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JMCTOBKA: AHGOPMALHSA 3A ATMEHTA
: - 02 02 ¥

Enpodank mpax 3a nepopaicH paﬁédﬁ :
Endofalk powder for oral solution

TIpodereTe BAMMATEIHO NSIATa JHCTOBKA NPeH A2 3aN0THETE A DpHEMAaTe TOBA JIEKAPCTRO.

- Janasere Ta3H AUCTOBKA. Moxke lla ce HAIOKH Ad A [IpoveTeTe OTHOBO.

- AKO MMaTe HIKAKBH JONBIHATENHH BRIPOCH, nonuTalite Banmis nekap 1R dapMaueBT.

- ToBa NeKAPCTBO € MpeANucaHo THHo Ha Bac. He ro npeorcTbnBakiTe Ha APYTH XOpa. To Moxe Jia
WM HaBpe /i, HE3ABUCHMO OT TOBA, Y€ TEXHATE CHMITTOMH C2 CHLIATE KATO Bammure.

- AKO HIK0S OT HeXeNaHHTe NEKAPCTBEHH Peakliy CTaHe Cepuo3Ha, Wi 3abenexure ApYTrH,
HEOMHCAHH B TA3W JMCTOBKA HEXellaHH PEaKLHH, MO YBEAOMETE Batums jsekap WH (apMaugesT.
Bukte Touka 4.

Hmero Ha Bamero nexapcrso e Euodank npax 3a nepopalicH pasrsop; OTTyK HATAaTHK B Ta3d JIMCTOBKA,
To Lue ce Hapuya Exnodaik.

Kaxpo ChALpKAa TA3H JUCTOBKA:

Kaxso npeactasaspa Enpodaik i 33 KaKBO CE H3NON3BA
Kakso Tps6Ba Aa 3HAETE NPeaH Aa IpHeMeTe Enpodank
Kax na npueMare Enpodank

Bo3MOKHH HEXENaHY PeaKlHy

Kak na cexpansisate Enpodank

ChAbpAHHE HA ONAKOBKATA H JONBAHHTEIHA HAGOpMAIHL

S

1. KAKBO IIPEACTABIISIBA EHITO®AJK H 3A KAKBO CE H3IOJI3BA

EHJIO(I)BJIK npax 3a nepopancH pa3TBOp Ce U3M1071384 34 IPOMHBaHE Ha yepeaTa Mpeid KONOHOCKOITHA.

3. KAKBO TPSIBBA JIA 3HAETE IIPEJIM JIA NNPHEMETE EHIOPAJIK

He npremaiite Engodank

- aKo CTe ANEPrHYEH (CBPbXHyBCTBUTENHH) KbM aKTHBHOTO BeecTBo(2), APYIH MAKporoiu Wik KbM
HSKOS OT OCTAHANHTE ChCTABKH Ha ERpodank.

- AKO MMaTe 3anylIBaHe Wi OJ03MPaHo 3anmylIBaHe Ha HepBara, CTOMAITHO-UPEBHO CTECHEHHE HITH
nepdgopanns (IPoGHB), ONACHOCT OT CTOMAIIHC-PEBHA nepdopaliis, TEXKBK KOJTHT, TOKCHYIEH
MET'AKOJIOH, HapylIeHHs B H3Pa3BaHeTo Ha CTOMaxa.

- Enfodank He TpsbBa a ce NPHAra npy NauHCHTH B fe3cp3HaHNE WM NPY TAKABA C YBPEACHO
ch3HaHKe, 00mA ciafoCT WIH MPH NAUHEHTH CBC CKNOHHOCT KbM acrHpaiiis (BIHIIBAHE HA
TIPHETOTO TPe3 YCTATa) WK perypruTaius (BpbluaHe Ha IPHETOTO IPE3 ycrara) Wi HapyLIER
pednexc Ha perabIIaHe.

OGLpueTe cIeNHAIN0 BHHMaHHE NPH ynorpebaTa Ra Enodank

- Enpodank Moxke fa o IpHJIara MpH NAUAEHTH ¢ XPOHHHIHO BB3MANUTENHO YPEBHO 3a00NABaHe.
TIpenu aa npuemere Ennodank, Bue Tpabpa Aa yseAomiTe Balus jiekap 33 1082 sabogsate.

