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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
1. AIME HA JIEKAPCTBEHMUA ITPOAYKT

Bancasun 160 mg ¢punmMupaHu TabneTku
Valsavil 160 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bancasun 160 mg ¢punmupanu tabieTku

Beska punmupana tabnerka cweabpxka 160 mg Bancapras.

[TomolHM BewiecTBa ¢ u3BecTHO AelcTBue: Beska tabnerka cbabpka 75,48 mg nakro3a MOHOXM/IpAT.
3a MbJIHUA CNIMCHK HA NMOMOILIHUTE BELIeCTBa, BUXKTE Touka 6. 1.

3. JEKAPCTBEHA ®OPMA
OunMupanu TabJIeTKH.

Bancasua 160 mg ¢punmupanu tabnerku
KbiaTH, OGHKOHBEKCHH, NPOABJIrOoBaTH TabJETKHU C JIeJIMTeNIHA YepTa OT JABeTe CTPaHH.
Tabnerkara Moxe na Obae pa3zesieHa Ha [iBe paBHH J03H.

4. KIMHUYHUA JAHHHU
4.1 TepaneBTHYHH NOKA3AHHUA
Bancasun 160 mg ¢punmMupanu tadneTku

XHUIEePTOHUS:
JleyeHue Ha eceHLMaIHA XUIIEPTOHUA NPH Bb3PaCTHU M XUIIEPTOHMUS NPH Jeua Mexay 6 u 18 roaunu.

[Ipecen muokapjieH HHGpapKT

JleyeHne Ha KIIMHUYHO CTAOUJIHM Bb3PACTHH MALIHEHTH CbC CUMIITOMATHYHA ChpAeYHA HEIOCTATHbYHOCT
HJIH 0e3CMMNTOMHA JieBOKaMepHa CHCTOJIHA AHCchyHKUuMs cnen npeceH (12 vaca - 10 quu)

MHOKapieH UHpapkT (Bxk. Touku 4.4 u 5.1).

CbpeyHa HeJ0CTaTbYHOCT

JleyeHue Ha Bb3paCTHH NALMEHTH CbC CUMIITOMATHYHA Chp/JeYHa HEA0CTaTbYHOCT, korato ACE
MHXUOMTOPH HE Ce MOHACAT, HJIK TIPHU NALMEHTH C HEMOHOCUMOCT KbM OeTa OJlokepH KaTo A0nbJBalla
Tepanus KbM Tepanuara ¢ ACE uHXHOMTOPH, KOraTo He € Bb3MOXHO Ja Ce W3M0a3BaT
MUHEPAJIKOPTUKOUIHHN PELIENTOPHU aHTAaroHUCTH (BXK. Toukn 4.2, 4.4,4.5 u 5.1).

4.2 JI03MpOBKA H HAYHH HA NPHJIOKEHHE
Jlo3upoBka

Bancasun 160 mg ¢punmupanu Tabnetku




Xun HUS
- TlpenophuBaHaTa HayanHa 1033 BajcapraH ¢ 80 mg BeAHsK AHEBHO. AHTHXHIICPTEH3HBHHA
eexT HACTHIBA A0 [BE CEAMHLM OT HAYANIOTO Ha JIEYEHHETO, A MakCUMaNeH edekT ce
AOCTHIa B paMKHTE Ha 4 ceAMHLM. [IpH HAKOM NALMEHTH, IPH KOMTO KPBBHOTO HaNATraHE HE
¢ nobpe KOHTPOAHPAHO, A03aTa MOke aa Obae noBHiIeHa 2o 160 mg u makcumyMm a0 320 mg. BancaBun
MOXe€ Aa Ce NMpHeMa ¢ APYTH aHTHXHIICPTEH3HBHH NEKAPCTBEHE NPOAYKTH (BK. TOukd 4.3,4.4,4.5u
5.1). Jobapsnero Ha AMYPETHIH, HATIPHMEP XUAPOXJIOPOTHAZMUS 1IE HAMANH KPBbBHOTO HAIraxde, A0pH H
NpH TE3H NALMEHTH.

Il H MHO H HHQapKT

[Tpu xMHHRYHO CTAOUITHH NALHEHTH, NEUEHHETO MOXE Aa 3amovHe Hal-paHo 12 yaca cnen

MuokapAcH HHpapkT. Cnen HadanHa A03a oT 20 mg jjBa ITLTH JHEBHO, BAJICAPTAH MOXe Ja Opae
THTpUpaH Ao 40 mg, 80 mg u 160 mg ABa MLTH AHEBHO Npe3 CIECABANIATE HAKOIKO ceAMHLH, Havanrara
no3a ce goctura upes 40 mg nenumu TabneTx.

[IprnennaTta MakcuManta no3a € 160 mg npa mbTH AHEBHO. OOHKHOBEHO ¢ NpenopbYBa NAUHEHTHTE Aa
nocrurat fo3a oT 80 mg ABa NBTH AHEBHO B pAMKHTE Ha JBE CEAMHIIH CIICH 3alI09BaHe Ha JICYEHHETO,

a NpUlLeNHaTa MaKCHMalHa Jo3a oT 160 mg fa ce focTUrHe B paMKHTEe Ha TPH Mecella, B 3aBUCHMOCT OT
NOHOCHMOCTTA Ha NnauHeHTa. AKO ce NMOosSBH CHMITOMATHYHA XHIIOTOHHS WM HapylneHa 666peyna
dyHkuud, no3ara Tpsbsa Aa ce HaManH.

Bancaprad MoKe Aa e W3MO0/3Ba NPH NALMEHTH, NEKYBAHH ¢ APYTH JEKAPCTBa Clie] NpeKapaH
MHOKapAcH HHOAPKT, HANpUMEp TPOMOOMUTHIM, ALETHICATUIIMIORa KHCETHHA, OeTa-6nokepn,

CTaTHHK U auyperuuy. He ce npenoprura komOunaymita ¢ ACE usxuburops (Buxcre Touka 4.4 ¥ TOYKa
5.1).

OueHkara Ha NaWMEHTHTE Clie]l NpeKkapaH MHOKapAeH HH(pAPKT BHHArH TpaOBa Ja BKII0YBA OLSHKA Ha
O6b0pevnaTa QyHxLHS.

ChpaeyHa HEAOCTATHLYHOCT
IIpenopsuBanaTa HavaIHa J03a BancapraH e 40 mg ABa MLTH AHEBHO. YBelHvYaBaHe Ha fo3aTa Ao 80 mg

¥ 160 mg nBa weTH AHEBHO TpAOBa Aa CTABA HA HHTEPBAJIM OT ABE CEAMHIH A0 JOCTHIAHE Ha
MaKCHMATHATA TEPANeBTHYHA A03a, KOSTO MOXE A Ce MIOHACH OT NAlBeHTa, KATO Ce HMa NPEXBHJ, Y&
A03aTa Ha €JHOBpEMEHHO NpHeMaHuTe AMYpeTHUH TpA0Ba Aa ce Hamand. MakcAManHaTa JHEBHa A034,
npuiarada npy KITHHHYHM NpoyuBaHug € 320 mg, Ha pa3feeHH PHEMH.

BancapraH MOXe fia ce npuiara ¢ Apyrs TepantH 3a ChpAeYHa HeAOCTaThYHOCT. TpoiHara KOMOHHALINA
ot ACE unxuburop, Bancapran u 6era 6nokep win kanui-cbXpaHaBaln JHYPETHK obade He ce
npenopb4Ba (BXK. TOYKH 4.4 1 5.1). OueHkara Ha NaUHEHTH CBHC ChpPAEYHA HEAOCTATHMHOCT BHHATH
TpAGBa Aa BIUIIOYBa OlleHKa Ha GbOpeunaTa QyHKaus.

,Ilﬂll'lﬂ'lﬂﬂ'!‘ﬂlﬂl HE!IIOPMIIIHS 32 CIICNHAJIHH rPYIIH NaHHEHTH

INanpenTH B cCTapYecka Bb3pacT
He ce nanara npoMsaHa B JO3HPOBKATA MPH NAUKREHTH B CTapYeCKa Bb3PacT.

brOpeyHo yBpexaaHe
He ce Hanara npoMsHa B JO3HPOBKATA NPU Bb3PACTHH NMAIMEHTH ¢ KPEATHHHHOB KIMPBLHC >10 ml/min

(BX. Touki 4.4 1 5.2).

YepuoapoOHo yepexnane




BancapraH € npoTHBONOKAa3aH NPH NALMEHTH C TEXKO YepHOAPOOHO yBpexaaHe, OunuapHa LUpos3a U Npu
NalMeHTH ¢ Xonecrasa (BuxkTe pazaen 4.3, 4.4 u 5.2). Ilpn nauuenTu ¢ n1exo ao
yMepeHo 4epHOApoOHO yBpexaane 6e3 xonecrasa 103aTa Ha BajicapraH He Tpabsa na npesmnasa 80 mg.

IlegpaTpAYEA DOOYJIANES

XunepToHUd NpH aelia
Jlenia ¥ oHOIIH HA BH3pacT oT 6 710 18 roguHu
Hauannara nosa e 40 mg e AHEBHO 3a gena ¢ Terno nox 35 kg v 80 mg BeaHsxK AHEBHO 38 Te3H ¢
terno 35 kg unn noeeye. o3ara Tpabpa na ce KOpHrupa B 38BUCHMOCT OT MOBJIHABAHETO HA
APTEPHANHOTO Hanarane. Mols, BUXTe MAKCHMAJIHHTE 1034, IPOY4eHH B XONA Ha KIIHHHYHHTE
H3THTBAHKA B TabnuLaTa no-gony.

JIo3H NO-BHCOKK OT ONMCAHKMTE HE ¢a OHIIK MPOYYBaHH U NOPARHM Ta3H NPHYMHA HE CE NPEenoppyBar.

Terno MakcumanHa 1033, NPOYYEHa B KIIMHHYHHTE
H3ITHTBAHHSA

>18 kg 5o <35 kg 80 mg

>35 kg no <80 kg 160 mg

>80 kg no <160 kg 320 mg

Ilena nox 6-rogumna B3pacT
Hanusmyre AaHHHK ca onucaHH B Touk# 4.8, 5.1 u 5.2. besonacHocTTa M edHKacHOCTTA Ha Bancasun npu
ela Ha Bb3pacT oT 1 10 6 roAuHA He €4 YCTAHOBEHM.

Ynorpeba npH nenaTpEMHK NAIKEHTH HA Bb3PE - :
VYnorpeGara npx neAHaTPUYMHH NALNKEHTH C lcpeamnnnon lcnnp'buc <30 ml/mln H nennarpmnn
NanHeHTH, NOANIOKEHH Ha XeMOAHANH3a, He € MpOY4YeHa U NOpaaH Ta3H NPHYHHA He Ce MPenopbhypa
MPHJIAraHeTo Ha BAJICAPTAH NPH TAKMBa NanKieHTH. He ce H3HCKBa KOPHIHpaHe Ha 103aTa NpH
NeaHaTPUMHK NALHEHTH ¢ KPEaTHHHHOB KIMpbHC >30 ml/min. brbpeunara QyHK v 4 HHBATa Ha
cepymuus kanai Tpa68a xa bAaT BHHMATENHO NPOC/EAABAHH (BX. TOUKH 4.4 1 5.2).

Yoorpeba nipH neAnaTpEMHY NALUHEHTH Ha BR3pacT oT 6 Ao 18 roauHy ¢ 4epHOAPOOHO YBpEXIaHe
INonob6HO Ha BB3PACTHHTE NALHEHTH, BAICAPTAH € NMPOTHBOMOKA3AH NIPH NEIHATPAYHA NALHEHTH C TEXKKO

yepHOAPOOHO YBpeXxaaHe, ONIHapHa HHPO3a K NMALHERTH ¢ XoaecTasa (BX. Toukn 4.3, 4.4 1 5.2). Uma
OrpaHH4YeH KIHHHYEH ONMT ¢ ynorpebara Ha Bancasun npu neauaTpHyYHHU NALMEHTH C JIEKO 10 YMEPEHO
yepHoApoOHO yBpexaaHe. [IpH TakiBa NalpeHTH N03aTa Ha BancapTaH He Tpabpa 1a npepninasa 80 mg.

Chpie9Ha HEAOCTATHYHOCT K NPECcEH MUOKAPIEH HH(APKT NpH ieua

Bancapran He ce npenopb4Ba 3a JICYCHHE Ha ChpACYHA HEAOCTATHYHOCT HiIH MPECEH MHOKapAeH
uH(apKT NpH AeUa H 10HOoIM noA 18 roasHH nopaji NMncaTa Ha JaHHH 3a 6e30nacHOCTTa |
ebHrkacHocTTA.

Havnn na HNPHAOKCHEC
B&JICH.pTaH MOJKE Ja Ce MIpMiiara He3aBHCHMO OT NIPHEMA Ha XpaHa H Ja Ce NpHeMa C BoAA.

