AL s o0 D3

Ao X7 13-1- 0
KPATKA XAPAKTEPHCTHKA HA ITPOJIYKTA

il UME HA JIEKAPCTBEHUS ITPOAYKT
Jlatameyn 50 mukporpama/ml + 5 mg/ml kanku 3a o4, pa3TBop
[Latamed 50 micrograms/ml + 5 mg/ml eye drops, solution

2, KAYECTBEH U KOJIMYECTBEH CbCTAB

Beekn ml cuabprka SO mukporpama jiatanonpoct (latanoprost) v 6,83 mg THMOJIOJNIOB Majiear (timolol
maleate), chorBeTcTBall Ha S mg/ml Tumonon (timolol).

[ ToMOI1IIHO BELIECTBO ¢ U3BECTHO JACHCTBHE:

bensankonues xjgopuji 0,20 mg/ml
3a II'BJIHUS CIIUCHK HA [TOMOIIHHTE BEllleCTBa BUXKTE TO4YKa 6.1,

3, JIEKAPCTBEHA ®OPMA

Karnku 3a 04H, pa3TBop.
PaszrBopbT € 1npo3pautia, Oesuserta Teunoct. He Ou TpsiOBaJIO J1a ChIbpaKa BUAMMH YaCTHILH.

4. KJUMHUYHU JAHHHA

4.1 TepaneBrHunu MOKa3aHUs

Jlatameyt e nokaszan 1py Bb3pacTHH (BKJIIOUMTENIHO MALMEHTH B CTapuecka Bb3pacT) 3a HaMaJICHHC Ha
pbTpeoyHoTo Hajsraie (BOH) npu nauuesT ¢ OTKpUTOBIbJIHA TJ1ayKOMa W MOBHIICHO OYHO HAJISATAHCE,
[IPH KOMTO MMA HEJIOCTATHYEH OTIOBOP KbM JIOKAJIHO NpUIIokKeHH OeTa-0JI0KepH Wil MpocTariai/AMHOBH

dHAJIO3H.

4.2. Jlo3umpoBKa U HAYHH HA IPHJIOKEHHE

Jlo3upoBka

Buv3pacmuu (8KA104umeHo npu nayuenmu 6 CMmapyecka 6b3pacm)

[TperniopbunTesnara Tepaius € eJiHa Kalika 3a O4d B 3aCe€rHaToTo OKO (04M) BEJIHBIK JIHEBHO. AKO €/lHa
7103a ObJ1e nporycHara, JijeueHueTo TpssdBa jia mpoJIb/LKM Che CligjiBalliara J103a, KakTo ¢ INIaHHPaHo.
M3BecTHO €, ue IPH [pHJlarale Ha JaTaHoMpOCT MoBeYe OT BE/IHBK AHEBHO, €PeKTLT Ha HaMaIABaHE Ha
BOH orcnabea. Jlozara He OMBa Jia NPEeBUILIABA €/lHA KallKa B 3aCErHaToOTO OKO (04YH) JIHEBHO.

lleouampuyna nonyaayus
sezonacHocTTa M epukacHoctTa Ha Jlarame  npH Jela 1 IOHOIIH HE ¢a YCTaHOBCHH.

{aunH Ha NPUIIOIKCHUE
{OHTAKTHUTE JIeILy TPsiOBa /1a Ce CBAISIT [IPE/IM NIPUIAaraHe Ha KarKUTE 33 041 M MOXKE J1a CC IOCTABAT OTHOBO CJIE/L

15 MuHYyTH (BX. TOUKa 4.4).
AKO Ce M3110/13B4 TIOBEHE OT €/1HO JIOKATHO JIEKAPCTBO 3a O4M, JIeKapcTBaTa TpsiOBa Jia ce npusiarar rpe3 HHTepBall
OT MOHE MET MUHYTH.

HayuH Ha NpUIIOKEHHE
Konrakrhure jely TpsOBa Jia ce cBalsT peu MpujlaraHe Ha KarkuTe 3a O4H U MOJXKE Jia CC MOCTABAT

oTHOBO ciiejl 15 MunyTH (BXK. Touka 4.4).
Korato ce npujiara HaTHCK BbpXY HA30JaKpUMaJIHKs KaHall WK Ce 3aTBOPAT KJICHAYHTC 3a JIBC-MUHYTH,.

o MIAQ ...IH.:.::"x
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JlaTame/1 ce HaKanBa BLB BCSKO OKO 110 CJIC/HHS HAYHH!
|. U3MuiiTe pbleTe CH U ce HacTaHeTe yJ100Ho.
2. PasBuiiTe BLbHIIHATA KAllauKa, 3a J1a s npeMaxHere (MOKe /1a Ce U3XBBLPJIH).

3. PazsuiiTe BupTpElnaTa npe/iia3ia Kanayka. 3anasere .

4. JlpblHeTe JOJHKUs CH KJIellay HaJloly, 3a Jla ce 00pa3yBa MalbK ,,JUKOO™ MEX/1y Kielada u OKOTO Bu. B

TOBA I10JIC CC HaKarBa Kalkara.

5. Ipubimxere Bbpxa Ha ¢uiakona 0JIM30 JIO OKOTO CH, HO HE I'0 JIOKOCBaAnTe 10 OKOTO.

6. Jleko cTuchere (ulakona 1 Hakanere camo ejiia karka Jlarame)r. OcsoOojere kienada.

7. Cnej ynorpeba na Jlarame)t, HATHCHETE € IIPBCT bI'bJIA HA OKOTO CH JI0 HOCA HJIM 3aTBOPCTC KJICIIAYHTC
CH 3a 2 MUHYTH, KAKTO € ITOKa3aHo 110-/10J1y. ToBa 1ie npeloTBapTu rnornajgaieTo Ha THMOJION U
JIATAHOIPOCT 110 JIPYI'M 4acTH Ha TsJI0TO BH.

—_—

> i

8. Ako nekapsT Bu ¢ kaszan ja npujiarare JIGKapCTBOTO M B JIBETE O4M, MOBTOPETC CHIIMTE CTHIIKH H 33
JIPYroTo OKO.

9. 3aTBOpete j00pe (rakoHa ¢ BbTpellHaTa npejnasta Kanayka cieji ynorpeoa.

AKO Karnkara He 11011a/1H¢ B OKOTO, OITHTalTe OTHOBO.
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4.3 [IpoTuBONOKA3ZANNS

Jlatamen € NpOTHBONOKA3€H NPH MALMEHTH C!

. CBpbXUYBCTBHTEMHOCT KbM aKTHBHHTE BELLECTBA HIIH HAKOE OT NIOMOLLHUTE BCLUCCTBA, H3GpoeHH
B TOuKka 6.1.

. PeakTHBHHU 3a00/ISBaHHA Ha AMXATE/IHHTE NBTHINE, BKIIIOYHTENHO OpOHXHANTHA acTMa, aHaMHe3a
32 GPOHXHANIHE aCTMA WJTH TEXKA XpPOHHYHA 0OCTPYKTHBHA oenoapobua bonecr.

. Cunycosa Gpajukapans, CHHAPOM Ha DOJHUS CHHYCOB Bh3eJ, CHHO-ATPHANICH 6nok,
aTpHOBEHTPUKYJapell 610K BTOpa ¥ TPETa CTENEH, KOUTO HE C€ KOHTpOJIMpa C NEHCMERKBLP, H3ABEHA

CbpacyHa HENOCTEThYHOCT, KapJAHOIr¢HEH LUOK.

