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Gripex Max 500 mg/30 mg/15 mg ﬁlm-cqaxad tablets oo U..5.,..[13 m

' HSHEJ"HHTEY‘HA AI'EHU.MH NO NEKAPCTBATA

Paracetamol/Pseudoephedrine hydrochloride/Dextromethorphan tiydrsbromide

IpoueTeTe BHHMATENHO UAJIATA JHCTOBKA, NPEAH NA 3aN04HETE Na MPHEMAaTe TOBA JICKAPCTHO,
Thil KATO TH ChALPXKA BAXHA 32 Bac undopmanus.
BiHary npyMeMaiiTe TOBa IEKapCTBO TOYUHO KAKTO € OMMUCAHO B Ta3W JTUCTOBKA MU KakTo BU € ka3an

BauinsT nekap win gapMauesT,

3anazere Ta3M JUCTOBKA. MOXKe Aa ce€ HAMOKH Aa A NPOYETETE OTHOBO,

AKO ce Hy)aaeTe OT JOMbIHNWTENHA HHOPMALIUS MK CbBET, NonMuTakiTe Bawus QapmaLesT.
AKO NMONYUYHTE HAKAKBH HEXeNaHH NEKApPCTBERH PEakluy, yeeaoMeTe Bamua nekap HiH
¢apmatieBT. ToBa BKTIOYBA H BCHYKH Bb3MOXHH HEXENAHH PEAKLIMH, HEOMHCAHH B Ta3H

nuctoBka. Bixre Todka 4.

AKo crien 3 IHM He Ce YYBCTBaTe Nno-A00pe WK CxeTosHMeTo BU ce Biowy, TpAdBa Aa
NOTBPCHTE JieKapcka MOMOILL,

[To3u NeKapcTBeH NPOAYKT ChAbpIKa napaueTamos.

KakBo ¢cbanpka Ta3H JIHCTOBKA

AL

1.

Kakso nipeacrapnsasa ['punexc Makc H 3a KakBO C€ H3M013Ba
Kaxso Tpa0OBa na 3Haere, npeau aa npuemere I punekc Makc
Kak na npuemare I'punexkc Makc

BB3MOKHU HEXEJIAHH peakLMH

Kak na cbxpanssate [ punekc Makc

Chaspiadue Ha ONaKoBKaTa U AONbIHHTEIHA MHPOPMALIUS

Kakso npeacrasaasa ['punexc Make ¥ 3a KaKBo €€ H3N0.1383

['punekc Makc € MHOTOKOMITIOHEHTEH JIEKAPCTBEH NPOAYKT ¢ TPU aKTHBHH CHCTABKH: NapaneTamon,
ncesnoedenpud U pekcrpoMeropdan. [NapaueraMmoasT NpUTEHKABA TEMIIEPATYPOMTOHHKABALLL H
aHaITeTHYeH eEKT, AeKCTPOMETOpdaHsT MMa MPOTHBOKALLIMYHO AeficTBHE, 8 edeqpUHBT
BH3CTAHOBABA MMPOXOAUMOCTTA Ha Hoca. ['punexc Makc € npeaHa3Ha4eH 3a JIeYeHUE Ha Bb3PacTHH H
Ha Jeua Hag 12-roguuiHa pe3pacT. [IpOAYKTET € nokasaH 3a obexyaBaHe Ha CUMIOITOMWTE N1PY
MPOCTYa, TPHIT U rPUNONOAOOHH CHCTOSHUA (BTpHCaHe, BhINAJIEHHE HA HOCHATA JIMTaBULA, CyXa
KalllTHua, raeobonue, Cyxora B MbP/OTO, MYCKYJIHH H KOCTHO-CTABHH OOJIKH).

2.

Kaxso Tps06Ba aa 3Haere, npeau na npuemere I'punexc Makc

He npuemaiire I'punexc Makc:

aKo CTe aNepriuHy KbM napaueramo, ncesnoedeaput, AEKCTpOMETOPdaH HIH KbM HAKOA OT
OCTaHANIUTE CbCTABKHM HA TOBA JiekapcTBo (M36poeHH B Touka 6)

€IHOBPEMEHHO C APYTH NEKApCTBEHU MPOAYKTH, KOUTO ChABPKAT MapaueTamon

o BpeMe Ha jeyeHre ¢ MAO-UHXUOUTOPY HITH [O-paHO OT ABE CEIAMHIIH CIIC/
peycTaHOBABAHE HA NPU/IOKEHHUETO UM

aKo UMate BPoAeH AePUUNT HA TMIOK030-6-pocdar JexHuaporeHasa

AKO UMaTe TeXKKa YepHoapoOHa HEAOCTATHYHOCT

AKO MMaTe MHOTO BUCOKO KPBBHO HansAraHe (Texxa XUNEepTOHHUs) WIH XHIIEPTOHUA, KOATQ HE e
KOHTpONUpa oT Baiero neyerne N
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- AKO MMATE TEXKO OCTPO ( BHE3AMHO) WK XPOHHYHO (IPOABIKHTENHO) ObOpeuHo 3adonsaBaHe
win 6n0peuHa HeAOCTATHYHOCT

