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KPATKA XAPAKTEPUCTUKA HA IIPOJIYKTA -/

1. UME HA JIEKAPCTBEHUA ITPOAYKT
Jlatramen 50 mukporpama/ml + 5 mg/ml kanku 3a o4u, pa3TBop
Latamed 50 micrograms/ml + 5 mg/ml eye drops, solution

2. KAYECTBEH U KOJIMUECTBEH CbCTAB

Beeku ml chabpxka 50 Mukporpama siatanonpoct (latanoprost) u 6,83 mg THMOJ10J10B Majiear (fimolol
maleate), cbOTBETCTBALL HA 5 mg/ml TuMoon (timolol).

[ToMOLIHO BELIECTBO C U3BECTHO JICHCTBHE:

Benzankonues xjgopua 0,20 mg/ml
3a MbJIHMSA CIIMCHK Ha MOMOLHUTE BelllecTBa BUXKTE ToYKa 6.1.

3. JJEKAPCTBEHA ®OPMA

Karnku 3a o4u, pa3TBop.
Pa3TBOpPBT € npo3pauHa, Oe3uBeTHa TeyHoct. He Ou TpssOBasio j1a Ch/ibprka BUAIHMH YaCTHLIH.

4. KJAHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHHUS
Jlatame] € MoKa3aH Npy Bb3pacTHH (BKJIIOUKUTEIHO MALMEHTH B CTapyecKa Bb3pacT) 3a HaMaJICHUE Ha
BbTpeouHoTO Hajssrane (BOH) npu nauueHTy ¢ OTKPUTOBIbJIHA IJIayKOMa M MOBUILEHO OYHO HaJIsAraHe,
[IPH KOUTO MMa HEJIOCTATBYEH OTIOBOP KbM JIOKAJIHO NPHJIOKEHH OeTa-010Kepu MK rpocTarjianiMHOBH
aHaJIO3H.

4.2. JI03HpOBKa H HAYHH HA NMPHJIOKEHHE

J1031poBKa

Bwv3pacmuu (BKIOYUMENHO npU nayueHmu 6 cmap4ecka 6b3pacm)

[IpenopbunTEIHATA TEpaAnus € e/IHa Kalka 3a 044 B 3aCErHaTOTO OKO (0YM) BEHBXK AHEBHO. AKO €/1Ha
n03a ObJie NponycHara, JIeueHUEeTo TpssOBa Jia MPOABJ/KH ChC CJie/iBalllaTa 103a, KaKTO € MJIaHHpaHo.
U3BecTHO €, 4e IpH Mpujaraie Ha JIaTaHONPOCT NoBeYe OT BEIHBXK JHEBHO, €(EeKThT Ha HamaJisiBaHe Ha
BOH orcnabsa. Jlo3ara He OMBa Jia npeBHMilaBa €/1Ha Kalka B 3aCerHaToTo OKO (O4YH) JIHEBHO.
[Teouampuuna nonyrayus

be3onacHocTTa M €pUKacHOCTTA HA Jlarame/ NpH Jella U IOHOLLH He Ca YCTaHOBEHH.

HayuH Ha NpUJIOKEHHUE

KonTakTHHTE JICLLM TPsIOBA J1a C€ CBAJIST NPE/IM [pHJlaraHe Ha KallKUTe 32 04H M MOXKE J1a Ce IMOCTaBsAT OTHOBO CJIE]
|5 MUHYTH (BX. TOUYKa 4.4).

AKO ce M3I10/13Ba MOBeYe OT €JIHO JIOKAJIHO JIEKApCTBO 3a O4H, JIEKapCcTBaTa TpsiOBa Jia Ce rpuJjiarar rpe3 HHTepBall
OT IOHE NET MUHYTH.

HayuH Ha NPHIOKEHHUE

KoHTakTHUTE el TpsOBa J1a ce CBajIAT Npeau NMpuJlaraHe Ha KankuTe 3a 04 ¥ MOXe Jia e NOCTaBsT
OTHOBO cJieq |5 MuHyTH (BX. TOuKa 4.4).

Koraro ce npuJjiara HaTUCK BbPXY Ha30JIJaKpUMaJIHUS KaHaJl MJIM C€ 3aTBOPAT KJIENa4yuTe 3a ABE MUHYTH,
cucreMHara abcopOuus ce noHuwxkana. ToBa MOXKe J1a JIOBe/Ie 10 HaMaJissBaHe Ha CUCTEMHHUTE HEXEJIaH!
peaKLMU U 3aCHJIBaHE Ha JIOKaIHaTa aKTUBHOCT.

JlaTame 1 ce HaKarBa BLB BCSAKO OKO 110 CJIeJIHUS HAYUH:




|. U3MuiiTe pblETE CH U c€ HacTaHere yaA00HO.
2. Pa3BuiiTe BhHILIHATA Kanauka, 3a Jia s IpeMaxHeTe (MOXe J1a ce U3XBBPJIH).

3. Pa3BuiiTe BbTpellIHATA Npe/iNa3Ha Kanayka. 3anasere .

4. JlpbIHeTe J0JIHUS CH KJilenay HaJloity, 3a Ja ce oOpa3yBa MalIbK ,, k00" MexX/1y Kienaya v okoto Bu. B
TOBA MOJIE C€ HAKarBa Kallkara.

5. [Npubamxere Bbpxa Ha irakoHa 0130 10 OKOTO CH, HO HE IO JIOKOCBaKTE /10 OKOTO.
6. Jleko ctucHeTe (jlakoHa ¥ Hakanere camo ejHa kanka Jlarame . OcBobojere Kienayva.
7. Cnen ynorpeba Ha Jlarame 1, HAaTUCHETE € NPBCT bI'bJIa HA OKOTO CH JIO0 HOCA MJIM 3aTBOpETE KJIeNayvuTe

CH 3a 2 MMHYTH, KaKTO € [T0Ka3aHo 110-/10.1y. ToBa Lie npeaoTBapTH nornajaaHeTo Ha TUMOJION U
JIATAHOMPOCT MO APYrH YacTH Ha TsI0TO BH.

N

8. Ako nekapsaT Bu e kazasn jia npuiiaraTte JIEKapcTBOTO M B JIBETE OYH, MOBTOPETE CHUIUTE CTHIIKH H 3a

JAPYroTo 0KO.
9. 3aTBopeTe Jj00pe ¢uiakoHa ¢ BbTpeluHaTa [pejna3Ha Kanayika cies ynorpebda.
AKO Karnkara He nonajiHe B OKOTO, OIIUTalTe OTHOBO.




4.3 IIpoTHBONOKA3aHHNA

JlaTaMen € MPOTHBOMOKA3EH [pH IMALMEHTH C:

* CBpbXUYBCTBUTENIHOCT KbM AKTUBHUTE BELLECTBA MM HSAKOE OT MOMOLIHHTE BELIECTBA, H3OPOEHHU
B To4uka 6.1.

° PeakTiBHM 3a60ABaHUS HA JUXATEIHHTE MbTHILE, BKIOUYUTENHO OpOHXHAIHA acTMa, aHaMHE3a
1a GpOHXHAIHA aCTMa MJIH TeXKKA XPOHHYHA 00CTpyKTHBHE OenoapobHa Oolecr.

. CunycoBa GpajuKapaus, CAHAPOM Ha GOJIHUS CHHYCOB Bb3€ll, CHHO-aTpHaleH 010K,
aTpPHOBEHTPHKYIapeH 6IOK BTOpa M TpeTa CTENEH, KOHTO HE C€ KOHTPOIUPA ¢ NEHCMERKDLD, H3ABCHA
ChpAeYHa HEAOCTATHYHOCT, KAPAHOTEHEH LLIOK.

