KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA
Nebirod
HeOnpon

1. UME HA JIEKAPCTBEHHUSA ITPOJAYKT

Nebirod 5 mg tablets ‘ A I
g -  R373¢[LF a5 0g

Hebupoa 5 mg tabneTxu

2. KAYECTBEH U KOJIMYECTBEH CHhCTAB

Besika tabnerka cpappka 5.45 He6HBONION XUAPOXIOPHA €KBUBATIEHTEH HA 5 mg HEOUBOJOI.
[lomonay BemecTBa: 85.96 mg nakTo3eH MOHOXHAPAT Ha TabeTka.

3a TBJIHHS CIMCHK Ha IIOMOILHUTE BEIIECTBA, BXK. TOuKa 6. 1.

3. JEKAPCTBEHA ©®OPMA

Tadbnerka.

benu, Kperian, ABOHHO H3NBbKHAIM TabJMeTKU, ¢ JBe NEPNEHIHKYIAPHO [pEeCHYalyd ce
OETUTENIHA JJHHUH OT €HaTa CTpaHa, ¢ JHaMEThp OT npubnuiutento 9 mm.
Hebupoa Moxke na Obe pa3aeneH Ha paBHH YETBBPTHHH.

4. KINHHYHHAU TAHHH
4.1 TepaneBTHYHH NMOKA3AHHA

Xunepmouus
Tepanus Ha €CCHIMAIHA XUITEPTOHHA.

Xporuuna covpoeuna Hedocmamvunocm(XCH)
JlobaBka «bM CcTaHmapTaHata Tepanusg Ha CcTa0HIHa CpeaHoO H3pa3eHa ChplcyHa

HEAOCTATHYHOCT V BB3PACTHH MAlMEHTH HaA 70 rogHHH.
4.2  /lo3upoBKa H Ha9HH Ha NIPHJI0XKEHHE

Hauu na npunoxcenue

3a epopaTHO NMPHUJIOKECHHE,
Tabnerkata MM 4YacT OT Hesl C€ MNpHeMa IIpe3 ycTrara ¢ AOCTATBYHO KONHYECTBO TEUHOCT

(manp. eqHa yanra soja). [Ipuema na Hebupon He 3aBUCH OT XPAHEHETO.

Xunepmonus

Bv3pacmuu
Jo3upoBka eana tadnerka (5 mg) AHEBHO, 3a NIPEANOCUHTAHE MO €OHO H CBIIO EpeM

IToHrXEeHHETO HA KPBbBHOTO HA/NMIdaHC CTaBa BUIHMO CIICI ]1-2 CCAMHIIH TECP
OIITHMAJTHHAA ClbeKT CE IOCTHTIa ¢aBa cyea 4 ceIMHIIH.




Kombunayus ¢ Opyzu anmuxunepmen3uesu meduxameHmu

bera-Omokepure Morar Jga ce H3MON3BAT CAMOCTOSATENHO MWJIM ChUYETAHO C ApPYTH
AHTHXHMIICPTEH3UBHH MEAMKAMEHTH. 3a cera NONBIHHUTENIEH aHTUXHIIEPTEH3UBEH edeKT ce ¢
Habmoaasan camo npu koMbuHaums Ha HeOupon 5 mg ¢ xuapoxnoporuaszuy 12.5-25 mg.

Hayuenmu c 6vbpeyna nedocmamuvurnocm
[IpenopbunTennaTa cTapToBa 1032 NPH MaUUEHTH ¢ OBOpeuHa HeJOCTATBYHOCT ¢ 2.5 mg
aHeBHO.IIpn HeoOxonuMOCT AHEBHATA 1033 MOXe Aa GbJe yBENnYeHa A0 5 mg.

IHayuenmu c yeproOdpobua neoocmamuvunocm
JIMTICBAT aHHH 32 e(heKTUTE NPH NALHEHTH ¢ YePHOAPOOHA HENOCTATHYHOCT HITH HapylleHa

qepHonpoOHa ¢yHkius. [lopaam ToBa ymorpebata wa HebGupom mnpu Tax e
KOHTpauHIUIHpaHa.

ayuenmu 6 nanpeonana vapacm
Ilpu nanuenTH Hax 65 roAMHM MpemOpBYHTENHATa CTapTOBa H03a € 2.5 mg AHeBHo. [lpu

HeoOX0AMMOCT TA MOJke Ja Obpae yBenuueHa 10 5 mg. [Topaau iuncara Ha ZOCTATHYHO OIMHUT
C NAalIHEHTH HaJl 75 TOOUHMU, NMPHU TAX NMPUIATAHETO TPIOBA Ja CTABA MHOIO BHUMATENHO H Te

na 6bp4aT N0 HENPEKBCHATO HAaOMIOAEHHE.

Jleya u ronowu
Ynorpebata Ha HeGHBOJION HE ce MPENnopbYBa [IPH Jeua ¥ FHOWM noa 18 roxuuu nopanu

JTHIICaTa Ha JaHuHM 3a He30nacTHoCTa ECI]HI{&CTHOCT&.

Xponuuna cvpoeyrna Hedocmamuvynocm (XCH)
TepanusiTa Ha CcTaOMJIHA XPOHWYHA CbplACYHA HENOCTATHYHOCT TpAOBA Ha 3AlMOYHE C
NOCTCNCHHO THUTPHpAHE Ha Jo03aTa AC MAOCTHraHE Ha ONTUMajHaTa HHIMBHAYATHA

[noaabepralila 403a.

[NlaunentnTe TpadBa na mmar ctabunna XCH Oe3 eksauepbauuy B MOCIEIHUTE IWIECT
ceaMuLM. [IpenoprynTenHH € JeKapAT Ha3Ha4aBalll TepalisTa Ja HMa OIUT B JEYEHUETO Ha

XCH.

3a Te3M MAlUEHTH HA CHPACYHO-CHAOBA TepamHs BKIIIOUBALIA AHYPETHLHM W/WIHA JHFOKCHH
n/umt ACE uHxubutopd u/mnu adHruoteHsuH Il aHTaroHMcTH, H03MpOBKATA Ha TE3M
MEIUKAaMHTH TpsAOBa na Opae cTabMIN3HpaHa B NOCICAHUTE ABE CEAMHIIM TPEIH HAYAN0TO HA

Tepanusara ¢ Hebupo.

HavanHoTo THTpHpaHe Ha AO03MpOBKAaTa TpgOBa Na ¢e M3BBpPIIBA B MHTEPBAIH OT -2
CEAMHIIH, B 3aBHCHMMOCT OT TOJIEPAHTHOCTTA HA MALMEHTa, B CIIEAHATA IMOCJIeAOBATEIHOCT!
1.25 mg #ebuBONON Aa C¢ YBEJIHYH A0 2.5 mg HebNBOJION BEHBX JHEBHO, 4 Clie/] TORA J0 5
mg BEAHBX AHEBHO H nocine a0 10 mg BeaHwsxk AHeBHO. MakcHManHara npenopbYdATeiHA

J03a € 10 mg He6HUBONOI BEIHLXK JHEBHO.