4.3 IIpoTHBONIOKA3RHHS
- CBpBXYYBCTBHTENHOCT KbM aKTHBHOTO BEIIECTBO WIM KbM HAKOE OT NOMOLIHMTE BELECTBA, HI0pOeHH B
Touxa 6.1;

- Texko 4epHOAPOOHO YBpexKaaHe, OHIHApHA HAPO3a H X0/1eCTa3a;
- Bropu H TpeTH TpUMECTBD Ha OpemeHocTTa (BXK. TOYKH 4.4 U 4.6);




-~ EnHoBpeMeHHaTa ynotpeba Ha Bancasun ¢ anuckdpeH - ChAbPXKALH NPOAYKTH € NPOTHBOMOKA3aHA NPH

MALUHEHTH Cbe 3axapeH aHaber niu 6p6pedHo yspexpane (GFR < 60 ml/min/1,73 mz) (BX.TOYKK 4.5 H
5.1). -

4.4 CnennajHR npeaAynpeXxicHHs H NpeXNa3HE MEPKH NpE ynoTpeba

XunepxanieMus '

EnsoBspeMeHHaTa ynorpefa ¢ kanuesH 100aBKH, KATHH-ChbXpaHABAIIH AHY PETHLH, 32AMECTHTENIH Ha
COJITA, ChbABPKALIH KaNKi, HIH IPYTrH NIEKApCTBEHH MPOAYKTH, KOHTO O6HXa MOITIHM Aa MOBHMINAT HHBATA
Ha Kanu# (XenapuH M T.H.), He ce npenopbuba. CrofiHOCTHTE Ha kanus Tpabsa na ce

MOHHTOPHPAT CHOTRETHO. -

Hapywena 656peuna ni

[loHacTosLeM HIMa HATPYNAH ONMUT OTHOCHO Ge3omnacHaTa ynorpefa npH nauMeHTH ¢ KPEaTHHHHOB
KIMpBHC < 10 ml/min 1 nalHeHTH NOANIOXKEHH HA XeMOAHATH3a, MOPAAN Ta3H MPHHMMHA BancapraH Tpabaa
Jia ce M3M0/13Ba ¢ NMOBUIICHO BHHMAHME LIPH TakuBa na HeHTH. He ce H3MCKBa KOpHIrupaHe Ha 103aTa NpH
11a HeHTH ¢ KpeaTHHMHOB KIMpbHC >10 ml/min (Bxk. TouxH 4.2 ¥ 5.2).

YepHoapoOHO YBpExKIAHE | .
IIpn nauKenTH ¢ JIeKo 10 YMepeHo 4epHOAPoOHO yBpexaaHe Oes xonecrasa BancapTas Tpabsa aa ce

M3M0J13B4 ¢ MOBHILIEHO BHUMaHHE (BX. ToYKK 4.2 K 5.2).

[NauuenTy ¢ HaTpues wnwin obeMex aebHLUT

ITpH nanMeHTH ¢ TEXBK HATpHEB W/HIK ob0eMeH aePHUMT, XaTO TE3H, KOHTO NOIYYaBaT BUCOKH JO3H
OUYPETHLIH, B peAKH clyuyaH clie]l 3aouBaHe Ha Tepanmns ¢ Bancasin Moxe Aa ce NogBH CHITOMATHYHA
XunoToHusA. Hatpueuat w/unu obemuusat aedpuunr Tpabsa Aa ce KOpHrupa Mpean 3anovyBaHe Ha
JIEYEHHETO C BATICAPTaH, HAIIPHMED Ype3 HaMaMBaHe Ha 034Ta HA AHYPETHIHTE.

CreHo3a Ha Op0pevuHara aprepus
IIpn naumuentu ¢ GunarepanHa creHo3a Ha 6LOpeuHHTe apTepHH WIH NPH CTEHO3a HA eAMHCTBEH OBLOpek

beaonacHara ynorpefa Ha BancaBun He e ycraHOBeHa.

Kparkocpouso npunoxeHHe Ha BancaBui npH ABaHajeceT NANUEHTH ¢ PEHOBA3AIHA XHIICPTOHHA
BCIICACTBHE HA €JHOCTpaHHA CTeHO3a Ha OBOpeyHaTa apTepHs HE BOAH A0 3HAYHMH NPOMEHH B
ObOpedHaTa XeMOAMHAMHKA, CEPYMHHUS KPEaTHHKH HIIH HMBOTO Ha ypeaTa B KpbETa (BUN). Hesasucumo
OT TORa NPYIH IEKAPCTBA, KOHTO NOBNHABAT CHCTEMATA PEHHH-aHTHOTEH3HH, MOTAT Ja NOBHIUAT
CTORHOCTHTE Ha KPbBHATA YPes H CePyMHHA KpeaTHHHH NPH NMalUHEHTH C €JHOCTPaHHa CTeHo3a Ha
On0peynaTa apTepHs, NOpaax KOETO e NPEnoprYBa NpocieaAsBaHe Ha Op0pedHaTa QPyHKUHA NpH
MalHEHTHTE, NIEKYBaAHH C BAJICADPTAH.

BrbpeuHa TpancnnaHTanus
Ho TO3H MOMEHT HAMAa HaTpylaH ONHUT MO OTHOLIEHHE Ha Oe3zonacHaTa ynorpeba Ha BajicapTaH NpH
NAaUKREHTH, NpeKapaid Hackopo 0nOpeyHa TpaHCHIaHTaLHS,

[TppBHYEH XMNEPANIOCTEPOHAIHM -
[TaiueHTUTE ¢ MHLPBUNEH XMIIEPANAOCTCPOHUIBEM He TPAORBa [ia ce JIEKYBAT ¢ BAJICAPTAH, Thil KaTo

TAXHATA CUCTEMA WHHH-&HI‘HOTEH:!HH HE € aKTHBHPAHA.

AOpTHA W MUTpATHA KIAOHA CTEHO3a. OBCTPYKTHEHA XMNEPTPodHA KAPIHOMHONATHS
KaxTo npu BcHYKH Apyrd Ba30ANIATATOPU € HeoOX0AHMO 0COOEHO NOBMIIEHO BHUMAHKE

TIpH NalHeHTH,CTPadallli OT a0pTHA MM MHATPAIHA CTEHO3a WIH OT O0CTPYKTHBHA
xuneprpodHa xapanomuonarus (OXKM).

BpeMeHHOCT



He Tpsa0Ba aa ce 3anoysa sevyeHue ¢ aHrnoteHsuH Il peuenropuu antaronuct (AIIRAs) o speme Ha
6pemerHocT. OCBEH ako NPOAbKHTENHATA Tepanus ¢ AHMMOTeH3HH 1] penenToOpHH AHTANOHHCTH ce
NPELICHH KaTO ChIIECTBEHA, JICUCHHETO Ha NTAHEHTKH, KOMTO IUIaHyBaT OpeMeHHocT, Tpabsa na 6nje
38MEHEHO ¢ ANTEPHATHBHO AaHTHXHNEPTEH3UBHO JIEMeHHE C YCTAHOBEH npodu Ha 6e30macHoCT 38
ynotpe6a no BpeMe Ha Opemennoct. Ilpu ycraHoBaBaHE Ha OPEMEHHOCT JISHEHHETO ¢ AHTHOTEH3HH 11
PELENTOPHH AHTAOHKHCTH TpAOBa He3a0aBHO ja ce NPEYCTAHOBH M Aa C€ 3all0YHe ANTEePHATHRHO JICYCHHE,
aKo e moAxoAsuo (BXK. To4KH 4.3 n 4.6).

AHAMHE34 32 AHTHOEIEM |
AHrvoeneM, BKJIIOYHTENHO NOAYBaHE Ha JAPHHKCA U [JIOTHCA, IPEAM3BAKBAII0 OOCTPYKUMS B/HIH

MOAYBAaHe Ka JMUETO, YCTHHTE, (hapHHKCA W/HIIH €3HKa ca JOKIABAHHU NPH MalHeHTH, JIEKYBaHH C
BajiCapTaH; HAKOM OT Te3H MAlUEHTH ca UMAJIH B MMHAJIOTO @HTHOEJEM C APYTH JIEKApPCTBA, BKAIOYKHTE/THO
ACE unxnburopu. Bancapras TpaOBa BeaHara na ce npeycranoBd NPH NAMEHTH, KOHTO pa3BHBAT
aHrHOEAEM H Ja He ce 3aMoyBa JeYeHHe C BAICApTaH OTHORO. |

HHTeCTHHAIEH AHTHOEIEM
3a HHTECTHHAJIEH aHrHoeaeM ce cho6liaBa NpH NaHeHTH, NeKyBaHu ¢ aHrnoTeH3HH [l peLentopuun

aHTAroHHCTH, BKJIIOMMTENHO BajcapTaH (BX. Touka 4.8). Tean nauneHTd UMaT KopeMHa Oonka, rageHe,
NOBpbIAHE W AHApHA, CHMIITOMHTE OTIIYMABAT Clie/] IPEYCTaHOBABAHE HA AHTHOTEH3HR 11
PEUECNITOPHHTE AHTANOHHCTH. AKO C€ AHArHOCTHI[MPA HHTECTHHANICH aHIHOEAEM, JICYEHHETO ¢ BaNcapTaH
TpaOBa Na ce MpeyCTAHOBH M Ja ce 3aMmoyvyHe NOAXOAAIIO0 HabmoaeHHe A0 TBIHOTO OTIDYMABAHE Ha
CUMIITOMHTE.

HBotiHo B10KKHpaHe HAa PeHHH-AHTHOTEH3HH-angocTrepoHoBata ciucreMa (PAAC)

ViMa nanuH, ve egHoBpeMenHara ynorpeda Ha ACE unxuburopn, anrsorensuH I-penenropau Omokepu
WIIM aNTMCKHPEH NOBHINABA PHCKA OT XHIIOTOHHA, XHIIEPKATHEMAS M HaMasABane Ha 61b6peunara dyuKuus
(BmounTENnRO ocTpa OBOpeuna sepocTaTruHOCT). [lopany TOBa He Ce npenopsyBa ABOKHO OnokHpane Ha
PAAC upes xoMOuHupaHara ynotpeba Ha ACE uaxubutops, aHruoteH3uH Il-penenropun 6aokepu Win
aJIMCKHAPEH (BXK. TOUKH 4.5 ¥ 5.1).

AKO ce npeleHH, ue Tepanuara ¢ JBORHO Onoxupane e abconoTHO Heobxoauma, ToBa TpsabBa Na crasa
caMo0 nox HaOJIOASHHETO HAa CINELUHANMCT M IPH 4eCTO BHUMATENHO MOHHTOpHpaHe Ha OnOpeunara
QYHKIUHSA, ENeKTPOJUTHTE U KPBBHOTO HalAraHe.

ACE unxuburopu u anruorensuH Il-peuenropau 6noxepn He TpabBa ma ce U3NON3BAT €AHOBPEMEHHO
npu nNanMeHTH ¢ AuaberHa HedponaTus.

[IpeceH muokapaeH HHbApKT

KoMOnHaLaTa HA KANTOMPH K BANCAPTaH He MOKa3ka JACMbIHHTE]HA KIHHHYHA 110138, HANPOTHB,
PHCKBT OT HEXEJaHH PeaklMi ce MOBHIIABA B CPABHEHHE ChC CHOTBETHHTE TEPANHH (BX. TOUKH 4.2 H
5.1). Ilopaau ToBa He ce npenoppuBa koMbHHanuATa Ha BancaptaH H ACE unxuburop. Heobxoaumo € ga
ce 00bpHe 0co6eHO BHHMaHHe MPH 3an0yuBaHe Ha Tepanud [IpH NalUMeHTH clie] MHOKapAeH HHapKT.
OueHkara Ha NALUEHTHTE Cclie] IIpeKapaH MHoKapAaeH HHQapKT BHHAru Tpa0Ba Aa BKIIOYBa OlLIeHKa Ha
6p6peqnara yHxuus (8. ToUKa 4.2).

Ynotpe6aTa Ha BalCapTan NpH NallHeHTH Cjie]i MHOKAPACH HHPAPKT YecTo BOAH A0 NOHHXKABAHE Ha
APTEPHATTHOTO HANAraHe, HO 0OMKHOBEHO HE Ce Halara NpeyCTaHOBABaHE Ha JIeUeHHETO Nopaau
NPOIBLIDKABAINA CHMIITOMATHYHA XHITOTOHUS, aKO CE Ca3BAT HHCTPYKIHHUTE 3a Jo3upaHe (BX. TOUKa
4.2).

