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1
Moz i

Hesonen 5 mg tabnetku
Nevolen 5 mg tablets

2. KAYECTBEH H KOJIMYECTBEH CBCTAB

Beska tabnerka ceaepika 5 mg Hebusoson (nebivolol), exkewBanenTeH Ha 5,45 mg HeOwRoNMONOB
xuapoxnopug (nebivolol hydrochioride).

FoMouHo BemlecTBO C H3BECTHO AciicTBHE: BeAKa Tabnerka coubpka 143,48 mg nakrosa
MOHOXHpAT.

3a TRIHHA CNIHCHK HAa TIOMOWIHHTE BemecTBa BIKTE TOuka 6.1.

3. JEKAPCTBEHA ©OPMA
TaGmeTka

Benn no nouri Genu, KPEINTH, JBOWHOWIIMEKHATH Ta0IETKH, ¢ ABE MEPNEHAHKYAAPHO MPECHYALIN Ce
JCITHTETHA JEePTH OT eAHATA CTPaHa.
Tabnetkara Moke 1a 6ble pasfeneHa Ha YeTUPH PaBHH [1O3H.

4. KJHHHAYHH JAHHU
4.1 TepanesTHYHH NOKA3aHHA

He6KBOMON € noKazaH NpH Bb3PACTHH 34 JIEYEHHE Ha:

. €CEHLHANTHA XHIEPTOHHS;

. cTabunHa, neka A0 yMepeHa XpoHHYHA ChpP/IEUHA HEIOCTATBYHOCT, B AOMBIHEHHE KbM
CTaHAAPTHATA TepariA NpH NAHHEHTH B cTapuecka Bb3pacT (>70 roaunu).

4.2 [lo3upoBKa H HAYHH HA NPH/IOKEHHE

llosupouxa

Xunepmonus

Buzpacmuu

Jo3ara e enna tabnerka (5 mg) AHEBHO, 3a MPEATIOYHTAHE 0 €SHO U CHINO BPEME BCEKH JICH.
TabneTtxkuTe MoraT aa ce mpHeMaT No BpeMe Ha XpaHeHe.

AHTUXMNEPTEH3NBHUAT eeKT ce MposBABa 10 1-2 ceAMHALM clie] 3aT04YBaHe Ha JICYEHHETO.
OnTuManHuAT edekT 0OUMKHOBEHO CE TIOCTHTa CaMo Clie]l 4 CeIMHLH.

Kombunayua c opysu anmuxunepmenzusiu hexapcmea
Bera-GnokepuTe Morar fa 6bIaT M3I0I3BaHH CAMOCTOATENTHO WK B KOMOHHALL
AHTHXHMNEPTEH3HBHE NEKkapcTea. J[o MOMEHTA, JOBIHATENEH AHTHXHIIEPTEH3
Ha0MojaBaH caMo TIPH KOMOHHALNS Ha HeGMBOMON ¢ XHAPOXJIOPOTHAa3MA 12,

Hayuenmu c 6vopeuna nedocmamvunocm



Ipu maunenTy ¢ 6BOpeUHa HeMOCTATHYHOCT, MTPENOPLYHTETHATA HAYMATHA 7032 € 2,5 mg aHeeHo. [pu
HeoDXonMMoCT, AeBHaTa J03a MOKE Jja Ce YBENAYH 10 5 mg.

Hayuenmu c yeprodpobua Hedocmanmvurocm
JlaHHNTE 33 MALHENTH ¢ YepHOAPOoGHA HeJOCTATEYHOCT HIIH HapylleHa depHoapobHa GyHKLMA ca
orpatiienu. [Topaan Toea, ynoTpebarta Ha HeOHBOION OT Te3H NAlIHEHTH € TIPOTHBOMOKA3AHA,

Hayvenmu ¢ cmapuecka evspacm

IpenoprunTenHara nauanHa 1034 TP NANMERTH Hag 65 roaWmIHa BE3IPACT € 2,5 Mg AHEBHO. AKO €
HeoOXonuMo, AHEBHATA 038 MOske Ja 6bjie yBeTHdeHa 10 S mg. Tlopanu orpaHHteH ONNT,
TMPUIOKEHHETO TIPH TMATIHEHTH Hax 75 ToauHA TpaOea aa Okje ¢ MOBHIIEHO BHHMAHHE, KATO
TIALHEHTHTe TPAORA Aa ce [IpocieAseaT OTONH3O.

Heduampuna nonyvaayus
VoTpebara Ha HEGHBONON TIPH AeUa H IOHOWH Nox 18 roaMHK He Ce MpenopbyBa, NOpaIH

HeJOCTATHYHH A3HHH 3a 0€301aCHOCTTA W e)UKACHOCTTA Ha JTEKAPCTBEHMS UPOTYKT.

Xponuura ewpoewna sedocmamuvurnocm (XCH)

JlewenneTo Ha crabunHa XposvvHa ChpAeYHa HEAOCTATHYHOCT TPAORA []a 2aTI0HHE C IIOCTEMEHHO
yBEITHYABAHE HA 103aTa 10 MOCTHTAHE HA ONTHMATHATA HHIWBHIYATHA NMoAAbPKalla J03a.
IMTaurenTHTe TpAOBa Na ca cbe cTabHAHA XPOHHYHA ChPEYHA HEAOCTATEYHOCT, 083 EMH30M Ha OCTpa
HEeZOCTATEYHOCT Mpe3 npeaxomHuTe 6 ceamuuu. [IpenopbudTenHO € IeKyBaUIUAT IEKap 1a HMa OITHT
MpH JIEYEHHETO HA XPOHWYHATA CHPAEYHA HEJOCTATBYHOCT.

TIpn mauHeHTH, KOHTO ca HA IEUEHHE CBC ChpIACYHO-CBAOBH JIEKApCTRA KAaTO AAYPETHLH Wunu
aurokcud W/wiH ACE urxnbutops w/unu anruoTeHsua-1I-anTaroHHMCTH, 103HpaHETO HA TE3H
nexkapcTBa TpAORa 1a Ob/Ie CTA0MNHIUPAHO (Pe3 NMPeIXOAHITE JBE CCAMMIE, TIPSV 3ano4BaHe HA
JEYeHHETO ¢ HeOWBOON.

TurpHpaneTo Ha no3aTa TpAGBa Na ce U3BLPLIBA HA MHTEPBANM OT [-2 ceMHIM, B 3aBHCHMOCT OT
TONEPAHTHOCTTA Ha MALMEHTA, N0 CCAHUTE CThiIKH: 1,25 mg HeGWUBOMON Aa ce YBENH4H A0 2,5 mg
HEGHBONOI BEAHLAK JHEBHO, a CNel TORA 10 5 Mg BeIHBK AHEBHO U nocne 1o 10 mg BeHEBX AHCBHO.
MakcumanHara npenopsHHTena no3a e 10 mg HeOMBOION BeAHBXK JHEBHO.