4.4 CrensaIHH TPeAYNpeXAEHHS B NPeANasHH MepPKH NpH ynoTpeda

CucteMny edeKTH

[Tono6HO Ha APYTH JOKAIHO MpUIaraHK O4YHH NekapcTsa, Jlatamen ce pesopOupa cucremto. [lopanu
6eTa-agpeHepruuHUS KOMIIOHEHT THMOJIOJ, MOXE Aa C€ NPOSBAT ChLINTE ChPACUHO-CHAOBH, GeoapobHH
1 IPYTH HEXeNlaHH PEeaKLMH, KaTo Te3H, Habmo aBaHy NPH CUCTEMHO MpHIoKeHH Gera-010kepH.
YectoTtaTa Ha cucteMHuTe HJIP Chen npuiioxeHHe B OKOTO € MO-HHCKA B CPABHEHHUE € Ta3H cliell
CHCTEMHO MPHIOXKeEHHE, 3a MOHMKaBaHe Ha CUCTEMHATa abcopOLus BHXKTE TOUKA 4.2,

ChbpAeHHH HapYIIEHU S
[Ipu naumeHTH CbC CbPAEHHO-CHAOBM 3a00NRBaHU (Hanp. KOpoHapHa OONECT Ha ChPLUETO, aHrMHA Ha

Prinzmetal ¥ ¢chpaevHa HEAOCTATHEYHOCT) U XHIIOTOHHUA evHeHHeTo ¢ 6eTa-6okepy TpsOBa aa 61
HENpPEeMEHHO OLEHEHO, A JIeYeHHeTo ¢ APYTH aKTHBHU BellecTBa TpabBa ja ce npepasrieaa. [lauuenty
CbC ChPACUHO-CBAOBH 3a60/sBaHus TPAGBa a CeAAT 3a PU3HAIM Ha B/IOLIABaHE Ha TE3H 3a00/1BAHUR H
Ha HeXenaHH peaKiiuHu.

[Topaay HEraTHBHUAT UM €(DEKT BbPXy BpPEMETO Ha MpOBexJaHe Ha UMy ca, berta-Onokepute TpsabBa 1a
ce MPUJIaraT NPy NalUeEHTH CbC ChpAeYeH OJI0K [TbpBa CTENEH CaMO ¢ NOBHILIEHO BHUMAHHE.

Crien npuiaraie Ha TMMOJON ¢a cbofLlaBaHy peakL UM OT CTPaHa Ha ChPLETO U, PALKO, CMbPT NOPaiH
ChpleyHa HEAOCTaTLYHOCT.

CbIOOBH HAPYLIEHUSA
[TalHeHTH C TEXKKH LIMPKYJATOPHH HapylueHUs (Hanp. Texkd Gopmu Ha Gonect Ha Raynaud uiy

CUHIpoM Ha Raynaud) TpsGBa na 6bAaT NeKyBaHH ¢ NOBHIUEHO BHYMAHUE.

JlyxaTenHy HapylIeHHUS

WmMa cholllienna 3a AMXAaTeNTHK peaklUMH CNie] Nnpuiiarane Ba Hakou Gera-6iokepu ¢ ynorpeba B
o(TaNMONOrusaTa, BKIIOUATEIHO AbXallla ce Ha OpOHX0CNAa3bM CMBPT NIPH NMAIHEHTH ¢ acTMa. Jlaramen
TpsAbBa /2 ce MpHJiara BHUMATETHO NPU MALMEHTH C JeKa/yMepeHa XpoHu4Ha 00CTpyKTHBHa benoapodHa
donect (XObBb) ¥ caMo axo noTeHuHanHara nojsa HaJBHIIABA Bb3MOXHHUS PHCK.

XvnornukeMus/ niuader
Beta-Onoxepure TpsabBa Aa ce npujiarat BHUMATENHO NPH NalHeHTH CbC CNOHTAHHA XUINOIIHKEMHA NIIH

M CUMIITOMUTE HA OCTPa XUIIOTJIMKEMHUA,
bera-60KepUTE MOraT ChHII0 Jla MACKHPAaT NPU3HAIMTE HA XUIIEPTHPEOHAH3BM.




3ab01sIBaHUA HA POrOBULIATA
Bera-6nokepuTe 3a MPUAOKEHHE B OKOTO MOraT Ja NpeJU3BUKAT CyXOTa B OUMTE. [TalieHTH ChC

3aBongBanvis Ha poropuuara Tpadsa Ja 6baat nexkyBaHd BHHMATEHO,

Hpyru 6era-6nokepn
EdekThT BbpXY BETPEOUHOTO HalATraHe WM H3BECTHHTE eekTH Ha cucTeMHa OeTa-0okaza MoXe Aa ce

[OTEHLIHPAT, KOTAaTO TUMOJIOJ Ce NpUiara Npy NalUeHTH, KOUTO Beye NpHeMar cucteMer Gera-Ookep.
EdekThT NpH TE3W NalMeHTH TpabBa cTporo Aa ce Habmonaara. Ynorpebara Ha ABa IoKaHU OeTa-

bnokepa He ce npenopb4Ba {BIXTE TO4Ka 4.5).

AnadmnnakTH4UHY peaKkiiuu
[To BpeMe Ha neueHue ¢ GeTa-6OKEPH NaLUMEHTH C aHAMHE3a 32 aTONHYHa aNeprug WK aHaMHE3a 33

TCHKKA aHa(bHJIEﬁCTHl{Ha pPeaKuHs KbM pa3fiiuHy ajJlIepreHl MOXE 12 HMAT I10-H3Pa3CHH PCaKIINH IIPH
NOBTOPHO HU3NaraHe Ha TC3H aJICPreHd M Ja ca HCHYBCTBHTCIIHH KbM 0OHMKHOBEHHUTE JO3H aJpE€H4JIHH,

M3ITC3BAHM 34 NIeUCHHE Ha aHaHUNAKTHYHH peaKlHH.

Ornenpane Ha XOPHOUAEATA
UMa croO1eHHs 3a OTIENBAHE HA XOPUOUIEATa NPH NIpUjiaraHe Ha jeueHHe, NOTHCKALLO NPOAYKIHUATA Ha

BLTPEOUHa TEYHOCT (HAMp. THMOJION, aLEeTa3oNaMHua), cliel GUATPaLHOHHH MPOLEAY PH.

XHUpYpPruyHa aHecTe3us
OQTanMONOrUUHHTE NPOAYKTH, ChABLPXALIH Geta-6nokep Moxe aa HiokupaT CHCTEMHUTE DeTa-

afipeHepryuHy epeKTH Hamp. TE3W Ha ajApeHaldH. AHeCTe3HONOrsT TpaOBa Aa Ob/e HHpOopMHpaH, KOraTo
NalUeRTHT IPHEMA THMOJIOIL.

CpObTCTBAMIA TEPAIHS
Tumonon Moxe Aa B3aumoaeicTBa ¢ APYTH JiekapcTBa (BXK. TOUKa 4.5).

Hpyru npocrarnaiAXHOBY aHAI03H
He ce npenopbyBa e{HOBPEMEHHOTO H3MON3BaHe HA ABa WK MOBEYE NPOCTArNAHAMHA,

MPOCTArNaHAKHOBY AHAJIO3U WM NpoCcTariaHJuHOBH TPOU3BOAHH (BX. TOUKa 4.5).

