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Jhanaurin Cynpa 160 mg dprunmMupann rabaeTku
Lipanthyl Supra 160 mg film-coated tablets 6 M H / M P
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Beaka dunmupana tabnerka ceappxka 160 mg penopulpar.
TTomoniay BelecTRA ¢ M3BECTEH ehexT: BCAKa TabneTka ChabpKa:
- 138.4 mg nakTo3a MOHOXHEpPAT
- 0,56 mg coen NeUHTHH

3a nphHAS CIIHCHK HA NOMOILHKTE BEIIECTBA BHTE TOUKE 6.1,
3. JEKAPCTBEHA ®OPMA

Ounmupana Tabnerka.
Benn, npoasnrosaty, rpasdpaun ¢xe ,, 160" OT eHaTa cTpana.

4. KIAHWYHHA TAHHHA
4.1. TepaneBTHYRH HOK2IABAL

Jiunasran Cynpa 160 mg ce npusnara Kato AOMBIHEHHE KbM JHETATA H IPYTO HENEKAPCTBEHO NIEUSHHE
{Hanp. yIpaXHeHHS, HaManaBaHe Ha TETTIOTO) NIPH:

- NIeHeHHE Ha TEKKA XMIICPTPHIJHUepPRIeMHA ¢ win Oe3 Hucko uuBo Ha HDL xonectepoua;
CMECEHA XHIEPNUNIEMHA, KOTATO JIeYEHME ChC CTATHHH € [IPOTHBONIOKA3aHO WITH HE CE TIOHACA
nobpe;

- CMEeCEHa XHMNEepPIHNHIACMHUA NPH HAIMEHTH ¢ BUCOK ChHPASYHO-CHIOB PHCK KATO AQHLIHECHHE
KbM CTaTRH, korarto Tpurnauepunure u HDL xonecrepona He ¢¢ KOHTPOJMPAT AJIEKBATHO.

4.2. [o3uposKka H HAYHA HA KPH/IOKEHHE

OrrosopsT Ha Tepamuara TpaOpa Na ce HAOMOJaBa ¢ ONpeReNiaHe Ha CePYMHETE HABA Ha JIHNHAAWTE.
AKO crie/l HAKONKO Mecela (Hanp. 3 Meceiia) He Ce MOCTHIHE aCKBATEH OTToROp TpAGEA 1A ce oOCHAH
JOITLIHHTE/THA WIH PA3THIHA TEpanid.

ZIOSHQOBK&

Buvipacmnu

IIpenopsusanara gosa e eana Tabnerka ot 160 mg denodubpar exmu wer AHeeHo. lanmewtw,
ApHEMaliM B HACTOAUMA MOMEHT eaHa Kancyna oT 200 mg (wau 1 Tabnerka or 160 mg) Morar na
npeMurHAT Ha efua Tabnetka or 160 mg denodubpar Oe3 JONLIHHTEITHO KOPHrHpaHe Ha 03aTA.

Creynainy Rony1auus nayuenmu

Hayuenmu 6 cmapuecka ev3pacm (Ha 635 wiu nogeyve 200unu)
He e HeoGxoanma npoMsasa B aosupoekara. [Ipenoprusa ce oOudaiiHara 103a, OCBEH NIPH
6b6peata QyHKLUA CBC CKOPOCT Ha rioMepyiHara Pwitpanms (eGFR) < 60 ml/my
aoay "[laimenty ¢ 6E0peyYAo yBpexaaHe").

Ilayuenmu c tvOpeurio yepeacoane
Deuodubpar we TpaGa Na ce MINON2BA NPH HAMKHYKME Ha TexKo Gu6pedro y
xato eGFR <30 m/min/1,73 m2,



Ako ¢GFR e mexay 30 u 59 ml/min/1,73 m?, nosarta e TpaGra Aa npesumasa 100 mg craHzapTeH win
67 mg MUKpOHH3MpPaH heHODUOPAT BENHDIK AHEBHO,

Axo po Bpeme Ha npocneagraneTo, eGFR Hamanee nocrosano a0 <30 ml/min/1,73 m?, neyennero c
thenopnOpar Tpadsa na ce cupe.

Hepnodpobro yepexcoare
Jlunauwrun Cynpa He ce mpenoprYsa NPH NALUMEHTH ¢ uepHoApolHO yBpekJaHe NOpajd JIMNCa Ha
AaHHH.

Heouampuvna nonynayua

besonacHocTra H edukacHocTTa Ra $enodubpar npyu nena ¥ noxpactramy nox 18 romHHu He €
ycranosena, Hama nanHuun aanpm. Ilo Tasw npuunea npmwioxkeHHero Ha denodmbpar ne ce
npeiopBYBa NPH NEAHaTPHYHY NalMeHTH noj 18-roxmiHa se3pact.

Ha Ha, OMOHUE
Tabnexure TpaORra Na ce NOITBINAT LEJH 10 BPEMe Ha XpaHese,

43. HporrBonoxazanus

- uepHOAPOGHA HEZOCTATHYHOCT (BKITIOUHTEHO SWHapHa LUpPo3a H HeOBACHAMO EPCHCTHpAHE
Ha abHopMHa 9epHOapobHa PyHKUMWT),

- W"apecTHO 3aonABate Ha HITBYHHA MEXYD;

- TexKa GpOpedHa HeaocTaTsurocT (€GFR <30 mi/min/1,73 m?);

- XPOHHYCH AN OCTHP NAHKPEATHT, ¢ H3KIOYEHHE Ha OCTHP TIAHKPEATHT, AB/DKALL C¢ HA TEKKA
XHREPTPHI THLEPHIEMHS,;

- H3BECTHa (POTOANEPrHYHA WIN GOTOTOKCHYHA peaKH,Hx 110 BpeMe Ha NieweHHeTo ¢ (pubpary wim
keTonpoden;

- CBPBXYYBCTBATENHOCT KbM (eroduOpaT HAH HAKOe OT NMOMOIUHHTE BemecTsa, W3GPOeHH B
To9Ka 6.1.

