KPATKA XAPAKTEPHCTHKA HA TIPOAYKTA
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2. KAYECTBEH H KOJIHYECTBEH CBbCTAB

Bcaka Tabnerka HeGuner chabpika 5 mg neGueonon (kato HeGuBonon xuapoxiopua): 2,5 mg SRRR-
nebuponon (unv d-nebusonon) u 2,5 mg RSSS-neGuponon (unu 1-neGuBonon).

[Momo1HO BewecTBO ¢ M3BECTHO AeHCTBHE: BeAka Tabnerka ceabpxka 141,75 mg naktoza MOHOXMAPAT
(k. 1. 4.4 4 6.1).

3a NBLJIHHA CIIACHX HA NOMOIHHTE BELIECTBA, BHIKTE TouKa 6.1,

3. JEKAPCTBEHA ®OPMA

Tabnetka

bsna, kpbrna Tabnetka, ¢ ABe AENUTETHH YEPTH Ha KPBCT.

TabneTkara Moske 1a 6bae pasnencHa Ha YETHPH PABHH 103H.

4. KIMHUYHHU JAHHH

4.1 TepaneBTHYMH O0OKATANHE

XuneproHug
Jleuenne Ha eceHUMATHA XHNEPTOHKA.

Xponnuna ctpaevda Henocrarsunoct {XCH)
J'lequHe Ha CTﬂGHJ’IH& Jexa no ymepeHa xponnqua Cbpne‘ma HEAOCTATHLYHOCT B AOIIBJIHEHHE KEM
OCHOBHOTO NICUEHHE NpPU TTALREHTH B HanpeaHaia Bu3pact (>70 roaunH).

4.2 Jlo3MpOBKA H HAIHH HA NPHJI0KEHHE
Jo3nposka

Xunepronus

Bwapachmu

Ho3sata ¢ enna tabnerka (5 mg) NHERHO, 32 MPENNIOYHTAHE N0 eHO H CBHIIO BPEME Ha ACHS.
AHTHXHNCPTCH3UBHMAT edekT c¢e nposaBsBa chen 1-2 ceaMMuE OT HavanoTo HA NEUCHHETO.
O01KHOBEHO ONTUMANHUAT eeKT ce NOCTHra CaMo ciiel] 4 CeiMHIIN.

Koxbunayus ¢ dpyeu anmuxunepmenzuenu exapemsa

Bera-Onokepute Morar ga ce  M3NON3BAT CAMOCTOSTENHO MMM B KOMOMHALMA ¢ JPYrH
AHTHXHNEPTEH3UBHH nekapcTea. Jlo MOMEHTa JONMBIHHMTENEH AHTHXHNEPTEH3MBEH edekT ¢
nabnronaran camo npu komb6ruauns Ha Hebuner 5 mg ¢ xuapoxnopruasun 12,5-25 mg.

Hayuenmu ¢ GvOpeuna HedocmanbyHoCH
[TpenopbunTenHaTa HavaiHa /1032 NpW ALMeHTH ¢ 6p6peuHa HenOCTATHUHOCT €
HEODXOAMMOCT THEBHATA 103d MOXKE /18 €€ YBENHUM N0 5 mg.

Harwenmu ¢ weproopodng nedocmanivunocm



Hannute 3a nauMeHTH ¢ yepHoApoOHAa HENOCTATHYHOCT HAM HapylleHa uepHonpobna (yHKuMa ca
OTpaHHYCHH. ETO 3amo0 npunoxenuero Ha Hebunet npu Te3n nannuenTH# e NpoTHBONOKA3AHO.

Cmapuyecka ew3pacm

IpenopruntennaTta HavanHa Jo3a MPH MAallMEHTH Haa 65 roaMiuHa Bw3pacT € 2,5 mg axesHo. Ilpu
HeoOXOAHMOCT HHERRATA 1033 MOXeE A ce yBenwun Ao 5 mg. [lopaau orpanuyeH OMMT NpH NaUMEHTH
Han 75-ropviiHa Bb3pacT, HeOuner Tpabpa ma ce npunara BHMMATENHO W NAUMEHTHTC NA C¢
npocneRsaBar 0ToIH30.

Heouampuuna nonysayus
Eduxacnocrra 1 6e3onacHocTTa Ha HeGuner npu acua ¥ IOHOWW Ha Bb3pacT noA 18 roamuu He ¢
ycTanoBeHa. JIunceaT naway, ETo 3ai00 NpHIOKEHHETO IIPH AENA ¥ KOHOINH He Ce NpenopbYba.

XPOHHYHA chpieyHa HeaocTaThunocT (XCH)

Jleuennetro Ha cTaOHNIHA XpOHKMYHA CHPASYHA HEJOCTATRYHOCT TpaGpa Ja 3amouYHE € MOCTENEHHO
YBEITHUCHHE Ha A03aTa A0 NOCTHTaHEe HA ONTHMATHATA HHIHBH/IYAlHA NOATbpKaIlA 1034,

IMauentute TpaGea aa ca che cTabHNHa XPOHHYHA CHPIEYHA HEJOCTATHYHOCT, (€3 eMU30/IH Ha oCTpa
HEAOCTATHYHOCT Npe3 M3MHHAJIHTE WiecT ceaMHUU. [IpenopbYHTENHO € AeKYBallHMAT JIEKAp Aa HMa
OTIKT MPH JIEYEHHETO Ha XPOHHYHA ChPACYHA HEAOCTATHYHOCT.

Ilpn naumeHTH, KOMTC NOJIYY4aBAT CHPAEYHO-CHAOBH AEKAPCTBA, KATO AHYPETHIIM W/HIHM JHrOKCHH
wunn ACE-nHxuburopy w/unM anruoteHsuH-11-aHTArOHUCTH, NO3HPAHETO Ha TE3H JIeKapcTBa TpadBa
114 HE CE NPOMEHS Npe3 H3IMMHAIKTE BE CEMHLIH, NPENHM 3arouBaHe Ha Jicuenre ¢ Hebuner.

Hosara ce TuTpHpa Ha MHTepBanu 1-2 ceIMHMUN M CHIOPe] MHAHBHAYANHATA MOHOCHMOCT HAa NALMEHTR
MO CIEAHHUTE CTBHIKH:

1,25 mg nebuponon ce ypenudaea Ha 2,5 mg HeOMBONON ©QHOKPATHO AHEBHO, Cll€]l TOBAa Ha 5 mg
HeDMBOIION eAHOKPATHO DHEBHO M el ToBa Ha 10 mg HeGHBOMION €AHOKPATHO THERHO.
MakcHmanHaTa npenopruiTenta Ao2a e 10 mg eqHOKpaTHO THEBHO.