4.4 Crenuajuy upeylpexIeHust U PeANna3Hi MePKH NpH ynorpeba

Cuctemtu edextu
[MTono6HO HA APYTY JIOKATHO TIpUIIaraHi OYHM JieKapeTsa, Jlarames ce pesopdnpa cuctemuo. [lopaan

6eTa-aipeHEPruUinusl KOMIIOHEHT TUMOJION, MOXE Ja C¢ MPOSBAT ChLINTE ChpACHHO-CHIOBH, oenonpobuu
W APYTH HEXKENAHH pCaKllMM, KaTo Te3u, Haboaasany Npyu CHCTEMHO MPUIIOKCHH beTa-0JIOKEPH,
YectoTaTa Ha cucrtemunre HJIP cnea npuaokKeHHE B OKOTO € NO-HUCKA B CPaBHEHHE C Ta3y CIICA
CHCTEMHO NPUIIOXKEHHE. 3a MOHHXKaBaHe Ha cucTeMHaTa abcopOlus BIXKTE TOUuKa 4.2,

CobpaeyHy HapylueHuy
[MpH MalMesTH CLC ChPAEHHO-CHI0BH 3ab0NABaHUA (HANp. KOpOHApHa OoJIECT Ha ChPLETO, aHTHHA Ha

Prinzmetal ¥ cbpievHa HEAOCTATLYHOCT) M XHUIIOTOHMS JieuenHueTo ¢ Gera-Giokepn Tpsbsa aa Obae
HEIIPEMEHHO OLIEHCHO, 4 JIEHEHHUETO C PYI'H aKTHBHH BelllecTsa TpalOBa 1a ce npepasriiena. [aunedTy
ChC CbPASURO-CHAOBM 3a60sBaHks TpsOBa fa CIEAAT 32 NPH3HALHM Ha BJOLIABANE Ha Te3y 3a00NABaHUS H
Ha HEXEeNIAHU peaKLHH.

[opaau HeraTUBHUST UM e(EKT BbPXY BPEMETO Ha POBEXIAHE Ha KMIIYIca, OeTa-OnokepuTe Tps6Ba na
ce [Ipuaarar fpH NalHeHTH CbC ChpacUeH GIOK MbpBa CTefleH CaMO C MOBHILEHO BHUMAHHE.

Cnea npuaaraie Ha THMONOJI ca ChoOLIABAHH PEAKLHM OT CTPaHa Ha ChPLUETO U, PARKO, CMBLPT MOpaaH

ChpAcCHHa HEHOCTATHLHYHOCT,

Chba0BY HApYLIEHUS
[MalMeHTy ¢ TeXKU IMPKYIATOPHH HapylleHus (Hanp. Texkd dopmu Ha Gonect Ha Raynaud nny

cuHApoM Ha Raynaud) Tpsa0sa aa Obaar nexkyBaHH ¢ IOBHIICHO BHHMAHHE,

HHXHTﬁIIHH HAPYIUCH WU

HMma cLOGLIEHHS 3a AMXATE/HU peaklii ce npuiarade Ha Hakou 6eTa-6nokepu ¢ ynorpeba B
0(bTaNMONOrMsT, BKJIIOUMTENHO AbJbkalla ce Ha OPOHXOCTAa3bM CMBPT NPH NAUMEHTH ¢ acTMa. JlaTamen
TpsBBa 1a CE NMPUNAard BHUMATe HO NPY MALUEHTH ¢ Nleka/yMepeHa XpOHHYHA OOCTPYKTHBHA benonpobHa
6onect (XOBB) # camo ako noTeHLUHanHaTa 1oJ13a Ha/IBMLIaBa Bb3MOXHNA PUCK.

Xunornukemus/anader
Bera-6nokepute Tpsibia Aa ce npujarat BHUMATEIHO NIPH NAUMENTH CbC CMIOHTaHHA XHIIOTTUKEMHA HIH

Npy NaLKEHTH ¢ HEYCTORYMB 3axapeH Anadert, Thid karo DeTa-BIIoKEPHTE MOTaT ia Max

H CUMITOMUTE HA OCTpPa XUIIOTI'JINKCMHA.



Bera-60KkepuTe MOIaT ChILO Aa MAaCKMpaT MPH3HALUTE HA XHICPTHPCOUIU3IBLM.

3abonsABaHKg Ha PpOroBUIIATA
Bera-610kepuTe 33 NpUIOXKEHHE B OKOTO MOTAT 1a NMPEANU3BHKAT CyX0Ta B OUHTE. [layueHTH CbC

3a00/1SBaHKs Ha porosuiata TpsaOBa Aa ObAAT IEKYBaHW BHUMATEJHO.

Hpyru 6eta-6noxepn
EdbeKTbT BhpXy BLTPEOYHOTO HANAraHe WM U3BECTHHTE e(PeKTH Ha CHCTCMHA OeTa-Oi0Kana MOXe Aa ce

MOTEHLMPAT, KOTaTO THMOJIOJ C€ NpHIIara [pH NaluueHTH, KOUTO Be4e NpueMaT CHCTEMCH Oera-6nokep.
EdexTbT NMPY Te3W NaLueHT! TPAGBa cTporo Aa ce Habnonasa. YnoTpedara Ha /1Ba JIOKa/IHH Gera-

610Kepa He ce npernopbuBa {BUXTE TOUKA 4.5).

AHaQUIAKTHYHH peakiiiy
[To Bpeme Ha Jieuenue ¢ Gera-b0KepH NalMEHTH C aHAMHE3a 33 aTONHUYHA aNiepris WM aHaMHe3d 32

TexKKa aHapUIIAKTHYIIA PEBKLMS KbM pa3/iuHi{ anepreHd MOXe 12 HMaT 10-u3paseiivi peakuuy npu
NOBTOPHO M3/laraHe 1a T3y alepreHy U Ja ca HEUyBCTBUTENHH KbM OOHKHOBEHHTE /I03H a/IpeHAHH,

H3NOJI3BAHY 3a JieucHe Ha aHapUIIaKTHHHY pEaKluy.

OrnenBaHe HA XOPUOUAECATA
Mma chobIleHus 32 OT/enBaie Ha XOPHONAESTA NP NPHIIAraHe Ha JICYEHHE, MOTUCKAILO MPOAYKLUHKSATA Ha

BBLTPEOYHA TEHROCT (Hanp. THMOJION, aLlETa30JaMKA), Cliell QHATPALMOHHK IPOLIEAY PH.

XHAPYpruvHa aHecTe3us
O TaIMONOrHYHATE IIPOAYKTH, ChABPKALLM GeTa-0/iokep MOxe Aa OICKHpaT CHCTEMHHTE Gera-

ajipeHepruuHy edeKTH Hallp. Te3M Ha aipeHaluH. AHECTE3HONOreT TpAbBa fa 6bae HHOpMHpPaH, KOraTo
NMauHeHThT OpHEMA THMOJIOIN.

ChbTCTBAlIE TEpanus
TuMoIION MOXE /1a B3aUMOAEHCTRA ¢ ApYrK JiekapcTsa (BXK. TOUKa 4.5),

Y [IpocTarjianMIiOBH aHallo3H
He ce npenopkuBa e/{liOBPEMEHHOTO U3MI0/A3BaHE Ha ABA /M NOBEYE NPOCTariaHinHH,

NPOCTArNTAKAMHOBH aHaN03M MK TIPOCTArJaH{MHOBH NTPOU3BOAHH (BX. TOUKA 4.5).