3anoyBaHEeTO HA TEepanMsaTa U BCIKO YBEJAMYCHHUE HA Ho3ara TpadBa Ja ce U3BBPIINBAT IOJ
HaOJIONEHUETO Ha ONUTEH JICKAp B MIEPHOA OT MOHE JBa Yaca 3a Ja Ce YBEpH, 4e KJIU H:X-I‘E'_I‘B:\
- CBCTOAHHE (OCOOEHO IO ce OTHACK N0 KPbBHO HalsAraHe, ChbpJc4YHa 4YeCTOTa,,

HapyILIEHNUS, CUMIITOMH 3a BJIOIIABAHE HA CheAEYHATa HENOCTATHYHOCT) OCTABA ¢




Hanw4yuero Ha CTPpaHHYHH PCaKIIHH MOXC [a HC OII3BOJIA TPCTUPAHCTO Ha BCHYKH [TAUUCHTH C
MAKCHUMAJITHH JO3H. HpH HYAKJAa JOCTHIrHaTaTa J03a MOXKC Ja c€ HAMAJIH CThIIKA IMTO CThIIKa H

Ja CC IIpHJaara rnmoaxogsiina rro-HuCKa a03a.

[Io BpeMe Ha THTpallMOHHATA (a3a B Cy4ail Ha BNOINABAHE HA ChpACYHATA HEJOCTATBYHOCT
WIH HENMOHOCHMMOCT ¢¢ IMpEnopsYBA [a C€ HaMald J03aTa Ha HeOMBOJION WIIH [pH
HeoOXoauMOCT (B Clydaid Ha OCTpa XMIOTEH3Us, BIOIIABAHE HA ChpleUuHaTa HEAOCTAThYHOCT
C OCTBp 0OeIoApOOEH OTOK, KApAMOIeHEH WHIOK, CHMITOMatu4yHa Opaaukapaud ¢ AV 0510K)
TEpanuATa Ja ¢e cupe HesabaBHO.

Tepanusara Ha cTabHIHA XPOHHUYHA ChPACYHA HEAOCTATBYHOCT C HeOHUBONION € OOMKHOBEHO
OBJITrOCPOYHA.

He ce npenopbuBa TepanHsTa ¢ He6GUBOIOJ a ¢e CIIMpa BHE3aIHO T.K. TOBA MOXE Ja AOBEIE
J0 NPEXOAHO BIOIIABAHE HA ChPASYHATA HEAOCTATHYHOCT. AKO CIIMPAHETO Ha TEPallUATa BCE
MaK € HAJIOXUTEAHO, Jo3aTa TpsaAbBa Ha Ce MOHWXXHU IIOCTENEHHO pasiciieHa Ha IOJIOBHHH

CEAMHUMHO.

Iayuenmu ¢ napywena 6vbpeuna ynxyus
He e HeoOxomuma KopeklHs Ha J03aTa NpU MAMUEHTH CbC ciaada A0 CpeAHO HapylieHa

O6pOpeuna ¢QyHKUMSA T.K. THTPHPAHETO Ha [003aTa A0 MaKCHMAlNHATa HOHO3MMA 1034 €
HHIMBUAYaHO., HsaMa JaHHHW TpH TMalUeHTH ¢ TEXKO HapylueHa OnOpeuHa ¢yHkuug
(cepyMmeH kpeatuHuH > 250umol/l). Tlopaam ToBa ynorpebGatra Ha HeOUBOJION HpPH TE3H

IIAIIHCHTH HE CC IIPCIICPBYBA.

Hayuenmu ¢ napyuwiena weproOpobHa hyHryus
HsimMa nocTaThbyHO AaHHM [PH MallHEHTH C HapylleHa yepHoapoOHa QyHKUMS, TOpaIUd TOBA

ynotpebara Ha HeOupon npu TAX € KOHTpauHINLUPAHO.

Iayuenmu 6 Hanpeonana év3pacm
He ¢ HeoOXoOMMO MpOMEHSIHE Ha J03aTa T.K. THTPHUPAHETO A0 MaKCHMallHa MOHOCHMA J03a €

HHIUBHAYIAHO.

Ileya u ionowu
He ce mpemoppuBa ymoTtpebara Ha #e6HBOJION y Aella M HOHOWIH MNOpajd JIMICaTa Ha

OOCTATHYHO AAHHH 33 CHTYPHOCT H €(HKACHOCT.

4.3  IIporuBonoxazaHus

-  CBpBXYYBCTBHTENHOCT KBM aKTHUBHOTO BEWIECTBO MM HAKOE OT HOMOIUHHUTE
BEIIIECTRA.

- YeproapobHa HEAOCTATHYHOCT HIIH HApYHICHUE HAa YepHOAPOOHATA DYHKIIHS.

- Octpa chpiaeyHa HEAOCTATBYHOCT, KAPAHOTEHEH IIOK MM €NU304M Ha ChpIEYHA
HEeIOCTAThYHOCT ¢ JEKOMMNEHCALHs, Hajlarala UHTPaBeHO3Ha HHOTPOITHA Teparius.

- CunapoM Ha OOJIHHSA CHHYC, BKJI. CHHyaTpHaiieH OJIOK,

- AV onok II-pa u IlI-Ta cteneu (6e3 neHCMEUKDBD).

- AnaMmHE3a 3a OpoHXO0CHa3bM 1 OPOHXHAIHA aCTMA.

- HenexkyBaHa (eOXpOMOLIATOMA.

- MerabonurHa anu103a.
- bpamukapaus (cupaedHa yectora <60 y/M npelH 3a04YBaHe Ha Tepanu




- XHNOTEeH3us (CHCTONHUYHO KPBBHO HaIArane <90 mmHg).
- Octpu nepudepnu HapyImeHUs Ha KPHBOOOPBIUECHHUETO.
- KomGunanuu ¢ floctafenine u sultopride (Bux T. 4.5).

44 ChnenuaJHU OpelyNpexIeHNs H MPEeANa3HA MEPKH NPH ynoTpeda

Byx CBpINO T. 4;8.

CrneaHute npeoynpexieHUWs H CHOEeUHajlHd MeEpKH BaXkaT 3a 0eTa-aapeHeprudHHUTE
AHTArOHUCTH KaTO ILIANO.

Anecmesun

[TpoasmkeHreTo Ha OeTa-0moKagaTa HaMansBa pucKa OT apUTMHM 110 BpeMe Ha UHYKLIHUA Ha
aHecTe3udATa U MHTybanus. Ako Oera-0Jjiokagara ce crMpa KaTo IIOATOTOBKa 3a olepalms,
OeTa-alpeHepruYHUTE aHTATOHUCTH TPAOBa j1a ce cnpar noxe 24 yaca npeu Tosa.

