JIMCTOBKA: HH®OPMAIMA 3A TIOTPEBHUTEJSA

Losartan-Tchaikapharma film-coated tablets 50 / 100 mg
Jlozapran-Haiikadapma pramupasn radnercu 50 /100 mg
(Losaratan Potassium)

Ipouerere BHEMATEHO WSAIATA JHCTORKA NpeJH A4 3aN0MHETe A NPHEMATE TOBa JIEKapCTBO.
- 3amasere Tasy JHCTOBKA. MOXe na MaTe Hy:KAa Ja 1 MPOYeTeTe OTHOBO.
- Ako ¥MaTe HSKAKBH JOIGIHUTEIHM BENPOCH, TonHTaiire Balug nexkap Wi thapManesT.
- Topa iekapcTBO € NMpeanKcaHo TMyHO Ha Bac. He ro npeotctenpaiite Ha Apyru xopa. To
MOXKE A3 KM HaBpeIH, He3aBHCHMO OT TOBA, Ue TEXHUTE CHMITOMM ca ChIIMTE KaxTo Bamure.
- AKO HSIKON OT HEKEJIaHUTE JIEKapCTBEHH PeakLyl CTaHe Cepuo3Ha, WIH 3abenexure ApYyTH,
HEOIHCaHH B Ta3H JINCTOBKA HeXeNIaHH PeaKklikH, Mojli yReAoMeTe Bamns ekap wim
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1. KAKBO ITIPEACTABJISIBA LOSARTAN-TCHATKAPHARMA H 3A KAKBO CE
H3IOJ3BA

Jlexapctrenuar npopykr Losartan-Tchaikapharma ceaspsxa xato akTHBBO BenlecTBO Losartan, KoeTo
ApHHAIEXH KBM IPYIIaTa Ha T.HAp. CENISKTHBHE aHrHoTeH3uH 11 pellenTopH# aHTaroHKCTH (TyIl
ATy).

AnrnorersuH II e BelllecTBO, KOSTO HOPMATHO IIPHCECTBA B OPraHM3Ma Ha YOBEK M eeKTET My ce
CBEKJA IO CBUBAHE HA KPEEOHOCHHUTE CHOBE U B PE3Y/TaT JO NOBHIIABAHE HA KPBBHOTO HAATAHE.
Losartan-Tchaikapharma 6moxupa To3u eext Ha aHrHoTeH3uH I, B pesysiraT Ha KOSTO KPBBOHOCHHTE
CBIIOBE C& PasIIUPABAT i KPBRHOTO HAJSraHe craja.

AKO BMaTe BHCOKO KPBHBHO HairaHe U 3apebeneHa CTeHa Ha JIABa KaMepa, KOATO € OCHOBHATA
H3HOMITBALIA KPBHE KyXHMHA Ha ChPLETo, BawmsT nexap e npeanucan Losartan-Tchaikapharma sa
HaMAJIIBaHE Ha PUCKA OT YAap/vH(apKT.

Losartan-Tchaikapharma cbiio Taxa npeanasea 656penure ypes 3abapaHe Ha BIOLIARAHETO
616peynara YEpeAa Npy MAUKMEeHTH ¢ AuaGeT TAl 2, KOKTO UMaT GelTEK B ypUHaTa (IpOTEHHYPHS).
BrOpeunara yBpeaa Moxke Jia ce H3CNe/iBa Ype3 U3MEPBaHe Ha OeNThKa B ypHHATA.

Beaxa rabnerka Losartan-Tchaikapharma ceaspaxa csorseTHo 50 mg win 100 mg Losartan potassinm
(nozaptan nox dopmara Ha KajaueRa com).

Brrnpexu ue Losartan-Tchaikapharma ¢sabpika Manke KOJIHMeCTBa KajHuii, TOM He MOKe 13 3aMECTH
xanuesuTe KoGasku. Axo ca Bu mpeanucany xamieeH n0o6aRKH, MPOABILKaBaiiTe Ja I'M B3eMaTe.
HoMouHH BellecTRa: NpexeIaTHHH3HPAHO HALIecTe, HATPHeB HUIECTEH FTHOKOHAT, JTaKTo3a
MOHOXHAPAT, MHKPOKPHCTATHA ey 038, XUAPOKCHIIPONHIIENYI03a, THTAHOB THOKCHT.

Tepal’leBTH‘iHﬂ MOKA3AHKUA

Losartan-Tchaikapharma e nioxa3an 3a Ie4eHHe Ha apTEPHANHA XHNEPTOHMA (BHCOKO KPBBHO
HaJArate).

