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BHATPEIIHO YHATCTBO: HHPOPMAITAJA 3A HAKHEATH

ITpen ynorpefia Ha J€KOT BHHMATCARD NPOYUHTAjTE FO YIATCTEOTO.

& Yeajime 2o ynamcemeomo. Mosicebu Ke mpeba 0a 20 NpoNHMANe ROBMOPHG.

e Axo umame SONOIHWRETHY RPAWAILA, COSEMYeajme ce co sawutiom Aexap wiu dapmayesm.

o Ogof Aex 8u € RpENUNIGH 8aM AUYHO U He mpeba 0a uM 20 Oasame Hd Opyau Auyd, 3aMoa Wino
MODICE 0 uM Haumemu QypU ¥ aKO KUBHIINE CUMIIMOMM C2 UCIH KaKO U sauume.

o [oxonxy mexoe o0 uecaxamume Ogjcmsd cmade Cepuosno wiy axo sabenejcume Hexoe
HECAKAHO OfEIMEO KO HE € RABLDEHD 60 08A YNAMICINGO, COBEMYBAJME CE CO BAUINOM AeKAD

win apmatieom.

Bo 0Ba yIAaTCTEO!

1, HIto npetcTaByea JekoT BancakoMGH # 3a miTa ce yrnorpebysa
2. lllTo Tpeba ma 3Haere npea aa ro 3eMeTe AekoT BancaxoMbu

3. Kako ja ro zemare nexkot BancakomGn
4. MoxHU HecakaHH JgjcTBa

5. Yypame ¥ pox Ha yniotpeba Ha nexot BancakomGu

Valsacombi - Bancaxomba ¢unm-o6iaosxenn Tabaern 80 mg/12,5 mg
Valsacombi - Bancakombn dnam-obaoxenn raGaers 160 mg/12,5 mg
Valsacombi - Baacaxombn pusm-o0m0mxene Tabnern 160 mg/25 mg
Valsacombi - Bancaxomtu pniaM-obnoxkenn rabuers 320 mg/i2,5 mg
Valsacombi - Batcakombn duam-obnoxenn rabaern 320 mg/25 mg

Valsartan/Hydrochlorothtazide

- Axmusna cynemanyuja: BancapTaH ¥ XHAPOXIOPOTHAIH.
Cekoja puam-o6noxena Tabnera na aexor BancakombOu og 80 mg/12,5 mg coapxu 80 mg
pancapTad ¥ 12,5 mg XMApoXI0pOTHA3HT.
Cekoja dunm-oBnoxena Tabneta na nexor Bancaxomby ox 160 mg/12,5 mg conpxu 160 mg
Bancapran M 12,5 mg XHAPOXNOPOTHAZHA,
Cekoja uam-obnoxena Tabnera Ha nexot Bancaxom6i oz 160 mg/25mg conpxn 160 mg
BasicapTaH H 25 mg XHAPOXJI0POTHAZHIL
Cexoja dumm-o6noxena rabnera Ha nexor Bancakombu of 320 mg/12,5 compxyt 320 mg
pancaptay i 12,5 mg xuupoxnoporiasyi.
Cexoja duiim-obnoxena Tabaera aa nexoT BancakoMGu of 320 mg/25 mg coppxu 320 mg
BATNCAPTAH M 25 Mg XUAPOXAOPOTHATHS.

- Homowru cynemanyuu: MUKPOKPUCTANHA NEITYN034, JIAKTO3a MOHOXHPAT, MalHE3RYM
CTEapar, HATPHYM KPOCKapMeno3a, TORKUACH H KONOHIHA 6e3B0HA CHITHKA RO jafipoTO Ha
Tabnerara, Kako M XHOpOMENO3a, THraHIYM gHoKekA (E171), Makporon, npeeH Kemezo OKeHA
(E172) - camo Bo dunm-obnoxennte TaGners ox 80 mg/12,5 mg, 160 mg/12,5 mg, 160 mg/25
mg # 320 mg/12,5 mg, xonr xmeneso oxeup (E172) - camo Bo dunm-oBnoxenure Tabneryn ox 80
mg/12,5 mg, 160 mg/25 mg u 320 mg/25 mg - ro dhunm obeuskata na Tabnerara.

QunM-obnoxkenute Tabmetd Ha nexoT BancakoMbu om 80 mg/12,5 mg ce posesw, opanun

OBKOHBEKCHH.

Dunm-obnoxenmTe Tabneti Ha nexoT BancakomBu ox 160 mg/12,5 mg ce upseHo xadeny, oBanHu,

OMKOHBEKCHH.

DunmM-oGroxkeHnTe TabinetH Ha nexor BancakoMbu om 160 mg/25 mg ce cBeTIO-KadieHHn, OBanHM,

OHMKOHBEKCHH.

OHKOHBEKCHH.
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Danm-obnoxkenute Tabnetn wa snexoT BancakomGu on 320 mgf25 mg ce Bmeno xonTH, OBAIHM,
GUKOHBEKCHY, CO pa3fieliHa NHHHa Of eqHaTa cTpaHa. Tabnerara MoxXe Aa ce NOJENH Ha ABE SAHAKBY
HOJIOBHHH.

Dunm-obnoxenure TabneTd Ha nexor Bancakombu oa 80 mg/12,5 me, 160 mg/12,5 mg u 160 mg/25
mg, 320 mg/12,5 me 1 320 mg/25 mg ce JOCTaNHH BO MakyBaka on e 3¢ dunm-oGnoxeny TabneTs
RO DHCTEpH.

