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Bancasuit Komm 160 mg/12,5 mg puaMEpany TabneTkn
Valsavil Comp 160 mg/12,5 mg film-coated tablets
2. KAYECTBEH 1 KOJIMUECTBEH ChCTAB

Beska tabnerka chaspxka 160 mg Bancaprau (valsartan) v 12,5 mg XuAPOXNOPOTHA3KA
(hydrochlorothiazide).

TToMOWHO BEIMECTRO C H3BECTHO AckicTaue: Beska TabneTka chabpxa 66,42 mg nakrosa
MOHOXUJpAT.

34 MHIHMA CIIHCHK Ha HOMOIHHTE BelliecTBa BHXTe TOuka 6,1,

3, JEKAPCTBEHA ®OPMA

Baacasna Komn 160 mg/12.5 mg dbuaMupady TabneTkn

KadspH, 1BOHHOH3IBKHA, MPOABATOBATH QUIMHPAHH TAGNETKH.

DumvupaHnTe TabNeTky He TpAOBA N3 Ce IENAT.

4, KJIIMHWYIHHA JAHHHA
4.1 TepaneBTHYHH MOKA3aHHHA

Jleyenue Ha eceHUMANIHA XHICPTORUA HPH BB3PACTHA.
Bancasun Komn ¢ukcrpanara 10308a KoMOHHAUMA € MOKa3aH [IPH NAUKEHTH, YHETO aPTEPHATHO
HANATAHE HE ce KOHTPOIMPA afeKBATHO OT MOHOTEPANHS ¢ BAICAPTAH HITH XHAPOXNOPOTHASH/L

4,2 To3npoBKA H HAMHM HA NpPHICKEHHE

Ho3uposka

Tlpenopbusanata no3a Ka Bancasun Komn e eana dpunmupana tabnetka AHEBHO.
Ipenophusa ce MHIMBUAYATHO THTPHPAHE HA NO3KTE HA OTACHHHTE KoMIoHeHTH. [Ipu Boeky
ciryyalt e HeoBXoaHMO Jia ce NpaBH NOKa4YBalIOTO THTPHPAHE Ha /(03aTa HA OTAEHATE
KOMIIOHEHTH, 34 A4 C& HAMaJii PUCKA OT XHNOTOHHA M APYTH HEXKEIAHH PeaKiuy.

Koraro e YMecTHO OT KNKHHYKA re/lHa To4Ka, O MOrIo Aa ¢e 00CHAN AMPEKTHO NpeMUHABaHE
OT MOHOTEpanys KbM JIEYeHHE ¢ KOMOMHAIMS OT PHKCHPaHH JO3H NPH NALHEHTH, YHETO
ApTepHUANHO HAATAHE HE ce KOHTPOAHpAa AAEKBATHO OT MOHOTEPANMA C BANCAPTAH KIIH
XMAPOXMOPOTHAZMA, IPH YCIIOBHE 4€ CE ClIE/IBA NIPENOPBYBAHOTO THTPHUPAHE Ha AO3HUTE HA
OTJIETIHATE KOMIIOHEHTH.

Ciieq 3an04BaHe Ha TepanHsTa TpROBa /12 ce HanpaBy OlIEHKA Ha KTMHHYHUSA OTTOBOP CIPAMO
Bancasun Komn ¥ ako He ce NOCTUTHE KOHTPOJ HAa APTEPHATHOTO HANSTaHe, £03daTa MOXe 3 ce

320 mg/25 mg.

AHTHXHIIEPTEH3HBHHUAT €QEKT € MOAYEPTAHO HANKYEH Clell 2 CEAMMULUH.




ITpu noeeyeTo MaUMEeHTH MaKCHMAaNeH ebekT ce HabMmoaBa B pAMKUTE HA 4 CeAMHIIK.
Hezapucumo OT TORA, IpH HAKOH MAllMeHTH MOXkKe Aa ReobXoguMo aevenue 4-8 cenmuin. Tosa
TpaOBa Aa ce UMa NpeBAL MPH TUTPAPAHETO HA A03ATA.

Havun na npunoycenue
Bancaesnn KoM MoXe fia ce TIpHeMa ¢bC WM Gea Xpana 1 TpabBa Ja ce mpHeMa C BOJA.

Creyuannu nonyaayuu

Bvbpeuno yepencoane

He ce Hanara KOpHrHpase Ha [O3aTa NpH NAIMEHTH C JIEKO JO yMepeHo GbOpevHo yBpexaane
(cxopoct Ha miomepynna duntpamud GFR > 30 ml/min). [Topann xuapoxaopoTHasHanata
KOMIIOHeHTa Bancaerr KOMIT € MpoTHBOMOKA3aH [MpH MaHEHTH ¢ TeXKKO 6p6petHo yBpexIaHe
(cxopoct Ha rnoMepynHa puntpamua GFR< 30 ml/min) n anyprg (B, Touxku 4.3, 4.4 n 5.2).
EnHOBpEMEHHOTO NIpHEMAHE HA BAaNCAPTaH H ATNCKHPEH € NPOTHBONOKA3AHO IPH MAUHEHTH C
6p6peuro yspexaane (GFR< 60 ml/min/1,73 m?) (puxTe Touka 4.3).

Huabem

EnnoBpeMeHHOTO NPHEMAHE HA BA/ICAPTAH B ATHCKUPEH € TIPOTHBONOKA3AHO NPH MANHEHTH CbC
3axapeH nuabet (Buxre ToAKa 4.3),

Yeprodpobno yepexcoane

[Ip¥ maumeHTH ¢ jieKo 10 yMepeHo YepHolpobHO yBpexaane 6e3 xonectasa Jo3ara Ha BAICApPTaH
He Tpa0Ba aa npepamaBa 80 mg (BX. Touka 4.4). He ce Hanara kopurapaHe Ha J03aTa Ha
XHAPOXTOPOTHAIM/L TIPH JIEKO IO CPEAHO TEXKO 4epHORpoOHO yBpex aane. [Topaau Harnune Ha
BajcapTan B KOMOMHALHATA, eHOBpeMeHHaTa ynoTpeba Ha Bancasun KoMn u anmckuper npu
HAUHEHTH ¢ TEKKO YepHOAPOOHO yBpexaaHe € mpoTURONIOKa3aHa, Bancasun Komn e
IpOTHBOIOKa3aH [IPH NALHEHTH ¢ TEXKO SepHOApoOHO YBpexnaHe (B, Toukd 4.3, 4.4 1 5.2).

HMaguenmu ¢ crmapuecka gvpacm
He ce Hanara npoMsHa B JO3HPOBKATa NPH NALKEHTH B CTApYECKA BH3PACT.

Ileduampuuna nonynaqus
Bancasun KoM He ce mpenopnHea 3a MPHIOKEHHE NIPH Aena ToX 18 rogHAH nopaay JHICA Ha
JaHHH 3a 6e30MacHOCT U eQUKACHOCT.

4.3 IIpoTRBONOKA3aHAS

- CBpBXYYBCTBUTENTHOCT KBbM BaJICApTal, XUAPOXIOPOTHAZHA, ZPYrH CyiPOHAMUIHI
TIPOM3BOJHH HiM KbM HAKOE OT MOMOIIHHTE BeliecTRa, H30poeHHu B Touka 6. 1.

- Brop# H TpeTn TpUMecTEp Ha OpeMeHHOCTTA (TO4KH 4.4 1 4.6),

- Texko yepHOAPOOHO yBpeXaHe, GUIHMapHa UPO3a U XONECTasa.

- Texkxo OBOpeyHO yRpeKAaHe (KpeaTHHHHOB KITHPBHC <30 ml/min), aHyphs.

- PedpakropHa XMnokanveMHs, XHIIOHATPHEMHKS, XUTISPKAILMEMHUs U CUMIITOMaTHYHA
XHIIEPYPUKEMHA.

-EnnospemenHaTa ynotpeba Ha Bancagun Komn ¢ aTHCKHPeH-ChIbpPXKaIIH MIPOLYKTH €
NpPOTHRONOKA3aHA TIpH NAIMEHTH CbC 3axapen auabet nim 6u6peuno yepexaane (GFR < 60

ml/min/1,73 mz) (B, Toukn 4.5 1 5.1).

4.4 CoenuanRe npeynpexaeHAs U NPeina3HH MepKH HpH ynoTpeda




HQQMCHH B HUBATA Ha CEPYMHHUTE CNEKTPOJMTH
Bancapman

EnnoBpemenHara ynotpea ¢ kanHeRH 100aBKM, KATHA-CHXPAHABAIUY AUYPETUIIM, 3aMECTATENH
Ha CONTa, ChABPKAIIN Kanuil, WIH JpyrH NeKApCTBEHY OPOAYKTH, KOHTO OMXa MOrIH Ja
NOBKILAT HHBATA HA Kaduii (XeNapHH H T.H.), HE CE NpenopLyBa.

CroitHocTHTE Ha KanHg TpAOBa Aa ce MOHHTOPHUPAT CEOTBETHO.

Xudpoxnopomuasuo
IIpyu neveHue ¢ THA3HIHK IHYPETHIH, BRIIOUUTENHO XHAPOXIOPOTHA3N], Ce ChOGIMARa 38
CIyYaH Ha XunokanHeMmus. [Ipenopsuea ce 4ecTo MOHHTOPHPAHE Ha HABATA HA CEPYMHHA KaJTHIA.

JleyenuneTo ¢ THAIMAHM AUYPETHLH, BKIIOYATENHO XHAPOXIOPOTHAZH], CE CBBP3BA C
XHMOHATPHEMMA H XHIIOXIOpeMHYHa ankanosa, THazuauTe, BRIIOYHTENHO XHAPOXIOPOTHA3HA,
NOBHUIABAT EKCKPEUHATA Ha MarHe3Hi B ypHHaTa, KOCTo MoXe Ja AoBele A0 XHIOMAarHe3HeMus.
ExckpelaTa Ha Kaiuii HaMal1Ba NoA BIHAHUETO HA THasHAHKUTe AuypeTHln. ToBa Moxe Aa
AOBEAE N0 XHIEPKAMIHEMHA.

Kaxro npa BCHYKY NAUKMEHTH, NIOMYy4aBallld JHYPETHYHO TCHEHHE, € He0OXOANMO Ha MOAXCAALIN
HHTEPBAIIH OT BpeMe Ja Ce OCBLUECTBABA ONpeenIHe HA HHBATA HA CEPYMHHTE SNEeKTPOIHTH.

IManuenTH ¢ HaTpHeB H/Uau 06eMen nedpunnT

[MauneHTHTE, NONy4aBAlNH THASHAHA AHYPETHIM, BKITIOYHTEIHO XHAPOXIOPOTHAZH, TpaOBa fa
ObJaT HabMIOgABaHM 22 HOABA Ha KITHAHYHA NPH3HALH Ha BOACH WIH eNeKTPONKTEH AucGananc.
I[1py nanMeHTH ¢ TeXBK HATPHEB W/HIH o0eMeH aedHIAT, KATO TE3H, KOUTO HOMYYABAT BHCOKH
A03H THYPETHIH, B PEAKHA CIy4YaH Ciefl 3anovpaHe Ha Tepanns ¢ Bamcasun Komn moske za ce
TIOABY CUNTOMATHYHA XMoToHKA, HarpHeBuaT n/unu obemuunaT nepuuur TpaGea aa ce
KOpurupa IpeAH 3aro4Rane Ha tedenueto ¢ Bancarmn Komn.

HQHEHTH € TCKKA XPONHYHA CBPNEYHE HEROCTATEYHOCT HIH APYIH ChCTOAHAS, IPH KOXTO €
HATHIE CTHMYJIAIKHA Ha CHCTEMATA PECHHH-aHT'HOTECHIRH-AIN0CTEPOH

ITpu mauuenTy, ynaTo 6p6pedna GyHxrms 61 Moria Aa 3aBHCH OT AKTHBHOCTTA HAa CHCTEMaTa
PeHHH- AHTHOTCHIHH-aAOCTEPOH (Hanp. natldeHTH ¢ TeKKA 32CTolua chpAeIHA
HEIOCTATEYHOCT), JICUEHHETO ¢ HHXHOHTOPH Ha aHTHOTEH3HH-KOHBEPTHPAIIHA €H3HM Ce CEhp3Ba
€ OJIMTypHA H/HIIH NPOrpecHpalla a3oTeMHus | B peJKH cirydan ¢ ocrpa 6u0peyuna
HepocTaThuHoCT. [1pHnoxennero na Bancasun Komn npy malMeHT! ¢ TexKa XPOHAYHE
¢bpJeuHa HEFOCTATHYHOCT HE € NPOYYBAHO.

CrnenopaTenHo He MOXKE Ja ce U3KIIIOMH, Ye Mopany MHXubHUpaHe Ha CHCTEMAaTa peHHH-
AHI'HOTEH3HH-aJI0CTEPOH NpHaraneTo Ha Bancarun Komnmoske fa GBae cBBp3ano ©
yBpexaaHne ha 6v0peunata dynkuua. Bancasun KoMn He TpabBa fa ce mpunara npH Tezu
MAHEHTH.

Crtenosa Ha GuGpeuna aprepns
Bancaeun Komn e TpaGpa #a ce Nprnara 3a jeueHHe Ha XUNePTOHHA HPU NALMEHTH C
€/IHOCTPAHHA WK ABYCTPaHHA CTEHO3a HA OBOpednuTe ApTepHH HIIM CTEHO32 HA apTepHsa Ha

Ha CepYMHMT¢ HUBA HA ypes B KPEaTHHHH.



