KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

L MME HA JJEKAPCTBEHM!S ITPOIYKT VSMHAHUTENHA ATEHLWA MO NIEKAPCTBATA
| Kpamua Xapakmepucmuke Ha npodyxma - flpunoxenue 1
Dilatrend 6,25 mg tablet
rlatren g HbIeTS Kbm PY\&"}‘)\{Q\:K ..... A N q"ﬁﬂ‘ﬁf

Hunatpenua 6,25 mg tabnetku

2. KAYECTBEH U KOJIHYECTBEH CbCTAB

Bcaxa Tabnerka Dilatrend or 6,25 mg ceaspxa 6,25 mg kapseawnon (carvedilol). [loMoluny BeluecTna:
IAKTO32 MOHOXHJIpAT, 3aXxapo3a u Jp. Besaka Tabnetka cpabpxka 51,8 mg nakroza Monoxuapar u 21,25 mg
3axapo3a.

3a ITBJIHHA CIIMCEHK HA MOMOLUIHHMTE BEIlleCTRa, BIKTE Touka 6.1,

3. JIEKAPCTBEHA ®OPMA

TabneTkH.

Dilatrend 6,25 mg TabneTky ca KpBIM, XBATH, C JeUTEIHa YepTa OT ABETE CTpaHW H Haanuc BM ot
enHara cTpaHa ¥ Fl ot npyrara cTpana.

4. KJIHHUYHH JAHHHA

4.1. TepanesTH4HH NOKAZaHAH

CeMnToMBa XpoRHYHA ¢bhpAeuHa HeaocTaThYHOCT (XCH)

Dilatrend e noka3aH 3a JeyeHue Ha cTaOWIHA Jiexa, yYMEpeéHa H TEKKAa XpOoHHYHa CHpACYHA
HeOCTATHYHOCT KATO AOMBIHEHHE KbM CTAHAAPTHOTO JISYEHHE, Hamp. AWYypPeTHIH, AUrokcHH W ACE

WHXHOHTODPH TIPH MALMEHTH C €YBOJIEMMUA.

Xnanepronnd
Dilatrend e nokazad 3a Jie4eHYe Ha XHIIEPTOHHA,

Crenokapaus
Dilatrend ¢ mokasaH 3a npodUIaKTHYHO jedeHye Ha cTabuiHa CTeHOKapauA.

4.2. JoIApOoBKA H HAYHH HA NPHJIOKEHHE

Tabnetkure Tps6Ba Aa ce npuemar ¢ TeynocT. IIpyn nanuentn ¢ XCH Dilatrend Tps6sa na ce 1aBa ¢ xpaHa,

CuMnToMEA2 XPOHHYHA CHPACYHA HEN0CTATHYHOCT
Jleuenunero ¢ Dilatrend Tpsbsa ga ce 3amoumsa camo mon HaOArONeHHETO Ha jekap B OonHHLA cnex

3ane1004YeHa OlleHKA Ha ChCTOAHHETO Ha MaLMEeHTA.

HPEHH BCAKO NocCneABallo IMOBHINCHHE HA A4034Tad KJIMHHYHOTO CHCTOAHHC Ha HﬂllHE l}—“ 3d 2. CC
[y " 'F

OLEHABA B ICHA HA MORHIIABAHETO OT CMELHATUCT C OITHT B JICICHHETO Ha ChPACHHA JEIOCTATY

yBEpEHHe, Y€ KIMHMYHOTO CHCTOSHHe ocTasa crabmiro. JlosaTa Ha KapBemHIg i
T
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yBeJIW4aBa NPH MalMeHTH C BJIOLIABALIA ¢e ChPACYHA HEAOCTATEYHOCT OT MOCASAHOTO MOCELEHNE HITH ¢
MpHA3HALA HAa IEKOMIIEHCHPAaHA HIW HeCTaOM/IHa XpOHWYHA ChpAevHa HEIOCTATEYHOCT.

JHosaTta Tpadea na ce THTpUpa cnopel HHAUBAAYATTHATE HY XKIH.

[Ipu nauHeHTHTE, KOMUTO TOJIyYaBaT JAMYpeTHIW Wi AurokcrH wuid ACE uaxuOHTOpH, 103HpOBKAaTa
Ha ApYrHTE JekapcTha TpaOpa Aa ce cTabwinaspa mpeny 3anousaHe Ha nedenue ¢ Dilatrend.

Bv3pacmuu

[IpenopruBaHaTa A03a 3a 3ano4BaHe Ha TepamvsaTa € 3,125 mg ABa NBTH AHCBHO B NMPOAB/KCHHE HA [BE
CeZMHLH. AKO Ta3H JI03a Ce MoHacH, Jo3ara TpabBa clex TORA Ja €€ YBECIIMYH NPe3 HHTEPBaA HE MO~
MAJIKH OT JIB€ ceIMuIy J0 6,25 mg ABa MBTH AHEBHO, NOcieABaHo oT 12,5 mg ABa [I5TH AHEBHO H CNX
ToBa 25 mg ABa bTH AHeBHO. Jlo3upoBkara TpiaOBa Aa ce yeeNIMYM A0 HaH-BHCOKOTO HHBO, [TOHOCHMO 34
MaLKEHTA.

IlpenopbusaHaTa MAKCUMATHA IMEBHA 1033 € 25 mg nBa IETH AHEBHO 32 BCUYKM nauueHTH ¢ texxka XCH
M 3a naimeHTH ¢ Jeka go ymepena XCH ¢ Terno mox 85 kg. ITpu nammentu ¢ nexa go ymepeHa XCH ¢
Terno Hap 85 kg mpenopruBaHaTa MakcUMaIHa Ao3a € 50 mg ABa NBTH AHEBHO.

[To Bpeme Ha MOBMIEHHE HA [1034Ta MDY MALMEHTH ChC CHCTOJMMHO aprepuaiHo Hajarade < 100 mm Hg
MOX¢E a BB3HHKHE BiOllaBaHe Ha GbOpeuHaTa W/HIK cbpAcuHaTa GyHkumd. Ilopaan Toea, NpeaH BCAKO
yBeJM4eHHe Ha A03aTa Te3d NauueHTH Tpalpa Ja ce oleHABaT OT Nekapsa 3a OuOpeuHa ¢yHKUMA H
CHMIITOMH Ha BAOLIABAHE Ha ChpAcyHAaTa HEROCTATHYHOCT WM BajoAnIaTanus. IlpexoqHo sioasane Ha
CHPASYHATA HEJOCTATHYHOCT, BAZOAMNATALIMA WIM 33/IphKKAa HAa TEHHOCTH MOXKE [Aa C€ JICKYBAT C
KOpUTHpaHe ma Jaozata Ha adyperuuure Wil ACE dHXdOWTOopuTe WIKM C MPOMAHA WIM BPEMEHHO
npeycTaHoBasane Ha nedenueto ¢ Dilatrend. Ilpu Tesu obcrosTencTsa go3zara Ha Dilatrend He Tpabsa na
ce YBENIHYaBa AOKATO CHMIITOMHTE Ha BIOINABAHE HA CHPACYHATA HEAOCTATHUHOCT WM HA Ba3OHJIATALIHA
He ce cTadumHanpar.

