N3MbAHUTETHA ATEHLIMA NO NEKAPCYBATA
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2. KAYECTBEH U KOJJMYECTBEH ChCTAB
Enna dunmupana tabnerka chanpia 40 mg Bajncapran (valsartan)

3a bJIHKS CIIMCHK HA MOMOLIHHTE BEILIECTBA BHXKTE TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

®unmupana tabnerka

XKbnra, osanHa dhuaMHpaHa TabieTka cbe CKOCEHH prOOBE, JIeKO W3IbKHANA, ¢ JENUTENIHA YepTa OT
CllHata CTpaHa, mamnosaHa ¢ “D” or exqnara cTpana Ha AesnMTennaTa uepra u “O” ot apyrara, u “NVR”
oT obpaTHaTa cTpaHa Ha TabJeTkara.

Tabnetkara moxe 1a Gbae pasaeneHa Ha Be PaBHH HacTH.

4. KIIMHIYHU JAHHHA

4.1 TepaneBTHuHH NOKa3aHNA

Ipecen Muokapaen undapkr

Jlevenne Ha KITMHMYHO CTAGMITHH MALMEHTH CbC CHMITTOMATHYHA CbPACYHA HEAOCTATHYHOCT MU

Oe3cHMNTOMHa JIeBOKaMepHa CHCTONHA anchyHkumsa cien npecet (12 vaca — 10 guun) MHOKapAcH
uHGapkT (Bk. Touku 4.4 u 5.1).

Cbpaeuna HeI0CTATLYHOCT

JleueHue Ha cuMnITOMaTHYHA CHPEYHA HEAOCTATHYHOCT, KOIaTO HHXHOUTOPH Ha
aHTHOTCH3NWH-KOHBEpTHpalKus eH3nM (ACE) He Mosxe na GbJaT NpuiaraHy, WM KaTo J0MbIBALIA
Tepanns kbM ACE unxuburopure, korato Geta-6okepr He Moxe na Gbaar npunaradu (BxK. ToUkH 4.4 n
5.1).

4.2 [lo3MpOBKa H HAYHH HA NPHIIOKEHAE

,Qos'ugoelca

Ipecen muokapaen undapkr
[Tpy KIMHIYHO CTAGHITHH NALMEHTH NEYEHHETO MOsKe Na GbJie 3aM0YHATO B pamkuTe Ha 12 yaca cnep
MHOKapaHUs uHapkT. Criest HavaHa 103a oT 20 Mg ABa MTH AHEBHO 103aTa Ha BajicapraH TpsabBa a

ce nosum 10 40 mg, 80 mg u 160 mg 1Ba MbTH AHEBHO B ClieABAILMTE HIKOIKO ceamuuy. Hauannara
Ao3a ce ocurypssa upes 40 mg neaumu taGnerku. [puiennara makcumanna nosa e 160 mg JBa MbTH
AxesHo. Ipenopthusa ce naunenTHTe N2 KOCTHIHAT 1033 OT 80 mg Ba [TbTH THEBHO 3a J(BE CEAMHIU

CJ/ICA 3aN04BAHE Ha JICYEHHETO, a MPHLIe/IHATa MAKCHMANIHA 1032 OT 160 mg [Ba MHTH AHEBHO 11a e
AIOCTUTHE 3a TPH Mecela B 3aBHCHMOCT OT IOHOCMMOCTTA Ha NauMenTa. [Ipu nossa Ha CUMNTOMATHYHA--.
XHIOTOHHS WK HapylleHue Ha GuOpevunara GpyHKuUMs crieaBa 4a ce 06ChaM HaMaNsBade HA 703374, e,
Basicapran Moxe na ce npunara npu naumenTy, NIeKyBaHH C IPYTH CPE/CTBA 32 ICUCHHE Ha<' . ..
C/IeINH(BAPKTHU ChCTOAHHUS, HANP. TPOMGOIHTHLH, ALETHICATNLIMIORA KHcenuHa, Gerta-6oKepit;
CTaTHHU W ypeTuun. Kombunaumata ¢ ACE HHXHGUTOpH He ce MpenopbyBa (BX. TOUKH-4.4°1
OueHkata Ha MauMeHTHTe ciiel MUOKapaeH MH(pApKT BUHArK Tpsa6Ba Aa BKJIIOYBA OLEHKA Ha65§a MY
dyHKums. T




CoppacyHa HeAOCTATLYHOCT

INpenopbusanaTa HauanHa fo3a Ha Diovan e 40 mg 18a mbTH AHeBHO. [1oka4BaHETO Ha 103aTa A0 80 mg
1 160 mg aBa MbTH AHEBHO TPAGBa J1a e OCHUICCTBABA NPE3 HHTEPBAH OT HAH-MAJIKO 1BS CEAMHLM, 110
Hali-BMCOKATA 1032 B 3aBUCHMOCT OT MTOHOCUMOCTTA Ha nauueHTa. CiieiBa 1a ce 00Ch/M HamansBaHe Ha
7103aTa Ha BKJTIOUEHHS B JIEYEHHETO AMYPETHK. MaKkCHManHara JHEBHA 11033, NpuJjlaraHa B KITHHUYHH
npoyuBaHus, € 320 mg B HEKOJNKOKPATEeH NPHEM.

Basicaptan mMoxe 1a Gb/ie NPUIIaraH ¢ IPYry CXEMH 3a JICHEHHE Ha Chp/IEHHA HEOCTATBYHOCT.
He3aBHCHMO OT TOBA He ce Mpenopbuba TpoiHara komGuHawms ot ACE unxuburop, Gera-Giiokep u
pasicapran (Bx. ToukH 4.4 n 5.1). Ouenkara Ha MALMEHTHTE CBC CHPACHHA HEAOCTATHYHOCT BHHATH
Tpa6Ba Aa BKIIOYBA OlleHKka Ha 6b0peuHaTa QyHKUMA.

Havyun na npunooicenue
Diovan mMoxe na 6p1e npuemMaH HE3aBUCHMO OT XPaHEHETO H TpsAGBa 1a ce MpUemMa ¢ TEUHOCTH.

Honvanumenna qu)OﬁMauu}l 304 CReYUaIru cpynu ndyueHmu

Xopa B cTapyecka Bb3pacT
He ce Hanara NnpomsaHa B 103UpOBKaTa NpH NMalHeHTH B CTapyccKa BB3pacT.

BubpeyHo YBpeXKaaHe
He ce Hanara npomsHa B J03UPOBKATA MPH MALHEHTH C KPEaTHHHHOB KJIMPbHC >10 ml/min (BX.
ToukHu 4.4 n 5.2).

YepHoapoGHO yBpexKaaHe

[Tpy mauMeHTH ¢ JIEKO 10 YMEPEHO YepHOIpoOHO yBpexiaHe Ge3 xonecTasa 103aTa Ha BajicapTaH He
Tpa6Ba na npesuwasa 80 mg. Diovan e NPOTHBONOKA3aH NPH MALMEHTH C TEXKKO YEPHOAPOOHO
YBPEXKAAHE W NP NALMEeHTH ¢ XoslecTasa (Bx. Touku 4.3, 4.4 1 5.2).

[MeanaTpyuHM NALUEHTH
He ce npenopbusa ynorpeGara va Diovan npu aeua noa 18 roaunu, nopaay Anncara Ha AaHHY 3a
6e30nacHOCTTa U e(hHKACHOCTTA.

4.3 IIporneBomoxka3aHus

-CBpPBbXYyBCTBUTEHOCT KbM AKTHBHOTO BEILECTBO WJIM KbM HAKOE OT MOMOLIHHTE BELLECTBA.
-Texxko uepHOApoOHO yBpexkIaHe, OHMIMapHa LIMPo3a U X0JecTasa.
-Btopu u TpetH TpumecThp Ha GpemeHocTTa (BXK. TOUKkH 4.4 1 4.6).

