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KPATKA XAPAKTEPHCTHKA HATIPOIYKTA . 0111 M1

1. HAME HA JEKAPCTBEHMS ITPOAYKT
Jlatamen 50 MmuxporpamMa/ml + 5 mg/ml kanku 3a o4M, pa3TBOp

Latamed 50 micrograms/ml + 5 mg/ml eye drops, solution

2. KAYECTBEH M KOTNMYECTBEH ChCTAB

Bcexku ml ceabpika 50 mukporpama naranonpoct (/atanoprost) u 6,83 mg THMOIONOB MaNleaT
(timolo! maleate), cvoTBeTCTRAI HA 5 mg/ml THMonon (timolol).

[IoMoMHO BelllecTBO ¢ H3BECTHO JICHCTBHE:

Bensanxonues xopuz 0,20 mg/m]

3a mbaHUA CIIHCHK HA NOMOMHUTE BEUICCTBA BIKTE ToOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a ouH, pa3TBOp.

Pa3zTeoptT € npozpauna, bezupseTHa TeyHocT. He 61 TpabBano na ceabpika BUIHMH YaCTHLIM.

4, KJIAHAYHHA JAHHHA
4.1 TepaneBTHYHH NOKA3AHHUA

JlaraMen e nokasaH NpH BB3PACTHH (BKIIOYHTENHO NMALMCHTH B CTapYecka BH3PACT) 3a
HaMalcHHUe Ha BBTPEOUHOTO Handarade (BOH) nmpy naiMeHT! ¢ OTKPHTOBIBIHA MIIaykoMa i
TIOBHIIICHO OYHO HAJIATAHE, NIPH KOUTO MMa HEJOCTATHYEH OTTOBOP KBbM JIOKATTHO NIPHIOKEHH
OeTa-6Nn0KepH WIH POCTATIAHANHOBY aHAJIO3H.

4.2. [103HpOBKA H HRYHH HA HPHIOKEHHE

ﬂOSHQQBK&

Bvspacmnu (6xaouumento npu nayueHmu 8 crmapyeckd ev3pacm)
[Iperiopbunrennara Tepanus € eiHa Kanka 3a O4M B 3aCerHaToTo OKO (04M) BEAHBXK JHEBHO. AKO
¢AHa Jo3a 6p1e nponycHaTa, JeueHHeTo TpAOBa Aa NPOXBIKH CHC CIEBalIaTa 1033, KAKTO €
riaHupano. U3BeCTHO €, ye NpM Npuiiarade Ha JaTaHOIPOCT NOBEYe OT BEAHBXK AHCBHO,
edexTsT Ha HaManaBaHe Ha BOH orcnabsa. Jlozara He 6uBa /la mpeBHIllaBa exHA
3aCErHaToTo 0KO (04H) JHEBHO.
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[leouampuyuna nonynayusi
be3onacHocTTa M epukacHocTTa Ha Jlarame  pu AeLa U FOHOIIW HE ca YCTaHOBEHH.

HauyuH Ha npunoxkeHue

KoHTakTHUTE ey TpaOBa Ja ce CBAJIAT MPe/Iy MpUlaraHe Ha KankuTe 3a 04d M MOJKE Jia CE NOCTaBsT
OTHOBO cJie 15 MuHyTH (BXK. Touka 4.4).

AKO Ce U3110J13Ba [M0BEYE OT €/IHO JIOKAITHO JICKApPCTBO 3a O4H, JICKApCTBaTa T'pilﬁBa Ja CE IpHJIarar Ipcs3
HHTCPBAJI OT INOHC IICT MUHYTH.

HayuH Ha npunoxeHue

KoHTakTHHUTE NIe1 U TpsOBa a ce CBaAT NpeAy NpUjlaraHe Ha KarkMTe 3a O4YM M MOXeE Jia ce
MOCTaBAT OTHOBO cjie] 15 MUHYTH (BXK. TOuKa 4.4).

Koraro ce npunara HaTUCK BbpPXY Ha30JIaKpUMaJTHUA KaHaJl WM CE 3aTBOPSAT KJIEMA4YMTE 3a JIBE
MHUHYTH, cUCTeMHaTa abcopOuus ce noHW»xkapa. ToBa MOXKe J1a I0B€/ie 10 HamajIiBaHe Ha
CUCTEMHUTE HEXEJIaHU PeakLMK M 3aCUJIBAHE HA JIOKaJHaTa aKTUBHOCT.

Jlarameq ce HakamnBa BBB BCAKO OKO IO CJICIAHHUA HAYHH!

1. U3MuiiTe pblETe CH U C€ HacTaHeTe YI00HO.

2. Pa3BuiiTe BbHIIHATA Karnayka, 3a Ja A npemMaxHere (MOXe Jia c€ U3XBBPIIN).

3. Pa3BuiiTe BbTpELIHATA Npeana3Ha Kanayka. 3anasere .

¥

4, JlppniHETE IOJTHUSA CH KJIeTay HajoJ1y, 3a jia ce obpa3yBa ManbK ,,JuKO0 MEXy Kienaya u

okoto Bu. B TOBa noJie ce HakarBa Kankara.




5. [Ipubnuxere Bbpxa Ha ¢iakoHa 6130 10 OKOTO CH, HO HE IO JIOKOCBAMTE JI0 OKOTO.

6. Jleko cTucHere (hy1akoHa ¥ HakareTe camo efHa kanka Jlatamen. OcBobojere Kienaya.

7. Cnen ynotpeba Ha Jlarame, HATUCHETE C MPBCT BI'bJa HAa OKOTO CH 0 HOCA MK 3aTBOPETE
KJI€NayuTe CH 3a 2 MUHYTH, KaKTO € N0Ka3aHo 1Mo-A0J1y. ToBa wie npejoTsapTH MornajiaHeTo Ha

THUMOJIOJI M JIAaTAHOIIPOCT MO APYIrM 4acTH Ha TAJIOTO Bu.

8. Ako JnexkapsaT Bu e kasan jga npunarare J1eKapcTBOTO MU B JIBETE OUYM, MOBTOPETE CBHIIUTE

CTBIIKH U 3a JIPYrOTO OKO.
9. 3atBopere noOpe ¢akoHa ¢ BbTpEIIHATa Mpe/na3Ha Kanayka ciej yrnorpeoa.

AKO Kankara He 1ornajiHe B OKOTO, OITMTalTe OTHOBO.

4.3 [IporuBonoka3aHus

Jlarame e NpOTUBOMOKA3€H NMPU MALIMEHTH C:

» CBpBX4YYBCTBUTEIHOCT KbM aKTUBHUTE BEILECTBA MJIM HAKOE OT NMOMOIIIHUATE BEILIECTBA,
130poeHH B Touka 6.1.

® PeakTnBHM 3a00/15BaHUs Ha AUXATEIHUTE MTBTHILA, BKIIIOYMTEIHO OpOHXHAIHA acTMa,
aHaMHe3a 3a OpoHXHaJIHa acTMa WJIM TeXKa XpOHUYHA 0OCTpyKTHMBHA OenoapobHa 6onecr.

s CunycoBa 6paukapIus, CHHAPOM Ha OOJIHUSA CHHYCOB Bb3eJl, CHHO-aTpHaJieH 610K,
aTPUOBEHTPUKYJIapeH OJI0K BTOpa U TpeTa CTENeH, KOUTO He ¢€ KOHTPOJIMpa C NMEHCMENKBP,
M3sBEHA ChpJIEYHA HEJAOCTAThYHOCT, KapAMOT€HEH LLIOK.