- aKo ¥MaTe HcxeMH4Ha 60J1ecT Ha CBPLETO

- MpH aTKOXOMH3IBM

- ako uMare OpOHXHAIHA aCTMa

- aKO MMaTe XpOHH4Ha o6cTpykTHBHa 6enonpobHa Gonect (XOBb)

- aAKO UMATE ANXATENHa HETOCTAaTbYHOCT, MOTHCKAaHE HA JNIIAHETO

- 110 BpeMe Ha OpeMEHHOCT W KbpMEHE

- npy Jeua noA 12-roauuiHa 8Bb3pacT

[MpeaynpexaeHHs H NpeANa3HH MEPKH

ToBa NexapcTBO MOXE [a A0BeAe A0 3aBUCUMOCT. 3aT0Ba JICYEHHETO TpaOBa Aa € ¢ MAIKa
MPOABILKHTENHOCT

[oBopere ¢ Bamna Jexap Hian ¢papmMauesT, NPead 12 H3NO0A3BATE 'punexe Makc.

[IpremaHeTO Ha IEKAPCTBEHHUA MPOAYKT OT XOpa C yepHOApOoOHa HEAOCTATHYHOCT, KAKTO H
310yNnoTpebaBally ¢ ANKOXO0J ¥ IV1aayBalld, KpHE PUCK OT yepHoZpoOHO yBpexaaHe. JIeKapCTBEHUAT
NpOAYKT TpAGBa Aa ce M3M03Ba BHUMATENHO NPU OONHH C 6b0peyHa HENOCTATLYHOCT, apTCpHANHA
XUIEPTOHUA, CHPACYHA apHTMHUA, eM(HU3EM, NIOBHILICHO BHTPEOIHO HANATaHE, alICHOM Ha
[POCTATHATA >JI€3a, XUNEPTHPEOHAUIBM, IHa0ET ¥ NPpH MAUKCHTH, TPETHPAHH C aHKCHOHTHHHH
CpelcTRa, TPHUMKIHYHH aHTHIENPECaHTH, APYTH CHMIIATHKOMUMETHIIH (Hanp. NpOAYKTH,
pefyLMpalid XHNEPEMUATR), MOTUCKAULH aNeTHTA JIEKapCTBCHH NPOIYKTH U nogobHy Ha amdeTaMHHa
MCHXOCTUMYJIAHTH.

MponykThT He TpAGBaA Aa ¢e NpHaara Npy NauMeHTH ¢ XpOHUYHA TPOAYKTUBHA Kalljlulia.
JlekapCTBEHMAT NMPOAYKT He TpAGBa a ce W3Mnos13Ba NpH 6ondu ¢ DUXATEeNnHa HEJOCTATBYHOCT,
OpOHXMANTHA ACTMa M TAKHMBA C PUCK OT OHUXATENHA HEROCTAaTBUHOCT.

['punexc Makc Tpa6Ba na ce npuiara BHHMATEIHO NPH NALUMEHTH, KOMTO NPHEMAT aHTHTPOMOOTHYHH
MPOAYKTH.

[To BpemMe Ha neueHue ¢ ['punekc Makc, yBeroMere HezabapHO Baiuus nekap, ako:

UMaTe TEeXKY 3a60NABAHNS, BKIIOYHTEIHO TEXKO 6OpedHO yBpexKaaHe WK CENCcHC (KOTaTo
GakTepuUTE U TOKCMHUTE UM LIMPKYJIHUPAT B KPBBTA, KOETO BOAH 10 yBPEKIAHE HA Opranure), Wil ako
CTpajaTe OT HEAOXPaHBAHE, XPOHUYEH ATIKOXOIUIBM WK aKo fpueMaTe dbNyKIOKCaHINH
(antnbroTHk); Crobliuasa ce 3a CEpHO3HO CHCTONHHE, HAPEUCHO MeTaboNMUTHA aluao3a (HapylIeHue
Ha KPbBTA H TEJECHUTE TEYHOCTH), MPK NAUMEHTH B CTy4auTe, KOTaTo NapaleTaMol ce npueMa s
[OCTOSHHH [03H 33 MPOABLDKUTECH EPHOA OT BpEMe WM KOraTo napaueTaMon ce npuemMa 3aciio ©
dbnyxnokcauwiuH. CUMATOMMTE Ha MeTa0ONNTHA alua03a MOTaT a BKIIO4BAT: CCPHO3HH
3aTPy[AHEHHSA NPH JHULLAHE C ABJIOOKO Y4ECTEHO JMllIaHe, ChHINBOCT, ra/ICHE W NOBPBIIAHE.