4.4 ChneudajiHM NpeaynpexIeHns H NpeANa3HH MEPKH NpH ynoTpeda

XunepkaaneMus

EanoBpemeHHaTa ynotpeba ¢ kanneBH 100aBKH, KaTMH-CbXPaHABALILN JUYPECTHLIM, 3aMECTUTEITH Ha
COJNITA, ChABPHKALLM KA, WK APYTH JIEKapCTBEHH NMPOLYKTH, KOUTO OMXa MOTJIH J1a MOBHIIAT HUBATa
Ha Kanauii (XENapuH 1 T.H.), He ce npernopbusa. CTORHOCTHTE Ha Kanus TpsAOBa na ce MOHUTOpHpAT
CBOTBETHO.

[MaunenTty ¢ HaTpueB W/uau obemed aehuuuT
Ipy MaUMEHTH C TEKbK HATPUEB H/WIH 00eMeH AChHLIUT, KaTO TE3H, KOMTO MO/Iy4aBaT BUCOKH 03U
JAMYPETHLH, B PEKH CTyuau cjie/l 3aTiouBaHe Ha Tepanus ¢ Diovan Moxe J1a ce NMOABH CHIITOMATHYHA ™ -
xunotonus. Harpuesusar w/unu o6eMHUAT JedUUMT TpsAGBa Aa Ce KOPUTHpa Npeau 3anouBaHe Ha. * *
neueHdero ¢ Diovan, HanpyMep upe3 HaMaJIABaHE Ha 103aTa Ha WY PETHLIMTE. S

CreHo3a Ha 6nOpeyHarTa apTepus




Ipy naunenTu ¢ Ounarepanna creHosa Ha 6b6peunnte aprepun wm TMpH CTCHO3a Ha apTepHATa Ha
€IMHCTBeH GBOpek GeszonacHara ynorpe6a na Diovan He e ycranosena.

Kparxocpouro npunosxenwue na Diovan TP ABAHANECET NALMEHTH C PEHOBA3AIHA XMIIEPTOHHS
BCJICICTBHE Ha €IHOCTPAHHA CTEHO3a Ha 610peunata aprepus He Boau 10 3HAUUMH MPOMEHH B
6b6peynara xemonuHamuka, CEPYMHHA KPEATHHHH WM HHUBOTO Ha ypesiTa B kpbBTa (BUN). Hezasucumo
OT TOBa IpYTH JIeKapCTBa, KOUTO MOBNHABAT CHCTEMATa PEHHH-@HTHOTEH3MH, MOTaT [a NOBHILAT
CTOHHOCTHTE Ha KPbBHATA ypes W CCPYMHHA KPEATHHHH NP NALMEHTH C €IHOCTPaHHA CTEHO3a Ha
6u0Opeunara aprepus, TIopajit KOETO Ce mpenopbYBa NpoceAsBaHe Ha 6b6peunara dyHkums npu
NalUHEHTHTE, JICKYBaHH C BaJICapTaH.

brOpeuna tpancrnanraims
J10 TO31 MOMEHT HsiMa HaTpyNaH OMHT 10 OTHOLIEHHE Ha 6e3omacHata ynorpe6a na Diovan npu
MauneHTH, Mpexapay Hackopo 6bOpeuHa TpaHcILaHTaLMs.

IIbpBryeH xunepangocreponnsLm
[Taumenrure ¢ nupeuveH XHIMEPANIIOCTEPOHH3 LM He TpsGBa Ja ce jiekysar ¢ Diovan, Thif kaTo TxHaTa
CHCTEMa PEHMH-AHIHOTEH3HH He € aKTHBHpaHa.

MTH& H MUTPAJIHA KallHa CTCHO3a, 06CTDVKTPIBHa XI/IHCDTDOd)I/I‘-lHa KapaAHnoMHoOnaTus

KaKTO NpH BCUYKHU llpyFH BaSOI!PIﬂaTaTOPH € HeOGXOIll/lMO OCO6eHO MNOBHUUIECHO BHUMAHUE l'lpPl MALUHCHTH,
CTpanaum oT aopTHa UJIu MHTpaﬂHa CTE€HO3a UK OT O6CprKTl/lBHa XHHCPTPOC})H‘IH& KapanomMuonarus
(OXKM).

Hapywenue Ha 66peunara dbynkims

He ce nanara kopurupane na nosara TIpH MALMEHTH ¢ KPEaTHHHHOB KIMPBHC > 10 mL/min (Bx.
To4ka 4.4). Jluncear nanuu 3a GezonacHa ynoTpeba npH NalHeHTH ¢ KpeaTHHHHOB KJTUPBHC

<10 mL/min) u npn nposesxaawmu AHajln3a, Nopajan KOETO BajicapTaH TpabBa Ja ce ynoTpeGssa ¢
MOBHIICHO BHUMAHHE TIPH TE3HU MAaLUEHTH (BXK. TOUKH 4.2 U 5.2).

HepnroapoGHo yspexaane
IIpu naunenTy ¢ seko 10 ymepeno 4epHOAPOGHO yBpexaaHe 6e3 xonectasa Diovan TpabBa jaa ce
yrotpeGsBa C NOBHILIEHO BHUMaHKe (BX. TOUKH 4.2 1 5.2).

Bpemennoct

He Tpsa6Ba na ce 3anousa neuenve ¢ anrnorensun I peuenropHu 6j10kepu (APB) no Bpeme Ha
GpemenHocT. OCBEH aKO MPOABILKUTEIHATA Tepanus ¢ APb ce npetieny kato chluecTBeHa, eueHHeTo Ha
TALIMEHTKH, KOMTO IJIaHyBaT OpeMEHHOCT, TpA6Ba 1a Gbae 3aMEHEHO C QJITEPHATHBHO
@HTHXUNEPTCH3UBHO JICYEHHE C yCTAHOBEH NMPodm Ha 6e30MacHoCT 3a ynorpeba no Bpeme Ha
Opemennoct. Ipu ycranossisane Ha GpemeHHocT neuennero ¢ APB Tpa6Ba He3a0aBHO na ce
MPEYCTAHOBH U N1a CE 3aMOUHE AJITEPHATHBHO JICYEHHE, AKO € MOAXO/AILO (BX. TOukH 4.3 1 4.6).

Ilpecen MHOKapaeH uHbapkT
Kom6unauwsra Ha kantonpun u Bancapran He nokassa AOITBJIHHTE/HA KIMHMYHA 10133, HAMTPOTHB,
PHCKBT OT HEXKEJIaHH PEAaKUMH Ce MOBHILABA B CPABHEHHE ChC ChOTBETHHTE Tepanuu (Bx. ToYku 4.2 u
5.1). Topaau ToBa He ce npenopbusa KOMGHUHALMATA Ha Bajicaptad U ACE nnxuburop.

Heo6xonumo e na ce 061pHe ocoGeno BHMMaHue 1pH 3arovBaHe Ha TEPaNUs NPH NALMEHTH Ciiej
MHOKapaeH nHpapkT. OueHkaTa Ha MALKEHTHTE clej NpexapaH MMOKapaeH HHPAPKT BUHary Tpabea aa
BK/TOUBA OUeHKa Ha ObOpeyHaTa byHKuus (B, Touka 4.2).