IILpRHYEH XHUEPAIAOCTEPOHHILM
TlauyeHTUTE ¢ MEPBHYEH XHNEPAIAOCTEPOHHIEM He Tpa(Ba Ja ce nekynar ¢ Bancapnn KoM,
Thil KaTO TAXHATA CHCTEMA PEHAH-aHTHOTSH3IKH HE € AKTHEHpaHa.

AOpTHa H MHTPaJ/IHA KJIAIHA CTEHO34, XHOEPTPodHIHA 0GCTPYKTHBHA KAPAHOMUEONATHA
KakTo nmpn BcHYKH ApyTH Ba30IUIaTATOPH € Heo0XoaHMo 0Co0SHO IOBMIIEHO BHHMAHHE TIPH
TalHesTy, CTPAKALIE OT A0PTHA WITM MUTpAJIHA CTEHO3a MM OT XHnepTpoduuya ofCTpyKTHEHA
kapAnomuomateg (OXKM).

BrOpeuno yrpexaane

He ce nanara kopurupase Ha J03aTa Ipy natuents ¢ OROPEUHO yBpekaaHe W KpeaTHHHHOB
wiApBHC > 30 ml/min (px. Touka 4.2). lipenopbupa ce NepuoAHYHO MOHHTOPHpAHE Ha
CepYMANUTE HHBA Ha Kaui, KpeaTHHHY H BHKOYHA KHCEIMHA Npy npraarade Aa Bancasun Komn
FpH nanyeHTH ¢ OE0peyHo yepexnaHe.,

ExnospeMenHaTa ynotpeba Ha BAICAPTAR U aTMCKUPEH € NPOTHEOMOKA3AHA NPH MANHEHTH ¢
Os0peuno yepesxaane (GFR < 60 ml/min/1,73 mz) (vx. Touxu 4.3 u 4.5).

Brbpedna TpancoaaBTanus
Ho To3H MOMEHT HAMA HATPYIAH ONMT II0 OTHOLIEHHKe Ha Oe3onacHara ynorpeGa wa Bancasun
Komn nmpu naumenTy, Npexapani Hackopo GrOpeuHa TpascIIauTalms.

Yepuoapobuo yBpexaane

Ipr nanpenTH ¢ 1€KO 10 YMepeHo YepHoApoGHo yRpexknane Ge3 xonectasa Bancasun Komn
TpaOBa Ja ce ymoTpeOARa ¢ MOBHMIIEHO BHAMaHKe (BXK. ToYkM 4.2 1 5.2). HesHaunTenHH NpomMeHn
BLB BOJIHO-EIEKTPONTHUA Dananc No BpeMe Ha Tepanus ¢ THA3HAHHE JHYPeTHLH MOXe Aa
YCKOPH pa3BHTHETO Ha YyepHoApofHa KoMa NpH HALUEeHTH ¢ YBpeaeHa dyepHoapobHa $yHKmus
WM MporpecHpao 4epHoapofHo sabomnpane.

AHaMHE2a 33 AHTHOSAEM

AnTHOE#EM, BKAIOYUTENTHO NIOAYBaHe HA TapHHKCa U MIOTHCA, Npean3BUKBaLl oOcTpyKuus Ha
JHXaTeNHHTe ITBTHLIA W/HIH NOAYBaHe Ha THUETO, YCTHHTE, PapHHKCa H/AIH e3HKa € JOKNANBaH
IIpH NaRHEHTH, TeKyBaHH C BAICAPTAH; HAKOH OT Te3H NalHeHTH ca HMali B MHHAN0TO
aRTHoeAeM IIPH yNoTpeba Ha APYTH JekapcTBeHH NPOAYKTH, Bmountendio ACE nuxuGuropu.
Bancaeun Komn tpabea HezaGaBHO Aa 6Be npeycTaHOBeH MPH NAMEHTH, KOMTO pasBHaT
aHTHOEAEM M Je4eHHeTo ¢ Hero He Tpabsa na 3amoysa 0THOBO (BIDKTE pasznen 4.8).

CHeTeMeH JIYOYC epETEMATOEC

Crobmasa ce, ue THA3UJHUTE JHYPETHIM, BITIIOYHTENHO XHAPOXNOPOTHAZHT, MOTaT aa 060CTpAT
WIH Ja aKTHBHPAT CHCTEMEH JIyIyC epUTeMaToAed.

JApyry meTaboNATHE HADYLIEHUS
TuasuaHNTE OHYPETULH, BKIIOYHTENHO XHIPOXIOPOTHASH, MOTAT 14 HAPYINAT TIOKO3SHUS
TOEPAHC K A NOBMLIAT CEPYMHHATE HHBA Ha XONECTEPOI, TPHITHUSPUAN H NHKOYHA KMCelHHA.
[TpH nanmeHTH ¢ AMabeT MOXKe Aa & HeOGXOAHMO KOPHIHPAHE HA K034TA HA HHCY/THHA HiH Ha
AepOPATHOTO XHHOTTHKEMMIHO CPENCTRO.

THasngHUTe TUypeTHUM MOTAT a MIOHHKAT eKCKPeHaTa Ha Kaliuit B ypyHaTa u X
HHTEPMHTEHTHO JIEKO NOBHIIABAHE HA HUBATA Ha CEPYMHMS KANLMI NpH AMIICE HA,




HapylIeHHe Ha Kanuuesns Merabonuzem. M3paseHata xunepKanuueMus MOXE 1a e
AOKA3aTENICTBO 38 NOANEKALL XHIEpPNapaTHpeoHaH3bM., [IpHEMBT Ha THA3UIAHH AHYPETHLMA
TpaGBa ga OGAe NpeKpaTeH npeld NPOBEKAAHETO HA HICAEABAHHA HA HapaTHPEORAHHTE
thyHKIHY.

DoTOYYBCTBATENHOCT

Crobmrapa ce 3a cyyau Ha peakiiuy Ha GHOTOUYBCTBHTENHOCT IPH OPHEM Ha THA3HAHH
IUypeTHLH (BX. Touka 4.8). Ako peakuyaTa Ha OTOYYBCTBATENHOCT BL3HUKHE B X013 Ha
NEYEHHETO, C¢ MPETIOPBYBA CIIHPAHE HA JIEUEHHETO. AKO C€ CYATA 33 HeoOXOAMMO MOBTOPHO
npujarasde Ha QUYPETHKAE, Ce NPeNopbYBa 3aLHTa Ha 0OIaCTHTE, HIIOKEHH HA CTHHIE HIH
mkycreena UV cpeTimna.

Bpemennoct

He tpa6Ba na ce 3anouea nevenue ¢ anrnorensud Il peuentopuu 6nokepu (APB) no Bpeme Ha
GpemenHoCT. OcBeH ako NMPOABDKUTENHATA Tepanka ¢ APB ce npelieHd KaTo chlllecTBeHa,
NedeHHeTO HA TALMEHTKY, KOUTO IIaRyBaT OpeMenHoCT, TpAGBa Aa Obae 3aMeEHEHO ¢
anTepHaTHBHO aHTHXHIEPTEH3NBHO NEYECHHE C YCTAHOBEH Npodua Ha He30T1acHoCT 3a yIoTpeda
o BpemMe Ha Opemennoct. [1pn ycranoBsBane Ha OpeMeHHOCT NeveHueTo ¢ APB Tpabea
He3a0aBHO 1A ce TIPeyCTaHORH H Ja C& 3aI0YHE a/ITePHATHBHO JIEUSHHE, aKO € MOIXOAAIO (BXK.
rouku 4.3 1 4.6).

O6mu

Heo0xoauMo e noBHIIeHO BHHMAHKE IPH NALHEHTH € NpeALIecTBalla CBPEXYYBCTRHTEITHOCT
kM Apyru anrsoretsuH Il penenroprn Snokepn. PeakiinuTe Ha CBPEXUYBCTBHTEHOCT KBM
XHAPOXJIOPOTHA3H] €4 NO-BEPOATHYU NPH NALMEHTH, CTPafally OT ATEPTHA HIH aCTMA.

XoponpajeH HLIUB, OCTPA MHONIHS M 3AKPHUTOLIBARA INIAYKOMA

Xugapoxnoporrasua e cyadonamuz, koiito Moxe fa IPHINHA HAHOCHHKPATHYHA PEaKIHA,
ROJIEINA AC XOpOHAaNeH HAIHB ¢ AeekT Ha 3PHTEIHOTO MOfe, OCTPO MPEXORHO KhCOTASACTRO H
OCTpa 3aKPHTOBIBIHA rAaykoMa, CHMITOMMTE BKMIOYBAT B HAUANOTO OCTPO MOHMXKEHHE HA
3pMTEAHaTa OCTPOTA KN O4Ha 60ka, M OOMKHOBEHO ce MOABSBAT B PAMKHTE Ha YacOBE JI0
cenMHLK OT Ha4anoTo Ha NeveHHeTo. HeneKyBaHata, ocTpa, 3aKpUTORIBAHA TIISYKOMA MOXE I3
TOBeAe 0o TpaitHa 3aryba Ha 3peHue.

ITepBHMHOTO NeueHHe €, A ce Cnpe NPUeMa Ha XHAPOXJIOPOTHASH, KOJKOTO € BR3MOXHO Mo~
ckopo. HaBpeMeHHO NedeHue AN XAPYPruiHa HHTEPBEHIHA MOXe Ja Ce HANOXH 1a e
0OMHCIIAT, aK0 BRTPEOMHOTO HANAraHe OCTaBa HeKORTponApano. PHekoBrTe dakropH 3a
pa3sBHBAaHE HA OCTPA 3aKPHTORIBIIHA IIaykoMa MOXE Ja BKIIIOUBAT AaHAMHE3a 3a aNepri KbM
cynrOHAMH/TH HIH NIEHHLITHHE.

Jpoiiso 6;10kHpaHe HA PeHAH-AHIAOTEH3HH-AJJ0CTepOROBATA CHCTeMa (PAAC)

Hma panns, vye enHoepeMenHara ynotpeba Ha ACE uHxufHTOpH, aHrHorersun Il-penentopuu
O6roKepH HIH RTHCKHPEH TIOBHLIABA PHCKA OT XUNOTOHHA, XMIEpKalHeMMs M HamalspaHe Ha
OnOpeunara QyHxuus (BKmoyHTeNHO ocrpa ObbOpedna HenocraThuHoct). Ilopags ToBa He ce
npenopeuBa Apo#Ho Gnokupate Ha PAAC upes koMOunnpanara ynotpeba va ACE unxuburopw,
aHrHoTeH3HH [I-penlenTopan GIokepH HIM ATUCKUMpPeH (BK. Touky 4.5 u 5.1).

AKO ¢e TIpelienn, Y¢ Tepanuara ¢ gpoitHo Gnokupane e abcomoTHo HeobXonuMa, ToBa Tpadsa 1a
cTaRa CaMo noj HalMIONEHUETO Ha CHEelHANMCT H NPH YecTO BHUMATENHO MOHHMTOPY
6u6peunara GyHKIHA, ENEKTPOIUTHTE H KPLEHOTO HAJATAHE.
ACE unxubutopr u asrworenzun ll-penentopun Gnokepn He TpaGea J1a
€HOBpeMEHHO NMpH NauMeHTH ¢ fuabeTHa HedponaTus,




Hemenanomen PaR Ha KOoKaTa

B xBe enuieMHONOrHYHH NPOYHBAaHHA, OCHOBABALIH C€ HA JATCKHA HAHOHANEH PaKOB PErHCTED,
¢ HabmoapaH NOBHINEH PUCK OT HEMeTaHOMeEH pak Ha kokara (HMPK) [6azansoknersuen
kapunrnoM (BKK) 1 cxBamossornernyen kapuuaom {CKK)) npu HapacTBalga eKCIO3HINS HA
KyMyJlaTHBHa 1038 xuapoxnoporuazug (XXT3). @otoceHCHOUTHIUpAIKTE ehexTd HA X XT3
MOTrat Ja ZelicTBaT KaTo BEpOATEeH MEXaHu3bM 3a pasButhe Ha HMPK.

