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1.3.1 Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package Leaflet BG

ﬂ3l’lbﬂHHTEﬂHA AI'EHUMH 10 HEKAPCTBATA

1. NME HA JIEKAPCTBEHHUA IMPOAYKT

Lorista HD 100 mg/25 mg film- coated tablets
Jlopucta HD 100 mg/25 mg ¢punmupanu Tabnerkn

»
---------------------------------------------------

--------

2. KAYECTBEH H KONTHUYECTBEH CHCTAB

Besaka Jlopucta HD 100 mg/25 mg ¢punmupana rabnerxa ceaepxka 100 mg nosaprad Kaimid
(losartan potassium) u 25 mg xunpoxnoporHasuy (hydrochlorothiazidum)

3a mbJIHUA CIIHCHK Ha MOMOIIHKATE BEelIeCTBA BHXTe TOUKa 6.1.

3. JIEKAPCTBEHA ©®OPMA

Ounimmupanu TabneTKu

Jlopacta HD 100 mg/25 mg ¢punmmpanu tablieTku: XbATH, OBAIHH, JICKO ABOMHOH3ITEKHAIH
TabIeTKH.

4, KJIIMHUYHHN TAHHHA

4.1 TepaneBTHYHH HHAHKANMM

Jlopaecra HD € noka3aH 3a JIeUeHrAC Ha €CCHIHAHA XUIIEPTOHUS IPH NAHUEHTH, YHUCTO
KPBBHO HAJIATAHE HE € 3aJJ0BOJIMTEIIHO KOHTPOJIHPAHO ¢ JIO3AaPTAaH HUIIH XUAPOXJIOPOTHAZH
CaMOCTOATEIHO.

4.2 Jlo3upoBKa M HAYMH HA NPAJIOKECHHE

Jlopucta HD) Moxe na ce npunara ¢ Apyru aHTHXMIICPTEH3HBHH CpeACTRA.

JIopucta HD Tps6Ba aa ce nmpHeMa ¢ yala BOJA.

Jlopucta HD MOke aa ce npriara cbe wim 0e3 XpaHa.

Xunepronus: Jlopucra HD He € npegHa3Ha4yeH 3a HaYalIHa TEpaIus, a CaMo IIpy HalHeHTH,
YHUETO KPBBHO HAJIMTaHe HE € JOCTATHYHO KOHTPOJIMPAHO YpE3 T03apTaH |
XUAPOXJIOPOTHA3H ] CAMOCTOATEIHO.

[IpenopbuBa ce THTpupaAHE HA J03aTa HA OTACIIHUTE KOMIIOHEHTH (J103apTaH U

XUPOXTOPOTHASH]T).

Koraro ¢ KIMHA4YHO IOAXOASIN0, MOXKE J1a C€ OOMHCIIN JUPECKTHA IIPOMIHA OT MOHOTEpAIINs
KbM (pHKCHpaHa KOMOHHAITHS ITPH NAHUEHTH, YHCTO KPBBHO HaJIATaHE HE € I0CTATHYHO
KOHTPOJIMPAHO.
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3aII0YBAHE HA JICYCHHUETO.

ObwnyaiinaTa noAabprKaina J103a Jo3apTal/XuApoxjiopoTaasuy € eaaa tabnerka Jlo }Iﬂ‘fﬁ H A4 z i RS
(;rozapran 50 mg/ xunpoxaopornasuz 12,5 mg) BeAHBXK JHEBHO. 3a TAIHEHTH, K _@‘*HB’ " ?“ % \t
oTrosapaT aneksarHo Ha Jlopucra H, 103MpoBKaTa MOXe [1a CE IIOBHINK Ha exHa [Fa8néTie: ':' e A
Jlopucra HD (siozapran 100 mg/XuapoXIOpOTHaZHA 25 mg) BeTHEK JHEBHO, ( > f RN LN
MaxkcuMannara 03a e eana Tabnetka Jlopucra HD Begubx aueBHO. KaTto msuno \ -'f Jﬁﬂ;‘? . ,"}i
AHTHXHUIIEPTCH3NBHUAT EKT Ce MOCTHTa B PAMKHUTE HA TPH JO YETHPH CEAMHULIA G'T . ’;;;f f
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1.3.1 Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package Leaflet BG

Yuorpeba OpH nareHTH ¢ Op0peyHa HEAQCTATHYHOCT H MANIHEHTH Ha XEMOIHAIN3a

He e HeoOx0MMa IpoMsiHa Ha HAYalIHATA [03a NP MaHCHTH ¢ Jicka ObOpeuna
HEIOCTATHYHOCT (T.€. KpeaTuHHHOB KimpbHe 30-50 ml/min). Tabnerkure nosapray u
XHAPOXJIOPOTHA3H/l HE C€ NpenophYBaT OPH NallMeHTH Ha XeMoAuanmm3a. Tabnerkure
J103apTad/XUAPOXIOpOTHA3KHA He TpAOBa 1a ¢ce U3MOI3BaT MPH NMAllHEeHTH ¢ TEXKa Op0peuna
HEIOCTATHYHOCT (T.€. KPEaTHHUHOB KNHPHLHC < 30 ml/min) (BX. Touka 4.3).

Yrorpeba npH nalMeHTH ¢ HaMalieH HHTPABacKyIapeH obeM
Hamanennero Ha o0ema ¥/HIM H3YEPHBAHETO HA HATPUA TPAOBA Ja Ce KOPMTHPAT IPEIH

[IPHJIOKECHUETO Ha TAOJICTKH N03apTal/ XHAPOXJIOPOTHA3H.

Yrnorpeba NpH NanueHTH ¢ YepHOAPOOHO YRpeKIaHE
Jlozapran/ XuJ(poXJI0poTHA3H L HE Ce TIPENOPHUBA MPU NMAHHCHTH € TEXKKO YEPHOAPOOHO
yBpexKaHe (BXK. Touka 4.3).

Ynorpeba npu crapuecka Bb3pacT
OOHKHOBEHO He € HeOoOX0IUMa MPOMSHA Ha JO3UPOBKATA IPH HAIUEHTH B CTapuecKa
Bb3pacT.

Yoorpeba npy aena U rononm ( < 18 roaynn)
Hsmva onmut OT KIIMHAYHY U3NMWTBAaHKSA ¢ Jiena | I0HOIIH. ClIeaoBaTeIHo
NO3apTaH/XUAPOXJIOpOTHA3H HE TpAOBa Ja ¢ Tpuiiara npH Jena v I0HOIIH.

4.3 IIpornBonOKa3aHHusn

- CBpBX4YyBCTBUTEIHOCT KbM JIO3AapTaH, KbM BEHICCTBA, IIPOM3BOIHH Ha
cyiponaMuIuTE (KATO XMAPOXJIOPOTHA3ZH ) HIH XBM KOETO U JIa € OT MOMONIHHATE
BEIIECTBA.

- TepaneBTHYHO PE3UCTEHTHA XHITOKATTHEMHUA HIH XANCPKATIHECMHS

- Texxo gepHOAPOOHO HapyIEHUE; XonecTasa H OuIMapHH OOCTPYKTHBHU HApyIICHHUS

- PedpaxtepHa XunoHaTpueMHus

- CuMnToMaTHUYHA XHIEpYPHKEMUsL/ TIoaarpa

- BTopH uiid TpeTH TPUMECTHP Ha OpeMeHHOCTTa (BK. TOUKH 4.4 1 4.6)

- Texxo 6p0peuHo HapymeHHe (Hamp. KpeaTHHHHOB KIHPBHC < 30 ml/min)

- AHYypHs

CrnenHajann npegynpeskacHHs H NIPeANasHA MePKH OPH yroTpeda

Jlo3zaptan

Anzuoeoem

[lanpeHTH ¢ aHaMHE3a 3a aHTHOEAeM (IO TYBAaHE Ha JINIETO, YCTHHTE, IbPI0TO W/ Wi g;gmaj::;ﬁ:ﬁ

TpaOBa 1a ObAaT BHUMATEIHO HAOMOAaBaHH (BX. TO4YKa 4.8). ;)-;ﬁ"ﬁ,ﬁﬁ_% Wi iy 7 X \
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Xunomonus u HaAManerHue Ha UHMPAGAcKYIapHus obem:
Moxxe J1a ce NOSBH CHMIITTOMAaTHIHA XHIIOTOHHSA, 0COOEHO e/l MbpBaTa A03a, Il
KOMTO HMAT HaMaJIeH O0E€M H/HIIH HATPHH OT JICYCHHUE ¢ MOIHM JHYPETHIIH, OrPa
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1.3.1 Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package Leatlet BG

COJI AMETa, JHApHd WK NMOoBpbIaHe. TakuBa CbCTOSHHA TPIOBa J1a ce KOPHTHPAT IIPEAH
NPHIOKEHHETO Ha TaONETKHTE JI03apTaR/ XAAPOXIopoTHa3u (BX. Touky 4.2. u 4.3.).

Enexmponumen oucbanauc.

EnextpoauTHHTE AucOaIaHCH €a YeCTH MPH NaUeHTH ¢ OB0peyny HapyLIeHHus, ¢ MK Oe3
auader ¥ TpAOBa 1a ce BHAMAaBa. [lopagu ToOBa CTOMHOCTHTE Ha IUIA3MCHHATE KOHIICHTpAIlAH
HA KQJIMH H KPeaTHHAHOBHA KIHPBHHC TPAOBa fa 6paT HENPEKHCHATO HAab/MOAaBaHH,
0cobeHO IIPH MANHEHTH ChC ChPACYHa HEIOCTATEYHOCT U KPEATHHUHOB KIHPBHC 30-50
ml/min. ExHoBpeMeHHOTO NPHJIOKCHHAE Ha KAMMH-CHXpaHABalllH JHYPETHIIH, KUTHEBH
H00ABKH, KAMHH-CHIBPXKAINMM 3aMECTHTCAU Ha COJITA 3aCHO ¢ JIo3apTaH He ¢ NPEnophiBa
(BK. TOuKa 4.5).

