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Beska punvupana rabierka cbhabpika 160 mg deHodubGpar.
[Momournu BewiecTBa ¢ U3BecTeH edekT: Besika TableTKa Chabpika:
- 138,4 mg nakroza MOHOXHIpAT
- 0,56 mg coes 1eUUTHH

3a MbJIHUA CITUCHK HA NMOMOLHUTE BELLECTBA BUKTE TOYKa 6.1,
3. JEKAPCTBEHA ®OPMA

®umupana Tabnerka.
benw, npoxbarosaru, rpasupanu cbe ,.160™ oT ennara crpana.

4. KJUHHUYHHU IAHHHA
4.1 TepaneBTHYHH NOKA3AHHS

Jlunantun Cynpa 160 mg ce npuiara Kato AOMBIHEHHE KbM AMETAaTa M /IPYTO HEJICKApPCTBEHO
JIeYeHHE (Hanp. yNpaXKHeHHUs, HAMAJISBAHE HA TEIJI0TO) MpH:
- JICYCHHME HA TEXKKA XUIIEPTPUIIIULIEPHIEMHS ¢ iIK Oe3 HUCKo HUBO Ha HDL xosnecrepona;
- CMECCHA XMMEPJIMNHICMHS, KOIaTo JIEYEHHE ChC CTATUHH € MPOTHBOMOKA3AHO WM HE ce
noHacs 100pe;
- CMeCeHa XMIMEPIHITMAEMHSA NPH MALMEHTH C BMCOK CbP/JCYHO-CHAOB PHCK KATO JIOMbIHEHHE
KbM CTaTHH, KOrato Tpurinuepuante v HDL xonectepona He ce KOHTposiMpaT ajeKBaTHO.

4.2 Jlo3MpoBKa M HAYHH HA NPH.IOKEHHE

OtroBopbT Ha Tepanuara Tpabsa /1a ce Hab/I0aBa ¢ ONpejie/isHE HA CEPYMHUTE HUBA HA JIMITHMTE.
AKO CJ1e/l HAKOJIKO Mecela (Hanp. 3 Mecewa) He ce NOCTHIHE aJICKBATEH OTrOBOP TPAOBA J1a ce 06N
JIOMBJIHUTE/IHA WIIW pa3/iMyHa Tepanus.

20314 pPOBKa

Buw3pacmnu

[lpenopbuBanara n103a e enHa Tabnerka or 160 mg denodubpar eaun nbT aHeBHO. [laumenTw,
[IpHEMALLIM B HACTOALLMA MOMeHT eaHa Kancynaa ot 200 mg (wam 1 Tabnerka or 160 mg) morar na
npemMuHaT Ha eHa Tabietka ot 160 mg peropubpar 6e3 10IbIAHUTENIHO KOPUIHPaHEe HA J103aTa.

Cneyuainu nonyrayuu nayuenmu

Hayuenmu ¢ cmapuecka evipacm (na 65 wiw noeeve 200unu)
He e HeoOxonmnma npomsina B jo3uposkara. [penopbusa ce oGuuaiinara 103a, ocB
ObOpeuna (yHKIMA Cbe CKOPOCT Ha raomepy/Hara Guarpaums (eGFR) < 60 ml/
nony “llaunenTtu ¢ 6LOpeuHo yBpex/iaHe™).




Hayuenmu ¢ 6vbpeuno yspexcoane

MDenodubpar He TpabBa f1a ce H3INOI3BAa MPH HANHYHME HA TeXKO O6BOpeuHo yBpexkaaHe, AeQHHHpPaHO
kato eGFR <30 ml/min/1,73 m?.

Axo eGFR e mexay 30 u 59 ml/min/1,73 m?, nosata He Tpa6sa Aa npesuwasa 100 mg cTanaapTeH
1nu 67 mg MUKpoHH3MpaH deHodubpar BeAHBK AHEBHO.

AKo no speme Ha npocaeaasaneto, ¢GFR namanee nocrosndo 1o <30 ml/min/1,73 m?, neuennero ¢
tpenodubpar Tpabea na ce cripe.

Yepnodpobro yepesxcoane
Jlunantia Cynpa He ce npenopbuBa NpH MALUEHTH ¢ UYepHOAPOOHO yBpexXIaHe MOpaidK JIMLCA Ha
NaHHH.

Heouampuuna nonynayus

besonacHocTra M edukacHocTTa Ha deHodubpar Npy neua w noapacteaud noja 18 roausu He e
ycraHoeHa. Hama Hanuunm panuun. [lo Tasu npuuuHa npunoxkeuwero Ha deHopubpar He ce
Npenopb4Ba NpH rneaHaTpuHHy rnauuMeHTH noa 1 8-roauiuHa Bb3pacT.

HauuH Ha npHiIoKEeHHE
TabnerkwnTe TpAGBa Aa ce NOrABLLIAT LEAH NO BPEME HA XpaHEHe.

4.3 HpoTHBOMOKA3AHHA

- 4epHoApoOHa HEROCTATBYHOCT (BKIKOWMTENHO OunuMapHa LMpo3a W HEOGACHHUMO
nepcUcTHpaHe Ha abHOpMHa YepHoApobHa dyHKuUMA);

- H3BECTHO 3a0o0nABaHe HA MUTHYHHA MEXYP;

- Texka 6b6peuna HesoctaThuHocT (€GFR <30 ml/min/1,73 m?);

- XPOHHYEH HW/IH OCTHpP MaHKPEATHT, C H3KIIIOYEHHE Ha OCTbP TMAHKPEaTHT, Ab/KALl Ce Ha
TEKKA XUNEPTPHITIHLEPHAECMHSA;

- HM3BeCTHA ¢oToalepruyHa WK GOTOTOKCHYHA peakLs 110 BpeMe Ha JIEUeHHETO ¢ GubpaTh
WK KetonpodeH;

- CBPBXYYBCTBHTENMHOCT KbM $eHoPUOpAT MK HAKOE OT NOMOUIHWTE BeLlecTBa, H30poeHH B
Touka 6.1.