[IpomeHH B TUIrMEHTALMATA HA UPUCA
JlatanonpocT MOXKe MOCTENEHHO Jia MPOMEHH LBE€Ta HA OYHTE, KaTo MOBHIIABA KOMHUYECTBOTO Ha Ka(AB
NMUrMeHT B upuca. [Toao6HO Ha yCTaAHOBEHOTO NPH KallkH 3a O4M JlaTaHonpocT, IIpH 16-20% oT BCHYKH
nalueHTH, NexyBauu ¢ Jlaramen, e HabnmogaraHa yBesiM4eHa MUTMEHTalMA Ha UpUCA B PAMKHTE Ha €lHa
rojJuHa (0OCHOBaRalllo ce Ha Gortorpadun). Tozn edext e 6 HabmoAaH NPeAUMHO NIPH NMALHEHTH ChC
CMECEHO OLBETEHH UPUCH, T.€. 3eeHO-KapABH, )KbITO-KahaBU UM CHHLO/CHBO-KA(sIBH H C€ AbJDKH Ha
NOBHILEHOTO ChABPKAHUE HAa MENAHUH B MEJAHOLUMTHTE Ha cTpoMaTa Ha upuca. OOuKkHOBEHO kadsBaTa
[MUTMEHTALNA OKONO 3eHHLATa ce Pa3NpoCTpaHaBa KOHLUEHTPUYHO KbM NEpU(eprsaTa Ha 3aCerHaTUTe O4H,
HO LIENYAT HPHC WK 4aCTH OT HErO MOXE Jia CTaHAT no-kadssu. [1o Bpeme Ha iBe TOAMHM TEPANHA B
KJIMHHHYHH TIPOYUBaHK% ¢ TaTaHONPOCT, TaKaBa NpoMsHa € Guna HabmoxaBana psako npM
XOMOreHHO CHHH, CUBH, 3eJIeHH Wik KadsiBH OuH.




[IpoMsiHaTa B 11B€Ta Ha UpKca ce NposBsea DaBHO ¥ MOXe J1a Obae HesadeliexuMa B TeUeHUe Ha HAKONKO

MECeLia UJIK TODUHM 1 He e Buna CBhp3aHa ¢ HIKaKEB CHMITTOM WJIH NaTOJOrHYHH NPOMEHH.
Crea npekpaTsBaHe Ha JICYEHHETO He e HabonaBato N0-HATaThillHO YBENWUYCHHE HA KadABUs NUIMEHT
Ha UpHCca, HO HACTBNKJATa MPOMSAHA B LIBETa MOXKE Aa OBbAC NOCTOAHHA.

HeBycHTe nnu TOMMUNTE BLPXY HUpUCa HE ca OUJIM TTOBIHAHM OT JICYEHUETO.

He e 6uno uabniogaBaHo KyMyJiipaHe Ha MArMeHT B TpabekynapHaTa MpexXa UM Apyraje B [peHaTa
KaMmepa, HO MMallUEHTUTE TpAOBa Aa ce U3CNeABaT PEAOBHO H B 3aBHCHMOCT OT KIIMHMYHOTO ChCTOAHUE
JleyeHHeTo MoXKe Aa Obje MpeKpaTeHo, aKO HACTBLIIN YBEAWYABAHE HA [TUTMEHTAllMATa HA MPHCa.

[Tpeau 3anoyBaHe Ha NeYeHUETO, NaLUeHTUTE TpsAOBa Aa 6bAaT nHpOPMHUPAHH 38 Bb3MOXKHOCTTA 32
NpoMsiHa B LIBETA Ha ouHTe. ENHOCTPAHHOTO neyeHne MoXe Ja AOBEAE A0 TpaHHa XETEPOXPOMHA.

[TpoMeny B kjeraya U MATIIUTE
B1e Bpb3Ka ¢ ynorpedara Ha jJaTaHONPOCT ¢€ chobiliaBa 3a MOTLMHABAHE Ha KOXKaTa Ha Kienaya, KOeTo

MOXe J1a € 0OpaTumo.

JlaTaHONPOCT MOXKE MOCTENEHHO Aa IPeAM3BHKA TPOMEHH B MUIIUTE U OKOJNIOOYHHS MbX Ha JIEKYBAHOTO
oko. Te3H MpOMEeHH BKJIOUBAT MOBHILIEHA Ib/DKUHA, AeOenHa, NUTMEHTAUHUs U OpOoil Ha MUIIMTE HITH
dHHHTE KOCHMYETA, KAKTO ¥ N3pACTBAHE HA MUIIMTE B HEMPABHJIHA NOCOKA. [IpOMEHATE B MUTTIHTE Ca

OﬁpﬂTHMH CJicA CIIHPAHC Ha JCHCHHCTO.

[ naykoma
HsiMa JOKYMEHTHPAH OIHUT € JATAHOMPOCT NPU BL3NANHTENHA, HEOBACKyapHa HAH XpOHHYHA

3aKPUTOBI'BJTHA TJIayKOMa, MPH OTKPUTOBIbIIHA [ayKoMa MY NalMeHTH C nceBAodaKHs U NpH
MMrMeHTHa riaaykoMa. Jlatanonpoct HMa chbBceM ciab MM HUKaKbB eekT BbpXY 3€HHLATa, HO HAMA
JOKYMEHTHPAH ONMT [IPY OCTPU aTaky OT 3aKPHTOBIbJIHA rnaykoMa. Ilopaau ToBa, NpU Te3H ChCTOSHHS

CC Npenopb4Ba JlaTamepn jna ce npunara BHUHMaTC/IHO 40 HATPYIIBAHCTO Ha (10BCHC OIIHT.

XEPNeTHYEH KepaTuT
JlaTaHonpocT Tpafea Aa ce M3NON3Ba ¢ MOBULUEHO BHUMAHUE NpH NMALKEHTH ¢ aHAMHE3a 3a XeprieTHYeH

KCPATHT H TpﬂﬁBﬂ na ce u3bsrsa B CliyyaH Ha aKTHBCH XCPIEC CUMILIICKC KEPATHUT U INPH MNNALHUCHTH C
dHaMHE3a 3a pClHAUBUDAL] XCPIICTHHUCH KCPATHT, ocobeno CBbP34aH C }’HOTpﬁﬁﬂTEl Ha I[1poCTarilaHAnHOBH

dHANO3N.

MakygH egem

WMa crobuleHHs 32 MAKyJIeH eeM, BKIIOYHTENHO KHCTO3€H MaKyJIeH ¢1cM, N0 BpEME Ha JIEUEHHE C
natanonpocT. Teau cbobilenns ca raaBHO NpH NauHeHTH ¢ adakus, NalHEeHTH C IceBAo(aKUs C
pa3KhCaHa 3ajHa KancyJia Ha JIelWAaTa MM NpH NaLMeHTH ¢ H3BECTEH PHCK OT MakKynieH eaeM. [1pu Takupa
nanuenTd Jlaramen TpsaOBa a ce H3NoN3Ba BHUMATEITHO.

KoHcepBaHT

Jlatame] chabpxa BeH3anKOHHEB XJOPpHA, KOHTO 0O6MKHOBEHO Ce M3M10/3Ba KATO KOHCEPBAHT B

o TaNMONIOrHUYHHATE NPOAYKTH. MIMa chobleHus, e OeH3aNKOHHEBHAT XJAOPHA NNPUYUHABA

TOYKOBMJIHA KEPAaTONMaTHs M/1JIH TOKCHYHA yllepaTHBHa KEpPaToNaTH, MOXE a MPUYMHH OYHC APa3HEHE.




KOHTAKTHHM JICLIH
KoHTakTHUTE newy Morat na abcopbupar 6eH3aNKOHKEBUS XJIOPHA, 3& KOHTO € A3BECTHO, Y€

of6e3lBeTABa KOHTAKTHUTE ey, KonTakTHHTe Jelnm TpaGBa j1a ce CBalAT Npeay npuiiarane Ha Jlatamen,
HO MOTaT Aa ce NOCTAaBAT OTHOBO cniel 15 MUHYTH (BX. TOUKa 4.2).

4.5 B3anMoneifcTBHE € APYrH JEKAPCTBEHH NPOAYKTH H APYrH GOPMH HA B3AHMOeHCTBHE

He ca nposexaH{ MpOy4BaHUs 3a CNeluUIHM TeKapCTBEHH B3auMOieHCTBuUs ¢ JlaTamen.