B pomuikenue, Jiunanrun Cynpa He TpaGea Nla ce npueMa OT NALWEHTH, ANEPrUYHH KbM BBCTEUH,
¢BeTeueHO MAcHD, COER NICUMTHH WM CPOAHM NPOAYKTH, NHOPaaH pPHCK OT peakiMu Ha
CBPEXYYBCTBUTEITHOCT.

44, Cuenwannn apeiynpexieHns H HPeANaIRA MEPKA NPH ynoTpeta

B HH OpYY 5 eM

BTOpuYHA NPHYMHA 33 XMIIEPITMIMACMHA, KATO HEKOHTPONHpaH auaer Tun 2, XUNOTHPEOHITU3ILM,
He(pPOTHIECH CHHIOPOM, IMCTIpOTEMHEeMHs, OOCpYKTHBHA uepHOZpODHa GonecT, MeNHKAMEHTO3HO
SEUEHUE ¥ ATKOXOMM3bM TpabBa da GBEaT AeKyBaHH aZieKBATHO NpPENM NA Ce B3EME PEIIEHHE Ja ce
npunoxkH denodubpar. 3a xunepaAHNHASMIHN TALMEHTH, TPHEMAILY eCTPOTEH HIH KOHTPAIEITHBH,
CBABPKALIN €CTPOTeH, TPAGBA /la ce YCTAHOBH NANK XUAEPIMIWASMUATA € OT HPBHYHO HAH BTOPHUIHO
€CTECTBO (BB3MONHO € NOBUINABAHE HA CTOMHOCTHTE HA THIMINTE OT NEPOPAIHUN eCTPOreH).

YepnonpobHa pyuxnms

Kakro u mpu npyraTe NHITHAO-DOHMGKABAHIM 7EKapCTBA, © ChoOIABAHO MOBMINARAHEG HHBATa Ha
TPAHCAMMHA3HTE [PH HAKOH HauHeHTH. B nOBeYeTo CTyyau Te3W NOBMIUCHMA Ca NPEXOHH,
HE3HAYWTeNHH W acumiToMaTHyny. [lpenopbuuTenHo € HWBATA HA TpaHCaAMHHASHTE Aa Gbaar
HaOmogaBaHH HA BCCKM TPH MECela N0 BPeMe HA ILPBUTE 12 MECelia OT JICUEHHETO M caen ToBa
nepuoguuuo. Tpsbsa na ce o0LpHe BHMMaHHE Ha MalUHeHTH, KOHTO PasBUBAT yBelWYer
TPAHCAMMHASHUTE HUBA U IEHEHUETO TpaOBa Aa ce lpexpatH, ako HusaTa Ha AST ( o4
(SGPT) ca noBymeny noeeue or 3 MBTH HAX FOPHATA FpaHMIa Ha HOpPMATa,
CHMIOTOMY HA XEMIATUT (Hanp. KBATCHHUA, ChpOeXk) H JWArHO3aTa € MOTBBPICH;
H3CITeIBAHKSA, ICYEHHETO ¢ Penodubpar Tpatea fa ce nNpeyCTaAHOBY.

Haukpeac




CpoSmarano € 3a MAHKPEATHT NMPH NAHEHTH, npHeManii penopubpar (Bx. TouxH 4.3, 1 4.8). Tora
MOME /g C& ABIDKH HAR JTHICA Ha E(EKT IPK NALMEHTH C TeXKa XHIEPTPHIHUEPATeMus, JTUPEKTeH
JeKAPCTBEH SPeKT WM Ha BTOPHUCH (PEHOMEH, MEIMMPAH OT MUTHYHHTE KAMBHH W obpasysase Ha
AUTHYHA yTalKa, 3amynisany 0GIus HKITEIEH KaHaL,

Myckynn
Crobimasa ce 32 MycKy/HA TOKCHYHOCT, BIUTIOYHTENHO PEIOKH cry4as Ha pabnoMmonusa, ¢ uau Ges

Owbpeusa wmenocTaTeuHoOCT, TPM ymotpeGara Ha dubpaty WiH ApYrH AHNHAO-HOHHKABALTH
NIeKapCTBEHY MPOAYKTH. YecToTaTa Ha TE3H CMYIEGHUN CE IOBUIIARa B CIIy4aH Ha XHNOoaNnbyMuHeMus
# npeauecreama 6u6pewHa HenocTaThunoeT, [TaunenTy ¢ npeapasnofaramy GaxKropu 3a MUOTIATHS
H/HIY pabIOMKONN3A, BKTIONBAWIO BE3pacT Hay 70 TOAHHM, NHYHE WIH (aMWTHA aHaMHesa 34
HACNE/ICTBEHM MYCKYNIHE 3aGonaranus, Gu0peuno yBpexkaane, XHIIOTHPEOURHIBM H NpHEeM Ha FOfeMH
KOJH4ECTBA ANKOXOM, MOPAT Ja MMAT TIOBHIUEH PHCK OT paspuTHe Ha pabnommonmsa. Tlpu Tean
nauueRTH, TpAbna na Gbe BHMMATENHO NPELEHEHO CHOTHOWEHHETO PHCX/TIOA3a OT JNeYeHHe <
peropubpar.