TauwenTute, npremaitin XXT3, Tpabea aa 6uaaT undopMupany 3a pucka or HMPK u
CBBETBAHH PEOBHO Ja NPOBEPABAT KOXKATA CH 33 HOBH JIe3MH i He3a0aBHO Ja cho0lIapaT npu
NOKBa Ha NOZO3PHTENHH KOXKHH eaun. Ha nanmentute Tpabea fa ce npemops4aT BE3MOXHM
NPEBANTHBHE MEPKH, XaTO ONPaHHYEHO H3NTarase Ha CTbHYEBA CBETIHHA H YIATPaBHOMETOBH
JBYH, 2 B cydali Ha eKCno3uling, IOIX0AAINA 3a10KTa, 32 Ja C& CBefie A0 MHHHMYM PHCKET OT
pak Ha koxara. [Tomospurenyure KOkHH ne3ud Tpa6Ba na Os1aT NoAIOKeHH Ha He3abaBHOo
M3C/IEBaHE, TOTEHIHAIHO BIIIOYBALIO XHCTONOTHYHM H3C/IeABaHAA Ha GHOTICHYHH MaTePHAIM.
Ipepasriexkpnane Ka yrmorpebata #Ha XXT3 Moske a ce HaJIOKH H TPH NAlIHEHTH, KOHTO £2
umanu npeaxoaeH HMPK (ex. cpio Touka 4.8),

OcTpa pecnHpaTOpHA TOKCHYIHOCT

Cnen opHeM Ha XHAPOXJIOPOTHAIHA ce CHoOmMAaBaT MHOTO PEIKY TeXKH CIIYy4al Ha OCTpa
pecnupaTopHa TOKCHYHOCT, BKIIOYUTENHO OCTED pecHpaTopeH JucTpec cunapoM (OPIC).
Cren npHeM Ha XHAPOXIOPOTHA3HI 0OMKHOBEHO ce paseHBa 6enonpoden OToK B paMKHTE Ha
MHHYTH 10 YacoBe, B HaganoTo cHMITTOMMTE BKMIOUBAT JHCOHES, TOBHIIEHA TEMIEpaTypa,
promasane Ha Genoapobaara dynxiua ¥ xunoTonus. IIpu coMuenue 3a ARDS Tpabsa ga Oeae
CNpAH MpHeMBT Ha BancaBun KoMn 1 1a ce npanoxH noaXoAA1o eHeHne. XuApoXIopoTHasH
He TPAGBa Ja ce IpHIiara f1pH NalHeHTH, KOUTO Npe/iu ToBa ca noxyyasann OPJIC cnen npuem
Ha XHAPOXIOPOTHASKHI.

IToMOILIHNH BeleCTBA

Jaxmosa

[ManeHTH ¢ pefiky HACTEICTBeHH NMpodIeMH Ha HETIOHOCHMOCT KbM ranakTosa, TbIeH TaKTa’eH
JaedHuMT HAK MAOKO30-ralakTo3Ha Manabeopbiua, He TpAGBa Ja NpUeMaT TO3H JIEKApCTBEH
MPOAYKT (BHKTe Touka 6.1).

Hampuii
To3u nekapcTBeH MPOAYKT ChABPNA Mo Manko OT 1 mmol narpwii (23 mg) Ha Tabnerka, T.e.
MOXE J1a CE KaKe, Ue NPaKTHYECKH HE ChALPKA HaTpull.

4.5 BiaumogelicTpae ¢ APYIy JeKapCcTBeny NPOAYKTH M ApYTH opMu HA BIaRMOgelicTRHE
BaanmogeficTBHA, CBLP3aAH ¢ BAICAPTAR H XHAPOXAGPOTHAIHA

He ce npenapvuea ednospemerna yrompeta
JIumuii

O6pariMo NOBHIIaBaHe Ha CEPYMHHUTE KOHINEHTPAUKH HA NTUTHHA B TOKCHYHOCT ¢a ChOOLIEeHH NPy
enHoBpeMenHaTa ymorpeda ¢ ACE uuxuOHTOPH H THAIHIHE AWYPETHIM, BRIKOUHTETHO
xuapoxnoporsasyl. lopany nuncara Ha onuT OT €AHOBPEMeHHa yoTpeGa Ha BaicapT

HHBA HA THTHH, 8KO CE MpeLeHN, Y& xoMOUHALHATA € HeoOX0oIruMa.

Heobxooumo e nosuuieno SHUMAaHUe NPU EOHOBPEMEHHA ynompeba



Lpyau anmxunepmen3usiy cpedcmaa

Bascasun Komi Moxe 12 NOBHIUM ehHKAcHOCTTA Ha APYTH NEKAPCTRA C AHTHXHNEPTEH3IUBHK
CBO¥CTBA (HaNp. rYaHETHAHH, MeTHLnONA, Basoaunataropu, ACE unxnGutopu, Gera-GrokepH,
KaILUeBH aHTArOHUCTH M XPAHUTEIHH BODABKR).

Ilpecopnu amunu (Hamp. HOpaAPEHATHH, AAPESHANTUH)
BB3MOXHO € HaMaNsBaHe HA OTTOBOPA KBM NIPECOPHH AMHHH, HO HE [0 TRKaBa CTENeH, Y€ J1a
ObAaT cnpeny.

Hecmepouduu npomusoevsnarumenny cpedcmaa (HCITBC), sxmovumeno cexexmuenuy COX-2
uHxXUOUMOopU, auemuRCaTUWUIosa Kucenua >3 g/oneano u necenexmueny HCITBC

HCTIBC morar aa orcnabar aHTHXHNEPTCHIUBHAA eEeKT KAKTO Ha aHTHOTeH3uH
PeLenTOPHATE aHTarOHNCTH, TaKa H Ha XMAPOXJIOPOTHASKIA PH STHOBPEMEHHO TIPUIIOKEHHE.
OceeH TOB3, eqHOBpeMeHHOTO npunarane Ha Bancasun Komn u HCITBC Moxe Aa nosene 10
Bromapane Ha Or0peyHara GyHKIHA NOBUINABAHE HABaTa Ha cepyMHuus Kanuii. [Topagu ToBa ce
NpEnopEYBa Npocneaspane Ha Gp0peunara GyHKUNA B HAYANOTO HA IEYEHHETO, KAKTO U
ageKkBaTHa XHAPATALMA Ha IalMEHTa.

BianmogeidicTRHS, CBbP3aHE ¢ BRJICAPTAN

Jpoiino GoKAPaHe A peHHH-AHIHOTEHIHR-3JA0CTepoHoBaTa cHeTeMa (PAAC)

JaHHH OT KTMHKYHY OpoyYBaAHHS MOKA3RaT, Y¢ ABOHHOTO Bnokupane Ha peHHH-aHTHOTEH3UH-
anpocteponosata cucrema (PAAC) upes koMOunnpanata ynorpeba na ACE upxuburopn,
aHruorensud l-petienrropay 6FoKepH Wl THCKHPEH e CBBP3BA € 0-BHCOKA YECTOTA Ha
Hexenadn chOUTHA, KaTO HANIPHMED XHIIOTOHHA, XHTICPKATHEMHA 1 HaMandsane ua 6uOpeynara
(hyHKIHA (BRTIOYHTEIHO ocTpa GE0pedHa HeZOCTATEHYHOCT), B CpaBHEHHE ¢ ynoTpebara caMo Ha
€IHO CpejcTBo, AedcTBamo Bepxy PAAC (Bik. Toukn 4.3, 4.4 1 5.1).

He ce npenopwusa ednospemenna ynompeoa

Kanuti-coxpanasaugu ouypemuyy, kanuesu 006a6Ki, 23aMecmumenu Had CONMa, CoObpxCauyit
Kamuil unu Opyau CyOcmanyuy, Koumo 6uxa Moziu 0a NOBUWAM HUSAMA HA KATUL

AKO ce TIpeleHH, Ye € He0OXONMM JIEKAPCTBEH MPORYKT, KOHTO 34CATA KATHEBUTE HUBA B
KOMOHHALIHA C BaNCApTaH, IPENOPBYBA e Cile/leHe HA NNa3MEHHTe HMRA HA KAIUH.

Tpancnopmuy MoRexyau

In vitro nanHM NoKa3gar, Ye BAJICAPTAH € CYOCTPAT Ha TPAHCIOPTHATE MONIEKYJIH 32
gyepHoapobno 3axpamiane OATP1B1/ OATPIB3 u uepHoapoGHud ednykceH TpaHcnopTep
MRP2. KTHrHYHAT2 3HAYHMOCT Ha HAXOIXATA € HEH3BeCTHA. ENHOBPEMEHHUAT 1pHeM Ha
HHXHOHTOPH Ha HepHOAPOGHOTO 3axBamane (HanpUMep pAGaMNUH, HKIOCTOPHH) HAH HA
ednykceH TpaHCIOpTep {HANPHMEP PHTOHABHP) MOXE Ja IIOBHILHA CHCTEMAATA eKCIIO3HUMA Ha
Bancaprat, Tpa6sa ga ce npeAnprREMAaT MTOAXOAKIIH MEPKH IPH 3alI0UBAHETO HITU
NPHKNIOYBAHETO Ha €THOBPEMEHHOTO JIeYeHHe ¢ MORO6HH leKapcTha.

Junca na esaumodeiicmsusn
IMpu npoyysanks 3a NekapcTBEHH B3AKMOAESHCTBUS C BANCAPTAH HE CA YCTAHOBEHH KAHHUYHO
3HAYMMH B3aMMOACHCTBHA MeXIY BANCAPTaH U HAKOE OT CICHHHUTE BELICCTRA! LIUMETH M,
Bapdapun, PypozeMHi, TUATOKCHH, ATEHONON, UHAOMETALKH, XHAPOXJIOPOTHAZH, AMIOAKIIKH,
rapOeMKIaMuL.

JIMroKcHH U HHAOMETANHH MOTAT I3 B3aMMONCHCTRAT ¢ XHAPOXIOPOTHASUAHATA KOMIQ
Bancasun Komn (sx. “B3anmonelicTeus, CBEP3aHH ¢ XHAPOXNOPOTHAIHL ).

BsanMoneiicTBHS, CBBLP39HA ¢ XHIPOXJIOPOTRAINS




Heobxodumo e nosumuiento GHUMAaRUE NPu OROBPEMEHRA ynompeba

Jexapcmeenu npodykmu, c6bp3anu ceC 3azyba na xanuii u xunoxanuemus (Hanp. kanui-ryOemu
JHYpeTRIY, XopTUKocTeponan, nakcatusi, ACTH, amboTepuuus, kapOeHOKCONOH, NEHHIIAIWH
G, canuuuioBa KHCENUHA H NPOU3BOHATE if).

AKo ¢ Heo0X0 MO NPEANNCBAHETO Ha TE3H JISKAPCTBEHHN MPOXYKTH SIHOBPEMEHHO ¢
KOMOHHANHATa XHAPOXIOPOTHASH-BANCAPTAH, C& IPENOPbLYEA MOMHTOPHPAHE HA NIIa3MEHHTe
HHABA Ha KATUA.

Te3u nekapcTBeHH NMPOAYKTH MOTAT Ja MOTEHUHPAT edeKkTa Ha XMIAPOXTOPOTHAIHI BBPXY
cepyMHuA Kanwii (Bx. Touka 4.4),

Jexapcmeenu npodykmu, koumo mozam 0a npedusguxam torsades de pointes

IMopanu pricka OT XHIIOKAIHEMHA XHAPOXJIOpOTHa3HA TpsiORa fa ¢e npuiiara ¢ NOBHINEHO
BHHMAaHHeE TIPH e/IHOBPeMEeHHO NIPHAOKEHHE ¢ JIEKAPCTREHH TPOAYKTH, KOHTO MOraT Aa
npean3BuKar torsades de pointes, no-cnenuanyo knac la anTuapurmuuy, knac Il aHTHAPATMHLA
H HAKOHM aHTHICHXOTHIIH.

Jlexapcmeenu npodykmu, nOSAUASAUY CEPYMHOMO HUBD HA HAMPUR

XHNoHATPHEMHYHHAT e(eXT HA AMYPeTHIHTE MOXKE 1a Ohe MOBHUIEH OT eqHOBpEMeHHATA
yrotrpeda Ha ekapcTRa KaTC aHTHASNPECAHTH, ARTHNCHXOTHLM, AHTASIMIENTHIH | Ap.
TIpenoptuea ce BHUMaHKe NpH ALIrOTpaitna ynotpeba Ha TE3H NEXapCTBa.

Huzvmanucoau enuxosudu
Tuasua-MHoYUHpaHa XUIOKANASMHES HTH XHIIOMarHe3ueM#IA MOTAT Ja CE H3ARAT KATO HeKENaHu
peaKliuy, YIecHABaiKH Ha4YaANOTO Ha JUTHTANMC-HHAYIMPAHH CHPASTHH aPHTMHM.

Kanyuesu conu u eumavun D

Ilprnaranero Ha THA3HAHE AWYPETALH, BEIIOYHTEIHO XUADOXIOPOTHASHA, ¢ BHTaMKH D HiTi ¢
KaJILIMERA CONTH MOXKe I3 NOTeHIpa NOKAYBAHETO HA CepyMHMA Kamuuil, EnHoBpeMesHaTa
ynotpeba Ha THAIMIHK AWYPeTHIM ¢ KATIHEBH CONA MOXKE JIa NpeH3BHKA XHEPKATHEMUA TIPH
MALHEHTH, NPEAPa3TONOKeHE KbM XHICPKATHEMHS (HATIPUMEp TIPH XHIepNapaTHPEOHHIBM,
MAJIMHEHOCT WM BHTAMHH-D-CBBP3aHH CBCTOAHHS) UPE3 NOBHINABAHE HA TyOy/IapHaTa
xanumera peabcopbuus.

Anmuduabemnu nexapcmea (epopanyy CPeACTBA U HHCYITHH)
JleueHWETO C THa3HIHU JHYPETHITH MOXKE 113 OKaXKe BIMAHAE BPXy MTFOKO3HUA ToNepaHc. Moxe
7ia € HeoOX0IMMO KOPUTHPAHE HA NO3HTE.

MerdopmuH TpsiGRa a ce NpHemMa ¢ NOBUILIEHO BHUMAHME TOPaIH PUCK OT AaKTaTHA alHA03a,
HHYLMpPaHa OT Bh3MOKHa (pyHKUHOHANHA 6K0peyHa HENOCTATLYHOCT, CBEP3aHa C
XMAPOXTOPOTHA3H.