[TIpomerH B NUIrMEeHTANWATA HA UpHCa
JlaTaHONPOCT MOKE [1OCTENEHHO Aa NPOMEHH LIBETE Ha OUUTE, KATO ITOBHIIIABE KONTUYCCTBOTO Ha KahsB

UrMeHT B upca. [To06HO HA YCTAHOBEHOTO MPH KAk 33 OUH NaTaHonpoct, npd 16-20% ot BeuuxH
nauMeHTH, JekyBatiy ¢ Jlarames, € HabnoaBaHa yBen4eHa NNArMEHTaUUA Ha HpHCa B PAMKUTE Ha €iHA
roauHa (ocHoBasaio ce Ha gororpadun). Tosu edekt e 6un HabNOAaH NPEAUMHO NPH MAUUEHTH ChC
CMECEHO OLBETEHH MPHCH, T.€. 3eN€HO-KadsBY, HKBITO-KADABH UITH CHHLO/CUBO-Ka(aBH M CE ABIDKH Ha
MOBHIIEHOTO ChbpXKaHUe Ha MEJaHUH B MENAaHOLUTHTE Ha CTpoMara Ha upuca. OBUKHOBEHO kadsBara
MMIMEHTALHA OKOJI0 3¢HHLIATA CE paslpoCTPpaHaBa KOHLUSHTPHYHO KbM NepudepHaTa Ha 3aCCTHATHTE OUH,

HO LIENIMSAT UPHC MNM YacTH OT HEro Moxe Jia craHat no-kagaeu. 110 Bpeme Ha ABE FOAWHM TEPANMA R
KJIHHUYHU TIPOYUBAHHA C JIATAHOMPOCT, TaKaBa NpoMsaAHa € Guna HabnoaaBaHa paaKo 1p a‘gﬁehm q@“‘f“\
XOMOTEHHO CHHH, CHBH, 3€JIeHH UK KahsaBK OUH. B NN




[MpoMsHATa B LlBETA Ha HpHCa Ce NposBiABa 6aBHO U MOXKE A8 Hb1e Hezabenexuma B TeHEHHE Ha HAKOJIKO
Meceua WiIM FOJMHYU U He € OHla CBBP3aHa ¢ HAKAKBB CUMIITOM WM NaTOJOTHYHH MPOMCHH.

Crnen npexparsBaHe Ha JE4EHHETO He € HabMoaaBato Mno-HaTaTbLIHO yBEIHUCHHNE Ha Ka(paBUA MUIMEHT
Ha UpHCa, HO HACTBHNMIATA IPOMSAHA B LIBETa MOXKe Ja ObJle MOCTOAHHA.

HeBycHTe WM TOUHLIMNTC BBPXY HPHCaA HE Ca DMK MOBRUAHH OT NEHEHHETO.

He e 6us10 HabnmioAaBano KyMyinpaHe Ha NUTMEHT B TpabeKyiapnaTta Mpexa WM ApyTajie B NpeaHaTa
kamMepa, HO NalMeHTHTE TPAOBA /1a Ce U3C/ICABAT PEJOBHO H B 32BUCHMOCT OT KIHHHYHOTO CBCTOAHUE
NeYeHHETO MOXeE J1a Ob/1e IPEKPaTEHO, aKO HACTBIIH YBENHYaBaHE HA NHIMEHTAIUATA Ha HpHUCA.

[Tpeau 3aMo4BaHE HA JICUEHHETO, NAlleHTHTE TpAOBa Ja Obrar HHPOPMUPAHH 33 Bh3MOXKHOCTTA 32
NpoMsiHa B L[BETA Ha O4HTE. EAHOCTPAHHOTO JICUEHHE MOXKE 1a ROBEAC 10 TpaiHa XEeTEpOXpOMHA.

[TpoMeHy B Kaenmava v MUTIIUTE
B1LB Bpb3Ka ¢ ynorpebara Ha TaTaHOMPOCT ce ChoOLiaBa 3a NOTbMHABAHE HA KOXKara Ha Kiienata, KoeTo

MOXe Ja € oOpaTumo.

JlaTanompOCT MOXE [OCTENEHHO Jia NPeAN3BHKa IPOMEHH B MHIINTE W OKOJI00YHHS MBX Ha JIEKYBaHOTO
oko. Te3H MPOMEHH BKJIIOYBAT NOBALICHA AbJDKHHA, JieDeNMHa, MMIMEHTAIHA H OPO# Ha MHTJIHTE WK
hHHUTE KOCHMYETA, KAKTO M H3PACTBaHE Ha MUTTIMTE B HENPABH/IHA Nocoka. [IpoMEHUTE B MUTIIUTE Ca

oOpaTHMH clie]l CTIHpaHe Ha NEUYEHHETO,

[ naykoma
HsiMa OKYMCHTHPaH ONUT C JIATAHOMPOCT NPH Bh3NAIHWTENHA, HEOBACKY1apHa KM XpOHHYHA

3aKPUTOBIbIIHAE [IAYKOMA, TIPH OTKPUTOBIbIIHA [1ayKOMa TpH NAUKEHTA C NCeBAO(AaKHsA ¥ NPH
[IMrMEHTHA rnaykoma. JIaTaHONPOCT UMa CbBCEM ¢Nad UM HHKAKBB €(PeKT BbpXy 3¢HHLATa, HO HAMA
IOKYMEHTHPAH ONHT IIPH OCTPH aTaKH OT 3aKPHTObIbJIHA riaykoma. [lopaay ToBa, NpH TE3H CHCTOAHHUS

ce npenopbusa Jlatame/l Aa ce npuiiara BHUMATEIHO A0 HATPYTIBAHETO Ha MOBEUC ONUT.

XeprerdueH KepaTuT
JlatanonpocT TpaOBa jia ce M3NOoM3Ba C [10BHINCHO BHUMaHHE [IPH NALMEHTH ¢ aHaMHE3a 32 XEPNICTHYCH

KepaTHT M TpsOBa Jia ce n3bsArsa B CIy4an Ha aKTHBEH XePIEC CUMIICKC KEPAaTHT H NpH NALMUEHTH C
aHAMHe3a 3a PEeLUAMBHPAILL, XEPIETHUEH KEPATUT, 0cOOEHO CBbp3aH ¢ ynoTpebata Ha npocTarjaHAHHOBY

dHaJ103H.

MakyJ/JieH eaAeM
Mma chobiieHns 3a MaKkyJieH eeM, BKIIIOYHTENHO KUCTO3CH MAKy/IeH €/1EM, 110 BPCME HA JICHCHHE C

natanonpocT. Tean cLobUIeHH ca rMaBHO NPH MALMEHTH ¢ a(akus, NAUUEHTH C rnceBgogaxusa ¢
pasKhCaHa 3ajlHa KancyJia Ha JIeillaTa “id Opy NalKeHTH ¢ K3BECTEH PUCK OT MaKyJICH €/1CM. [Tpy Takuea
nauuenTty Jlaramen Tpsibpa Aa ce W3nosa3sa BHUMATEIIHO.

KoHcepBaHT

Jlatamen chaABLpxa OCH3AJKOHUEB XJIOPUA, KOHTO OOMKHOBEHO €€ M3M0/13Ba KaTO KOHCCPBAHT B
odTanMoIOrHYHUTe POAYKTH. MimMa chobuieHHs, e OEH3aTKOHUEBHAT XJIOPHAL TIPUHNESBA

TOYKOBH/IHA KEpaTollaTHs W/ TOKCHHHA YJILIEpaTHBHA KepaToNaTHs, MOXE Aa MPUUNHN OHHO APA3HCHE,

[Npu yecTa WM npoabLIXKHTeNHa yrioTpeOa Ha JlaTame]l ce H3MCKBAa BHUMATENIHO IPOCIC/AB
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KOHTaAKTHHU NELIH
KOHTaKTHUTE JIElM MOTaT a abcopbupar GeH3aNKOHUEBHA XI0PHJL, 328 KOHTO € U3BECTHO, 1€

o6eslBeTABa KOHTaKTHNUTE e, KOHTakTHHTE Jielity Tpabsa a ce CBaJAT Npejiu npuiaraHe Ha Jlatamen,
HO MOTaT a Ce OCTaBsAT OTHOBO cnel 15 MuHYTH (BX. To4ka 4.2).

