KPATKA XAPAKTEPHCTHKA HA MIPOAYKTA

#3MLNHUTENHA ATEHUMA NO NEKAPCTBATA
} Kpamwa 'Ha npogywma - Tpuscieine 1 |

2109 pX9
Jaramen 50 Muxporpama/ml + 5 mg/mi xanxu 3a ouu, paS‘mPea. M. ¥ ;

Latamed 50 lpicmgrams/ml + 5 mg/ml eye drops, solutionip g N,Aé‘/ /7,, ﬁ%ﬁ{.&?’% 03
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2. KAYECTBEH H KOJIHMYECTBEH CHhCTAB

1. HME HA JJEKAPCTBEHHA IPOAYKT

Bcekn ml cxabpka 50 MHKporpama natanonpoct (latanoprost) u 6,83 mg TAMONONOB MaJcat
(timolol maleate), crotBercTBaIR Ha 5 mg/ml Tumonon (timolol).

IToMOLIHO BEMECTRO ¢ H3BECTHO AcHCTRHE:
bensanxonues xnopua 0,20 mg/ml

3a NBENHAA CITHCHK Ha MIOMONIHATE BEINECTBA BIDKTE TOUKA 6.1,

3. JEKAPCTBEHA @OPMA
Kanku 3a 04H, pa3TBop.

Pa3TBOp®T € npospayHa, GesrreTHa TeuHocT. He GH TpabBaio na ¢hAbpKa BHIAXMH YacTHUH.

4. KJIHHHYHH TAHHHA
4.1  TepanerTHIHN NOKA3AHAN

Jlatames1 € noka3aH NpH BB3pacTHH (BKAIOYHTENIHO NallHEHTH B CTAPYECKA BB3PacT) 38
HaMaJleHMe Ha BTpe0YHoTO HaMarane (BOH) npH nauMeHTH ¢ OTKPUTOBIEJIHA IIIayKOMa H
MOBHIUEHO OMHO HANATAHE, [IPA KOWUTO ¥Ma HEAOCTATHYEH OTTOBOP KbM NOKANHO NPHIOKECHH
6GeTta-0/I0KEPH HITH IPOCTArNaHJHHOBH aHAIO3H.

4.2. Jlo3HpoBKAa H HAMHH HA NPHIOKEHHE

HOSHQOBK&

Buapacmnu (6xniouumeano npu nayuenmu 8 Cmapyecka eb3pacm)
IlpenoppuynTennara Tepanys € €Ha Kallka 33 OYH B 33CETHATOTO OKO (0YH) BEHBK ZHEBHO. AKC
eaHa noza Obae nponycHaTa, JeueneTo TpAbea Aa NPOABILKY CBe CTICABAIIATA 1033, KAKTO €
naaHupaHo. H3secTHO €, Ye NpH NpHnaraHe Ha TATAHONPOCT NOBEYE OT BeHBAK JHEBHO,
edexTsT Ha HamManssane Ha BOH otcnaGea. Jo3aTa ne 6uBa ga npeBHInaBa eJHa K
3aCErHATOTO OKO (0YH) AHEBHO.




ITeouampuvna nonynayus
be3onacnocTTa W eduKacHOCTTa Ha JlaTame) IPK AeUa M IOHOWIM HE €4 YCTAHOBEHH.

HauuH Ha NpuioxeHHe

Konraxrnure ety 1pabsa Aa ce CBANAT Npeu NMPHIAraHe Ha KANKHTE 32 OMH H MOXKE J1a C& OCTABST
OTHOBO cneR 15 MuHyTH (BXK. TouKa 4.4).

AKXO Ce HINCIBEA OBEUE OT SHO JIOKATTHO JIEKapCTBO 3a OMH, JICKApCTEATa 1'pﬂ63a11a Ce MpWiarat npes
HHTCpEaN OT IHOHE NET MEHYTH.

HauuH Ha ODpHIOKeHHE

KontakTHHTE Nemy Tpa6Ba 1a ce CBAIAT Npel NPHIATAHE HA KANKHTE 33 OYH H MOXKE J1a ce
HOCTARAT OTHOBO cnel 15 mumyTh (BA. TovKa 4.4),

Koraro ce mpuiara HATHCK BBPXY HA30JIAKPHMAJIHHS KAHAT HITH CE 3ATBOPAT KIEMA4YHTE 3a /IBE
MHHYTH, CHCTEMHATa abcopOuma ce nouukaga. Topa MOXE A3 JOBEAE A0 HAMATIABAHE HA
CHCTEMHHTE HEXKEIAHH PeaKklUH U 3ACHIBaHe HA JIOKAHATAa aKTHBHOCT.,

Jlaramen ce HaKallBa BbB BCAKC OKO MO CICOHHA HA9YHH.

1. MisMmiiTe pblieTe CH U ce HACTAHETE YAOGHO.

2. PaspuiiTe BHHUIHATA Kana4ka, 3a Aa s IpeMaxHeTe (MOXe Ja Ce M3XBbpPIH).

3. Pa3gHiiTe BBTpemHaTa NMpeanasya Kanauka. 3anasere 1.

4. JlpbnHeTe JOMHKA CH KNelad HaJouy, 3a 11a ce 06pasyBa MaTLK /o6 Mexay xienada 0

oxoto BH. B ToBa none ce HaKamnpa Karnkara.




5. I[IpubmokeTe BbpXa Ha QIakoHa OJIH30 A0 OKOTO CH, HO HE ['0 A0KOCBAiTe A0 OKOTD.
6. JIeko cTHcHeTe (hnakoHa W HaKameTe caMo eana kanka Jlaramen. OcBobomeTe Kienaya.

7. Cnen ynorpe6a Ha Jlarames, HaTHCHETE © IPBCT BI'BJIA HAa OKOTO CH A0 HOCA MITH 3aTBOpETE
KIIEMIaYHTE CH 32 2 MHHYTH, KAKTO € MOKa3aHo Mmo-Ao/y. TOBa Ine npeaoTeapTH ONAAHETO Ha

THMOJOJI H JJATAHOIIPOCT MO APYTH YaCTH Ha TAIOTO Bu.

I

8. Axo nexapar BH e kazan ja npunarate NeKapcTBOTO H B JBET€ OYH, NOBTOpETE CHUIMTE

CTHIIKH H 3a JIPYTOTO OKO.
9. 3aTBOpeTe A0Ope dakoHa ¢ BETpelIHATA MIPeAna3Ha Kanauka cnen ynorpeba.

AKO KalKara He MonajiHe B OKOTO, OMHTAHTE OTHORO.

43 IIpornBonokazanns

JlataMes € IPOTHBOMOKA3EH TIPH NALMEHTH C:

. CBPBXYYBCTBHTENHOCT KbM dKTHBHHTE BelIECTBA WITH HAKOE OT MOMOINHHMTE BEIECTBA,
A30poeHn B Touka 6.1.

) Peaktirnu 3a00nApanna Ha AHXaTeTHATE MBTHINA, BKIFOUHTETHO OPOHXHAIHA ACTMA,
aHaMHe3a 3a GpoHXHalHa aCTMA HIIH TeKKA XpOHHYHA oGCcTpyKTHRHA OenoapobHa Gonecr.