EBema-6Grorepu u duazoxcud

ExnospeMeHHOTO NPHNOKEHHE HA THAIMAHH JHYPETHLH, BRIIOIHTENHO XHAPOXNOPOTHA3UY, H
GeTa-60KepH MoXe Jja NOBHILH PHCKA OT XHMepiHkeMid. THa3HIHHTe AHYDETHIH,
BKJIIOYHTENIHO XMIPOXIOPOTHASH, MOTaT A3 TOBHIIAT XHIIEPTIHKEMHHHSA eeKT Ha AHa30KCHT.

Jlexapcmeenyu npodykmu, HpUIG2ary 3a texerue na nodazpa {NpobeHenn), CypHANYRA
anNonypHHO) /
B3MOXKHO € Ja ¢e HATOKH KOPHTHpade Ha R03ATa Ha YPHKO3YPHUHHTE CPENCTRA,
XUAPOXTIOPOTHAZHA MOXE A ITOKadd HHBATA Ha CepyMHATa HHKOYHa Kucenyuna. M




HeobX0ZHMO N2 C€ YBEIHYH A03aTa Ha npobenenny u cynpuunupazos. EqnoBpeMenHOTO
Nipuarade Ha THASHAHH JHYPETHIH, BKIIOUHTENHO XHAPOXIOPOTHAIH, MOKE J1d TIOBHILH

HeCcTOTaTa HA PeAKUIHTE Ha CEPBbXYYBCTBHTEIHOCT CIIPAMO AllOIyPHHOJL.

AHPUXONUNEPZUNHU TEKADCMBEHY CPEOCMEa U APYei TEKapCIGEHY NPOCYKINY, NOCAURGIUY

CMOMAUWRO-YPECHUA Momuiumem

BHOHATHIHOCTTA HA THAZHIHNTE AMYPETHIIH MOXKeE A4 C¢ [IOBHIUH OT BHTHXONHHEPrHYHATE
NeKapCTREHH NPOMYKTH, BEPOATHO NOPAIH HaMalaBaHe Ha MOTUINTETA Ha CTOMATHO-YPEBHUA
TPAKT U 3abaBiHe Ha BpeMeTo 34 u3NpaiBaHe Ha cToMaxa. OGpaTHO, 0YaKBa ce HPOKNHETHUHHTE
BEIIECTBA KATO HH3AOPHJ A& MOTAT JA HaMansT OMOHANMYHOCTTA Ha THA3HIHKTE JAKYPETHLM.

Amanmadoun

THBSHI[HHTG AHYPETHALH, BKIKYHTCIHO XHAPOXTOPOTHE3HA, MOTaT 12 NOBHINAT PHCKA OT

HEKEIaHH peaKkijii, NPHYNHEHH OT aMaHTaaHH.

Honoobmennu cmonu

ADcopOuuaTa Ha THASHIHUTE AHYPETHLH, BIUHOTHTEIHO XMAPOXNOPOTHA3US, CE HAMANABA OT
XOJIECTHPAMHH H KonecTHION. ToBa MOXe 13 AoRelie Ao cyOrepaneBTauHe e(eKTH Ha
THA3KAHHTE TUypeTHiH. Bonpexu 10Ba, IpHIAraneTo Ha XUJPOXIOPOTHAZH U CMOJH
NOOTAEIHO, KATO XHAPOXIOPOTHAZKT ce Ipuiara Hali-Manko 4 Jaca npegu WK 4-6 4aca cnel

NpPHEMA HA CMOIIHTE, MOXKE 12 HaMaNy TOBA BiauModelicTeue,

Liumomoxcuunu rexapemeeny npodyxmu (Hanp. uuknodocdamm, MeToTpekcar) ’
Tuasuadwure NHYpeTHIH, BRIIOYHTENHO XUAPOXIOPOTHASH], MOTaT A2 HaMalsT 6k0peynara
EKCKPelHs Ha HHTOTOKCHUHHTE JEeKapCTBEHH NPOAYKTH W 3 NOTEHIMPAT TEXHATE

MEENOCYNpeCcHBHE eheKTH.

Hedenonspusupauju CKeRemHoMyckyant peraxcanmiu (Hanp. TyGoxypapun)

TaazuaHHTE ARYPETHITH, BIUIIOUHTEIHO XHAPOXNOPOTHA3IN, NOTEHLIHPAT JNeHCTBAETO HA

NPOU3BOAHUTE HA KypapuH.

Lhuxcrocnopun

EAnoBpeMeHHOTO NPANAraHe ¢ IHKIOCIOPHH MOKe Aa TIOBHILA PUCKA OT XUIIEPYPHKEMHN

YCIoOXKHEHNA fa MOJarpara.

Anxoxon, bapGumyparnu wiu Hapromuyu

EnHoBpeMEHHOTO NpHIIarase Ha THA3HIHHTE IUYPETHIY C BEIIECTRa, KOHTO CHINO HMAT
IOHMKABAIH KPbBHOTO Ra/LAraHe edeKT (FanpuMep ype3 HaManssaHe Ha AKTHBHOCTTA Ha
LieYTPaTHATA HEPBHA CUCTEMA WK JMPEKTHA Ba30I41aTALA) MOXKE A2 NOTEHNMPA NOSBATa HA

OpTOCTaTHYHAE XHIIOTOHYA.

Memiwoona

Hma H30/THPAHN cpoflIeH s 3a ClyHaH Ha XeMOndTHYHA aHeMHE IPH €AHOBPEMEHHO IIpUiiarane

Ha METHIAOHA ¥ XMIPOXIOPOTHASHA.
Hoo- xoumpacmuu cpedcmea

B cnyvaii Ha JMypeTHK-HEAYLYpaHa JeXHAPATALlMA & HANMIE NOBUIEH PUCK OT ocTpa Galpeuna

HE0CTATBYHOCT, 0COGEHO MPH BHCOKH K034 Ha Hoauna npoaykT. [lanuentuTte Tpadea
pexuApaTHpaT Npejlu NPUNATaHETO Ha HOAHH KOHTPACTHH BELECTRA.

4.6 BpeMengoCT, KbpMeHe B (ePTRARTET
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Bpemennocm

Bajacapran

Vnorpebara Ha anrkoressns 1l penenropui Gnokepu (APB) He ce mpenopsyBa Npes MLpBUS
TPHMECTBP Ha OpeMeHHOCTTa (Bxk. Touka 4.4), Ynorpebara ua APE e nporusonokasaxa npes
BTOPUS H TPETHA TPHMECTHD Ha GpeMeHHOCTTA (BK. TouKK 4.3 1 4.4),

EnvaeMuonorsyBuTe AaHHA 32 PUCKA OT TepaToreHHocT cnep excnouiins Ha ACE uHxuGrTOpU
npe3 MLPBHE TPHMECTHP Ha OpeMeHHOCTTa He ¢a OKOHYATENHH; He3aBUCHMO OT TOBA HE MOXE A3
Ce H3KIKOUH IeKO MOBHIICHHE HA PHCKa. BhNpekH e HAMA KOHTPOJIHPAHH eMHAEMHONOTHYHY
JAaHHH 3a pucka oT anrnoten3uH II pewenropan 6rokepn (APB), nonoGen puck Moxe na
CHIOECTBYBa TIPY TO3M KJac jekapcrBa. OceeH B cnydvalt ye Tepanmnnta ¢ APB ce nperieHsBa kaTo
MHOTO BAXHA, NALIHEHTKATE, KOKTO MJIAHYBAT GpeMeHHOCT, TpaOBa Ja npeMuHaT Ha
ANTEPHATHBHO SHTHXUIIEPTEH2NBHO NeYeHUE ¢ J0Ka3aH Ipodun Ha GesonacHocT 3a ynotpeba
npu Opemerroct. [Tpu ycranossasane Ha SpemennocT neuenuero ¢ APB tpa6Ba nia ce
npeyCcTaHOBH He3a0aBHO ¥ NIPH HeoOXOAHMOCT Aa Ce 3aI0UHe ANTEePHATHBHA Tepanus,
Excnosuumara Ha tepanus ¢ APB 1o BpeMe Ha BTOPHA H TPETHs TPHMECTHP Ha

OpeMEeHHOCTTa TPHYKHABA (PETOTOKCHIHOCT NPH X0pa (NMoHWwKeHa 0L0peyHa QyHKuus,
OJNIHrOXHAPaMHHOH, 3abaBena OCHOHMKANHA Ha Yepena) H HeOHaTAHa TOKCHIHOoCT {(6b6peuna
HeOCTATBYHOCT, XHITOTOHNA, XHAepkanueMns) (8. Touka 5.3).

B cnyualt Ha excnosuuus Ha APB crien propua TpuMecTsp Ha GpeMEHHOCTTa Ce NpenopbiBa
YJITpa3sByXoBa NpoBepka Ha OhOpeunaTa GyHKiHA U Yepena.

Hosopoaeun, sunro makixy ca npuemanu APE, Tpadea 1a 6b1aT BHMMATETHO HAONIONABAHY 34
XHMOTOHKA (BXK. CHIIO TOuKH 4.3 1 4.4).

XuapoxaopoTuazng

Hanuue e orpanH4yeH ONTUT OTHOCHO YRoTpebara Ha XUAPOXNOPOTHAZKHA 10 BPEME Ha
GpemenyocT, ocobeHo npes nppBud TpuMecThp. [IpoyuBaHUATa NPU XKABOTHH CA HEJOCTATEMHH.
XHuapoxnopoTHA3U/ NMPpEMUHARA NIpes ftanenTaTa. Maxoxaalicn oT dapMaKonoryusus
MEXaHH3BM Ha JeHCTBHE HAa XHAPOXIOpOTHA3U, ynoTpefara My Mpe3 BTOPHA H TPETHA
TPHMECTEP MOXKe J1a Hapylin deTomnanesTapyiara nepdysua U fa fosene 1o deTannd H
HEOHATAIHE YCIOKHEHNA KATO XBATEHHIIA, HAPYIICHHA Ha eNCKTPONUTHIY SanaHc u
TPOMOOLHTOTICHHA.

Kvpmene

JlunceaT AanHM OTHOCHO yrnoTpefaTa Ha BAJICApTaH N0 BpeMe Ha KbpMeHe, XHUAPOXJIOPOTHE3HE
€€ EKCKPETHPA B 9OBEIKOTO Misiko. [Topany Tasy npuuMHA He Ce NPenopLYBa IPHEM Ha
Bancasun KoM 0o BpeMe Ha kppMene. TIpenoynTa ce alTepHaTHBHO heuenne ¢ no-aodpe
ycTaHoBeH npodm Ha 6e301acHOCT HO RpeMe Ha KbpMeHe, 0co0eHO IIpy KEPMeHe Ha
HOBOPOJSHO WM HefioHOoCeHo Gele,

4.7 Ejextn Bppxy cnoco0RocTTa 38 modnpane 9 pabora ¢ MalUAHR
He ca nposexaann npoydsanss 3a edexture Ha Bancasun Komn Bepxy cnocobHoCTTA 32
woduparie u pabora ¢ MawnHK. TpadBa 1a ce uMa NpeaBHA, He OpW wodgHpane | pabota c

MAIIHHH € Bb3MOXKHO MOHAKOra Ja HACTHNAT 3aMadHOCT HTH yMopa.

4.8 Hexe/1aHH JIeKaPCTBEHA PEAKNRA




Hexenanure nexapCTBEHH peaKilul, ChOOIEHH NPA KAMHKYHA NPOY4BaHHS H NabopaTopHu
HAXOJIKM, HACTRITBALIY [10-4ECTO IPH BAICAPTaH MUHOC XEAPOXI0poTHaskl cnpaMo mwiangbo,
KaKTO H OTAENHHTe ChoOLIEHHA O BpemMe Ha NOCTMAPKeTUHTOBHSA NEPHOJI, Ca HPEeACTaBeHR NO-
A0NY IO CHCTEMO-0OPTatHy KiTaCcOBe. Hexenanute peaxunH, 32 KOUTO CC 3HAe, Y¢ HACTDBIIBAT UpH
IpHIaraHe Ha OTAENHUTE CHCTABKH CAMOCTOATENHO, HO KOHTO He ¢a HabmogaBany (pH
KNIMHAYHATE OpOYyYBaHWA, MOTAT A3 BB3HKKHAT B XOI& HR ACYEHHLTO ©
BJICAPTAH/XHAPOXIOPOTHAIN,

Hexxenaumre peakuyn ¢a moApPeAeHH N0 YeCTOTa, Hali-4ecTHTe ca ITLPBY, CHLIVIACHO CeHATa
KOHBEHNMA: MHOTO YecTH (> 1/10); uecta (> 1/100 mo < 1/10); wevectn (= 1/1 000 go < 1/100);
penxy (z 1/10 000 no < 1/1 000); muoro peaxu (< 1/10 000); ¢ HeussecTHa vecToTa (OT
HaIHYHHTE JaHHH He Moxe Aa Obae HanpaBena oneHka). [Ipu Besko rpynrpaHe B 32BHCHMOCT OT
YeCTOTATA, HEWKENAHHTE JIEKAPCTBEHH PeakUMH ce W30pOSBaT B HU3XOASI Pell Ti0 OTHOIEH!E Ha
TAXHATA CEPHO3HOCT.