4.5 B3asmoneiicTBHE ¢ APYrH JIeKapCTBEHH NPOAYKTH H JpYTrH pOopMAE HA B3auMoaeHcTBHE

He ca npoBex/AaH# MpOy4BaHUs 3a crieliGHUHH JICKApCTBEHH B3AUMOJACHCTBUS C JlaTamen.

MMa cLobIueHHs 3a napajlokcalHi NOBUIIEHHS Ha BbTPEOYHOTO HAJIAraHe BCJIEACTBUC CAHOBPEMEHHOTO
OYHO MPHROKEHHE HA JIBA NPOCTArNaHAKHOBH aHaora. [Topaas ToBa, HE €€ NPENnopwHBa ynorpebaTa Ha
J1Ba MITM NOBeYe MPocTariaHAnHa, NpocTariaHAnHOBH @Hal03H HITH IPOCTarJaH{MHOBH [TPOH3BOAHH.
ColiecTayBa Bb3MOXKHOCT 33 aAMTHBHH eeKTH, BOJACLLH A0 XHITOTOHHA W/ WAY u3pasena bpanukapams,
KOTaTO KalKH 32 OYM C TUMOJION CE MPUJIOKAT 3a€/IHO ¢ Nepopaiiiy OJOKepH Ha KalllMeBHTE KaHallH,
Gera-GnokepH, aHTHAPUTMHYHH CPEACTRA (BKIIIOYHTENHO aMHOAAPOH ), AUTHTANHCOBH [IMKO3WIH,
[1apacHMIAaTHKOMHUMETHIH, MBAHETHAMUH.

[Tpu koMGuHHMpaHo Neueuue ¢ uuxuburopn va CYP2D6 (Hanp. xuHUAHH, QIyOKCETHH, NapoKCETHH) H
THMOJNOJ Ce chobliaBa 3a NoTeHUMpaHa cucTeMha Geta-6iiokana (Hanp. NnoHWKEHa CbpAcYHa YeCToTa,
JEnpecHs).

E(ekThT BbpXy BTPEOYHOTO HAIATaHE WM H3BECTHHUTE €(eKTH Ha CHCTEMHaTa Geta-6/10Kana Moxe Aa
ce YCHIIAT, koraro JlaTamen ce npujiara Ha NayueHTH, KOMTO BEUE NIPHEMAT NEpopalIcH Oera-6nokep, a
ynorpefara Ha ABa WK noBede Nokalny OeTa-010KepH HE CE NPefopriBa.

[Moxskora ce chOOLIABA 32 MHAPHA3a BCJIEACTBHE eIHOBpeMeHHaTa ynoTpeda Ha bera-OnokepH 3a

ApUIOKEHHE B OKOTO U aJpeHannt (enunedpuH).
XWepToHNYHATA PeaxliHa NPK BHE3ANHO MPEKPaTsABaHe Ha JICHEHHE ¢ KICHUAHH MOXe Ja Obae

noTeHUHpaHa ot 6eTa-0nokepH.
Bera-6/I0KepHTE MOTAT /12 yBEJHYAT XUIIOTIMKEMUMHUA eeKT Ha aHTuRuabeTHuTe arenTy. beta-
GJIOKEpPHTE MOTAT 12 MACKHPaT IPHIHALUTE M CHMITOMHTE Ha XHIIOMIIMKEMHUA (BXK. TOUKA 4.4).

46  @epruadrer, OpeMelnocT H KbpMCHe
bpeMeHHOCT

Jlamanonpocm
HsiMa focTaTbyHO JaHHy 3a ynotpebaTa Ha naTaHonpoct npu OpeMeHHY xetin. [Ipoyusanuns npu

JKUBOTHH NOKA3BAT PEIPOJYKTHBHA TOKCHYHOCT (BX. TOYKa J.3). [loTeHUHAIIHHUAT PHUCK TIPH XOpa HE €

H3BCCTCH.

Tumonon
HsmMa 20CTaTHYHO AaHHH 3a ynoTpe6ara Ha THMONON OT GpeMeHHH sxkenu. Tumoron He TpsOBa fa ce

[pUJIara 1o BpeMe Ha 6peMeHHOCT, OCBEH aKo TOBa He ¢ 6e3yCIOBHO HeobXoAMMO. 3a HAMA/IABAHE HA
cucTeMHaTa abcopOuus BHXTE TOYKA 4.2.

EnnaeMHoI0THYHUTE NPOYUYBaHHs He NOKA3BaT HANMMYMETO Ha Man(opMaTHBHU edeKTH, HO NpH
epopaiHo NpHioxKeHue Ha 6eTa-610KepH NoKa3BaT PUCK 3a 3abapsiHe Ha BbTPeyTPOOHHS pacTex. B




npunaraiu 6era-61okepu. AKO TO3M NEKAPCTBEH NPOAYKT Ce NpuJjiara Npean paxaaHeTo, HOBOPOACHOTG
TpsOBa Aa € NOA CTPOI* KOHTPOJI NPE3 MbPBUTE JHU OT XKHBOTA MY.

Cnenoarenuo Jlatame/ He TpAGBa Aa ce U3M0/3Ba N0 BpeMe Ha OPEMEHHOCT (B, TouKa 3.3).

KbpMmene
Berta-6noxepure ce eKCKPETHPAT B kKbpMara. Benpeky TOBa, B TEPANCBTHUHHTE 103#, B KOMTO THMOJ0I CC

M3MON3BA B OUHHUTE KallKH, € MajIKO BEPOATHO B KbpMaTa Aa NPEMHHE KOJIKYECTBO, A0CTATHYHO A2
[IPeAN3BUKA KIMHUYHY CUMINTOMHM Ha Geta-6r10kana npy KbpmayeTo. 3a NOHWKABAHE HA CHCTEMHATA

abcopOUUsl BUXTE TOHKa 4.2.

JlaTaHOMpOCT U HeropMTe MeTabONUTH MOraT Aia IpeMUHAT B kbpMaTa. [lopaau ToBa Jlatamen He TpsaOBa
la Ce H3MON3Ba IMPH XCHH, KOUTO KbPMAT.

DepTIUUTET

He ca ycranoBeHH edek i KaKTO Ha JIaTaHOMPOCT, TaKa U Ha THMOJIO0J BbPXY MEJKKHS WIIH JKCHCKHS (bepTHAUTET B
MPOYUBaHKA [TPH KHBOTHH,

4.7 EdekTn 8Lpxy cnocobnoctra 32 modnpane H paboTa ¢ MalIHHH
JlaTames MOBNHSABA B MAJIKa CTeNeH cnocobHocTTa 3a Iwodupane ¥ paboTta ¢ MauvHM. [10/106H0 Ha ApyTH

OYHK NPOAYKTH, NPHJIAraHETO Ha KANKUTE 33 OYHM MOXKE J1a IPEIN3BMKA NPEXOAHO 3aMbIIISBAHE Ha
apenuero. JlokaTo He u3dyesHe, nauMenTuTe He TpAOBA A4 WOPHUPAT UK paboTAT C MallIMHH.

