Y L it
- =

— W,LMH_ TR AL ﬁﬁbi“gje f?- i“—iJ -4

i ER A R HJHﬁﬂ'“
Rl e TEALRT SN

e

r L AT )ﬁd'“'*’ .=
re A0 © /o oLy . |

JlacroBka: HRGOpPManHA 32 nowpeﬁn'renn ...................................

"o .
& i reer —
p:;' P i '#_M____,_, Y

Cronepas 2 mg Kancy.u, 'rn'ﬁpm;ww | /g é / /74/ / /'7/’#17,

Stoperan 2 mg capsules, hard:eiuenie a N/ DL

Jlonepamuoe xuapoxnopua (Loperamide thmchloqE}e)

J"'}-“F:"'!-"'fi'dp “-:..;:;r:‘-rxaia

A Sl

IIpoueTeTe BHHMATEIHO HAIATA JHCTOBKA, NPEJH K2 3a1I09HETE Na NPHEMATE TOBA JIEKAPCTBO,

ThH KATO TH CHALPKA BaXKHA 3a Bac nadopmanus.

Bunaru npHeMaiire ToBa J€KapCTBO TOYHO KAaKTO € OMMCAHO B TAa3H JIHCTOBKA MM kakTo BH e kasan

Bammsar nexap vy ¢papMaLlieBT.

—~ 3aniazere Ta3H JHCTOBKA. Moxe Z1a ¢ HAMOXKHU A2 A MpoYeTeTe OTHOBO.

- AKoO ¢e HyXKJaere OT JOITRIHKUTEIHA HH(OpMaIMA IWIH ChBET, NonuTaiite Bamusa papMariesT.

— AKO NOyYUTe HAKAKBY HEXXeNaHU IEKapCTBCHH peakilHH, yeeaoMere Bamns nexap unu
(papMarieBT. ToBa BK/IXOYBA BCHUKH BHE3MONKHH HEXKeNIaHH pPeaKiHH, HSONMHCaHH B TasH
JHCcTOBKA. BipkTe TOYKA 4.

- AKoO cneal 2 JHE He ce YYBCTBATe No-aobpe Wi cheTogHHeTO Bu ce BnomH, tpabra aa
MOTBPCHUTE JIEKAPCKa ITOMOLIL.

KakBo cpabLPRA TA3H JHCTOBKAS

1. Kakso npeactasnssa CTonepaH U 3a KAKBO CE H3I0I3BA

2.  Kakso Tpadsa ja 3Haere, ipeau Aa npHemere CronepaH

3.  Kak na npremare CronepaH

4, BB3MOXHH HEXXEIaHH pPeakiHy

5. Kak na cexpanapate CronepaH

6 Coappkanue Ha OTIAKOBKATA H OOITEIHMTENHA HHPOpMALHA

1. Kakso opeacrapiansa CTonepan H 32 KaKBO ¢ H3M0/13Ba

CronepaH chabpska jonepaMul. Tosa € NpoTHBOAHAPHHHO CpeacTBO. CTonepaH NOTHCKA CHITHO
M3pa3eHaTa NEPHCTANTHKA Ha AcOeNoTo YepBo M MOBHINABA pe3opOuusTa Ha BoAaTa. B pesyntar Ha
TOBA € YABDKARA BPEMETO HA IPEMHHABAHE HAa YPEBHOTO CHABPIKHMO, HAMAJISIBA CE YECTOTATA Ha
M3XOKIAHHATA ¥ KOJIHYECTBOTO Ha (peKauuTe, M ce TIPOMEeHs KOHCHCTEeHLIHATA Ha (PEKATHUTE B
pe3yaTar Ha noBHIIeHaTa pesopbuus Ha Boaa B Aebenoro 4epso. CTonepaH € NpeHasHaYeH 3a
yrnoTpeOa PH BB3PacTHH H Kella Hag O-TOAHITHA Bb3PACT.

CronepaH e noKa3aH 3a CHMIITOMATHYHO JIeYEHHE Ha OCTPO M XPOHHYHO pPa3CTpOCTBO (AHapH).