YBpexaaHe Ha gepHoApobHaTa QyHKNUd
Ha 6a3ata Ha ¢papMakOKHHETHYHHA JAaHHH, KOHTO ITOKa3BaT 3HAYNTEITHO TOBHIICHUE Ha

Ia3MEHUTE KOHIEHTPAIWH Ha JIo3apTaH [IpH NalMeHTH ¢ IMpo3a, 103apTan/
XHPOXJIOPOTHA3U] TpAOBa Aa ¢€ U3II0N3Ba C NOBUINEHO BHUMAHHC MIPH MalHEHTH ¢
aHaAMHE3a 34 JIEKO OO CpeHO YepHoaApoOHO yBpexkaane. Hama repaneBTHYEH OIUT 32
ynoTpedaTa Ha J03apTaH MpH MAAEHTH C TEXKO 9EPHOAPOOHO yBpekaane. Cle10BaTe/THO
no3zapras/ XHApPOXIOPOTHASH] € IMPOTHBONOKA3aH MPHU MAlIMEHTH ¢ TEXKO YePHOAPOOHO
yBpexaaHe (Bx. Touku 4.2, 4.3 u 5.2).

YepexiaHe Ha ObOpeuHaTa GyHKIHAS:

CnobmenH ca IpoMeHH B On0peunaTa GyHKINS, BKIIOIATENHO M OBOpeuHa HeOCTaTHIHOCT,
KaTo CJIEACTBHAE OT UHXHONIUATA Ha CHCTEMATa PEHHH-aHTHOTCH3UH-aIIOCTEPOH (Hal-Beve
NpH MalHeHTH, YuaTo Ob0pedHa QYHKIINS 3aBHCH OT CHCTEMATa PeHUH-aHI'HOTCH3HH -
AIOCTEPOH, KaTO TAKHBA C TEXKA ChpACYHA HEAOCTATHYHOCT HIIK MPEABAPUTCITHO
ChIIECTBYBAINO OHOpEUHO HAPYIICHHE).

[TonoGHO Ha APYTH JIEKapcTBa, KOMTO NOBIKABAT CHCTEMAaTa PEHHH-8HTHOTEH3HH-AJJIOCTEPOH
e ChOOIIEeHO IIOBHILIEHUE Ha KPHBHATA ypest B CEPYMHHUS KPCaTHHHH IIPH NMAITHEHTH C
JIBYCTpaHHA CTeHO3a Ha ObOpeqHaTa apTepus WM ChC CTCHO3a HA apTepHiATa HA CAUHCTBCH
6BOpeK; Te3n NpoMeHd Ha 6B0pednaTa QyHKIM MOXKE J1a ca 00OpaTUMHM IIPpH MIPEKpaTABaHE HA
nedenuero. Jlosapran TpsOBa Ja ce€ W3MNO0JI3Ba ¢ MOBHIICHO BHAMAHKE MPHY MAIUCHTH C
JIBYCTpaHHA CTeHo3a Ha OBOpeduHaTa apTepys HIH ChC CTCHO3a HAa apTEPUATA HA €THHCTBEH
OBOpEK.

bvbpeuna mpancnranmayus
HsiMa onmuT npH NanpeHTH ¢ HeOTAABHAITHA Ob0peYHa TpaHCILUTaHTaIds.

ITvpeuvuen xunepaioocmepoHu oM

[TanpeHTH ¢ MBEPBHYEH XHIIEPATIOCTEPOHUIBM OOMKHOBEHO HE OTTOBAPAT HA
AHTHXHIIEPTCH3UBHH MEJIHKAMEHTH, JEHCTBAIIY Upe3 MOTHCKaHe HA PCHAH-aHTHOTCH3UH
cucreMata. [Topaj i ToBa H3MOI3BaHETO HA TAOIETKH JT03apTan/ XHAPOXJIOPOTHASHI HE CE

IpEeNOpHUBA. T
T I RN
f;’f’ q;;\ JT:._H {'f‘"?{;é.. k
Koponapuo cvpoeuno 3abonseane u yepebposacxkynapra bonecm ,/ SN i N N\
KakTo npy BCEKH aHTHXUIICPTEH3HBEH MIPOSYKT, MPEKOMEPHOTO IIOHMMKEHHIE Ha K[JpEM T?’:‘f et | \
Rk R RN N
HAATAHE MPH MAlUEHTH ¢ HCXSMHYHA ChPACYHO-CH0BA DOIECT U MOB’BIII-IOC'LI[OBF @){lﬁﬁﬂ‘i?#w} - } )
MOKE J1a NpHYHHH HHPApKT Ha MUOKapAa HIH HHCYIIT, \ “‘"1- Chrian
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1.3.1 Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package Leaflet BG

Cwvpoeyna nedocmamvyHocm

[Ipn nanueHTH CBHC CHPACYHA HEAOCTATHYHOCT, C KM Oe3 ObOpedHOo yBpeKiaHe, ChIeCTBYBA
— KaKTO | IIPH APYTH JIEKapCTBa JSHCTBAIMMA HA CUCTEMATA PCHHH-aHTHOTEH3HWH PUCK OT
TEKKA apTCPHAITHA XUIIOTOHHA H (U4eCTO OCTpO) OH0pEeUHO yBpeKAaHE.

Cmenosza na aopmua u MUMpAAKRa Kiana, 06CmpyKkmuena Xxunepmpo@puuna KapouomMuonamus
KakTo u mpu Apyrd Ba3oJUAIATaTOPH, IPEIOPHYBA Ce CIICIHAIHO BHUMAHHAEC NIPH NAlHEHTH
CTpaRalllH OT a0pPTHA WJIH MHTPAIHA CTEHO3a, HJIA OOCTPYKTHBHA XUIIEPTPOPUIHA
KapIMOMHOMATHSL.

Emnuuecku paznuvus

KaxTo € Ha0moaaBaHo NpH HHXHOUTOPHTE HA AHTHOTEH3UH-KOHBEPTHPAILHUS €H3HM,
N03apTaH | JPYTHTE aHTATOHHCTH Ha aHTHOTCH3HMHA €4 0YEBUIHO ITO-MAJIKO €(PEKTHBHH 34
HaMaJIIBaHe Ha KPBBHOTO HaJMTAaHE ITPH YEPHOKOXKH, OTKOJIKOTO IIPH HE-YEPHOKOXKH,
BEPOSTHO MOPaIH MO-roIMOTO Ipeo0IagaBane Ha ChCTOAHUS Ha HAMAJICH PCHUH B
MOMyJAl[UAaTa Ha YEPHOKOKH ¢ XHIIEPTOHHUS.

bpemennocm

Jlewenne ¢ Jlopucra HD me TpsaGpa ga ce 3amouBa mmo BpeMe Ha OpeMeHHOCT. OCBEH B
cllygauTe, Korato HempekbeHatoTo Jiedenue ¢ Jlopucra HD ce canTa 3a XpaiHO HE0OXO0UMO,
NNaHyupanmy OpeMeHHOCT AalMCHTKA TPAOBa 1a IPEMUHAT HA ATTEPHATHBHO
AHTHXHIIEPTCH3ABHO JICYCHUE, C YCTAHOBCH NIPOPUIT Ha O€30MaCHOCT 3a H3M0JI3BaHEe NPH
6peMenHocT. Korato ce naarsHocTumupa OpeMEeHHOCT, JICYSHHETO ¢ Jo3apTaH Tpsa0Ba na Onae

[IpeyCTaHOBEHO He3a0aBHO H, aKO € YMECTHO, J1a CE 3all0YHE AITEPHATHBHO JICUCHHE (BX.
TOYKH 4.3 1 4.6).

XWIPOXJIQPOTHA3H

Xunomounus u enexmponumen/600ex oucbaianc

KaxTo mpH Bcsika aHTHXUIIEPTEH3UBHA TEpanud, P HAKOH MAlHEHTH MOXE /1a CC OSBH
cuMnToMaTHuHa xunotonus. [lanuenTute cnenpa aa ce Habrogasar 3a KIIMHWYHHE BPH3HAIH
Ha eJIEKTPOIUTEH HIIH BOACH AUCOaaHC, HAMP. XUIIOBOJIEMUS, XHIIOHATPHEMH,
XHIIOXJIOPEMUYHA AIKANI03a, XUIIOMArHe3UEMHS MM XUITOKATHEMHES, KOHTO MOXKE JIa C€
MOSABAT IIPH MEXIYBpeMeHHa auapHd HiH noppomane. [Ipy TakuBa nanmentH TpadBa na ce
H3BBLPIIBA NEPHOTUYHO OMPEACNIHE HA ENEKTPOIMTATE IIPE3 OAXOIAIIH HHTEPBAJIH.
JIMnynHOHHA XMIIOHATPHEMHA MOXKE J1a Bb3HHKHE NPH €1€MaTO3HH NAIMCHTH B TOPEIIO
BpEME.

Memaborumnu u enooxpunnu eghexmu

TuasugHaTa Tepamust MOXKeE J1a HapyILIH IIIIOKO3HHA TOJIepaHc. BE3MOXKHO € a C€ HAIOXKH
[IPOMSHA B JO3HPOBKHTE Ha AHTHINAOCTHH JIEKAPCTBa, BKIIIOYHUTEIHO HA HHCYIIHMH (BXK. TOUKA
4.5). I1o BpeMe Ha JISYEHHETO ¢ THAZHIE MOXE Ja ce TIPOABH JaTCHTEH 3aXapeH Tuader.

TuasnuTe MOTaT 1a HAMANAT YPHHHATA eKCKPEIUA Ha KANIHH ¥ /I3 IPHIUHAT I o
BPEMEHHO MOKa4YBaHe HA CEPYMHHA Kalui. 3HaUMTeHA XHUTICPKATIEMHS MOXE ] e 2\
NOKA3aTeJICTBO 3a CKPHT XUNEpnapaTHPEOnIA3EM. TUasuauTe TpsAOBa Aa ce cipa ¢ TR
IIPOBEXAAHETO HA TECTOBETE 3a MApaTHPOHIHATA (PYHKITHA. e ke )
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YBeIHYCHHUE Ha HUBATA Ha X0JCCTEPOIa U TPHIIHMLEPUIUTE MOXKE Aa Obe CBBP3aHo C
TEPANHATA C THAZUIHH JHYPETHIIM.

THasHgHATA Tepaud MOXE Ja NPEAN3BHKA XHIIEPYPHKECMUSA W/ HIIM MOArpa MpH onpeaclicHu
nandenTd. [lorexe nosapran HaMasiBa MMKOYHATA KHCEJIMHA, B KOMOHHAIIHSA C
XHIOPOXJIOPOTHA3H ], TOH OTCIadBa MPHYMHECHATA OT IHYPETHKA XHIIEPYPHKCMHS.