4.4  CrenHaiHH NpexynpeXAeHHs U NPeANa3sHH MepKH pH ynorpeba

CucreMHy edeKTH

IlonoOHO Ha ApYrd NOKATHO NpUJIAraHH O4YHH JieKapcTBa, Jlatamex ce pe3opOupa CHCTEMHO.
ITopaau GeTa-aqpeHeprudHUA KOMIIOHEHT THMOJION, MOXeE Jia C€ MPOABAT CBLUIHTE CHPACYHO-
chaoBH, GemoapoOHU U APYTrH HEXENAHH peakIHy, KaTo Te3d, HabmoaaBaHH IPH CHCTEMHO
npuaoxenn bera-6noxkepu. Uecrorara Ha cucreMHure HJIP cien npunoxkeHne B OKOTO ¢ 1O~
HHCKA B CPABHEHHE ¢ Ta3H CJIS/ CHCTEMHO NpPUJIoXKeHHe. 3a MOHKXKAaBaHe Ha CHCTEMHATa
abcopbuma BHXTE TOuKa 4.2.

Copaeuny HapylicHHus

IIpu nanpeHTH CBC CHPACUHO-CHICBH 3a0019BaHNA (Hallp. KOpOHApHa 00NECT Ha ChPLETO,
aHTHHA Ha Prinzmetal ¥ ¢pplicuHa HENOCTATHYHOCT) K XMIIOTOHMSA JIEUECHHETO ¢ GeTa-ba0KepH
TpaGBa a 6be HENPEMEHHO OLEHEHO, a ACUSHHETO ¢ APYrH aKTHBHM BeIecTBa Tpabba Aa ce
npepasriena. [[allMeHTH CBb¢ CBPACUHO-CHAOBU 3a00/19BaHNs TPsAOBA Aa CNEAAT 33 MPH3HALIM Ha
BJIOIIABAHE HA TE3W 3a00ABaHMA U HA HEXENaH! PeaKLMH.

[Topamn HeraTHBHEAT UM edeKT BBPXY BPEMETO Ha NPOBEKAAHE HA UMAyIIca, OeTa-0nokepHTe
Tpa6Ba Ja ce NPUAAraT NpH MaHEeHTH Che ChpacdeH OJIOK MEPBa CTENEH CaMO ¢ MOBUINICHO
BHUMAaHME.

Cinen npHiarane Ha THMOJION ca CHOOILABAHH PeaKiluH OT CTPaHa Ha ChpLETO M, PAAKO, CMBPT
nopagy ChbpAEYHA HEJJOCTATHYHOCT.

CbA0BU HApYIICHHA

TTaypenTy ¢ TeXKM IIMPKYJIATOPHH HapymeHud (Hanp. Texku GopMu Ha 6osiect Ha Raynaud nim
cHHApPOM Ha Raynaud) Tps6Ba fa 6BAAT NeKyBaHH C NOBHIIEHO BHHMAHRHME.

EﬂﬁaTGJIHH HapYHICHWA

ViMa cbo0menus 3a AMXaTelIHHM Peakiiu clie]| IpHilarane Ha HAKon feTa-61okepH ¢ ynoTpeba B
odranMonoruaTa, BKIIKOYHTENHO Th/DKalia ce Ha OpoHXocnassM CMBPT NIPH NAIHEHTH ¢ acTMa.
Jlatamen TpabBa Ja ce nNpuiara BHEMATEHO MpY NALMEHTH C NEKa/yMEepEeHa XpOHMYHA
obcTpykTBHA Genoapobua Gonect (XOBB) ¥ caMo ako NOTCHUMATIHATA 107134 HAABHINABA
BB3MOXKHHSA PUCK. |

XUnorankeMus/ nuaber

bera-0n0xepure TpAOBA Aa CE NIPUIAraT BHHUMATENHO ITPH MALMEHTH CHC CIIOHTAHHA
XHIOTHKEMHs WM TIPY NMANMeHTH ¢ HEYCTONYHB 3axapeH Auaber, Thii kaTo 6era-6nokepHTe
MOTaT Aa MaCKHPAT NPH3HALHTE U CHMIITOMHUTE HA OCTPA XHIIOMTHKEMHA.

Beta-6nokepuTe Morar ChIO A2 MAaCKUPAT MPH3HAIMTE HA XHIICPTHPEOHUIUZEM.




3abosBaHKA Ha POrOBHILIATA

Beta-6n0kepHTe 3a IPHIIOXKEHUE B OKOTO MOTaT @ NPEAM3BUKAT CyXoTa B o4uTe. ITauneHTH Che
3a0ogBaHMA HAa poroBuuara TpAOBA aa 6bAaT JIeKyBaHN BHHMATENHO.

Jipyru Oeta-61a0KepH

EdexThT BpXY BETPEOYHOTO HajATaHe WM U3BECTHUTE edieKTH Ha cMcTeMHa Oeta-0n0Kkaza
MOKE 1a ce MOTCHIUPAT, KOraTo THMOJION ce TIpHJIara npH MalMeHTH, KOHTO BeYe npueMar
cuctemeH 6era-Onokep. EQexTsT IpH Te31 nanueHTH TpA6Ba ¢Tporo fa ce Habmoxasa.
Vnotpebara Ha ABa nokanuu Geta-Oiokepa He ce MpenopbUBa (BYKTE TOYKA 4.5).

AHadUIAKTHYHH PEaKIMM

ITo Bpeme Ha neyeHne ¢ beTa-610KepH MALMEHTH C aHAMHE3a 33 aTONTHYHA AJICPTHA MITH
aHaMHe3a 3a TeXKa aHapUIaKTUYHA peaKilMa KbM pa3sIMyHH anepreHH MOXe 1a UMarT 1mo-
M3pa3cHH peaKkiHH NPH MMOBTOPHO H3JIaraHe Ha TE3H AJIEPIeHH U [a Ca HETYBCTBHTEIHH KbM
OOMKHOBEHHTE O3 aJPEHANNMH, H3MON3BAHH 33 ICYCHHE HA aHADUIAKTHYHHN PeaKluH.

Jr1nenBaHe Ha XOPHOUACATA

Hma cpo6ueHns 3a OTAENBaHE HA XOPHOKAEATA IIPU MPUIarage Ha JIeUeHHe, HOTHCKAILID
MPOAYKIHATA HAa BHTPEOYH T€YHOCT (HANp. TUMOJION, alleTas’oaMua), cael GUITpallHOHHH

IIPOLICAYPH.
Xugmrmﬂa agecresus

Od¢ranMoTorHyHuTe NPOAYKTH, ChALPKAINH GeTa-0nokep Moxe 1a 6okHpaT CHCTeMEHTE GeTa-
ajipeHepruuHH edeKTH Hamp. Te3H Ha afipeHaIHH. ARecTe3HOJIorsT TPAGBa Ja Onae
MHPOPMHpaAH, KOTaTO NALMEeHTET NPHEMa THMOJIOJL.

CrIIbTCTBANIA TEpanms

TrMonon Moxe Aa B3aHMOJACHCTBA ¢ Apyry JekapcrBa (Bxk. Touka 4.5).

Jpyry 0pocTarJaHauHOBY aHAI03U

He ce npenopsyka eAHOBPEMEHHOTO U3MIOJ3BAHE HA ABA HITH NOBEYES MpOCTArIaHHHH,
MPOCTATIAHAMHOBY AHANO3H WIH YIPOCTArJIAHZHHOBH MPOH3BOJHM (BX. TOUKa 4.5).