2. Kaxkso TpuafBa aa 3HaETE, Apean Ja npuemere Cronepan

He npremaiite Cronepan

- aKo CTe allepryyHy KbM JIONMepaMHl MK KbM HAKOA OT OCTAHAIMTE CHCTABKH Ha TOBA
nekapcTBO (M30pOCHH B TOuKa 6)

- IIPH CHCTOSHHA, IIPH KOHTO TpAOBa Aa ce u3bArea 3abapAHe Ha UpeBHATa MEPHCTAITHKA, TIOpaay
MOTEHLHAIEH PHCK OT TEXKH YCIIOXKHEHHS, BKIIOUHUTE/IHO 3aMyIBaHe Ha YepBaTa, MEraKoJIOH,
TOKCHYEH METaKoJIOH
ITpueMbT Ha CTOREpaH TpaOBa He3aGaBHO [1a Ce NPEYCTAHOBH B CIyHaH Ha 3anck, OXYBAHE HA
KOpEMa, BCICICTBHE HA ra30BE B 4EPBATA WM 3allyLIBAHE HA YEPBATA.

- aKoO CTPajaTe OT 3alyllBaHe Ha MSpBaTa, YAUEPO3eH KOJIHT, OCThP HIH XEMOPAard4eH KOJHT,
ICEBAOMEMPAHO3EH KOIHT, 0cOOEHO CBBP3aH ¢ NPHEM HA IHPOKOCTIEKTHPHH aHTHOHOTHIH

- aKo MMaTe OaKTEPHAICH EHTEPOKONUT, IpeAusBHKaH ot Salmonella, Shigella w Con
[ATOreHHH MUKPOOPraHU3MH V4

- ako Honexyeare OT OCTpa AMIEHTEPHA € KPBB B M3NPAKHEHAATA H [TOBHUICHA /)

TeMIIEpaTypa




Hpeaynpexneaud H NpeJnA3IHH MEPKH

T'oBopeTe ¢ Bamua nexap win apManepT, npeau aa npuemere Ctonepas.

CronepaH TpafBa ja ce H3MON3Ba BHHMATENHO B CllydaH ¢ OakrepHanHa JHAPHA.

Tosu nexkapcTBeH NPOAYKT TPAOBA fa ce MpHAAra BHEMATEIHO NPH MAalHEHTH C yepHOIPOOHO
YBpexiaHe, IOPajH €BeHTYalHA ONACHOCT OT TOKCHYHH e()eKTH BBPXY LIEHTPA/IHATa HEPBHA CHCTEMA.
ITpH nanHeHTH ¢ quapus, 0coGeHO pH Aena, MOXE Aa ce MOABAT 00e3BOAHABAHS H HOJOCTHT Ha
enexrposmry. Ilopanau Topa, O BpeMe Ha AHapHi, BCEKH JeQULMT HAa BOAA M MHHEPAJIHH COH TpaAbBa
Aa ce KOpuUrupa.

Tpa6Ba na npeycTAaHOBHTE MPHEMa HA TOBA JICKAPCTBO NPH 3aN€K, IOAYBaHe Ha KOPeMa, BCICACTEHC
HA ra30Be B YePBAaTa WIHM MMPOTPeCcHpaIo 3aMylBaHe Ha yepBara. [1pyu nallHeHTH ¢ NOBULICHA
TeMIepaTypa ¥ KPhB B H3MpasKHEHUATA, TpA0Ba Ja ce¢ yCTaHOBH NPHYHHATA 33 IHapHs, NPEH fa ¢&
3aNOYHE JISHUEHHE C JoNepaMH.

AKO CHMITTOMHTE He 0T3By4aT 48 uaca cnejl MprUeMa Ha IeKapcTBOTO, TpAOBa Jia CTipeTe MpHEMa Ha
Cronepas 1 aa ce cebpiere ¢ Bammsa nexap.