- Ennodasik TpsfiBa a ce npHIIara camo 1o/ NEKapeku Haa3op MpH TNAlMENTH ¢ perykceH e3o¢aruT
Wi MpENIIECTBAIIA ChPAEIHA apHTMHSL, ON03UPAH HIH u3BecTeH S-A GNOK WM CHHAPOM Ha
GoNHAA CHHYCOB Bb3€] W [PY MAHEHTH B CTapHecka Bb3pacT.

- Ennodank He Tpa0Ba jia ce NpAnara Npy MauenTy 6B0peuHa ¥ chpaeuHa He,
IV cTeneH) # yepHoapobnH 3a60ABAHHNS HIH NIPH NALKMCHTH C TEKKO 06e3BoAHABAL

6e30NaCHOCTTA HA IPHIOKEHKETO NIPH TE3H IPYIIH NALCHTH HE € AOCTATHYHO.
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AKo noJyBCTBaTe BHE3aNHa KOpeMHa Gomka WK 3a6eNeKNTE KPBE [IPH H3X0KAAHE NPH PUEM Ha
Engodank 3a TOATOTORKA HA YEPBATA, CEBPHKETE CE € Baus TieKap Wil He3abaBHO MOTBPCETe IEKapeka
TIOMOIL

IIpHeM Ha APYTH JEKAPCTBA

TIpHeMaHNTE NIpe3 YCTATA JIEKapCTBa, B3ETH A0 HAKOIKO Haca NIpeH UIH MO BPEME Ha NIPUeMa Ha
Exziohanx MOrar 1a GuIaT H3MMTH OT CTOMAIIHO-4PEBHHA TpakT ik Aa Opnat abcopbupasi B O-MaNKa
v Hukaksa creneH. ToBa ce OTHacs 0cofeHO 3a JIEKapCTBATa ChC 3a0aBeno ocBoGoKAaBane. AKO
HeNOCPE/ACTBEHO NPEAH MIH TI0 BpeMe Ha NpHeMa Ha Enfiodak, NPUIOKEHHETO HA TAKOBA NEKAPCTBO €
96CONOTHO HEOBXOIAMO ¢ OTTIE] Ha KHUIHEHOBAKHO N0KA3aHNE, IPHEMBT NIpe3 ycraTa TpsbBa, ako €
BB3MOXKHO, JIa ce H30erHe 1 Jia ce U3MOJI3RAT PYTH MBTHILZ HA BhBEXIAHE.

Moas HrdopmupaiiTe Baimi exap Wiy (apMaieBT, ako NpAeMaTe K HaCKOpO CTE pHEMaNH pYyrH
JIEKAPCTRE, BRMOYHTEIHO W TAKHBA, OTHYCKAHH Gea petienTa.

Ako npr Bac ce NpoABAT HEXKENaHH peakLiH KATO OTOLH, 3aJlyX, YMOPpa, HeIOCTHI Ha Te4YHOCTH (KBM
CHMIITOMETE NPHHAAJNEKAT 3aCHIIBALLA C& KAk, CyXoTa B yCrara H cnafocT) AT CHPACHHH
onNakeanns, TpAGBa He3aGaBHO Aa CTIPETE IPHEMA Ha Engodaix H 1a ¢€ NOCHBETRATE ¢ Bamis JeKap.

Jena
OnuTsT NPH Aela € orpanyyes. ETo 3amo, Enpodank He Tps0Ba aa ce Npuiara Ipy AcIa.

Jipyra nexapersa 8 Enpodanx

Tpabsa Aa kKaxeTe Ha Bama aexap WK dapMaLeeT, aKko npHeMare/H3N0I3BaTe, HACKOPO CTC
MpHeMAaTH/H3NOA3BATH HIIH € Bh3MOKHO 114 npHeMaTe/H3N0N3BaTe APYTH JICKapCTBa.

BB3MOKHO € HAKOH MEIMKAMEHTH, HAIp. AHTHENUIENTHYHH CPEACTEE, [ EMaT NoHMKeHa eGeKTHBHOCT
TIpH €IHOBPEMEHHO MPHIOXKEHHAE C Expogaix.

AKO HMATE HYX/a A4 CrbCTABATE TEYHOCTHTE, 33 A4 I npermbare 6e30mMacHo, Engodaik MOXe 1a
npoTuBozeiicTsa Ha edekTa Ha CrbCTHTEIA.

MepTRANTET, GPEMEHHOCT A KbPMEHE
AKo cTe GpeMerHa Hi KBPMHTE, CMATaTe, 9€ MOXKe 13 CTe GpemenHa WM MIAHAPATE OpeMEeHHOCT,
rocseTaaliTe ce ¢ Bamma nexap Wi GapMaleBT Npeay ynorpeGara Ha T0Ba IEKapCTBO.