4.8 HexenaHu NCKAPCTBEHH peakiHu
[To-ronsMara 4acT OT HeXeTaHNTE JIEKAPCTBEHH peaklMi Ha aTaHONPOCT ¢a OvHU. B faHHUTE OT

pasiMpenara (asa Ha OCHOBHUTE npoy4BaHus ¢ Jlaramen, npu 16-20% OT NaUWEHTHTE € HabmoaaBaHa
yBEJIMHEHA INTMEHTALMS Ha UPHCa, KOATO MOXKe Jid Oblle MOCTOsIHHA. B OTBOPEHO J-TOAMIIHO MPOYBAHE
3a 6e30MACHOCT C IaTAHONPOCT, NpH 33% OT nauKeHTUTE € HabmoJaBata yBeaMyeHa nrMeHTalta Ha
upuca (Bx. Touka 4.4). Jlpyrure ouHy HeKeAaHH peakluy 0 MPHHLIKMA ¢a MPEXOAHH W Bh3HHKBAT CJICA
[IpUfIaraHe Ha /103a. 3@ THMOJO/, HaH-CEPHO3HUTE HEXENIAHHW PEaKLIMH Mo €CTECTBO Ca CHCTEMHN,
BKJIFOYBALIM GpafinKapAns, apUTMHS, 3aCTOHHA ChpAeyHa HEAOCTATEYHOCT, OPOHXOCNA3EM M AJIEPrHYHH

peaKLHH.

KakTo ocTaHanuTe NPOAYKTH 3a NPHIIOKEHHE B OKOTO, THMOJION ce abcopbupa B CHCTEMHOTO

kpbBooGpalenye, Tosa MOXKe Ja IPHYMHH HEXENAHH peaKiny, ToN0OHH Ha TE3X IPH CHCTEMHUTE Oerta-
6nokepu. YecroTara na cucreMnure HJIP cnel npunoxeHue B OKOTO € O-HUCKA B CPABHEHUE C TA3M 1IpH
CUCTEMHO MpUIoXKeHne, M30poelnTe HexenaHn peakLiii BKAKOYBAT PEaKIlMy, XapakTepHu 3a Kaca bera-

Gnokepu, ynorpedsaBann B 0QTaJIMONOTHATA,

Meoro wectH: (>1/10), wectn (21/100 o <1/10), nevecru (=1/1 000 xo <1/100) u peaku (=1/10 000 no
<1/1 000), ¢ HeuzsecTHa yecToTa (OT HANMUHUTE AaHHU HE MOXe a O1Jie HanpaBeHa OLEHKa).




Tabauna 1.: Hexenann peaxuﬂn, nabawoxasany B H3NHTBaNKATA na Jlatame

Cucremo-oprate [Muoro uect YecTH HeuecTH
KAAac <>1/10) (>1/100 xo <1/10) (>1/1 00010<1/100)
Hapymedus Ha ["nasobonue
HEpBHATa CUCTEMA
HapyiueHus Ha ouute XunepnurMexTalus Ha boaka B OKOTO, Hapyuieuus Ha
HpHca JpazHeHe Ha OKOTO poroBuliara,
{BKJI. CMBAECHE, KOUIOHKTHBHUT,
mapeHe, cLpbex, 6nedapur,
ycellaHe 3a YyXXKI0 OYHA XHNEpeMHUs,
TANO B OKOTO) 3AMBIJICHO 3pEHHE,
MMOBULLEHO
ChJA300THAENSHE
—_ 4. - o - ] -
HapyiueHHs Ha koxara KoxeH 0OpHB,
H TIOAKOXHATA ThKaH ChphexK

JIOITL/THUTEHH HEXENIAHH PEAKLH, CTieludHy 3a ynoTpebarTa Ha OTAEJHHTE KOMNOHEHTH Ha Jlatames, KOHTO ca
ChOOIIIEHA WM B KIMHUYHH NPOYUBAHHS, WK CIIOHTAHHH CHOOLLEHHS, WM B HAJIHMHATA JHTEpaTypa.

3a NaTaHonpoCT Te ca W3CpoeHH B creABaliiaTa TabsmLa.

Tabnuna 2.; Hexenann siekapereels peakuuu: Jlaranonpocr

Cucremo-opramnci Kinac HesxeJianu peakunu
Undekunu n nudecralnu XeprneTHUeH KepaTur
Hapyiienys Ha HepBHaTa cMCTeMa 3amaiBaHe
Hapyiienus Ha OUuTe [IpoMEHH B MUIIUTE H OKOJIOOUHHS MBX

(yBeJIMHEHN Ib/KHMHA, Ac0€/INHA, THTMEHTALUA U
6poit Ha MUTTIHTE), TOUKOBHJIEH KEPATHT,
nepropOUTaNEH eaeM, HPUT, YBEUT; MAKyJIeH
e/leM, BKJI. KHCTOH/IEH MaKyJeH efieM (fIpH
NatyeHTH ¢ apakus, NALMEHTH C [1CEBAOPAKHA C
pa3KbCaHa 3aj/iHa KaycyJla Ha jieulaTa ui npu
NaiHeHTH C H3BECTHH PUCKOBH (akTOpH 33
MaKyJIeH €,1M), CYX0 OKO, KEPATHT, POrOBH4EH
eJeM, €pO3Hs Ha POrOBHLIATA, TPHXHA3E, KHCTA Ha
npuca, horogobus; riepuopduTaliig NPpOMEHH U
MPOMEHK B KJlenaya, BOAELH 10 3aababo4aBaHe
Ha KJenayHara Opasna; ¢1eM Ha Khaenaya,

-'—*.-.-—l'—--. . _h"

NOKaJM3UpaHa KOXHa peakius no ﬂ%‘#ﬂe, o
e
ncepgoneMpUrony Ha O4HaTa K mfggmﬁ'a*"‘ :\\




NMOTBEMHABAHE HA KOXATa HA KJICTIAYHTE

ChbpaeyHy HapylleHus

CrteHokapans, HECTabKIHA CTEHOKAPANA,
nannuTauyu

PecnupaTOpHH, IpBAHU U MEAUACTHHAHU
RApYLIEHHS

ACTMa, BJIOILIABAHE HA aCTMa, 3a8yX

HapyuieHus Ha MyCKyJIHO-CKeJleTHaTa CUcTeMa
ChbeIHHUTENRHATA THKAH

Muanrus, apTpajirus

OGuwM HApYyLICHHUSA U eQEKTH HA MACTOTO Ha
MPUAOKEHHUE

bolika B repanTe

*[ToTeHLMAMHO € Bb3MOXKHO J1a ObJle CBbP3aH ¢ KOHcepBaHTa O€H3aNKHUEB XTIOPHT

3a THMOJIOJ TE ca M3OPOEHH B crieJBalaTa TabIHLa.

Ta6auna 3.: Heoxkenaiu AekapcTBend peaknuu: THMOI010B MajieaT (04HO NIPHIIOKEHHE)

Cucremo-opraleH Knac

Hexenann peaknun

Hapyuiernsa Ha iMyHHATa CHCTEMA

CHUCTEMHH anepriyiu peaxiiny, BKIIIOYHUTEIHO
aHapHNAKTHYHA PEAKLHS, AHTHOC/IEM,
YyPTHKapHus, 1OKanu3upal H reHepanu3npan
0OpuB, cbpbex

HapylueHns Ha MeTabonu3Ma 1 XpaHeHeTo

XHUMNOTNTUKEMH R

[TcuxuuHH HapyLLIEHus

3ary6a Ha nameT, 6e3ChHHE, JACNPECHs, KOLIMapH

Hapyiuenus Ha HepBHATa CUCTEMA

Mo03B4HO-CBAOB UHIMAECHT, LiepebpaiHa
UCXEeMHA, 3aMasgHOCT, 3aCHUJIBAHE Ha NMPHU3IHALIUTE
H CHMIITOMHTE Ha MHACTE€HHUA I'paBuC,
napecre3us, rnaBoOONHe, CHHKOI

HapyuieHud Ha ouMTe

OrtnenBaHe HA XOPHOUAEATA CREA
AHTHUIIAYKOMHa onepauus (BHXKTE ToUKa 4.4),
epo3Hs Ha POroBUIATA, KEPATHUT, JHUTLIONHS,
HamaJseHa 4y BCTBHTEIHOCT Ha porosuliarta,
MPU3HALA W CHMIITOMH Ha OYHO Jipa3HeHe (Harp.
napeHe, CMbACHE, Cbpbex, boNKa K
3auepBsABalie), CyX0Ta B O4MTE, N1TO34, OaedapHr,

3aMBIJICHO 3pEHHe

Hapylienus Ha yXoTo ¥ 1abupuHTa

[lym B yuiure

CobpaeqHH HapyLUSHHUS

CobpaeueH apecT, ChpaeiHa HEAO0CTaTbYHOCT,
aTPHO-BEHTPHKY1apeH 010K, 3aCTOHHA CHpAACUHA
HeaoCTaTbUHOCT, §0JIKA B I'bpAMTE, APUTMHA,
Opagnkapans, OTOK, [aJNHTaurH

CbJ0BH HapyLIEHUS!