Tabruya 1. Jecmoma na nexcergnume Aexapcmeen peaxyul npy

s8ancapman/xudpoxaopomuasud

Hapymrennsa da MeTaGoaHiMa # XpaHEHETO
Hegecti: Jlexunparaqus

HapyweHus Ha HePBHATA CHCTEMA
Muoro penks: 3aMasHOCT

Heuecru: [Tapectesnu

C "em3pecTHa yecrora: CHHKON

Hapymeuns na oaure
Heuectu: 3aMbrisBaie Ha 3peHUETO

Hapymieans Ba yX0To B JalBpBRTS
Heuectu: THHHTYC

CnpoBHE RapymieHAS
Heuecti: XunoroHus

PecpapaTopuH, PLARH H MEJHACTHRAIHE HADYIICHAS
Hevecrs: Kanutuua
C zenspecTHa JecToTa: Hekapanoreuen Genoapoden orok

CroMamno-apeBHM HAPYIIENAN
Mmuoro peniu: [Anapus

Hapymendn Ha MYCKYAHO-CKEJETHATA CHCTEMA H CHeTHHHTEIHATA THKAH
Heuectn: Muanrps
MHoro peaxu: Aprpanrus

Hapymenns aa OL6penyuTe 8 UHKOYHHTE NBTHINA
C HeussecrHa Yecrora: Hapymena 650peuna dynkuus

OO0 sapyieHas 4 eeKTH RA MACTOTO HA NPHIOKEHHE




Heuectu: ¥mopa

Hicaeapanas

C HemspecTHa yecrora: [ToBMilasane Ha cepyMHHTE HHBA Ha MHKOYHR KHCE/HHA,

CHTHPYOHH M KPEaTHHHH, XMIIOKATHEMHA, XUIIOHATPHEMHS, [IOBKIIABAHE HA YpeaTa B KPbBTa,
HEYTPONEHNA,

OIBLIHATEIHA UHDOPM 32 OTJGIHUTE CHCTABKH

Hexenanmre peaxiiiy, ¢hobLeHH 3a BCAKa OT OTAENHHTE ChCTABKH, MOTar 1a Gniaar
OOTEHUHATHY HEXeNany peakuun Ha Bancapun Komn, 1opH ia He ca wabniofasany B X04a Ha
KINHWYHATE IPOYHBAHHA HIIH IO BPSME Ha HOCTMAPKETHHIOBYS NIEPHON,

Tabnuya 2. Hecmoma na pesicerquume AeKapCImBeny peaxyu Rpy earcapman

Hapymesns Ha KPLBTa H TEMOHATA CRCTEMA
C HeuspecTHa yectoTa: [lomkasane Ha Xemorio0uHa, NTOKKKABAHE Ha
XeMaTOKpHTa, TPOMOOLMTONEH S

Hapymenns na BEMyBBaTA CACTEMA
C nenspecTna yectoTa: JIpyTH PEaKUK Ha CBYHXUYBCTBHTEIHOCT/AIEPTHs, BKITOYHTETHO
cepymua Gonecr.

Hapymenrng ga MeTalo1M3Ma H XPAHEHETO
C nenzBecTHa yecToTa: [oBHIARaHEe HA CEPYMHUS KalHi, XHHOHATPHEMHS

Hapywenus Aa yX0T0 1 JabupuaTa
Heuecru: CeeToBpprex

Chbpobu EapylIcHESR
C nensnectra vyecTora: Backymur

CTOMamao-Ypes R HAPYINeHAR
Heuectu: Kopemua Gonxa

XenaTo-GunaapEy BapYmHeRAs
C Hen3pecTHa HectoTa: [loBHileHHE Ha NOKA3ATENHTE 34 YepHOAPOOHA yHKUMA

Hapymenus Ra KOKaATa H DOXKOXHATA THKAH
C nen3pecTna wecToTa: AHryoeneM, OynoseH pepMartur, o6pus, cepbex

Hapymenus na 6n0penure ¥ NBKOYHATE HETHING
C HemspecTha yecToTd: BpOpevna HeIOCTATHUHOCT

T a@mya 3. Hecmoma na nexcenranume Aexapcmeeni peaKyuy npu quQoxJzogomuasu()

Xy apoxnopoTHa3uA ¢e NPeamNCBa IUPOKDO OT MHOTO TOAWHM, HeCTG B A03H, O-BHCOKH OT

Aosara, mpunarasa npd Bancasnn Komn. Cneannre HexXenany puakiyy ¢a 01 cho0menu npu
A2IHEHTH, NEXYBaHK ¢ THASHAHH AHYDETHIH, BIIKYHTENHO XUIPOXAOPOTHASHE, KATQ
MOHOTEPATIHA:

Heonnasmu -— 1o6pokatiecTBeBN, 3, 10KaYeCTREHA R HEONpeIeI¢RH (BK,



Hemenanomen pak Ha koxaTa (6a3aTHOKISTEHEH KAPUHHOM H CKBAMO3HOKIETRYEH KAPLHHOM)

Hapymenus Ra KpbBTA B IAMDHEATA CHCTEMA

Penxu: TpomGouHTOIEHYS, NTOHAKOMA C MIYPIYPa

MHoro peiki: ArpasyIOUATO34, IEBKOTEHIA, XEMONHTHYRA QHEMHA, NOTHCKAHE HAa KOCTHHI
MO3BK.

C Hen3BECTHA YECTOTA, ATLTACTHYHA AHEMHA

Hapymenns Ha AMYRHATA CHCTEMa
MHoro peaku: Peaknyy Ha CBPbX1YBCTBHTEHOCT

Hapymenus na MeTa60IH3MA U XPAHEHETO

MHoro yecTH: XUNoOKanMeMis, MOBHINABAHE HA CEPYMHHTE JHIMAM (MPeIMMHO NPH NPHEM Ha
BHCOKH JO3H)

YecTH:XMNOHATPAEMYS, XUIIOMATHE3HEMH S, XUTIEPY PHKEMUA

Peaxu: xunepxaniueMus, XUNeprianKeMus, TIIOKO3YPHI M BAOIIABAHE HA AUAGETHO
METabONHTHO CRCTOAHHE

MHoro peiki: XMIEpXIOpEMHYHA ANKATIO34

Tlcnxuyup Bapylennsa
Penru: [enpecus, HapyileHHA Ha CBHA

HapymienHA HA HEPBHATAR CHCTEMA
Penxu: I'nasoGonue, 3aMasiHocT, mapecTe3us

Hapyuieunsa us o4HTE
PepkH: HapyTieno 3peHue
C HeusBeCTHA HeCTOTa: OCTPA FAKPUTORI'BIIHA [MAYKOMa, XOPOHAAIEH HINUB.

Copaesnn Hapymeynsa
Peaxu: CupaevHH apHTMHIH

CraoBH BApYIHEHHA
Yecrn: IMocTypanHa XUITOTOHUA

PecnupaTtopHy, rPhIHE H MeUACTHHAAHE HAPYUIEHBS
Maoro peaxi: PecnipaTopeH aHcTpec, RBIUTIOYMHTEIHO THEBMOHUT U fenoapobeH oToK, oCThp
pecnupaTopen guctpec cuaapoM (ARDS} (Bik. touxa 4.4)

CromManmino-ypeBRN HAPYIIEHHA

Yecrn: 3aryHa Ha aneTuT, yMEpEHO raieHs U NOBPLLLAHE
Penxu: 3anek, croMaIiHO-4PEBEH RUCKOMPOPT, AHApRA
Mmuoro peaxu: IlankpeaTnt

XenaTobHIHADHY HAPYDICHAS
Penxu: HHTpaxenaTanHa X0AeCTasa HM K bATEHHIA

Hapywesnnsa Ba KoxkaTa A HOTKOXHATR THKAH
Yectn: VpTrKapss ¥ Apyry BHAOBE 0OpHB
Peaxu: QoToHYBCTBHTERHOCT




Muyoro penxu: HexporHsupan BaCKyJHT 1 TOKCHYHA eNHAEPMAlHA HEKPOIIH3a, KOXKEH Nynyc,
nonobHA Ha JINYC epHTEMATOEC KOKHHM PeaKkLMy, peakTHBALUA Ha KOXEH AYIYC EPHTEMATOLeC.
C HEH3BECTHA 4eCcToTa: epHTeMa MyJiTrhOpME

Ofitu papymennn # epeKTH Ha MACTOTO BA UPHIOKEHAE
C HEeH3IBECTHA MeCTOTA: ITHPSKCHA, ACTEHHA

Hapyuieans Ha MYCKYIHO-CKeJIeTHATA CHCTEMa H CHLEANBHTENIHATA ThKAH
C HEeH3BECTHA YECTOTA: MYCKYTHY CasMu

Hapymenns Ha ERINPOASBOIHTENHATA CHCTEMA H IbPAATA
Yecmn: MMnorenTHOCT

Onucanue Ka usGpany ReXCerany peaxyuy

Hemenanomes pak Ha koxara: Bp3 OCHOBa Ha HANMMYHETE JaHHH OT EMHIEMMOJOIMMHH
npoyupanys ¢ Ha(nofaBaHa 3aBHCHMA OT KyMYNATHUBHATA A03a BpE3Ka Mekay XXT3 u HMPK
(s, cpIo ToykE 4.4 K 5.1},

CroOuiaBaHe Ha IOHOSHPAHH HEXENaHH Deakiyn
CpobmaBaneTo Ha TOAO3UPAHN HEXKENAHA peaklUuu ciiel paspeiiasane 3a ynorpeba Ha

NeKapCTBEHNA NMPORYKT € BakHO. ToBa nosBongRa 1a IPpOALKE HabmonenueTo Ha
CLOTHOUIEHUETO NOJ3A/PUCK 34 JIEKAPCTBEHUS NPOAYKT. OT MERWTIHHCKHTE CICLHATHCTH
H3HCKBA A3 CrO6INABAT BCAKA NOKO3RPAHA HEXKeTaHA PeaKIUs upes:

HamrenudTenta aredus 0o TeKapeTBaTa

yn. ,,Maman I'pyes” Ned

1303 Codun

Ten.: +3592 8903417

yebcaiit: www.bda.bg

4.9 Ipenosupane

Cumnmosiu

TIpeno3upanero ¢ BaNcapTas MOXeE Aa IPHYHHH H3Pa3eHa XHNOTOHHAS, KOSTO MOXe Ja foBene A0
OOHIKABaHe Ha ACHOTATA Ha CH3HAHMETO, LWHPKYNATOPEH KONANC W/HNY ok, B fonsiHeHnke,
TIPH NPEN03HPaHe ¢ XHAPOXIOPOTHASHABATE CHCTABKA MOTAT 12 Fb3HUKHAT CAENBUTE IPUIHALM
H CHMIITOMH: IAJIEHe, ChHIABOCT, XHIIOBONEMUA U eJIEKTPONNTEH Auclananc, CBbP3aH Coe
CBpASYHH APHTMAH H MYCKYIHU CIIa3MH,

Jeyenue

TepanesTHIHHTE MEPKH 3aBHCAT OT BPEMETO Ha NPHEM HA 1eKAPCTBOTO H BHIA i TEXKECTTA Ha
CHMITTOMHTE, CTAOHIM3HPAHETO HA UMPKYJATOPHHA CTATYC € 0T IIbPBOCTRIIEHHA BAYKHOCT.

B cnyyail Ha XMDOTOHUS NAKEHTHT TPAOBA fa 61 e MOCTaseH B IerHalio Honoxkenye ¥ Obp30 Aa
€€ 3ao4¥He BIHBAHE Ha oDeMoBaMecTBAIIY M CONEBH PAsTBODH.

Bancapran ue Moxe 2a Objle OTCTPAHEH 4pe3 XEMORHATH3A opany CTabMIHOTO My CEBP3BAHE C
NA83MEHHTE NPOTEHHH, OT IPyra CTPaHa ¢ JUanu3a Moxe Ja Ce NOCTMIHE KIKPBHC Ha
XHAPOXNOPOTHA3M]L

5. DPAPMAKOAOTMYHY CBOVICTBA

5.1 @apmakoIHHaMuIHE CBOHCTES




{apMakoTepanesTHuHa rpyna: ARTHOTeH3HH I peltenTopHY aHTATOHHCTY U JHYPETULH,
Bancaptan i auyperHin; ATC kon: CO9D A03.

Barcapman/xudpoxropomuazud

Bancasur Koun 160 mg / 12,5 mg dhuwamupanu mabnemxu

B npoiino-csm0, paBaOMU3APAHO, AKTUBHO KOHTPOIMPAHO H3NHTRANE APH NALMEHTH,
HENOCTHTHANH KOHTPOJI Ha apTepHATHOTO HallAraHe ¢ Xuapoxnopornasua 12,5 mg, ce
Rabniofiasa CHrHEGDHKAHTHO NO-rosIMa PEAYKIMS HA CPEAROTO CHCTONHO/aHacTonno AH ¢
KkomOrHanHATa Basicapran/xuapoxaoporazuy 160/12,5 mg (12,4/7,5 mmHg) B cpasHenue c
XHApOXnopoTHasuA 25 mg (5,6/2,1 mmHg). B nonsaHeHHe, TpOUEHTHT M2 NALIHEHTHTE,
HOBAHATH ¢e 0T neweHnero (AH<140/90 mmHg win normkenue na CAH 220 mmHg unu
normxerde na JIAH >10 mmHg), e sHauuMo 110-BHCOK € BaRCAPTAR/XMAPOXNOPOTHAZA
160/12,5 mg (50%} B cpaBHEHHE ¢ XRAPOXTOpoTHAZNA 25 mg (25%).