[Npu 3ano4Bane Ha NeYeHHETO ¥ TIPH BCAKO NOBMIUCHHE Ha JI03aTa € HEOOXOANM MEIMIMHCKH KOHTPOA
B NPOJBLMKEHHE HA MOHE 2 Yaca, 3a 1a € CHI'YPHO, Y€ KIHHHYHOTO ChCTOSHUE € cTabuIHO (ocobeHo no
OTHOIIIEHWE Ha KPBBHO HaliraHe, ChpJeYHa 4EecTOTA, NMPOBOJHM HapyLICHHA, Oeslesd na BiOLIEeHa
ChbpIeYHa HEAOCTATHMHOCT).

IlposeaTa Ha HekenaHd edekTH MOXKe J1a  OFpaHH4M  NPWIOKCHHETO Ha  MaKCHMallHarta
NpenopLYUTENHa 103a NP BCHYKK NauneHTH. Tlpy HeoOxoanMMocT, JocTHTHATATa No3a TpAGea aa ce
H&MAJTH CTHIKA N0 CTHIKA H Ja Ce 3aMOUHE OTHOBO, KOTATO € Bb3MONKHO.

Ilo Bpeme Ha da3aTa Ha THTpHpaHe, NpH BICLUABAHE HA CbPACYHATA HEAOCTATBYHOCT WIIW NpH
HENIOHOCHMOCT, C€ NpenopbuBa MHPEO [a C& HAMAIA 103aTa HeGHBOION MNK NPH HEOGXOAMMOCT 1a ce
cnpe BeAHara (MIPM TeXKa XMUIOTOHWS, BIONIABAHE Ha CHPJEMHATAa HEJOCTATBYHOCT C OCTHP
Genonpoben OTOK, KapHOTEHEH LIOK, CHMITTOMaTHuHa Opaaukapana Wi AV 6110k).

Jleuennero Ha crabunnata XpoHHYHA CBPACYHA HENOCTATBYHOCT ¢ HeOMBONON OOWKHOBEHO €
NPOABIHKHTENHO. : :

He ce npenophupa seueHHeTo ¢ HeOHBONON J1a ce MPEYCTAHOBH BHE3anHO, ThH KaTO TOBa MOXeE Ja
NloBEAC 10 BPEMEHHO BICINABAHC Ha CbpAeYyHaTa HEZOCTAaThYHOCT. AKO € Hobxoammo
NpeyCcTaHOBABAHE HA NIEYEHHETO, 703aTa TPaORA TNOCTENEHHO Aa Ce TOHHIKH, Karo Ha celMHUa Ce
HaMaJIABA HA NMONOBHHA.

Hayuenmu ¢ dvOpeuna wedocmamvynocm

He ce nanara kopurnpate Ha 103aTa P NaLMEHTH C Jieka A0 yMepeHa 6b0pedna HeloCTaTLUHOCT, Thil
KaTO NOBHLIEHHETO TIPA THTPHpaHe Ha J103aTa € MHAMBHAyanHo. HsaMa onur npu naumne

NPHUIIOKCHHUCTO Ha HeDHBOMOT INPH TE3W AALHCHTH.

Hanyuenmu ¢ veprodpodna nedocmamvynocn




JanHute 3a nauMeHTH ¢ YeprOApoOHA HEMOCTATBYHOCT ca orpaHuyeHH. ETo 3auio npunoxenuero Ha
Hebuner npu T€3W NaUMEHTH € NPOTHBONOKA3AHO.

Cmapuecka ewv3pacm

He ce Hanara KopurupaHe Ha 103aTa, TbH KAaTe TOBHIICHHETO TIPH THTPHpaHe Ha 103aTa €
HHIUMBHIY&ITHO.

Ileduampuuna nonyrayus

Edmkachoctta 1 6e3onacnoctra Ha HeGuner npu aena W IOHOIIH Ha BB3pacT noj 18 rofnHu He €
ycraHoseHa. ETo 331110 npHioKeHHETO MpH Jella M I0HOWIH He ce Npenopbusa. JIMncear nauHy.

Hauun Ha npunoxenue
TlepopanHo npunoxeHne

TabneTkuTe MOrat aa GBAAT NMpHEMayH MO BPEME Ha XPaHEHE.
4.3 Ilpornponokazanun

- CBPBXUYBCTBUTENHOCT KbM aKTHBHOTO BELLECTBO HIIH HAKOE OT [TOMOLIHHTE BELISCTBA

- UepHozapobaa HenoCTaTRUHOCT MIIH HapyllleHa YepHopobHa dynkumus

- OcTpa ¢bpaeyHa HEAOCTATBYHOCT, KAPAMOTEHEH IIOK WIIH €MH30iH HA NCKOMIIEHCHpPaHa CbpACHHa
HEAOCTATBYHOCT, HAJIArALIM MHTPAaBEHO3HO NPHIOKEHHE Ha HHOTPOTIHA TEPanys.

Ocsen ToBa, Noao6HO Ha apyruTe Geta-Gnokeph, HeOuner e npoTHBONIOKasaH ApH:

* CHHJpPOM Ha GOTHHA CHHYCOB Bh3eN, BKIOUYHTEHO CHHO-aTpHaNER OIToK;

® BTOpA H TPETa CTENEH ChpAgueH Dok (0e3 meficMelksp);

* aHaMHe3a 332 GPOHXOCT23bM WITH GPOHXHMATHA ACTMA,

® HENEKyBaH (eOXpOMOLIMTOM;

& MeTabdOJIMTHA aLuA03a;

¢ Opannkapaua (cbpaetHa dectora <60 ynapa/MHHYTa NpeaH HAYAIOTO Ha EYCHHETO);
® XUINOTOHUA (CHCTOJIHO apTepHanHo Halsrane <90 mmHg);

® TEKKH HapyIIEHHA B NepadepHOTO KphBooOpaleHHe.

4.4 Cnennannn npenynpesKaeHus H NpeAnazHl MepKH TPH YROTpehGa
Bux cbmo 1. 4.8. Hexxenanu nekapcrseHu peakumn.

Ilo npuHumn 3a GeTa-aApeHeprudHHUTe DIOKEPH ca B CHIA CICAHHUTE NpEeAYTIPEXIeHHs H NpeAnasHyu
MEpPKH I1pu ynotpeba:

Anecmeszun

AKo He ce npeycTaHoBM, OeTa-0nokajiaTa HaMaUIABA PHCKA OT APHTMHHM MO BPEME HA BHBEIKIAHC B
aHecTe3ua M HHTyOWpane. Koraro Gera-Giiokajgara ce npekbeRa NMPU MOATOTOBKA 34 ONEPATHBHA
HaMeca, NIpHIckeHHeTo Ha GeTa-6nokep TpabBa Ja ce npeycTaHOBH NoHe 24 yaca NpejiM TOBA.
HCOGXO}.IHMO € BHHMAHHE NMpH NPHITOKCHHETO Ha HAKOW @HECTETHLH, KOHTO NOATHCKAT MHOKapaHaTa
tdyHKuMa. 3a na ce MpefOTBpaTH NOABATA HA BAIYCOBHW PEAKUHH TPH Te3W NAaLMEHTH, MOXE 1a ce
NPUHNOHKH HHTPABEHOZHO aTPONKH.