Yeproopobno ygpescoane:.

Tuasuaute TpsAOBa Aa ce U3MOM3BAT ¢ MOBUINEHO BHUMAHUE IIPH MAIMEHTH ¢ HapyllIcHa
YepHOApoOHA GYHKIHUA Wi MpOrpeCHpaIo YepHOIpoOHO 3ab0sBaRe, Thi KATO MOXKE Ia
IIpHYMHE HHTpaXellaTalda X0JIecra3a i ¢jejl TOBA MAIKH KoJieOaHusA BhB BOAHUS H
CICKTPOJATHHS OATaHC MOXKE Ia YCKOPAT NOoSBaTa Ha YepHOApoOHA KoMa. Jlozapran/
XHAPOXIOPOTHAA3M/] € NPOTHBOMOKA3AH TP NAIMEHTH ¢ TEXKO YEPHOAPOOHO YBpEKIaHe
(BX. Touku 4.3 1 5.2).

Hpyau
[Ipu narueHTH, IpHEeMali THA3KHU, ¢ WK 0¢3 anaMHe3a 3a aeprug Wik OpoHxuanHa act™Ma

MOrar Jia Bb3HHKHAT PEaKIuH Ha CBPbXYyBCTBHTENHOCT. [Ipn ymoTpebara va Tuazuay, nMa
ClIy4ay Ha eK3allepOalud WM aKkTUBHPAHE HA TYIIYC €PUTEMATO3YC.

Homownu eenjecmsa

ITaneHTH ¢ peKHA HacleICTBEHH MpodiieMH Ha ralakTO3HAa HEMOHOCHMOCT, ACHHUIIHT Ha
Lapp J1akTa3a My TIIOK030-rajJJakTo3Ha MaytabcopO1idd He TpsOBa 1a mpHeMar ToBa
JIEKApCTBO.

(BX. Touka 6.1).

B3auMoneHCTBHE C PYIH JEKAPCTBEHH NPOAYKTH H APYra GopMH HA B3aMMOAeHCTBHE

Jlozapran

Cro0InaBano ¢, ue pudaMmunus U PIyKOHA30) HaMAIABAT HUBaTa Ha AKTUBHUA METAa00IMT.
He MOxe 51a ce HanpaBH OlleHKA HA KJIMHUYHHATE NOCJIEANITY Ha Te3d B3auMoaencTrus. Kakro
¥ IIPH JPYrH JIeKapcTBa, KOUTO OMoKkupaT aHruoTeH3uH 11 unu HeroBure egexTw,
EAHOBPEMEHHOTO MPHIOKECHUE HA JICKAPCTBA, KOUTO 3abpXKaT KAl (Halp. CIUPOHOJIAKTOH,
TpHAMTEPEH, aMAJIOPH ) KAIMEBH A0OABKHK HMJTH 3aMECTHTEIIA HA TOTBAPCKATA COJ,
ChABPKAIIK KaJIUi, MOXe a JOBEE 10 YBEAWYCHUE Ha CEpyMHNA Kanuii. ETHOBPEMEHHOTO
IPUIIOKEHHE HE CE TIPEIOphUBRa.

KakTo npn Apyrd nekapeTea, KOUTO [IOBIMABAT OTACISHETO HA HATPHH, OTAEIIHETO Ha
nuTHI Moxke a Obae HamasieHo. [lopaayu Tosa, TpsibBa a ce mpociacaaBaT BHUMATCITHO
HHBAaTa HA JHTHH B cEpPyMa, aKo IMe ce MpHeMaT JJHTHEBATE CONH €THOBPEMEHHO C
aHTHOTEeH3HH 1l pellenTOper aHTarOHUCT.

Koraro anruotensud 1l anraronnct ce npunara exnospeMerno ¢ HCIIBC (t.e. cene}gﬂmﬂﬂ‘ i |
COX-2 HHXHOHTOPH, ALETHIICANTHIIATIOBA KACENUHA B IPOTHBOBB3NANNTENHH JO3WHA. " e, ‘“‘~
necenextusrr HCITBC), MoxXe 112 Ce HACTBIA OTCIA0BAHE Ha AHTHXHMICPTCH3HBHMALS @ R
EQHOBpeMEHHOTO MPHIOKEHHE Ha aHruoTensuH I anrarouucty wim mayperann ¥ HCHBC, -0 o p
MOXK€E Zia IOBEAE JO MOBHINICH PHCK OT BloIIaBaHe Ha OBOpeuHaTa QyHKITHA, meﬁﬁraﬂﬁmwng %‘F b fﬁ ff

BB3MOXKHOCT OT ocTpa Op0peuHa HEAOCTAThYHOCT, H NOBUILIABAHE HA CCPYMHHRA Kaﬁgu,g S
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0CODEHO IIpH MAIMCHTH ¢ HE3aA0BOIMTENHA npean ToBa 060peuna ¢pynkuus. KoMmOuHamuaTa
CIIC[(BA JIa CE IIpHjlara BHUMATEIIHO, 0COOCHO B CTapyuecKka Bb3pacT. IlanueHTHTE cireipa Aa
ObIaT afekBaTHO OBOJHABAHHU U TpAOBa Aa ce 0OchAu HabmoneHue Ha Ob0peyHaTa dyHKIHA
CJEN 3anoYBaHe Ha €AHOBPEMECHHO NEUCHHE, KAKTO K MEPHOARYHO CJIE] TOBA.

IIpu HsIKOM NAIMEHTH ¢ KOMIIpoMeTHpaHa Obp0pedHa QYHKIIHA, KOUTO Ca JISKYBAHH C
HECTCPOHHH IPOTUBOBBL3NAIHTEIHHA CPEACTBA, BKIIIOYUTEIHO CECACKTHBHU
[MAKJIOOKCHICHA3a-2-UHXHOUTOPH, € THOBPEMEHHOTO MPHIOXKECHUEC Ha AaHTHOTEH3UH 1]
PELIENTOPHY AHTArOHACTH MOXeE Jia NOBEAC 10 0 HATATHIIHO BJIolnaBaHe Ha OBOpegHaTa
¢vHKLHA. Te3n edhexTH 0OMKHOBEHO ca O0paTHMM.

JApyru BemecTBa NPEIU3BHKBAIIH XUMOTOHHUA KATO TPHUMK/IHYHHA AHTHACTIPCCAHTH,
AHTHIICUXOTHUIH, 0aknodeH, aMUGOCTHH: CIHOBPEMEHHOTO MPHIIOKEHHE C TE3H JICKAPCTBA,
KOMTO HAaMAJIsBaT KPBbBHOTO HAJIATAHE, KaTO OCHOBHA HEXENaHa JICKApPCTBEHA peaKIia, MoraT
14 MOBHINAT PUCKA OT XUIIOTOHHUA.

XUAPOXJIOPOTHAZH
CrneaHuTe JIeKapCTBa, IIPH €THOBPEMEHHO NIPHIOKEHUE, MOTAT a B3aHMOJICHCTBAT C
THA3UIHUTE JHYPETHULA:

Anxoxon, bapbumypamu, HAQPKOMUYU UYL AHMUOENPECAHMU. .
Moxe 1a Bb3HHKHE IOTEHIHpaRe Ha OPTOCTATHYHA XHITIOTOHHA.

Anmuouabemnu nexapcmea (TESPOPATHH JICKAPCTBA U UHCYJIHH):

JleueHHEeTO ¢ BUCOKH O3 THA3HIH MOXKE J1a NOBIIMAE [TIOKO3HUA ToJiepaHC. Moxe Ja ce
Haj0KHd MPOMsIHA B JO3HPOBKATa Ha aHTHAMA0ETHOTO JieKapcTBo. MeThopMuH TpsOBa Jia ce
H3M03Ba BHHMATEJHO, IOPadd PHCKA OT JIAKTAaTHA allM03a, IIpeAU3BAKAHA OT BEPOATHO
yBpeXaaHe Ha OpOpedHaTa QyHKIHA, CBBEP3aHO C XHAPOXJIOPOTHAZHAA.

pyeu anmuxunepmen3usrnu nexapcmea:
AJTUTUBEH ¢(EKT.

Xonecmupamur u XOAeCmunoaoeu CMORU:

AOcopOIaTa Ha XHAPOXJIOPOTHA3H/ CC HAPYIIIaBa [IPH HANIVYHETO HA AHUOHU OOMEHHH
cMoiiM. EmaudHa 1034 X0lleCTHPaMHPH HITH XOJIECTHTIONO0BA CMOJIa CBBP3BA
XHAPOXJIOPOTHA3HI K peaynHpa abcopObuusita My OT raCTPOMHTECTHHAIHHUS TPAKT € 0 83 U
43 % CHOTBETHO.

Kopmuxocmepouou, ACTH:
YCKOpEHO OTACNIAHE Ha JICKTPOMTHTE, HAH-96CTO XUITOKATHEMY.

Kamexonamunu (Hanp. adpenanut): B
B13MOXHO € HaMallsiBaHe HA PEakIAsaTa KbM IIPECOPHAUTE AMHHHM, HO HE JOCTaTHUHG, Saiga, p
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1.3.1 Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package Leaflet BG

Juyperunure pexynupar Ob0peduHUs KINPBHC HA JIMTUS U CHITHO YBEINYABAT PUCKA OT
JINTUEBA HHTOKCHUKALHA; HE C€ PENOphUBa € AHOBPEMEHHO ITpHIIAraHe.

Jlexapcmeenu npoOykmu, u3noa36anu 3a jeyeHue Ha nodazpa (npobenuyuod, CynhuHnupason
U QRONYPUHOI)

Moxe z1a ce HaTOXKH KOPeKLHA Ha JO3HPOBKATa HA YPHUKO3YPHIHHTE JICKAPCTBERH IIPOIYKTH,
THH KaTo XHAPOXIOPOTHA3HA MOKE Jla IOBUIIM HUBOTO HA NUKOYHATA KHcemmua, Moxe 1a ¢
HY>KHO IOBHILIABaHE HA I03WTE HA NPOOCHUIIHA WK CyidpuHIMpa3oH. ExHOBpeMeHHOTO
NPUHJIOKEHHE ¢ THA3H MOXKE Jd ITOBUINH 9€CTOTATa HA PEAKIIMUATE HA CBPBXYYBCTBUTCIIHOCT
KBM JIONYPHUHOIL.

