JlucToBKa: l/lH(l)OpMalII/Ifl 3a ManueHTa

Jlopucra 25 mg ¢puamMupanu TadaeTku
Jlopucrta 50 mg ¢puamupanu TadaeTku
Jlopucrta 100 mg ¢punvupann TadjJeTKu
JIocapTaH Kajauil

Lorista 25 mg film-coated tablets

Lorista 50 mg film-coated tablets

Lorista 100 mg film-coated tablets
losartan potassium

IIpoyeTeTe BHMMAaTeJIHO LsIJIaTa JUCTOBKA, IPeIH Aa 3all04HeTe 1a MpHeMaTe TOBA JeKapCcTBO,
TBH KaTO TS ChAbPAa BaskHa 3a Bac undopmanmus.

3ama3zere Ta3u JUCTOBKA. MOJKe J1a ce HaJ0XKHU J1a sl IPOYeTeTe OTHOBO.

AX0 MMaTe HAKAaKBH TONBIHUTEIHH BBIIPOCH, IoNUTaiTe Bamms nexap unu gapmarnesT.

ToBa nexapcTBO € npeanucano Ju4yHo Ha Bac. He ro npeorcrsnBaiite Ha 1pyru xopa. To Moxe
Jla UM HaBpeIy, HE3aBHCUMO Y€ MPU3HALUTE Ha TIXHOTO 3a00JIsIBaHe ca ChIIUTE KaTo BammTe.
AKO NOJTy4uTe HIKaKBU HEXEJIaHU JIEKaPCTBEHU peakluu, yBeoMeTe Bamms nexkap win
(bapmanieBT. ToBa BKITIOUBA ¥ BCHYKH BB3MOKHU HEXKEJIAHN PEaKIMH, HEOMCAHU B Ta3n
nucroBka. Bukre Touka 4.

Kaxkso ChAbP:Ka Ta3u JJUCTOBKA

SANNAIE o

1.

KakBo npencrasinsisa JlopucTa 1 3a KakBO ce U3M0JI3Ba
Kakso Tpsi6Ba na 3Haere, npeau aa npuemere Jlopucra

Kaxk na npuemare Jlopucra

BB3MOKHU HEXENaHU peakLuu

Kaxk na cexpansBare Jlopucra

CpabprxaHue Ha ONIaKOBKATa U AOIBbIHUTENHA HHPOPMALHS

Kakso npeacraBJisiBa .JIOpl/ICTa H 32 KaKBO C¢ U3110JI3Ba

Jlocapran npuHaaiexxu KbM Ipynia JIeKapcTBa, U3BECTHU KaTo aHrnoteH3uH-Il penenropuu
aHTaroHucTH. AHrMoTeH3uH-11 e BelecTBo, MPOU3BEXAAHO B OPraHU3Ma, KOETO Ce CBBP3Ba C
peuenTopuTe B KPbBOHOCHUTE ChIOBE, IPUUMHIBANKHA CBUBAHETO UM. B pe3ynrar Ha ToBa ce
[IOBUIIIaBa HAJITaHETO B KPbBOHOCHUTE ChJI0BE. JIocapTaH IpenoTBpaTsBa CBbP3BAHETO HA
aHrnoTeH3uH-11 KbM Te3u pelenTopy, KaTo OTIyCKa KPbBOHOCHHUTE CHAOBE U TOBA CHOTBETHO BOAU JI0
MIOHM)KaBaHe Ha KPBBHOTO Haisrane. Jlocapran 3a06aBs orcinadBaHeTo Ha ObOpeyHaTa GYHKIMS [IpH
MAaKMEHTH C BUCOKO KPBBHO HaJIsITaHe U [uadeT THil 2.

.HOpI/ICTa CC M3II0JI3BA:

3a JIEYEHHUE Ha MaLEeHTH ¢ BUCOKO KPBbBHO HAJIAraHe (XUIEPTOHUs ) IPU Bb3PacTHU U NpH Jena
W I0HOIIM Ha BB3pacT 6-18 roaunu;

3a MPOTEKIMsI HAa OBOpeKa Npy XUIMEePTEH3UBHH NAIIMEHTH C JUa0eT THII 2, C 1a00paTOpHH
JIaHHHM 3a yBpeneHa 0b0peuna pyHkuus u nporenHypus > 0,5 g Ha 1eH (ChCTOSHUE, TIPU KOETO
ypuHAaTa ChABPKA aOHOPMHO BUCOKO KOJIMYECTBO OENTHK);

3a JICYCHHUE Ha MALMEeHTH ¢ XPOHUYHA ChpAEYHA HEJOCTAThUHOCT, KOTaTo JIEYEHHETO C
oTpeieNieHH JIEKapCTBa, HapeYeHH HHXUOUTOPH Ha aHTHOTEH3UH KoHBepTHpamws eH3uM (ACE
MHXUOUTOPH - JIeKapCTBa, U3MI0J3BaHH 33 IOHIKAaBaHE Ha KPbBHOTO HAJIATaHE) HE CE CUUTAT 3a
noaxondamu ot Bammusa nexap. Axo Bamarta cbpaedHa HeIOCTaTbUHOCT € OMila CTabMIN3UpaHa ¢
ACE unxuburop, Bue He Tps6Ba 1a npemMuHaBaTe KbM JIOCapTaH;

NPY MALUEHTH ¢ BUCOKO KPBBHO HANATaHE U y/eOensBaHe Ha CTeHaTa Ha JisgBaTa KaMmepa,
JlocapTaH A0Ka3aHo MoHmxkasa pucka ot uHcynt (yaap) (“LIFE npoyusane”).