B aBolH0-cNANG, pAHAOMHUSHPAHO, AKTHBHO KOHTPONUPAHO HAHTBAHE TIPY NALMEHTH,
HEMOCTHIHAIH KOHTPO/ Ha aPTEPHATHOTO HAMCaHe ¢ BajcapTad 160 mg, ce nabnosaa
CHTHHQHAKAHTHO NO-TONAMa PeyKLHA HA CPENHOTO CHCTONHO/AuacTonno AH ¢ komOuHauaTa
Bancapras/xuapoxnoporuasug 160/25 mg (14,6/11,9 mmHg) 1 Baacapran/XuapoxaopoTHasia
160/12,5 mg (12,4/10,4 mmHg) B cpaprense ¢ Bancapran 160 mg (8,7/8,8 mmHg). Paznuxara 8
noumxennero Ha AH mexnay nosure ot 160/25 mg u 160/12,5 mg cvmio NocTrra CraTUCTHYECKA
3Ha4YHMOCT. B fome/HeHnE, NPOHEHTHT Ha NALMEHTHTE, NOBIHSIH Ce OT JIeYeHKeTO (AHACTONHO
AH <90 mmHg wm nonmxerue >10 mmHg), e 3Ha3HMO NO-BHCOK €
Bancapran/xuapoxsopoTnana 160/25 mg (68%) n 160/12,5 mg (62%) B cpaBHeHMe ¢ BAACAPTAR
160 mg (49%).

B aso#iso-cnano, paHnoMu3upano, mianeto KOHTPOMHPAHO HITHTBAHE, CPABHABAIIO PARIMYHHTE
N030BH kOMOHHAIHY HA BANCAPTAH/XHAPOXJIOPOTHAIMI C TEXHUTE CHOTBETHH CHCTABKH, C&
HabmIojaBa 3HAYHMO TIO-TONAMA PEAYKLUHA HA CPESHOTO CHCTONRO/ quacTonHo AH ¢
koMOHHaLFAT] BANCapTan/XunpoxaopoTuasna 160/12,5 mg (17,8/13,5 mmHg) u 160/25 mg
(22,5/15,3 mmHg) B cpasHense ¢ nnanebo (1,9/4,1 mmHg) 1 cLOTBETHHTE MOHOTEPANINH, T.€.
xuapoxioporaasuz 12,5 mg (7,3/7,2 mmHtg), xunpoxnopornasug 25 mg (12,7/9,3 mmHg) 1
saycapran 160 mg (12,1/9,4 mmHg). B nonbaseHde, OpoueHTET Ha HAUHEHTHTE, IORIHAY Ce
ot Jleuennero (aracrondo AH <90 mmHg uan nommxenne 210 mmHg), ¢ 3HAYHMO HO-BHCOK ¢
Bancaptan/xuapoxnopotuaszna 160/25 mg (81%) u sancapras/xnapoxnopornasux 160/12,5 mg
(76%) B cpaBneHne ¢ nnanebo (29%) H CHOTBETHUTE MOHOTEPANHHA, T.€. XRAPOXIOPOTHA3HE 12,5
mg (41%), xuapoxnopotnasus 25 mg (54%), u sancapran 160 mg (59%).

B xoHTpOAHpaHH ITHHHYHHE TPOYYBaHHA ¢ BAJICAPTAN + XHAPOXNOPOTHAZHA ¢ Habmoxasa nosa-
3ABHCHMO NOHAKESHHE HA HHBATA Ha CCPYMHNA xasmuii. [odamxenueTo B HHBATA BA CePYMHHAA
KaAH# e No~4eCTo ApH NalMeHTHTE, IPYEMAINH 25 mg XHAPOXNOPOTHAKHI, OTKONKOTO TIPH TE3H,
npHeMamy 12,5 mg xuapoxnopotuasua. B KOHTPONUpaHH KTHHHEHY HITHTBAHMS C
BATCAPTAH/XRAPOXNOPOTHAINT KATUH-NOHINKABAIMAT edekT Ha XMAPOXIOPOTHASH] ce oTcnalisa
OT Kannii-ChXpansBaliMaT eheKT Ha BalcapTan,

Ha 1034 etan He ca H3BECTHH NON3INTE OT KOMOWHALKATA HA BATCAPTaH ¢ XUAPOXIIOPOTHAZH (10
OTHOIIEHHE HAa CEPAESYHO-CHIOBATA CMBPTHOCT ¥ 3a00/ABAEMOCT.

EHHI{GMHOHOFH‘{HH npoy4uBaHHud NOKAIBAT, Y€ IJLINOCPOYHOTO JIeUeHHE ¢ XHAPOXTIOPOTYASH]
NOHHKABA pHUCKa OT ChHPACUHO-CBI0BA CMDPTHOCT H 3aD0AABaSMOCT. P&E'H

Bancapman



Bancapran e nepopanHo akTHBEH, MOIIEH # clieuHduyen anruoTenssu II (AT 1I) antarosucr.
Tofi neficTea cenexTrBHO BEPXY AT1 penentopHua NOATHIL, KOHTO € OTFOROPEH 38 MO3HATHTE
IeicTBrR Ha anrnoTeH3uA 11, TToBrIenHTe II1a3MeRY HUBa Ha anrunoTensud I B peayntar na
AT1 penenrtopHara 6:10kaaa ¢ salcapTad MOraT Aa CTHMynupar Hebnoxupaunrte AT2
PELENTOPH, koeTo H3rneAna NpoTueoeiictsa Ha etexra va AT1 penenTopa. Bancapran ue
OpoABABa HHKAKBa YACTHYHA ATOHMCTHYHA aKTHBHOCT KbM AT1 pelientopa u HMa 3HAYHTENHO
(oxono 20 000 neTH) mo-ronsM aduamnter keM AT1 penentopa, oTkonkoTo kM AT2 penenropa.
Bancapran He ce CBBp3Ba H He OIOKMpa PElENTOPH HA APYTH XOPMOKH KM HOHHH KaRalH, 33
KOHTO € H3BECTHO, 1€ €2 BAXHH B ChD/ISYHO-CHOBATA PeTyIaliys.

Bancapran ne unxuGupa ACE (u3secTen H Kato xuunHaza IT), koitto npespsita aHr#oTeHIny 1 B
anrnotensun Il » pasrpaxia Opanuxununa. Thii kato HAMaT edext BpXy ACE U He 3acuapaT
AecTBUETO HA OPAMMKHHUHE HH cy(cTannua P, MalKo BEPOSTHO € AHTATOHUCTHTE HA
aHruoTensyH Il na ca cREp3aHu ¢ KaunaHe. B KTHHUYHY [POy4BaHUA, KBAETO BaNCAPTAH €
cpasten ¢ ACE HHXROHTOD, HECTOTATA HA CYXa KalTHIA € 3Ha4nuTenHo (P<0,05) no-Manka npu
DAUWEHTH, TeKyBaHH C Bancapran, oTkonxoro npy nexypauute ¢ ACE unxubnrop (2,6% cpenmty
7,9% pecnexTHBHO). B KIMHHYHY NPOYUBAHHSA [IPH MAUAEHTH C aHaMHE3a 3a CyX2a Kalyua no
speme Ha nevenne ¢ ACE unxuburop, 19,5% or nmpoyusaHuTe MUNa, NOMTYYaRaLIy BANCAPTAH, U
19,0% ot nonsy4asaiiuTe THa3HAECH JUYPETHK MMAT KAalWIHL2, B cpaBHeHue ¢ 68,5% or nuuara,
nexyratu ¢ ACE nuxutntop (P < 0,05).

IpunoxkersHeTo Ha BANCAPTAH NPW MALMEHTH ¢ XUIEPTOHAA BOAM JO NOHIDKABAHE HA
apTepHaNnoTo Hanarade 6e3 noBnEABaHe Ha MyJcosata yectoTa. [TIpu nosevero nanuenty cnex
efHOXpaTeH Nepopanet NpHEM HAYAIOTO Ha AHTHXHICPTEHSHBHOTC AEHCTBHE € B PAMKUTE Ha 2
Yaca, A THKHT HA MOHWKABAHETO HA apTEPUANTHOTO HAJISTAHE Ce JOCTHIA B PAMKHTE HA 4-6 waca.
AHTHXHIICPTER3HBHUAT eeKT IPoabKapa Hax 24 uaca cnep npuema. [Tpu MHorokparen npuem
MaKCHMANHO [IOHHKaBaHe Ha apTepHATHOTO HalAraHe lIpH BCAKA eJHa OT J03HTE CE NOCTHTA B
paMKdTe Ha 2-4 ceAMHLH H Ce 3aTbpKa B X0JA Ha TBITOCPOUHA TEPANHA. 3HAUHMO
HONBAHUTENHO HOHWKEeHHe Ha aPTEPHATIHOTO HalIATaHe C¢ MOCTHTA IpH XOMOHHAIMSA ¢
XHAPOXIOPOTHAIH.

BHesanHoTO npeycTaHOBARAHE HA NeYSHUETO ¢ BANICAPTAH HE Ce CBhp3Ba ¢ rebound-xuneproyus
HIK C APYTH HEKENIAHM XITHHUYHY cHOUTHA.

Tlpu nanuenTn ¢ XUnepToHKa u aAdaber TuI 2 ¢ MAKPOANGYMHHYPUA € OTHETEHO, Y€ BANICAPTaH
HaMa/IfBa 0TAeNgHeTo Ha anGyMuH B ypusara. [lpoyasanero MARVAL (Micro Albuminuria
Reduction with Valsartan} ouenasa HaMalABaHETO HA OTIEAIHETO HA anGyMuH B ypusata (UAE)
c ancaprat (80-160 mg/nen) B cpapnenne ¢ amnonunis (5-10 mg/ner), npu 332 naupenTn ¢
auaber THN 2 (cpenpa BE3pacT: 58 roxnHy; 265 Mbke) ¢ MUKpoanOyMuHypua (BancapTan: 58
Hg/min; aMmnoaunmaH: 55,4 pg/min), ¢ HOPMAJIHO HIIH BHCOKO apTEPHATIHO HAIATAHE U Che
zanasena 0p6peuna gynkuMs (cepyMen kpearunus <120 umoll). Cren 24 ceamunu oTaeNIHETO
Ha a0yMAH B ypUHaTa ¢ Hamaneso (p<0,001) ¢ 42% (-24,2 pg/min; 95% CI: 40,4 n0-19,1) ¢
Bancaprad ¥ npubausurento ¢ 3% (1,7 pg/min; 95% CI: -5,6 1o 14,9) ¢ amnonumu,
HE3ABHCHMO OT CXOJHATA CTEeNEeH Ha NIOHHKEHRE B ARETE MPYITH.

fIpoyusaneto Diovan Reduction of Proteinuria (DROP) uicnensa AombnuHTENHO eHKACHOCTTA
Ha BaJCapTaH NPH PEAyLUHpPaHe Ha OTAEAHeTo Ha anGyMuH B ypuHata (UAE) npu 391 nauwenty
c xunepronus (AH=150/88 mmHtg) c auaber tun 2, anbymunypus (cpenta crofinoct=102
ug/min; 20-700 pg/min} i 3anasena GxOpeura GyHkuus (CpeneH cepyMen KpeaTHHUH=80
pmol/l). [anpeHTHTE ca PAHAOMHIHPAHH C eAHa OT 3-Te Ao3u Baacapran (160, 320 n ‘-
mg/ned) ¥ neKyBaru B npodbmikende Ha 30 ceqmuuy. Lienta Ha npoy+satieTo € Aa yoFt
ONTHMaNHATa 4033 BICAPTaH 3a peyNHpPaHe Ha OTAENAHETO Ha anfyMUH B YPHHATA
NalMenTH ¢ XxuneproHus u quaber tan 2, Cnex 30 ceaMuLM NponeHTHATA NPOMAHE p I




3HAYMTENHO HaMAeHa © 36% OoT H3XoIHATA CTORROCT ¢ Bancaprad 160 mg (95% CI: 22 no 47%)
u ¢ 44% c sancaprad 320 mg (95% CI: 31 a0 54%). Hanpaseno e 3akmosenue, ge 160-320 mg
BaJICAPTAH BOIH A0 KIHHHYHO JHEYHMH PeNyKIuy Ha OTAeNaHe Ha anbymuH ms ypuHata (UAE)
MPH MALHEUTH ¢ XANEPTOHHA ¥ Snaber THI 2.

JBe roreMr paHROME3HPaHE KOHTPoupany npoyusanng — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - Texymo rno6anio usnarsane 3a
KpaliHH TOYKH HA TEIMHCAPTAH, CaMOCTOATENHO W B KOoMOMHamMa ¢ paMunpui) B VA
NEPHRON-D (KauHuuto npoyupaHe CBEp3aHO ¢ pazBMTHe Ha Hedponatus npu amader,
NpPOBEACHO OT MHHHCTEPCTRO N0 BBIPOCHTE Ha BETEPAHHTE) — NPOYUBAT ynorpedaTa Ha
koMbuHanuATa or ACE whxuburop u anrnorensus {i-penentopen 6nokep.

ONTARGET e npoyusane, NpoBelEHO NpPH NMALMEHTM ¢ aHAMHe3a 3@ CHPACMHO-CBAOBA HIH
MO3BYHOCKI0BA GONECT, HIIH 3aXapeR AuabeT THN 2, DPHAPYKEMH ¢ NAHHM 33 yBpexlaHe Ha
epextopan opragd, VA NEPHRON-D e npoyuBaHe npu MaUMEHTH CbC 3axaped auaber Tvn 2 u
ZuabeTHa HepponaThA.