IIpH NALMEHTH ¢ BUCOKO KPBBHO HAJIATaHe, KOUTO HMAT U 3afebeNieHa CTeHa,
CBpLETO (MeBOKaMepHa xuMepTpodhusa), Losartan-Tchaikapharma cnomar
ynap/uncynr. Toit nomara Ha FAMERTHTE 4 KUBEAT MO-ALATO (BIDK T.
Losartan-Tchaikapharma).




Tlpu naupenTy ¢ AnabeT THN 2, KOUTO HMAT CEPHO3HHM YBPEXIaHuA Ha Gpbpennte (H3pasaBalli ce ¢
Hanuuue Ha GenThk B ypuuare, T.¢. nporennypus), Losartan-Tehaikapharma ocurypsasa
JOTYBTHHTENHO TIpeassane ypes GIOKUpaHe Ha BpelHUTE edpexty Ha anrpoTensuH I u sabapsne Ha
npolieca Ha BIIOIIaBaHe Ha OBOpeuHOTO 3abonaBane.

2. OPEAN JA DTPUEMATE LOSARTAN-TCHATKAPHARMA

Iomonere Batuus nexap WM ¢papMalieBT 3a ¢HBET NIPEAH Jid H3MON3BATE KOETO M A3 € JIGKAPCTBEHO
CpefiCcTBO.

He npuemaiire Losartan-Tchaikapharma:
- aKo CTe aJlepruyuHy (CBPBXYYBCTBUTEIHHN) KM J03aPTaH MIIH KbM HAKOA OT APYTHTE CHCTABKH
’ Ha JiekapcTeeHus npoaykr Losartan-Tchaikapharma; '
- aKO MHCITHTE, Y€ CTE WM cTe OpeMeHHa;
- aKo Bh3HaMepABaTe Na 3abpeMeHeeTe;
- aKQ KBpMHTE.

BaxHo e i@ yeegomure Baluus nexap, ako UMaTe MK CTe HMa| HAKOH OT ropeusbpoenuTe
npobnemn.

O6npHere cHenuAIN0 BHEMAHHE NPH Jedenuero ¢ Losartan-Tchaikapharma

Veemomere Baumms iekap 3a BCHUKH MEIUUHHCKH IPoGneMu, KOMTO HMAaTe WM HAKOra CT¢ HMajld,
KAKTO M 32 HAMMYHY aneprin, Crofluere CHINO H 4KO CKOPO CTe MATH OOHITHO NIOBPBINAHE HITH
auapus. OcoleHo BAIKHO € NeKapaT A4 3uae Nam nMare yepenenn 6x6penn 1 uepen apob.

Vuorpeda npH xena

Hsma gocTarsyed omHT OT mprioskeruero Ha Losartan-Tchaikapbarma npu sena. 3atopa To3u
JCKApPCTEEH NPOAYKT He TpsiOBa Ja MM Ce TIpeflucea.

Hpuno:xenne Npu BL3PACTHH

Losartan-Tchaikapharma ce noxacs Jo6pe 1 € eIHAKBO €EKTHBEH KaKTO NPy MO-BE3PACTHUTE, TaKa 1
TIPM_ [O-MIIAJIHTE HANUEHTH. TIpH MOBEYETo MalMeHTH B HaNpe Hana Bs3pacT (> 75 roj.) HAMa HyxKza
OT KOpPeKIys B Ha4anHaTa 034, OCBEH aK0 He Ca C XHIIOBOJIEMMUA.

Hpuroskenne NPH YEPHOKOKN FANHEHTH ¢ BHCOKO KPHBHO HAATane H 3aaefeanBane Ha
JABATA KaMepa (JieBoKaMepHa XanepTpofdus)

B npoyusaHe Npy NAUHEHTH ¢ BHCOKO KPBBHO HanidraHe H JeBOKaMEPHa xunepTpodus, Losartan-
Tchaikapharma rioxassa HamMansABaHe PHUCKa OT MHCYJT H ChpPICUHH NMPUCTHIH, H TIOMara Ha
MALUEeHTHTe 12 XKHUBEST HO-IBIITO.

IlpueM Ha JPYrH AeKapcTBa

o npuruun Losartan-Tchaikapharma He B3ayMozeicTBa ¢ XpaHH K ApyrH nekapeTsa. Tpabea a
uudOpMHIpaTe Nekaps 3a BCHUKU JIeKapCTBa, KOHTO B3UMAaTe o BpeMe Ha JieueHHeTo ¢ Losartan-
Tchaikapharma, BKIIOYHTEIHO U Te3H, ogyyasady Ges perenta. Bax#o e ga cpobummre Ha Baumas
NEKAp, aK0 BIUMATE KANMERY IIPENAPATH, Kanuii-CEXpaHaBalllyl CPEACTRA MK CON, ChABPKALIA KanuH.