MycKy/Ha TOKCHYHOCT MOKe fa ce Mpefmonara NpH NaUHCHTH, CTPAJalM OT JM(Y3HA MHAITHS,
MHOSHT, MyCKY/THY KpaMITH H c1a60CT 1/uny 3abenesxumo ypenmienne sa CPK (HMBaTA HAOBHIIABAT 5
TBTH HOPMAJIHWTE CTOMHOCTH). B TakWa cnmywam neucHuero c ¢enopuGpar Tpaea na Gwae
MPEKPATEHOD,

PrexsT o1 MycKyiiHa TOKkCHUHOCT MOXe 13 ce YBEJIHH, aKO NEKAPCTBOTO € IIpUnaraso ¢ Apyr ¢ubpar
wi uixubptop Ha HMG-CoA penykrasata, ocoleno B Clly9aH Ha TPEIECTRALIO MYCKYTHO
3abonssare. Cnefosarento, koMGHHEpaHaTa TeparHs Ha peHopubpar ¢ urxubHrop Ha HMG-CoA
penykrasara wmd Apyr Qubpar TpsbBa na ce 3anasy Npu VALHEHTH ¢ TeXKa komMOHHEpana
AHCAMTIHACMUtT M BHCOK CBPACYHO-CBHIOB PHCK 0€3 anamHesa 3a MyCKynHO 3a00asBaHe mpH
BHAMATENHO HAG/TIOAHHAE 33 IOTEHIHANHA MYCKY/THA TOKCHYHOCT.

bropeuna diyuknmsa

JInnaurwt Cynpa € RPOTHBOTIOKA3AH TIPY TEXKO 630peusio yBpexnane (Bk. Touka 4.3). JlunanTi
Cymipa Tpa6pa fa ce M3NON3BA ¢ NOBUIICHO BHUMAKHE NIPH MAUMEHTH C JIeKa 0 ymepeHa Op6pedna
HemocTaTEUHOCT. [losata Tpafea fa ce KOPUIHMpa NPy NALMHEHTH Che CKOPOCT Ha TIOMEpyIHaTa
dunrpanpa (eGFR) mexay 30 u 59 mL/min/1.73 m2 (K. Touka 4.2). O6paTUMM NOBMINEHHA Ha
CepYMHHA KPeaTHHHH Ca IOK/I2ZBAHM HPY NALMEHTH, KOWTO NpHEMAT benodubpar camocTosTENHO WM
38€1HO CHC cTaTHH, [ToBuIIeHMATa HA COPYMENS KPeATHHWH KaTo U0 ca GHIM CTabkEM BhE BPEMETO,
0e3 NOKa3aTENCTRE 32 MPOXB/LKARALIM HOBHIICHUS HA CEPYMHMA KPEATHHHH {IDH ABATOCPOYHE TEPANHs
M € TCHACHIHA 32 BPBIRAHE KhM HIXONHHTE HHBA CTEA CIIMPAHE Ha JISYEHNETO.

To speme na wiHEwIEH W3nUTRAHKA, 10% OT NalHeHTHTe TonyvaBaiv eaHOBpEMEHHO (enodubpar u
CHMBACTATHH Ca WMATH fIOBMILEHWE HA KPEaTHHHH ¢ mopeue oT 30 umol/l Haj wsxoauuTe HHRa,
CPaBHEHo ¢ 4,4% OT NAUMEHTHTE KA MOHOTEPANHS CbC cTATHH. 0,3% OT NauHenTHTe A KomOuHHpaHa
Tepaltud Ca HMATH KTHHHIHO 3HAYHMH MOBHINCHHS HA KPEATHHHH IO CTORHOCTH Hag 200 pmol/l.
Jleuenuero Tpabea ja ce npexpaty TIp4 H¥BA HA KPCATHHUH Bal 50% Haj ropHara rpaMsila Ha HOpMaTa.
Tperioppura ce HMBATa Ha KPeaTHHME [a ce M3CICABAT 110 BpEME Ha ITEPBUTE TPH MECEUA ciien
34r04BaHe HA JICICHHUETO M NEPHOAHYHO ClIER TOBA.

Homowmnu senecTea

Tosn nekapersen mponykr chabpxa naxrosa. TlaupeHTy c PENKH HACHE/ICTREHH 3alonaBaHus KaTo
FallakTO3eH HHTONICpaHC, o0l MaKTaseH AehUIMT Hin IOKO30-[2IaKTOZHa Manabcopbuns He Tpabra

J& NpHeMaT TOBa eKAPCTBO. §
Tosa nexapcrpo chaLpka no-mamxo or 1 mmol Hatpuit (23 mg) Ha Tabnerka, 1.¢. MOXE Jia ce K@*
%

HC NPaKTHYSCKH He ChILPXKA HATPHIA.

4.5.  Bzanmopeiictsne ¢ apyrn JEKAPCTREHN NPOAYKTH H Apyra dopmu Ha



Tlepopansm asTHKOAIVAGHTH
Qenopubpar nOBUHILABA MPOTHROCHCMPBAMA edeKT Ha TEPOPATHHTE AHTHKOArYJIaHTM B MOXe 1@

TIOBHMIIM PHCKA OT KPHEORNTHB, LIperophYHTEsHO € JI03aTa Hi AHTHKOATYAAHTHTE JA C€ HAMANH C OKONO
€/lHa TpeTa B RaJaJIOTO HA JIEYEHMETO U clie] TOBA NOCTENeHHO Aa ¢e KOpHIHpa, ako ¢ HeoOxonuMo,
Cropel MEXKTYHaPOSHHTE HOpMATHMzHparH cToiHocTH (INR).

UscnocnopiH

Crofimasa ce 32 HIKOH TEXKKH Cay4uan Ha o6paTumo yepexaate Ha OEOpeunaTa yHKIMA RO BpeMe Ha
€IHOBPEMEHHOTO NPUIOKEHKE Ha ferodubpar u wmocitopuy. 3aTosa GeOpeunara GyHKHA Ha
Te3H MaUMeHTH TpAGBA BHUMATENHO Aa ce Habmogasa 1 aeyeHnero ¢ Pesodubpar na ce npexpatH B
ciryvaii Ha CEpPHOYHM OTKIIOHSHUR Ha Ta00paTopHETE CTOHHOCTH.