B nonwanenue, Jlunantun Cynpa ve Tpabsa na ce npveMa OT NAaLMEHTH, anepruvHi KbM (QhCTBIM,
($BCTBYEHO MAcI0, COEB JIEUMTHH WIM CPOOHH NPOAYKTH, TIOPaJH PHCK OT peakiMH Ha
CBPBbXUYBCTBHTETHOCT,

4.4 Cneuna/jHH npeayupeXIeHHA H NPeANAIHA MEPKH NpH ynoTpeba

BTOpHHHH NPHYHHA HA XUTTEPIHITUEMHA
BTopuuHa NpHUYMHA 33 XHAEPIHMHUAEMHS, KATO HEKOHTPOAMPaH AMAbeT THN 2, XHIIOTHPEOHIUIEM,
He()pPOTHHEH CHHAPOM, AMCMPOTEMHEMHSA, OOCPYKTHBHAZ YepHOApoGHA GosecT, MeIHMKaMEHTO3HO
JIEYEHKE M ANKOXOIM3bM TpsabBa na GbAAT JIeKyBaHH aJeKBaTHO MpPEAM A3 CE B3EME PELUECHHE Ja Ce
npunoxu deHodubpat. 3a XHNEPTUNUAESMHYHK NALMEHTH, IPUEMALLM ECTPOTEH WM KOHTPALENTHEH,
CbAbpKALIM eCTporeH TpabBa Ja ce YCTAHOBH Jand XMUMEPIHITHACMHATA € OT IFbPBHYHO WM
BTOPHYHO €CTECTBO (BBL3MOKHO € NOBHIIABAHE HA CTOWHOCTHTE HA JIMIIWAMTE OT NeE
€CTPOrEeH).

Yepuoapobua ¢ vukLMS

Kakro ¥ nmpu apyrute NUNHAO-MOHMXKABALLKM JIEKAPCTBA, € CHhOOIIABAHO MOBHLIAB
TpaHCAMHHA3WUTE [pH HAKOM NALMEHTH. B noBeyeTo ciay4ad Te3M NOBHUIEHUS
HE3HAYWTENHH W acUMNTOMAaTH4YHU. [IpenopsuMTENHO € HHMBATA Ha TpaHCAMMHAa3




HabnonasaHKW Ha BCEKM TPM MecCeua No BpeMe Ha MbpBUTE 12 Mecella OT JICUCHHETO W Citell TOBA
neproanuHo. Tpabsa na ce oObpHe BHMMaHHE Ha MalUMEHTH, KOUTO pa3BMBAT YBENMYEHHE Ha
TpPaHCaMHHA3HWTE HUBA M JleuycHHeTo TpaAbBa Jda ce npekpatH, ako HuBata Ha AST (SGOT) u ALT
(SGPT) ca nosuiens noee4e OT 3 MBTH HAjA ropHaTa rpaHdua Ha Hopmarta. Korato ce nosssat
CHMITOMH Ha X€NaTHT (Hanp. *LATEHHLA, cbpOexX) W AHarHosaTa € MOTBbpAeHa oT JabopaTopHHUTE
H3CNEABAHUA, ASUEHHETO ¢ deHodHOpaT Tpabea 1a ce npeycTaHOBH.

IMaxkpeac
CpobwaBaHo € 3a MaHKPEaTHT MPH NMalMeHTH, npuemMauy ¢eHodudpar (Bxk. Touku 4.3. u 4.8). Tosa

MOME 14 ¢e ABbJDKM Ha JMIca Ha e(eKT MpH DNaUHEHTH C TeXKa XHIEPTPUITTHLEPHACMHSA, THPEKTEH
NiekapcTBe eeKT UK Ha BTOpHYEH (PEHOMEH, MEAMMPAH OT HUTLYHHTE KaMbHH WK obpalyBaHe Ha
MUTbYHA yTaiKa, 3anyWBaLM 00U HUTbYEH KaHa.

Myckynu
CpobwaBa ce 32 MyCKy/IHa TOKCHHYHOCT, BKIIOUMTENHO PEAKM Clyuyad Ha paGuomuonuia, ¢ win 6e3

6uOpeuHa HepocTaTh4HOCT, Npu ynorpebata Ha Gubpatd WIM APYTH  JMNWAO-MOHKABALLM
JIEKAPCTBEHM NPOAYKTH. HecToTaTa Ha Te3H CMYLUEHHA Ce MOBHLIABA B CIY4aH Ha XMMOANOyYMHHEMHA
M npemecTsyBama OnOpeuHa HeaocTarsyHocT. [laimMeHTH © npeapasnonarawy Qakropu 3a
MHOTIATHA H/HIK pabaoMHOIN3a, BIIIOUBALILO BB3pacT Haa 70 TOAMHY, THYHA WK $aMUIHA aHAMHE3a
332 HacCNeJACTBEHH MYCKYNHM 3abonsBaHud, ObOpeuHO yBpeKIaHe, XHMOTHPEOMOW3ILM M [PHEM Ha
rOJiEMH KOMMYECTBA AJKOXON, MOTAT Aa MMAT MOBHIUEH PHCK OT pa3BuUTHE Ha pabaomwuosuza. [pu
TE3H MALWEHTH, Tpabea na 6bae BHMMATEIHO [IPELEHEHO CLOTHOLUEHHETO PUCK/TION3a OT NeYeHHE C
tbeHodubpar.