IlpoMEHY B MHrMEHTALMATA HA HpUCa

JIaTaHOMPOCT MOXKE MOCTENEeHHO A3 MPOMEHHU LBETA HA OYHTE, KATO MTOBHIIABA KOJMYECTBOTO HA
ka(haB NUrMeHT B upHca. [Tono6HO Ha YCTAHOBEHOTO MPH KAIKH 33 OYM JIATAHOIPOCT, NpH 16-

20% OT BCHYKM NMALMEHTH, IEKYBaHH ¢ Jlaramen, € Hab/moAaRala yBeNMMYCHa NIUrMEHTalMa Ha

HpHCa B paMKHTE Ha elHa roauHa {(ocHoBaBamo ce Ha ¢ororpadpun). Tosn eekr ¢ 6
HabONaH IPeAMMHO TIPH NALMEHTH CHC CMECEHO OLBETEHU UPHCH, T.€. 3eIICHO- @\Mﬂm;
Ka(siBH HIIH CHHLO/CHBO-KadABH M € ABJIKH Ha NOBHNICHOTO ChABPKaHHE Ha
MEIAHOUWTHTE Ha CTpoMaTa Ha upuca, OOMKHOBEHO KadaBaTa NMUrMEHTAIMA O
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pa3npOCTpaHABA KOHLEHTPHYHO KEM nepHuepudaTa Ha 3aCErHaTHTE OUH, HO LICTTHAT UPHC KM
YacTH OT HEro MoKe Aa CTaHat no-kagasu. I1o Bpeme Ha JABE TOAWHH TEPANKA B KIIMHHYHH
[POY4BAaHHA C JIATAHOIIPOCT, TAKABA NPOMAHA € Omna HabmoJaBaHA pAAKO [IpH MALHEHTH C
XOMOI€HHO CHHY, CHBH, 3€JIeHH HJIM Ka(ABU OYH.

ITpoMaAHaTa B LIBETA HAa UpHCa ce poABABa 6aBHO ¥ Moxe Aa Obae He3abene)KUMA B TEHCHHE Ha
HAKOJIKO Mecella MITH FOAHHE U He e 61Nla CRbp3aHa C HAKAKEB CUMIITOM HJIH MATOJIOTHYHH
TIPOMEHH.

CneJ npexpaTABaHE Ha JICYEHHETO He € HAOIOAABaHO TI0-HATATHIIHO YBEIHMYEHHE Ha KadaBus
MArMEHT Ha MPUCA, HO HACTHITHIIATA MPOMAHA B IBETA MOXKeE J1a 6bA¢ NOCTOSHHA.

Hesycure ¥IH TOUYULIHTE BHPXY UPHCa He ca OUIH MOBIHAHH OT JICYCHHETO.

He e Guio HabmoaaBaHO KyMyJIHpaHe Ha IIHTMEHT B TpabeKyapHaTa Mpexa Ui Apyrafic B
fpeaHaTa KaMepa, HO [TAUEHTHTE TpabBa Aa c¢ U3CNEeABaT PEOBHO H B 3aBUCHUMOCT OT
KIIHHHYHOTO CBCTOSHHUE JICYSHUETO MOXKe Jia Obie IPEeKpaTeHo, aKo HACTHIIH YBEJIMYABaHC Ha
NMrMEHTALMATA HA HPHCA.

[Ipean 3anmouBaye Ha NeYeHHETO, NAlHEHTHTE TPAOBA 1a OpAaT MHPOPMHpaHH 32 BE3MOXHOCTTA
33 MPOMsAHA B LIBETa HA O4yKTe. EAHOCTpaHHOTO JJEYCHHE MOXKE /la 10BEIE 1O TpaHHa
XETEPOXPOMHA, ~

[IpoMeHM B KIenaya ¥ MHTIIHTE

BeB Bpp3ka ¢ ynoTpebara Ha naTaHonpocT ¢e cxo01aBa 3a MOTEMHABAHE HA KOXKATa Ha KJlenaya,
KOETO MOXe a e o0paTHUMo.

JlataHONIPOCT MOXE MOCTENEHHO JIa NpeaU3BHKA NIPOMCHH B MHIJIUTE M OKOJIOOYHHA MBX Ha
NEKYBaHOTO 0KO. Te3u nMpoMeHHU BKIOYBAT NOBHILICHA ABL/DKUHA, AcOC/IHHA, THTMEHTAIUA K
6poit Ha MUIIHMTE WK QPUHUTE KOCHMUETA, KAKTO U H3pACTBaHE HA MHITIHTE B HENPaBHITHA
nocoka. [IpoMenuTe B MUrIHTE Ca 0OpaTHMH cliell CIUpaHe Ha J1eYEHHETO.

['nayxoma

HaMa nokyMeHTHpaH OIMT ¢ JIATAHONIPOCT NPH BH3NAJIMTEHA, HEOBACKYIapHa MIH XPOHHYHA
3aKPUTOBIB/IHA TTIAYKOMA, IPH OTKPHTOBIB/IHA TIAYKOMa IPH NALMEHTH ¢ NICeBAODAKHA U NPH
MAMEHTHA raykoMa. JIaraHOIpoCT HMa ChBCEM €A WM HUKAKbB €eKT BbPXY 3€HULATA, HO
HAMa JOKYMEHTHpaH OIMT NPH OCTPH aTakH OT 3aKPHTOBIBIHA riaykoma. [Topaau Tosa, ripn
TE3H CECTOAHHUA ce mpenopruBa JlataMexn aa ce npunara BHUMATETHO A0 HATPYNBAHETO HA
10BEYE ONHT.

XepreTnieH KEPaTHT

Jlatanompoct Tpa6Ba Aa ce U3N038a ¢ MOBHINEHO BHUMaHHUE NPH NMALHEHTH ¢ aHAMHE3a 33

yrnorpebaTa Ha NPOCTArnaHAMHOBH aHAJIO3H.



MHK!HCH CICM

Hma crobiieHus 3a MaKyJieH eAieM, BIJIIOYUTETHO KHCTO3EH MaKyJICH €IEM, 110 BPEME Ha
NeYCHHE C NAaTaHONPOCT. Te3n CLOOIMEHNA ¢a IJ1aBHO NpH NalHEeHTH ¢ ahaKkus, TalHEHTH C
nce0gaKud ¢ pa3KbcaHa 3aJHA KancyJja Ha JeIiaTa WK [P MalMeHTH ¢ U3BECTEH PHCK OT
makyleH eaem. [Ipu TakuBa nanpenT! Jlatamen Tpabera za ce M3nonN3Ba BHUMATEIHO.

KoHcepeauT

JlataMen CeaBpKa OCHIANKOHHEB XIOPHA, KOUTO OOMKHOBEHO Ce¢ H3TI0JI3BA KATO KOHCEPBAHT B
OQTaIMOJIOTHYHHTE NPOoAYKTH. VIMa cpoblIeHHA, Ue OEH3ANIKOHMEBHAT XIOpH/| NTPHIKHABA
TOYKOBH/IHA KEPATOIATHUA M/ WJIH TOKCHYHA YILEPAaTUBHA KEPATONAaTUA, MOXKE Ja MPHYNHH OYHO
Apa3HeHe. [Ipu yecTa unu npogs/pKHTENHA ynorpeba Ha JlataMen ce H3UCKBAa BHHMATEITHO
npocieadBaHe Ha MALHEHTUTE ChC CYXO0Ta B OUWTE WK NpH 3aD0NsgBaHuA, MTPH KOUTO
pOrOBHIIaTa € HApYLICHA.

KOHTaKTHH neniy

KonrakTHuTe ey Morat Ja abcopbupat 6eH3aTKOHHEBHA XTOPHA, 38 KOHTO € U3BECTHO, 4¢e
obe3rBeTABa KOHTaKTHHTE ey, KoHTakTHHTE Neny TpaOBa Aa ce CBaIAT NpeAH NpHiaraie Ha
Jlaramen, HO MOTAT Ja ce MOCTaBAT OTHOBO clel 15 MuHYyTH (BX. TOuKa 4.2).

4.5 BsaumozaeiicTBHe ¢ APYTH JIeKAPCTBEHH NPOAYKTH H APYrd GOpMH Ha
B3AHMOJECHCTBHE

He ca nposexpanu npoyyranua 3a cnenudHIHN NeKapcTBeHH B3auMo/ieiicTand ¢ Jlaramen.