MHOF0 BayKHO € Jja KAKeTe Ha CBOS JIeKap, aK0 B3eMare HecTepOuHM NPOTHEOEESITN em-n—l
npoxyxty (HCIIBII), BRIIOUMTENHO M CENEKTHBHA HKAOOKCHIEHA3a-2, @Sﬁ'f 'ﬁi&’(
HHXUOUTOPH), THil KATO Te MOraT Ja HAMANAT AHTUXUIIEPTEH3MBHUS €
Tchaikapharma. Tlpy HikoK nalMenTy ¢ Hapymena GrOpeuna gyn
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BKJHOUHTENHO cenexTusHl COX-2 NHXHONTOPH, 6AHOBPEMEHHOTO NMPIIIOKEHHE Ha aHrHoTeH3uH 11
peLienTopHuTe aHTaroHucty karo Losartan-Tchaikapharma Moyke na noBene A0 AONBIHHTEAHO
BIOIIaBaHe Ha GpOpeunara GyHKuus. Tesu edexTH 0OMKHOBEHO ca obpaTHMH.

Ilpuem Ha Losartan-Tchaikapharma ¢ xpany o HanaTen
Losartan-Tchaikapharma mMoxe na ce ynorpebsiea ¢ unu 6e3 xpaHa.
BpeMeHHOCT H KbpMeHe

Bpemennocm
Kouncynrupatite ce ¢ Bammus exap NpelH Ja 3all09HeTe Ja H3NOA3BaTe KaKBOTO M Ja € JIEKAPCTRO I10
BpeMe Ha GPEMEHHOCT WIH KbPMEHE.

Vnorpebara Ha IeKapCTREHH IPOLYKTH, KOMTO NOBIHABAT AHPEKTHO PEHHH-AHTHOTE3HH-
anmocTepOHOBaTa CUCTeMa (TaKyBa KaTo JIO3aPTaH), Pe3 BTOPOTO H TPETOTO TPUMECeTHe Ha -
OpeMeHHOCTTa MOKE [0 NPeIU3BHKA YBPEKIAHE B IOPH CMBPT Ha pasBuBalius ce mioA. ITopaau Tasu
npwinba Losartan-Tchaikapharma He TpsOBa aa ce npunara 1o Bpeme Ha 6pemMeHHOCT. AKO
safpemeneere [0 BpeMe Ha JISICHHETO ¢ JIO3apTaH, yReroMere HezabapHo Bamina nexyBaul Jekap, ThH
KaTo MPHEMaHeTO Ha JI03apTaH B TO3H Crydaif Tpadpa Ja ce NMpeycTaHOBH.

Kypmene

CEBHISCTRYBa BE3MOXKHOCT IEKAPCTBEHHAT HPOAYKT Aa e U3Tb4Ba B MIakoTo. [Topany BE3MOKHO
CTpaHUYHO JeHCTBHE BBPXY KbpMaueTo, TpAOGBa Aa ce PEllk, AATH Id Ce CTpe KbPMEHETO HWiIM Ja Ce
npeKpaTH NpHeMaHeTo Ha ICKapCTBOTO B 3aBHCHMOCT OT TOBA, JOKOJIKO € BAXHO JIEKapCTBOTO 32
Mmaiikara.

Mfodrapane B padoTa ¢ MATTHHH

TTouTi BCHUKHM NIANYEHTH MOTAT Ja WobupaT WK Ja paboTAT ¢ MalNHY Npe3 NepHoa Ha IEYeHHE ©
Losartan-Tchaikapharma, Ho He Tps6GBa na ro npaesT npeAy Aa pasbepaT Kak MOHACAT TO3M
JIEKAPCTBEH NMPOAYKT.

Baxua undopmanus 3a HAKoH OT cheTaBKATe HA Losartan-Tchaikapharma
Losartan-Tchaikapharma c¢bIBpika KaTo IOMOLIHO BELIECTBO JIAKTO3a MOHOXH/PAT. AKO 3HAeTe, ye
CTPaJaTe OT HEMOHOCHMOCT KBM HAKOHM BHIIOBE 3aXapH, TpOBa fa ce KOHCYJATHpaTe ¢ Bamus iekap
IpEaH Ja 3aTi0YHeTe IpHeMa Ha TO3H J1eKapCTBEeH NPOIYKT.

