KPATKA XAPAKTEPHCTHKA HA TPOJYKTA

1. HME HA JJEKAPCTBEHHASA NPOAYKT

Bancapun 160 mg dunmupann TaGnerkn
Valsavil 160 mg film-coated tablets

2, KAVECTBEH H KOJITHYECTBEH CHCTAB

Bancasun 160 HIMHDAHH TabreTks

Bcaka ¢ummnpana Tabnerxa ceappixa 160 mg Bancapras.

. W3NLIHUTENHA ATEHUNA NO NEKAPCTBATA

Kom Pez. Ne ...l 0t /L’} o
RELLTATLIL
Paspousene Ne 06. 0i. 2071
nEDaE Ne oumencrocmansznennys

TomomHu BemecTsa ¢ M3BECTHO ActicTeue: Bedka Tabnerka chabpka 75,48 mg NakTo3a MOHOXHIPAT.
3a MBNHAA CNUCEHK Ha MOMOIREHTE BEIleCTBa, BHXTE Touka 6.1,

3. IEKAPCTBEHA ®0OPMA
DuiMHpay TabneTkn.

Bancasun 160 me diumvy TabJeTKH

XenTH, GHKOHBEKCHH, IPOABITOBATH TaGlETKY ¢ AEHTENHA YepTa OT ABETe CTPAHH.

Tabnetkara Moke Aa Obze pasaencha Ha Jse paBHH 103,

4, KJIMHHAYHH JTAHHH
4.1 TepaneBTHUNE HOKAIAHAN

Bancaean 160 mg dunMupann Tabnerku

XHneproHUS:

Jieuenue Ha eCeHIMANHA XHIIEPTOHHA IIPH Bb3PACTHH H XHIEPTOHHA MPH Aeuia MeKAy 6 i 18 rofunn,

IIpecen MuHO eH_HH{apKT

Jleuenne Aa KIHKHMHO cTabunIHu BE3PACTHH MAIMCHTH CbC CHMIATOMATHYHA CHPACHHA HCAOCTATBUHOLT
HH Ge3cHMNITOMHA JJeBOKAaMEPHA CHCTORHA aucdynkius cnen npecen (12 gaca - 10 gan)

MHOKapZieH HHpapkT (BK. Todku 4.4 1 5.1).

ChpaeyHa HeJOCTATHIHOCT

JleeHue Ha BE3PACTHH NAHEHTH CHC CHMITTOMATHYHA ChPACYHA HeJocTaThaHOCT, korato ACE
HHXHOHTOPH He Ce TIOHACAT, HIH [IPH NANUEHTH C HETOHOCHMOCT KbM OeTa 610KepH KaTo NOTBIBAINA
Tepanus xbM Tepanusta ¢ ACE naxnOHTOpH, KOTaTO He € BE3MOXHO Aa ce H3NON3BAT
MHHEPANKOPTHKOHAHH PeNeNTOPHE AHTArOHHCTH (B, Touky 4.2, 4.4, 4.5 u 5.1).

4.2 Jlo3HpOBKa H HATHH HS DPRACKCHAE
JAo3HpoBKa

Bancaeun 160 mg drmmupann TabneTkH

75



Xunepronus

INpenopruranaTa HavanHa A03a Baicaprad e 80 mg BeAHDK AHEBHO. AHTHXHIIEPTEH3HBHEA

edexT HaCTLNBa J10 ABE CeAMMLH OT HAYANOTO Ha JIEHSHHETO, a MaKCHMalieH edexr ce

JOCTHIa B PAMKITE Ha 4 ceAMHIM. TIpH HAKOH NALHEHTH, TPH KOMTO KPHBHOTO HAJNIATAHE He

€ 1o0pe KOHTPOIKPaHo, o3aTa Moxe 1a Gble noBuiiena A0 160 mg H MakcuMym 1o 320 mg. Bancasun
MOX€E /12 C€ NPHEMA ¢ JPYTH AaHTHXHIIEPTCH3HBHH JICKAPCTBEHH MPOAYKTH (BX. Touku 4.3,4.4,4.5 1
5.1). HobaBsHeTO HA AMYpPETHLM, HANPHMED XHAPOXTOPOTHAZH] e HAMANH KPREHOTO HANMATaNEe, AOPH M
IIPH Te3d malHeHTH,

[pecen Muokapnen nudapkr

TIpu KIAHHYHO cTaBHMHH DAUHEHTH, JISYSHAETO MOXKE [a 3anoyne Hali-paHo 12 gaca ciel

Muokap/ieH HAdapkT. Cnen Hadansa Jo3a ot 20 mg ABa MBTH AHEBHO, BANCapTaH MOXe Aa Obae
TuTpHpaH 1o 40 mg, 80 mg ¥ 160 mg IBa TbTH AHEBHO Npe3 CNEABALIATE HAKONKO ceqMHIM. Hauanrara
A03a ce qocTHra 9pes 40 mg aenumu tabnerrcn,

[IpunennaTa MakcHMaNHa 1034 € 160 mg ABa TbTH AieBHO. OGHKHOBEHO C€ MPENopLYBa NAlHEHTHTE a
AOCTHTaT Ao3a ot 80 mg ABa MBTH AHEBHO B PAMKHTE Ha [BE CEAMHLM CNe]] 3aN0uBaHe Ha JEHeHHETO,

a NpHUeNHaTa MAKCHMANHA Z03a oT 160 mg aa ce A0CTUIrHE B paMKHATE HA TPH Mecend, B 3aBHCHMOCT OT
MOHOCHMOCTTA HA MAITHEHTA. AKko ce rnoaBsH CHMIITOMATHYHA XHITOTOHHA HIIH HapyLICHA 6‘56[)6‘]}]8
thyHKkmEA, A03aTa TpAOBa Na Ce HAMAIH.

Bancapran Moxe /ia ce M31ON3Ba NpH NALHEHTH, IEKYBaHH C APYTH JIEKAPCTBA CIel NpeKapaH
MHOKap/icH HE$apKT, HanpuMep TpoMOOIHTHIH, aleTHICATHIHIOBA KHCENHHA, OeTa-6okepH,

CTATHHH H AuypeTHH. He ce npenoprysa xoMGuAaumara ¢ ACE uaxuGutopn (Bmkre Touka 4.4 € TOUKA
5.1).

OueHkara Ha nauueHTHTE cie]l NpeKapaH MHOKapAeH HudapkT BuHACH TpaGBa Ja BKIIOYBA OlIeHKA Ha
Onbpeunata QyHKIMA.

Crpaeuna HegOCTATHYHOCT

[IpenopsuBanaTa HAYANHA JO3A BAJNCAPTAH ¢ 40 Mg Apa IThHTw AHEBHO. YBEeANHaBake Ha Ao3ata a0 80 mg
u 160 mg ABa ETH NHeBHO TPAGBA Ja CTABa Ha HHTEPBANH OT ABE CEAMHEIM AC AOCTHIAHE HA
MaKCHMANHATA TEPAleBTHYHA 1033, KOATO MOXKe Ja ce IOHACH OT NallHeHTa, KaTo C& HMa NpeABHY, 9¢
7l03aTa HA €AHOBPEMEHHO MIPHEMAHNTE AHYpeTHIM TpaOEa A4 ce HaMatd. MakCHMaNTHatTa JHEBHA 10348,
NpHAaraHa py KIHHAYHA IpoyYBaHns € 320 mg, Ha pa3fie/leHH TPHEMH.

BancapraH moxe fia ce npunara ¢ Apyrd TEpANHH 3a ChpAe4Ha HegocTarbanocT. Tpolinara koMOuHAIHS
oT ACE MuxwuOuTop, Bancapran H Geta Gnokep mid xanmii-chXpaHssain JHypeTHK obaue He ce
npenopbisa (Bk. TOUKH 4.4 ¥ 5.1). OLeHKATA Ha NAUMEHTH CHC CHPACYHA HEAOCTATHYHOCT BUHATH
TpabBa Ja BKIIOYBA OlieHKa Ha 6s0pednaTa GyHxima.

HdonbaaaTe R HAGOPMAIAS 32 COCNHAINE IPYNH NAHHEHTH

[anuenTn B cTapyecka BL3pacT
He ce Hanara mpoMsAHa B O3HPOBKaTa NPH NAHEHTH B CTAPYECKA BH3PACT.

BrOpeuno yepexnane
He ce nanara npoMsia B J03UPOBKATA NIPH BL3PACTHH NAUMEHTH ¢ KPEATHHMHOB KINPHHC > i)
(Bk. ToukH 4.4 1 5.2).

Yepuo HO ase




r

BaincapraH e npoTHBONOKA3aH NPH NALHEHTH ¢ TEXKO YepHOAPOGHO yBpexkaaHe, GHIHapHa HPO3a H NIPH
NAUMEHTH C XoNecTasa (BIKTe pasaen 4.3, 4.4 u 5.2). [lpu nanyeHTs ¢ NeKko A0
YMepeHo 4epHOAPoOHO yBpexaaHe Ge3 XonecTasa Jo3aTa Ha BajcapraH He TpaOpa a npesumana 80 mg.

IlegnaTprana nomyaanAs

XHneproHus npH Aena

[leua p yoHomy Ha BB3pact ot 6 A0 18 roguuu

Hauannara n03a e 40 mg Beausxk AHEBHO 3a gena ¢ Terno nod 35 kg v 80 mg BeIHbXK AHEBHO 33 TE3H C
Terno 35 kg nnu noseve. Jlozata TpAGBa Aa ce KOPHIHpA B 3aBHCUMOCT OT NOBTHABAHETO HA
apTepHaNHOTO HajsTaHe. Mons, BaXTe MAKCHMAaNHATE AO3H, NPOYYEHHK B XOAa HA KIIHHAYHHTE
H3NHTBaHKA B TablMLaTa HO-A0NY.

Ho3H NO-BECOKH OT ONMHCAHATE He ¢a GUIM NpoyYBaHH H NOpPAAM TasH IPHYHHA He ce NPENopbYBaT.

Terno Maxkcumanna go3a, npoyHeHa B KITHHHYHATE
H3ITHTBAHHA

>18 kg no <35 kg 80 mg

>35 kg no <80 kg 160 mg

>80 kg no <160 kg 320 mg

ena moa 6-ro, Ha BB3PacT
HanwuruTe faHHHA ca OMAcaHH B ToukH 4.8, 5.1 u 5.2. BesonacHocTTa H e)MKAaCHOCTTa Ha Bascaun mipn
Deua Ha Bb3pacT OT 1 0 6 roHEH He Ca YCTAHOBEHH,

Yo a [IpA NeNHATPHYHH NAMEHTH Ha BR3pacT oT 6 A0 18 roxunn ¢ 6xbpeuno e
Ynorpebara npH NeAHATPUYHE NALUHEHTH ¢ KPEATHHHHOR KIHPBHC <30 mi/min 1 nexnaTpuuHy
MAUMEHTH, MOAIOKEHH Ha XEMOIHAIIH3A, He € NPOYYeHa H NopaH TasH MPHYWHA HE Ce Ipenopbysa
MpHIaraHeTo Ha BancapTaH NPH TAKHMBA NalueHTH. He ce H3ncksa kopHrHpaHe Ha 103aTa MpH
HNeIHaTPHYHH NAlHEHTH ¢ KPEeaTHHHHOB KIHPBHC >30 ml/min. b1r6peunata dyHK HA B HHBaTa HA
cepyMHuA Kanuil Tpabea Aa 6bAaT BARMATENHO OpocieanBadi (BxK. TOUKH 4.4 u 5.2).

Ynotpeba npH NeRHaTPHYHH NALMEHTH Ha BH3pacT oT 6 Ao 18 roguuu ¢ yepHonpobHO yBpexaane

IToxo6ro Ha BE3pacTHATE TALHEHTH, BAICAPTAH € NPOTHBOIOKA3aH NPH NEAUATPHYHH NALHEHTH ¢ TEKKO
4epHOAPOOHO yBpeXkAaHe, GHIBapHa UMpPO3a M NALHEHTH ¢ XoNecTas3a (Bx. Toukn 4.3, 4.4 u 5.2). Hma
OrPaHKYER KIHHHYEH ONKT ¢ YNoTpeGata Ha BancaBun npy meguaTpHYHH NALHEHTH C JIEKO 0 YMEPEHO
4epHoApoOHO yBpexkaane. ITpy TakKWBa NAUMEHTH A03aTa HA BalcapTaH He Tpabba Ja npepumasa 30 mg.