Uma cboblienns 3a napagokcaHy NOBHIlIEHHA Ha BbTPEOUHOTO Hajdrase BCJICACTBHE €AHOBPEMEHHOTO
OYHO MPUJIOKEHKE HA JBa NpocTarnaHAMHOBH aHasora. Ilopaau ToBa, He ce npenopbyBa ynorpedaTa Ha
ABa KIY MIOBeYe MPOCTarfaHAHHa, NPOoCTarlaHAMHOBH aHAI03H HJIH NPOCTarNaHAMHOBH ITPOU3BORRH.
ColecTByBa Bb3MOXHOCT 32 aIMTUBHU eeKTH, BOJACIIM IO XHMOTOHMS W/HIIY U3pa3eHa GpaauKapaus,
KOr'aTO KaNKH 3a OYH C TUMOJIOJN C€ NPHIOKAT 3a€AHO € NEpopanyy OJ0KEPH Ha KaNUHEBUTE KaHaIH,
Geta-6nokepH, aHTHAPUTMUYHH CPEACTBA (BIJIIOUUTEIHO AaMHOJAPOH ), AUTUTATHCOBH MNTHKO3UAH,
napacHMIIaTHKOMUMETHIIM, TBAHETH/HH,

[Tpu komGuHKpaHo NeueHne ¢ uHXuOuTopH Ha CYP2D6 (Hanp. XHHUAMH, (IyOKCETHH, IIAPOKCETHH) H
TUMOJ0J ce chobllaBa 3a moTeHUMpana cucteMsa bera~-Onokaja (Hanp. MOHWXKEHA ChpACUHA YECTOTA,
Aenpecus).

EdexThT BEPXY BLTPEOYHOTO HaIATaHe WM H3BECTHHTE edekTH Ha cucTeMHara bera-0okaja Moxe Ja
ce yCHIIAT, korato JlaTames ce npuiara Ha nalHeHTH, KOMTO Bewe NpHemar nepopaleH Oeta-6nokep, a
ynorpebara Ha iBa MM MOBeYe JIOKATHH 6eTa-010KepH He ce MpenopbyBa.

[Mousikora ce cpoOllaBa 3a MUApHa3a BCJIEACTBHE ¢AHOBpEMeHHaTa ynoTtpeba Ha GeTta-biiokepu 3a
[IPHJIOKEHHE B OKOTO U afipeHanuH (enuHedpuy).

XHUnepToHUYHATA peakiius Npy BHE3aNHO MPEKpaTsBaHe Ha JeYEHHE C KIOHUIHMH MOXKe Ja Ob/e
norexuupaHa ot dera-010KepH.

Bera-6n0KepHUTe MOraT J1a YBEJHYAT XHIIOINIMKEMHUYHHUA €(PEKT Ha aHTHHADETHUTE areHTH. bera-
67I0KEpUTE MOTAT 1a MaCKUpaT NPHU3HALIMTE U CHMIITOMUTE Ha XUNOrIHKeMHS (BX. Touka 4.4).

46  OepmaureT, OPEMEHHOCT H KbpPMeEHe
bpeMeHHOCT

Jlamanonpocm
HsMa JocTaThYHO JaHHH 32 ynoTpebaTa Ha NTaTaHOMPOCT npH OpemenHH xeHu. [IpoyusaHus npu

’>KHBOTHH TI0Ka3BaT PENpOAYKTHBHA TOKCUYHOCT (BX. TOuKa 5.3). [ToTeHUMANTHUAT PUCK NPH XOpa He €
H3BECTEH.

Tumonon
Hsma nocraTbuHO JaHHM 3a ynoTpebara Ha THMonon oT OpemeH:M xeHd. Tumonon He TpadBa na ce

npHara rno BpeMe Ha OpeMeHHOCT, OCBEH aKO TOBA He € 6e3yc/ioBHO HeoOXoAUMO. 3a HaMaNdBaHe Ha
cucreMHara abcopbuus BuxTe TOUKA 4.2.

EnuneMHONOrH4HNTE NPOYYBAHHSA HE MOKA3BAT HAJTMUKETO Ha Man(OpMaTUBHHU e(EeKTH, HO TIPH
nepopanHo NpuacKkenne Ha feTa-Onokepy NOKa3BaT pUCK 3a 3abaBsgHe Ha BLTPEYTPOOHHUS pacTex. B
AOMBIHEHHE NTPH HOBOPOJAEHOTO MOXeE Aa ce HabnioaaBaT MpH3Halld U CHMITOMH Ha Oerta-




npunaraiy Gera-610kepH. AKO TO3H NIEKapCTBEH NPOAYKT C¢ MpUiara NpeiH paxIaHeTo, HOBOPOAEHOTO
Tpa6Ba aa € noa CTPor KOHTPOJ Npe3 NbPBHTE AHU OT KUBOTA MY.

Cnenosatento JlaTamen He TpsabBa Aa ce H3M0MA3B2 10 BpeMe Ha OPEMEHHOCT (BXK. TOuKa 5.3).

KypMeHe
Bera-6yi0KepHTE Ce eKCKpeTUpaT B KkpMaTa. Benpekd ToBa, B T€paneBTHUHUTE J03H, B KOUTO TUMOJON CC

H3MOJI3BA B OUHUTE KAIKH, € MAJIKO BEPOATHO B KbpMaTa Aa MPEMHHE KONMKUYECTBO, AOCTATBYHO J1a
npeau3BHKa KIIMHHYHNA CHMNTOMU Ha Geta-6/10kaja npy KkbpMauero. 3a NOHH)XaBaHe Ha CHCTEMHATA

abcopbuug ByxTe Touka 4.2.

JlaTaHOMpPOCT ¥ HETOBHTE METADONMTH MOTAT /12 IpeMHHAT B kbpMarta. [lopaau ToBa JlaTames He TpsdOBa
713 CE K3MON3Ba NIPH XKEHK, KOUTO KBPMSIT.

DeprTuanTeT
He ca ycTaHoBEHH e(heKTH KaKTO Ha JIATAHOMPOCT, TaKa H HA THMOJION BEPXY MbKKHS MM XEHCKHsl QEPTHITUTET B

NpOoy4BAHUA MPHU XKHUBOTHH.

4.7 E¢exTH BLPXY cnoco0HOCTTA 32 WIopHpaHe U paboTa ¢ MAIIHHA
JlaTaMe]] MOBAMABA B MaJIKa cTeneH cnocobrocTTa 3a wodupane u pabora ¢ MawuHH. IToaodHo Ha Apyru

OUHH MPOAYKTH, PHIATAHETO Ha KANKYUTE 33 04K MOXKeE Ja NPpeJH3BHKa NPEXOAHO 3aMbIJIIBAHE Ha
apeHneTo. JIOKaTo He W3uesHe, nalueHTUTe He TpAOBa fa ohHpaT WK paboTAT ¢ MalIMHH,

4.8 Hexenanu JekapcTBEHH peaKIHH

[Mo-ronaMara 4acT OT HEXKENaHUTE IeKapCTBEHH peaklUMy Ha IaTaHONPOCT ¢a OMHU. B fanHuTe OT
pasipeHara (aza Ha OCHOBHUTE npoyuBanus c Jlatamen, npu 16-20% ot nauuentute ¢ HabmonaBaHa
yBe/H4eHa MUrMEHTALYs Ha UpUca, KOATO MOxe Ja Oblie MOCTOAHHA. B OTBOPEHO 5-roRIIHO NpOyYBaHe
3a He3onacHOCT ¢ naTaHonpocT, npH 33% o1 nauueHTHTE € HaboRaBaHa yBeJIHYEHaA MUTMEHTALHs Ha
upuca {Bx. Touxa 4.4). pyrure OuHu HexkeNaHU peaKiuy MO NPHHLKI ¢a MPEXOJAHH U Bb3HHUKBAT CJICA
MpusaraHe Ha Jo3a. 3a THMOJIOJN, Hal-CEPHO3HHUTE HEXETaHH PEaKiluM MO €CTECTBO Ca CUCTEMHH,
BKJIIOUBallH OpaauKapans, apuTMHs, 3aCTOlHa ChbpAcUHA HEAOCTATBYHOCT, OPOHXOCNA3bM U ANEPrHYHH

PCaKLHH.