EBpeMeHHOCT
Hama KIHEHYEH DaHHY 32 yaotpebara Ha EHodank npy OpeMeHHH KEHH.

Vimaiiku npeiBRA Huckata abcopOiys Ha MaKporo 3350, npunaraseTo Ha Expodaik npd GpeMEHRY
JKeHH MOXe 13 ce 0GMMCIY clfefl BHUMATEIHA PeNeHKa Ha CHOTHOLIEHHETO PHCK/TION3A.

Kepmene
IMpeamacaneTo Ha Ennodank Ha KbPMELH XEHA MOXC Jia ce o6MHCIH TipH He0DXOAHMOCT.

Ilodupane 1 paGoTa ¢ MAITHAK
Manko eeposTro ¢ EHlodaniK 1a nopuse Ha crocoGnocTTa By 3a modupane H pabota ¢
MAaLIYHH,

Enpgodank chAbLpaa HATPHH K KasHi
Tosu NekapcTBeH NPORYKT ChABPXKA 32,5 mmol (unu 747 mg) HaTpuil (OCHOBHA CbHCTaBka
TOTBAPCKATA/TPANE3HATA COM) B €/HO Callle. Toga cvorsercTsa Ha 37,4 % OT Ipenope
JHeBEH XPaHHTENEH [IPHEM Ha HATPHIi 33 Bh3pacTeH. I
To3H NeKapcTBEH NPOAYKT CHABPXKA 2,5 mmol (um 97,5 mg) Kanuil B eAHO CAlIe.{ pﬁﬁp‘a,n
TpeABHA aKo HMaTe HapyLIeHa opOpeuna PyHKIHS HIH TpabBa fa CNa3pare AUeT: jcRoterpo.
Ha kanuii (efHa Ha kannil aueta).
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B nonoGHu cyuan roopete ¢ Baluus nekap uik papMalesT.

3. KAK JA IPMEMATE EHIO®AJIK

Bunarn npuemaiite Enpodank TO4HO KakTo Bi ¢ xazan Baumuar iekap. AKO He CT€ CHIypHH B HEIIO,
nonmuTaiite Bamna nexap WA $hapMaLeBT.

3a [THJIHO NPOMHBaHe HA YepBaTa TpAOBa fa e KIMHAT 3 MM MaKcHManHO 4 auTpa oT Expodalk pasTROp.
EjiHO calli¢ € EKBHBANEHTHO Ha Y2 IUTHD pa3TBOp.

PasTBOPET ce nie Ha nopuun no 200-300 ml na Beexu 10 MEHYTH, AOXATO TIP3 PEKTYMa HE H3TeUe HHCTO
chABPKAMO. TTOTITEINAHETO Ha NPOMHMBALLHS PASTBOp C& OCHUIECTBARA, HAK-00I0, OKOMIO 4 Haca NpefiH
HAYATOTO HA H3CENBAHETO. AJTEPHATHBHO, IAJIOTO KOTUYECTBO MOXE Ja CC NPHEME BeuepTa IpeH
G3CNEABAHETO UIIH YACT OT HETO Aa C€ IPHEME BEYEPTa NPEH K3CACABAHETO, 4 OCTAHAJIOTO KOJIHYECTBO —
CYTPHHTa, B IEHA Ha NpolicAypaTa.

[NanpenTyTe Be TPAOBA J1a IPHEMAT TBBp/a XPpaKa 3a NEpHOA OT 2-3 yaca nipejH npueMa sa Expodank 1o
NPUKITIOYBAHE HA H3CJEABAHETO.

IToozomoeKa ra pameopa
PasTBOpHT TpAOBA N2 C€ MPHUrOTBH HENOCPEACTBEHO PEAH ynotpeba. Pasrsopere ChABIKAHHETO HA

2 cawera B 500 ml xnazKa WM cTyZAena npesapena oaa. Cres ToBa paspelcTe o | THTED ¢ BOIA.
Heo6X0R7MO € 2 YIpaKHETE BHIMAHUE 32 ITRIHOTO H3NpA3Bate Ha calueTaTa [pH IPUrOTBSHETO HA
pastBopa. [IpHrOTBEHHAT PA3TROP MOXE 1A CE CIIOXKH B XTIaMMIHHAK, 33 A C HICTYH, ThH KaTo
K3CTY/ICHHAT PAsTBOP € NO-NPHATEH 3 [IHEHE.