TpsbBa nma ce BHMMaBa ¢ HAKOM aHECTETHIIH KOMTO I[IPHYHMHABAT MHOKapAHa ACTIPECHS.
[TlaipeHTsT MOXE Ja ObAe MNPOTEKTHpPaH OT BarycoBa peakilMs 4Ype3 HHTPaBECHO3HO

PHIOXKEHHE HA ATPOITHH.

Cvpoeunocwoosu

Karo usno Gera-afijpeHepruyHUTE AHTATOHUCTH HE TpA0Ba Ja c€ HM3MOJI3BAT MPH NalHEHTH ¢
HeTpeTHpaHa 34CTOMHa chpleyHa HeqocTaTeYHOCT (XCH) oCcBeH aKo TAXHOTO CHCTOSIHHE HE

ce crabunusupa.

Tepanusara ¢ OeTa-agpeHEPrUYHH AHTArOHUCTH [pU MALHEHTH C KOpOHapHa 0OojecT Ha
cupliero TpaOBa Ja ce crpe MOCTENEHHO, Hanp. 3a 1-2 ceamunuy. [pu HeobxoauMocT 3a na ce
CIIpe BIOIABAHETO HAa aHTMHa [EKTOPHUC TpAOBA Aa ce 3aI0YHe 3aMECTBAIIA TePAITHSL.

Beta-aapeHeprHUHHUTEe aHTArOHUCTH MOTAT Ja Npeau3BHKAT OpajuKapaus. 103aTa cjelBa Jia
ObAc HaMaleHa aKo IyJIcoBaTa 4ecTOoTa B MoKoi maane nod 50-33 y/M H/HIIH MauueHTa uma

CHMIOTOMHU TIpeanonaraimu Opaxuxapaus.
Bera-anpeHeprudHHTE aHTArOHHCTH TPsAOBa Ja ce IPUaraT ¢ BHUMaHHE MIPU:

- [alMeHTH ¢ nepudepHn MUPKYNATOPHH 3a0osBaHus (DoecT Ha PEHHO HIM CHHIPOM
Ia HHTEPMUTEHTHA Kay JUKaIMs) T.X. T€ MOTaT Aa C€ YCIOXKHAT;

- [pH mauueHTH ¢ AV 6a0x I-Ba cTreneH nopaau HeraTUBHUA €eKT Ha OeTa-00KepHTE
BBPXY MMPOBOJAHOTO BPEME; |

- [OpM MNalHeHTH ¢ adHruda Ha [lpmHuMeran, mopamd Mpeau3BHKaHaTa OT anda-
PEUENTOPM  KOHCTPHKLIMS Ha  KOPOHAapHHUTE  CbAOBe, OeTa-aapeHepruyHHUTE
AHTArOHHMCTH MOTAT J1a yBeJaHdaT 6pos U NPOABJIKUTEIHOCTTA HA aHTMHO3HHTE aTakH.

MeJMKAMEHTH 1O MPHHLIMA HE Ce NMpenopbuBa, 3a JeTalad BUX T. 4.5.




Memaboaumnu/Fuooxpunnu

HebuBos01 HE TOBIMsABA HUBATA HA KPbBHATa 3axap y NMalMeHTH ¢ quadeT.Bee nmak Tpsidsa na
C¢ BHHMAaBa MPH TAKHBA MAlUEHTH T.K. HeOUBOJIOJN MOXKE Ja MacKHpa HAKOM COMIITOMH Ha

XUMOTIIMKEMUS (TaxXHUKaAPAUS, HaMIIHTALIAH ).

beTa-aHApeHEprHYHUTE AHTArOHUCTH MOraT Ja MacKMpaT TaxXxHWKapAHH CHMIITOMH IIpH
XHUNepTHpeoM3sM. OCTPOTO MPEKHCBAHE HA TEPAIMATA MOXE Ja H3OCTPH TE€3H CUMITTOMH.

Pecnupamopuu

Ilpn manwentn ¢ XObBb Oera-aapeHepruvHHTe aHTArOHHCTH TpsOBa Ja ce NOI3BAT C
BHAMaHHME T.K. MOrar IOa JoBeJaT [0 YCWJIBaHE Ha KOHCTPUKUHMATA HA BBH3AYXOHOCHHTE

ITBTHIILA.

Hpyzu

[TattmeHT! ¢ ncopuasuc TpsabBa ga rnpueMar OeTa-aJpeHEprUYHH AHTATOHHUCTH CaMO Clea
BHHMATEJIHA IIPEUECHKA.

beTa-aapeHepruyHUTEC AHTACOHWCTH MOraT Ja YBEJIMYaT CCH3UTHBHOCTTA KBM AJIEPreHH H

OCTPOTAaTa HA aHA(QUIAKTHYHHTE peaKiuu.
Bera-6nokepute Morar a NpUYHHAT HaMalieHa ITPOAYKIHS Ha ChI3H OT O4MTE.

3aIIOYBaHETO Ha Tepalus C HeOHBOJION HA XPOHHUYHA CbPIACYHA HEAOCTATBYHOCT M3HCKBA

NOCTOSHHO HaOMoAeHHE. 3a J03UpoBKAaTa M METOA Ha IMPHIOKEHHE BHX T. 4.2,
[IpexbcBaneTo Ha JieUeHHETO HE TpsAOBa Aa CTaBa BHE3AllHO OCBEH I[IPU  CIHEHAATHM

MHAUKAUHH. 3a moBeve nHPopMailug BUK T. 4.2,

To3u neKapcTBeH NpOAYKT ChAbPiKa JIakTo3a. IlalmeHTH ¢ peakust Hac/JEACTBEH Ae(eKT Ha
rajakto3Ha HENmOHOCUMOCT, Jlanm nakTazHa HEOOCTATHYHOCT WM FNKKO3HO-TaTAaKTO3HA

Maj1abcopOLHs He TpAOBaA Aa ro mpuemMar.

4.5 BsanmogelicrBHe ¢ APYIH JIEKADCTBEHH NPOAYKTH H JAPYrH ¢opvMuH Ha
B3aHMOJXEHCTBHE

QapMakoAUHAMUYHH B3aHMONCHUCTBHUS

KonTpanHauIEpad KOMOMHAITHH:

Floctafenine (HCIIB): Gerta-6noxkepuTe MOrar jga 3aTpyAHAT KOMIICHCATOPHHTE KapiaMo-
BacKVJIAPHU PEaKLMH, CBBP3aHH C XMIIOTEH3HUA HIH ok, npeausBukany ot floctatenine.

Sultopride (anmuncuxomux). He6uBOION He TpsiOBa Aa ¢€ NpuIara CbBMECTHO ChC sul
Mmopagd YBEJUYCH PUCK OT BEHTPUKYIApHA apUTMUS.




