MINBAHWUTENHA ATEHLINA NO NEKAPCTBATA

Thucmofia - Npuscwene 2

Jincrorka: nndopmanns 3a nanneH ¥, Paa. Av iOU,O 05. ‘2
Ecnymuzaun® komopr 100 mg/ml nepopanuu Kh (}Hﬂ / .
Espumisan® comfort 100 mg/m! oral dropsj emulsion 23 06 201

Ogobperue Ne {Ah=30320, % T ..

CHMeTHKOH (simeticone)

IlpoueTeTe BHHMATEIHO OAJIATA AHCTOBKA, IIPEAH 1A 3a009HeTe Aa NPHEMATE TOBA JeKAPCTBO,
Thbi KaTo T8 CBABPKA BaxHA 32 Bac nudopmannsg,

Bunaru npuemaiite ToBa NeKapcTBO TOYHO KaKTO € ONMHCAHO B Ta3W IMCTOBKA HIIH KakTo BH e kasan
Baiwnma nexap vim dapmManesr.

- 3anazere Ta3y nucToBka. Modke Ja ce HaIOKH Oa 9 NPOYETETE OTHOBO.

- AKO ce HyXK[i@eTe OT JONbIHHTENHA HH(OpMaLWa WiH ChBET, NoMKTaiTe Bamns dapmaliesT.
- AKO MOIyYNTe HIKAKBK HEXKeIaHH JIEKAPCTBCHH PCaklMH, yBefoMeTe Baina nekap v
¢dapmauerT. ToBa BKIIOUBA H BCHYKM BH3MOXKHH HEKENIAHH peaKiliH, HEONHCAHH B Ta3H JIMCTOBKA.
Buxre Touka 4.

- Ako cne 3 1M He ce yyBcTBaTe N0-106pe HiH cheToAHKUETO Bl ce Briowy, Tpabea na
MIOTBPCHTE N€Kapcka oMo,

Kakpo chaAbDKa TA3H JHCTOBKA

1. Kakeo npencraensea Ecnymuzan® komopr 100 mg/ml nepopaliHi Kanih, eMyJICHA H 32 KaKBO
ce M3T0I3Ba

2. Kaxeo Tps6Ba na 36aeTe, npenu fa npuemare Ecriymuszan® komdiopr 100 mg/ml nepopannu
KAamnKH, eMyncHs

3. Kak na npuemare Ecnymuzan®™ xomdopt 100 mg/ml nepopajiii KankH, eMyncua

4 B1B3MOxkHM HeXeNnaHH peakiin

5. Kak na eexpanssare Ecniymusan®™ kompopr 100 mg/ml nepopaiHH Kanky, eMyJIcHs

6 CrampikaHHe Ha ONAaKOBKaTa W ONbIHUTENHA HH(pOpMalg

1. Kaxkgo npeacrasmasa Ecnymunzan® komdopr 100 mg/ml nepopanan Kanku, eMYJIcHs | 3a
KaKBO ¢e H3N0J1382

ToBa nexapcTBO NekyBa CUMITOMMTE Ha METEOPH3BM (ra3oBe H MOTYBaHE HA KOPEMA OT [a30BE) H €
NOAXOALLO 33 BCHYKH Bb3pacTOBH rpynu. JefcTea, kaTo pa3rpakia MeXypyeTaTa nsHa 8
CTOMALIHOTO ChABPIKMMO W B MYKYCa Ha XPaHOCMHNATENHUA TpakT. OcBoOOJEHNTE TIO TO3H HAUYKH
ra3’oBe MOraT Jla ce pe3opOHpaT OT 4PEBHATA CTEHA, KAKTO M 1a C€ OTAEJAT 4pe3 YpeBHaTa
MePUCTANITHKA.

¥norpeba

Ecnymuzan®™ komdopt 100 mg/ml nepopanuu kanku, eMyncHs ce H3Nonssa:

3a camonedenue:

. 3a CHMNTOMATHYHO JA€YEHHE HA CTOMAWHO-YPCBHH OMNJIAKBAHUS, CBBP3aHH € ra3oBe, Hanp.

