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Bepanamun — Yalikadapma 240 mg Tabnetru © yALIHKEH0 0CBODOKAABAHC 25
Verapamil-Tchaikapharma 240 mg prolonged release tablets - 82 200

1. HAME HA JIEKAPCTBEHHSA [TPOAVKT

2. KAYECTBEH 1 KOJIMUECTBEH CBCTAB

Besika vabneTka © yAbiKeno oceobokaaBaHe cuIbpxa 240 mg BepanaMnioB XHAPOXIOpHI.
32 TLAHNA CAUCEK Ha NOMOIMHMTE BEIeCTRa, BHX T.6.1.

3.  JEKAPCTBEHA ®OPMA

TabneTkH ¢ yabkeHo ocBoOOKAaRAHE,
HNpoabnroearH, ciHN, ABORHON3NBKHANN GUIMHPaHN TADNETH C JENATENHA YEPTA OT CUHATA CTpaua.

4, KJAHHWYHU JAHHH
4.1 TepancBTHYHM HOKAZAHRA
Bepanamun e nokasaH npH Bb3pacTHH, HOBOPOAEHH, KbPMAYETA, ASHA ¥ IOHOWY,

Bepanamun e nokazad 3a nevenue Ra HCxeMuuHa OORECT Ha ChPUETO (ChCTOAHNR, XapaKTepH3HpaLIH

Ce C HeNOCTaTEHHO CHAfINBAHE HA CHPACHHUA MYCKYA ¢ KHCIIOPOA), BKIKYBALILD!

- Xpoxuaua cradunua auruHa nexTopue;

- HecraluiHa anrdia mekropue (Kpecyieno anTvAa, auTHAA B nokoit);

- BazocrniacTugta asrvina nextopuc (auruna Ha Prinzmetal, BapuaHTHA aHrHHA);

- AnruHa cief HudapKT Ha MEOKApA TIPY NallMeHTH 0e3 Chp/euHa HeAOCTATBUHOCT, B CyyYaii
4 PHIOKEHWeTo ta OeTa-Onokepu He e nokasaHo.

Bepanamun e Hokasan 3a NeUeHHe HA HAPY LWEHHA HA CHPACUHHI PHTBM NPH MAPOKCH3IMAIHA
HAZKaMEePHa TAXHKAPIUA H IPENChPAHO MBK/ICHS/ TPENTEHE ¢ OBP30 ATPHO-BEHTPUKYIAPHO
NPOBEXIAHE C U3KIOYEHHE HA CHHAPOMHTE Ha Wolff-Parkinson-White unn Lown-Ganang-Levine).

Bepanamun e nokasax 3a jieueHde HA MOBHLUCHO APTEPHATHO HAnATaHe {XHNEPTOHHM ).
4.2 Jo3HpOBKa H HAYHH HA NPUIOKEHHE

Joznpoeka

Jo3ara Ha Bepanamnn TpAGea Ja Ob1e HHAHBHIYATHO OMpeae/ieHa B 3aBHCHMOCT OT TeXecTTa Ha
3albosigBaneTo. JbAroroqHIIHMAT KIMHAYEH ONUT MOKA3BA, Y¢ CPEIHATA JHEBHA 034 NPH BCHUKK
rokasanus e Mexay 240 u 360 mg. JHesnata no3a He TpabGBa Aa npesuwasa 480 mg npu
APOABAKHTENHO NPHNMKEHKAE, BBLITPEKH Y& MOTAT A ¢& H3I0M2BAT [10-BUCOKH A03H 33 KPATHK NEpHos
OT BpeMe. HaMa oTpaHHHeHHs OTHOCHO IPOABKHTENHOCTTA Ha TpUoxeHreTo. 1lpu
NPOALKHTEAHO NPHIOKEHHE, IPHEMBT HA BEpANAMUA He TPAORA 1a ObAe NpeyCTaHOBABAH
nigeantk. [pernopeusa ce NOCTENEHHO HaManaBade Ha Ao3ara.

Bu3pacmnu
Hexemuuna Oorecm Ha Chpyemo, RAPOKCUIMATHE HOOKAMEPHE MAXuKapoust i Npedcspono
MBNCOCHE IMPENMEHE.

Huesna nosza ot 120 no 480 mg, npueta B eQHa AN ABS OTACSHHM J03H.

Xunepmouus
JlHeBHA no3a ot 120 ao 480 mg, npHeTa B eAHa HAM ABE OTASTHH J03H.




Crneyuannu nonyaayuu

Heouampuuna nonyaayus

besonacrocTTa M eUKacHOCTTa HA BepanaMH ca yCT@HOBEHH NPH AcUa

- A0 6 rofMLEa BR3pAcT: AHeBHa #o3a 0T §0-120 mg epanamun, npHera B2 10 3 OTASAHY 4034,
- 6-14 roauuIHa Bb3pact: AHesHa 103a oT 80-360 mg BepanaMur, upnera 8 2 10 4 OTJENHA J03H.

bvopeuno yepexcoare

Hannunute kbM MOMEHTA JAHHH ca opucany B Touka 4.4, Bepanamua Tpabea ja ce ynortpebssa ¢
NOBYIIECHO BHHMaHKE H NIPH HENPEKLCHATO MOHHTOPHPaHE NPH NALHEHTH ¢ yBpedeHa 0b0peuna
dbyHrLMS.

Heprnoopobdmo yspesicdare

Ilpu nauuenTH ¢ YBpeaeua vepHoapodua dyHKUWA, MeTa0OMH3IMBT HA NeKapeTeoTo & 3alanen B No-
roJAMa HIH TI0-MAJIKA CTEIIEH B 3aBHCHMOCT OT TEXECTTA Ha 4epHOApoOHATa AHCGHYHKUHNA, KOSTO OT
CBOA CTpaHa MOTeHLNpa 1 YABDKaBa edexTnTe Ha sepanamun. CreAoBATENHO € HeODXOAUMO
NOBHIIEHO BHUMAaHHEe NpU aJarnTHpaHe Ha O3aTa NpY NaLMUeHTH ¢ yBpeAeHa YepHoapotHa hynkuna u
3aMQ4BaHe Ha NCUEHHETO ¢ HHCKH JO3H (BXK. Touka 4.4).

Hayyn Ha npuiioxenne

3a nepopatHO [IPUIIOKEHHE.

Tabnaerxyte Tpadpa aa ce npuemar Oe3 a ce CMy4aT WIH IbBYAT, ¢ JOCTATBYHO KOJIHYECTBO TEUHOCT,
34 npennoquTaHe [I0 BPEME HA XPaHCHS WU CROPO CICH TOBA.

4.3 IlpoTHBOoHmOKa3zaHUA

BepanaMun e npoTHBONOKA3EH [IPH:

- CBPBXUYBCTBHTEIHOCT K'bM aKTHBHOTO BElUECTBO (BepanaMUIOB XHAPOXIOPHA) HITH KbM HAKOE
OT NOMOLLHATE BELIECTBA, U30poeHy B Touka 6.1,

- KapAMOTEHEH OK;

- BTOPa MM TPETa CTELEH ATPHO-BEHTPHKY.AAPEH ONOK (C M3KTIOUEHHE Ha [IaLUHEHTHTE C
dyHrUHOHHpAaLY TieAcMefiknp);

- CHHIpPOM Ha DOJTHHS CHHYCOB BB3€ {C H3KIIOYEHHE HA NAHEHTHTE ¢ PYHKLIMOHHPpalL]
neficMelKLp);

- ChpAe4Ha HELOCTATEYHOCT ¢ HaManena dpaxiivia na watnacksare noa 35%, wunu Genonpodbuo
BKIHHEHO Hanarake Haza 20 mmHg (ocBeH ako € NpHYMHEHO OT BTOPHYHA CYNPaBeHTPHKY/1apHa
TAXHKAPAHT HIHCKBALIA Tepanus ¢ BepanaMi);

- OPeACHPAHO MBAKICHES/ TPENTEHS TTPU HAiKYHE HA NOTBIHWTENSH NTPOBOACH BT {Hamp.
cuHApoM Ha Wolff-Parkinson-White, cunapom na Lown-Ganon-Levine). TesH natueHTH cac
PHCK 33 Pa3BHTHE HA KaMEPHA TaXHAPHTMAA, BIUIOUYHTEIHO KAMEPHO MbKICHE, AKO €
MPHIOKEH BEPAraMEn.