2. Kakpo Tpsi0oBa 1a 3Haere, npeau Aa npuemete Jlopucra

He npuemaiite Jlopucta

- aKo CT€ aJIepPrMYHU (CBPBbXUYBCTBUTEIHHI) KbM JOCAPTaH WU KbM HIKOS OT OCTaHAJIUTE
CHCTAaBKH Ha TOBA JIEKapCTBO (M30pOCHH B TOUKA 6);

- ako Bamara gepHOIpOOHa (DYHKIINS € TEKKO yBPEICHA;

- ako cte OpeMeHHa cies 3-Tust mecell (o0pe e ynoTpedata Ha JlopucTta TabineTku 1a ce u30sraa
npe3 paHHaTa OpeMEHHOCT — BU)KTE TOUYKa ,,bpeMEHHOCT U KbpMeHe™);

- ako umare nuabeT win HapylieHa ObOpedyHa QYHKIUS U Ce JISKyBaTe C JEKapCTBO 3a
MOHM)KaBaHe Ha KPBBHOTO HAJATAHE, ChIBPKAIIO aTUCKUPEH.

IpeaynpexneHust ¥ NpeaINna3sHu MepKH
I'oBopere ¢ Bammus nexap mwiun gapmanesT, npeau aa npuemere Jlopucra.

TpsOBa na yBemomute Bamms siekap, ako MuciuTe, 4e cre (WIu MoXKe 1a cTe) OpemeHHa. Jlopucra He
ce MmpernopbyBa B paHHa OPEMEHHOCT U He TpAOBa Ja ce mprema, ako cTe OpeMeHHa rmoseye oT 3
Mecela, Thid KaTo, aKo ce M3II0JI3Ba Ha TO3M €Tall, TOBa MOXKE Jia IPUYMHK CEPUO3HO YBPEXKIAHE HA
Bamero 6e6e (BmxkTe Touka "bpemenHoct").

BaxHo e na yBenomure Bamus nexap, npeau na npuemere Jlopucra:

- aKo MMaTe aHaMHe3a 3a aHTHoeAeM (OTOK Ha JIHIETO, YCTHUTE, I'bPIOTO W/UITH e3UKa) (BUKTE
ChINO TOYKA 4 ,,Bb3MOKHM HEKETaHH peakiuu’),

- aKo CTpaziaTe OT CHJIHO IOBpPBIIAaHe WIK AUapus, BOAELIU 10 IpEeKOMepHa 3aryba Ha TEUHOCTH
W/WIK cONU OT opranu3ma B,

- aKo Ipuemare JuypeTuly (JiekapcTBa, KOMTO MOBUIIABAT KOJIUYECTBOTO Ha OTJEIIEHUTE
TEYHOCTH IIpe3 ObOpeLuTe) NIk CTe Ha AUeTa C OIPaHUYEH NPUEM Ha COJI, BOAEILH J10
IIpeKoMepHa 3aryda Ha TeYHOCT U COJIM OT opranusma Bu (BikTe Touka 3 ,,Jlo3upane npu
CHENHaTHU TPYIH MalueHTH ),

- axo Bu e n3BecTHO, 4e UMaTe CTECHEHHE WIIN 3aIlyllIBaHe HAa KPbBOHOCHHUTE ChIOBE KbM
Bamute 060penu, wim ako HeoTaBHa Bu e mpucanen 0n0pexk,

- ako Bamrara yepHoapoOHa (hyHKIHMS € yBpeneHa (BikTe Touka 2 ,,He mpuemaiite Jlopucra” u
touka 3 ,,J/lo3upaHe npu crienuaiHy TpyIy NanueHTn”),

- aKo CTpajaTe OT ChpJAEYHA HEJOCTATHYHOCT, C WK 0e3 ObOpevHO yBpeKaaHe UK
CBIIPOBO’KAAIIM )KUBOTO3aCTPALIABAIIN ChPAEYHU apuTMUU. CrieniMalHO BHUMaHUE Clle/Ba Jja
ce 00bpHE, KOraTto eJTHOBPEMEHHO ce JieKyBate ¢ 3-0i0kep,

- ako umare npobsemu ¢ Bammre cepaeuny Kilany Wik CbpAeueH MyCKyJ,

- aKo CTpazaTe OT KOpOHApHa chpAeuHa OonecT (MpUYMHEHa OT HaMalleH KPhbBOTOK B
KPBBOHOCHHTE CBJIOBE Ha CHPLETO) WK OT LiepedpoBacKyaapHa 6ojecT (IpUIHHEHA OT
HaMaJeHO KPbBOOOpAIlleHHE B MO3bKa),

- aKo CTpajaTe OT IbPBUYUCH XUIIEPATJOCTEPOHUIBM (CHHAPOM, CBBP3aH C TIOBUIIIEHA CEKPELHSI
Ha XOpPMOHa aJlIOCTEPOH OT HaA0bOPEUHUTE JKJIe3U, IPUUMHEHA OT AaHOMAJIUU B XKJIE3UTE),

- aKo IIpUeMare HAKOE OT CIEHUTE JEKapCTBa, U3II0JI3BAaHH 3a JIE€UEHUE Ha BUCOKO KPBBHO
HaJsraHe:

- ACE unxubutop (HanmpuMep eHaJlanpuil, TU3UHOTIPUII, PAMUIIPUIT), 0COOCHO aKo UMaTte
O0B0peuHy npoGiieMu, CBbpP3aHH ¢ JuaderT;
- AIMCKUPEH.