3ano4BaHe Ha leYeHHETO H BCAKO YBENTMYEHHE Ha [qo3ara TpsbBa fa ce W3BBPLIBA Mo HAbMoJeHKe Ha
neKap B MPOIBLDKEHHAE HA MOHE 2 4aca, 3a 1 € CHTYPHO, Y€ KIHHHYHOTO ChCTOAHHE (0C00eHo no
OTHOLUEHHE HA KPBBHO HATAAHE, ChPASYHA YECTOTA, IPOBOAHH HAPYIEHHA H CHMIITOMH Ha
BJICINABAHE HA CBp/CHHATA HEAOCTATHYHOCT) OCTaBa cTabMITHO.

Hannu#ieTo Ha Hexenanu peakiHi MOXKE 1a orpaHHYH NMPHIOKCHHCTO HA MAKCHMANTHATA
npenopeHHTEeNHa 003a MPH BCHYKH NMalHEHTH. Hpﬂ H306XD,£I,HMOCT, JOCTUrHATATA J103a MOXKEe 1a cC
HaAMATH CTBIIKA [0 CTHITKA H MOCTEIMEHHO YBEIWYaBaHe /1A ¢€ 3aIl04HE OTHOBO, KOraTo € BE3MOXKHO.

Ilo Bpeme Ha (hasaTa Ha TUTpHpaHe, B Cilyyail Ha BAOLIABAHE Ha ChpPACYHATa HEIOCTATBYHOCT WIH I1PH
HETIOHOCHMOCT, €€ MPenopbYBa NLPBO Ja ce HAMATH fo3aTa HeGHBOION WM NIPH HeOGXOAHMOCT (pH
TEHKA XUMOTOHMA, BNOMIABAHE Ha ChpPACHHATA HEMOCTATHYHOCT ¢ 0CThp Benoapoben otok,
KapAHOTe€HEeH LIOK, CHMITTOMaTHYHa OpaiMkapaHa Win AV 6Iok) fa ce cripe BexHara.

JleuenueTo Ha cTabunna XPOHHYHA CbpPACYHA HEJOCTATBYHOCT € nebGHEBONON OOHKHOBEHO €
TPOABIKHTERNECH TIpOLCC.

Iayuenmu c 6vbpeuna nedocmamvunocm

He e HeoOxonuMa Kopexuws Ha N03aTa TIPY NALMEHTY C Nieka 10 ymepena GuOpeyH

Thit KATO THTPHPAHETO HA J03aTa 10 MAKCHMATHATA [TOKOCHMA [1033 € HHJIHBHI[YHIk\-lGi 'Halﬂ
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TIAaHEHTH ¢ Texka OL0peYHa HeOCTATEYHOCT {CepyMeH KpeaTHHHH > 250 pmol/1). ETo 3amo,
yrioTpebaTa Ha HeOHBOMON MPH T¢3H NALMEHTH HE CE MPENOPBIBA.

Hayuenmu c veprodpobua nedocmanrpinocm
JlaHHHTE 33 MALMERTH C YepHOAPOOHa HEZOCTaTBYHOCT Ca OrpaHHYeHH. ETo 3ammo, npunoxkeHHeTo Ha
HeGHBOJION € TIPOTHBOIIOKA32HO.

Hayuenmu e cmapuecka evspacm
Hsama Hy»xna 1a ce KOpHrHpa [103aTa, Thil KaTO THTPUpaHeTo A0 MaKCHMATHATA TIOHOCHMA 1034 €
HHIHBHIYATHO.

Heduampuuna nonynayus
HebuBonon He ce npernoprara 3a yrnoTpeda npH neua i roHolnu o |8 rodH, nopaay Hncara Ha
JAOCTaTb4YHO JAHHA 3a Ge3011aCHOCTTA M e(hHMKAaCHOCTTA HA TTPOMYKTa NPH TE3H NALMEHTH.

Hague Ha IpPHITOXKEHHE

Ilepopanno npUAGKEHHE.

Tabnetxute Morar ga 6L0aT nipHeMaHH 110 BpeMe Ha XpaHeHe, KaKTO W He3aBUCHMO OT MpHeMa Ha
XpaHa.

TabneTkuTe TPAORA Ja Cce IPHEMAT ¢ JOCTATBHYHO KOJIHYECCTBO TEWHOCT (HAMpUMEp valua BoJa).

4.3 IIpotusonoxazanas

- CBpPBXHYBCTBHTEITHOCT KbM aKTHBHOTO BELIECTBO WIIH KbM HAKOE OT IIOMOIIHHTE BELIECTBA,
u3bpoeHn B Touka 6.1;

- 4epHOAPoOHA HEZOCTATEYHOCT WK HapyilieHa YepHoapoOHa QYHKIHS;

- OCTpa ChpZievHa HEAOCTATHYHOCT, KAPAHOTEHEH 0K WITH EMH30AH Ha JCKOMIIEHCHPaHa
CHLpAeUHa HeOCTaTEYHOCT, H3HCKBAILA HHTPAREHO3HA HHOTPOITHA TEpAINA.

B nomsnuenue, nogobHo Ha octananute Seta-6aokepu, HeGHBOMION € MPOTHBONOKAZAH NPH:
- CHHJPOM Ha OONTHUA CHHYCOB Bh3ell, BKIIIOUMTENTHO CHHO-aTpHAaNeH OlokK;

- BTOpa HJIH TPETA cTefleH cbpaedeH bnok (Oe3 neilcMeliksp);

- aHamHe3a 3a HpOHXOCIIa3bM H OpOHXHATHA acTMa;

- HENEKYBaH PeOXPOMOLIHTOM;

- meTaboaHTHA alHao3a;

- Opaaukapaus (cepaedna dectora < 60 yaapa/MHHYT4a NpeH HAYAIOTO HA JIEYSHHETO);
- XHIIOTOHHA (CHCTOJIWYHO apTepHaiHo Hamarade < 90 mmHg);

- TEHKH HapyLUEHHA B NepudepHOTO KpbBoOOpaLIeHHe.

4.4 CrennajiHe DpelynpexaeHAs A NPSANA3HH MEPKH IPH ynoTpeba

CJ'IE,IIHHTC NPEDYTIPEAKICHNA H NpeanasHH MEpPKH BAKAT 3a GeTa-aﬂpeHepquHTe AHTANOHHUCTH KATO
L0 (BA.CBILO TOuKa 4.8).

AnecresHs
Iponsmaxarane Ha 6eTa-GrokagaTa HaManABa PHCKa OT apHTMHH TI0 BPEME Ha BbBEXKIAHE B
aHecTe3Hs M HHTYOHpaHe. Ako Oera-Orokazxara ce NpeKhCHE MU MOATOTOBKA 3a OnepaLus,
NpHEMaHETO Ha HeTa-aZpeHeprHieH aHTArGHHUCT TpAOBa aa OBae npeycTaHoBEHO NoHe 24 vaca npeau
ToBa. Tpabsa Ja ce BHMMaBa NpPH NPAIOKEHHETO Ha HIKOH aHECTETULIH, KATO HANPHMEp
LUMKIIONPONaH, €Tep WIH TPHXJIOPETHIEH, KOHTO NPHYMASBAT MHOKapaHa Aenpecus. HuTpasenosto
TIPUIIOKEH ATPOIMH MOXE 1a IPeNOTBPATH [109BaTa Ha BATYCOBH PCAKIIHH.