Hme u axpeca HA HOCHYENOT HA OX00peHHeTO 33 CTABAK:E BO WPOMET
KPKA-QAPMA JOOEJ Cronje, yn. Xpucto Tatapuen-1, 6poj 101, 1000 Ckonje, PemyGnuxa
Makanonnja

He ¥ anpeca HA APOHIBOTATEIOT
KRKA, d.d., Novo mesto, SmarjeXka cesta 6, 8501 Novo mesto, Slovenija/
TAD Pharma GmbH, Heinz-Lohmann-StraBe 5, 27472 Cuxhaven, Germanija

1. IITOIPETCTABYBA JJEKOT BAJCAKCMBH H 3A IITO CE YIIOTPEEYBA

Bancaxombu dunm-obnoxeHuTe TabneTd COAPXKAT ABe AKTHBHH CYIICTAHIHM HapeueHH BAICApTan M
XHOpoxaopoTHasua. [ fpeTe cyNCTAaHUWM MMOMAraat RO KOHTPONATA HA BHCOKHOT KPBEH NIPMTHCOK
(xuneprenzuja).

- Baacapran ¥ npunala Ha rpyNaTta Ha JeKOBH NO3HATH Kkako “ONOKaTopH HA aHrdorenskH 11
pellenTopHTe” KOM NOMaraaT BO KOHTpoNlAa HAa BHUCOKHMOT KPHEH HPHTHCOK. AHraoteHand Il e
CYNCTaHIH]a BEO TENOTO K0ja MpEAM3BHKYBA CTECHYBAILE HA KPEHHTE CAfOBH, IIPH LITO HACTAHYEA
3TONEMYBALe Ha KPBHAOT NpHTHCOK. JlekoT Bancapran HejcTBYBa Ha TOj HAMWH IUTO o GROKHpa
nmejersore Ha anrdoTensHy I Kako pesynrar Ha Toa, HacTaHyea penakcallija Ha XpBHHTE CAIOBM H
HaMamyRame Ha KPBHHOT NPHTHCOK.

- XuapoxnopoTHasW ¥ NPHAATA Ha IPYNAaTa Ha JCKOBH HapeuyeAH THA3W/HM AAypeTHIM (MCTO Taka
no3pary kako "TaONeTH 3a MOKpeme"). XHAPOXTIOPOTHAINA IO 3rOMCMYBa H3TAUYBAKETO Ha YDHHA,
Ha TOj HA4RH HCTO Taka C& HaMaATyRa KPBHHOT IPHTHCOK.

Jlekor Bancakom6it ce KOPHMCTH 2a JIeKYBalbe HA BHCOK KPBEH IIPHTHCOK, KOj HE MOXE COOIBETHO A2
ce KOHTPOJIMPR CAMO CO BfHA CYNCTAHIMja.

BUcOKHOT KpBEH [IPMTHCOK IO 3TOfIeMYRa ONTOBAPYBAETO HA CPUETO M apTepuute, JIOKONKY e ce
NeKyBa, MOXKE Ja TH OIOTeTH KPBHHTe CafloBH BO MO3OKOT, cpuero W OyOpesuTe ¥ Moxe aa
TIpeAM3BHKa MO3OYEH yAap, cpuesa cnabocT WM caaboct Ha GySpesure. BHCOKMOT XpBEeH TIPHEHCOK
TO 3roleMyBa PH3KKOT o1 cplies yaap. Co Hamanysame Ha KPBHHOT IEPHTHCOK A0 HOpPMaNHa BpeHoCT
ce HaMa/TyBa H PHIHKOT 3a HacTaHyBAHE Ha OBHe 3abomyBaia.

2. UITO TPEBA JIA 3HAETE IIPEJ JJA TO 3EMETE JIEKOT BAJICAKOMSH

Henojte Aa ro 3emare aexot Baxcakombn:
- JOKOJIKY CTe aNePTHIHH Ha PalcapTaH, XHAPOXIOPOTHAsHA, ACPKBATH Ha cyndoHaMuz (CYNCTANHHH
KOM TI0 XEMWCKH COCTaB C€ CNHYHH CO XH/APOXNOPOTHA3HZA) HIM OHNO KGjA ON [OMOINHMTE
CYNCTaHIHH Ha OBOj IEK).

- Iokonky cTe GpemenH moseke of 3 MecenH (ce Mpenapadysa a ce w3lerHyBa emame Ha JIGKOT
Bancaxom6u nipH para GpeMesocT - NorjaeAHeTe Po ToUKa “BpeMeHocT H foeke™),

- IOKOTKY MMaTe Telllio 3a6onyBathe Ha HPHHOT ApoD, OUITETYBALE HA MANMTE XKOMYHH KaHAMH BO
NpHROT ApoG (OMnMjapHa IMpesa), INTO NOBEAYBa N0 TANOKERE HA JKOMYEATa BO LPHHOT Apob
(xonecraza),

- AOKOTIKY MMaTe Telno 3abonypaie Ha GyGpeaure,
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- DOKONKY He CTe Bo cocTojfa na npousBesieTe YpHHa (aHypHja),

- DOKONKY BH € NpecaleH BelrradkH 6ybper,

- HOKOJIKY HUBOTO Ha KANMyM MM Ha HATPHYM BO KPETA & TIOHHCKO OI HOPMANHOTO, WIIH ZOKOIKY
HHBOTO HAa XauIMyM BO KpBTa2 & IOBHCOKO Of HODMANHOTO M NOKpal Teparmjara,
- AOKONKY UMaTe THXT,

- ROKOMKY MMaTe NiekepHa SoiecT HilH O1FTeTeHa QYHKIAja Ha 6yGpe3nTe U ce NeKyBaTe co IEKORH 33
HaMayBame Ha KPBHUOT TIPHTHCOK KOW COHPIKAT ATHCKHpEeH.

JokonKy Hekon 67 0BHe cocTojfH ce ogHecyBAaaT HaR BAac, HEMOjTe Ja ro 3eMaTe OBOj JieK H
COBETYBA]Te ce c0 BANIHOT JeKap.

Buuere veoGeny Bruma edtnu co seror Bancakomiu:

CoBeTyEajTe 60 BAIMOT Jekap Wiu dapMaliesT npe) fa ro zemeTe nekoT Bancaxombu:

-{OKOJKY ‘3€MaTe NEKORH KOH ro [ITeHaT KalHyMOT, AOJATOLH BO MCXPAHATA KOH CONPIKAT KAAHYM,

3aMEHA 3@ COT KOja COApXKM KAMHYM HITH BPYIH JICKOBH KOM FO 3TONEMYBAaT HHBOTC Ha KalHyM BO

KPBTA KaKO HA IPHMED, XermapuH. Bamnor nekap noTpebHO € peoBHO i BY Io IPOBERYEa HABOTO Ha

KanHyM BO KpBTa.

