KPATKA XAPAKTEPUCTUKA HA IIPOAYKTA

1. UME HA JIEKAPCTBEHHS ITPOAYKT
Jlatamen SO mukporpama/ml + 5 mg/ml kanku 3a 04u, pasTBOp
Latamed 50 micrograms/ml + 5 mg/ml eye drops, solution

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Beekn ml chabpxka S0 Mukporpama nataHonpoct (latanoprost) .y 6,83 mg TUMOJI0/IQB Majear (fimolol
maleate), chOTBETCTBAlL Ha 5 mg/ml THMoon (fimolol). VisiinairtMTENHA ATERUNA N0 SIEKAPCTBATA

[ ToMOILIHO BELIECTBO C U3BECTHO JIeHCTBHE: Kparmxa xapakimepucmuka Ha npogyxrma - [Tpusoxenue 1

Benzankonunen xjuopua 0,20 mg/ml ,
e . <om Poz. Ne .. . RLRLCOCGS ..o

34 [1BJIHUS CIIMCHK Ha IIOMOILIHUTE BELLECTBA BHXKTE TO4Ka 6.]
PaspelweHue Ne

3.  JIEKAPCTBEHA ®OPMA samame- . KECCS (306 00

Kanku 3a oum, pa3TBop. )
Pa3TBOpHT € npo3pauna, Ge3uBerHa Teynoct. He 6u tpsOsan UL T LU UL

wote ol —

4. KJIMHUYHU JAHHHA

4.1 TepaneBTHYHH NOKA3aAHUSA
Jlarame1 € rnokasaH Mpu Bb3pacTHH (BKJIIOUYUTEJIHO NALIMEHTH B CTap4eCKa BB3pacT) 3a HaMaJieHue Ha

BbTpeouHoTo Hansrane (BOH) npu nauueHTH ¢ OTKPHTOBIbJIHA IIayKOMa U NIOBHIICHO O1HO HABATANC,
[pi KOMTO HMA HEJIOCTAThYEH OTTOBOP KbM JIOKAJIHO MPHJIOKCHH 6era-0JIOKepH HJIH MpOCTarjan/InHOBH

dHaJIO3H.

4.2. Jlo3npoBKa H HAYHH HA NPHJIOKECHHE

03UpPOBKa
Bu3spacmuu (6K10¥UMeENHO NPU NAYUEHMU 6 CIMAP1ecKa 6b3pacm)
[IpenopbynTe/IHATA TEpalHs € e/iHa Kallka 3a 04H B 3aCCrHaTOTO OKO (04M) BEAHBK AHEBHO. AKO €Ha

J103a ObJie NPONYCHATA, JiedeHHeTo TPAOBA J1a MPOJILIDKH CbC ClIE/IBallaTa /103a, KaKTO € IJIaHMPato.
M3BecTHO €, Ye NPH NpuJiaraie Ha JaTaHoIpOCT oBeYe OT BEAHBK AHEBHO, eeKThT Ha HamaJlsiBalie Ha

BOH orcnabsa. Jlo3ara He OnBa Ja peByiIaBa ¢iHa Karka B 3aCeruatoTro OKO (O4YM) AHEBHO.

[leduampuuna nonyaayus
be3onacHocTra M epukacHocTTa Ha JlaraMme/l mpH Jield i FOHOIIIH HE Ca yCTaHOBCHH.

HayuH Ha PHIIOKEHHUE

KoHTaKTHHTE Jiell TpsiOBa J1a ce CBAJIAT NPEIH NPHJIaraHe Ha KarkuTe 3a O4d M MOXKC J1a CC NOCTABAT OTHOBO CJIC

|5 munyTH (BK. Touka 4.4).
AKO Ce H3110J138a MIOBEYE OT €/1HO JIOKAIHO JIEKapCTBO 3a O4H, JIeKapcTBaTa TpsOBa J1a ce Npu/iarar npe3 HHTepBaJl

OT MOHE MeT MUHYTH.

Hauuy Ha npujoKeHue

OTHOBO cJiejl 15 MuHYTH (BK. TOUKa 4.4).




Koraro ce [pujiara HaTHCK BbpPXY Ha3z0JIJaKpUMaJHUA KaHall UJIK C€ 3aTBOPAT KJICNIA4YHUTEC 34 JABE€ MHHYTH,

cicTeMHaTa abcopbums ce nonmkasa. Tosa Moxke Ja 0Be/i€ 10 HAMAJIABAHE Ha CUCTEMHHUTE HEXeJlaHH
peakiiy 1 3aCH/IBaHE Ha JIOKa/IHaTa aKTHBHOCT.

Jlatrame/ ce HakarBa BbB BCSIKO OKO IO CJICIHUSA HAYHH!

|. U3muiiTe pblieTe CH U ce HacTaHeTe YA00HO.

27 Pa3BuiiTe BbHILHATA Kanauka, 3a Jia s IpeMaxHere (Moxe J1a ce H3XBBPJIH).

3. Pa3BuiiTe BbTpElIHATA Npejina3Ha Kanauka. 3anasere 4.

4. JlpbrHeTe JOJHAS CH KJernad Hajody, 3a ia ce 00pa3yBa MaJlbk LJDKOO® Mex1y Kiiernada u okoto Bu. B

TOBA 110JI€ C€ HaKallBa KallKaTa.

5. [Ipubmikere BbpXa Ha (akoHa 61430 JIO OKOTO CH, HO HE I'0 JIOKOCBANTE /10 OKOTO.
6. Jleko cTicHeTe dakoHa ¥ HakaneTe caMo ejHa kanka Jlaramen. Ocsoboyere kienava.

7. Cnen ynotpeba Ha Jlatamesl, HATHCHETE C IIPBCT BI'bJIA HA OKOTO CH 10 HOCA HIIH 3aTBOPETE KJICHIAYHTE
CH 3a 2 MUHYTH, KAKTO € 1M0Ka3aHo 1o-40J1y. ToBa 1e npe0TBapTH NonalaHeTo Ha THMOJION H

JIATAHOIPOCT MO JPYrH YacTH Ha TAIOTO Bu.

|

8. Ako nekapsar Bu e Kasan jia npusarare JICKapcTBOTO M B JIBETE O4H, MOBTOPETE Cb ggﬁ%ﬁﬂﬁu}f‘&,

JIPYrOTO OKO.



9. 3atBopete no6pe ¢nakoHa ¢ BLTPELIHATA IPEANasta Xanaika Cie/ ynorpeba.

AKO Kankata He TornajgHe B OKOTO, OIIUTaRTE OTHOBO.

4.3 IIpoTHBONMOKA3AHMS

JlaTaMes1 € IPOTHBONOKA3EH NPH MALHUEHTH C:
. CBpPbX4YBCTBUTENHOCT KbM AKTHBHHTE BEILCCTBA MK HAKOE OT NOMOLLHHTE BELICCTRA, u3bpoeHH

B TO4KA 6.1.
» PeaicTHBHH 3300/ BaHUS HA ANXATENHHTE MbTHILA, BKITOUYUTE/IHO GpoHXHaNHA acTMa, aHaMHE3a

1a GpOHXHANHA aCTMA HIIH TeXKa XPOHH4YHA 0DCTPYKTHBHA 6enonpobHa bonecT.
. Cunycosa GpafiKapaus, CHRAPOM Ha OOJIHHA CHHYCOB BB3EI, CHHO-aTpHAJICH Onok,
aTPHOBEHTPHKYJ/apeH GOK BTOpa M TPETa CTENeH, KOHTO He Ce KOHTPOJIHpa G nmelicMEHKLD, U3ABEHA

ChpAcYHa HEAOCCTATLYHOCLT, KapAHOI€HECH LLIOK.