. Cunycopa 6pamukapus, CHHApoM Ha GOHHA CHHYCOB Bh3ell, CHHO-aTpHalleH DIIOK,
ATPHOBEHTPHKYJIapeH 6JI0K BTOpA H TpeTa CTeneH, KOWTO He ce KOHTpOonHpa ¢ nelicmeliksp,
H3ABEHA CHPAECYHA HEAOCTATBYHOCT, KAPAHOT€HEH 10K,




4.4 Chnennansu npexynpeixacans H NpelnasHH MePKH NpH ynorpe6a
CycreMHH edexTn

ITonoGHoe Ha ApyrH IOKaNHO MPAIATAHE OYHH NIEKapCcTea, JlaTamex ce pe3opOHpa CHCTEMHO.
IMopaayu 6era-afpeHeprHYHASA KOMIIOHEHT THMOJIOJ, MOXKE Aa C€ TPOABAT CHIIHTE CHPACYHO-
CB/I0BH, HenoapoGHH M IPYTH HeXXeAaHH PeaKIHM, KATO TE€3H, HabllloJaBaHyu NPH CHCTEMHO
npHaoKeHH 6era-6nokepu. YectoTata Ha cictreMunTe HJIP cien NpHIoKeHHE B OKOTO € Io-
HHCKA B CPABHEHHE ¢ Ta3H CJIE]] CHCTEMHO NIPHIIOKEHHE. 3a IOHIKABAHE Ha CHCTEMHATa
abcopbumna BuxTe TOuKa 4.2,

ChpIaeYyHy HapyIIeHHA

ITpu naumeHTH che CHPAEUHO-CBAOBH 3a00/MBAHMA (HAmp. KOpOoHapHa GoNecT Ha CHPIETO,
aHrHHa Ha Prinzmetal H chpeYHA HEXOCTATHYHOCT) W XMIIOTOHUSA NeueHMeTo ¢ Gera-Onokepu
TpsAbBa la 6bA¢ HenPEMEHHO OLICHEHO, a IEYSHHETO ¢ APYTH AKTHBHH BelecTsa TpabBa jaa ce
npepasrnena. IlanyeHTH che CHPACYHO-CHA0BH 3a00NaRannas TpAOEa Oa caeAT 3a MPH3HALH Ha
BIIOLIABAHE HA Te3H 3a00NABAHNA M HA HEXENAHH PEAKLHH.

ITopamy HeraTHBHHAT MM €(EKT BEPXY BPEMETO Ha poseiAaHe Ha HMITynica, Geta-OnokeprTe
TpAOBa Aa ce MPHIIAraT NpH NAIHEHTH CBC ChpAcUeH BI0K IThPBa CTENEH CAMO C NOBULIEHO
BHHMAaHHe.

Crien npunarane Ha THMOJION ¢a ChOOIIABAHH PeaKIHK OT CTPaHa Ha CHPLETO H, PAAKO, CMBPT
[opaay CEPASYHA HeJOCTATHYHOCT.

CBIOBH HapyIIEHHA

TMauneHTH ¢ TeXKH UHPKYAATOPHU HapyIleHUs (Hanp. TexXkH Gopmu Ha Gosect Ha Raynaud unx
cHHapom Ha Raynaud) Tpabea na 6saar NeKyBanu ¢ MOBHILIEHO BHUMAHHE.

EHXRTBIIHPI Hapyimegnusa

Hma cbobmenns 3a AHXaTe/IHH Peakiiny ClieA Npunarane Ha HaKkou GeTa-Gnokepu ¢ ynorpeba B
oTAIMONOrUATa, BIUTIOYHTENIHO AB/DKAIA ce Ha HPOHXOCTA3 LM CMBPT MPH NAUMEHTH ¢ acT™MA.
JlaTamen TpaGBa Jja ce MpHIIara BHUMATENHO P NALHEHTH C JieKa/yMepeHa XpOHHYHA
obcTpykTHeHa Genogpobna Gonect (XOBB) H camo ako mOTEHOMATHATA O34 HaBHINABA
BBE3MOKHHA PHCK.

XunmornukeMHua/nuadet

Bera-Gnoxepure Tps6Ba fa ce npwiaraT BHAMATENHO TIPH NALMEHTH ChC CTIOHTAHHA
XHIOTTIAKEMHS MM TIPH NALIEHTH ¢ HEYCTONYHB 3axapeH Aualer, Thii kato Gera-GiokepHTe
MOTaT Jja MaCKHpaT MPH3HALKUTE H CHMITOMHUTE HAa OCTPa XHITOTTHKEMHA.

BcTa-ﬁJ]O]{epHTe MOrar Chpllo A4 MAaCKUpPAT MPH3HAINTE Ha XHIICPTHPCOHRHIBM.




3abonspaHns Ha POTCBHIATA

Bera-GnokepuTe 3a NpHIOKeHHE B OKOTC MOIAT Aa NPeAM3BHKAT CyXOTa B ogrTe. ITanueHTn cbe
3abonaBaHKA Ha POroBHLATA TPAOEA 1a GLAAT NEKYBAHM BRUMATENHO.

Hpyru Geta-Gnoxepu

EdekThT BEpXY BETPEOUYHOTO HAIATAHE MITH H3BECTHHTE epeKTH Ha cHcTeMHa GeTa-Oiokana
MOMXeE Jia Ce NOTCHUMPAT, KOTATO THMOJION CE NpHIara NpH NauHeHTH, KOHTO Bede IpHeMaT
cuctemeH bera-6moxep. EdexThT rpi Te3n nauyeHTH TpAOBa CTPOro Aa ce Habmonapa.
Vnotpebara Ha nBa nokanxu Gera-Giokepa He ce npenopb4pa (BHXTE TO'KA 4.5).

AHadHAIAKTHYHH pPEaKIIMH

[To BpeMe Ha neyeHKe ¢ Heta-6/10KepH NAIMEHTH ¢ aHAMHE3a 3a ATONMYHA aJieprai HiIH
aHaMHe3a 3a TeXKa aHapunakTH4HA peakius KbM pa3lIM4HH aJlepreHd MOXe 1a HMAaT I1o-
H3pa3eHH peaKiHK NPH NOBTOPHO H3araHe Ha Te3d allepreHH M Ja ca HETYBCTBHTENHH KbM
OOHKHOBEHHTE NO3M afpEHANHH, H3NOA3BAHN 3a ISUCHHE Ha aHa(WIAKTHYHH PEaKIHH,

Ortnensade Ha XOpHOHIEATA

HMa choOLieHHA 32 OT/IENBAaHE Ha XOPHOMAEATA IPH NPHIIATaHE Ha JIeUeHHE, MOTHCKAIIO
NpOAYKUHATA Ha BRTPEOYHA TEIHOCT (HAIP. THMOJIOI, ALETa30IaMi), criel GUITPalOHHH
ApoLEeaypPH.

XHpYpruyHa aHecTe3us

OdranMonorAYHuTE NPOLYKTH, ChABPKaLM Oeta-6noKep Moke na GnokHpaT cucTeMHHTe 6eTa-
anpeHepruvH e¢PeKTH Hanp. Te3H Ha ajipeHanuH. AHeCTe3RONOrsT TpAOBa na Gvae
HHGOPMHpaH, KOTATO MAIMEHTHT NPHEMa THMOMOI,

CoHIbTCTBANA Tepanus

Tumonon moxe na B3auMoaeiicTsa ¢ ApyrH JekapceTsa (BxK. Touka 4.5).

ﬂ PYTH NPOCTarnaHNHHOBH aHAIO3H

He ce npenopryBa eAHOBPEMEHHOTO M3MO/I3BaHE Ha IBA HIIH MOBEYE NMPOCTAraHAHHH,
OpOCTarjlaHIHHOBH aHAI03HM WIH NPOCTArjaHAMHOBH TPOU3BOAHHM (BXK. To4Ka 4.5).