-HOKOJIKY HMATE HaManeHo HHBO Ha KalHyM BO KpBTa.

-JIOKOJIKY HMATe TEWKO Nobpakathe HIH IHjapea.

-HOKORKY 3€MATE TONeMH H03H Ha TabneTH 3a MOKpeme (Y peTHL).

-ICKOJIKY HMATE Telnka cpiepa Gonect.

-ICKONKY HMare cpuesa cnabocT HIM cTe AoxuBeane cplles ygap. Crnelere rH BHHMATENHO

HHCTPYKLUHHTE HA BAIINCT ieKap & NI09eTHATA 1033, BanmoT nekap Moxke ia Bu ja nposepu paborara

Ha OyGpesnTe.

-ROKONKY HMaTe CTeCHYBaWmE Ha GyGpexHnTe apTepHu.

-JIOKONKY Heo/laMHA ¢Te HMarle TpAHCNNaHTanHja Ha GyGper.

-NOKOMKY MMaTe XHIepanaocTepoHnaam. Osa e Gonect npy koja HanOyGpesKHUTS HIIE30H CO3XABAAT

TpEroieMa KOJMYMHA Ha XOPMOHOT alfRocTepoH. JIOKDNKYy OBa ce OHHECYPa Ha Bac, HE ce

npenopauysa yrnorpeda Ha nekor BaticakomBH.

-ROKOAKY HMaTe 3a60yBamke Ha IPHHOT Ipob rmH Sybpesnre.

-BOKOJNKY HEKOTAlH CTe HMalle OTEKYBalke Ha Ja3HKOT H NHLETO NPE/IH3BHKAHO 0J] ANCPIHCKA peaKija

MpY 3eMalse Ha JPYT NEK Koja C& HAPEKYBa aHTrHOeAeM (Tyka cmaraar ¥ AKE RuXubuTOpHTE-TEKOBETE

KOM FO HAMATYBAAT KPBHHOT OPHTHCOK), COBETYBA|TE C& CO BAMIMOT JIekap. JOKONKY OBHE CHMITTOME

ce janyBaaT Kora ro aeMate JexoT BancakoMOw, pecTaHeTe BelHAII Aa To 3eMarte Nekot Bancakombu

H He ro 3emajre nosTopHo. [lorneateTe Bo ToukarTa 4 "MosxkHH HecaKaHy aejcTea".

-ZIOKONKY MMaTe Tpecka, McHil M Gonkd Bo 3rmofoBHTe, KON MOXKAT Ha OHAAT 3HAUM HA CHCTEMCKH

Nynyc epaTeMaTosyc (aBTCHMYHa boaect).

-ZIOKONKY HMaTe AujabeTec, IHXT, BUCOKO HHBO Ha XOJIECTepos AN TPUITHIEPHIM BO KPBTA.

-DOKOJIKY CTe MMane aneprickd peakiyd NpH ynoTpeGa Ha Apyrd CDEOCTBA 34 HaMANyBame Ha

KpEHHOT NPHTHCOK o oBaa rpyna (bnoxatopu Ha anrxotensul II penentopuTe) HAKM QOKONKY UMarTe

ANEPrHja BIM acTMa. '

-OOKONIKY MMATe HAMANYBalke¢ HA BUAOT HNM Gonka Bo oumre..Toa MOXe Ja ce CHMOTOMH Ha

3roNeMyBalhe Ha OYHHOT NMPUTHCOK H MOXKE Ha ce jaBaT BO POK O HEKONKY yaca A0 eOHa HeAena no

3eMameTo Ha Jexor BancakomOu. Oba Mosxe Ha foseje 40 TpajHO rybeme Ha BHAOT, AOKOIKY HE ce

nekyea. J{OKOIKY NperxofHo CTe GHAe anepridHH Ha NEHHIWIHHY MM cyadbOoHaMHEH, MOXere Aa

Oujere HIIMGKEHH HA MOTONeM PHIMK 32 TpajHo rybee Ha BUOT.

~JIEKOT MO¥e /12 IPEeAH3BHKA 3rojieMeHa OCETIIMBOCT Ha KOXKATa Ha COHLE.

-JOKOMKY 3emare Hekoj Of CRSIHMBE HEKOBU KOM CE KOPHCTAT 32 JICKYyBAHE HA BUCOK KDBEH

IPHTACOK:

- -MHXUOHTOp (M4 NpHMMCD CHANANIPHN, NH3HHONPHA, PaMHHOpPHIN), ocoleHo ako Hmare

nipo6neMu co 6y6pesuTe IOBPIaHH o JHjabeTec.

— AIMCKUPEH.
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Bammor nexap Tpefa ia BplIM pejoBHA KOHTpola Ha paGoTrara Ha Bammite GyOpes, KpPBHHOT
MPHTHCOK, KaKO H Ha KOJIMTHHATA Ha ENeKTPONHTH (Ha IPAMep, KaluyM) BO KPBTA,

TTernennere Bo TodkaTa: "HeMojTe j1a ro seMate nekot BancakomBu®,

Mopa na ce coserysare CO BalIHOT Jiekap JOKONKY MHCIHTE IeKa cTe (HIH GH Moixene fa octaHere)
6pemenn. Jlexor BancakomBu He ce npenopauypa RO pana SpeMEHOCT H HE CMCE Jia ¢e 3aMa IOKONKY
cTe bpeMeHH NoBeKe OX 3 MeceuH, 3a70a WTC MOXe O3 CEPHORHO Aa MY HAINTETH Ha Bamero befe
JIOKONIKY C& KOPHCTH Bo Taa dasa (ROTTIeAHETe BO ToUka “BpemeHocT B Aoeme”).

Jemna n ajoxecnenTH
Yrnotpebara Ha nexor BancakomBu kaj aetia i anonecnentH (ao 18 roammHa Bozpact) He ce
NIPENopavysa.