Bammst nexap Moxxke IepHoAUYHO Ja poBepsiBa ObOpeunata Bu ¢yHKuus, KpPbBHOTO HANATAHE U
KOJITYECTBOTO HA ENEKTPOIHUTHTE (HAIp. Kajwii) B KpbBTa Bu.

Bmxre cpiio nadopmanusra, ozarnasena “He npuemaiite Jlopucra”,
- aKo MmpuemMare Ipyru JeKapcTBa, KOUTO MOTaT Jia IIOBUILAT HUBOTO Ha CEPYMHUSI Kaluid (BIKTE
touka 2 ,,/Ipyru nekapcrea u Jlopucra“).



Jlena u roHomIH

JlocapraHs e mpoy4BaH IpH Jema. 3a moede HHGpopManus TpsOBa 1a ce KOHCyaTupaTe ¢ Bammms iekap.
JlocapTaH He ce mpenopbyBa 3a yrnorpeda mpu Aena, cTpagamy ot 6b0peyHn Wi 4epHOAPOOHH
npobieMu, Thid KaTO IPH TE3U rPYyNHU MALUEHTH HMa OTPaHWYEHH JaHHU. JlocapTaH He ce MmpenopbyBa
3a ynorpeda npu JAena noj 6-roJuiIHa Bb3pacT, Thi KaTo HE € JJ0Ka3aHo, ue € e)eKTHBEH B Ta3n
BB3pacToBa rpyma.

Apyru gexkapcrBa u Jlopucra
Wndopmupaiire Bamms nexap nim papmaneBT, ako mpuemare, HACKOPO CTE IPHEMAH FIIH €
BB3MOXKHO J1a IpUeMaTe Jpyry JeKapcTBa.

Wudopmupaiite Bamms nekap, ako npueMaTe KanueBU A00aBKU, KaJTUH-ChIbPKaIIU 3aMECTHTENIN Ha
COJITa, KaJIMi-ChXpaHsBall| JeKapcTBa, KaTO HAKOU AUYPETULH (HAIp. aMUIIOPU], TPUAMTEPEH,
CHHMPOHOJIAKTOH) WIIM IPYTH JIEKApCTBa, KOUTO MOTAaT J1a MOBUILIAT HUBOTO HAa CEPYMHUSI Kaluid (Harp.
XeIlapuH, JIEKapCTBa, ChIbPIKALIM TPUMETONPHUM), Thi KaTo KOMOMHauATa UM ¢ JlopucTa He ce
IIPEenopbyBa.

OOBpHETE CrienuaHO BHUMAaHKe, aKo IIpUeMate CIeIHHUTE JIEKapCcTBa, I0KaTo ce JiekyBare ¢ Jlopucra:

- JpYrH JIeKapcTBa 3a MOHIKaBaHe Ha KPbBHOTO HAJSATaHE, Thi KaTO T€ MOTAaT JIOMBJIHUTEIHO Ja
noHmwxkaT Bamero kpbpBHO HaisiraHe. KpbBHOTO HamArane Moke 1a O'b/ie IIOHMKEHO OT €IHO OT
CJICZIHUTE JIEKapCTBa/KJIac JIeKapCTBa: TPHLUKIMYHNA aHTUACTIPECAHTH, AaHTUTICUXOTHUIIH,
OaknodeH, aMiU(pOCTHH,

- HECTEPOUHHU POTUBOBB3MAIUTEIIHY JIEKAPCTBA KaTo HHAOMETaIMH, BKiIrounteaHo COX-2-
MHXUOUTOPHU (JIEKapCTBa, KOUTO NOTUCKAT BB3MAIEHUETO U MOraT Jia ObJ1aT U3I0I3BaHU 3a
oOnekyaBaHe Ha 00JIKa), ThI KaTO T MOTaT Jia OTcaa0sAT eheKTa Ha JIocapTaH 3a IOHIKaBaHe
Ha KPbBHOTO HaJISITaHe.

Axo Bamrara 6s0pedna GpyHKIuS € yBpeieHa, eIHOBPEMEHHOTO MPHIOKEHNE Ha TE3H JIEKApCTBA
MOXe€ Jia IOBeZIe 10 BiIoLIaBaHe Ha ObOpeyHaTa QyHKIHUS.

JluTHii-chIBbpIKAIIY JIEKapCTBa HEe OU CIIeABAIO Ja ce IIpHeMaT B KOMOHHAINS ¢ JIocapTaH 6e3
HEMpeKbCHAT KOHTPOJI OT CTpaHa Ha Bamus nexap. Morar ga 6baT YMECTHH U CTIEHUATHH
MpeANa3Hu MEePKH (HaIp. KPbBHU U3CIICIBAHMUA ).

Moske na ce Haoku BammsT jgexap 1a mpoMmeHH ro3ata Bu w/umum na B3eMe IpyrH mpeAnasHd MEepKH,
axo npuemate ACE uHXuOUTOp MM ajuCKUpeH (BUKTE ChIIO MHPOpMaIusTa, o3ariaseHa “He
npuemaiite Jlopucra” u “IIpexynpexneHus v nmpeanasHu Mepku’).

Jlopucra ¢ XpaHu U HAMUTKHA
Jlopucta Mosxe na ce nmpuiiara He3aBUCUMO OT XPaHEHETO.

BpemeHHOCT N KbpMeHe
[NoceBetBaiite ce ¢ Bamms nexap win hapManeBT npean ynorpedara Ha KOETO U Jja € JISKapCTBO.