KakTo oCTaHaIHTE NIPOAYKT# 34 NPHIIOKEHHE B OKOTO, TAMOJOJ ce abcopbupa B CHCTEMHOTO
KpbBooOpaieHne. ToBa MOXe Fa MPHYMHU HEXKEJIAHHY peaKkuuu, NoJoOHH Ha TE3H NPH CHCTEMHHTE OeTa-
6nokepu. Yecrorara Ha cucreMuuTe HJIP cnen npuioxXeHUe B OKOTO € NTO-HUCKa B CPABHEHME C Ta3M MpH
CHCTEMHO NpUnoxeHue, U3bpoeHuTte HexenaHu peaklKy BKJIIOYBAT peakLiHY, XapakTepHH 3a Kiaca OeTa-
6/10KepH, ynoTpebsasaHu B o TaaMOoIOrusTa.

Msuoro decru: (>1/10), yectnt (>1/100 no <1/10), Hewectu (=1/1 000 no <1/100) u peaku (=1/10 000 no
<1/1 000), c Hen3BecTHa YecToTa (OT HATHYHUTE JaHHU HE MOXe na ObJie HalpaBeHa OUCHKa).




TaGauua 1.;: Hexenanu peakums, HaGJ0naBaHA B H3NKTBAHHATA Ha JlaTamen

CucremMo-opraHeH MHoro yecTn HecTH HeuecTn
KJ1ac <>1/10) (1100 po <1/10) (>1/1 00070<1/100)
Hapyeuns Ha ["nasobonue
HEPBHATA CHCTEMA
i
HapyiueHust Ha oumTe XunepnurMeHraluHs Ha bonka B okoTO, HapyiueHus Ha
UpHKCca JpasHEHE Ha OKOTO porosuuara,
(BKJL. CMBJICHE, KOHIOHKTUBHT,
napeHe, ¢opdex, 6nedapur,
yCelLaHe 3a 4y a0 OYHa XHUIIepeMHus,
TAJIO B OKOTO) 3aMBITICHO 3PEHUE,
MOBHMILEHO
ChJI30OTAC/AHE
Hapyiierus Ha koxkata KoxeH obpus,
K MOJKOMCHATA ThiKaH chpbex

JIOIMLIIHMTENHH HeXKEMaHN PeaKIVH, crieldryHH 3a yrotpebara Ha OTASIHUTE KOMIIOHEHTH Ha Jlatamen, KoMTo ca
CHOOLLIEHH WU B KIHHWYHH POYYBAHKS, WIM CNIOHTAHHU CHOOLUEHHS, WIK B HANHYHATA NIMTEPATYpa.

3a naTtaHompocT Te ca U30pOCHH B cieasatiara Tadb/mua.

Tatimmma 2.: Hexxenanu JexkapcreenH peakium: Jlatanonpocr

CucreMo-0praHeH Kiac

HexenaHu peakKiiHH

Uudexkinn ¥ uHbpecTauuu

XeprneTUHYEH KepaTHT

HapyuieHus Ha HEpBHATA CUCTEMA

3amaiipaHe

Hapyurenust Ha O4HTE

[IpOMEHH B MHUIIMTE U OKOJMOOUHHA MBX
(yBeNHUYEHH ObJDKHHA, nebenHa, MUrMeHTalus U
Opoi HA MHUT/INTE), TOUKOBUAECH KEPATHT,
nepuopbMTasIER €EM, HPHT, YBEUT; MaKyJIEH
e1eM, BKJII. KHCTOHAEH MaKyJeH eaeM (Mpu
nmauMenTH ¢ adakus, NalKeHTH ¢ NceBaodaKus ¢
pa3KbCaHa 3aJHa KarncyJia Ha JielaTta Hiad pu
NalMEHTH C U3BECTHU PUCKOBH JaxKTOpH 34
MaKyJieH eleM), CYX0 OKO, KEpaTHT, pOrOBHYEH
eeM, EpO3Us HAa poroBulAaTa, TpUXHasa, KHCTa Ha
upuca, porododus; nepuopOUTAIHHN MPOMEHH H
NPOMeHH B Klienaya, BOACUIY 10 3aabado4aBaHe
Ha KnenayHara 6pasja; eieM Ha Kjernaua,

JOKANIH3KpaHa KOXHA peaKLUuns 110 KINEHaNH

nceBaoneMpUrouy Ha OUHaTa Ko {f‘ o

[IOTEMHABAHC HA KOXKATa HA KITOUMAQTHITC  4eh




Chp/leHHHA HApYLIEHUS

CTteHoKapaus, HecTabUIHA CTEHOKapAus,
NMannHTalHH

PecnupaTopHH, rpbJAHK U MEAHACTHHAIHY
HapyLUEHHA

ACTMa, BJIOlLIABAHE HA acTMa, 3a8yX

Hapyiuenus Ha MyCKYIHO-CK€NeTHaTa CucTeMa
CHEIMHUTENIHATA ThKaH

Muanrps, apTpanrus

O61LH HapyLLUEHHS U ePEKTU HA MACTOTO Ha
MPHIIONKEHHKE

bosika B rbpaAKTE

*IoreHIKAIHO € Bb3MOXHO Aa O6bJe cBbp3aH ¢ KOHCEPBAaHTA DEH3ANKHHUEB XIIOPHA

3a TUMOJION Te ca M30POoeHM B cligJrallara Tabnuua.

Ta6auua 3.; Hexenanu aexkaperaenn peaknuu: THM0/1010B MaJieaT (OYHO NPHI0KEHHE)

CHcTeMO-0praHeH K1ac

Hexesranu peakuun

Hapyluexdus Ha HMyHHaTa CHCTEMa

CHUCTEeMHH afleprHyHU peaKLMH, BKIOYHTENHO
aHa(pUNAKTHYHA peaKLHs, aHIHOCJEM,
YPTHUKAapH4, JTOKaJIN3UpaH U reHepajin3upaH
obpuB, cbeplex

Hapy1ierus Ha MeTabo/aMa ¥ XpaHEHETo

XHOOrNUKeMUs

[ICKXUYHY HApYLIEHUSA

3ary6a Ha nameT, 6€3CEHUE, AeNpecHs], KOMapH

Hapymenml Ha HCPBHATA CUCTCMA

Mo3B4YHO-CBAOB HHLMAEHT, Liepebpanta
HCXEeMHUS, 3aMasiHOCT, 3aCH/JIBaHEe Ha NIPH3HAINTE
U CUMIITOMWUTE Ha MHACTEHHUS I'DABUC,
napecTesuns, rjiapodoaue, CHHKON

HapyuieHus Ha ouuTe

OTnenBaHe Ha XOPUOKUAEATA Cle]
aHTUrNayKOMHa onepauus (BUXKTE Touka 4.4),
€pO3UA Ha POrOBHLIATA, KEPATHT, JHIIOIHS,
HaMasneHa YyBCTBUTE/IHOCT Ha POroOBHLIATA,
MPU3HALH U CUMIITOMH Ha OYHO Jpa3HeHe (Harp.
rnapeHe, CMbJCHE, Chpbex, bonka u
3a4yepBABaHe), CYX0Ta B 0UUTe, NTO3a, Hnedapur,
3aMBIJIEHO 3pEHHE