KoMOuHanum, KOUTQ HE ca MPENOPLYHTENHH:

Knac [ anmuapummuynu cpeOcmsa (XUHUOUH, XUOPOXUHUOUH, YyubeH30aUH, Greraunuo,
OU3ONUPAMUOD,  AUOOKAUH,  MeKCulemuH, nponagernon): epeKTa BBPXY  aTPHO-
BCHTPHUKYJIAPHOTO NPOBOJHO BpeME MOXe jaa ObJe MOTCHUHpPaH W HETATUBHHA HWHOTPOIIEH
edekT aa 6vae ypennde (BUX T. 4.4).

Kanyueeu anmazonucmu om 6epanamuios uiu OuAMua3emMo8 mun: HEraTHBHO BIIHAHHE
BBPXY KOHTPakKTMJIHOCTIA M AaTPHUO-BEHTPHUKYNAPHOTO MPOBEXIAHE HA HMIYJICHTE.
MHTpaBeHO3HOTO BBBEXAAHE Ha BEpanlaMUJ IPH MMAllHEHTH Ha Tepanus ¢ OeTa-0J0KepH MoXKe
Ia A0OBele 0 TEXKA XUIIOTOHHA U AV 610K (BUXK T. 4.4). |

Heumpanuo Oeucmeawyu anmuxunepmeH3uGHu MeOUKaMenmu (KI1OHUOUH, 2yandayun,
MOKCOHUOUKR, Memuaoona, puimeHuouH): cbuyeTaHata ynotpeba ¢ HEHTpaIHO AeticTBaliy
AaHTHXHNEPTCH3NBHY MEAHKAMEHTH MOXE Ja BJOIIM ChpAcHHATa HEJOCTaThYHOCT KATO
HaMalld UCHTPaJHUA CHMNATHKOB TOHYC (HaMaJlcHHE HA ChpAEYHATa 4ecToTa H (Ppakius Ha
N3TJacKBaHe, Bazoaunarauusa) (BUx T. 4.4). Pa3ko cnupadHe Ha MeIWKalHMATa, B YACTHOCT
npeju chndpage Ha nedyeHuero ¢ Oera-0lokepHw, MOXE Ja YBEIHYH DHCKa OT ,,pebayHi

XUMEPTEH3NUA .

KoMmOunanuu, Kouto TpabBa Aa ce MPUJIAraT ¢ OBUIIIEHO BHUMAHHE:

Knac Il aumuapummuunu cpeocmsa (amuodapow). noteHuupa e(dexra BBPXY aTpHO-
BEHTPUKYIAPHOTO NPOBOJHO BpEME,

Anecmemuyu — xanozceHnu npouseoOHU: ChBMeCTHaTa ynorpeba Ha OecTa-aApCHEPTHYHH
AHTArOHHCTH U AHECTETHLH MOXKE Ja OTCNnabu pedcKCHaTa TaXxUKapIusa U YBEIHWYH PUCKA OT
xunoten3na (Bux T. 4.4) . Karo o010 npaBuiio f1a ce n30sirBa BHE3AITHOTO MPEKBCBAHE HA
TepanusaTa ¢ Oera-Onokepu. AHectesnosiora TpsdbBa Aa Oble YBEJIOMEH KOraro MNalueHTa

npuema Hebupon.

Hucynun u opannu npomugoduabemuu cpeocmeq: BBOPEKH Y€ HeOGUBOJIOJ HE IOBIHABA
HHBaTa KpbBHaTa 3axap, ChueraHaTa My ynorpeba ¢ Te3u CpeicTsa MOXe Ja MacKHpa HAKOH
CHMIOTOMH HA XUIOTTTUKEMHS (TaXHUKApOUSA H NAINUATALINH ).

baxnogpen (cnasmonumux), amifostine (xemamonpomexmop). CbBMeCTHaTa ynorpeda ¢
AHTUXUIIEPTEH3UBHU MEAUKAMEHTH BOJM JI0 MO-CHJICH CllaJ B KPbBHOTO HaNAraHe, no3ara Ha
AHTHXMIICPTECH3IUBHUA MEIHKAMECHT CJieBa Aa ObJe ChOTBETHO KOPMIHpaHa.

Megroxun (anmumanapuen meduxamernm): TECOPUTHYHO CHBMECTHATA Tepanusi ¢ OeTa-
aJipEHEPTHUYEH aHTAarOHUCT MOXE Ja JONMPHUHECE 3a yaAbhkaBaHe Ha QT uHtepsaia.

KoMOHHAIMH, KOUTO Tpﬂﬁﬂa Add CC B3CMaAT ITOoJ BHHMaHHKE.

I nuxosudu na Ouweumanuca: CbBMECTHATA ynotpeba MOXE da J0BEAe A0 yAbJDKapaHe Ha

o ~.
aTpHO-BCHTPUKYJAPHOTO MNPOBOAHO BpeMe. KIIHHHYHH npoydyBaHus ¢ Hebu
MOoKazalu KIHHUYHO 3Ha4YMMHU JAaHHH 3a B3auMoaedcTtBue. HebHuBOIO

CbﬂpMﬂKOKHHETHKﬁT& Ha AUT'OKCHH.




Kanyueeu aumazorucmu om OuxuOponupuouHos mun (AmMao0unun, (Geio00unun, Iayuounuy,
HUpeOunun, HUKApOUNUH, HUMOOURUH, HUMPEHOUNUH). CbBMECTHATa UM ynortpeda Moxe Ja
YBEJIHYMA PUCKA OT XHUIIOTCH3MS, HE MOXE Ja ObJe M3KIIOUEHO YBENWYEHHE HA PHCKa OT
OBLACHIO BIOIIABAHE HA BEHTPHMKYNApHATa nomrneHa QyHKUMs MpH MALMEHTH ChC ChPACYHA

HENOCTATHYHOCT.,

Aumuncuxomuyy, anmuldenpecawmu (MpuyuxkiuvyHu arwmudenpecaumu, Oapbumypamu u
penomuazunu), OpP2AHUYHU Humpamu u Opyeu GHIMUXUNEPMEH3UGHU MEOUKAMEHMU,
ChBMECTHATa ynoTpeda MOXe Ja YyCHIM XHIOTeH3WBHHA c¢dekra Ha 0cra-O010oKepuTe

(anUTHBEH €EKT).

Hecmepouonu npomueogwvanarumennu cpeocmea (HCIIB): HaMaT epeKT BBpPXY
OHM)KEHUETO HA KPBEBHOTO HANAraHe OT HeHuBonoa. TpiadBa ga ce B3eMe oA BHUMAHHUE, Ye

MAJIK¥ JHEBHU aHTUTPOMOOTUYHH [03HM aleTHNCATHIUIoBa Kucenuua (ranp. S0 unu 100mg)
Morar Jjia 6e3onacHo na ce ynotpedbssar ¢ Hebupon.