CTyZenM pble H Kpaka, XHIOTOHMS, PEHOMEH Ha
Raynaud

PecnipaTOpHH, M'PpLAHK H MEAKACTUHATIHH
HapyLLIeHHs

L

AcTMa, BAOLIABAHE HA 4CTMA, 3ayX 27" "~ |

-

/.

CroMallHO-upeBHY I1apyLICHUS

R

apng. Cyxo"

Kopemua SoJika, MOBphILALE,
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yCTaTa, JUCIrey3us, INCIENCHs, rajIcHe
Hapy1tieHida Ha MyCKyJIHO-CKENICTHATA CHCTEMA H | Muanrus -
CHEAMHHUTE/IHATA ThKaH
HapyiiieHns Ha BL3NPOU3BOAMTENHATA CHCTEMA H HapyiueHa cekcyanHa QyHKInA, NOHMKEHO
rbpara JTHOM O
O61u Hapylwenus 1 ¢heKTH Ha MACTOTO Ha ACTEHUA, YMOPAEMOCT
NPUJIOKEHHE

MHOro psnKo ca chboOIABaHY Clly4aH Ha KanuudHUKauus Ha poroBuiiaTa Npy HAKOH NalUEHTH CbC
3HAYUTEINIHO YBPEAC!IH POrOBULM BbB BPb3Ka C YNOTpedaTa Ha KalkH 3a O'H, ChibpKaliu docdarh.

CpofulapaHe Ha NOJAO3NPAHH HEXKENAHU PCAKIIKH
Cpo6111aBaHeTo Ha NO/I03UPaHH HEXENaHH PeaKUMy Clel paspeluasate 3a ynorpeda Ha 1eKapCTBEHU

NPOAYKT € BaxkHO. ToBa Mmo380.158a A2 NPOLBLIDKH HAOMOAEHHETO Ha ChOTHOLUCHUETO [1013a/pUCK 3a
NeKapcTBEHUS NPoAyKT. OT MEAULIMHCKUTE CTIELMAIMCTH CE H3UCKBA A2 ChoOLIaBaT BCsKa NOAO3HpaHa

HexkeslaHa peakuns upe3 M3nbIHUTeHa areHIus no jekapereara yi. ,,JlamMan ['pyes” Ne 8, 1303 Codus,
Ten.: +359 2 8903417, yeGeait: www.bda.bg

4.9 Ilpenosupanc
JlunceaT AaHHH 3a npeno3dpade ¢ JlaraMen npu xopa.
CHMNTOMH

CHUMIITOMMTE Ha CHCTCMHO NPElo3upane ¢ THMONON ca: Gpanukapans, XMITOTOHHUS, OpOHXHaNeH CnasbM U
CITHPAHE Ha ChPIETO.

OcBeH O4HO JpazHele ¥ XHIePEeMHUs Ha KOHIOHKTHBATA, HE Ca U3BECTHH APYIH OYHH Wil CUCTEMHH
HeXeNaHd peakUuWH Npu Npeo3upaHe Ha IATAaHOMPOCT.

JleyeHue
Jleuenuero Tpabea na 6bLae CUMNTOMATHYHO H MOAABPKALIO. TpsOBa na ce npocae/sasaT HUBaTa Ha

cepyMHUTe enexTpoauTu (ocobeno Ha kanus) U pH Ha kpbBTa.

AKO ce norbjiHe Ciay4dainHo, Moxe na ObJie none3Ha cieasallara HHPOpPMaIIHA.
[IpoyuBaHHsATa NOKA3BAT, Y€ THMOJION HE CC AHATTH3UDA JIECHO. Heob6x0auM e cTOMALLCH J1aBaX.

JlatanonpocT ce MeTaboNH3npa B 3HAYUTENIHA CTENEH 110 BpEME Ha MbPBOTO NMPEMUHABAHC NPE3 MEPHUA
1po6. [Mpu 3jpaBu AoGpoBoILK, HHTPaBEeHO3HA HHY3us Ha 3 pg/kg He e npean3BHKana HUKakBu
CUMITTOMH, HO A03a oT 5,5-10 pg/kg npenu3BuKBa rajene, kopemHa 0oika, 3amansalie, yMOpAEMOCT,
ropeily BbJHY U uanorspae. [1o TexxecT, Te3u SBieHHU ca OuH JIEKN 10 YMEPEHH K Ca NPEMHHABAIN 6e3

fleveHue B paMKuTe Ha 4 yaca ciej] npexpaTaBaHe Ha HHGY3HATA.
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5. OAPMAKOJOIMMYHA CBOUCTBA

5.1 OapmakoIHIIAMHYHH CBOHCTBA
®apmaxotepanesTHuna rpyna: OdranvonoruiHu 6era-6J0KkepH - TAMOJION, KOoMOHHALNH

ATC koa: SOIEDS]

MexaHU3LM Ha JIEHCTBHE

JlaTame[ ce CbCTOM OT IBa KOMIIOHEHTA: NaTAHOMPOCT i THMOJIONOB MajieaT. Te3u iBa KOMIIOHECHTA
HaMaJIABaT IOBUILeHOTO BpTpeouno HansArane (BOH) no pasnnueH MeXaHW3bM Ha ACHCTBUE H
KOMOMHHpPaHUAT edexT BOAM 0 AOMBbIHUTENHO NIoHkeHHe Ha BOH, B CpaBHEHHE ChC CAMOCTOSATENHOTO
HM TPUIIOKEHHE,

JlaTanonpocT, aHanor Ha MpocTariainH Faq € CENICKTHBEH arOHNCT Ha peUenTopa Ha NpoCTaHOU FP,
ko#iTo namanaea BOH, kaTo yBeanyasa OTTOKA HA BLTpEOUHA TEYHOCT. OCHOBHUAT MEXAHN3BM Ha
JleCTBYE € YBENHUEHUST YBEOCKIEpareH oTTOK. JIONMBIHNTENHO HMa ChOOILIEHNS 38 H3BECTHO
yBEJMUYEHHE Ha KanalluTeTa 3a OTTOK (HaManspate Ha TpabekynapHaTa pe3UCTEHTHOCT Ha OTTOKA) MpH
xopa. JlaTaHonpocT HaMa 3HauMM edekT BrpXy 00pasyBaHeTO Ha BLTPEOUHA TEYHOCT, Oapueparta KpbB-
BBTPEOYHA TEYHOCT HIIM BHTPEOUHATa LUPKYNALHs Ha KpbBTa. XPOHHYHO NPHIIOKEHHE HA AaTaHOTIPOCT B
OYHTE Ha MaliMyHa, KOSTO € NMPEThPIIAIa U3BBHKANCYJIHA €KCTPAKLIKA Ha E€WaTa He € NOBIIMAJIOC
KPLBOHOCHHTE CbAORE Ha PETHHATA, KOETO € OMIO ONPEREICHO NOCPEICTBOM ¢nyopeciieHTHa
anruorpadus. ITpy KpaTKOCPOHHO JieYeH e JIaTAHOIPOCT He € NPUMMHMI M3JIMB Ha (YOPECUMH B 3aHHUA
OYEH CerMeHT Ha OYMTE IIPH NALMEHTH C NceBaogaKHs.