ITpoMeny B MHTMEHTAIMATA HA UpHCa

JlaTaHOIpPOCT MOXeE MOCTENEHHO Aa MPOMEHH LBETA HA OYMTE, KATO MOBHINABA KOJIMYECTBOTO HA
KadsB MArMEHT B Hpuca. [Togo6HO Ha YCTAHOBEHOTO NMPH KAIIKH 33 OYH JIaTAHONPOCT, IpH 16-
20% OT BCHYKH NallMeHTH, JIeKyBaHH ¢ JlaTame], e HaGMOAaBaHa yBeTHYeHa TATMEHTALHA Ha
HPHC2 B PAMKHTE Ha e1Ha rogHHa (OCHOBaBallo ce Ha cbororpa(bnu) Tosu etl)exT ebmn

MEJIaHOLHTHTE HA CTpoMaTa Ha Hpuca. OGUKHOBeHO KadABaTa MHArMEHTaLHS

X
)
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PasnpoCTPaHABA KOHUESHTPHIHO KbM NepudepraTa Ha 3aCErHATHTE O4M, HO HETHAT HPHC HIH
4acTH OT HEro MOKe Ja cTaHaT no-kadasu. [fo Bpeme Ha ABe roauHH TepanuA B KIMHAYHH
NpOYYBAHKMA € IATAHONIPOCT, TAKARA NIpOoMAHa € Oruia HabmogaBaHa PAAKO NPH NALHEHTH C
XOMOT€HHO CHHH, CUBH, 3€NICHH WM KadsasH OuH.

[IpomsAnaTa B 1BeTa Ha HpKCa ce NpoABsra 6aBHO B Moxke 1a 6boie He3abeneKHUMa B TeueHHE Ha
HAKOJNKO Mecela WIH FOJHHH 1 He € 6una cBbp3aHa ¢ HAKaKbB CHMITTOM HITH NTATOJOrHYHH
IPOMEHH.

Crnen npekparaBane Ha JiedeHHETO He € HaOMOAaBaHO TO-HATATHIUHO YBETHYEHHE Ha KahiaBHA
IHTMEHT Ha HPHCa, HO HACTBINMIIATA NPOMSAHA B LIBETA MOXe Na Obje NOCTOAHHA.

HepycuTe Win ToIHIMTE BBpPXY HPHCa He ca OHIN NIOBIHANM OT JIEYEHHETO.

He e 6uno nabnronapaHo KyMynHpaHe Ha IMIMEHT B TpabeKyIapHaTa Mpexa M Apyrajie B
npeaHaTa KaMepa, HO NAaLHEHTHTE TpAGBa Ja ce M3C/ieBAT PEJOBHO H B 3aBHCHMOCT OT
KITHHHYHOTO ChCTOSHHE JIEYEHHETO MOXKe Aa Ob/ie mpeKpaTeHo, aKk0 HaCThIIH yBEIHYaRpaHe Ha
[THICMEHTAIIMATA Ha MPHCA.

[Ipeau 3ano4uBaHe Ha TEYSHUETO, NALHEHTHTE TPAOBa Aa OBAAT HHOPMHPAHH 32 BEIMOIKHOCTTA
3a MpOMsHA B [[BeTa HA ounTe. EAHOCTpaHHOTO Jleuenue MoXKe Ja AOBEJE A0 TpaiiHa
XETEPOXPOMHAL.

IIpoMeHH B Kienaya ¥ MHIIHTE

Bne BpB3Ka ¢ ynorpefara Ha naTaronpocT ce chobuiaga 3a IOTEMHABAHE Ha KOXKaTa Ha Kienada,
KOETO MOXE Aa € 00OpaTAMO.

JlaTaHONIPOCT MOXKe MOCTENEHHO A NpeAU3BHKA IIPOMEHH B MUTITATE H OKOJMIOOMHHA MBX Ha
NeKyBaHOTO OKo. Te3n NpoMeHH BIUIIOUBAT MOBUIIEHA ABDKHHA, AeCeniHa, MHTMEeHTauA H
Spoif Ha METTIMTE MK PUHATE KOCHMUYETA, KAKTO M M3PACcTBAHEe Ha MHTJIHTE B HETIPABIWAHA
nocoka. IIpoMeHuTe B MUTIHTE ca 0OpaTHMH Clie]] CdpaHe Ha JIEYEHHAETO.

I'naykoma

Hama nokyMeHTHpaH OIMT ¢ JIaTAHONPOCT [IPH Bb3NANMTENHA, HE0BACKy1apHa HIH XPOHHYHA
3aKPHTOBI'BJIHA [NI2yKOMa, IPH OTKPHTOBIBITHA [TIayKoMa IIPH NMAUHEHTH ¢ IceBAo(akud H IpH
ITHTMEHTHA raykoMa. JlatasonpocT UMa cpBceM cnab MITH HHKaKbB e(eKT BEPXY 3€HHUATA, HO
HAMa JOKYMEHTHpAH OlIMT NP OCTPH aTaku OT 3aKPUTOBIbAHA riaykoMa. [lopasu Toa, mpu
TE3H ChCTOAHMA Ce MpenoppyBa JlaraMen Aa ce MpHnara BHUMATEITHO AC HATPYNBAHETO HA
TIOBeYe OIMT.

XepnerHyeH KepaTHT

JIa’raHonpocr TPSIGBa Ja €& H3NQJI3Ba ¢ MOBHIICHO BHHMAHHE IIPH MALHEHTH ¢ aHAMHE3a 33
XCPIICTHYCH KEPATHT K ’I‘pﬂﬁBa Ja ce u3Garea B CITy4aH Ha aKTHBEH XCpreC CHMIUICKC KEPATHT H

ynorpebaTa Ha MPOCTArIAHHHOBH AHAIO3H.




Makynen enem

HMa cro0IeHus 3a MaKylieH efieM, BKIIOUMTE/THO KHCTO3eH MaKyJIeH €/1eM, [0 BpEME Ha
AeYeHHE ¢ NaTasonpocT. Tean cro0menus ¢a rIasHo NpH NAlKeHTH ¢ adakus, NalHeHTH ©
ncepfodakns ¢ paskKbcaHa 3a/lHa Kancy/ia Ha JiellaTa HiH IIPH NALMCHTH ¢ H3BECTEH PHCK OT
MaKyJneH efeM. [IpH Takuea naunentd Jlarames TpaGBa fAa ce H3MOJI3BAa BHUMATEIHO.

Konceppant

Jlatamen chabpka OCH3aIKOHHUER XIOPH, KOHTO 0OHKHOBEHO ce H3IION3BA KATO KOHCEPBAHT B
odyranMonoruHATE NpoaykTH. Ma crobiuenns, ye 6eH3aNKOHHEBHAT XJIOPH]] IPHIHHABA
TOYKOBHJHA KEPaTONAaTHA M/WIH TOKCHYHA YILEpaTHBHA KepaTonaTHA, MOJKE Aa NPHIHHH 0YHO
ApasHeHe. IIpu decTa mn npoabDKKTENHA YROTPeGa Ha JlaTamen ce M3UCKRA BHUMATENHO
ApPOCAcHABaHE HA MAHEHTHTE ChC CYXOTa B OYMTE WIH NpH 3a6osBanus, IpH KOHTO
pOroBHLaTa € HapyIIeHa,

KonTakTHu aemm

KonTaxktauTe nemm Morat Ja abcopOupar OeH3aIKOHHEBHA XJIOPH, 33 KOHTO € H3BECTHO, Ye .
00e3LBETABA KOHTAKTHHTE e, KOHTakTHHTE Nemn TpAGRa Ja ce CBANAT Npeay MPUarane Ha
Jlatamen, HO MOraT aa ce NMOCTaBAT OTHOBO Clex 15 MUHYTH (BX. TouKa 4.2).

4.5  BianmopelicTBHe ¢ APYTH JeKAPCTBEHH NPOXYKTH H ApyrH popMA HA
B3aHMoOaelicTBHE

Heca TMPOBCKIAHH NPOYIBAHHA 33 CI[CI.[H(I)H'-IHH JICKapCTBECHH B3aHMOOCHCTBHA ¢ JlaTamen.