ChpaeyHa HEAOCTATHYHOCT
PHCKBT OT HeXeNnaHH JEKApCTBEHHM PEAKUHH, 0CODEHO XHMNMOTOHHA, XHNEPKANHEMHA M JaMIEAn)

6n0peuHara GyHKUNA (BKIIOYHTENHO ocTpa OBOpeuHa HeaOCTATHYHOCT), MOXE A4 4 i

Bancaeun ce uanon3sa B komOuHaumsa ¢ ACE unaxuburop. Ilp naumeHTd cbe copae




TpolinaTa koMbuHauua or ACE unHxubutop, 6era 6iokep n Bancapun He noxa3ea KIMHHYHA 110133 (BXK.
Touka 5.1). Tasn xkoMOMHALIHSA BHAMMO NMOBHIIABA PUCKA OT HEXENaHH CHOUTHS M CNIEJOBATEHO HE Ce
npenopbuBa. Tpolina koMOuHaums 0T ACE HHXHOHTOP, MHHEPANKOPTHKOK/IEH PELIENTOPEH aHTArOHHCT H
BaJicapTaH ChILO He Ce npenopbyuBa. Tesn KoMOMHaLMK TpAOBa Aa ce U3NOA3BAT N0J HaOMOAEHHETO Ha
CNELHANIMCT H NPH 4YeCTO BHHUMATENRO MOHHTOpupaHe Ha ObOpeunara QyHKUMS, ENEKTPONHUTHTE H
KPBBHOTO HAIATaHE, |
HeobxoguMo € HOBMINEHO BHHAMAHHE IPH 3alOYBAHE HA TEpanus IpPH MNALHEHTH CBC ChPACUHA
HeRXOCTaTBYHOCT. OueHKaTa Ha MALMEHTH CbC ChpAEYHA HEJOCTATLHHOCT BHHArd TpaOBa jJa BKJIOYBA
oueHka Ha 6v6peunara pyHkiMa (BXx. To4UKa 4.2).

Vnorpebata Ha BancaBun npu namHeHTH CbC ChpAEYHA HEAOCTATHYHOCT YeCTO BOAH A0 H3BECTHO
CraZaHe Ha KPbBHOTO HAIATaHE, HO NPEKBCBAHE Ha TepallHATa NOpPajH NpoAbDKaBalna CHMITOMATHYHA
XHNOTOHHA OOMKHOBEHO HE € HeOOXOAMMO, IIPH YC/IOBHE Y€ Ce CMAa3BaT HHCTPYKIMHUTE 34 A03HpaHe (BXK.
TOuKa 4.2).

[Ipy nauxeHTn, uyuaTo OnLOpedna QyHKUHA MOXKE Aa 3aBMCH OT AKTHBHOCTTA HA PEHHH-AHIHOTEH3HH-
aNJOCTEPOHOBATA CHCTEMA (HaMp. MAalMEHTH C TEXKA 3acTONHA ChplevHa HEAOCTATBYHOCT), JIEYEHHETO C
ACE HHXMOHTOpH ce CPBp3BA C ONHIYPHS H/HAH MporpecHpalla a3oTeMHA H B PEIKH CJIy4aH C ocTpa
616peuna HepocTaTHYHOCT /MK cMBPT. Thil kKaTo BancapraH € aHrHoTeH3HH II-penentopeH 6nokep, He
MOXE Ja Ce M3KJIIOYH Bb3MOXHa Bpbika Ha ynorpebara Ha Bancasun ¢ yspexzaane Ba OpOpevuHarta

pyHKIHA.

ACE nHxubutopH n anrsoreHsuH Il-peuentopun 6nokepH He TpabBa qa ce H3MOA3BAT €AHOBPEMEHHO
Npy NalueHTy ¢ AnaberHa HedponaTus.

Bancasua 160 mg ¢puamuapann TabieTkn

Ileduampuyuna nonyaquus

Hapyiu a

Ynotpebata Npu NeAHATPUYHH NALMEHTH ¢ KPEATHHHHOB KNHPbHC < 30 ml/min ¥ neaHaTpuusy
NalHeHTH, NOANOXKEHH HA XeMOJHAIH3a, HE € NPOYYEHa M NOpaiy Ta3H NPHYHHA He ce Npenoph4eg
MPHJAraHeTo Ha BAJICAPTaH MPH TakuBa nauueRTH. He ce H3MCKBA KOpHIHpaHe Ha 03aTa NpH
neAHaTPHYHH NAlHEHTH ¢ KpeaTHHRHOB KIKpBHC >30 mi/min (Bx. Touxu 4.2 u 5.2). brbpeunara
$yHKUIHMR H HHBATA HA CepYMHHUS Kanuii Tpa6Ba aa 6BAAT BHHMATEHO NPOCHEAABAHH 110 BPEME HA
Je4YEHHETO ¢ BAICapTaH, 0CODEHO KOraTo BajicapTaH ce MpHlara nNpH HaTHYMe Ha APYTH CHCTOSHHSA
(TeMniepaTypa, ACXHAPATAIIMS ), KOHTO MOTAT [1a NPeAH3BUKAT HapyIleHHe Ha 6x0peuHara dyHkuua.

HapyineHa yepHoapobHa ¢pyH |

[TonobHO Ha BB3pacTHHTE NallMeHTH, Bancasun € npoOTHBONOKAa3aH NpH NeJHATPHIHH MALHEHTH C TEXKKO
YepHOAPoOHO yBpexaaHe, bunnapHa ¥po3a ¥ NALHEHTH ¢ XonecTasa (Bx. Touku 4.3 u 5.2). Uma
OrpaHH4YeH KIHHHYEH ONHUT C ynoTpedara Ha BancaBui npu neaMaTpy4HH MaUMEHTH C JIEKO A0 YMEPEHO
yepHOAPOOHO yBpexaaHe. [IpH TakuBa NaHUEeHTH R03aTa HA BalcapTaH He TpabBa na npesuimasa 80 mg.

IIoMOIIIHH BelllecTBa
JlakTo3a

IlauueHTH ¢ pelIKH HaclIeACTBCHH NMpobiaeMH Ha HEMOHOCHMOCT KbM IajlakTo3a, ITbJIeH JIaKTa3eH JeduLuT
MM FIIOKO30-TaNaKkTo3Ha Manabcopbuus He Tps6Ba Aa NpHeMAaT TO3H NEKapPCTBEH NMPOAYKT (BHXKTE TOUKA

6.1).

HaTtpuii
To3H nekapcTBEH NPOAYKT ChAbpAKA No-Mauko or 1 mmol narputi (23 mg) va Tabnerka,
Kaxe, ye MPaKTHYECKH He ChALPXKa HaTpHHl. -



4.5 BzaamoaeHcTBHE ¢ APYTH 1eKaAPCTBeHH NPOAYKTH ¥ ApYrH dopMu Ha B3auMoneciicTeHe

JlsoiiHa Gnokaza Ha peHUH-aHTHOTEH3NHOBATA CHCTeMa (RAS) ¢ anrnorensuH I penentopHy
anTarouncTy (ARBs), ACE unxuOUTOpDH, NIIK aNHCKHPEH

JaHHH OT KWIMHHYHH NPOYUBAHUA NOKA3BAT, Y€ ABOHHOTO OoKMpaHe Ha peHHH-aHTHOTEeH3INH--
anpocrepoHoBara cucreMa (PAAC) upes komGuHupanata ynorpeda Ha ACE mHXHOHTOPH, ARTHOTEH3HH
[I-peuenTopHu GnOKepH WNH ANHCKUPEH CE CBHP3BA C MO-BHCOKA 4€CTOTA HA HeXeNaHH chbOUTHA, KaTo
HaNpPHMEp XUMOTOHHA, XHIIEPKATHeMHs K HamanssaHe Ha GbrOpeunaTa GyHKIus (BKIIOUHTENHO OCTpa
6b6peuHa HeJOCTATHYHOCT), B CPaBHEHHE ¢ ynoTpedaTa caMo Ha €QHO cpe,ucm, AeHCTBaLO BbPXY
PAAC (Bx. Touku 4.3, 4.4 1 5.1).

He ce nipenopbiea eJHOBpeMeHHa ynoTpeba

JIuTHH

OOpaTuMO NOBHLIABAHE HA CEPYMHHTE KOHLIEHTPALUHH HAa INTHI M TOKCHYHOCT c& ChoOIeHH

npy efHoBpeMeHHaTa ynorpeta ¢ ACE unxuburopu. [Topanu AuUncata Ha ONMKT OT eXHOBpEMEHHA
ynorpeba Ha BalcapTaH ¥ TATHH Ta3u KOMOHHALHUA He ce npenopbHBa. [Ipenopbyura ce BHUMATENHO
cleaeHe Ha CEpYMHHTE HHBA Ha JIMTHH, ako ce NpeleHH, 9e¢ KOMOHHauuaTa € Heobxoamuma.

Kanuli-crxpaHssainy JHYpETHLH, KATHEBH A00aBKH, 3aMECTUTENIM Ha CONTa, ChbpKALIH
Kanuh uiau Apyry cyScraHimy, KOUTO OMXA MOTVIRM 13 NOBHMILAT HHBATa Ha Kanwit

AKO ce npeuesH, ye € HeoOX0auM JEKapCTBEH NMPOAYKT, KOHTO 3aCATA KATNEBHTE HHBA B KOMOHHAUHS
¢ BajicapTaH, NpenopbuBa ce CACACHE HA MNA3MEHHTE HHBA Ha KaTHii.

OcofeHo BHHMaHNE ¢¢ HIKCKBA IPH €AHOBPEMeHHa ynorpeba

Hecteponauu npotrBsosbinanutennn cpeacrsa (HCTIBC,) iumounTenHo cenektusHH COX-2
MHXHOHTODH, ALETHACAIHIIMIORA KUCENHRA >3g/nHeBHO U HecenekTHBHU HCTIBC

Koraro anruoteHsuH Il peuentopHu aHTaroHucTH ce npunarat eaHoBpeMenHo ¢ HCTIBC, mMoxe na ce
HabmronaBa oTcnabpane Ha anTHxunepreH3uBHUA edekT. OCBEH TOBa eJHOBpEMEHHATa ynoTpeba Ha
anruoreHz3uH II peuenropru 6nokepu 1 HCIIBC Moxe na goBeae 1o NOBHINEH PHCK OT BJOLIABAHE Ha
6nOpeyHara GpyHKILMA H NOBHINABaHe HA CepYMHHA kanui. [Topaan ToBa ce mpenopbyBa NpociaeaaBaHe Ha
6nOpednara QpyHKUMA B HA4YAJIOTO HA NNEYEHHETO, KAKTO H afeKBaTHa XMApaTalluA Ha NalMeHTa.

IIpn npoy4Banus 3a lekapcTBEHO B3AHMOAEHCTBHE ¢ BaJICApTaH He ca yCTaHOBEHH KIMHUYHO
3HAaYMMH B3aHMOJICHCTBHA C BaJICApTaH WM HAKOE OT ClleJHHTE BelllecTBa: IMMETHANH, Bap(apHH,
¢ypozeMHa, AUFOKCHH, ATEHONON, HHAOMETALIHH, XHAPOXIOPOTHA3ZHA, aMJIOAMITHH, IMKOeHKIaMKA.

Ile HYHA JI
IIpH nedeHHE Ha XHITEPTOHKA NPH AENa U IOHOLIH, MPH KOMTO MeCTO MBbTH HMa M nogackainy 6udpeuna
NaTOJIOTHA, CE NMPENopPbYBa MOBHIIEHO BHUMAHNE NIPH €AHOBPEMEHHC TIPHIaraHe Ha BAJICAPTaH C ApYTH
BELLECTBa, KOUTO MOTHCKAT PeHHH-aHTHOTEH3HH-AIOCTEPOHOBATA CHCTEMA H MOTaT Ja I0BEAT 1o
MOBHINABAHE HA HMBATa Ha cepyMHHMs KaTuit. Br6peunara GyHKIUHA X HUBATa HA CEPYMHHA Kanui Tpabea
Na 6baT BHUMATENHO [IPOCc/IABaHH.

4.6 OepranureT, 6peMennoCcT B KEpMeHe




Vrorpebara Ha anrHoTeHsuH 11 péuenmpHH antaroHMcTH (All RAs) He ce npenopbuba npes ‘II'prHﬂ
TPUMECTBp Ha OpeMeHHOCTTA (BX. TouKa 4.4), Ynorpebara Ha AIIRAS e npoTiBONOKazana npes BTOpHA H
TPETHA TPHMECTBP Ha OpeMEeHHOCTTa (BXK. TOUKH 4.3 1 4.4).