AKO CTe NpHeln nopeve 0T HeodXoAHMaTAa 1033 Ennogaax

TIpH NpeRO3HpaHEe € BE3MOXKHO Ja BE3HHKHE TeXKKa HAPHA. Camo MIpd TeRKO IPEAOsHPaNE MOXKE /1a CC
OYaKBAT HADYLIEHHA HA ENEKTPOIHTHHASA H BOJCH GanaHc WM KHCENHHHO-AKaNHOTO PaBHOBECHE. Tpsbsa
712 € H3IBBPIIA &AEKBATHO 3AMECTBAHE C TCHHOCTH H IPOCICAIBARE Ha cepyMuuTe enexTponuTh 1 pH.
AKO HMa HapyIICHHe HA ¢ACKTPOIHTHHA B BOACH SanaHc MK KHCeIHHHO-ANKANHOTO PABHOBECHE,
eNeKTPONUTHTE TpA6Ba JIa Ce 3aMECTAT, 8 KHCEHHHO-aNKaHOTO papHOBecHe Tps0Ba N C& BL3CTAHOBH.

B c/1yuaii Ha acluparis MOXe [a e pa3pue TOKCHYCH OTOK Ha Genus 1po6, KOETO M3UCKBa HedabasHy
HHTEH3MBHH MEPKH, BKIFOUHTEIIHO alrapaTHa BeHTHIALHA.

AKO cTe npomycHajn xa npuemere Enfodank

AKO CTe TIPOTCHANIM [ IPHEMETE 1034, B3EMETE A BBIMOKHO Half-ckopo chief] KaTo CH CIIOMHHTE, OCBCH
aKo He & HABMIKKIO BpeMeTo 3a ceapaliaTa By no3a. He paemaiiTe qBOiHa 1034, 32 1@ KOMIICHCHPATE
NpOIyCcHATATA A034.

Ako cre ciipenn npaema Ha Ernodaax

AKO HMaTe HIKAKBH JOMBLAHWTENHY BENIPOCH, CBBP32HH € ynoTpebaTa Ha TO3H MPOAYKT, MOJIA nonuTaiTe
Baimun nexap Wiy dapMaleBT.

4. BBIMOKHH HEXKEJIAHM PEAKITU

KaKTO BCHUKH JiexapcTsa, Enaodaik Moxe fia MpeliH3BiKa HEXENAHH PEaKiHH,
nosy4asa.




MedDRA 6aza dannu Ha
CHCMEMO-OD2ARKY KNACO8e

Yeemoma no MedDRA xongenyuama

NoAYBAaHE Ha KOPEMA.

Mrnozo yecmu Hecmu

> 1/10) (> 1/100 00 <1/10)
CroMamBso-4peBHY Tanene, fioe aHe
HapyIeHHA 9YBCTBO 32 HBJIHOTA, abaoMuHATTHY ClIa3MH,

aHanHo Jpa3HEHEe.

Te3u CHMIITOMM CE OTHACAT B FONAMA CTENEH IO H3MMBAHETO HA OTHOCHTENHO TOJIAMO KOIMHCCTBO
TEUHOCT 32 KPATHK NEPHOA. AKO Bb3HHKHAT CTOMALIHO-IPEBHH CHMITTOMH, IPHEMBT Ha Esnpodank

TpaGBa a 66/ BpeMeHHO 3a6aBeH MM NPEYCTAHOBEH I0KATO CHMITOMKTE OT3BYYAT.

MedDRA 6aza dannu Yeemoma no MedDRA xoneenyuama

HO CUCMEMO-OP2aHKU

KAacoee

Hevecmu (> 0,1% - 1%) | Mnozo pedwu ( <0,01%) | C Heusgecmua

yecmoma
(He € BLIMONCHO
da ce onpedent Ha
fasa HAMUYHUME
OaHi).

HapyweHHs Ha AHapunaKTHYEH WIOK

HMYHHATa CHCTEMA

HapyweHua Ha Jexupaparaius,

MmeTabonuIMa | Hapymenus Ha

XpaHEHETO eNeKTPOIMTHTE
(XHUOKaILHEMHS,
XHIOOKAIHEMHS,
XMIIOHATPHEMHS )

TIcHxuyHY HApYLICHHS

bescpHue

HapyuieHns Ha
HEPBHaTa CHCTEMA

HeBponornyHy eeKTH,
BapHpallii OT Jiexa
AE30pHEeHTAlMs 10
reHepani3upaHn
[pHTIaAbLHM, KATO
HOCNEeACTBHE OT
NPOMEHEHHTE CEPYMHH
HHBA Ha eNEKTPOAHTHTE
(ex. HapyIeHns Ha
MeTabomnu3Ma |
XpaneHeTo)