HaTPYNBaHE HA Ta30Be B YepBaTa (METEOPUILM), raTyacHums.
Ilon nexapeko Habmogenne:

. 33 CHMNITOMaTHYHO JICYCHHE HAa CTOMAIIHO-YPEBHY ONNAKBAHNUA, CBbP3aHH C ra30Be, Hanp. NpH
YBENHYEHO KOIMYECTBO ra30Re B YEpBaTa CNeR ONepaLmy;
. KaTo MOJroTOBKA 3a IMArHOCTHYHHM NPOUEAYPH B KOpeMHaTa o6nacT (Hanp. peHTreHorpapekg

¥YATPa3BYKOBO, CHAOCKONCKO H3CICABAHE HIIH KaTO N00aBKa KbM KOHTpAaCcTHaTa MaTepml).

Tpabea ga ropopute ¢ nekap ako crief 3 AHH He ce YyBCTRaTe No-100pe HAHN CHCTOAHKET
BJIOLLIH,




2. Kaxso Tpn6Ba 1a 3naete npean aa npuemare Ecnymuzan® xomdpopr 100 mg/ml
IePOPATHH KANKH, eMYJICHA

He npuemaiite Ecnymuzan® xompopr 100 mg/ml nepopannu Kanku, eMyIcHa:

- 4KO CTe aNepryuiy KbM CHMETHKOH HIIH KbM HAKOS OT APYTHTE ChCTaBKH Ha TORA JIEKapCTBO
(m36poenn B Touka 6).

- Mons, umatiTe peBUz, Ye TOBAa MOJKE 1A C& OTHACH K 34 XOpaTa, Ha KOWTO HPHIaraTe TORa
TIEKapCTRO,

Ilpenynpexnenss 1 npeqRazHu MepKH

T'oBopete ¢ Baiuua nexap win dgapmateeT, npeau aa npueMere Ecymusan® xombopr 100 mg/ml
NEPOPAIHH KAIKH, EMYACHS.

Ipy nosea Ha HOBH cUMITOMM, TPsAGBa Aa NoceTHTe Nekap. He npueMaiite ToBa IekapCTBO MOBEYE OT
14 nHu Ge3 KOHCYATALMA ¢ NeKap. AKO CHMIITOMHTE HE H3U€3HAT 3a TO3H NMEPHON, KOHCYITUDAiiTE ce
c Jiexap.

Jeuna n ronomu

Ocobeno ako ce ynioTpedapa NPU KepMadeTa B fieua, TpabBa fa ce HalIpaBM KONCY/ITanus ¢ neKap.
Jipyra aexapcersa » Ecnymuzan® xomgopr 100 mg/ml nepopanas KankH, eMyacHn

He ca n3BecTHH B2aumonelcTBUA ¢ QpYTH JIEKAPCTRA.

Ecnymn3zan® komgopr 100 mg/ml nepopannn Kanku, eMyJcHH ¢ XPAHH M BANHTKH

Hsama cnenuanyan ocofGeHocTH.

BpemenHocT, KbpMeHe H (pepruaurer

AKo cTe OpeMeHHa I KbPMMTE, CMATATE, Ye MOMe [a cTe OpeMeHHa HITH TiTaHHupaTe OpeMEHHOCT,
nocbBeTRakTe ce ¢ Bamusa nexap unmn Gapmanest npesu ynotpebara Ha TOBa JIEKapCTBO.

Twit xaTo HAMA HATMYHH KITHHMYHA JaHHH 33 SKCIIO3IMUMA 110 BpeMe Ha OpeMeHHOCT, TOBA JIEKAPCTBO
HE Ce HPENopPbYBA ITO BpeMe Ha OPeMEeHHOCT H KBPMEHE.

Illegupane u paboTa ¢ MaliHuh

He ce M3uckBaT cnelManiy NpeiNa3Hi MePKH.

Ecnymnazan® komdopt 100 mg/ml nepopainm Kanku, eMyicHs ChIbp:ka HATPHIA.

‘Toea nekapcTBo chabpka no-Manko oT 1 mmol Hatpui (23 mg) Ha ml T.e. Ha NpaKTHKa He CbAbPIKA

HATPHIA.

3.  Kax pa npuemate Ecnymuszan®

woMpopr 100 mg/m! nepopannm Kanku, eMyacus
ByHary npuemaiite TOBA NEKAPCTREO TOMHO KAKTO € ONWCAHO B NNCTOBKaTa HNM KakTo BH e kazan
Baiuus nekap unn papmanesT. AKO He CTe CHIYPHO B HELHO, NONKTaiTe Bawms nekap wny
(dapManceT.