Covpoeuno-cvooga cucmema
Mo npuHiMn Oera-anpeHepryyHWTE AHTArOHMCTHM He TpAGRa Ja ce M3NOJ3BAT MpPH NAUMEHTH C
HEJICKYBAHAa 3aCTOHHA ChpACYHAa HEMOCTATHYHOCT, C H3KIIOYEHHE HA CNYHAHTE, KOTATO ChCTOAHHETO Ha
natieHTa ¢ cTabunu3rupaHo.

Ilpn nauvedTn ¢ Hcxemuyna ©onecT Ha CbpPUETO TNPWIOKECHWETO Ha ©
aHTaroHuCTM TpAOBa Na ce MpeycTaHOBW NOCTENEHHO, B NPOLIKEHHE Ha NOBEYE
HeoOXOIMMOCT Npe3 TOZW NepHoj ce 3an0uBa 3aMecTBalla Tepantd, 3a 1a ce u3b
AHTHHA NEKTOPHC.




beta-agpeneprnunnTe aHTaroHncTH Morar Ja uHayuupar GpajukapiMa: ako YECTOTATA Ha NyJica C¢
noHuxH nox 50-55 ynapa/MuHyTa B MOKOH W/HIH NPH CHMITTOMH, HacO4BallM 3a Opanrkapaus, nosara
TpaGRa Jia ce HaManH.

bera-anpenepruunnTe aHTaroHHCTH TPAOBA A C¢ H3MON3RAT ¢ RHUMAHHE NPH:

® [ALKMEHTH C HapylwleHo nepudepHo KpnpooOpaiiehne (Gomect unM  cuHapom wa  Pefino,
HHTEPMHTEHTHO HAaKylBAHE), ThH KaTO MOJKE A2 HACTBITH YTE&KHABAHE Ha TE3H 3300JIABaHN;

® MpH MalMeHTH ¢ MbpBa CTENEH chpieyeH 0110k, nopaau seratuBHus edekT Ha DeTa-OnokepuTe BBPXY
BpPEMETO Ha NPOBEXAHE;

* NPH NAUNEHTH ¢ aHTHHa Ha [IpuHIMeTan, Thi kaTo NpH TAX ce HabmoAaBa KOPOHApPEH BAa30CTIA3ELM,
MEIMHPAN OT afdia-peLienTOpHTE, KOMTO He ce OGnokupat. beTa-aipeHepruiHUTE aHTATOHKCTH MOraT Aa
YBEIIH4AT YECTOTATA U MNPOAB/UKHTENHOCTTA HA AHTHHO3HHUTE NIPHCTRIIH.

Ilo npuHLAD HE ce ApenopbyBa KOMOMHMpaHETO Ha HEOMBONOZ € KaINMEBH AHTArOHWCTH OT
BEepanaMHAOR HJIH JWITHA3EMOB THI, C AaHTHAPUTMHUM Kiac | H ¢ HEHTPanHO-IeHCTBAIUH
AHTHXHMMEPTEH3HBHY JICKAPCTBa, 34 MoBeyYe HH(GOPMALIMA BIKTE To4Ka 4.5).

Memabonuzvam/Endoxpunna cucmema

HebGunner ne nopnussa HUBaTa Ha KphBHATA [J1I0K03a AIPH MAlMEHTH cbe 3axaped axabet. Ilo npuHimn
€ MPENOPBYHTENHO /1a ¢€ BHMMABa NpH nuMabeTHIH, ThH KaTo HeOWBOMON MOXKe Ja MACKMPa HAKOH OT
CHMIITOMHTE Ha XHIOFIHKEMHS (TaXHKapaKs, NATNHTALHA).

IlpunoxenreTo Ha GeTa-OlOKepH IIPH MALMEHTH ¢ XHIICPTHPEOAANIEM MOXKE [1a MACKHPA CHMITOMH Ha
TaxHKapaua. BHe3anHoTo NpekbeBaHe Ha ICUEHHETO MOXKE 1A 3aCHIIH CEMITTOMMTE.

Huxamenna cucmema
bera-6nokepure TpaGea ma ce npuiaraT NpeANa3niMBO NMpPH NALKMEHTH ¢ XPOHHYHA OOCTPYKTHBHA
GenonpobHa HonecT, THH KaTO MOTAT [a 3aCKIAT ClIa¥bMa HA AHXATSTTHHTE NEBTHLIA.

Hpyau

[Maunentn ¢ anamMHesa 3a Tcopuasuc TpadBa na npHeMaT OeTa-Onmokepd caMo Clea BHMMATE/NHA
nperienKa. '

Be'ra-a,upeﬂepquHTe AHTAroHMCTH MOTaT Aa 3acCHIIAT YYBCTHTE/THOCTTA KBM ANEPrcHH H TEXKECTTa Ha
aBaQAIAKTHYHHTE PEaKLIHH.

3ano4BaHETO Ha JIEUEHHE HAa XPOHHMYHATA CbPAEYHA HEAOCTATHUHOCT ¢ HeOMBONON W3UCKBA PEAOBHO
npocieassane. 3a JOZHPOBKA M HAYMH HA NPHIAMKeHHE, BHXTe Touka 4.2. Jleuennero He TpsaOpa aa ce
MPEYCTAHOBARA BHE3ANHO, OCBEH @Ko He € KaTEropHyHO TNOKa3aHo. 3a noBeyde HH(OpMAauMs, BHIKTE
TOYKa 4.2.

To3u nekapcTBeHH NPORYKT ChABpKa Nakrosa. [TauMeHTH ¢ peAKH HacNeACTBCHH HapyuleHHs Ha
rajlaKTo3Ha HeMOHOCHMOCT, Lapp-nakrasen nedHu#T WIH TNIIOKO30-TalakTosHa manabcopbuma He
TpAOBa Na NIpHEMaT TO3H NEKAPCTBEH TPONYKT.

4.5 BaaumofelicTBHe ¢ APYIH JIEKAPCTBEHH NPOAYKTH H Apyrs OpMH Ha B3aHMolelicTBHe

DapMaKoAHHAMHYHH B3AUMONCHCTBUS

1o npunumn 3a 6eta-bnokepuTe ca XapaKTepHH CIIEHHTE B3aNMOACHCTBUSA!

KoMOuHaunn, KOMTO He ce npenoprLyeat
Anmuapummuuny  nexapemea  xrac I (xumudun,  xudpoxunudux, yubewzomun, prexaunuo,
OUIORUPAMUO, TUOOKAUH, MeKCUIeMUH, NPONagderon ). MOXe 1a ce NOTeHLupa eq)e -
BEHTPUKYIapHOTO NPOBOJHO BPEME H J1a €€ YCHIIH OTPHIATENHHAT HHOTPOTIEH el

Kamueeu anmaeonucmy oM Gepanavuios/OuinuazemMos  mun.  Her. e v 1B
KOHTPAKTWIATETa W ATPHO-BEHTPHKYRapHaTta nposoaumocT. WHTpaeenot P nOoATYe) Mal!