Anmuxonunepzuynu npooykmu (Hanp. amponun, bunepuoen)
[ToBrmaBane OMOHANTMYHOCTTA HA THASUIHHUTE JUYPCTHLH 4Ype3 IOHUKEH CTOMANTHO-YPEBEH
MOTHJIHTET 1 HaMaJICHa CKOPOCT Ha H3iIpa3BaHe HA CTOMaxa.

Llumomoxcuunu npodyxmu (nanp. yuxiogocgamuo, memompexcam)
Tuazugure Mmorar Aa HaMandaT OpOpeUHaTa eKCKpeAs Ha [IUTOTOKCHYHH JICKAPCTBECHH
MPOAYKTH U Ja 3aCHJIST TEXHUTE MUEJIOCYIIPECHBHY €PEKTH,

Canuyunamu
IIpn BHCOKH A03M CATHLUIIATH, XHAPOXJIOPOTHA3HL MOXE /Ia YCHIIH TOKCHYHUS e(PeKT Ha
CAMIHIATUTE BBPXY LEHTPAJIHATA HEPBHA CHCTEMA.

Memuioona
WMa oTaendu choOIEeHUS 3a XEMOJIMTUYHA aHEMHS, pa3BHJIA CE€ IIPH €THOBPEMEHHO

MPUII0KEHHE HA XHAPOXIIOPOTHAZH B METHJIIONA.

L{uinocnopun
CHIpoBoXaaImo JICYEHHE C MUAKIOCIOPHH MOXKE /14 IIOBUIIY PHCKA OT XHIIEPYPHKEMHS U
noA0OHH Ha IOJArpa YCIOKHCHHS,

Tueumanucoeu anuxo3uou
Trazug-uEIyIMpaHa XUIOKAAHEMH WM XHIIOMArHE3UEMMs MOraT Ja OnaronpusTcTBar
IOABATA HA JUTHTAIMC-UHAYITUPAHH ChPASIHH apUTMUHU

Hexapcmeenu npooyxmu, ROSIUABAHU OM CMYUEHUA 8 CEPYMHUA KANUU
[Ipn npunoxenue Ha N03apTaH/XUAPOXIIOPOTAAZU] C IEKAPCTBECHU NMPOAYKTH, OBIMIBAHH OT
H3MCHEHHA B CTOMHOCTHTE HA CEPYMHMS KanuH (Hanp. ANTHTAITHCOBH INIMKO3HIH H
IPOTHBOAPHTMHYHH CPEACTBA) H CBC cneauuTe torsades de pointes (kamepHa TaxuKapias) -
MHIYIIHpAIH JIEKAPCTBEHHA MPOAYKTH (BKITFOYHUTEIHO HSKOH NPOTHBOAPATMHUYHH ), CE
[PENOpHIBa HECPUOAUYHO MOHUTOPHPAHE Ha CepyMHUs kayui 1 EKT |, T Kato
XAnokayeMusTa € pakrop npeapasnoaram KeM torsades de pointes (KaMepHa Taxukap

- Knac la nporvBoapuTMHU4HHA (HAOp. XUHAIAH, XUAPOXHHAIVH, JU3OIHpaM

- Knac 111 mpoTuBoapuT™MHIHY (Hallp. aMHOAAPOH, COTAI0N, AOPETHIA, H ]

- HsKOH aHTHIICMXOTHYHHM (HAIp. THOPHIA3HUH, XJIOPIIPOMAa3niH, JEBOMENPO)
Tpr(Iyoniepa3uH, IHAMEMAa3HH, CYIIIMPHI, CYITOIIPHA, AMUCYIIPUI, TH

AMO3UJI, XAJIONEPHIOI, JPONIEPHAOT).
Ipyru (Hanp. Sempuaui, nucanpu, mupeMaHui, €pUTPOMHAIINH 1.V., xaﬂOli)Biﬂ]fﬂm
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1.3.1 Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package Leaflet BG

MH30JIACTHH, ICHTAMUIUH, TeppaHa Uy, BHHKAMHH 1.V.)

Kanyuesu conu

TuasuHHATE THYypeTHOM MOTAT Ja IOBHIIAT HABATA HAa KANIHEBHTE COJIM, IOpajiH IIOHMKEHA
eKcKpends. AKO TpsOBa Ja ce npeANHMIIaT KaIuueBn J00aBKH, cleaBa Ja ce KOHTPOIHpaT
HUBATa Ha CEPYMHMA KWK | A03aTa HA KAIHA CHOTBETHO Ja CE KOPHIHPA.

Hosnuseane na rabopamoprume/nexapcmeeHume U3Cie08anus
Ilopamu edexra, KOUTO UMAT BEPXY KANIUEBHA META0OIH3BEM, THAZHIATE MOTAT 1A IIOBJIMSAT
GYHKIHOHATHUTE TECTOBE HAa MapaTHPOHIAHATA XkKie3a (BXK. Touka 4.4).

Kapbamaszenun

Puck oT cuMnToMaTHuHa XunoHaTpueMus. HeobxouMo € KIIMHIYHO H OHOJIOTHYHO
Ipocic/isIBaHe.

Hoowno-xonmpacmuu eewecmea

B cnyvail na JUypeTHK-HHAYLIHpaHa ACXUapaTaliusi, HMa MOBHIIEH PUCK OT ocTpa OBOpeyHa
HEZIOCTATBYHOCT, OCOOEHO € BUCOKH 03U Ha HOIHU TIPOAYKTH.

[lammuenTuTe TpsOBa Aa OBAAT pexXuapaTUPaAHU MPEIN HPHEMBT.

Ampomepuyun B (napenmepanen), kopmuxocmepouou, ACTH unu naxcamueu
XHAPOXTIOPOTHA3ZHA MOKE J1a 3aCHIIH €JICKTPOJIHTHHA qUcOananc, 0co0eH0 XHIOKaIueMHTA.

bpeMeHHOCT H KBpMEHE

bpemennocm:

W3non3BaHeTo Ha TO3apTal/XHAPOXJIOPOTHA3KH HE C€ NIPENOopHIBa IIPE3 ILPBUA TPHUMECTEHD
Ha OpeMEHHOCTTA (BK. TO49Ka 4.4). M3non3eaHeTo HA T03apTaH/XAAPOXIIOPOTHAZHKH] €
[IPOTHBOMOKA3AHO IIpe3 2-pH H 3-TH TPUMECThD Ha OPEMEHHOCTTA (BX. TOUKH 4.3 U 4.4).

EnHAeMHOIOTHYHHITE JOKA3aTEJICTRA 34 PHCK OT TEPaTOreHHOCT ciel ledeHue ¢ ACE
HHXHOHUTOPH IIPe3 MbLPBUS TPHMECTHD Ha OpeMeHHOCTTA He ¢a YOS MUTEITHH; MaJIKO
yBeIIHUCHHE Ha pHCKa, 00ade, He MOXKe /a ce H3Kmoun. Makap Je HAMa KOHTPOIHPAHH
CIHAEMHOIOTHYHE JAHHH 34 pAcKa npH anruoten3ud 1l penenropau uaxuduropu (AIIRA),
o100HH PUCKOBE OMXa MOTIH J1a CBIICCTBYBAT IIPU TO3M Kjac JeKapcTra. OCBEH B CIIYYaHTE,
KOraTro HENMpPEeKhCeHATO TO JicueHne ¢ ARB ce curTa 3a Kpaitro HeoOxoauMo, IIaHAPaAINK
OpeMEHHOCT NArUeHTKU TPpAOBa 1a NPpEMHHAT HA AITEPHATHBHO AHTHXHIIEPTECH3UBHO
JIeYeHnE, ¢ YCTaHOBeH npodui Ha 6e301acHOCT 34 H3TOJ3BaHe nMpH OpeMennoct. Koraro ce
IMArHOCTULIMPA OpeMEHHOCT, ISUEHHETO C JI03apTaH/XUuApOXIOpOoTHA3H I TpsaOBa 1a OBJIc
NpeyCTAHOBEHO He3abaBHO U, aKO € YMECTHO, Ja C€ 3all0YHE AITCPHATHBHO JICUYCHHUE.
A3BecTHO €, Y€ NEYCHUETO ¢ NO3aPTaH/XUAPOXTIOPOTHAZH]L TPE3 BTOPHSL U TPETHS. TPHMECTH]
Ha OpeMEHHOCTTa HHAYIMPA (PETOTOKCHYHOCT IIpH X0pa (TIoHMKeHa OB6peunHa QyHKifu,
OJIArOXUApPaAaMHKOH, 3a0aBCHA OCHMHUKAILIAA HA YEPETIA) U HCOHATAIIHA TOKCHYHOCT (010
HeJIOCTATBUHOCT, XHIIOTOHHA, XHNICpKaIueMus) (BXK. To4ka 5.3).

AKO TIpe3 BTOPUA TPUMECTHP Ha OPEMECHHOCTTA CE MPOBEJIE JICUCHHE C
03apTaH/XHuAPOXJIOPOTHAZKA, Ce IPENOPHUBA eXorpadCky KOHTPOI Ha OhOpedHar
H yepena. HoBopoacHu, 1unTo Maitka ca ce JIEKyBAIM C 103apTaH/XHAPOXIOPOTH
CITSABAJIO 1A Ca IO/l HENPEKBCHAT KOHTPOII 33 XHIOTOHHS (BX. CBINO TOUKH 4.3 1 4.
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XHAPOXIJIOPOTHA3H L MOXKE Ja HAMAJIA KAaKTO IUIA3MEHAA 00eM, Taka H yTCpOIUIAllCHTapHHS
KPBEBEH NOTOK. THa3HaUTE IpEMHUHABAT IUTallcHTApHAaTa Oapuepa ¥ ce OTKPHBAT B KPHBTa Ha
IUTAIICHTApHATA BPHB. 1€ MOTaT J1a MPeAU3BUKAT €IEKTPOJUTHA HAPYIIEHHA B IOAA H
Bb3MOXHH JPYTH peakluH, KOUTO ca Habmo1aBany IpH Bb3pacTau, CHo0ImMaBany ca clydau
Ha TpOoMOOLMTONICHHS IIPH HOBOPOJAEHH H XBITCHHIIA HA ILIOAA HITH HOBOPOAEHOTO CHE/
JICUeHHEe HAa MaUKUTE ¢ THA3ZUIH.