Cumnamomumemuyyu: CbBMECTHaTa HM ynotpeba Moxe na Hamanm edekta ot Oeta-
aApEHEPrUYHUTE AHTArOHWCTU. beTa-agpeHepr¥yHA MEOUKAMEHTH MOrar jJa AOBENaT 0
ana-agpeHepruyda akTMBHOCT OT CHMIIATOMUMETHYHH cCpeiacTtBa ¢ Oeta- H  anda-
AAPEHEPTUYHU €DEKTH (PUCK OT XUIIEPTEeH3Us, ocTpa Opanukapaud u AV 6J10K).

®apMaKQKHHETHUHH B3aNMOAEHCTBAS

MeTtabonn3ma Ha HebuBos10a MuHasa npe3 CYP2D6 n30eH3MM TO CHBMECTHOTO NPHUIATAHE C

MeIUKAaMEHTH HHXUOWpamM TO3W €H3UM H NO-CheldalHOo [MapOKCETHH, (QIYOKCETHH,
THOPHAA3WH, XWHUANH, TepOuHaduH, OYNpOoNHoOH, XJIOPOXHMH B JIEBOMENPOMA3WH MOXE [a
AOBENE [0 YBENUYECHM INAa3MEHH HHUBA HAa HeOHUBOJIOJ CBBP3aHO C YBEJIWYEH pPHCK OT

eKClLeCHBHA OpaMKapaus U CTPAHUYHH pEeaKLHU.

CBBMECTHOTO NpUIAraHe ¢ HUMETUIMH yBemU4yaBa Ia3MEHUTE HHUBA HA HeOHUBONON 0€3 Ia
IPOMEHA KNMHHMUHA My €hexT. CEBMECTHOTO NMPHUIOXKEHUE C PAHUTHIMH HAMA €PEKT BLPXY
hapMakokHHeTHKATA Ha HebuBOIONA. Tepanus ¢ Hebupon u aHTHALMAESH MEIUKAMEHT MOXe
na Ce MpoBeXxJa eNHOBpeMeHHO ako Hebwpon ce npuema mo BpeMe Ha XPaHEHEeTo, a

dHTHAHJa MCKIY XPpaHCHETATA.

KoMOuanpane #Ha Hebupoa ¢ HHKapOuNUH JIEKO YBENHW4YABA IIa3MEHWTE HMBa Ha JABAaTa
MeaukaMeHTa 0e3 na npoMeHs KIMHHUYHAS UM edeKT. CBBMECTHOTO MIPUJIOKEHUE C ATTKOXOJI,
bypo3eMHI WIH XMIAPOXJIOPOTUA3K HAMA epexT BbPXD GapMaKOKHHETHKATA Ha HEOUBOJOIL.
HebuBoon He NORIUABA PapMaKOKMHETHKATA B papMakogUHAMHUKATa Ha BappapuH.

4.6 DBpeMeHHOCT H KhpMeHe

IIpu bpemennocm

Hebuponon uma edekTH, KOUTO Morar xa OBpAaT ONacHU 0O BpeMe Ha OpeMEHHOCT 3a IUioja
H/MITH HOBOPOAEHOTO. KaTo 1siiio OeTa-anpeHEpruyHUTE ONIOKEpH HaMaiaBaT MianeHTapHaTa
nnepdysus, KOETO € CRbP3aHO C M30CTAaBaHE B pacTexa, WHTpayTepuHHA CMBPT, “
paHHO paxaane. CTpHUYHY peakimMu (XHNOTIUKEMHUS U Opajukapausd) Morart
BEB (eTyca HJIH HOBOPOACHOTO. beTa-CeNeKTUBHUTE ONOKEpH c€ npean
HeoOxomuMa Tepanud ¢ OeTa-00KepH.




HebuBonos He TpadBa Oa ce M3MNON3BA O BpeMe Ha OpeMEHHOCT OCBEH KpaiiHa
HEOOX0AUMOCT. Y TEepOINalleHTApHOTO KphBooOpaillenne U ¢eTaHus pacTex TpadBa na ce
MOHHTOpMpAT B Cllyya#l, ye TepanusaTa ¢ #eOuBoJion € Heobxoauma. B cnyyail Ha yBpexaalo
NCUCTBUE BBPXY OpPEMEHHOCTTA U IUIoAa TpAOBA Ja ¢c€ MHUCHM 3a AJTEPHATHUBHO JICYECHHE.
Hosoponernoto tpsOBa na 0bpae noag nocToAHHO HabMoaAcHNE. bpaguKapads W XMIIOTTHKEMUS

C€ 0YaKBaT B IIBPBUTE TPH JIHHU.
[Ipu Kvpmene

OMNuTH C JKHBOTHU €A MOKA3AJIHU, Y€ HeOUBOJIO C€ EKCKpeTUpa ¢ KhpMaTa. He e Acso nanm ce
eKCKpeTupa B 4oBelIKOTO MIiAKo.IloBeuero Gera-Gm0kepH M MO-TOYHO JTUNMOQPHIIHUTE
ChEOWHECHUA KAaTO HeOWBOJIOJ Y AKTUBHHTE MYy MeTalONUTH IPpEMHHABAT B KbpMara B
paznmuuHa creneH. [lopagn ToBa KBPMEHETO TIO0 BpeMe Ha Tepallhsl ¢ HeOUBOION HE ce

NPENoOpPLYBa.
4.7 EdexTn BLpXy ciocofHOCTTA 32 miodupaHe U padoTa ¢ MAMIMHU

He e wu3cnenpan edexta Ha wHebuBOosMon npH wodupane H paboTa ¢ MalIHHH.
QapMakoguHAMUYHHM  HM3CJCOBAHHMSA Ca [OKaszanM, Y€ HeOMBOJIONI HE  HOBIMNABA
NCUXOMOTOpHATa GyHKUMA. HAKOW nmailueHTn MOTaT Aa U3MUTAT CTPAHUYHH peakuuy (BUXK T.
4.8), KaTO CBETOBBPTECK MU IMPHUIANBIHN, KOUTO CE€ JB/DKAT TJIaBHO HAa IMOHWKEHHE Ha
ChPACHHOTO Hajsrane. B ciyuait, 4e ce nosaBsT audeHTa TpsOBa na ce€ BB3ABPXKA OT
modupaHe U Apyru ACHHOCTH H3HCKBALUM [IOBHUIIECHO BHUMaHHE. Te3Uu ¢eKTU Hal-4ecTo ce
POSABSIBAT CJICHA HAUAJIOTO HA TEPANUATA WIH CJIS] YBEIUUYCHHE HaA 103aTa.

4.8 HexelaHH JeKapcTBEHH PeaKL(UM

Hexenannre nekapCcTBEHH peaklUM €a MaJeHH OOTAEHO 3a XunepreH3usta 1 XCH nopanu
pas3iuyus B NpUapyxKasaluTe 3ad0a8aHus.

Xunepmenius

JloxmamBaHUTE HeXEJaHH peakiliM ca NpeacTaBeHH B tadiuuara no-0fy, pasjeleHHd o
OpFraH WM CHCTEMA H NIOAPEAEHHU IO 4eCToTa.