AKO TIpHEMATe JIEKAPpCTBa, KATO HAKOH AHTHAENPECAHTH WIH aHTHIICHXOTHLA, ['punexc Makc Moxe
13 B2aUMORENCTBA C TE3U JIEKAPCTBa M MOXKE Na H3NHTATe NPOMEHH B NCHXHYECKOTO CHCTOAHHC
(Hanp. BB30ya, XATIOUKHALMY, KOMa), i APYTH eheKTH, Karo TeNeCHa TeMneparypa Hajl 38°C,
ycKOpeHa ChpfleyHa AeHHOCT, HECTAOUITHO KPBBHO HA/AraHe M yCUIIBAHC Ha peduieKcuTe, MyCKyJIHa
PUrHIHOCT, JIKICA Ha KOOPAKHALMA W/HITH CTOMALLIHO-4PEBHH CHMIITOMH (Hanp. rapeHe, foBpbHILIAHE,
AHapHs).

Axo npu Bac ce nosiBH 3a4€PBABAHE HA FONIEMH yYaCThLH OT KOYKATa C MOBHLLIEHA TEMNiEpaTypa U
FHOMHHA MEXYPUETA, CIIPETE NPpHEMa Ha I'punexc Makc 1 ¢e CBbPXETE C Bawus nekap, M4 NOTLPCETE
He3abaBHO MEAULIMHCKA noMoll. BuxTe Touka 4.

Mose fa Bb3HHMKHAT BHE3aMHA KopeMHa 60Jika WK PEKTaTHO KbPBEHE TPH ynoTtpeba Ha ['punexc

Maxc, nopaau Bb3naneHue Ha 1e6enoro uepBo (MCXeMUUEH KOJIUT). AKO pa3BUETE T€3H CTOMALLIHO-
YpeBHN CHMITTOMH, CrpeTe npxuema Ha ['punekc Makc U ce CBBpKETE ¢ Bainus saexkap, Wi
He3a0aBHO MEAMLIMHCKA MOMOoIN. BrokTe TOUKa 4.
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Moxe na ce NoNy4yH HaMaJeHHe Ha KpbBHUSA NOTOK KbM Balus onTHyeH HepB npy I'punexc Makc.
AKO MOJNy4HTe BHE3aHa 3aryba Ha 3peHye, cripeTe nprema Ha I'punekc Makc U ce CBBpXeTe ¢
Baiuus iekap WiH He3aGaBHO MOThpceTe MEAUIIMHCKA IoMoIl. BrxkTe Touka 4.

CrobLieH# ca cayyas Ha CHHAPOM Ha 3aaHa obpatuMa eHuedanonarns (PRES) u curapoM Ha
o6patuma LepeGpanna BasokoHcTpukuna (RCVS) cnen ynotpebara Ha 1ekapCTBa, ChAbpKaLUK
ncespoedenpnH. ToBa ca peixH CbCTOAHHA, TPH KOHTO MOXKE a4 HMA HAMAMCHO KpbBOCHAOAsBaHe Ha
MO3bka. HezaBaBHo cnpeTe Aa uanon3sare ['punekc Makc ¥ He3abaBHO MOTHPCETE NEKapcKa MOMOIl,
KO Pa3BMETE CHMITTOMH, KOMTO MOXe [a Ca [PU3HALIM Ha Te3K CUHAPOMM (BIDKTE TOUKa 4

., BB3IMOXHH HEKENaHU PEAKLIMH").

IMopany choBLIEHUTE CyHan Ha Npefo3upatHe Ha aekcTpomeropdaH, nexapersoTo TpAbba 1a ce Aasa
C IOBULIEHO BHUMAaHHE HA IOHOWIH, MaAH X0pa M NMALMeHTH, KOUTO 3/10YNoTpeddBaT ¢ ieKapcTBa Wik

NMCUXOTHUYHH BCIICCTBEA.

Tpabpa na ce BHUMaBA MPH NAUMEHTH CbC 3a0aBeH MeTabONU3BM C YHaCTHETO Ha CH3KHMa CYP2D6
WK W3NON3BALLY BELLECTRA, KOUTO HAMANABAT akTHBHOCTTA Ha eH3uma CYP2D6 (nocouenu B Touka

“Npyrn nexapctBa u ['punexc Makc™)

Axo npueMmere noseue ['punekc Maxc oTkoskoTo TpAOBa, MOXe a H3NWTATe CACAHUTE CUMNTOMH:
raflcHe Y MOBPbIUAHE, HEBONHM MYCKYJIHM CbKpallueHus, Bb30yna, oOBpkBaHe, CBHIMBOCT,
HApyIUCHHA B Ch3HAHHETO, HEBOJIHM U OBbP3H [BHKEHHA HA OUYHMTE, CHPACHHM HAPYLICHHA
(yckopeHa chpieyHa nefiHOCT), HapyIlIeHHs Ha KOOPAHHALMATA, NCHX03a ¢ BU3YANHH XallolHHALNH
H CBPBXBB30YIHMOCT.