Hapyuenns Ha yxoTo 4 nabupuHTa

[Llym B yLuuTe

CopeuHn HapyLUEHHUS

CopleucH apecT, ChpAEYHa HEAOCTATLYHOCT,
aTpUO-BEHTPUKYapeH 010K, 3acTOWHA ChpACUHA
HEAOCTaThYHOCT, D0/1Ka B rbpAUTE, APHTMHUA,
Opagukapius, OTOK, NAANHTALUM

Cp/1081 HapyIlLEHUA

CTyneHH pblUe W Kpaka, XUNOTOHUSA, PEHOMEH Ha
Raynaud

PecnupaTopHH, rpbAHY U MEAUACTHHAIIHY
HapyLllIeHHA

AcTMa, BIOLIABaHE HA aCTMa, 3aayX

CToMalllHO-YpEBHH HapyLLEHHS

Kopemua 6onka, MoBpblIAHE, AUapHH
yCTaTa, JAUCrey3usd, AMCNENncHs, I




Hapyiiienus ra MyCKyTHO-CKeNeTHaTa CHCTEMA 1 Muanrus

CheZMHUTENHATA ThKaH

Hapy1iienus Ha BE3NpOM3BOMTEIHATA CHCTEMA H HapyiueHa cekcyanHa QyHKLUMSA, TOHHKEHO
rbpaara nmbduno

O61mM HapylleHus U edekTH Ha MACTOTO Ha ACTEHHS, YMOPSEMOCT

TpHIOKEHHE

Muoro psfko ca cboOlIaBaHy Cy4Yay Ha Kaluu@UKauKka Ha pOroBHLATa IIPH HAKOH MALlMEHTH ChbC
3HAYUTEJIHO YBPEAECHH POrOBHLY BHB Bpb3Ka C yIoTpebara Ha kanki 3a 0uH, CbAbpxawu docdary.

CrobuiaBaHe Ha MOM03UPAHU HEXKETaHH PEAKLINK

Cro611aBaHeTO Ha MOJ03UPAHH HEXEIAHK peaKUHHy cliell paspelaBaHe 3a ynorpeda Ha JIEKapCTBEHHA
NPoAYKT € BaxXHO. ToBa N03BO/sBA /ia TPOALIDKH HabMIOAEHHETO Ha ChOTHOWIEHHETO MON3a/PUCK 32
nexkapcTBeHys MpoAyKT. OT MEAMLMHCKUTE CIELHAIMCTH CE H3HCKBA Ja CLOBIIaBaT BCAKA NOA03KMpaHa
HeXXelaHa peakLs upe3 M3nbaHuTeNHa areHIus no JexapcTpata ya. ,,Jlamsd ['pyes® Ne 8, 1303 Codus,

Tel.: 4359 2 8903417, yeGcaitT: www.bda.bg

4.9 Ipeno3npane
Jluncear JaHHU 32 npeao3upale ¢ Jlatamea npu xopa.
CuMInToMHu

CUMITOMUTE HA CUCTEMHO NpPefo3UpaHe ¢ THMOJI0 ca: OpauKapaAus, XUIIOTOHUSA, OPOHXHAIEH CIATbM H
CIIMpaHe Ha ChPLETO.

(OcBeH 0Y4HO ApPa3HCHE N XHUIICPEMHUA HAa KOHIOHKTHBATA, HE €4 H3BECTHH JIPYT'H O49HH HJIH CHCTCMHH
HCXCNAHHW peaKUH NPpH NPEACIHPaHE HA JIATAHOIIPOCT.

JleueHue
JleueHueTo Tpabra aa 6nje CUMITOMATHUHO U MoAAbpKailo. TpsadBa Aa ce npocneasBaT HUBaTa Ha

CEPYMHHUTE eNeKTpoauTH (0cobeHO Ha Kanus) ¥ pH Ha KpbBTa.

AKO ce MOorsJHe cayvaiiio, Moxe aa Obje nonesHa ciaeapalaTta HHGopMaums,

[IpoyuBaHMSTa NOKA3BAT, Y€ TUMOJIOJ HE ce Axanu3upa necHo. HeobxoauM e cToMalleH NaBax.
JlaTaHonpocT ce MeTaboIN3upa B 3HaYHTE/IHA CTENEH 10 BPEME Ha TBPBOTO NPEMHUHABAHE NPe3 YepHHUS
npo6. Mpu 3apaBu 106pOBOJILH, UHTPaBEHO3HA HHPY3US HA 3 pg/kg He € npeAn3BHKala HHKaKBH
CUMITOMH, HO 103a oT 5,5-10 ug/kg npeau3BHKBa rajeHe, KopeMHa 00ka, 3aMaiiBade, YMOPSIEMOCT,
ropeiiy BLJHH U H3noTsBaHe, 1o TexecT, Te3un sBNeHUs ca OHIIH JIEKK 10 yMEPEHH H ca NpeMuHaBaniu 6e3

JTeyeHHe B paMKHTE Ha 4 yaca caeJ npekparaBaHe Ha HHPy3usra.
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g, GAPMAKOJIOTHYHHA CBOHUCTBA

3.1 PapMaAKOIHHAMHYHH CBOHCTBA
dapmakoTepanesTHyHa rpyna; Odranmonorudny 6era-Gnoxkepy - TAMONON, KOMOUHAIMK

ATC xon: SO1EDS]

MexaHH3bM Ha ACHCTBUE

Jlatame) ce ChCTOM OT J[Ba KOMIIOHEHTA: JIATAHONPOCT U TUMOJO0J0B MaieaT. Te3n aBa KOMIOHEHTa
HAMAJABAT NMOBHLLIEHOTO BbTPeouro Hansrade (BOH) no paznnuen mexaHH3bM Ha AEHCTBHE H
KOMOHHHMPaHUAT edekT BOJM A0 NAOMBIHUTENHO noHWkeHHe Ha BOH, B cpaBHeHHE CbC CAMOCTONTENIHOTO
UM MPHJIOKEHHE,

JlaTaHOMPOCT, AHAJIOT Ha IpocTariaHauH Fa, € CeNneKTHBEH arOHKUCT Ha PELENTOpa Ha MPOCTaHOUA FP,
ko#iTo Hamanssa BOH, kaTo yBennuaBa 0TTOKa Ha BTPEOUHA TEYHOCT. OCHOBHHUAT MEXaHH3bM Ha
HeHCTBHE € YBEJIHUYEHHAT YBEOCKIEpaneH OTToK. JOmbIHUTENHO UMa ChOOLICHHA 38 M3BECTHO
yBEJHYEHHE Ha KaNalKHTeTa 32 OTTOK (HaMansiBaHe Ha TpabeKky/apHaTa pe3HCTEHTHOCT Ha OTTOKA) NipH
xopa. JIaTaHONpoCT HAMA 3HaYUM eeKT BbpXy 00pa3yBaHEeTO Ha BbTPEOUHA TEHYHOCT, bapHepaTa KpbB-
BLTPEOYHA TEYHOCT KM BBTPEOYHATA LHPKYIallds Ha KpbBTa. XPOHHUYHO NIPHJIOKEHHE HA JIATAHONPOCT B
OYHTE HAa MaliMyHa, KOATO € NpeTbpIisiia H3BLHKAICYIHA eKCTPaKL M Ha Jelara HE € MOBJIHATIO
KPBLBOHOCHMTE ChOBE HA peTUHATA, KOETO € DKo ONpeeNeHo IOCPEACTBOM DAyOPECLIEHTHA
aurnorpacdus. [Tpy KpaTKOCPOUHO NIEYEHHE IATAHONPOCT HE € NPUUMHIIT U3/IMB Ha QIYOPECIUH B 3a](HUS
OYeH CErMEHT Ha OUMTE MPH NaUUEeHTH ¢ nceBaodakus.