ITpy nauentu cbe CITHH, nexkyBanu cbc CTONEPaH BHB BPB3Ka C JHAPHA, MPHEMBT Ha JICKApPCTBOTO
Tps6Ba Ja ce NPEeyCTAHOBH NP Hali-paHHH CHMITTOMH Ha FIOZYBaHE Ha KOpeMa, BCACACTBHE Ha rasoBe
B uepsara. [Ipn nauuenTy, 60omau ot CITHH, ¢ HH(eKIHOo3eH KOMUT, NPUYHHEH OT BHPYCH HITH
fakTepHanHy NaTOTeHH, ca HAbMOAaBaHH H30MHUPaHH ClTy4ad Ha TOKCHYEH MEraKoJIOH N0 BPEME Ha
JIEYEHHETO ¢ JONEPaMH/IL. |

[Topanu chABPKAHUETO HA JIAKTO3a MOHOXHAPAT MALMEHTH C PEAKH HAC/IEACTBEHH npobnemMu Ha
ralIaKTO3HA HEIIOHOCHMOCT, Lapp NlakTaszeH ASUIMT KM NIIOKO30-raNlakTo3Ha Manabeopouus He
Tp#6Ba 2 IPHEMAT TOBa JIEKAPCTBO. (BIDKTE CHIND ,,CToNepan ChIbPKa JIAKTO3A™).

He npuemaiite TO3H NPOAYKT 3a APYro, OCBEH 32 TOBA, 33 KOETO & MOKA3aH Ja C& H3MON3Ba (BHXTe
Touka 1) ¥ HHKOTA He NpHeMaiiTe NoBeye OT NMPENOPBHUMTENIHOTO KOMHYECTBO (BHAKTE TOUKA 3). Hma
ChOOILEHHS 32 CEPHO3HH ChPACHHH Mpo6aeMH (YUHHTO CHMITTOMH BKITIOYBAT YYECTEH HJIH
HEPABHOMEPEH TyC) NP MALMEHTH, KOHTO CA MPHE/H MPEKaJIeHO MHOTr0 NIOTICpaMHIl, AKTHBHATA
CBCTaRKa Ha CTonepas,

Hena
Cronepan He Tps6Ba Ja ce MPUIAra NpH Jiea Ha Bp3pacT o 6 TOAHHH.

Apyra nexapersa 1 Cronepan

Hudopmapaiire Bainnsa nexap WIH (papMarieBT, ako IpHeMare, HaCKopo CTe NPHEMAIIH WIH €
BB3MOKHO Ja NpueMeTe ApYrH JeKapcTBa.

EHOBpPEMEHHOTO NPHIIOKEHHE HA JIonepaMHUi (EAMHHYHA 1033 OT 16 mg) ¢ XMHHAMH (M3NO0I3BaH 34
feyeHMe Ha CHPACSYHA apHTMHA) HIH PUTOHABKP (M3mo/3BaH 3a neveHue npu HIV undexut), kouro
ca P-riukonpoteHHOBH HHXHOHTOPH, BOOM A0 [IOBHINABAHE HA TUTA3MEHHTE HHBA HA JIONCPaMULL.
KnuHHYHOTO 38AYCHHUE HA TE3H B3aHMOACHCTBHA € HEH3BECTHO.

bpeMeHHOCT, KbpMeHe H QepTHAHTET -
Axo cTe GpeMeHHa KM KbpPMHTE, CMATaTe, Ye MOXe Ja cTe OpeMeHHa Wi NylaHupaTe OpemMeHHOCT,
NOoCHBETBalTE ce ¢ Baluug Jiekap npeau ynorpebara Ha TOBa JIEKapCTBO.

Hlodapane u padora ¢ MAMIHHEA

CHMIITOMHTE, KOHTO MOX(e A3 C€ MOABAT [0 BPEME Ha JICYCHHETO Ha iHapHaTa ¢be CronepaH
BKJIIOYBAT: YMOPa, BHCHE Ha CBAT WIH CEHAUBOCT. [10 Ta3u NpHYHHA TO3HA ACKAPCTBEH MPOAYKT
TpaGBa Ja ce MPHIAra ¢ NOBHIIEHO BHUMAHUE NpH 1io(Hupane unH pabora ¢ MalIHHH.

Cronepan ChAbPHAA JaKTO3a. Ako Baumar siekap Bu e kasan, 4e HMaTe HEMOHOCHN

3aXapH, [OCHBETBAKNTE CE C HETO, NMPEH Ja B3EMETe TO3H MPOAYKT.

(BHskTe cputo “TlpemynpexieHus M MpeAnasHU MEPKH™ ). /f
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3. Kax na npnenia're Cronepan

BuHark npuemaiite ToBa EKapCTBO TOYHO KAKTO € ONMCAHO B Ta3H JIHCTOBKA WM KakTo BH € kasan
Batnwar siekap wiv ¢apMauesT. AKO HE CT€ CHI'YPHH B HELLO, nonuTaire BamHa iekap wiH

(papMawueBT.
CronepaH € peaHa3HAYCH 34 NEPOPATHO NMPHIOKEHHE.

