
VIIATCTBO 3A IIAIIMEHT

Osoj sek e mpeqMer Ha HOIIOJIHWTOJICH MOHATOPHHT. OBa Ke OBO3MODKM 6p30
HICHTA@HKYBAR€E Ha HOBM Ge36erHocHu nHbopmMaunu. MoxeTe Ja TIOMOTHETe co
IpnjaByBarbe Ha Guro KaKBU HCCAKQHH eDeKTH IIITO More na Tu xoGyere. Buyete Ha KpajoT
OA HenoT 4 3a Toa KaKO a TU IPHjaBuTe HecakaHuTe EDEKTH.

Ipex ynorpe6a Ha JICKOT BHAMaTeIHO HPOHHTAÏTE TO YHATCTBOTO.

Yyeajme 20 ynamcmeomo. Moscebu ke mpe6a da 20 npouumame noemopno.
AKO umame Öononnumennu npauarva, obpameme ce kaj Bawuom dokmop unu hapmayeem.
Oeoj nex Bu e npenuman Bam nuuno u ne mpeba da um 20 dasame na Opyeu nuya, budejKu
JMO0IC6 da um HAWMEMU Ôypu U AKO HUSHUME CUMNMOMU ce ucmu Kako Bauume
Axo nouyecmeyeame buno Kakoë Hecakan edbekm pazzoeapajme co Bawuom Ooxmop unu

apmayeem, GKAVUUMENHO U 61LJZO KCK6O JOOICHO HOCCKCHO dejcmeo umo He € ONUWAHO 60
oea ynamcmeo. Budeme den 4.

BHATpelWHOTO YII2TCTBO COAp'KH:

2 [mo mopa da snaeme, npeù da 3ememe Kepenoua
3. Kaxo 0a 20 3ememe Kepenoua
4. Moscnu necakanu dejcmea (edbermu)
5. Uysame upox na ynompeba na Kepenoua
6. Codpacuna Ha nakysare u Opyeu unqopmayuu

[mo npemcmaeyea Kependua u sa umo ce ynompebyea1.

Kerendia® / Kepenana 10 mg puaam-0610%xeHn TaGneTH
Kerendia ® / Kepenana 20 mg baam-0610%xeHn TaGueTH
finerenone

Mme u ajpeca Ha HOCHTCJIOT Ha ogoGpennero 3a CTaBalbe BO IIPOMET:
Bayer doo Ljubljana, [Ipetcrasyumtso Cxomje
Va. Antou llonog 6p.1, JIOK.4, Me3., 7aM.2

me un anpeca Ha HPOH3BOAHTENOT:
Bayer AG, Kaiser Wilhelm-Allee 51368, JIegepkysen, T'epmannja a ON
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Bayer farmacevtska druZba d.o.o., Jby6JBaHa, Cnopenuja n 02

1. [ro npercrasysa Kepengna u 3a IITO ce ynoTpe6yBa
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Kepennna dmHepeHoH. DuHepeHOH ne wT O OnoKupa
nejCTBOTO Ha OApeeHH XOPMOHH (MHHEPAJTIOKOPTHKOHAH) KOM MO3K2T Aa TH TeTaT OyOpe3uTe u

CPLIETO.
Kepenjma ce KOPHCTH 3a TPeTMAH Ha BO3PACHH CO XPOHHYHA 6y6pexna Gorecr (co
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a6HOPMAJIHO IIPHCYCTBO Ha IIPOTCHHOT an0yMuH BO YPHHATA) Kaj HAHHEHTH CO AMjabeTec Tun 2.
Xponnunara GyGpexHa 6OJIOCT e HonropouHa CocToj6a. DyHk1mjaTa Ha pamHTe 6y6pesu ce
BJIOIYBA TIPH OTCTPaHyBarse Ha OTIIAIIHITC MQTCPM M TCHHOCTHTC OF KpBTa. JlnjaGerec Tun 2 e
Kora BAIMETO TCJIO He MO2KC Ja TO OHPXKYBA HHBOTO Ha IeKep BO KpBTa HOPMaHoO. Bameto Teo He

HPOH3BEHYBA HOBOJIHO XOPMOH HHCYJIHH WIM He MOXE HpaBHJIHO Ja TO KOPMCTH UHCYIIHHOT. Opa
AoBenyBa 110 BACOKO HHBO Ha INeKeP BO KPBTA.