BEpanaMuil NIpH NaLUMeHTH, nNpHeMaly Oeta-bnokep, MoXe Jia NOBEAE A0 TEHKKA XHIIOTOHHA W aTpHO-
BEHTpPHKYNapeH 0nok (k. T. 4.4).

Lenmpanno-deticmeawju  anmuxunepmenzueHy  1exapcmea  (KROHUOUH, zyandayun, MOKCOHUOUN,
MEemMundona,  puaMeHuOuH):  €IHOBPEMEHHOTO  NPHNOKEHME  HAa  LCHTPATHO-AEeHCTBaiK
AHTUXMIICPTEH3UBHU JIEKApCTBA MOXXE /12 BNOINM CHPJEUHATA HEAOCTATBYHOCT UpPE3 IIOHHKEHHE Ha
LUEHTPANHAS CHMIATHKOB TOHYC (IIOHWJKEHHE B ChpREYHATA YeCTOTa H ChpEYHHMA  JeOuT,
BazoAuaaTaums) (BX. T. 4.4). BHe3sanHo npeycTaHoRgRaHe, 0cobeRo NIpeaH npeycTaHossBane Ha Geta-
6rroxepa, Moxe J1a NOBHIIM PHCKa OT “rebound-xunepronns™.

KoMbHHaIIMH, KOUTO 'I'DﬂﬁBa Aa Ce npunarart ¢ BHHMaHHE!
Anmuapummuunu nexapemsa kaac I (amuodapon): Moxe na ce noreHUHpa eekTsT BLPXY aTpHO-
BEHTPHKYIApHOTO TIPOBOAHO BPEME.

Anecmemuyu — nemnusu xanozenu: eHOBPEMEHHOTO NPHIoXKeHHe Ha OeTa-afpeHepruynn Gnokep H
aHeCTeTHHH MOKE fAa HaManH TpodBaTa Ha pedIeKTOpHAa TaXWKapAus W Ja MOBHIOM PHCKA OT
xHoTonHs (Bx. T. 4.4). Ilo npuHuMn fa ce W3GArea BHE3anHOTO NpeycTaHOBABaHe Ha Oeta-Onokepa.
AnecTezHonorsT Tpa6Ba na 6be unbopMupan, ako nauneHTsT NpemMa Hebuner.

HHCyJIuH U RePOPAIHU anmuduabemnu AEKAPCHIGEHU npodyxmu: BBLIPEKH Y€ HeOHBOAOIN HE NOBJIMABA
#IMBATA HA KPHBHATA IIKOK03a, MOKE 1a MACKHPa HAKOH CHMITOMH Ha XUMOTITHKEMHATA ([IAINKTALMH,
TAXWKAPIHA).

baxnoghen (awmucnacmuuno cpedcmso), amupocmun (anmuneonzacmuuna 00bagvuHA MEPANUS):
eHOBpeMeHaTa ynorpeba Ha aHTHXMIIEPTEH3HBHH NEKapCTBEHH NPOAYKTH € BEPOATHO A YBEJIHUH
NMOHWXKEHHETO Ha KPLBHOTO HajAraHe; IOpagd TOBa [O3HPOBKATA HAa AHTHXHIEPTEH3HBHHTE
JIEKaPCTBCHH NPOAYKTH TpAOBa Ja ¢¢ KOPHIHpa CBOCBPEMEHHO,

Kombunaunu, kouro Tpabpa a ce HMAT OPEABHA:

Juzumanucoéu 2auxozuou.; eHOBPEMEHHOTO MPHIOKEHHE MOXKE /12 YBENHYH aTPHO-BEHTPHKYJIAPHOTO
NpoBoAHO BpeMe. KITHHMYHHTE M3MMTBAHMI ¢ HeGMBONO/ HE TIOKAZRAT KIMHHYHM JIOKA34TENCTBA 34
p3anMoneiicTend. HeOUBONOR He NOBIMABA KHHETHKATA Ha AHIOKCHH.,

Kamyuesu anmazonucmu om  Ouxuoponupudunog mun  (amaoounux, @erodunun, aayudunun,
HupeOunun, HUKAPOUNUN, HUMOOUNUH, HUMPeHOUNUH). €NHOBPEMEHHOTO MPHIIOKEHHE MOXE Ja
YBENMUM PHMCKA OT XHMNOTOHHE M He MOXe /la Ce HM3IKMOUH YBEITMYEH PHCK OT JOITBAHHTENHO
B/ICIIABAHE HA KAMEPHATA MOMNCHA (DYHKLWA TIPH NALHEHTH ChC CHPACYHA HEAOCTATEYHOCT.

Anmuncuxomuyu,  anmulenpecanmu  (mpuywciyny,  bapbumypamu U peHomuasuHu):
€IHOBPEMEHHOTO TIPHIIOKEHHE MOXE J[a 3aciid XMIOTEH3MBHMAT edekT Ha Oera-bnoxepute
(anuTHBEH edekT).

Hecmepouonu npomusoevznamumennu cpeocmea (HCIIBC): Hamar edekT BBpXY TOHMKABalIHA
KPBBHOTO Hansrave epekT Ha HebuBonon.

CumnamuxoMyMemuuuume 1eKapcmsd; eIHOBPEMEHHOTO NPHIGKEHUE MOME J1a TIPOTUBOAEHCTBA Ha
OeTa-aHTaroCTUYHaTa aKTHBHOCT. Bera-Groxepurte morar na nosesat no GesnpensrcrseHa anda-
a/IpEHEPruvHa aKTHBHOCT Ha CHMMaTRKoMMMeTHUMTE ¢ anda- ¥ ¢ OeTa-aipeHepruyHa akTHBHOCT
(ONACHOCT OT XMNEPTOHHS, TeXKa Opafukapausa 1 chpaeyeH 6nok).

DOapMaKOKHHETHYUHH B3auMOIelicTRIS

B Metabonusupadero Ha HeBueonon yuactsa mzoenznma CYP2D6. Evo za
NPUIIOKEHHE HA BEUIECTBA, KOMTO TMOTHCKAT TO3M €H3MM, ocobeHO nap




THOPUAA3WH ¥ XHHHAWH, MOXE 1a OBeJe /10 NOBHIIEHH HMBA Ha HeOHBOMON, CBBP3AHH € MOBHILEH
PHCK OT TeXka DpanuKapiis H HEXKENaHH eQeKTH.

ENHOBPEMEHHOTO TIPUIIOKEHHE HAa HMMETHAMH NOBMILIABA NJIa3MEHHTE HMBAa Ha HeOuBonon Ges na
npoMeHs KJIMHHYHAA edekt. Ilpunokennero Ha paHMTHAMH He NpoMeHs (GapMaKOKHHETHKATa Ha
HeGuBos0A. JIBETE NekapcTBa MOXe a ce NMPeRNnUINaT 3aenHo, karo Hebuner ce npHeMa Mo BpeMe Ha
XpaHeHe, a aHTHALMABT — MEKAY ABE XPAHEHHA.