Encrema}GpFaH €CTH Heuectn Muoro " |C neussectna
>1/100 no (=1/1,000 oo peaxkn(<1/10,000)[MecToTa
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CregHHTe HEXEJNaHH peaklMd ca HaOmoJaBaHM W NpH HAKOH OeTa-aJpeHEepruydHH
AHTArOHHCTH: XAJIOLHHALMY, TICHX03M, OOBLpKBAaHe, CTYACHH/IIHAHOTHYHU KpalHHUIY,
¢enomen Ha PeitHo, kcepodTamMus, O4HO-KONKHO-IHUTaBUYHA TOKCHYHOCT OT IPAKTOJIONOB

THUI].

bera 610kepUTE MOTAT A& NMPEJU3BUKAT NOHMXKECHA POAYKLKS Ha CHJI3H OT OYHTE.

XDOHUYHA CbPOEHHA HEOOCMAMBYHOCH
JlannuTe 3a Hexenanu peakuuu npH XCH ca ot eano ninanebo-KOHTPOMHPAHO KIMHUYHO

npoyuBaue BKInouBanio 1067 nanmuenTa npueMaiu #ebusonon ¥ 1061 nauwenta mpuemamy
nnanebo. B ToBa npoyuBane 449 nauueHTa Ha #eOuBoa0 (42.1%) cboOMIABAT 32 BH3IMOXKHH
HEXeNaHy peakiiny B cpaBHeHMe ¢ 334 nanuenra Ha rauebo (31.5%). Hadi~uectara 3asseHa
HEeXCIaHa PeaKlus Py NalUCHTH Ha HebOHUBONOI € Ouna Opagukapiaust U 3aMasiHOCT, Karo Te
CE MPOABABAT ¢IHOBPeMEHHO y nmoutH 11% oT nauueHTHTe. UectoTaTta MM y NAlUEHTH Ha

niaredo e ¢croTBeTHO 2% B 7%.

Cneguure crnenM@UYHO CRBP3aHHM ¢ TepamMaTa Ha XPOHHYHA ChbpAedyHa H gg,’l'& 4

cHOMTHA ca JOKJIAABAHU KATO HEXEJIAHU PeaklMu (Bb3MOXKHO JIEKAPCTREHO CB @H’gﬁ, e
& { iy

£} EF“'nﬁ L




-  YCHJIBAHE Ha ChpleyHaTa HEAOCTATBhUYHOCT ce MposBaBa v 5.8% oT naiuHeHTHTE Ha
HeOHUBOJION B CpaBHEHHUE ¢ 5.2% OT nauueHTUTE Ha m1anedo.

- llosuunonHa XunoTeH3ws ce AOKnanBa y 2.1% oT manmeHTUTE HA HeGUBOJION B
cpaBHBHHUE ¢ 1% OT maumeHTHTE Ha mancto.

- JlexapcTBeHa HENOHOCHMOCT ce mposBaBa y 1.6% 0T mauveHTHTe Ha He6HBOJION B

cpapaeHue ¢ 0.8% o1 maunenTHTE HA L1a1Ee00.
- I-Ba cremen AV 0Omok ce HabmomaBa v 1.4% oT nainmeHTHTE Ha HEeGUBOJION B

cpaBHBeHHe ¢ 0.9% oT mauueHTHTE Ha 1aueto.
- Oroxk Ha pnonuuTe KpaHuuu ce Habmonasa y 1.0% oT nauMeHTHTE HA HeGUBOJION B

cpaBHeHuE ¢ 0.2% oT mauveHTHTE Ha niaunebo.

4.9 Ilpexo3zupane

HsimMa naueM 3a Npeo3upane ¢ HeGUBOMNOI.

Cumnmomu

CuMmiromure Ha IIpeRo3upane ¢ Oeta-0nokepu ca: OpaavKapans, XUMOTEH3U, OPOHXOCTIa3bM
H OCTpa ChpJEHHA HEAOCTATHYHOCT.

Jlevenue

B cay4ait Ha npego3vpaHe MJIM CBPBbXYYBCTBHUTETHOCT NallKMeHTa TpAOBa na ce chpKd o1
IOCTOAHHO HalMIOACHUE W Aa C¢ JIEKyBa B MHTEH3MBHO otriacicHue. Hupara Ha KpbBHATa
3axap TpadBa Ja ce npoBepat. AGcopbuuaTa Ha BCe Ollle HATMYHU OCTAaThIM OT JICKAPCTBOTO
B TFacTPOMHTECTUHANIHHUSA TPaKT MOXE Ja CE€ MpedoTBPaTH 4Ype3 CTOMAaliHA NPOMHUBKA H
NpHEMaHe Ha aKTUBEH BbIIEH H cnaDutenHo. Moxke ha ce HaloXU KOMAaHAHO JULIAHE.
bpaguxkapaus WM CBPBEXCHIIHK BaryCOBH peaKUMH C€ KyNHUpaT ¢ NPHIOKEHUE Ha aTpPOIIHH
WJIM METHJIATPOIIHH. XMIIQTEH3UA H III0K Ce JIEKYBaT C TlJla3Ma HUITH I1J1a3MO3aMECTHTENH U IPH
HeoOXOAUMOCT KaTexoaaMHHH. Edekra na 6eTa-Onmokepure Moxe Ja ¢e HaMald ¢ 0aBHOTO
BEHO3HO HPIJIOKEHHE Ha HCOIPEHAIMH XHIAPOXJIIOPHUA, KaTo CE 3alio4¥Ba C J103a OT OKOJIO
Sug/min UM JoOyTaMHH ChC CTAPTOBA 0324 OT 2.5ug/min 10 NOody4yaBaHe Ha XeNaHUud e(eKT.
IIpy Henopmaeamy ce Ha JIE€4YEHHE CHyYad MOXKE Ja C€ KOMOWHHpa H3ONpEHANIHH C
noOyTaMHH. AKO MaK HE ¢e TMOCTHTH XelaHHA e(heKT MOXKE Za Ce MHCJH 33 WHTPAaBEHO3HO
npunoxeune Ha 50-100pg/kg rmoxarod. [pr HeoOXOAUMOCT J03aTa MOXE J1a C€ MOBTOPH B
paMKHTE Ha €QMH Yac U jga OnAe nociheaBaHa (IpH Hy»KIa) OT HHTPaBEHO3HA MH(PY3UsA Ha
rmokaron 70ug/ke/h. B kpaliBu cmydan Ha pe3NCTEHTHA Ha JieueHue OpaauKapaus MOXKe JIa

C€ HAJIOXH I10JI3BAHE HA NNEUCMEHKP.