Kvpmene:

[lopanu nunca Ha JaHHW OTHOCHO ynoTpedaTa Ha J03apTaH/ XU IpoXJIOpOTHA3H 10 BpeMe Ha
KBbPMEHE, JI03apTaH/XHuAPOXIOPOTHAZH HE CE MPENOPEHUBA U 3a NPeANOIUTaHe ¢ ynoTpebara
Ha JIEKapCTBO ¢ NO-7005p npodun Ha 6e30MacHOCT 110 BpeMe Ha KbPMEHE 0C00eH0 IPH
KbPMEHE Ha HOBOPOACHO HUJIH HeJIoHOCEHO Oebe. THasnarre mpeMHHABAT B KbpMaTa H MOTaT
71a TOTHUCHAT JIAKTalusTa.

EdexTn BbpXY ¢cnocobfHocTTa 32 mModHpaHe ¥ padoTa ¢ MAINHHA

He ca npoBexiaHu M3NMTBAHUA BEPXY CIIOCOOHOCTTA 3a miodupane u padboTa ¢ MalIMHH.
Breupeku ToBa TpAOBa Aa ¢e MMa NIpeABH], UE IOHAKOra MOXe 14 Bb3HUKHE 3aMaliiBaHe U
CBHJINBOCT IO BPEME Ha aHTHXHIIEPTCH3UBHO JIEUCHHE, Hali-Be4e B HAYAIOTO Ha JICYCHUETO
HJIM IIpHA MOBHIABAHE HA AO3aTa.

Hexenasn JeKapCTBEHH PeAKIMMA

Hexenanure JICKapCTBEHH PEAKIMH NMO-J0IIY €4 ONPEACTICHHU, KBIETO € BB3MOXKHO T10
CUCTEMO-OPraHHHM KJIac ¥ YeCTOTA, CHIVIACHO CleiHaTa KIacH(pukaims:

Mmuoro gectu: > 1/10

Yectu: > 1/100, < 1/10

Heuectn: > 1/1 000, < 1/100

Penxu: > 1/10 000, <1/1 000

Mmuoro peaku: < 1/10 000

C nensmectHa yecrorta: < 1/10 000 (He Moxe 1a Ce onmpeAciny O HAMHIHUTE JAHHH )

ITpy KIHHIYHY M3CIIeABAHUS C JI03apTaH KAJTUH H XHAPOXJIOPOTHA3H]], HE Ca HAOIIO/aBaHH
HEXKEJIaHH NCKAPCTBEHHU peaKluy, KOHTO Ja ¢a cnenu¢uIHA 3a Ta3d koMOuHauua. Te ca Ouiu
OrpaHHYE€HH J0 TE3H, CHOOIIABAHu IIPEAH 3a J03apTaH KATHH WHIIM XHAPOXIJIOPOTHASHUI.

B XOHTpoNMMpaHH KIMHUYHE HINUTBAHASA 38 €CCHIIUAIHA XUNIEPTOHM A, CRBETOBBPTEXK €
eIWHCTBEHATA CHOOINEeHAa HEXEIaHa JIEKApCTBEHA peaKIns KaTo JIeKapCTBEHO-CBLP3aHa,
KOATO BB3HHKBA C 9ECTOTa NMO-rojisMa oT ruanedo mpu 1 % wim moBeye oT nanueHTHTE,

JICKYBAHH € JI034PTaH H XHAPOXJNIOPOTHAZH /.

LLLLL

CnenHuTe JOMBIHATEIHH HEXKEIIAHH TCKAPCTBECHH PEAKIIUH €a ChOOIIABAHU CIEK MMYCKAHE Hd- .,

-
A “a .
- -
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IIPOAYKTA Ha Ila3apa. P -ﬁ:rkl:}_ﬁi' *1;‘*‘” *‘?f-ﬂ.ﬂ‘{‘:“a‘

Xenamo-ounuapru HapyuieHus ;
Penkn: XenaTur h
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H3zcneosarnus
Peaxku: XunepkaaueMud, nopumasane Ha ALT

Jpyru HeXeIaHu peakiiui HaOMmoAaBaHu IPU €AUH OT OTACIHUTE KOMIIOHCHTH, KOUTO MOTAT
Ia C€ MPOABAT NOTCHIHAIHO KaTO HEXEIAHU PCAKIUY ¥ [IPY IPHJIOKCHUE Ha JI03apTal
KM/ XHIpOXIOPOTHA3ZH, Ca CIICAHUTE:

Jlozapran
Hapywenus na xpveonocrama u aumena cucmemu
Hevectn: AHemus, nypnypa Ha Henoch-Schonlein, ekxumosa, xemonu3sa

Hapywenua na umynnama cucmema
Penxy: AHaOMIAKTHYHH peaKIMi, aHTHOEAEM, YPTHKAPHS

Hapywenus na memabonuzma u xpanernemo
Heuectn: AHopexcus, noaarpa

[cuxuunu napywenus

Yectu: bescnHue

Heuectu: TpeBOXKHOCT, TPEBOKHOCTHH HAPYIICHUS, TABKYECCKO PAa3CTPORCTBO, OOBPKBAHE,
nenpecud, aDHOPMHEU CHHHULINA, HAPYIICHHA Ha ChHSA, ChbHIIMBOCT, YBPEACHA ITaMET

Hapywienus na nepenama cucmema
Yecru: ' maBobonne, 3aMaiiBane
Heuecru: HepBHOCT, mapecre3ns, nepuepHa HEBPONATHA, TPEMOP, MUI'DEHA, CHHKOI

Hapywenus na oxkomo
HeuecTn: 3aMBIII€HO 3pEHHE, TAPEHE/CMBACHE B OKOTO, KOHIOHKTHUBHUT, IIOHMKEHA 3pUTEIIHA
OCTPOTA

Hapywenus na yxomo u nabupunma
Hegectr: BepTuro, mym B YIIHATE

Coypoeynu napyuienus

Hedectn: XunoTeHsus, opToCcTaTHYHA XUIIOTEH3UA, CTEPHAITHSL, CTeHOKapaus, AV 610k 1l
CTEICH, IlepeOpoBacKyJIapHO ChOUTHE, HHPAPKT HA MHOKAp/a, NAJIIHTALHS, apHTMHH
(mpeaChpAHO TPEITEHE, CHHYCOBA OpagHKapaud, TaXUKapaud, KaAMEpHa TaxXUKapaus,
KaMEPHO MBXJICHE ).

Cvoo6u Hapywenus
HeuecTn: Backyut

Pecnupamopnu, 2pvornu u meouacmunannuu Hapyuwienus
Yectn: Kanuuna, vHQEKHA Ha TOPHATE JUXATEIHA IBTHING, 3alyIHBAHE HA HOCA, CHHY3BE ~in,
HapyIICHHAA B CHHYCHTE. | WAL,
Heuectu: ®apunreancH nuckompopr, GapuHIUT, TApUHTHT, JUCHHES, OPOHXUT, €M
PHHHT, peCIUpaTOpHa KOBTECTHSA
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Cmomauino-4pesHu HapyuieHus
Yectu: KopeMnua 0onka, raneHe, nuapus, JUCIIETICHS
Hegectu: 3anek, 350Ha 60JIKa, CyXoTa B ycTara, ra30oBe B KOpeMa, FTaCTPHT, OBPhINAHe

Xenamo-6unuapru CMyuwjenus
C HEH3BECTHA 4eCTOTA: AHOMAIMH B YepHOApoOHaTa PyHKIIHA

Hapywienusn na xoxcama u nooxoaxcnama mvkas

Heuectu: Anonenus, iepMaTuT, CyxXa Koxa, CpUTeMa, 3auepBaBaHe, POTOTYBCTBUTEIHOCT,
cbpOek, OOpUB, YPTHKAPHS, H3NOTABAHE

Hapywenua na MycKyano-ckeiemsama cucmema u CbeOUHUmMeIHama moKan

Yectn: MyckyiieH cniazsM, Ooska B repba, O0nKa B Kpaka, MAAITHA

HeuecTu: bonka B ppKara, I0ZyBaHe Ha cTaBara, 00JIKa B KOJIMHOTO, KOCTHO-MYCKYJTHA
Oonka, 60/IKa B paMOTO, CXBalIaHE, apTpalrusd, apTPUT, Kokcanruas, GudpoMuanru,
MYCKYJIHA CIIaboCT.

Hapywenus na 6vbpeyume u nuxounume nomuuia
HedecTn: Huktypus, yecTo yprHHpaHEe, HH(pEKIMA HAa MHKOYHUTE NBTHINA

Hapywenua na 6wv3npouzgooumennama cucmema u 2epoama
Heuectu: [loawxkeHo ;mOU 10, UMIIOTEHTHOCT

Obwu Hapywenus u echexmu Ha MACMOMO HA RPULOIICEHUE
Yectu: AcTeHHs, yMopa, 60JIKa B I'EPAUTE
Heuectn: O10X Ha THIETO, TPECKA

H3cneoeanus

Yectn: XunepkaaneMus, JIEKO MOHHXCHH X€MaTOKPHAT W XeMOTJIO0WH
Heuectu: Jlexo noBHInaBaHe B CEPYMHUTE HHBA HA YpesA H KpeaTHHHH
Muoro peaxu: IloBuinapase Ha YepHOAPOOHHUTE €H3UMH U OUIHPYOHH.