Tumonon e 6eta-1 1 Bera-2 (HecenekTHBen) GA0KHpaLl aAPEHEPrHYHUA PELIENTOP areHT, KOATO HAMA
CLINECTBEHA BHTPELLIA CHMITATHKOMUMETHYHA aKTHBHOCT, MPEKTHO NOTHCKALIO0 MHOKApAa ACHCTEBHE
niu Membpatocrabunnaupaiia aktusioct. Tumonon Hamanssa BOH kato nonuxasa o0Opa3yBsaHeTO Ha

HLTpeOodHa TCUHOCT B NHIHAPDHNWA CMTHTCIL.

TOYHMAT MEXaHNZLM Ha ASHCTBHE HE € RCHO YCTAaHOBEH, HO Ce npejnoJara HHXHoupaHe Ha
pEeAU3BHKAHNA OT ¢hjlorentia fera-aj\peHepruvHa CTUMY1allvs 3aCHJICH CUHTE3 HAa LIHKJIHYCH AM®, He
¢ YCTAHOBEHO 3HAUMMO BIIMSHHE Ha THMONON BRPXY IPONYCKIHBOCTTA HA bapHepaTa KpbB-BLTPEOUHA
TEYHOCT 3a TUTasMeny HpoTedHu. Ilpu saiiuu, THMonon e 6un Ges epexT BbpXy pernoHalHus OUeH

KPBbBOTOK CNCA XPOHUYHO TPECTHPAHC,

®dapmaxoauHaMHINn ePeKTH
Knunuuna eduxacnocm u bezonacrnocm
B npoyuBaHHMs 3a yCTaHOBABaHE Ha 103aTa, JlaraMea € Npear3BHKal 3Ha¥HMO NO-TOJIEMH

NOHHXEHUA B cpeanoTo AeHoHowHO BOH, B cpaBHEHHE ¢ 1aTaHONPOCT ¥ THMOJION, NPHIIOKCHH

BeJHBX JAHEBHO KaTO MOHOTepanus. B e nobpe KOHTpONIUpaHK, ABOMHO-MAaCKHPaHH,

6-MeCEUHH KIMHHUHK npoyusanus, nonmxkasauat BOH edexr va Jlaramen e Oun cpaBHEH ¢
MOHOTEpPAMNHUS C JaTalIoNPOCT K THMOJ101 pH nanuenth ¢ BOH naii-manko 25 mmHg nim no-roamo.
Cnen 2-4 cenMHuHa BhLBEXAaLa Tepanus ¢ Tamonon (5 mmHg cpeno nonmkenne Ha BOH o1 nastanoro
Ha [POYUBAHETO), AOILIHHTEHH HOHIKEHHS HA cpeAHoTO AeHoHowHo BOH ¢ 3,1, 2,0  mide
Gunu HabmopaBaHu cies 6 Mecela JeueHrie ChoTBeTHO ¢ Jlaramen, naTaHompocT ¥ TH
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nuesno). Moumxasamust BOH edexr na Jlatramen e 61 Noaabpxad B OTKPHTO, 6-MECEHHO
NPOABLJLUKEHHE Ha TC3U NPOYy4BaHUA.

CBUIECTBY BALLATE JlalilI} IPEANOJIArarT, 4e BEYEPHOTO NPHIIOKEHHE MOXKE NO-C(PEKTHBHO 113 NOHHKH
BOH, 0TKONKOTO CyTPELIHOTO NpuiiokeHKe. HezaBucuMO OT TOBa, KOrato ce npeLetiasa
IpenopbYBAHETO Ha BEUEPHO HIIM CYTPELIHO NPUIOKEHHE, TPSAOBA Ja C€ OTACH A0CTaTb4HO BHHMAHHE

Ha HAYMHA HA KUBOT HA NalUHXEHTa ¥ Bb3MOXKHATa HM ChilaCyBaHOCT.

B cnyuail Ha HepocTaTbyHa eUKACHOCT Ha (kcHUpanara KoMOHHanus, TpAORa ia ce HMa [peJIBH], Ye
pe3yNTAaTH OT NPOY4BAHHUs NOKA3BAT, Ye M3MO/3BAHETO HA HE(PHKCHPAHO NPUIOKEHHUE HAa THMOJION 21BA

MBTH JIHEBHO M JIATAHONPOCT BEAHBXK AHEBHO, MOXKeE Ja 6b/ie CBIIO0 eDEKTHBHO.
Hauyanoto Ha neHcTBHETO Ha JlaTtaMes € B paMKHTE Ha eJIHH 4Yac, a MAKCUMAHUAT eeKT C€ NPpOoABsBa
clies IeCT f0 oceM Yaca. [Ipy MHOTrOKpaTHO [PHIIOKEHHE € MTOKa3aHO HAJIMHUKE HA a/ICKBATCH MIOHWXKaBalll

BOH edekT no 24 uaca cnen A03upane.

5.2 OapMaKOKHHECTRYIIH CBOHCTBA
Slamanonpocm
AGcopluns

JlaTaHOMPOCT € U30lIPHII-eCTEPEH JIEKapCTREH MPEKYPCOP, CaM no cebe CH HeakTHBEH, HO Ce
XW/POJIN3a OT ECTEPA3H B POrOBHLIATA IO KACEIMHATA Ha IAaTaHOIIPOCT CTaBa OHOJOTHUHO 2KTHBEH.

JlekapcTBEHHUAT NpeKypcop ce pesopbupa 1o6pe npes poroBULIATa M LANIOTO KOJIHYECTBO, KOETO HAB/IE3E
BLB BETPEOUHATA TCUIIOCT C& XHAPOIH3NPA 110 BpEME Ha MPEMHHABAHETO CU NPE3 POroBullaTa.

Pasnpeneneuye

[TpoyuBaHus NpH Xopa [10Ka3BaT, Y€ MakCHMAIHaTa KOHUCHTPALHA BhB BbTPEOYHATA TEYHOCT,
npubnusutento 15-30 ng/ml, ce AocTura okoo 2 yaca cief JOKaaTHOTO CAMOCTOATENHO [IPHIIOKEHHE HA

naranonpoct. [Tpy MaliMyHH, Cell TOKITHO NPUIOKEHHE, IATAHONPOCT € 61N pasnpezeieH NPeAMMHO B
NpeHUA CErMEHT, KOHIOHKTHBATA U KJIeNaduTe.

Kucenunata Ha JatanonpocT uMa naasmen knupbHe 0,40 /h/kg u mannk obem na pasnpeaenenue, 0,16
l/kg, KOeTo BOJIM JI0 KpaThk IOJIy>KHBOT B NJ1a3MaTta - 17 MUHYTH. (/1€ TOKAIHO OYHO MpHJarase,
cHcTeMHaTa GHOHAJIMMHOCT Ha KHcenuHata Ha naranonpoct e 45%. KncennHara Ha naTaHOMpOCT e

cBbp3Ba B 87% ¢ Ni1asMcHUTE NPOTEUHH.
buoTpaHchopMaliug ¥ CIIMMHHUpANE

B 0KOTO KMCENHHATa Ha JIATAHONPOCT [IPaKTHYECKH He ce MeTadonu3upa. OCHOBHUAT MEeTabOIH3bM CC
M3BLPILBA B YEPHHUH Jipos. B ONMTH 1pH UBOTHYU rNaBHUTE MeTaGoMUTH - 1,2-11H0p W 1,2,3,4-T€TPanop
MeTaboAUTUTE, HAMAT HJIH UMAT camo cnadba OHONOrHYHAa aKTHBHOCT H CE€ EKCKpETHPAT NTPEAHUMHO C

YpHHATA.,




Tumonon

AOcopOuust ¥ pasnpelieieHHe
MaKcHMATHATA KOHUCHTPALMS Ha TUMOJION BbB BBTPEOHHATA TEUHOCT Ce A0CTHrA OKOTIO | Jac cren

JIOKAJTHO TIPHJIOHKEHME HA KalKH 3a o4y, YacT oT fo3ara ce pe3opbupa CHCTEMHO M MakCHMaliHa I1a3MEeHa
koHUeHTpauka ot | ng/ml ce goctura 10-20 MHHYTH CJlell TOKAHOTO NPUNaraHe Ha €Aia Kalka 3a 04M Ha

BCSIKO OKO BelHBX AuesHO (300 pg/aeH).

bBuotpanchopManus
[Toay>KHBOTBLT HA TUMOJION B N1a3MaTa € OKOJIO 6 4aca. THMOJION B 3HAYUTENHA CTEMEH CC

mMeTabon3Kpa B uepHus Apoo.