Chbpaevna HeAOCTATEYHOCT U peceH MEOKapaeH WAGAPKT IpH Jeda
Bajicapra He ¢¢ MpemopbiBa 3a NedeHHe Ha ChPACTHA HEAOCTATHUHOCT HiIH IPECEH MHOKAPAEH

HHGAPKT NPH Nela H I0HOH nox 18 rojmxK nopajH JTHIcaTa Ha JaHHH 3a §€30MacHOCTTa H
edHKacHOCTTA.

Hagnn Ba npEIOKeHHe
Bancapran Mojke a ¢e IpHIara He3aBHCHMO OT NIPHEMA HA XPaHa H Ja Ce [IPHeMa ¢ BOAA.

4.3 llporEBONIOKA3AHAS
- CBphX4yBCTBHTENHOCT KBM AKTHBHOTO BELIECTBO HJIH KbM HAKOE OT MOMOIIHKHTE BelllecTsa, H30OpoeHn B
TO4Ka 6.1;

- Texxo yepHoApoOHO yBpexkaaHe, GHMHapHA LHPO3a H XONECTa3a;
- Bropn 4 TpeTH TpuMecThp Ha 6peMeHOCTTa (BX. TOUKH 4.4 H 4.6);
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- Ennoepemennara ynotpe6a Ha Bancasin ¢ anucknpeH - ChAbLPKaIM NPOAYKTH € MPOTHEONOKASAHA NPK

NauHeHTH Cbe 3aXapeH AHabet HiH 6E0peuno yppexaade (GFR < 60 ml/min/1,73 m ) (Bx.Touxu 4.5 H
5.1).

4.4 Cuenuanny upesynpeAicHEN B NPeANaZHE MEPKH IPH ynoTpeba

XHnepkaTHeMHAA

Ennospemennara ynoTpeba ¢ kanuesu N100aBKH, kanuii-ChbXpAHABAH AHYPETHLH, 3aMECTHTENH Ha
COJITA, CHABPIKAILM KATHI, MJIH APYTH JIEKAPCTBENH NPOAYKTH, KOHTO 61Xa MOTJHH /g NOBHINAT HHBATa
Ha Xanuii (XenapuH H T.1.), Be ce npenopbusa. CroliHocTHTe Ha kanus TpaGsa Ia ce

MOHHTOPHPAT ChOTBETHO.

H eHa OpbpedHa 15t

TlonacToameM HiMa HATpYNaH ONHT OTHOCHO Ge30MacHaTa ynoTpeba NpH NAHEHTH ¢ KPEATHHUHOB
KIHpBHC < 10 ml/min 4 NauHEHTH NOANIOAKEHH Ha XeMOJHAITH34, IOPAAM Ta3H NPHYHHA BaicapTaH TpabBa
Aa ce ¥3M0J13Ba ¢ MOBKINEHO BHUMAHKE NIPH TAKKMBA Na HeHTH. He ce H3nckpa KopHrapane Ha 03aTa NpH
Na HEHTH ¢ KPEaTHHHHOB KIHPHHC > 10 ml/min (Bxk. ToukH 4.2 B 5.2).

YepuonpolHo yBpexnaHe
TIpu naumeHTH ¢ ieKo 10 YMEPEHO HepHOAPOGHO yBpexaane Ge3 xonecrasa pancapral TpabBa 1a ce
H3I0/I3Ba ¢ NOBHUICHO BHUMaHHe (Bxk. ToukH 4.2 B 5.2).

HanperTn ¢ HaTpueB w/umm ofemen gedu

Tlpn NauMeHTH ¢ TEXBK HATPHER WHIH 00eMeH AedHIMT, KaTO Te3d, KOHTO NONYYaBaT BUCOKH AO03H
JAHYPETHIM, B PeAKH cTydaH el 3anouBane Ha Tepannd ¢ Balcapii Moke Aa ¢€ NOABH CHIITOMATHYIHA
XHIToToHHs. HatpHeBuaT w/unn obemuusT aehuuuT TpaGra Aa Ce KOPUTHPa MPeJH 3AM0YBAHE HA
TIeYEHHETO C BAJICApTaH, HArlpHMED Ype3 HAMAIARAHE Ha A03aTa Ha JHYPETHIHTE.

Crenoza Ha Gp0pedHara aprepus

Ilpu nanuentu ¢ 6unarepanna cTeHo3a Ha 666peuHMTe apTEpHH KIIH NPH CTEHO3a HA eAHHCTBEH OBOpek
6esonacnara ynmorpeGa Ha BasicaBHn He € YCTAHOBEHA,

Kpatkocpouno npunoxkenue Ha BancaBHi npu ABaHafieceT NAUHEHTH ¢ PEHOBA3ANHA XHIIEPTOHHA
BCJICACTBHE Ha €JHOCTPaHHA CTeH03a HA OnOpednaTa apTepus He BOON A0 3HAYHAMH IIPOMCHH B
0pOpeunaTa XeMOHHAMHKA, CEPYMHHA KPeaTHHHH WIH HHBOTO Ha ypesta B KpseTa (BUN). HesasucumMo
OT TOB& AIPYTH JI€KapCcTBa, KOHTO MOBIHIBAT CHCTEMATA PEHHH-aHHOTEH3HWH, MOTAaT JIa MOBHINAT
CTOHHOCTHTE Ha KPLBHATa ypes H CEPYMHNA KPeaTHHHH MPH NALHEHTH ¢ SAHOCTPAHHR CTEHO3a Ha
616peynara aprepus, NopagM koeTo ¢ce NpenopsYsa NpocieasBaHe Ha GrOpedHaTa PYHKUAA NpH
NauyeHTHTe, IEKYBAHH C BAJICAPTAH.

bobpeuna TpancluiaHTANHA
Ho To3u MoMenT HAMa HaTpyTIaH ONMT NO OTHOIWNEHHE Ha Ge3onacHaTa ynotpe(a Ha BancapTaH NpH
OalHeHTH, IPpeKapaiH Hackopo OnOpeuna TpaHCIIAHTAIMA.

ITepBHYEH_XHUNEpaNIOCTEPOHEIBM
IlauueHTHTE ¢ MBPBHYEH XHIEPAJIOCTEPOHH3EM He Tpa6iBa Na ce IeKyBaT ¢ BANCAPTaH, Thil KaTO
TAXHATA CHCTEMa PeHHH-2HIHOTEH3HH HE € aKTHBHPAHA.

AopTHA M MHTDATHE KIAIHA CTCHO3A. BHA XHII Ha K OMHOIATHA
Kaxto npu BcHIKH ApYTH BasOAHIATATOPH € HeoOXOAHMO 0COBEHO MOBHLICHO BHUMAHHKE
TpH NAUMEHTH,CTPaAAIIHA OT A0PTHA WA MUTPATHA CTEHO3a HWIH OT OOCTPYKTHBHA
xuneprpocdHa kapaHomMAonaTHs (OXKM).

BpeMeHHOCT




He Tpabea na ce 3anousa jevcHue ¢ anrnoresuH 11 perienTophn anraronuctu (AIIRAs) no Bpeme Ha
Gpemennoct. Oceen ako NPONBIIKATENHATA TEPANHA ¢ aHTHOTEH3HH 11 pelienTopHH aHTArOHHCTH CE
IIpeLieHH KaTO ChINECTBEHA, ISYSHHETO Ha MALHEHTKH, KOHTO MIIaHyBaT GpeMeHHoCT, TpAOBa 1a 6bae
3aMEHEHO C aNTePHATHEHO AHTHXMNIIEPTEHUBHO Ne9eHke ¢ YCTaHOBeH npodun Ha fesonacHocT 3a
ynoTpeGa o BpeMe Ha 6pemennoct. IIpd ycTanopsBane Ha GPEMEHHOCT JIEYEHRETO ¢ anrnoTeHsuH 11
PeUCOTOPHH AHTATOHHCTH Tpaﬁna Heaalbanuo A3 C& NIPeyCTaHOBY H Aa C¢ 3an0YHe aNTEPHATHBHO JCICHHE,
2K0 € MOAXCAAMO (K. To9KkH 4.3 1 4.6).

AnamHeza 3a aHTHOEAEM

AHrHOeAeM, BKIIOYHTENHO NOAYBAHe HA TAPHHKCA M [0THCA, TPeAHA3BUKBAMO 0GCTPYKUHA H/HMH
NoAyBaHe HA JIMLETO, YCTHHTE, PapuHKCca H/WIK €3MKa ¢a JOKIAABAHH [IPH HALHMEHTH, JIEKyBaHH €
BICAPTAH; HAKOH OT Te3H MALMEHTH ¢4 MMalH B MHHAOTO aHTHOE/EM C IPYTH JIEKapCTBa, BKIKOYHTENHO
ACE unxubutops. Bancapras Tpa6sa Besjuara aa ce NpeyCTaHOBH [IPH MALACHTH, KOUTO Pa3BHBAT
AHTHOCACSM H Ja HE CE 3an04Ba JIeUcHHE ¢ BancapraH OTHOBO.

soiino 610xHpane Ha peHHH-aHIHOTEH3HH-ANI0CTEpoHOBaTa cucteMa (PAAC)

Hma naHHM, ye eanoBpeMeHHaTa ynotpeba ua ACE unxubutopn, aurnorensus [I-penentopiu 6nokepu
HIIH ATHCKHPEH NMOBAIIABA PHCKA OT XMAOTOHHA, XHTIEPKATIHEMHA H HaMalaBaHe Ha OpOpeudara yHKIHA
(BxmouuTenHO ocTpa 6K6pena HenocTaTEuHOCT). [Topaan ToBa He ce MpenopbYBa ABoitHO OnoKHpane Ha
PAAC upes koMGunupanara ynorpe6a Ha ACE nHxubuTopy, anruorensuH Il-penentopHu 610KepH #in
anvcKupeH (Bx. Toukd 4.5 1 5.1).

AKO ce TpeLeHHt, ue TepaliiATa ¢ JBoiiHo 61okkpane e abcomoTHo HeofXonuMa, ToBa TpAOBA Ja cTaBa
caMo MoA HabmoaeHHeTo Ha CNCMHANHCT H NpH 4YecTO BHHMATENHO MOHHTOpHpaHe Ha OnGpednara
(yHKIMA, ENSKTPONHTHTE H KPBBHOTO HANATAHE.

ACE wuxuburops u anrvorensun Il-penenropuu 6nokepn e Tpabpa na ce W3noN3BaT eAHOBPEMEHAO
MpH NAUHEHTH ¢ AnaberHa HedponaTHA.

[Ipecen mHokapieH HHdapiT

KoM0uHAUMATA HA KANTOMPHA ¥ BAACAPTAH He NOKA3B2 JONLIHHTENA KITHHUYHA NON33, HANPOTHB,
PHCKBT OT HEXEJIAHH PeakliH ¢¢ MIOBHIIABA B CPABHCHHE CBC CHOTBETHHTE Tepalui (Bk. TOUKE 4.2 H
5.1). Ilopaan T0Ba He Ce NpenopbUBa KOMOUHANMATA Ha Bancapran ¥ ACE unxuGurtop. HeobxommMo ¢ 2a
ce o6BpHe 0cobeHO BHAMAaHHE IIPH 3aIl0YBaHE Ha TEPANHA NPH NALHEHTH cle] MHOKApAEH HH(ApKT.
OueHkara Ha DAUHEHTHTE CJIe IPeKapaH MHOKApIeH HHGApKT BUNArH TpAOBa Aa BKIIOYBA OUECHKA HA
650peunarta ¢ynkuma (Bx. Toukz 4.2).

Ynotpe6ara Ha BanicapTan NPH DAUHEHTH CAeA MHOKAPACSH HHApKT 9ecTo BOAH R0 NOHMKABAHE HA
apTePHANTHOTO HANATAHE, HO OOHKHOBEHO HE CE HAJIArA NPEYCTAHOBABAHE HA NEUSHUETO NOpaH

NpONR/DKABAINA CHMITTOMATHYHA XHITOTOHHA, aK0 € CNasBaT HHCTPYKIIHHTE 33 JO3HpaHe (BJK TOYKA
4.2).