Be momuae oa ce nocosemysame co nexap u mozqul Ko2a 20PEeHOBEOENUME YKUNCYGMFA CE
odnecyeane Ha gdc, BUN0 K024 80 MUHGMOMO.

3eMarbe Ha JPYTH JEKOBH €0 JIekoT Baicakombn
Be momunte Oa 2o ungopmupame saunom Jexap uau Papmayesm JOKOAKY 3eMame i OOKOAKy
xeodamua cme 3emane Buno xof dpye sex, dypu u orvue KOU Ke Ce HA ReKApCKY peyenm.

3emarteTo Ha AekoT BancakoMOH 3ae0HO CO HEKOM APYTH NEKOBH MOXE A3 HMa BRUjaHHe Bp3
ZejcTBOTO OJf NeKyBameTo. Moxe fa HMa roTpefa of npoMeHa Ha f03aTa, ADEBRIEMAILE 1A [PYTH
MEpKH Ha TIPSTIasTHBOCT MK BO HEKOM CIEYYad H NPeKHH Ha 3eMabe Ha efleH ox gekosuTe. Opa
ocofieHo ce OAHECYBa Ha CHEeHMBE NEKOBH:

- TUTHYM, JIek K0j Ce XODHCTH 3a JIeXyBalhe Ha HeKOH BHJIOBH Ha IICHXAJaTPHCKH 3a6onypama.

- IEKOBH MK CYNCTAHNHMH KOM ja 3FONEMYBAaT KORKUHHATA HA KaJIHYM BO KPBTA. TyKa criafaat U
HOJATOUH BO UCXPAHAATA KOM COApPOKAT KATHYM HIH 3aMEHA 32 CON KOJd COLPIXH KANMUYM, JIEKOBH KOH
IMTEAT KaJNHyM H XelapHH.

- NEKOBH KOH 4 HAMATYBAaT KOJMHHHATA HA KAJIHYM BO KPBT4, Kako Ha IPHUMeD AHYPeTHLH (Tabretn
33 MOKpeHhe), KOPTHKOCTEPOHIH, IAKCATHBEY, KapOeHOKCONOH, aMQOTEPHIMH WK TeHHIMAHY I

- HEKOH aHTHOHOTHIM (O rpynaTa Ha pHGIAMHIIAR), JIEK KOj C& KOPUCTH 3a 3aITHTa O ordpnatbe Ha
TPaHCILIAHTATOT-IIPECAACHHOT OPraH (HHFJIOCIIOPHH) MM aHTH-DETPOBHPYCHHOT JIEK KOj C& KOPHCTH
3a nexysame Ha XHUB/CUIIA nudexuuja (prronasup). OBie NEKOBH MOXAT A3 TO 3TOACMAT
JEJCTROTO Ha AexoT BancakoMGH.

- FIEKOBH KOM MOMAT J{a npexussMkaar " torsades de pointes" (HenmpasunHo cpuefuene), Kako LITO ¢
aHTHAPHTMHLIHM {JIEKOBH KOM C& KOPHCTAT 32 NeKyBame Ha npolieMH co cplieTo) B HEKOH
AHTHTICHXOTHLA.

- IeKOBH KOH ja& HAMATYBa4T KONHYHHATA Hd HATPHYM BO KPBTA, KaKo 1UTO Ce aKTHEETIPECHBH,
AHTUTICHXOTHLM, AHTHEITMICITTHLH.

- JIEKOBH 34 NIeKYBalhe Ha THXT, KaKo LITO ce anonypHHON, NPODeHEH T, CYAGHHIUPAIOH.

- TEPATIEBTCKH JI02H Ha BHTaMKH JI If JIOAATOUH BO HCXPAHATA KOH COLPIKAT KaTRyM.

- JIEKOBY 32 IEKYBaE Ha L0eKepHa Oonect (HepopanHil CpeicTra, KAKo 1ITo ce MeThOpMHR Wil
HHCYJIHHHU}.

- IpYrH JISKOBH 34 HaManyBalbe Ha KPEHUOT NPUTHCOK, BIITYIYBajKH 'O H METHIIONA.

- JIEKOBH 32 3T0IeMYBarbe Ha KPBHHOT HPHTHCOK, KAKO LITO 66 HOPAAPEHAIMH Wi ajipeHRaTHHi.

- AMTOKCHH PNH APYTH TIHKO3HIH HA AHTHTATHC (ICKOBH KOM Ce KOPHCTAT 33 JIeKyBamhe Ha MpobieMH
CO CPUETO).

- IeKOEK KOUW TO 3TOJIEMYB2aT HUBOTO Ha ekep BO KPETA, KaKo IITO C&
G10KaToOpH.
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- LMTOTOKCHTHY JIEKOBH (KOH CE KODHCTAT 33 JIEKyBAe Ha KapNHHOM), KaKo HITO ¢& METOTPEXCAT HAH
nuinodocdamas.

- IeKOBH MPOTHR DONKH KAKO HITO C& HECTSPOHAHH NPOTHB BOCTIANHTERHH NTekoBl (HCAMID), a Tyka
CTafaaT ¥ CeMeKTURHUTE NMKITICOKCHIEHAa~2 HHXUOUTOPH (Cox-2 HHXUOHTODH) M aUeTHACATHIMIHA
KHCENHHE > 3 &,

- NIeKOBY 33 PEJIAKCANMJA Ha MYCKY ATy paTa, Kako 1o ce 1yGoKypapHH.

- AMTH-XOTHHEPTHTHH JIEKOBH (JIEKORH KOH ¢& KOPHCTAT 34 JIEKYBae HA pasiHuYnH 3a00/IyBalka KaKo
TNTO C& FPYERH BC CTOMAKOT H Ha LPEBarTa, FpYeBH Ha MOYHHOT MeYD, acTMa, NpofiieMy IpH
ABIKEHETO, TPUEBH Ha MycKyJIHTe, [TapkuHcoHoBa BonecT ¥ Kako HOMOI OPH aHEsTE3Rja).