Unxy u ia HMG-CoA- KTa3a78 H ubpaTy

PucksT 33 ceprO3Ha MYCKYIHZ TOKCHYHOCT ce NOBMIABA, ako denodhubpar ce winmonssa 3aerHo ©
unxuduTopu Ra HMG-CoA - penyxrasara wi apyra ¢pubparn. Taxasa xoMOunatida 61 Tpabeaio na
©€ M3ION3BA BHUMATETHO ¥ MAIMEHTHTE 13 HbJaT CTPHKTHO MOHUTOPHPAHH 3a IPH3HalH Ha MyCKYIHa
TOKCHIHOCT (BK. TOUka 4.4.).

Caprazonyd

Crobuienn ¢a HAKOM cJIy9ai Ha o0paTHMA NapajoKcaiia peaykiua #a HDL-xonecTepona no Bpeme Ha
kOMOHHHpaHa Tepanus Ha pernopuOpar u rnurasons. Ilpenopsusa ce MmoHHTOpupaHe na HDL-
XQ/IeCTEpOa, aKo RAKOe OT Te3H JIeKapcTpa ce MpUbaBH KuM APYTOTO H NPEKPATABAHE HAa NEYCHHETO,
aro musara Ha HDL-xonecrepona ca TBbpae HUCKO.

EH3MMHM 0T cHcTeMaTa uutToxpom P450

In vitro npoyyBannia, ¥3NONIBANIM YOBCNIKH HepHOAPOOHH MMKPO30MH NOKa3Bar, Y€ deHodubpar n
tenoduGpiHOBaTa KUCENMHA He ca HAXHOuUTOpH Ha mmTOXpoM (CYP) P450 mzodopmu CYP3AM4,
CYP2Ds6, CYPZEL wmua CYP1A2. Te ca cnabn wmxnburopu na CYP2C19 u CYP2A6 u cinabu no
yMepeHy BHxuburopy Ha CYP2C9 B TepancBTHYHE KOHUEHTPAITMMY.

IMaupenTi Ha komOuHWpana Tepanus ¢ penopubpar u CYPZC19, CYP2A6 u ocobeno CYP2C9
MeTabonr3upaniy ce AekapcTBa, KOHTO €A © TeceH TepaneRTHYCH WHASKC TpaGma ma ce Habmiomarat
BHUMATEITHO H, aKC € Heo0XOAHMO, A O HATIPARH KOPEKLMA Ha 1038Ta.

4.6.  Pepraaarer, GPeMERHOCT H KbpMene

Bpemennoct

Hsama anexsarsy JaHHA 33 ynotpefara Ha denoduGpar npu Gpemenns skenu. Hzcnenpanmara npu
JKHBOTHM HE NOKA3BAT HUKAKBH TepaTtorenuu edexri. Habmonasann ca emOproTokcuysn edexta npu
103K, TOKCHYHY 2a Malikara (mx. vouka 5.3). TloreAumanyusy puck NpH Xopa € dewsBected. [Ipr
mnon3padero Ha Jlunawmun Cynpa no speMe Ha OpemenHocT TpsGBa BHHMATCIHO 44 C€ MPELICHH
CHOTHOLISHUETO PHCK/TION3A.

Kepmene
He e n3pectHO pany erodudpar n/wm Heropn MeTaboNUTH Ce OTHENAT B MalHquHOTO Mako. Puck 3a

KBPMaveTo He Moxke a Opae usiunoded. 3aTona Jlunmantun Cynpa He TpaOsa [a ¢ M3NON3BA B HIEpAOAa
Ha KBPMEHETO, '

MHWYHK JaHHY 33 (e WTETA TIPH VI 6a ua JInnarag Cynpa.

4.7.  Edexru pppxy cnocoGaocTTa 32 modHpade i pabora ¢ MAARR
JIunasTin Cynpa He NOBAMABA CNOCOOHOCTTA 38 WwodHpane # paboTa ¢ MaUfMHK

4.83. Hexenann NexapcTBefd peaKkmHy



Hali-gecTo JOKNAIBAHMTE HEXETAHH JIEKAPCTBCHH PEaKitHH 1O BpeMe Ha neueHueTo ¢ penodubpar ca
XPaHOCMHIIATENIHHE, CTOMAIIHK H/IH YPEBNK HapyIReHYS.

Cnenunre HexenaHu peaxumu ¢a HabmiomaBanu mo mpeMe Ha IDiaNe0O-KOHTPONHpPaHH KIMHHYHA
npoyvBauusa {(n=2 344) ¢ nocovYeHaTa no-J0iy YeCTOTA:

HOTO peiki
MedDRA Yectn >1/104), \HewecTi >1/1 000, Peaxn >1/10 000, 1/10 0G0
CHCTEMO- opraH |[<1/10 <1/100 <1/1 000 BKJT.
HY KJ1acOBe HIOMHPAHA
obwenns
Hapymenus Ha) Hucnk xemornoﬁm;ﬂ
KpuBTA 7] HAMAICH 6po
InuMpHaTa ITEeBKOLMTH
cucTeMa
Hapymenns &a CBPBXUYBCTBHTEIHOCT
HMYHHATA
cAacTeMa
Hapyniests  Hal
HEpBHATA ['nasobonue
cHCTEMA
TpomboeMOOmH3EM
ChAOBK (6enoapoben
[HAPYLICHHA eMOOIIMYEM,  IBiDoKa
BeHO3HA TpomMGo3a) *