Copaedna HeAOCTATHYHOCT

PUCKBT OT HeXENaHH NEKAapCTBEHH PCaKIHH, 0cO0EHO XHNOTOHHS, XMNEPKAIHEMHA M HaMAalIABaHe Ha
Onbpeunara GyHKnuA (BKIOUHTENHO oCTpa GHLOpeuHa HEAOCTATLUHOCT), MOXKE Ja CE MOBHIIH, KOraro
Bancaeun ce usnonspa » kombunauus ¢ ACE uHxi6uTop. [Ipy nNauMeHTH B¢ ChPAeYHA HEAOCTATBYHOCT
TpoiiHara kombunanna or ACE uHxuGHTOp, Geta Gnokep m Bancapun He IMoka3ea KIMHHYHA 1oj3a (BXK.
To9ka 3.1). Tasn koMbHHalA BHANMO TIOBHIIABA PHCKA OT HEXeNaHH CHOHTHA H CIEJOBATEIHO HE €
npenopr4Ba. Tpolina komGuHanus ot ACE wHXubHTOp, MPHEPANKOPTHKONACH PElENTOPEH AHTAFOHHCT H
BaJICApTal ChIIC He Ce npenopeysa. Tesu koMOHHAUHK TPAGBa Aa Ce M3IMON3BAT MOK Haﬁmo,z[e}me'ro Ha

KPBBROTO HanATaHe.




HeobxonuMo e nosHINeHO BAWMAHWE NpH 3a00YBAHE HA TEpanHs NpPH NAUHEHTH ChC CHpAevHa
HEAOCTATHIHOCT. Ouenkarra Ha NAIMeHTH CLC ChbpaAe4YH2 HeAOCTATRYHOCT BHHATH 'rpzﬁna J& BKIIKOYBa
oueHxa Ha 6b6pednata Gpynkuma (Bx. Touka 4.2),

YnorpeGara #a Bancaesn nps NanmeHTH ChC CHPACMHA HEOCTATHYHOCT HECTO BOAW 10 M3BECTHO
cnafnaHe Ha KpBRBHOTO HAATaHe, HO NpEKbCRAHE HA TEPadATa NOpaAH MPoAbIIKABAIIA CHMITOMATHIHA
XHIOTOHHA OOHKHOBEHO HE € HeoOXoAHMO, IPH YCIOBHE 9e Ce CMa3BaT KHCTPYKIHHTE 3a A03BpaHe (BXK.
Touka 4.2).

lpu maupenTn, 9nsT0 GBOpevHa QYHKUMA MOXE Aa 3aBHCH OT AKTHBHOCTTA HA PeHHH-AHTHOTCH3HH-
ANROCTEPOHOBATA CHCTEMA (Hanp. NAITAEHTH ¢ TEXKA 3aCTolHa ChPAEUHA HEJOCTATEYHOCT), JICYCHHETO C
ACE nuxufuropu ce cBbp3Ba ¢ ONMIypHS H/HIM TPOrPECHpAINlA a30TEMHS H B PEJKH CAyYan ¢ 0CTpa
650peuna HenoCTaTEHHOCT H/HIH CMBPT. Thil KaTo Bancapran e anrHoTensul II-pedenTopeH 6nokep, He
MOXE Aa Ce W3KIIOYM BB3MOXHA BpL3ka Ha ymoTpebara Ha Bancasui ¢ yBpexaane Ha GnGpeunara
$ynxupa.

ACE uHxubnropy ¥ anruoren3ns [I-penenropad 6noxepy He TpabBa Aa ce H3NON3BAT IHOBPEMEHHO
OpH naitHeHTH ¢ AuabeTHa HedponaThs.

Baacapna 160 mg puaMapand raGnerxn

Heduampuuna nonyaayus

Hapyena 6u6peuna dyEKuna

Ynotpebara npA nennaTpHYHA NAHEHTH ¢ KPEaTHHHHOB KIHPBHC < 30 ml/min 1 neanaTpavHu
MAUHEeHTH, MOAIOMEHH HA XEMORANN3a, HE € IPOYUeHa M NOPakH TasH TIPAYNHA HE Ce NPETopLIpa
NpHAaraHeTo Ha BaJicapTaH IPH TaKHBa nanHenTH. He ce H3kCKBa KOpHTHpaHe HA A03aTa TIPH
NeJHATPHYHH TALMEHTH C KPEaTHHHHOB KNMHpBHC >30 ml/min (k. ToukH 4.2 1 5.2). Brbpeunara
byurxims u nWBaTa Ha cepyMHR Kanuli TpaGBa 2@ GbAaT BHEMATENHO NPOCTIEAABAHHE 110 BPEME Ha
NledYeHHETO C BANICApPTaH, 0¢cO6EHO KOraTo BaJICapTaH Cce Mphiara IpH HANMYHE HA APYTH ChCTOAHHA
(reMnepaTtypa, ACXHAPATALHA), KOMTO MOTAT Ja NPENN3BHKAT HapylneHue Ha ObpOpeunara GyHKIHA.

Hapyiuena yepronpoGua dyHknma

TIono6xo Ha BE3pacTHHTE NauueHTH, BancaBui e NpOTHBONOKA3AH [IPH NEAMATPHYHE NAWHEHTH C TEXKO
uepHoapoSHO yBpexate, GHnHapHa QHPO3a M NALMEHTH C XonecTasa (mx. Touku 4.3 u 5.2). Uma
OrpaHH4eH KIHHHYEH OMHT ¢ ynoTpebaTa Ha BancaBun npH meaMaTpy4HH NALHEHTH C KO 0 YMEPEHO
4epHOnpPoSHO yEpexane. IIpn TakkBa nauueHTH 103aTa Ha BAJICAPTAH He TpAOBa Ja npesHirasa 80 mg.

TNoMomHE BeinecTsa
JlakT034
TMaunenTH ¢ peaKky HacHeNCTBEHH NPoGAEMH Ha HETIOHOCHMOCT KbM alakTo3a, IThEH JIaKTaseH AehHOHT

HIH [TIF0K030-ranakTosna ManabcopOLus He TpadBa fa NpHEMAT TO3ZH JIEKAPCTEEH HPOAYKT (BHKTE TOYKA
6.1).

Hatpwii
To3u nexapcTeen NpoyXT chABPHA No-Manko ot 1 mmol Harpuii (23 mg) Ha TabneTka, T.e. MoXKe Ja ce
Kaxe, 9€ NPaKTHIECKH HS ChABPKA BATpHE.

45 Bsanuoneﬁc'rnne € ADPYTH ReKAPCTREHHU nponymn H npyrn JPopmME BA mnmoneiimne
: AS n

AHTATOHHCTH (A@s), ACE #waXHOHTODH, HiHM aTHCKHDER

Jlannn oT KIMHHYHH [IPOYYBAHHA NOKAIBAT, Ye NBOHHOTO ONOKHpaHe HA peHAH-AHYH
angocTepoHopara cHereMa (PAAC) upes komGuunpanata ynorpeba na ACE umn



II-penenTopHH 6nokepH HIH ANTHCKHPEH Ce CBBP3BA C N0-BHCOKA YECTOTA HA HexXeNlaHH CHOKTHA, KATO
HallpHMep XHNOTOHMS, XHIEpKanHeMHus H HaMandBaHe Ha GrOpevHaTa PyHKIHA (BKIIOMHTENRHO OCTPa
0B0peuna HEAOCTATLUHOCT), B CpaBHEHHE ¢ YNoTpefaTa caMo Ha eJHO CPEACTBO, AEHCTRAMO BHPXY
PAAC (Bx. Toukn 4.3, 4.4 1 5.1).

He ce npemopraea COHOBPECMECHHEA YIIOT ggﬁa

JIaTHi

O6paTumo NoBHIIABAHE HA CEPYMHHTE KOHUECHTPALMH HA JIATHH H TOKCHYHOCT ca ChobmenH

npu eaaospeMerHara ynorpeba ¢ ACE uaxubutopu. [Topaam JIMIICATA Ha OIIHT OT €ZHOBPEMEHHA
ynoTpeba Ha BaJcapTaH H TiTHI Ta3u koMGHHALMA He ce npenopbysa. [Ipenopbysa ce BHEMATENHO
C/IC/ICHE HA CEpYMHUTE HHBa Ha NHTHH, ak0 ce MpellenH, 4e KOMOHHALUHATa ¢ HeoDXoauMa.

Kanuii-chxpangBaliy AHYPETHIH, KATHEBY NOGABKH, 3aMECTHTE/M Ha CONTA, ChIObPKAITH
Kauuid uig npyru cybcTading, kouTo OHMXa MOTJIM Ja IOBHINAT HHBATA HA Kamuii

AKO ce IPELieHH, e ¢ Be00X0oHM NeKAPCTBEH NPOAYKT, KOHTO 3acATa KAIHEBHTE HHBA B KOMOHHAIMHA
€ BAICApPTaH, MPENoOpBYBa C¢ clefieHe Ha NIA3MEHATE HHBA Ha KaHil.

Ocobeno BHUManNe c¢ HIUCKBA MPH SAHOBPEMERHA ynoTpeba

He OHIHH II BE3NATHTEHH ctea (HCIIBC,) BKkmounTenno cenektHpHA COX-2

HHXHOWTODH, ACTANCATHINIORA KHCENHHA >3g/nHeBHo u HecenexkTuBHH HCTIBC

Koraro anrnotensud Il penentopHn anTaronncty ce mpunarar eqgospeMento ¢ HCIIBC, Moxe aa ce
Aalmozasa orcnabbale Ha aHTHXHNEpPTeH3HBHEA edexT. OCBEH TOBA eHOBPEMEHHATA YioTpeba Ha
anrnorensud 11 penenrtoprn 61oxepn u HCIIBC Moke fa AoBeAe A0 NOBHINEH PHCK OT RIOLIABAHE Ha
6p6peunarta QpyHKIHA H MOBHLIABAHE Ha cepyMHUS Kammai. [lopaau ToBa ce Npenopbusa NPOCIesBaHE HA
6n6peunaTa GyHKUHA B HA9aN0TO Ha BEYSHHETO, KAKTO H aJICKBATHA XH/APATAAY HA NAIHEHTA.

Apyru

TIpn npoyupaHKs 3a JEKapCTBEHO B3AMMOJCHCTBHE ¢ BAJICAPTAH HE Ca YCTRHOBEHH KIHHHIHO
3HAYHMH B3aHMOACHCTRHA ¢ BaJCAPTAH WIH HAKOE OT CIeIHHTE BeLIECTBA: IHMETHAHH, BapdapHH,
(byposeMHA, ANFOKCHH, ATEHOMNOM, HHAOMETALHH, XHAPOXJIOPOTHA3H/, AMJIOAMIHH, MMHGEHKAAMALL.

Ilenuarpuyna nonynanus

Ilpy neverne Ha XUNEPTORKA IIPH AieTia ¥ FOHOLIH, ITPH KOKTC 9€CTO ITHTH HMa K NoAIexamnts Gb0pedna
MaTOJIOTHA, Ce NPENOPLYBA NOBHICHO BHAMAHHE NpH eAHOBPEMEHHO NPHIAraHe Ha BANCAPTaH ¢ JPYTH
BEILIECTBA, KOHTO MOTHCKAT PEHHH-AHTHOTEH3HH-ANI0CTEPOHOBATA CHCTEMA H MOTaT Jia IoBeAaT A0
MOBHINABAHE HA HHBATA HA CepyMHHA kanui. Br0Opeunara dyHknns u HEBaTa Ha cepyMuwMA Kanui TpabBa
Ja ObJaT BHHMATENHO pOclie9BaHH.

4.6 DepTRIATET, OpeMenHOCT B KbpMeRE

Ynotpe6ara na anrvorensun I peuenropun aararonncta (All RAs) He ce npenopbusa npes
TPUMECTBP Ha OpeMeHHOCTT (BXK. TO9Ka 4.4). Vnorpebara na AIIRAS e NpoTHBONOKA3AHA
TPETHA TPHMECTLP Ha 6peMeHHOCTTA (BX. TouKH 4.3 U 4.4).