EnuaeMHONOrH4HHMTE JaHHH 334 PHCKA OT TepaToreHHocT ciel excno3uuus Ha ACE nuxuburops npes
ITbPBHA TPHMECTHP Ha OPEMEHHOCTTA He ca OKOHUYATENHY; He3aBHCHMO OT TOBA He MOXKE 12 C€ N3KIIOYH
1iexo NOBUIEHHE Ha pHCKa. BLNPEKH ye HAMA KOHTPOAHPAHH €ITHACMHONOTHYHH LaHHH 32 PHCKa OT
AHTHOTEH3HH Il peLenTOpHR aHTArOHMCTH, NOAOGEH PHCK MOXKE Ja ChLIECTBYBA MPH TO3H KNac
nexapcrea. OCBEH B ¢iy4alf 4e TepanuaTa ¢ aHrnoTeH3HH I peLenTopHH aHTAroHMCTH Ce MpeLeHaBa
KATO MHOTIO BaXKHa, MallHEHTKHTE, KOUTO IIaHyBaT OpEeMEHHOCT, TpAOBa Aa NpeMHHAT Ha ANTEPHATHBHO
QHTHXHIIEPTEH3HBHO JICYEHHE ¢ HMAT A0Ka3aH npodun Ha 6e3onacHocT 3a ynorpeba npn 6peMeHHOCT.
I[Ipn yctaHOBABaHE Ha OPEMEHHOCT JIeUEHHETO ¢ anrHoTeH3uH [l peuenTopun aHTaroHHCTH TpaAOBa ja ce
npeycTaHoBH He3abaBHO H NpH HEOOXOAUMOCT I8 Ce 3aN0YHe AITepHATHBHA Tepanus. UssecTHo e, ue
EKCINO3HIUATA HA TEpanHua ¢ aHrMOTEeH3HH | peuenTopEE AHTArOHHCTH MO BpeMe Ha BTOPHA H TPETHSA
'“TPUMECTBP Ha OPEMEHHOCTTa IPHYNHABA (PETOTOKCHYHOCT MPH X0pa (noHwxkeHa OnOpeuna PpyHkuus,
OJIUIrOXUAPAaMHHUOH, 3a0aBeHa ociHKallHA Ha yepena) ¥ HeoHaTanHa ToOKCHIHOCT (6n6peuna
HEJOCTAaThYHOCT, XHIIOTOHMS, XHNIEPKAIMEMHA ), BIDKTE CBIRO TouKa 5.3 "ITpeaxnHHHYHN JaHHH 33
bezonacHocT".

B ciyvali Ha eKCNO3HLMA Ha aHrHOTEeH3HH Il penenTopHH aHTarOHHCTH clie/l BTOPHS TPHMECTHP Ha
GpeMeHHOCTTA Ce MPEnophLYBa YITPa3ByKOBa NpoBepka Ha 6bbpeurata GyHkima » 4epena.
Hosopoaenu, YHHTO MaMkn ca npMeMany aHroTen3®H Il peuenTopHH aHTAroHHCTH, TpAOBA Aa 6baaT
BHHMAaTEJNHO HAOMOAaBaHH 3a XHNOTOHHA (BXK. CbINO TOUKHK 4.3 H 4.4).

Kupmene
ITopaaw iMricara Ha JAHHHM OTHOCHO ynoTpedara Ha BaJCa&pPTaH N0 BpeMe Ha KbpMeHe MPHeMbT Ha

BAJICAPTAH HE C€ NPEnopbhYBa, a CE NPEANIOMHTA AJITEPHATHBHO JIeueHHe ¢ no-Aobpe ycTaHOBEH Mpodu
Ha 6e30MacHOCT NO BpeMe Ha KbpMEHe, 0cobeHOo NTpH KbpMEHE Ha HOBOPOAECHO HIIH HeAOHOCeRo 6ebe.

DEePTUINTET
BancapraH HAMa HeXeNaHH ¢eKTH BbPXY PENPOLYKTHBHATA CIOCOOHOCT Ha MBbXKH H XXEHCKH IUTbXOBE

NPH OpUeM Ha nepopansn o3y Ao 200 mg/kg/neH. Tasn no3a e 6 MbTH NO-BHCOKA OT MAKCHMATHATA
MpenopLYBaHA A03a NPH Xopa onpeacneHa Ha 6a3a mg/m? (M3uHCIEHHETO € 3a epopasiHa A03a ot 320
mg/nen ¥ 60-KUIOTPaMOB MALHEHT).

4.7 E¢pexTn BLpXY cnocobrocTra 3a modrpane n pabora ¢ Mamang

He ca mpoBexaHi npoydpanus 3a epekTHTE BRPXY crniocobHOCTTa 3a wodupaHe. Tpabsa aa ce
HMa NpeABHA, Y€ NpH WwopHupane U paboTa ¢ MALIMHH € Bb3MOXKHO NTOHAKOra A8 HACTHIIAT 3aMasHOCT
HJIH YMOpa.

4.8 HexeaHH JIeKAPCTBEHH peaKUBH

B xorTpOnupaHy KNHHHYHHE MPOYYBAHHUS TPH NALHEHTH C XHNEPTOHHA oflnara 4ecToTa Ha HeXeNaHH
peakuuu (HJIP) e cpasHuMa ¢ Tasu npH nuauedo H € B cpriacue ¢ (papMakoIoruiHud npodi Ha
sancaprad. Uecrorata Ha HJIP He e cBbp3aHa ¢ qo3ara WK NPOARIKHTEIHOCTTa Ha JIeUCHHETQ, a ChINo
TaKa He NoKa3Ba Bpb3Ka C N0J1a, Bb3PacTTa WiH pacara.

OcHOBaHM Ha KIIMHHYHH NPOYYBaHMA, NOCT-MapPKETHHIOB OMHT H Naboparopuu pesynrath HJIP ca
H30pOeHN MO-A0Y ChIIIaCHO CHCTEMO-OpPraHHaTa KiIacH(HKaLHs.

Hexenanure PEaKIHH Ca NMoApeIACHHN 110 Y€CTOTAa, KaTOo Hali-yecTUTe ca ObPBH, CIIOPEH
KOHBCHIINA.

MHOTO 4ecTn >1/10)




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

Heuectu (>1/1 000 xo <1/100)

Penku (>1/10 000 go <1/1 000)

MHuoro peaxu (<1/10 000), BKITIOYHTENHO OTAENHH CHOOLIEHHA.

C HeHM3BeCTHA YECTOTA: OT HAJIAYHHTE JaHHU He MOXe fla ObjJie HarpaBeHa OlleHKa

[Ipr BcAKO rpynHpaHe B 3aBUCHMOCT OT MECTOTATA HEXEJIAHHTE JIEKAPCTBEHH PeakUHn ce H3bpospat
B HH3XOHAUL p€A NO OTHOILNEHHE Ha TAXHATA CEPHO3HOCT.

3a BcruxkH HJIP, choOuieHn 0T nocTMapKkeTHHIOBHA OMUT ¥ 1abopaTOpHHTE HAXOAKH, HE € Bb3MOXHO Ja
ce npunoxH HUKoa yectota Ha HJIP u nopaau ToBa 1€ ca ynomeHatu ¢ "HEH3IBECTHA" YECTOTA.

XHNepTOHAS

|CHCTEMO-0praHeH KiIac HeuecTn Mpuoro peaxa  |C BeHE3BECTHA YECTOTA
Hapymenns Ha xpbBTa H TUM(pHaTa [Tonmwxker xeMOrnobHH, NOHHKEH
CHCTEMA X€MAaTOKPMT, HEYTPONEHHUA,
TpoMGoLHTONEH S
HapymeHnns Ba HMyHHaTa CHCTEMA | [ CBpPBXIYBCTBUTENHOCT,
BKJIIOYMTENIHO cepyMHa bonect
Hapymenus Ha MetabonuaMa u [ToBHINEH cepyMEH Kanuii,
XPaHEHETO XHIIOHATPHEMHS
Hapymenns Ha yxoTo H nabHpHHTa CBeToBBpTEX |
Cp0BH HapylIeHHA _ Backynur
PecniupaTopHy, rpbAHH ¥ MeaAHacTHRANHM |Kamnuna
HapYIICHHUS _
CroMalTHO-YpEeBHH HApPYIIEHMS KopeMnua 6onka [MUuTecTHRaNEH
| aHrHoeZIEM
Xenaro-OUInapHH HAPYLICHHS [TouiIeHHE Ha MOKA3ATEIIMTE 34
| yepHoapoOHa pyHKIINA,

BKJIIOYHTEHO IOBHIIABAHE HA
CepYMHHA OMMpy OHH

\HapyimieHus Ha KoxaTa H NOJKOXHATA | AHrnoeaneM, obpus, copbex
- |ThKaH

HapyiieHus Ha MyCKYJIHO-CKEJIETHATA Muanrus

CHCTEMA U CheAHHHTENHATA THKaH |

Hapymenus Ha 656peunTe 4 IHKOMHHTE | bbsOpeuHa HEAOCTATHUHOCT H

MbTHINA YBpexXaaHe
[loBriuaBsaxe Ha CepyMHHS
KPEaTUHHH

O6mM HapyiIeHHA ¥ eDeKTH Ha MACTOTO [ YMopa
Ha MPHJIOKEHHE

IleauaTpuyna nonynalus

XHUNEPTOHUA
AHTHXHNEPTEH3WBHEAT e(eKT HA BAJICAPTAH € OLIEHEH B X044 Ha B¢ paHAOMU3HPAHH, ABOMHO-CIENH

KJIMHHYHH NTPOYYBaHHA NpH 561 neauaTtpuyny nauMeHT™™ Ha Bb3pacT oT 6 Ao 18 roaunn. C uakmoueHHe
Ha H3OJHPAHH CITy4aHd Ha CTOMalllHO-YPEeBHH HapylleHua (kaTo kopeMHa 6onka, rageHe, NoBpbUlaHE) H
38MasHOCT, He Ca YCTAHOBEHH 3HAUUMM Pa3UiUg BHB BUJ2, YECTOTATA H TEXECTa Ha HEXEPSHARRMINY 1
peakuuu, HabmoAaBaHH NPH NeAHATPHYHH NMALMEHTH HA BB3pacT oT 6 10 18 roauHu K -’/ A B 0
NpeAH TOBA NIPH Bb3PacTHH NAlHEeHTH. | WP




OueHkaTa Ha HEBPOKOTHUTHBHUTE (PYHKI[HH H Pa3BHTHETO HA MEZHATPHYUHH NMALMEHTH Ha BB3PAcT OT 6 A0
16 rogHHK, XaTo LANO He NOKA3BAa HEKAKBO KIHHKYHO 3HAURMO HeOnaronpuaTHO NOBIHABAHE NPH
JeYEHHE C BAICAPTAH B NMPOAB/DKEHHUE Ha €AHA FN'OAMHA.

B enxo aso#tHo-cnsAno, paHIOMHU3MPAHO MpoyuBaHe NnpH 90 nelia Ha BB3pacT 0T | 40 6 FOAHHH, KOETO €
NPOLBJDKEHO KATO €JHOMOAMLIHO OTBOPEHO HpOyUBaHe, ca HabMoaaBaHK JBA CMBPTHH ClTy4yad H
H30/IMpaHH CIyYad Ha H3pa3eHO NOBHINABAHE Ha YePHOAPOOHUTE TpaHcaMuHa3H. CirydauTe ca
HabmoAaBaHK B NOMyNallHs ChC 3HAYMMH ChLITHTCTBAINH 3a6onsBaHHR. [IpHYHHHO-CNIEACTBEHA BPB3Ka C
ynorpebaTa Ha BaacapTaH He € ycTaHOBeHa. B ipyro npoyusasne, B KOeTo ca paHAOMH3HpaHH 75 fena Ha
Bb3pacT oT | 1o 6 roAuHHU, He ca Ha0MOJaBaHO 3HAYMMH TIOBHILIEHUA HA YePHOAPOOHHTE TPAHCAMHHAZH,
HHUTO CMBPTHH CIy4aH NpH ICYCHHE C BaJICAPTAH.

XunepkanueMus ce Habmoaasa Mo-4ecTo NMpH Aella H IOHOIIM Ha BB3PACT OT 6 10 18 roanuy ¢
nognexaio XpoHuuHo 6u6pevuno 3abonseane.

