPH JHIIAHE ¢ IBI00KO YHECTEHO JHMILIAHE, ChHIMBOCT, rageHe U NIOBPbIIaHe.

[TpopepeTe nany Apyry nekapcTBa, KOUTO B3UMATE HE ChOBPKAT NapaleTaMod, MopaaH PUcK oT
Ipego3UpaHe.

He B3ematite eAHOBPEMEHHO M IPYrH JIeKapcTBa NPOTUB [PHII, HACTHHKA W JEKOHNe€CTaHTH
(CMMIAaTHKOMUMETHULIH),

TpabBa Aa ce KoHCynTHpaTe ¢ Bawus nexap, AOPH aKo MOCOUYEHHUTE NO-TOpe NpexynpeKIeHHs ca
CBBpP3aHH C MUHAIH OOCTOATENCTRA.

Hpyru JekapcrBa H I'punexce Xot Make
Hudopmupaiite Bawng nexap wiu ¢papMalieBT, ako NpHeMare, HaCKOpO CTe NIpHEMaJTH HITH €
BB3MOXHO J1a IIpHeMeTe NPYry IEKapCTBa.

To3u nexapCTBEH NPOLYKT He TpsabOBa ga ce npuemMa €IHOBPeMEHHO ¢ JIPYTH IEKapCcTBa, KOHTO

ChIBPXKAT;

- rnapaueraMos (AKTHBHO BELUECTBO B IIPenapaTHTE U3NOI3BaHM [TPH HACTHHKA H IpuI)

- penunedpun unu ncepaoedenpruH (M3NON3BAT Ce NIPH CUMNITOMATHYHO JIEYEHNE Ha PHHHT,
KOETO 03Ha4YaBa U3THYaHe Ha OOHITHO KOMMYECTBO CEKPET OT HOCA)

- APYrd CHMNATHKOMHMETHUM HITH MA QO HHXHOHUTOPH (M3NON3BAHM 32 JICUCHHE Ha apTepHaHa
XHUIEPTOHHUA H NPH ACTIPECHA)

- 3UAOBYIUH (JIEKapCTBO H3MON3BAHO NpH Jedeckue Ha HIV uHpekunm)

KoHcyrrpaiite ce ¢ Bawuus nekap npeay 3anouBaHe Ha €AHOBPEMEHHO JIEYEHHE C:
- OpPaJTHH aHTHKOAryJaHTH (BapdapuH, KyMapHH)

- aHTUEITUNEITTHLH

- OapbuTtypari (CbHOTBOPHH M YCHOKOHTEIHH JIEKAPCTBA)




- ¢y xtokcauIHH (aHTHGHOTHK), ThH KaTO CHILECTBYBA CEpHO3EH PHCK OT OTKJIOHEHHS B
KPBBHUTE MOKA3ATENH H ANKATHO-KUCETHHHOTO PaBHOBECHE (HapeYeHH MeTaboNTUTHA alMn03a),
KOETO H3UCKBA CIEUIHO jleyeHHe (BXK. TouKa 2)

- JIEKApCTBA, MOHKWXABALIH APTEPHANHOTO HANSMraHe (rBaHEeTHAWH, MeKaMMJIAMHH, METUIIZONA,
pe3epruH)

- HHIOMETALUMH (JIEKAPCTBO ¢ aHAJITETHYHO W [IPOTHBOBB3NATHTENHO ACHCTBHE)

- aHTaroHNCTH Ha [-alipeHePrUUHHTE PELENTOPH (JIEKapCTBa, KOMTO CE M3IMON3BAT NpY
apTepHallHa XMIEPTOHMA U ChPASYHOCHAOBH 3200 ABaHN)

- TPHLHKINYHH aHTURENPECAHTH

ACKOpOHHOBATA KHCEJIHHA, KOATO BNN3a B ChCTaBa Ha JIEKAPCTBOTO I0BHIIABa abcopOLMATa Ha:
- ATYMHHHH (B/IH3a B CHCTaBa HA AaHTHAHMIHKUTE TIpenapaTH)
- XKENA30.

I'punexce Xor Make ¢ xpaHa, HAMHTKH H AJK0X0J1

He ynorpe6ssaiite ankoxon no BpeMe Ha npHeMa Ha TOBA JIEKAPCTBO MOPaH PUCK OT TOKCHYHO
YepHOApPOOHO yBpexzaHe.