2. rpe6a aa 3HaeTe npex aa 3emeTe Kepennna

He 3emajre Kepenxua ako
CTE alepru4HH Ha DAHEPEHOH WIM Ha Koja Gullo Apyra cocTojka ON OBO)j JIEK (HaBeJeHH BO

zen 6)
- 3CMQTO JICKOBM KOM HpHNAÏAAT Ha rpynata ,,CANHA AHXAOUTOPA Ha CYP3A4", Ha rpamep

- HTP2KOH23OJI WIM KETOKOHA301 (3a JIeKyBalbe Ha TAÖHYHH HHEKILAA)
PATOHABHP, HIIH KOOHUHCTAT (3a JIEKyBärbe Ha XMB underumja)

- KIAPHTPOMHUHNH, TCJIHTPOMHIIHH (3a JIEKYBArbe Ha GAKTEPACKA HHDEKHAH)
Hbs3oaoH (3a JIeKyBarbe Ha Jenpecyja).

- uMate AJIHCOHOB2 ÖONECT (Kora BalueTo TCJIO He IIPOH3BCIIYB2 AOBOJIHO XOPMOHM LEKOPTH30JI
H ,,aJIOCTepoH")..

IlpeaynpenyBarma u Mepku Ha HPETHAZIABOCT
PasroBapajre co BalHOT HM dapMauegT npex na 3emere Kepennna HOKOJIKY UMaTe
HekKoralll BA OHJIO KakaHo aeka HMATE BHCOKO HUBO Ha KaJIMyM BO KPBTA.

- TCIIIKO ry6eme Ha PyHKIMjara Ha 6yGpesuTe um OyOpexHa HHCypulMeHIyja.
JMEpEHH WIM TEIIKA NpoOemu CO LPHHOT APO6.

- Onara, yMepeHa nm TCIIIK2 cpueBa craGocT. Bammero cpue He IyMIa KpB Kako IIITO Tpe6a. He
ACHYMIIYBA PIOBOJIHO KPB OA CPIICTO CO eH OTKyLaj.

TecToBu Ha KpBTa
Co OBHC TCCTOBM CE MpoBepyBa B2IIICTO HMBO Ha KAJIHyM H Kako (byHKIIHOHHPAaT BAUHTE
6yGpe3n.
Kopuctejku TH Pe3yITATHTE ON BAIATe TeCTOBH Ha KPBTA, BaAIIMOT JIEKaP OJJIYAYBA
MoxeTe a 3anodHeTe Ja 3emaTe Kepexzua.
Ilo 4 Hexenu ox 3eMmarseTo Ha Keperrma, Ke mpaButTe IIoBeke TCCTOBM Ha KpBTa.
Bamuor rekap Moxe Na ja TECTHpa BAUIATA KpB U BO APYrO BpeMe, Ha IIPUMep doneka 3eMaTe

OAPeAEHA HEKOBH.

Jeua u AAOJIECIHIEHTH
He ro aaBajTe oBoj JICK Ha ella 11 ANOJIECLEHTU non 18 roxnnu Ougejku cè YIITE He € IIO3H2TO

nanu e 6es6eneH x BO OBaa BO3pacHa rpyna.

Apyru aekoBu u Kepennna
KaxeTe My Ha BalHOT J1EKap HIM dapMalleBT ako 3eMaTe, HCOAICM
semare apyru nekopu Bammor ke BM KaKe KOM IeKOBH MO ea ru-3eMA# €} IIIMOT

jlekap MoxeGu Ke TpeGa Ja ja TecTHpa BalliaTa KpB 3a la ce yBepu lx
Lat

He cmeeTe aa 3eMaTe JICKOBM KOM TIpHrIafaaT Ha TpynaTa ,,CAJIH
Aoneka ro 3emate Kepennna (Bun xen 2 „He 3emajre Kepenjma ak

ee 3A4"
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PasroBapajTe CO BalMOT JIeKap HIN dapMalleBT ako 3eMaTe NPyTu JIEKOBH AOJIEKa 3emaTe