4.4 CreunaJHH NpegynpexicHus 1 npefnasHd MEPKH NPy ynotpeba

CucTeMHH eDeKTH

[TogoGHO Ha APYTH IOKaJHO NPHJIaraly O4YHH JIEKapCTBa, Jlatamen ce pesopbupa cucTeMHo. [lopany
GeTa-agpeHepruHus KOMIIOHEHT THMOJIOJ, MOX€ A3 C€ NPOSBAT CHILMTE CbPACHHO-CBAOBH, 6enoapobHH
H ApYTH HEeXeNaHH peakLHH, KaTo Te3H, HabloaBaHy pH CHCTEMHO IIPHIIOKCHH GeTa-6Jio0KepH.
YecToTaTa Ha cucTemMuute HJIP cnex npunoxeHue B OKOTO € NTO-HHCKa B CPaBHEHHUE € Ta3H CICA
CHCTEMHO TIPHJIOXKEHHKE. 3a ITOHH)KaBaHE HA CHCTCMHATA abcopOiisa BxkTe ToUKa 4.2.

ChplieyHH HApYIIEHNS

[Tp# NaUMEeHTH ChC ChPAEHHO-ChA0BH 3a00nsBaHNA (HAMp. KOPOHApHA fonect Ha CHPLETO, aHrHia Ha
Prinzmetal u CbpAeYHa HEAOCTATBYHOCT) H XHIIOTOHHS JICUEHHETO ¢ beTa-0JIoKepH Tpsabpa na 6bae

HeNpeMEHHO OLICHEHO, a JICYEHHETO C APYTH aKTHBHH BELIECTBA rpstOBa Aa ce npepasraena. [lauenty
ChC ChPAEUHO-CHAOBH 3a60naBaHus TpAOBEA Ja C/IEJAT 32 PH3HALM Ha BIOIIABAHE HA TC3H 3a6oNIABaHU H

HA HEXeJlaHH peaKLHHy.

[Mopamyu HEraTMBHUAT UM €exT BbpXy BpeMeTo Ha NPOBEXKAAHE Ha HMITY/ICa, GeTta-6m0kepure TpsibOBa aa
ce npuaraT NpH MaLHEeHTH CbC ChpAEYeH OJIOK MbpBa CTENEH CaMO € TOBHILCHO BHUMAHMUC.

Cnej nmpunaraHe Ha THMONOJ ca Cbo61IaBaHH PeakLHu OT CTPaHa Ha ChpLETO H, PAAKO, CMBPT NOpaiH
ChpAedHa HEAOCTaTbYHOCT.

CbH0BM liapyUuleHHnd

[MalHenTH ¢ TEXKH UHMPKYJIATOPHH HapyLueHHs (Hanp. TeXKH Gopmy Ha 6onect Ha Raynaud uiu
cunapom Ha Raynaud) Tpa6Ba aa 6bAar NekyBaHH ¢ MOBHIICHO BHUMAHHE.

JluxaTeqHy HapyLICHNS

HMa cLoBLIeHHs 33 AMXATEHH PeakiHy CNel NpuiaraHe Ha Hakoy 6eTa-Gnokepy ¢ ynorpeba B
o(hTanMONOTHATA, BIIIOYHTENHO AbJDKAILA Ce HAa DPOHXOCIA3bM CMBPT NPH NALUEHTH C aCTMa, Jlatamen
TpabBa a ce NpuJiara BHHMATEJIHO NPH NALUEHTH € neka/yMepeHa XpoHUUHa OOCTPYKTHB
Gonect (XOBB) 1 caM0 ako ROTEHIMAIKATA 110,132 HA/IBUILIABA BL3IMOXHHA PHCK.




XunornukeMus/anaber

Bera-6n0kepuTe TPAGBa Aa ce MPHAAraT BHUMATEHO [IPH MaLHEHTH ChC CrIOHTaHHA XHIIOTJINKEMUS HITH
[IpH NaLMeHTH C HeYCTOMUMB 3axapeH auaber, ThH Kato Geta-610KepHTE MOraT 1a MacKHpaT NPH3HALIMUTE

U CUMIITOMHTE HA OCTPa XHUIIOTJTHKCMHA.

Bera-610KepHTE MOTAT ChILO A MACKHPAT MPH3HALMTE Ha XHUIICPTHPCOHTUIBM,

3abonsBaHKA HA POrOBULIATA

Bera-60KepUTe 32 MPHAOKEHHE B OKOTO MOrat Jia NpeAN3BHKAT CYyXOTa B OUHTC. [latueHTH CBC
3a60ABaHMA Ha porosuLaTa Tpa6Ba Aa Obaar NekyBaHH BHHMATCIHO.

Hpyru 6eta-010Kepr

EdekThT BbPXY BbTPEOUHOTO HANIATAHE WM H3BECTHHTC edeKTH Ha cucreMHa Dera-0nokaza Moxe aa ce
HOTEHIMPAT, KOraTo THMOJIOJ Ce MPHJIAra Mpy NalHEHTH, KOUTO BEHE NIPHEMAT CHCTCMEH beta-bnoKep.
EdekTbT 1pH TE3U naunenTu TpabBa cTporo Jia ce Ha6noaasa. YnorpefaTa Ha iBa OKanHH OeTa-

6N10Kepa He ce MpenopbyBa (BHKTE TOYKa 4.5).

AHabuAaKTHYHH PEAKLIHM

[To BpeMe Ha feueHue ¢ GeTa-6nokepi NAUHEHTH C aHAMHE32 38 aTOM4HA AJICPrHs MM aHAMHE34 34

TexKa aHabUIAKTHYHA PEakUisl KbM Pa3H4HK allepreHH MOXe 113 MMAT NMO-M3paseHH peaKLiii Mph
[OBTOPHO M3NaraHe Ha Te3i alepreHy U ia ca HCHYBCTBHTE/IHI KbM O0OHKHOBEHHTE A03H aJpEHAIIHH,

M3MOJI3BAHH 3a JIeUeHHE Ha aHA(HIAKTHYHH peakLHH.

OrnensaHe Ha XOpHOUIEATA

MMa choBLIeHHs 3a OTRENBAHE Ha XOPHOKAEATa PH NIPUJIaraHe Ha JeueHue, IOTHCKALO IPOAYKInATA Ha
BLTPEOYHA TEYHOCT (HAMp. THMOJO, aUeTa30M1aMHA), CIEA PUNTPALMOHHH NIPOLIEAY PH.

XUpYpruvHa aHecTe3us

Ot TanMoNOrMUHHTE NPOAYKTH, ChABPKALIK HeTa-0110kep MOXE Aa GnoKHpaT cucTeMHHTE Oera-
afipeHeprudHy ePEeKTH HAMP, TE3H HA AAPEHANMH. AHECTE3HOJIOTBT TpsadBa Aa 6bae HHOOPMHUPAH, KOraTo

NalUeHThT IPpAEMa THMOJIOJ.

CuIbpTCTBRALIA TEPAMHSA

THMONON MOXKE /1 B3aUMOJeicTBa C ApYTH leKapcTBa (BxK. TOUKa 4.5).

'Y NPOCTArIaHAWMHOBH aHAaNO03H

He ce npenopb4Ba eXHOBPEMEHHOTO H3MO0JI3BaHE Ha J(Ba HIIH NOBEHE NpOCTarnat/iHHH,
[poCTariaHANHOBH aHA/O3K MM NPOCTAr/IaHAIMHOBH ITPOH3BOAHH (Bx. Touka 4.3).