EnnaeMHONOrHYHKMTE fAHAH 32 PUCKA OT TEPATOTEHROCT cief ekcnosuuns Ha ACE uH)
OBPBHA TPHMCCTBP HA 6pememioc'rra HE€ Ca OKOHYaTCNHH,; HC3aBUCHMO OT TOB& HE MO




JEKO MOBHMIUEHHE HA PHCKA. BBIpekH e HIMa KOHTpONHpaHH eNHIeMHONOHYHY JaHHH 33 PHCKA OT
aHTHOTeH3HH I pentenTopHW aHTarOHHCTH, NOJOGEH PACK MOXE J1a CHIIECTBYBA NIPH TO3H K1ac
nekapcTea. OCBeH B cyyali Ye TepanMATa ¢ aHTHOTEH3HH I pelienTopHH AHTATOHHCTH Ce NpeLeHABa
KaT0 MHOTO BaXHa, NALMEHTKHTE, KOHTO IIJIaHyBAT OpeMeHHOCT, TpAGBa 1a NPEeMHUHAT Ha A/ITepHATHBHO
AHTHXHIICPTEHIUBHO JISUCHUE ¢ HMAT A0KA3aR npodgra va 6esonacHocT 32 ynoTpeda npH OPEMEHHOCT.
IIpn ycranopsBade Ha GpeMeHHOCT NEYEHHETO ¢ AHTHOTeH3HH I penenTopHd AHTaroHHCTH TPAGBA Aa ce
NpeyCcTAHOBU He3abaBHO R MPH HeODXOIMMOCT Ja Ce 3ario4He aNTepHaTHBHA Tepamis. HisecTHo e, qe
€KCIIO3ALIMATA HA Tepanus ¢ AHrHoTeHsnH [l penenTopHs aHTarOHACTH NO BpeMe HA BTOPHA M TPETHA
TPHMECTBP Ha GpeMeHHOCTTa NPHYHEABA HETOTOKCHYHOCT MPH X0pa (oHmkeHa 6p6peuna dyHKuH1,
OnMroxuApaMHUOH, 3aapena ocubHKailks Ha Yepena) ¥ HeoHaTalHa TOKCHUHOCT (050peuna
HEAOCTATBYHOCT, XMITOTOHHSA, XUNCPKANHEMHA ); BHXTE ChII0 TOUKA 5,3 "[IpeAXNHHIYHN JAHHH 32
6eaonacuoct"”.

B ciyuaii na excriosuims Ha anTAoTeH3:H I1 perenTopny AHTATOHMCTH Clie/| BTOPHS TPHMECThD Ha
OpeMeHHOCTTa Ce RpenophiBa YATPa3ByKoBa poBepka Ha GuOpednaTa ynxums 1 Yepena.
HoBopoaenn, YHuTO Malikn ca npueMany anrHotensnn 11 penentoprn anTaroHHcTH, TpabBa fa Gpaar
BHUMATENHO HAONM0/aBaHH 38 XHIOTOHMS (BX. CHIIO TOMKH 4.3 H 4.4).

KbpMmene

Tlopany Mncara Ha faHHA OTHOCHO yNoTpe6aTa Ha BANCAPTaH 10 BpeMe HA KbPMEHE IPHEMET HA
BaJICapTaH He Ce PenophYBa, a ce MPeANoYHTa AATEPHATUBHO Jeuckke ¢ Mo-A00pe yeraropeH npodmn
Ha §€3011aCHOCT N0 BpeMe Ha KbpMeHE, 0COOEHo IPH KbpMeHe Ha HOBOPOJICHO WIH HefoHoceHo Gebe.

deprunurer

Bancapran HAMa HexelNaHH eexTH BEPXy penpoflyKTHBHATA CNOCOBHOCT HA MBKKH H KEHCKH [LThXOBE
TIpH IpHeM Ha Nepopanud 1034 go 200 mg/kg/aen. Tasu no3a € 6 MbTH MO-BHCOKA OT MAKCHMATHATA
TNpenopsYBaHa 103a NPH Xopa onpelie/iena Ha 6aza mg/m’ (H3YMCIEHHETO € 3a MepopaiHa 03a ot 320
mg/aeH ¥ 60-xHNOTPaMOB NallUeHT).

4.7 EdexTH BEpXY cn0coGHOCTTA 32 ModHpane H paboTa ¢ MAITAREA

He ca npopekaany npoyvBanus 3a eeKTHTE BBPXy CIIocOBHOCTTA 3a mogupane. Tpabpa na ce
HMa NpeaBH, Y€ IpH ]]IOQ]HPB.HS H paﬁora C MAITHHH € BB3MOXHO NOHAKOTa /128 HACTBIIAT 3aMasHOCT
HIIH yMOpa,

4.8 Hexenaun nNexapcTBeHH PeAKIHN

B KOHTpONHpaHH KTHHWYHH NPOY4BaHHs NPH NAUMEHTH ¢ XHIEPTOHHA 00INAaTa YeCTOTA Ha HEKENAHH
peaxunn {HJIP) e cpaBAMMa ¢ Tasu npu nuauelo u € B chrIacue ¢ GapMakoNOrMIHua npodua Ha
BancapraH. Yecrorara Ha HJIP He e cpbp3ana ¢ A03aTa HIH NPONBIKATENHOCTTA HA IEYEHHETO, 4 CBINO
TAKA HE NOKa3Ba BPL3KA C 110314, BE3PACcTTa WIH pacara,

OcHoBaHH Ha KNTHAHYAH NPOYUBaHUA, IOCT-MAPKETHHIOB ONHT U habopatopuu pesyrrary HIIP ca
H30pOeHH N0-101Ty CBITIACHO CHCTEMO-OPTaHHATa KIaCHDHKAHA.

HexenaHute peakiii ca NOAPEAEHH IO YECTOTA, KATO HAK-UeCTHTE cA MLPBH, CIOpE] ClIeAHATA
KOHBEHIIHA:

MBnoro vectu (>1/10)

Yectn (>1/100 1o <1/10)

Heuectn (>1/1 600 ao <1/100)

Penxn (>1/10 000 mo <1/1 000)

Muoro peaxu (<1/10 000), sxmounTenHo oTaenHY choOmenns.

C HeH3BeCTHa YeCTOTA: OT HANIMYHHUTE JAHHH He MOXe Na ObJie HanpaBeHa oleH




[pu BeAKo rpynHEpaHe B 3aBHCHMOCT OT YECTOTATA HEmeNaHHTe IEKAPCTBEHH peakLyH ce n3bpoasar
B HH3XO[AII PeZ IO OTHOILCHHE HA TAXHATA CEPHO3HOCT.

3a serukn HIP, chobuienn or nocTMapkeTHHroBHA OmAT k Ja(OPaTOPHHTE HAXOAKH, HE € Bb3MOKHO a
e IpAIoXK HHKox vectota Ha HIIP 1 nopany ToBa Te ca ynoMeHaTH ¢ "HeH3BECTHA" 9€CTOTA.

XHuepTORHA

Cueremo-oprafsen Kiaac Heueern C HeH3BECTHA TECTOTA

Hapymenus Ha kpbBTa M 1AMdHaTA TloHKeH XeMoTToOHH, TOHHKEH

cucTeMa ' XEMATOKPHT, HEYTPONCHHA,
TPOMOOLIHTONEHHA

Hapyiuenns Ha uMyHHATA CHCTEMA CBpLXYYBCTBHTENHOCT,
BKIIOUHTENHO cepyMHa bonect

Hapywenns Ha MmetaGonnima u TNoBumeH cepyMeH KanHii,

XpaHEeHETo XHIOHATPHEMHS

Hapymenuns Ha yxoTo 1 N1a6HpHHTA CBeTOBEpTEK

ChA0BH HApYIEHHA Backyaur

Pecndaparopsy, rppann H MegAacTHHANHY |Kamauna

HapyHieHHs

CroMalliHO-4YpEeBHH HApPYIIEHHA Kopemna Gonka

Xenaro-OunrapHu HapyLIeHHA IMToBHmeHAe Ha MOKa3aTEIIHTE 32
yeproapobHa GyHKIMS,
BKJIYATENTHO IOBHIIABAHE Ha
cepyMHnA SHTHpYOHH

HapymeHuns Ha Koxara H NOAKOXKHATA AHTHOeAeM, 0OpHB, chpbex

ThKaH

HapymeHus Ha MyCKYJIHO-CKENETHATa Muanrus

CHCTEMA H CheAHHHTENHATA ThKaH

Hapymenns sa Oubpeumre B THKOSHHTE Br0peyHa HeAOCTaTEIHOCT H

HBTHINA yBpexaaHe
IToBHITaBaHE HA CEPYMHHA
KpeaTHHHH

O6wy HapyeHHA | efeKTd Ha MAcToTO | YMopa

Ha NpHAIOKEHKe

Ilenuarpuuna nonynanus
Xun HHA

AHTHXHNEPTCH3HBHAAT e(eKT Ha BAICAPTAH € OlCHEH B XOJa HA ABE PaHAOMH3HPAHH, ABOHHO-CIIEIH
KNAHMYHE NpoyuBanya npH 561 nesmaTpuynn nanueHTH Ha Bh3pacT ot 6 go 18 romnnn. C mskmogeHHe
Ha M30/THPaHH Cly4aH Ha CTOMAIHO-YPEeBHH HapylieHnns (kaTo kopemHa 60lKka, rajiene, NoBphIAHe) H
3aMafqHOCT, He Cd YCTAHOBEHH 3HAYHMH pas/iHiHg BLB BHAA, YeCTOTATA H TEXKECTA HAa HEXETaHHTe
peakuyy, HabmOAaBAHA NPH NeAHATPHYHH NALKEHTH Ha BB3pAcT oT 6 0 18 roIHHu u Te3H, ChoOImeHH
Apeay TOBA NPH BL3PACTHH NALHEHTH.

OugeHkata Ha HEBPOKOTHUTHBHWTE PYRKIMH ¥ PasBHTHETO Ha NEAHATPHYHA NAMEHTH HA BB3PAcT ot 6 Jo
16 ronHHH, KaTo LAJO He NOKA3BA HAKAKBO KIMHHYHO 3HAYNMO HEGNATONPHATHO TIOBITHABAHE IIPH
JI€USHHE C BAJICAPTaH B NPOXB/DKEHHE Ha e/lHA OJ(HHA.

B enuno apofino-cisno, panoMusupako npoyasane npu 90 nena Ha Be3pact ot 1 go 6 roau
IPOAB/DKEHO KATO €JHOTOAHLINO OTBOPEHC NPOYyYBaHe, ¢a Ha(AIONABaHH [IBA CMBPTHH S5
H30MHPAHK CIIY4aH HA HIPA3CHO NOBKINABaHE Ha YCPHOAPOOHNTE TpancamuHash. C
HabMroaaBany B IOTYNALMA CBC 3HAYMMHE CHIBTCTBANIH 3a60NaBanus. [IpHUHHHO-C)
ynoTpebara Ha BajicapTaH He € ycraHOBeHa. B apyro npoyusane, B KOETO ca paHzo




BB3pacT oT 1 A0 6 rosuHK, HE ca HalnoAaBaHO 3HAYHMH NIOBHIIEHAA Ha YepHOAPOOHHUTE TpaHCAMHHA3H,
HHTO CMBPTHH CNIyUaH npH JACUEHHAe C© Bancap'raﬂ.
Xunepkannemns ce HabJOAABA MO-IECTO NPH ASHA H IOHOIIH Ha Bh3pact ot 6 o 18 roaunm ¢

noAIekano XpoanIEo Oe6pedHo 3abonapane,

[Tpodrrer Ha GesonacHocT, AA0MOAABAH NPH KOHTPONMPAHH KIMHHYHE IPOYIBAHHS IPH FE3PACTHH
NMalHECHTH CNel MHOKAPACH HHd)apI(T WHAH cBe ChbpAcdHa HEAOCTATHYHOCT, C€ pa3znH4yaBa OT HANOCTHHA
npotun Ha 6e30nacHOCT NpH NALUKEATH ¢ XHIIepTOHUA. TOBA MOXe JIa CBHP3aHO C IIPHAPYKABAMOTO
sabonspade Ha naupenTa. HIIP, KOUTO HACTHIRAT OpPY REIPACTHY NAUMEHTH CAEA MUoKapaen nHdapkT
¥/HIH NIPH NALHEHTH ChC ChP/EUHA HEAOCTATHYHOCT, ca H3OPOeHH Mo-10Ny:

CBCTOAHHE Cle] MUOKAPAEH HH(ADKT WM ChpAcUHa HEAOCTATHYHOCT (MPOYYBAHMA CAMO NIPH

BBIPACTHH ngnem!