3. KAK JA ITPUEMATE LOSARTAN-TCHAIKAPHARMA

Bunaru npueMaiite Losartan-Tchaikapharma Touno kakto Bu e kasan Baudar nekap. Toi mie perus
kaksa Aa Gbre nogxomamara no3a Losartan-Tchaikapharma, B 3apucumoct ot Baniero ceCTOsHME H

- OT TOBA, JANH B3EMaTe JPYTH JIekapcTsa. BaXHO e Ia NPOAB/DKUTE JIEHEHHETO TOAKOBA ABATO,
KOJIKOTO HpeLieHH JIeKapAT, 3a Ja HOAxbpKaTe HoOBp KOHTPOJ Ha KpEBHOTO BH Hansrane. AKO He CTe
CHT'YPHH B HEIIO, Nnonuraiite Baurus jexap wi Gapmanest.
Losartan-Tchaikapharma moxe na ce ripueMa ¢ 1 Ge3 xpaua.
Horrycka ce ynorpeGaTa M Ha PYTH aHTHXHUIIEPTEH3UBHYA CPEACTBA B koMOHHanua ¢ Losartan-

Tchaikapharma.
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nepuo ot 3 o 6 ceAMMUM cliell 3ar0yBase Ha TepanuaTa. IIpH HAKoH NauMeHTH 3a NOCTHraHe Ha I10-
no0Bp edekr e HeoOxoaUMO Jo3ata fa ce nopumyu 10 100 mg, enny neT Ha JeH.

Hamanssane pucxa om ungaprm na muoxapda npu nayuenmy ¢ Xunepmonus u 1e6oKamepna
xunepmpodus

O6nyaiiHaTa HayamHa 7o3a ¢ 50 mg, npuera eMHOKPATHO, KaTo I03aTa MOXe Aa ce yBenudH Ha 100
mg efiH 0BT Ha AeH M Losartan-Tchaikapharma na 6sae npunaras B kxoMOHHAIMA ¢ AMYPETULIH OT
THA3HAEH THN KaTo XHAPOXIOPOTHAZHA, ¢ KOHTO AOMBIHHTENHO Ce MIOHMXABA KPhBHOTO HAIATAHE,

FBobpeuna npomexyus npu nayuenmu ¢ Ouabem mun 2 u Hegpponamust (MUKpoaROyMunypus)
O6uuaiiHara HauaJiHa fo3a e 50 mg emuH meT Ha AcH. Jo3aTa Moske ma ce nosumu go 100 mg, npuera
eIHOKPATHO B 3aBHCHMOCT OT [IOCTHIHATHSA PE3YATAT B IOHIDKEHHETO Ha KPBBHOTO HaJIATaHe,
oTuereHo 1 Mecell ciiefl HA4aJI0TO Ha TepalluaTa.

Ynompeba npu nayuenmu ¢ Xunoonemun (Hamanen 06emM Ha MERECHUME MEYHOCTUL)
OGuuaifaTa HavajHa 1033 0T 25 mg €IUH I'GT HA A€H € NPENOPhUHTENHA 33 MHOTO MalbK IIPOLIGHT
OT DAUMEHTHTE, CTPANALH OT XUrogoemus (HAOPHMEp NIPH MAaNHeHTH, TeKyBaHH ¢ BUCOKH J03H

MY PETHII).

VYnompeta npu nayuenmu ¢ napyuenus ¢ 6vopeynama yHryua

TTpH naupeHTH ¢ JIeKH HapyuieHus (HanpuMep KpeaTHHHHOB KIHPBHC B pamkuTe Ha 20-50 ml/min) ne
Ce Hanara NpoMsHA B ITPBOHAYANHATE TO3UPOBKA. 3a NAIHEHTH ¢ YMepPEHH JI0 TeXKKH HapyIIeHHA B
61Opeurara GyHKuMs (HanpuMep KpeaTHHHHOB KnHpbHC < 20 ml/min) vy 3a MardedTH Ha AHAK34,
Ce NperophyBa HaMalliBaye Ha [YbPBOHAYAIHATA T03a Ha 25 Mg ¢/IMH IYET Ha JeH.

Vnompeba npu nayuenmu ¢ napyuenusa 8 1epuoopobrama gyukyus
IlpenopsyBa ce HaManABaHe Ha JO3MPOBKATA NPH MALMEHTH ¢ aHAMHe3a 3a UepHoApoOHo 3abonaBare.