Ynorpe6ara Ha Diovan npu naunenTy cnen MHOKap/IeH HH(QAPKT 4eCTO BOAM O NOHMIKABAHE Ha
apTEPUAIHOTO HaJIAraHe, HO OGMKHOBEHO HeE Ce HaJlara NMpeyCTaHOBIBAHE HA JIEYCHHETO nopagy =
NPOAB/IKABAILA CHMITTOMATHYHA XMITOTOHHS, aKO Ce CMa3BaT MHCTPYKLMHTE 3a nosupaHe (BX. -
TouYKa 4.2). e

C’b[)lle‘lHa HEAOCTATBYHOCT




Ilpn naunenTH che CbpaeUHa HeOCTaThUHOCT TpoiHaTa komGuHaums ot ACE unxuburop, 6eta-6nokep
1 Diovan He noka3sa KIMHKMYHa non3a (BX. To4ka 5.1). Tasu KOMOHHALKS SBHO NOBHLUIABA PHCKA OT
HEXEJIAaHH PEAKLIMMN U CIEJOBATENTHO HE CE€ MPenopbysa.

Heo6xonumo e fa ce 06bpHe 0cOGEHO BHUMaHUE NPH 3aN0YBaHE Ha TEPAIHA TPH MALUHEHTH CbC
ChpA€UHA HeOCTAaTHYHOCT. OLEHKATa Ha NALMEHTHTE Clle)| peKapaH MHOKapJAeH MH(ApKT BUHATH
TpsOBa J1a BKJIIOYBA OLieHKa Ha GbOpednaTa GyHkuus (Bx. Touka 4.2).

Ynorpebara Ha Diovan npu naLMeHTH CbC ChpAEYHA HEJOCTATHYHOCT YECTO BOAM 10 H3BECTHO
TIOHH)XKABAaHE Ha apTEePHATHOTO HaJIAraHe, HO OOMKHOBEHO HE Ce Hanara NpeyCTaHOBSBAaHE Ha JICYEHHETO
nopazu NpoJb/KaBalla CAMITOMATHYHA XHITOTOHMSA, aKO CE Cla3BaT HHCTPYKLMHUTE 3a A03UpaHe (BXK.
Touka 4.2),

Ipn naupnenTy, unaro 6u6peuna GpyHKkums 61 MOryia Ja 3aBUCH OT AKTMBHOCTTA Ha CHCTEMATa PeHHH-
AHTMOTEH3MH (HalIp. MaUMEHTH C TEXKA 3aCTOMHA ChPACHYHA HEIOCTATBYHOCT), JIEYEHHETO C MHXHOHTOPH
Ha aHTHOTEH3WH-KOHBEPTHPALLHMS €H3UM C€ CBbP3Ba C OJIMTYPHA W/WIIK MPOrpecypallia a3oTeMHS U B
penky ciyuau ¢ octpa 6bOpeuHa HEOCTaTBYHOCT W/UK cMBPT. ThI KaTo BajICapTaH € aHrMoTeH3uH 1
AHTaroHHCT, HE MOXe J1a Ce U3KJIIOYH Bb3MOXKHA Bph3Ka Ha ynorpebara Ha Diovan ¢ HapyliasaHne Ha
6b6peuHarta gyHKUMS.

4.5 BsanmoaelcTBHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH H APYrH JOPMH HA B3aHMO/eHCTBHE

He ce npenopvusa ednospemenna ynompeba

Jumui

OG6paTumo noBHiIaBaHe Ha CEPYMHUTE KOHLICHTPALMK Ha TUTHH M TOKCHYHOCT ca ChOBLIEHH NIPH
eaHospemenHata ynorpeba ¢ ACE unxuburopu. [lopaau auncara Ha onuT oT €AHOBpeMeHHa yrnioTpe6a
Ha BajicapTaH H JUTHHA Tasn KOMOHHALHA He ce npenopbusa. [Ipenopbusa ce BHUMATENHO ClieICHE Ha
CEepPyMHHTE HHUBA Ha JIKTHH, aKO CE NpeLeHH, Ye KoMOHHalMATa € HeoBxoauMma.

Kanuii-coxpansasawu ouypemuyu, kanuesu 000asKy, 3amecmumeni Ha CONMa, CoOBPACAUU KANUT Wil
oOpy2u cybcmanyuu, Koumo ouxa mozau 0a NOGUWLAM HUBAMA HA KANUTI

AKO ce npeleHy, ye € HeOOXOANM JIEKAPCTBEH NPOAYKT, KOMTO 3acAra KaIMeBHTE HIUBA B KOMOHHAINA ¢
BasicapTaH, MPenopbuBa ce CleAeHe Ha M1a3MEHUTE HHBA Ha KaHil.

OcobeHo enumanue ce u3uckea npu eOHo8PEeMeHHa YRompeba

Hecmepouonu npomusoevsnanumennu cpedcmea (HCIIBC,) sxnouumenno cenexmusnu COX-2
UHXUOUMOPU, AYemUICaANUYUN08d KUCeAuna >3g/Onesno u necenexkmuenu HCITBC

Korato anrnortensun Il peuentopuure Giokepu ce npunarar easospemento ¢ HCTIBC, moxe na ce
Habnton1aBa oTcnabBane Ha aHTHXUNEPTEH3MBHMA edexT. OcBeH ToBa eIHOBPEMEHHaTa yrnoTpeba Ha
anruotensut Il peuentophn Gnokepu n HCITBC moxe na 10Beae 10 NOBHILEH PUCK OT BJIOLIABAHE HA
6nOpeunara GyHKUMS ¥ NIOBHINABAHE HA CepyMHHUs Kanuii. [Topaau ToBa ce npenopbyBa NpocieasBaHe
Ha GpOpeuHaTa (yHKUKMA B HAYANIOTO HA JICYEHHUETO, KAKTO M aJIeKBaTHA XHAPATALMS HA NALMEHTA.

HApyeu

npl/l Nnpoy4BaHHs 3a JICKApCTBEHO BSaHMOﬂeﬁCTBHe C BaJICapTaH HE ca YCTAHOBCHH KJIHMHHYHO 3HAYUMH
B3aMMO/CHCTBHS C BAJICAPTAH WIIH HAKOE OT CJIEHUTE BEIECTBA: LIMMETHAMH, Bap(apunH, ¢pyposemu,
JAHTIOKCHH, aTCHOJI0JT, HHAOMETALUH, XHAPOXJIOPOTHA3H, aMJIOJUITUH, Fﬂl/l6eHKﬂaMl/l)1.

4.6 BpemeHHOCT H KbpMeHe
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Ynotpe6ara Ha anruorensun 11 peuenTopHu 6iokepu (APB) He ce TPEMOpPLYBa NPE3 MBPBHS TPHUMECTHD
Ha GpeMeHHOCTTa (BX. Touka 4.4). Ynorpebata na APB e NPOTHBOMOKA3aHa NPE3 BTOPHS M TpeTHs
TPUMECTBP Ha OpeMeHHOCTTa (BK. Touku 4.3 u 4.4).

Enupemyonornunure nannm za PHCKa OT TepaTOreHHOCT cien ekcnosuums Ha ACE MHXHOHTOPH npe3
IIbPBHs TDUMECTHP Ha OPEMEHHOCTTA He ca OKOHHATE/THH; HE3aBUCHMO OT TOBA HE MOJKE /A Ce H3KIIIOYH
JIEKO NOBMINEHME HA pUCKa. Bbiipeku ve nama KOHTPOJIMpaHy SNUEMHUOIOTHYHH JaHHHU 32 PHCKA OT
APB, nono6eu puck moske na CBUIECTBYBA IPH TO3H KJ1ac ekapcTa. OcBeH B CiTy4aii ye TepanusTa ¢
APE ce npeuenssa kato Mmuoro BaxKHa, ALMEHTKUTE, KOMTO MITaHyBaT GpeMEeHHOCT, TpsAbBa na npemuHar
Ha alTepHATUBHO AaHTHXHIIEPTEH3HBHO JICYEHHE C JOKA3aH npodun Ha GesonacHocT 3a yrorpeba npu
6pemennocr. ITpu ycranoBsBane Ha GpeMentocT neuenuero ¢ APB Tpa6Ba 1a ce npeycTaHOBH
He3a6aBHO M NPH HeOBXOAMMOCT 1a ce 3anoune aITepPHaTHBHA Tepanus.