BpemenHoct
Bue TpsiOBa na kaxxere Ha Bamms iekap, ako MUCIIUTE, Ye cTe (MM OUXTe MOIIIHM Ja cTe) OpeMeHHa.

Banmst nexap obukaoBeHO 1ie Bu mocbBeTBa na cripere npuema Ha Jlopucra, npeau aa
3abpemeHeere, UM BeJHara, ciel kaTo pasdepere, 4e cre OpemMeHHa U 1ie Bu nocbBeTBa 1a npuemare
npyro iekapctBo BMecto Jlopucra. Jlopucra He ce mpenopbyBa B paHHa OPEMEHHOCT U He TpsOBa Ja
Obe npueMana, ciiel 3-Tust Mecell Ha OpeMEHHOCTTa, Thil KaTO MOXKe€ A3 IPUYHUHHU CEPUO3HO
yBpexxaaHne Ha BameTto 0ebe, ako ce U3Mo3Ba cie/] TPeTHs Mecell Ha OpeMEeHHOCTTA.

Kspmene
Kaxere na Bamms jekap, ako KbpMHTE WK II€ 3all0YHETe a KbpMuTe. JloprcTa He ce mpenopbuBa

3a MaiKu, KOUTO KBPMST, U Bammsat ekap Moske 1a u3bepe apyro jiedeHue 3a Bac, ako uckare ia
KbpPMHTE, 0COOEHO ako 0€0eTO € HOBOPOICHO WK € OUJIO POJICHO MPEKICBPEMEHHO.



lo¢upane u padoTa ¢ MAIIMHU
He ca npoBexxnanu npoydBaHus 3a epeKTUTE BPXY CIIOCOOHOCTTA 3a modupane u padoTa ¢ MalIHHU.

Manko BeposiTHO e Jlopucra na uma eexT BbpXy cnocodHoctta Bu na modupare unu padoture ¢
ManmHE. Kakto mpu MHOTO Ipyru jiekapcTBa obade, H3II0I3BaHH 32 JICUEHHE Ha BUCOKO KPBBHO
HaJITaHe, JIOCApTaH MOJKe J1a IPUYUHH MPH HAKOHM X0pa 3aMaliBaHe WIN CHHIMBOCT. AKO TIOJTyIHTE
3aMaliBaHe WM CHHJIMBOCT, Bue Ou cienBano na ce KoHcynaTupate ¢ Bamms nekap, npean na
HAIIpaBUTE OIUT J]a OCHIICCTBSIBATE TE3U JICHHOCTH.

JlopucTa chabpiKa JAKT03a
Axo Bammsar nexkap Bu e kazain, ye uMare HEMOHOCHUMOCT KbM HSKOH 3aXapH, CBBPIKETE CE C HETO,
TIpe J1a IpUeMeTe TO3H JIEKAPCTBEH MPOAYKT.

3. Kak 1a npuemare Jlopucra

Bunaru npuemaiite ToBa JIEKapcTBO TOYHO KAaKTO € OMMCAHO B Ta3M JIMCTOBKA UJIM KakTo Bu e xazan
Banmsit nexap wnn papmaneBT. AKO He CTe CHTYPHHU B Hello, monuTaite Bamms nekap nnn
(dapmaneBT. Bammsat nexap 1ie pemm KakBa e noaxojsimara go3a Jlopucra, B 3aBucuMocT oT Bamiero
CBCTOSTHHE U TOBA Jlali pUeMare Apyru JiekapcTsa. BaxHo e na npoawsmkute na npuemare Jlopucra
JI0TOraBa, 10KaTo Bamusar siekap ro e npeanucai, 3a Aa NOAbpKaTe IUIaBeH KOHTPOJ BbpXy Baiero
KPBBHO HaJIATaHE.

Jlopucra ce npennara B cneqaure KoHneHTpauuu: 25 mg, 50 mg u 100 mg.

Bb3pacTHH DanmeHTH ¢ BUCOKO KPBBHO HaJIsTaHEe

JleuenueTo oOukHOBeHO 3anouBa ¢ 50 mg socapran (eana tabnerka Jlopucra 50 mg) eauH MbT
IHEBHO. MakcuManeH e(eKT 10 OTHOLICHHE Ha MOHIKABAHETO Ha KPEBHOTO HAISITAHE O CIIEeABAIO
Jla ce ToCTUrHe 3-6 ceAMUIM Cllell 3all0YBaHe Ha jiedeHuero. [Ipy HiaKou manueHT 103aTa MOXe I10-
KbCHO 1a ce yBennuu a0 100 mg nocapran (aBe tadbnerku Jlopucra 50 mg wim enna Tabnerka
Jlopucta 100 mg) enuH mbT AHEBHO.

AKO UMaTe ycelaHeTo, 4e eeKThT Ha JIOCApTaH € TBhP/E CUIICH WIH TBBpIE cad, MOJs
KOHCYITHpPAKTE ce ChC CBOS JieKap Wi (papMalieBT.

Ynorpeda npu jena v IOHOIIM

Ynorpeba npwu jienia noj 6-roJiMiHa Bb3pact
Jlopucta He ce npenopbyBa 3a ynoTpeda npu Jena moj 6-rouliiHa Bb3pacT, Thil KaTO HE € JI0Ka3aHo,

4e ¢ epeKTUBHA B Ta3H BB3PacTOBa IrPyra.