Kepennna, oco6eHo
- aKO 3eMeTe Ha IIPHMCP

- aMHJIOPHA WIM TPHAMTepeH (3a OTCTPAHYBAH€ Ha BHIIIOKOT BOIIA OA TOJIO

npeky YPAHATA)
- EINIEPEHOH, ecakcepeHOH, CIHPOHOJAKTOH JIM KaHpeHOH (JIeKOBH CJIMHHH Ha

(buHepeHor)
- TPHMETONPHM, WIA KOMOHHANHjA Of TpHMeTONpHM M cy.IbameTokcason (3a

JIeKyBarbe Ha ÖaKTEPHCKH AHŸEKIAH)
- HIOII2TOIH Ha KAJIHYM, BKJIYHHTCJIHO M HCKOM 3aMeHH 3a COU

WIM aKO 3eMaTe APYTH JICKOBH KOM MOKCC JA TO 3TOJICM2T HHBOTO Ha KAJIHyM BO KpBTa. OBHe
JICKOBM Moxe za 6HJI8T HeOe36eHH 3a Bac.

- AKO 3eMeTe Ha IIPHMEP
- CPHTPOMHIIHH (3a JIekyBalbe Ha 6QKTOPHCKM HHDeKIMH)
- Bepamamum (3a Ha BHCOK KPBCH TIPHTHCOK, OomkKa BO rpaguTe u 6p30

yyKäfbe Ha cpueTo)
- dIyBoKkcammn (3a JIekyBaHe Ha Nenpecnja M „OTICECHBHO-KOMIIYJICHBHO

- padbamnnyHH (3a JIeKyBarse Ha GaKTEPACKA HHŸEKLAH)
- Kap6aMa3ennH, OCHWTOHH WIA heHo6apôuTan (3a JIEKyBälbe Ha erHJIenCHja)
- KAHTAPHOH (Hypericum perforatum) (xepOanen sek 3a JIéKYBARE Ha Jerpecuja)
- ebasnpenHn (3a JICKYBQHC Ha XHB undexunja)

WIM aKO 3EMATE APyTH JICKOBH KOM HPHHATAAT Ha MCTHTC TPyIIM Ha JICKOBH KAKO OHNE HABCJIEHH
norope (onpeneHn „HHXHÖOHTOpn Ha CYP3A4" x „HHAYKTOopu"). Moxe ga HUMaTe TIoBeke
HecaKaHH ebekTu um KepeHnma Moxe a He JesyBa KQKO LITO Ce OyeKyBa.

AKO 3EMATE HEKOJIKY APYTH JICKOBH 32 HAMAJIyBAlbe HA KPBHHOT IIPHTHCOK. BAIIIMOT JTeKap
MoxeOu Ke TpeOa Na TO CJIEIIA BQIIIHOT KPBEH NPHTHCOK.

Kepennna co xpaHa H NIHjaJIoK
He jagere rpejndpyT 41H nujTe cox of rpejndbpyT ce noneka 3emate Kepennma.
AKO ro mpaButTe Toa, Moxe Ja A06HeTe mpemHory @uHepeHoH Bo KpBTa. Moxe na Mare
noBekKe HCCAKAHM (MOXKHHTe HECAKAHH e*eKTH Ce HaBeeHH BO ICJIOT 4).

bpemeHocT u aoeme
AKo cTe ÖpeMeHH HIIH AOMTe, MHCJIHTC Weka MoxeGu CTe OpeMeHa WIM IIJIQHHPQTC JA HMATE

GeGe, NpalliajTe ro BAIIHOT IeKap HIM dapMalleBT 3a COBCT pena ro 3eMeTe OBOj JIEK.

bpemeHoct
He Tpe6a aa ro 3eMaTe OBOj JICK 3a BpeMe Ha ÖPeMEHOCTA, OCBeH QKO BCIIIHOT JIeKap He HaBeze
qeka € jacHo HEONXOAHO. Moxe Ma HMa pusHk 3a HeponeHo Gebe. Bawuot ZoKTop ke
pasroBapa 3a Toa CO Bac.

Tpe6a ma KOPACTHTE CHrypHa 3allITHTa 32 KOHTPOJA Ha par: © MODKHOCT Ja
3a6pemenute. BaninoT rekap Ke BH 06jacHA KaKOB THI Ha 3

MOXKETE A KOPHCTHTE.