[IpoduasT Ha OezonacHocT, HabMOAaBaH NPH KOHTPOIHPAHH KIMHHYHH TIPOYYBaHHA NIPH Bh3pacTHH
NIAUHEHTH cllell MUOKapaAeH HHPAaPKT H/WIM CbC ChpAe4Ha HeAOCTATbYHOCT, C€ PA3IHYaBA OT LANOCTHHS
npodun Ha 6e30MacCHOCT IIPH NALMEHTH C XHNEpToHuA. ToBa MOXe Aa CBBP3aHO C NMPHIAPYKABalOTO
3abonasaHe Ha nauuenta. HJIP, konTo HacThnBaT npH Bb3pacTHH MALMEHTH CNel) MHOKApAEH HHPApPKT
M/MITH NPH NaUHEeHTH CbC ChpAeYHa HENOCTATLSHOCT, ca H30POSHH No-A0y:

CheTosiHRE cre MUOKapAeH HHGAPKT H/HIK ChpJietuHa HEAOCTATBHHOCT (IPOYYMBAHHSA CaMO NpPH

THH MALREHTH
Crcremo- YecTn HeugecTn Mpuoro peaxn | C Hen3BecTHA
OpraHeH Kjiac JeCTOTA

Hapymenus Ha | TpoMmbounToneHua
KPBBTA H
nuMdHara
CHCTEMA

Hapyuienus Ha CBpPBX4YBCTBHTEITHOCT,
MMYHHATa CHCTEMA | BKJIOYATENHO CEPYMHA
bonect

Hapywenns na XunepkanueMHas [ToBuimen cepymeHn
MeTabon3aMa Kanuit
XpaHeHeTo

HapymeHnus Ha 3amatisane, Cunkorn,
HEpBHATA CHCTEMa | 3aBHCELO OT rnaBodonue
[103aTa 3aMaliBaHe

Hapywienus Ha CBeToBBpTEK
YXOTO H

nabupHHTa
CopaeyHu Cowpnevna
HapyllIeHHx HEJOCTATHYHOCT

CoaoBn XHIOTOHHA, Backynut
HapyLICRHUA OpTOCTATHYHA
XHNOTOHHUR

PecnupaTopuu, Kamnuna
IPbAHHA H
MEAHACTHHAIHH
HApY LICHHS

Cromaurso- I"anene, quapus Hn HaJIeH

YpeBHM aHrHoeaeM
HapylleHus

Xenaro-OunnapHu
HapylleHHs

- " L}ur
RGP N\




CHecTeMo- Yectn HeuecTH Mpsoro peaxn | C Hen3BecTHa
opraHeH Kjac 9¢CTOTS

JepHOAPOOHA

HapyueHus Ha AHrnoenem ObpuB, copbex
KOXATa H
NOAKOXKHATA ThKAH

Hapyinenns Ha . Muanras
MYCKYJIHO-
CKENeTHATa
CHCTEMA H |
CheIHHHTEIHATA
ThKaH _
Hapyiuenns Ha - bpOpeuna | Octpa 6b6peuna IToBumeHue HA ypeaTa
61n6peruTe U HEJIOCTATLYHOCT ¥ | HEJOCTATHYHOCT, B KPBBTA

MHKOYHHUTE YBpexaaHe NOBHIIABAHE HA
TETHINA CepyYMHHS
KpeaTHHUH
OO61nu HapyeHus ' AcCTeHHus, yMopa
H edexTH Ha
MICTOTO Ha
NPUJIOKEHHE

Crobiapane Ha MOAOIMPAHY HEXENARY PEaKIHK
CrofmaBaHeTo Ha NOAO3HPAHH HEXENaHH PeaKLH Clie] pa3peuiaBaHe 3a yrnoTpeba Ha JieKapCTBEHHA

OpOAYKT € BakHO, TOBA I103BONABA A4 NPOABLIDKH HAOMIOASHHETO Ha CHOTHOILIEHHETO MOJ3a/PUCK 3a
NIeKApCTBEHHA MPOXYKT. OT MEAHLIMHCKHTE CIELIHAIUCTH C€ H3UCKBA J1a ChODOINABAT BCAKA NO03UPaHA
HexeJlaHa peakuHs upe3. M3nbJIHUTENHA areHIuA 110 JIeKapCTBATA

ya. ,Jamal ['pye” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Ilpeno3npane

CaMaromu
Ipeno3upaHeTo ¢ BaNCApTaH MOXKE fa MPHYHHHA H3PA3CHA XMIIOTOHHS, KOATO MOXeE Jia AOBeAE J0
NOHHKABaHE Ha ACHOTATA Ha Ch3HAHHETO, LIMPKYNATOPEH KOJAINC H/HIH 10K,

JleyeHue

TepaneBTHYHHTE MEPKH 3aBHCAT OT BPEMETO Ha PHEM Ha JIEKAPCTBOTO M BHIA H TEXECTTa Ha
CUMNTOMHATE. OT ITbPBOCTENEHHA BAXHOCT € CTa0HNH3HPAReTO Ha UUPKYIATOPHHA CTATYC.

B cnyya# Ha xMnoTOHMA nauMeHTHT TpAOBA Aa 6bje MOCTaBEH B JierHano nonoxeHue u 66p30 aa ce
NPEANpPHEME 3aMeCTBaHe ¢ 00eMO3aMECTBARILIH M CONIEBH Pa3TBOPH.

Mauko BEpOSTHO € BANCAPTAH Aa OBbAe OTCTPAHEH 9pe3 XeMOIHAIH3a.

5. DAPMAKOJOIH4HHU CBONCTBA

5.1 PapmMaxcAHHAMHAYHE CBOHCTBA




PapmakoTepaneBTHYHA rpyna: aHruotTeHsu 1l penenropus 6nokepu, camocrosrensu, ATC kon;
CO09CAOQ3

BancapraH e nepopando akTuBeH, MOteH ¥ cnenudder anruotensuH 11 (AT II) anrarorucr. Toi
JeHcTBa cenekTuBHO BepXY AT | peuenTopHHR NOATHIL, KOKTO € OTMOBOPEH 33 NO3HATHTE OeHCTBHA Ha
anrnoteH3uH 11, [lopuinenuTe nnasMeHHd HURA Ha aHrHoTeH3uH Il B pesyntar Ha AT, peiientopHara
Gnokana ¢ BancapraH Morar Aa CTUMYIHpaT Hebnoxkupanute AT: pelenTopH, KOSTO H3TVISKAA Ja
npoTuBoAcHCcTRA Ha edekra Ha AT, peuenropa. Bancapran He nposiBiBa HUKAKBA YaCTHMHA arOHHCTHYHA
aKTHBHOCT KbM AT | peuentopa » uma 3HaunTenHo (oxono 20 000 me1H) no-ronsamM aprauTeT KbM AT |

© peuenTopa, oTkoiIkoTo KbM AT 2 peuenrtopa. BancapraH He ce CBLP3Ba H He OJI0KHpa pellenTOpH Ha
APYTH XOPMOHH WM HOHHH KaHANH, 38 KOUTO € H3BECTHO, Y€ Ca BAXKHH B ChPACYHO-CHAOBATA PErynalus.
Bancaprau He uuxnbupa ACE (W3BecTeH ¥ kaTo xuHHHa3a 1), xo¥To npeBpbina anrnoTensuH I B
aHruoteH3uH 11 u pasrpaxxaa 6paauxkunnza. Trit karo Hamar edext BbpXy ACE u He 3acunsar
JeHcTBHETO Ha OpaankMENH WIH cyOcraHuus P, MaIko BEpOATHO € AHTArOHHCTHTE Ha aHrHOTeH3HuH I na
ca CBBP3aHH C KallyisHe. B KTHHHYHH ITPOYYBAHHA, KbAETO BascapTaH e cpaBHeH ¢ ACE unxuburop,
4eCTOTAaTa Ha cyxa kamnuna € 3HauuTenHo (P <0,05) no-manka npu nayuenTH, N€KyBaHH ¢ BaJCAPTaH,
OTKOJIKOTO NpH NekyBaHuTe ¢ ACE unxuburop (2,6% cpemy 7,9% pecnexrusno). B xnuHu4HH
POY4YBaHKA NpH NALMEHTH ¢ aHaMHe3a 3a CyXa Kalllkua no BpeMe Ha JeyeHne ¢ ACE unxnburop,
19,5% ot nmpoy4BaHHTE JIHLE, MOMy4aBally BancaptaH, U 19,0% ot Tean nonyvyasalny THa3HAECH AHYPETHK
- WMAT KalllTHIla, B cpasHeHue ¢ 68,5% ot nuuara, nexysanu ¢ ACE uaxuburop (P < 0,05).

Bancasun 160 mg dbuaMupasHu JIETKH

XHIEPTOHHA

[TpunaraHero Ha BaJICapTaH NMPHU NALMEHTH C XUIIEPTOHHA BOAK A0 HaMaldBaHe Ha KPbBHOTO HajiArasxe,
6e3 Aa BIHAE BBPXY ChPACYHATA YeCTOTa. :

[Ipu noBeyeTo NaLMEHTH CeA NpUiiaraHe Ha eJHHHYHA [IepopanHda A03a, AHTHXHIIEPTEH3HBHUA e(eKT
HACTHNBA [0 ABa Yaca, a NHKHT Ha NOHM)KABAaHE HA KPHBHOTO HanATaHe HacThHIBA X0 4-6 yaca.
AHTHXHIIEpTeH3HBEH edeKT NpoAb/DKaBa Hap 24 yaca cieq npHema. [Ipy MHOrOKpaTHO IIPHIOXKEHME,
aHTHXUNEpTeH3uBHMA edekT ce HabmoaaBa B paMKHTE Ha 2 CeIMULIHN, 4 MAKCUMATHATA €(EKTH Ce
NOCTHIAT B pAMKUTE HA 4 CEIMUIIH H C€ MTOAXBPXKA B X0a HAa NPOABIDKUTENHA Tepanus. [1pu
KOMOMHALIHA C XHAPOXJIOPOTHA3HE C€ NOCTHTa 3HAYHTENIHO MOHHXXABAHE HA KPBBHOTO HA/ISraHeE.
BHe3anHoTO cnMpaHe Ha JIEUeHHETO ¢ BalcapTaH He ce CBbp3Ba ¢ pebayHa XMNEepTOHHS WIH ApYTrH
HeXeJIaHH peaKlfH.

[Tpu naumeHTH ¢ xuneproHus ¥ AKabeT THN 2 ¥ MUKpOanOYMUHYPHS € OKA3aHO, Y€ BANCAPTAH HAMAILBA
excxpeuuaTa Ha anbymun. Tlpu npoyusaneto MARVAL (Micro Albuminuria Reduction with Valsartan)
MOKA3Ba, Y€ HMA NOHIKEHO OTAENAHEe Ha an0yMHH B YpHHATA Npy npHeM Ha BaacaptaH (80-160 mr / geH)
cnpaMo amnoaunul (5-10 Mr / aen), npu 332 naumneHty ¢ auaber THn 2 (cpeaHa Br3pacT ¢ 58 rojuny,
265 mMbKe), ¢ MukpoanOyMuHypHus (Bancaprad: 58 |g / MEH; aMnoaunud: 55,4 pug / MMH), ¢ HOpMaNHO
HJIH BHCOKO KPBBHO HajaraHe ¥ ¢be 3anazeHa Onb6peyna ¢pyHKUusA (Ha KpeaTHHHHA B KpBETA <120 umol /
L). Ha 24-rara ceqmuna, otaeasHeTo Ha anbyMuH B ypuHaTa € HamaneHo (p <0,001) ¢ 42% (-24,2 ug /
MHH; 95% CI: -40,4 no -19,]1) npu npueM Ha BancapTaH u ¢ okono 3% (-1,7 pug / mun; 95% CI. -- 5,6 no
14,9) npu npueM Ha aMAOIHITHH, HE3ABHCHMO OT CHUIHTE TEMIIOBE HA HAMAIABRAHE Ha KPBRHOTO HANATaHe
B IBETE I'PYTIH.

I[IpoyuBanero Diovan Reduction of Proteinuria (DROP) noxa3ba eeKTHBHOCTTa Ha BajicapTaH NpH
HaManfgBaHe Ha NOHUXKEHO OTACHAHe Ha anOymMuH nmpu 391 nanuenty ¢ xunepronus ( 150/88 mmHg) ¢
apaber Tan 2, anGymunypus (cpeano = 102 pg / muw; 20-700 pug / MuH ) K 3ana3zena 61u0peyna yHKunS
(cpeany¥Te cTolMHOCTH Ha kpeaTHHuHa = 80 pmol / L). [Tanuentrre ca Ouian paHAOMU3HPAHH Ha €HA OT 3
034 Ha pancaprad (160, 320 u 640 mg / zen) B npoxbinxeHue Ha 30 ceamuuu. Lienta Ha NpQyHsanes(
A8 Ce ONpEeNeNnH ONTHMAaHaTa 4032 Ha BAJICAPTAH 3a IOHM)XABaHE HA OTACISHETO Ha a.n /
NpH MaUHEHTH ¢ XuneproHua u Auader tun 2. Kem 30-ta ceaMHua, npoueHTHaTa NPONFTHAD ZI0LIgaK:
OTAeNAHe Ha aOyMHH B YypHHaTa e Ouna 3HauuTeNnHO HamaseHa ¢ 36 % cnpaMo uiaxo{akee/c h;:t P
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Bancaprad 160 mg (95% nosepurened unrepsan: ot 22 a0 47%), u ¢ 44% c pancapran 320 mg (95%
AOBepHUTENIcH HRTEpBAT: 0T 31 10 54%) . U3R0ALT €, ue npuemat Ha 160-320 mg Basicapran, BOIN A0
KAUHHYHO 3HAYMMO NMOHHKEHHE HA OTHeNAHE Ha alOYMUH B YPHHATA [IPH NMALMEHTH C XHIIEPTOHHUA H
nuabet THII 2.