ITpoMeHM B MUIMEHTAllMATA HA HpUCA

JIaTaHOMPOCT MOXKE ITOCTENEHHO Ja MPOMEHH LiBeTa Ha OUMTE, KATO TOBHILABA KOJIHUCCTR
nurmeHT B upHca. [1o06HO Ha YCTAaHOBEHOTO MPH KAIIKH 38 OYH JaTaHoNpocT, NpH 16-
nauMeHTH, NeKyBaHH ¢ JlaTamen, e HaGoJlasaHa yBeM4€Ha IHIMEHTALUA HA HpUCa B
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roguta (ocHoBagalo ce Ha potorpadun). Tou edekr e 61 Habnoaan NPeAUMHO NPH NALKEHTH ChC
CMECeHO OLBETEHH HPHCH, T.€. 3e/IeHO-Ka(sBH, MCBATO-KAABH MM CHHbO/CHBO-KA(ABH H C€ ABJUKH Ha
MOBHIIIEHOTO ChABPKAHHE HA MEJIAHHH B MEJIAHOLIMTHTE Ha CTpOMaTa Ha UpHCa. O6GukHOBeHO Kadsaparta

MUIMEHTALIMSA OKOJIO 3€HHLATa Ce pa3iipoCTPaHsABa KOHLUECHTPHIHO KbM nepupepusTa Ha 3aCErHATATE OUH,
HO LIG/IHAT MPHUC I YACTH OT HETO MOXKE 1 CTaHAT No-KasBH. [To BpeMe Ha JBE TORUMHH Tepanus B
KJIHHUYHH [POYYBAHHA C JIATAHOMPOCT, TakaBa NPOMSHa € Oua HaOnojaBaHa PAAKO NIPH MALUEHTH C

XOMOI'GHHO CMHH, CHBH, 3eJIeHH HJIH KaQsBH OYM.

[poMsHaTa B LLBETa Ha HPHKCa CE NposBABa 6aBHO U MOXE 12 6B1e nesabesexxuMa B TEYEHHE Ha HAKOJIKO
Mecella MJIH FOJIMHM M He € O1ia CBhp3aHa ¢ HAKAKbB CHMIITOM /M NMaTONOrHYHU MPOMEHH.

Criea npekpaTsBaHe Ha JIEYEHHETO HE € HaOMO/1aBaHO O-HATATHIIHO YBE/IMHCHUC Ha KadaBHs NUCMEHT
Ha MpHCa, HO HACTBIMNIATA [IPOMSHA B LIBETa MOXe Jia Ob/le NOCTOSHHA.

HeBycHTe HJIH TOMHIIMTE BbPXY HpHCa He ca OW/IHM NOBNHSAHH OT JIEHCHHETO.

He e 6uno HabmoaaBaHo KyMyJ/IApaHe Ha MHIMEHT B TpaGeKyapHaTa MpeXa UK ApYrale B npeHaTa
kamepa, HO NaLMeHTHTe TpAOBa Ja ce H3CneABaT PCAOBHO H B 3aBHCHMOCT OT KITHHHYHOTO CBCTOSHHE
leYeHHEeTO MOXe Ja Gbe NPeKpaTeHo, ako HACTLNH yBENHYaBaHe Ha TUrMEHTAIMATA HA HPHCA.

[Tpeay 3anoyBaHe Ha JIEUEHUETO, MAUHCHTHTE Tpabea Aa 6bAaT HHGOPMHPAHK 32 BB3IMOXCHOCTTA 33
[IpOMSHA B LIBETa Ha ouHTe. EAHOCTPAHHOTO JIEYCHHE MOXKC Ja A0BEAE 10 TpalHa XETepOXpOMHUH.

[TpoMeHH B Kienaya ¥ MHIIINTE

BbB Bpb3Ka ¢ ynorpefara Ha IATaHONPOCT ¢e CboOLIaBa 3a MOTHMHSABAHE Ha KOXATa Ha kicnatda, KocTo
MOXe 1a € 0OpaTHMO.

JIaTaHONPOCT MOXeE MOCTENEHHO Aa MPEAAN3BAKA IPOMEHH B MHITIMTE M OKOJIOOHMHHA MbX Ha JIEKyBaHOTO
oko. Tessl APOMEHH BKJIIOYBAT MOBHILIEHA JAbJIKHHA, A€OCIIHA, NUTMEHTAlUs H Opolt Ha MMIIIMTE HJIH
bHHUTE KOCBMYETa, KAKTO ¥ H3PACTBAHE 11a MHTIIMTE B HCTIPABHIIHA NIOCOKA. [TpoMeHHTE B MHIVIUTE €2

oOpaTUMH crniell CTHPaHe Ha JICYCHHETO.

['naykoma

HsiMa JOKYMEHTHPaH ONUT C JIATAHONPOCT NPH Bb3NANHTENIHA, HEOBAaCKy/1apHa HiIH XpOHUHHA
3aKPUTOBIBJIHA FIAYKOMa, IIPH OTKPHTOBIbIHA [V1aYKOMA MPH NALUEHTH C ncesaogakus 4 Npy
NUIrMeHTHa FaaykoMa. JIaTaHonmpoCT HMa cbhBceM cnal MM HUKaKbB eeKT BLpXY 3¢HHLaTa, HO HAMA
JIOKYMEHTHPAH OMHT MIPH OCTPH ATAKH OT 3aKPHTOBIBJIHA IJIAyKOMA. [Topaau TOBa, NPH TE3H CHCTOSHHAA

ce nperopbusa JlaraMen Aa ce Npu/ara BAMMATENHO A0 HATPYNBAHETO Ha TIOBEHE OTIHT.

XeprnerydyeH KepaTuT

JlatanonpocT TpA6Ba Ja CE U3M0/13Ba C NOBULIEHO BHUMaHHE NIPH NMALMEHTH C AHaMHE3a 33 XepleTHYEN
KepaTHT H Tps6Ba Aa ce H36srsa B CAy4as Ha aKTHBEH XEpNeC CHMIIIEKC KEpATHT H PH HALKCHTH C
aHAMHE3a 33 PELHAMBHpALL XePIIeTHYEH KEPATHT, OCOOEHO CBBP3aH ¢ ynotrpeHara Ha IPOCTArJaHAHHOBH

aHaMO03H.

MakyJieH eneMm
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pasKsCaHa 3ajiHa KANCyNa Ha JIelaTa il NpH MauHeHTH ¢ HIBECTEH PUCK OT MakyneH eaeM. [Ipu TaknBsa

nauuenTtd Jlatamen 1TpsabBa Aa c¢ H3MON3Ba BHHMATEIHO.

KoHcepBaHT

JlaTamen ChAbPKa OEH3aTKOHHEB XJIOPHA, KOATO OGHKHOBEHO CE H3M10/135a KATO KOHCCPBANT B

odbranmonoruusute npoaykty. Mima ceoduienis, te OeH3aNKONUEBHUAT XJIOpHJ IPAYNHABA
TOYKOBM/IHA KEPATONAaTHs H/UAN TOKCHYHA YNILEP2TIHBHA KEPATONIATHA, MOKE 1a IPHHIHHH OYHO JIpa3HeHe.

[TpH yecTa WK NPOABIKHTENNA ynoTpeba Ha Jlatamen ce W3KucKBa BHUMATENHO NPOC/IEAABANC Ha
NALMEHTHTE CbC CYXOTa B OUMTE MM NPH 3a00n%BaHNS, IDH KOUTO POTOBHIIATA € HAapYILICHA.

KoHTakTHH J€lH

KoHTAKTHUTE JELIH MOTaT Aa abcopbupaT 6eH3aiKOHUEBHA XIOPUJ, 33 KOHTO € U3BECTHO, HE
oGe3nBeTaBa KOHTAKTHUTE nely. KoHTakTHuTe Nelin TpsdBa Aa ce CBaNAT Npe/iv pKarate Ha JlaTamedq,

HO MOTaT a Ce TIOCTABAT OTHOBO cJel 15 MuHyTH (BX. TouKa 4.2).
4.5 BiaumojelicTBHE C APYrH JeKapCTBEHH MPOAYKTH H APYTH ¢opMH Ha B3IaHMOAEHCTBHE
He ca npoBexJaHH MPOY4BaHNs 33 CTICUMPHUHH JICKAPCTBEHH p3aumojeiicTud ¢ JlaTramen.