Ha parameTat

OCHE iso
rHe Tpe6a Ja AouTe JOJIEKa ro 3eMaTe OBO] Moxe za My Hand Toge!>
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Boseme u pakyBalbe CO M2IIIMHM

Kepenjna HeMa BIIHjJaHME Bp3 CIIOCOÖHOCT 3a BO3eHe WIM pakyBarbe CO MAIIAHH.

Kepennna COAPDKM 1AKTO3a
AKO BalIMOT JIeKap BH KaXKAJI WeKa HMATE HETOJIEPAHLMja Ha HeKOU Wekepv, KOHTAKTHPAÏTE TO
BALUHOT JHEKaP TPE] Aa TO 3eMeTe OBOj JIEK.

Kepennna COJPKH HATPMYM .

OBoj JICK coxpxA noMarky ox 1 mmol HaTpuyM (23 mg) no TaOmeTa, LITO 3HaUH CJYIIITHHCKH
„6e3 HATPAYM".

3. Kako za 3emere Kepenana

CeKoram 3eMajTe TO OBOj JIeK TOHHO KaKO WTO BH KaXKaJI BalHOT JIKaP WIM cbapMallesrT.
IIpogepete kaj BAIHHOT HeKap HIM dapMaueBT HOKOJIKY He CTe CATYPHH.

Kouxy Tpe6a 1a 3eMeTe
IIpenopayanaTa 4 M2KCCHM2JIH2T2 AHeBHA A03a Ha OBO)j JICK € exHa Ta6nera O7 20 mg.

- Cexorall 3emajTe equa TaGneTa exam xHeBHo. CeKoja TaOneTa coxpxu 10 mg unu 20 mg
tbeHepeHoH.

- HoyeTHaTa A034 3aBucH OF Toa KOJIKY x06po byHKIMOHHpaaT OyOpe3n. 3a 1a ro
NPOBepHTe OBA, BAIIIMOT JIeKap Ke BH HanpaBu KpBHa CJIAKa. PesynraruTe My IoMaraaT Ha BallIMOT

JIeKap Ja OMIVAH JAH MODKCTC Ja ganouHeTe co eqna TaGsera of 20 mg nin 10 mg exam
AHEBHO.

Ho 4 wegen BalHOT Jekap TIOBTOPHO Ke BH HalPaBH KpBHa CJIAKa. BalnHoT mekap ke
OJIYUH 3a TOUHATA 103a 3a Bac. OBa Moxe za Ouge enHa Ta6neTa of 20 mg um 10 mg exxam
AHEBHO.

Ba1mor JOKTOp MOXE MCTO Taka Ja BU KaKe TIPHBpeMeHTO Aa TO IIPCKHHCTC WK TpajHo NA ro
HpeKHHETE 3eMarbeTo Ha Kepenma.

BauoT JeKap MoXe Ma OAMIYUH 3a IIPOMEHH BO BallIMOT TPOTM2H MO TCCTHP2HCTO Ha Balata KpB.
Buan "Tecrogx Ha KpBTa" Bo Jen 2 3a noBeke HHPOpMaLNH.

Kako aa ce 3eMe OBOj JIeK
KepeHzua ce 3eMa npeky ycTa. 3emete KepeHnna Bo ucTO BpeMe ceKoj ICH. OBa BH TO oJecHyBa
3AIIOMHYBArbETO.

IIporostajte ja Ta6neTata
- Moxere na ro 3eMaTe CO Yala BOX.
- Moxere na ro 3emaTe co HIM 6e3 xpaHa.
- He 3emajre ro co cox og rpejndpyt usu rpejn Ha co xpaHa u

nHjaroug" Bo Jen 2 3a r10BeKe MN. m

AKO He MoxeTe AA ja TOJITHCTC TaOeTaTa Wea, MOXETE NA
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- H3memajTe ro CO BOJà WIM MeKa Xpana, Kako Inpe ON j
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3eMeTe BeJIHAIII

4



Ako 3emere noBeke Kepenana OTKOJKy IIITO Tpe6a
PasropapajTe CO BalHOT J1eKap MIM PapMalleBT aKO MHCJIHTC AEKa CTE 3EMAJIE IIPCMHOTY OA OBOj
JIEK.