Axo neuendero ¢ Dilatrend ce mpeycTaHOBH 3a noBeYe OT ABE CEAMHIH, MPEOppYBa C€ NEHECHHETO 2a CC
Bb300HOBY ¢ 3,125 mg nBa METH JHEBHO H Ja CC MOBHIIABA CIIOPE] MOPHUTE IIPENOPEKH 33 JOIHPAHE,

ITayuenmu 6 cmapuecka gvipacm
KakTo ripy BRIpacTHUTE.

Heya
BezonacrocTra M edHKacHOCTTa ipH Acua (rox 18 roauHM) He ca yCTaHOBEHHU.

XHNEePTOHRSA
[IpenopbuBa ce npHUNOXKEHKE BEAHBXK AHEBHO.

Bvapacmnu

TIpenopsuBaHaTa 1032 33 3aMOYBaHe Ha TepalHaTa ¢ 12,5 mg BeaHBK JHEBHO 3a IbPBATE 1Ba AHU. Cle]
TOBa MpenopryYBaHaTa 103a ¢ 25 mg BeJHbX AHEBHO. BBhpekd ue ToBa € anCKBATHA A03a NMPH NOBEYCTO
NALMENTH, aKko € HEoOXOAUMO, J03aTa MOXKE [a ¢¢ MOBHIUIH 10 MAKCHMAJIHaTa IpenophLYBaHa NHEBHA 1034
oT 50 mg BEAHBXK AHERHO WIH B Pa3AC/IeHH NPHEMH.

[ToBuLIaBaHeTO HA A03aTa TPAOBA 1@ C€ H3BBPIUBA [pe3 HHTEePBAJTH OT HaH-MaIKO ABE& CEIMHLIN.

ITayuenmu e cmapyecka sv3pacm
IIpenoppuBa ce HayanHa Ao3a OT 12,5 mg auesHo. Ts € ocurypmuna 3&;[013011[{'1‘&31
ciydan. AKO OTrOBOpPBT € HeadeKBaTeH, A03aTa MOXKe Ja c€ MOBHIIM OO0 MaKCHMJ) ' T

AHeBHa 0032 oT 50 mg BeAHDK JHEBHO WIH B pa3Jc/ICHH IPHEMH.
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Heua
besonacHocTTa H epukacHoCTTA pH Aeua (1o 18 roanHN) He ¢a YCTAHOBEHH.

CTenokapansg
Buvipacmruu

[TpenopbuBanaTa N03a 3a 3aMOYBaHEe Ha TepanuaTa ¢ 12,5 mg asa NbTH AHEBHO 33 MbpBHTE ABa AHU. (iex
TOBa TIPENOPBLYBAHATA 4034 € 25 mg ABa NBTH AHEBHO,

ITayuenmu 6 cmapuecka evipacm
[lpenopbuBaHaTa MaxcUMalTHA JHEBHa [103a € 50 mg B pa3gc/eHu NIPHEMMU.

Heua

bezonacHocTTa H eHKACHOCTTA NpH Aeua (mox 18 roquHn) He ¢a YCTAHOBEHH.

IlanneATH ChC CHOLTCTBANIO0 YepHOAPOOHO 32a00ABANE
Dilatrend ¢ npoTHBomnokazad mpH ManMeHTH ¢ HapylleHa uepHOApoOHa ¢yHkuMa (Bk. Touka 4.3.

IIporHBONIOKa3aHua u 5.2. PapMaKOKHHETUYHN CBOWCTRA).

[IANMEHTH ¢b¢ CHILTCTBAINA HApYUWeHa 00peuna pyaKIHA

He ce npeasrkaa KopUrdpane Ha 103aTa JOKATO CHCTOJIMMHOTO apTepHaliHo HansaraHe € Hag 100 mm Hg
(ex. cpmo M ToukM 4.4. CrneuuanHH NpeAynpexAeHWs W Npeana3sHd Mepkv npH ynorpeGa u 3.2,
QapMaKOKHHETUYHH CBOMCTRA).

4.3. Ilporapomoxalanmns
CBpEXYYBCTBHUTE/IHOCT KbM aKTHBHOTO BELLECTBO WM KBM HAKOE OT MOMOIIHHTE BELICCTRA.

Dilatrend e mpoTHBONOKasaH HMpHd INAaMEHTH ¢ NOJYEpTaHa 3aJpbKKa Ha TEUHOCTH KIH MPpETOBApBaHe,
H3WCKBAIO MHTPABEHO3HA TIOAPHKKA HA HHOTPONTHUA S(EeKT.

[MaumeHTH ¢ o6CTPYKTHBHH 3a00/19BaHHUA Ha AMXAaTe/THUTe NETUIA, MepHOoIpoOHa AUCOYHKLIHA.

Kakro npu apyrure Gera-GokepH: aHamHeza 3a OpowxocnasbM WIH acTMa, cbpaedeH AV ook Il u Il
cTeneH (OCBEH aKO HE € TIOCTABEH MOCTOAHEH Meic-MeHKbp), Texka Opaaukapmusa (< 50 ymapa/MuH),
KApAHOT€HEH IIOK, CHHAPOM Ha OOJIHHS CHHYCOB BBb3eNl (BKIIIOUHTENIHO CHHO-aTpHaned ONIOK), Texka
XHIMOTOHHUA (CHCTOJIHYHO apTepvanHo Hamarade < 85 mmHg), merabonurHa ayuao3a H PpeoxXpoMOUMUTOM
(OCBEH aKO He € aJIEKBATHO KOHTPOJHPaH upe3 anda-0nokana).

44, Coenunajanu OpeaAynpexAeHus " npeaAnasny MEepPKH npn
ynorpeda

To3K nekapcTBeH NPOAYKT ChIbPIKA JIAKTO3a MOHOXHAPAT, MOpaAy TOBA MAUNECHTH ¢ PEAKH HACN¢ACTBCHH
3a001ABAHHMA  HA rajlakTO3Ha HENMOHOCHMMOCT, Lapp JlaKkTadeH AEQUUHT HIH TIIOKO30-TAIaKTO3HA
manabcopBuus He TpsAOBa Ja NPUEMAT TORA JISKAPCTBO.

Toan sneKkapcTBEH TPOAYKT CHABP/KA 3axaposa, Mopald ToBa MNaUMEHTH ¢ pPeAKH  HacJIeACTBCHM
3a00NABAHUA HA HEMOHOCHMMOCT KbM (hpyKTO3a, [NIIOKO30-TAIaKTO3Ha MalabcopOLiMa MIH CyKpasa-
M30MaJITa3Ha HEAOCTATEYHOCT HE TpAOBa /1a MpHeMaT TOBA JIEKAPCTBO.,

[lpy nauMeHTH ¢ XpOHHYHA CHPAEYHA HEAOCTATHYHOCT 10 BpeME HA NOBHULIABAHe Ha Ao3aTta Ha Dilatrend
MO3Ke Ja BL3HHMKHE BJIOIIABalla € ChpJeYHa HeAOCTATEYHOCT WIIH 3aJPbhAKKa Ha TEUHOCTH., AKQ C€ MOABAT

. h
TaKWBAa CMMITTOMH, J03aTa Ha AUYPeTHKa TpAOBa Ja ce KOpHUrHpa M ao3ata Ha Dilatreng x




yBEJIHYaBa A0 Bh3CTAHOBABAHE Ha KIHHMMHaTA cTabmiHocT. Ilondkora MOXe Aa ¢& HaJIOXKH Aa C¢ HaMallu
nosata Ha Dilatrend unwn nedeHneTo BpeMEHHO Aa ce MpeycTaHOBM. TakuBa €MU30AH HE H3KIIOYBAT
nocyieABaUlo YeneniHo THTpHpane Ha Dilatrend.