[Ipenoprunrennara nosa e:

Bv3pacmunu u deya na év3pacm nao 12 zoounu

mlm OHAPDHA,

Hayanna no3a - 2 kancynd (4 mg), a cneq Tosa no 1 xkancyna (2 mg) cien BCAKO JHAPHHHO
H3XOXKNAHE,

JlexapcTBeHMAT NPOAYKT He TpaAOBa Aa ce U3MOA3Ba B JO3H [TO-BHCOKH OT 8 kancyiH (16 mg) AHEBHO.
XPOHHYHA JIHApUs

Hauanna nosa - 1 kancyna (2 mg) ABa METH JHEBHO; KOraTo € HeoGXO0aHMO, Ao3aTa Moxe Aa Obae
noBHileHa A0 4-6 kancynu (8-12 mg) gHEBHO.

Yuorpeba npn aena
[Tpu neua nosara Tpadea Ja Owae crobpaszeHa ¢ TenecHoTo Tero (3 kancynH Ha 20 kg TemecHo
TETJIO0).

Heya na ev3pacm 9 0o 12 200uHu

QOcTtpa auapua:
1 karicyna (2 mg) cnen BCAKO nuapHitHO H3xoxaaHe. To3H fnexapeTBeH NpOoAYKT He TpabBa ja ce

H3110713Ba B AO3H NO-BHCOKHU OT 3 kancysH (6 mg) AHEBHO.

XPOHHYHA HapHs

1 karcyna (2 mg) cnea BCAKO AHapHITHO M3xokaaHe, To3H JiekapeTBEeH MPOAYKT He Tpabna Ha ce
U3MON3Ba B 103U [O-BHCOKH OT 3 Kancyind (6 mg) AHEBHO.

Heya na evzpacm 6 0o 8 200unu

OcTtpa ayapus:
] xancyna (2 mg) cnex BCAKO AUApHIAHO W3XoXaaHe. JlekapcTBeHMAT NPOAYKT He TpabBa aa ce

H3IOJI3Ba B IO3H NO-BACOKH OT 3 Kancy)ix (6 mg) AHCBHO.

X POHUYHA ANApHA
1 kancyna (2 mg) cnen BCAKO AHApHIHO H3XxoxkaaHe. JlekapeTBeHHAT NPOAYKT He TpsabBa pa ce

H3M0/13Ba B JO3H NMO-BHCOKH OT 2 KANCYy/H (4 mg) nHEBHO.

He e HeoOx0AMMO KOpHTHpaHe Ha /103aTa NpH NaUKeHTH ¢ OLOpeuHo YBpexkaaHe WK B cTapdecKa
BB3pacT.

JAmapuaTa MoXe A OT3BYYH Ollle ¢j1e] NhpBHSA npaem. B To3n cayuaii TpadéBa aa ce
NPEYCTAHOBH NPHEMBLT HA JICKAPCTBEHHS NPOAYKT.

AKO cTe NpHEIH NoBewe 0T HeobdxogaMaTa no3a Cronepan
AKO CTe npHeTH NoBeye OT HeobxoaAuMara ao3a CtonepaH, He3abaBHO ce KOHCyATHpakTe ¢ Bamms

JeKap Wiy (papMaeBT.

B cyuaii Ha peo3upate MOXKeE A3 ¢ MOABAT 3aMEK, 3aryIIBaHE Ha YSPBATA, 3a/IPHIKKA HA YPHHATA K
CHMIITOMM HA MOTHCKZHE Ha IEHTPAJIHATA HEPBHA CHCTeMa ([TOBHILICH MYCKYJICH TOHYC, CTYTIOP,
o0bpKaHOCT (AE30PHEHTALINA), CBHIHBOCT, CMYLLEHHS B HEPBHO-MYCKY/THATa KOOPAHHALH .
CTECHEHHE HA 3€HHUMTE, AlTHed, ROTHCKaHe Ha AumaHeTo). Jdenara ca no-4yBCTBHTENHE- O v HUNA My
RBEIPACTHUATE KbM TOKCHYHUTE eeKTH Ha TO3W ACKAPCTBEH NIPOAYKT BEPXY uempanga?%{epﬁ Ha
P v BN AT
CHCTCMa. ..' .:‘:- / o Sebann e