EnHOBpeMEHHOTC NpUIIOKEHME Ha HeOMBOAON M HUKAPAWIMH BOXH A0 JIEKO IOBHMIICHHC Ha
nNa3MeHHTe HHBAa ¥ Ha ABETe NekapcTka 6e3 Ja MPoMeHs KNuHH4HKMA edekt. ExHospemenHoro
MPHIOKEHNE HA ANKOXON, Gypo3leMHa WM XHAPOXJIOPOTHAIM] He NpoMeHs (apMaKOKHHETHKATA Ha
neGuBosion. HeGnBonon He noenusBa dpapMakokuHeTHKaTa 1 (papMakoaMHAMHKATA Ha BapdapHH.

4.6 OepraanTer, (peMEeHHOCT H KbPMeHe

BpemeHnoct
HeGuBonon mpurtexkasa (apmakoiordyeH edext, KOMTO MOKe 1a NPUYHHH BpefHH edekTH mpu

BpemeHHOCT WM Y nnona/nosopogeHoto. [Mo npuHuun Gera-Gnokepure HamanspaT nepdysuara na
NJalcHTaTa, KOETO MOKe A4 foBefe Ao 3abapeH pacTex, BLTpeyTpobHa cMbpT, abopT MM
NpEeXACBPEMEHHO paxkaane. Bb3MOXKHO € Na ce MPOABAT W HEXKENaHH peakuMM (Hanp. XHNOTNMKEMHA U
Opanukapana) y OI0A3 H HOBOPOAEHOTO. AKC NPHIOKEHHETO Ha Gera-Onokep € HaIMXKHTENHO, ce
MpeANoYHTa NPHIMKEHHETO Ha DeTa-]1 CelcKTHBHH BNokepH.

Heburomon ne Tpabra ga ce W3nonzea no BpeMe Ha GPeMEHHOCT, OCBEH NPH HAJIMYKE Ha KATErOpUYHA
HEOOXOMHUMOCT. AKO MPHUIOKEHMETO Ha HebBMBOION € HaucTWHa HeoOxomumo, Tpabea na ce
NPOCTEAABAT YTEPO-ILUIAIIEHTAPHHUAT KPbBOTOK M PACTEXLT Ha Mioga. [IpH Hanuyne Ha BpeleH edekT
BBPXY OPEMEHHOCTTa WM y Mojla, Tpadka 1a ce npunoxH apyro neyenne. Hosoponenoro Tpabea
BHMMAaTeNlHO Ja c¢ npociensea. CUMOTOMMTE Ha XMNOPJMKeMua W Opanukapows NO NPHHLKN ce
OUAKBAT B PAMKHMTE Ha TLPBUTE 3 JHM.

KopMmene
OnuTHTe ¢ XKHBOTHM MOKAa3BaT, 4¢ HeOMBONON ce ekckpeTrHpa B KhpMara. He € H3BecTHO aann

HeOHBONOI ceé eKCKPeTHpa B MaliulHOTO MSKo npu voeek. [lo-ronsama gacr ot Gera-bnokepure, Hal-
BeYe IHMNMO(GUIHNTE BELIECTBA KATO HeOMBONON M HErOBHMTE aKTHBHM MeTabONMTH, MpeMHHaRaT B
Mai4YHHOTO MIAKO B pasitnyHa ctencH. He MoXe a ce M3KNIIOUN PHCK 33 HOBOPOJIEHHTE/KbpMaUeTara.
ETo 3amo npx Mafiku, npuemMalld HeOMBONON He ce NpenopbuBa KEPMEHE.

Deprunurer
HeOuponon nama edekt Bbpxy GepTHIMTETA HA TUILXOBE, OCBEH NPH J03H HAKOJNKO ITHTH NO-BHCOKH OT

MaKCHMaNHaTa MPENopbyBaHa 03a NPH XOpa, KOraTo ca HaOJIOLABaHW HEKENaHH eeKTH BLpXY
MBKKHTE H JKEHCKHTE PENpOLYKTHBHE OPraHH Npi Nnbxose H MULKH. EekTbT Ha HebuBONON BLPXY
deprvinTeTa NPR XOPATa HE € HIBECTEH. - ‘

4.7 EdexTn BLPXY cnocobHocTTa 32 modnpane n pabora ¢ MalIHHHA

JIunceaT M3NMHMTBAHHMA 33 BIMAHMETO BbPXY cnocobHocTTa 3a wodupane M paboTa ¢ MALIMHA,
DapMakoHHAMHYHN TIPOYYBaHMs NokazeaT, de¢ HeGuner 5 mg He NOBIHABZ TNCHXOMOTOpHATa
dynkuua. [ipy wodupane unu pabota ¢ mauiMHW TpadORa a ce WMa NpeABKA, Y€ B PEAKM Cay4day
MOTAaT 1a Bb3HHKHAT CBETORBPTCHK HIIH OTNaaHAIOCT.

4.8 Hexenanu NeKapcTBeHH peakiluy

Hexenaunre JIEKGPCTBEHY pPeakLiHH Cca H36p0€HH OTACIHO 3a XHMEPTOHMA H 3a XPOHHYHa ChLpacyHa
HEAOCTATHYHOCT IMopanH OazoeH Pa31HKH B TE3KM NBE 3a0019BaHHA.

XUnepTonus




IopeueTo HexenaHu NexapcTBEeHH peakLMH ca ¢ NeKa A0 yMepeHa nposea. Te ca uibpoeny no-aony,
KIacH(ULIMPaHH MO CUCTEMH M OPTaHH UM MOAPENCHH NO YECTOTA HA MPOABa.

Cucrema/opran Yeetn HeuecTn Muoro peaxn C HeH3BeCTHA YE€CTOTA
(=1/100 po (=1/1 000 o (<1/10 000)
<1/10) <1/1900)
Hapywenus Ha AHTHOHEBRPOTHYEH
WMYHHATA CHCTEMa OTOK,
CBPBXYYBCTBHTEHOCT
INeuxuunu Kowmapw,
HapylUeHHA JieTipecHs
Hapyicaus na I'naBoGonue, Cunkon
HEPBHATA CHCTEMA | CBETOBBLPTEX,
[APECTEINH .