MycKy/lHa TOKCHUHOCT MOXE Aa CC MPEANoJara npy INaLHEeHTH, cTpajalld oT JUdy3Ha MUalrus,
MHO3MT, MYCKYJIHH Kpamili W cnabocT wunu 3abenexumo yeenuueHde Ha CPK (nuBara HajsuinaBat
5 nbTH HopMmanuuTe crToiiHocTH). B TakuBa cimywau neuenmero ¢ denodubpar Tpabea na Gbiae
ApeKpaTeHo.

PHCKBT OT MyCKY/IHA TOKCHYHOCT MOXKE @ C€ YBE/HUH, ako JIEKapCTBOTO € NpuaaraHo ¢ Apyr ¢pubpar
win uaxubutop Ha HMG-CoA penyktazata, ocofeHO B CAy4aM Ha NPeUIECTBAILO MYCKYJIHO
3abonasane. CnenoeatenHo, koMOHHHpaHaTa Tepanus Ha deHodubpat ¢ uuxuburop Ha HMG-CoA
peaykTasaTa wiaM Apyr ¢uOpar TpsabGBa ja ce 3ana3H NPH NAaUHEHTH ¢ TexKa KOMOHHMpaHa
AHCIHIIHAEMHA U BUCCK CHPACHHO-CBAOB PHCK Oe3 aHaMHe3a 3a MYCKYJIHO sabonspane I1pH
BHHMaTEHO HabMIoAeHHE 33 MOTEHLHAIHA MYCKY/IHA TOKCHYHOCT.

brOpeuna dvHkLMA

JInnantun Cynpa e npoTHBONOKAa3aH MpH TeXKo 0bOpeuHo yBpexnaHe (B, Touka 4.3).

Jlunantun Cynpa Tpabsa Aa ce M3MO3Ba C NOBHILIEHO BHHMaHHE MPH MAaLMEHTH C JIEKa 10 YMEPEHa
O6n6peuna HegocraThbuHOcT. Jlo3aTa TpabBa Na ce KOPHrMpa HpPH NAUMEHTH CbC CKOPOCT Ha
rnoMepynHara guatpauus (eGFR) Mexay 30 1 59 mL/min/1.73 m? (8. Touka 4.2).

ObpaTuMH NOBULIEHHS HA CEPYMHMA KPEaTHHWH ca AOKIA[BAHM NPH MNALMEHTH, KOHTO MpPHEMAT
¢denodpubpaT caMOCTOATENHO WM 3a€AHO CbC CTATHH. [TOBULIEHHATA HA CEPYMHHMSA KPEATHHHMH KaTo
usno ca 6GuIM crabunHu BBB BpeMeTo, 0e3 HOKasaTencTBa 3a NPOAB/MKABALIA MOBHILIEHMA Ha
CEPYMHHS KPEATHHHH MIPH IBJITOCPOYHA TEPANHA U C TEHACHLUHWA 33 BpbLUAHE KbM H3XOJAHHTE HHBA
CIle]l CMTUpPaHe Ha NEeYEHHETO.

Ilo speme Ha knuHWUHM n3nuTBaHud, 10% oT nauveHTuTe nonyuasawy egHoepemeHHo derodubpar
¥ CHMBACTATHH Ca WMaJH MOBHLUEHHE HA KpeaTHMHHH ¢ noBede oT 30 pumol/l Hap M3XOAHK

Clied 3anovBaHe Ha JCYCHUCTO U NMEPHOOHYHO CJIEA TOBA.




[lomouHy BeilecTra
Tozu nexapcTBeH NPOAYKT CLABLPHA JiakTo3a. [[alMeHTH ¢ pedKH HacleacTseHH 3a00NSBAHUA KATO

ranakTo3cH HHTOAEepaHe, o0l TakTaseH AEPHUMT WM MIOKO30-ratakTosna manabcopbuus e Tpabaa
24 [PUEMAaT TOBa JIEKApCTBO.

Toea nekapcTso chbAbpka No-manko oT | mmol warpuii (23 mg) na TabneTka, T.e. MOXeE [a Ce KaXe,
e MpakTHHECKH HE ChAbPIKA HATPHIA.

4.5 B3anMmoneiicTBue ¢ Jpyru JieKapcTBeHH HPOAYKTH H APYrH (JOPMH HA B3aUMOoAeiicTBHE

[lepopainu aHTHKOArYJIaHTH

@eHodubpaT MoBMIIAaBa NPOTHBOCHLCHPBALUMS e(EeKT Ha NepopaIHUTE aHTHMKOAryJlaHTH W MOXE /13
MOBUIIM PHCKA OT KPLBOM3INHB. [IpenopbuuTenHo ¢ [03aTa HAa aHTHKOAIYJAHTUTE Aa CE HAMAH C
OKOJIO €lHa TPeTa B HAYATOTO HA JIEYEHHETO M CNEJ TOBA MOCTENEHHO [a Ce KOPHIupa, ako €
HeoOX0AMMO, CIIope ] MEKAYHAPOIHHTE HOPMATH3HUPaHH cToiHOCTH (INR).

L[HCHOCHOQHH

Crobiasa ce 3a HAKOW TEXKH cyuan Ha oOpaTHMO yBpexnaHe Ha HbOpeunara gyHKumMs Mo BpeMe Ha
€1HOBPEMEHHOTO MpUIokeHHe Ha denodubpar H LMKIOCNOpHH. 3aToBa GbOpeunara ¢yHKUMA Ha
TE3M MAUKEHTH TpAOBa BHAMATENHO Aa ce Habmioaaea M nedeHHeTo ¢ deHoduOpar aa ce npekpaTy B
CNy4aii Ha CEPUHO3HH OTKIIIOHEHUS Ha NabopaTOPHUTE CTOMHOCTH.