ChpAeYHO-CHLIIOBA CHCTEMA
Mo npunHuMn, HeTa-agpeHeprMUHH AaHTAMOHKMCTH HE TPAOBA Ja ce U3MON3BAT I1p

HENCKYBaHa 3acTotiHa ChpACYHA HEJOCTATHYHOCT, JOKATO CBRCTOAHHETO HM HE




ITpu naumenTy ¢ HeXeMUdHA SONeCT Ha CHPUETO, JILYeHHETO ¢ OeTa-aipeHEpIHYHY aWTarOHNCTH
Tpa0Ba Ja O®le NpeKpaTeHo NOCTENEHHO, T.€. B MPOTbKEHHE Ha MoBeve oT 1-2 ceamuun. [Tpu
HeoDXOIHMOCT, TIpe3 TO3M NMEPHOJ CE 3all04Ba 3aMECTBAlIlA Teparus, 3a 1a ce widerne siouwaesaHe Ha
aHTHHA MEKTOPHC.

beTa-azpeHeprHYHUTE aHTATOHKCTH MOTAT Jia TPUYWHAT Opanvkap/ans: ako 4ecTOTaTa Ha Imynca ce

noHWkH nof 50-55 yaapa B MAHYTA B TIOKOH H/AIIH MALMEHTHLT POABH CHMITTOMH Ha OpaanKapamns,

Oo3ata TpaGea Aa Obae HaMaleHa.

beTa-aapeHeprHIHHTE AHTATOHHCTH Tp40Ba da ObJAT MANON3BAHH BHUMATETHO MpH:

- MAUHEHTH ¢ HapyIICHO NiepHepHo KpbBooOpaietHe (GonecT HIH cHHIPOM Ha Peitno,
HHTEpPMHTEHTHO HAKYLIBAHE ), TH KaTO TE MOraT Ja e YCJIOKHAT;

- MalMenTH Che chplieten Onok I-sa crenen, nopank HeratusAng edekT Ha Hera-Onokepure
BBpPXY BPEMETO HA MPOBCKAAHE;

- TIalHMeHTH C AHTHHA Ha [ IpuAuMeTan, mopaay NMpeAW3BHKaHATa OT anda-pelenTtopHTe
KOHCTPHKLIHA Ha KOPOHApHATa apTepry. beTa-aapeHeprHyHATE aHTarOHHCTH MOTAT Ja
YBEITHUAT OpOf H NPOTBILKUTEITHOCTTa HA AHTUHO3HHUTE TPHCTHITH.

MetabosmzsmM/EnnokpuHia cHcTeMa

HeGuposon He 1oBMTHABA HHBATA HA TFOKO3a B KPLBTA TIPH MAIMEHTH ChC 3aXapeH quadet. Benmpeku
TOB4, TPp#OBa Aa ce BHUMABa Npu AnabeTHlH, THil KaTo HeOWBONON MOKE /1a MACKHPA HIKOW OT
CHMITTOMHTE Ha XHIIOTTTHKEMHA (TAXHKAPIHS, TATTTHTAIHH).

Beta-afpeHeprHYHMTE GIIOKEPH MOTAT Jia MACKHpAaT CHMITOMHM Ha TAXMKapAHA [IPH
XUIEePTHPeoHIMIEM. BHE3anHOTO NpektLeBane Ha NCUEeHHEeTO MOKE A 3aCHIAN CUMITOMUTE,

JluxarenHa crcremMa

Ilpn mauHeHTH ¢ XpOHH4YHA o0CTpYKTHEHA GenmoapobHa donect (XOBb), beTa-anpeHepruyiu
AHTArOHWCTH TPAORA /12 ce HW3MON3ZRAT NPeaNazNiuBo, Thil KATO MOraT a 3aCHIIAT CMa3bMa Ha
IHXaTelTHHTe ITETHLLA.

Ipyra

TTauneHnTH ¢ aHamHe3a 3a ncopuasdc TpaOea Ja npueMart OeTa-axpeHEPrUYHA AHTAMOHUCTH CAMO CITST
BHHMAaTeJIHA peteHKa.

beTa-aapeHepriuHATE aHTArOHMUCTH MOTAT Ja YBeNHYAT YyBCTBHTENHOCTTA KbM AlEPreHH H TEXeCTTa
Ha aHaMIAKTHYHUTE PEeaKiiHM.

3anoypaHeTo Ha JEYCHHE HA XPOHH4YHA CBp/IeHHA HENOCTATBEYHOCT € HeOHMBOINION H3HCKBA [TOCTUSHHO
HabmoaeHHe. 3a A03HMPOBKA H HAYWH Ha NPUIIOKeHHE, BIKTe Touka 4.2. JleyeHnero He OuBa aa ce
MPEKBCEA BHE3AMHO, OCBEH AKO HE € KATSropHUuHo Mokazano (Bx. Touka 4.2).

KomGuHauuaTa Ha HeOHBONOI ¢ KATLHEBH aHTATOHKMCTH OT THINA HA BEpanaMMJI WK JMUITHA3EM, C
Ki1ac | AHTHAPHTMHALIK U ¢ HECHTPANHO JeHcTBallU AHTUXHNEPTEH3HBHH JICKApCTBCHN CPCACTBA HE €
MpENOpPbLYUTESHA (BXK. TOUKa 4.5),

IToMomHuy BelllecTBa

To3n nekapcTBeH NPOIYKT ChAbPiKA JlakTo3a. [TatuenTH ¢ peaxu HacneacTBeHH TIPOdIEMH Ha
rajakTO3HA HENOHOCUMOCT, Lapp - nakTasen AeQWUNT WAW MTFOKO30-TaNaKTo3Ha ManabeopOuns ne
TpAOBa Za NpHEMAT TOBA JIEKAPCTEO.

4.5 BiaumoaeiicTBae ¢ APYrA JeKAPCTBEHH TPOXYKTH B APYrH (JOpMH HA BIaHMOJCHCTBHE

®apMakoaHHAMHYHH B3aHMOICHCTBUS
TTo npuHLMN 3a 6eTa-aapeHEPrHYHHTE AHTArOHUCTH ca XAPaKTEPHH CIEAHUTE B3aHMOeHT

Henpenopvuumennu kombunayun




Kanyuegu anmazoRucmy om mund na gepanavu wiu Oumuasem.; HETaTHRHO BITHAHHE BhPXY
KOHTPAKTHMTETA H aTPHO-BEHTPHKYTapHaTa nporoasMocT. HHTpaBpeHO3HOTO NpHokeHHe Ha
BepanaMH OpH NauHeHTH, MpHeMallH OeTa-01oKepH, MoXKe Ja IOBEAE /IO TEXKKA XUIIOTOHHS H aTpHO-
BEHTpHKYTaped 6ok (AV-6nok) (mk. Touka 4.4).