CHeteMo-opranen
KJac

HeeTn

Hegecrn

C ReH3BecTHA
qeCTOTA

HapymeHns Ha
KPEBETA K IEMQHATA
CHCTEMA

TpomGonurroneHns

Hapymenus Ha
HMYHHaTa CHCTEMa

CBpBEXIYBCTBHTENHOCT,
BKIKMHTEIHO CEpyMHA
Gonect

Hapymenus Ha
MerabonuiMa H
XpaneHeTo

Xunepranuemus

Tlopvnen cepyMer
KaInh

Hapymwrenna Ha
HEPBRATA CHCTEMA

3amaiipane,
3aBHCEINo OT No3aTa
3amMaiBane

Cunkon, rnasobonne

Hapymenns Ba yxoTto
H nabHpuHTa

CreToBBpTERK

Chppeunn
HapYLeHnAs

Copaeuna
HEJOCTATHYHOCT

CuaoBd Hapymenws

XHUNoTOHNS,
OPTOCTATHYHA
XHIIOTOHHA

Backymut

PecnupatopHH,
IPBIAHA H
MEAHACTHHAIHH
HapyImeHus

Kamnnna

CroMallHO-YPEBHH
HapyIeHus

I'aneHe, muapus

Xenaro-6unHapHA
Hapyieuna

IobpRilieHHe Ba
HOKA3aTe/IHTE 38

yepHOApoOHA

Hapyuienus Ha
KOKATA W NOAKOKHATA
TBKaH

AHTHOEIEM

QO6pHuB, cEpbex

Hapymenns Ha
MYCKYTHO-CKE/ICTHATa
cHCTEMA M
CheIMHHTENHATA
THKaH

Muanrus

Hapymenns Ha
ouOpentTe H

Bs6peuna
HCAOCTATBYHOCT H

Octpa 6B6pedna
HEeJIOCTATBYHOCT,




Cacremo-oprasen Yecrn Heuectn C HeH3BECTHA
KJIac 9ecTOTA
IMHKOYHHTE IBTHINA VBpEXKIaHE NoBHIIABAHE Ha

CePYMEHA KPeaTHHHH
OOy napymenns U Acrenns, ymopa
ed)exTH Ha MACTOTO Ha
NPHICKEHHE

Chofniapate Ha NIONO3HPAHHN HEXEIaHH PEAKIHA
Crpo01naBaneTo Ha NOAO3HPAHH HEKEMAHH PeaklMy Cejl paspelnasane 3a YNoTpeda Ha NekapCTBeHHN

NPOAYKT € BakHO. ToBa N03BoNAB2 A3 NPOABIDKH HabmOAEHHETO Ha CHOTHOMIEHHETO MOJ3a/PHCK 34
NeKapcTBeHHA OpoaykT, OT MeHUHHCKATE CIELMATHCTH & HIHCKBA Ja Cho0MaBaT Bcaka NOA03HpaHa
HEXeNaHa peakuud upes: H3mbIHUTETHA areHIMA 110 JeKkapeTsara

ya. ,Jdaman I'pyes” Ne §

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 llpenosupane

CaMnTomMH
I'Ipe;;osnpaﬂe'ro C BachapTaH MOXEe na IPpHYHHHA mpaae}la XHIIOTOHHA, KOATO MOXE J1a aopeae Ao
noNAaABATYE HA ACHOTATA HA ChIHAHHETO, LHPRYJIATOPER KONanc Hfl»l_mi INOK,

Jeuenne

TepaneBTHaHHTE MEpPKH 3aBHCAT OT BPEMETO HA IPHEM HA JIEKAPCTROTO H BHJA H TEXECTTA Ha
cumnToMHTe. OT MEPBOCTENEHHA BAKHOCT € CTalHIH3SHPaHEeTO HA HHPKYJIATOPHHEA CTATYC.

B cny4ail Ha XHTIOTOHHS MANMEHTHT TPAOBA Aa ObJie MOCTABEH B JIETHAMO MIONOMKeHHe H Gspao Aa ce
IpeAnpHeMe 3aMecTBaHe ¢ 06eM03aMecTBAMM K CONIEBH Pa3TBOPH.

Manko BeposTHO € BancapraH Aa ob/Je OTCTPaHEH 4Ype3 XeMOAKATIH3A.

5. PAPMAKOJIOTHYHH CBOHCTBA
5.1 ®apmaxonHAEaIMAYHE CBOHCTRA

DapmakoTepanesTHYHA IPyna: arruoTensuH I penentopau Giokepu, camocroarensd, ATC xoa:
CO09CAD3

BancapTas ¢ nepopajHo aKTHBEH, MOLIeH # cnenuguueH anrdotensud I (AT I1) anraroxucrt. Toit
AelicTea cenekTHBHO BEPXY AT | pellenTOpHHA HOATHN, KOHTO € OTrOBOPEH 3a MO3HATHTE NeHCTBHA Ha
anrgorensud 1. [TosumennTe nna3sMeny HUBa Ha aHrdoTeH3HH Il B peaynrar Ha AT1 penenTopHara
6110kana ¢ BancapTaH Morar Jia CTHMYNHpar Hebnoxapannte AT» penelITOpH, K0eTO H3rMIexIA 1a
npoTHBofeicTBa Ha edexra Ha AT, penenropa. Bancapran He nposssBa HHKaKBa YaCTHYHA ATOHHCTHYIHA
axTHBHOCT kbM AT 1 pententopa H HMa 3HauHTeNHO (0kono 20 000 meTH) mo-rojaM aduuuTeT KM AT |
pelienTopa, 0TKoAKoTo kbM AT ; pelenTopa. Bancapran He ce cBbp3Ba H He OOKHpA PELIENTOPH Ha
IPYTH XOPMOHH HJIH HOHHH KAHAJH, 33 KOHTO € H3BECTHO, Y€ C2 BAKHKE B CBPACUHO-CH0BATAPE
Bancapran He muxu6apa ACE (M3BeCTeH ¥ KaTo KHHHNa3a II), xoiiTo npeBpbina aHTH
aHruorensnH 1l u pasrpaxaa OpapuknHuHA. Twif kaTo asMart edext repxy ACE H He #4
aelicTenero Ha OpaAMKHHAH HIH cyDcTaHuus P, Manko BEpOATHO € RHTATOHHUCTHTE 4
¢4 CBBP3aHH C KalisHe. B KIHAAYHA npoy4YeaHAd, KbIETO BANCAPTAH € cpaBHeH ¢ G




YecTOTAaTa Ha CYXA KalnBna e 3naunTento (P <0,05) no-manka npu nanuenTy, feKyBaHH ¢ BajlcapTaH,
OTKONKOTO mpH JiekyBaHHTe ¢ ACE ruxuburop (2,6% cpemy 7,9% pecnekTHBHO). B kiHHHIHE
MPOYUYBAHMA NPH NALMEHTH C aHAMHE3A 33 CyXa KAllUIMia No Bpeme Ha Jedenne ¢ ACE naxnbuTop,
19,5% ot npoyuBaHHuTe JIHIA, MOMYYABAIIH Bancaprad, B 19,0% or Te3H noayuaBaldn THASHAEH JHYPETHK
HMAT KALTHIA, B CpaBHeHHe ¢ 68,5% oT nuuara, nexysamn ¢ ACE unxuburop (P < 0,05).

Bancasun 160 HJIM TabNETKH

Xuneprouus

IIpHnaraneTo Ha BajicapTaH MPH HANMEHTH ¢ XHNIEPTOHHA BOAM JI0 HAMAIISBAHE HA KPHBHOTO HAIATaHE,
6e3 na BAHse BBPXY ChPAETHATA HECTOTA.

Ilpn noBedeTo NALHEHTH C/ICA NPUIAraHe Ha eAHHHYHA NEPOpanHa 1034, aHTHXMNEPTEH3HBHAA edekr
HACTHIIBA JO 1Ba 9aca, 4 MHKBT Ha NOHHKABAHE HA KPHBHOTO HANAraHe HacThnBa Jo 4-6 yaca.
AHTHXHTIEpTeH3HBSH edeKT NPOARIDKABA HAA 24 Yaca caell mpHeMa. FIpy MHOTOKPATHO NPHIAOKEHHE,
AHTHXHIIEPTEH3HBHHA e(heKT ce HaGIIONABA B PAMKHTE Ha 2 CEeIMHIIH, 3 MAKCHMANHATA edekTd ce
NOCTHIAT B PAMKHTE Ha 4 CEAMHLM H Ce MOAABPXA B X0Aa Ha NpONbLIKHTENHA Tepanud. [Tpn
KoMOHHALIHA ¢ XHAPOXTIOPOTHASHA CE NOCTHra 3HAUMTENHO NOHMKABAHE HA KPHBHOTO HANATAHE.
BHe3anHOTO cHHpaHe Ha e4eHHETO C BAJICApTaH He Ce CBhP3Ba ¢ pebayH XHNEPTOHHA HIIM APYTH
HexXeNlaHH PeakilH.

IlpH NanHeHTH C XHNEPTOHHA K qualbeT THN 2 1 MUKPOanGYMHHYPHS € J0Ka3aHo, Ye BANCapTaH HaMaliea
excKpeuuaTa a anbymus. INpH npoyysanero MARVAL (Micro Albuminuria Reduction with Valsartan)
OKa3Ba, Y¢ HMA NOHHKEHO OTAENAHE Ha anGyMHH B YPHHATA NpH NpHeM Ha ajcapTtaH (80-160 Mr/ ren)
cnpaMo aMaogunuH (5-10 Mr / nen), npr 332 nannenty ¢ Auaber tan 2 (cpeana pw3pact : 58 rogunn;
265 Mbxe), ¢ MEKpoanGyMuHypHa (Bancapran: 58 ug / MuH; amnonunun: 55,4 ug / MuMH), ¢ HOpManHO
HJIM BHCOKO KPBBHO HalAraHe H CBC 3aa3eHa 6B0peuna GpyHKUMA (HA KpeaTHHEHA B KphRTA <120 pumol /
L). Ha 24-tara ceqMuna, OTASHIHETO Ha anGyMHH B ypHHATa € HaMareno (p <0,001) c 42% (-24,2 ug/
MHH; 95% CI: -40,4 no -19,1) npu npreM Ha BaicaptaH i ¢ okono 3% (-1,7 pg / mun; 95% CI: - 5,6 ao
14,9) npr NpHeM Ha aMIOAMITHH, HE3ABACHMO OT CHUIMTE TEMINOBE HA HAMANABAHE HA KPHBHOTO HALATAHE
B JIBETE TPYTIH.

Hpoyusareto Diovan Reduction of Proteinuria (DROP) pokasea epeKTHBHOCTTa Ha BaJIcapTaH NpH
HAMAIABAHE Ha NOHILKEHO OTIeNMHe Ha anOymed npu 391 nanuenTtH ¢ xunepronnd ( 150/88 mmHg) ¢
maber THn 2, anbymunypua {cpeauo = 102 pg / Muxk; 20-700 pg / MuH ) i 3anazeHa On6pedna pyHxoEs
(cpeauure cTolHOCTH Ha KpeatHnuHa = 80 umol / L). Mausentrte ca 61iH panAOMU3HPAHH Ha €XHA OT 3
no3y Ha pancapraH (160, 320 1 640 mg / gen) B npognmkenne Ha 30 ceamunu. I{enta Ha npoydYBaHeTO €
Aa ce ompeneH ONTHMANHATA 032 Ha BANICAPTAH 32 OHHXaBaHe HA OTASNIAHETO Ha anOyMyH B YPHHATa
TpH TALHEEHTH C XHIepTOHHA ¥ quaber tun 2. KeM 30-Ta ceqMHLA, IPOLICATHATA TIPOMAHA B MOHHKEHOTO
oTJenAHe Ha a0OYMHH B YPHHATa e GAIa 3HAYUTEHO HaMalieHa ¢ 36 % cnpaMo H3XOAHHTE CTORHOCTH ¢
Bancapran 160 mg (95% noBeputeneH HHTepBaT: 0T 22 A0 47%), u ¢ 44% c paxcapran 320 mg (95%
JOBEPHTENEH HHTepBan: oT 31 1o 54%) . U3BoxsT e, 4e mpueMar Ha 160-320 mg BancapraH, BOZH 0
KNHHAYHO 3HAYHMO IOHRAKCHHE Ha OTAETAHE HA aNOyMHH B YPHHATA NMPH NALHEHTH ¢ XHIIEPTOHHS H
auaber AN 2.