Joyrd CUMIITOMH B CTy4ai Ha TEXKO NPELo3HpaHe MOXe Aa ObaaT: KoMa, CEpHO3HHU npobGaeMu ¢
AUIIAHETO U ['bPUOBE.

Cebpxere ce ¢ Bawus nexap unn ¢ GoaHMUATa BelHara, ako HU3MHTATS HAKON OT FOpPHHUTE
CUMIITOMM.

KoHcynTHpaiite ce ¢ Bawusa aexap, B ciay4ad Ye CHMITOMUTE CE BIIOWIAT WM HE H3C3HAT CICA

3 IHH.

KoHcyntupaiite ce ¢ Bawuus nexap, 10py ako NpeanasHyTe MEpKH, MIOCOUYCHHU MO-TOpe Ce OTHACAT 34
CbCTOAHUA B MUHANOTO.

JIpyrn aexapcrsa v I'punexc Make

Wndopmupatite Bawus nexkap win ¢apMauesT, ako MPUEMATe, HACKOPO CTE NPUEMAITH HITH €
BBH3MOMHO 12 MPHEMETE ApYIH JieKapcTBa.

BaaumopeticTeueTo Ha ['punekc Makc ¢ ApyrH JIeKapCTBEHH NPOAYKTH € CICACTBHC Ha
B3aUMOJeAICTBHE HA AKTHBHHUTE CHCTABKH.

IlapaueramMmon
[Topanu puCK OT NpeAO3HpaHe, NPOAYKTHT HE TpAbBa fa ce npueMa eAHOBPEMEHHO C IpYTH

JIEKApCTBEHH MPOLYKTH, KOUTO ChABPXKAT MapaueTamor.
JlexapcTBaTa, KOHTO YCKOPABAT U3MPa3BAHETO HA CroMaxa (Harp. METOKJIONPAMHUL) YCKOPSBAT
aGcopOuMATA Ha ApaUeTaMol, JOKATO JIEKAPCTBEHH NTPOXYKTH, KOMTO 3a80aBAT U3NPa3BaHETO Ha
cToMaxa ( Harp. NpoNaHTeNnH) Moxe aa 3abapaT abcopbuuaTa Ha MapaleTaMon.
EAHOBPEMEHHOTO NPUIIOXEHHe Ha napauetamon 4 MAO-HHXNOUTOPH, KAaKTO H NpYUAAraleTo Ha
NPOLYKTa MO-PaHo OT ABE CEAMMLH CJIEA NPEYCTAHOBABAHE MPUEMA HA TE3M JICKAPCTBA, MOXE J1a
npeAu3BHKa MOABA Ha Bb30y/Aa U TpeCka.

EnHoBpeMEHHOTO W3MON3BAHE HA NapaneraMmon U 3HA0BYA¥H (AZT) MOX€E Aa yCHIIH TOKCHUHHTE
e(eKTH Ha 3UO0BYAHUH BbPXY KOCTHUA MO3BK.

[Mapaneramos MOXe fa YCUNM e(pexTa Ha aHTUTPOMOOTHYHHTE are¢HTH (KyMapHHOBH AE€pH
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EnHOBPEMEHHOTO NMPHIOKEHHE Ha NapaLieTaMo C JIEKapCTBEHH NPOAYKTH, KOUTO yCHIBAT
yepHOApOoOHH MeTaboNnU3bM, HANP. ChHOTBOPHH CPEACTBA MIIH aHTHETHIICITHYHY JIEKapCTBa (Hamp.
dbenobapburan, peHnToNH, KapbaMasenuH), Wiy pudaMnULKH, MOXeE 1a N0BELE A0 YBPEXKAAHE Ha
yepHHs ApoO, JOPH NpH H3NOJA3BaHE HA NMPENOPHYBAHUTE 1031 NapaleTaMol.

KoncymalusaTa Ha ankoxoJ o BpeMe Ha JIEYEHHETO C NTapaueTaMos BOAU 10 oOpasyBaHe Ha TOKCHYEH
MeTaGoNHT, KONTO MpeaN3BHUKBA HEKPO3a HA YEPHOIPOGHUTE KIETKH, KOSTO BOAM A0 YEPHOAPoOHa
HEJOCTAaTBYHOCT.