Hma C'BOGI]IGHHH 3a NapagoKCaJiHH [MOBHINICHHA HA BTPCOYHOTO HAJIAIaHC BCICACTBHE
€AHOBPEMCHHOTO OYHO NPUIIOKCHHE Ha NBa NpOoCTarnaHaAHHOBH aHAJI0ra. Hopa.nﬂ TOBA, HE CC
IpEnopeHEBa ynorpeﬁa'ra Ha JiBa HNIH MOBEYC NPOCTArIaHAHA, NpOoCcTarIaHIHHOBH aHalo3d HTH
npoCTarlnaHaHHOBH IPOH3BOEHH.

CrIIeCTBYBa BE3MOXKHOCT 32 aAHTHBHH e()eKTH, BOREIIH A0 XMIIOTOHHA W/HIH HipazeHa
OpaIMKapaAHA, KOraTo Karki 3a 04H ¢ THMOJIOJ e NPHIOXKAT 3a8{HO ¢ MepopaHy 610KepH Ha
KaJIHEBHTE KaHAMH, Gera-010KepH, aHTHAPUTMEYHRH CPEACTsa (BKIFOYHTENTHO aMHONapoK),
IUTHTATTHCOBY IJTAKO3HAN, MaPACHMIATHKOMHMETHIH, TBAHETHIHH,

Ilpu xomGuBHpano nedenue ¢ HHxHOHTOPH Ha CYP2D6 (Hanp.xuHuauH, QIyoKceTHH,
HapOKCETHH) M THMOJION ce choOHIaka 3a MOTeHIMpana CHCTeMHa GeTa-0siokana (Hanp.
MIOHWKEHA CPAETHA YECTOTA, ACNPECHA).

E¢deKTsT BbpXy BLTPEOUHOTO HANATaHe HIH H3BECTHHTE e(eKTH Ha CHCTeMHata Oera-0okana
MOJKe Ja ¢€ YCHIAT, KoraTo JIaTaMeR ce mpuiara Ha MaifMEHTH, KOUTO BEYE NPHEMAT NMepopaneH
6eTa-6nokep, a ynorpebara Ha ABa UM noBeye Jokanud Geta-GlokepH He ce MpenopbYBa.

Tlonakora ce cpo0iuaBa 3a MPApHA3a BCIIEACTBHE EIHOBpEMeHHaTa yroTpeba Ha Geta-0/10 epy -
32 IPUJIOKEHHME B OKOTO H aJpeHATHH (enuHedpHH).




XHnepTOHHYHaTA peakiiusa NPH BHE3AIHO NPEKpaTABAHE HA ICUCHHE C KIOHH/MH MOXe Ja Obae
noreHuupaxa ot Gera-Onokepu.

beTa-GnokepHTE MOraT Aa YBENHUAT XMIOTMKeMAUHKS edekT Ha anTnuabeTHUTe areHTH.

Bera-6nokepuTe MOTaT 1a MacKMpar NpH3HALMTE M CHMITOMHTE Ha XHIIOLTHKeMHS (BXK. TOUKa
4.4).

46 DeprnauTer, GpeMEHBOCT H KhpMeHe

bpeMeHHOCT

Jlamanonpocm
Hsama poctaTsyHo naHHH 3a ynoTpeGaTa Ha JaTaHonpocT npH GpemeHAH xKeHK. [Ipoyusanis pu

JKHBOTHH TOKA3BAT PEMPOIYKTHBHA TOKCHMHOCT (BK. To4Ka 5.3). [loTeHOMAaTHHAT PHCK IPH Xopa
HE € N3BECTEH.

Tumonon

HsMa 0cTaTB4HO KaHHK 3a yRoTpe6ara Ha TUMONoN oT GpeMennn xenu. TaMonon He TpsdBa na
Ce npuJlara 1o BpeMe Ha OpeMEHHOCT, OCBEH aKo ToBa He e GesycnosHo HeobxomuMo. 3a
HaManiBaHe Ha cMcTeMHaTa abcopOuHa BrkTe TOuka 4.2,

EnHaeMHONOrHYHHTE MPOYYBAHHA He MOKA3BAT HATHYMETO Ha MandopMaTHRHH e)eKTH, HO NPH
NEPOPATHO NPHJIOKEHHE Ha 6€Ta-0noKepH NOKa3BaT PHCK 3a 3abaBsHE Ha BHTPEYTPOOHHA
pacTex. B noneiHenye npyu HOBOPOAEHOTO MOXKeE Ja ce HaOMoAaBaT MPH3HALM H CHMIITOMH Ha
Geta-6nokana (Hanp. OpanukapIHs, XHIIOTOHMUS, PECIUPATOPEH AUCTPEC H XMIIOTITHKEMMS), KO
TIPean POKAAHETO ca Mpunaraly Oeta-0noKepH. AKO TO3M CKApCTRER MPOXYKT e Mpuiara
NpeaH paOKaaHeTo, HOBOPOAEHOTO TPADRA J1a € MO/ CTPOT KOHTPOJ NPe3 MbPBHTE JHH OT KHBOTA
My.

Crnenosatenno Jlaramen He TpsaGBa fa ce H3MON3Ba N0 BpeMe Ha OpeMeHHOCT (BXK. TOUKa 5.3).

KspmeHe

bera-6nokepute ce eKCKpeTHPAT B KbpMaTa. BeNpex# ToBa, B TEpaNEBTHYHMTE A03H, B KOHTO
THMOJIOJI C€ U3MO/I3BA B OYHUTE KallKd, € Manko BEPOATHO B KEpMaTa Jia IpEMHHE KOMHYECTBO,
AOCTaThYHO A4 NPEIN3BHKA KIMHAYHH CHMNITOMH Ha GeTa-6nokaja npy KppmaieTo. 3a
MIOHI)KABAHE Ha CHCTeMHAaTa abcopbuus BikTe Touka 4.2.

JlaTaHonmpocT ¥ HeroBHTe MeTabOMINTH MOraT Aa nNpeMHAHAT B KbpMara. [Topanu Toea Jlaramen He
TpAGEa N3 ce WINOA3RA NPH KEHMU, KOWTO KEPMAT.

Deprmrer

He ca ycTanoBesu edeKTH KaKTO Ha IATAHOHPOCT, TAKA H HA THMOJION BEPXY MEXKHS HITH IKEHCKHSA
depTUNHTET B MPOYUBAHHS NPH KHBOTHH.




4.7  EdexTn BBpXYy ciocofHocTTa 33 miopHpane A paboTa ¢ MallHHEA

JlaTames TIOBJHABA B MA/Ka CTeNEH cnocoGHOCTTa 3a wodupane # pabora ¢ mamuuy. ITono6xo
Ha ApYT# OYHH NPOIYKTH, IPHIIArAHETO Ha KAMKHUTE 3a OUH MOXE Aa NPeIHU3BHKA IPEXOIHO
3aMBITIABaHe Ha 3peHHeTo. JIOKaTo He H3ue3He, MaUMeHTHTE He TpAORa Aa wodupar wim paborar
C MAMIHHHA,