ChpevHy HapylleHHs

CbpAcyHH apHTMHH
Taxuxapnns

PecupaTopHH, IPhAHH
H MeIHACTHHAITHH

BenoapobeH OTOK,
pHHOpES, BEPOATHO C

H NOAKOXKHATa ThKaH

HApYileHHus anepruycH NPoK3XoA
O6111% HAPYIICHHS O6mo HepasnoioKEHHE
Hapymenns Ha koxara Y pTHKApHs, IE€PMATHT,

BEPOSTHO C AJICPrHYeH
HPOH3XOL,




Rabenexcxa:
B nurteparyparta ca cbOOINEHH ABa Cyvas Ha CHHAPOM Ha Mallory-Weiss, KaTo OCJEICTBHE OT
TMOBPBHIAHE CIIEJ IPHICKEHHKETO HA MAKPOrOJI-Ch/(bPKALIlH PA3TBOPH 32 IPOMHABAHE.

CrofinaBane Ha HEREAAHN peakilHy

AKO ONYYHTE HAKAKBH HEXE/AHH NEKAPCTBCHA PEaKUMH, yBeloMeTe Balus nekap Wi hapMalesT.
ToBa BKNIOUBA BCHUKH Bb3MOKHH HEOMHCAHH B TA3H JHCTOBKA HEXENAHH Peaxituy. MokeTe ChLuo A2
chOOIMATE HEXENAHH PeaKUH JHPEKTHO Ypes:

HanbnuuTenna areHUHA Mo IeKapcTeaTa

yi. Jlams I'pyep” Ne 8

1303 Codusn

Ten.: +359 2 8903417

yebcalit: www.bda.bg

KaTo chofillaBaTe HEXeNaHH PeaKIfi, MOXeTe Ja AafieTe CBOS NPHHOC 3a [0y 1aBaHe Ha TOBEHC
yHGopMalHs OTHOCHO GE30MaCHOCTTa Ha TOBA JIEKApCTBO.

5. KAK JA CbXPAHSABATE EHZO®AJIK
CuxpanspaliTe Ha MACTO, HEJOCTBINO 32 [eNa.

Caine: HaMa criellHanHy yclnosHs Ha ChbXpaHeHue.

VCIoBHATA Ha CHXPAHEHHE criell pasTBapaHe: [IpuroTBEHHAT pasTBOp 1a ce chXpaHsBa 3 yaca mpH
Temmepatypa moa 25 °C uin fa ce CpXpaHsba 1o 48 yaca B xnaganuek (2 °C- 8 °C).

He uaronzsaiite ERgodank ¢lell cpoxa Ha FONHOCT 0T6E/s3aH BBPXY KapTOHEHATA OTaK0Bka. CpoK®T Ha
FOAHOCT OTFOBAapA Ha MOCHEAHMA AEH OT MOCOYCHUA MECEL.

HeR3no/I3BaHuAT NeKAPCTBEH NPOAYKT HIH OTNaAbYHHTE MATEPHATIH OT HETO TpsaOBEa Aa C€ M3XBBPAAT B

ChOTBETCTBHE ¢ MECTHHTE H3HCKBAHMA.

6. CBHIBPXKAHHE HA OITAKOBKATA H JOITHJIHHUTEJNHA HHOPOPMAITUA

Kakso cuanpxka Engodanx

- AKTHBHITE BelllecTBa B 1 caule ca: Kajies Xn0pHAa 0,185 g, HATpHER XJIOpH] 1,400 g, HaTpHeB
xugporenkapbonar 0,715 g, maxporon 3350 52,500 g

- TpyruTe CHCTAaBKH B 1 caille ca: 3aXapul HATPH, OBKYCHTEJI IOPTOKAJl H MAPAKy#, KOMCHACH
6e3B0/icH CHIIMIHEB JHOKCH]L

Kax marnexna Exgodank 1 KakBo ¢ChAbpKa 0NaKOBKATA

Onmucanne: 6an npax

OnakosKa: caute ¢ Hokpupen MaTepuan xaptus/Al/PE.
KaprtoneHa KyTHs, CEABpKAIIA 6 camera

TIpaTexkaTed HA pa3spelieHHETO 32 ynotpefa B MPOM3BOAHTEN

Dr. Falk Pharma GmbH
Leinenweberstr. 5
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