XpaHara He HamansBa abcopOumATa Ha aKTHB.HHTE BELIECTBA — TOBA JIEKAPCTBO MOXKeE Jia e IpueMa
HE3aBHCHUMO OT XpaHEeHHUATA.

bpeMeHHOCT H KbpMeERe
AKO cTe OpeMeHHa WM KbPMHUTE, CMATATE, Y€ MOXeE Jia cTe OpeMeHHa WIH IUTAHMpaTe 6peMeHHOCT,
nocbbeTBalTe ¢¢ ¢ Baluua sexap wiK ¢apmauesT npeay ynorpefara Ha TOBA JIEKapCTEO.

I'punekc Xot Maxc He TpabBa na ce npunara o speMe Ha 6peMEHHOCT.
I'panekc Xot Maxc He Tps6Ba na ce npuiiara B NEPHONA HA KbPMEHE.

Lilogpupane u paboTa ¢ MamuHH

ToBa nekapcTBO MOXe HapylH crrocofHOCTTa 33 KOHUEHTPALKS ¥ a BJIOUH PEaKTHBHOCTTA. [10 Ta3u
NpHYHHa, WodrpaHeTo U paborata ¢ MaWKWHK TpOBa a Ce U3BBPLIBA BHUMATEITHO 110 BPEME Ha
Heropara ynotpeba.

I'punexc Xor Maxke cbabpika 3axapo3a. Ako Bamnar nekap BH e kazan, ue HMaTe HeNnoHOCHMOCT
KBbM HAKOM 3aXapH, IOCBBETBAHTE Ce C HETO, PEAH Aa B3EMETE TO3M POAYKT. EAHO came ChIbpka
1,936 g 3axap, papHM Ha npubin3uTenHo Ha 0,2 xJ1eOHH e AMHULIM.

I'punekc Xor Makc ChABPKA acnapTaM.

ToBa nekapcTBO CBABPXKA 25 Mg acnapraM BbB BCAKO callle. ACIapTaMbT € U3TOYHHK Ha
penunananun. Moxe na Bu HaBpenn, ako UMare (eHWIKETOHY pUs, pAIKO reHeTHYHO 3a6oNnsaBaHe,
MPH KOETO Ce HATPYNBa (EeHUIANAHMH, Th# KaTO OPraHu3MET HE MOXKE 1 IO OTAENS MPABUIIHO.

Tosa nekapcTBo cbabpxa 44,7 mg HaTphii (OCHOBHA CbCTABKa HAa rOTBAPCKATA/TPANE3HATA COM) BHB
BCAKO canre. ToBa KOJHYECTBO € EKBUBANEHTHO Ha 2,2% OT NpenopbUUTEeNHH MaKCUMAJIEH THEBEH
XpaHHUTENCH NpHEeM Ha HaTpHUH 3a BH3pacTeH.

3. Kax aa npuemare I'punexc Xor Makc

BuHaru npueMaifte ToBa JIEKapCTBO TOYHO KaKTO € ONHCAHO B Ta3u TUCTOBKA WIH KakTo BH e kazai
Baluuar iexap ¥ny papmauepT. AKO He CTe CHIYpHHU B Hello, nonuraiite Bamua nekap nmm

(apMaLesT.
[IpenoppunTenHaTa 103a €:
Bw3pacmuu u deya nad 12 2o0uwra sv3pacm: 1 callle Ha BcekH 4-6 yaca (MAKCHMYM 4 camer:

IHEBHO).
PasTBOpeTe CHABPKAHHETO Ha CallleTO B Yyalla ¢ TOIUIa BOAA.
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AKo cTe npHeJsH nopeye ot Heobxoaumara no3a I'punexc Xor Maxkc

B cimyvall, 4e He € H3MHHAJ NOBEYE OT €I1H Yac OT MPEAO3UPAHETO, MPEIUIBHKANTE MOBPbilAHE H Ce
KOHCYNTHpPaHTE C JIEKap, Thil KATO MOXKeE Ja Ce HAJIOXKH CeUHaIH3HPaHO TedeHHe B GONHUYHO
3aBellcHHE.