CroManiHo-

4PEBHU

TIPH3HALM H

CHMITTOME
Cromamuo- {kopemHa Tlaukpearur*
MPEBHH Gonxa,
HApYLICHES ragcHe,

MOBpEiiane,

(HAPHA,

kbnaTysenins)
XenaroSunuaps {[Tosumenu Xonenwraasa X erraTur
W HApYHIEHUN  (rpadcaMuHazd (Bx.(BxkK. TOuxa 4.4)

roaxa 4.4}
HapymeHys Hal KowHa A TTonerus
KOXKATA U CBPBLXYYBCTBHTENHOCT  [Peakiuu Ha|
MOMKOMXKHATA {Hanp.oBpHBY, (hOTOMYBCTBATETHOCT
TRKAH HPYPHTYC, YPTHKAPIA)




HapynreHus nal YCKYIHW Hapymeﬁml
MyCKyo- HAIp. MAANTHS, MHO3HT,
(CKe/IeTHATA CKYIHW CHAsMH M
CHCTEMA | caaGocet)
CHENWHHTETHATA!
THKAH
Hapymenus Ha Cexcyanta quchyHKims
{FB3IPOH3BOIMTE
ITHATa CHCTEMA M|
TLpAATa
OBHIN¢HU HHEAZ HA

HMacrienprasma  KOMOLHCTEHH OBHUIEH cepyMeHIIOBHIIEHA KPLBHA ypes

KpbBTa** peaTHHUH

* B ximnngHoto manmureade FIELD, pasgoMusapano miaue6o-kOHTPOIMPAHO HANUTBAHE, TPOBEACHO
npu 9 795 naipeHTH ¢ Auaber TN 2 € HabH0XaBAH0 CTATHCTHYECKH 3HAYHMO NOBHILICHHE HA C/yIaAHTES
¢ MIAHKPEaTHT [IPH MAUMEHTH, pHeMaIH deropubpar cnpaMo nanueHTy, npuemantu manebo (0,8%
cnpamo 0,5%; p=0,031). B csmoro npoyusate € NOKNAIBAHO CTATHOTHIECKH 3HAYHMO TOBHIIGHHE HA
decrotara Ha Oenoapoben emGommsm (0,7% B nmaueGo rpymara copamo 1,1% B rpynara na
deropubpar; p = 0,022) 4 He CTATHCTUMECKY 3HAYMMO TIOBMIICHHE HA HECTOTATA Ha IHICOKH BEHO3ZHH
TpoMGosu (mwranebo: 1,0% [48/4 900 naumerTy] cnpamo ¢peuodubpar 1,4% [67/4 895 namventu];p -
0.074).

** B kunmusoro menuTane FIELD cpeanoTo yBenwdeHue HAa HHBSTA HA XOMOIMCTEHH B KPBBTA IIpH
NALMEHTHTE, eKyBanH ¢ ¢penodnbpar e 6,5 pmol/l me Guwno o6paTHMO cel IpekbCeBaHe Ha EYEHHETO
¢ deropubpar. IIOBMIIEHMAT PHCK OT BEHOIHM TPOMGOTHYHMHM cHOHTHA MOXe 138 € CBLP3aH ¢
(OBHINICHHTE HABA H3 XOMOIMCTeHE. KimiHuuHOTO My 3HAYeHUE HE € ACHO.

Kato gonmensense KeM Tead edexty, JOKIAABAHE 1JO BPEME HA KITHHMYHHA HAITHTBAHMA Ca NOKTAABAHK
CNeJTHWTe HEXKENAHH PeakIWK 0T MIOCTMAPKeTHHIORaTa ynotpeba na Jlunaurin Cynpa. Touds gectora
He MOke Ha Owple onpexaeneHa OT HAIMYHUTE JAHHM W TOPag¥ TOBa ca acHbHMpads KaTo
"HeH3IBECTHH"

- Pecnimparops, rpeHH 1 MEAVACTHHAIEY HAPYRICHAR: HETepCTHIMANHE Senonpobna Sonect.
- Hapymieuus Ha MyCKyno-CKeIETHATa CHCTeMA M CheIHHHTENHATa ThKaH: pafnomuonysa.

- XenatoOMITHapHH HAPYIICHHA! HKBATCHUUA, YCAOKHEHHS Ha XONEHTAA3A (HAID. XONCUHCTHT,
XOJIAHTHT, HCTEYHA KOTHKA).

- HapymweHns Ba xoxaTa M TOAKOKHATA THKAH: TEXKH KOKHU Deakuuu (Hanp. epyrema
MyatHpopMe, cuinpoM Ha CTUBBH-DKOHCHH, TOKCHYHE eTIHAEPMAIHA HEKPOIN3A).

- O0wy HapyeHHs ¥ eeKTH Ha MACTOTO Ha HPHTOKEHHES: YMOPA.

Crobianake Ha NOJO3HPAHH HEXKCAAHH PEAKIINY

CpobmasareTo Aa NOZO3HPaHH HeKeJasy PEaKlMH Clen paspemasane 3a ynorpeba
TIPOAYKT € BaKHO. TOBA MO3BOMARA 1A NPORLIDKH HACAOJEHHETO HA CHOTHOWCKHH:
JIEKAPCTBEHHA NPoayKT. OT MEAMIMHCKITE CHELMANIHNCTH CE H3HCKBA Aa ChOoOIIanaT B
HEKENaHa PeaklHs Ype3 HalMOHANTHATA CHCTEMA 33 ChobasaHe:




HamenHuTenHa areHuMs o rexapersaTa
yi. . Hamad I'pyes” Ne 8

1303 Codmn

Ten.: +359 2 8903417

yebeaitT: www.bda.bg

49. Ilpenozupane

Hma crofmenn camMo ¢IHHHYHH cJTydad Ra npejosupade. [Ipa nobedero ot 14X He ca ChODIIABAHK
CHMITTOMH OT NPEAO3UPAHETO.