AKO cTe npueNu npeKkancHo MHoro CronepaH, BEHAra Ce CBbpKeTe C JIeKap WM 00/HHLIA 33 ChBeT.
CHMIOTOMETE MOXE Nd BIJIFOYBAT: YYECTEH ITyJIC, HePABHOMEPSH IyJIC, MPOMEHH B ITyJica (Te3H
CHMIITOMH MO’KE Ia HMAT MOTEHUHATHO CEPHO3HH, *KHBOTO3aCTPANIABAIIH MOCISAHLIN), CKOBaHOCT Ha
MYCKYJIHTE, HEKOOPAMHUPAHH JABHKEHHS, CHHIHBOCT, 3aTPYRHEHHNS ITPH YPHHUPaHE HIH ¢1abo
AMLIAHE,

JleuaTa pearupar no-CHIHO Ha rojieMH konudectea CronepaH oT Bh3pacTHHTE. AKO IETe MpHEMe
NpeKaneHo MHOrO OT NPOAYKTA HIH NPOABH HAKOH OT rOpEeoNicaHnuTe CHMIITOMH, BEHAra ce obaaere

Ha JieKap.

Jleuenne NpH Npeao3npaHe

B ciyvaii Ha nosBa HA CHMITTOMM Ha nipenio3upane, Bammar nexap moxe za Bu npeanmine HATOKCOH
KaTo aHTHIOT. Thi KaTo NPOABRDKHTENHOCTTA Ha AEHCTBHE Ha JIONIEPaMH] € MO-TO/IIMa OT Ta3H Ha
HamokcoH {1 m0 3 yaca), MOXKe Aa ce HATIOJKH MMOBTOPHO MPHICKEHHE HA HUTOKCOH. [1o Ta3sn npuunHa,

NaEeHTET Tpa0Ba Aa e noa Habmoxaenue Hai-Manko 48 yaca, 3a Aa MOXe 1a c€ CIeJM 32 NoABa Ha
NpH3HALH Ha MOTHCKAaHC Ha NCHTPpANHATa HCPBHA CHCTCMA.

AKO HMaTe HAKaKBH AOIThJIHATEIIHNA BBIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBa nexapcmo MOIMTANTE
Batnps nekap HiH ¢papMaLEBT.

4. BBL3MOKHH HeXeJAHH peaKnHA

KakTo BCHUKH JIEKAPCTRA, TOBA IEKAPCTBO MOXKE /1a MPEAWUZBHKA HEXENaHH PeaKkly, BHIPEKH Y& He
BCEKH I'H NoJTydasa.

Meuoro peaxu (pu noseue ot 1 Ha 10 000 nauueHTH, BKIKOYHTEHO M30/TMPAHH CITYJan);

- rnapofonue, BUEHE Ha CBAT, YMOPA, CLHAUBOCT

- xopeMHH OONKH; MOZYBaHe HA KOpeMAa BCJISACTBHE Ha a30BE B YSPRATA, 3aleK; FafieHe H
NMOBPBINAHE; 3aIlyIIBAHE HA YSPBATa; MEIaKOIOH, BKIIOYATEIHO TOKCHYEH METAKOJIOH,
MoAyBaHe Ha KOpeMa BCASACTBHE Ha ra30BE B 4EpBaTa ¢ 0CBOOOKAaBaHe Ha ra308€ H HapyIICHO
XpaHoCMHIJIaHeE; CyX0Ta B YCTaTa

- 00pHB, YPTHKapHa H ¢hpOCK; CBAOB OTOK; OYNO3HH epyNLHM, BKIKYHTEIHO CHHIPOM Ha
CrupbHc-J[PKOHCBH (3acAraHe Ha KOKaTa ¢ NPOSBH Ha JIIOICHE Ha SIHASPMHCA), epHTeMa
MynTHgopMe (KoKHO 3a00nsaBaHe ChC 3a4ePBEHH YBpeAeHH YUacThiM) H TOKCHHHA
enuaepMallHa HEKpoIn3a (KOXKHO 3a00N9BaHe ¢ yY4acTELM HA HEKPOTHYHO YBpEKAaHe Ha
eMUACpMHUCa)