5. ®APMAKOJIOTHYHU CBOMUCTBA

5.1 PapmMakogHHAMHYHH CBOHCTBA
QapmakoTepaneBTHYHa I'pyia; CEIEKTHBEH OeTa-0J10Kep.

ATC xon: CO7TAB12

Hebuponon e cMec oT A8a eHaHtuoMepa, SRRR- webuponon (Wi d- #eb6HUBOION
HebnBoion (uny 1- vebusBonon). Toit koMOuHMpa ABe HapMaKOIOTHYHH aKTHBHOC




e TOH ¢ KOHKYPEHTECH M CEISKTHBCH OeTa-pelienTOpeH aHMTaroHUCT: To3H e(PeKT ce
npuckxaa Ha SRRR-enanTtoMepa (d-enantuomep).

e Hma cnabu BasopuaTaTroOpHH edeKTH nopaad B3auMaelcTBHETO CH ¢ L-
aprHHHH/a30TEeH OKCHI BT,

EAMHUYHY W MHOTOKPATHH 03K HEOUBOJION HAMAIABAT TIyNCa H KPHBHOTO HANSATAHE B MTOKOH
M [0 BPEME HA HATOBAPBAHE KAaKTO MpU HOPMOTCH3WBHHU, TdKa W NPH XHMNEPTEH3INBHH
NAUUEHTU. AHTHXHUIIEPTEH3UBHUA €(PEKT Ce 3amas3sa no BpeMe Ha MPOABIKUTEAHO JICHEHHME.

B tepaneBTHYHH D034 HEOMBOJIOJ € JIUIHEH OT alipa-aapeHEPruueH aHATTOHHU3HM.

[Io BpemMe Ha KpaTKO U MNPOAB/DKHTENIHO JICHEHHE C HeOWBOJIONA IMPH XWUNEPTCH3IHBHH
NalUCHTH CHCTEMHOTO ChAOBO CBHIIPOTHUBJCHHE € HaMasicHO. He3aBHCUMO OT IOHUXEHHETO
Ha MIyJICa, MOHM)KECHUETO HA CHhbPACYHMA MHIEKC M0 BpeMe Ha MOYMBKA W HATOBApBaHE MOXe
Ja € OrpaHHyeH NOpalu yBeNudeHUe Ha yaapHUs obeM. KIIMHWMYHOTO 3HAYeHHE HaA TE3H
XEMOJHHAMHYHH pa3jMyud OT ApYrH OcTa-1-peuenTopHH AHTATOHHCTA HE € HAITBJIHO

A3SACHCHO.

[Ipn xuneproswyHH MalMEHTH HeOUBOjON yBennuaBa NO-meauupanusg CbhI0B OTFOBOP Ha
aIETHIIXOJINH, KOWTO € HaMaJIeH Y MAl{HeHTH ¢ CHAOTEIHATHA AUCHYHKIUS.

B cepTHOCT-326071eBaEMOCT TUTANe00 KOHTPOMHPAHO KIMHUYHO H3MUTBaHe NpoBeeHo ¢ 2128
nanueHT™ Haa 70 roauHM (cpeaHa Bb3pacT 73.2 roavHM) cbC cTa0WIHA XPOHUYHA ChpACYHA
HEAOCTATHYHOCT ChC WK 0e3 HapylleHa ppakuus Ha H3TJIACKBAHE OT JigBaTa KaMepa ( CpelHa
LVEF: 36 x12.3% cBc cneanotro pasnpeaciacHde LVEF mo-manka ot 33% y 56% ot
nauueHTaTe, LVEF Mexny 35% u 45% y 25% ot namuentute u LVEF noseue or 45% y 19%
OT MAUHUEHTHTE) NpocCieacHr cpeaHo 20 mecena, #eb6WBOJION n00aBEH KBM CTaHAApTHATA
TEpanusd CHCHHTHKAHTHO YJABDKABA BPEMETO 10 CMBPT MJIH  XOCIHTAIM3ALMA 32
KapJAUOBACKyJIapHU NPH4YHUHHM (OCHOBEH Oener 3a €pHKACHOCT) ¢ OTHOCHTENIHA pEeayKUHUd Ha
pucka oT 14% (abconmoTHA penykuus Ha pucka : 4.2%). Ta3um peaykuMsita Ha pHCKa e
MOCTHUTHATA CJIE] MECT Mecela JICUCHHE | € 3aIbpKaHa II0 BpeMe Ha LANIOTO JEYCHHUE (
cpedHa MPOABIDKATENHOCT Ha JedenreTo 18 mecena). Edexrta Ha neHOUBOIION € HE3aBUCHM OT
BB3pACTTa, Noja H (PpakuudaTa Ha H3TIACKBAHE Ha JsABaTa KaMeépa Ha H3CICABAHHTE
nanueHTH. HamaneHueTo Ha CMBPTHOCTTA OT BCUYKHM [IPHYMHH HE NMOCTHUTA CTATHCTHYECKH
3HAYHMMH CTOMHOCTH B cpaBHEHHE ¢ manedo (adbcomoTHO HamaneHue 2.3%).

[ToumxeHHe Ha YecTOTAaTa HAa BHE3AIMHATA CMBPT Cce HAOMIOAaBa nMpH MAIUEHTH JIEKYBAHHU C
nebuBonon (4.1% cpemy 6.6%, oTHOCHTESIH HaManeHue O0T 38%).

H BUTPO H HH BHBO E€KCIIEPHMEHTH Yy >KMBOTHH [OKa3axa, 4€ HeOWBOJIOJ HsMa BBTPEIIHA
CHUMIIATUKOMUMETHAYHA aKTHBHOCT,

MH BUTPO U WH BHUBO €KCHEPHUMEHTH Y XMBOTHH TMTOKa3axa, ye npyd papMaxKoJOrH4YHH JO3H
HebOUBOJION HAMA MeMOpaHocTabuIM3Hpaln eQeKT.

[Ipn 3apaBu A0OpOBOILM He6GUBONOJ HAMA 3HAYUM €(EKT BLPXY H3ﬂmeHHBOCTT,a__:§gH__‘;

MakKCHMaliHaTa Bb3IMOKHOCT 34 HATOBADBAHHKA.




5.2 @apmMaKOKHHETHYHH CBOHCTBA

Hebwuponon e nunoduiieH kapauoceaektuser betadbnokep 6e3 BpTpeliHa
CUMIIAaTHKOMUMETHYHA aKTUBHOCT HJIH MeMOpaHnocTabunu3upaiu ceoicTna (l-eHaHTHOMED).
Toit cpII0 WMa Ba30AUNATATOPHA AKTHBHOCT MEUHpana OT a30T€H OKCHUJ (d-eHaHTUOMED).

Abcopbuns
W nBata enanTuoMepa Ha HeOUBOIION ce abcopdupar OBp30 ciiea opalicH NPUEM.
AbcopbumsaTa Ha #He6UBOJION HE Ce BiMAE OT XpaHa, #eOHUBOJIO] MOXKE Ja Ce mpHeMa Mo BpeMe

WM MEXIY XpaHCHHUATA.

MeTaboan3pm
He61B0JIOT € CHITHO MeTaboTH3UPaH, YaCTHYHO A0 aKTHBHH XHAPOKCHMETAaOOTHTH.