- KOMOWHAUMA ¢ HRaOpatuH (BXK. Touka 4.5 ,,BaauMoaeHcTBIE ¢ APYTH NIeKapcTBEHH NPOAYKTH H
APYrH GOPMH Ha B3aHMoaeHcTBHE™),

4.4 CneunanHu npeaynpesxkaeHs: H NpedNa3Hit MEpPKH NpH YOoTpeda
Octup Muokapned uudapkt

Jla ce M3N00713Ba € MOBULIEHO BHHMAHHE NPH OCTBHP MHOKapAeH HHDapKT, yCIoxHed ¢ Gpaqukap/us,
M3pazeHa XHIOTOHHA MK JIEBOKaMepHa JAHCQYHKLHS.

Cbpa¢4Ha HEAOCTATBYHOCT
lauenTtrHTe che cbpAeHHA HEAOCTATBYHOCT C (hpaKiius HA H3TIACKBAHE NO-BHCOKa OT 35% TpﬂGBa aa
OB24T KOMNESHCUPAHY NIPEM Zanoupae Ha AEYeHHe ¢ BepanamMin U Tpadbsa na 6’bnaT
aJleKBATHO NO BpeME Ha NPHEMa Ha BEepariaMHIL,




Beparnami 3acara aTpuo-eeHTPUKYI1apHHa { AV} H CHHYCOBHA Bb3ej (SA) M Moxke Aa YBILKH aTpHo-
BEHTPUKYJAPHOTO BpeMe Ha npoBesxklaHe. [la ce m3non3Ba ¢ NOBHIIEHO BHHMaHHe, Thil KaTo
pa3sBUTHETO HA BTOPA MK TpeTa cTened AV 610k (RpoTHEONOKAzaHKe) WIKM YHH(acLUMKYIapeH,
oudacuukynaped wiH Tpudacunkynapet denpen 60K H3NCKBAT CNHPaHEe Ha CeIBaALMTE A03H
BEpanaMil K NpUIaraHe Ha Mogxo a1la Tepanus, ako e HeoOX0InMo.

Bepanamun 3acara AV 1 SA Bb3ena U MOXe 1a NpeAM3BUKa BTOPA HIIH TPeTa cTeneH AV Onok,
OpamuKkapaHs, H B MHOTO PEAKH CliydaH acHCTONMs. ToBa ¢ n10-BEPOATHO Ja Ce CYYH NPH NAUHEHTH
CBC CHHAPOM Ha OONHEA CHHYCOB Bb3el, 0-4eCTO NIPH BL3PACTHH NallHEHTH.

ACUCTOIHATA IPU NALMEHTH, PA3IHYHM OT TE3H CbC CHHAPOM Ha BONHUS CHHYCOB BL3e1 00HUalHO €
C KpaTKa NPOABIAKHTENHOCT (HAKONKO CEKYHAH WK NO-MAJKO), CbC CNOHTAHHO Bh3CTAHOBABAHE HA
pUTbMa Ha AV Bb3eNa HAH HOPMAIHHS CHHYCOB PHTBM. AKO TOBa He ce CyuH HesabasHo, Tpabsa aa
ce 3anouHe BEAHATA NOIXOALI0 TeueHHE. BkTe Touka ,,Hekenann NexapcTBEHH peaKkLnH™.

AnTHapuTMHuK, Deta-0inoxepu

B3anMHO noTeHLMpaHe Ha ChpAeHHO-CHAOBUTE edekTH (O-BHCOKA cTeneH Ha AV 00K, B N0-BHCOKA
CTENEH HaMalABaHE Ha Chp/IEYMHATA HECTOTA, OTKJIOHABAHE HA ChP/JAEYHATA HEJOCTATBUHOCT H
noteHuHpage Ha Xunoronus). Habmojasana e acumnToMatuyHa dpaaukap/ns (36 yiapa/MuuyTa) ¢
Onyxaaern MPEACLPACH NefcMelKbD NPH TALHEHT, [0y YaBall e HOBPEMEHHO THMION (DeTa-
aapeHepruveH 61okep) Kanku 3a oud H NepopaseH BepanaMiul.

Jurokcuy
Jla ce Hamany 1o03aTa Ha AMrOKCHH, AKO TMFOKCHH CE TIpHIara e0HOBPEMeHHO ¢ BepanaMii. BuxTe
To4Ka 4.5.

XHNOTOHHS:

HoHskora fapMakonoruyHoTO AeficCTBHE HA BepanaMMi MoXe Ja IPEIH3BHKA MOHHKABAHE HA
KPBBHOTO HaIAraHe noj 0a3oBUTE HUBA, KOETO YeCTO € NPEXOAHO H aCUMITTOMATHYHO, HO MOXKE 13
peAM3BHKA 3aMaHBaHe,

HMG-CoA peaykrazid MHXn6utopH (,.CTatuun®) — BHkTe TOYKa 4.5.

Hapyienud Ha HEBPO-MYCKYIHOTO OPEaBaHe

Bepanamuin Tpa0Ba Ja ce H3N0a38a ¢ MOBHILCHO BHUMAHHE NPH HATHYHETO Ha 3a0011BAHHA 11DH
KOHUTO € 3aCerHATe HEPBHO-MYCKYIHOTO NpeiasaHe (MHACTEHNs TPaBUC, CHHAPOM Ha Lambert-Eaton,
Hanpe/HaTa MyCcKyTHa aucrpodua Ha JTiowen).

EEE I'H

Creyuannu nonyiauun

BwlOpeuno yepesxiane

Bhnpeky de roneMH cpaBHUTEIHH U3MUTBAHUA Ca NOKA3aH, Yye YBpeaeHaTta Ondpeuna QyHKILua HAMa
edexT BhpXY HapMaKoKHHETHKATA HA BEpanaMidi, NpH NalMenNTH ¢ KpaeH cTagui Ha 6bp0peuna
HEAOCTATBUHOCT, HAKONKO ChOOLICHIUA TTOCOUBAT, Y¢ BEpanaMii TPAOBa 1a ce npunara ¢ IIOBHILEHO
BHHMaHHE H CTPOro HalmioaeHe Npd NAUHEHTH ¢ yepe/eHa Gpdpeydna dynkuMa. Bepanamui He
MOXe na Obje OTHEeNeH OT OpraHuIMa ¢ XeMOIHATH3A.

YepHoxpoOHO yBpeKIaHe
[la ce npunara ¢ TORUINEHO BHUMAHKE NIPH NALHEeNTH ¢ TeXKo YRpeneHa yephoapobna dyHKkuua (Bx.
cBUo Touka 4.2 W Jo3Mposka npu YepHOAPOGHO YRpesicaaHe).

IomMouIy BemecTBa
Hampuii

Bepanamun-Hailikagapma 240 mg cuabpika 37.1 mg varpuil Ha Ta0lIeTKa, eKBHBAIEHTH
npenopbuBaHun o1 C30 MakcUMaIeH AHEBEH NPUEM OT 2 g HATPHH 3a BL3PacTHH. '




Jlaxmosa

Bepanamun-Yaiikadapma cbabpsika nakrosa. [TaugeHTHTS ¢ peIku HacledCTBEHH NpoOneMH Ha
HENOHOCHMOCT KbM Ianakrosa, JIaKkTozeH AeduunT Ha Lapp uiM rnioko30-raaktosdHa manadbcopouuns

HE TpHﬁBa Ad NMPHEMAT TOBA JICKAPCTRO.