Ako 3360paBuTe Aa 3eMeTe Kepenuna
Ako 3a60paBuTe Ja ja 3eMeTe TA6JIETATA BO PCHOBHO BpeMe TO) eH
> 3emere ja Tab1eTaTa BEAHAIN IIITOM Ke ro 3a6enexKHTe TOj IEH.

AKO IIPONyIITUTE HeKoj JeH
> semere ja crenHaTa TaOseTa CIIEIIHHOT eH, BO BaLlleTO peqOBHO BpeMe.

He 3emajte 2 TaOseTH 3a aja HagoMecTuTe 3a6opaBeHaTa TaGJieTa.

Ako npecTaHeTe aa 3emaTe Kepenqua
IIpecranete a 3emaTe KepeHzua camo ako BH KayKa)l BAIUMOT JIEKap.
Bammor nekap Ke OAJIy4H HO TCCTHPQHCTO Ha KpB.

AKO HMaTe JONOJHUTeIHM npamarsa 3a yIIOTPe6aTa Ha OBOj JIEK, npalajTe ro BAIIHOT JICKQP KIM
papmauesT

4. Moxnn Hecakann AejctBa (ebekTu)

Kako y CHTe JeKOBH, OBO] JICK MO3KC Ja Ipequ3BuKa HeCAKAHH eDeKTH, Wako He ce IOjABYBAAT Kaj
cekoro.

Moxuure HecaKaHu ebekTH ce:

Kako u CuTe JIEKOBH, Taka U OBOj JICK MOxe Ja IIPCIIM3BMKQ HECAKAHH e*eKTH, HAKO He ce jaByBaaT
Kaj CHTe.

Hecakann KOM B2IIIMOT JIOKQP MODKO Ja TH BHAH BO Pe3yJITATHTE ON TECTOBHTE HA

KCPBT2
MHOry 4eCTH (Moxe Na BrHjae Ha HoBeke og 1 og 10 nyfe)

- BHCOKO HHBO Ha KAJIHYM (XHIIePKATIEMHja)
Moxnu 3Hall Ha BHCOKO HHBO Ha KAJIHyM BO KpBTa MOXE a BKJIVUYBAAT CJAGOCT HJIH 3aMOP,
YyBCTBO Ha MAHHHHA (razeH€), BKOHAHCTOCT BO palleTe U YCHATE, TPHCBM BO MYCKYIUTE, HAMAJIEH

nyJIC.

yecTH (Moxe za Bryjae no 1 ox 10 nyfe)
- HMCKO HHBO Ha HATPHyM (XHTIOHATpeMNja)

MoxHH 3HalM Ha HHCKO HHBO Ha HaTpHyM BO KpBTa MOXE Ja BKJIHYBQQT UYBCTBO Ha MAYHHHA

(rayere), 3aMop, TIIABO6ONIKA, KOHby3Hja; MYCKyJIHa CHAOOCT, CHA3AM WIM
- HaMay1yBarse Ha dyHk1mjaTa Ha 6yÖpesute Kou ja DAITPAP (Crankara Ha

- BKCOKO HHBO Ha YPHHHA KACENHHA (XHTIepypHkemuja)

HaMaJIeHa rioMepyJlapHa (PuITpalnja). ve DHE
AyWEN4

HEBOOÖHYAEHO (Moxe Na BIMjae Ha 210 1 on 100 yre)
HaMaJlyBalbe Ha HPOTEHHOT (XEMOTJIOOHH) KOj CE Haora BO Bal a.

fa mx

5 Siy KU?
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Apyru HecakaHu edexTu

yecTH (Moxe na BHjae no 1 on 10 nyre)
- HP3OK KpBeH NpHTHCOK (XHNOTeH3Hja)

MoxHH 3HALH Ha HH3OK KpBeH IIPHTHCOK MOKCC Ja BKy4yBaaT BPTOTIIABULA, 3AIICMETEHOCT,
HECBECTHLA.