H3BecTHo e, ue excnosuumsTa Ha Tepanns ¢ APB 1o Bpeme Ha BTopus u TpeTns TPUMECTBP Ha
OpemeHHOCTTa NpUUKHABA eToTokcnunocT npu Xxopa (noHnxena 6b0peuna hyHkuus,
OJIMrOXMAPaMHHOH, 3a6aBeHa ocudUKaLna Ha Heperna) ¥ HEOHATAIHA TOKCHYHOCT (6n6peuna
HEAOCTATBLYHOCT, XHITOTOHMS, XUIEPKATMEMHS ); BHIKTE ChuLo Touka 5.3 “TlpeAKNMMHHYHYN naHHu 33
Oe3onacHocT”.

B ciyuaii na excniosuums na APB cnen BTOPH:A TPHMECTLP Ha GPEMEHHOCTTA Ce MpenopbyBa
Y/ITpasByKoBa nposepka Ha 6bOpeunara GpyHkuus u yeperna.

Hosoponenu, unuto maiiku ca npuemanu APB, Tpsa6sa na 6w1at BHUMaTeTHO HabmoaBaHy 3a
XHINOTOHHS (BXK. CBILO TOYKH 4.3 U 4.4).

Kvpmene
[Mopaan mncara Ha gaHHM OTHOCHO yrotpebara Ha BajicapTaH 1o BpeMe Ha KbpPMEHE NPUEMBT Ha

Diovan we ce npenopwusa, a ce MPCATIOUNTA aNTEPHATHBHO JIeHeHHE C 110-106pe ycTaHOBeH npodui Ha
GesonacHocT no Bpeme Ha KbpMeHe, 0coGeHo TIpH KBPMEHE Ha HOBOPOZAEHO MJIM HEJOHOCEHO Gebe.

4.7  Edexrn Bbpxy cnoco6uoctTa 32 modgupane n paGora ¢ MamHHR

He ca nposesxxaanu npoyusanus 3a ebexTHTE BBPXY CcnOcoGHOCTTA 32 wodupane. TpsaGsa na ce uma
NMpeNBUL, 1Ye NpH WwodHpaHe H paGoTa ¢ MAHHH € BE3MOKHO NIOHAKOra Jla HACTBIAT 3aMasHOCT UITH
yMopa.

4.8 Hexesnann nekapcrBenn peaknuu

B xonTponupann kimknunK npoyusanus TIPH NALMCHTH C XMNEPTOHUS 001IaTa 4eCTOTA Ha HEXKEIaHH
peaxumnu (HJIP) e cpasHuma ¢ Tasu npu niaue6o u e B chriacue ¢ hapmakonornysmns npodun Ha
Basicapta. Yecrorara na HJIP He e cabp3ana ¢ no3ata win NMPOABLIKUTETHOCTTA Ha JISYEHHETO, 4 CHILO
Taka He rokassa Bpb3Ka C 110s1a, Bb3PacTTa WK pacara.

OcHoBaHy Ha KJIMHUYHK NPOYHBaHKs, MOCT-MapKETHHIOB ONKUT K j1aGopaTopHu pesyntati HJIP ca
M30POEHU 110-10JTy CHIIAaCHO CHCTEMO-OpraHHaTa Kiracudukauus.

Hesxenanure peakunu ca MOIPEACHH O 4ECTOTa, KATO Hal-4YeCTHTE Ca MbPBH, Criopen cieaHara
KOHBCHLMS: MHOTO 4ecTH (=1/10); uectn (>1/100 go <1/1 0); Heuectn (=1/1 000 no <1/100); pPeNKH
(=1/10 000 no <1/1 000); Mroro peaku (<1/10 000), Bxarountento otaenHu cboOwenus. [Tpu Besako
TPYTIMPAHE B 3aBUCHMOCT OT YECTOTATA HEXKENAHUTE JICKapCTBEHH peakuMu ce H3OPOABAT B HU3XOAAIL
pel 1o OTHOWEHHE Ha TAXHATA CEPUO3HOCT.

3a Bcnuku HJIP, ¢06wenn ot TIOCTMapKETHHIOBHA OMUT H 1a00PaTOPHUTE HAXOAKH, He ©.BB3MOIKHO fia
C€ NPHUI0KkK HUKOA vecToTa Ha HJIP 1 nopaau ToBa Te ca YNIOMEHATH ¢ "HeusBecTHA" HECTOTa. -

®  Xuneprouus



Hapymenns na kpbBra n Jumdnuara cucrema

C HeunsBecTHa yectoTa [TonnxeH xeMorno6H1H, nonwken XEMaTOKpHT,
HEYTPOMEeHUs, TPOMGOLMTONEHHA

Hapymienns na aMyHHnaTa cucTema

C HemsBecTHa vecToTa CBpPBXYYBCTBUTENHOCT, BKITIOUMTETHO CepyMHa
Gonect

Hapywenns na mera6oanima n XPaHeHeTo

C HeusBecTHa yecToTA ] osuiueH cepymen kanmii

Hapymenns na yxoro u nabupunra

Heuectn | Ceertorbprex

CbaoBH Hapymienus

C HeusBecTHa yecToTa | Backysnur

Pecnuparopnu, rppans u MeauacTanaann HapymeHus

Heuectu Kawnnua

Cromammno-upeBHn Hapymenus

Heuectn KopemHa Gonka

XenaTo-6unapun Hapymenns

C neusBectHa yecToTa HoBHwenune Ha nokasarenure 3a yeproapo6Ha
(YHKLMS, BKIIIOYUTETHO NOBHLLIABAHE HA
CEPYMHUSA OUIHPYOUH

Hapymemm HA KOKATA M MOAKOKHATA THKAH

C neusBecTHa yecToTa ] Anruoenem, o6pus, chpbex”

Hapymemm H2 MYCKYJ/IHO-CKEJIETHATA CHCTEMA H CHCAHHHUTECJHATA ThKAH

C HeusBecTHa uecToTa | Muanrus

Hapymwenns na 66pennte n nuxounuTe nbTHMA

C HeusBecTHa HecToTa B1>6peqHa HCIOCTAaTHYHOCT U YBpEXIaHe,
NOBULIABAHC HAa CCPYMHHSA KpEaTUHHUH

OO0mn napymenus n edexTH HA MACTOTO Ha NPHJIOKEHHE

Heuectu l Ymopa

IpodureT Ha GesonacHocT, HaGnoAaBAH NPH KOHTPONHMPAHH KIMHHYHH NPOYYBAHUSA MPH NALMEHTH
C/1e]l MHOKap/IeH HH(apKT H/NiH ChC ChPAEUHA HEAOCTATHYHOCT, Ce Pa3/inyaBa OT LATOCTHHS npodui Ha
Ge30onacHOCT TpH nauHeHTH ¢ xuneptonus. Tosa Mosxke na CBBP3aHO C MPHPYKABAIIOTO 3a00ABaHE Ha
nauyenta. HJIP, KOMTO HACTBIBAT NPH NALKMEHTH Clie]l MHOKApAEH HH(APKT H/WITH CbC ChpeYHa
HEIOCTATBYHOCT, ca M36POEHH NO-10Iy:

* Cobcrosnne cien MHOKapaen HHGapKT H/uan ChpAEYHA HeAOCTATHYHOCT

Hapywenns na KpbBTa 1 AumdnaTa cHcTema

C Heu3BecTHa YecTOTA l TpombouunTonenus

Hapymennsa Ha HMyHRATa cHCTEMA

C HeusBecTHa uecToTa CBpBbX4YBCTBUTENHOCT, BKIIOYMTENHO CEPYMHa
Gonecr

Hapymenns na meraGoin3ma u XpaHenero

Heuectu Xunepkanyemus

C neusBecTHa yecToTa IoBuuieH cepymMen kanmii

Hapymenus na HepBHaTa CHCTeMa

Yectu 3amaliBaHe, 3aBHCELIO OT M03aTa 3aMaiiBaHe

Heuectu CuHkon, rnaBoGonve S

Hapywmenns na yxoro u jaénpunra

Heuectu | Ceerornprex o5

CobpaeyHu HapymieHus o L

Heuectn | Copaeuna nenocraTbuHoOCT




Coua0BH Hapymennn

Heuectn XHNOTOHHSA, OPTOCTATHYHA XUITOTOHHS

C HeusBecTHa yecToTa Backynur

PecnnpaTopHn, rpbANN B MeAHACTHHAIHA HApYIIeHHs

HeuecTn Kauuinua

CromMamno-1peBHH HApYIIEHHS

Heuectu I'afene, nuapus

Xenaro-OH/IHADHM HApYIIeHHs

C HeusBecTHa yecToTa TloBuiuenue Ha nokasarenure 3a yepHOApPOGHa
dyHkuma

Hapymenns Ha KokaTa H NOAKOKHATA THKaH

Heuecru AHruoenem

C HeusBecTHa YecToTa OG6pus, cbopbex

Hapywenusi na Mycky/1Ho-cKe/leTHATA CHCTEMA B CLEAMHUTEIHATA THKAH

C HeusBecTHa yecToTa I Muanrus

Hapymenns na 6n0peunte n NHKOYHMTE WbTHING

Yectn Bu6peuna He1OCTATBUHOCT M YBpekKaHe

Heuectu Octpa 6B6peuHa He1OCTATEUHOCT, MOBHIUIABAHE HA
CEPYMHHS KpeaTHHHUH

C HeunsBecTHa YecToTa IToBuieHHe Ha ypesTa B KpbBTa

O0mu napymenns u eeKTH HA MACTOTO HA NPHAOKEHHE

Heuectu | AcTeHus, ymopa

4.9 Ilpenosupane

Cumnromu
IMpenozupanero ¢ Diovan moxe na NPUYHHHW H3pa3eHa XHUIMOTOHHUA, KOATO MOXE 214 AOBeE 10
TIOHMKAaBAHC Ha ACHOTATa Ha Cb3HAHWETO, LIMPKYJIATOPEH KOIANC M/UIH LIOK,

Jleuenue

TepaneBTvMHHTE MEPKH 3aBUCAT OT BpEMETO Ha NPHEM Ha JIEKApCTBOTO W BHUA U TEXKECTTA Ha
cumnromute. OT MBPBOCTENEHHA BAXKHOCT € CTabHMIM3MPAHETO HA LIMPKYJIATOPHHSA cTaTyc.

B ciyuaii Ha XUNOTOHUSA NAIHEHTBT TpsA6Ba Aa O'bJe 1OCTaBEH B JIErHAJO MOJIOKEHHE U 6bp30 1a ce
npeanpueMe 3amecTBale ¢ 00eM03aMeCTBALIH U COJIEBU pa3TBOpHU.

Masko BepossTHO e BasicapTaH fa 6bae OTCTPAHEH Ype3 XeMOAHATN3a.

S. ®APMAKOJIOT'HYHHA CBOMCTBA
5.1 ®apmakoannamuuHu cBoiicTBa

®apmakoTepaneBTHYHA rPyNa; aHTHOTeH3KH 1] peuentophu 610kepu, camocroatennu, ATC kon:
C09CA03

Bancapran e nepopasiho akTHBeH, MoweH u cneunduyen anrnorensun I (AT II) anraronucr. Toi

ACHCTBA CENEKTUBHO BPXY AT| peuenTOpHHS MOATHII, KOWHTO e OTTOBOPEH 3a M03HATUTE JeHCTBUSA Ha
anruoreHsuH II. TloBuwenuTe rutasMeny HUBa Ha aHruoTensux 11 B pesysrar Ha AT, peuentopHara

6s10kaza ¢ BancapTan MoraT Aa CTHMY/THpAT Hebnokupanure AT, peuenTopu, KoeTo U3rexna

NpOTHBOZEHCTBA Ha edekra Ha AT, peuentopa. Basncapran He nposiBsiBa HUKaKBa YacTHYHA = ‘
aroHHCTHYHa akTHBHOCT kbM AT peuentopa u uma 3naunrenHo (okomno 20 000 TbTH) NIO-TOJIAM - o o
adnnureT kbM AT) perientopa, OTKONKOTO KbM AT, peuentopa. Bajicapran He ce cBbp3Ba M He Giioknpa:.
peUCNTOpH Ha APYTH XOPMOHH HIIH HOHHHU KaHaJH, 3a KOWUTO € U3BECTHO, Ye Ca BAXKHU B SEER
ChPJAEHHO-CBHA0BATA PEryaLms.




Bancapran ve unxu6upa ACE (M3BeCTEH W KaTo KMHKUHA3A II), ko#iTo npeBpbIna aHrnoTEH3MH | B
aHrnoTensuH Il u pasrpasna 6panukununa. Toit KaTO HAMAT ebexr BbpXy ACE u He 3acuisar
AEACTBUETO Ha GPafNKUHUH WITH cybcranumsa P, Manko BeposTHO € aHTaroHucTHTe Ha aHruotensud Il na
Ca CBbP3aHH C KalnsgHe. B KIMHUYHKM NpoyuBaHus, KbaeTo BajcapTan e cpaBieH ¢ ACE nnxuGurop,
HECTOTaTa Ha CyXa Kaluiuua e 3HauntenHo (P<0,05) no-manka NpH NalUMEHTH, JIEKYBaHU C BalicapTaH,
OTKOJIKOTO 1ipu siekyBanute ¢ ACE nHxuburop (2,6% cpeuty 7,9% pecnektusno). B kninuuuum
TIpOYYBaHHs MPH NALHEHTH C aHAMHE3a 3a CyXa KalIMLA 110 Bpeme Ha siederne ¢ ACE unxuburop,
19,5% ot NpPOYBaHHTE JIMLIA, MTOJYYaBaLIK BajicapraH, U 19,0% ot te3u noJiyvdaBaly THa3HAeH
AMYPETHK UMAT KalLIULA, B CpaBHEHHE ¢ 68,5% oT sihuara, nexysanu ¢ ACE unxuburop (P < 0,05).

Ilpecen muokapnen nuudapkr

VALsartan In Acute myocardial iNfarcTion (VALIANT) e panaomusupano KOHTpOJIHpaHo,
MHOTOHALMOHAIHO, NBOHHO-C/IANO Npoyu4Bane npu 14 703 nauuenTy ¢ OCTBpP MHOKapaeH MHDAPKT K
TIPU3HALK, CHMNTOMH WJIH PaAMOJIOTHYHH JaHHH 34 3aCTOMHA CbpA€YHA HEAOCTATHLYHOCT M/MIH IaHHH 3a
JIEBOKaMepHa CHCTONHA AMChYHKLMS (MposBEHa KaTo dpakuus Ha u3Tnackeane < 40% ypes
PaZMOHYKTMAHA BEHTPHKYIorpadus nin < 35% upes eXoKapaMorpaus MK BEHTPUKYJIHA KOHTPAacTHa
anruorpagus). Ilausenture ca pannomusnpanu COpsAMO BaJICapTaH, KarToNpusi UK KOMOHHALMS OT
ABaTa B paMKHTe Ha 12 4aca 10 10 AHH cliea HAYATOTO HAa CHMITTOMMTE Ha MHOKap/ieH UHOApKT.
CpeanusT nepron Ha NledeHHe e 1Be roaMHH. ITepBH4HAaTa KpaiiHa TOuKa € BpeMeTo 10 HACTbBIBAHE Ha
CMBPT MOPAjN BCAKAKBY MPUYHHH (06112 CMBPTHOCT).