48  Hexenanm JeKapcTBeHH PeaKIHH

Io-rossmMara yacT OT HeXENAHHTE JIEKAPCTBEHH PEAaKUMH HA NATAHOMPOCT ¢a OYHH. B naHunTe
OT pasmiHpeHaTa (aza Ha OCHORHHTE npoyuBanus ¢ Jlaramen, npu 16-20% o1 nanseHTHTE €
HabmonapaHa yReTHIcHa NHTMEHTAUMA Ha MPUCa, KOATO Moxe Ja Gbae noctosHHa. B oTBOpeHo
S-roauuno npoyuBane 3a 0€30MacHOCT ¢ JaTaHonpocT, npH 33% oT mauneHTHTE € HabmoaBaHa
YBE/IHYCHA MHIMEHTaLMA Ha MpHca (Bx. Touka 4.4). JIpyrHTe O4MHH HeXKeJIaHH PEaKiMH [o
TIPUHIMI Ca [PEXOAHH 4 Bb3HHKBAT CJIeH PHIaraHe Ha 2o3a. 3a THM0JI0]1, HaH-CEpHO3HHTE
HEXEeJJaHH peaKIlHy [0 ecTECTBO Ca CHCTEMHH, BKMIOYBAInA OpaguKkapua, apHTMHA, 3acToiiHa
CHPJIEYHA HEJOCTATEUHOCT, SPOHXOCTIAZEM M ANEPTUMHE PEAKIHA,

KakTo ocrananiTe npojyKTH 3a NPUIOKEHHE B OKOTO, THMOI0I ce abcopOupa B CHCTEMHOTO
kpbBoOGpaieHne. ToBa MOKe a NPHYHHH HEXKENAHH PEaKLHH, 10X00HA Ha Te3H NpH
ciucreMHNTe GeTa-6nokepu. YecTorara Ha cucremaute HJIP cnen npuioXeHHE B OKOTO € 11O~
HHCKa B CPaBHEHHME ¢ Ta3H [PH CHCTEMHO Npunokenne. M36poeHnTe HeKENAHH PEaKLHH
BKJTIOYRAT PEaKI[MA, XapaKTePHH 3a knaca Geta-0/10KepH, ynoTpeOsBaHH B OTAIMONOTHATA,

MeHoro uectH: (>1/10), wectu (>1/100 no <1/10), neuectu (>1/1 000 mo <1/100) u peaxu (>1/10
000 o <1/1 000), ¢ Heu3BeCTHA YecTOTA (OT HAMYHHATE JaHHW HE MOXE 1a Ob/le HalpaBeHa

OLICHKa).

Tadanna 1.: HexxelanH peaknmn, HAGIIONABAHA B H3INHTBANNATA Ha JlaTamen

Cucremo-opranen MHuoro 9ecTn YecTH HevecTH
KJjac <>1/10) 1/100 g0 <1/10) (>1/1 000n0<1/100)
Hapymienwus na I'napoGomue
HEPBHATA CHCTEMa
Hapymernma naounre | Xemeprarventanps ka  (Bonka 8 0KoTO, Hapymenus na
HpHca JpasHEHE HA OKOTO POrOBHIIATA,
(BKJL. CMBIEHE, KOHIOHKTHBHT,
napeHe, chpoex, 6nedapur,
yeeulaHe 3a Yyxno 04Ha XHIICPEMHA,
T4710 B OKOTO) 3AMBIIICHO 3PEHHE,
MOBHIIEHO
CHI300TAENAHE
Hapymenns Ha Koyara KoxeH obpus,
H NOJKOKHATA THKAH




JIOIBITHHTENHM HE)KETTAHH peakLy, cielUYHE 3a ynoTpebara Ha OTAS/HATE KOMIIOHEHTH Ha
Jlaramen, kxouTo ca cHOOIIEHH HIH B KIIHHHIHH [POYBaHHs, WIH CTIOHTAHHH ChOOIICHHS, HIH B

HaJIM4HATa JHTEpaTypa.

3a naTaHoNmpOoCT Te ca M30poeHH B ClIeIBAIATA TabIHIA.

Tatnmia 2.: Hexenanu Jexaperseny peaxups; Jlaranonpocr

Cucremo-opranes xiac

HexeJlanH peakuHn

Hupexnun 1 undecraunu

XepneTHueH KepaTut

Hapyiienns Ha HepBHATA CHCTEMA

3amaiiraHe

Hapyiienus Ha ounTe

[IpoMeHH B MUTITHTE H OKOJIOOYHHA MbX
(yBenm4eHH IbKHMHA, AebenuHa,
NHrMeHTalda H 6poii Ha METIHTE),
TOYKOBH/IEH KEPATHUT, TIEPHOPOHTANIEH elIeM,
HPHT, YBEHT; MAKYyJIeH ¢IeM, BKJI. KHCTOH/IEH
MaKyJieH egeM (IpH MalMeHTH ¢ adakui,
HauMeHTH ¢ niceBaodakus ¢ pazKbeana 3a0Ha
Kancyna Ha JIelNaTa MIH NpH MAaUUMeHTH ¢
H3BECTHH PUCKOBH (PaKTOPH 3a MaKyJeH
efieM), CYX0 OKO, KEPaTHT, POTOBHYEH €JIEM,
€pO3Hs Ha porOBHLIATA, TPHXHA3a, KHCTa Ha
Hpuca, porodobus; nepaopOHTATHH
NpOMEHH H IPOMEHH B KJI€Tlada, BOJAEIH A0
3agsn0ouaBade Ha KiienadHaTa Opasga; eneM
HA KJIenaYa, JOKATH3HpaHa KOXKHa peaKLHA
0 KJICNMaYHTE, HCBBJIDI'[GMQ)I{I‘OPI,]I Ha Q4yHaTa
KOHICHKTHBA¥, TOTHMHABAHE Ha KOMXATA HA
KJIenauuTe

CrpaevyHd HapyIneHUd

CreHokapams, HeCTAOHITHA CTEHOKAPAHA,
NaJMHTalun

PectiipaTopHH, IPBAHKE U METHACTHHATGH
HapyIIcHAA

AcTMa, BIOIIABaHE HA aCTMa, 3ayX

HapymeHns Ha MyCKyJIHO-CKeAeTHATA
CHCTEMA H CheJIHHHTEIHATA ThKAH

Muanrus, aprpairas

OO6wp HapyleHHA H eeKTH Ha MACTOTO Ha
HpHIIOKEHHE

Bonka B repaure

*TloTeHuHAIHO € BE3MOXKHO Ja ObA€ CEBP3aH ¢ KOHCEepBaHTa GEH3ANKHHEB XJIOPHA




3a THMoon Te ca H3OpOeHH B CreABALIATA TAOMHIA.

Tabanna 3.: Hexes1aHR JexapceTBend peaknun: THMOI010B MANTEAT (0MHO NPHICKEHHE)

Cucremo-opranen Kiac

HexeTanH peaknue

HapymeHHs Ha nMyHHATa cUCTEMA

CrcTeMHH aneprauiy peakiuy,
BKJIKOYMTENHO aHAQHIAKTHYHA peaKius,
aHTHOEJEM, YPTHKAPHA, JIOKATH3HPaH H
reHepanusppan 00pHB, ChHpOeK

Hapyimenus Ha MeTabom3mMa B XpaHEeHeTo

XHnormKeMus

IIcuxwyHH HapymeHHA

3ary6a Ha namer, Ge3chHHE, NENPECHH,
KOLIMapH

Hapynrenns Ha HepBHaTa cucTeMa

Mo3BuUHO-CBA0B HHI[HAEHT, Lepebpanna
HCXeMHA, 3aMagHOCT, 3acHIBaHe Ha
NpH3HALMTE H CHMITOMHTE HA MHaCTEHHA
rpaguc, NapecTes3ns, r1aBobolHe, CHHKON

Hapymenus Ha ouure

OrneneaHe Ha XOPHOHIEATA CNER
AHTHITAYKOMHA OTIepalMs (BHXKTE TOYKA
4.4), epo3nd Ha POTOBHULATA, KEPATHT,
JHMNNONHA, HAMAJIEeHa MYBCTBHTE/HOCT Ha
POroBHLATA, IPH3IHALA H CHMITTOMH Ha OYHO
ApasHeHe (Hamp. napeHe, cMbleHe, chpbexk,
Gonka u 3adepBaBaHe), CyXoTa B OUMTE,
nto3a, bnegapur, 3aMBIIeHO 3pEHHE