(NPYPHTyc)

Ha HeCAKAHH eteKTH
Axo x06neTe Guro KaKBH HeCAKaHH edexTH, pasroBapajre co Bawmot nekap. Opa Tu BKJIY4yBa H
CHTC MOXHH HECAKAHH edexTu LITO He Ce HaBeJIEHH BO OBA YIIATCTBO.HecakannTe OA HEKOBHTE MODKO Ja TH npyjaBute Bo HaHMOHANHAOT HEHTAP 3a
PapMakoBHrHNAHLA HPH ATEHIMjaTa 3a JICKOBM H MeAMIMHCKH CpencTBa (ya.CB.Kupun u Merozu)
6p.54 kar 1), no eIeKTPOHCKH Nat npeky Be6 CTpaHaTa Ha Aren1mjara http://malmed.gov.mk/ miu
ao HocHTenoT Ha ox06peHueTo NO CJICKTPOHCKH Nat Ha medinfo.macedonia@bayer.com.

Co npujasyBaHe Ha HecakaHuTe edbeKTH, MOxe Ja TIOMOTHeTe Ja ce o6e36e]aT ToBeke
wHdopmarun 3a S6e36eQHOCTa Ha OBOj JIEK.

5. UyBame nm pox Ha ynoTpe6a na Kepennna

Yyeajme 20 060] nek nodanery où BudHO u Oodam na deya.

He kopuctete ro OBOj JIeK no AaTyMOT Ha HCTEKYBAHE€ KO] € HaBeyeH Ha Gracrepor M TIAKYBArbETOno EXP. JlaTyMoT Ha uUcTeKyBalbe Ce OJHECyBa Ha IIOCJICIIHMOT ACH OA TO] MECEN.

OBoj ex He Gapa NoceOHH YCJIOBH 3a CKNAIINPArLE.

He prajre HAKaKBH JICKOBH BO oTmayqHa Boa WIM AoMam1en oTnay. Ilpamajre ro BamuoT
dbapMalleBT Kako Ja TU DpruTe JICKOBTC WITO TIoBeke He TU KOpACTHTE. OBye MepkH Ke TOMOrHaT
Aa Ce KABOTHATA CPEAAHA.

6. 6. CoapxnHa Ha DAKYBAHRETO H APyTH HHbOPMAUHHA

coxpxa Kepennna
- AKTHBHATA CyTIcTaH11mja € PHHEPEHOH.

- Cexoja TaGnera Kepenana 10 mg punm-0610xeHa raGrera conpxu 10 mg dupeHoH.
- Cexoja Ta6rera Kepenaua 20 mg bunm-0610xeHa Ta6nera coxpxu 20 mg bupexou.

- JIpyrute cocTojkn ce:
- Janpo Ha TaGjieTa: MUKPOKPHCTAJIHa HEJYHO3a, KPOCK2PMCJIO38 HATPAYM, XHHPOMENO3a

2910, xakro3a MOHOXHAPAT, MarHe3HyM creapar, HATPHYM T Bun »Kepenana
COAPXH WaKTO3a Kepennna conp>KH HaTpuym" Bo Zeno 2 3a TIO Hidepmäty1n,.O6nora 3a TaGreru: xuNpomeno3a 2910, THTQHHYM AUOKCH ot

Xere3eH OKCHA UpBeH (E 172, camo Bo Kepennna 10 mg
ONTO KENEZEH OKCHA (E 172, camo Bo Kepennna 20 mg

Nes
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Kako nars1ena Kepennna u coxpxuara Ha nakyBamero
Keperxua 10 mg TaGneTH ce PO3eBH MH OBAJIHO-H3NORKEHH, Kosrn 10 mm u
WHpoKu 5 mm, co 03Haka ,,10" Ha e1HaTa cTpaHa u „FI" Ha apyrata crpana.

Kepennna 20 mg pnaM-0610xenu ce KONTM A OBAJIHO-H310/KEHA, Jonru 10 mm u
UIMPOKH 5 mm, co 03Haka „20" Ha e1HaTa CTpaHa u „FI" Ha npyrata cTpaxa.

Kepennna e AoctTanna BO KQPTOHCKM KYTHM KOM COJPKAT
-28 purM-06710%xeHH TA6JIETH.

Haunu Ha u31aBake Ha JICKOT
JlekoT Moxe Ja ce 434aBa CaMO co JIeKapcKu penent (P).

bpoj Ha o106penHeTo 3a Ha JICKOT BO

Kepenana 10 mg - 11-5304/2, 26.10.2022
Kepenqua 20 mg - 11-5303/2, 26.10.2022

s
Jlarym Ha nocrexHa peBH3Hja Ha BHATPEMHOTEYHATCrB0-
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