Bancapran e cbino tonkopa edextrsen, kokoTo KalTOMpPWII N0 OTHOLIEHWE HA HAMAJIIBAHETO Ha
obmara cMbPTHOCT cllel MHOKapeH uHpapkT. ObLara cMbPTHOCT € NoA06Ha B rPYNHTE C BajicapTaH
(19,9%), kanronpun (19,5%) u BajicaptaH + kanronpun (19,3%). Kom6uHaumsaTa Ha BaJIcapTaH ¢
KanTonpum He 106aBs AOMbHKTEIIHA M10J13a CIIPAMO JIEYEHHETO CAMO C karrroripun. Hama pasnuka
MEKIy BajicapTaH U KanToNMpH 10 OTHOLIEHHE Ha 06LuaTa CMbPTHOCT B 3aBHCHMOCT OT BB3pacTTa, Noja,
pacata, H3XOJHHTE TepanuH Wik OCHOBHOTO 3abosnisBane. BancapraH e €(PEKTHBEH U B yab/KaBaHe HA
BPEMETO 110, M B pelylMpaHe Ha CbPAEYHO-CHA0BATA CMBPTHOCT, XOCTIHTATU3ALHH 110 NoBOJ Ha
CBPACUHA HENIOCTATLYHOCT, MTOBTOPCH MHOKApAeH HH(APKT, peaHUMHPAHO CNHPaHE Ha CHPUETO U
HedaTaneH HHCYNT (BTOPHYHA ChCTABHA KpalHa TQuKa).

IpodrnbT Ha Ge3omacHOCT Ha BaicapTaH CHOTBETCTBA HA KIMHHYHOTO NPOTHYAHE IIPH NALUEHTHTE,
JICKyBaHH ClIeA NpeKapaH MHOkapaeH uHdapkr. Io oTHowenne Ha 616peunara byHKUMS €
Hab110]aBaHO yBOABAHE HA CEPYMHHS KPEaTHHHH npw 4,2% OT NauMeHTHTE, IEKYBaHH C BaJcapTaH,
4,8% ot nanuenTuTe, JICKyBaHH ¢ BasicapTaH + kanronpui, v 3,4% ot nauueHTuTe, JIEKyBaHH ¢
kanrorpui. IlpexbcBane Mopaay pasnuuHU BUAOBE 6b6peuna nucdyHkuus HacTbrBaT Npu 1,1% ot
MALMEHTHTE, IeKyBahH ¢ Bancapta, 1,3% oT nauvenTute, ekyBanu ¢ BajicapraH + Kanronpui, u 0,8%
OT MAaUHEHTHTE, JIeKyBaHH ¢ kanTonpui. OueHka Ha 6b6peynaTa GyHkuMA TpGBa fa Gbie BKIIOYCHA B
of1maTa OUeHKa Ha NALMEeHTHTE, NpeKapaiH MHOKapJeH HHpapKT.

Hsima pasnuka B o6uiara cMbpTHOCT, ChpaeuHO-ChAOBATA CMBPTHOCT M 3a00JI1EMOCTTA, KOraTo ce
npunarat 6eta-6710kepH eJHOBPEMEHHO ¢ KOMOHHALMATA BajicapTaH + KanTonpu, caMo BalcapTaH Wi
camo kanTonpui. HesaBucumo oT npoy4BaHOTO JeueHHe CMBPTHOCTTA € NO-HHCKA B rpynara Ha
NaUMEHTHTE, JIeKYBaHH ¢ GeTa-0/10kep, KOETO NoKa3Ba, ye 03HATATa N0/13a OT OeTta-610KkepuTe NpH Tasu
oMy Tauys ce MOTBbPXK/aBa B TOBA NPOy4BaHe.

ChbpaevHa HeIOCTATBYHOCT

Val-HeFT e pannomusupano, KOHTPOJIMPaHO, MHOIOHALMOHAIHO KJIMHMYHO [TPOYYBaHe Ha BaJICapTaH,
CpaBHEH ¢ naue6o BbpXy 60/1eCTHOCTTa ¥ CMBPTHOCTTA npu 5 010 nauMeHTH cbe chpaeyHa
HepocrareuHoCT ¢ NYHA knac 11 (62%), 111 (36%) u IV (2%), nosiyyasawu obuyaiiHa Tepanus ¢
nesokamepHa OH <40% u neBokamepeH BLTPEILEH JHACTONEH anamersp (LVIDD) >2,9 cm/m?.
OcnosHara Tepanus BisirouBa ACE HHXHOUTOPH (93%), mypertrun (86%), nurokcuu (67%) n
Gera-Grokepn. CpeaHaTa nMpoabIKHTENHOCT Ha NPOCICAABAHETO € NPUOTU3UTETHO ABE rOAMHMU. e
Cpennara nneBHa 103a Ha Diovan BbB Val-HeFT e 254 mg. [Ipoy4BaHeTo UMa ABe MbPBHUYHH Kpaiiti i
TOUKH: 061112 CMBPTHOCT (BpeMe [0 HACTBMBAHE HAa CMBPTTA), CHCTABHA CMBPTHOCT U GONIECTHOCT. OT
ChpACHHA HEOCTATBYHOCT (BpeMe 0 MbPBOTO GONECTHO ChOUTHE), AeHHUPAHH KATO CMBPT, Bﬁ‘ezénﬂei
CMBPT C peaHMMalA, XOCIUTASIM3ALMA 110 MOBOJ HA ChPJEYHA HEAOCTATLUHOCT MM NPHIOKEHHE Ha.
BEHO3HN MHOTPOITHHU WJIM BAa30/IUNIATATOPHU CPE/ICTBA 3@ YETHPH HJIH NOBEYe Yaca Ge3 xocnmg,zigaqugg




O6wara cMbpTHOCT € noaoGHa B rpynute (p=NS) ¢ BasncapraH (19,7%) u nnauebo (19,4%). [Tbpsuunata
nonsa e 27,5% (95% CI: 17 no 37%) HamansBaHe Ha PHUCKaA 3a BPEMETO Ha [TbpBaTa XOCMHUTANH3alKa No
noBoJ Ha chpaeuHa HegoctaTbuHOCT (13,9% crpsamo 18,5%). PesynraTty, u3ryiexxaliy B mosisa Ha
nnaue6o (chcTaBHAaTa CMBPTHOCT U 3a6onsemoctta ¢ 21,9% c mauebo cnipsamo 235,4% B rpynara ¢
BasicapTan), ca HabJI0/laBaHy MIPH NALMEHTHTE, MpHeMally TpoiiHa komGunauus ot ACE nuxuburop,
GeTa-0IoKep W BaJicapTaH.

B noarpynarta Ha nauxeHTH, kouto He npuemat ACE nuxu6utop (n=366), nonsute npu 3abonsemMocTra
ca no-rojieMu. B Tasu noarpyna obimaTa cMbPTHOCT € 3HAUHTETHO HaMaJleHa ¢ BajiCapTaH B CPaBHEHHE C
nnaue6o, ¢ 33% (95% Cl: 6% no 58%) (17,3% BancapraH cnpsmo 27,1% nnaue6o), a checTaBHaTa
CMBPTHOCT M PUCKa 3a 3a6015€MOCT ca 3HauUTeIHO HamaneHu ¢ 44% (24,9% sancapraH cnpamo 42,5%
rane6o).