XAApoxJT0pOTHAZUA

Hapywenus na kpveonocnama u rum@pua cucmemu
Heyectn: ArpaHyyionMTo3a, aljlaCTHIHA aHEMHS, XeMaJIMTHYHA aHCMHA, JICBKOIICHHS,
nyprypa, TPOMOOLIHTOIICHUS

Hapywenusa na umynnama cucmema
Penxu: AradpriakTH4Ha peakiys

Hapywenus na memaboausma u xparvenemo
HeuyecTr: AHOPEKCHS, XUTISPTIIMKEMHS, XHNICPYPUKEMUS, XUIOKAITAEMHUS, XUIIOHATPAEMBA- "2,

i |JI b o
,.I". . ":.'-‘hr.'-'ll-""j{ 'I:J:i; f:r...
o . Kl ',;'

Icuxuunu napyuwenua
Hegectu: bescraue

Hapywenus na vepsrnama cucmema
Yecrn: Ledanrus
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Hapywenus na oxomo
Heuectu: IlpexoaHo 3aMbI7I€HO 3pCHHE, KCAHTOIICHS

Cv006u Hapyuienus
Heuectu: Hexkporusupain auruut (BaCKyNUT, KOXKEH BaCKYJIHT)

Pecnupamopru, 2pe0nu U MeOUACMUHAIHY HAPYUIEHUS
HeuecTH: Pecniuparopen AucTpec, BKIOYUTEIHO THEBMOHUT B 6€10Ap0oOeH OTOK

Cmomauino-upeenu Hapyulenus
HeuectH: CHanoageHuT, clla3MH, CTOMAIIHO Jpa3HEHE, rajieHe, MOBphINade, JHapHs, 3alcK

Xenamo-bunuapuu cmMywenua
Heuectn: VIktep (MHTpaxenaraiba Xo/1ecTas3a), IaHKpeaTuT

Hapyuienusn na kodcama u noOOKONCHAmMa movKaH
Heuectr: ®OTOIYBCTBHTEAHOCT, YPTHKAPHS, TOKCHYHA €ITH/ICpPMAaTHA HEKPOJIM3a

Hapywenus Ha MyCKYIHO-CKeAemHama cucmema U CbeOUHUMeIHama movkan
Heuectu: MyckyHu cria3MH

Hapyuenus na 6vbpeyume u nuxoynume nvmuyda
HeuecTu: I moko3ypHs, HHTepcTHIHANIEH HedpuT, On0peuna quchynknusi, 650peuna
HEJIOCTAThYHOCT

Obwu napywenus u ehexmu Ha MACMOMO HA NPULONCEHUE
Heuectn: Tpecka, 3amaiiBaHe

Ipeno3upane

Hsiva sayiuHa cnienn@ruHa naopMaiiyvs 3a JEYCHUETO Ha IIPEIO3HPAHE C
AI03apTaH/XUIPOXIOPOTHA3K . JIEUEHHETO € CUMIITOMATHYHO M IOJTBpIKAINo. Jleyennero ¢
JI03apTaH/XHAPOXJIOPOTHA3H,I TPAOBa 1a ce IPEKpaTH U [IanueHTa Aa ce HadmoaaBa
sauMarenHo. [IpenmonaraeMuTe MEPKH BKITFOUBAT HABPEMEHHO NMPEIA3BHKBAHEC HA
TOBpBINAHE H KOPHIHpaHe Ha JEXHAPATalMATa, ENCKTPOIMTHHS quchanaHc, YepHOIpoOHaTa
KOMa M XMIIOTOHHATA 9Pe3 YCTAHOBEHHTE MPOLICAY Y.

JlozapraHn

MMa orpasiyeHH JaHHY 10 OTHOIIEHUE NPENO3UPaHe Ha JIo3apTaH npu xopa. Haii-
BepOATHATA NPOsiBa Ha mpeo3upane Ou Ouna XUIOTEH3Us ¥ OpaauKapus; OpaaukapausaTa
MOJKE [1a € B Pe3y/ITaT Ha MapacuMIIATHKYCOBO (BaryCOBO) CTHMYyIHpaHe. AKO CC pa3BUe

CHMIITOMATAYHA XHIIOTOHHS, TPA6Ba Ja ce 3aM0YHE IIOLIbPIKAII0 JICUCHHE. ———
. "J:'{:i ; %."f; o f ~ ﬂ{h
Huto 103apTad, HUTO aKTHBHUAT METaOOIMT MOTaT Ja C& OTCTPAHAT C xemonnmm%/ SRR
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3.1

1.3.1 Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package Leaflet BG

Hait-g9ecTiTe HaOmoAaBaHK MPHU3HALA H CHMIITOMH €a T€3H NPHYMHEHH OT HAMAIIBAHE HA
eJICKTPOJIATHTE (XUIIOKATMEMHSA, XUTIOXJIOPEMHSL, XUIIOHATPUEMHES ) U JEXHIpATAIHs KaTo

PE3YIITAT OT IIPpCKOMCPHA JHYPC34A. AKo ce IPHIOKA U JUTHTATUC, XHITOKAITACMHSITA MOXKC 14
IIPpECAN3IBHKA CBEPICYHH ADUHTMHN.

He e YCTaHOBCHA CTCIICHTA, 1O KOATO XHAPOXJIOPOTHA3H] CC OTCTpaHABa ¢ XCMOJHATIN34A.

®APMAKOJAOI'MYHHU CBOHUCTBA

(dapMakoTepaneBTHYHA I'pyna: KOMOMHAIMS ChAbpIKalla aHrHoTeH3HH 1l penentopen
apTaroHucT U THasuJeH auypeTHk ATC kox: CO9DAOI

PapMaKoJHHAMHAYHH CBOHCTBA
JIopucta HD 100 mg/25 mg e pukcnpana koMOWHALMA OT JIO3apTaH H XHAPOXJIOPOTHA3HI.

JlozapTan-XHIpOXJIOPOTHAZUT

Kommonenture Ha Jloprcra HD ca mokasanm, 4ye mMaT aAMTHBEH e(PEKT BEPXY PeAYKIHATA
Ha KPBBHOTO HAJIAraHe, KaTO HAMAINBAT KPBBHOTO HAJSITAaHE B IO-TOJIAMA CTCNCH, B
CpaBHEHHE C BCEKH OT KOMIIOHEHTHTE TOOTACIHO. CUuTa ce, 4e TO3H eeKT € pe3yIITar OT
CIOJIYWIMBOTO J€iiCTBUE HAa JBaTa KOMIIOHCHTA. B IONBIHEHHE, XHAPOXJIOPOTHA3H, B
pe3yJITAT Ha AUYPETHIHNA CH €(EeKT, yBeIHNYaBa IIa3MEHaTa pEHUHOBA aKTHBHOCT,
DOBMINABA aOCTEPOHOBATA CEKPEIUs, HaMaJIiBa CEPyMHHs KaIHil M ITIOBHINABa HHBATa

Ha auruotersuH 11, ITpunaraneTo Ha no3apTad 6;10KHpa BCHUKH (PUIHOIOrAYIHO - 00YCIIOBEHH
neucreHdg Ha aarnoTeH3ud II u ape3 vaxubHUpaHeTo Ha AJIOCTEPOH, MOXKE Ja NpCAU3BHKA
HaMaJIaBade Ha CBbp3aHara ¢ JUYpeTHKA 3aryda Ha Kalui.

Jlo3apTaH e moxasaji, e MMa BPEMEHEH U JIEK YPUKO3ypHueH edeKT. XUAPOXAOPOTHAZH]
MOJK€E 712 IPUYHHH YMEPEHO YBEIHICHHE HA MHKOYHATA KUCEIMHA; KOMOMHALIUATA OT
JIO3aPTaH ¥ XHAPOXJIOPOTHA3H] [TOKa3Ba TCHACHIHN KbM 0TCnabBaHe Ha IPHYMHCHATA OT
NUYPETHKA XANICPYPHKEMHSL.

AHTHXHIIEPTEH3HBHHAT €(pEKT Ha JI03apTaH/XHAPOXJIOPOTHA3HI NPOALIKABA 32 ICPUOL, OT
24 gaca. IIpy KIMHAYHA W3NMATBAHHSA, IPOSBDKHIIM HaM-MaJIKO €][HA TOJAHHA,
AHTHXHUIEPTCH3UBHHAT €(EKT Ce € 3alas3iil ¢ IpoAb/DKaBaHe Ha TepanuiaTa. HezaBucumo ot
CBIIECTBEHOTO IOHHXaBaHe Ha KPBBHOTO HAJSATAHE, JIO3apTaH/XUAPOXAOPOTHAZH] HE €
0Ka3aJl KJINHUYHO 3HAYHM ¢hEeKT BBPXY ChpAcUHaTa 4yecToTa. [Ipyn KITMHUYHK H3ITNTBAHHA,
cnen 12-cemMuyHa Tepanus ¢ JosapraH S0 mg/Xuapoxiaoporuasuy 12,5 mg, H3MepBaHOTO B

CeIHANIO MOJIOKEHHE UACTOHIHO KPBBHO HaIsATaHe ¢ OMII0 HaMaJIeHo CPEeaHO C 10
13,2 mmHg.

JIozapran/ XxmapoximopoTdasuj € epeKTHBEH IpH NOHMKABAaHE Ha KpPhBHOTO HAIATAHE HA
MEBIKE ¥ JKCHH, YEPHOKOXKH ¥ HEYEPHOKOXKH, IO-MAa ¥ (< 65 rognHn) v HO-Bb3pacTHH (Hal

65 rouHM) MalHeHRTH, KAKTO H 34 BCHYKYU CTEIICHH Ha XHNCPTOHRHA. e
f’{;wf:‘ N I “‘I :n' ;:II P _H__‘.
2 *f.’ W .-‘i*r BN
1:,, Ty
Sozapman K AN
Jlo3apTas e CHHTETHYEH NIEpOpaicH aHTarOHKUCT Ha aHTHOTeH3:H 11 penenitop (TI/I’I{ «AT/I)T mec il W
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Aurnotensud II, MOImeH Ba3OKOHCTPUKTOP, € OCHOBCH aKTHBEH XOPMOH HA CHCTéMEr R ﬁf', =l
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1.3.1 Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package Leaflet BG

PEHUH/AaHTHOTEH3HH U € OCHOBEH onpeacnsn GaxTop B naTroPpu3nonorudra Ha
xuneproausita. ARrnoTeHs3ud 11 ce cBpp3Ba ¢ AT1 - penienTopsT, KOHTO ce HaMHUpa B MHOI'O
ThKaHM (Hanp. BaCKyJapHaTa IJ1aJKa MyCcKyJarypa, Hanbsbpeunara xie3a, Op0penure u
CHPLIETO) ¥ HPEAA3BUKBA BAXHH OHOJIOTHYHH ASHCTBHSA, BKIIOUMTEIIHO BA30KOHCTPUKIAA H
OTAeNdHEe Ha agocTepoH. ChIno Taka, anrmoren3ud |l crumynmpa npomdepanugara Ha
KJIETKHTE Ha IIagKara MycKyaarypa. Jlozapran cenextuHo 6mokupa AT1 peuenropa. In
vitro W in vivo J103apTaH H HETOBUAT (PU3HONIOTHIHO aKTHBEH KapOokcuieH MeTabonut (E-
3174) O10xHpaT BCHYKY ACHCTBHS HA AaHTHOTEH3HH lI, He3aBHCHMO OT H3TOYHHKA M ITHTH HA
CHHTE3A.