EnuMuHUpaHe
MeTaBoJMTHTE CE EKCKPETHPAT ¢ YPHHATA 3a€AHO ¢ H3BECTHO KOJIMUECTBO HEIIPOMCHEH THMOJIOJL.

Jlamame0

Bpn3ka apmakokutieTvka-bapMakoIHHAMHKA
He ca Habniogasady (papMakOKMHETHUHH B3aUMOAEHCTBUS MEXY NaTaHONPOCT H THMOJION, BLIIPEKH He

B CpaBHEHME ¢ MOHOTepanusaTa, 1-4 yaca ciied mpunarane Ha Jlarames € Hannue 2 MbTH 10-BHCOKA
KOHLEHTPALMA Ha KMCEJIMHATA HA JJATAHONPOCT BB BETPEOYHATA TEHHOCT.

5.3 [IpeaxkauuuynH JaHHH 32 0€30NaCHOCT

[IpouTbT Ha OUHATA ¥ CUCTEMHATA (€30MacHOCT Ha MHAMBHAYATHUTE KOMIOHEHTH € 100pe yCTaHOBEH.
He ca HaBMIONaBaHH HEXENaHN OMHHU WM CUCTEMHH eDeKTH Y 3aliLli, IOKaIHO TPETHPaHH ¢ GuKcHpaHa
KOMBHMHAIHR HIH C e/l1IOBPEMEHHO TPUIOKEHH OMHH Pa3TBOPH Ha JaTAaHOMNPOCT K THMOJO. [IpoyyBaHus
3a hapMaKONOTHya, FeHOTOKCHYHA W KapuyHoreHHa 0e30MacHOCT € BCCKH OT KOMIIOHEHTUTE pa3kpHBaT
JMncara Ha ocobeH pucK NpH xopa. JlaTaHonpocT He NOBNMABA 3a34paBABAHETO HA paHa HA pOrOBHLATA B
OKO Ha 3aeK, JOKATO TUMOJOJ HHXHOUPa TO3H NPOLEC NIPH OKO Ha 3a€K M MaHMYyHa, KOraTo ¢¢ npunara

MO-4YecTo OT BEJHDLXK JIHEBHO.

[To OTHOUIEHHE HA JAaTAHONPOCT, He ¢a OUHM YCTAHOBEHH €DEKTH BEPXY MbXKKHS M HKCHCKUS QEPTUITMTET
IpY MIBXOBE, KAKTO ¥ TEpaTOreHHA aKTHBHOCT IIpY NIbXOBE 1 3aiLM. [ Ipy mrbXoBe He ¢ YCTAHOBCHA
eMOPHOTOKCHYHOCT Clie)l HHTpaBeHO3HH 103H 10 250 pg/kg/neH oT ToBa, Npy 3alLiK ClIEJl WHTPaBEHO3HN
no3u ot 5 pg/kg/neH (OKONO 03a) M NO-TOJIEMH, aTaHONPOCT € NpeaU3BUKan eMOpHo-peTanHa
TOKCHYHOCT, XapaKTepH3Hpalla ce ¢ OBUILIEHA YECTOTa HA KbCHA pe30opOuust U adopT, KaKTO H OT
HamaJieHo Terno Ha deryca. TuMONON He € nokasan epeKTH BEPXY MBXKHS H IKEHCKUS GEPTUIIHTET MPHU
NABLXOBE WIH TEPATOTCHHA AKTHBHOCT IPH MHLUKH, TUTbXOBE X 3aH1N,

6. ODAPMAILEBTHYHHU JAHHH
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HaTpues XHApOKCH/L
KoHueHTpHpaHa XJOpOBOAOPOAHA KHCENHHA
Bona 3a HHXeKLHH

6.2 HechBMeCTHMOCTH
[ IpoyuBaHsi i# vifro ca NOKA3ANH, Y€ HACTHIRA NPELUNUTALIMA, KOraTo ChIBPKALIIM THOMEPCAI KAk 3 OfH CC CMOCAT
¢ NATaHOMPOCT. AKO TAKHBA JICKAPCTBA CE U3IOJ3BAT 33¢/1HO C JlaraMe, KarnkuTe 3a O4H TpadBa j1a ce npuJiarart ¢

WHTEPBaJ OT Hali-ManKo 5 MHHYTH.

6.3 Cpok Ha roanocr

[Ipean oTBapsHe: 4 roJiKHK.
Jla ce ¥3n0M3Ba B paMKUTE Ha 4 CEAMHLU CNIEX MbPBOTO OTBAapsHE HA OMAKOBKATA.

6.4 Cnennajind ycJIOBHH 32 ChXPanlelne
[Tpean mbpBo oTeapsitie: Jla ce chxpaHsBa B Xnaauinhuk (2°C - 8°C).

Cnen nspBo orsapsitie: Jla ce cbxpanssa noj 25°C.

B}'THJIHE.TB, Ja ce ¢bXpalasa BLB BbHINHATA KAPTOHECHA KYTH, 34 Aa ce npeana3n OrT CBCTJIHHA.

6.5 Bua H chiabpaanse 5a onaKkoBKATa

Besxa OyTunka cbabpxa 2,5 ml kanky 3a o4, pasTBop.
Jlaramen € npo3pauHa, Oe3uBeTHa TeHHOCT.

Hamupa ce B 6:ana nenpospauna LDPE 6ytunka ot 5 ml ¢ 641 LDPE kankomep, nokpura ¢ 0sna HDPE
Kanavka ¢ BUHT CbC 3alLUTEH NPbCTeH. byTHaKaTa € MocTaBeHa B KapTOHEHA OlTaKOBKa.

6.6. CpenMaanu npeana3uy MepKH NpH HIXBbPJsHeE U paboTa

Hen3non3BaHKUAT JIeKAPCTBEH NPOAYKT WUIIH OTNAAbYHUTE MaTEpHali OT Hero TpsOBa Aa c€ W3XBbPIIAT B
CLOTBETCTBHE C MECTHHUTE U3NCKBAHHA.

7. [IPUTEXATEJ HA PASPEIHEHUETO 3A YIIOTPEBA
Bopaa Menncune Espona EQO/]

yi. ,,bopuc PymeHos™ 16
1407 Codus, brnrapus

8. HOMEP HA PA3SPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20210093 T
ARSI
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9. NATA HA ILPBO PA3PEIIABAHE/TIOJHOBSBAHE HA PASPEILIEHHETO 3A
YIIOTPEDBA

NaTta Ha nbpBo pazpeliasane: 14 anpun 2021
JlaTa Ha nocneaHo NnojHOBABAHE:

10, TTATA HA AKTYAJIM3IUPAHE HA TEKCTA

11/2025
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