IIpy xuMnepTOHHYHHM OAMEHTH, KOHUTO JIEKYBAT XPOHHYHA CBPACYHA HEAOCTATHEYHOCT C HAHIMOKCHH,
avuypetid W/ ¢ ACE naxuburop, Dilatrend Tpa®ea aa ce npwiara BHUMATENHO, TEH KaTO M JHTOKCHH
1 Dilatrend Morar ga 3abassat A-V npoBexaaHeTo.

Kaxro npu apyru nekapctBa ¢ ©Oeta-Onoxdpamia axkrhBHOcT, Dilatrend moxe pa Mackupa paHHHUTE
NMpH3HAaLM Ha OCTpa XHIOTMAKEMHMA TIPH MalWeHTH CBbC 3axapeH aualer. Ilpy HHCYMHH-3aBHCHUMH
MalMeHTH OOMKHOBEHO Ce NPEAoYHTa aATePHAaTHBHO neueHne Ha Oera-Onoxepu. [Ipu maumentv ¢ quaber
ynotpebarta na Dilatrend Moxe na 6bge cPEp3aHa ¢ BIOIIABAHE Ha KOHTPONA Ha MIKOKO3aTa B KPHBTA.
ITopaau ToBa ce Hanara peaOBHO NpPOCiieIgBaHe Ha KPHBHATA TJIIOKO3a IPH AHabEeTHLH, KOraTo ce 3alovBa
neuenue ¢ Dilatrend nan ce mopHIIaBa Ao3ara, ¥ XHOOIVIMKEeMHAYHaTa Tepandd TpadBa Aa ceé KOpurupa
CbOTBETHO.

Ha6monaeano € o6patiMo Brnowasane Ha 6b0peyunarta ¢pyHkuus npy neyenne ¢ Dilatrend npy naunenTy ¢
XpOHHYHA CBbpJeYHa HeJOCTATHUHOCT ¢ HWCKO apTepuanHo Hanarane (cucronnudo AH < 100 mmHg),
HexeMMuHa Oomnect Ha cbpueTo M AWPY3HO CBIOBO 3abondBaHe W/WIH CbIBETCTBAamA OndpeyHa
HepocTaTsuHOCT. [IpH mauwenTy ¢ XCH ¢ Te3n puckosd ¢akropH Opbpeunara $pynkums Tpabpa na ce
MOHHTOPHpA 110 BpeME HA MOBHINABAaHETO Ha no3ara Ha Dilatrend ¥ nexkapcTBOTO Ja ¢e NMPEYCTAHOBH WITH
Jl03aTa Ja c€ HaMaJId NPH Bb3HHKBAHS Ha BjomaBaHe Ha ObOpedHaTa HEAOCTATHYHOCT.

JIuia, KOUTO HOCAT KOHTAKTHM Jemu, Tpsabsa Aa ObJaT YBEAOMEHH 32 Bb3MOXKHOCTTA 33 HaMmaJiCHO
CBN3OOTAEIAHE.

Benpekd 4e HAMa CHOOIIEHHS 3a CTEHOKAPIMA MpU CIHMpaHe HA JIeUeHMETO, crupaHeTo TpAdBa fa €
nocrenenxo (1-2 ceaMuum), 0cobeHo MpH NalueHTH ¢ HexeMuyHa Gonect Ha chpueTo, Thi kato Dilatrend
nMa OeTa-0OMoKUpalla aKTHBHOCT.

Dilatrend moxe na ce mpuaara npH NaUHMEeHTH ¢ nepugepHo cbaoBo 3abomnsane. Yuctnre Geta-0noxepn
MOTaT Jla OTKIIOYAT WIM [a BIIOLIAT CHMMITOMM Ha apTepHajiHa HemocTaThyHOCT. TwhH kato, ofaue,
Dilatrend uma cburo ¥ andra-diokrpailu ceoicTEa, TO3U eeKT B ronsMa creneH € banaHcHpaH.

Dilatrend, kakTo u ApyruTe 6eta-0nokepy, MOXKe 1a MacKHpa CUMITTOMHUTE Ha THPSOTOKCUKO3a.

Axo Dilatrend uaayunpa Opamuxapand, NpW HaMangBaHe Ha CHPACUYHATA YECTOTa MOA 53 yaAapa/MHH,
Aozata Ha Dilatrend Tpatea 12 ce HamManu.

Tpabea na ce BHMMaBa npH npuwiaradeTo Ha Dilatrend npu manueHTH ¢ aHaMHe3a 3a CEpHO3HH PEAKLIMH Ha
CBPBLXYYBCTBUTEIIHOCT M MpH GONHH, MOMIONKEHH Ha AeceHCHOWIM3Mpamo JjgedeHue, ThH kato Hera-
OnokepUTEe MOXE J[a YyBENUYAT KAKTO UYYBCTBUTENHOCTTa KbM AaNepreHH, Taka W TeXeCTra Ha
aHadUNAKTHYHHTE PEaKIkH.

[Tpu magueHTH, cTpajami OT MepUPEPHOTO LIMPKYIATOPHO HapyuieHHe (geHoMeR Ha PeliHo, MOXe na ce
HabnrogaBa 0GoCcTpsHE HA CHMIITOMHUTE.,

Ilpn nauMeHTH ¢ aHaMHE3a 3a MCOpHa3nc, cBpp3aH ¢ aeueHne ¢ Gera-6iokepu, Dilatrend Tpsabsa ga ce
[puaara caMmo Cjiea NMPeleHKa Ha ChbOTHOLICHHETO PHCK-MO3A.

ITpu nanmeHTH ¢ deoxpomolIITOM Npeay NpHiokeHneTo Ha Oeta-Onokxep Tpabsa aa ¢ € JBHC [i \ c
anda-6nokep. HaMa ONHT ¢ MPWIOKEHHETO HA KapBEAWIO/ NPH TOBa CHCTOSHMUE. )
ce BHHMaBa npu npuwioxeHre Ha Dilatrend mpyn nanvenT# ¢ nogo3peHue 3a Geoxpos




JlexapcTBa, mpuUTexaBaluM Hece/IeKTHBHA OGeTa-OnokMpauia aKTHBHOCT, MOXKE Aa MPESAH3BHKAT 00JIKa B
TbpAWTE TIPW NALKHEHTH ¢ BapHaHTHa anruHa Ha [Ipurimeran. HaMa xaunmyeH onurt ¢ Dilatrend npu tesn
NMaUMeHTH, BBIpekd 4Y€ anda-Onokupamara axkTHBHocT HAa Dilatrend Moxke na npenoTBpaTH TaKHBa
cumnToMu. Tpsbea, obave, na ce BHUMaBa npu npwiaradietTo Ha Dilatrend wHa maMeHTH ¢ TIOJXO03peHHE 33
BapyuaHTHa aHrvHa Ha [IpuHuMeTan,

IIpn nmauMeHTH ¢ TEeHACHIHA 2a OpOHXOCMACTHMHH peakLMH MOXE Ja €€ MNOABH pecrnHparopeH IAHCTPEC
KaTo pe3yaTaT OT BB3MOXKHO 3aCHJIBaHe Ha CBHIPOTHBIICHUETO Ha [AMXAaTenHUTe mbTHwWA. CneaHuTe
npeaynpexacHAs TpaOBa Aa ce BKNOYAT BbB BTOPHYHATA ONAKOBKA M JIUCTOBKATA:

Onarxoera
He nmpuiaradre TO3M JEKapCTBEH TMPOAYKT, akO CT€ UMANH XPHMNOBe, AB/KAIIKA Ce HA aCTMa WIW ApYro
Henoapobro 3abonasaHe.