3purennn Hapyineno 3penue
HapylieHHs
Copacunn Bpanmkapmns,
HapyLIeHHs ChpAcYHE

HEROCTATBYHOCT,

3abaBeHa AV-

NPOBOUMOCT/AV-

Onokx
Coaoeu XHUIMIOTOHHS,
HapyLIEHHA (Bnowapane Ha)

MHTEPMUTEHTHO

KNayAHKALHO
Hapymenus na Hucnnes Bponxocnazem
JUXaTeNHa
CHCTEMA, TPBIEH
KoLl U
MeHACTHHYM
FacTpo- KoHerunauus, Jucnencus,
HHTCCTHHAJIHH ragcHe, anapus | dnatyaeHums,
HapyllleHWs TIOBPBILAHE
Hapyuienus Ha Mpypurye, VTexHapade Ha | YPTHKapua
KOXa Y NOJAKOXKHE epUTEMATO3EH NCOPHUA3HC

obpus
Hapywmenns Ha HmMmnoTeHTHOCT
PENPONYKTHEHA

CHCTEMA, MIICYHA
ANE3a

O6wmu Hapymenus | Ornagnanoct,
H YCIOJKHEHHS HA | OTOK

MACTOTO Ha

nipHarate

NEKApCTBEHH pPCakuHK:

XAHOUHHALHH,

NCHXO3H,

XpOHH4HA CbpACYHHA HEAOCTATHLYHOCT:

00BLpKBaHE, CTYASHH/UMAHOT
denomen Ha PeiiHo, cyxoTa B OUHTE, OKYN0-MYKOKYTAHEHHAE TOKCHYHOCT OT MPAKTO




JaHHuTe 3a HexenaHuw peakitid npu naimentn ¢ XCH ca Hanuuuu oT nianefo-KOHTPOJIHpaHo
KIHHMYHO npoy4BaHe, BKMouYRamo 1067 nauuenTH, npuvemamy ueGuponon u 1061 naumentw,
npuemamy nnaue6o. B rosa npoyusane ofmo 449 (42,1 %) naitMeHTH, NpHeMallH HeOHMBONON,
cho0WABAT 3a MOHE BEPOATHO CELP3aHM HEXENAHW peakuuH, B cpaBhenue ¢ 334 naumenty (31,5 %),
npuemMaiy miaue6o. Hal-uecto foknafBaHuTe HEXENaHH peakuMu NPH NAlMEHTHTE HA HeGUBONON Ca
OpanvkapiHs M 3aMasHOCT, KaTO M JIBETE C€ MpPOARABAT NnpH oxono 11 % ot naunexture. YectoTaTa
ripu rnauedo e ceorBeTHO 2 % 1 7 %.

3a HexxenaHMTE peakIMH € NOKNAABaHa CIEAHATa 4YeCTOTa (NOHe BEPOATHO CBLP3daHH C /IEUEHHETO),
KOHTO ¢e npHemMaT 3a chemdHuyHO 2HAYMMH TIPH  JIEYEHHWETO Ha XPOHHMYHATZ ChpaeuHa
He0CTATBYHOCT:

- BJIOLIABAHE HAa CHPAEYHATA HEMOCTATBUHOCT — TposABABa ce npu 5,8 % OT NailMeHTHTe Ha
HeOHBONION B cpaBHeHHe ¢ 5,2 % OT nauMeHTHTe Ba manedo;

- NOCTypaliHa XHIOTOHUA — NpoaBaBa c¢e npu 2,1 % OT NalHeHTHTe Ha HeGHBOJION B CPABHEHHE C
1,0 % oT nalmMeHTHTE Ha nuauedo;

- HETOHOCHMOCT KBM NIEKapCTBOTO — NpoABaBa ce npH 1,6% oT nammeHTsTe Ha HebuBONON B
cpaeHenue ¢ 0,8 % ot nanuenTHTE Ha MUIane6o,

- aTpHO-BEHTPHKYIapen 0ok I cTenen — npoaeasa ce npd 1,4 % OT nauMeHTHTE HA HeOGHBOTON B
cpasHenue ¢ 0,9 % ot nanmeHTHTE Ha NAaLebo;

- OTOK Ha JIOJIHUTE KpaiiHuiM — nposBesasa ce ipu 1,0 % oT naumenTtHTe Ha HEOGUBOION B CpaBHEHHE
¢ 0,2 % oT naiyeRTHTE Ha TIanebo.

Cpob1apaHe Ha NONOIMPAHM HEKENAHN PEAKLINH

CroliaBaHeTo Ha MOJIO3MPAHH HEKeNlaHH PeakiliH Clieji pazpellaBaHe 3a ynotpeba Ha nekapcTBeHHs
NpoayKT € BaxkHo. ToBa nosBonaBa Oa NpoasmKA HaGMIOAEHHETO HAa CHOTHOLHEHMETO NON3a/PUCK 32
NEKApCTBeHHA NpoAykT. OT MeAHIIMHCKHTE CNELHAIMCTH CE H3MCKEa Na choDInaBaT scaka NoA03HpaHa
HEXEIaHA PEAKHHA UPEe3 HALHOHANHA CHCTEMA 33 ChoblLIaBaHe:

HsnbnHuTenHa areHUMA 1o nexapcTraTa

yn. . Jiamsn Ipyes” Ne 8

1303 Codmsa

Ten.: +359 28903417

yebcaiit: www.bda.bg

4.9 Tlpenosupane

Jluncear janny 3a npenozrpade ¢ HeGuner.

Cumnmomu
CumnToMu Ha npepfosupane ¢ Gera-Gnokep ca: Gpaaukapans, XMNOTOHMA, OPOHXOCHasbM H OCTpa
ChpIeYHa HEMOCTATHYHOCT. '

Hevernue

B caydan Ha npenosupaHe WIM CBPBXUYBCTBUTENHOCT NalMeHTHT TpaAbBa na c¢ Habmojaea
HENPEKBCHATO H Ja CC JICKYBZ B MHTEH3HEBHO oTnenenue. Tpadea fa ce KONTPOIHPAT CTOHHOCTHTE Ha
KpbBHaTa 3axap. PesopOumATa Ha eBEHTYa/HO OCTaHANO KOJMMYECTBO OT JIEKAPCTBOTO B racTpo-
HHTECTHHANHUA TPAKT MOKE Ja C¢ NPSAOTBPATH YPE3 CTOMALLEH NAaBaXK ¥ NPUNIOKEHHETO HA AKTUBCH
BLIIEH MNY NAKCATHBHM cpeicTBa. Mose Ja ce HalOXH W M3KYCTBEHO JMilawe. bpajMKapausaTa Unu
CHITHO H3pa3¢HHTE BAryCOBH PEaKUMH ce JIEKYBaT 4pe3 MPHIIOKEHHETO HA aTPONIHH HITH METHJIATPOTIHH.
Ilpy XMNOTOHHATA ¥ IWOK Ce TNpPHIAra IasMa viK nasMeHH 3aMECTHTENN M MPH HEODXOAMMOCT —
xatexonamun. Ha Gera-bnokupainus edext Moxke na ce NpoTHBojeHCTRBa upe3 GaBHO MHTPABEHO3HO
NpUIOKEHHE Ha W3OMpEHANMH XHAPOXJIOPHA C HAYanHa 1033 OKONo 5 pg/min uaM nodyTamMHH C
Hauanua nosa 2,5 pg/min o nocrurade Ha enanua edexr. [pu pedpaxrepHn cnyua




NMOBTOPH B PAMKWTC Ha €QMH uac, NMOCIAEABAHO OT WHTpaBeHo3Ha HHQy3us rmokaron 70 pgke/h. B
EKCTPEMHH CTy4al Ha OpaJaHKapiIHA MOMKe 112 C€ IOCTABH NeHcMeHKBp.