Hapyienus Ha yxoto v 1abHpHHTA

Illym B yuure

CobpaedHH HapyUIeHHA

ChpaeveH apecT, ChbpAevHa HEAOCTaThYHOCT,
aTpHO-BEHTPHKYNapeH ONOK, 3acToiiHa
ChpJIeYHa HeJOCTATBYHOCT, Oonka B repAHTE,
apuTMHuA, GpaguKapans, oToK, NATNHTAlHH

CsaoBu HapymueHnas

CTyncHH pBUE H KpaKa, XHIIOTOHHS,
teroMen Ha Raynaud

PecniMpaTtopHH, rpbAHH U MEeHACTHHAIIHH
HapYUIEHHA

AcTmMa, BJIONIaBaHe HA aCTMA, 3a0yX

CroMaHIHO-4YPEBHH HapyLIEHHA

KopeMHa 6onka, IOBpHINaHe, THAPHS,
CYXO0Ta B yCTaTa, JUCTeY3Hd, JHCIENncHd,
rajgeHe

HapyiueHHs Ha MycKy/THO-CKeJICTHATA CHCTEMA H
CBEIHHHMTEHATA ThKaH

Muanrus

Hapyliienns Ha BE3NPOMEBOHTENIHATA CHCTEMA H
repaara

HapyineHa cexcyaiHa QYHKIHSA, TOHHKEHO
THOUAO

O6wmH HapyweHus ¥ edexT Ha MACTOTO HA
NIPUIIOKEHHE

ACTEHH:, YMOPAEMOCT

Mpuoro paako ca crobiMaBaHH cydad Ha KaTHduKaua Ha POropUIATa IPH HIKOH MALMEHTH
ChC 3HAYMTENHO YBPEIECHH POroBHIM BBE BPB3Ka ¢ yIoTpeaTa Ha KalKH 3a 04H, ChAbPXKAIIH

docarn.




Crobmapane Ha MOO3UpaHH HeXKENAHY PEAKIIMH

Cro0umaBasero Ha NOAO3IMPAHY HEXKENAaHY PEAKIHH Cre] paspeliasate 3a ynotpeba Ha
NEKapCTBEHUA IPOAYKT € BaXHO, ToBa MO3BOJIABA A NPOABIDKH HaGMOAEHHETO Ha
CBOTHOIIEHHETO NON3a/PHCK 32 JIEKAPCTREHUA MPOAYKT. OT MeHIMHCKHTE CIIELIHATHCTH ce
H3MCKBA ia CHOOIMABAT BCAKA NOAO3HPAHA HEXeIaHa peakiud upes U3mbaHHTEIHA aleHIMA 110
nexapcrearta yi. ,Jlaman Ipyes™ Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiT:
www.bda.bg

4.9 Ilpeno3mpane

JInncear naHHH 3a npeno3upane ¢ Jlatamen npu xopa.

CHMITTOMH

CuMNTOMHTE Ha CHCTEMHO NPE03UpaHe ¢ TUMOJION ca: OpaguKapaus, XMIIOTOHHS, OpoHXHaneH
CNa3bM H CIIHpaHe Ha ChPILIETO.

OcseH ouHO JAPAa3HEHE H XHIICPEMHA Ha KOHIOHKTHBAaTa, HEe & H3BECTHH APYTH OYHH HITH
CHCTEMHH HEXKCIIAHH peakKlHH IIPH NIPSA03HPpaHe HA JJaTAHOIIPOCT.

JleueHHe

Jlewennero TpabBa na 6bAe cHMITOMaTHYHO M noaAspsKamo. Tpabea Na ce MpocIendBaT HABATA
Ha CepyMHHTE eeKTPOMTH (0cobeHo Ha kamud) U pH Ha KpLBTa.

AKo ce HoreiHe ciydaiHo, Moxe Ia Objie moJsie3Ha cneABamarTa HHGopMaLis.

TIpoyuBaHHATa NOKAIBAT, U€ THMOJION HE Ce AHaNH3upa JiecHo. HeoGxoauM € cromallleH JaBaxk.
Jlatanonpoct ce MeTabo/M3Hpa B 3HAMKMTENHA CTEHEH MO BPEME Ha MBPBOTO NPeMUHABAHE Mpe3
yepHuA Apob. [IpH 3apaBn go6poeoiim, HHTpaBeHo3Ha HH Y314 Ha 3 pg/kg He ¢ npeau3BHKaIa
HHKaKBH CUMITOMH, HO f03a oT 5,5-10 pg/kg npeansBikea rageHe, kopeMHa Oosika, 3aMalirane,
YMOPAEMOCT, FOpelli BhjiHM H H3noTseane. [lo Texect, Te3u ssneHus ca OHIH JIeKA 10 YMEPEHH
H ca npemMHHaBany 6e3 NeyeHne B paMKuTe Ha 4 Yaca cliel npeKkpaTsBaHe Ha HHQY3HATa,

8, OAPMAKOJIOTHYHH CBOHCTBA
5.1 ®apmMaKoIUHAMHIHE CBOHCTRA

PapmakorepanepTiyHa rpyna: Odramonoruasy Gera-610KepH - THMOJION, KOMOHHALHH
ATC kox: SO1ED51

MexaHH3BM Ha JeiicTBHE

JlaTamez ce ChCTOH OT JiBa KOMIIOHEHTA: JIATAHOMPOCT ¥ THMOIooB Maneat. Tesu Ba

KOMIIOHEHTa HAMANIBAT [TOBHUINEHOTO BhTpeodHo HansraHe (BOH) no pasnuyen MEXaHU3LM Ha
AelCTRHE  KOMOHHUpaHUAT edeKT BOAM [0 XOMBIHHTEIHC NoHMmkeHAe Ha BOH
CBC CAMOCTOATETHOTO UM NPHIOKEHHE.




Jlaranonpoct, aHanor Ha npocrarnangiH Fae € cenekTHBed aroHHUCT Ha pellenTopa Ha
npoctatou[ FP, koiito HaManssa BOH, kato yBenngasa 0TTOKa Ha BETPEOYHA TEUHOCT.
OCHOBHHAT MEXaHH3BM Ha JEHCTBHE € YBEIHYCHHUAT YBEOCKIEPAIeH OTTOK. JIOIMBIHHTENHO HMa
CHOOIIEHHS 32 M3BECTHO YBEITHYEHHE Ha KAMAlMTETa 32 OTTOK (HaManseane Ha TpaGekynapHara
PE3HCTEHTHOCT Ha OTTOKA) NPH Xopa. JlaTanonpoct HAMa 3H29HM edeKT BppXy 00pazyBaHeTo Ha
BBTPEOYHA TEUHOCT, DapHepaTa KPhE-BETPEOYHA TEUHOCT WM BLTPEOUHATA UPKYTal|A Ha
KpbBTa. XpOHHYHO NIPHIIOKEHHE Ha IaTAHOMPOCT B O4HUTE Ha MaliMyHa, KOSTO € [IPEThPIAia
M3BBHKANCY/IHA €KCTPAKLHA Ha MEIaTa He € MOBIHLI0 KPhBOHOCHHTE ChJIOBE HA PETHHATA,
KoeTo € Ouno onpeneneHo nocpeacTsoM duyopecienTHa aHrHorpadgus. IIpu kpaTkocpodHO
JieYEeHHe JIATAHOMPOCT He € NPHYMHKIT U3JTHB Ha (IIyOPECLIHH B 33J{HHAA O4CH CETMCHT Ha OYHTE
TIpH MALKEHTH C TICeBA0(aKHA.