IT; H MHO eH Hudaper
VALsartan In Acute myocardial iNfarcTion (VALIANT) e paHioMH3HPaHO KOHTPOIHPAHO,
MHOTOHAIHOHAHO, NBOHHO-CIANO NMpoy4sane NpH 14 703 mauneHTH ¢ OCTHP MHOKApAeH HHGAPKT 0
[PH3HALM, CHMIITOMH HIIH PASHONOTHYHH JaHHH 32 3aCTOMHA ChplievHa HEAOCTATHIHOCT H/HIH NaHHH 38
neBOKaMepHa CHCTONHA AuchyHKis (IPOABEHA KaTo Ppakuna HA u3TIacKBaHe < 40% upes
PAZHOHYK/THAHA BEHTPHKYIOrpadua HIH < 35% upes exoxapauorpadas KIH BEHTPHKYIHA lcompacma
anruorpadus). [lanHeHTHTE ca paHAOMH3ZHPAHH CIPAMO BAJICAPTAH, KATOMpH/ HITH xomﬁ DLy

ZiBaTa B paMKHTe Ha 12 yaca a0 10 ZHH clea HAYANOTO Ha CHMITOMHTE Ha MEOKAPAEH ;-
CpeaHnar nepHoj Ha nedehue e ae roaudd. [IspBHYHaTa KpaliHa TOYKA € BPEMETO JI
CMBPT NOPadH BCAKAKBY NPUIHHH,




Bancapras e cbINO TO/KOBA e(peKTHBEH, KOJKOTO KANTONPHN MO OTHOLUICHHE HA HAMANSBAHETO Ha o01Nata
CMBPTHOCT c/le]] MHOKapaer uHpapkT. O6mara cMbpTHOCT € noaodHa B rpynmHTe ¢ BascaptaH (19,9%),
kantonpun (19,5%) u sancapras + xanrenpun (19,3%). KomOunaunsTa Ba BANCAPTAH C KANTONPRI Be
nobGasi ICITBIHATEHA O3 CIIPAMO JIEYSHHETO camo ¢ kanTonpit. Hama painuka Mexay sajcapTak o
KanTolpHA [0 OTHOLIEHHE Ha 06mara CMBPTHOCT B 38BHCHMOCT OT BB3pacTTa, 1103, Pacara, HIXOAHATE
TEepAaITHH HIIH OCHOBHOTO 3abonaBane. Bancaprau e edexruBer U 8 yAbLIKABAHE HA BPEMETO A0, U B
peayuHpane Ha CbpACYHO-CHA0BATA CMBPTHOCT, XOCMHTATH3ANMAH 10 IOBOA HA CHpASUHA
HEAOCTaTBYHOCT, MOBTOPEH MHOKapAeH HH(papKT, peaHHMHPaHO CIIHPaHe Ha ChpHeTo H HedaTajleH
HHCYAT (BTOPHYHA CHCTAaBHA KpaliHa TOYKa).

ITpodurpT Ha Ge30MacHOCT Ha BANICAPTAH CHOTBETCTBA HA KIHHHYHOTO NPOTHYAHE NPH TIAUHEHTHTE,
TIeKyBaHH ciel Npexapad MiokapaeH uadapkr. o otnomerue Ha Gu6peyHara Gpysxuna e HabnozaBaHo
YABOABAHE HA CEPYMHHA KpeaTHHHH 1pH 4,2% 0T NauueHTHTE, JeKYBaHH c Bancaprad, 4,8% ot
NALHCHTHTE, IEKYBAHH ¢ BancapTaH + KaNTonpui, A 3,4% OT mauAeHTHTe, TEKYBaHH ¢ KaITOTIPHIL
TIpexscBane nopaau pasnHyaHy BHAOBE Ob0peuna fucdyHkunsa HacTenBar NpH 1,1% OT nanweHTHTE,
hexyBaHu ¢ pancapraH, 1,3% or naluenTHTe, IeKyBaHH ¢ BancapTaH + xanronpan, H 0,8% ot
AHEHTHTE, NEeKyBaHH ¢ KanTonpui. OueHka Ha Gb0peunara ¢yHkuHa Tpa6Ba ga Ghae BKMOYEHa B
obmaTa oncHKa Ha NAHEHTHTE, NpeXapani MAOKapAeH HH(ApKT.

Hsawma painnka B 06iara CMBPTHOCT, ChPAEYHO-CHA0BATA CMBPTHOCT H 3a60/1AEMOCTTA, KOTATO Ce
npunarat 6eTa-OiokepH €HOBPEMEHHO ¢ KOMOBHAIMATA BAJICApTaH + KANTONpPAI, CAMO BAICAPTaH WIH
camo kanronpui. HesaBHcumo oT npoydBaHOTO NeueHHe CMBPTHOCTTA € NO-HHCKA B rPYNATa Ha
TIAlHEHTHTE, JIeKyBaHH ¢ Geta-Onokep, KoeTo nokassa, ye No3HaTaTa noisa oT Gera-GnokepuTe NpH TasH
nonynauuA ce NOTBLPKAABa B TOBA POY9IBaHE.

Chp/iedHa HEAOCTATEIHOCT
Val-HeFT e pannoMu3sHpano, KOHTPOIMPAHO, MHOTOHAHOHANHO KIHHHYHO [IPOYYBAHE Ha BANCAPTAH,
cpaBHeH ¢ nyanebo Bppxy GoaecTHOCTTA H eMBpTHOCTTA IpH 5 010 manuenTH cbe chpleuHa
HepocrarbaHocT ¢ NYHA knac IT (62%), 111 (36%) u IV (2%), monyuagaus o6Huaiina Tepanis c
nesoxamepra U <40% H nesokamepeH BBTpelIer axacToNen auamersp (LVIDD) >2,9 cm/m?.
Ocnosnara tepanus prmoysa ACE unxuburopy (93%), auyperaun (86%), aurokcuH (67%) u Gera-
6noxepr. Cpennata MPOTBDKUTENHOCT Ha TIPOCIISASBAHETO € NPUGNH3HTENHO e roduHn. CpeaHara
A¥CBHAa A033 Ha Bancaptan BB Val-HeFT e 254 mg. Tipoyusanero uma qpe NBpEUYAA KpaliHH TOYKH:
ofua CMBPTHOCT (BpEME 10 HACTBNBAHE Ha CMBPTTA), CCTABHA CMBPTHOCT H GONECTHOCT OT ChpAicHHa
HEAOCTATLYHOCT (BpeMe 0 MEPBOTO GoecTHo chONTHE), TeHHUPAHH KATO CMBPT, BHE3aMHA CMBPT C
peaHUMAalH, XOCTWTANH3ANKS N0 NOBOJ, Ha ChpACYHA HEJOCTATHYHOCT HIN NIPHNOKEHHE HA BEHO3HH
HHOTPOMHH WJIH Ba30/IHJIATATOPHH CPEACTBA 3a YETHPH WM NoBeyue 4aca Ge3 xocnuranusanus. O6mara
CMBPTHOCT € NoAo6Ha B rpynure (p=NS) ¢ Bancaprau (19,7%) » nnaue6o (19,4 %). [TeppAdHATa MON32 €
27,5% (95% CL: 17 no 37%) naMansnase 53 PUCKA 32 BPEMETO Ha MHPBATA XOCHUTAIN3ANNA [0 NOBOJ Ha
chpAeuHa HegocTaThaHOCT (13,9% cnpamo 18,5%). PesynraTh, H3rinexzaiH B mon3a Ha mauebo
(cpeTaBHaTa CMBPTHOCT M 3a6oneBaeMocTTa e 21, 9 % ¢ nuane6o cnpamo 25,4 % B rpynaTa ¢ BaJICapTaH),
ca HabmonaBaKly MpH NAlMEHTHTE, TPHEMal Tpoiina komGunauus or ACE nuxubutop, 6era-Gnoxep u
Bajcaprad. B noarpynara sa nanuenTn, kouro se npuemar ACE auxubutop (1=366), nomsure npx
3a00/19eMOCTTa ca no-rofemu. B tasn noarpyna oGinara cMLPTHOCT € 3HAYHTENHO HAMAJIeHa ¢ BaICapTaH
B CpaBHEHHE ¢ mnauebo, ¢ 33% (95% CI. -6% no 58%) (17,3% sancaptan cnpamo 27,1% naneGo), a
ChCTARHATA CMBPTHOCT M PHCKA 33 3a00/15eMOCT ca 3HAYMTENHO HamaneHu ¢ 44% (24,9% pancapran
cpamo 42,5% nnaneto).

Npx nanmenTy, xorto mpuemar ACE naxnGurop Ges Gera-6Gnokep, 061mara cMBpTHOCT € mogobHa
(p=NS) B rpymare ¢ Bancapran (21,8%) u nnanebo (22,5%). ChcTABHATA CMBPTHOCT H PHCKBT 34
3300/14eMOCT Ca 3HAYHTENHO HaManenH ¢ 18,3% (95% CI: 8% to 28%) npH BancapraH B cpanneuae ¢
nnauebo (31,0% copamo 36,3%).

B obmara nomynauus va Val-HeFT naunenTure, JeKyBaHH ¢ BafAcapTaH, TOKA3BaT B
nranebo 3Ha9umMo noobperne Ha kiaca no NYHA, npusHanHTe B CHMITOMHTE Ha
HeJJOCTaThYHOCT, BKAIOUHTENHO AHCIIHES, YMOPa, OTOUHA H Xputiose. ITauneHTHTE,
uMar ne-go6po KadecTBO Ha KHUBOT B CPABHEHME ¢ PHEMALIHTE M1Ae00, KOEeTo Ce




ckanata Ha Minnesota Living with Heart Failure Quality of Life or i3xonxaTa 10 xpalinata Touxa Ha
npoy4BaxeTo. [IpH nauneHTHTE, NEKYBAHH C BAICAPTAH, 3HAYMMO ce IOBHIIABA GpaKLHATA HA
H3TIIACKBAHE M ce NoHmwkasa LVIDD or u3xoqnara go kpaiiHara Touka IO BpeME Ha NIPOYYBAHETO B
CpaBHEHHe ¢ mIanebo.

Bancasun 160 mg ¢punmupany tabnerkn

HBe ToNeMH paHIOMH3HpaHH KOHTpOnHpauu npoydysaHus — ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial - Tekymo rno6anso H30MTBaHe 32 KPARHA TOUKH
H3 TENIMHCAPTAH, CAMOCTOATENHG ¥ B xoMOmnanms ¢ pammmupwn) B VA NEPHRON-D (Kmsmmyso
npoy9eaHe CBBP3aHO ¢ PasBMTMe Ha HedpponatHa npH auaber, mpoBefenc or MHHHCTEPCTBO 1O
BBNPOCHTE HA BETepaHHTEe) — npoyuBar ynoTpeGara Ha xomOMnanmara or ACE uBExAOuTOp H
aHruotensuH II-penenrtopen 6noxep.

ONTARGET ¢ mnpoyusane, TpOBEACHO NpPH NAlHEHTH C AHAMHE3a 33 CHPACYHO-ChAOBA HIM
MO3BYHOCHAOBA Gonect, UM 3axapeH Auaber THN 2, NIPHAPYXKEHH ¢ JaHHH 33 YBpexKaaHe Ha edeKTOPHH
opraid. VA NEPHRON-D e npoyuBane npH naumeHTH cbC 3axapeH aHaber Tan 2 W jauaberna
HedponaTus.

Tesn NpoyusaHHA He NMOKAa3BaT 3HAYHM ONaronpuaTeH eexT BLPXY ObOpeuHHTE W/HIM CHPAETHO-
CHAOBUTE MNOCICAMLUH H CMBPTHOCT, KaTo CBIICBPeMEHHO ca HalmoJaBaHH NOBHIIEH pPHCK OT
XHNEpKanHeMyd, OCTPO YBpexkaaHe Ha OnOpenuTe H/MNH XMIOTOHHA B CpPaBHEHHE ¢ MOHOTEpPANHATA.
Kato ce umat npeasua cxomnute HM $apMakoJHHAMHYHHE CBOHCTBA, TE3H PE3YNITATH Ca MPHIOKHMH H 34
apyrd ACE wnxu6utopyu u anrHoTensHH I[-penentopun GoKkepn.