Ynorpeba npu aena ot 6- 10 18-roauiiHa Bb3pact

[IpenoppunTennaTa HayagHa J03a NpH naueHTH ¢ Terso mexay 20 u 50 kg e 0,7 mg/kg nocapran,
MPUET eIHOKpaTHO THEBHO (10 25 mg Jlopucta). JlekapsaT MOXKe [1a MOBUILH 103aTa, aKO KPBBHOTO
HaJISITaHe HE ce KOHTPOJIHpa.

Hpyra(n) ¢opma(n) Ha ToBa JIEKapCcCTBO MOXKE Ja ca MO-MOJXOIAIIN 3a Jiena; nonutaidTe Bamms nexap
Wi GapMaresT.

Bhb3pacTHH HAMEHTH C BUCOKO KPBBHO HAJISITaHE W ANA0ET TUI 2

JleuenneTo oOMKHOBEHO 3amouBa ¢ 50 mg ocaptaH (eaHa Tabnerka Jlopucra 50 mg) eauH TbT
nHeBHO. J[o3aTa Moxke mo-KbcHO fa 0be nosumeHa 10 100 mg nocapran (nBe Tabierku Jlopucra
50 mg nnm eqHa tadnetka Jlopucrta 100 mg) eauH BT JHEBHO B 3aBUCUMOCT OT ITOBJIHSIBAHETO HA
Baiero kppBHO HaysITaHe.




TalneTku n0ocapTan Morar Aa ce Mpuiiarat ¢ Apyrd MOHWKaBalll KPbBHOTO HAJISITaHE JIEKapcTBa
(Harp. muypertuiy, OJOKepH Ha KaJIlMEeBUTE KaHaIH, anda- uiau OeTa-0JIoKepH 1 JIeKapCcTBa,
JISCTBAIIM BHPXY LIEHTpaIHATa HEPBHA CUCTEMA), KAKTO M C HHCYJIMH U IPYTH YECTO U3IOI3BaHH
JIeKapCTBa 3a MOHIKABaHE Ha HUBOTO Ha KpbBHATa 3axap (Hamp. cyioHWITypeiHHH penapar,
[JIMTA30HU U TIIMKO3UIa3HU UHXUOUTOPH).

Bp3pacTHU DalMeHTH ChC ChpeYHa HEA0CTaThYHOCT

JleuenneTo oOmkHOBEHO 3amouBa ¢ 12,5 mg jgocapran enuH mbT AHEBHO. OOMKHOBEHO J103aTa TpsiOBa
Jla ce MMOBHILIAaBa CeIMUYHO NoeTanHo (T.e. 12,5 mg nHeBHO Ipe3 IbpBaTa CeaMULa, 25 mg THEBHO
mpe3 BTopara cexmuia, S0 mg nHeBHO mpe3 Tperara ceamuua, 100 mg nHeBHO Mpe3 yeTBbpTaTa
cenmuia, 150 mg nHEBHO Mpe3 IeTaTa ceaMuLa) 10 MOAIbpIKaIla 103a, OnpeaesieHa oT Bamusat
nekap. Moxe Ja Obae U3Moa3BaHa MakcuMaiiHa 1o3a ot 150 mg iocaptaH (Hamp. Tpu TaOJIeTKH
Jlopucra 50 mg unu o exHa tabnerka ot Jlopucra 100 mg u Jlopucra 50 mg) BeTHBK THEBHO.

Ipu eyeHre Ha ChpEYHA HEJOCTATHYHOCT JIOCAPTAH OOUKHOBEHO Ce KOMOMHUPA C AUYPETUIIN
(;IekapcTBa, KOMTO MOBHUILIABAT KOJIMYECTBOTO TEYHOCT, OT/ACISIHA Mpe3 ObOPEnTe) U/MITH IUTUTAITIC
(JIekapcTBO, KOETO CE M3IMOJI3BA IPU XPOHUYHA ChP/ICUHA HEOCTATHYHOCT U PUTHMHH ChPICUYHH
HapyIeHus ) u/nnu oera-o6aokep.

I[osnpaﬂe NpHU CrieUAJTHHA I'PYNIHA MANUECHTH

JlexapsT MOXe J1a Mpenophya IMo-HUCKa 1032, 0COOCHO IPH 3all0YBaHE Ha JICUCHUETO Ha OPEACIICHN
MaIKEHTH, KaTo JIEKYBaHUTE C JUYPETHLIA BbB BUCOKH /103U, MAMEHTH C YePHOAPOOHO YBpEKIaHe
WY TIAIIMEHTH Ha BB3pacT Hajx 75 ronuHu. V3monsBaHeTo Ha JocapTaH He ce MPenopbuBa Ipu
MaIKEHTH C TEXKKO YepHOAPOOHO yBpekaaHe (BHKTE TouKa ,,He npuemaiite Jlopucra”).

[pnaoxenne

TaOnerkute TpsAOBa 1a ce mpuemar ¢ 4yama Boaa. TpsOBa a ce onuraTe Aa npuemare TabJeTKUTe 110
€IIHO U CBILO BpeMe BCEKHU JeH. BaxHo e 1a npoabipkuTe fa npuemare Jlopucra, jokato Bammst
JIeKap He Ipernopbya 00paTHOTO.

AKo cTe IpHeJH oBevYe 0T HeoOxoanMaTa n03a Jlopucra

AKO 10 HEBHIMAaHHE NIPUEMETE TBBPE MHOTO TaOJIETKH, UK JIeTe TIOT'bJIHE HAKOJKO, He3a0aBHO
yBeznomerte jekap. CUMITOMUTE Ha MIpelo3upaHe BKIIOUBAT IOHMKEHO KPBbBHO HaJIraHe, yCKOpeHa

ChpJIeUHa ICWHOCT, KaTO € Bh3MOXHO U 3a0aBsiHE HA Chp/ICYHATA JICHHOCT.