Hebusounon ce MeTab0oIN3upa Ype3 aATHIMKINYHA ¥ apoMaTHA XUApon3auus, N-
NeAIKHIU3NpaHe H IMIOKYPOHH3UPAHe; B AONbJHEHKE ce QOpPMUPAT [NIIOKYPOHHAH OT
xuapokcumeradbomuTHTe. MeTabon3MbT Ha HeOUBONON YPE3 apOMATHO XUAPOKCHIMPAHE €
06ekT Ha CYP2D6 3aBucumM reHeTHueH nonuMopduszsM. Opannara GHOHANHMYHOCT Ha
nebuBonou e cpeano 12% npu 6bp3u MeTabOIH3ATOPH U € NPaKTHUECKU ITbjiHA [TpU OABHH
MeTabonu3zaTopy. B cTaOHIIHO CECTOSHUE U [IPH €THAKBU JO30BH HUBA [TMKOBATa NJa3MeHa
KOHLICHTPAIIMA HA HEIIPOMEHEH HeOUBOJION € OKOJIO 23 IIBTH 110-BUCOKA Y ¢J1abu
MeTa00IN3aTOpH B CpaBHEHHE ¢ OBp3u MeTabomuzaTopu.KoraTo ce B3MMa 1ol BHUMaHHUE
HEIIPOMEHEHOTO JIEKAPCTBEHO BEUICCTBO M aKTHUBHUTE META0OIHTH PA3IHKUTE B TMKOBUTE
maasMend KoHueHTpauuu e 1.3 no 1.4 kpatHo. [lopagu BapuauuuTe B CTENEHTa Ha
meTabonu3ma no3arta Ha Hebupon Tpsabsa BUHArW Ja c€ KOPUIrupa 1o UHIAHBHAYATHUTE
HYXAH Ha MaiHeHTa: ClIef0BaTeIH0 ¢c1aduTe MeTA00MU3aTOPH HIE CE HYKAAAT OT MO-HHUCKH

A0O3H.

Ce10 Taka go3aTa TpsaOBa 1a ¢€ KOPHUTHpa 3a NauueHTH Hal 65 roguHu, MalueHTH C
OpbOpeuHa u yepHOAPOOHA HEAOCTATHYHOCT (BHX T. 4.2).

[Tpu 6bp3uTe MeTabONIN3ATOPH BPEMETO 34 ITONYEMAMUHAIIUSA HA EHAHTHOMEPHUTE HA
nHebuponol ¢ cpenno 10 gaca. IIpu cnabure Metabonnzatopu 1o € 3-5 mbTH No-ABATO. [pH
OBp3uTE MeTAOONN3AaTOPH TUIA3MEHHTE HUBa Ha RSSS-eHaHTHOMED ca MAJIKO ITO-BUCOKYU OT
te3d Ha SRRR-enantrHomep.IIpn cnabu Metabonu3atopu Tasu pasnuka € no-romnaMa. llpu
Obp3uTe MeTabONIN3aTOPH BPpEMEHATa HA MOJYCIMMHHAIMA HA XUAPOKCUMETA0OIUTUTE Ha
ABaTa CHaHTHOMEPA Ca cpeaHo 24 Yaca U ¢a OKOJI0 ABa ITBTH NO-ABJTH Y OaBHUTE

META00IN3IATOPHU.

[InasMeHUTE HUBA B ChCTOSHHUE HA HACHIIAHE IPH MTOBEYETO NaUeHTH (Obp3U
MeTabONH3aTOPH) CE MOCTHraT 3a 24 Jaca 3a #eOWBOO0I ¥ B PAMKHTE HA HIKONKO JEHA 3a

XuapokcuMeTabonutute, [1nazMeHNTe KOHIEHTPAlM| 3aBUCAT OT Jo3ata Mexay | u 30mg.
(dapMaKkOKHHETHKATA HA HeOWUBOJION HE 3aBUCH OT Bh3pacTTa.

PaznpenencHue
B nnasmata u ABara eHaHTHOMEPA Ha HEeOUBOJION ¢a NMPEUMYIIIECTBEHO CBhP3aHHU

aNOyMUHUTE,

[Imazmenoro cBbp3BaHe ¢ nporerHu e 98.1% 3a SRRR- webuBonon u 9.
HeOUBONOIL.




O6eMbT Ha pasnpenenenue e Mmexay 10.1 # 39.4 l/kg.

Exckpenus
Enua ceamuna cnen mpueM 38% 0T Ao3aTa ca eKCKpeTupaHuB ypuHata 1 48% ¢ dpexanuuTe,
YpuHapHaTa eKCKpPellia Ha HERpOMeHeH HebOUBOION e no-Manko oT 0.5% oT mpo3ara.

5.3 IIpeAKAHAMYHA JAHHH 32 §6€30aCHOCT

[IpeaxnuHUYHUTE AaHHK Oa3upaHU Ha KOHBEHUIMOHATHH U3CICABAHUS 32 TEHOTOKCHYHOCT M
KapIHHHOT€HEH MOTEHIIHAT HE MOKa3BaT 3aIulaxa 3a YOBELIKOTO 3 paBe.

6. PAPMALEBTHUYHM JAHHH
6.1 Cruchbk HAa NOMOIMHHATE BelleCTBA
JlakTo3a MOHXUApPAT

Kpocnosuzon Tum A

INonokcamep 188

Hosuzxon K 30

Mukpoxpucraiia nemnynosa

Marue3ueB creapar

6.2 HecnrBMeCTHMOCTH

He ce Habnronapar.

6.3 Cpok ra rogHocr

3 FOJHHHA

6.4 CrhneunaaHu ycJOBHSA HA ChbXpaHEHHE

Jla ne ce cnxpansea Han 30°C.

6.5 JlaHHH 32 omaKoOBKATA

Tabnerkute ce npeanaratr B PVC/PE/PVDC//AnymuHueru Onucrepu npo3paqysy ot 7, 10 u 14,
Kyrnu ot 7, 10, 14, 20, 28, 30, 50, 56, 60, 90, 100, 120 TabneTku.

He BcHYKH BUIOBE ONIAKOBKH MOTaT Ja 6BJAT NyCHATH B poAaxoa.
6.6 CrneunaJHn NMpeanazHu MEPKH NPU UIXBBPJISIHE

Hsma crieliHatHy H3UCKBAHHUS.

7.  IIPUTEXKATEJ HA PA3PENIEHUETO 3A YIIOTPEBA
CODAPMA AJl

yn. Unuencko moce 16, 1220 Codus, bearapus \%E\“‘"“*" g .




8. HOMEP(A) HA PAZPEUIEHHMETO 3A YIIOTPEBA
20090133

9. HATA HA IIBPBO PA3ZPEINABAHE/TIOJHOBABAHE HA
PAZPEIIIEHHUETO 3A YIIOTPEBA
27.03.2009

10. JATA HA AKTYAJIUIUPAHE HA TEKCTA
Anpnan 2009 .,