Mma crobiuieHns 3a napajoxcaiiy NOBHIICHHS Ha BLTPEOYHOTO HaNsraHe BCJICACTBHE ERHOBPEMEHHOTO
O4HO MPHIOKEHNE Ha ABA TPOCTArNaHAHHOBH ananora. [lopaly TOBa, He CC PENopbiBa ynotpebara Ha
1BA HIIM I0BeYE MPOCTArIaHAuIa, TPOCTarTaHAHHOBH aHAJIO3M UM [1POCTATIAHIHHOBH MPOU3IBOARH.

ChIUECTBYBa Bh3MMKHOCT 3a AAUTHBHU €DEKTH, BOACIIM 10 XHIIOTOHHS W/unH u3paseHa Opajukapans,
KOTATO KarKH 3a 04K ¢ THMOJIOJ C& MPHIOKAT 3a€ARO C Nepopaniu OJ0KepH Ha KANLMEBHTE KaHally,
GeTta-6nokepH, aHTHAPUTMHYHU CPEACTBA (BKIIIOMHTENTHO AMHOJAPOH ), AUTHTAIHCOBH INIHKO3UAH,

napacUMMIaTHKOMHMCETHIIH, rBaAHETHUANLI.

[Tpy koMOMHKMpPAHO Ne4eHHe ¢ HHXHOUTOPH Ha CYP2D6 (Hanp. XHHHAMH, (IIyOKCETHH, HAPOKCETHH) U
THMOJION ce ChOBILABA 3a MOTEHLUPaHa cucTeMHa Gera-06nokaja (Hanp. nOHIKEHa Chp/ieHa HECTOTa,

nenpecus).

E¢ekTbT BbpXY BhTPEOUHOTO HANATGHC WK H3BCCTHHUTE edpexTH Ha cucTeMHara OeTa-0s1okana MOXKe Ja
ce ycuIAT, koraro Jlarames ce mpHiara 1ia nayHeHTH, KOHTO BeUe NpHEMAT AEpopaJicH 6era-Onokep, a

ynorpebara Ha ABa HJIM noBeye JoKaaHy 6¢ta-6/10kepU HE Ce NpenophLUBa.

[ToHsikora ce choOIIaBa 33 MUAPHA3a BCSACTBHE EHOBPEMEHHaTa yiiotpeba Ha beTa-010kepH 32
IPUNOXKEHKE B OKOTO H afipeHanH (enuHedpun).

X1uneproHHYHATa peakuys Npy BHE3anHo MpeKpaTaBaHe Ha IEYCHHUE ¢ KNIOHHAKH MOoXe Ja Obae
noTreHuupaHa ot Hera-61okepH.

Bera-6710KepUTe MOTAT 13 YBEIMUAT XHIIONIHKEMHUHHAA epeKT Ha AHTHIHAOCTHHTE areHTH. bera-
GNIOKEPHTE MOTAT Jia MACKHPAT HPH3HALNTE H CHMIITOMHUTE HAa XHITOTTHKCM U (Bx. TOuka 4.4).




46 Depmuiarer, OpeMEHNOCT K KhpMEIC

bpeMeHHOCT

Jamanonpocm
HsMa noctaThHHO faHHH 3a ynorpebara Ha NaTaHONpOCT IIPH OpeMeHHH xeHH. [IpoyHiBaHHUA NpH

KMBOTHH MOKA3BAT PENPOLYKTHBHA TOKCHYHOCT (BX. TOUKA 3.3). [MToTeHUHATHHAAT PUCK NPU XOpa HE €
H3BECTEH.

Tumonon
HsMa J0cTaThyHO JaHHH 3a ynotpebaTa Ha THMONOJ OT OpPEMEHHH xeHH. Tumonon e TpabBa na ce

MpHJiara 1o BpeMe Ha OpeMEeHHOCT, OCBEH aKo TOBa HE € 6e3ycaoBHO Heobxoanmo. 3a HaMansaBaHe Ha
cucreMHarta abcopbuus BUXTe TOUKa 4.2.

ENMAeMHEONOrHUHHTE POYyYBaHHA HE [TOKa3BaT HATHYKETO Ha Man(OpMaTHBHH edeKTH, HO TIpH
nepopanHo npuaoxkeHne Ha Hera-DnokepH nOKa3BaT PHCK 32 3abaBsHe Ha BLTPEYTPOOHHS pacTex. B
[OMBJIHEHHE PH HOBOPOAEHOTO MOXe Ja ce HalmoxaBaT NpH3HAUH H CHMIITOMH Ha GeTta-6rokana (Hanp.

GpaAHKapins, XHNOTOHHS, PECTIAPATOPEH AHCTPEC M XHMOMMTHKEMHS), aKO IPEAH POKAAHETO €2
npunarany 6eTa-610kepi. AKO TO3H NIEKapcTBeH NPOAYKT Ce NpuIiara npejiid pakaaHeTo, HOBOPOACHOTO

TpsabBa a € MOJ CTPOr KOHTPOJ Npe3 NBPBUTE AHH OT XKHBOTA MY .

CrenoparenHo Jlarames He Tps6Ba ia c¢ H3M0N3Ba N0 BpeMe 1a GpeMEHHOCT (BaK. TOUKa 5.3).

KnpMmene -
Bera-6510kepiTe C€ EKCKpETHpaT B KbpMara. Brnpexy TOBa, B TEPANeBTHUHNTE Z03H, B KOUTO THMOJION CE

K3ON13B2 B OYHUTE KaNKH, € MaJIKO BEpPOATHO B KbpMaTa Ja NpeMHHEe KOJHYECTBO, A0CTAaTHYHO Aa
NpeAN3BHKA KIMHUYHN CUMNITOMH Ha OeTa-0s0Kkana npH KbpMaveTo. 3a noHHXaBaHe Ha CHCTEMHATA

abcopOLus BUKTE TOYKa 4.2.

JlaTaHOMPOCT U HETOBHTE META0ONUTH MOraT Jia IPeMUHAT B kbpMarta. [lopany ToB2 JlaTamen He TpsaOBa
114 €& U3MOI3BA NPH XEHH, KOUTO KbpPMAT.

QEEHQEHET

He ca ycTaHoBeHH eheKTH KaKTO Ha JIATAHONPOCT, TAKa H Ha THMOJON BhPXY MK HITH XKCHCKHA (bepTHIHTET B
MpoyYBaHUA NPH KHBOTHH.

4.7 Edexrn Bbpxy cocofHocrTa 33 modupane H pabora ¢ MalITHHHM

JlaTamen MOBAMSBA B MaJIKa CTeneH crnocobHocTTa 3a wogupare ¥ paboTa ¢ MalIKMHA. [TonodHo Ha apyra
OYHH MPOLYKTH, IPHUJIAraHeTO Ha KAlKKTE 32 O4H MOXe Ja NPEeAH3BHKA MPCXOAHO 3aMBIVIABAHE Ha
3peHneTo. J[oKaTo He H34e3He, MAlKEeHTHTE He TpAOBa fa mwopupat unu paboTAT ¢ MALIMHM.