Jducmoexa
He npunaraite T03W JEKapCTBEH NMPOJAYKT, aKO CT€ MMAJIHM XpHIOBe, OB/DKAIA Ce HA acTMa WK ApYro
OenonpobHo 3abonssane. [Ipeau ToBa ce MOCHBETBalTE ¢ NeKyBalllks CH JIeKap WIH (apMalcET.

4,5. BiaumojeiicrBme ¢ JpPYrH  JieKapcTBeHH UPOAYKTH ®H  Apyrm  ¢opMm  Ha
B3AHMOAEHCTBHE

Kaxro npn gpyrure Gera-Onokepm, Dilatrend moaxe ma noreHudpa edexta Ha APYrdH ¢OHOBPEMEHHO
NpUeMaHy JISKAapCTBa ¢ aHTHXUIEPTEH3IUBHO AeCTBHe (Hanp. anda,-0MoKepH) WIH XHUIIOTCH3NATA € YacT
oT npodria UM Ha Oe3011aCHOCT.

[TaymeHTH, KOWTO MpHEMaT NPOAYKTH ¢ OeTa-O/loKMpalla aKTHBHOCT ¢ JICKapCcTBO, H3UYEpnBallO
KaTeXOJMaMUHUTE (HANp. pelepnvMH W WHXUOMTOpM Ha MOHOaMHHOOKcHAa3aTa), Tpsbsa HAa Objar
HaGnoJaBaHH BHEMATEHO 33 NPU3HAIY HA XMIOTOHUA W/ MK TeXKa Opagukapaus.

HaGmogapanu ca OTAGNHHM CIIy4ad Ha HapylleHHs Ha MpOBOJAMMOCTTa (pAAKO ¢ XeMOJAHMHAMHYHH
HapymeHus), korato Dilatrend m munTeazeMm ce npunaraT eaHoBpeMeHHo. Ilopagu TOBa, KakTo W MpH
NPYrATe nexapeTsa ¢ GeTa-Onokupamia aKTMBHOCT, BHHMarenHo TpaGea na ce mpocneasBar EKI™ w
APTEPUANIHOTO HaIAraHe, KOrato c€ MNpWwiIaraT €HOBPEeMEHHO KaJUHMEBH aHTATOHUCTH OT THIMA Ha
BEpAraMHII HWIH JHITHA3EM, HIH aHTHAPHTMHYHY JekapcTha knac 1. Te3y Bugose exapcTsa He TpadBa na
CE MpUIaraT WHTPABEHO3HO NPH TAlMeHTH, noayvyasamy Dilatrend.

EdexTHTe Ha MHCYIHHA WIH OPATHHTE XHMOTIHKEMHYHH CPEACTBA MOXKE Jla ce MHTensnpuumpar. [lopaau
TOBA CE NPENopbYBa PEAOBHO NpOCcIeAsBaHe Ha IIII0K03aTa B KPBBTA,

[TIpu manpeHTH ¢ XumepToHms, nekysamu ce eaHoBpeMeHHO ¢ Dilatrend u IHWrokCHH, MWHMMATTHWTE
M1a3MeHW HUBa Ha JAUTOKCHHA MOXE 5a ce yBenudar ¢ npubnusurenso 16%. Ilpenopsyusa ce 3acHiieHo
MOHHTOPHMpAHE Ha HHMBaTa Ha JUINOKCHHA [pH 3aNouBaHe Ha JICWEHHETO, KOpUIHUpaHEe Ha Jo3ata HIH
npeycTanoBaBane Ha Dilatrend. ExnopeMeHHoTO npunosxenve Ha Dilatrend ¥ ¢hbpAeHMHH IITHKO3MAN MOXKE
Ja yAB/DKM BpEMeTO Ha AV npoBeKnaHe.

Koraro ennoBpeMenHoTo neuenne ¢ Dilatrend v xoHuauH TpabBa fa ce NpeyCcTaHOBH, ITHPBO TpAOBa Aa
ce cnpe Dilatrend, Hikonko fieHa npey MOCTENSHHOTO HaManaBaHe Ha JO34Ta HA KITOHHIHHA.

Moxke fOa ce HAIOXKH NpeanasjiMBOCT NPH MalWeHTH, KOUTO MOJY4aBaT HHIYKTOPH HAa OKCHAA3HTE ChC
CMECCHH (DYHKUMWH, Hanp. pudaMMLUH, ThH KaTO CEPYMHUTS HUBA HA KapBeAHJION MOXKE Aa

MQKES [d CC ITOBUIIAT.




ITo BpeMe Ha o01La aHecTe3na TpabBa Oa ce 0O0LpHE BHUMaHHE Ha ITOTCHUHAIHHTE CHHEPriYHH HEraTUBHU
MHOTPOTHH eDEeKTH Ha KapBeAMWIION U AaHECTETHILIHTE.

HaGmonaeaHo € /1eK0 yBEIHYEHHE HA CPEOHUTE MHHHMAJIHWA KOHLEHTpalMH Ha UHKJIOCMOPHH CleA
3aroYBaHe HA JIC4CHHE ¢ KapBeXWnon mpd 2} naumeHTH ¢ OBOpevyHa TpaHCIUIAaHTALM#, CTpajalld OT
XPOHKYHO CHA0BO oTXBbpisHe. [Ipu okono 30% oT mamMeHTUTe N03aTa Ha UMIUIOCTIOPHH € TpAOGBao na ce
HaMaJlld, 3a Ja c€ NOAABPXAT KOHUCHTPALWWUTS Ha UMKIOCNOPHHA B TEPANeBTHYHHUTE IpaHMLH, a TIpH
ocTraHanuTe He ¢ Omio HeoOxogumo Kopurupane Ha mosata. CpemHO A03aTa Ha LIMKJIOCNOPHH € Ouna
HaMaleHa npH okono 20% or Tesw nauueHtd. [Topaay ronsMara MHaMBUAYyanHa BapHaOMIHOCT Ha
HeoOXoAMMOCTTa OT KOPHIHpaHe Ha A03aTa, NPENOPbYBA C6 KOHUCHTPALMHUTE HA LHKIOCMNOpPHHA Aa C€
MPOCNeNABaT BHUMATEIHO CJIe/ 3a[I0YBAHE HA JICYCHHETO ¢ KapBeIHJION U J03aTa HA LIMKIOCTIODHHA Na Ce
KOPHTHpa ChOTBETHO.

4.6, bpemeHHOCT H KLPMEHE

bpemeRrnocr

Hsama poctaTbuHO naHHM 3a ynotpedara Ha KapBeJusTo IpH OpeMeHHH XKEHH.