5. ®APMAKOJOIHMYHU CBOHCTBA
5.1 ®apmakoIHHAMBYHE cROHiCTRA

MdapmMakoTepalleBTHUYEH kiac: 6eTa-6noKepH, CeNeKTHBHH
ATC xon: COTAB12

HeGuBonon e pauemar or npa enantvomepa, SRRR-ne6Gumsonon (unu d-nebusonom) u RSSS-
nebusonon (wnu 1-uebusonon). He6uposion cpuerasa nBa (hapMaKoIOTUIHH eeKTa:

® TOH € KOHKYPEHTEH H CCIEKTHBEH DeTa-pelenTopeH aHTaroHHCT: To3H edexTt ce pbmkH Ha SRRR-
eHaHTHoMepa (d-eHaHTHOMEpa);

® UMa JIeKO Ba30/MNATATHBHO AEHCTBME B pPE3YITAT Ha B3aMMOJeiicTBHe Cb¢ CHcTeMata L-
APTHHUH/A30TEH OKMC.

EnnokpaTHOTO M MHOTOKPATHO IpUIIOKEHHE Ha HeOHWBOAON NOHIDKaBa CHpAeYHaTa 4eCTOTa M
KPbBHOTO HajliraHe B [IOKOH M NpPH YCWIHE TIpH HOPMOTEH3MBHH HMHIMBHAM H XHNEPTEH3IUBHH
NauMeHTH. AHTHXHNIEPTEH3HBHUAT e)eKT ce 3anassa W NpH NPOABPKHTEIHO JIEUEHHE.

He6uBonon B TepareBTHYHK A03H € JIMlIeH OT an(a-aHTArOHHCTUYHA AKTUBHOCT.

Ilpn ocTpo M NPOALIHKMTENHO NEYEHWE HAa XMNEPTOHHLM ¢ HEOMBOMON Ce NOHMXKaBa NEpHREPHOTO
CHCTEMHO CHIOBO ChIIPOTHBNIeHWE. HezaBncumo o1 noHWKeHHe Ha ChpaevHaTa YyecToTa, Onaronapesue
Ha YBENHYEHHE Ha yAapHHA 0beM Ce OrpaHyyaBa HAMANEHHETO HA MUHYTHHA ChpAeueH obeM B OKOH
H OpH apmxkenre. Bee owme He e nope yeTaHOBEHO KNMHHMYHOTO 3HAYEHHE HA TE3HW XEMOAMHAMHYHH
napaMeTpy B CpaBHEHHE ¢ APYTH CENEKTHRHHU OeTa-1 OnokepH.

Ilpn xunepronuuy HebuBonon noewinasa NO-MeaMUpaHUA OTTOBOP HAa CBHIAOBETE KbM aLETHIXONHH
(AuX), KOHTO € NOHMKEH TIPM HALMEHTH C €HAOTEHA AMCYHKLMA.

B nnaue6o-konTpoanpano npoyusase 3a sabonesaeMocT M CMBPTHOCT ¢ 2128 maupentu 270 roausu
(cpeana Bw3pact 75,2 roguHM) che cTabWAHA XPOHMYHA CBHpAEYHa HEROCTATBYHOCT ¢ WnH Des
HapylieHa nepokamepna $ppakiysa Ha wathackeade (LVEF: 36 £ 12,3%, npH cneaHOTO paznpeaencHie:
LVEF no-manko ot 35% npu 56% ot naunenrure, LVEF mexay 35% u 45% npu 25% ot nauuentite
1 LVEF noseve ot 45% npu 19% oT naumesTHTE) NpocieacHH B NPOABIDKEHHE cpe/lHo Ha 20 Meceua,
HebHBONON, no6aBeH KbM CTAHAAPTHOTO JICUCHHE, CHPHUQHUKAHTHO YABIKABA BPEMETO A0 TPOsBa Ha
CMBPTEH U3XOA MIH XOCIHTANTHIALHA N0 MOBOS CHPASYHO-CHIAOBH ChOMTHA (MBEPBHYEH KpaeH HU3XOK 3a
epMKacHOCT), KaTO penaTHBHMAT pucK Hamanasa ¢ 14 % (abcomoTHo Hnamanenme: 4,2 %).
Hamanenuero Ha pHcka ce npossaBa clieq 6-1 Mecell OT JIEYEHMETO W C€ MOAXBPHKA 1O BpeMe Ha
LANOTO NeveHHe (cpenHa npoiwipkuTenHocT: 18 mecena). Edexrst Ha HeOMROMON © HE3aBHCHM OT
BB3PACT, TON H JI¢BOKaMepHa ¢pakuMA Ha M3TIACKBAHE HA MpoyvBaHara momynauuia. ITonsure no
OTHOLIEHHe OoflIaTa CMBPTHOCT HE NOCTHrAT CHMrHUMHMKAHTHA pasiMka B cpaBHeHWe ¢ nuauebo
(abcomoTHO HamaieHue: 2,3%).

Hamanenne Ha BHe3anHaTa chbpieyna CMBPT ce Habmoasa NpH NALKMEHTHTE, JIEKYBaHH ¢ HeGHBOON
{(4,1% cnpamo 6,6%, penatueHO HamaneHue ¢ 38%).

In viro W in vive wicneamBanmATa C MUBOTHH NOKazpaT, e HeOMBOJON € JIMIECH OT BBTpeliHa
CHMINATHKOMHMETHYHA aKTHBHOCT.

In vitro W in vivo W3cnenBaHWATa ¢ XXMBOTHH NOKA3BaT, ue (apMaKkoloriiHi 203K Ha HEOHBOIION HAMAT
MeMOPaHO-CTabHITM3HPAIID ACHCTEHE.

Flpu 3apasyu 106poBONUH HEOMBONON HE OKA3BA ZHAYUTEIHO JEHCTBHE BBPXY MaKCHM
KanaluHTET H H3ALKIHBOCT,

Hanu4HuTe NpeakNHHMYHH ¥ KAMHWYHKM NAHHW NPH NALMEHTH € XWMEPTOHHA
edexTH Ha HEGUBONON BLPXY ePeKTHNHATA (PDYHKLHA.




5.2 ®apMaKoKHHETHYHN CBOIiCTBA

M nsata enantnomepa ce pezopbupar Gbp3o cael nepopaiHo npuiokenHe. PesopbuysaTa na
HeGHBOJI0I He Ce TIOBNHABA OT XpaHaTa. HeOHBONON Mosxe Na ce npHeMa ¢ KM bes xpaHa.