Tumonon e 6eta-1 1 Oeta-2 (HecenexTuneH) GI0KUpalll AAPEHEPrUYHUA PELIETITOP aT€HT, KOUTO HAMA
ChILECTBEHA BLTPELLIHA CHMITATUKOMUMETHYHA aKTHBHOCT, JUPEKTHO NOTHCKAIIO MHOKapaa ACHCTBHE
1M MeMmbOpaHocTabunnaypalla akTHBHOCT. TuMosnon HaManAaesa BOH karto nonuxkasa oOpa3yBaHETO Ha

BbTPCOYHA TCHHOCT B LUHJIHAPDHHUA CITUTCIL.

ToyHHusT MEXaHU3BM Ha AEHCTBUE HE € ACHO YCTaHOBER, HO ce npeAronara HHXubupaHe Ha
npeau3BHKaHK OT €HAOreHHa OeTa-aapeHEPruyHa CTUMYJIaLKA 3aCHIIEH CHHTE3 HA IIMKIHUeH AM®. He
€ YCTRHOBEHO 3HaYMMO BIIUSHHE HA THMOJION BBPXY [MPONYCKJIMBOCTTA HA Dapuepara KpbB-BbTpeoyHa
TEYHOCT 3a MJIa3sMeHH mpoTeuHH. [Ipn 3afiuy, TuMonoa € 61 6e3 eeKT BbpXy PErHOHAJIHUA OUYEH

KpbBOTOK CJIEA XPOHHYHO TPCTHPAHC,

®apMakoTHHaMIYUK eeKTH

Knrunuuna epuxacrocm u bezonacrnocm
B npoyuBaHKd 3a yCTAHOBSIBAHE Ha J03aTa, JlaTamen e npean3BHUKajl 3Ha4YHMO NIO-TOJIEMH

NOHKXEHUA B CpeAAHOTO AeHoHOLHO BOH, B cpaBHeHuMe ¢ 1aTaHONPOCT ¥ THMOJION, NPUJIOKEHH

BEIHBX JHEBHO KaTto MOHoTtepanus. B ase nobpe koHTponupaiu, ABOHHO-MacKHPaHH,

6-MeceuHU KIAMHHUYHH NpoyuBaHus, moHwxkapamuaT BOH edekr na Jlatame) e 61 cpaBHEH ¢
MOHOTEPATHUA € JJATAHONPOCT U TUMonon npu nauueHTy ¢ BOH naii-mManko 25 mmHg nnu no-ronsmo.
Cnen 2-4 ceqMUyHA BbBEK/Iala Tepanus ¢ TUMOoNoN (5 mmHg cpeAHo MOHMXEHHe Ha BO ; WTBU
Ha MPOYYBAHETO), AONBJIHUTENHN IIOHNKEHHA Ha cpeaHoTo AenoHolHO BOH ¢ 3,1, 2,0 /0¥ T T
Oounu HabmoaaBaHu cnell 6 mecella jeHeHue CbOTBETHO € JlaTaMes, 1aTaHONPOCT U THMG Jid
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nueBHo). [Tonmxkasamuar BOH edexr na Jlaramea e 61 NoAAbLPKAH B OTKPHTO, 6-MECEHHO
NPOALJLKEHUE HA TE3H MPOYUBaHHS.

ChLUECTBYBAILKTE JAHHH MPEANONArar, 4eé BEUSPHOTO MIPUNOKEHHE MOXKE MO-eEKTHBHO 13 TOHWXKH
BOH, 0TKONKOTO CYTPELIHOTO MpHIokeHue. HesaBHCHMO OT TOBa, KOraTo ¢ npeLeHsABa
[penopbyBaHETO Ha BEYEPHO WM CYTPELLHO NPUN0KEHUE, TPAOBA Aa c€ OTACIH KOCTATbYHO BHUMAHHE
Ha HauxHa Ha *KHBOT HA NalKeHTa U Bh3MOXHATa UM ChIIaCyBaHOCT.

B ciyyall Ha HefocTaThuHa epuKacHOCT Ha puKcHpaHaTa KomMOuHauus, TPsAOBa a ce UMa NPeBUJ, ue
pe3yATaTH OT MPOYYBAHUR IOKA3BAT, YE U3MON3BAHETO HA HE(PHKCHPAHO NPHIIOKEHHE Ha THMOJION 1Ba

IbTH JHEBHO H JIATAHONPOCT BEAHDBXK JHEBHO, MOXe Aa 6bAe ChLIO ePEKTHBHO.
HauanoTo Ha AelictBueTo Ha JlaTaMen e B pAMKUTE Ha eIMH 4Yac, a MakCHMaJIHUAT €PEKT ce MposBsBa
ciel WecT A0 oceM vaca. [Ipy MHOroKpaTHO MPHUJIOKEHHE € NMOKa3aHO HAIHYKE Ha a/ICKBAaTCH ITOHHKaBall]

BOH edexT no 24 4aca cnen jo3upaHe.

5.2 POapMaKOKHHETHYHH CBOHCTBA

Jlamaronpocm
Abcopbuus

JlaTaHONPOCT € M3ONPUI-ECTEPEH JIEKAPCTBEH NPEKYPCOP, CaM N0 cebe CH HEaKTUBEH, HO clel
XHAPONHN3a OT €CTEPA3M B POroBMLATA 0 KMCENHHATA Ha JIaTaHONpPOCT CTaBa OHOMOTHYHO aKTHBEH.
JlexapcTBenuaT nMpekypcop ce pesopbupa nobpe mpes poroBULIATa U LISUIOTO KOJIHYECTBO, KOETO HaBJIe3e
BbB BLTPEOYHATZ TEHHOCT CEC XMAPOIH3Upa N0 BpeMe Ha PEMHHABAHETO CH 11pe3 poroBHLaTa.

PasnpeneneHue

[IpoyyBaHHs NpH XOpa NOKA3BaT, Y€ MakCHMallHaTa KOHLIEHTPALHA BLB BbTPEOUKATa TEWHOCT,
npubausutento 15-30 ng/ml, ce nocTrra okono 2 yaca ciell NOKaJIHOTO CAMOCTOATEHO NPHIIOKEHHE Ha
natadonpocT. [1pu MaliMyHH, Clle TOKANHO NPUIICKEHHUE, JJATAHONPOCT € BN/ pa3npenencH NPEANMHO B
[IpEAHUA CeIrMECHT, KOHKOHKTHBATA A KIIENAYHUTE.

Kucenusara Ha 1aTaHOnpocT uMa naazmel knupeHe 0,40 Yh/kg u mansk obem Ha pasnpenenenue, 0,16
I/’kg, KOeTO BOAN RO KPAaTBLK MOJYXKHBOT B Myasmara - 17 MuHyTH. Crnell TOKaJHO OYHO NpHaraHe,
cHcTeMHaTa OCHOHATMYHOCT HAa KHUCEJIMHATA Ha naTtaHonpocT € 45%. Kncenunara Ha naTaHoIIpocT e

CBBLP38a B 87% ¢ Ma3MEHUTE NPOTEUHH.
BuotpaxcdopmMalis ¥ eMMAHMpaHe

B oxoTO xHCcennHara Ha NaTaHOIPOCT NpakTHYeCKH He ce MeTabonusnpa. OCHOBHUAT MeTabonU3bLM ce

M3BLPILBA B YepHHd Apol. B onuTH NpH XKUBOTHM rnaBrydTe MeTaboauTH - 1,2-nuHop u 1,2,3,4-reTpaHop
MeTaboNUTHTE, HAMAT WK UMaT caMmo cnaba BHONOrMYHA AKTUBHOCT M C€ EKCKpEeTHPAT NPEeIHUMHO ¢

YpHHAaTa.
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Tumonon

AGcopbuus ¥ paznpeneneHue
MakcuMaTHaTa KOHLEHTpALHS HA TUMOJIO/ BbB BLTPEOUHATa TEYHOCT C€ IOCTHTa OKOJIO | yac cnen

NOKAIHO NPUNOKEHUE Ha KankH 33 o4uyt. YacT oT no3ara ce pesopOupa CHCTEMHO ¥ MaKCUMAJIHA MJla3MeHa
koHUeHTpamus oT 1 ng/ml ce noctura 10-20 MUHYTH ciIeX JOKAIHOTO NPUIAraHe Ha elHa Kanka 3a OYM Ha

BCAKO OKO BeAHBXK AHeBHO (300 pg/nen).

buoTpanchopmalus

[TonyXMBOTHT Ha THMOJIOJ B [IN1a3Mara € 0KoJo 6 yaca. TeMonos B 3Ha4HTENIRa CTENEH Ce

MeTabonuznpa B uepHUs npod.