Hma crofmenna 3a mapafgokcaiHy MOBUIICHUA Ha BETPEOTHOTO HAJSITAHE BCHICICTBHE
eIHOBPEMEHHOTO OYHO NIPIIOKEHHE HA JIBa IIPOCTarlaHAMHOBY anasiora. Ilopany Tora, He ce
npenopwyBa ynorpedara Ha ABa MM MOBEYe MPOCTarjaHAuHa, NPOCTarIaHAMHOBH aHANO3H HIIH
MpOCTarIaH AMHOBU NPOH3BO/IHH.

ChIlecTBYBa BB3MOXHOCT 33 AAHTHBHH €()eKTH, BOACIIH A0 XHUTIOTOHHA H/MITH U3pa3eHa
OpagHKapAMa, KOTATO KalKH 32 OYM ¢ THMOJIOJI Ce FIPHIOKAT 3a€IHO C NEPopaiHy OokepH Ha
KaJIIHEeBUTE KaHAIH, OeTa-0/IoKepH, aHTHAPDHTMHAYHHM CPEICTBA (BKIIOYNTEIHO AMHOJAPOH),
IUTHTAJIMCOBH IIMKO3UAH, NAPACHMIATUKOMMMETHLIM, TBAHETHIUH.

Ipu xoM6uHHpaHO JeucHHe ¢ HEXHOUTOpH HAa CYP2D6 (Hanp xHHEBAKH, DITyOKCETHH,
ITAPOKCETHH) M THMOJOJ ¢ Cho0IaBa 3a NoTeHIUpaHa cucreMHa 6eta-0nokaza (Hamp.
MOHWXKEHA ChPJACYHA YECTOTa, AEMPech).

EdexTbT BRpXY BETPEOYHOTO HaIATAHE HiKM H3BECTHHTE €PEKTH Ha cucTeMHara Oera-61okaza
MO3KE Jia ce YCHJIAT, koraro Jlatamep ce npuniara Ha NAlMEHTH, KOUTO BEYE NPHEMAT NEpopaeH
Gera-0nokep, a ynorpebara Ha JBa MK MoBeye JOKANHK OeTa-OnokepH HE ce NpPEnopruBa.

[Tonskora ce ¢cho0uiaBa 3a MUApHa3a BCJIEICTBIE €AHOBPEMEHHATA yrioTpe6a Ha 0
3a MPHIIOKEHHE B OKOTO W aApeHaIHH (enmuHepuH).




XHMepTOHHYHATE peaKiia NpH BHE3aMHO NpeKpaTaBaHe Ha JleyeHye ¢ KIOHMAMH MOXe J1a Onae
noTeHuMpana ot beta-0nokepu.

Bera-0ioxepuTe MOTaT Aa yBEeIHYAT XUMOTIHKeMHYHHA eeKT Ha aHTHIMAaOCTHUTE arcHTH.
Bera-610KkepHTe MOTAT Jia MACKHPAT MPH3HAIMTE U CHMIITTOMUTE HA XHIMOrITHUKeMHA (BXK. TOYKa

4.4).
46 Deprwmrer, GPEeMEHHOCT H KhpMeEHE

bpeMeHHOCT

Jlamanonpocm
Hsama ZocTaThbuHO JAHHH 33 YIoTpedaTa Ha JaTaHONPOCT Npu OpeMeHHH XKeHH. [IpoyuBanus nipH
*KUBOTHHM TOKA3BAT PENPOAYKTHBHA TOKCHYHOCT (BX. To4Ka 5.3). IloTeHIIHAMHHAT PHCK NTPH XOpa
HE € U3BECTEH.

Tumonon

HsMa gocTaThyHO JaHHH 33 ynoTpebaTa Ha THMOJION oT OpeMeHHH xKeHH. THMonon He Tpabsa Aa
ce MpUJara no BpeMe Ha OpeMeHHOCT, OCBEH aKo ToBa He ¢ Oe3ycnoBHO HeobxoauMo. 3a
HAMAaJIMBaHEe HAa CHCTEMHAaTa abcopOLusg BHKTE TOUKA 4.2.

EnuaeMHONIOTHYHHUTE MIPOYYBAaHHA HE MOKA3BRAT HAUTHYMETO HA MAJIPOPMaTHBHY e(peKTH, HO NpH
MEPOPATHO NIPHIOKEeHHE Ha GeTa-60Kepu TOKa3Bar pHCK 3a 3abaBsHe Ha BETPEYTPOOHUA
pacTex. B pombiaHeHHe IPH HOBOPOASHOTO MOXKE Aa ce Ha0MoJaBaT NpH3HAIM U CUMIITOMH Ha
Gera-Gnokana (Hamp. Opaaakapaus, XHNOTOHKA, PECITHPATOPEH AUCTPEC H XMITOTIHKEMHA), aKO
MpeH PAOKAAHETO ¢a MpUiaraHd 6era-010kepy. AKO TO3U JIEKapCTBEH NPOHAYKT c€ NPUJIAra
Ipey paXAaHeTO, HOBOPOASHOTO TpabBa Ja € NoJ CTPOr KOHTPOJ MPe3 IBPBUTE AHH OT XKHBOTA

MY.

CnenoBarento Jlaramen He TpsaOBa na ce U3MON3Ba no BpeMe Ha HPEMEHHOCT (B3X. TOYKa J.3).

K‘B PMCHC

Beta-610KepHTE Ce eKCKpeTHPAT B KbpMaTa. BrIlpexu TOBa, B TEPANEBTHYHHTE JO3H, B KOHTO
THMOJION C€ H3MOJI3Ba B OYHHTE KAIKH, € MaJIKO BEPOATHO B KbpMaTa Aa NMPeMHHE KOTHYECTRO,
ROCTATHYHO Ja NpeIM3BHKa KIMHAYHE CHMNTOMM Ha 6era-0iokasa npu KepMadero. 3a
NOHWXaBaHEe HAa cCHcTeMHaTa abcopOumsa BrXKTE TOUKa 4.2,

JlaTaHOIPOCT U HErOBUTE MeTaboNUTH MOraT J1a npeMHHAT B kppMarta. Ilopanu Tosa Jlaramen ue
Tpa0Ba Ja ce W3MOoJ3Ba [PH XEHH, KOUTO KbpMHAT.

DeprumTeT

He ca ycraHOBeHH e(peKTH KaKTO Ha JIATaHOIIPOCT, TaKa ¥ Ka THMOJION BbPXY MBXKKHS MM XKEHCKHA
(pEPTHIIHTET B MPOYYBAHNA NPH KWBOTHH.




4.7 EdexTn BBpXy cnocofnocTTa 3a modupane H pabora ¢ MAIIMHA

JlatamMen mOBIMABA B MaNika CTEleH crioco0HOCTTa 3a modupane u pabora ¢ mamuau. [Togo6HO
Ha APYTH OYHH NPOAYKTH, MPUIAraHETO HA KANKUTE 33 OYH MOXE Jia pe/IM3BHKa MMPEXOIHO
3aMBrIABaHe Ha 3peHHeTO. J[0KATO He H3ue3He, NalHeHTHTE He TpAbBa fa mogHpaT UK paboTaT
¢ MAIlHHH.