Te3yw npoy4pauusd He OKa3BatT 3Ha¥HM OnarompHareH edexkr Bbpxy Onbpeunnte WHIH
ChpACYHO~CH0BHUTE TOCIEAHIHN H CMBPTHOCT, KaTO ChII@BPEeMeHHO ca HaOAi0JaBaHH NOBHIIEH
PHCK OT XHIEPKAIHEMHS, OCTDO yBpexlaHe Ba OrOpendre W/Wnu XMUMOTOHRS B CpaBHeHHE C
MoHoTepanuaTa. KaTo ce HMaTr NpeuBHA CXOAHATE MM (hapMakOMMHAMHYHM CROMCTBA, Te3k
Pe3yIITATH €A IpHAOKHUMY K 3a apyTH ACE BRHXUOATOPH H auruoTeHsun II-peuenropus GroxepH.
ACE nmuxuburopn M anrHOTeH3HH ll-peuentopHs OGnokepm crnefoBaTenno ue TpaGea ha ce
U3NON3RAT €IHOBPEMEHHO NIPY NallReNTH ¢ AuabeTha vedponaTus.

ALTITUDE (KnuunyHo npoydsane NpOBEACHO ¢ IHCKUPEH PH NalHEHTH Cbe 3axapen quaber
THN 2 ¢ HANOJ3BaHe Ha CHPNEYHO-CHA0BH 1 ObOpeunt 3aGonaBaHRA KaTO KpalHH TOUKY)

€ Npoy4BaHe, IPeHA3HAUCHO Ja HICAEABA N10JI3aTa OT A00aBAHETO HA ANMMCKUPEH KbM
cradpapTha Tepanui ¢ ACE uuxuburop uny anrnorensus I1-peuentopen 6aokep npy naHesTH
cbe 3axapen gEaber min 2 u xpounyHo §BOpeuno 3abonnsane, CEPACUHO-CHAOBO 3a00ABaHE
Wnu K ABerte. ITpoy4sadeTo e npexpaTeHo NpeXaeBpeMeHHO NOPaIH NOBHLIEH PUCK OT
nebnaronpuaTau nocneaunA. Kakro cepaedHo-cBI0BaTa CMBPT, Taka ¥ HHCYJITHT €2 I0-YECTH B
rpynaTa Ha aNUCKHUPeH, OTKONKOTO B IpyrlaTa Ha mnanebo, a NpeACTABABAIINTE HHTEPEC
HexeflaHu cpOUTRA ¥ CepHO3HE HexXenanl ce0nTns (XunepranyeMus, Xunorouus u 6sGpeuna
auchyHxuMs) ce cboOLIABAT NO-YECTO B IPYNATA HA ATHCKUPEH, OTKONKOTO B TPyIaTa Ha
nanebo.

Xudpoxnopomuasuo
OcHOBHOTO MACTO HA AEHCTBHE HA THASKHAHATE JUYPETHIIA Ca AUCTANHATE HIBHTH KaH3TUeTa B
On6pexa. okazaHo e, e B 6p0peyHaTa KOpPa CHITECTRYBA BUCOKOADUHUTETEH PEUenTop, KoiTo e
OCHOBHO CBBP3BAI0 MACTO 33 THASHAHUTE HAYPETHLH M 32 HHXHOHpaHe Ha TpaHcnopTa Ha NaCl
B JRCTAIHOTO M3BUTO Kasamye, TuasuaHaure Auyperdliy Aefictoar upes unxubupane na Na+(l-
CHMITOpPTEP, BEPOATHO Ype3 KOHKYPHpPAHE 3a MACTOTO 32 cRbpakane Ha Cl-, 1 Mo To3n HayHH
MOBJIMABAT MEXaHU3IMMTE HA SNIEKTPOIHTHa peabcopbiiit: JHPEKTHO NOBUINABAMHKHE €KCKPelaTAa
HA HATpuH ¥ XNOPHIN B MPHONKIUTENHO eIHAKBA CTeNeH N HHANPEKTHO Ypes JRYPETHYHOTO CH
JdcHcTBre, RaMandBaiiky naasMennd 0beM ¢ nocneABauio NOKaYBaHe Ha [11a3MeHATa PEHHHOBA
aKTHBHOCT, CEKpeLA Ha anJocTepor # 3ary6a Ha kayuil ¢ ypHHAT2, KaKTO B HaMalABaHe Ha
HWBATA Ha cepyMHNA kanuil. BpbikaTa peHUH-ana0CTEPOs ¢e MEAHKMPA OT aurHoTeH3HH 11, Taka
4e MpH QROBPEMEHHD NPUIArade c BANCapPTaH pelyKLUUATA Ha CepYMHHA Kanyii e no-cnabo
W3Pa3eHa, OTKONKOTO HaOMONaBaHaTA IPH MOHOTEPANHA C XHAPOXNOPOTHAIU.

Hemenranomen pax xva xoxeama




cheronina ce ot 71 533 cnyvan Ha BKK 1 8 629 cnyyau sa CKK, u nonynauus ot cporsetso 1
430 833 1 172 462 noaxonsmu KoHTponu. Brcokara ynorpeba ra XXT3 (kymynatuaso 250 000
mg) e cebp3ana ¢ koparupad OR 1,29 (95% JIU: 1,23-1,35) 3a BKK 1 3.98 (95% JIH: 3,68-4,31)
3a CKK. HabmonagaHa e sicCHa BPB3Ka KyMyIATHBHA J034-0TroBop KakTo 3a BIK, Taka u 32 CKK.
JIpyro npoy4sase Moka3sa 5b3MOKHA BPb3Ka MEXEY paka Ha ycrHute {CKK) B excnosnigisTa Ha
XXT3: 32 633 cnyvan Ha pak Ha yCTHHTE € noaGpana monynauus ot 63 067 noaxoasmu
KOHTPOMM, KaTO CE W3NONI3BA CTpareryd 33 B3eMane Ha poby, onpejenena oT pucka.
HeMOHCTpHpaHa € BpB3Ka KyMyJaTHBHA 103a-0TroRop ¢ kopurupas OR 2,1 (95% [H: 1,7-2,6),
napactsai 1o OR 3,9 (3,0-4,9) 3a srcoka ynotpeba (~ 25 000 mg) u OR 7,7 (5,7-10,5) 3a Haii-
BHCOKATa KyMyJaTHeHa Jo3a (~ 100 000 mg) (sx. cpmo Touka 4.4).

5.2 dapmakoKUHETRAEN CROHCTBA

Baicapman/xudpoxnopontyuasud

CHcTeMHATa HANHYHOCT HA XKAPOXJIOPOTHA3NA € HaManeHa ¢ okolio 30% MpH eAHOBPSMEHHO
npunarade ¢ pancaprad. KuHeTHkara Ha BARCAPTaH He C€ NOBNMABA SHAYHTENHO MPH
€IHOBPEMENHO NpHNarade c XHApoxnopothaina. HabmoaaraHoTo s3auMoeicTsie He OKasBa
BIMAHKE TIpu ynorpeba Ha KOMOMHALKATA BANCAPTAR H XHAPOXIOPOTHAZM], Thil KaTo
KOHTPONHPEHH KAHHEMYHHE NPOYyYBaHHS Ca NI0KA3ANH ABSH AHTHXMNEPTEHIHBEH eIeKT, MO-TOAIM
OT [TOCTUTHATHA MPH AKTUBHUTE BEIIECTEA, MPHITOKEHH NOOTASIHG HIN TPy manebo.

Bancapman
Abcopbyus

Caen nepopanso NpHIoKEHHE CAMO Ha BAACAPTAH [TMKOBKUTE IWIA3MEHH KOHLEHTPALHY Ha
BANCAPTAH ¢e JOCTHraT 33 2-4 4aca. Cpennara abcomorHa OronannunocT ¢ 23%. Xpanata
HaManasa excnosuugTa (mmMepena ¢ AUC) va pancapran ¢ oxono 40%, a MHKOBATE NRA3MEHA
koHlenTpaus (Cmax) ¢ okonto 50%, sbnipexn de oxone § yaca ciiej] NpHEMa IIAIMEHHTE
KOHUEHTPaUHH Ha BaJICapTaH ca IoXOOHY B PPYNHTE Ha TIPHEM cliel HAaXPAHBaHe H HA [TALHO.
Tora noHmxenue na AUC ofave He ce OpHAPY*kaBa OT KIMHHIHO 3H2YHMO HAMANABAHE HA
TEePANCBTHYHHA eQEKT, IOPAM KOSTO BAJICAPTAH MOXKe [ e AaBa ¢ Wiy 5e3 xpaHa.

Pasnpedenenue

O6embT Ha pasnpejeNenne Ha BAICAPTaH IPH ChCTOAHHE HA HACHIUAHE Clel HHTPABEHO3HO
NPUAOKEHHE € Ok00 17 IHTP], KOeTo NOKA3Ba, 1¢ BaNcapTal He ¢e pasnpe/ieNis eKCTeH3HRHO B
ThKaHKTE. BANCAPTAH € B rO/MA CTENEH CRLP3aH ChC CEPYMHATE MpoTerHR (94-97%),
TIPEAMMHO CHC CepYMHHS anbyMuH.

Buompancgopmayun

Basicapran e ce 6uotpanchopMupa B TONSMa CTeleH, Thil Kato camo okono 20% oT gosara ce
OTKpHBA Kato MeTabomuTth. B niasMaTa € ycTaHOBeH XHAPORCHMETAGOINT B HHCKH
KoHLeKTpauHu (f1o-Manxo ot 10% or AUC pa pancapran). Tosn MeTaGonuT € papMakoJOrHaHo
HeaKTHBEH.

Excrpeyus
Bancapran noka3pa MynTHEKCTOHERIMATHA KHHeTHKa (114 a <1 vac 1 t'4 B okono 9 yaca).
Bancapras ce enMMHEMpa NpeARMHO ¢ hekannure (oxono 83% ot Aosara) u ypuHara (OKORO

(oxono 30% ot ofiums kiupeac). [ToayKABOTRT Ha BascapTaH € 6 vaca.

Xuopoxropomudazud




Abcopbyun

AbcopbunsTa Ha XHAPOXIOPOTHA3M, CIIE MepPOpANeH npHeM e 6bp3a (tmax okoo 2 ¥), ¢se
CXORHY XAPAKTCPUCTHKH KAKTO IIPH CYCNEH3UATa, TaKa U MpH TabNeTHATA NekapcTeeHa dopma.
AbcomoTHaTa GHOHAIMYHOCT Ha XMAPOXIIOPOTHAIH] Clie)] Nepopaney npueM e 60-80%.
C'I:OGIJ.IB,BH. Ce, HC SAHOBPEMCHRHAT NPHEM © XPaHa BOINHM KaKTO N0 HaMalABaHe, 1aka H 1o
NIOBULIABAHE HA CHCTEMHATA HATMYROCT Ha XUAPOXJIOPOTHAZHA B CPABHEHHE C IPHEM Ha FAAJNHO.
PasMmepsT Ha te3u edekTH HE e oM H MMa MANIKO KNIHHWYHO 3Haveune. [Tokausaneto Ha
cpennaTa AUC e nuHeliHO H e DPONOPUMOHANHO Ha R03aTa B TEPANeBTHHHHUA AHana3oH. [Ipu
MHOTOKPATHO JO3MPAHE HAMAE HPOMAHA B KHHETHKATA Ha XUAPOXIOPOTHA3HE, & TIPH €JHOKPATeH
HHeBeH NpHeM aKyMynaliuiTa € MUHIMATTHA,

Pasnpederenue

Kunernxara Ha pasnpezencHie H eNHMHEAPaHE KaTo 1SN0 € ONUCaHa oT OHeKCNOHeHIMANHA
¢dynxims Ba pasnaz. Tipusuaauat obem Ha pasnpenenesue e 4-8 1/kg.

I{upky nUpamyaT XEAPOXTOPOTHASHA € CBBP3aH CbC cepyMHHTe npotennn (40-70%), npeaumuo
ChC CepyMRHS anbyMuH. XHAPOXIOPOTHASKS CHIIO Taka KYMYJIHPE B €PHTPOLHTHTE
npubnusutenso 1,8 WeTH TOBEHe, OTKONKOTO B NJA3MATA,

Excxpeyus

Tlpn xuapoxnoporHassil >95% ot abcopOupanaTa 1033 ¢e eKCKPETHPA KATO KelPOMEHEHO
BELIECTBO B YpUHATA. BROPESHHAAT KITHPBHC Ce CHCTOM OT NACHBHA QUITPALKA H AKTUBHA
cexpenns B 6x6peynute TyOynu. TepMHRAIHUAT NOXYKUBOT € 6-15 daca.

Creyuainy 2pynu nayuenmy

TTayuenmu 8 cmapuecka évspacm

ITpn HSKOM NMAMEHTH B cTAPYECKa Bh3pacT € HabmonasaHo ManKko no-BHCOKO 0610
pasnpeaesicHHE HA BajicapTaH B CpaBHEHHe ¢ MIaauTe nanHeHTH. ToBa ofaue AaMa AoKasaHa
KIHHHYHA 3HAYMMOCT,

Orpannyenn JasRH NPeANONAraT, 4e CHCTEMHUAT KINPHHC HA XUAPOXIOPOTHAZU], € HaMaeH
TPY MALKEHTH B CTAPUECKA BB3PACT, SAPABH WM ¢ XUIIEPTOHUA, B CDABHEHUE C MIAJIM 3ApaBH
AoGPOBROIHA.