4.8 Hexenanu JieKapCTBEHH PeaKiiHi
[To-ro/iTMaTa 9acT OT HeXeNaHnTe JIEKApCTBEHH PeakiUMH Ha JJaTaHONpPOCT €A OYHU. B JaHHHUTE OT

paswnpeHara ¢asza Ha OCHOBHHTE Npoy4Batiug ¢ Jlatamen, npH 16-20% oT naiHeHTHTE € HabntoaBaHa
yBenHUeHa MMCMEHTALMs Ha MpHCa, KOATO MOje Aa Obae NOCTOsHIA. B 0TBOPEHO 5-roJHMUIHO IIpOYyYBaHE
3a 6e30NaCHOCT ¢ JIATAHOMNPOCT, ITpH 33% OT nauueHTHTe € HabnioaapaHa yBEAHYCHa TMTMEHTaLMs Ha

npHiarade Ha 103a. 3a THMOJOJ1, Hail-CepHO3HNTE HEXCIaHH PEAKLHH 1O €CTECTBO Ca CHC
BKJIFOMBALLM GPAAMKApAS, APUTMHS, 3aCTOIHA ChP/IE4HA HEAOCTATEYHOCT, OPOHXOCH

PCakKLiHH,



KakTo OCTAaHAIMTE NPOAYKTH 32 IIPHI0KCHHE B OKOTO, THMOJIOJ CC abcopOupa B CHCTEMHOTO

kppBoOOpallieHie. ToBa MOXe a NPHYHHH HEXKENIAaHH PCAKIIHH, nonoOHK Ha Te3H IIPH cUcTeMHMTE HeTa-
610kepu. Yecrorata Ha cucremuute HJIP ciiell mpHaoxeHHe B OKOTO € MO-HHCKA B CPaBHCHMUC ¢ Ta3u Ipu
CUCTEMHO TpHIoKeHHe, H30poeHATe HeXENAHH PeaKinH BKIIIOUBAT pCakiiHi, XApaKTEPHA 34 Knaca era-

6nokepH, ynorpebgBatu 8 ohTaIMONOTUATA,

MHoro yectu: (21/10), wectn (=1/100 no <1/10), neyectn (=1/1 000 no <1/100) n peakn (=1/10 000 po
<1/1 000), ¢ Heu3BeCTHA 4eCTOTA (OT HANHYHMTE AAHHH Ji€ MOXE A4 6bae HanpaBeHa OLICHKA).

_TaGauua 1.: Hexxenanu peakuuy, Hab1ioaaBaHN B HINHTBAHMIATI HA JlaTame]

Cucremo-OpraneH Muoro 4ecTH Yecrn HeuecTH
KJIac <>1/10) (>1/100 zo <1/10) (>1/1 000x0<1/100)
HapyuieHus Ha 'naBobonue
HEpBRHATA CHCTEMA
. 1 . L _— ARY e — - — — —
Hapy1ieHus Ha O4HTE XureprnurmeHralus Ha Bonxa B OKOTO, HapyuieHus Ha
HpHUca JIpa3HeHe Ha OKO10 pPOroBH1ATA,
(BKJL CMBJIELIE, KOHKOHKTHBHT,
napetie, ChpoOeK, |6nedapnr,
YCELAHE 32 HYHJIO OUYH& XHUITEPEMHUA,
TANO B OKOTO) 3aMBITICHO 3peHie,
MOBMILIEHO
CBHII30OTACNAHE
HapyiueHus Ha koXkara KoxeH obpus,
M NOJKOMHATA ThKAH cppbex

TTOITLIHHTENHA HEXEAHH PeaKLUH, crieLdyuiY 3a YnoTpebaTa Ha OTAC/HHTE KOMITOHEHTH Ha Jlatamer,
KOMTO €a CLOOLLIEHH WM B IJIMHWIHH [POYYBaHHs, WIH CIIOHTAHHH CbOOILEHNS, 1UH B HATHYHATA

aurepaTypa.

3a JIATAHOMPOCT TE ¢a M3DPOCHH B creABalaTa Tabauua.

TaGunua 2.: Hexenann nexapcrseid peakimu: JIaTanonpocr

CucreMo-OpraHeH KIac Hexenauu peakKluu
Undekuun n nadpecraumu XeplueTuycH KepaTuT
HapyiueHus Ha HepBHATa CHCTCMA 3amaiisaiie

| TTpomMeHH B MHTJIHTE 1 OKOJIOOUHHA MbX

(yBenuyeHH JbkHHA, AcOeNnHa, MUTMEHTALHA H
Opodt Ha MUIIHTE), TOUKOBHACH KEpaTHT,
nepHopOUTANIEH €/1eM, HPHT, YBEHT, Maxy,y—ﬁ”,_" o

. ﬂ‘u“" )"J:,_ F‘*.“j'j
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pa3Kbcalia 3ajiHa Karncyia Ha JIellaTa »iu npy
naLtKeilTy ¢ H3BECTHH PUCKOBY (PakTOpH 3a
MaKyJieH eleM), CyX0 OKO, KepaTHT, pOroBHHEH
e/IeM, epo3HA Ha poroBHilaTa, TPHXHa3a, KMCTa Ha
Hprca, porodobus; nepHopOUTAIHH TPOMEHH 1
POMEHH B KJienaya, BoAEIIH A0 3aabidoyapane
Ha Kjienayyara Opazja; eaeM Ha Kienaya,
NOKaNKU3MpaHa KOXKHA peakLys Mo KJICNavnuTe,
ncesaonemduron/ 11a O4HATa KOHIOHKTHBAY,
IOThbMHSABAHE Ha KOXKATa Ha KJIeNavuuTe

Crenokap/us, HecTabHIIHAa CTEHOKapAHS,
najnnTalsy

PecniupaTopHH, TPBAHH H MEJIHACTHHAIHH AcCTM3, BIOLIaBaHE Ha acTMa, 3ayX

HApYLICHHS
Hapyl1lieHus Ha MYCKY/IHO-CKeNeTHaTa CHCTEMa ! Muanrus, apTpanrus

ChCAMHHTEIHATA THKaH
O61y HapYIIEHUs U eeKTH Ha MACTOTO Ha Bonka B repANTE

NPUITOXKEHHE
*[ToTeHLHANHO € Bb3MOXKHO Na GbJe CBbP3aH C KOHCEPBAHTA OEH3aNKHHEB XJIOPUN

3a THMOJIOJI T ¢a M3OPOEHH B cliefiBallara TabJiuua.
Tabanna 3.: Hexkelanu JIeKApCTBCHH PeAKIHHA: THMON00B MajeaT (0O4HO NpUJIoKeHHe)

CucreMo-opraseH Kiac HexenaHH peaklHH

CobpaeuHy HapyUICHHS

HapyiieHus Ha UMyHHATa cHUCTEMa CHCTEMHH anepru4H{ peaKiHy, BKIOYHTEIIHO
aHa(HIAKTUYHA peaKis, aHTHOCAEM,

YPTHKAPIA, JIOKanH3upaH U reHepaansupan
oOpHB, CHpOEK

Hapyiuenyst Ha MeTaboM3Ma U XpaHEHETO XHITOTTUKEMHUS
[TcHXHYHY HaPYIIEHHS Jary6a Ha namer, 6€3CHLHHE, IeNPECUS, KOWIMAPH
HapyiueHus Ha HEpBHATa CUCTEMA Mo3b4HO-ChAOB HHLHJEHT, nepedpanna

HUCXEMHUS, 3aMasHOCT, 3aCUABaHE Ha NNPH3HALIUTE
H CUMOTOMUTE HA MHACTEHHs I'paBHC,
napecresus, 11asoboanue, CHHKON

HapyuieHus Ha O4YHTe o Otnengatie Ha XOPHOKAEATA cliel

| AHTHINIAyKOMHa onepauus (Brxre Touka 4.4),
epO3Hs Ha POroBiLATa, KEPATHT, AUIIIONHA,
HaMajleHa YYBCTBHTEIHOCT Ha pOroBuLata,
NPU3HALH Y CHMIITOMH Ha OYHO Apa3HeHe (Harnp.
napeHe, CMbAcHE, cpbex, bonka 1
3auepBABaHE), CYXOTA B OYHTE, M1T034, OnepapHT,
3aMbITICHO 3PEHHE