= alepriyHy peakuMH; NOHAKOTa TeXKKH pPeaKLHH Ha CBPhXUYBCTBHTE/HOCT, BKIIOYHTETHO
aHadmakcHa (TeXKa anepruvHa peakuus ¢ BHe3arnHo Bb3HUKHAIH 3aTPYAHEHO AMILIaHe, OTOK
Ha JIHLETO H I'bPJIOTO, CHJIEH CBETOBBPTEK) H aHADUNAKTOWAHH PeaKIHH

- 3aIPBRKKA HA YpHHA

MHOro OT HeXeTAHHTE JISKAPCTBEHH peaki[HH, CBbP3aHH ¢ ynorpefara Ha nonepaMuz ca YeCTH
CHMIITOMH Ha IHAPHEH CHHAPOM (KOpeMEH AUCKOM{OPT H O0lka, rageHe, noBpblliaHe, CyX0Ta B
yCTaTa, YMOpa, ChHJIMBOCT, BUSHE Ha CBAT, 3aMeK, MOAyBaHe Ha KOpeMa BCJICACTBHE Ha ra30Be B
yepBaTa ¢ ocBobOicIaBaHe Ha rasose). YecTo € TpyaHO pasnH4YaBaHETO Ha T€IH CHMITTOMH OT
HEKEIaHHUTE JIEKAPCTBEHH PeakH Ha MPUJIOKEHOTO JIEKAPCTBO.

Hakon nauuenTy Moxe na 3a0eexar Jpyru HesKeNaHH PeaKLvH 110 BPEME Ha JIEYCHHETO ChC
Crouepan.

Crobmapane Ha HEKEJIAHN PeaKNHH

AKO NoNyyHTe HIKAKBH HEKENMAHH peaKLuy, yBeaoMere Bawns rekap wid gapmanest. Tc
BKJTIOUBA BCHUKH BB3MOXXHM HEOTIHCAHH B TA3H JHCTOBKA HEXeNaHH peakiui. Mozxere ¢
CHOOLUHTE HEXKETIAHH PEaKUHH AUPEeKTHO Ype3 HansaHuTeAHaTa areHIHA 10 nexapc'rna‘@ Jt LM ST}
T'pyes” Ne 8, 1303 Codwun, Ten.: +359 2 8903417, yebcaiit; www,bda.bg. Kato cmﬁmaﬁa'l‘e L
HeXeJlaHH PeaKlHH, MOXETe Ja AaJieTe CBOA [IPHHOC 3a NMOMy4aBaHe Ha MoBeYe nntbopmam S
OTHOCHO 6€30MacHOCTTa HAa TOBA JIEKAPCTERO.




5. Kak aa cexpanasare Cronepan

Ha ce cpxpanssa non 25°C.
Jla ce cexpaHsBa Ha MACTO, HEAOCTBITHO 32 AcLAa.
He w3nonzsaiiTe T0Ba EKApCTBO CIEA CPOKa HA MOQHOCT, OTOENA3aH BEPXY ONaKOBKATA.

6. Coabpkande H2 ONIAKOBKATA H JONLJINHTEIHA HHPOpMALIHA

Kaxso coanpixa CTonepan

- AKTHBHOTO BELIECTBO €; JIONEPAMHACE XMIPOXAOPHA 2 mg.

- HApyrure CLCTABKH Ca: IAKTO3a MOHOXH/IPAT, LIAPEBHYHO HHILIECTE, TalK, MArHe3ueB CTeapar.
Henamunoea kancyna: xenatut, epurposute (E 127), natenT cHubo (E 13 1), THTaHOB AHOKCHA
(E 171), xunoauHoBo kw110 (E 104).

Kak marjexga Cronepal H KAKBO CHAbPikKa OOAKOBKATA
8 TBBPOM XancyJH B KAPTOHEHA OTIAKOBKA.

IIpaTexkaTe/] HA pA3peICHHETO 32 YHOoTpela
US Pharmacia Sp. z 0.0., Zigbicka 40, 50-507 Wroclaw, [lomma

JaTa na mocjaeIHO NpepasriIekAaHe HA JHCTOBKATA:

10mn 2017