- aMAHTAEMH (JieK Koj cCc KODHCTH 34 CKyBamc Ha ITapkiHcOHOBa GollecT, a HCTO TaKa ce KOPHCTH K
3@ JIEKYBahe WK cIpedyBanhe Ha oflpefieHH DOMeCTH NpefH3BRKAHH Off BHPYCH).

- XONECTHPAMHH A KONECTHIION (JIEKOBH KOH C& KOPHCTAT [IPETEXXHO 32 IEKYHAMLE 11a BHCOKO HIBO HA
TMAMHAH BO KPBTA).

- 2NKOXON, IEKOBH 3a CNHEeke H aHECTeTHIY (JIEKOBH CO NPHCNHBHO NEjCTRO HIlH NIEKOBH 3a
HaManyBame Ha GOMka KOH Ce KOpHCTaT, Ha HpEMep, 32 BpeMe Ha oflepaliujara).

- KOHTPACTHO CPEICTEO KOG COApH jor (CpeACcTRa KO Ge KOPHCTAT NPH PEHTPEHCKH NPETNe;ii),

- poxonky ynorpedysare AKE-HxubuTop HIH anHckupeH (nornexHere Bo TowknTe "Hemojre aa ro
zemate nexor Bancakomtn" ¥ "bBunete ocobeHo BHMMAaTENKH co nekoT Bancakombu").

3emame na nexoT BaacaxomMOH co XpaHa MIH €O WHjAJI0K

Moskere ga ro 3emMate AekoT BarcakoMEH co Mk 6es xpana.

HaberxypajTe 3eMame Ha WIKOXON ¢& AOLEKA HE C& COBSTYBATE GO BALIHOT NeKap. AIKOXONOT MOXe
A3 TMpEeAH3BHKA JONORHHTENHO HAMAaNyBamke Ha BalIHOT KPBEH IPHTUCOK H/HAKE HA ro 3rONeMH
PH3HKOT OFf TOR it CE YYLCTDYBATE 3AMUEMETEII0 JIH 2 H3ryOuTe cueeT.

Bpemencer u Aoeme
Cosemysajme ce co sauuom sexap wiu dapmayeem nped oa 3ememe Buno Kaxos aex.

Bpensenocm

Mopa aa My xazeTe Ha BAaIIMOT JeKap AOKOJKY ce COMHEBaTe AeKa cTe Gpemenn (HaH Moxe aa
aabpeMeHHTE)

BawroT nekap Ke Be COBETYBA Ja NIPEKMHETE JA IO 36MATE JIeKoT BancakoMOH npea fa zabpeMenyTe
MAM BENHANI HITOM K& JIo3Haere Jeka cTe OpeMeHH M ke BH Nperiopawa ja 3emere HeKoj Apyr jnek
HaMecto RekoT BancaxomGuw. He ce npeoupadysa yuoirpefa Ha nexor BancakoMGH no pama
6PEMEHOCT M HE CMeER fta Ce 3eMa Kora cre OPEMEHM Noseke 02 3 MECELr 34T0A WITO MOXKE CEPHOZHO
Jia My HAIETETH Ha Banieto Gebe AOKOAKY ce ymoTpeOyBa o TpeTHOT Mecell ofi BpeMeHoCTa.

Hoewe

Kaxere My Ha BAIIHOT JeKap JOKOJKY ACHTE MIH Tpeda A2 3aM0MHETe Ha JocHme

He ce npenopa4ysa ynotpeba na nexotr BancaxombH AOKOAKY JOMTE H BAIDEOT NekKap MOXe jJa BH
npenopava Hexoja Apyra TepanHja JOKONKY cakaTe fa NPOJOIDKHTE cO Aoewe, 0cobeno axo 6ebero e
HOBOpOJEHYE WK € TPEABPEME POCHO.

Bnnjanse Bp2 cnocoGHOCTA 32 BO3CHE WM 33 PAKYBAE CO MALUHHN

Tlpen xa BosuTe, ynoTpebypare amari MMM Hpea A3 pakyBaTe c0 MAWIMHM, MIM Hak rpex fa
H3BpPIIYBATE HEKOH ADYFH AKTHBHOCTH 38 KOH BH € noTpeOHa KOHLEHTpallja, Tpeba Ja fo3HaeTe Kako
nekoT Bancakomby Biamjage Ha Bac, Kako wTo € cnyvaj ¥ €0 MHOTY APYIH JIEKCBH 33 NeKypame Ha
BHCOK KpREH RMPHUTHCOK, TaKa M 1eKOT BancakoMbu BO peFKM CHYYaH MOXE [a TIPeNH3BHKA
3AMEMETEHOCT ¥ A3 BAnjae Bp3 cnocafHoCTA 32 KOHUEHTPHpak:e.

Baxay HAGOPMALNH 33 HEKOH 0 FIOMOITHETE CYTICTARINH HA JIeK0 xgtn\mﬁn
Jlexor BancakoMbm coapxy nakro3a. Joxonxy BaUIHOT nekap BH K ﬁéﬁ&%ﬁ{mepaﬂmﬂ KOH
N -\

HEKOH lﬂel'CE]JH, cone‘rynaj're ce O Hero npel Ja 3alloyHeTe Co 3eMa a E')_Ee{ﬂel(c'
3 ity
e
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1.3.1 Valsartan + Hydrochlorothiazide
SPC, Labeling and Package Leaflet CZ

3. KAKO JAT'0 3EMATE JEKOT BATCAKOMEH

Cmpozo npudpcyaajme ce KoH ynamcmsama nda Aexapom. Josume ne creeme 0a zu mexysame wit
nexysarsemo 0a 2o npexuneme Ges da ce nocosemyeame co nexap.

Cexoratu 3emajTe ro nekot BaicakoMOH cHaKa Kako DITO BY [IpeNopadan BaliHoT nekap. JoKonKy He
CT€ CHIYpPHW, COBETYBAjTe C& CO DAIIHOT JIeKap MAH ¢dapManenT. Toa ke BH roMorre Ha AoGHETE
HAJUOGpH PERYINFAIA W 1A PO HAMATINTE PHIMKOT 33 [T0japa Ha HECAKAHM JigjeTHa.