Huxubutopu Ha HMG-CoA-peaykrasara u apyru ¢pubparu

PHCKBT 3a CepHUO3HA MYCKYJIHA TOKCHYHOCT Ce NOBHKILABA, ako deHodubpar ce M3moniea 3aeqHoO ¢
uuxuburopy Ha HMG-CoA — peayxrazara unm apyrd pubpatu. Takasa koGuHauus 6u Tpabsaio na
CC H3M0M3BA BHHUMATENHO H NAUMEHTHTE Aa 6bLAAT CTPHKTHO MOHHTOPHpPAHHW 3a MpPU3HALK HA
MYCKYJ1Ha TOKCHMHOCT (B. Touka 4.4.).

Cnurazonu

CroblueHn ca HAKOH Clly4aH Ha ofOpaTHMa nmapajokcanHa peaykuus va HDL-xonectepona ro speme
Ha kombuHMpaHa TepamuA Ha eHopuOpaT M raurazoHu. [lpenopbuBa ce MonuTopupane Ha HDL-
XONECTEpPOI1a, aKO HAKOE OT TE3M JIeKapcTBa ce MpHOaBH KbM IPYroTO M NPEKPATABAHE HA JICUEHHUETO,
ako nusarta Ha HDL-xonectepona ca TBREpAE HHUCKO.

EH3nmH o1 cucTeMaTa uutoxpom P450

In vitro npoy4BaHHA, M3NOA3BALLH YOBELWKH YEPHOAPOOHM MHKPO30MH TIOKa3BaT, ue deHopudpar u
teHodubpuHOBaTa KHcenHHA He ca MHXHOMTOpH Ha uuToXxpom (CYP) P450 uzodopmu CYP3A4,
CYP2D6, CYP2E] uau CYPLA2. Te ca cnabu uaxuburopu na CYP2C19 u CYP2A6 u ciabu 10
ymeperd HHxu6uTopu Ha CYP2C9 B TepaneRTHYHH KOHUEHTPALIMH.

[Naunent Ha koMOuHupana Tepanua ¢ denodudpar u CYP2C19, CYP2A6 v ocobeno CYP2C9
MeTaboIH3HpalLH Ce IEKapPCTBa, KOMTO Ca C TECEH TepaneBTHYEH MHAeKke Tpabsa na ce Habmonasar
BHHMATEJNTHO M, aKO € HeoOX0AHMMO, /1a CC HAIIPaBK KOPEKLIMA Ha 103aTa.

4.6 Peprunurer, GpeMEHHOCT H KbpPMEHE

Bpemennoct
Hsama anexsaTHW daHnu 3a ynotpebarta Ha deHouOpar npu OpemeHHM xeHH, MacneasanusTa npu

MBOTHUM HE MNOKa3BaT HMKAKBM TepaToreHHH edektn. Habmopgasanu ca emBpuortokcuu
NpH 1034, TOKCHYHH 3a mMakkarta (Bik. Touka 5.3). [loTeHUMANHHAT PUCK NpH XOpa € H
w3nonssaxHeto Ha Jiunautun Cynpa no Bpeme Ha OpeMeHHOCT TpAGBa BHUMATE/H
CBOTHOLIEHHETO PHCK/TION3a.

Knpmene



He e u3BectHo nanu deHodubpar w/wnn HeroBu MeTaboNmMTH ce OTAENAT B MalYHHOTO MAaKo. Puck
334 KbpMaveTo He Moxe aa Obie uskmoueH. 3atosa Jlnaurtua Cynpa He TpaOsa aa ce M3rionssa B
NepHoaa Ha KbPMEHETO.

depTHaHTET
Habntonasanu ca obpatHMH edekTH Bbpxy QepTHIMTETa OpU XKHMBOTHH (Bk. Touka 5.3). Hama

KIMHMYHM aHHH 3a hepTranTeTa Npy ynotpeda Ha Jinnantwa Cynpa.

4.7 Ejextn Bupxy cnocobnocTTa 32 modupane n paboTa ¢ MAIIWHA
Jlunantun Cynpa He NOBIMABA CNOCOGHOCTTA 3a WogHpaHe U paboTa ¢ MaUIMHH.
4.8

Hexenanu jlekapcTBeHH peakUHH

Haii-uecTo TOKIaABaHHUTE HEXKENAHH NICKAPCTBEHU peakliMi No BPpeMe Ha nedeHHeTo ¢ geHodubpar ca

XpaHOCMHINATEC/IHH, CTOMALIHH WIH YHPCBHH HAPYLUCHUA.

CnenHuTe HexxeNnaHH peakudd ca Ha0mmoJaBaHM TO BpeMe Ha Nalefo-KOHTPOIWPAHH KITMHHUUYHH
npoy4saHus (n=2 344) ¢ nocoyeHara no-A0JY 4eCTOTa;
Meuoro
peaxH
MedDRA cucremo- Yectu >1/100, | Hewectn >1/1 000, Peaxun >1/10 000, <1/10 000
OpraHHH KJIacoBE <1/10 <1/100 <1/1 000 BKJL
H30AMpaHH
cbLobLIeHHs
Hapywenus Ha Hucbk xemornobuH,
KpBBTZ ¥ NUMpHaTA HamaiieH Gpoi
cHcTeMa JICBKOHHTH
Hapyuienus Ha
CRpLXUYYBCTBUTEITHOCT
WMYHHATa CHCTEMA
Hapywenus ua ['naeobonue
HEpPBHATA CHCTEMaA
TpombGoemGonuabm
(6enoapobeq
Cbaosu HapylUIeHHA
eMbonn3aLM, ALNOOKAa
BeHO3Ha Tpombo3za)*
CromarHo-
YpeBHH
NPU3HALH H
CHMINTOMH
CTOMALIHO-YPERHH (kopemHa Maskpearur*
HapyLUEHHA 6onka,
rajese,
NOBpbLIAHE,
auapus,
duiaTyneHumsn)
[NoBnwenn
XenaTobunuapHu TpancamuHasy | Xoaenurvasa Xenarur
HapYIICHHA {BxK. TOUKa (k. Touka 4.4)
4.4)
HapyuieHnsa Ha Koxna Anoneumns
KO¥aTa U CBPBbXYYBCTBHTENHOCT | Peakunu Ha