[pu naumenty, kouto npremar ACE nnxuburop 6e3 Gera-Grnokep, obiara cMbPTHOCT € nogobHa
(p=NS) B rpynure ¢ BancapraH (21,8%) n nnaunebo (22,5%). ChecTaBHaTa CMBPTHOCT U PHCKBT 32
3a60naeMOCT ca 3HauuTeNnHO Hamasienu ¢ 18,3% (95% CI: 8% to 28%) npu BasicapTaH B CpaBHEHHE C
maue6o (31,0% cnpsamo 36,3%).

B o6ara nomyaauus Ha Val-HeFT naunenTute, IeKyBaHH ¢ BajicapTaH, MOKa3BaT B CPABHEHHE C
iaue6o 3Haunmo nogobpenne Ha knaca no NYHA, nprusHaupTe ¥ CHMIITOMHUTE Ha Chp/ievHa
HEJOCTATEYHOCT, BKIKOUHTENIHO AUCITHES, YMOpa, oTouM U xpunose. [lannenTuTe, npuemaliy pajacapra,
MMar 1o-106po KauecTBO Ha KHUBOT B CPaBHEHHE C NIPHEMAIIUTE TU1alebo0, KOETO ¢€ JIEMOHCTPUpaA 4pe3
ckasiata Ha Minnesota Living with Heart Failure Quality of Life ot n3xoanara 10 xpaiHara To4ka Ha
npoyusaHeto. IIpu mauueHTHTe, JIeKyBaHH ¢ BaJicapTaH, 3Ha4MMO € TIOBHIIaBa (paKLHUaTa HA
U3TJIackBaHe W ce noHwkasa LVIDD ot n3xoanaTa 10 kpaiiHara To4ka No BpeMe Ha NPOYy4BaHCTO B
cpaBHEHMe ¢ ruanebo.

5.2 (PapmMakOKHHETHYHH CBOHCTBA

Abcopbyus.
Cren nepopallHO NPUIOXKEHUE CaMO Ha BajicapTaH ITMKOBUTE 1a3MEHH KOHLEHTPALWY HA BAJICAPTAH C¢

nocrurar 3a 2—4 vaca. Cpeanara abcomorHa buonannyHocT € 23%. XpaHaTta HaMalABa eKCIIO3ULIUATA
(m3mepena ¢ AUC) na sasicaptas ¢ okono 40%, a nukoBaTa riasmeHa koHUeHTpauus (Chax) ¢ OKONO
50%, BBIpEKH Ye OKOJIO 8 Yaca cliel mpUeMa IIa3MEeHHTe KOHLIEHTPALMK Ha BaJICApTaH ca noJo0Hu B
rpyIHTE Ha MpPHEM Clie HaxpaHBaHe U Ha riaaHo. Tosa nonwxkenne Ha AUC obaue He ce npuapyxasa
OT KJIMHAYHO 3HAYMMO HaMaJsBaHE Ha TepaneBTHYHMS epexT, Mopaay KOETO BAJICAapTaH MOXKE Aa C¢ AaBa
cbe unu 6e3 xpaHa.

Paznpedenenue.

O6eMbT Ha pasnpele/ieHHE Ha BaJicapTaH NPH ChCTOSHUE Ha HACULLAHE Cl1e] HHTPaBEHO3HO NMPHUIIOKEHHE
€ okoJio 17 IMTpa, KOETO NOoKa3Ba, Y€ BaJICApTaH He ce pasnpe/ess EKCTEH3UBHO B ThkaHUTe. Bancapran
€ B rojiiMa CTENeH CBbP3aH ChC CEPYMHHUTE NMPoTerHH (94—97%), NnpelMMHO CbC CepyMHHS anbyMHH.

buompancopmayusa:

Basncapran He ce 6uoTpaHcdopMupa B rosisiMa CTeneH, Tbi kato camo okosio 20% oT go3ata ce OTKpHBa
KaTo MeTabonHTH. B nna3mara e yCcTaHOBEH XUAPOKCHMMETa00NIUT B HUCKH KOHLEHTPALMH (110-MaIKo OT
10% ot AUC Ha Bancaprah). To3u MetaGoauT € papMaKkonOrHYHO HEAKTHBEH.

Exckpeyusa:
Bancapran nokazpa MylITHEKCTIOHEHIIMANHA KHHeTHKa (tY2 o < 1 vac u t¥2 3 okono 9 waca). Bancapran

C€ eJIMMHHHUPa NPEeAUMHO 4pe3 OunnapHa ekckpelius ¢ ¢pekanuute (okono 83% ot aosara) v ot
6B0peunTe upe3 ypuHara (okosio 13% ot qozara), riiaBHO KaTo HenmpoMeHeHo JiekapeTBo. Crient
MHTPAaBEHO3HO MPUJIOXKEHHE T1a3MEHHAT KIIMPBHC Ha BajicapTaH e okojo 2 l/uac u HeroBusT 6L6pequ
knupbHe € 0,62 1/uac (okono 30% ot 06w knupwHc). [ToayXHBOTHT Ha BajicapTaH e 6 uaca. "

Ao

Ipu naumMeHTH Che ChpJIEYHA HEJOCTATBYHOCT: . ;
CpeIlHOTO BpeM€ 3a NOCTHUTIaHC Ha MHKOBH KOHLUCHTpALlMHU U BPpEMETO Ha NOJYKHUBOT Ha BaJ]CQQTaH l'l". A




AUC 11 Cpryx cTOMHOCTHTE Ha BaficapTaH ca noury NPOMNOPLIMOHAIHH ¢ MOBUIIABAHE Ha 103aTa Hajl
IWTMHUHMHKA 1030B MHTEpBan (40 1o 160 mg nBa mbTH JHEBHO). Cpennust daxtop Ha HaTpynBaHe e
oxono 1,7. IIpUBHAHUAT KIMPBHC Ha BajicapTaH cjiell epopasHoO MPUIIOKEHHE € NPHOAU3UTETHO
4.5 l/uac. Be3apactra He 3acAra npuBHIHUS KITMPBHC NPH MALKUEHTH CbC ChPCYHA HELOCTATHYHOCT.

Cneyuannu 2pynu nayuenmu

Xopa B cTapyecka Bb3pacT

Ilpu Hakou nauuedTy B cTap4ecka BBb3pacT € HalJ1o1aBaHO MaJIKO M0-BHCOKO 06110 pasnpenesieHHe Ha
BajicapTaH B cpaBHeHHE C MiaguTe nauueHTH. ToBa 06ave HAMA JOKA3aHA KIMHHYHA 3HAYMMOCT.,

Hapywiena 656peuna dynkuus

Kaxro ce ouaksa 3a Bewectso, uniito GuGpeyen KIMPBHC € 0TroBopeH camo 3a 30% ot o6wus nnasmex
IJMPBHC, HE € OTHeTeHa Kopenanys Mex 1y 6b0pevHaTa hyHKUMA 1 OBIIOTO pasnpene/ieHne Ha
Basicapra. [opanu Tasu npuuMHa He ce Hanara KOpUrMpaHe Ha f03aTa NpH NauueHTy ¢ 6u6peyHo
yBpeKIaHe (KpeaTHHMHOB KIHPBHC > 10 mL/min). JInnceaT ganuu 3a GesonacHa ynotpeba npu
MalMCHTHTE ¢ KPeaTHHUHOB KIMpBHC < 10 mL/min) u npu nposexaamure quanusa, nopaan KoeTo
BajicapTaH TpabBa J1a ce ynorpe6saBa ¢ NOBULIEHO BHUMaHHe TIpY Te3M naureHTH (BX. Touku 4.2 v 4.4),
Basncapran ce cBbp3Ba ¢ riasmeHHTe POTEHHN BbE BUCOKA CTEIEH H HAMA BEPOSITHOCT J1a Obe
OTCTPAHEH Upes Auasu3a.