HapylucHus Ha YXOTO H JabHpHHTA [1lyM B YIIHTE
Cobpaedss HapyllleHHs CupJiedels apecT, Cbpie4yHa HeQOCTaTbHHOCT,

aTpHO-BEHTpUKYAapeH 610K, 3aCTOHHA ChpacyHa
HeJoCTAThLYHOCT, 60JKa B IbpANTE, APUTMHS,
OpaziskapaHs, OTOK, NANNUTALHH

CbI0BH HapylHIeHHS CtyaeHH pble U Kpaka, XHIIOTOHHS,
Raynaud |

PecrinpaTOpHH, NPBAHY H MeIHACTHHAIHH AcCTMma, BJIOLIABAHE HA ACTMa,




HapylleHHS

CTOMALIHO-YPEBHH HapylIEHNA KopemHa 6oJika, noBpbllaHe, AMapus, CyXoTa B
yCTAaTa, AUCTEY3usl, AHCTIENCHs, TaleHe

Hapy1ieHust Ha MycKyJSTHO-CKETICTHATa CHCTEMA | Muanrua

ChEJIMHUTEIHATA ThKaH

Hapy1icHis Ha BEINPOH3BOIMTENHATA CHCTEME I HapyuicHa cexcyanHa (hyHKURs, MOHHKEHO

repaara JIMOKI0

O61uu HapyuleHHS ¥ €PEeKTH Ha MICTOTO Ha ACTCHHS, YMOPACMOCT

NpUNOKEHHE

MHOTO pAAKO ca choBLIaBauy cly4au Ha Kaauuukalys na poropiiiaTa npi HAKOH MALUCHTH ChC
3HAUKMTENIHO YBPEACHH POTrOBHLH BbB BPb3KA ¢ YNOTpebaTa Ha KallKA 38 0UH, ChAbPIKALLIH docdaT.

CrofliaBaHe Ha OJO3MPAHIT HEXKENAHH PCAKIIMH
CbOOIIABAHETO HA MONO3MPAHH HEXEIIAHN PEeaKLIMK CIIE)( pa3pelnaBate 3a ynoTpeda Ha JISKapCTBeHHUA.

NPOAYKT € BaxkHo. TOBa NMO3BOJARA 1A IIPO/(bIKH HaGMIOJEHMETO Ha CHOTHOILEHHETO MON33a/pHCK 33
nexapcTBeHus npoaykT. OT MEAULIMHCKHTE CIICHHAIHCTH CC H3HCKBA Aa chrobiaBar BCAxa 110403HpaHa
HeXKeNnaHa peakiua ypes UanbauUTeNHa areHUHs N0 IEKapCTBaTa y.i. JJamsu I'pyes* Ne 8, 1303 Codus,

Ten.: +359 2 8903417, yebeaiit: www.bda.bg

4.9 Ilpeposnpane
JluriceaT AaHHM 3a npeno3unpane ¢ Jlaramell npu Xopa.

CuMnTOoMY
CHMITTOMMTE 11a CHCTEMHO TIPeJo3upalie ¢ THMOION ca: GpagnKapAHs, XUNOTOHHA, OPOHXHANCH CIa3LM

1 ClIHpaHe Ha ChPLETO.

OCBEH OYHO JIPA3HEHE W XHIepeMHs Ha KOHIOHKTHBATA, HC €A W3BECTHH APYTH OUHH HIIH CHCTEMHH
HeXEJIauH peakildu NpH npeao3upalle Ha NaTanonpoct.

JleueHue
JleuenueTo TpabBa xa ObAe CHMITOMAaTHYIO ¥ MOATbpxkanlo. TpsaOBa Aa ce NpocieAqBaT HHBAaTa Ha

cepyMHHTE elexTponuTH (ocobeHo na kanus) u pH Ha KpbnTa.

AKO ce 11orbJiHe clyqaiino, Moxe jia 6bae f1ojie3Ha ceasalnara HHpopmalna.
[Tpoy4BaHHATA NOKA3BAT, Y€ THMOJIOJ He C€ JHATH3NPA JICCHO, Heo6xoaHM € ¢TOMALLEH JIaBaxX.

JlaTaHonpocT ce MeTabonM3Kpa B 3HaUMTENHa CTCICH M0 BpeMe Ha ITbPBOTO NPEMHHABAHE NPE3 YEPHITA

npob. [Ipy 3apaBy JI06POBOILH, HHTPADEHO3UA HHGY3Us Ha 3 pe/kg He e npeqU3BHKaNa HHKAKBH
CHUMIITOMH, HO 11033 OT 5,5-10 pg/kg npeaussuksa ragene, kopemiia 001ka, 3aMaiBaHe, yMOPSEMOCT,

rOpeLlH BbAHH H u3noTaBae. 1o TexecT, Te3u ABAEHHA ¢a OIIN JICKH A0 YMEPEHH 1 ca NPEeMHHABAIH
6e3 leyeHue B paMKHTE Ha 4 uaca cjie/ pekpatspaHe Ha HHy3nsTa.

s. GAPMAKOJIOTMYHY CBOYCTBA

5.1 dapMakoHHAMUYHH CBOHCTBA
dapmaroTepanepTruna rpyna: Odranmonornynu 6eta-0nokepn - THMOI0I, KOMOHHAaLINK

ATC xou: SO1EDS] -

MexaHH3bM Ha JeHCTBHE

JlaTamel ce ChCTOH OT JBa KOMIOHEHTA: JIaTaHONIPOCT H THMO/10J108 ManeaT. Te3n Asa KoMl
HaMaABaT NOBHILEHOTO BhTPeodno HangraHe (BOH) no pazmiuey MCXalin3hLM Ha HNeHCTB
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KOMOUHUPAHUAT edeKT BOAK A0 AONBIHKHTENNO HOHHXKCHHC Ha BOH, B cpaBHEHHE ChC CAMOCTOATENHOTO

HM MPHUJIOKEHHE.
JIaTaHOMPOCT, AHAJOT Ha NpocTarNaHiH Faq € CENEKTHBEH arOHHCT Ha PeLCNITOPA HA POCTAHONA FP,

ko#to Hamansea BOH, karo yBelH4aBa OTTOKA Ha BbTPEOUHa TCYHOCT. OCHOBHHAT MEXaHHIBM Ha
JNeiCTBHE € YBETHIEHHST YBEOCKNEpaicH OTTOK, JIONBIHITCIHO UMa chLOOILeHHA 32 H3BECTHO
yBeNTHYCHHE Ha KaNalUTeTa 3a OTTOK (HaMaliBaHE Ha TpabeKyIapHaTa Pe3UCTCHTHOCT Ha OTTOKa) NpH
xopa. JIaTaHOIpOCT HAMA 3HA4HUM ¢(eKT BLpXY 00pasyBsaleTo Ha BbTPEOHa TCHHOCT, bapuepara KpbB-
BLTPEOYHA TEYHOCT WY BHLTPEOUHATA LIUPKYTAUHA HA KPbETA. XPpOHYYHO NPHJIOXKEHRE HA JIATAHOMPOCT
B OYHMTe Ha MaliMyHa, KOSTO € MPEThPNANA H3BLHKANCY/IHA eKCTPAKIHA Ha JIelllaTa HE € NOBIIHJIO
KPbHBOHOCHUTE CHJIOBE HAa PCTHHATA, KOETO € OO ONpeAencHo NoCpeACTEOM dayopecueHTHA
anruorpadus. [IpH KpaTKocpouHO JEUEHHUC JIATRHONPOCT HE € MPHUHIW H3MB HA ¢dbnyopecuvH B 3a]iHA

OYeH CErMEHT Ha OMMTE NPH MALMENTH C IICEBAODAKHA.