4.8 Hexenand jJexapcTBeHH PEaKIHHA

[To-ronsgmaTa 4acT OT HEXKEJAHHTE IEKAPCTBEHH PeakiMK Ha A3TaHOMPOCT ¢a OYHH. B gatunre
OT pa3smuupeHaTa ¢aza Ha OCHOBHHMTe NnpoyuBaHua ¢ Jlatamen, mpu 16-20% OT naiMeHTHUTE €
HaboaBaHa yBeuveHa NHIMEHTANM Ha MpHCa, KOATO MoXe Aa Ob/lie NoCTosHHA. B 0TBOpEHO
5-rOAMIIHO NIpOYYBaHE 3a 6e30MACHOCT ¢ ATAHOTIPOCT, Npu 33% OT NauMeHTUTE ¢ HabMoAaBaHa
yBENIMYECHA MHUTMEHTALIHA Ha Upuca (BX. Touka 4.4). Jpyrure ouHy HeXenaHU PpeakUnu 1o
NPUHIKII Ca MPEXOAHH H BE3HHKBAT CNe/l lipHnaraHe Ha 103a. 3a THAMOJION, HaW-CEPHO3HUTE
HEeXKENaHH peaKliiH [0 €CTeCTBO ca CUCTEMHM, BKIIOUBaNiM OpaauKkapaus, apuTMHA, 3aCTOMHA
CBPJICYHA HEAOCTATHYHOCT, OPOHXOCHA3bM U aNICPruYHH PCaKIHH.

KakTo ocTananuTe NpoAyKTH 38 MPHIOKEHHUE B OKOTO, THMOJ10] ¢€ abcopbHpa B CHCTEMHOTO
KpbBOOOpaleHie. ToBa MOXe Aa IPHYHMHH HEXKENaHH PEAKLMM, NoAOOHH Ha Te3H NpH
cucreMuuTe Deta-6a0kepu. Yecrorara Ha cuctemHure HIIP cien npunoxeHne B OKOTO € NO-
HUCKA B CPaBHEHHE C Ta3H NpH CUCTEMHO NpusioxkeHue. U36pocHuTe HexkelaHH PeakiMu
BKJTIOYBAT peakLMM, XapakTepHH 3a Kilaca 6era-610kepn, ynorpebaBaHi B 0QTAIMONIOrNATA,

MHoro yecth: (>1/10), uectu (>1/100 no <1/10), neuectu (>1/1 000 mo <1/100) u peakn (>1/10
000 mo <1/1 000), ¢ Hen3BecTHA YyecToTa (OT HATHYHHTE A3HHA He MOXKe Aa Oble HanpaseHa
OLIEHKA).

Tabauua 1.: Hexesann peakunn, Ha0a101aBaHu B HINHTBAHHATA Ha JlaTame]

Cucremo-opranen Muoro 9ecTH YecTH Heuectn
KJac <>1/10) (>1/100 no <1/10) >1/1 00050<1/100)
HapymeHus Ha I'naro6onue
HEPBHATA CHCTEMA
Hapyizehms Haoudre | XymepmurMeHTalps HA  |BoOJka B OKOTO, Hapymenns Ha
upuca JipasHEeHe Ha OKOTO pPOrOBHLIATA,
(BKJI. CMBICHE, | | KOHIOHKTHBHT,
napeHe, cppbexk, tnedapur,
YCEIHAHE 32 YYXKIIO QYHA XHIIepeMuUs,
TAJIO B OKOTO) - |3aMBITIEHO 3PEHHE,
MOBHINIEHO
CBJI3OOTACIAHE
Hapymenms na koxara
H IIOKOMKHATA THKAH




JIOITETHUTETHMA HEXETIAHN PEAKLMH, cTIeLMpUYHH 3a YTIoTpebaTa Ha OTACITHHTE KOMIIOHCHTH HA
Jlaramen, XoMTO ¢a CHODIIEHN W B KIIMHWYHM TPOYYBAHNA, WM CIIOHTAHHM CHOOIICHHMA, HWIH B

HQJIMIHATA JIMTEPaTypa.

3a AaTaHOIPOCT Te ca M3OPOCHH B ClieBaIaTa Tab A,

Tatumua 2.: HexenaHn JexapcTBeHH peakunn: JiaTaHonpocrt

Cucremo-opranes kiac Hexenanu peakium
Hudexnpy u HadecTanun XepreTHYeH KepaTHT
Hapyinenvis Ha HepBHATA CHCTEMA 3amaiiBaHe
Hapymenus Ha O4HTE IIpoMeHR B MUTJINTE H OKOJOOYHHSI MBX

(yBenu4eHH ABIKHUHA, aebennHa,
NUrMeHTauus 1 6pod Ha MUTIIMTE),
TOYKOBHMJIEH KEpaTHT, nepHopOuTancH eneMm,
HPUT, YBEUT; MAKYJICH €M, BKJL. KHCTOMAEH
MaKyJeH ¢aeM (Ipu NaHEHTH ¢ adaKus,
MaLHEHTH ¢ NceBAodaKnua ¢ pa3KbCcaHa 3aJHa
Karncyja Ha JiellaTa Wiy NPy NalHeHTH ¢
M3BECTHH PUCKOBH (PAKTOPH 3a MAKyJicH
€lieM ), CYX0 OKO, KepaTUT, POrOBHYEH eJIEM,
€po3HA Ha POrOBHUATAE, TPHXHA33, KHCTa Ha
npurca, potodobus; nepuopbutannu
TIPOMEHH ¥ IIPOMEHH B KJIeTa4a, BOACINH JI0
3aapa0o4aBaHe Ha Kienavdata Opasna; eaeM
Ha KJIenaya, NoKaJH3upaHa KOXKHA peaKius
No KJienauKuTe, NCeBAONSMPHION I Ha OYHATa
KOHIOHKTHBA*, NOTHEMHIBaHE HA KOJXKATa HA
KJICMaYnTe

ChbpacuHHE HAPYILICHNA

CreHokapus, HecTabUTHa CTeHOKApaus,
NAJHATALIHHA

PecniupaTopHH, rpbJHHA 1 MEAHACTHHAIHH
HapymecHus

AcTMa, BIOIIABAHE HA acTMa, 3a1yX

HapymeHus Ha MyCKYJIHO-CKEJIeTHATa
CHCTEMA U CheIMHUTEIHATA ThKaH

Muanrus, apTpajiris

O6mu HapymeHus ¥ eeKTH Ha MACTOTO Ha
PHIOKEHNE

bosika B I'epAUTE

*[loreHUMaNHO ¢ BE3MOXKHO 1a 6bOc CBBP3aH C KOHCEPBAHTA OEH3AAKHHEB XJIOPHA




3a TUMONOI Te ca H30POeHH B clieBallaTa Tabauia.

Tabanna 3.;: Hexxenanu nexapersenn peakunn: Tumono108 Maneat (0MHO BPUIIOKEHHE)

Cucremo-opranes Kinac

He:xenann peaKifHy

Hapymienus Ha MMyHHATa CHCTEMa

CHUCTEMHH aJIEpriYHH peaKivH,
BKJIIOYHTEHO aHa(QMIAKTHYHA peaKiHs,
aHI'HOe#EM, YPTHKApUA, NTOKATHINPAH H
reHepannsupad obpus, CbpoeXK

Hapymenus Ha MeTabomsMa B XpaHEeHETO

XMIorimuKkeMusn

[ecnxuusm HapyIneHns

3aryba na nameT, He3crHMeE, genpecus,
KOIIMapH

Hapynrenus Ha HepBHaTa CHCTEMa

Mo03B4HO-CBI0B HHLWICHT, Hepedpaina
MCXEMHA, 32aMATHOCT, 3aCAJIBAHE HA
MIPH3HALIITE H CUMIITOMUTE HA MUACTSHHSA
rpaBHC, NapecTe3us, rnapofosive, CHHKOI

Hapymenus Ha ounre

OTtnensane HaA XOPHOHIECATA ClIe ]
AHTHIIayKOMHAa onepalya (BHDKTE TOYKA
4.4), epo3nd Ha pOroBHLIATA, KEDATHT,
ANILONHA, HAMAJICHa YYBCTBHTEIIHOCT Ha
POTOBHIIATA, IPH3HALH H CHMIITOMH Ha OYHO
Apa3HeHe (Harp. apeHe, CMBACHE, ChpOex,
Ooika ¥ 3auepBABaHE), CYXO0Ta B OYHUTE,
nro3a, 6nedapur, 3aMBIJIEHO 3pEHHE