He ¢ wusBecTen creuM(wied aHTUNOT. AKO @AMa CHMHEHME 3a HpEAo3upaHe, € HEOOXOOMMO
CHMNTOMATHYHO JI€YCHHE M HA3HAYABAHETO HA MOANOAANIMTE MONTBPKANIM OGONHMYHH MEpKH.
Oenodubpar He MOKe Jia ce OTCTPARH YPe3 XeMOLHAIH3a,

5 DPAPMAKOJOIAYHHA TAHHHA
5.1, DapMakoAHHAMAYHYE CBOHCTBA

dapmakoTepanesTHIHA rpyna: Hawmanseamu CEpyMHUTE JTHIHH JEKapCTBEHN
IPOXYKTH/TIOHWKABAIIM XONecTepona 1 TpArmuuepunte/dpubpard, ATC koa: C10AB03

GeropuOpar e nepusar Ha GHOPHHOBATA KUCEAHHA, YHMMTO NUIIWIO-MomAdWiMpaiw edexTi,
chobInapady Npy XOpara, Ce OCHIIECTRABAT Ype3 aKTvBMpaHeTo Ha {Tepoxcusomnan TlponudeparopHi
Axrusupanu Penerrropu tou anda (PPAR«).

Upes axtubupanero Ha PPARe denodubpar nosHmaRa NHNOAM3aTA M ENMMWHHPAHETO HA
aTeporeHHuTe, OOraTM HA TPHIVMUCSPHAH 4acTHIM OT NJIa3MaTa TIOCPE/CTEOM AKTHBMPAHE Ha
THUNONPOTEHH AHIa3aTa M peAyuHpa npodykuusra Ha anonpoteun C {1, Axrusupanero Ha PPAR«
CBILO TaKa BOOH 0 YBeIHYaBaHe Ha CHHTe3a Ha amonporennu Al u AlL

Io-rope cnoMedature epektu Ha denodubpar RHPXY AMGOOPOTEHHMTE BOAAT N0 HAMANABAHE Ha
(paxumITE ¢ MHOTO HHCKO M HHCKO MONSKYIHO Terno {(VLDL u LDL), chaspkamm anonpoteds B
IO YBENMYEHHE HA Te3W ¢ BHCOKA ILTLTHOCT mmonporevHoed ¢pakumu (HDL), crnabpai
anonporensy Al # All,

B nonmbinHeHse, upe3 MONYNHPAHETO HA CHHTe3a M katabomsma Ha VLDL dpakunure, henopuGpar
yBennyaBa kidpbiica Ha LDL # wamangra manxare, niabtan LDL, ynuTo HMBA ca 3aBMILEHM MpH
NIALMEHTH ¢ aTEPOTeHEeH HMMACH HPODHN, 4eCTo CpeliiaH NP GONHATE ¢ pUCK OT MCXEMIYHA ChpASHA
Gonecr.

ITo speMe Ha KauHWIHUTE W3NMTBAHUA ¢ deHoduGpar, obuwiaT xomecTepon ¢ Gua Hamanen ¢ 20 10
25%, tpurnuuepuaste ¢ 40 mo 55% u HDL xoaecreponsT e Gmi yreawaen ¢ 10 no 30%.

Tlpw nasueHTH ¢ XpNIepXonecTepoiieMus, Ipy xouro LDL xonecteponoBuTe HRBA ca HAMA/ICHH ¢ 20 po
35%, obuuar edext PLPXY XONECTEPOIa BOMM NO HAMANABAHE HA OTHOWECHHETO 06 xonec:Tepo /
xonecrepon, LDL xonectepon/HDL xosectepon, umi Ape B/Apo A 1, Bcruky or k 5
aTeporeHeH PUCK.

Ha CHPLETO, HO T€ HE €4 HOKA3ANH HAMAIABAHE HA BCHYMKH MPHYMHH 33 CMbDTH
BTOPHYHA NPOPUIAKTHKA Ha ¢hAOBaTA GONECT Ha CHLPLETO.




Kmpupynoro wamarsane ACCORD (The Action to Control Cardiovascular Risk in Diabetes) e
PaHJOME3HPAHO Niale6o-KORTPONHpaHo W3MHTBaHe npy 5 518 nannenTu ¢ anaber Tm 2, TeKyBaHH ¢
{eHopubpar Ka10 AOIBIHEHHE KbM CHMBACTATHH, Tepanuara Ppenopubpar IWHOC CUMBACTATHR HE &
10K2341a CHIrHHQUKAHTHH PA3TMKH B CPABREHHE ChC CHMBACTATHH MOHOTEPANMA IPH CMECEHHA HIXOR
oT He-bartanel ARGAPKT HA MUOKAPAE, He-(aTalicH MHCY/IT ¥ CHPNSYHO-CHIORA cMBPT (hazard ratio
[HR]} 0,92, 95% CI 0,79-1,08, p = 0,32; abcomorho namanenue ua pucka 0,74 IpH npeaBaprTenHo
onpefeNeHITe NONTPYNH HA TUCTUNUIEMUTHH TIALAEHTH, Ae(PUHMPAHHA KATO Te34 B HAM-HHCKATA eQHa
Tpeta no ornomenne Ha HDL-C (<34 mg/dl unn 0.88 mmol/L) u uali-pucoxara eama Tpera 1o
oraomenne Ha TG (2204 mg/dl wm 2.3 mmol/L) karo Gasankm crofinocTd, denodubpar wioc
CHMBACTaTHH Ca NoKa3any 3 1% OTHOCHTENHO HaMangBaHe Ha CMECEHH IBPBUYEH WIXO[] B CPABHEHMUE
ChC CHMBacTaTHH MoHOTepanusa (hazard ratio [HR] 0,69, 95% CI 0,49-0,97, p - 0,03; a6comoTtHo
HaMangsane Ha pucka: 4,95%)- Ananus Ha [pyTa MpeABapHTENHO ONpefielleHa rpymlia e YoKasan
CTATHCTHYECKH CHIHH(QUKAHTHO BlaMMonekcTHe Ha sedenue no non (p = 0,01), neMoHcTpupalixy
BB3MOKHA 10133 OT KOMOHHMPAHOTO JeyeHne Mpy Mexe (p = 0,037), Ho NOTEHIMATIHO NI0-BHCOK PUCK
34 OLPBHYHAA HIXOH NPH KEHH, NEKYBaHH ¢ KOMOMHHPAHATA TEPANHA B CPABHEHHE ChC CHMBACTATHH
Morotepands (p = 0,069). Topa He ¢ walimomaBatio B croMeHatara cySGrpyrna nauMeHTH <
AHCIMMITHASMIA, HO TaKa CBLIO He € UMANo ACHO JOKA34TEJCTBO 34 MOA3ATA NIPHM JUCHHITHIEMEYHH
WeHHM, NieKyBaik ¢ deHodubpar Noc CHMBACTATHH ¥ TIOTEHUMANEH BpeaeH eeKT B Ta3y NOArpyna He
MoKe A3 6pje H3KMmOoYeH.