JlyTeTo c0 BHCOK KPBEH NPHTHCOK TeCTO HE IH 3abeNeKyBaaT 3HAIMTE Ha oBaa Honeer. MHOTY of HUE
MoOke Ja ce 9YBCTBYRAAT COCEMa HOpPMAnHo. Iopaau Ora, YIITe NOBAKHO & 1A OZUTE HA Fpernean Kaj
BAIMOT Jiekap ypH K IOKONKY ce YyBCTBYBate AoGpo.

Bawmor nexkap #¢ BH Koke TowHo komky tabrxerst of nexot BancaxomBu 1peba pa zemere. Bo
3aBHCHOCT Off BALIMOT OJTOBOP HA JEKYBALETO, BALMMOT NEKap MOe A Mpeijicokd MOBHCOKA IitH
NOHHCKA HO3a.

- Boofuuaena nosa #a sexet Bancakombu & enpa Tabnera gHeBHO.

- He ja meHypajte nozarta M He MpecTaHyBajTe Aa TH 3eMare Tabnerure 0e3 ma ce coBeTyeare co
BaUTHOT HeKap.

- Jlexor 1peba Aa ce 3eMAa BO HCTO BpeEMe CEKQj ZieH, 0OMMHO HayTpo,

- Moxere ga ro semare nexor BancakoMGH co uaM Ges Xpada,

- Fontrere ja ralnerata co Yawa poA.

Axo umame wyscmao dexa 0efcmaomo Ha REKOM € NPEMHOZY CUAHO Wi RPEMHOZY caabo, coszmysajme
CE CO SauUOm AEKAP WK Papmayesmn.

AKo CTe 3eMalle I0roJieMa J103a off JekoT BancakomGn oTkoAKy miTo Tpefia
Ao cme 3emane nozonema 0osa 00 nexkom Barcakombu omkonky wimo mpeba, aeduaw cogemysaime
CE €O BaUHOM ReKaAp UnK Papmayesm.

Jioxonky TOTYBCTRYBAaTe 3alllEMETEHOCT W/WIM HECBECTHMHA, FErHeTe W BeJHALl COBETYBAjTE ce CO
BAIIHOT JleKap. JIOKOJIKY CyuajHO CTe 3eMane IEpeMHOTy Tabnerd, coBeTYBajTe ce cO BallHOT NeKap,
cdapmanerT WK oxeTe BO GonHuna.

Howxoaxy cre saGopasuie Aa ro 3emMeTe JekoT Barcakombu
He zexsajme d8ojxra 034 3a da ja Hadomecmume RPONYUMERamd.

Joxonky zaGopaBiTe Za ja 3eMeTe J03aTa BO NPEIBHASHOTO BPEME, 3eMETe ja BELHAIN LITOM Ke ce
ceTHTe. JIOKOIKY & BpeMe 32 CHeJ[HaTa 1032, NPecKOKHEeTe ja NpomylTeHarTa.

JIoKoNKY NpEKNHETE €O 3eMaAlLE Ha JeKoT Balcakombu

JloKoNKY DpeKHHETS CO 36Malhe Ha nekoT Bancakomby, Gofecta Mojie a BH ¢& BIOIIH.

HemojTe fa npexkuHeTs co 3eMamke Ha JexoT Bancakombn, ocBeH kora Ke BH KaKe BalllNoT iexap.

Axo umame QONORHUMEANY NpAWAA B¢ GPCKA Co ynompebama wa 0soj AeK, cogemyeqime ce co

aatution Aexap wiu fapMayesm.

4. MOXKHH HECAKAHH JEJCTBA

[SmPCPIL061281 2 | 12.03.2015 — Updated: 13.03.2015

CONFIDENTIAL



i L =3

Cod Lo

K Livieg v,

¢ . : v

' { ?Q KR!{& Valsacombi (valsartan/hydrochlorothiazide) CTD - Module 1
b 228 /954
1.3.1 Valsartan + Hydrochlorothiazide
SPC, Labeling and Package Leaflet CZ

Kaxo u cume nexosu, mura u rexom Bancarombu mooice da uma necaxanu dejemea vaxo #e xaf cume
bonany.

HexoH HecakaHl fejcrBa Moe Ja GHEAT CepHOIHH ¥ NOTPefHA e HTHA MENHLMHCKA HOMOIIL:

CoBerypajTe Ce BEJIHANI CO BAUIMOT NieKap ACKONKY HMATE CHMITOMH HA AHTMOSHEM, KAKo 110 ¢t
- OTOLM HA JIMIETO, jA3HKOT HAK TPIOTO

- NOTEIUKOTHH BO FOATARBETO

- HCHTI ¥ TICTEIHKOTHH BO JHIIEILETO

Hokonxy nouyeBcTBYBATE GHIO K0j Of OBHE CHMIITOMH, NpecTaHETe Aa IO 3eMATe JIEKOT
Bancaxkombe M BeAHAII COBETYBAjTE ¢¢ €0 BAINFOT MeKap (mornemHere Bo Touka 2 "Bupere
ocofeno BHHMATEJIHM co HexoT Baneakomébn').