Lenmpanuo deiicmeauu anmuxunepmenusiy Aexapemed (KIOHUOUN, 2Yanayun, MOKCOHUOUH,
MemuwiOond, puIMeHuOuH): €MHOBPEMEHHOTO TIPHIOKEHWE Ha HEHTpaTHOAERCTBALH
AHTHXHITEPTEH3IUBHH NEKapeTBa MoXKe [a BJIOIIH CHPASHYHATA HEAOCTATHHHOCT Ypes MOHIKABAHE Ha
HEHTPANIHAA CUMNIATHKOB TOHYC (TIOHWKABAHE Ha ChbpAEUHATA YECTOTA W ChpACHHNMA AeDUT,
BasoJMnaraliys) (ex. Touxa 4.4),

BHezanHo cilipaHe Ha JekapcTBara, 0coGeHO TIpeH TIpeycTaHoBABaHe yrioTpebara Ha Geta-bnokepH,
MO3Ke [1a YBEIIHYH pHCKa 0T “rebound - xuneptonua™,

Kombunayuu, npu xoumo mpaoea 0g ce sHUMIBA

Knac HI anvmuapummirinu cpedcmea (amuooapon): Moxke J1a ce HoTeHuMpa eeKTHT BEPXY aTpHO-
BEHTPHKYTAPHOTO BPEME 3a NPOBEKIaHe.

Anecmemuniu — Aemaugu xdlo2enamu; eJHOBPEMeHHaTa yriotpeba Ha OeTa-aapeHeprudHu
aHTaroHHCTH M aHECTETHLH MOXKe 1a HaMaJTH NpOABaTa Ha PeNICKTOpHA TAXHKAPIWA H 12 YBEIWIH
pPHCKa OT XHTIOTOHHA (BX. TouKa 4.4). Kato npaBuno, u3dAreaiTe BHE3aMHOTO MPEKBCBAHE Ha
nedenne ¢ Geta-6nokepu. AHecTesHoNorsT TpAGBa fa 6bAe YBEAOMEH, aKO MAUHEHTRT NMpHEMa
HeGHBOTO,

H HCYAUH ¥ REPOPATHU aumuduaﬁemuu Rexapcmea. B‘BﬂpeKﬂ uc HGGHBOHOH HE BIWAC BBPXY HUBATA
Ha KPEBHATA TAFOKO3a, NIPH eJHORPEMEHHA YNOTpeda MOTAT [ia Ce MAacKHpaT HAKOH CHMITTOMH Ha
XUTOTIIHKEMAS (TANATALUMH, TAXUKAPIHA).

barnogen (anmuchacmuuno aexapcmeo), anmuochm (AHMUHEONTACTIIHO ROMOUJHO CPeOCINGO):
€1HOBPEMEHHOTO MPHITOKEHHE ¢ aHTHXUITEPTEH3UBHM NIEKAPCTBA MOXKe Jd JIONMPHHEce 3a 10-0bp30
cllagaHe Ha KPBBHOTO HaNAraHe, 1IopagH KOETO Ce Hanara Ja ce chobpa3asa 403aTa Ha
AHTHXUIIEPTEHIHBHOTO JICKAPCTBO.

Kombunaynu, xoumo mpatea da ce umam npedeuo

Huzumanucoeu eruxozudu: eRHOBpeMeHHaTa YNOTpeda MOKe /1a YBEAMYY ATPHO-BEHTPUKYIAPHOTO
BpEME 34 MpOBCKOaHe, KnuHUYHH w3nuTBaHWA ¢ HEOHBOIION He MOKA3BAT KIIMHHYHO 3Ha4HMH QaHHH
3a B3aHMOIEHCTBHE,

HeGupo:1on He NOBNHABA KHHETHKATA HA AHTOKCHH.

Kanyueau anmazonucmu om Ouxudponupudunos mun (amro0unun, heroduntn, TayuounuH,
HUheOunun, HUKAPOUNUH, HUMOOURUN, HUMPEHOUNH). ¢AHOBPEMEHHATA YNOTpeda MoJke 1a YREIHUH
PHCKA OT XHNOTOHHA H He MOXKE 11a CE€ W3KIIIOYH PHCK OT JAOITLIHHTENHO BJIOIIABAHE Ha KaMEpHaTa
noMreHa (pyHKIHA [1PH TAUMEHTH CbC Chp/IEYHA HeAOCTATHYHOCT.

Anmuncuxomuyu, anmudenpecanmu (mpuyukieny, bapbumypamu u eHomuasuny):
ENHOBPEMEHHATA YTioTpeba MOXe 1a 3acWil XUNDTOHRWYHWA edexT Ha DeTa- ajpeHepruvHuTe
AHTaroHNCTH (aANTHBEH edeKT).

Hecmepouonu npomusosvsnarumenny cpeocmsa (HCIIBC): RAMaT BIRIHHE BLPXY MOHHKAK
KPBBHOTO HAATAHE eeKT Ha HeOUBOOIL.

Cumnamuxo MUMEMUYHY AeKkdpcmed. €QHOBPCMEHHOTO NPATOKCHHE MOKE 1a HaM
OeTa-anpeHepruYHUTE aHTaTOHHCTH. beta-aapeHepruyHUTe JeKapcTBa MOTAT Aa X
GesnpensTcTBeHa anda-aqpeHepruuHa aKTHBHOCT Ha CHMTIATHKOMHMETHIIMTE C anga- e 66’[‘3—-
aJpeHepruyHa akTHBHOCT (PUCK OT XWITEPTOHHS, TeXKa OpaJHKapaua W cepAedeH Onok).




DapMakoKHHETHIHH B3aHMOACHCTRHS

Twit kaTo B MeTaboNi3Ma Ha HeDHBOTON y4acTBa H3oeH3uMBT CYP2D6, ennospemernara yriotpeba
HAa BEHIECTBA, MOTHCKAIIH TO3M EH3IUM, 0CO0EHO HAPOKCETHH, QIyOKCETHH, THOPUAAZWH W XUHWIKH,
MOKE Ja JOBCAEe 0 TIOBHINARAHE HA TUTAZMEHHTE HHBA HA HCGHBOJ]DJ'I, KOETO € CBHP3daHO C YBCITHYMEH
PHCK OT TeKKa OpaMKapIHA W HeXeNaAH peakiiui,

EAHOBpeMeHHOTO TIPUAOKEHHe Ha UMMETHAMWH YBEIHUaRa [LUIA3MEHHTE HiBa Ha HebrBoron 6e3 1a
TIPOMEHS KIMHHYHHA My edekTt. EnqnoBpeMeHHOTO npHemMaHe Ha paHHTHAHH HE 0Ka3Ba BIMIHUE
BBPXY (papMakoKHHETHKATA Ha HeOuBoon. JledeHHe ¢ HeOHBOJION W AHTUALKMIHO JIeKapCTBO MOXKe 13
C¢ NIpoBeKIA eAHOBPEMEHHO, aKo HebHBOMON Ce npueMa 1o BpEMeE Ha XPAaHEHE, a AHTHAUHALT —
MEXIY XpaHeHHsITa.