Moxe 1a ce MOoABAT CHMITTOMH KaTo raJicHe, NOBpbLUaHe, 0OMIHO M3NMOTABAHE, CHHIMBOCT U 061
cnaboct. Te3n CHMNTOMM MOXKE CIIOHTAHHO Aa OT3BY4AT, HO BBIPEKH TOBa HE Ce W3KJIIOYBA Pa3BUTHE
Ha YepHOAPOOHO yBpexaane. Bu3MoxkHa € nosBa ¥ Ha APYryd CUMITOMH KaTo TpeMop, 6e3nokoicTso,
GeichHKe, MOBHIIABAHE HA APTEPHAHOTO KPBBHO HAJIATaHe, OTHETIHBO YCKOPABAHE Ha ChpAeYHATa
YECTOTa, MOONEAHABAHE HA KOXKATA W IMTAaBHLINTE, 33IbP)KaHe HA YPHHA. B Mo-keced nepuoa Moxe aa
Ce MOABAT KOPEMHH OONKH U XBITCHHLA.

B cayuaii, ue cme npuenu noseue om neobxooumama 003a, Hezabasno mpabea da ce
KOHCYyamupame C Aexap wiu gapmayesm!

AKo cTe nponycHaau na npuemere I'punexc Xor Make
He B3emalite apoliHa 1034, 32 Aa KOMIIEHCHPATE MPOMYCHATATa [034.

AKO cTe cnpeau npuema Ha I'punexe Xor Makc

"punexc Xot Makc ce W3non3aa 3a ofyiexyaBaHe HA CHMITTOMHTE Ha HACTHHKA, IPHUII K
rpHOONOKOOHH CUMITTOMH. B cimydali, 4e npeycTaHOBUTE JIEYEHHETO H MIPOABUTE Ha 3a60/IBaHETO
IPOOBIXKABAT, IPHEMETE HOBA 1033 OT JICKAPCTBOTO WIH C€ KOHCYNTUpalTe ¢ Baiudg nekap.

AKO UMaTe HAKaKBM NOMBbIIHHTENHH BBIIPOCH, CBBP3aHHU C ynorpefara Ha TOBa JIEKapCTBO, NONHTalTe
Banius nexap uny ¢papMaLeBT.

4,  BL3MOKHM HEXKCJIAHH PeaKIHH

KaKkTo BCHUYKH JICKApPCTBA, TOBA NCKAPCTBO MOXKE 12 TIPCIN3BHKA HOXCIIAHM PeaKlIHK, BBIPEKU Ue He
BCCKH I'H NoJy4yaea.

Peowu nesicenanu peaxyuu (npy 1 o 10 Ha 10 000 naumeHTH, NpueMaIH JJEKapCTBOTO):

- I"anene, NOBPBLIAHE, HAPYILICHO XPAHOCMMIIAHE, YYBCTBO HA MapeHe B NopHAaTa 4acT Ha KopeMa, CyXoTa
B ycTara

- AJlepryidHH peakLiMH (CHpOeK, YPTUKApHA)

Mrnozo pedku neoicenarnu peaxyuu (ipy no-mainko ot 1 Ha 10 000 naupeHTH, NpreMalny JeKapCcTBOTO):

- I'panynouMronenus (HamaneH Opo#i Ha exuH BUA 6enu KPBBHH KIIETKH), arpaHyIOLHTO3a
(nurica Ha enuH BUA OeNM KPBBHU KNETKH, TpoMOouuTONEeHH (HamaneH Gpoif Ha
TPOMOOLIUTHTE)

- Peakuyi Ha CBPBXYyBCTBUTENHOCT, JOCTUT AN A0 CHMITTOMH Ha aHapHNaKTHYEH HIOK
(MposBABALIY CE C HAPYUIEHHA HA CB3HAHMETO, NoONeIHABAHE HA KOXKATa, MOHMKaBaHe Ha
KPBBHOTO, HANIATaHEe, H3MTOTABAHE, HAMAJIBAHE Ha KOJIMYECTBOTO HA OTAE/IeHATa YPHHa,
YUYECTEHO NUIIIaHEe, OTOK)

- JuxaTe/IHH HapyILl€HAA, ACTMATUYHH NMPUCTHITH

- CepHO3HH KOKHH pEeakiHH.

HexenaHu peakiMH ¢ HEM3BECTHA YECTOTA (3a KOUmo He Modce 0a broe HanpaseHa oyenka om

HaQnuYHUmMe OGHHU!