Tramomnon e 6eta-1 u 6eTa-2 (HecenekTHBeH) GIOKMpaN aIPCHEPTHYHHA PELSNTOP areHT, KOHTO
HAMA CBIIECTBEHA BbTPEIIHA CHMITATHKOMHMETHYHA aKTHBHOCT, THPEKTHO MOTHCKAINO
MHOKapa AelicTede WIH MeMOpaHocTabumaupama axteHocT. Tumonon namaissa BOH kato
HoHHKaBa 06pa3yBaHETO Ha BETPEOYHA TEIHOCT B [MJIHAPHUA EHTEN.

TounuaT Mexanu3EM Ha IeHCTBHE He € ACHO YCTAHOBEH, HO ¢ Npeonara HHXuGMpane Ha
NPEAH3BHKAHUS OT EHIoTeHHa OeTa-apeHEprHyHa CTHMYNALNA 3aCHIIEH CHHTES Ha HKIHYEH
AM®. He ¢ ycTaHOBEHO 3HAYHMO BITHAHHE Ha THMOJON BBPXY NPOMYCKIHBOCTTa Ha GapHepaTa
KpBB-BbTPeo4Ha TEHHOCT 33 IIa3MeHH npoTtennn. [lpy 3aiitm, THMoNon e 6un 6e3 eeKT BPXY
PErHOHANHHKA O4YEH KPBBOTOK CJEll XPOHHYHO TPETHPAHE.

DapMakoTMBaMITIHH edeKTH

Knunuuna egruxacnocm u 6esonacrocn

B npoy4panus 3a ycraHOBSBaHe Ha [j03aTa, JlaTamen € npeAN3BUKAN 3HAYHMO TO-TOJIEMH
MOHHKEHUS B CPesHOTO ZeHonomuo BOH, B cpapHenne ¢ IaTaHONPOCT B THMOJIOR, TIPAJIOKEHH
BEOHBXK JHEBHO KaToO MOHOTEpanHi. B nBe 100pe KOHTpONHpaHH, ABOHHO-MACKHPAHH,
6-MecedHH KIMHHYHH Npoy4BaHus, noHmwkasamuatr BOH edekr Ha Jlatamen e 6un cpaBheH ¢
MOHOTEPAMNUA ¢ JIATAHONPOCT H THMOION NpH nauuentn ¢ BOH Raii-Manko 25 mmHg wm no-
ronamo. Cnen 2-4 ceamiu9Ha BBBEKAAIA Tepanud ¢ TAMONON (5 mmHg cpenso NOHHXKEHHE Ha
BOH oT navanoTo Ha BPoy4YBaHETO), JOTBJAHHTEIHH OHIXEHNA Ha cpeHoTO neHoHomHo BOH
¢ 3,1, 2,0 u 0,6 mmHg ca 6unn HaGmonaradn cnex 6 Mecena JiedeHue ChoTBeTHO ¢ JlaTamen,
NaTaHOMPOCT W THMONON (ABa neTH AHeRHO), [Tonukasamunt BOH edexr na Jarames ¢ Oun
NOAABPKaH B OTKPHTO, 6-MECEYHO NPONBIDKEHHE HA TE3H IPOYIBAHHA.

CrlnecTByBaIUTE JaHHH TIPSANONAraT, Y€ BCYEPHOTO MPHIIOXKESHHE MOXKE N0-¢EKTHBHO 1a
noHuwku BOH, orkonkoro cyTpemnoToe nprnoxeHne. He3saBHCHMO OT TOBA, KOTaTo Ce -
MpeLieHABa MPENOPBLYBAHETO Ha BedepHO HIIH CYTPELIHO NPHICKEHHE, TPLOBa Ja ¢ OTAEH
JOCTATHYHO BHEMAHHE HAa HAYKMHA Ha XKHBOT HA NTAL{MEHTa H BE3MOXKHATa UM CBIJIACYBAHOCT.

B ciyyaii Ha HenocTaTh4Ha epUKACHOCT Ha JHKCcHpaHaTa XOMOHHauuA, TpabBa Ja ce HMa
APENBHA, Y€ PE3YITATH OT NPOYYBaHHA [IOKA3BAT, Ye H3NMOI3BAHETO Ha HeHKCHPAHO
NPHICKEHHE Ha THMOJON JBa IBTH THERHO H JIATAHONPOCT BEANEXK AHEBHO, MoXe J1a Onae
CBINO e(eKTHBHO,




HauanoTo Ha neHicterero Ha JlaTames € B paMKUTE Ha €HH 4ac, 8 MAKCHMATHUAT e(eKT ce
nposiBABa ClIe/ WeECT 20 oceM Haca, [Ipy MHOTOKpaTHO NMPHIOKEHHE € [I0Ka3aHO HATHYHE Ha
anexBateH nonywxkapam BOH edexr no 24 vaca cnea gosnpase.

52  ®dapMaKOKHHETHYHH CBOlicTBa

Jlamanonpocm
AGcopbuua

JlaTaHONpoCT € H30NPHII-eCTEPEH JIEKAPCTBEH MPEKYPCOp, caM 1o cele cH HeaKTHBEH, HO ClIEA
XMIpOJIA3a OT CTEPa3H B POTOBHIATA A0 KHCETHHATA Ha NaTAHOTIPOCT CTaBa OHOAOTHYHO
axTHBeH. JIekapCTBEHMAT Mpexypcop ce pe3opOupa Jobpe npe3 pororHNATa | LAJIOTO
KOJIMYECTBO, KOSTO HABME3E BB BHTPEOYHATA TEUHOCT Ce XHPOJIH3HPa N0 BpeME Ha
NIpEMHHABAHETO CH IIPe3 POroBMIaTa.

Pasnpenenchue

IlpoyyeaHus npH Xopa MOKA3BaT, Y¢ MAKCHMATHATA KOHLIEHTPALHA BbB BETPEOYHATA TEYHOCT,
npubmizutento 15-30 ng/ml, ce gocTrTa 0KO10 2 Yaca cirerl JIOKATHOTO CAMOCTOATENHO
[pHICKEHHE Ha JaTaHonpoct. IIpu MaliMyHH, ciea NOKAIHO NPUIIOKEHHE, JIATAHOTIPOCT € 61
pasnpefeaeH NpeJUMHO B IPEAHHUSA CErMEHT, KOHIOHKTHBATA H KIICITAaYUTE.

KncennHaTta Ha naraHONpocT uma IutasmMeH Kiupbic 0,40 1h/kg u Mansk ofem Ha
pasnpenenenue, 0,16 I/kg, koeTo Boms A0 KpaThK MOJMYKHBOT B IUIazmara - 17 musytH. Cren
JIOKaJIHO OYHO TIPHJIaraHe, CHCTEMHATA OMOHATHYHOCT HA KHCEJIHHATA Ha JaTaHonpocT € 45%.
Kucenunara Ha nataHonpocT ce ¢BLp3Ba B §7% C nuazMeHuTe NPOTERHU,

Buotpancdopmanis v emivuHupare

B oxoTo KHceHMHaTa Ha TaTAaHOMPOCT NIPAaKTHYECKH He ce meTabomu3upa. OCHOBHUAT
MeTabo/MM3BM ce H3BBPIIEaA B YepHHA Apo6. B onMTH npH HABOTHH riiaBHHTE MeTabonuTh - 1,2-
JuHOp H 1,23 .4-TeTpaHop MeTabOIMTHTE, HAMAT HITH UMAT caMo caaba GHONOrHYHA AKTHBHOCT H
€€ eKCKpETHPAT MPEAHUMHO ¢ YPHHATA.