KomOunauuara Ha neOHBONON ¢ HWKAPAWNVMH He3HAYWTENIHO YBeltaBa Tna3MeHHTe HIBa W Ha ABeTe
nexapcTsa 0e3 ]a TPOMeHs KITHHHYHHTE WM edeKTH. EXHOBpeMEHHOTO NpHeMaHe ¢ aTkoXon,
dypozeMiI WITH XHAPOXTOPOTHAIN/ He 0Ka3Ba BIMAHHE BBPXY (PapMAKOKHHETHKATA HA HEOHBOJIOT.
He6uronon He noBmisBa papmMakokuHETHKaTa W (papMakoIHHAMHUKaTa Ha BaphapHH.

4.6 PepTHIHTET, GPEMEHHOCT U KEPMEHRE

BpeMenHocT

Hebnronon uma papmMaxonorduHi edeKTH, KOHTO MOTaT Ja TIPHYHHAT BPeaHH eeKTH 1o BpeMe Ha
OpeMeHHOCT W/HIIM Ha NIoa WIH HoBopoaeHoTo. IMo npaHup 6eTa-6i10KepHTe HaMaABaT
nepthyzHsTa Ha ITALEHTATA, KOETO CE CRBP3Ba ChC 3a0aBAHE HA PACTEXA, BETPEYTPOOHA cMBpT, abopT
HITH NpeXIeBpeMEHHO paxaare. Hexenann eGekTd (HarmpaMep XHIOTTTHKEMHA H OpaJHKap/iua)
Morar Ja ce HaboAaBaT NMPY TLI0TA i HOBOPOACHOTO. AKO € HANOXKHTETHO JleHeHne ¢ bera-
afiPeHOPeUETTTOPHH GoKepH, MPENOPLUMTENHO € Te fa ca 6eTa)-ceneKTHRHYM AiPCHOPEETTTOPHM
OrnokepH.

He6uBosion He 6WBa na ce pHeMa Mo BpeMe Ha GpeMeHHOCT, OCBEH B CITydaii Ha KpajiHa
HeobXomMMocT. YTepomIaleHTapRoOTO KPbBooOpallieHHe M pacTexkbT Ha Mtoja Tpabsa aa ce
MOHHTOPHPAT, B CTy4aii, 4e TepanuaTa ¢ HeOWBOION ¢ HeoOxoauma. B cnywail Ha yBpesknawo
aciicTBHE N0 BpeMe Ha GPEeMEHHOCTTA WIIH BBPXY MIIoaa, TpAGRA A3 ce IPUIOKH aNTEPHATHBHO
nevyeHue, Horoponeroto Tpabea aa 6ua¢ nox noctosHHo HaOmoneHne. CHMNTOMH Ha XMIOTTTHKEMHA
" OpajukapnHa 0OHKHOBEHO Ce OYaKBaT B TBPBHTE 3 IHH,

Kupmene
On#THTE ¢ )KMBOTHH MOKAa3BAT, Y€ HeOHBONOI ce OTAENA B KbpMaTa. HaMma naHHH faiH neKkapcTBOTO

ce OTaens B Yopelikata KbpMa. [Toseveto Geta-GnokepH, ocobeHo NMHIOPHIHHTE CLEAHHEHHA KATO
HeGHBONON W aKTHBHUTE My McTabONIMTH, MPpeMHHABAT B KbPMaTa B paziudHa cTeneH. {lopaawm Tosa,
KbPMEHETO N0 BPEME HA JIeYeHHE ¢ HEGHBONON HE C& NPEnopLUBa.

4.7 EdexTn BbpXy cnocoGHOCTTa 33 modHpane 0 paboTa ¢ MAIIMHA

He ca npoBexxnanH M3MUTBAHKA 33 BIMIHHETO Ha HEGUBOIION BBPXY CNOCOOHOCTTA 33 modupaHe H
pabora ¢ MalnnHy. GapMakonHHaMWYHUTE MPOYYBAHHA TIOKA3BAT, Ye HEOMBOIION He 3acara
ncuxomoTopHaTa GyHkuHA. [Tpr wodupare u pabota ¢ MawiHy TpaOBa Ja ce UMa NIPEIBHI, Y€ B
PeAKH CITy4aH MOraT Aa Bb3HHKHAT CBETOBBPTEXK WIH OTNaZHATOCT.

4.8 Hexenann JexapcTBeHH peakndd

HesxenaHu nexapcTBEHH peakliMH ¢a H3DPOCHH OTACIHO 3a XUITEPTOHNUS H 33 XPOHHYHA ChPASYHA
HEIOCTATHYHOCT, [TOpaiy PasIMYKA B CBIIBTCTBALIMTE 3a00/I9BaHIA.

YecToTaTa Ha HEXKETTAHHTE PeakiHH € onpeleicHa Bh3 OCHOBA Ha clieHaTa KOHBEH
(=1/10), uectut (=1/100 a0 < 1/10); neuecru (=>1/1 000 go< 1/100); peaxu (>1/10 0
MuoTO penxy (<1/10 000), ¢ neussecTHa wecroTa (0T HANHURKTE NAHHH HE MOXeE
OLIEHKz). 3
IIpu BCAKO IPYITHPAHE B 3aBHCHMOCT OT YECTOTATA, HElKENaHHTe IEKAPCTBEHH peakitk
B HH3XOASLI PEX 110 OTHOLICHHE Ha TAXHATA CEpPHUO3HOCT.



XHrepTOHNs
IMoeeveTo HexxenaHH eKapCTBEHU peakilMM ¢a ¢ Nieka 10 yMepeHa niposBa. Te ca usbpoenn no-gomy,

K}IaCH(bHL[HpaHH [0 CHCTCMH H oprald U IOgPERCHH [0 MCCToTa Ha npoasa.