- XamoUWHALMH, YYBCTBO Ha CTPaX, HEPBHOCT

- be3chHue

- Taxukapaus (YCKOpeHa Cbpie4yHa DeHHOCT), ChbPASYHH apHTMHH

- [loBUINIEHO apTepHANTHO HANATaHe, OJIEAHOCT Ha KOXKATa M JIMTABULIHTE
- ITapenre pH ypHHHpaHe H 110-YecTo YpHHUpaHe, Gp0peyHa Koymka, Ob0petHa rmanminapHa Hekposa.
- CepHO3HO CBECTOAHHE, IPH KOETO MOXE Ja MMa HaTPYNBaHE HA KHCENHHA B KPBBTA

MeTaGoIMTHA ALMA03a) TPH HALMEHTH C TeXKO 3a00nfBaHe, KOMTO H3IOJ3B:
(BHXTE TOUKa 2). X
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CoofmaBane Ha HeXeNAHM peaKlnH

AKO noTyYHTe HAKRKBH HEXENAHH peakiyH, yBeaoMeTe Bains nexap, hapMaLesT HIH MEAMLIWHCKA
cecTpa. ToBa BKMOYBA BCHYKH BE3MOXKHH HEOMMCAHH B TA3H JIUCTOBKA HEXeTaHH peakuyd. Moxere
CBIUO A2 ChOOLMTE HEXENAHH PEaKkLUMK AUPEKTHO Ype3 W3mbiHUTeNHATa areHIMs 110 IeKapCeTBaTa,
yn. "Hamsu I'pyes” Ne 8, 1303 Codus, ren.: +359 2 8903417, yebeaiit: www.bda.bg. Kato
CboOLIABATE HEXENAHM PEAKLMH, MOXETe Aa JaNeTe CBOs MPHHOC 3a MONy4aBaHe Ha MOBeye
nHGpopMaLusa OTHOCHO 6€30NaCHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa cexpanssate I'punexc Xot Maxc

Ha ce cpxpanssa noa 25°C.
Jla ce cbXpaHsaBa Ha MACTO, HEAOCTBIIHO 33 Jelia.

He n3nonssaiite ToBa NEKapCTBO CNEA CPOKa Ha FORKOCT, OTOENA3aH BbPXY ONAKOBKATA.
CpOKBT Ha rOAHOCT OTrOBApA Ha MOCIEAHHS JAeH OT MOCOYEHHs MECELL,

He m3xpbpsiiiTe nekapcTsaTa B KaHAJIW3AUNATA WIH B KOHTEHHEDA 3a JOMALIHH OTTaIbLH.
[Tonuratite Bamus gapmalieBT kak Oa U3XBbPNATE JIEKAPCTBATa, KOUTO Bede He U3nomspare. Tesu
MEpPKH 1II¢ CMOMOTHAT 34 ONa3BaHe Ha OKOJIHATA CpeJia.

6. CrpappxaHHE Ha ONAKOBKATA H K0NBJIHUTETHA HHGOpMANUSA

Kakeo coabpxa I'punexc Xot Maxc

- Axmuenume geugecmea ca: napaueramon 1000 mg, ackopbuHora kucenuna 100 mg,
(pennnedprHoB xuapoxnopun 12,2 mg

- Apyeume cvcmagku ca: 3aXapo3a, TMMOHEHa KHCENMHA, HATPHEB LIMTPAT AUXMAPAT, aecyndaM
xaymii (E 950), numonoBu apomarty, acnapraM (E 951), xuHoauuHoBO xbiT0 (E 104)

Kak marnexaa I'punexc Xor Makc H KaKBO CBABLPKA ONAKOBKATA
Tosa nexapctso e non ¢opMara Ha npax 3a nepopalicH pa3TBOp, ONIAKOBAH B CaNIeTa,
Brnose onakoBkH: 5, 8, 10 wn 12 camera B KapTOHEHa OMAKOBKA.

[IpaTexaTen Ha pa3pelieHHeTo 38 YNOTpeha ¥ NPOH3BOANRTEN
US Pharmacia Sp. z 0.0., Ziebicka 40, 50-507 Wroclaw, [Tonma.

JaTa HA NOC/EAHO MPEPAITNEKAIHE HA JIHCTOBKATA: neKeMBpH 2025 .