ACE mmxuburopn H anrvotensun Il-penentoprm GnokepH clegoBaTelHo He TPAGBa N3 Ce H3ION3BaT
CJHOBPEMEHHO NPH MALUMEHTH ¢ AnabeTHa HedponaTus.

ALTITUDE (Knunyuso ApoyvBaHe [IPOBEREHO ¢ ANHCKUPEH IPH NAIHEHTH CHC 3axaped auaber Tun 2 ¢
H3M0/13BAHE HA ChPAEUHO-CHAOBH H OBOpeunn 3a60maBanms kaTo kpaliHi TOUKH) € MpOy4BaHe,
npeJiHa3HauYeHOo Ja U3Ce/ABa MOA3ara oT Ao0aBIHETO HA ANMCKHPEH KM cTaniapTHa Tepanua ¢ ACE
MHXHOHTOp HAH aHTHOTeH3HH [[-peuenTopen GnoKep NpH NAlKERTH ChC 3axapeH Auaber Tun 2 A
XpoHUYHO 6B6peuno 3abongBane, CHPACUHO-CHAOBO 3aGonsBane win U Apere. [ipoyusanero ¢
NPEKPATEHO NPEXACEPEeMEHHO MOpajiH NOBHIIEH PHCK oT HeOnaronpuaTHu nocneauny. Kakro chpaeuno-
CBAOBATa CMBPT, Taka H HHCYATHT Cd O-YECTH B Tpynarta Ha amHCKHpeH, OTKONKOTO B Irpynara Ha
M1anebo, a IpeACTARNABANINTE HHTEPEC HEKENAHA CHOUTHA H CEPHOIHH HEKENAHH CHOUTHA
(xuriepxanuemis, XANOTOHNA W OLOpeyHa AnCHYHKNMA) ce chobmaBaT Mo-4ecTo B rpynara Ha
ANCKHPEH, OTKONKOTO B rpylnara Ha Iuaneso.

Heauarpuyna nomynannus

Xunepronng

AHTHXHMIEPTEH3UBHUAT ebeKT Ha BaNcapTaH ¢ OLCHEH B XO/A Ha YETHPH PaHOMH3APaHH, ABOMHO-CIIENH
KIHHHYHH NPOYYIBAHUA NP 561 NeAHaTPHUHK NAMEHTH Ha BB3pacT OT 6 7o 18 rozuxn u 165
NeHATPIYHA MAllAEHTH Ha Bb3pacT 0T 1 g0 6 ropuus. Hapymenns Ha 6b6penyre H THKOYHHTE IThTHINA
H 3aTIECTABAHE €A HAf-4eCTHTE MOUTSKAIH MEAHIHHCKH CHCTOSHHA, KOUTO JOMPHHACAT 38 PA3BHTHETO
HA XHIIEPTOHEKA NPU NeNaTd, BKIIOUYEHH B NPOyJBAHHATE.

KaHHHYEH OMMT OpH Jieiia Ha WK HaA 6 TOAMINHA Bb3DAacT
B efHO KNIMHEYHO Npoy4BaHe, BIIIOMBAWIO 261 XHNEepTeH3HBHH NAUHEHTH Ha BB3PAct oT 6 A0 16 roauHH,

NaFeHTHTe ¢ Tero < 35 kg nonyyasar 10, 40 wnu 80 mg Bancapran AHesHo noj GopmaTa Ha Tabnerkn
(uucKa, cpeniHa M BHCOKA /103a), @ NAIMEHTHTE ¢ Terno >35 kg nomyuarar 20, 80 min 160 mg Baicapran
AHeBHO 07 opMara Ha TabneTKH (HUCKA, CPERHA U BHCOKA 103a). B kpas Ha BTOpaTa CEAMALA

BaJICAPTaH BOIH JC AQ303ABHCHMO DIOHWKEHHME KAKTO HAa CHCTOJIHOTO, TAKA H Ha JHACTOINHOTO ﬂammme

Ja IPHEMAT CpellHA A BHCOKA 033 BANICAPTAH CACTONHOTO HANATAHE & cCpenHo ¢ 4 H
OTKOJIKOTO TIpH MMALMEHTHTE Ha JieueHHe ¢ nnaredo. Hpﬂ NanHCHTHTE, NPHCMAIIlH HIR




CHCTOJIHOTO HANATAHE € NOA0OHO Ha TOBA MPH HAMEHTHTE Ha NeYeHHe ¢ mnanebo. J{o303aBHCHMHAT
aHTHXHMINEPTEH3HBEH e(eKT HA BANCAPTAH € HANMIIE OPH BCHYKH JeMOTpadcka cyorpynu.

B enno Apyro KIKMHHYHO Npoy4Bane, BKNouBamo 300 megdaTpHyHy NANHESHTH C XHIIEPTOHNA HA BB3pPacT
OT 6 A0 18 roZIHHM ONpeseNieHN MaHeHTH ca PaHAOMH3HPAHH Ja IPHEMAT BAIICAPTAH HJIH €HANANDHII B
npoxbmokexne Ha 12 ceavuun. Jlenata c rerno >18 kg u <35 kg npaemar 80 mg sancapras wim 10 mg
eHANANMpPHUN; Te3H ¢ Terno >335 kg u <80 kg npHeMar 160 mg Bancaptan unx 20 mg eHananphi; a TE3H C
terno >80 kg npuemar 320 mg Bancapran wiu 40 mg edananpun. [TonmmxenneTo Ha CHCTONMHOTO
HaJATaHE e CPABHHMO MEK/LY NalHeHTHTE NpHeMainy Bancapran (15 mm Hg) 1 enananpun (14 mm Hg)
(p-croiiHocT 3a He no-Manka edukacroct <0,0001). [TogoGru pesynTaTH ce Habmoxasar v 38
JHACTOJNIHOTO APTEPHAITHO HaNArane, noHwkeHue ¢ 9,1 mm Hg u ¢ 8,5 mm Hg ce0TBETHO € BaNCAPTAH H ©
eHalanpui.

KnnnyryeH onHT IpH Jena Do 6-roIMIiHA Bb3pacT
I[lpoBeneHH ca ABe KIHHKHYAH NPOYYBAHAS OPH NAKMEHTH HA BH3pacT ot 1 go 6 romuAH chotBeTHO ¢ 90 H

75 naukeHTH. B npoyuBaH#sTa He ca BKMIOUEHH jAena noA 1 roauHa. B wepBoTO MpoyuBaHe
ehHKACHOCTTA HA BAICAPTaH € JOKA3aHA CIPAMO MWiane6o, HO He € JEMOHCTPHPaH N0303aBHCHM
KIHHHYEH O0TroBOp. BB BTOPOTO NpoyyBaHe NO-BHCOKHTE AO3H Ha BAICApTaH ¢a CBBP3aHH C I0-TOIAMO
NIOHHXKEHHE HA APTEPHANTHOTC HAIraHE, HO TEHAEHIHATA 33 J0303aBHCHM KIHHHYEH OTIOBOD HE OCTHrA
CTATHCTHYECKA 3HAYHMOCT H PA3IHKATA CIIPAMO NedeHneTo ¢ miauebo ¢ HecurandukanTHa. [lopany Te3n
HECBHOTBETCTBHA BajicapTaH He ce MpenopbYBa 32 ynoTpela B Ta3u BE3pacToBa rpyna (k. Touka 4.8).
Enponefickara areHius no 1eKapcTBaTa oCBOOMKAaBa OT 3aIbJDKEHHETO 3a NPEOCTARIHE HA
PE3yATaTHTE OT MPOY4BAHHATA ¢ Bancasun BbB BCHUKH NOArpYNH HA MeAHATPHYHATA MOMYJALHS CHC
CBpPACYHA HEAOCTATHIHOCT H CHPIYHa HEAOCTATHYHOCT clel] Npecel MuoKapaeH HHdapkT. Bikre ToIka
4.2 3a nu¢OPMALHA OTHOCHO NEAWATPHYHATA yrnoTpeba.

5.2 PapMaxoxHNETHIHE CBOHcTBA

Abcopbims:

Cnexn nepopanHo NPHIOKEHHE CAMO HA BANCAPTaH NHKOBHTE IUIa3MEHH KOHICHTPALMHE HA BAJICAPTaH ce
IocTHrar 3a 2-4 daca npH Tabrerky u 1-2 sacanpu nepopantis pasTeop. CpenHata abcomoTHa
GuonammunocT € 23% npHu TabneTkH H cHOTBETHO 39% IpH NEPOPATHEA pa3TBOp. XpaHaTa HAMAABA
excnosHuuaTa (H3mMepena ¢ AUC) na sancapran ¢ okone 40%, a nHKOBaTa IUIa3MeHa KOHLEHTPAHA
(Cmax) ¢ oxono 50%, pepexd Ye oxono 8 daca cief NpHeMa NnasMeHHTe KOHUEHTPaHA Ha BAICAPTAH
ca nono6HK B TPYNINTE HA NPHEM CJIEA HAXpaHBaHe ¥ Ha rianso. Tosa nonmkenne Ha AUC obage He ce
NpHApPYXaBa 0T KIHHHYHO 3Ha4MMO HAMAIABaHE HA TepameBTHIHNAS edeKT, NopajH KOEeTo BaiCcapTaH
MOKe Ja Ce aBa ChC HIH 6e3 XpaHa.

Pasnpenenenne:
OGembT Ha pasnpeleNieHye Ha BalcapTaH MIPH ChCTOSHHE Ha HACHINAHE CJIe[ HHTPABEHO3HO MPHIOKEHHE

e oxonio 17 nuTpa, KOETO NoKa3ha, ue BaJicapTaH He Ce pa3npeAeid eKCTeH3HBHO B ThkaHuTe. BancapraH e
B ro/IAMa CTENEH CBBP3aH ChC CEPYMHMTE NpoTeund (94-97%), IPEIHMHO Che CEPYMHHA anfyMHH.

BroTpanchopM :

Bancapran He ce OuoTpancopMupa B roisiMa CTeneH, Thii Kato caMo okono 20% oT 103aTa ce OTKPHBA
KaTo MeTabomHTH. B IIa3MaTa ¢ ycTaHOBeH XHAPOKCHMETA0ONHT B HICKH KOHISHTPalHH (TI0-MAJKO OT
10% ot AUC na pancapran). To3u MeTaGonnt € $papMaxonorHdHo HEAKTHBEH.

Exckpenusa:

ce ENHMHHHPA NIPSIAMHO 4pe3 OmnnapHa exckpenus ¢ dexamuure (oxono 83% ot 3

HHTPABEHO3HO MPHAOKEHHE IIA3MEHUAT KIIHPBHC Ha BANCapTaH € okouio 2 1/4ac B Ay
kanpeHc € 0,62 1/4ac (okono 30% oT o6 knnpeHC). [loMyKHBOTET Ha BasCa



Bancaena 160 mg punmupasy Tabnerku

IIpH MaIHEHTH ChC ChPAEYHA HEROCTATEYHOCT

CpeaHOTO BpeMe 32 JOCTHTAHE Ha MHKOBM KOHUEHTPAUKH H BPEMETO HA NONYKKBOT Ha BANCAPTAH NIPH
NalHEeHTH CbC Chp/iedHa HEAOCTATEYHOCT ca NOKOGHH Ha TesH, HaGmoapaHy NPH 34paBH J0GPOBONIH
AUC 5 Cmax cToifHOCTHTE Ha BAICAPTAH CA [OYTH {IPONOPLHOHANHH C IOBHLIABAHE HA 103aTa HA
KIHHHYHEA 10308 HATepBan (40 no 60 mg n8a wbTH AHeBHO). CpeAHHAT dakTOp Ha HATPYNBAHE € OKONIO
1,7. [IpHBMAHAAT KNAPBHC Ha BAJICAPTAH CIIEA NEPOPANHO NpHIOKeHHe e npubmusarenno 4,5 1/ 4ac.
Bu3pacTTa He 3acATa NPHBHAHMAT KIMPHHC IPH NALKEHTH ChC ChPACYHA HEAOCTATHYHOCT.

CriellnanHy IpynH NauHEHTH

IlannenTs B cTapuecka Bh3PAcT
IIpH HAKOH MALHEHTH B cTAPYecKa Bb3pacT € HalmogapaHo MANKO MO-BHCOKO 00100 pasnpenencHHe Ha
BAJICAPTAH B CPABHEHHE ¢ MIAIuTe MamHeHTH. ToBa 00ave HIMA AOKA3aHA KIHHHYHA 3HAYHMOCT.