Mons uHdopMupaiite Bawmua nekap wid papMaleBT, ako npuemMare GpuyKkioKCaluanH {aHTUOHOTHK),
THil KaTO ChILECTBYBA CEPHO3CH PHCK OT OTKJIOHEHHA B KPBBHUTE M0KA3aTENH H AIKATHO-
KHCENMHHOTO paBHoBecHe (HapeueHH MeTaboaMTHa auKa03a), KOeTo H3NCKBA CICIIHO NEYeHHE (BX.
TOMKa 2).

IlceBaoedeapuH

EnHOBpEMEHHOTO NPUIOKEHHE ¢ anbyTepon MOXKE Aa YCHIIN Ba30KOHCTPHUKTUBHHUTE €PEKTH.

ITa He ce H3n013Ba AHOBPEMEHHO ¢ AaMHHOQHIIHE ¥ CHMITATHKOMHMETHYHH arcHTH.
EAHOBPEMEHHOTO NPWIOXKEHHE € APYTH CHMIIATHKOMHMETHYHH NPOAYKTH, HANp. CPEACTBA, KOMTO
HAMAIABAT XHUIIEPEMHUSATA, TOTHCKAT ANeTHTa WY NICUXOCTHMYTAHTH, CXOAHYU ¢ aM(pETaMUHUTE, MOXE
1a QoBelde A0 TIOBHUINABAHE Ha KPbBHOTO HAJIATAHE.

AMOHMEBHAT XJIOPH/ YIBIKABA [POABDKUTENHOCTTA Ha ¢deKTa Ha NceBroedeipiH.
HeyTtpanusupallute areHTH (KOMTO C€ H3MON3BAT NPpH NCYCHUETO Ha A3BCHATA Oonect) MOXKE a
yBenuyat abcopOuusara Ha nceBaoePeApHH.

MAO unxubuTopHuTe 3a0aBAT eTMMUHALMATA HA NceBAOeEAPHH OT OpraHH3Ma.

[lceBpoedenpyH HaMaNaBa eEKTUTE HAa AHTUXUITEPTEH3UBHHTE JIEKapCTBECHH NPOLYKTH U MOXE N1
OKaXe BIHAHYE BBPXY ACHCTBHETO HA JHTHTATUCOBATE MNIMKO3HUIH.

ITa He ce U3MON3Ba €AHOBPEMEHHO C PypasoIUAHH.

ekcTpomeTopdaH
Ja e ce usmnon3pa eqHoBpeMeHHO ¢ MAQ-UHXHONTOPH.
JlekapcTBaTa, KOUTO HAMANABAT akTUBHOCTTA Ha eH3suMa CYP2D6, kato quryoKCETHH, TapOKCETHH,
XMHUOMH, TepGHHA(GHH, aMHOapoH, dneKkanHua, nponadeHoH, CepTpanuH, OyNnponuoH, METALOH,
LWHAKAILIET, XaNonepruao, nepdeHazud U THOPHAA3HH MOrar 4a yBeJU4aT KOJHYECTBOTO
nekcTpoMeropdaH B KPbBTA.

I'punexkc Makc ¢ XxpaHa, HAIHTKH H 2JK0X0J
VCBOsSIBAHETO HA MPOJYKTa HE CE MOBIHABA YYBCTBUTEITHO OT XpaHarTa.

[Mo BpeMe Ha JIeueHHE C NIeKapCTBEHMA NPONYKT € 3abpaHeHa KOHCYMALIUATA Ha AITKOXOJI.

bpeMeHHOCT H KbpMeHe

Ako cte 6peMeHHa HNH KbPMHTE, CMATATE, Y& MOXKe na cTe OpeMeHHa WIH ITaHUpaTe OpEMEHHOCT,
nocnLBerBaliTe ce ¢ Banusa nexap unu ¢papMauesT npeay ynorpedara Ha TOBa eKapCTBo.

'punekc Makc e NpoTHBONOKa3aH Mo BpeMe Ha OpeMEHHOCT H B IEPHOAA Ha KbPMEHE.

[llopupare n paGoTa ¢ MALIHHH
INo BpeMe Ha npuema Ha I'punexkc Makc modupaneTo uian paborara ¢ MalldEH TpadBa 12 ce
M3BBLPILBAT BHUMATENHO, MOPAJH PUCK OT 3aClHBaHE H CBETOBbPTEXK.

punexc Maxc chabpia 6arpunoro Taprpasit (E 102). Moxke 1a NPUIHHY aNeprutinik peakuy.

3. Kakx 1a npuemare I'punexc Makc
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punekc Makc ce oTmycka 0e3 Jekapcko npennucaHue.

BuHary npueMaiiTe TOBa JIEKAPCTBO TOYHO KAKTO € ONHCAHO B TA3H JIMCTOBKA WK kakTo By ¢ xa3ai
Bawusar nexap win ¢apMaleBT. AKO He CT€ CHTYPHH B HEILO, NONUTalTe Baniug nekap niu
(dapMaLEeBT.