IlIyM B ymure

Hapymenus Ha yxoTto H nabupuHTa
CepaeyHH HapyHnIeHHA

CupreueH apect, CEp€4yHa HEAOCTATBYHOCT,
aTpHO-BEHTPHKYJIapeH 010K, 3aCToiHa
CBhpACYHA HENOCTATEYHOCT, OOJIKa B I'BpPAMTE,
apHTMHs, OpajiMKapana, OTOK, MANIHUTALMH

CpI0BH HApyHICHHS

CryJeHH pbLIC 4 KpaKka, XHIIOTOHHA,
¢eHomen Ha Raynaud

PecninpaTopHu, rpbJIHM ¥ MeIHACTHHAIHH

_HapymeHus

AcTMa, BIIOIIABAHE HA aCTMAa, 3aAyX

CToMamHO-4YpeBHN HAPYIIEHHA

Kopemua Oonka, nospeliaHe, quapus,
CyXOTa B YCTaTa, AMCrey3us, JUCIIeNnCHI,
rajcHe

HapyIiieHus Ha MyCKyJIHO-CKEeTHATA CHCTEMA H
CheJMHHTEJIHATA ThKaH

Mmuanrus

HapymieHns Ha BE30pOM3BOAMTEHATA CHCTEMA H
r'epAara

HapymieHa cexcyanHa QyHKIUSA, NOHMKEHO
b1 (33501 ()

NPHJIOKEHHE

OOum HapymieHHA H eeXTH Ha MACTOTO HA

ACTEHHS, YMOPAEMOCT

MHoro paaxo ca cr00IaBaHy cIy4Yan Ha KallM(pHKALMA Ha pOroBULIaTa NpU HAK
CHC 3HAYHMTE/IHO YBPEACHH POrOBHLM BEB BPB3Ka C YNoTpebara Ha Kallky 32 O

docdaru.




CBOSEI&B&HB Ha II0A03HUPDAHH HOXCNAHH DCAKIIHH

CrobuiapaneTo Ha NOJO3UPAHH HEXEIaHH PeaklHH clie] pa3pellaBaHe 3a yrnorpeba Ha
NICKapCTBEHUA NMPOAYKT € BaXKHO. ToBa NMO3BOIABA Ja IPOALIDKH Hab/HOAEHHETO Ha
CBOTHOLLIECHHETO NO3a/PUCK 3a JIEKApCTBEHUA NPOAYKT. OT MEAHIMHCKUTE CNEIUAIHCTH Ce
M3UCKBA Ja ChOOMaBaT BCAKA N003HpaHa HeXeNaHa peakiis Ypes H3nbsaHuTeNHa arcHIHA 1o
nmekapcrBara yi. ,,Jiamsan I'pyes* Ne 8, 1303 Codms, Ten.: +359 2 8903417, yebcair:
www.bda.bg

4,9 IlpexosupaHe
Jluniceat naHHM 3a nipego3upane ¢ Jlatamen npu xopa.

CHMIITOMH

CHMIITOMHTE Ha CHCTEMHO NPeio3UpaHe ¢ TUMOJION ca; OpaarKapaud, XUoTOHHA, OpOHXHANICH
CIa3bM H CNIMpaHe Ha CHPLETO. |

OcBeH 04HO Apa3sHEHE U XUMEpeMMA Ha KOHIOHKTHBATA, HE Ca H3BECTHH APYTH OUHH WK
CHCTEMHH HEXeJIaHH peakiUM NpM NpeAo3UpaHe Ha JIaTaHONpPOCT.

JleyeHne

JleueHuero TpadBa na Objie CHMMITOMATHYHO M NOARBPpXKAMO. TpiadBa ga ce mpocieaiBaT HUBaTa
HA CCPYMHUTE eNeKTpoauTH (0cobeHo Ha Kanua) ¥ pH Ha KpEBTAa.

AKO ce NorbIHe cy4aiHO, MOXKe Aa Obe moJie3Ha cieBailara uHgopMaiu.

IIpoyuBaHusTa MOKA3IBAT, Y€ TUMOJION HE ce JHANW3Upa JecHO. Heof6xoauM e cToMalmeH aaBax.
JlaraHorpocT ce MeTabonu3npa B 3HAYHTETHA CTENCH 10 BpEME Ha ITbPBOTO IIPEMHHABAHe I1pes
qyepHHA Apo6. [Ipu 3apasu noGpoBoaLH, HHTpaseHo3Ha HHPY3HA Ha 3 pg/kg He € npeau3BUKala
HHKAKBH CHMITTOMM, HO 1032 oT 5,5-10 pg/kg npeau3BHKBa rajene, KopeMHa 6oJika, 3amaiiBane,
YMOPAEMOCT, COPEIE BBIHU B H3noTaBaHe. I1o TexecT, Te3n ABJICHUA ca OHIIM JIEKH A0 YMEPEHH
M ca npeMHHaBaIM 6e3 JedeHHe B paMKHTe Ha 4 yaca clie]l IPeKpaTaABaHe Ha HHQPY3UATA.

5. GAPMAKOJOIrBYHHA CBOUCTBA

5.1 @PapMaxkoAHHAMHYHH CBOiiCTBA

dapmakorepaneBTH4Ha rpyna: OdranMoiorduay 6eta-0oKepH - THMOI0JI, KOMOMHALMH
ATC xox: SO1ED31

MexaHU3bM Ha IEICTBHE

JlaTame)| ce CHCTOM OT BAa KOMITOHNCHTA: JIATAHONPOCT H THMOJIONOB MasieaT. Te3u asa
KOMITOHCHTA HAMAJIABAT MOBHIICHOTO BhTpeodHo HasiraHe (BOH) no pa3nuyugys#eRas
ACHCTBHE U KOMOMHHPAHMAT edeKT BoAX A0 AOMBIHUTEIHO NOHWKEHHE HE
CBhC CAMOCTOSTEIHOTO UM MPUIOXKEHHE.




JlaranompocT, aHaJIOT Ha NpocTarjasauH Fo, € CeNeKTUBEH aroHUCT Ha peLienTopa Ha
npoctadHou FP, xoitro Hamansiea BOH, karo yBennyaBa orToka Ha BBTPEOYHa TEYHOCT,
OCHOBHMAT MeXaHHM3EM Ha ACHCTBHE € YBETHUSHUAT YBEOCKIEpaIeH OTTOK. JIOITBIHHTEIHO HMa
chOOIIEHNs 32 M3BECTHO YREIMUSHHE HAa KaMal[uTeTa 3a OTTOK (HamajsiBaHe Ha TpabexynapHaTa
PE3HCTEHTHOCT Ha OTTOKA) MpH Xopa. JIaTaHOmpOCT HAMA 3HaYHM e(eKT BEpXY 00pasyBaHETO Ha
BETPEOYHA TEYHOCT, 6apuepara KpbB-BBTpEOYHA TEUHOCT WIH BHTPEOUHATA LHPKYAAlMA Ha
KPBBTa. XpOHHYHO NIPUIOKEHUE Ha TATAHOIIPOCT B OYHTE Ha MaMyHa, KOATO € NpeThpIsiia
M3BBHKAIICYJIHA €KCTPAKI|A Ha JIEIIaTa He € MOBIHAIO KPbBOHOCHHTE ChAOBE HA PETHHATA,
KoeTo € Ouno onpeaeneHo nocpeAcTBOM (iyopecleHTHa aursorpadud. I1pu kparkocpoyno
JIeYEHHE NaTaHONPOCT HE ¢ NPUYHMHMI H3JIMB Ha QJIYOPECUMH B 33 AHUA OYEH CETMEHT Ha OYHTe
MpY NAIHEHTH ¢ NCEBAOPaKKS.