AKo cTe npomyCcHaJu a nNpueMeTe JIOpl/ICTa
He an/IeMaﬁTe JIBOIiHA J034a, 3a 1a KOMIICHCHUPATE MpOoITycHaTaTa TalJIeTKa.

AKO 110 HEBHUMaHUE POIMYCHETE THEBHA /1032, POCTO MPUEMETE CIe/[BaIaTa 1033 KaKTO
OOHUKHOBEHO.

AKxo nMmare APYTH BBIIPOCH 3a U3IIOJI3BAHECTO HA TOBA JICKAPCTBO, KOHCYJ'ITPIpafITe ce ¢ Bamms JICKap.

4. Bb3MOKHU HeXKeTaHU pPeakiuu

Kakro Bcuuku JICKapCTBa, TOBa JICKAPCTBO MOXE J1a MPE€AN3BHUKA HEXKEIIaHU PEAKIIUU, BBIIPEKU, Y€ HE
BCCKHU I'M ITOJTy4daBa.

Axo oJIyuuTe HO,I[O6H& peakuys, CIpeTe Aa NpuemMare TaOJEeTKUTE JIOCApTaH U He3a0aBHO YBEOAOMETE
CBOsI JICKAp WM OTUACTE B CIICIIHOTO OTACIICHUEC HA Hai-OM3KaTa 6OJ'IHI/IL[aZ

Texxka anepruuna peakuus (00puB, CbpOEX, OTOK Ha JIUIETO, YCTHUTE, yCTaTa WU I'bPIIOTO, KOETO
MOXe€ J]a MPUYHHU 3aTPYAHEHO NPETITbIIaHe WIH AULIAHE).



ToBa e Texkka, HO psJIka HeXKeJlaHa peakius, KosTo 3acsra rmosede ot 1 Ha 10 000 manmenTH, HO TO-
manko ot 1 Ha 1 000 manuentu. Mosxe f1a Bu e Hy)KHa crienHa MeTUITMHCKA TOMOIIL WJTH
XOCIIHATAIU3aLHSL.

CJ'ICI[HI/ITe HEXKCJIaHU p€aKIIuu Cca Ha6J'IIOI[aBaHI/I pu .HOpI/ICTaI

Yecmu (mooice oa ce nposieu npu 0o 1 na 10 yosexa):

3aMaiiBaHe,

HICKO KPBBHO HaJsiraHe (0COOEHO ciie]] MpeKoMepHa 3ary0a Ha TEYHOCT OT LUPKYJIUpaliaTa
KPBB B OpTaHU3Ma, HaIp. MPH MAIMEHTH C TeXKKa ChPACYHA HEJOCTATHUYHOCT WIH NPH JIeUCHHE
C BHCOKH JIO3U AUYPETHUIIH),

CBBP3aHH C J103aTa OPTOCTATHYHH €(PEeKTH KaTo MOHIDKaBaHEe Ha KPFBHOTO HAJISITAHE IIPH
W3MPaBsHE OT JIETHAJIO WJIM CEIHANO MOJIOKCHHUE,

crmabocT,

ymopa,

TBBPJIE HUCKO HUBO HA 3aXapTa B KPbBTa (XUIOITIUKEMHUS),

TBBPJIe BUCOKO HUBO Ha KaJIMi B KPBBTA (XUIIEPKAIUEMHS ),

NPOMEHH B ObOpevHaTa (yHKIHS, BKIIOYHTENHO ObOpeuHa HeI0CTAThYHOCT,

HaMaJICHO KOJIMYECTBO HAa YEPBEHU KPBBHU KIETKH (aHEMHUS),

MOBHIIIaBaHE HA KPbBHATA ypesi, CEpPYMHUS KPEaTHHUH U CEPYMHHS KUl MPH MAIlMEHTH ChC
ChbpZie4YHa HEJOCTaThYHOCT.

Heuecmu (mosice oa ce nposieam npu oo 1 na 100 vosexa):

CBHJIMBOCT,

rjaBo0oIne,

HapyIICHUS Ha ChHS,

yCeIllaHe 3a yCKOpeHa Chp/ieuHa JeHHOCT (Chpuednene),
cuiHa Oonka B repAnTe (TpbIHA kKaba),
HEJIOCTHT Ha BB3IyX (3a/1yX),

KopemHa 0o0JIKa,

YIIOPUT 3ariekK,

uapus,

rajieHe,

HOBpPBINAHE,

KONpUBHA Tpecka (YpTUKapusi),
CchpOex (IpypuTyC),

o0pus,

JIOKAJIM3WPaH OTOK (erem),

KalTNIA.

Peoxu (mooice da ce nposissim npu 0o 1 na 1 000 wosexa):

XHUIEPCEH3UTHBHOCT,

aHTHOCICM,

BB3MAJICHAE Ha KPHBOHOCHHUTE CHIOBE (BAaCKYIIHUT, BKIIIOUUTEITHO ypiypa Ha Henoch-
Schonlein),

yCellaHe 3a CXBallaHe WM U3TPhIBaHe (MapecTe3ns),

3ary0a Ha ch3HaHHE (CHHKOII),

MHOTO YCKOpPEHAa M HepaBHOMEpHA ChbpACYHA AEWHOCT (IPeACHPAHO MBKICHE)
MO3bUeH UHCYIT (yaap),

BB3MAJICHUE HA YePHUS Apo0 (Xenarur),

MOBUIIIEHN CTOMHOCTH B KPbBTa Ha anlaHMHamMuHOTpachepasa (ALT), oOukHOBEHO
NpEeMUHABAIIH [IPU MPEKPATIBAHE HA JICICHHUETO.