[Mpoy4BaHHATa NpH KHMBOTHH C€a HEAOCTATHYHM 1O OTHOIIEHHE HAa BAMSHHMETO BBPXY OpeMeHHOCTTa,
eMOpHOHATHOTO/(DETAJIHOTO pa3BuTHE, DAKAAHEeTO W MOCTHATAJIHOTO pasBUTHE (BX. TOYKa J.3.).
[ToTeHUMANMHUAT PUCK MPH XOPa He € U3BECTEH.

Dilatrend He TpaGra na ce M3nona3ea NMpH 6PeMEHHOCT, OCBEH B Cy4ad Ha KAaTeropuyiHa HEOOXOAHMOCT
(T.e. aKO 0O9aKBaHaTa MoJ3a HaaAXBbPJIA NOTEHUHATHAS PHCK).

Kbpmene

He e w3BecTHO lany kapBeAMIION ce€ EKCKpeTHpa B KbpMaTa npH Yoseka. [IpoyuBaHuATa NPH KHBOTHH €a
NoKasaid, 9¢ KapBeAW/ION WIH HEroBHTE MeTabOJIMTH ¢e €KCKpeTHpAT ¢ Kbpmara. Tpabpa na ce BieMe
peleHHe JaaH a ¢e NPOABIKM/IIPEYCTAHOBH KBPMEHETO HIH Ja Ce MPOIBIKW/MPeyCTaHOBH TEPANHATa ¢
Dilatrend, kaTo ce B3eMe npeABH/ MON3aTa OT KEPMEHETO 3a AETETO W [MO/I3aTa OT JiedeHueTo ¢ Dilatrend
3a MaMkara.

4.7, EdexkTn BBLpXYy cnocobuocTTa 32 odupane u padora ¢ MAMIHAK

He ca npoBexaaHi npoyvBaHus 3a eQeKTUTE BBPXY cnocoOHocTTa 3a modupaHe U paboTa ¢ MaLIHHH.
Kakro npH apyrd JekapcTBa, KOUTO MPESAH3IBHKBAT NPOMSHH B apTEpPHAHOTO HaNAraHe, NallMeHTHTE,
npueMamy Dilatrend, Tpsa6sa na 6paaT npexynpeleHH Oa He wodHpaT Wik 13 He paboTAT ¢ MalllMHM, aKo
MMaT 3aMaliBaHe WM CBLp3aHM CUMNTOMH. ToBa C¢ oTHacs 0cofeHO 3a 3aMOYBAaHETO WJIM NMpOMAHA Ha
NEYEHHETO U PBB BPBH3Ka ¢ alTKOXOJL.

4.8, Hexenanu NeKapCTBERH PEaKNHH

Knupuunn E30ATBAAAR

Hexenannre ¢crOutug npu XCH ca u3GpoeHH oTaeHO TOPaaN pa3iMKkaTa B OCHOBHOTO 3a00MNABaHe.

Criopes 4ecToTaTa HEMXENAHUTE JIEKAPCTBEHH peaKLidy ce onpeaenar kato: yecTH (oT 1-10%), myoro
yecTH (Z 10%), HeuectH (ot 0,1-1%), peaxu (0,01-0,1%), MHOro peaku (<0,01%).




[Ipn XponAYEA CHPIEYHA HEROCTATHIHOCT
Hapywenun na kpovema u aum@rama cucmema

Peoxu (0,01-0,1%). TpoMOOLIMTOTICHHS.
B oraennu cnyvau ce ¢po0uiana 3a N€BKOTICHUA.

Hapywenun na memabonusma u xpanenemo

Yecmu (om 1-10%): noBuIIaBaHe HA TEINOTO H XUIEPXOJECTEPONEeMHA. XHIESPTIIHKEMHUA, XUITOTTHKEMNIA
W BAOIIABAHE HA KOHTPOAa HA IVIFOKO3aTa B KPBBTA CHIIC ca YECTH NMPH NALHEHTH C HAIMYEH 3aXapeH
nnaber (Bak. Touka 4.5. BraumopeilicTBHe ¢ IpyrM JieKapcTBeHH MNpoAYKTH M Apyru GopMH Ha
B3aUMOJIeliCTBHE).

Henmpanna nepena cucmema
Mnozo uecmu (= 10%). 3amaliBaHeTo, rnaBoGomHeTo OOHKHOBeHO ¢a caado H3pa3eHHM M BPBHIHWKBAT
MpeAHMMHO B HAYaIOTO HA JISYCHHETO. ACTeHHS (BKITIOMUTEIHO YMOPa).

Cupoeunocvooea cucmema

Yecmu (om 1-10%): Opanpkapnous, oOpTOCTATHYHA XHUIIOTOHHMA, XWIOTOHMA, OTOK (BKIIOYMHTEIHO
reHepaiu3npan, nepudepen, 3acToeH K reHHTANIEH OTOK, OTOK Ha KpakaTa, XUIIEPROIEMHUS H NMPETOBAapBaHEe
C TEYHOCTH).

Hevecmu (om 0,1-1%). cHHKOMN (BKJIIOYUTENIHO H NMpecHHKOM), AV-0NOK H ChpPASYHA HEJOCTATBYHOCT MO
BpEME Ha MOBHIIABAHE HA 1034aT4.

CmoMauino-4ypesnu napymenun
Uecmu (om 1-10%%): ranexe, quapus ¥ NOBPHILAHE.

Hapytuenun na koxcama u nooKoxicHama mvKan
JepMaTHT 1 3aCHICHO [IOTEHE.

Apyeu
Uecmu (om 1-10%). napynieHHsa Ha 3peHHETO.

Peoxu (0,01-0,1%): octpa OBOpeduHa HEAOCTATHLYHOCT M OTKIOHeHHMS B OLOpeyHaTa QyHKUHN MpH
NMauMeHTH ¢ AN Y3HO CbAORO 3a0oNaBane /Wiy yBpeacHa On0peuna dyHkuA (BK. Touka 4.4. CneuyanHu
npeaynpeXAeHUA ¥ Npeana3Hi MepKH npu ynotpeda).

HecToTara Ha HEXKETTAHHTE PEaKLMK HE 3aBHCH OT [103aTa ¢ U3KIIOMEHHE Ha 3aMaHBaHETO, HAPYLICHHATA B
3peHUAETO U DpaauKapIHITa.

[IpH XunepTOHHA W CTEHOKADP/AMKNA:;
[MpodunsT € moaoGeH Ha To3W, HaOmojaaBaH IPM XPOHUYHA CBHPACYHA HEOOCTATHYHOCT, BBIIPEKH HYe

yecTOTaTa Ha CcBHOMUTHATA OOMKHOBEHO € MO-HHCKA MNMPH MAUMEHTH € XMIISPTOHHS WIH CTSHOKapAHA,
nekyBsaHH ¢ Dilatrend.

Hapywenun na kpvema u numppnama cucmema

Cro0wasaT ce H30NMpaHW CJy4YaH Ha TIPOMEHH B CEpPYMHMTE TPaHCaMHHA3W, TPOMOOLMTONEHHA W
NEBKOTEeHHA.

I{enmpanna nepena cucmema
Yecmu (om 1-10%): 3aMaiiane, rmapobonne n ymopa, KOMTO OOMKHOBEHO ca clabo H3pe
NPEAUMHO B HAYAIOTO HA JISYEHMETO.