Tumonon e H6era-1 u Gera-2 (HecenekTHBeH) ONOKHpall APEHEPTUHYHHA PELEITOP areHT, KOHTO
HAMA CBHIIECTBEHA BETPEIIHA CHMIIATHKOMMMETHYHA AKTHBHOCT, THPEKTHO IMOTHCKAINO
MHOKapJa nelicTBue WIH MeMOpaHocTabunu3Hpama akTHBHocT. TuMonon HaMamiea BOH karo
NoHMkaBa 00pa3yBaHETO HAa BETPEOYHA TEUHOCT B HUIHAPHHA EITHTE]L

TouyHHAT MeXaHU3BM Ha JCHCTBHE HE € ACHO YCTAHOBEH, HO C¢ Mpearnoara HHXHOMpase Ha
NpeAU3BHKaHNA OT CHAOTeHHA DeTa-aJApeHepruyHa CTHMyalMd 3aCHACH CHHTE3 HA LHKIHYCH
AM®. He e ycTaHOBEHO 3HaYMMO BIIHAHME HA THMOJION BBPXY MPOMYCKIHBOCTTa Ha GapuepaTa
KPBB-BLTPEOYHa TSHHOCT 34 IL1a3MeHH npotentn. [lpu 3aiium, Tumonon e 6un 6e3 ebekt BbpXy
PErHOHANIHHA 0YEH KPBBOTOK CJIC XPOHUYHO TPETUPAHE.

DapMakoHHAMAINH edexTH

Knunuuna egpuxacnocm u 6esonacrocm

B nmpoyuBanus 3a ycTaHOBsIBaHE HA 03aTa, JlaraMmen e npeIu3BUKAN 3HAYHMO [10-TOJICMHE
HOHIDKEHWA B cpeIHOTO AeHOHOmEHO BOH, B cpaBHEHHE ¢ NTaTAHONPOCT M THMOJIOJ, IPHIOKECHH
BEAHBK JHEBHO KaTOo MOHOTepanud. B nse nobpe koHTpoaupaHH, ABOAHO-MacKHpaHH,
6-MeCeYHM KNMHUYHH Npoyusanus, noHHxkaBamuaT BOH edext Ha Jlatamen e 6un cpasHeH €
MOHOTEpanus ¢ JATAHONPOCT H TUMOJION MpH nauxeHTH ¢ BOH nafi-manko 25 mmHg nmu no-
roniaMo. Cien 2-4 ceaMrYHa BbBEXK Al Tepanus ¢ THMono (3 mmHg cpenHo noHWwkenne Ha
BOH or BauanoTo Ha IPOYYBAHETO), ACIIBIHHTEHH MOHMKEHUA Ha CpeAHOTO AeHoHomHo BOH
¢3,1,20u0,6 mmHg ca 6unu Habmopasany ciel 6 Mecenla iedeHne CroTBETHO ¢ Jlatamen,

- IATAHOMPOCT U TEUMOJON (ABa NbTH AHEBHO). [ToHmwxkapamuar BOH edexr Ha Jlaramen e 6un
NOANBPXKaH B OTKPUTO, 6-MECEUHO NPOXBIKCHUE HA TC3H MPOYYBAHUSA.

ChiecTBYBalTE AaHHH NPEANOoNarar, Y€ BEYepHOTO [MPHIIOKEHHE MOXE 1M0-e(EKTHBHO Ja
nouwku BOH, orkonkoTo cyrpemnoTo npunoxeHue. HezaBucumo ot ToBa, KoraTo ce
MPeLEHABa NPENopHYBAHETO HA BEYEPHO WITH CYTPEIIHO MPHIIOKEHHE, TpAOBa a ce OTACIH
AOCTaTBYHO BHUMAaHHE Ha HaYHHA Ha JXMBOT Ha MalHeHTa U Bh3MOXXHATa UM ChIacyBaHOCT.

B cny4ait Ha HeocTaTh4Ha epUKaCHOCT Ha PUKCHpaHaTa KoMOMHaALMA, TPAOBA Ja ce HMa
NPSABHL, Y€ PE3YITATH OT NMPOYIBAHHA MOKA3BAT, Y€ U3IO0JI3BAHETO HA HePHUKCH
NPUIOKEHHE HA TUMOJIOJ ABA ITHTH JIHEBHO H JIATAHONPOCT BEIHBLK AHEBHO,
CBIO ePEeKTHBHO.




Hauanorto Ha aeficTBHeTo Ha JlaraMe/ € B paMKHTE Ha €/JMH Yac, 4 MAKCHMAJIHHAT e(EKT ce
NpOsBsABA CHCH WECT KO oceM yaca. [Ipy MHOrOXpaTHO NPHIIOKEHHE € NIOKa3aHO Hajlu4He Ha
amexsaTeH nmoHmwkasam BOH edexr 10 24 yaca cne no3upaHxe.

3.2 PapMaKoKHHeTHYHH cBoiicTBa

Jlamarionpocm
A6copbums

JlaTaHONPOCT € H3OHPpHN-€CTEPEH NIEKAPCTBEH TIPEKYPCOp, caM 110 cefe CH HeaKTHBEH, HO e
XMAPONU3a 0T ecTepasd B pOroBHLATa A0 KHCE/IMHATA HA JIATAHONPOCT CTaBa OHOJIOrHYHO
aKTHBCH. JleKapCcTBEHHAT NpeKypcop ce pesopbipa 106pe npe3 poroBULaTa H HAJIOTO
KOJIMYECTBO, KOETO HaBJIe3€ BEB BTPEOYHATA TEYHOCT C€ XHAPOJIH3Upa N0 BpEME Ha
NPEeMAHABAHSTO CH MIPE3 POrOBHIIATA.

Paznpeznenenne

IIpoyuBaHMa NpH XOpa MOKA3BaT, Y€ MAKCHMA/IHATa KOHUEHTpaLUHa BLB BBTPSOYHATA TE€YHOCT,
npubnusurenHo 15-30 ng/ml, ce AocTHra 0KoJo 2 yaca clie] JIOKATHOTO CAMOCTOATEIHO
NPUIOKEHUE Ha aTaHonpocT. [IpH MaiiMyHn, cne IOKaJIHO MPHIIOKEHHE, TaTaHONpOCT € OuI
pasnpeeicH NPeANMHO B NPeaHN CErMEHT, KOHIOHKTHBATA B KICTIAUHTE,

Kucennnara Ha naraHonpocT uMa iasMeH KnupoHe 0,40 'h/kg u Mmamsk obem Ha
pasnpenencHue, 0,16 1/kg, koeTo BOH 10 KpaThK HOMYXHBOT B Iv1asmata - 17 MunyTH. Crien
JIOKQJIHO OYHO MpUaraHe, CHCTeMHaTa OMOHaIMYHOCT Ha KMCEMHWHATA Ha laTaHonpocT € 45%.
KHcenMHaTa Ha TaTAHONIPOCT ce CBHp3Ba B §7% ¢ nasMeHHTE NIPpOTCHHH.

bu %

B oxoTo KucenuHaTa Ha 1aTAHONPOCT NpaKTHYeCKH He ce MeTabonusupa. OCHOBHUAT
MeTaboNH3BM ce H3BBPILBA B YepHHA Apo6. B onATH NpH )KHBOTHM rIaBHATE MeTaboMMTH - 1,2-
JuHop H 1,2,3,4-reTpaHop MeTabonuTHTE, HAMAT WM UMAT CaMO cj1aba OHONOrHYHa AKTHBHOCT H

Ce CKCKPeTHpaT NPpeuMHO ¢ YpHHaTa.