NOAKMKHATA ThKaH (Hanp. obpuBH, (OTOUYBCTBHTENHOCT
NIPYPHTYC,
YPTHKapHs)
Hapywenusa Ha MyckyiHu
MYCKY/O-CKe/leTHaTa HapyuieHus (Hamnp.
CHCTEMA H MHANTHA, MHO3HT,
Che/IMHHTEIHATA MYCKYJIHH Cra3sMH H
ThKaH caabocr)
Hapywenus Ha
py Cekcyanna
BL3MPOU3BOAUTENHATA
AUChYHKUMA
CHCTEMA M I'bpaaTa
INopuiLeHu
HHBA HA [ToBuweH cepymeH [ToBweHna kpbEHA
WUzcneapanus
XOMOLIMCTEHH | KpeaTHHHH ypes
B KpbBTa**

* B wmnnuHoro w3nutBawe FIELD, panHpoMu3upaHo naaue6o-kOHTPOAHMPAHO H3NHUTBaHe,
npoBedeHo npu 9 795 nauuentH ¢ auaber TMn 2 e HabnKOAaBAaHO CTATMCTHYECKH 3HAYHMO
MOBHWEHHE Ha Cly4auTe C MAHKPEATHT MNPH NAUHEHTH, Npuemalld ¢eHodubpar copsamo
nauMeHTtH, npuemaind mnauebo (0,8% cnpamo 0,5%; p = 0,031). B cbuoto npoyusane e
NOKJI2ABAHO CTATUCTHYECKH 3HAYMMO MOBHLLICHHE Ha YecTOTaTa Ha Oenoapoben embonuzsM (0,7%
B nnauebo rpynara cnpamo 1,1% B rpynara na genotdubpar; p = 0,022) U He CTaTHCTHYECKH
3HaYMMO [OBHILEHHE HA YeCTOTaTa Ha AbnbOKH BeHO3HM Tpombo3n (mnauebo: 1,0% [48/4 900
nauueHTH) cnpsmo derHodnbpar 1,4% [67/4 895 naunentu];p = 0.074).

** B wimnnunoto wsnuteave FIELD cpenHoTo yBenuueHHEe HA HHBATA Ha XOMOUMCTEMH B KPbBTa
[IPH NAUMEHTHTE, NeKyBaHH ¢ deHodudpaT € 6,5 umol/l n e 6uno obparumo cren npexbCBaHe Ha
neueHHeTo ¢ deHodudpar. [ToBHILEHUST PHCK OT BEHO3HH TPOMBOTHYHM CHOMTHA MOXKE Oa e
CBBbP3aH ¢ MOBHUIEHHTE HHBA HA XOMOLIUCTEHH. KIIHHHYHOTO MY 3HAUEHHE HE € ACHO.

Karo nontianenne kuM Te3n edekTH, JOKIAABAHH NO BPEME HA KJIMHMYHK M3NMTBAHMSA ca JOKI1a/BaHH
CNIETHHTC HEXKEJIAHW DPeakuMH OT TocTMapkeTHHrosata ynotpefa Ha Jlunmawrun Cynpa. Touua
4eCTOTA HE MOXKE Aa Obje onpejesieHa OT HANHYHHTE JaHHW M NOPaiy TOBA ca KIaCHGHLMpaH KATO
*HEH3BECTHH .

- PecriupaTophy, rpbAHH H MEJHACTHHATHM HAPYLUEHHA: HHTEPCTHUKANHA Genoapobua Gonecr.
- Hapywienus Ha MycKylo-CKkeNneTHaTa CHCTEMA W CheIMHUTENINATE ThKaH: pabaoMHOIM3a.

- XenatoOHIHAPHH HAPYILEHWS: HCbITEHHLA, YCIOKHEHHA HA XOJIENIUTHA3a (Hanp. XONCUHCTHT,
XONAHTHT, JKTBYHA KOJTHKA).

- Hapyluerua Ha KoXaTa 4 NOAKOKHATA THKAH: TEXKH KOXHU peakuuu (Hanp. epurema
MysITHdopMme, CMHAPOM Ha CTHBBLH-J[KOHCHH, TOKCHYHA eNHAepMATHA HEKPOIH3a).

- O6un HapyleHHA 1 eeKTH HA MACTOTO Ha NPIIOKEHHE: YMOpa.

Crobulasane Ha MOA03HPAHU HEXENAHH PeaKiMU
Crofuasanero Ha NoA03UPAHM HEXEIIAHH PEAKUMK Clle pa3pewwasane 3a ynorpeba na i
(poAYKT € BaxHo. ToBa No3B0JIABA a2 NPOABLAKY HAOIIONEHHETO HA ChOTHOIIEHHETO N

Nnoao3vpaHa HEXElaHa peakika 4pe3 HAUMOHATHATA CHCTEMA 3a cbobwapase:

HanbiuuTenHa arcHilui no J1ckapcreara



yi. ,.Jlamau [pyes” No 8
1303 Codpus
Ten.: +359 2 8503417

yebcaiT: www.bda.bg

4.9 IIpenoinpane

HMma cwobinenn camo eaMHHYHM ciyvau Ha npenosupane. Ipu noseueto oT TaAx He ca cbobiwiaBaHu
CHMIITOMH OT NPEIO3UPAHETO.