Tumonoin e 6eta-1 u H6era-2 (HecenekTuBen) 0JIoKHpalll AAPCHEPTHYIIHA DEUENITOP arcHT, KOKTO HSAMA
ChIIECTBEHA BHTPELIHE CHMNATHKOMIMETHHHA AKTHBHOCT, /IMPEKTHO NOTHCKALIO MHOKApAa neicTane

niu MeMGpaHocTabMAM3Mpalla aKTHBHOCT. THMONOI HamMaiBa BOH karo noxuxasa oOpa3yBaHeTO Ha
BBTPEOYHA TEUHOCT B LIUJIMADHHA eNyTel.

ToOUHHAT MEXaHH3BM Ha REHCTBHE He e ScIo YCTaHOBeH, HO ce npeanoara nuxubnpaHe Ha
npefH3BHKAHKUA OT eHjoreHna Oera-aapeHepryia CTHMY alus 3aCHJICH CHHTES Ha uskanien AMO, He
€ YCTAHOBEHO 3HaYMMO BJIHAHHC HA TUMOJ0/1 BLPXY NPONYCKIWBOCTIA Ha bapitepaTa KPbB-BbTPEOYHA
TEYHOCT 3a f1a3MeHy npotentn. T1pu 3aifuu, THMONON € 01 6e3 eheKT BhPXY PErHOHAIHHA OUCH

KPBBOTOK CNEJl XPOHHYHO TpETHpaHe,

(DapMakoHAMUYHH ePeKTH

Knunuuna ecpuxacrnocm u Gesonacnocn
B npoy4eaHus 3a yCTaHOBABaHe Ha [03aTa, Jlatame] ¢ APEAN3BHKAN 3HAYHMO NO-TONIEMH

MOHWXKEHHH B cpeatoTo Aenonomuo BOH, B cpaBHeHune ¢ naTaHONPOCT H THMOJON, NPHJIOKCHH
BeIHBXK AHEBHO KaTo MOHOTepanHd. B ase Ao6pe KOHTpOAHpPAHH, ABOHHO-MaCKUPaRH,

6-MeccUHH KIMHMYHM npoy4Banis, nomxasaust BOH cexr na Jlaramen ¢ 61un CpaBHEH ¢
MOHOTEpANUS € NATAHONPOCT U ‘THMOJIoN npi naunenTtn ¢ BOH nah-mManko 25 mmHg HaM 110-roJisiMo.
Cren 2-4 cetMUvMHA BbBeXuaLua Tepanns ¢ Tamonon (5 mmHg cpeuito nosmkenue Ha BOH ot Hayanoo
Ha 1IPOYYBAHETO), NOMBAHHTEIHH MOHKKCHHA HA CPEAHOTO ICHOHOLUHO BOHc¢3,1,2,0u 0,6 mmHgca
6uiK Habnonasany ciel 6 Mecella NedeHHe cLOTBETHO ¢ Jlatamest, TaTaHONPOCT # THMOJION (ABa MBTH

nueBHo). [Monmxkasaiuuar BOH edexr Ha Jlatamen ¢ 6ua noyrbpxatt B OTKPHTO, 6-MECeYHo
MPOAB/KCHUE HA Te3W NPOYYBaHHS,

ChbLUECTBYBAILMTE AaHHK MPEAINOJArar, 4¢ BCUCPHOTO NPHICIKEHHUE MOXKE no-e(eKTUBHO Ja MOHHXKII
BOH, 0TKOJKOTO CyTPelIHOTO MpUioxkeliKe, He3aBHCHMO OT TOBA, KOraTo Ce IpeleHABa
MpelopLEYBaHETO Ha BEYEPHO HIIH CYTPELIHO MPHIIOKCHHE, TpsbBa Aa ce OTAEAH AOCTAThYHO BHHMAHHC

Ha HAYUHA HA XKBOT Ha ralyeHTa H BL3MOKHATA UM CBITIACYBallOCT,

B cnyuaii 112 HegocTaThuHa eprKacHOCT Ha (ukcHpanara komMGuHalus, TPAOBA Aa Ce HMa NIPCABHL, HE
pe3yNTaTH OT MPOYYBAHHMA IOKA3RAT, "IC K3MON3BAHETO HA HEPUKCHPANO NPHNIOKEHHE HA TUMOJION ABa

ITbTH AHEBHO M JATAHONPOCT BEAHBX AHEBHO, MOXE Ja 6hAe ChIO ehEKTHRIO.
Hauanoro Ha neHcTBHETO Ha JlaTaMel € B PAMKHTE HA CMH 4ac, a MAKCHMAIIHUST e(eKT CC IIpoABABA

clie] WecT A0 oceM 4Yaca. [Ip# MROTOKpaTHO PHIIOKEHHE ¢ NOKA3alo HANHYHE Ha aCKBaTCH
nouvxanait BOH edekt no 24 yaca cnep A03upaHe. -
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5.2 dapmMakoOKHHETHYHH CBOACTBA

Jlamanonpocm

AbcopbLus

JIaTanONPOCT € H3ONPHII-ECTEPEH JICKAPCTREH IIPEKYPCOP, CaM No cebe CH HEaKTHBEH, HO Cllel
XHJIPONIH3a OT eCTEpa3y B POroBHLATA JI0 KHCCIUHATA Ha JATAHOMPOCT CTaba GUOMOrMYHO AKTHBEH.

JleKapCTBEHHUAT APEKypcop ce pe3opOupa s100pe Npes peroBHLATa N IMNO0TO KOJIMHECTBO, KOCTO HABJIE3E
BBE BHTPEOYHATA TEUHOCT CE XMAPOJII3MPA 110 BPEME HA IPEMHUABANCTO CH TPE3 pOroBHLATa.

Paznpcaenexnye

[Tpoy4BaHus TIpH XOpa NOKa3BaT, Y€ MAKCHMaNHATa KOHLENTpanus BhB BhTPEOHHATa TEHHOCT,
npubnusurento 15-30 ng/ml, ce AocTura okono 2 '1aca Chel NOKaJiHOTO CAMOCTOATEIHG MPHI0XKEHHE HA

naTaHonpoct. [1py MaliMyHH, ClER JIOKAIHO [PUIIOKCHHE, JIATALOTIPOCT € OuJ1 pasnpeaeney NpeArMHO B
NpeJHUA CETMEHT, KOHIOHKTHBATA H KJICMauHTE.

KHCeNTHHATA Ha NaTaHONPOCT MMa nasMen kinpbHe 0,40 V/h/kg ¥ Marbk 00eM Ha pasnpeaelieHue, 0,16
I/kg, KOETO BOAH A0 KPaThK NMOJNYKHUBOT B IInasMara - 17 MuHyTX. Ciicjt NOKaMHO OYHO NpHaraie,
cHCTeMHATa OHOHATMYHOCT Ha KUCeNMHaTa na naranonpoct e 45%. Kncennnara Ha JaTaHOonpocT ce

cBbp3sa B 87% ¢ nnasMeHnTe MpoTCHHH.

buotpascgopMalivs ¥ e/MMUHUPAHE

B 0KOTO KMCEIHHATA Ha JIATAHONPOCT MpaKTuueckn He ce Merabonnsnpa. OCHOBHUAT MeTalboJIM3bM Ce
H3RDbpLIBA B yepHua ApoO. B ONUTH NPH XHUBOTHH IIABHHTE metabonuty - 1,2-puuop u 1,2,3,4-TeTpatop
MeTaGoNHTHTE, HAMAT MJIH UMaT caMo cnaba OHONOrH4Ha aKTUBHOCT 1t CC CKCKPETHPAT NPEIHMHO ©

YypHHATA.
Tumonon

Abco HA H npeaesieHy

MakcHManHaTa KOHLEHTPALHa Ha THMOJION §hB BLTPEOYHATA TEHHOCT CC JOCTHIA OKOJIO 1 yac ciien
NOKANHO NPUIICKEHHE Ha Kallkyl 32 our. YacT OT /103aTa ce pe3opdiipa CHCTEMHO H MaKCHMalHA
naasMeHa konueHTpauus ot | ng/ml ce goctura 10-20 MUHYTH CHEN TOKANHOTO fIpHJarane Ha ClHa

KalKa 3a OYM Ha BCAKO OKO BeJHBXK AHeBHO (300 ug/nen).

buorpaiicdopmanns |
[Mony>KHBOTHT Ha THMOJIOJ B INa3Mara ¢ okono 6 uaca. THMONOJN B 3HAYHTE:1HA CTENCH CC

MeTabonu3npa B YepHus Apod.