4.5 BiaumoaeiicTBHAs C APYIH JeKAPCTBEHH NPOAYKTH H APYTH JOPMH Ha B3anMojIeiicTBRE

MeTabonHTHUTE iR Vifre W3NUTBAHES MOKA3BAT, Ye BepanaMui ce Metabonnsupa ot HHToxpom P450
CYP3A4, CYPIAZ, CYP2CE, CYP2C9 u CYP2C18. YcTaHoBeHo e, ye BepanaMui ¢ HHXHOHTOp Ha
exsumute oT rpynara Ha CYP3A4 u P-rnukonpotenn (P-gp). ChoOLiaBany ca KIMHHYHO 3HAYHMH
B3aUMO/IEHCTBHA ¢ HHXHOUTOpU Ha CYP3 A, KOUTO BOAYT 10 NOBHINABAHE HA MIa3MEHHTE HUBA HA
BEpanamMuil, 3a pasnuka oT HHAykTopuTe Ha CYP3 A4, KOHTO BOAAT A0 MOHKHMKABAHE HA IUIA3MEHHTE
HHBZ Ha BepanaMHiL. TORA HAJATA NPOCNEAABAHE HA MALIMEHTHTE 33 HATHYHETO HA IEKAPCTBEHH
B3aUMoaeHcTBHA. ENHOBpeMEHHOTO TIpIIOKEHHE HA BEpanaMuIT H JIEKapPCTBO, KOETO ce
meTadbonuzupa npegumao oT CYP3A4 unu e cybeTpar Ha P-gp, Moske 1a Obie cBbp3ao ¢
MIOBMUIARAHE HA KOHLESHTPAUMATA HA NEKAPCTBOTO, KOSTO MOKE a 3aCHAl WIH YW KAKTO
TepaneBTUYHHTE ePekTH, Taka H HEKEIAHHTE PCAKLHHK HA CHITBTCTRALIOTO NEKAPCTBO.

Ha rabnunuara no-1oay ¢a OpeAcTaBeHH Bb3MOKHHTE JTEKAPCTBEHH B3aHMOeCTEBNS TTopanH

(hapMaKHKHHETHYHH NPHUHHH:

Boamomkun JEKAPCTRCHH BlaAHMOJeiHcTBHA

CeobTerBal HoTtenunanen edeKT BBPXY
JIEKAPCTEEH DPOAYKT | BepanamMu/ HAH ChNbTCTBAMMA
JEKAPCTBEH OPOLYKT

KomeHTap

Axacha-Gaoxepu

NNasMeHus KNUPEHC Ha
thaexaunng (<~10%); 6es edekt
BbpXY Ma3MEeHNA KIHPBHC HA

I1lpazozun T Couax (~40%) Ha npazozun, 63 JIOILJTHATENEH XHIIOTEH3HBEH
eleKT BbpXy HErOBHs NONYKHBOT | ediekT.

Tepazosun T AUC (~24%) u Crpe (~25%) Ha
Tepa30o3nH

Anmuapummuyu

DnexamHu MuHuManeH eekT BEPXY Buscre Touka ,, Creyuainu

npedynpexcoenus i npednasmu
Mepicu npu yrompeda .

BEpANAMH
XuHnAuH | NepopaneH KIHPBHC Ha XMHWAKH | XHIOTOHMA.
(~35%) Moxe na ce nossu Oenoapoben
OTOK MPH TIALHEHTH ¢
xuneptpodmyna oOCTPYKTHBRA
KapAMOMHOIATHA.
Anmuacamununu
Teodunun | mepopanes v cucTeMed KIMPBHe | [ToHmKeHHETO Ha KNIMPBHCA € OHIIO
¢ ~20% no-cnabo npu nywayu (~11%).
Armuxongyacanmu/Anmuenuienntuni
Kapbamazenun T AUC (~46%) Ha kapbamazeniud | [loeulleHH HUBa Ha KapbaMasernuH.
NpPH RALHEeHTH ¢ pedpakTepna Tora Moxe 1a noBede 00
napuHanHa enunencus CTpaHMYHH ederTH Ha
kapOaMazeniy KaTo JUILIONKA,
rnasobojiie, aTAKCHs WK
3aMafgHOCT. P
(deHnToOMH | mnasMeny KoHUEHTpaLMH Ha A
BepanaMui %
Anmuodenpecanmu 1o/
Wmunpamuu T AUC (~15%) Ha ©IMUDpaMuH Hsama edexT Bupxy H»&@o R
aKTUBHUA METADONTHT, \ipa




Aumuouabemuu

nnbypua T Comax (~28%) n AUC (~26%) Ha
ranbypua
Anmunodazpoinn
Konxunuu T AUC (~2,0 mbTH) ¥ Cra (1,3 HamaneHue Ha a03arta Ha KOJXHLMH
[bTH) HA KONXHLKH (Bu>KTE NPOYKTOBATA HHBOPMALMA
HA KOJIXHLHH).
Anmuundhexynoznu
KnapHuTpoMHIIMH BrvamoxkHO T HUBaTA HA
BEpanaMun
EpurpoMHLUH Bb3moxHO | HMBaTa Ha
Bepanamun
PugaMnuuuu 1 AUC (~97%), Crax (~94%) 1 Mooke a2 ce Hamain efexra Ha
nepopanta SHonanHuHoeT (~92%) | noHuKABaHe Ha KPhBHOTO
Ha BepanaMun. Hama 3nausma HAIAraHe.
npomsiua B P IpH UHTpaBeHO3HO
NPHJIOKEHUE HA BEpanamu
TenurpoMRIH Be3moskHO T HUBaTa Ha
BEpanamI
ARmUHeORIACMUNYHY
HokcopyGuumn T AUC (104%) 1 Crrax (61%) Ha IMp# naileHTH ¢ IpeOHOKIEeThHEH
JAOKCOpYOHUMH NpH NepOopaiHo KApPI[HHOM Ha Denud apod
NPHIIOKEHUE HA BepanaMu
Hsma sraunma npomsuda B PK ua [lpu nauxeHTH ¢ HanpenHanu
JOKCOPYOULMH NPH HHTPABEHO3HO | HEOIUIA3MH
NpHIOIKEeHHe HA Bepanamul
Bapsumypamu
Denobapbutan T (~5-kpaTHO) Ha NepopaHms

KIHPDLHC HA BEpalaMil

Benzoduazenunu u Opy2u GHKCHOAUMULNU

Bycnupon T AUC, Cpax ~3.4 bTH Ha
OyCNUpoH
Mupazonam T AUC (~3-kpatho) # Cpayx (~2-

KPaTHO) HA MHIA30/1aM

bema-daorepu

Metoaponen T AUC {~32,5%) 1t Cpax (~41%)
HA METONPOJION NTPH NAMEHTH ¢
AHCHHA

[ponpanonon T AUC (~65%) H Ciax (~94%) Ha

NPONPaHCIOA MPH NAUHEHTH CbC
CTEHOKApAHS

Bukre Touka 4.4 ,,Cnenpanuu
peynpekaeHua 0 npeanaiHi
MepKn®

Copoeunu 21uxo3ndi

JHrHTOKCHH | obwmus TeneceH knupbHC (~27%)
H eKCTpapeHaTHus KIIMPBHC
~29%) Ha TUrHTOKCHH
Hurokcun IMpu sapasy nuua: T Coax (~44%), | Ha ce Hamaiu 103aTa HA JIMCOKCHH.