Cncremo-opranen | Yecrn 1/100 | Heuwecrn (>1/1000 | Muoro pexkn C BensBecTHA
KJiac Jo <1/10) a0 <1/100) (<1/10000) HecToTAa
Hapyiuenus na aHTHOHEBPO-
UMYHHATa CHCTeMa THYEH OTOK,
CBPBX4YBC-
TBHTETHOCT
TcHxuann KOIIMApH,
HapyieHHs JeIpecus
Hapymenna na rnasobonue, CHHKON
HEpBHaTA CHCTEMA CBETOBBPTEK,
napecTe3us

Hapyuierus wa HapyuIeHo 3peHne
OYHTE
Cepoeusn OpanrxapIHA,
HapyIIeHHs CBpASTHA

HeOCTaTEYHOCT,

HamalleHa AV

MpOBOARMOCT/AV-

briok
Coaoru XHIOTOHUA,
HapyLreHHs (BnomagaHe HA)

HHTEPMHTEHTHO

HaKylBaHe
Pecrinpatopun, OUCIMHEA Opotxocnaznm
TPBAHH H
MEeQHacTHHATTHH
HapyLIeHus
CTOMaH.‘lHO-'-lpeBHH 3anckK, rajicHe, JHCIIETICHA,
HapylleHHA auapHs METEOPH3LM,

NMOBPBIIAHE
Hapywetns ra OpypHTYC, YTEKHABAHE HA | YPTHKApUS
KOJara H epHTEMATO3eH ncopuasuc
[I0JKOXHATA ThKAH o0puB
Hapywehua Ha HMIOTEHTHOCT
BL3IPOA3BOAHTE]-
HaTa CHCTeMa 1
repaara
OOy HapylieHHd | OTMIaZHAMOCT,
# edekTd Ha OTOK
MACTOTO Ha
(pHNOKEeHUe

OcBen ToBa, NpK NPHICKEHHETO HA HAKOH OeTa-6nokepH ce ChoOMABAT H CIIEJIHHTE HEXETAHH
NEKapCTBEHH PCAKIIAN: XANIOLMHALIMY, NICHX03H, 00bpKBaHe, CTYREHH/LIMAHOTHUHH KPaitHUUW,
{eHomeH Ha PeiiHo, cyxora B oumTe, OKYJI0-MYKOKYTaHelHa TOKCHYHOCT OT TIPaKTONONOB

XpOHHUYHA CEpPReYHA HENOCTATHYHOCT

JlaHHHTE 33 HexenaHW peakiiuu npu nauneHTd ¢ XCH ca ot naauebo-koHTpoHpaH
npoyuBaHe, BunouBamo 1067 nauneHTH, npuematau HebuBoxon i 1061 mauHeHTH,
mwrane6o. B Tosa mpoyusane 449 (42,1%) nanvenTy, npHeMaimn He6uBoION, CHOOILIE
HEeXKeNaHW peaktinH, B cpastenne ¢ 334 (31,5%) nauwewty, npuemamy rwiauebo. Hait
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NOKNAIBAHWTE HeXKelTAaHH PeakuMH 1PH MaLHEHTHTE Ha HeOuBOMoI ca OpaHKapaHA H 3aMadHOCT,

KaTo ¥ JBETE Ce MpoABABAT Mpu okono 11 % oT naipenTHTe. YecToTaTa 11pH 1auedo € ChOTBETHO 2

%on7%.

Cnegnure Cirydan ca JOKNAJABaHH KaTo HEXKENAHW PEaKIMH (BEPOATHO CBBP3AHH C JICYEHHETO), KOUTO

ce npHeMar 3a crielHpHYHO 3HAYHMH TIPH JICYEHHETO Ha XPOHWYHA ChPAEYHA HEOCTaTHUHOCT:

- BJIOIIABAKE Ha ChPJEYHATA HEAOCTATLHHOCT — NMPOABABA ce npH 5,8 % ot mamweHTHTE Ha
HeOHBOSION, B cpaBHEHHE ¢ 5,2 % OT nmaUHeHTHTe Ha rumauebo;

- MoCTypaliHa XHIIOTOHHS — TIPOABARA ce MpH 2,1 % OT TalMeHTHTE Ha HEOUBOIIO, B CPABHEHHE C
1,0 % ot marwedTHTe Ha manebo;

- HEMOHOCHMOCT KbM JIEKAPCTBOTO — poABsiea ce mpu 1,6 % oT NauneHTHTe Ha HEbHBONON, B
cpasHerme ¢ 0,8 % or maudenTHTe Ha Nanedo;

- aTpHO-BEHTPHKYNapeH 6nok [ creneH — Npoaesea ce mpu 1,4 % oT nanueHTHTe Ha HeOHBOOI, B
cpaeHeHue ¢ 0,9 % ot naipeHTHTE Ha TaLedo;

- OTOK HA AONHHTE KpalHHIH — iiposeaea ce npH 1,0 % oT nauxWeATHTe HA HeOHBOION, B
cpasHeHue ¢ 0,2 % oT mauueHTHTE Ha rmnameto.

CrobimapaHe Ha r0nQ3WPAHH HEXENAHHW PEAKLIHH
CrobmasaHeTo Ha MOJO3NPAHK HEXKETaH| PeakUH criell pa3peliapaHe 3a ynioTpeba Ha JICKAPCTBEHHS

TIPOAYKT € BaskHO. ToBa NO3BONABA J1a MPOJEIDKH HAOMOAEHHETO Ha CHOTHOIIEHHETO TIOA3a/PHUCK 32
NeKapcTBEHHUA NPOAYKT. OT MeIHTIHHCKHTE CTICHHATIMCTH CE W3WCKBA /1a ChOoOIIaBaT BCAKa
TOA03MpaHa HexeNaHa peakiys upes MsneaHuTeNHa areHiMsa 1o leKapeTeara, yiu. , Jlamsau ['pyes” Ne
8, 1303 Codwmsa, Ten: +359 2 8903417, yeGeaiiT: www.bda.bg

4.9 Ilpenosupa=ne
Hama pannw 32 npepo3upane ¢ HEOHBOIOI.

CumnromMu
CumMrnTomuTe Ha npexosupane ¢ Hera-Onokepu ca: Spaankapaus, XHIIOTOHHA, GpOHXOCNA3EM 1 OCTpa
CbpAcHHA HEAOCTATLYHOCT.

Jieuenue

B cmyy4aii Ha mpefo3MpaHe WK NPH CBPLXYYBCTBATEHOCT, NALMCHTLT TPAOBa 1a Obae nocTaseH nox
MOCTOAHHO HAabMIOAEHHE W IEKYBAH B MFHTEH3HBHO oTaeneHne. HiuBarta Ha kpbBHaTa 3axap TpabBa 1a
ce cneaaT. ADCOpOLHATA HA CBEHTYANHO OCTAHANO KONMUECTRO OT JICKAPCTBOTO B CTOMALIHO-UPEBHUA
TPaKT MOXKE 11a 6’]&-,[[8 NpeaoTEpaTeHa 4pe3 CTOMallHa NPOMHBKA H NpHEMaHe Ha AKTHBEH BBIJICH H
nakcaTUBHH CpeacTea. Moxe na ce HanoKu U3KYCTBeHO AMiaHe. Bpannkapaya HIM CHITHO H3pazeHH
BAryCo&H pPCaklHH ce NICKYBAT Ype3 NIPUNIOKEHHE HA aTPOITHH HIH METHIATPOIIMH. HPH XHITOTOHHA H
LIOK Ce Mpuiara Njia3mMa Wi Ia3MEHH 3aMeCTHTENH ¥ [IPH HEOOXOUMOCT - KaTEXONaMHUHH. EQeKTbT
Ha Gera-6/10kepHTe MOXKE a ce HaMani ¢ 5aBHO HHTPABEHOZHO NPHIICKEHHE HAa H30MPEHANIUR
XHAPOXIIOPHA, KATO Ce 3aMouHe ¢ A03a OT NPRONM3HTENHO 5 [g/MHHYTA UITH [ODYTAMHH, C HadaiHa
1033 0T 2,5 pg/MUHYTa, 40 NOCTUraHe Ha XetaHug edekt. [Ipn HenonaBaly ce HA TEUEHHETO
CITYYaH, H3OTIDEHAITHHBT MOXKe Jla ce KOMOMHHpA ¢ JIONaMUH. AKO ¥ TOBA He JIOBENE 0 Nofobpenue,
MOJKE 1a ce TIOMHUCITH 34 HHTPaBeHO3HOo npunokerne Ha 50-100 pg/kg raroKaroH H mpH
HEOOXOIHMOCT J1a ce MOBTOPH B PAMKKTE Ha | yac, nocneABaHO OT HHTPaBeHO3HA HHQY3UA Ha
rmokaron oT 70 pg/kg/h. B ekcrpeMAn cimyuaH Ha pe3HcTEHTHA Ha METUKAMEHTO3ZHO JIEHEHHE
OpamrkapIHs MOXe Aa Ce II0CTABH NeHcMeiiKEp.