Hewecmu (om 0,1-1%): NOTUCHATO HACTPOSHHE, HAPYIICHUA HA CBHA, [TAPECTE3HA, ACTEHHA.

Hapywenun na mematonuima u xpanenemo
IMopaau Gera-GnoxupatyTe CBOMCTBA CHIIC € BBE3MOXHO DPOSBIBAHETO HA JATEHTEH 3axapeH auaber,
MaHU(eCTHHAT OnadeT MOIKE 1a C¢ BIIOLIH M [a C& HHXHOHWpa KOHTpa-peryalaTa Ha KpsBHATa T/I0K034.

Covpoeynocroosa cucmema
Yecmu (om 1-10%). Gpanukapays, OPTOCTATHMHA XMITOTOHHUS, 0COOEHO B HA4aJIOTO Ha JISUECHHETO.

Heuecmu (om 0,1-1%). CHHKOM, XHIOTOHWSA, HapyDIeHUS HA NEPUPEPHOTO KprhBoOoOpauleHHe (CTyACHM
KpaitHuun, PVD, oboctpAHe Ha WHTepMMTEHTHO HakyusaHe W (QeHomeH Ha Peino). AV-0n0k,
CTeHOKapaMs (BKIYHTENHC OONKa B IPBAHHA KOLU), CHMITTOMH Ha CBPACYHA HEAOCTATHYHOCT W
nepudgepeH OTOK.

Pecnupamopuit, 2poOHU 4 MEOUACHURANRU HADPYUIEHUR
Yecmu (om 1-10%): acTMa ¥ QUCIIHES NIPH NPEAPA3NOIOKEHH NNAIIUSHTH,

Peoxu (0,01-0,1%): 3anyuieH HoC. XpHIIOBE M IPHNONOAOGHU CHMITTOMM.

Cmomauiho-4peetu napyuenun
Uecmu (om 1-10%): cTOMAWIHC-4PEBHO PA3CTPOHCTBO (CBHC CHMIITOMH KaTo rageHe, kopeMHa Gonka u
AHapHA).

Hevecmu (om 0,1-1%): 3anex u nopprliane.

Hapyuwienun na xoxcama u nodkodcHama mvKan

Heveemu (om 0,1-19%): KoxXuW peaxkiuy (HAp., alcpruyHa CK3aHTEMa, ACPMATHT, YPTHKapHi, chpbeik,
peakuud, noaodHu Ha lichen planus, 3acuneHo ninotaBaue). Moxe Aa ce NOABAT TICOPHATHYHH KOXHU
JIe3UH WA HATHYHHU JIC3HM J1a C€ BOMIAT.

Hpyzu
Yecmu (om [-10%). Gonka B KpaWHULUMTE, HAMANEHO CRIZOOTACIIAHE.

Hevecmu (om 0,1-1%): cnydaMm Ha cEKCyalHA HMIIOTEHTHOCT H HapyUICHHS Ha 3pCHHUETO.
Peoxu (0,01-0,1%): cyxora B ycTaTa U CMYUIEHHA B MUKUHATA, U OYHO Apa3HEHE.

HiMa cproblieHus 3a OTASIHHA CTy4an Ha aJIeprHYHN PeaKlnu.

ITocmmapremunzog onum
Cpo0maBar ce OTAeMHU CnyyaH Ha WHKOHTHMHEHLMS HAa YPWHATA TIPH KEHH, KOATO OT3IBy4aBa TpH

NMpCYCTAaHOBABAHE Ha JICKAPCTBOTO.

4.9. Ilpenoszmpane

Cumnmomu u npuinauu
Cnen MacuBHO IpefO3HpaHE MOXE Ja CE OYaKBaT ABJIOOKM CHPACYHOCHAOBH S(PEKTH KATO XHUIOTOHHA H
Opapuxapaus. Moxe na ce mocnenBaT OoT CBPAEYHA HEAOCTATHYHOCT, KapAHOTEHEH LIOK H CBhpACYECH
apecT. Moxe na uMa CBIIO M pecnupaTopHy npobrnemu, OpoHxocnasbM, MOBPHILAHE, HAPYUICHO Cb3HAHNKE
W reHepalN3NpaHH I'bpyoBe.




Jeuenue
CroMallHa MpOMUBKA HAM HHAYLHPAHO MOBPBUIAHEe MOXKE Aa OBaaT noJie3HN Npe3 NbPBHATE HAKOJAKO Yaca
clieqd MOrTBILAHETO.

OcBen ofwnTe mpoucAypd, TpadBa ga C¢ MpOCIeIABaT M KOPHIHpAaT BHTANHHTS ITOKAa3aTeNH, ako &
HeOOX0AMMO B YCIIOBUATA HA HHTSH3UBHO OTACIICHUE.

[TauuentuTe TpabBa Ja ce NMOCTaBAT B nerHano moaoxkeHue. [lpn Hanmuve Ha OpagHKapaus Moxe Ja ce
naae arponud 0,5 mg no 2 mg UHTpaBeHO3HO W/WiM riokaroH 1 o 10 mg vHTpaBeHO3HO (MOCIEABAHO OT
GaBHa MHTpaBeHO3Ha MHPY3Ws Ha 2 [Oo 5 mg/fyac mpu HyXxnaa). Moxke Aa ce HalOXKM JICYEHHE ¢ MEHC-
MeHKbp. IIpH nmpexoMepHa XUMOTOHUA MOKE Ja C€ MPUII0XAT TCYHOCTH HHTpaBeHO3HO. OCBEH TOBa, MOXeE
Aa ce jgaae HopagpeHandH 5 ao 10 MuKporpaMa HMHTPAaBEHO3HO, IOBTOPEH CIIOpen OTroBOpa Ha
apTepUATHOTO HAJIATaHe, WIH 5 MUKporpama/min B WH(y3usa, TUTPUPaHa CNope]] apTePHaNHOTO HANATAHE.
bpoHxocnassMeT MOXKE Ja Ce NekyBa ¢bC canOyraMos WIHM apyrd 0era;-arOHWUCTH, NPHIOKEHH KaTo
aepo3osi HIH, TIPH HYXHa, HHTpaBeHO3HOo. B cnyuaii Ha rmpuoBe ce mpernopkuBa 0aRHO HHTPABEHO3HO
MHXXCKTHPAHE Ha AMa3enaM WIH KIOHa3enam.,

B cnyyan Ha ocTpO Npeao3HpaHe ¢bC CHMMATOMH HAa LIOK ONHCAHOTO INOAABPXKAINO NedeHHe Tpadsa Aa
MPOABDKR ROCTAThHYHO ABJILO, T.€. J0 CTAOWIH3HDAaHETO Ha TTAUMEHTa, ThH KaTO MOXe Ja ¢& O4axkka
NPOABKHTENEH €NTHMHUHAIIHOHEH TNONYXXHBOT W IpepasnpelcieHHe Ha KapBeOwsioJl oT NOo-AbI00KUTE
KOMMApPTUMEHTH.

5. PAPMAKOJIOTUYHU CBOMCTBA
3.1, PapMaKoIHHAMHAYAR CBOHCTBA
QapMmaxoTepaneBTiyuHa rpyna: Anda- 1 6era- onokepu; ATC kox: CO7AGOZ.