T Cin (~53%), T Cos (~44%) 11 1
AUC (~50%) na 1urokcuH

Busicre cpllo Touka 4.4
L,CneuuanHy OpeaynpeKacHHA 1
npeanazHH Mepkn®

H2-peyenpomnu anamazonucmu

LiumeTnanH

T AUC na R- (~25%) u S- (~40%)
Ha BepanaMuil M CBOTBETHO |
KAMPLHC Ha R- u S-sepanamun

Hmynoaoeuunw/Hmynocynpecopu

Luknocnopsax

T AUC, Cy. Cipax ¢ 0k0ON0 ~45% Ha
LUHKIOCNOPpHH




Egeponumyc Egeponumyc: T AUC (~3,5 nwtu) | Moke 1a e HeoOXoaumMo
U T Caax (~2,3 0uTH); Bepanamun: | onpenensiHe HA KOHUEHTPALMH U
T Cirough (~2,3 oBTH) ajanTHpaHe Ha J03aTa Ha
EBEPOIHMYC
Cuponumyc Cuponumyc T AUC (~2,2 nb); Moske na e HeoOXo MO
S-pepanamun T AUC (~1,5 npTH) | onpeaensHe HAa KOHUSHTPALMH H
ajanTHpaHe HA J03aTa Ha
CHpOITHMYC
Takponumyc Bb3MoxHO T HHBaTa Ha

TaKpONHMYC

JIunudo-nonuncagumu ackapemesa (HMG-Cod pedyrmasuy unxubumopu)

ATOpBAcCTaTHH

Bb3MosxHO T HUBRaATA HA
aropeactatil; T AUC ¢ ~43% ua
BEpanaMHmI

Creipa JOTB/JHUTENHA
nHpopMalns

Jogacratuu

Bu3mokHO T HuBaTa Ha
noeactatit; 1 AUC (~63%)n
Crax (~32%) Ha Bepanamun

CHMBacTaTHH

T AUC {(~2,6-xpaTHo), Cpax (~4,6-
KPATHO) Ha CHMBACTaTHH

Armazonucmu na cepom

OHUNOCBHME PEUCTIROPU

AMIOTPHIITAH T AUC (~20%) M T Cruax (~24%)
Ha aMJIOTPHNITaH

Ypurosypuunn

Cynduanupason 1 mepopanHus Kuphie (~3- Moxe na ce wamanu edekra Ha
KPaTHO)} ¥ | OHOHATHYHOCTTA NOHHkKaBaHe Ha KPbLBHOTO
(~60%) na pepanamwi, Hama HansaraHe
npomsHa B PK npu uHTpaBeHO3HO
OPHIOKEHHE Ha BepanaMmil

Aumuroazyianmu

Haburarpau Bepanamun-nexkapcteeda dopma ¢ | PUCKBT OT KbpBEHE MOXE Aa ce

nesabasno oceobomaapae:
Aaburatpal (Cmax ¢ koo 180%)
n AUC (¢ okono 150%)
BepanaMun-nexapcreeHa ¢opmMa ¢
yABIKEHO 0cBOOOK NaBaHe:
AaburatpaH (Cumax ¢ 0ko10 90%) M
AUC (c oxono 70%)

yeemwuu. Moxe na ¢ neobxoaumo
74 ce HaMamH A03aTa Ha
JaburaTpau, KOraTe ce npuema
3ae/HO C MepOPanteH BeparaMu
{BiKTE YKA3aHHUATA 22 NO3HpPaHe Ha
Jaburarpas).

Hpyra AWpexTtHo
AeHcTBalIN MEpOpPANHE
AHTHKOAryTaHTH
{DOACs)

[Tormiena abeopbuna na DOACS,
TbH kaTo Te ca cyOcTpary Ha P-gp.
M aKO €& TIPHIIOKHMO, ChULO TaKa
HAMAJICHOTO ENHMHHHPAHE Ha
DOACs, kodTo ce Metabonusnpar
ot CYP3A4, MOXe 1a nOBHLIN
CHCTEMHATa OHOHAINYHOCT Ha
DOACs.

Hsakon nauHu npeanonarat
BBIMOXKHO TNOBUILABAHE Ha PHCKE
OT KbpBeHe, 0CO0EHD NpH
NALHEHTH ¢ JOMBJIHUTENHH
pHCcKOBH dakTopy. Moxe ga e
HeoOX0 MO /1a Ce HAMaJTH J034Ta
ta DOAC, xoraro ce npuema c
BepanamiT (BHATe Yka3aHausTa 33
Inozupane Ha DOACs).

Apyee kapouonozuutio aevenue

Headpanun Eanoepemennara ynotpeda ¢ Buxre Touka 4.3
HBabpaanH & IPOTHBOMOKA3aHA .l [poTHBONOKA3AHKA™
nopajay edexra Ha BepamaMMII 3a
JOTTLITHHTENHO 3a0aRrane Ha
ChpJeHHATa YECTOTa CNPAMO e
npadpaauH. /‘—
Apyen A
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Cox ot rpefindpyT

T AUC na R- (~49%) u S- (~37%)
Bepanamull u T Coax Ha R- (~75%)
H S- (~51%) Bepanamun

BpemeTo Ha noJyKHBOT H
GLOPEUHHAT KITHPBHC HE ¢4
3aCErHATH.

Cox ot rpefingpyT ne Tpabea Az ce
npHEMa C BepanaMHIL

JKBnT KanTapHOH 1 AUC Ha R- (~78%) u 5- (~80%)
Bepanamui H ChOTBETHO

noHHKeHne Ha Crax J

Hpyeu nexapcmeenu 83quamodeticmausl 1 JORbIHUMEIHA UHDOPMAYUA OMHOCHO IEKAPCINBEHIIME
g3aumModeticmens

IIpomusgosupycnu Jexapemeen npodykmu cpeuy HIV

B cnegctare ua mMetabonuTHiA HHXUOMTOPEH NOTEHLMAN HA HAKON OT NPOTHBOBHPY CHUTE
nexapcTBeHH npogykTv npuy HIV, kaTo puToHaBHp, MNA3MEHHTE KOHUCHTPAUHK HA BepamaMHl MoraT
Aa ce noBUIaT. HeobxoiuMo e noBuIllcHO BHUMaHHE HIH HAMallsABaHe Ha J03aTa Ha BEpanaMuil.

Jumuii

HoknajpaHa € NOBHUIEHA TYBCTRUTENHOCT KbM ShexTiTe Ha NUTHSA (HeBPOTOKCHYHOCT) HO BPEME Ha
€JHOBPEMEHHA TepanuA ¢ BeparaMuil H THTHiT 6e3 1a HMA TPOMAHA WM NOBHLISHUE HA CEPYMHHTE
HUBA Ha AnTiA. [oOargIHETO HA Bepanamif € A0BeNO 10 HaMaIABaHe HA CEPYMHHTE HABA HA JINTHS
NpH TTALHEHTH, KOUTO KOHTO ¢a HA IBArocpouHa Tepanus ¢ muThil. HauveHTHTe, KOUTO nojty4asar
Apete nexapcTea Tpabea Ja Ovaar HabMioaBaHN BHHMATENHO.

Hegpo-mycxyanu Oaokepu

KNvHUMHE 1aHHH N TPOYUBAHMA NIPH KMBOTHH NOKa3eart, ye eGekThT Ha HeBPO-MYCKYAHH Bnoxepu
(xypape-noaobeH K AenonApH3Upall) Moxe 1a ObAe NOTeHIHpaH oT BepanaMun. Moxe Ja ¢
HeoOX0MMO Aa ce Hamanu Jo3aTa Ha BepanaMia H/WIH JI03aTa Ha HeBpO-MyCKyaHHuA BJIOKep, KoraTo
CE W3NOJI3BAT EHOBPEMEHHO,

Ayemuacaliyiinose Kuceauna
IMopriilena CKNOHHOCT KbM KbpBEHE.

Emanon (akoxon)
TNMopuiagaHe Ha NIa3MEHHTE HYBA Ha eTaHONa.