5. @APMAKOJIOTMYHH CBOHCTBA
5.1 <dPapmakoaHHAMHYHHE CBOHCTBA
®apmaxoTepanesTuyHa rpyna: 6eta-0aokepH, cenexrusHd; ATC kon: CO7AB 1

MexaHH3zBM Ha JeiicTBHE
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HebGunomon ¢ paneMmar ot asa eHauTHoMepa: SRRR-neGuBonon (Wi d-HeGusomon) n RSSS-
Hebusoston (nim |-neGuBoson). Toit crieTara ABa papMakoIOrHUHH edeKTa:

. Toii e KoHKypeHTeH U cenekTHBeH DeTa-peLieNTOPEH AHTATOHHET: TO3H €(EKT Ce IBILKH Ha
SRRR-eHaHTHOMEpa {d-€HaHTHOMED),
. Hma cnabH Ba3oIHNaTaTOPHH eeKTH NMopaaH B3auMo/leHicTBIeE ¢he cHcTemara L-

aprnmm/ a30TEH OKCHA.

EXHOKpaTHOTO H MHOTOKPAaTHO TIpHAcKeHHe Ha HeOWBOIION MOHMKABA Chp/ievHaTa YeCTOTa U
KPBBHOTO HAJIATAHE B NOKO M NPH YCHITHE, KAKTO IIPH HOPMOTEH3HBHH, TaKa H IIPH XHIIEPTEHIUBHH
TAaLAeHTH. AHTHXHIIEPTEH3HBHHAT epeKT ce 3ara3pa H MPH NMPOIBLIDKHTEITHO JIEYSHHE.

MapMmakoAMHAMHIHE e(heKTH

B TepaneBTHuHy 103U HEGHBOION € THINEH OT aN(a-aHTarOHACTHYHA aKTWBHOCT.

TIpy HHTEH3HBHO K NPOABILKHTENHO JICYEHHE Ha XHTIEPTOHHLH © HeOUBOMTON ¢ NOHKKABA
NepHPepHOTO CHCTEMHO CB/0BO ChIIpoTHENeHHE. HezaBHcHMO OT OHIDKEHHETO Ha ITyJIca,
OnaronapeHve Ha yBENHUCHHE Ha yaapHug o0eM ce orpanAvaBa HaMATeHHETO Ha MHHYTHHA ChP/ACHEH
oGeM B NOKoH WK 1Ipy HatoBapeaHe. Bee ome He e 100pe yeTaHOBEHO KIHHHYHOTO 3HAUEHHE HA TE3H
XEeMOJIMHAMHYHI NMApaMeTpPH B CpaBHeHHE ¢ IPYrd ceNnexTHBHHM OeTa;-GnokepH.

[Tps XHNEPTOBWYHH NaLMEHTH, HeGHBOION yBenHYaBa NO-MeaHHpaHHA CBA0B OTTOBOP KBM
aneTHmxonuH (ACh), uiiTo HHEA ca TOHIDKEHH NIPH TIANMEHTH C eHgoTeNHa THCHYHKLHA.

KnunuuHa epukacHoceT H GesoniacHocT

B mauebo-KoHTpOMHpaHo TIpoyuBane 3a 3a601eBaeMOCT W CMBPTHOCT ¢ 2128 maumenTH > 70 roAWHH
{cpenHa BB3pacT 75,2 FOAHHH) Che cTaOMIIHA XPOHWYH2 ChPAETHA HEJOCTATEHHOCT ChC HITH He3
HapyllleHa JieBokaMepHa pakilus va waTnackade (JTKOHU: 36% + 12,3%, npu cneanoTo
paznpenenenne: JIKOH no-manko ot 35% npu 56% ot nauuentnre, JIKOW mexcy 35% w 45% npw
25% ot naunenTHTe U JIKOH ro-ronsama ot 45% npw 19% oT MauKeHTHTE), NPOCTEIEHW B
IpoABDKEHHE cpetHo Ha 20 Mecera, HeGuronomn, nobaseH KbBM CTAHIAPTHOTO JIHEHHE, IHAMHTENTHO
YABIKABA BPEMETO JI0 CMBPTTA WK XOCTHTATH3ALMATE, IIOPAAH CBPASYHO-CHAOBH Npobiemu
(frbpBMYEH KpaeH M3x0j 3a e(IHKaCHOCT), KaTo PENaTHBHHAT PHCK Hamanasa ¢ 14% (abcomoTHo
nHamaenune: 4,2%). Topa namaneHue Ha pHcKa € MOCTHIHATO cliel 6 Mecela JIEYCHUE | CE 3amasBa 1o
BpEMe Ha LANOTO Jleyenye (cpeara npoabibkuTenHocT 18 mecena). Edekrst Ha HeGuronon e
HE3aBHCHM OT BB3pacTTa, nona w JIKOH Ha ueaMBnauTe OT Mpoy4saHata rpyna. [Tonsure no
OTHOLIEHHE Ha 0611aTa CMBPTHOCT He JOCTHIAT 3HAYHMa pa3liika B CpaBHEHHeE ¢ Ilaledo
(abcomotHo HamaneHue: 2,3%).

Habniogaea ce moHMwKeHHe HA YECTOTATA HA BHE3AMHA CMBPT [IPH MALKEHTH, TEKYBaHH ¢ HEGHBOIION
(4,1% copamo 6,6%, cpaBHuTenen cnan ot 38%).

IpoBenenute in-vitro v in-vivo U3NMUTBAHKA C )KHBOTHH NOKA3BaT, Ye NpH (apMakoNnOTHYHH A03H
HeOuBonon HaMa MeMOpaHO-cTabuNU3HpaLIo NeHCTBHE.

IMpu 3apaBu noOpoBoLH, HEOHBOTON HE OKA3Ba BNHAHHE BEPXY MAKCHMATHHA (PH3HUECKH Kanaugrer
H H3OPBKIHBOCT.