[Tpecen muokapaeH HHGAPKT
VALsartan In Acute myocardial iNfarcTion (VALIANT) e pangoMH3HpaHO KOHTPOJIHPAHO,

MHOTOHAIHOHAIHO, ABONHO-CJIAI0 npoyuBaHe IpH 14 703 nauueHTH ¢ OCThP MHOKAPJACH HHPAPKT H
IpHU3HALH, CHMIITOMH HJIH paJHONOTHYHY AaHHH 32 3acTOHHA ChpAeYHa HEJOCTATHYHOCT H/NIIN NAaHHH 3a
NeBokaMepHa CUCTONHA JUCHYHKL U (NpoABeHa KaTo ¢pakuus Ha u3TnackBaHe < 40% upes
pPalHOHYKIMIHA BEHTpHKyNorpadus unu < 35% upes exokapanorpadus Wiy BEHTPHKYIHa KOHTPacTHA
aHruorpadus). [launeHTHTE ca paHAOMH3UPAHH CIPAMO BAJICAPTAH, KAlITOIIPHI HIH KOMOMHALMA OT
nBaTa B paMkuTe Ha 12 Yaca o 10 AHM cle/l HaJanoTo Ha CHMIITOMMTE HA MHOKap/eH HHpapKT.
CpeaHuAT Nepuol Ha nedeHue € Ase ropunu. [1epeudHaTa kpaliHa TouKa € BpeMeTo J0 HaCThIIBaHe Ha
CMBPT NOpaiH BCAKAKBH NPHUKUHH. | |
Bancaprad € CpILIO TONKOBa eeKTHBEeH, KOJMKOTO KAIITONPWI 110 OTHOIIEHHEe Ha HaMaNdaBaHeTo Ha ofLaTa
CMBPTHOCT Cliel MUOKapaeH uupapkt. Obmara cMbPTHOCT € noaoOHa B IpynuTe ¢ BaacapTas (19,9%),
kantonpui (19,5%) u sancaprau + kanronpun (19,3%). KoMOHHaIHATa Ha BaNcapTaH ¢ KaNTONPHI HE
nobass QOIMBIIHMTENHA 110134 CIIPAMO JISYEHHETO caMo ¢ Karnronpwi. HaMa pasnnka Mexy BancapTaH
KANITONPHJ 1O OTHOLIEHHE Ha 0611aTa CMBPTHOCT B 3aBHCHMOCT OT BB3pacTTa, N0JIa, pacaTa, H3XOIHHTE
TepanHuH M OCHOBHOTO 3a0ongBane. BancapraH € edpeKTHBEH H B YIbJKaBaHe HAa BPEMETO 0, H B
peAyLMpaHe Ha ChPACYHO-ChA0BAaTa CMBPTHOCT, XOCIHTANHZALMH [0 NOBOJA Ha ChPAEYHA
HEeAOCTaTBYHOCT, IIOBTOPEH MHOKapJAEH HHApKT, peaHMMHpPaHO CIIHPaHe Ha ChPUETO H HedaraneH
HHCYJIT (BTOpH4Ha CbCTABHA KpaliHa TOuKa). .
[TpoduasbT Ha 6€30MacHOCT Ha BajJICapTaH ChOTBETCTBA HA KIMHUYMHOTO IIPOTHYAHE an NAlHEHTHTE,
NEKYBaHHM CIEH NpeKapaH MHOKapAeH HHbapkKT. [lo oTHOIEeHHe Ha 6bbpeunaTa pyskupa € HabmonaBaHo
yABOSBAHE HA CEPYMHMA KPEaTHHHH IIpH 4,2% OT nalyenTITe, IEKyBaHH ¢ Bancaprtas, 4,8% or
NALMEHTHTE, JIEKYBaHH ¢ BajcapTaH + KanTonpwi, U 3,4% OoT nalHeHTHTe, NeKYBaHH C KANTONPHIL,
[IpexscBane nopany pa3nuyHH BHAOBE OB0peyHa aucyHking HacTenear npu 1,1% ot nauuerTHTE,
nexyBaHH ¢ BaicapTaH, 1,3% OT mauneHTHTe, TeKyBaHH ¢ BajacapTal + kanronpui, u 0,8% ot
NalKMEHTHTE, JIeKyBaHH ¢ Kanronpui, Ouexka Ha 666peunara GyHkuus Tps6ea a 6b1e BIIIOUCHA B
ofImaTa OlCHKA HAa MalMEeHTUTE, ITpeKapalld MUOKApAEH HHBapKT.

Hsma paznuka B 061aTa CMBPTHOCT, ChPAECYHO-ChI0BaTa CMBPTHOCT H 3abongeMocTTa, KOraro ce
npunarar 6eta-01oxepu eHOBpEMEHHO ¢ KOMOHHAIMATA BasicapTaH + KalTONPHI, CaMo BaJicapTal Wiy
camo kanronpui. HezaBucuMo oT NpoyyBaHOTO JieYeHHE CMBPTHOCTTA € NO-HUCKA B IPylaTa Ha
MaleHTHTe, JieKyBaHH ¢ OeTa-6okep, KOeTo MoKa3Ba, Ye MMO3HATATA N0N3a OT OeTa-0noKepHTe IPH Tasu
NOMyNal|s ce MOTRBPKAaBa B TOBA NPOYYBAHE.

Chpaedna HEAOCTATHYHOCT |
Val-HeFT ¢ paraoMusupano, KOHTPOAHPaHO, MHOTOHALHOHAJIHO KIMHAYHO MIPOYYBAHE Ha BAJIICAPTaH,

cpaBHeH ¢ manedo Bepxy 60JecTHOCTTA H CMBbpTHOCTTA ITpH 5 010 nauMenTH cbe ChpAcUHA
HegocTaTeYHOCT ¢ NYHA kiac 11 (62%), 111 (36%) u IV (2%), nonyvaBamu obuvalina Tepamnus ¢
nesokamepHa U <40% u neBoKaMepeH BbTpelIeH AdacToned auamersp (LVIDD) >2,9 cm/m?,
OcrosHarta Tepanus BKIO4YBa ACE nuxuburopu (93%), naypernu (86%), nuroxkcud (67%) u Gera-
6nokepu. CpeanaTa NpoABDKUTENHOCT Ha NIpocneaaBaHeTo € npubausurenno ase roguan. CpegHara
IHEBHa J03a Ha pajcapTad BbB Val-HeFT e 254 mg. [IpoyuBaneTo uMa JiBe ITLPBUYHY KpaiiHH TOUKH:
obma cMBPTHOCT (BpeMe A0 HACTHIIBAHE H2 CMBPTTA), CHCTABHA CMBPTHOCT H OOJIECTHOCT OT ChpjletHa
HEAOCTATEYHOCT (BpEME A0 MEPROTO OosiecTHO ¢HOHTHE), AePUHHPAHH KATO CMBPT, BHE3ANHA CMBPT C
peaHHMaI |, XOCMATAIN3ALMS 1O IIOROJ HA ChbpAEYHA HELOCTATHYHOCT HIIH MPHNOXKEHHE HA BEHO3HH
MHOTPOIHH HIIM Ba30AHNATATOPHH CPEACTBA 338 YETHPH WM MOBede yaca 663 XoCIHTaNH3aljug.-Oomess
CMBPTHOCT € To0o0Ha B rpynute (p=NS) c Bancaprat {19,7%) u mutane6o (19,4 %). [TepyrpeR ’:3 :
27,5% (95% CI: 17 no 37%) HamandpaHe Ha pucka 3@ BPEMETO Ha ITbPBATA XOCTIHTAJ '
chpaeyHa HepocTaThuHOCT (13,9% cnpamo 18,5%). Peayarat, usriexaaliy B nomnse
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(cncTaBHATA CMBPTHOCT M 3a6onepaeMoctTa e 21, 9 % ¢ naauebo cnpamo 25,4 % B rpynarta ¢ ajicapTaH),
ca HabmoaBany NpH NALHEHTHTE, NPHeMalH TpoliHa komOuHaums o1 ACE unxuburtop, 6era-6iiokep H
BasicapraH. B noarpynara Ha nauuenTd, kouTo He npueMat ACE unxuburop (I=366), monsute npu
3a00J19eMOCTTa ¢a no-rojieMu. B Tasu noarpyna ob1uaTa CMLPTHOCT € 3HAUKMTENTHO HaMalleHa ¢ Bajicapran
B cpaBHeHHMe ¢ manebo, ¢ 33% (95% CI: -6% a0 58%) (17,3% sancapran cnpamo 27,1% nnauebo), a
CHCTABHATA CMBEPTHOCT H PHCKa 34 3a00J11€MOCT ca 3HauMTenHO HaManeHH ¢ 44% (24,9% sancapran
crpsaMo 42,5% nnauebo).

ITpu naunenty, kouro npueMat ACE unxubutop 6e3 Gera-6iokep, obiiaTa CMBPTHOCT € Nogo6Ha
(p=NS) B rpynuTe ¢ Bancaprad (21,8%) u nmnauedo (22,5%). CocraBHaTa CMBPTHOCT H PHCKBT 32
3abonseMocT ca 3HauHTenHO HamaneHu ¢ 18,3% (95% CI: 8% to 28%) ripu BancapTan B CpaBHEHHE ¢
nnanebo (31,0% copamo 36,3%).

B obuata nonmynaiua Ha Val-HeFT nausesTHTe, NeKyBaHH ¢ BAJICAPTaH, NOKA3BAT B CPABHEHHE C
nnauebo 3HaunMoO noaobpenue Ha kiaca no NYHA, npusHauuTe 1 CHMITOMHTE Ha ChpAEYHA
HEJOCTATHYHOCT, BKIIOHHTENHO AHCITHES, YMOpa, OTOLM H Xpunose. [TalueHTHTE, NpyueMainy BancapTaH,
MMaT no-nobpo KaYecTBO HA XKHMBOT B CPaBHEHHE ¢ IpHEMaIlUTe nianedo, KoeTo ¢& AEMOHCTPHPa Ypes
ckanara Ha Minnesota Living with Heart Failure Quality of Life oT u3xoanara a0 xpafinara Touka Ha
npoy4paneto. [IpH nauHeHTHTE, IEKYBAHH C BAICAPTAH, 3HAYMMO ¢€ NOBHIIaBa PpaxiusTa Ha
H3THacKBane u ce noHwkaea LVIDD ot H3xoaHata 10 KpaitHaTa TOYKA 110 BpeMe Ha IPOYYBAHETO B
cpaBHC¢HHe ¢ nialebo. ,

Bancasun 160 mg ¢punmupann Tabnerku

HBe ronemMu panaoMusnpaHd koHTponupanu npoydsanua — ONTARGET (ONgoing Telmisartan- Alone
and in combination with Ramipril Global Endpoint Trial - Texymo rnofanHo n3snuTeaHe 3a KpaliHM TOMKH
Ha TeIMHCapTaH, CaMoCTOATeNHO W B xomOuHanms ¢ pamunpwi) B VA NEPHRON-D (KnuaiuHo
NPOYYBaHEe CBBHP3aHO C pa3sBUTHE Ha Hedponmatus npd Auaber, mpoBeaeHo oT MHHHCTEPCTBO MO
BBIIDOCHTE Ha BeTepaHHTe) — npoyuBar ynorpefatra Ha kxoMmOuHaunara oT ACE HHXHOHTOD M
aHruoTeHsun Il-peuenropen 6mokep. -

ONTARGET ¢ npoyyeaHe, NpOBEAEHO NpH HALMEHTH C AaHaMHe3a 3a CbPAECYHO-CHAOBA HIM
MO3BYHOCHAOBA 60JIeCT, WM 3axapeH auaber THN 2, NPHAPYXKEHH € JaHHHU 38 YBpexxaaHe Ha ePeKTOPHH
opraidi. VA NEPHRON-D e npoyuBaHe npH NalMEHTH CBC aaxapeu auaber tun 2 u aMaberHa
HeponaTHs.

Te3an npoyuBaHMs HE NOKa3Bar 3Ha4WM OnaronpuaTeH edekT BbpXy OBOpevHHTE W/MHMAH CBpAEYHO-
CHAOBHTE IMOCHEOHIH M CMBPTHOCT, KaTO CBHINEBPEMEHHO ca HaOnmoaaBaHW MNOBMINEH PHCK OT
XHIIEpKANHEMHA, OCTPO yBpexjane Ha OnOpenuTe H/HIH XMNOTOHMS B CPaBHEHME ¢ MOHOTEpanuiATa.
KaTo. ce uMar npeasuy ¢X0/HHTE UM papMaKOAHHAMHYIHH CBOMCTBA, TE3H pe3y/ITaTH €a NPHIOXKHMH H 34
apyrs ACE uHxnOHTOpH H aHrHoTeH3HH [I-penerrropan 6nokepu.

ACE unxuOHTOpH M aHrroTeH3uH Il-penentopHm Gnoxepd cienoBaTeNHO He TpaGBa Ja Ce W3NOA3BAT
€AHOBPEMEHHO NPH NalHeHTH ¢ AualbeTHa nedponaTHs.