Hwma sra Hauuna 3a oTMepBaHe Ha no3ata Ecnymuzan® xkomdopr 100 mg/ml nepopanty k
EMYNCHAL

B 3aBHCHMOCT OT roileMHMHaTa Ha 103aTa, TA MOXKE /1a C& OTMEPHY C:
- MPHAOMXKCHKUA Kankomep




- MEPHTENHA 4alllKka, pasrpadeHa Ha MWIMARTPH (ml)

[To-nonpobHK HHCTPYKLMH 3@ W3NION2BAHETO HA MEPHTENHHTE CPEACTBA MOTaT Aa CE HaMEPAT chnejl
TabNMHUKTE 32 HO3HpaHe.

Jdosuposka

Hosupaitre Eciymusan®™ komgopr 100 mg/ml nepopaniu kanky, eMysicHs B 3aBHCHMOCT OT

HHTEH3HTECTA Ha OIIAKBAHHATA.

IIpenopruntennara no3a e:

Hpu CAMOREYECHUE HA CUMNMOMUIE RPN CIOMAWRO-Y4PESHU ONIAKEAHUA, CBBP3ANU C 2a3086¢e.

Bnapacrosa rpyna

Jo3npoeka B KankH
(npunoxeH Kankomep)

Knpmauera 5-10 kanku ce NpUOABAT KbM UHMILETO C MIAKO NPH BCAKO
XpaHeHe WK Ce AapaT Ha KbpMaueTo ¢ Majka TERIIKa
HETIOCPeICTBEHO NPEAM BEAKO KbpMeEHe

1-6 ronuuu 10 xanku 3 A0 5 TBTH AKEBHO

6-14 rogunmn 10-20 kanku 3 Ao 5 'bTH AHEBHO

HOnoum ¥ BB3pacTHi

20 xanky 3 0o 5 11eTH AHCBHO

B13moxxHo € ChHillo TOBa IEKAPCTRO 712 CE NPHEMA ClIE ONEPALHH TIOJ JleKapcko HabmoneHHe,

Tora NEKapCTBO c¢ NMPHEMA N0 BpeMe HA XPaHCHE WM CNIC] XpaHeHE, KAKTO H NIPEAH JdraHe, ako €

Heobxoaumo.

Topra nexapcTBo TpsaOBa Ja ce NprIara JOKaTe NPOABLNKABAT OIUIAKBAHHATA, HO HE NMOBete OT 14 aHm
6e3 JieKapoKa KOHCYATAMA.

Toga JNEKApCTBO € NMOMXOIALIO 3a IPHEM NPOABIIKHTENIHO BpeMe CaMo CJIEA KOHCYIITallkA C Te€Kap.

Mons, npouetere Touka 2., Jipeaynpexnenus u npeanazHu MepKH.

IIpedu ouazrocmuunu HpoyeOypu cred NPEnopeKa Om ieKkap

Hdo3npoeka B ml
(MepHTeNHA YaiKa)

1 ml 3 MbTH IHEBHO chel XpaHeHe B ACHA TIPSAH H3CNICABAHETO H
1 ml cyTpHHTa B IeHS Ha H3CHenBaHeTo

Kamo dobaska xbm Konmpacmnama Mamepus nod 1exapeko kabmooenue

HJoznposka B ml
(MepuTenHa vainka)

2-4 mi kM 1 TUTHP OT KOHTPACTHATA MATEPHs NP ABOHHO-KOHTPACTHO 0BpasHo n3cne




{Ipedu uscnedsane Ha CHIOMAXA U NGHKUME Nepea (endocKonus) hod iexapcko nabmodenue

HJosnposxka 8 ml
(MepuTenHa yawka)

2-3 ml npeau epnockonNMATa

Axo € BeoOXoANMO NPe3 MHCTPYMEHTANHNS KaHaJ HA eHJ0CKOoNa MoraT Aa 6baar nobasehu owle
HSAKOJIKO MHITHITMTpPa OT EMYJICHSTA 33 IPEMAXBAHE Ha FA30BHTE MEXypueTa

Hauun Ha ymorpe6a
Paskiarete nobpe npenu ynorpeba!