JpyrH MoXHH HECAKAHH JACjCcTBA

Tomanxy vecmu (ce jagyeaam xaj 1 na 100 1uya)
- KAIlHna

- HH30K KPBEH MPUTHCOK

- NecHa BPTOTMIABHLA

- nexmzpartaiija (Co CHMIITOMM Ha e, CYBa YCTa W jasHK, PETKO MOKpeme, TeMHa Goja Ha ypHHarTa,
CyBa Koxa)

- Gonka B MYCKYIHTE

- 3aMop

- TPHELE WA BKOYAHETOCT

- 3amMareH BHA

- 3BYIH (HA TIPAMEP LIYM, 3YEILE) BO YIUKTE

Mhnozy pemuu (ce jugysaam waj 1 na 10.000 muye)
- BPTOT/ABHLIA

- NHjapea

- BoNKH BO 3rHo0OBKTE

Henoanamu (uecmomama ne Moxce oa ce ymepdu 00 docmannume nodamoifiy)

- OTEHHATO AHIIEHE

- CEPHOIHO HAMATISHO H3NATYRame YpHHA

- HAMAJNEHO HHMBO HA HATPHYM B0 KpBTA (IUTO MOMe A3 MPEIH3BHKA 3aMop, 30YHETOCT, CTErake Ha
MYCKYAHTE H/HNH BO NOTEUKH CyYall, TPuehe)

- HAMATEHO HABO HA KATHYM RO KPBTa (FIOHEKOTaill NPONPaTeHo ¢ cNafocT Ha MYCKYHTE, TPYERH HA
MYCKYAHTE, HeNpasHieH CPLEB pUTaM)

- HaManeHO HEBO Ha OenM KpBHYM KICTRH (O CHMITTOMU KaKO Tpecka, MHGEKIMHA Ha KoxaTa, 60aKH BO
TPJIOTO MM YMPEBH BO YCTATA NOPald HHEKUHH, cnafocT)

- MOKA4YeHO HUBO Ha Onnupy0ud BO KpeTa (LT MOXE, BO NOTEUIKH CAydad, A4 NPeAHIBHKA XKONTA
Goja Ha KOXaTa H OUHTE)

- 3TONIEMEHO HHBO Ha Ypea ¥ KPeaTHHAH Bo KpBTa (IITo MOXe Xa YKaxe Ha HenpasHiHa QyHKIHja Ha
GyGpesure)

- 3rONEMEHO HMBO Ha YpUuHa (MOuHA) KHCENMHa BO Kpera (LUTO MOXe, BO NOTEINKH Chywawd, Ja
Npenu3BUKa [HXT)

- cuHKona (ryGetbe HA CBECT)
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CHeHHTE HECAKAHH fEjCTBA ce NpPHjaBeHH Kaj NMPOMIBOAN KOM CONPXAT BAJNCAPTAH MM
XHAPOXNOPOTHATHA!

Bancapman

Homanxy vecmu (ce jagysacm xaj 1 na 100 nuya)
- 1yBCTBO HA BPTERHE
- GONKH BO CTOMAKOT

Henoznamu (wecmomama ne modice da ce ymepdu 0d docmanuunie nodamoyu)

- MCHII Ha KOXaTa, co My 0e3 ueinarse, 3ae/IHO CO HEKOM OX CAGHHHTE 3HALM M CHMITOMM: TPecKa,
Gonku BO 3rn0G0BUTE, BONKH BO MYCKYNMTE, OTEHeHH JIHMGHHM jasny W/HIH CHMITTOMH HA FPHII

- MCHII, BHONETOEO UPBEHH HaMKH TI0 KOXATa, Tpecka, Jenlathe (CHMITTOMH Ha BOCHANeHAe Ha
KpBHHTE CajI0BH)

- HAMANEHD HHBO HA TPOMBOUMTH BO KPBTA (MOHEKOTANT CO HEBOOGHYACHO KPBAPEEHE HIM MOIPHHKH)
- STONEMEHO HEBO HA KATHYM BO KDETa ([IOHEKOTAlll CO TPEBH Ha MYCKYJINTE, HENPABHIIEH Cplien
puTamM)

- ameprucky pPeakuuH (Co CHMNTOMH Kak0 INTO €& IPBEHHNO, Uelllale, YPTHKAPHjA, OTEXHATO
IJylIeke W MoATake, BPTOTaBHLA)

- OTOK, APETEXCHO HA IMIETO U IPIIOTY; HCMIT; YellAke

- 3roNeMysabe Ha BPSAHOCTHTE Ha QYHKUMjaTa Ha LpHHOT Apob

- HAMATeHO HHBO Ha XeMOrNoOKH M HaMaleH NPOUEHT HA UPBeHH KPBHH KRETKH (JITO BO SKCTPEMHR
CITydaH BOJH KO aHeMHja)

- cnafocr Ha 6ySpesute

- HaManeHO HHBC Ha HAaTPRYM BO KpPBTA (IUTO MOXKE @ NDEAM3BHKA 3aMap, 3GYHETOCT, CTErdme Ha
MYCKYJTHTE H/HITH, BO TIOTEIIXH CITyYaH, IPHeEe)

Xudpoxnopomuasud

Mhueozy weermu (ce jagygaam xaj noseke 0d I na 10 nuya)
- H4MaJeHO HUBO HA KANHYM BO KPBTA
- roNeMyBake Ha HEBOTO Ha MacHOTHH BO KpBTa

Yecmu (ce jasysaam xaj 1 na 10 auya)

- HamaneHo HUBO Ha HATPHYM BO KpBTa

- HAMANEHO HHBO HA MArHEIXYM BO KpPBTa

- 3reieMeHo HMBO Ha YPHYHA (MOUHA) KHMCEHHA BO KPBTa
- HCHII TIPOMNPATEH CO UeINAE U APYTH BUAOBH HAa HCHIL

- HAManeH ameTAT

- Grara MaYHHHA M MOBpakaibe

= BPTOTJIABHLA, HECECCTHIA NIPH CTAHYBaMKC

- HEMXHOCT Ja ce TIOCTHTHE WIK OJPXH epexlija

Pemru (ce jagysaam xaj I na 1000 muya)

- OTOX M IUTHKOBH Ha KOXATa (KK pesyATaT Ha 3rofeMeHa JYBRCTBHTEMHOCT HA COHLE)
- BUCOKO HHEO Ha Ka/llIHYM BO KPBTa

- BHCOKO HHEO Ha LIeKep BO KPBTa

- NIPHCYCTEO Ha mekep BO YPHHATA

- BlIOUIYBale Ha MeTabonHaTa cocTojba kaj 6o oy WwekepHa Gonect
- 34IeK, AHjaped, HE[IPHJATHO 4YBCTBO BO KGIYNHHKOT HIAH LPEBa ¢ apyiyENna Ha LPHUOT spob