He ¢ wu3secten cneuuduyed aHTHAOT. AKO HMMa CbMHEHWE 3a MPELO3HPAHE, € HeobXOAMMO
CHMIITOMaTH4HO JIEYEHHE W HA3HAYABAHETO HA MNOAXOASALIMTE MOAIBPKAWM OONHHYHU MEPKH.
(deHodUOpaT He MOXKE /1a CE OTCTPAHM Ype3 XEMOAHAIMAIA.

5. BAPMAKOJIOTHYHU JAHHH
5.1 PapMaKOTHHAMHYHH CBOHCTBA

(dapmakoTepanesTHYHA rpymna: Hamanssawm CepYMHUTE AMMAIH JIEKapCTBEHH
NPOAYKTH/ MOHHIKABALIM XONECTepoa H Tpurimuepuaure/dubparu, ATC kon: C10ABOS

©eHodubpar € nepuBaT Ha GUOPHHOBATA KHCENMHA, YHHTO AWNHAO-MOAMPUUHpALH edeKTH,
c1o0WaBaHK Py XOpaTa, ce OChIICCTBABAT Ype3 akTiBUpaneTo Ha [lepokcusomuu [Nponudepatophu
Axtsupany Peuenrropu tvn anda (PPARa).

Upes axrueupaneto Ha PPARa ¢eHodpubpar noBHwasa IuMnondsata M CAMMHHHMPAHETO Ha
areporeHHuTe, OOraTH Ha TPUIMMLEPMAM HacTHLM OT MJa3MaTa NOCPENCTBOM  AKTMBHPAHE Ha
JIMMONIPOTENH JIMNA33Ta K pelyuHpa npoaykuuata Ha anonpoteuH C III. Akrusupanero Ha PPARa
CBIIO TAKA BOOH J0 YBEIMUYABAHE HA CUHTE3a Ha anonpotennu Al u All

[lo-rope cnomenatute edekth Ha peHoDHOPAT BLPXY JHMONPOTEHHHTE BOAAT A0 HAMANABAHE Ha
$pakUHHTE ¢ MHOTO HUCKO W HHCKO MoniekynHo Terno (VLDL u LDL), ceabpxaium anonpotedH B u
A0 YBENHHCHHWE Ha TE3H C BHCOKA MILTHOCT JunonporenHoBn ¢pakumu (HDL), cwabpxaum
anonporenHy Al u AlL

B nonbaneHue, upes moaynnpaHero Ha cunTesa M karaGonusma Ha VLDL ¢pakumute, henodubpar
yBenu4asa kinpbHca Ha LDL v namanasa mankute, nusthu LDL, unuro HMBa ca 3aBHLIEHH npu
flAUMCHTH C aTEepPOreHeH JHMMHIAEH NPodHI, 4eCTO cpellaH npH GONHUTE ¢ PHCK OT HCXEMHHYHA
cbpaevHa DomecT,

Ilo BpemMe Ha KAMHMYHHMTE M3NUTBAHKA ¢ PeHodubpar, obwmaT xonectepon e 6un Hamanew ¢ 20 no
25%, Tpurnuuepnaute ¢ 40 no 55% m HDL xonecteponsT € 6un ysenuues ¢ 10 go 30%.

[lpn naumenTu ¢ xunepxonecreponemus, npu kouro LDL xosecTeponosuTe HHBa ca HamaneHu ¢ 20
10 35%, obwwuar edeKkT BBPXY XOsecTepona BOAM A0 HAMANSBAHE HA OTHOILEHHETO OOIK
xonecteposyHDL xonectepon, LDL xonectepon/HDL xonecrepon, untu Apo B/Apo A I, Bcuuku ot
KOMTO ca 6ene3u 3a aTEPOreHEH PUCK.

HMma nokazarencrtea, ue neueHnero ¢ GubpaTH MOKe 1a HAMANH MHLUKMIACHTUTE HA MCXE
Ha CHPUETO, HO TE HE Ca MOKA3ANH HAMAIABAHE HA BCHYKU MPHYHHK 38 CMBPTHOCT M
BTOPHYHA NPOGHNAKTHKA Ha CbJ0BaTa 6ONECT HA CHPUETO.

Kavanunoro wsnureaHe ACCORD (The Action to Control Cardiovascular Riskhli
PaHI0MH3MpaHo naaue6o-KOHTPOIMpaHO H3MTBaHe NpH 5 518 naumenTu ¢ quaber TH