JIo3apTaH HsAMa arOHUCTHYEH ¢(peKT M He OJIOKupa JPyTH XOPMOHAIHH PElieNTOPH HIIH
HOHHHM KaHAJIM BAXKHHU B CHPACYHO-CHAOBATA perynanus. I1pu Topa no3apradH He HHXUOUpa
ACE (xunazsa I1), eH3uMbT, KOWTO pasrpaxia OpagukuHAHATE. CleqoBaTeIHO, HIMaA
[NOTEHIIMPaHe HA MIPSIU3BHKAHUTE OT OpaJNKHHHH HEXKelaHu ePeKTu.

[To BpeMe Ha NPUIIOKEHUE HA JTO3APTaH, IPEMAXBAHETO HA AHTHOTEH3HH II HeraTHBHOTO
BBE3ACHCTBHE BBPXY PCHHHOBATA CCKPEIUS BOJM 10 IOBHINABAHE HA MIJJa3MEHATA PCHHHOBA
akTUBHOCT (PRA). ITosuinnapadero Ha PRA Boau 1o nosuinasase HA aHTHOTCH3uH 11 B
IIasMaTa. BeIpekd TE3H NOBUINCHUA, AaHTHXUNCPTCH3UBHUAT €(eKT M MOTUCKAHETO Ha
Ia3MEHUTE KOHIEHTPALMH AIAOCTEPOH ce NOAIbpKaT, MoKa3paiiku epexruBaa 6J10Ka1a Ha
anrnorTeH3ud Il peuenropa. Crren npexkscBane Ha no3apTaH, PRA croiiHocTHTE Ha
aHruoTeHs3HH Il cnagar 10 3 AHHA OO0 H3XOOHHTE CTOMHOCTH.

U no3apTaH U HETOBHA OCHOBEH AKTUBEH META0OHUT UMAT MHOTO MO-TOJIAM a(pUHUTET KM
AT1 -penenrtopa, otkoiakoTo KbM AT2-penientopa. AKTUBHUAT MeTabommT e 10- 1o 40- ne1H
[O-aKTHBEH OT JIO3ApTaR 110 CHJIAa HA Ta3W OCHOBA.

B eano npoyuBaHe, CIECIHAIHO OpeHA3HAUCHO 33 OICHKA HA YECTOTATA Ha KalIUIla IIpH
MAIMCHTH, JIEKYBAHH € JI03apTaH, B CPaBHEHHE C MalfUEHTHTE, JeKyBaHU ¢ ACE HHXROUTODH,
4eCcTOTAaTa HA KANJIMIATA, OTICTCHA OT NAUCHTHTE, MOJAYyYaBalllH JI03apTaH UM
XHUAPOXAOPOTHA3H], € TOAOOHA U € 3HAYHTEITHO MO-MAJIKO, OTKOJKOTO IIPH MAITMCHTUTE,
nexypaHH ¢ ACE unxuburop. B qonmbiHeHne, no-M4I0CTEH aHAIHU3 Ha 16 ABoliHO-clenu
KJIHHAYHHA OpoyuBaHuA npu 4131 nanueHTH, 9€CTOTaTa Ha CIOHTAHHU CHOOIICHUS 32
KallUTAIa [IpY MAIIMECHTH, JIEKYBAHH ¢ JI03apTaH € 110,100Ha (3,1%) ¢ Ta3n Ha nauueHTHTE,
nexyBaHH ¢ anebo (2,6%) nnu xuapoxnopotuasuj (4,1 %), nokaro gecrorara ¢ ACE
aaxubuTopu € 6una 8,8%.

[Tpu xunepToHuny 6¢3 THA0ET ¢ MPOTCHHYPUA, NPHJIOKCHHETO HA JIO3apTaH Kanui
3HAYMTEIHO HaMa/IgBa IPOTEHHYPHATA, YaCTAYHATA CKCKpenua Ha anoymud u 1gG. Jlozapran
3a11a3Ba CKOpPOCTTa Ha IJIoMepyiIHa (GHITpalliud M HaMajigBa puiTpupaHara ppakius. Karo
410, TO3apTaH BOAM 10 HaMa/IgBaHe Ha MUKOYHATA KMCelrHa B cepyMa (0OMKHOBEHO

<0,4 mg/dl) xoero € NOCTOAHHO OPH XPOHUUIHO JICUCHHE.

Jlo3apTan HAMa €(peKT BbPXY ABTOHOMHHTE PedIECKCH H HAMA NPOILIKUTEICH €PEKT BLp}g_y

.-.-.u-\.r......,._‘h

[I1a3MeHHA HopenuHeQpHH.

[Ipu manueHTR C JIABO KaMEpHA HENOCTATHUHOCT, 03U OT 25-mg u 50-mg JIOB&pT,é[‘ﬁ
HO3ATHBHHA XEMOUHAMIWYIHH U HEBPOXOPMOHATHH €(PEKTH, XapaKTEPH3IHPAIIH C *!c <
[TOBHIIABAHE HA CHPIACYHHUS HHICKC U HAMaIIBAHE HA BKIIMHEHOTO O€101po0dHO
HaNArase, CHCTEMHATa ChJA0BA PE3UCTEHTHOCT, CPETHOTO CHCTEMHO apTEPHATHO F
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1.3.1 Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package I caflet BG

ChpACYHATA YCCTOTAa H ChbOTBETHO HAMAJICHHUE HA INHPKYJIHPAIIUTC HUBa HA AJLIAOCTCPOH H

HOpenuHepHH. [losBaTa Ha XHIOTOHUS HPHU TE34 MAIHEHTH ChC ChPJICYHA HETOCTATHYHOCT
€ J030-3aBUCHMA.

XHUINEPTOHUYHH H3TUTBAHHS

[Ips KOHTPONIMpPaHU KIMHUYHY W3IHTBAHKA BbPXY HNALIMESHTH ¢ JICKA JO CpeAHa eceHIlMaNHa
XUNEPTOHUS, IIPUAAraHeTO Ha JIO3apTaH €IUH BT JHEBHO, € IPEIU3BUKAI0 CTAaTHCTHYECKH
3HAYMMO MOHHXEHHUE HA CHCTOIMYHOTO B JUACTOIMYHOTO KPBBHO Hasrade. M3MepBanusaTa
Ha KPBBHOTO HAIArane 24-4aca cien Xo3upaHe OTHECEHO KbM 5-6 yaca clief] Jo3aTa II0Ka3Ba
OTHOCHTENHO IIJIaBHA PEAYKINA HA KPBFBHOTO HANATAHE 3a MepHo, OT 24 Jaca; eCTeCTBEHHTE
JHEBHU PUTMH C€ 3ana3Bar, Peaykumuara Ha KPBBHOTO HAJATaHE KBM Kpas Ha JI030BHA
uHTEpBA! € Onna npudbmsutenno 70-80 % ot edexra, Habmoxasan 5-6 waca cien nmpuarane
Ha A03aTa.

ChnupaHeTo Ha JI03apTaH, OPH XUIICPTOHUIHHU MAIEHTH, HE € BOAENIO IO PA3KO
Bb3CTAHOBABAHE Ha KPBEBHOTO Haysrane (pudaynn). HesapnCHMO OT 3HAYHTEIHOTO
HaMaJI9IBaHE Ha KPBBHOTO HAAIaHE, IPWJIATAHETO HA JIO3aPTAH HE € 0Ka3aio KIHHHYHO
3HAYUM €(EKT BBPXY ChpAcUHaTa decToTa. JIo3apTaH e eqHaxBo epeKTHBEH 3a MbXKe U KEHH,
33 Io-MJIaH (1o 65 roAHN) U MO-CTApH XHIICPTOHUITH,

H3nurBane LIFE

HznurBaneTo Losartan Intervention For Endpoint reduction in hypertension (LIFE ) e 6uno
pPaHIOMH3UPAHO, TPOMHO-CIIANO, aKTHBHO KOHTPOIHMPAHO Npoy4uBaHe mpy 9193 xunepronuin
Ha Bb3pacT Mexay 35 u 80 romuun ¢ EKI'-gokyMeRTHpaHa naBoKaMepHa XUOEPTpoPus.
[TauneHTHTE CE paHAOMU3HPAT 1A MOIYYaBaT BEAHBX JHEBHO 103apTaH S0 WA BSIHBX
ITHEBHO ateHONoN S0 mg. Ako xenanoto KpsBHO HayMrane (< 140/90 mmHg) ne € 6uno
MIOCTUTHATO, ITBPBO € NpHOaBsH xuapoxnoporuazux (12,5 mg) u npyu HYXAa ClIE] TOBA €
YBCJIMYaBaHa J03aTa Ha jro3aprad uim arcHonoa Ha 100 mg seansx MECBHO. JJOMBIHATEIHO
AHTHXHUIICPTCH3UBHO JICKAPCTBO, ¢ M3KioueHue Ha ACE uaxuburop, anrnoren3un 11
aHTArOHHUCTH BIH OeTa-0oKkep € 100aBEHO KBM JBETE I'PYIIH, 3a Ja C€ MOCTHUTHE JKETaHOTO
CPaBHUMO ITOHHKECHHE HA KPBBHOTO HANIATaHE MEXAY IPYIIHTE.

CpenHara DpoABIKATETHOCT Ha Ipocnesapane € 4,8 roJuHH.

ITspBUYEH KpacH ITOKa3aTe 3a MPOyUBaHEeTO € 01l ChCTaBHUAT OT KapAuoBacKylapHarTa
3a00J1eBaeMOCT U CMBPTHOCT, KOETO Ce H3MepBa Upe3 [IOHIKaBaHe Ha o0mara 4ecToTa Ha
HAaCTHIIBAHE HA ChPACYHOCHAOBA CMBPT, HHCYJIT U MHOKapAcH aH(papkT. KpEBHOTO HAJAraHe
€ 3HAYMTETHO HAMAICHO JI0 CXOJHHA HABA B JIBETE IPYIIH.