ALTITUDE (KnuHuuyHO npoy4yBaHe NPOBEIEHO C AMMCKMPEH NPU NAlHEeHTH CbC 3axapeH auaber Tin 2 ¢
M3MOI3BaHe Ha CHPACYHO-CBAOBH H OBOpeunn 3abonaBanna KaTo KpalfHH TOYKH) e NIpoy4BaKe,
NpeaHa3sHaAYSHOo Aa H3CACABA NI03aTa OT A00aBAHETO HAa ATMCKHPEH KbM CTaHzapTHa Tepanui ¢ ACE
HHXHOHTOD UM aHrHoTeH3uH II-penenTopen Oiokep nNpu NauueHTH CbC 3aXapeH Axadber tin 2 H
XpoHH4HO 6B0peqno 3aboniBane, ChpACUHO-CHROBO 3a00ABaHe MK M aBeTe. [IpoyuBaneTo e
NpeKpaTeHo NPEKACBPEMEHHO NOPaay MORKHINEH PRCK OT HebnaronpuaTHu nociaeauny. Kakro cbpaeyuHo-
ChAOBATa CMbPT, TAKA H HHCYJITHT Ca NO-HYECTH B FPYIIATa HA ATHCKUPEH, OTKOJIKOTO B rpynara Ha
nnauedo, a NpeaCcTaBABALHTE HHTEPEC HeXeNaHH CbOMTHA H CEpHO3HH HeXeNaHH ChOHTHA
(xunepkanueMus, X¥knotoHHs H 6p6peuna AuchyHKIRR) ce ChOOIRABAT NO-4ECTO B rpynaTa Ha
ANMHCKHPEH, OTKONKOTO B IpyrnaTa Ha niauebo. |

[lennaTpuuHa nomynauus

Xunepronus
AHTHXUIIEPTEH3UBHUST edeKT Ha BAICApTaH € OLEHEH B X0 HA YETUPH paHIOMH3HPHA

KNMUHWYHH NpOyYBaHus Mpu 561 neanaTpUyuHK NMAlMEHTH HA BB3pacT oT 6 10 18 roan
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NeAHaTPHYHH NAlHEHTH Ha Bb3pacT OT 1 oo 6 roaunn. Hapyuenus Ha Ob0penuTe ¥ MMKOYHATE ITHTHILA
¥ 3aTIILCTABAHE A HAM-YeCTHTE MONIEKAITH MEAHIHHCKH ChCTOSHHSA, KOUTO JONPHUHACAT 32 PA3BUTHETO
Ha XHIIEPTOHHA NPH JelaTa, BKIIOYEHH B IIPOY4YBAHUATA. |

KIHHHYEH OUUT [IpH leua Ha WK Haj 6 roANIIHE Bh3pacT |
B eqHO KIMHUYHO NPOyYBaHe, BKINIOYBAIMO 261 XUNEpTeH3MBHY NALHEHTH HA BH3pacT oT 6 A0 16 ronunmy,

nagdenTuTe ¢ Terno < 35 kg nomyyasar 10, 40 unu 80 mg Bancapran AHeBHO noj gopMara Ha TabieTku
(HHCKa, CpPelHa M BHCOKA 1032), a naumMeHTHTe ¢ Terno >335 kg nonyyasar 20, 80 win 160 mg Bancapran
NHeBHO noj gopMara Ha TabneTkH (HHCKa, Cpe/lHa H BHCOKaA J103a). B kpas Ha BTOpaTta ceaMHlIa
BaJICAPTaH BOAH A0 A0303aBHCHMO MOHMXEHHE KAKTO HA CHCTONHOTO, TAKA U HA IHACTOJHOTO HAIATAHE.
Tpute no3u Bancapra (HHCKE, CPeAHa H BHCOKA) 3HAYMMO NOHWKABAT CHCTONHOTO HAJNAraHe CLTBETHO C
8, 10 ¥ 12 mm Hg cipgMo u3xoauuTe cTOMHOCTH. [lanpeHTHTe Ca paHIOMH3NPAHH J1a IPOXBIDKAT 14
NpHeMaT ChUIMTE 03 BalCapTaH Wi Ja MpeMuHaT Ha mianebo. I1pn nanueRTHTE, KOUTO NPOIBIKABAT
JA IIPHEMAT CpeliHa ¥ BHCOKA J03a BaicapTad CHCTONHOTO HaJMrane € cpeano ¢ 4 u 7 mm Hg no-"ucko
OTKOJIKOTO TIPH NALMEHTHTE HA JicueHHe ¢ muaunedo. I1py nauueHTHTe, NpHeMaLld HHCKa 1033 BajicapTaH
CHCTOJIHOTO HaniArade € nofao6HO Ha TOBa NpH MAaLHEHTHTE Ha JeueHue ¢ miane6o. J[0303aBUCHMHAT
AHTHXHMIIEPTEH3UBEH ¢(pEKT Ha BAICAPTAH ¢ HANMIIE IPH BCHUYKY JieMorpadcku cybrpynm.

B eano Apyro KNMHMYHO Npoy4BaHe, Boo4YBamo 300 neguaTpHYHy NAlMEHTH C XUIEPTOHUSA Ha Bb3pacT
oT 6 10 18 roauHu onpefeneHy NailieHTH ca paHAOMH3IHPAHH Ja NpHEeMaT BaJICapTaH HIIH CHAJIAIIpHI B
npoab/pkeHue Ha 12 ceamunu. denara ¢ Terno >18 kg u <35 kg npuemat 80 mg Bancapran winn 10 mg
eHaTAIPHT; Te3H ¢ Terno 235 kg u <80 kg npuemar 160 mg pancapran uiax 20 mg eHANANIPHIL, a TE3H C
terno 280 kg npuemar 320 mg eancapran unn 40 mg eHananpui. [IOHHKEHHETO HA CHCTOHOTO
HajATraHe € CpaBHHMO MeX Iy NalHeHTHTe nMpHeMalny Bajcaprak (15 mm Hg) u enanmanpun (14 mm Hg)
(p-crofidocT 3a He no-Manka epurkacHoct <0,0001). [ToxoOHHU peaynTaru ce HabMmoJaBaT H 3a
AAACTONHOTO apTepHaNHO HansraHe, nodwxexnne ¢ 9,1 mm Hg u ¢ 8,5 mm Hg chorBeTHO € Bancap‘ran HC
SHaanpHIL.

KJIHHHYEH ONUT NpH Jena nona 6-roauinna Bb3pacT -
[TpoBeaeH# ca ABe KIHHUYHHA IPOYYBAHUA NPH NMALMEHTH HA B'bapacT ot 1 10 6 roguHu ¢BOTBETHO ¢ 90 M

75 nanueHTy. B npoyuBaHuaTa HE Ca BKIIOYEHH Jela nog 1 roausa. B mepBOTO NMpoy4BaHe
edukacHOCTTa Ha BAJICAPTAH € AOKA3aHa CIpAMO Iu1anebo, HO He e IeMOHCTPUPAH J0303aBUCHM
KIHHHYEH OTroBop. BbB BTOPOTO NpoyUuBaHe IO-BUCOKATE AO3H HA BAJNCAPTAH ca CBLP3aHHK C NMO-TONAMO
MOHMXXEHHWE Ha apTepPHAIHOTO HaNAraHe, HO TEHIESHLHATA 3a A0303aBHCHM KIHHHYEH OTTOBOP HE ITOCTHUTa
CTATHCTHYECKAa 3HAYHMOCT H PA3JIHKATa CNIPSAMO JISYEHHETO ¢ INanebo ¢ HecuruudukanTHa. [lopagu Te3n
HECBOTBETCTBHS Ba/ICAPTaH He Ce Npenopbhysa 3a ynorpeba B Tasd BbipacTosa rpyna (Bx. Touka 4.8).
EBponefickaTa aresius o nekapcTsarta 0CBob0XkIaBa OT 3aAbDKEHHETO 3a IPEJIOCTABSHE Ha
pe3yNTATHTE OT NPOYYBaHMATA ¢ Bancapun BBB BCHUKH NOArPYINH Ha NeAHATPUYIHATA NOMyNALHA ChC
ChpAEYHa HEAOCTATHYHOCT M ChPAEYHA HEJOCTATHIHOCT CIEA NpeceH MUOKapASH nHapkT. Brxkre Touka
‘4,2 33 undopMaLg OTHOCHO I€AHATPHYHATA ynoTpeda.

5.2 dapMakoOKRHETHYHH ¢BoOlicTBa

AbcopOuns:

CreJi IepOpANHO MPHAOKEHHE CAMO Ha BaJICApPTaH THKOBHTE IJIa3MEHH KOHILEHTPAllHH Ha BajcapTaH ce
HOCTHTAT 3a 2-4 yaca rpH TabneTku ¥ 1-2 yacanpu nepopajinus pasteop. Cpennara abcomoTHa
OHOHANHYHOCT e 23% npu TabneTky U ChOTBETHO 39% npu nepopalkug pa3TBOp. XpaHaTa HaMalIdBa
excnosunpaTa (usMepeHa ¢ AUC) Ha pancapTtan ¢ okolio 40%, a nMkoBara nnasMeHa KOHLEGHTpalus
(Cmax) ¢ okos0 50%, BEIpekH ve 0kojIo 8 Yaca clel nprueMa IUIa3SMEeHHTE KOHLIEHTPALNK Ha BaJICApTaH
ca noaoOHU B rpyNIUTE HA NPUEM CNeJ HaXpaHBaHe M Ha rnajno. Tosa nonwxenne Ha AUC

MOXKe Ja ce AaBa CbC Wik 63 xpaHa.

Paznpenenenne:




O0eMBT Ha pasnpelieieHHe Ha BaJICAPTaH NPH ChCTOSHHE HA HACHUIAHE CNEX HHTPABEHO3HO MPHIOKEHHE
e okono 17 1uTpa, KoeTo NoKa3sa, e BAICApTaH He ce paslpelens eKCTeH3UBHO B ThbkanuTe, BancapraH €
B roAMa CTENEH CBBP3aH CbC CEPYMHHUTE NPOTEHHH (94-97% ), IpeAUNMHO CBC CEPYMHNA aTOYMHH.

‘BuoTpancdopMauus:

Bancaprau we ce 6buorpancdopMupa B ronaMa CTeneH, Thif kaTo caMo okosie 20% or f03ara ce OTKpHBa
kato Metabonutu. B miazMara € ycTaHOBEH XHAPOKCUMETA0OIUT B HHCKH KOHIEHTpalMH (110-MJIKO OT
10% ot AUC na sancapran). To3u Merabonut € papMakoJIOrHyHO HeaKTHBEH.

Exckpenus: | -
Bancapran noxassa MyJITHeKCIIOHeHLIMaNHa KHHeTHKA (t 20 < 1 vac ut %2 B okono 9 uaca ). Bancapran
ce eNMMHHMpa npeAuMHO 4pe3 OunnapHa ekckpelus ¢ dekanuure (okono 83% ot goszara) u ot
6pOpenute upes ypunara (oxono 13% ot mosara), rnaBHO KaTo HEMPOMEHEHO JeKapcTBo. Cren
MHTPABEHO3HO NMPUIOKEHHE INIA3MEHUAT KITUPBHC Ha BaJicapTaH € oKono 2 1/4ac M HeroBuaT 6u0peucH
knupbHC € 0,62 1/4ac (oxono 30% ot o6mus kupeHC). [10IyHBOTHT Ha BajlcapTaH e 6 Yaca.

Basncasun 160 mg ¢punMupaHs TabaeTku

[Ipu nanueHTH ChC ChPACIHA HEAOCTATHYHOCT
CpenHoTo BpeMe 3a JOCTHIaHe Ha NHKOBH KOHLIEHTPALH K BPEMETO Ha NOMY>KHBOT HA BAJICAPTaH NMPH

MalMeHTH ChC ChpAcYHA HEJIOCTAThYHOCT ¢a MOACOHH Ha Te3H, HabmonasaHy IpH 3ApaBH JoOpoOBOIH
AUC 1 Cmax cToliHOCTHTE HA BaJICApTaH Ca MOYTH NPONOPLHOHAHH C MNOBULIABAHE HA 7034T4 Ha
KIMHHYHEA 50308 HHTEpBan (40 no 60 mg apa rbTH AHEBHO). CpeJHUAT QaKkTop HA HATPYNBAHE € OKOJO
1,7. lIpHBHAHHAT KITHPEHC Ha BajCapTaH Clel epopaiHo Npunoxkenne ¢ npubmusurtenno 4,5 1/ qac.
BrapacTTa He 3acAra OpUBHAHHMAT KJIHPEBHC NPH MALMEHTH CHC CHPACYHA HeJIOCTATBYHOCT.