Bvbpeuno yspescdane

IIps npunaraxe Ha penops4BanaTa 403a Ha Bancasmi KoMn He ce H3lCKBa KOPHIHpaHe Ha
Ho3aTa NpH NALHEHTH CBC CKOPOCT Ha rioMepyiHa unrpauns GFR 30-70 ml/min.

Hama nannas 3a npuiaranero Ha Bancasun KoM opH manueRTy © Texko 6x6peuno yspexaue
(GFR <30 mV/min) 1 npr nanuenTH Ha IvMannsa. Bancapran ce CBbp3Ba BbB BUCOKA CTEIEH €
nna3MeHHTe IPOTEHHH M He MoXe 1a Obe OTCTpaHeH 4pes Auannsa, 10KaTo
XHAPOXJIOPOTHAZHA MOKE na 6’]:116 OYHCTECH YPC3 NHUANN34,

bu6peuHHAT KIHPEHC HA XHAPOXIOPOTHA3K/ Ce CHCTOR OT NACHBHA PWITPAUMA K AKTHBHA
cexpeuns B 6p6peunuTe TyOymu. Kakto Moxe a ce ovaxsa npy BEIECTBO, YHATO KIMPEHC ce
OCBILECTBABA NIOYTH H3AN0 o7 OBOpernte, GpOpeunara GyHKiMs WMA 3HATHTENEH edEKT BBPRY
KMHETHKATA Ha XMAPOXNOpOTHAIUT (BIK. T0UKa 4.3).

Heprodpotuo yspescoane
BB apMAKOKMHETHYHO B3THTBAHE IPH NALKEHTH C JIeka (n=6) A0 yMmepeHa (n=5
JucdyHKUMA eKCIO3HUMATA Ha BATCAPTAH C€ MOBHIIaBA NPHONHZNTENHO 2 IVBTH
AoGposoani.




JlunceaT AaHHH 3a ynoTpedaTa Ha BANCAPYAH NPH NARHEHTH ¢ TEXKa YepHoIpobHa auchyHKnua
(Bx.TouKa 4.3), YepronpobHnrTe 3a00ngBaHKA He IOBIAKABAT 3HAYMMO apMaKOKMHETHKATA HA
XRIPOXNOPOTHA3KA,

5.3 llpenxannndnn JankHA 3a GesonacHoct

ToTenupanyara TOKCHYAOCT Ha koMOAHALWITA BaNcapTal / XHAPOXIOPOTHASHN Clle]] NEpopaTHO
DPHNOKEHHe € H3CAeARAHA IPH MIAHX0BEe H MAPMO3ETKH B NPOYYBaHNA, POIE/DKABAIIY HO ECT
mecena. He ca yecranoBeHH naHHY, kouTo OMXA MOIIH N M3KIIIGUAT IPHIOKEHHETO Ha
TepaneBTHYHH JO3H APH XOPa.

H3meHeRuATa, NPHYMHEHH OT XOMOUHAIMATA B MPOYYBAHKHATA 38 XPOHHHHA TOKCHYHOCT, € [T0-
BEPOATHO Ja Ca NPEJHIBUKAHY OT BANCApPTaH. TOKCHKOJOTHUHHAT NPHIENEH Opran ¢ Gh0peKsT,
KaTo PEaKLiMATA € [10-U3pa3eHa NPy MapMO3ETKH, OTKOAKOTO NpH masxope. KoMOHHANUATA BOAH
a0 6u0pevHo yspexnane (Hepponatus ¢ TyOynna Gazodunds, nokaysade Ha [IA3MEHATE ypes,
TUIA3MeHHs KPeaTHHHH ¥ CepyMHUA Kanni, yBelA4apate Ha 00eMa Ha YPUHATA U eNeKTPOSTUTHTE
B ypusara o1 30 mg/kg/nen Bancapran + 9 mg/kg/IeH XuAPOXIOPOTHASH TIPH IUTHXOBE H

10 + 3 mg/kg/nen npu MapMO3eTKH), BEPOATHO IO MEXAHA3MA Ha Hapyiuena 6nOpeuna
XeMOIHHaMUKA.

ITpu nrexoBe Te3n 203k ckoTReTCcTBaT Ha 0,9 M 3,5 MbTH MakCHMANHATA NPenopsUBana 1034 NpH
xopa (MITJX) choTBeTHO HA BANCAPTAH B XUAPOXNOPOTHA3H, H3THCIeHH Ha Gasa mg/m> Tlpu
MapMO3eTKH TE3H R03H ChOTBETCTRAT Ha 0,3 ¥ 1,2 NBTH MakcUManHaTa IpenopbyuBala Ji03a DpH
xopa (MITJIX) choTBETHO Ha BalcapTaH ¥ XHIPOXNOPOTHA3HA, R3YHACIeHH Ha 6asa mg/m2,
(VzuncennaTa ce oTHACAT 3a Nepopanta 103a ot 320 mg/nen sancapran 8 komOuHanus ¢ 25
mg/neH XUAPOXTOPOTUAIHI ¥ TAUHEHT ¢ Terao 60 kg.).

Bricoxn 1034 Ha KOMOMHALVATA BAACAPTAH ~ XHAPOXIOPOTHAIN] IPSAU3BHKBAT HaMaisBaHe Ha
EpUTPOLMTHUTE ToKasatend (6poit Ha epHTPOLUHTATE, XEMOTTOOHH, XeMaTOKPUT OT

100 4 31 mg/kg/nen npu wrsxoRe u 30 + 9 mg/kg/nen npu Mapmozetkn). [lpn nisxose Te3n
nosy cpOTBETCTRAT Ha 3,0 H 12 ImhTH MakcHMaNHaTa NpenoprYBaHa 1o3a ps xopa (MITIX)
CHOTBETHO Ha BAICAPTAH M XHAPOXIOPOTHAINA, HIUACIEHH Ha 6aza mg/m?, TIpn MapMo3serku
Te3H M03H CHOTBETCTBAT Ha 0,9 u 3,5 mpTH MakcuManHaTa IpenopsYBaHa K03a NPH Xopa
(MITIX) cpoTBETHO HA BAJICAPTAH Y XWAPOXJIOPOTHAHA, HIUHCHeHn Ha Baza mg/m?2,
(MsmicnenndTa ce oTHACAT 3a Hepopaita ao3a or 320 mg/aeH Bancaprad B KoMOKHANHA ¢ 25
mME/NeH XHAPOXNOPOTHAIHA K H NANMEHT ¢ Tervo 60 kg).

IpH MapmoaeTkH ce HabmionaBa YBpeXIaHe Ha cToMamHATa urasuia (ot 30 + 9 mg/kg/nen).
KomOunaunsta cBInoe Taka BOH KO XHNEPIUIa3HA Ha adepenTHNTE apTepuonu B Gubpennte (pu
600 + 188 mg/kg/nes nipu wrsxose ¥ 30 + 9 mg/kg/nen npr MapmMo3eTKH). [IpH MapMO3ETKH
ao3ute ceotBercTrar Ha 0,9 # 3,5 mpTH MaKcHMANHATA TPENOPHIMTENHA A034 TP XOpa
(MITAX) cBOTBETHO HA BajicApTaH H XUIAPOXNOPOTHASH, H3uucHeRH Ha Gaza mg/m2. IIpu
ITBXOBE TE3H A03K ChOTBETCTBAT Ha 18 B 73 BT MaKCHMANHATA NIPENOPBUATENHA A03a NpH
xopa (MITJIX) cboTBeTHO Ha BaNCapTaH A XHAPOXIOPOTHA3HA, HIUMCNeH: Ha Daza mg/m2.
(Hsuncnennsra ce 0THAcAT 3a Depopanya Ao3a oT 320 mg/neH pancaprad B KoMOuuaLHA ¢ 25
mg/NeH XUAPOXNOpOTHAIKA W MalHeHT ¢ Tero 60 kg).

Cromenarnte no-rope eheKTH BEPOATHO C& ABIDKAT HA BUCOKHTE A03H BAcapTaH (GlokHpane Ha
anrvoTerHsuH [I-sRayuHpaHaTa HHXHORITHA Ha OTREIARETC HA PEHHH H CTHMY alika ua
PEHHH-HPOAYLMpAIH KieTKH) 1 ¢e cpentat U npu ACE uaxuburopurte. Tesu 1aHHH BEPOATHO
HAMAT NIPAKTUHECKO 3JHAYEHUE NG OTHOWEHHE HA TEPANSBTHYHOTO NPUIIOKEHKE HA BANCAPTAH
Ipy Xopa.

KomGHnanuara pancapral — XMAPOXIOPOTHASHA HE € MPOYyHBaNa 38 MyTareHHOCT, X
aHOMAaNTHH MIH K@PUHHOTEHHOLT, THil KATO MUIICBAT JOKA3aTENCTBA 3a BIAMMOJIEHC
asete cybcTannuu. HesaBuchHMo ye TecToBETE ¢a OPOBEXIAHA OOTAETHO 32 Ball



XHAPOXJIOPOTHA3H], HE a4 YCTAHOBCHH RQ0KAATENCTRA 334 MYTANCHHOCT, XPOMO30OMHH aHOMAaTHU
HAH KapLHHOTCHHOCT.

IMpy nirexoBe ToxCHYHE 1034 3a Maiikara (600 mg/kg/ner) no epeme Ha MOCASARNTE JHH OT
OpeMeHHOCTTa H TEPHOKa Ha NIAKTALMA Ca KOBEAH A0 (IG-HHCKA CTENeH Ha MPEKMBAEMOCT, TI0-
cnabo HagaaBaHe Ha TErNO U 3a0aBeHO Pa3BUTHE (OTAENAHE HA YUIHATA MMJA U OTBAPAHE HA
CIYXOBHS KAHAT) Ha NMOKOJICHUETO (BX. To4ka 4.6). Tesu aosu npu nabxose (600 mg/kg/nen)
TIpeACTaRIABAT NPHONAIRTENHO |8 IMbTH MakCHMANIHATA NPENOPHYBAHA 1032 IPH Xopa Ha Gasara
Ha mg/m2 (W34ACIEHHATA CE OTHACAT 32 nepopanua Aosa 320 mg/ied € u nauuenT ¢ ternoe 60
kg). llpu npunarase Ha paacapTaH/XHAPOXIOPOTHA3NA NPH TUIBXOBE ¥ 3aliTH ce uabaonasar
CXOJIHM HAXOIKW.

B npoyusauusra 3a emOpuoderanto passurne (Pasza I) auncear aokasatencrsa 3a
TEPATOreHHOCT NPU NPUIATaHe Ha BaNcapTaH/XUAPOXIOOPOTAAZNA NPH MLTHXOBE H 3aHLIH,
Bbupeky ToBa e Oina waGmoaasaHa GeTOTOKCHIHOCT, CBBP3aHA ¢ MARUMRA TOKCHYHOCT.

6. PAPMALIEBTHYTHH JAHHN

6.1 CnipcbK Ha DOMOIIAHTE BEUIECTRA
Hnpo Ha TaGaeTkaTa:

Jlaxroza MOHOXHMApAT

Hemynosa Ha npax

Xunpomenoza

Kpockapamenosa HaTpuit

Cununuyes nIMOXCHI, KONOUAEH, Oe3R0IeH
Marnesnes creapar

PrIMOBO NOKpATHE
Xunpoumenosa

Maxkporon 8000
Tank

Bancapna Komm 160 mg/12.5 mg

XKeneszen oxena xeat (E172)

Kenesen oxcug depser (E172)

Xenesen okcua uepen (E172)

6.2 HechbBMeCTHMOCTH

He ca usBecTnn.

6.3 Cpox ua rogyuocy

3 roanuu.

6.4 Cienyajinn YCAOBHA HA CHLXPAHeHHAE
Ha ce cuxpanara nox 30 ° C.

6.5 /lanBu 32 ONAKOBKATA

PVC/PVDC Anymunuit Gnacrep




Bancapun Komn 160 mg/12,5 mg
OnaxoBky ot 10, 14, 28, 30, 50, 56, 90, 98 u 100 Tabnerxu.

He BcHYKH BHAOBH ONAKOBKH MOTAT Jia OBAAT MYCHATH 38 MpoJaxKsa.
6.6 Cnenuajeu UPeANAIEN MEPKH NPH HIXBLDIAHS

HaMa cIieHATHA U3HCKBAHHA.
Hensnonspanuat NpoAyKT KWK OTIATEYHHTE MATEPHATH OT Hero TPAGBa A2 C& HIXBHPIAT B
CBOTBETCTRHE C MECTHHTE H3HCKBAHMA,

7. UPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEFA

STADA Arzneimiticl AG
Stadastr. 2-18

61118 Bad Vilbel
T'epmanns

Tel.: +49 6101 603 0
Fax: +49 6101 603 259

8. HOMEF(A) HA PABPEIHEHHETO 3A YHOTPEBA

Bancasun Komn 160 mg/12,5 mg Per. Ne: 20100468

9. JATA HA ITBPBO PASPEIIABAHETIOAHOBABAHE HA PASPEINEHUETO 3A
YIIOTPEEBA

JlaTa Ha mppBo paspemasane: 14.07.2010
Jara wa nocnegHo noaHoBasane: 16.03.2016

10. JTATA HA AKTYANH3UPAHE HA TEKCTA
06/2022