EnMMHHUpaHE
MeTtabonuTuTe ce EKCKpETHpAT ¢ YpHHATA 3a€AHO C U3BECTHO KOIMYECTBO HEITPOMEHEH THMOJIOJN,

Jlamameo

Bpbaka fapMaKkoKUHETHKa~hapMaKOAWHAMHKA
He ca HabnonasaHu papMakOKHHETHHHH B3aMMOJCHCTBHA MEXKY JIATAHONPOCT H THMOJIOJ, BLIIPEKH 4e

B CpaBHEHHME C MOHOTEpanuATa, 1-4 yaca cnejl npunarase Ha JlataMes € Hanuue 2 NbTH NO-BHCOKA
KOHLCHTPAI¥A Ha KUCEIUHATA HA JATaHONIPOCT BbB BLTPEOHHATA TEHHOCT.

5.3 IMpeakJHHHYHH JaHHH 3a 0e30MaCHOCT

[TpodunbT HA OYHATA H cHCTEMHATA 6e30MacHOCT HA HHAMBHAYANIHUTE KOMIIOHEHTH € J00pe YCTaHOBEH.
He ca HabmtogaBaHM HEXENaHW OYHM HIIM CUCTEMHH €eKTH Y 3aiiiy, TOKAJHO TpeTHpaHu ¢ pUKCHpaHa
KOMOWHAI[HA HIIH C eHOBPEMEHHO NPHJICKEHH OYHH Pa3TBOPH Ha JIATAHONPOCT U TUMoJ0J. [Tpoyusanus
3a (papMaKoONOrMiHa, FeHOTOKCHYHA M KapLUHHOreHHAa 6€30NacHOCT C BCEKU OT KOMIIOHEHTHTE pa3KpuBaT
nuncara Ha ocobeH puck npy xopa. JlaTaHonpocT He NOBNMABA 3a3[paBARAHETO HA paHA HAa POTOBULIATA B
OKO Ha 3aeK, JOKATO TUMOJION HHXHOUpa TO3M MPOLEC MPH OKO Ha 3aeK W MaiiMyHa, KOraro ce npunara

MO-HECTO OT BEAHDIK JHEBHO.

[To oTHOIIEHHE HA IATAHONPOCT, He ca OMNU YCTAHOBEHHU eeKTH BbPXY MBLXKKHUS H KEHCKUS PepTHINUTET
NPH MTBXOBE, KAKTO W TEPATOr¢HHA aKTUBHOCT NPH MIBXOBE Y 3aiilu. TIpy nabxoBe He € yCTaHOBEHA
eMOPHOTOKCUHMHOCT CJleJ HHTPaBeHO3HN J03u 1o 250 ng/kg/nen ot ToBa, pU 3aily CNell HHTPABEHO3HH
no3n ot 5 pg/kg/nen (0KOAO N03a) UK TIO-TOJIEMH, TATAHONPOCT € NpeAn3Bsukal eMOprHo-deTanHa
TOKCHHHOCT, XapaKTepU3upallla ce C MOBHILIEHA YECTOTA Ha KbCHA pe3opluus v abopT, KakTo U OT
HaMaJjieHo Terfo Ha getyca. TUMonon He e nokasan €heKTH BbPXY MBIKKHUA U XXEHCKUSA PEPTUAXTET NPH
[JIbX0BE UK TEpATOreHHa aKTUBHOCT MPH MUILKH, MTEXOBE ¥ 3aHLH.

6. OAPMAIIEBTHYHHA JAHHU
6.1 CoHebK HA NOMOINHUTE BelllecTBA
Huuatpues pocdar goaexkaxuapar

Harpues auxuaporeHgocdar guxuapar
HaTpues xJjiopua
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beH3ankOHUEB XJIOpHI
Hatpuer xunpokcua
KoxlLieHTpHpaHa XJI0pOBOACPOAHA KHCEIHHA

Boaa 3a MHXEKIIUH

6.2 HechbBMECTHMOCTH
[TpoyuBaHys in vitro ca NOKa3aNH, Y€ HACTLIBA (IPELMITHTALIMSA, KOraTO ChIBM@LIH THOMEPCAT KAIKH 32 OYH CE CMECAT
C JIATAHOIIPOCT. AKO TaKHBA JIEKAPCTRA C& U3NOIRBAT 3aC/HO ¢ Jlarame], KankuTe 32 O4H TpabRa Aa ce npunarar ¢

HHTEpBaa OT HaH-MaNKO S MUHYTH.

6.3 Cpok HA TrOAHOCT
[Ipenu orBapsHE: 4 TOJAMHM.
Jla ce n3mon3Ba B paMKUTE HAa 4 ceIMKLM clieA MbPBOTO OTBAPAHE HA OMMAKOBKATa,

6.4 CrenuaJiHH YCJOBHS 32 ChXPAHEHHE
[Npeay nepeo oTBapsaHe: [a ce chxpaHssa B xnaAunHuk (2°C - 8°C).

Cnen mbppBo oTBapsne: [a ce coxpanssa noj 25°C.
ByTunxara Ja ce CbxpaHsBa BbB BbHINHATA KAPTOHEHA KYTHS, 32 Jla ¢€ NpeANna3y OT CBET/IMHA.
6.5 Bua H ¢hAbpAKAHKE HA ONTIAKOBKATA

Bcaka OyTHika CeABpXKa 2,5 ml Kanky 3a o4H, pasTBop.
Jlatamen e npo3pavHda, be3uBeTHa TEUYHOCT.

Hamupa ce B 6sna Henpospauna LDPE 6ytunka ot 5 m! ¢ 6san LDPE xankoMep, noxpura ¢ 6ana HDPE
Kanayka ¢ BUHT CbC 3ALUMTEH NPBCTEH. byTH/IKATA € MOCTABEHA B KAPTOHEHA ONaKOBKa.

6.6. Chnennaanu npeanasHH MEpPKH NPH H3XBLPpJiaHe H paboTta

Heunsnon3paHuAat JICK@PCTBCH MPOAYKT HJIH OTIIAABUYHHTE MATCPHAIIH OT HETO T‘pﬂﬁﬂa Ad CC U3XBLDJIAT B
CbOTBETCTBHEC C MCCTHHUTC N3HCKBal Wi,

7. I[IPUTEXATEJ HA PA3SPEILNEHHUETO 3A YIIOTPEBA

Bopan Meagucune Espona EQO/L
6yn. CumeoHoBcko woce 130, er. 3

1700 Codus
brarapus

8. HOMEP HA PA3PEIIEHHETO 3A YIIOTPEBA

Per. Ne 20210093
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9. JTATA HA ITIHPBO PASPELHIABAHE/MTIOAHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Nata Ha mbpRO paspetuasaHde: 14 anpun 2021
JlaTta Ha NOCIEAHO MOAHOBABAHE:!

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

03/2025
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