HMG-Cod pedyrmasnu unxubumopu (cmamuny)

Jleuenneto ¢ HMG-CoA peaykrasny HHXyOnTOpH (Hanp. CHMBACTATHH, aTOPBACTATHH HITH
JOBACTATHH) NPH MALMEHTH, KOWTO MPHEMAT BepanaMi, TpadBa Aa 3ano4He ¢ BB3IMOKHO Hal-HHCKa
1033, KOSTO CJtel TOBA NOCTETISHHO J1a CE NOBAUIARA, AKO MPU MallHEHTH, KOUTO BEYE TIPHEMAT
Haxkakss HMG-CoA peayxTasen unxuGHTOP (Hanp. CHMBACTATUH, ATOPBACTATHH MIH JIOBACTATHHY,
TpAOBa Aa ce JoGaBu BepanaMin, ¢ HeoOXoaAHMO 06MUCTAHE HA BL3MOKHOCTTA 34 [IOHHKABAHE HA
J103aTa HA CTATHHA H MOCAEABALIO HOBO THTPHPAHE ClOpe]l CePYMHHTE KOHUEHTPALHH Ha
XOJIECTCpOa,

DayBacTaTHH, TPaBacTaTHi U posyBactarhn ue ce merabonnsupar o1 CYP3A4 u e no-Maixo
BEPOSTHO /13 B3aHMOZCHCTEAT C BepamaMHi.

Anmuxunepmenzueny rexapcmed, OUVPEMUlH, 6a300tRAMamopu
TToreHuupase Ha XHROTEH3IHBHNUA eeKT.

Habueampan
ITpy enHOBpeMEHHO NpHIOKEHHE HA NEpopaneH Bepanamil ¢ Jaburatpal etexcunar (150
e cyberpat Ha P-rnukonpotenn, ce yeemuasar Cpa, H AUC Ha naburarpaH, HO CTENEHT,




€JTHO Y ChLIO BpeMe ¢ JabUTaTpaH eTekCHIAT BOIM 0 YBEIHYCHA EKCTIOZMLHA Ha JabHraTpan
{veenu4araHe Ha Chax ¢ 0K0s10 90% 1 na AUC ¢ oxono 70%).

[penopeysa ce ¢TPOro KIMHMYHO HAOMOAESHHE, KOraTo BepanaMmun ce koMOuHupa ¢ JaburaTtpan
ETEKCHIAT ¥ 0CODEHO B CITyHAH Ha KbpBEHe, Hali-seyue npH NAUHEHTH ¢ JIEKO 10 YMepeHo 6nGpedHo
YBpEKAAHE.

Memdpoprun
EAHOBpeMEHHOTO NMpHMKEHHE Ha BEpamaMHy ¢ MeT(opMUH MOXe 1a HamanH edMKacHoCTTa Ha
MeTROPMEH.

4.6 @Deprnadarer, OpeMEHHOCT H KbpMEHE

bpemertocr
Tepamozennu ehexmu

Hsama nposeaesn 40CcTaTsHHO NMOKA3ATENHE HITW KOHTPONKPaHU npoyyBanua 3a ynorpebara na
BepanamMHil nph OpemMeHH! KeHHU. | [poyyuBaHnaTa NpH XKUBOTHH HE NOKA3BaT AHPEKTHH HIW
HHAHPEKTHH YBpeXKaaLIM edekTd BupXy penpoaykTHeHaTa ¢Gyukung. Toil KaTo HichenBaHUSTa BBPXY
JKHBOTHH He BIRArM J4BAT NPaBHilHa NPEeCcTaBa KaKBo Ja e 04aKBa [IPH X0pa, TOBA HEKapCTRO
TpadBa /14 ce U3NOI3BA N0 BpeMe Ha BpeMeHHOocT caMo ako e kpalino nanokurenio. Bepanamun
NpeMHHABA NPe3 NlaleHTHATa OapHepa U NpH pakaaHe Moke 13 Oblle OTKPHT B KPLETA HA TLIHATE
BpBB (BUK T. 5.3).

KnpMege

Bepanamun 1 HeroBuTe METabONHTH Ce OTAE/AT B HOBEWIKATa KbpMa. OrpaHiHyeHH JTaHHH IIPH Xopa
IpH NePOpalHo RPWIOMKEHHE Ha BepanaMui ¢a Nokasant, 4€ OTHOCHTEIHATA 4033 Ha BEPAIaMul NpH
KbpMayeTo ¢ nucka (0,1-1% ot maliynnara nepopanHa 103a) KOETO € JJOKA3aTe/ICTRO, Y€ MPHEMAHETO
Ha BepaiiaMHA IPeJCTARMABA MUHHMANEH DPUCK 33 HOBOPOACHOTO.

PucxbT 3a HOBOPOGHOTO/KbPMALETO He MO3Ke A4 ObAe H3kIoveH. Tlopand 8b3MOKHOCTTA 33
CEepHO3HH HEXENAaHH JIEKaPCTBEHH PeakUHu NPH KbpMadeTa, BepanaMuil TpsbBa aa ce M3M03Ba no
BPEME HA KbDMEHETO CaMO, KO € OT CBLUECTBEHO 3HAUCHHE 38 3APaBOCNOBHOTO CHCTOAHNE HA
matixaza.

4.7 EdexTn BLpXy cnocobHoCTTS 32 Iodupane d paboTa ¢ MALIHHM

l"Iopami AHTHXUIICPTCHIK BHWA CH ed)em H B 3aBHCHMOCT OT HHAHBHAYAIHATA YYBCTBHTE/THOCT,
BepanaMin MOXKE Ja NOBHAC PCAKLHHTE 00 CTENCH Aa HApY LN cnocoﬁﬂocrra 3a LU()(!)H})&HG Hin
pa60'ra C MAUIWHH, KAKTO H BE3IMOMKHOCTTA 34 paﬁoTa B MMOTEHHANHO OMNACHH CHTYAUHH. Tosa BaskH
ocobeHo B HaYaNoTOo Ha JCUCHHCTO, NPH IMOBHILABAHES HA 103aTa, NpH MPEMUHHABAHETO OT €AHH KbM
APYT NIeKapCTBEH NPOAYKT, KakKTO ¥ NPW CAHOBPEMEHHOTO KOHCYMUPAHE HA alIKOXOT. CJIE:,}IOBEITEJ'IHO
edieKTHTE Ha AIKOX0NA MOXKE /13 ObAAT 3aCHIICHH,

4.8 Hexenann ieKapeTBeHH PCAKIHR

CienBaltiTe HEXENAHH NEKAPCTEEHM Peakuuy ca JOKa3aHH ¢ BEpanamMun OT KAHHWIHH H3NUTBAHAS,
IOCT-MAPKETHHIOBH Ha0ArOASHHS HAH KIHHUYHY U3NHTBAHAHA draza [V | ca npeactaBey ChrNacHo
cHcTeMo-oprannara kiacHpukaius. Uectorara ce aedunnpa kakTo cheipa: MHoro yects (>1/10};
uecTH (=1/100 g0 <1/10); nevectn (>1/1 000 no <1/100); peaxu (>1/10 000 no <1/1 000); MHorO
peuat (<1710 000); ¢ HenagecTHa YecToTa (0T HAIWUHWUTE JanHK He MOpKe j1a Op/le HalpaBeHa
OlUCHKA}.