Hebusonon ce merabonuzypa M3nao, 0T4acTH B aKTHBHH Xuapokcu-MeTabonuty. Heburonon ce
MeTabonu3Kpa Ypes ATHUMKIMYHA W apOMaTHa XMAPOKCHAAUHA, N-AeanKunaluna 1
IMIOKYPOHKBAK3ALNAL, B A0ITbJIHEHHE ce 06pa3yBaT TIIOKYPOHHAH Ha XMAPOKCH-METabOIMTHTE.
MeTabonu3MbT Ha HeGuBONION Upes apoMaTHA AeXHAPOKcHNanKa e npenMet Ha CYP2D6 3aencum
OKCHIATHBEH HONUMOP(H3LM. BuoHanHYHOCTTa HA HeOHBONON MPH NEPOPAIHO NPUIGKEHHE € CPEHO
12% npu nauMeRTHYE ¢ 6Bp3 MeTaGOIH3IBM H NOYTH NBJTHA MPH NAUHCHTHTE ¢ 6aBeH MeTaboNH3bM.
Ipn naunenTuTe ¢ OaBen MeTaboIM3BM MUKOBHTE IJIA3MEHN KOHLIEHTPalHH Ha HENPOMEHeHHA
HeOMBONON ca 0KONO 23 TBTH NO-BUCOKH B CpaBHEHKE ¢ NaUMeHTHTE ¢ Obp3 MeTaGoNUu3bM, OTHETEHH B
steady-state creTOAHRE K TpH €1HH H CBIIH A03H. AKoO c¢ UMaT TIpeZiBHJI CYMATa OT HENPOMENCHOTO
JIEKAPCTRO NUI0C AKTHBHUTE META0OIITH, PAIMKATA B IMKOBUTE [LU1A3MEHH KOHLEHTpauuy € okono 1,3
no 1,4 meth. ITopaas paznukute B ckopocTTa Ha MeTabosu3HpaHe, Ao3ata HeGuner Tpabea sunary na
ce cboOpa3aBa ¢ MHANBHAYAIHITE M3HCKBAHUA HA [TALIMEHTA W B TOZH CMHCH NPH NALMEHTHTE ¢ OaBeH
MeTaboNM3EM ca HeOOXONUMI MO-HUCKH JO3H.

IMpyt naunenTHTe ¢ Gbp3 MeTaboMH3BM, ENMMHHALMOHEH TIONYXXHBOT Ha CHAHTHOMEPHTE Ha HeOHBONON
€ cpeado 10 4aca. INpu nanuentnre ¢ HaBen merabonusbM TORA Bpeme € 3-5 nbTH no-abaro. [ipu
NAUMEHTHTE ¢ O1p3 MeTaboNMaBM IL1azMeHHTe HuBa Ha RSSS-enaHTHOMEpA Ca MANIKO NO-BUCOKHU OT
Te3n Ha SRRR-enanTHOMepa. [Tpn nawueHTHTE ¢ HaBeH MeTabONH3bM Ta3H pPaznuka € no-romimMa. [lpu
nanMeHTHTe ¢ 6Bp3 MeTaboNHIBM eNUMHHALMOHEH TIONYKHBOT Ha XHAPOKCHMeTabONUTHTE Ha JIBaTa
CHAHTHOMEPA € OKOJI0 24 uaca, a NpH NMalHeHTHTe ¢ 6aBeH MeTabonu3bM € OKONo 2 NBTH NIO-ABITO.
Tlna3zmenn HUBa B CTAOMITHO CHCTOSHHE NPH NOBEYETO NAaUKeNTH (¢ 6bp3 MeTa0ONIN3BM) CE NOCTHIAT B
paMkHTe Ha 24 yaca 3a HeGMRONOA H 32 HAKOJIKO JTHH 32 XMAPOKCHMETAOONHTHTE.

IIna3sMeHNnTe KOHLEHTPAlMM Ca MPOTNIOPLHOHANHH Ha 103aTa B pamkuTe Ha 1-30 mg.
(DapMakoKHHETHKaTa Ha HeOHBOIION He ce NOBIMABa OT BH3pacTTa.

H nBara enanTHOMEpa B TNa3MaTa ¢ CRLP3RAT IMABHO C alOyMHHa.

Crup3paneTo ¢ nnasmMennte nporerHH € 98,1% 2a SRRR-uebusonon n 97,9% 3a RSSS-nebueonon.
Enna cenmnua ciaen npunoxkennero 38% 0T 103aTa ce eKCKpeTHpa B ypuHaTa u 48% BbB deLeca.
EKcpeTHpaHHAT Henpomened HeGHBOION B YpHHAT2 e no-Manko ot 0,5% ot nozara.

5.3 llpeAKNHHHYHH JaHHH 33 0€30N1ACHOCT

TIpenkAHHUYRUTE SaHHA HE PasKPHBAT CTIEUHalleH PHCK 3a Xopara, 6a3upaiiky ce Ha KOHBEHIIMOHATIHH
MPOYYBAHUA 32 FEHOTOKCHYHOCT, PENPOAYKTHBHA TOKCHHHOCT, TOKCHYHOCT 32 Pa3BUTHETO H
KapLUMHOTEHEH NoTenNyan. CTpanuuHnTe ¢PeKTH BhpPXY PenpoiyKTHBHATA (hYHKLMS Ca PErUCTPUPAHH
CaMo NPK BUCOKH J03M, HAABUIIABALLN HAKOJIKO THTH MAKCHMAJIHATA TIPENOpLYRaHa JI03a NIPH Xopa
(Bx. TOuKa 4.6). ' ‘ ' '

6. ®APMALEBTHYHH JIAHHH
6.1 CnuebK HA IOMOIHATE BeMECTBA

Ilonucopdar 80 {E433)

Xunpomenoza (E464)

JlaxTo3a MOHOXWApAT

Lapeenuno Huinecre

Kpockapmenaoza narpuii (E468)
MukpokpuctanHa uenynoza {E460)

Konouaen, 6e3ronen cunuumes nMokeun (E551)
Marunezuer creapat (E572)

6.2 HecbBMecTHMOCTH




Hsama.

6.3 Cpok Ha rogHocr

3 roiHK.

6.4 CnensanHn yca0BHSA Ha ChXpaHeHue

To34 NEKAPCTEEH NIPOLYKT He M3UCKBA CTIELHANHH YCNOBHA 33 ChXPaHEHHe.
6.5 Janunu 332 onakoBKaTa

Tabnerxu & 6nuctep (PVClanymunnes bauncrep).
7, 14, 28 Tabnetkn.

He BcHuKH OMIAKOBKM MOTAT la Ce NPOJABAT B Pa3IMUHHTE CTPAHK.
6.6 Cnenuanan NpeAinaliu MEPKH IPH H3XBBPJIsSIAE B padoTa

JIuncear cieMHatHy APEIOpHKH.

7. NPHUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Berlin-Chemie AG (MENARINI GROUP)

Glienicker Weg 125

12489 Berlin

I'epmanns

8. HOMEP(A) HA PAZPEHIEHUETO 3A YIIOTPEBA

9900162

9. JAATA HA IIBPBO PA3ZPELHIABAHE/TIOAHOBSBAHE HA PASPEINEHHETO 3A
YIIOTPEBA

Jata na nepeo paspewmaeane: 13.07.2004

Jlata Ha MONHOBABAHE Ha pa3pelwreHueTo 3a ynotpeba: 29.07.2009 r.

10. JATA HA AKTYAJIM3ANMAS HA TEKCTA

11/2021