AKko cTe npuen noseye ot Heobxoaumara aoza Losartan-Tchaikapharma

B cnyuvaii Ha npefosupaHe Tpa6Ba HezabaBHO Ja ce cBbprkere ¢ Baiuma jiexap, 3a Aa BU C€ OKaxe
cBOEBpeMeHHa MEIMUHHCKA TOMOIIL

Axo cte nponycaaan aa npuemare Losartan-Tchaikapharma

Tps6Ba na npuemare Losartan-Tchaikapharma, xakto Bu e npeanucan. Axo ofaye IpolycHeTe eaHa
1033, He B3uMalite JOITBIHHATETHH TableTkY, & IIPOCTO HPObIDKeTe o obnyaiiHaTa cxema.

4. Bb3MOKHH HEXKEJJAHHW PEAKUTHAW

Kaxro Benuxu nexapersa, Losartan-Tchaikapharma Moxe 1a npeiM3BuKa HeXKENIaHH peaKkLHm,
BBIPEKH € He BCEKH I'H onyyara. Haii-uecTHTe cTpaHHYHM PEaKiMK ¢a CBETOBBPTEK, yMOpa,
rnasosamaiisade, oOpus, ypTUKaprs, HaMalsIBaHe Ha KIETKNUTE, OTTOBOPHH 32 KPBBOCECHPBAHETO U
Gonxa B crasure. Bamuar nexap uni dapManest uMat no-noapobGHa nHdopMailid 1o TO3H BBIPOC.
Crof611eTe CBOGBPEMEHHO HA CBOA Jiekap wiw (apMaleRT 3a NOABATA Ha TE3H WK NPYTH HeoOMdaiiHu
CHMIITOMH.

ITpy HAKOH TIAIMEHTH, 0co0EHO Te3u ¢ auadet T 2 U GeNTHK B YpHHATa, MOXKE CBHINO TaKa Ja ce
TIOBHIIM KAIHAT B KPBETA. A0 uMare 660peuno 3abongsane i Tan 2 auaber ¢ OeATHK B ypuHaTa,
H/WIM B3eMAaTe KAJIMERU NpenapaTH, KaJHk-CEXpaHaBallii CPeACTRa UITH 3aMeC AiTa,
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Axo pazsueTe anepruiHa peakus, BIOBOYBalia NOoJyBaHe Ha JIMIIETO, YCTHHTE, TBPJIOTO H/MIIH e3HKa,
3aTpyAHsABAlH JMIIAHETO W NpermbilaneTo By, cnpere npuema na Losartan-Tchaikapharma u ce
CBBpOKeTe He3abaBHO ¢ Bamusa nexap.

5. CBhXPAHEHHE HA LOSARTAN-TCHAIKAPHARMA

Ha ce cexpansea npu TeMneparypa o 25°C.

Crxpanspaiite Ha MACTO, HEIOCTEITHO 32 Jela.

He wznonseaitre Losartan-Tchaikapharma cnea w3THgane cpoka Ha TOAHOCT, OTOENA34H BBPXY
KapTOHeHaTa onakoeka {(cnex ,,['onen xo:”). CpoksT Ha rOXHOCT OTrOBaps Ha IOCHeAHNA JEH OT
nocoyenns Mecel, He ussaxnaiite rabnetkure oT OIMcTepa, OCBEH aKO HE CTe FOTOBH Ja IH
TpAeMeTe BETHAra.

Jlexapcreara He TpAOBa fla ce H3XBBPJAT B KAHATM3ALKATA HIH B KOHTeIHEepa 3a JOMAIHH OTHAafBIH.

Honwuraiire Bamus dapmaneBT kax ga YHHIIOKHTe Hery:kHUTe By nexapcrsa. Tean MepkH 1ie
CIIOMOTHAT 34 OIIa3BaHe Ha OKOJIHATa cpefa.

6. JOUBLJAHUTEJHA WHOOPMATINA

Losartan-Tchaikapharma ce npemiara nox ¢opmara Ha GuiMupany rabneTku oT 50 mg: 30 6pos B
KkaproHeHa Kyt (3 Gnucrepa mo 10 6pos), xakro u ¢uaMupans Tabnerku ot 100 mg: 30 6pos B
KapToHena KyTis (3 6amcrepa o 10 6pox).

Hparexaren Ha pazpelieHNeTo 3a ynorpeda

“Yatixapapma BrcokoxayecTBeHHTe Nekapersa” Al
rp. Bapna 9000, “H.J.Banuapos” Ne 1, Bearapus

IIponzBoauTen

“UaiikadapMa — BUCOKOKaveCTBEHUTe JiekapcTpa” AJl
rp. ITnopaus 4000, ,,Cankr IletepGypr” Ne 53

JdaTta Ha moche o oxodpenne Ha JHCTOBKATA

Cemremppu, 2007