Kapsenunon e BasogunaTupall HeceNeKTHBeH Oera-Onmokep ¢ aHTHOKCHAHTHM  CBOWCTEHA.
Bazoaunatanusara ce MEAHMMPA NPEAUMHO Ype3 aHTarOHW3IBM Ha andga,-pelenTopuTe.

KapBeaunon Hamansga nepHpepHOTO CHAOBO CHIPOTHBACHUE Ype3 BazOQWNATalliA H MTOTHCKA CHCTEMATa
PEHHH-aHIMOTEH3HH-ANIOCTEPOH upe3 OeTa-0nokana. AKTHBHOCTTA HA IUIA3MEHHA PEHHH © HaMaleHa H

3AAPRKKATA Ha TCHHOCTH € PAOKOCT.

Kapeennnon HAMa BRETpEIHA CUMNATHKOMHMMETHYHA aKTHWBHOCT M, NMOAOOHO HAa MPOMNpaHo/o, ToOH HMa
MeMOpaHO-CTabHTU3NpaIH CBOMCTBA.

Kapseaunon e pauemar ot Asa cTepeomsoMepa. bera-OnoKkanara ce NpHUIMCBa Ha S(-) eHAHTHOMEPA; 3a
pa3nuvKa OT TORA ABaTa €HAaHTHOMEPH [I0KAa3BaT eJHaKBa alda;-610Kupania akTHBHOCT.

Kapeenunon ¢ MOIMIEH AaHTHOKCHIAHT, YJOBHTEN Ha PEaKTHBHH KHCJIOPOJAHH PpalpKald #
aHTHpoNu(epaTHBHO cpeacTBo. CBolicTBaTa Ha KapeedWnon W MeTaloNMUTHTE My ca JOKasaHH B
NPOYUYBAHUA BBPXY *KUBOTHH in vitro W in vivo ! in vitro nipyd peJiulia Y0BSIIKY KIETEYHH THIIOBE,

KnnHu4HMTE W3NMMTBaHHA €3 nokKasanu, 4e OanaHChT OT Basoxunatauusa u Oeta-0/10kazma, OCUrypeH OT
KapBe WO, BOAH A0 CACAHNTE cHEKTH:

- llpy XMOEpPTOHHYHHM TNAUHEHTH HAMAJIEHMETO Ha apTepHAIHOTO HAIAraHE HE € CBBP3aHO C
CAHOBPEMCHHO TIOBHIIEHHEe Ha 00IOTO mepHGEepHO CBAPOTHBIECHME, KAaKTO <€ Habmoaasa an
yucTHTe OeTa-6nokepn. CbpaeuHata 4dectota ¢ cmabo HamaneHa. Ilogmepwxar oe~CERPEHH
KpBBOTOK H OBOpeuHara ¢yHkumi. [loaaspxa ce nepHdepHUAT KpBBOTOK, NOPa




KpaliHWLIH, Y€cTO HaOMIOJaBaHHy NIpH JIEKapcTBa, NpuTexaBaly OeTa-0nokupallla aKTUBHOCT, PAIKO CE
HaOJro1aBar.

- Ilpu nauveHTn cve ctabunHa crenokapans Dilatrend nmokassa aHTH-HCXEMHUYHH M aHTHCTEHOKApPOHH
cBoii¢cTBa. OCTpUTE XEMOAWHAMHUYHH MPOYYBAaHHA MoKa3Bart, ue Dilatrend HaMansea kamepHoTO Mpea-
U C/leJHaTOBApBaHE.

- Ilpy nmauMeHTH ¢ JeBOXaMepHAa AMCOYHKUHWA WA XPOHUYHA ChpAcYHA HEJOCTATBbYHOCT KapBEeIHJION €
nokasan OnaronpHaATHH edeXTH BHPXY XeMOAMHAMHKATa W noaoOpeHHe Ha JieBOKaMepHaTa QpaKuHA
Ha M3TJIaCKBaHe, KAKTO U Ha pa3MepHTe Ha JIABaTa Kamepa.

- B enHo ronaMo MHOTOUEHTPOBO, NBOHHO-CNANO, rnalebO-KOHTPONHPAHO KJIMHHYHO H3MWTBAHE 33
cmeprHocTTa (COPERNICUS) 2 289 naumvents ¢ Texka crabmnHa XCH oT HoxeMHYeEH H
HEHCXEMHYEH MIPOHU3XOA HAa CTAHOAPTHO JIeyeHHe, ca OWNH paHAOMH3HPaHH 33 JICYeHHE ¢ KapBeaAWIoN
(1 156 maupenrn) unn ¢ mnauedo (1 133 mauyuentn). [lauHeHTHTE ca UMaNK NeBoKaMepHa CHCTONHA
OVCPYHKIMA ChC cpedHa (pakumd Ha H3TnacksaHe oT < 20%. CMBLPTHOCTTA 110 BCAKAKBY NPHYHHY €
Guna HamaneHa ¢ 35% ot 19,7% B rpynara ¢ minane6o ao 12,8% B rpynara ¢ kapseaguaon ( Cox
NPOTNIOPLUHOHAIEH pHCK, p = 0,00013).

KomOnHHpaHuTe BTOPOCTENEHHH KPAHHH TOUKHM HA CMBPTHOCT HIK XOCITHTAJIH3HpaHe MopaiH CEpACYHa
HEAOCTATHYHOCT, CMBPTHOCT WM XOCIIHTANIH3HpAHE TIOpaau CHPACYHOCHA0BH MPHIHHA U CMBPTHOCT HITH
XOCTTUTANNIM3HUpaHEe NOPaH BCAKAKBH MPHAYHUHH ca OHIIN 3HAUMUTENHO NO-HUCKH B TPYyIaTa ¢ KapBeJHNON B
cpaBHeHue ¢ aueto (31%, 27% u 24% vaManeHne CbOTBETHO, 3a BenukHTe p < 0.00004).

YectoTaTa Ha CEPHO3HHTE HEXENaH! ChOUTHA 1O BpeME Ha M3CJISIBAHETO ¢ O1na MOo-HUCKA B IpyIaTa ¢
kapseaunon (39,0% cpemy 45,4%). 11o BpeMe Ha 3artoypaHe Ha NCYESHHETO YeCTOTATa Ha BJIOLIABAHE Ha
CHpASYBaTa HEAOCTATEYHOCT € OUna nogoOHa B rpynuTe ¢ Kapeegunon u rauefo. Yecrorata Ha
CEPHO3HO BJIOLIABaHE HA Chp/SYHATA HEAOCTATHEYHOCT 110 BPEME HA U3NMHTBAHETO € HHila NO-HUCKA B
rpynara ¢ kapseaunon (14,6% cpemy 21,6%).

M eneKTPOMUTHTE, U NIPOPMILT HA CEPYMHHTE JIMIMAM He CE NOBITHABAT.