ExcTpapasansu HaTpynBaHMA Ha XonecTepon (CYXOKWIHH U TYGEpO3HH KCRHTOMMH) MOTST NOTYEPTAHO
12 HAMATEAT WM AOPH HAITEARO A2 H3IUe3HAT 110 BpeME Ha JieucHue ¢ PeHodubpar.

[lanuenTu ¢ noswmweny Husa Ha QubpHHOTreH, JexyBanu ¢ ¢erHodubpar, ca MOKAIANH FHAUUTENHH
HAMAJICHNA Ha TO3HM MAPAMETHP, KaKTO M Te3M ¢ NopuuleHW HuBa Ha Lp(a). pyrn e3snanvrennn
MapxepH Kato C peakTHREH NMPOTEHH CHLIO HAMAIIABAT Npy Nedenue ¢ heHodubpar.

YpuxozypHunmar edekt Ha herodrbpar, Boaen X0 IOHIKEHN HHUBA Ha MMKOYHATA KHCEIHHA C OKOJIO
25%, e OT JOUBIHATEITHA MONI3a ITPK JHCITHMHACMHYHY NAHHEHTH C XULEPYPHKEMHS.

Hokazano e, 4¢ derodubpar HpUTERKABA AHTHATPETAHTHA AKTHBHOCT BLPXY TPOMOOLHTHTE NpH
XHMBOTHY U B KNMHUYHH [MPOYHBAHKSA, KOUTO [I0K33B2T HAMAJICHHE Ha arperaudara Ha TpoMBOUHTHTE,
npeapssukano ot AID, apaxunoHoBa KHCEIHHA H eTHHeDPUH,

5.2, PapMaxoKEBETMYHM CBOHCTBA

Jhananran Cynpa e uimupana TaGierka, chaspxamia 160 mg Mukporrsupan derodrGpar u e ¢ no-
noGpa 6nonanuaHOCT (,,CyNep-GHOBATHTHOCT"), B CpasHEHHe C NPENUIHATE JIeKapCTEeHU GopMH.

Abcopbuus
MakcHmaniuTe wiasMeHs xoHnerTpanuy (Cmax) ce gocTarar ot 4 o 5 4aca cen nepopaneH npueM.

TlnasMeture KoHueHTPAUMM ca cTa0MIHM [0 BPeME HA [POABIDKMTENHO JIEYCHWE TPH BCHYKH
NAUHEHTH.

A6copbunara Ha peuodubpar ce yrenuvasa, KOraTo € NIPHeT ¢ XpaHa.

Pasupenenedue
®enoGHOPHHOBATA KHCETHHA Ce CBHPIBA B O/IMA CTENSH ¢ Tia3MeHd a10yMuH (noseye oT 99%

MetaGonmzem 4 oraeigne: Cnea nepopanso npunoxenue, deHopubpar 6npso ce’/
eCcTepasy 10 akThBHus MeTabonut ¢enodubpunosa xucemuma. Hermpomerier deHodfEH:
OBae yeraHOBeH B MiaaMata. Pexopubpar He e cyberpar 3a CYP 3A4. He ¢ poietiel {ep)
MUKPO3OMEH MeTabOIHIBM., 2 \3




JlexapeTBoTo ce oTHERA rIaBHO Ypes ypAnaTa. Ha IPakTHka UAI0TO ISKAPCTBO C6 STHMHHMPA 33 6 JTHH.
®enodubpar ce oraens raasHo nox Gopmara Ha GeHOPUOPUHOBA KHCEMHHE H TIHOKYPOHOCELP3aHA
derothuOpHHORa KHCeMHHA, [Py BBE3PACTHH NANHEHTH KAMPLHCHT Ha denodubpHHORA KICeHHA He ¢e
NpoMeHs.

Kunetuuiu HICACABAHHS, CHIIPOBOXKAAUTH NDUCMA HE CIAHWIHA 038 H HPOABLKHTENHO NeYeHHe, Ca
MOoKa3alH, He JCKAPCTBOTO HE KYyMYIHpa. QEHOd)PIGpKHOBﬂTa KHCC/IHHA HE O eNMMHHHpA TIPH
XeMoIHalnH3a.

EapMHHaIHOHHHAT NINa3MeH Moy KUBOT Ha deroduOpuHosaTa KucenmHa ¢ okoo 20 Jaca.