Haii-gecTo goxnanpaHuTe HeXwenaHW JTEKAPCTBEHH Peakilvy ca Ound rnasodonie, 3aMaiHog -
CTOMALLIHO-4PEBHY HapylieHs (Tagene, KOHCTHTIAUMS H KopeMHa BOonKka), KAkTo U Gpaﬂpk@
TAXHKAPAKA, NAINKHTAUHK, XHOOTOHHS, [OPEUIN BhIHY, Neprudeped OTOX # yMopa. /
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Hexenanure JICKAPCTBEHW PCAKUHN, N0KNIAABAHH OT KIMHHYHY WINTUTBAEHWA ¢ BepanaMii U NIOCT-
MAapKETHHIOBHUTSC HabNodeHHS;

MedDra-6aza xanau | Yecrn Hegectn Peaxu C ueuspecTHa MeCTOTA

Ha CHCTEMO-Opramny

KJ1ACOBE

Hapywenna sa CBpBXUYCTBUTETHOCT

HMYHHATA CHCTEMA,

Hapyieenus ga | TnapoGonue [MapecTeaun ExcrpanupaMuanm

HePBHATA CHCTEMA 3amasHocT Tpenop HApYleHUs, Dapanin
(reTpanapanusa)’
Mpunaasuu

Hapyirenns na XHnepranTHeMus

meTabonu3mMa u

XpaHeHero

IMeuxuyan CounnuBocT

HApYIIEHHA

Hapymen#a Ha yXoTo TurHTYC Bepturo

1 nabupHHTa

Copoeuny bpanukapaua | [lannuraguu ATpHO-BCHTPUKYNAPEH

HapymeHHA Taxurapaus baok (1-Ba, 2-pa u 3-ta
crenen), Copreuna
HeJOCTaThYHOCT,
CHHYCOB apecT,
Cunycosa
Opajkapaud,
Acucronns

Crgoss HapyeHHs Xunoronus

Fopewnu
BLIHK

Pecrupatopns, bpohxocnaybm, ]

rpLAHU H Hacnues

MeIUACTHHATHH

HapyuIeHHA

CroMaurtHo-4peBHH Tanene Kopemna [ToBphuIaHe Huckomgopt B

HapyLIeHus Janexk Bonka obnacTTa Ha Kopema,
Xunepnnasnd Ha
BenumTe, Mneyc

Hapymeuus ua Xunepxuaposa | Auruoenews, Canapom

KOKAaTa H Ha CTHBLHC-/DKOHCEH,

HOAKOKHETA ThKaH Epurema myntudiopme,
Anoneunst, Cepbex,
Mypnypa,
Makynonanynapen
obpue, YpTukapua

HapymeHud Ha ApTpanrus

MYCKYJIHO-CKeTeTHata Myckynua cnaboet

cHCTEMA H Muanrus

CheAUHHTENHATA

THXaH

Hapywenns Ba Brbpeuna

OnOpenure U HENOCTATHHHOCT

NHKOYHATE MhTHING

Hapytuienua na

Bb3NPOUIBOANTENHATA

CHCTEMA W I'bpjlaTa




O6wn napywenus 0 | Iepudepen | Ymopa

edheKTH Ha MACTOTO OTOK
Ha NpHIoKeHne
Hacneasanus [loBHUIEHHE HA
YyepHOApOBHHTE
EHIHMH
[Moeuuenue va
[ NpOnaKTHHA B KPLBTA

'Mo BpeMe Ha MOCT-MapKETHHTOBHA NEPHO/ € AOKNAABAH €AMH cly4ail Ha napainsa (reTpanapesa)
CEBP3aHA ¢ €THOBPEMEHHOTO TPUNIOKEHHE HA BepanaMia H KONXHUMH. ToBa MOXe 14 Ce IhJIKH HA
NPeMUHABAHETO Ha KOJXMIHH NPes KPphBHO-MO3hyHaTa Dapuepa B pesynrar Ha HHXHOUpaHe Ha
CYP3A4 u P-gp ot BepanaMun. Bikre Touka ,,B3anMonelicTBHA ¢ APYIH JIeKapCTBEHH MPOIYKTH H
JAPYTH (POPMH Ha B3aUMOaeHCTRAE™,

Crobiiapate Ha DOA03HPARN HEKEIAHN DeAKLIHN

Cbobuasaneto Ha HOTO3UPAHK HEXKEIAHH PEAKLIMN CNel paspellaBaHe 3a ynoTpeba Ha NeKapCTBEHHS
NPoaykT e BaxkHo. TORA MO3IRONARE Ja IPOALMIKH Ha0MOASHUETO Ha CLOTHOLIEHMETO NON3a/pHeK 32
JNEKAPCTEECHHA NPOAYKT. OT MEOUIOHHCKUTE CrIeHANUCTH & HIHCKBA A& %061!.!33&1‘ BCAKA
NOJO3UPaHA HEXKENaHa peakLya Ypes HALIHOHANHA CHCTEMA 3a ChodlaBane:

Ma3npaHHTeNHa arediids Ho 1eKapeTBara
yi. Jaman Tpyes™ Ne&, 1303 Codus
Ten.: + 359 28003417

yebcalit: www.bda.bg

4.9 Ilpegoaupane

CumaTomu

Xunorosns, OparuKapaua 10 BUCOKOCTENEHEH AV-010K B CHHYCOB apecT, XUTiePriHKeMus, CTynop,
OCThP PECHHPATOPEH AUCTPEC CHHIPOM H MeTa0oNuTHA aunros3a. Chodwakany ca u Ciryyak ¢
(atalied H3X0[ B pe3yNTaT Ha IPeRO3UpPAHE.

JleueHne

JleveHHETO NpH NPero3Upate ¢ BepanaMi Tpabsa 1a Ob/e NpeIiMHO TOATLPKALIO |
HHIWBHAyaIM3HpaHo. bera-aapeHepruuHa cTHMyIAUKRS W/ NapeHTepanHO NPHIIAraHe HA KAMHH
REKESKUAN (kanuaes Xa0pu/) ca OHIH eleKTHBHO H3NOJI3BAHK NPH NEYEHHS HA TIPEIHAMEPEHO
npefo3Hpane ¢ nepopaiteH sepanaMui, KNHHHYHO 3HAYMMHTE XHIIOTCH3UBHH PEAKLHH HIHA
BUCOKOCTENeHeH AV Gnok TpadBa Aa cf NeKysar C BA3CNPECOPHH JICKAPCTBA HAHN [TOCTAaBIHE HA
nefcMedksp, choTreTHO. [TpH acucTonuaTa TpsdBa fa ce nanonssar obwualiinTe MepkH,
BKNOUHTENHO OeTa-aApeRepriuHa CTHMY TaUus (Hanp. d30MPOTePEeRON XAAPOXIOPHA), APYTH
Ba30IPECcOpHH JISKAPCTEA MIH KapaHO-NYIMOHANHA peaHumaiys. [lopany Pe3MOKHOCTTa 38 3abasena
abcopbIHA IpH PUNIOKEHHCTO HA GOPMHTE ¢ YABIKEHO ocBo0okaaBade, MauueuTuTe Tpadea fa
&paar noz Habmojenne v xociHTanH3alua 20 48 vyaca. Bepanamun He ce OTCTpaHABA upe3
XeMOjIHaJIH3a,

5. ®APMAKOJIOr'MYHU CBOHCTBA
5.1. OapmaxoarhaMHuHN cBoficTRa

dapmakoTepaneBTHYHA IPYTA: CENICKTHREY ONOKePH Ha KaliHeBHTE KAHATHK © RPEKHA edheKkTH Bhpxy
chpleTo, Perunankunamunosu aepusary; ATC koa: CO8DAQ1

Mexanu3nM Ha neifeTBle
Bepanamun Onoknpa kanuueBaTe kananu. Toil HHXAGHpa KanHeBo-HOHHAA anbnch
3abaBANIo AeHCTBUE WIH KaTIHERO-HOHEH aHTACOHHCT), KOHTO OKka3Ba (hapMaKoIori
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AelicTBHE Upes MOAYNHpPaHe Ha HHAIIYKCA Ha Kanuyepy HOHH ipe3 kierbuHaTa Membpana Ha
apTepHaNHaTa riajka MyCKynaTypa, Chlto KAKTO U HA IIPOBOAHNUTE W KOWTPAKTHINHTE MHOKAPIHH
KJIETKH.