[TpenopsuKTENHaTa 1034 €:

Bn3pacTau: nepopaino, | no 2 rabnerkyu 3-4 nbTH AHEBHO. Jla HE C€ MPUEMAT TNIOBEHE OT 8 Tabnerku
JHEBHO.

Nena Hag 12-roanIIHa Bb3pacT: nepopaito, 1 1o 2 TabneTku 3 bTH AHEBHO. [la He ce npyemar
noseye or 6 TabneTkH JHEBHO.

AKO cTe NpHeJH noseye or Heobxoaumara no3a I'punexc Makce

HezabaBHo ce 06bpHeTE KbM Bawus nexap wiu gapmanest. ['punekc Makc cpaAbpka TPH AKTHBHU
pemecTsa. [1posBMTE Ha NpeN03NpaHe MOXE Aa ca B Pe3yTaT Ha epEeKTHUTE Ha EAHO OT TAX MM Ha
BCHYKH KOMITOHEHTH.

YMMLWJICHOTO HITH CIYYaiHO Npeao3rpaHe ¢ MPOAYKTa MOXKeE Ja NMPEAU3BHKA, HAKOJIKO WIH NoBeYe
yaca cliefi NpHEMa, IPOABU KATO rajieHe, TOBPbIUAHE, MHOr0 OOWUITHO U3MOTABAHE, CHHIIHBOCT, obua
cnaboct, 6e3n0xoACTBO U TPEMOp, HUCTArbM, MOBUILEHHE HA KPBBHOTO HanfAraHe, NpunaabLM,
Iu3ypus ¥ 3anyx. Te3u CUMNTOMH MOXe Jia M3YEe3HAT Ha CeBalliuA JIEH, BBIIPEKH Y€ CC pa3sBHBa
4epHOApOoOHa HEAOCTATBYHOCT, KOATO NTO-KBCHO ¢€ NMPOABABA C YyBCTBO HA Pa3sKBCBAHE B
eMUracTpuyMa, Bb30GHOBABAHE Ha rafleHeTo H XbATeHnLA. I1pn npeno3upane TpidBa He3abaBHO Ja
6B€e NOThpceHa MEAHLIMHCKA nomoll. JleyeHneTo TpabBa ia ce nposexaa B 6OHHIHA 0OCTaHOBKA.
To ce u3pa3sasa B YCKOpPABAaHE Ha eNMMUHALMATA HA CHCTABKUTE HA NMPOAYKTA ¥ NOAABPKAHE HA
sku3HeHuTe yHkUuH. [Ipu npeno3upaxe ¢ napaleTaMoNn MoXe Ja C€ HaI0XH NpHiaraHe Ha aHTHIOTH
(N-aleTHALHUCTEMH W/ HIU METHOHHH).

AKO ¢Te nponycHaiu aa npuemere ['punexc Makce

[punexc Makc ce u3non3pa 3a He3abaBHO neyeHue Ha NPOABH ¥ CUMITTOMH, KOWTO BB3HHKBAT I1PH
HAaCTHHKA WM FPHI. AKO CT€ MPOMYCHAIH Aa B3€METe TOBA IEKAPCTBO, & NPOIABUTE HA 3a00IsIBAHETO
BCe OLlE OCTaBaT, B3eMere cneasalara no3a ['punekc Makc. He npuemaiite nBoiHa fo3a, 3a aa
KOMIIEHCHUpAaTe MpOonycHAaTaTa J03a.

AKO ¥MAaTe HAKAKBH JONbJIHUTEIHHM BbIPOCH, CBBP3aHH ¢ yrioTpebarta Ha TOBa JI€KaPCTBO, NONUTalTe
Baiuvs nexap uiy ¢papMaLEBT.

4. BBL3MOKHH HeXKeNaHH peaKUuHH

KakTo BCHUKM JIEKapcTBa, TOBA IEKapCTBO MOMKE J1a IPEAU3BHKA HEXKENaH! PEaKLIKH, BHIIPEKH He HE
BCEKH ' MONTy4aBa.

Cnpere He3abapHo ynoTpebara Ha ['punekc Makc U noTepcere CnenHO MEAMLIHHCKA MOMOIIL, ako
pa3zBHETE CHMITTOMHK, KOUTO MOXE 2 ¢a IPU3HALW Ha CHHAPOM Ha 3a/1Ha obparuma eHUEQATONATHA
WIK CUHAPOM Ha oOpaTHMa uepebpanHa Ba3OKOHCTPUKLMA. Te BK/IOYBAT!