Tumonan

AGcopbuus W pasnpenenenne

MaxcumanHaTa KOHIIEHTpaLHs HA THMOMOJ BHB BTPEOYHATA TEHHOCT C& A0CTHra okoJlo | dac
ClIeR JIOKATTHO NPHIOKEHHE Ha Kamnky 3a ovd. Yact ot 1o3aTta ce pe3opbHpa CHCTEMHO H
MaKCHMaJTHa MJ1a3MeHa KOHLeHTpalus oT 1 ng/ml ce goctura 10-20 MHHYTH clie] TOKAJIHOTO
TIpKJIaraHe Ha €/1Ha Kallka 3a O9H Ha BCSKO OKO BeJHBX RHeBHO (300 pg/neH).




Brorpancdopmauug

[lomynBoTHT Ha THMOJION B NJ1a3MaTa € OKOJO 6 yaca. THMOMON B 3HAYHTENHA CTENEH CE
MeTabomu3npa B yepuus apo6.

Ennmurnpase

MeTabonuTHTE ce eKCKpeTHpAaT ¢ YPHUHATA 3a€ZHO ¢ H3BECTHO KOJHYECTBO HEMMPOMEHEH
TUMOJION.

Jlamameo

Bpraxa apmakokpHeTiKa-hapMakomHaMuKa

He ca nabmonasanH (papMakOKHHETHYHH B3aHMOJEHCTBHA MEXY JIATAHOTIPOCT H THMOJIO,
BBIIPEKH 9e B CpaBHEHHE ¢ MOHOTepaniaTa, 1-4 yaca cinea npunarade Ha Jlaramesa e Hanuue 2
ITBTH NO-BUCOKA KOHLICHTPALHA Ha KHCETHHATA Ha NaTAHONPOCT BHB BHTPEOYHATa TEYHOCT.

53 IIpenxnHHAYHA JAHHH 34 Ge30HACHOCT

MpodursT Ha 0YHATA M CHCTEMHATA 6€30MACHOCT Ha HHAMBHAYATHHTE KOMIIOHEHTH € 100pe
ycraHoeeH. He ca HabmioaasaHu HexelaHH OYHH HIH CHCTEMHH eeKTH Y 3aiil, IOKaIHO
TpeTHpasu ¢ PuKcUpana KOMOVHALNS WM C SOHOBPEMEHHO NPIIIOKESHN OMEH Pa3TBOPH HA
NTATaHOHPOCT H THMoJoN. [TpoyYBanns 3a (papMaKoNOTHYHA, FEHOTOKCHYHA M KAPLMHOTCHHA
6€30MacHOCT C BCEKH OT KOMIIOHEHTHUTE Pa3KPHMBAT JIMIICATa Ha ocobeH PUCK IPH Xopa.
JlaTanonpocT He NOBNHABA 3a3JpaABABAHETO HA PaHa HA POrOBHLIATA B OKO Ha 3aeK, JOKAaTo
THMOJIONT HHXHOHpa TO3H MPOIEC NPH OKO Ha 3aeK M MaHMYHA, KOFaTo C€ MPHMIATA [10-4ECTO OT
BEJHEK NHEBHO,

o oTHOWIERKE Ha TATAHONPOCT, He ¢a GHIM ycTaHOBeHH eeKTH BEPXY MBIKKHA H IKEHCKHA
(epTHIMTET NPH MTBXOBE, KAKTO H TEPaTOTeHHA aKTHBHOCT NIPH ILT5X0BE H 3aiimy. [Tpu
IUIBXOBE HE ¢ YCTaHOBEHA eMOPHOTOKCHYHOCT CJle/] HHTPaBEHO3HH 103H A0 250 pg/kg/nen ot
TOBA, NPH 3aHlM crefl HHTPABEHO3HM 103U 0T 5 pgfkg/neH (OKONO 103a) HIH NO-TOJIEMHY,
NIaTaHOMPOCT € Npefn3BHKaN eMOpHO-(eTaHa TOKCUYHOCT, XapaKTepH3Hpalla ce ¢ NOBHINEHa
4eCTOTAa HAa KhCHA pe3opOuns H abopT, KakTo H OT HaMasIeHO Terno Ha deryca. THmonon He ¢
noKasan epeKTH BbpXy MBKKHS H XKeHCKHS (epTIIMTET NPH ILTFXOBE HIIH TEPAaTOTEHHA
AKTHBHOCT NPH MHIIKH, TUTEXOBE K 3IITH.

6. PAPMAIIEBTHYHHA JAHHHA

6.1 CnnebK HA NOMOIIAHTE BelllecTha

Hunatpues gocdar nogekaxuapar
Harpuer auxuaporendocdar auxnmpar
Hatpuer xnopua

BexzankoHuer XnopHj

Harpuer xuapoxcua




KoHueAaTpHpaHa XJIOpOBOAOPOIHA KHCETHHA
Boaa 3a mipkexnmu

6.2 HecnBMecTHMOCTH
ITpoyusaHts in vifro ca NOKA3A/IH, 4e HACTBHITRA NPSLHITHTALIMS, KOTATO CHIBDYKAIIA THOMEPCAT KaITKH 33

OYH CE CMECAT C JIATAHONPOCT. AKO TAKHBA JICKAPCTBA & H3MIONZBAT 3a¢/IHO ¢ JIaTaMeN, KarmkuTe 3a 0UH
TpAOBa /ia ce MPHJIAraT ¢ HHTEPBaJl OT Hal-MANTKO 5 MHHYTH.

63  Cpok ma roanocr

IIpenn oTBapsne: 2 rogHHHA.
Jla ce U3Mmo3Ba B paMKHTE Ha 4 CeIMHIM CJIe]] TEPBOTO OTBapsAHE HA ONAKOBKATA.

6.4 Cnenpaann ycaoBHY 338 ChXpaHeHHe

Ilpenn nbpeo oTeapsane: Ma ce cpxpanssa B xnamiHuk (2°C - 8°C).

Cren nspBo oTBapane: [[a ce cpxpangsa nog 25°C.

ByTunkarta fa ce chXpandBa BbB BLHITHATA KAPTOHEHA KYTHA, 34 ja CE NPE/Ia3H OT CBETAHHA.
6.5 BaaH chABpAEKAHHE HA ONAKOBKATA

Besxa OytHiKa chabpaka 2,5 ml xanku 3a oMM, pa3TBOp.
Jlatame]| € npo3payHa, 6e3lBETHA TEIHOCT.

Hamupa ce B 6sna Henpospauna LDPE Gytunxa ot 5 ml ¢ 6sn LDPE kankomep, nokpuTa ¢ 641a
HDPE xanatika ¢ BHHT ¢bC 3aLIMTEH NPECTEH. ByTiiikaTa € nocTaBeHa B KAPTOHEHA ONIAKOEKA.

6.6. Cnenuajand DpeINa3HH MepKH NPH WIXBLp/ARME H pabora

Heu3nospaHuAT nexapcTBEH NPOIYKT UM OTHANLUHNWTE MATCPHall OT Hero Tpabea na ce
H3XBBPIAT B CHOTBETCTBHE C MECTHHTE H3HCKBAHMA.

7. NPUTEXATEJ HA PASPEINEHHETO 3A YIIOTPEBA

Bopna Memucuue Erpona EOQJ]
6yn. CameoHoBcko moce 130, er. 3
1700 Codua

brarapas




8. HOMEP HA PASPEINIEHHAETO 3A YIIOTPEBA
Per. Ne

9. JAATA HA ITBPBO PAZPEINIABAHE/TIOTHOBABAHE HA PASPEUNIEHHETO
3A YIIOTPEBA

Jlata Ha epBO pazperiaBaHe:
10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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