DapMaKOIMHAMHYHH edeKTH

EnexrpieckaTta akTHBHOCT [}€3 CHHO-ATPUARHMs (SA) A aTpio-BeHTpHKY apHua (AV) Bb3en
3aBHMCH B 3HAYHTEHA CTeneH OT KaUHeBHA uduty ke npes GasuuTe xavany. Ypes uaxubupane
HH(JIYKCA Ha KaILHH, BepanaMui yAbmkaga edekTHRHNS pedpakTepeH nNepioa B aTpho-
BEHTPHKYNAPHHS Bb3eA 1 320281 aTpPHORSHTPUKYNapHaTa nposoauMoct. To3u ebexT 3a0apa
YYECTEHHAT BEHTPHKYIAPEH PUTEM (PH TIALMSHTH ¢ (PEACHPAHO TPENTERe Wik NPeACkPIHO
MBAIEHE H 0 ObpP3 BEHTPUKYNAPEH OTIOBOP.

Ypes NperbeBAHE HA PHEHTPH MeXaHu3ma Ha AV Bbeena, Bepanamin MOKe 13 Bh3CTaHOBY
HOPMAJIHHS CHHYCOB PHTBM NMPH NALKEHTH ¢ TIAPOKCHIMANHA BEHTPHKY IapHa TaXHKapana,
srowuTenHo Wolff-Parkinson-White cungpom. Bepanamusn nama edexty Bupxy RPOBOAHMOCTTA Ha
JOMbNHMTENHNTE Dalinac TETHILA.

Knnanyia edkacHoCT 1 O6e3onacHoct

BepanaMun He NpoMeHs HOpMAaTHKYA MPEACHPACH AKUHOHEH NOTEHIIAAN MM MHTPA-BEHTPHKYIAPHOTO
BpeMe Ha IPOBEXKJAHE, HO MOTHCKA AMITATY {ATa, CKOPOCTTA Ha JENONSpH3aLia N IPOBEKAAHETO B
HOTHCHATHTE NPEACHPAHU BIAKHA.

B H30/1Mpado ChpLE HA 3aSK, KOHUSHTPAIUATE Ha BepanaMuil, KOUTO 3HAMKHTEITHO NOBIHIBAT
BlaKHATA HA SA BB3eNa WK BRAKHATA B ROAHUTE ¥ CpeAntte 0ORacT# ha AV Bh3ena nMar MHOTO
MalbK edekT BbpXy BlidkHata B Aonuus AV shien (NH obsact) 1 hsmat eheKT BbpXy NpeIchpiHHTE
AKUHOHHH NMOTEHIMANN UK RHPXY BNakdarta wua cHona Ha His.

Bepanamnn He npen3BHKEA MepUQepen apTepuasted ¢iaybM, HITO K NPOMEHS 00WNTe CePYMHH
HHBA Ha Kanuui.

Bepanamun HaManaBa CleNHATOBAPRAHETO U MHOKAPAEHA KonTpakTuauTeT. [lpu noBevero nanneHTH,
BRKJIIOUHTETHO TE3M ¢ OPraHUUHE Chpaeuty 3a0onsBanis, OTPULIATEIHOTO HHOTPOTIHO AHCTBHE Ha
BEPAMAMMUIT C& KOMNEHCHPA YPE3 HAMANSBAHS Ha CJIe/{HATOBAPBAXETO, KATO ChPACHHAS HHAEKC
00HYaJiHO HE e HaMAeH, HO NPH TTAUKSHTHTE € YMEpeHa 10 TEXKa ChpaeuHa AMchyHKINs
(0enoapobro BkMHeHo Hangarade Han 20 mmHg, paxig Ha wsthacksate nog 30%) moxe aa ce
HabMoAaBa OCTPO BNOWABAHE HA ChPACUHATA HEACCTATEMHOCT. [TMKBT HA TEPANEBTHYHUA edexT ce
NofBARA OT 3 0 5 MUHYTH citefl SoAyc HHKESKIMA Ha Bepanamun.

Haii-uecTo v3noa3sannTe HHTPABEHOZHHE 403 OT 5 Ao 10 mg sepanaMun AoBexaaT 0BHKHOBEHO A0
OPexoHo, ACHMNTOMATHYHO HAMAIARAHE HA HOPMANHOTO CHCTEMHO 8PTEPRATHO HANATANE,
CHCTEMHOTO CBLAOBO CHIPOTHRICHHE W KOHTPAKTHMTET; 1€BOKAMEPHOTO HAIATAHE Ha NbHEHE €
JEKO [IOBHLICHO.

5.2 @apmMakoKHHEeTHYIHH CROfiCTRA

BepanaMHIOBHAT XHAPOXNOPHI, € pAUEMHUUHE CMeC, ChOTOAUIA ¢ OT PABHK YacTu Ha R-enantnomepa
U S-eHaHTHOMepa. Bepanamun ce merabonuzupa excrenzusuo. Hopeepanamun e enun ot 12
MeTa00NHTH, OTKPUBALIM ce B ypuuata. Hopeepanamun uma 10 no 20% ot (apmakonoruasara
AKTHBHOCT HA BEPANAMUN W IpeacTaBNABa 6% OT eXCKpPETHPaHOTO neKapeTso. PaBHoBecHnTe
NIa3MEeHHA KOHLCHTPALHH Ha HOpRepanaMun u BepanaMun ca ﬂOﬂ,OGHH. PapHOBECHOTO CHCTOAHKE CE
HOCTHIA CJIe]] 3 Ao 4 AHY MHOTOKPATHC OPHNOKEHUES, BEAHDLXK ANEBHO.

Abeopbius

Crien nepopaiiHo OpuAGKEHNe BepanaMin ce peaopbnpa ran 90% B TEHEUTE YepBa. Cp
CHCTEMHA OUOHAIMHHOCT HA HENPOMEHEHOTO BEIECTRO CleJl e/IHOKPATHA /103a Bepan
HezabasHo oceoboxaBane € 23%, a Ta3u Ha BEpaAlaMm C yAb/DKEHO 0cBobOXK 1aBa
npubARIHTENHO 32%, KOCTO €& ALIKN Ha eKCTEHSHBHHA METaDOIH3IBM NPH MBPBOT

12



npes 4epand 1po. I1py MHOTOKpaTHO APHIOKEeHHE DUOHATHYHOCTTA & OKOJO JIBA ITETH TI0-BHCOKA.
MakcHManHuTe Nia3sMeHH KOHLUEHTPAIHH Ha BepanaMun ce AocTirar mexay | i 2 4aca cren,
npunoKeHne Ha GopmuTe ¢ HezababHo ocsobokNasare W 4 j10 5 yaca cnea punaraHe Ha opmmTe ¢
YABRDKEHO ocBodorkaBane. MakcnManuHuTe NNa3sMend KOHUERTPALMH Ha HOPBEPAanaMu ¢e JOCTHIAT
npuduisnuTenno 1 no 5 uaca caea npunarase Ha gopMHTe ¢ He3abaBHO B YIBIKEHO OCBOOOKAABAHE,
Ilpnema Ha xpaHa He HOBIHABA OHOHANHYHOCTTA HA BepanaMHIl.

Pasnpenensue
Bepanamun e wiapoko pa3npedesieH B ThKaHUTE Ha TAIOTO, 00EMBT Ha pasnpefenexie e Mexay 1,8-

6.8 h/kg B 31pasu nuua. CBLP3BAHETO ¢ [IA3MEHUTE NPOTEHHH € npubnuzuTento 90%.

buorpancdopmauns

Bepanamun npeMHHABA Npe3 KCTCHIMBEH METABONMIBM B HepHHA Apod. /n vitro MeTaboNIHTHH
POYYBAHHA TIOKA3BAT, Y& Bepanamun ce MeTabonnaupa upes untoxpom P450 CYP3A4, CYPIA2,
CYP2CR, CYP2C9 u CYP2C18. Mpu 3apapy mbxke, NEpopanio NPUNOKEHUAT BEpanaMnil ce
MeTaboNA3Mpa eKCTEH3HBHO B MepHHS Apo6, ¢ yeTaHoBeHU 12 meTabonnTa, TOBEYETO OT KOHWTO B
MHOTO HHCKH KOHLIEHTpaUHH, OCHOBHUTE METaGOIMTH ¢a WiaeHTudHIMpaHy kaTo pasanund N u O-
AdealKHIHPaHH MPOAYKTH Ha epanamui, OT Te3d MeTaboMHTY, CaMo HOPBEpanaMuil UMa 3HAYHM
(papmaxonornuen edext (npudansutento 20% oT U3XOAHOTO CheJHHEHNHE), KOeTOo € Habnio1aBaHo B
NPOYYBAHE € KyueTa.