EnMMHHHpaHe

MeTaGoNUTHTE ce eKCKPETHPAT C YPHHATA 3aCAHO ¢ H3BECTHO KOINYECTBO HENpoMEHEH THMOJIO.
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Jlamameo

Bpraka apmakoimeTvra-hapMaKoIHHAMHKA

He ca HabmoaapBaky GapMakOKMHETHYHH B3AHMOACHCTBUA MEXLY JATaHONPOCT H THMOJIOJ, BBIPEKH Ye
B CPABHEHHE C MOHOTEpanuATa, 1-4 yaca cnea npunarade Ha JlataMen e Hanuie 2 MbTH NO-BHCOKA
KOHLICHTpallHi Ha KHCENMHATA Ha IAaTAHOIPOCT BbB BETPEOYHATA TEYHOCT.

5.3 TIpeAxTHHAYMHH JaHHH 33 Ge3onacHoCT

[MpoduTbT HA OYHATA H CHCTEMHATa 6€30NacHOCT HA HHAHBHAYAIHUTE KOMIIOHEHTH € J00pe YCTaHOBEH.
He ca nabnionapaHy HEXeNaHH OYHU HITH CHCTeMHH eeKTH Y 3alitiy, JIOKAIHO TPeTHPaHH ¢ QHKCHpaHa
KOMOMHALMS HIIH C €JHOBPEMEHHO NMPUNOXKEHH OYHH PA3TBOPH Ha JaTaHOMPOCT H THMOJION. IIpoy4BaHHs
3a $apMaKoNOrHyHa, FeHOTOKCHYHA H KapLHHOTCHHa 6€30MacHOCT ¢ BCEKH OT KOMIIOHEHTHTE Pa3KpHBAT
JTAIICATa Ha 0coOeH PUCK NpH Xopa. JIaTaHOMpOCT He NOBJIHABA 3a3/IpABABAHETO HA paHa HA pOroBHLIATA B

OKO Ha 3aeK, JOKaTO THMOJIOJ HHXHGHpa TO3H NPONEC NPH OKO HA 3a¢K M MaliMyHa, KOoraro ce npujara
IO-4€CTO OT BEAHBXK AHEBHO.

[To OTHOLICHHE HA TaTAaHOMPOCT, HE ¢a GHIIH YCTaHOBEHH e(PeKTH BbPXY MBXKKHA H XKEHCKHS PEPTHIUTET
NpH MUTEXOBE, KAKTO H TEpaTOreHHa aKTUBHOCT NPH IbX0BE K 3alUH. I1pu mirbxoBe HE € YCTAHOBEHA
eMOPHOTOKCHYHOCT Cliell HHTpaBeHO3HH 1o3H 1o 250 pg/kg/neH OT ToBa, npy 3alilii clIeA HHTPABCHO3HH
1034 0T 5 ug/kg/neH (Oxono A03a) HIH NO-TONEMH, JIATAHONPOCT € Npeau3BUKan embpHo-petanHa
TOKCHYHOCT, XapaKTEPH3Hpallla c¢ ¢ MOBHILECHA YSCTOTa Ha KbCHA pe3opOLua ¥ abopT, KAKTO U OT
HaMalleHo TerJio Ha deryca. THMOMON He € NoKa3an e(eKTH BbPXY MBXKKHA H XKEHCKHA QepTHAUTET NpH
UTbXOBE WIH TEPATOr¢HHA AKTUBHOCT MPH MUILKH, [LThXOBE H 3aHLH.

6. GAPMAIEBTHYHHM JAHHH

6.1 CnrcehK HA MOMOIMHHUTE BEIECTBA

HNunarpues pochar aoaekaxuapar

Hatpues auxuaporengocdar fHXHApAT
Harpues xnopun

beH3aNnKoOHUER XJIOPH I

HarpueB XHAPOKCHI

KoHIleHTpHpaHa XJIOPOBOAOPOAHA KHCCNHHA
Boza 3a MHXKEKLHH

6.2 HechBMECTHMOCTH

[TpoyuBaHus in vitro ¢a NOKas3alH, Y€ HACTHIIBA NTPELMITHTALIMA, KOTETO ChAL[MHAILI THOMEPCAT! KaIKH 33 04 CC CMOCAT
C JIATAHOMPOCT. AKO TAKHBA JISKApPCTBa C& M3NOMBBAT 3a6IHO ¢ Jlaramen, KaIKHTe 33 04 TpsAOBRa Ja ce mpunarar ¢
MHTEPBA OT Hali-MaIKko 5 MHHYTH.

6.3 Cpox Ha roguocr
[Tpean oTBapsaHe: 4 IOJHHH.
Ta ce H3MON3Ba B pAMKHUTE Ha 4 CEIMHUH CNEl [IBPBOTO OTBapiHE Ha ONAKOBKATA.

6.4 CneluHaJIHH YCJIOBHA 38 ChbXpaHeHHe
IMpenu mbpso oTBapsHe: Jla ce cbxpaHssa B xaaaunxuk (2°C - 8°C).

Cnen mepso orBapsiHe: Jla ce chxpaHsapa nox 25°C.
ByTHnKaTa Ja ce ChbXpaHABa BbB BhiJLIHATa KaPTOHEHA KyTH1, 3a A1a C¢ rpeanasy ot €
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6.5 BHA B CHALPKAHHE HA ONAKOBKATA

Beska 6yTanka chAbpxkKa 2,5 ml Kanku 3a o4H, pasTsop.
Jlaramen e npo3pauHa, He3iliBeTHa TEYHOCT.

Hamupa ce B 6s1a Henpospauda LDPE 6yTuika ot 5 ml ¢ 6sin LDPE kankomep, nokpura ¢ 6s1a HDPE
Karayka ¢ BHHT CbC 3alllMTEH NPhCTeH. ByTHIIKaTa € mocTaBeHa B KApTOHEHA ONaKOBKA.

6.6. CrnenuajiHH NpeANAa3HH MEPKH NPH H3XBLpAsAHe H paboTa

Heu3MmoI3BaHMAT IEKAPCTBEH NMPOJYKT WK OTNAAbYHHTE MATEPHANH OT HEro TPAOBa A1a C& H3XBBPILIT B
CHOTBETCTBHE C MECTHUTE H3HCKBAHUA.

1. IMMPUTEXATEJI HA PA3ZPEIHIEHHETO 3A YIIOTPEBA

Bopna Meaucute Espona EOOJ1

yi1. ,,bopuc PymeHos" 16
1407 Codus, brarapus

8. HOMEP HA PA3ZPELIEHHETO 3A YIIOTPEDA
Per. Ne 20210093

9. NATA HA ITBPBO PA3PEIIABAHETIOAHOBABAHE HA PA3ZPELIEHHUETO 3A
YIIOTPEBA

Tlata Ha WHpBO paspemasane: 14 anpun 2021
Jlata Ha NOCAEAHO MOAHOBABAHE!

10. ATA HA AKTYAJTH3UPAHE HA TEKCTA

02/2026
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