CneuyanHy rpyny NAIMEHTH

[lanneHTy B CTap4Yecka Bb3pacT
I[ipu HAKOM NAIIHEHTH B CTapuecka BB3pacT € HabnrozaBaHo Manko mo-BHCOKO 0010 pasnpeaeneHue Ha

BaJICAPTaH B CpaBHEHHE C MJIaAUTE NMALIHCHTH. Topa obaue HAMA NOKA3AHA KIHHAYHA 3HAYHMOCT.

Hapyinena 666peuna us

KakTo ce ouakpa 3a BellecTBO, 4uiiTO 6b6peycH KIHPBHC € OTrOBOpeH caMo 3a 30% ot obLIKA naasMeH
KJIHPBHC, HE € OTYETEHA Kopenauus Mex Iy 0s0peyHata GyHKuUMg M 06IMOTO paznpencneHue Ha
BajicapraH. [lopaau Ta3u npUyHHaA He ce Hajara KOpMIHpaHe Ha 403aTa NpH NagueHTH ¢ Opbpeyuno

- yBpexJaHe (KpeaTHHHHOB KIMpbHC > 10 mL/min). JIuncear nanuu 3a 6e3onacHa ynorpeba npu
NallHEHTHTE C KPEaTHHUHOB KIMpPBHC < 10 mL/min) H Ipy npoBeXaalINTe qUaNH3a, MOPAAH KOETO
BaJIcCapTaH TpabBa Aa ce ynoTpeOsBa ¢ NOBHIIEHO BHUMAHKE NIPK Te3U NauueHTH (BXK. Touky 4.2 u 4.4).
Bancapran ce cBbp3Ba ¢ IUIa3MEeHHTE NIPOTEHHH BBEB BUCOKA CTENEH H HAMA BEpOATHOCT Ja Obae
OTCTpaHeH upe3 AHaIH3A.

YeproapoOHO YBpexaane
[Iprbau3nrenno 70% ot abcopOupanaTa 1034 ce eNMMHMHMPA B XKIThYKATa, [VIABHO B HeNpoMeHdeHa Gopma.

Y aBosBane Ha excriozuluaTa (AUC) e pabmonapaHa MpH MalHeHTH ¢ IEKO A0 YMEPEeHO YepHoapodHO
yBpexaHe, B CpaBHEHHE ChC 3paBH xopa. He e nabmoaasana obadve kopenauus Mexay nia3smeHaTa
KOHIIEHTpallid Ha BaJicapTaH U CTENCHTA HA YepHOApoOHA IHCOYHKUMA. BajcapTaH He € NpoyYeH NpH
NalMEHTH C TeXKKa 9epHOAPOOHA AMcOYHKUHA (BXK. Toukk 4.2,4.3 u 4.4).

[leanaTpuyHa nomynanys
B eano npoyusaHe ¢ 26 neauaTpHYHK MalHEHTH ¢ XMNEPTOHUA (Ha BB3pact oT 1 g0 1

€IHOKPaTHO NMpHJaraHe Ha BajicaptaH noji ¢opMara Ha cycnensmus (cpenuo: 0,9 no 2




- Ao3a 80 mg) kupbHCHT (IETpU/4ac/kg) Ha BalcapTaH € CPABHHM MEX/Y OTAENHHTE Bb3pacTH oT | Ao 16
FOAMHH H MOA00EH Ha TO3H MPH Bb3PACTHH MALMEHTH, TPHEMALIH CHIIHTE AO3H.

Hapymiena 6p6peuna ¢pynxius

Ynorpebara npy NEAHATPHYHH NALHEHTH C KPEaTHHUHOB KJIHpbHC <30 ml/min U neanaTpuyHH
NalMeHTH, [TOAN0XKEHH Ha XeMOIMa/H3a, He € MpOY4eHa H MopaAM Tasd NPHYHHA He ce NIpenophyBa
- IIpMIIaraHeTo Ha BaJCapTaH NpH TaKMBa nauMeHTH. He ce M3KHCKBA XOpHIrHpaHe Ha J03aTa NpH
NEAUATPUYHH NAIHSHTH ¢ KPEATHHHHOB KIHPBHC >30 ml/min. Brbpeunara QyHKIINA 1 HHBATa HA
CepYMHuUS KaiHil Tpabpa Aa ObaaT BHUMATENHO NpOCneaaBaHy (BXK. ToUkH 4.2 1 4.4).

5.3 [IpeaxnREAYHA NaHHE 32 6e30nacHOCT

[MpeaxTMHUYHUTE AAHHH HE TIOKA3BAT 0COGEH pHCK 3a XOpaTa Ha 0a3a Ha KOHBEHLIMOHAJIHHTE
($apMaxKoOrHYHH H3MUTBAHKA 3a 6e30MacHOCT, TOKCUMHOCT NPHW MHOTOKPATHO NPHIIOKEHHE,
INeHOTOKCHYHOCT H KAPLIIMHOTEHEA MOTEHLHA.

Ilpy mrpXoBE TOKCHYHHM J03H 3a Mailikara (600 mg/kg/aeH) no Bpeme Ha NOCASAHHATE JIHH OT
6peMeHHOCTTa H NEPHOAA HA NTAKTALIMA Ca JOBEIR JO MO-HHUCKA CTENEH Ha 11 PEXKH BAEMOCT, No-cnabo
HaA/aBaHe Ha Terno H 3abaBeHo pa3BHTHE (OTACIAHE HA YIIHATa MHJIA H OTBapsAHE Ha CIYXOBHA KaHa)) Ha
nokoneHuero (Bx. Touka 4.6). Teau Ao3u npu mwrbxope (600 mg/kg/nen) npeAcTapNABAT IPHOIHIHTEIHRO
18 mbTH MakcHMaNHaTa Npenopb4BaHa /034 IpH Xopa Ha Gazara Ha mg/m? (H3UMCNIEHHATA CE OTHACHT 38
nepopanya go3a 320 mg/aed 1 ¥ nanuenT ¢ Terno 60 kg). IIpk npeAKITMHHYHA NPOYUBaHUS 3a
6e30nacHOCT BUCOKH A03M Bancapran (200 ao 600 mg/kg TenecHO TETNO) NPEXH3BHKBAT IIPH ILTLXOBE
HaMaJIABAHE HA [IapaMETPUTE HA YUEPBEHUTE KPLBHH KINETKH (€PHTPOLIMTH, XeMOTNIOOHH, XeMaTOKPHT) 1
NPHYHRABAT MPpoMeHH B OpOpeuHaTa XxemoauHaMHKa (JIeKO NOBKILABAHE HA NAa3MeHara yped, Op0pedna
TyOynHa Xunepnnasus H 6azoduiaus mpu Muxkkure). Te3n ao3u npH nasxose (200 xo 600 mg/kg/nex)
npeAcTaRIABAT NpUGNH3nTENHO 6 B 18 MHTH MaKCHMANHaTa NpenopLYBada 103a MPH Xopa Ha 6azaTa Ha
mg/m?* (M3UUCTIEHUATA C€ OTHACAT 3a nepopainHa nosa 320 mg/nen u nanuenT ¢ Terno 60 kg).

[Ipu mapMo3ers B noaoOHU A03H UMa NOACOHH, HO NO-TEXKKH IIpOMEHH, ocobeHo B 6bOpeiTe, KbaeTo
POMEHMTE C€ pa3BHBAT JO He(PONATHA, BKIIOYBAILa MOBHIIEHH ypes H kpeaTuHnd. Habmozasa ce cpio
xunepTpodus Ha ObOpPETHHATE IOKCTArNIOMEPYJIHH KIIETKH M NPH ZBaTa BHAA. CHHTA ce, Y€ BCHYKH
NPOMEHH Ce TbJDKAT Ha (papMaxoNnoOrHyHOTO AeHCTBAE Ha BAlICApTaH, KOETO BOAM A0 NPOXL/DKHTETHA
XATIOTOHHA 0C0beHo npn MapMoseTHTe. Mariexaa, ye TepanesTHyHaTa 1033 Ha BAJICAPTAH MPH XOpa He €
CBBp3aHa C XHINEpTPodhHs Ha OBOpeUHHUTE IOKCTArNOMEDPYITHH KNETKH.

‘

[legnaTpuyHa nony.Janus
ExeHeBHOTO NepopanHo NPUIOKEHHE HA BAJICAPTAH [IPH HOBOPOJEHH/MJIALH NIIbXoBE (0T 7-MH Ao 70-

TH [IOCTHATaJEeH AeH) B Aok 1 mg/kg/aeH (okono 10-35% ot MakcMManHaTa npenopbYBaHa NegRaTpH4Ha
no3a 4 mg/kg/neH Ha 6a3a cHCTEMHa €KCIO3HIIEA) NPeAH3IBHKBA TpaitHO, HeoOpaTHMoO 6b0peyHo
yBpexaaHe. CnoMeHaTHTe NOCNERKIM [IPEACTARIABAT OMAKBaK arpaBHpaH (papMakoJIorHicH eeKT Ha
MHXMOHTOPHTE Ha AaHIHOTEH3UH KOHBEPTHPALIMA €H3HM H aHrHoTeH3HH I peuentopHuTe 610KepH, KATO
noaobuu edekTH ce Habmonapar, ako IUTbXOBETE ¢a OHJIH MOANOKEHH Ha JIeYeHHe Npe3 MbpBHTe 13 AHM
OT XXHBOTA UM. TO3H NEpHOJ ChBNAa ¢ 36-Ta recTallHOHHA CEAMHUIIA IPH XOpa, KATO MOHAKOra MOXe Ja
6nae yabiokeH no 44 ceqmuny ciiell KOHUEnuMATa. [LThX0BeTe B OBEHIIHOTO NIPOYYBAHE HA BAJICAPTAH
npueMart pancaprad A0 70-TH AeH U eeKTH BbpXy pa3BHTHETO Ha 6n0peunre (4-6 NOCTHATANIHH
CEAIMMIM) HEe MOTaT Jia ce€ H3Kmo4ar. PyHKIMOHANHOTO pa3BUTHE Ha OBE0Opeka e nponec, KOATO NpH
Xopata MpoABJIXKAaBa ¥ Ipe3 MbpBaTa rOJAMHA OT xHBOTA. CNenoBaTeNHO, NPH Aela Ha Bb3pacT <1 roauHa
HEe MOXe Ia ¢e H3KIOUMH KIHHHYHA 3HAYBMOCT, JOKATO NPH TE3H NO-ToJeMH OT |1 roguHa
NpeAKNTHHHYHUTE JAHHM HE MOKA3BAT HAKAKBH ITPHTECHEHHA OTHOCHO Ge30macHoCTTa.




6. PAPMALIEBTHYHHA JAHHH

6.1 CnuchLK Ha NOMOIIBHATE BeMECTBR

Axpo Ha TabneTkara

JIakT03a MOHOXHIpAT

Llenynosa Ha npax

Xunpomenosa

Kpockapamenosa Harpuii

CunuuueB AHOKCHA, KONOHIEH, Oe3poaeH
Marnesues creapar

MDUIMOBO NOKPHUTHE
Xdnpomenosa

Makporoa 8000

Turanos muoxcna (E171)
Tamxk -

Xenesen okcug xbiat (E 172)

6.2 HecrmecTAMOCTH
Henprioxumo.

6.3 Cpox na roghocTt
160 mg: 4 roquHH.

6.4 CuennajnH YCJIOBRBE HA CbXpaHEeHHE
- Jla ue ce cexpansBa Hag 30 ° C.

6.5 laHHHE 38 ONIAKOBKATA

PVC-/PVDC —-anymMunuit 61HCTEPHH ONAKOBKH.

Bancaeun 160 mg ¢punMuEpanu TabneTky

Onaxoexw ot 10, 14, 28, 30, 50, 56, 90, 98 u 100 dunmupann Tabnerky.

He BCHYKH BHAOBE ONIAKOBKH MOTAT Ja G'L,I[aT ITYCHATH B npo,naxcﬁa.

6.6 CnenEanBg Npegna3HE MEPKH OPR HIXBLPJISHE
Heu3non3BaHAAT NPOAYKT WIH OTNIaXLYHHTE MATEpHANK OT Hero TpadBa fia ce N3XBLPIAT
B CHOTBETCTBHE C MECTHUTE H3IHCKBAHHA.

7. MIPUTEXATEJ HA PAZPEIIIEHHETO 3A YIIOTPEEBA
STADA Arzneimittel AG

Stadastrasse. 2-18

D-61118 Bad Vilbel

['epmanus

8. HOMEP(A) HA PAZPEILIEHHETO 3A YIIOTPEBA
Bancasra 160 mg: Per.Ne: 20100305 |

9. JATA HA ITBPBO PA3ZPENIABAHE/TIOTHOBSIBAHE HA PABPEINIIEHHE
YIIOTPEBA .




Hara Ha mbpBo paspewapane:03.05.2010
Hara Ha nocneaHo noaHosssane:12.03.2015

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
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