C Heuzsecmua wecmoma (vecmomama He mModxce 0a Oboe YCMaHO8eHa Om HAIUYHUMe OaHHU):

HamajeH Opoi TpOMOOLUTH



- MUTPEHa,
- AQHOMaJINH B YepHOAPOOHUTE (PyHKIIUH,

- MYCKyJIHa U CTaBHa 0OJIKa,

- CUMIITOMH TO00HU Ha TPHIL,

- Oonka B rep0a v MHGEKIUS Ha MMKOYHUTE ITHTHUIIA,

- MOBUIICHA YYBCTBUTEIHOCT KBM CI'BHIETO ((POTOUYBCTBHTEIHOCT),

- HEOOSICHUMH MYCKYJTHU OOJIKH ¢ ThMHA (ITOJTOOHO Ha Yail OIBeTsABaHE) ypHHa (padIoMHOIIN3a),
- HUMITOTEHTHOCT,

- BB3MAIICHNE Ha TAaHKpeaca (TTaHKpeaTur),

- HICKH HUBA Ha HATPHUil B KPBBTA (XUIIOHATPUEMHUS ),

- Jerpecus,

- YyBCTBO Ha 0010 HepasnoioxkeHue (6e3MoKoNUCTBO),

- 3BBHEHE, OpbMUeHE, OyUeHe WK MPUIPAKBAHE B yIIUTE (THHUTYC),

- HapyIlIeH BKyC (Aucreysus).

Hexenanure JICKAPCTBCHU PCAKIUU ITPpH ACHa Ca HO,I[06HI/I Ha TE3U IIPpHU Bb3PAaCTHHU.

Cpo0111aBaHe HA MOJA03MPAHN HEKEIIAHN PEAKIIUU

AKO MONTyYnTe HIKAKBH HEKEIAHH JIEKapCTBEHH PEaKIIH, yBeqoMeTe Barms jiekap, papmareBT uin
MEIMIIMHCKA cecTpa. ToBa BKJIIOUYBAa BCUYKH Bb3MOXHH HEOMUCAHH B Ta3U JIMCTOBKA HEXKEIAHU
peaxiu. MoXKeTe ChIIOo J1a ChOOIIUTE HEeXENaHU PEaKIuu TUPEKTHO Upe3

W3nbiHKUTETHA areHIusl IO JIeKapcTBaTa

yi. ,,Jdamsa I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yeOcaiitT: www.bda.bg.

Karo cho01iaBare HexeIaH!U PEAKIMK, MOXKETE Jia JIaJIeTe CBOSI MMPUHOC 3a MOJIy4aBaHE HA TTOBEUE
HH(pOPMAIKS OTHOCHO 0E€30MACHOCTTA Ha TOBA JIGKAPCTBO.

5. Kak ga cexpansiBare Jlopucra
Jla ce cpxpaHsaBa Ha MsCTO, HEZJOCTBITHO 32 JIela.

He n3non3BaiiTe TOBa JIeKapCcTBO ClIEN CPOKa Ha FOAHOCT, OTOEIIA3aH Ha OllaKoBKara ciex ,,l ojeH
110:“. CpOKbT Ha FOJJHOCT OTIOBapsi Ha MOCJEIHUS JIEH OT Mecela.

ToBa JlekapcTBO HE U3UCKBA CIIEIIMAIHHU YCIOBHSA 332 CbXPaHEHHE.

Tonuemunenos (HDPE) xonmetinep 3a mabiemxu ¢ noaunponuienogo (PP) zameapsine ¢ nenma:
Jlopucta 100 mg: Cnen mbpBOTO OTBapsHE Ha KOHTEHHEpa, IPOAYKTHT TpsOBa Ja ce U3M0I3Ba B
pamkuTe Ha 10 100 qHH.

He u3xBbpuisiiTe nekapcTBaTa B KaHaIM3aLUATa WIK B KOHTeHHepa 3a JOMAIlHY OTIIaIbIIY.
[onuraiite Bamms ¢apmaneBT Kak 1a U3XBbPIIATE JIEKapCTBaTa, KOUTO Beue He u3rnoisBare. Te3u
MEPKH 1LI€ CIIOMOTHAT 3a OIla3BaHe Ha OKOJIHATa Cpefa.

6. Chbabp:kaHue HA OMAKOBKATA M JOMbJIHUTEIHA HH(POPMAIIUA

Kakso cbabpika Jlopucra

- AKTUBHOTO BEILECTBO € JIocapTaH Kanui (losartan potassium). Beska TabneTka cbabpxa

25 mg, 50 mg wim 100 mg nocapran Kaini, eKBUBAICHTEH pecrieKTUBHO Ha 22,9 mg, 45,8 mg,
91,5 mg nocapras.



- Hpyrure cberaBku Ha Jlopucra 25 mg ca: HapeBUYHO HUIIECTE, IPEKETATHHUIUPAHO
LIApEBUYHO HUIIECTE, MUKPOKPUCTAIIHA 1IeJTyJ103a, KOIOH IeH 0e3BOIeH CUIMLIMEB IUOKCH]I,
MarHe3ueB CTeapar, enakTo3a (IeIy03a 1 JIaKT03a MOHOXU/IPAT) B AAPOTO Ha TabjeTkara u
XHUIIPOMEN03a, TaJK, MPOIHJICH TIIHKOI, THTaHOB nuokcua (E171) u xunonuaoBo xcbito (E104)
BBB (PHIIMOBOTO MTOKPUTHE.