- TeXKO rnaBofosiMe ¢ BHE3aNHO Havano

- rajeHe

- MOBPBLIAHE

- ofnpKkaHOCT

- T'BpPHOBE

-  TPOMEHH B 3pCHHETO

Hevecmu nexcenanu peaxyuy (npu 1 po 10 va 1 000 maunenTH, NnpyHEMALLH N€KapCTBOT
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- YMOPAEMOCT, 3aMasHOCT
- rajgeHe, racTpoO-UHTECTHHAIHH HAapYLIEHHA, TOBPHIIAHE

Pedwxu neacenanu peaxyuu (npu 1 go 10 ua 10 000 nauueHTH, npHeMally JIEKapCTBOTO)

- aHeMus, TOTACKAHE Ha KOCTHHA MO3bK, TpomBoumToneHus (HamMaeH bpol TPOMOOLIUTH),
arpaHyJIOLMTO3a (JINICA HA FPaHyJIOLMTH B KPbBTa), IEBKONEHHA (HamaneHd Opo NEBKOLINTH),
HEYTPONECHHS

- OTOLH

- OCTBP W XPOHHYEH NAHKPEATHT, YEPHOAPOOHA HENOCTaTHHHOCT, yepHoapoOHa HEKPO3a,
MBITEHHULA, KbPBEHE, KOPEMHH OOJIKH, NHApHA

- yepBEHO MOPABH METHA MO KOXKaTa U JIMraBULUTE, AHTHOCAEM, cbpberx, oOpuB, H3NOTABAHE,

YPTUKapua
- Hedpomarud, TyOYJHH HAPYLUEHWS

Muozo peoku neacenanu peaxyuu (npv no-manxo ot 1 Ha 10 000 mauvexTy, nonyvasaiiy
NEeKapCTBOTO):

-  peaKlUHH Ha CBPBXYYBCTBHUTETHOCT

. CBHJIMBOCT, XaMIOLMHALMH, pPa3BHTHE Ha 3aBUCUMOCT IIpH 3110y NnoTpebda.

- CepUO3HH KOXHH PCAKUKH

Hedicenanu peakyuy ¢ Heusgecmua vecmoma (3a KOMTO HE MOXe J1a Ob1€ HanpaBeHa OLCHKa 0T
HATMYHHUTE NAHHM)

- CEpHMO3HH ChCTOSHHUA, 3aCArallld KPEBOHOCHHTE CHAOBE B MO3EBKA, U3BECTHH KaTO CHHAPOM Ha
sanua o6paruma eHuedanonatua (PRES) u cunapom Ha ofpaTuma uepedpaiHa
sazokoHCTpUKUMA (RCVS)

- MOBHMIUEHA XaxJa

- xamounsauuu (ocobeHo npu geua)

- 6eacbHye, He3NOKOWCTBO, TPEBOXKHOCT, 3aMasgHOCT, MYCKYJIHA ¢/iabocT, TpeMOop

- CbhpAcYHA ApHTMHA, TAXUKapAUA

- 3auyepssBaHE

- 3aApbXKa HA ypuHaTa (0COOEHO MpU MBKE)

- Bb3naneHue Ha AeHEN0OTO UEPBO NOPAAK HEAOCTATHYHO KphBOCHabsBaHe (NCXEMHUUEH
KOJIUT)

- [lpes nupBHTe 2 JHHM OT NeyeHHeTo ¢ ['punexc Maxc, MOXe BHE3AMHO Aa Bu ce noBHILK
TeMIlepaTypara, Aa ce MOABH 3aYEPBABAHE HA KOXKaTa MW MHOKECTBO MAKH rHONHH
MexypueTa (Bb3MOXHH CUMITTOMH Ha OCTpa reHepaiu3upaHa CK3aHTEMAaTo3HA NycTyno3a).
Buxkre Touka 2. AKO pa3BHeTe Te3u CHMITOMH, cripere yrnoTpebara Ha I'punexc Makc 1 ce
cpbpxeTe ¢ Baiusa nexap, Wik noTbpceTe He3abaBHO MEJHLIMECKA NOMOLIL.

- HaMasleH KpbBEH MTOTOK KbM ONMTHYHHA HEPB (MCXEMHUIHA ONTHYHA HeBpONaTHA)

- CEpPHO3HO ChCTOAHME, NPH KOETO MOXKE Jla HMa HaTPYMBAHC HA KHCCIHHA B KPBBTA (HapeueHo
MeTabOIMTHA auM03a) MPH MAUMEHTH C TEKKO 3a00ABaHe, KOMTO H3MOM3BAT NapaleTaMoll
(BHXTe TO4KaA 2).

[lapaueTaMoJ € LIMPOKO H3IOA3BaH JIEKAPCTBEH MPOAYKT U ¢HOOLLIEHUATA MO OTHOIIEHHE Ha
HeXenaHMTe JeKapCTBEHH peakiuy ca peJKyd H OOHKHOBEHO CBBP3aHH C MPEAO3UPAHS.