JlegenmeTo ¢ 103apTad BoO¥ A0 NMOHMXaBaHe Ha pucka ¢ 13,0 % (p=0,021, 95 %
noBeputesieH uHTepBai 0,77-0,98) cipsaMo aTeHom0M 3a NalUEHTH, IPH KOUTO HACThIIBa
CHEOMTHE, BKUIIOYEHO B IBPBHYHHS CHCTABEH KpaeH IMoKa3arell. 1oBa ce o0sICHABA Hall-BeUe C
HaMaJICHUE YeCTOTaTa Ha MHCYJIIT. JleueHHeTo ¢ 1o3apTaH HaMalnaBa pHCKa OT HHCYAT ¢.25 %
crpamo areHogoa (p=0,001 95 % nosepurenen maTepnan (,63-0,89). Husara Ha mﬁ;jﬂy“ 4 . ‘*i‘:._;. .‘
ChIOBA CMBPT M MHOKAP/IeH WH(DAPKT HE CE Pa3IMuaBaT B JICKYBAHHTE IPYIIY. N T

XHAPOXTIOPOTHAZH]L s

XHuApOXJIOpOTHA3H], € THA3HACH JHypeTHK. MexaHn3MbT Ha aHTUXHIICPTCH3HBHUSBRERTHg > / .7 /
e SN

THA3HIHUTE JTUYPETHIIHN HE € HAITBIIHO U3BECTEH. THA3HIHTE OeiCTBAT BEPXY pE:Hamﬂgt ,,,,,,,,,,, ﬁ_rq‘-f‘% 7

o

Ty6yJieH MEXaHH3bM HA eIeKTPOTHTHATA peabcopOIa KaTo MOBHIABA JTUPEKTHO .’ B an «1!1 Do

-
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3.3

1.3.1 Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package Leatlet BG

EjlMMuHUDaHE

Jozapman

[Ima3zMeHMAT KMHPBHC HA 103apTad ¥ aKTHBHMA My MeTa0OJIUT € ChOTBETHO, 0K0I0 600
ml./min u 50 mL/min pecriekTHBHO. bHEOPEHHHAT KIUPBHC HA J03apTaH U AKTHBHUS MY
MeTabONHUT € CHOTBETHO OKOJIO 74 mL/min w 26 mL/min pecnexktuBHO. KoraTo s03aprtan ce
nprIlara OpajiHo, okoio 4% OT go3ara ce 0TS HEIIPOMEHEHA B ypruHaTa, a 6 % ot go3ara
ce OTAeNns KaTo aKTUBEH METa00IUT. PapMaKOKUHETHKATA HA JIO3ApPTaH B AKTUBHUA MY
MeTabouT ca MTUHEHHN PY IEPOPAlIHK 031 JI03apTaH K 1o 200 mg.

Cnexn nepopamHo NPUICKEHHE, IUIA3MEBUTE KOHIICHTPAMY HA 103aPTaH H aKTHBHAA MY
MeTabOUT HaMaABaT MOJIMEKCIIOHECHITHAIHO KaT0 KpaHHUAT OTYKHUBOT € ChOTBETHO OKOJIO0
2 gaca u 6-9 waca. Huto j103apran, HITO aKTHBHHUAT My METaOOJIMT KYMYJIMPAT 3HAYUTEIHO B
nja3Mara no speMe Ha Tperupase ¢ o34 or 100 mg, eaus bt JHEBHO.

3a CTAMUHUPAHETO HA JI03apTaH AOTIPHHACAT, KAKTO XJIb9HATA, TaKa M YPHHHATA CKCKPeIus.
Cnen nepopainxa gosa ot 14C-mMapkupaH 103apTaH OpH Y0BEKa, € OTKpHBa 0KoJo 35 % ot
PaJIMOoaKTHBHOCTTA B ypuHaTa 4 58 % B U3paXXHECHHUSATA.

Xudpoxnopomua3sud

XHAAPOXTIOPOTHA3K] HE ce METabONKM3Hpa, HO ce eMMMEHUpa 6Bp30 dpes OvOpenuTe. 1Ipn
Hab/ro/iaBaHe Ha IIIA3MCHUTE HHBA, HA-MaNKo 3a 24 gaca, ce 3a0eli3Ba, ue mia3MeHHAT
IHOJIYKHBOT Bapupa Mexay J5,6 u 14,8 waca. Hait-maiko 61 % oT nepopannara no3a ce
ENUMHUHHAPA HellpoMeHeHa 10 24 4aca.

XapaxkTepUCTUKY HA TAUEHTUTE

Jlozapman-xuopoxropomuaszuo

1Ip¥ 0-BB3PaCTHH XHNEPTOHHIIH, IJIASMEHUTE KOHUCHTpALMA HA 103apPTaH ¥ aKTUBHHUA MY
MeTabONNT, H abcopObumATa Ha XUAPOXIOPOTHAZHJI HE C€ pa3NHdaBaT 3HAYUTEIHO OT TE€3H
P MO-MJIaAUTE XUNICPTOHULIM.

Joszapman

Clien epopalHO NPHITOKEHUAE IPH ITAMEHTH C JIEKA 0 CPpEIHA ATKOXOJIHA IIHpOo3a Ha
qepHud Apo0, IUNIa3MEHUATE KOHIICHTPALIMH Ha JIO3apTaH U aKTUBHUSA My MeTa0OTUT ca,
CHOTBETHO, S IIBTH U 1,7 ITHTH O-BUCOKH OT HAOIONABAHUTE IIPH MIAJU MBXE -
DOOPOBOIIIIH.

HwuTo si03aprad, HUTO aKTHBHUAT My MeTa0OIUT MOraTt Aa ObaaT OTCTpaHeHH upes
XeMOAUAN3a.

IpeaxkIHEAYAR TaHHA 32 6e30macHOCT

n
,,,,,,

ce OlICHBA B npquBaHHﬂ 33 XPOHHYHA TOKCHYHOCT ¢ IPOJBIDKUTENHOCT A0 mecmwe:_f 'ff"_;ffz
NpH MILXOBE H Ky4CTa, CIIE OPallHO IIPUIIOKEHAE, a HAOIIOqaBaHUuTe npomenn\ﬁ j:a H [
IIPOY4YBaHUS C [IpUIIaraHe Ha KOMOMHAIMA Ca [JIaBHO NPHYHNHEHM OT 3103apTaHOB\1\iﬂ B

KOMOOHEHT. [IpunaraneTo Ha KOMOHHAIIUATA NO3APTAH/XHAPOXJIOPOTHAZHA npenmuma oy }H\ wn
o s
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6.5

1.3.1 Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package Leatlet BG

MOHIKEHHE HA MApaMETPHTE HA YCPBEHUTE KPBbBHH KICTKH (EpATPOIMTH, XEMOTIIOOHH,
XEMATOKPHT) i MOBHINABaHe Ha ypea-N B cepyMa, TOHHXKABaHe Ha TETJIOTO Ha cbpLeTo (0€3
XHCTOJOTHYHO CHOTBETCTBHE) U CTOMAITHO-YPEBHU IIPOMEHH (JIE3WU 1O JIMI'aBUIIATA, I3BH,
epO3HH, KPHBROH3/IHBH ). HIMa JaHHM 32 TEpaTOreHHOCT MPU IITBXOBE WIH 3ai M TPETHPAHU C
KOMOHHaUMATA

103apTad/XuApOXIopoTHa3H. TOKCHYHOCT 3a ILI0JA, H3passBama ¢e B JICKO IIOBHINECHHE Ha
6pod Ha peOpata B mokoyicHHe F1 ce HabmoxaBa, Korato >XKCHCKHTE C€ TPETHPAT NPEAH U IO
BpEMe Ha recTaldoHHHA niepruo. Kakro ce HabimronaBa B IpoydYBaHHs €aMO C JIO3apTaH,
CTpaHHYHH e(EKTH 3a IJI0Aa U HOBOPOACHHUTE, BKIIOYHATENHO OB0peYHa TOKCHYHOCT H CMBPT
HA IUI0[a, Ce HabJI0aaBar, Koraro OpeMeHHH ILIbXOBE CE TPETUPAT ¢ KOMOMHATIHATA

JIO3apPTaH/XHAPOXTIOPOTHAZH B KbCHHUSA I'SCTAIMOHEH TIEPUO H/UITH TIPE3 JaKTalHOHHHUST
EPHO/I.

OAPMAIIEBTHYHHU JAHHU

CoMCHK HA IOMOHNIHHATE BEIIECTRA

JIopucta HD 100 mg/25 mg ¢puamupasu TabJIeTKH: IpeXKeNaTHHH3UPAHO APEBHYIHO
HHIIECTE, MUKPOKPHCTATHA ETYII03a, IaKT03a MOHOXHAPAT, MarHE3HEB cTeapar,

xunpoMeiro3a, Makporoia 4000, xunonuHaoB XbAT onseruteln (E104), Tank, THTaHOB JTHOKCHA
(E171).

HechbBMECTHMOCTH

He e npunoxumo.

Cpok Ha rogHoCT

2 TOAUHU.

Crnenuajii yCJIOBHS HA ChXPaHEeHHE

Ja ce cpxpansaBa nox 25°C.

/laHHH 332 ONAaKOBKAaTa

Bnucrepna onakoska (Al ¢onuo, PVC/PVDC dommo): 28 Lorista HD 100 mg/25 mg
bmmMupann TabneTku (4 6nucTepa mo 7 TablIeTKH) B KAPTOHEHA KyTHA.

Bmmcrepna onakxoeka (Al pomao, PVC/PVDC domo): 30 Lorista HD 100 mg/2
bummupann Tabnerku (3 O/mcrepa mo 10 TabneTkd) B KapTOHEHa KyTHSL.

6.6 ChoenuajHH NpeANAZHA MePKH NIPH H3XBLPJSHE /H paboTa

HsmMa cienuaIHH H3HCKBaHUS, N gy e R

.
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1.3.1

Losartan potassium + Hydrochlorothiazide

SPC, Labeling and Package Leaflet BG

7. IIPUTEXATEJI HA PASPEHIEHHUETO 3A YHHOTPEBA
KRKA, d.d., Novo mesto, gmatjeﬁ’;ka cesta 6, 8501 Novo mesto, CiroBeHus

8. HOMEP(A) B PAJPEILIEHHUETO 3A YIIOTPEBA

IT -12755/04.04.2006

9.  JIATA HA ITBPBO PA3PEIIIABAHE/ IIOMHOBSIBAHE HA
PA3PEIIEHHMETO 3A YIIOTPEBA

04.04.2006 “

10. JIATA HA AKTYAJIM3HPAHE HA TEKCTA i
Snuyapn 2009 rog. PR\ : "4};;;;‘:'-‘::;\
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