KOH MOXAaT [a c¢ nojana'r 3aeHO CO XKONTa Goja Ha KoXaTa H OUHT j__:) QJ,’;_
- HenpaexnHo cpuebnene & ‘."U
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- rmasobonka

-~ HapYHIEHO CITHEHC

- TAKHO PACTIONIOKEHHE (IeTIpecHja)

- HUCKO HHBO Ha TpOMﬁﬂuHTH BO KPBETa (]'IOHB](D[‘&L[I €0 KpBAREWE HIH MOAPHHKH 101 Koxca'ra)
- BPTOIJIABHIIA

- TPHEH:€ ITH BKO9AHETOCT

- HADYIOYBArLe Ha BUIOT

Muozy pemxu {ce jasysaam xaj I na 10.000 ruya)

- BOCDAJieHKe Ha KPBHMTE CAfOBH €O CHMIITOMH KaKO INTO ¢ HCHII, BHONSTOBC-LPBEHH ABMKH 110
KOXaTa, TpecKa (RACKYITHTHC)

- MCHH, 4Yellaibe, YPTHKAPH|A, OTEHKHATO AWIUEHE HIIH TONTAHE, BPTOTMABHIR (XHISPCEHIMTHBHM
peaxiym)

- Telwlka BoNECT Ha KOXATAa Koja Ope[WIBWKYBAa HCHI, LPEEHHIIO HAa KOXATA, NNIWKOBH HA YCHHTE,
YCTaTd M QUUTe, IYHeBE HA KOXKaTa, TpecKa (TOKCHMHA STIHICPMATIHA HEKpONH3a)

- UpBeHRNO Ha JHuero, Gorkw Bo srnobosrre, ¢nafocT Ha MyCKynuTe, NOKa4yeHa TenecHa
TeMHeparypa (JIyLyc epHTEMArTo3yc)

- Tellika 0OITKa BO FOPHHOT JIET O CTOMAKOT (AHKPEATHTHC )

- OTEXHATO AHIIEH:E [PONpPATEHO CO TPECKa, KAIIame, CBUPKABO [HIIEH:e, HEIOCTATOK HA BOSAYX
(HapylmyBame HA OPFaHUTE 32 AHIICHE KOE BIULYUYDa NHEBMOHHTHC H IYIMOHANEH eeM)

- NOKa4eHa TeNecHa TeMINepaTypa, OONKKM BO [pIOTO, 3aHecTeHHM HHQekiHn (arpaHynocuMTo3a)
-Onega kowa, 3aMOp, HENOCTATOK HA  BO3AyX, TEMHA YPHHa (XEMONMTHYHZ aHEMH)ja)
- NOK49MEH2 TejiecHa TemIepalypa, GONKH Bo TpHOTO H YMPEBH BO YCTATa NOpPamH HHOEKTHH
(reyxomenuja)

- 36yHeToCT, 3amop, IpUEBd BO MYCKYNHTe, 3a0p2aHo jimeme (XHIIOXIOpeMHYHA ANKANO3a)

Henosnamu (vecmomama He modce 04 ce yimapou 60 docmanwnuine nodamoyu)

- cnaboeT, MOAPHITH H YecTH MidekIMH (ANnacTHYHA aveMuja)

- CEPHO3HD HAMANECHO H3NAUYBALE HR YPHHA (MOXKHM 3HAM Ha Hapymysame Ha ByGpeswre Hiau
cnaboer Ha ByBpesuTe)

- HAMATYBAKE Ha BUIOT WM HONKA BO QUMTE TIOPAJM BUCOK NMPHTHCOK (MOXCHHM 3HAM HA aKyTeH
FNAYKOM CO 32TEOPEH aron)

- MCHI, LpPHCHANO HA KOXATA, INTMKOBH Ha YCHHTE, YCTAaTa M OUMTe, NYICHE Ha KOMATE, TPECKa
(MoHY 3HALM Ha epuTeMa MynTHRQOpME)

- IpYEH:e HA MYCKYANTE

- Tpecka {HpeKcHja)

- cnabocr (acTennja)

Hoxonxy wexou 06 wecaxanume Ogfcmea cmanam cepuosnu uni OOKOAKRY 3sabenrexcume Hexou

recakanu dejcmea xou He ce HasedeHN 80 0BA YRAMCINEU, 8¢ MONUME COBENIYEA/ME C8 CO BAWLOM
Aexap wnu hapmayeam,

5. YYBAE H POK HA YIIOTPEBA HA JIEKOT BAJICAKOMBH

Haunn na uysarme
Hexom yysaime 20 a Mecma nedocmannu 1a dexal.

Ja ce uysa Ha TeMnepatypa ae 30°C.
Ja ce uyra BO OPUIHHATHOTO NAKYBAE 3a JIa €& 3aUITHTH OJI CRETJHMHA M BJIAra,

Pox ua yniorpeda
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1.3.1

Valsartan + Hydrochlorothiazide

SPC, Labeling and Package Leaflet

CcZ

Jexam ne cmee 9a ce ynompebyaa no GMyMOM HQ UCHIEKOM HA POXOM HA ynompeba wmo ¢ nageden

HA naKyeqremo,

PokoT Ha ynm‘pﬁﬁa Ce DOHECYBA HA MOCHEAWHOT ASH O4 HABRCICHHOT MeCell.

Jlexoeure He Tpeba Xa ce dipnaar co oTHAFOUMTE 0 JoMakuHCTEOTO. COBETYBRjTE CE CO BANIMOT
tapMaleBT KaKo Fa I'M OTCTPAHWATE NEKOBHTE KOM MoBeke He BH ce norpelu#A. OBHE MepKH IIoMaraaT

BO 3dIITHTATA HA JKHBOTHATA CpEAHHA.

HaunH Ha H3JaBamke HA JEKoT

JlexoTr MoXke A3 ce H3JaBa BO aNTeKa camo Ha PELETIT.

JaTym Ha rocJeqHa PEBH3Hja Ha BHATPCMYHOTO YIATCTS
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