Hapymexa 656peuna dyngnua

Kakro ce 01axea 3a BemecTso, YHitTo 650peten KIMPBHC € OTrOBOPeH camo 33 30% oT o0mus nuasMen
KIHPEBHC, HE € 0TYETeHa Kopenalna Mexay 6b6peunara pyHxuus v 0610To pasnpeaencHAe Ha
sascapraH. [lopasin Ta3H DpHYHMHA He ce HaNara KOPHrHpaHe Ha A03aTa PH nallHeHTH ¢ Gp0pedHo
yBpexXaHe {KpeaTHHHHOB KIHPBHC > 10 mL/min). JInncear Aannd 3a GesonacHa ynorpeGa npu
NALMEHTHTE ¢ KPEaTHHHHOB KIHpPBHC < 10 mL/min) W npu npoBexaaumnTe AHANHIA, NOPAAN KOSTO
BajicapraH TpAbBa na ce yrotpeOaBa ¢ HOBUIIEHO BHHMAHKE [IPH Te3H MaUMeHTH (BX. ToukH 4.2 H 4.4).
BancapraH ce cBbp3Ba ¢ IIA3MEHATE NPOTEHHH BHB BUCOKA CTeNEH H HAMA BepoATHOCT Aa 6bae
OTCTpaHeH 4Ype3 AHATH34.

Yepuo, HO aHe

[pnbnusurenno 70% ot abcopOupanaTa 1034 ce eNHMUHEPS B AITHYKATA, [IABHO B HempoMereHa dopma.
Vaposeane Ha ekcriozHuuaTa (AUC) e HabmoaBaHa Npy AAHEHTH C JIEKO J0 YMEPEHO YepHOAPOOHO
YBpeX[aHe, B CpPaBHeHHe chC 3/paBH xopa. He e Habmojasana ofade kopenanHa MEXAy NIa3MeHaTa
KOHIIEHTpALHsA Ha BA7ICAPTAH H CTENEHTA HA YepHOAPODHA AHChYHKIHA. BancapTad He € npoy4eH OpH
NalHEHTH ¢ TeXKa yepHOAPoOHa AuchyHRIMS (BK. Toukn 4.2,4.3 u 4.4).

[MeauarpudHa nonyaauns

B enxo npoy4sane ¢ 26 neAMaTPHUHH NANMEHTH C XHNEPTOHHA (Ha BB3pacT ot 1 1o 16 romHHK) npH
€/IHOKPATHO NPHJIaraHe Ha Baiucapral noa gopMara Ha cycnensus (cpeauo: 0,9 no 2 mg/kg, MakcHManHa
Rosa 80 mg) KIMPBLHCEHT (MMTpH/9ac/kg) Ha BaNCapTaH € CpaBAHM MeX1y OTAENHHTE Bh3pacTd oT 1 A0 16
FOZIMHH M NOA00EH HA TO3H NPH BE3PACTHH NALMEHTH, PHEMALIH ChHIUIHTE 03H.

Hapyinena 6p6pevna yhkimg

YnoTpe6ata pH NeAMaTpHUHH NANHERTH ¢ KPEATHHHHOB KIHPBHC <30 ml/min ¥ neAuaTpHyHA
HalHeHTH, NOANIOXKEeHA Ha XEMOAHA/IH34a, He € MPoYYcHa H MopajiH Ta3H NPHIHHA HE Ce MPEenoppYBa
MPHJIATaHETO Ha BACapTaH NPH TakkBa naiueHTH. He ce n3nckBa KOpHTHpaHe Ha [03aTa NpH
NEeAHATPHYHH NALHEHTH ¢ KPCATHHHHOB KAHPBHC >30 mi/min. bs0peynara ¢pyHKuHEA 1 HEBaTa HA
CepyYMHHA Kayuil TpaGea na 6baaT BEHMaTenHO mpocneassand (BX. TOUKH 4.2 1 4.4).

5.3 lpeakIEARYHE JaHAHA 33 GesonacmocT




TipeaknHHHYNATE JaHHH He MOKa3BaT OCOOEH PHCK 3a Xopara Ha 6a3a Ha KOHBSHIHOHAHHTE
tapMakoTOrH4nH HIAHTB2HKA 32 6e30NaCHOCT, TOKCHYHOCT PH MHOTOKPATHO MPHIOXKEHHE,
FEHOTOKCHYHOCT ¥ KAPIHHOTEHEH MOTEHIHAIL

[Ipu mrsXoBe ToKCHYRYM 1034 3a MafikaTa (600 mg/kg/nen) o Bpeme Ha NOCTHEAHATE JHE OT
GpeMeHHOCTTa H NEpPHOI2 HA TAKTALIMA Ca JIOBENIH A0 NO-HACKA CTENEH Ha 11 PEXH BAEMOCT, no-ciabo
HA/[ZIaBaHe Ha Tero H 3abaBeHo pa3BUTHE (OTAe/AHE Ha YITHATA MHAA H OTBapAHE Ha CIYXOBH:A KaHAT) Ha
MOKONEHHETO (BXK. Touka 4.6). Tean xo3u npu wrexose (600 mg/kg/Aen) npeAcTaBIABaT NPHOIMHTENHO
18 mhTH MaKcHMaNHATA IPENOPHYBARA A03a MpH X0pa Ha 6azaTa Ha mg/m’ (WIYHCNEHRATA C¢ OTHACHT 33
nepopanta xo3a 320 mg/nen ¥ H nauuerT ¢ Terno 60 kg). IIpH NpeaxIHHHYHH NPOYYBAHNSE 33
GesonacHocT BHCOKH 103H BaicapraH (200 ao 600 mg/kg TenecHo Terno) npeAM3BHKBAT IIPH ILTEX0BE
HAMaNABaHe Ha NAPAMETPHTE Ha JEPBEHRTE KPHBHH KNETKH (EpPHTPOLMTH, XeMOr100HH, XEMaTOKDHT) H
NPAYHHABAT IPOMEHN B GbpeTHaTa XeMOAHHAMHKA (JICKO TIOBHIIABAHE Ha [U1a3MeHaTa ypes, 6u0peuna
TyOynua Xunepmnasus 1 6azodunus npu Mexkute). Tesn A03M npy wisxope (200 ao 600 mg/kg/aen)
npeacTasigsaT npHOaH3INTENHO 6 H 18 MBTH MaKCHMANHATA NIPeNOpPEYBaHA 1032 IPH X0pa Ha Dazara Ha
mg/m’® (M3YHMCTEHNATA ce OTHACAT 3a Mepopanua 103a 320 mg/nes ¥ nauuent ¢ rerno 60 kg).

ITpu MapMo3eTH B NoZ00HHA 1034 MMa TOROGHM, HO NO-TeXKH NPOMEHH, ocobeHo B GxOpenmTe, KBAETO
NPOMEHHTE Ce pa3BHBAT A0 HedpomaTHa, BKIIOYBAINA MOBHIIEHH ypes i kpeathauH. Habiuonasa ce chiio
xuneprpodus Ha GROpeuHnTS KKCTArTOMEPYIHY KIETKH H IpH ApaTa BuAa. CuHTa ce, 9¢ BCHYKH
TIPOMEHH C€ ABKAT Ha GapMaKONOrHYHOTO NelCTBHE HA BANCAPTAH, KOSTO BOOH A0 NPOABIKATEIHA
XHNOTOHHSA 0CO0eHO npH MapMozeTuTe. Harnexaa, ue TepanesTHYHaTa 4033 HA BaICAPTAH NIPH XOpa Be €
CBBp3aHa ¢ xuneprpodua Ha GBOPeYHHTE IOKCTAIIOMEPYIIHH KIESTKH.

NeauaTpuyna nonynanus

ExenHeBHOTO MepOpaTHO MPAJIOKEHHE HA BAJICAPTAH NPH HOBOPOCHH/MIIAAHA ITBX0Be (0T 7-MH A0 70-
TH OCTHATANEH AeH) B Ao3u 1 mg/kg/aeH (okono 10-35% oT MakcHMAHATA NPENOpLYBAHA NICAHATPHIHA
ao3a 4 mg/'kg/nen Aa 6a3a cHCTEMHA eKCIIO3HIAA) PEAM3BHKBA TPaiiHo, HeobpaTMo 6HOpeuHo
yBpexaane. CnoMeHaTRTe NOCIEAHIH IPEACTABISBAT OYAKBAH arpaBupaH (papMaKkonorudeH edexT Ha
HHXMOHTOPHTE Ha AHTHOTEH3HH KOHBEPTHpAINHMA eH3HM H aHrHoTen3HH 1l penenropauTe 6N1OKepH, KaTo
noaobuu edexTr ce HAGMOAABAT, aKO IUTBXOBETE Ca GHIIH MOAIOKEHH HA JieyeHHe Npe3 MepBATe 13 AHH
oT xHBOTA HM. To3u nepron chBNaNa ¢ 36-Ta recTAMOHHA CSAMHILA NPH XOPa, KATO NORAKOTa MOXE 13
6Bae yapiokeH no 44 cenMuny cnell KOHUENuuATa. ILToX0BeTe B IOBSHHIAOTO NPOYyYBaHe Ha BalcapraH
mpHeMat Bajicapraf no 70-Td fieH H ed)ekTH BBPXY pa3paTHETC Ha OnOpeunte (4-6 nocTHATATHH
CEeJIMHLIM) HE MOTaT Ja e H3KMoUaT. PyHKIHOHANHOTO passuTHe HA Gh6pexa € mpouec, KOHTO NpH
X0paTa NpogbIIKaBa H [Ipe3 MbPBaTa rOAHHA OT XHBoTa. ClenoBaTeNHO, IPH Iella HA BB3pacT <1 roguHa
He MO J1a C& H3KIFO9H KIIHHHYHA 3HAYHMOCT, AOKATO NIPH TE3H No-ronemd oT 1 rognHa
NpeAKTHHAYHHTE JAHHK He M10Ka3BaT HAKAKBH IPHTECHEHHS OTHOCHO 0€30macHOCTTa.

6. PAPMAIIEBTHYHH ZAHHHU

6.1 ConRchbk Ha DOMOIMIHATE BEMECTBA

Aapo ua TabaeTkara

JlakTo3a MOHOXHApAT

Lemynosa Ha npax

Xunpomenosa

Kpockapamenosa satpuii

CHrHUHeB JHOKCH], KONOHACH, 6e3noneH
MarneszneB creapat

DuUnMORO HOKpHTHE




XdnpoMenosa

Maxkporex 8000

Turanos muokcnz {(E171)
Tank

XKenesen okeng xwat (E 172)

6.2 HechBMECTEMOCTH
Henpunoxumo.

6.3 Cpox Ba rogHocT
160 mg: 4 roaunn.

6.4 Cnenua/iEn ycioBHS HA ChLXpAHEHHE
Jla e ce chxpansna Hax 30 ° C.

6.5 laund 33 OHaKOBKATA

PVC-PVDC —anymunnii 6nucTepan ONakoBKH.

Baincasun 160 mg ¢nnmupann tabnerkn

Onakopkn ot 10, 14, 28, 30, 50, 56, 90, 98 1 100 ¢prnMupasu TabneTky.

He BcHUKH BHIOBE ONaKOBKA MOTaT Aa GpJar mycHaTH B npojaxoa.

6.6 Cnenva/ g npeAnasHH MepKH IpA H3XBLPJISHE
HeusnomBaHUAT NpOAYKT HIM OTHAXLIHHTE MATEPHANTH OT Hero TpA(Ba Aa ce H3XBLPIAT
B ChOTBETCTBHE C MECTHHTE M3HCKBAHHS,

7. MIPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
STADA Arzneimittel AG

Stadastrasse. 2-18

D-61118 Bad Vilbel

Fepmanmna

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA
Bancapun 160 mg: Per.Ne: 20100305

9. 1ATA HA TbPBO PASPEINABAHE/MIOXHOBSIBAHE HA PASPEHLIEHUETO 3A
YIOOTPEBA

Jata Ba TepBO paspelnasane:03.05.2010
Jlata Ha nocneaHo noaHosseane:12.03,2015

10. JATA HA AKTYAJIH3SHPAHE HA TEKCTA

15/03/2021