HaOnonaBaHy ¢ca AMHAYHY ClyYyad Ha enuiepMantia HeKposiu3a, CHHAPOM Ha Stevens-Johnson,
epuTeMa MynTH(dOpME, OTOK Ha JIaprHKCa, aHaduNakTUUEH LWOK U 3aMasHOCT.

HedpoTOKCHUHUTE MPOABH Ca& PEAKH, HE € oTOeng3aHa BPL3Ka C TEpallEBTHUYHHTE 034, C HIKIIOYCHHUE
Ha CJIyYyay ¢ XPOHHUYHO U3M0N3BaHE Ha JISKAPCTBEHHA NPOAYKT.
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CrofuiaBaHe HA He:KeNaHH PEAKLIUH

AKO TONY4YHTE HAKAKBY HEXENaHW peakuuy, ypeaomere Bawus nekap, hapMalesT WIH MEAULMHCKa
cectpa. ToBa BK/TIOUBA BCHYKH Bb3MOKH# HEONNCAHH B Ta3H JTHCTOBKA HEXeENaHU peakivu. Moxere
CHILO A3 CHOOILIUTE HEXENaHHN peakLMH AUPEKTHO upe3 M3nbaHKTENHaTa areH1Us 1o IEKapcTBaTa,
yi. ,,JamsaH I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yeOcaiiT: www.bda.bg. Kato
CHOOILIABATE HEXENAHH peakuiy, MOXeTe a JajeTe CBOA NPUHOC 38 NOMy4aBaHe Ha NoBeYe
HHPOpMAIHA OTHOCHO 6€30I1aCHOCTTA Ha TOBA 1EKapCTBO.

3. Kak na coxpansipate I'punexc Maxkc

Ha ce ¢uxpangsa noa 25°C,
Jla ce chXpaHABa Ha MACTO, HEAOCTBIHO 3a ACLA.

He n3non3saiite TOBa JEKapCTBO CJEA CpOKa HA FOAHOCT, 0TOenA3aH BbPXy onakoBkara. CpOKBT Ha
FOAHOCT OTTOBApPA Ha NOCIEAHUS AEH OT MOCOUYEHHUA MECELL

He u3xBbpnsiiTe AeKapcTBaTa B KAHANH3ALMATA WIM B KOHTEHHEPA 32 IOMALHH OTNIAABLM.
[Tonuralire Bamnsa ¢papMalleBT KaK Aa U3XBBPAATE JIEKAPCTBATA, KOUTO BEYE HE U3MNOA3BATE. Te3u
MEpKH ILie CIOMOTHaT 32 OTla3BaHe Ha OKOJIHATA Cpela.

6. CobabpkaHHe HA ONAKOBKATA K ACNBIAHHTEIHA HHPOPMAaLIHS
Kakpo ¢habpxa I'punexkc Makc

- Axmuegnu eewecmsa: napaneramonr 500 mg, ncesnoedenpunos xuapoxnopua 30 mg,
nexctpoMeropdaHoB xuapobpoMun 15 mg

- Homownu ewgecmsa: NOBUAOH, MUKPOKPHUCTAIHA LISTYN103a, KPOCITOBUIOH,
NpexenaTHHH3UPAHO HULIECTE, CTeaPUHOBA KHCENHHA, KONMOUIEH Oe3BOICH CIITHUHEB
AHOKCHI,
CrcreMa 3a NOKPUTHE: XBITO (XUNPOMEN03a, TATAHOB AMOKCUN, 21y MHHHEB JIAK € TapTpasHH
(E 102), makporon 400);
Mactuio: Onaxoa 4epHo S-1-17823 (wennak rnasi, yepeH xenesen okcua (E 127), N-bytunor
AJIKOXOJ, N30NPOTHIOB AIKOXO0JI, AMOHHEB XHUAPOKCUR, TPOMHIIEHTIIHKONM);
KapHaybCcky BOCHK.

Kak uarnexaa I'punekc MaKkc H KaKs0 CbAbPKa ONMAKOBKATA

6, 10, 12, 20 (2 6macrepa no 10 Tabnerku) punMupann TabneTky B ONHCTEP B KAPTOHEHA KYTHA C
vHdopMaLms 3a NoTpeOUTENA.

6 dunmupany TabneTky B 3 cawera (BCAKC MO 2 TabJETKU) B KAPTOHEHA KYTHA C HHpopMaLHs 3a
noTpeduTens.

IMpurexaTes Ha pa3pelIeHHETO 33 ynoTpeda H NPOU3BOANTEN
US Pharmacia Sp. z o.0. -

Ziebicka 40

50-507 Wroclaw, I[Tomina

JlaTa Ha NocJeaHO NpepasriexiaHe Ha JMcToBKaTa: AHyapu 2025 r.
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