teHopubpar KaTo JOMBAHEHHE KbM cHMBacTaThH. Tepanusara ¢penodubpar wioc cCMMBACTATUH HE €
nokasanana CMrHH(GHKAHTHH Pa3iMKH B CPaBHEHHME CbC CUMBACTATHH MOHOTEPANMA MPH CMECEHHS
M3X0J1 OT He-aTaneH HHPAPKT Ha MHUOKap/a, He-aTaleH MHCYIT U CbpAedHO-CbaoBa cMbpT (hazard
ratio [HR] 0,92, 95% CI 0,79-1,08, p = 0,32; abcomroTHOo HamaneHHe Ha pucka: 0,74%). B
NPeIBAPHTEIIHO ONPEAECHHTE NOArPYNH HA JHCIMMHASMHYHH NALMEHTH, ehHHHpPaHN KaTe TE3W B
Hail-HHCcKaTa eiHa TpeTa no otHoweHue Ha HDL-C (<34 mg/dl unu 0.88 mmol/L) u Haii-sucokara
eaHa Tpera no oTHouwehude Ha TG (2204 mg/dl wam 2.3 mmol/L) xaro 6asanHu CTOMHOCTH,
deHopHOpaT OC cHMBAcTaTHH ca noka3and 31% OTHOCHTENHO HAMANABAHE HA CMECEHHSA MbPBHYEH
H3XO0A B CpaBHEHHE CbC CHMBAcTaTHH MoHotepanus (hazard ratio [HR] 0,69, 95% CI 0,49-0,97, p =
0,03; abcomoTHo HaMansABaHe Ha pucka: 4,95%). AHanau3 Ha Apyra NPeABRAPMTENIHO ONpPeaEneHa rpyna
€ MOKAa3al CTATHCTHYECKH CHIHHOUKAHTHO B3aMMOJeicTHe Ha JjeyeHwe no non (p = 0,01),
JEMOHCTPMPaHKH Bb3MOXKHA non3a OT KOMOMHMpaHOTO neveHue npd mbxke (p = 0,037), wo
MOTEHLHATHO NO-BHCOK PHCK 33 ITbPBHYHHA H3XO0/ TPH JKEHH, ACKYBaHH ¢ KOMOWHMpaHaTa Tepanus B
CpaBHEHHE ¢bC CuMBAacTaTHH MoHotepanua (p = 0,069). Tosa He e HabnmopaBaHO B CrOMeHaTaTa
cyOrpyna rauMeHTy ¢ JHCIHIHAEMAS, HO TaKa CBLIO HE € HMAJIO ACHO AOKA3aTENCTBO 3a MO/I3aTa NpH
AMCITHNUIEMHYHH XKEHH, NeKYBaHH ¢ PeHoPuOpaT Iwoc CHMBACTaTHH M MOTEHUHATIEH BpeleH eekT
B Ta3M MOATPYIa HE MOXE A2 Obje UIKITHOYEH.

ExkcTpaBazanuu HaTpynBaHWs Ha XonecTepod (CyXOXKWIHM M TyOepo3HM KCaHTOMM) Morar
MOA4EPTAHO 14 HAMAIEAT WJIH AOPH HAMBJIHO J1a K3HEe3HAT N0 BpeMe Ha JieueHHe ¢ penodubpar.

[TauMeHTH ¢ MoBMLIEHH HUBA HA (QUOpPHHOTEH, NeKyBaHU ¢ QeHODUOPAT, ca MOKa3aTM 3HAYMTENHU
HaManeHHs Ha TO3H NApaMeThp, KAKTO M Te3M ¢ NoBHIIEHW HHBA Ha Lp(a). JIpyru Bb3nanuresHu
mapkepH kato C peakTHBEH MPOTEHH ChILO HAMATABAT NpH JieueHue ¢ henodubpar.

Ypuko3ypHuHHAT edexT Ha (eHodubpaT, Boaewl A0 NOHMMEHH HMBA HA IHKOYHATA KHCE/HHA C
0Ko/10 25%, € OT AOMBIHHUTENHA 10132 NIPY THCITHUIKUASMHYHN TAUHEHTH ¢ XHIIEPYPHKEMHA.

HokazaHo e, ue deHodubpaT npuTexraBa aHTHArperaHTHa AKTHBHOCT BbpPXY TPOMOOLMTHTE MpH
KHBOTHH H B KJIHHWYHH NPOYYBAHHA, KOMTO NOKAa3BaT HAMAJICHHE Ha arperauuaTa Ha TpoMOOLMTHTE,
npeansBukaHo oT AJID, apaxHRoHOBa KMCENMHA U enTHHEDPUH.

5.2 PapmMaKoKHHETHYHH CBOHCTBA

Jlunantun Cynpa e hunmupana tabnerxka, cbabpxaiua 160 mg MukpoHusupaH denodubpar € ¢ no-
nobpa SuonannynocT (,,cynep-OHOHATHYHOCT™), B CPABHEHHE C [PeJUILHUTE JIEKAPCTBEHH (OPMH.

Abcopbuus
MakcumannuTe nnazmedd kosueHtpauuu (Cmax) ce goctvraT oT 4 a0 5 uaca ciea nepopanied

npueM. I1a3MEHHTE KOHLEHTPALMH ¢a CTabMUIHH MO BPEME Ha MPOABL/DKUTENHO JICUEHUE NPH BCHUKH
NIAUHEHTH.

Ab6copbuusaTa Ha (eHopubpat ce YBeMUARA, KOTATO € IPHET C XpaHa.

Pasnpeaencuue
QeropubprHoBaTa KHCENHHA CE CBBP3BA B FOIAMA CTEMEH ¢ MasMeHns atbyMuH (noseye ot 99%).

MHMKpO30MEH MeTabOoMN3bM.

JlekapcTBOTO Ce oTaens rnasHO 4pe: ypuHata. Ha npaktka uanoro nekapctso ¢
apv.  Qenopubpar ce oTgens raasHo 0o gopMara  Ha q)eHoqmﬁpHHo
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[OKYPOHOCBBp3aHa eHodpuOpHHOBA KWCeWHAa. [IpH  Bb3pacTHW NALMEHTH KIUPBHCHT Ha
theHOoDUOPHHOBA KMCEAHHA HE C& NPOMEHH.

KHHeTHYHH H3CnenBaHKA, ChNPOBOXAALLKM NPHEMA HA €IMHHYHA /1033 W MPOABL/IKHTEHO NeUYeHH e, ca
NOKa3anM, 4Ye JIEKapCTBOTO He Kymynupa. DeHoduOpuHOBaTAa KMCENMMHA HE CE ENMMHMHMPA NpH
XEMOAHANIH3A.