52. (PapMakOKHHETHYHA CBOHCTBA

AbcomoTHaTa OMOHANMHWYHOCT HA KapeelWnoj MpH Xxopa € npubnusurenno 25%. buonanudHOoCTTa €
crepeocenekruBHa, 30% 3a R-¢popmara u 15% 3a S-popmara. MakcBMalHOTO HHBO B CEpyMa ¢€ AOCTHIa
npubausnrenHo 1 vyac cies mepopannara qo3a. CrI{eCTBYBA JHHEHHA BPB3Ka MENTY A03aTa H CEPYMHHTC
KOHUEHTpalKH. XpaHaTa He MNOBJNABA OHOHATHYHOCTTA WJIM MaKCHMajJHaTa CepyMHa KOHLICHTpaLIA,
BEMNPEKH u¢ BPEeMETO 3a AOCTHIaHEe HA MaKCHMAIHATA CepyMHA KOHLIeHTpauua ce 3abaest. Kappenunon e
cunne aunodunen, npubnusuteano 98% npo 99% ce ¢BHp3BaT C IUIAa3MEHHWTE NpoTeUHH. OO0eMBT Ha
pasnpeaeneHne e npubdnu3uTenHo 2 1/kg M € yBeH4YeH NpH NalUeHTH ¢ YepHoApoOHa uMposa. EQekThT Ha
MLPBO  [PEMHHABAHE Clel TCPOPAHO nMpHIokeHne e npubnusurenHo 60-75%; nokasaH ¢
eHTEPOXeNnaTaJieH KpbroBpaT Ha U3X0QHOTO BEIECTBO [PH KUBOTHH.

Kapseaunon rnokassa 3HavMTeseH ehekT Ha IrbpBO NpeMHHaBaHe. CxeMara Ha MeTaboNH3HpaHe NOKa3Ba,
Y¢ MHTCH3HBEH MeTa00NM3IEM ¢ TIIOKYPOHHAM3HpaHe € €IHO OT OCHOBHHTE CThnania. JIeMETHIHPaHETO H
XHAPOKCHIHpaHeTo Ha (eHosoBuA NPBCTEH BOAW A0 obpasyBaHe Ha 3 Metabonwta ¢ 6eta-Gnokupaina
aKTUBHOCT,

CpeAHHAT eNTHMHHALIMOHEH TIONMYXKHBOT BapHpa oT ¢ Ao 10 yaca, [L1a3sMEHHAT KIHPBHC € NPHONU3HTEIHO
590 ml/min. EnuMuHMpaHeTO ¢c¢ M3BbPIIBA MIABHO Hpe3 AUTbYKaTa. ITbpBUYHHMAT BT HA EKCKPELHs € Upes
dekanunTe. Manka JacT ce enmMHHHpa upe3 6u0penure noa popmarta Ha pa3nHYHKH METabONUTH.

(dapMaKOKMHETHKATa HAa KapBeOWIoN c€ BamAe OT Bh3pacTra. [InasMeHuTe HHBa g2
npubanusnutenHo ¢ 50% no-pHCOKH NpH MALMEHTHTE B CTAPYECKa BB3PACT B CPABHEH /
B enHo npoy4YBaHe Ha MaLMEHTH ¢ UMPOTHYHO YepHOoApobHO 3a6ongsane GHoHaMUpHGE




e Ouna YeTHpPH MBTH TIO-TONIAMA U MaKCHMaJIHUTE IUIA3IMEHH HHBa NeT MBbTH MO-BHCOKH OTKONKOTO IPH
30paBH MHAMBHAM. TBH KaTo KapBeAWION ce €KCKpPeTHpa MpeJHMHO ¢ (pekanmHTe, MAIKO € BEPOATHO
3HAYMTEJIHO KYMYJIHPAHE NpPH NaluHeHTH ¢ GbOpeuHo yBpexnaHe, [Ipu NalMeHTH ¢ YBpeeHa YepHoApoOHa
GYHKUHMA OHOHANUYHOCTTA € noBuiieHa Ao 8§0% nopaau HamaneHus e(peKkT Ha MEPBO NPEMHHABaHe,

5.3. IlpeaxaanryuHH AaHHA 32 Oe3onacHOCT

Hama JaHHHA OT H3C/IeABaHMATA BEPXY KMBOTHH 3a TepaTroreHeH edekt Ha Dilatrend. EMOpHOTOKCHUHOCT
e Onna HabDmoaaBana caMo Clie[ MpHJaraHe Ha BHCOKM 103U NMpH 3aiiim. 3HAYCHHETO HAa TE3H HAXOAKY 3a
YyOoBeKa € HecHrypHo. beTa-OlokepHTe HaMansBaT IUTalleHTapHATa nepdy3us, KOETO MOXE Aa AOBEAC A0
WHTpayTepHHHA (eTanHa cMBPT, paXaaHe Ha He3peaH IUIOAOBE WIH MpexkIcBpeMeHHo paxaane. UcBeH
TOBAa, H3CNIE/IBAHMATA TIPH >KHBOTHH C€a MOKalajnd, Y€ KapBeaWsoJl NMpeMHHABa mnpe3 IUTALCHTapHaTa
Gapvepa W MopaaH ToBa TpaAGBa Aa Ce HMaT MpeAPHA BL3MOXHUTE TocIeANUH oT anda- u 6eta-6n0KanaTa
32 eTyca W HOBOPOJAEHOTO MpH uoBeKka. [Ipu apyrn anda- m Oera-Onokepu ePeKTHTE Ca BKIIOYBANH
NnepuHaTaIeH U HeoHaTaneH aucTpec (Opagukapaus, XHIIOTOHHA, PECIIMPATOPEH AHCTPEC, XUIIOTTHKEMAT,
xunortepMua). MIMa moBHIIEH PUCK OT CBPACYHH H 0enoApoOHW YCIOXHEHHA MpPH HOBOPOACHOTO B
NIOCTHATATHUA NEPHOL.

6. OAPMALEBTHYHH JAHHH
o.1. CnncbK HA NOMOIMHATE BEIECTBA
JlakT03a MOHOXH/pAT,

daxaposa,

[Touaon K25,

KpocrnioBHAOH THIT A,

CHIMLIMEB JHOKCH, KONOHAEH 0€3BOICH,
Marne3HeB cTeapar,

it xenezeH okcua, E172

6.2. HecnBMecTEMOCTH
Henpunoxumo

6.3. Cpox na rogaocrt

3 TOOHHY

6.4. CreuHa/jJHH YCJIOBHA HA ChbXPaHEHAE

Ia ce cpxpansasa nog 30°C.
CwxpaHaBaiiTe OIUCTEpHTE B KAPTOHEHATA ONAKOBKa, 3a Ja CE NPeAnasar oT CBETJIMHA H BJiara.

6.5. /laAHA 33 ONAKOBKATA
Bancrepsn onakoeky ot PVC/anyMuHuit, ceappaainn 28 TabneTku.
6.6. Cnenna/IHA NpeAna3’sRy MEPKH NPH H3XBbPJIdHE K padoTa

HsaMa ¢nelialiHg H3UCKBaHHA.

7. NPUTEXATEJ HA PA3ZPEIIEHUETO 3A YIIOTPEBA




Pow bearapua EQOO/, yn. *bano mone” Ne 16, Codusa 1618, bearapis

8. HOMEP(A) HA PAJPEILIEHHNETO 3A YIIOTPEBA

[1-7194/07.05.2003

9. JATA HA IIbPBO PA3PEHIABAHEIIOAHOBSIBAHE HA PA3SPEIUEHHETO 3A
YIIOTPEBA

07.05.2003 r.

10. JATA HA AKTYAJIN3NPAHE HA TEKCTA

OxroMsepu 2008 r.

Dilatrend e peructprpana Teproecka Mapka.