Hsznonzeane na npunosicenun xankomep (10-25 kanxu).
Bymnxa’ra TpSIGBa Aa ce IbpXKH BEPTHKAIHO H KalIKOMEPHT Ja € Haco4<H Hamony.
25 Karnkn ca eKBuBaneHTHH Ha 1 ml OT eMyJicHaTa (ekBHBaseHTHO Ha 100 mg CHMETHKOH).

Hznonzeane na mepumennama vawxa:

Karo mepurenito cpencrpo kM 6yTunkuTe ¢ kanmkoMmep ot 30 ml 1 50 ml, KbM Kallaukara Ha BHHT
NpHACKEHA MEPHTENHA yalnka, pasrpadesa Ha MUTIITHTPU. AKO € HeoOXOZUMO (HarpuMep pu 1031
OT 25 KarkH WM NoBeye), MEPHTENHATA YALIKA MOXKE Ja C€ M3ABPNA U JIa Ce H3M0/3BA 34 103HpAHe
BMECTO Kankomepa Ha GyTHnkaTa.

3aberneika: nopagH PUCK OT NIOT/BILAHE, MEPHTENTHATA Yalika Tpa0Ba Aa ce ChbXpaHABa Ha MACTO,
HeAOCTHMHO 32 Acua.

AKO CTe NPHEIH/HINOIBAIM NOBeYL OT HeoOX0ANMATA 032 Ecnymma}l@ xombpopt 100 mg/mi
NepopanHE KANKH, EMY/ICHA

IIpreMET Ha MHOT'O TONAMO KOJIHYECTBO OT TOBA JIEKapCTBO € MAJIKO BEPOATHO Aa A0BE/E 10
SonecThn nposasu. Jlopy rojieMH 1034 OT TOBa N€KapcTBO ce Monacs 6e3 npobneMn. AKTHBHOTO
BEILECTBO Ha TOBA NIEKAPCTBO, CHMETHKOH, BGIYM A0 pa3NagaHe HAd MEXYpPUeT4aTa ra3 B CTOMatiHo-
YpeBHMA TPAKT N0 HATLIIRO Pu3Hyen Ha4urH, CHMETHKOH HE ce pe3opOHpa M He ce NPOMeHA
XHMHMYECKH HJIH €H3WMHO NPH IIPeMHHABaHe Npe3 uepBaTa.

AKo cTe nponycnann xa npuemere Ecnymmrzan® xomdpopr 100 mg/ml nepopainn kanku,
eMy.JICHA

Moske 1a npHeMETe NPONYCHATATA /1032 N0 BCIKO BPEME.
Axo cipere npaemaneTo Ha Ecnymnsan® komdopt 100 mg/ml nepopanuk Kankn, eMyncHst
B To3H cayyaii onnaksaHuAITa MOXE Aa CE MOKBAT OTHOBO.

AKoO MMaTe KaKBHTO H J1a € BBIPOCH OTHOCHO ynoTpeGaTa Ha TOBA JIEKapCTBO, KOHCYNITHpaHTE ce ¢
Bauns nekap unu dapmauest.

4. Bo3mMoskHN HexKeJasH peaknun

Jlo MOMeNTa TOBa 1eKapCTBO He € CBBLP3aHO € KaKBHTO M 14 € HEXENIAHH PeaKln.
Cpobmasane Ha HeXKeTaHH peakuny

Ako NOAYYUHTC HAKAKBH HEKENany JICKapCTBCHH PeaKkliiM, YBEAOMETE Bamus nexap Hil
Tosa BGIOYBAa BCHUKH BL3MOKHW HEONHCAHH B Ta3M NHCTOBKA HEKeNaHH peaKLHH.




MoskeTe ¢bilo Aa choGIMATE HEXENAHHW PeaKIii IMPEKTHO Ype3 HALMOHAIHATA CHCTEMA 33
chobInasane:

HansnHuTelHa areHlns no jekapceTeara

ya. . Jlaman Ipyes™ Ne 8

1303 Codus

Ten.: +359 28903417

yebceaiiT: www.bdabg

Karo cvo0uaBaTe HexenaHi peakliMi, MOXKETE 12 [a/leTe CBOA [IPHHOC 33 NOIYYaBaHe Ha [IoBEYE
HHGOpMaLHg OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapPCTBO.
Axo 3a0enexnTe HIKAKBH CTPAaHHYHH e(eKTH, MOJIA KaxkeTe Ha Bawna nexap HiH $hapMalesT.