IlpoeenenuTe in vitro u in vivo w3nuTBaHKA ¢ JKHBOTHH IOKA3BAT, e HeOWBOION HAMA
CHMINAaTHKOMHUMETHYEH eeKT.

5.2 dapMakoOKHHETHIHH CBOMCTBA

Abcopbuua
H nBarta eHanTHOMepa Ha HeOHEONOMN ce abcopbupat GBp30 cileA NepopanHo NPHIOKEHHE.

AbcopbumsaTa Ha HeOHBOITON HE Ce BIMAC OT XpaHa - HeOMBOIION MOXKeE Jla ce TIPHEMA MO BpeMe Ha
XpaHeHe WM MeSKAY XpaHEHUATa,

Buorpancdopmanus

HebuBonon ce MeTaboNM3Hpa W3LAN0, OTHACTH B AKTHBHH XHApOKCcuMeTabonumy. Tok
MeTaboMH3Kpa Ypes alMKIIHYHO K ApOMaTHO XHAPOKCHWINpaHe, N- Neankunupate u! ‘
TNIOKYPOHHAW3HPAaHE; B IOMbIHEHHE ce GOPMHpAT rMOKYPOHAIN Ha xunpoxcnmeraﬁonnmre
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MeTaGonH3mbT Ha HeGHBOION Ype3 apOMATHO XWAPOKCHIHpaHe € npeamet Ha CYP2D6-3asucum
TEHETHYEH OKCHIATHBEH MOMMMOpdU3sM. BHoHanHIHOCTTa Ha HEGHBONOM [IPH TIEPOPATTHO
NpHIIokeHHe € cperno 12% npH nanueHTHTe ¢ 6bp3 MeTaGONN3EM W TIOUTH ITHITHA [TPH MTALHEHTHTE C
baBeH MetaGommzeMm. [IpH mauneHTHTE ¢ OaBeH METaGOMH3IBM, MHKOBHTE MTA3MEHH KOHLIEHTPALIWH Ha
HeTpoMeHeHHs HEOWBOMOA TIPH CTalKITHO ChCTOSHHE HA MALMEHTA U elHH W CBIIH KO3H, Ca OKonto 23
TBTH MO-BHCOKH B CPAaBHEHHE € TIallMeHTHTE ¢ 0Bp3 MeTabonM3bM, AKO ce AMaT NIPEIBHI
KOJIHYECTROTO HEMPOMEHEHO JIEKAPCTBO H aKTHBHHTE MeTaOONMNUTH, pa3NHKaTa B ITHKOBHTE MNasMeHU
KOHUeHTpauHH ¢ 1,3 a0 1,4 nsTr. Tlopanwn paznukATe B cKkopocTTa Ha MeTabonM3HpaHe, 103arTa
HeOuBONON TpAGBa BUHArH Na Obe MHAWBHIYATHO choOpa3eHa, KaTo NAlHEHTHTE ¢ Mo-6aBeH
MeTaboTH3BM HMAT HyKIa OT NMo-HuckH no3u.[Ipu natueHTHTE ¢ GBp3 MeTaboOMHIEM,
€JTHMHHAUMOKRHWAT TIOTY>KHBOT HAa EHaHTHOMEpHTe Ha HeGuBonon e cpeano 10 vaca. [Tpu nanuenTure
c DaBeH MeTaGoTH3BM, TOBA MOXE A3 OTHeMe 3-5 ITbTH noBeye Bpeme. TIpH MaHeHTHTE ¢ OBp3
MeTaboNH3EM, [L1asMenHTe HiBa Ha RSSS-eHanTHOMepa ca MaJIKo mo-BHcokH oT Tesk Ha SRRR -
€HaHTHOMepa, IOKATO TPH Te3H ¢ Gapen MeTaboTWIBM PA3TUKATa e 11o-roisMa. [Ipi nauHeHTHTe ¢
65p3 MeTabomM3EM, EMTMMHHALIOHAHAT NOJIYXHBOT Ha XAAPOKCHMETADONHTHTE Ha ABaTa
eHaHTHOMepa e OKOJIO 24 yaca W OKOJIO JIBa TTHTH MMO-IBITBT T1PH MALUMEHTHTe ¢ 6aBeH METAbOITHIBM.

Pazripenenenne
Stedy-state nnazMeHH HWBA NIPH TIOREYETO MALMEHTH (C O5p3 MeTabONMH3EM) ce JOCTHTAT 3a OKOoIo 24

"aca 3a HeOHBOIOJ, 4 3a XHIPOKCHMeTabONUTHTE — IO HAKOJIKO JHH.
[NnasMenyTe KOHUSHTPALWH ca GPOMOPLIMOHANIHY Ha Jo3aTa B paMkwTe Ha 1-30 mg.
$apMakoKHHETHKATA Ha HEGHBOIION He 3aBRHCH OT BB3PAcTTa.

B nnasmara u Bata eHaHTHOMEpa Ha HeGHBOJION cE CBBP3BAT MMaBHO ¢ anfyMHHa.
CebpiBaHeToO ¢ TUTazMeHH NpoTeHHy ¢ 98,1% 3a SRRR-weGuronon u 97,9% 3a RSSS-vebusonon.

EnnMuHmpane

EnHa ceMuIa e npuiokeHHeTo, 38% ot no3arta ce ekCKpeTHpa ¢ ypHHaTa, a 48% - ¢ dekanuuTe.
YpunapHaTa eKcKpeLins Ha HenpomexeH HeOHBoNON € He noseye ot 0,5% ot gosaTa.

5.3 Tpenxnuusuny panun 3a GezomacHocT

HPC}IKHHHH‘IHHTC HJaHHH, 633HpaHH Ha Npoy4Y8aHHKA 33 N’eHOTOKCHYHOCT B KApUHHOTCHCH [MOTCHOHAT,
HE MOKasBat ClICHHA/ICH PHCK 3a Xopa.

6. DAPMANEBTHYHH JAHHHA
6.1 Chnucrk HA HIOMOIMIHHTE BEMeECTBA
JlakTo3a MOHOXHApAT

LapepuuHo HUINECTE

Kpockapmenosa varpui

Xunpomenosa

[lemynoza, MUKpOKpHCTaTHA

Cunuunes JHOKCH], KOIIOHUAEH, Ge3BoaeH
MarHesHes cTeapar

6.2 HecLBMECTHMOCTH
Henpunoxumo

6.3 Cpok Ha roaHocT

4 ronuHA

6.4 ChennajaHH ycJoBAY HA ChXpaHeHHe




Jla He ce cexpansBa Han 25°C.

6.5 Buja B chILpPXKAHAE HA ONAKOBKATA

PVC/Al 6nmcrepn

Onaxoeka ot 30 tabnerku (3 Gmictepa mo 10 TabneTky) B KapTOHEHA KyTHA.

6.6 CroenuaTHR NpeANa3nH MEPKH NPH HIXBLPJIAHE B padoTa

HsaMa cnienyanti H3UCKBaHHA.
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