YepuonpobHo yepexnane

Ipubanzurenno 70% or aGeopbupanara no3a ce €JIMMUHHPA B JKJIBYKATA, [JIABHO B HEMPOMEHEHA
dopma. Vpossane Ha excniosuuusata (AUC) e nabonasana TIPH TALHEHTH € JIEKO A0 YMEPEHO
HEPHOAPOGHO yBpexkaHe, B CPaBHEHHE Che 371paBH xopa. He e nabmonasana oGaue KOpeJaLusa Mexay
flasMEHaTa KOHLCHTpaLWs Ha BaJCapTaH U CTENEHTa Ha yepHoapoGHa aucdynkuus. Diovan He e
TPOY1EH NpH NaLUMEHTH C TeXKKa YepHOApoOHa nuchyHKLMA (Bxk. Touku 4.2, 4.3 u 4.4).

$5.3 TIlpeakanHuvHu naHHHK 32 Ge3onacHoCT

ITpeaknuHnaHKTE NaHKHK He NoKa3BaT 0coGEH PHCK 3a XOpaTa Ha 6a3a Ha KOHBEHLIMOHATHUTE
(papMakoNOruUHH M3NUTBaHMSA 32 6E30MACHOCT, TOKCHYHOCT NPH MHOTOKPATHO MPHJIOKEHHE,
F€HOTOKCHYHOCT W KapLIMHOTE€HEH TIOTEHLHAI.

Ipy rurbXoBe TokCHUHH 11031 3a MaiikaTa (600 mg/kg/nen) no BPEME Ha MOCNEAHUTE JHH OT
GpeMeHHOCTTa M nepHoaa Ha AKTALMA ca AOBEH A0 NO-HHCKA CTEreH Ha TMPEXHBAEMOCT, NO-CJ1abo
Hal1aBaHE Ha TerJlo W 3a0aBEHO pasBUTHE (OTACAHE HA YIHATA MMIA U OTBAPAHE HA CITyXOBMS KaHa)
Ha NOKONEHHeTO (BiK. To4ka 4.6). Tesn n03u npu mabxose (600 mg/kg/neH) NpeacTasyiaBar
Npu6M3KUTeNHO 18 MbTH MaKCHMAaHaTa NPENOpBYBAHA 1034 NPH Xopa Ha Gasata Ha mg/m’
(M34KCIIeHHsTa Ce OTHACAT 3a NepopaiHa fo3a 320 Mg/AEH 1 ¥ nauMeHt ¢ teruio 60 kg).

IIpn npeaxauHUYHK MpoyuBaHUs 3a 6e30MMACHOCT BUCOKH 103H Basncapran (200 no 600 mg/kg Tenecho
TEIJI0) MPEAN3BHKBAT NPH [LTbXOBE HAMANABAHE HA NapaMeTPUTe Ha YEPBEHHTE KPBBHHU KIIETKH
(EpHTPOLMTH, XEMOTI0GHH, XEMaTOKPHT) H NPHYMHSABAT npoMenu B 6b0pevHaTa xeMoAUHaMHUKa (1eKo
NoBKIIABaHE Ha MIIa3MeHaTa ypes, 6b0peyHa TyGysiHa Xunepruiasus u 6asoduius npy Mbxkure). Tesu
Ao3H npu nrexoe (200 no 600 mg/kg/nen) npeactasnapat npuGIM3NTENHO 6 M 18 MHTH MaKCHMaIHATa
npenopkYBaHa 103a NpH Xopa Ha 6asata Ha mg/m’ (M3UMCIIEHHATA CE OTHACST 32 nepopasiHa go03a

320 mg/nen v manment ¢ Terno 60 kg).

ITpn mapmoszeTn B nogo6HM 1031 MMa noA06HH, HO NO-TEXKKH NPOMEHH, 0COGEHO B OobOpenuTe, KBAETO
TPOMEHHTE Ce pa3BHBAT 110 HedponaThs, BIUTIOUBALLA NIOBHLIEHH Ypes u KpeaTuHuH. Ha6nronasa ce
CBLIO XMMepTpodHs Ha GLOPeUHNTE IOKCTArIOMEPYIHU KJIETKH 1 NPK ABaTa BUAA. CHHTA Ce, Ye BCHUKM
MPOMEHH Ce ABIKAT Ha (hapMaKOIOTHYHOTO JeHCTBHE Ha BA/ICAPTAH, KOETO BOAH 10 NPOIBLIDKUTENHA
XHIOTOHMA 0cOGEHO NpH MapMo3eTute. Marnesxna, ue TepanesTiunata 103a Ha BaJICapTaH NP XOpa-He ¢
CBBp3aHa ¢ XunepTpodus Ha 6LOPEUHHTE IOKCTATIOMEPYTHH KJIETKH. AR

6. PAPMAHEBTUYHU JAHHHU
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6.1 Chnucek Ha NOMOIIHHATE BeIIECTBA

CobpueBnHa Ha TabneTkara
MHKDPOKPHCTAJTHA LENTy/103a, KPOCHOBHIOH, KOJIOUIEH CHUTMLIMEB THOKCH]I, MArHE3UEB CTEapaT
DuUIMHpAIO TOKPUTHE

Xunpomenosa, Tutanues auokeun (E171), makporon 8000, uepseH xenesen okeua (E172), xbar
xeneseH oken (E172), uepen xenezen okeun (E172).

6.2 HecbB™MecTuMOCTH

Henpunoxumo

6.3 Cpoxk na rogsocr

3 roavHK

6.4 CneunaJjHH yCJI0BMS HA ChXPAHEHHE

Ha ce crxpansBar npu Temneparypa noa 30°C.
Ha ce cbXpaHsBa B OPUTHMHAJTHATA OMAKOBKa, 3a [1a Ce NpeArasH OT Biara.

6.5 Jlannu 32 onmakoBKaTa

PVC/PE/PVDC/Alu nnu PVC/PVDC/Alu 6auctepn
Paszmepu Ha onakoekute: 7, 14, 28, 30, 56, 90, 98 dunmupanu tabnertku

PVC/PE/PVDC/Alu unn PVC/PVDC/Alu kanenpaphn 6nancrepu
Pasmepu na onakoskure: 14, 28, 56, 98, 280 ¢punmupanu Tabnetku

PVC/PE/PVDC/Alu wnu PVC/PVDC/Alu nepdopupanu eqHo10308H GIHCTEpH
PasMmepu na onakoskure: 56x1, 98x1, 280x1 dpuamupanu tabnerkn

He Bcnuky BUAOBE OMAKOBKU Morat Ja ObJat IycHaTH B npoaaxoéa.
6.6 Crnennanuu mMpelna3sHH MePKH NPH H3XBbPJISHE

Hsama cnenpanyu H3vMckBaHus.

7. IPUTEXATEJI HA PASPEIHEHHETO 3A YIIOTPEBA

Novartis Pharma GmbH
Roonstrasse 25, D-90429 Niirnberg, 'epmanus

8. HOMEP(A) HA PABPEHNIEHHUETO 3A YIIOTPEBA

20050206

9. JATA HA ITBPBO PA3SPEIIABAHE/IIOJJHOBSIBAHE HA PA3ZPEIIEHHUETO 3A
YIIOTPEBA

08 sinyapu 2002

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
04 mapt 2010

TP TR A A
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