EnuMuHBpabe
Cnen uHTRaBeRo3Ra ARgY3Ng, hepanaMuil e entMurpKpa GH-eKCIoHSHIHANHO, ¢ panHa Obp3a

pasnpejenuTenta (asza (MONyKHBOT OKOIO 4 MUHYTH) H GaBHA CIMMUHALIMOHHA TepMHHanHa dasa
{mony»uBoT oKo/0 2 Mo 5 Haca).

Cnen nepopando npHIOKEHUE BPEMETO HA foyemuMunmpane ¢ 3 1o 7 4aca. 3a 24 vyaca ¢ ypuHata ce
exckperHpa 50% oT NpHNOXKEeHATA 1033, & B paMKHTE Ha 5 gHu -70% oT npunoxeHara noza. Jo 16%
Ce eKCKpeTHpaT ¢ u3npaxHeHuaTa. Oxoso 3 1o 4% oT eKCcKpeTHPaHOTO TIpe3 OsOpelnTe TekapcTBo €
B HeNpoMereH BAA. OOLIMAT KINPBHC Ha BEPANAMKI € AOUTUH TOJIKOBA BHCOK KONKOTO “epHoaApoOuus
KpbBeH NoTok, npubnusurento 1 Vh/kg (B unrepsan 0.7-1,3 Vvkg).

CroennaiHy TONyIalnU
[Teduampuuna nonyrayus

HanuuHa e orpasuyena undopmanus a2 dapMakoKHHeTHKATA B neauaTpuynaTa nonyiauus, Caen
HHTPABEHO3HO J03HpaHe, CPEeAHHIT HOMYKHBOT Ha Bepanamui e 611 9,17 yaca u cpeJHHAT KIHPBHC
oun 30 Vh, nokaro Toii e okono 70 I'h 3a uapacreH ¢ Terno 70 kg. PapHOBeCcHHTE naa3MeHH
KOHUEHTPALMH B N3BECTHA CTETIEH €a NO-HUCKH B NEAHATPHYHATA NOTYRAUMA CNel Tepopanto
J03HpaHe, B CPABHEHHE C TE3U NPH Bb3PacTHH.

Hayuenmu e cimapuecka sv3pacm

BhapacTra MOXKe Ja MOBAUAC (PapMaKOKHHETHKATA Ha BEPANAMMI NIPH MTALHEHTH C XMNEPTOHKS.
EnvMHHANHOHHUAT ROMYKHBOT MO®KE Na OhJe yIbKEH NPH NaliMeHTH B CTAPUECKa Fb3pacT.
VYCTanoBeHO €, Y€ aHTHXHITEPTEH3HBHUAT eheKT Ha BCPAMAMILI HE € CBBP3aH ¢ BhipacTTa.

Bropeuna nedocmamsunocm

Hapyiuenara 6p6peuna yHkiHA HIMa edekT BbpXy PapMAKOKHHETHKATA HA BEpanaMil, KakTo e
NOKa3aHO B CPABHNTENHH TIPOYUYBAHHA NPH NALMEHTH € kpaeH ¢Taauil Ha OsOpeyHa HenoCTaTBYHOCT H
JIHUA Cbe 3apaBn ObOpenn. BepanaMui 1 HopBepanaMui He ce OTCTPaHIBAT 3HAYHMO € XeMOIHANU3A.

Heprodpobna nedocmampiHocm
ITonyHBOTBT Ha BepaaMIIT ¢ YAbIKEH MPU NALUMEHTH ¢ HapyLIEHa YepHoapoGHa dyHKUHS, KOETO

C€ IbJ/KH Ha HUCKHSA MEPopanceH KIHPBHC H rojieMusd obeM Ha pPAspeASIcHHE.

5.3 IlpenkaMpHYHH JaHHH 3a (e300ACHOCT

lNporenenu ca penpoayKTHBHM IIPOYUBAHHS MTPH 3aHUA W IUTEXOBE UPH TIEDOPATHN Ixo“'
1o 180 mg/m?/nen u 360 mg/m%neH (B cpaBHEHHE € MAKCHMATHATA IPENOPbLUYHTENHA
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npd xopa 300 mg/m?) 1 Te He ca NOKa3ANM JaHK 32 TepaTorentocT. Ipy nabxose, obave, 1034,
noao0Ha Ha Ta3y KJIHHWYHA 4032 (360 mg/m?) e eMOpPHOTOKCHYHA H € 3a0aBHITa PacTexkA H
pasBHTHETO Ha Ninoka. Te3n edeKTH HACTHIBAT NPH HATHYHE HE TOKCHYHOCT 3a Maiikara (KOATO BOaH
J0 HaManeHa KOHCYMaliHA Ha Xpana R 3abapaue HalNaBaHeTo HA Tero Ha Maiikata). JokaszaHo e
ChILIO, 4e TA3H NepopanHa /103a e NPHUHHKIIZ XMNOTOHUS NPH [TBX0BE, AICKBATHH W ZoOpe
KOHTPOJIHPAHH NPOYYBAHUS He CA ITPOBEX/1AHH NPH BGpeMeHHH HEHH.

6. DPAPMAINEBTHYHH JAHHHU
61 CnuchKk na NOMOWMHATE BEIIECTBA
MarHesuer cTeapar

MHUKPOKPHCTAITHA [ENyI03a

JlakTo3a MOHOXHIPAT

Harpuer anrunar

Xunpomenosa 4000 cp

Xurnpomenosa S ¢p

Onazpaii - cun OY-30944

6.2 HecLBEMeCcTHMOCTH

Hsama orGenazann

6.3 Cpoxk na rognocr

3 roauHH.
Ha He ce M3MON3BA CNIC] CPOKa 0TOENI3aH HA ONAKOBKATA.

6.4 CneuHajHn YCI0BHA HA ChbXPaHEHRE
Ja ce cpxpandBa Ha MACTO, HEAOCTBIIHO 3a Aeua, OpH TemepaTtypa mog 25° C.
6.5 IaHHH 33 OMAKOBKATA

Bepanamun — Yalikadgapma 240 mg Tabnetky ¢ yaniKeHo oceobOXAaBAHE €4 TOCTABEHH B DiucTepy
o 10 Tabnetky, no 2 6nucTepa B KAPTOHEHA KYTHA.

6.6 Chneuuaun npepnasAH MEPKH I1pH H3IXBLpJnHE

Hama crieuyanya n3nckpanus,

Heun3nonsranugT NexapcTBeH NPOAYKT MM OTHaAbYANTE MATepHann 0T Hero TpsOBa a ce H3XBLPIAT
B ChOTBETCTBHE C MECTHHTE H3HCKBAHHS.

7. TIPUTEXATEJ HA PAZPELHEHHETO 3A YIIOTPEBA

“Yaiixadapma BucoxkokadectBenute Jlekapetra” AJJ

oyn. “I'.M. Jumurpor” Ne 1, rp. Codua 1172, Bearapua

Ten.: 02/ 962 54 54

ibakc: 02/ 960 37 03
e-mail: infoi@tchaikaphama.com

3. HOMEP HA PA3ZPEIUEHHETO 3A YIIOTPEBA
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20050597

9.  JATA HA IIbPBO PAZPEIMABAHEMOJHOBABAHE HA PA3ZPEINIEHHETO 3A
YHOOTPEBA

Hara Ha wbpeo paspemaeane: 28.12.2005
Hara Ha nocnenHe nofHoBABaHe: 06.08.2012

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

Anyapn 2021
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