Tumonon

Abcopbuus ¥ paznpeneneHme

MakcuManHaTa KOHUEHTpalMsa Ha THMOJIOJ BbB BETPEOYHATa TEYHOCT CE JOCTHIa OKOJio 1 uac
CIe/1 JIOKATHO NPHJIOXKEHHE HA KANKH 3a o4l. HacT or 103aTa ce pe3opbHupa CUICTEMHO H
MaKCHMAJIHa I1a3MeHa KoHUeHTpauuA ot 1 ng/ml ce aoctura 10-20 MHHYTH clle i AOKAIHOTO
Npunarade Ha €HA Karlka 33 OUM Ha BCAKO OKO BeJHBXK AHeBHO (300 ug/aeH).




by HchopMa

[TonyX4BOTBT Ha THMOJION B IJIa3MaTa € oK0J0 6 yaca. THMOJI0/1 B 3HAYUTEIIHA CTEIEH CE
mMeTabonu3upa B 4epHUA Apo0.

EauMHHHpaHe

MeTtabonurute ce CKCKpETHpaT € YpUHaTa 3aCTHO C H3BCCTHO KOJIHYCCTBO HCITPOMCHCH
THMOJIOJ.

Jlamanmeo
Bpe3ka dapMakoKHHETHKA-PapMAKOIHHAMMIKA

He ca nabmopasany papMakoKMHETHYHH B3aHMOACHCTBHA MEXKIY JIATAHONPOCT H THMOJION,
BBIIPEKH Y€ B CpPaBHEHHE C MOHOTepanHATa, 1-4 yaca ciel npuiarale Ha Jlatamel € Haauie 2
ITHTH NO-BUCOKA KOHLIGHTPAIHA Ha KHCEIMHATA Ha IaTAHONIPOCT BBB BETPEOUYHATA TEYHOCT.

5.3 [llpeaxnuan4yHM JanHM 33 6e30MaCHOCT

IIpodpunsT Ha o4yHaTa H cUcTeMHaTa 6€30NacHOCT Ha HHAHBHYAJIHUTE KOMIIOHEHTH € 1obpe
ycranoBeH. He ca HabmoaasaHu HeXXENaHH OYHH UM CHCTEMHH €()EeKTH Y 3aHLIH, JIOKAIHO
TpEeTUPAHH ¢ QUKCHPAHA KOMOWHAIMA WY C €AHOBPEMEHHO MIPUIIOKEHH OYHY Pa3TBOpU Ha
NaTaHOMPOCT M THMOJON, [IpoyuBanus 3a PapMaKoIOrHIHa, FHOTOKCHYHA H KAPIHHOTE€HHA
0e30MacHOCT ¢ BCEKM OT KOMITOHEHTHTE pa3KpHBAT JUIICATa Ha 0coOEH PHCK NPH XOpa.
JlaTaHONPOCT He MOBJINABA 3a3/ipaBABAHETO HAa paHa Ha POrOBHUIIATa B OKO Ha 3a€K, JIOKATO
THMOJIOJI HHXHOHpa TO3H MPOoLEC MIPH OKO HA 326K U MaMMYHa, KOraTo ce Mpunara rno-4ecto OT
BEAHTBK JHEBHO.

ITo oTnommIcHHe Ha NaTaHONPOCT, He ¢a GHNH YCTAHOBEHH €(eKTH BHPXY MBIKKHA H KEHCKUA
¢epTHIMTET NpH ITLXOBE, KAKTO M TepaTOreHHa aKTHBHOCT IIPH TUTEX0BE H 3aiiuM. [1pn
ILTEXOBE HE ¢ yCTAaHOBEHAa eMOPHOTOKCHYHOCT CJEX HHTPABEHO3HU A03H Ao 250 ng/kg/nex ot
TOBA, [IPY 3aiLIH ClIEX MHTPaBEHO3HHM JI03H OT 5 pg/kg/neH (0KoJo 103a) HIIH MO-FOJIEMH,
JIATAHOMNPOCT € NpeAnsBUKaN eMOpHO-(eTalHa TOKCHYHOCT, XapaKTePH3UpaIla C¢ ¢ NOBUINCHA
4eCTOTa Ha KbCHa pe3opOums H abopT, KakTo H OT HaMalieHo Terno Ha ¢eryca. TuMonon ke €
10Kasan epeKT BbPXY MBbXKKHA B XKEHCKHA (PSPTHINTET MPH IUTHXOBE KAH TEPAaTOrCHHA
AKTMBHOCT IIPH MUIIKH, ITHXOBE U 3aMilH.

6. ©APMAIEBTHYHM IAHHH

6.1 ChnHcenk Ha NOMOIIHHTE BEIEeCTRA

HunarpHes ocdart noaekaxuapar
Harpues nuxuaporengocdar AHXHAPAT
Hatpuer xnopup

beH3anKoHuEB XJIOpHJ

Hartpuer xugpoxcuy




KoHueHTpHpana XJIOpOBOAOPOIHA KHCEIHHA
Bopaa 3a MHXeKI[MH

6.2 HechBMeCTHMOCTH

Ipoyusanu in vitro ca NOKa3aH, Y€ HACTHIIBA TIPELHTALIAA, KOTATO ChIBPYKAIM THOMEPCAI KAITKH 33
OUH C€ CMECAT C JIATAHOIPOCT. AKO TaKMBa JIEKapCTBA Ce H3TIOIBRAT 3aCHO ¢ JlaraMen, KANKHTE 33 04U
Tp#6Ba Ja ce mpHJIaraT ¢ HHTEPBAJl OT HAK-MalKo 5 MHHYTH.

6.3 Cpok na roguocr

[Ipenu oTBapaHe: 3 rOAMHM.
Jla ce u3nonsea B paMKATE HA 4 ceIMUNM ClIE NLPBOTO OTBApPAHE HA ONAKORKATA.

6.4 CpoennaiHH YC/IOBHA 38 CHXPAHEHUE

[Ipeau nepBO oTBapaHe: [la ce cpxpansapa B XaaaunHuk (2°C - 8°C).

Cnex mepBo oTBapaHe: [la ce cpxpanasa noa 25°C.

byrhnkara aa ce ¢bXpaHABa BB BBHIIHATA KAPTOHEHA Kyfua, 3a Aa ce npeAra3H OT CBETIHHA.
6.5 BuaucboabpiksHHe HA ONAKOBKATA

Bcsaka 6yTuika ceabpxka 2,5 ml kanku 3a o4H, pa3TBop.
Jlaramen e npo3pavHa, 6e3BETHA TEYHOCT.

Hammupa ce B 6an1a HenpospauHa LDPE 6yruika ot 5 ml ¢ 6sn LDPE kankomep, moxpuTa ¢ 6s11a
I-IDPE Kanayka ¢ BUHT CBbC 3alllATeH NPECTEH. ByTHIKAaTa € NOCTaBeHa B KAPTOHEHA ONAKOBKA.

6.6. Croeunaann NpeanasHH MEPKH NMPH HIXBLPAAHE H paldora

HeunsnonspaHUAT JeKapCTBEH NPOAYKT WIK OTOAABYHHUTE MATEPHANH OT HEro TpAdBa fa ce
H3XBBPJAT B CHOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7.  IPHTEXATEJ HA PAIPEIEHHETO 3A VIIOTPEBA

Bopna Memucune Erponna EOOJI
6yn. CumeoroBcko moce 130, et. 3

1700 Codus
brirapus
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8. HOMEP HA PA3SPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20210093

9.  JIATA HA ITHbPBO PASPEIIABAHEMIO{HOBSBAHE HA PAIPEIIEHHUETO
3A VIIOTPEBA |

JlaTa Ha nepBO paszpemasaHe: 14 anpun 2021
10. JTATA HA AKTYAJTIHU3UPAHE HA TEKCTA

09/2021