5.3. IHpeaximuuyayn NaHHA 38 GE30NACHOCT

B TpuMecedHO DepopaIHo HEKITMHUYHO H3nuTBaHe ¢ GeHOGHOPHHOBA KHCRIMHA, aKTHBHUA MeTaGOTHT
Ha Qenopubpar, npu ILXORE ca HaOMIONABaHM TOKCHUHOCT 34 CKeaeTHHTe Myckymu (ocofeno Tesu
GoraTure Ha TaN I-6aBHO okcunaTHBHY MUHOGHOPK) H CHPAEYHA JereHepanyd, AHEMUA W HAMANICHHE Ha
TeaecHoTo Terno. He ¢ nabmopamana ckeneTHa TOKCHMHOCT IpH 1034 110 30 mg/kg (eKCmo3HLHs
npHOmaTendo 17 MeTH HAL MakCHMAaTHaTa OpenopbYBaH2 Jo3a Npu xopa). He ca wabmosasanu
CHMITTOMH Ha KAPAWOTOKCHYHOCT MPH €KCROIHLHA OKOJIO 3 IBTU NO-BHCOKA OT MAKCHMATHATA
Apenopeusana no3a Npyd xopa. OO6paTHMH A3BH K €PO3HH B CTOMAILIHO-YPEBHKA TPAKT ¢a Ce NMOABHIH
[pH KydeTa, IeKysaud 3a 3 meceta. B Tosa npoy+sane ve ca HabIoLapaHH CTOMAIUHO-YPERHH N€3HH
ApH eKCHo3HIMs NPUONHINTeNRO § THTH HaJ MAKCHMANHATA NPErophbuBaHa N034d TIPH Xopa,

HscnenpannaTa BEPXY MyTareHHOCTTa Ha enodubpar ca 6uny oTpHnaTenHy,

IIpy nnexoBe N MMIKM NPH BUCOKH J0O3H €2 YCTAHOBEHH YEPHOAPOGHU TYMOpH, KOETO MOXe Oa ce
064CHH ¢ nepokcH3oMHa npomidiepauus. Tesn NpoMeHH ¢a crielUGUIHY 33 MAIKM TPH3aYH M HE ca
HAGMIONARAHA TIPH APYTH KABOTHHCKH BHAOBe. TOBa HIMA BPBH3IKA C TEpANEBTHYHATA YroTpeba npH
YOBEKa.

Uacnenpanud mpyu MHLIKM, TUIEXOBE H 3ailM HE palKpuBar Tepatoreded edexr. EmMGpuoTokcuunm
edexTu ca HAGMOKABAHY NP O3H B PAMKUTE Ha MAKMMHATA TOKCHUHOCT. Y ARDKeHHE Ha NEpHOa Ha
GpeMeHHOCT ¥ 38TPYAREHHA IO BPEME HA paXKIaHe ca HaOMIONABAHY NPH BHCOKH 03, [Ipn npoydsane
33 TOKCHMHOCT ¢ MOBTOpAEMH H03H (peHOHOPHHOBA KHCeTMHA NPH MITAIH Kydera ca Habmonasaun
ofparuMa XHNOCTHEPMHS, TECTHKYIApHA BAKYONM3AIMA M HE3penocT Ha xiynMumre. Ho He ca
nalmonasans edexTH BEPXY (EPTHINTETA NPH HEKIHHHWYHY NPOYYBAHHA 34 pENpoOIyKTHEHA
TOKCHTHOCT ¢ eHodHbpar.

6. PAPMALEBTHYHH JAHHHA

6.1, CHnchbK A2 NOMOMIBETE BellecTBA

Snpo

Harpues naypuncymbar
JlaxToza MoHOXMApAT
Hoswzaon

Kpocnosunon
MuxpoxpHcTanHa Lenyinola
Cununper SHOKCHI, KOMONEH
Harpues creapunipymapar

Coerap Ha 0OBHBKATA HA KANICYNATA:
Opadry®: nONMBIHIIOB aNKOXON, THTaHOB JuokcHA (E 171), Tank, coes JENHTHH, K

6.2, HecnLBMecTEMOCTH

Hama




6.3.  Cpox na ronsocr
2 ronuHE.

6.4. Cuoennannm ycaopus Ra chXpadeHae

Ha ce cpxpansgsa nox 30°C.
Ja ce crXpaHdBa B ODUTMHANHATA OMAKOBKA, 33 12 ¢& peJiasy OT Riara.

6.5. Bna W chABpPKARHE HR ONAKOBRATA
10 drnmupany Tabrern 8 PVC/PEPVDC/AL 6nuctep, no 3 6nuctepa B XKaPTOHEHA KYTHS.
6.6, CuenBajBm DpeINasH# MEPKH HDH HIXBLPISHE

Heuanomssauusr JCKAPCTBEH HPOTYKT Wi OTHANRTHHTE MATCPHAIIH OT HETO Tpaﬁna Aa Ce IXBRHPIAT
B CEOTBETCTBHE ¢ MECTHMTS HIHCKBAHHAA.

7. MPHTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA
Maiuan EOOJT

Odwmc crpana ,,Cepmuxa opucn”

6yn. CurRakoro Ne 48, er. 7

1505 Codus

Benrapus

8. DPUTEXATEJ HA PAIPEIHERHUETO 3A IIAPAJIEJIEHR BHOC
“Beera Men” EOO/, ya. "Kntuo Cropuer” Ne§, 5350 TpasHa, brarapus

9. HOMEP HA PATPEIIEHRETO 3A YIHOTPEBA

20050342

10. JAATA HA OIBPBO PAIPETMIABAHEMIOAHOBABAHE HA PA3SPEINEHHUETO 3A
YHHOTPEBA

Jara wa mepro paspemasane: 29 o 2005 r,
Hara sa nocaenHo mogdosasane: 14 anpun 2011 r.

11. JATA HA AKTYARN3ZUPAHE HA TEKCTA

05/2020