5. Kak aa cexpanssare Eciymnzan® xom$popt 100 mg/ml nepopannn kanku, eMyacus
Ha ce cuxpaHsBa Ha MACTO, HEIOCTEIHO 3a feua!

He M3non3saiiTe ToBa nekapcTBO cliej CPOKA HA FTOAHOCT, OTOENA3aH BhPXY KAPTOHCHATA KYTHS H
€THKeTa cnen Hanmuca ,,['onen qo:” . CpoksT Ha TOAHOCT OTroBaps Ha MOCIEAHUA JeH OT MOCOYEHHA
Mecert.

Hsma ¢nenmantu ycinoeHs H H3MCKBAHHA 32 CBXPAHEHHETO HA TOBa NeKapcTRo. Jla He ce ChxpaHABa B
XJaIMIHHK HITH 3aMpa3aea.

Tora nekapcTBo € cTabHIeH B IPOABIDKEHKE Ha 6 Mecella cnel MbPBOTO MY OTBapiHe.

He u3xBBpnsaiiTe nekapcTeata B KAHATH3AUKATA WIM B KOHTEMHEpA 32 JOMALIHM OTTIAABIM,
Homuraiite Bamma dapmanesT kak fa M3XBBpIATE JIeKapcTBAaTa, KOMTO Bede He H3No3BaTe. Te3H
MEpPKH 1€ COOMOTHAT 3a OI1a3BaHE HA OKOJ/IHATa cpeaa.

6. Crappkanne HA ONAKOBKATA H AONBIHHTENHA BHGOPMADHS
Kakso chappixa Ecuymusan® komdopt 100 mg/ml nepopainu kanku, emyicsn

- AXTHBHOTO BELLECTBO & CHMETHKOH (simeticone).
I ml emyncua ceabpka 100 mg cUMeTHKOH.
- HApyru cberaBky ca:

Makporon creapar, rauneponos morocreapat 40-55, copbunosa kucennna (E200), natpues
xuapoxcnn (E524) (3a nocturate Ha onpeneneno pH), HaTpueB Xnopua, kapGoMepH, HATPHEB LMTPAT
(E331}, cyxpanosa (E955), npeuncTena poja.

Kak n3raexna Eciymnzan® komdopr 100 mg/ml nepopanusn Kankn, emy/icHa ¥ KaKBO CbIbpkKa
OTIAKOBKATA

Ecriymnzan® komdopt 100 mg/ml nepopaniy KankH, eMyncHs € MileuHo-61a HUCKO BUCKO3HA
EMYJICH B eTHKeTHpaHa 6yTHNKa OT TBMHO cTBKI0 oT 30 ml nnu 50 mi ¢ MpHIOXKEH KankoMep,
Kana4ka Ha BMHT CbC 3aLUHTEH NPBLCTEH, KOHTO C€ OTYYIIBA NPH MBPBO OTBAPAHE H MPHNOXKEHA
MEPUTEITHA Yalllka.

TlocTeneHHOTO NOKBLATABANE Ha TEYHOCTTA & XapaKTepHO 3a TO3H NPOAYKT.

He BcH4kM BMAOBE 0NAaKOBKH MOTaT Aa ObAAT NYCHATH B Npoaaxba.




IIpurexaren Ha pazpellieHHETO 32 YNOTPe6a H IPOH3BOARTEN
Berlin-Chemie AG

{Menarini Group)

Glienicker Weg 125

12489 Berlin, I'epmanus

To3n nekapcTBeH NPOAYKT ¢ paspemuen 3a ynotpeda B ctpannTe-unenks na EHII nox cneanure
HMeHa:

brarapus Ecnymuzan xompopm 100 mg/ml nepopaniu xanxu, emyacus
Yexua Espumisan

EcTtonna Espumisan 100 mg/ml

VHrapua ) Espumisan 100 mg/mi belsdleges emulzios cseppek

Jlateus ' Espumisan 100 mg/ml pilieni iekskigai lietofanai, emulsija
Honwa Espumisan 100 mg/ml

PyMbHHA Espumisan 100 mgiml, picdturi orale, emulsie

CrnoBerns Espumisan 100 mg/ml, peroralne kapljice, emuizija
Cnorakus Espumisan comfort 100 mg/ml perordlne emulzné kvapky

JlaTa Ha nocieAno NpepasriexnaHe Ha MHCTOBKATA
02/2021