- Hpyrure ceetaBku Ha Jlopucta 50 mg u Jlopucra 100 mg ca: apeBUYHO HUIIECTE,
NpeXeIaTHHU3UPAHO LAPEBUYHO HUILIECTE, MUKPOKPHCTAIHA 11eJyJ103a, KOJIOUAEH 0e3BOICH
CUJIMLIMEB IUOKCH[], MaTHE3UEB CTeapart, LIeIaKkTo3a (Ley103a U J1JakT03a MOHOXHIpAT) B
ApOTO Ha TabJeTKaTa U XUIIPOMEN03a, TAJIK, IPONUIEH [NIMKOJ ¥ TuTaHoB auokcu (E171) BeB
(hHUIMOBOTO TIOKPHTHE.

Buxre Touka 2 ,,JIopucra chabppka 1akro3a‘.

Kak u3riexna .]IOpl(ICTa 1 KaKBO CbAbpP7Ka OMMaKOBKaTa

Jlopucra 25 mg: oBayHU, U3BKHAIH, XBITH (HIMHAPAHU TaOJETKH, C IEIUTEIHA YepTa OT €AHATA
crpana. TabneTkara Moe J1a Ce JIeNIM Ha JJBE PaBHH JIO3H.

Jlopucra 50 mg KpBIIH, M3IIBKHAIH, O GIIIMHAPAHH TaOJIETKH C IETUTEIIHA YepTa OT eJHaTa
CTpaHa CbC CKOCeHHU pBrOoBe. JlenuTenHara yepra He € MpeJHa3HaueHa 3a pa3uyIlBaHe Ha TabJieTkaTa.
Jlopucta 100 mg: oBanHU, U3NBbKHANM, OeNi PUIMHPAaHU TaOJIETKH.

Bancrep (PVC/PVDC 6amcTep oT npo3pa4yHo (oJimo, ¢ aTyMHUHHEBO (pOTHO0, M3TOJI3BAHO 32
NOKPHUBAaHe; KyTHS)

Jlopucra 25 mg: 10, 14, 15, 20, 28, 30, 50, 56, 60, 84, 90, 98, 100, 112 ¢punmupanu TabraeTku
Jlopucta 50 mg: 10, 14, 15, 20, 28, 30, 50, 56, 60, 84, 90, 98, 100, 112 ¢punmupanu TabiIeTKA
Jlopucta 100 mg: 7, 10, 14, 15, 20, , 28, 30, 50, 56, 60, 84, 90, 98, 100, 112 ¢punmupanu TabICTKH

[ommernaenos (HDPE, 05s1;1) koHTeliHep 3a Ta0JeTKH ¢ MOJUNPONUIeHOBA 3amymaJika. [liunkye
OT NOJIMETUJIEH ChC CyLINTe CHINKareJl.
Jlopucta 50 mg: 250 ¢punmupanu TabIETKH, B KAPTOHEHA KYTHSI.

Hoanernaenos (HDPE, 6511) koHTeliHep 3a TadaeTku ¢ noaunponuienoso (PP) 3arapsine ¢
JIeHTa
Jlopucta 100 mg: 100 ¢punmupanu TabiaeTku, B KAPTOHEHA KYTHS.

He Bcuuky BUIOBE OIAKOBKU MOTaT Aa 6’I>,E[aT ITyCHATH Ha I1a3apa.

IMpuTexaTes HA pa3pelieHHETO 32 ynoTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CinoBenus

IIpousBoguTenn 5
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CinoBenus
TAD Pharma GmbH, Heinz-Lohmann-Strafle 5, 27472 Cuxhaven, ['epmanus

ToBa jexapcTBO e pa3pelreHo 3a ynoTpeda B Ibp:kaBuTe — WieHkH Ha EBponeiickoTo
HKOHOMHMY€eCKO NMpocTpancTBo U B O0equneHoTo kpajacTeo (CeBepHa Upaanausi) moj ciegnure
nMeHa:

HMme Ha cTpaHaTa YeHKa HNMe Ha JIekapcTBeHUs! MPOAYKT
Uemka pernyOivka Lorista

ABcTpus Losartan Krka

Benrust Losartan Krka

brearapus Jlopucra

Kunsp Losartan Krka

I'epmanus Losartan-Kalium TAD

Janus Losartankalium Krka

Ectonus Lorista




Ucnanus

Losartan Krka

Ddunnanansa Losartan Krka
Opannus Losartan Krka
YHrapus Lavestra
Uranus Losartan Krka
JIlutBa Lorista
JlarBus Lorista
Hopserus Losartan Krka
[opryranus Losartan Krka
PymbHUS Lorista
IIBenms Losartan Krka

O6eauneHo kpanctBo (CeBepHa Uprianaus)

Losartan Potassium

I[aTa Ha MOCJICTHO MpepasriieKaaHe Ha JJUCTOBKaTa

20 Hexemspu 2021

IMoxpo6Ha nHpopMalKs 3a TOBA JISKAPCTBO € NpeJocTaBeHa Ha yeOcaiita Ha M3nbnHuTeHa AreHius

o JlekapcrBata (MAJI) http:/www.bda.bg.