ENUMHHALMOHHUAT IUIa3MEH FIONYKUBOT Ha deHodbubpHHOBATA KUCETHHA € okoNo 20 yaca.
53 IpeaxJHHHYHH JaHHH 32 0e30MACHOCT

B TpHMeceyHO nepopaiHO HEKIHHHYHO H3NWTBAHEe ¢ (eHOPUOPHHOBA KMCENWHA, AKTHUBHHSA
meTabonuT Ha eHodubpar, nNpu IUILXOBE ca HAOTIOAaBAHW TOKCHUYHOCT 3a CKEJETHHTE MYCKYIH
{ocobeno Tean GoraTure Ha THN [-6aBHO okcHAATHBHU MUOGUEPH) M ChPIEUHA JIErEHEpalMs, AHEMUS
M HamaneHue Ha TenecHoTo Terno. He e nabmonasana ckeneTHa TokcuuHocT mpu no3u Ao 30 mg/kg
(excro3uumns npubsiuzktenuo 17 NbTH HAA MakCHManHaTa NpenopbyBaHa j103a npu xopa). He ca
Halno1aBaHH CHMIITOMH Ha KapAMOTOKCHUHOCT MU E€KCIO3HLMS OKONO 3 MbTH MO-BHCOKA OT
MaKCHMAITHATA MpenopbysaHa ao3a npu xopa. O6paTHMH A3BM H €PO3HK B CTOMAWIHO-YPEBHHS TPAKT
ca Ce MOABWIH MNpH KyueTa, JeKyBaHM 3a 3 meceua. B ToBa npoyusaHe He ca HaGnogaBaHM
CTOMAITHO-YPEBHH JIC3HH NPY EKCTIO3HLMA NPUONHINUTENHO 5 (1bTH HAA MRKCHMATHATA NPEnophuBaHa
7032 NMpH Xopa.

HacnepaHuATa BbpXy MyTareHHOCTTa Ha peHoDHOpaT ca Gran OTpHLEATETHH,

[Ip1 NIbXOBE M MHUIKM NPH BUCOKH O3M Ca YCTAHOBEHH YE€PHOAPOGHH TYMOpPH, KOETO MOXe JIa Ce
obacHH ¢ nepokcuzomHa nposndepauna. Tesn npomenn ca cneuM@HUHK 33 MATKK FPH3AYW H HE ca
HabNOAABAHK TIDH APYTH XKMBOTHHCKH BHJoBE. TOBa HAMa BPb3KA C TEPANeBTUHHATA yoTpeba npu
YOBECKA.

M3cneasanus mpu MUWIKK, TUTLXOBE H 3aftUM He pa3KpuBar TepartoreHeH edekr. EMOpuoTokcHuIHH
etexTH ca HaGI01aBaHM NPH 03H B PAMKHTE HA MAIUHHATA TOKCHYHOCT. YILIKEHHE HA NEpHO/A Ha
OpeMeNHOCT M 3aTPYHEHHA 110 BPEME Ha pakaaHe ca HaGMoaaBaHM MpH BUCOKH J03M.

[lpu npoyusane 3a TOKCHYHOCT C MOBTOPAEMH 103K (PeHOGUOPHHOBA KUCENTHHA NpH MIAIH Ky4eTa ca
Habnlo1aBaHK 06paTHMa XMNOCTIEPMHUSA, TECTUKY/1aPHA BAKYOIH3ALMS U HE3PEAOCT Ha Aiunuunte. Ho
He ca HabnoJaBaHK eeKTH BLPXY (QEepTIIHTETa NPH HEKIMHHYHK NPOYYBAHMS 338 PENPOAYKTHBHA
TOKCHYHOCT ¢ theHOoDHOpaT.

6. ©®APMAILEBTHYHH JAHHH

6.1 CnHMCcBbK HA NOMOIMHMTE BELIECTBA

HAapo:

Hatpues naypuncyadar
Jlakto3a MmoHOXHRpAT
[Tosnaon

KpocnosuaoH
MukpokpucTanHa uemynosa
CunnuMes JHOKCH, KOMOAEH
Hatpues creapundymapar

CucTas Ha 0OBHBKATA HA KallCyJaTa:




6.2 HecrBMecTHMOCTH

Hama.

6.3 Cpoxk Ha rogHocT

2 rogmHu.

6.4 CnetHA/IHE YC/I0BHA HA CbXPaHeHHe

Ha ce cvxpanssa non 30° C.
Ha ce cbxpaHsBa B OPUIrHHAIHATA OMAaKOBKa, 3a a Ce Npe/nasH oT Bjara.

6.5 Buja A cbAbpkaHHE HA ONAKOBKATA

10 ¢punmupann Tabnerin 8 PVC/PE/PVDC/AL 6nuctep, no 3 Gaucrepa B kKapTOHEHA KYTHS.

6.6 Cueuna/HH NpeaNa3lHH MEPKH NPH H3XBbPJIAHE

HewusnonsganusT nexapcTBeH MPOAYKT HJTH OTMATLYHHTE MATEPHANM OT HEro TpabBa 1a ce U3XBBPAAT
B CLOTBETCTBHE C MECTHUTE M3HCKBAHHA.

7. INPUTEXATEJI HA PASPEHIEHHETO 3A YHOTPEBA

Buarpuc EOOJ]

otuc crpaga ,.Cepanxa opucu™

6yn. Cutnsakosa Ne 48, eT, 7

1505 Codua

Benrapusa

8. HOMEP HA PASPEIHIEHHUETO 3A YIIOTPEBA

20050342

9. JATA HA ITbPBO PA3ZPEUIABAHETIOAHOBSBAHE HA PA3IPEIIEHHUETO 3A
YINOTPEBA

JlaTta Ha nupBo paspewasare: 29 ouu 2005 .
Hara ua nocneaHo nogHosasake: 14 anpun 2011 r.

10. AATA HA AKTYAJIU3UPAHE HA TEKCTA

04/2026
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