KPATKA XAPAKTEPUCTHNKA HA TTPOAYKTA




W3NLJIHWTENHA ATEHUMSA N0 NEXAPCTBATA

Kpamwa HE NPOGYIaTM - DUACKINUS |

1.  MME HA JEKAPCTBEHUS NMPOJAYKT

Pumonan 0,2% kanku 3a o4y, pa3TBop
Rimonal 0,2% eye drops, solution

2. KAYECTBEH H KOJIMMECTBEH CbCTAB

Beeky MIWIMIHTBD OT pa3TBOpa ChAbpika 2 mg OpUMOHMAMHOB TapTapar (brimonidine tartrate),
eKBHBAIEHTHHU Ha 1,3 mg OpumonnauH (brimonidine).

[ToMO1IHO BEHIECTBO C H3BECTHO ACHCTBUE
Bceku ml ot pasteopa cxanspxa 0,05 mg GeHzankoHneB XI0pua.

34 MBLJIHKMA CIIUCHK Ha NMOMOILIHWTE BELECTBa BIOKTE Touka 6.1.

3. JEKAPCTBEHA ©®OPMA

Kankwu 3a oun, pa3TBop.

Pa3TBOPLT € OUCTHP, XKBJITO OI{BETEH, NMTPAKTUYECKHK CBODOIEH OT YaCTHIIM.
4. KJIMHHYHUA JAHHHU
4.1 TepanesTHYHH NOKA3AHHA

HaMangraHe Ha norHEeHOTO BbTpeouHo Hangrate (BOH) npu naumeHTH ¢ OTKPUTORIBJIHA INIaYKOMa
HIIH OMHA XUITEPTOHHA.

. KaTo MOHOTEpa us NpH NAauHEeHTH, PH KOUTO € NMPOTHUBONOKAa3aHa JIOKaJIHa Tepanus ¢ Oera-
Onokepm.
. Karo gonbHHTE/NHA Tepanis KbM APYTH JEKAPCTBEHHW MPOAYKTH, MTOHKABALIUY ITOBUIIEHOTO

BBTPEOMHO HasIAraHe, korato uenesoto BOH He ce nocTHra caMo ¢ eIMH IeKapCTBEH NMPOAYKT
(BXK. TOUKa 5.1.).

4.2 JO3UpOBKA H HAYHH HA NPHJIOKEHHE

O3HPOBKA

Bv3pacmnu (exnoyumenno cmapuecka gv3pacm)
[TpenopbuBanara no3a ¢ eaHa kanka PMMonan B 3acerHatoTo OKo(O4M) ABa ITbTH AHEBHO,
npubauauTenHO Ha 12 yaca. He e Heobxoanmo apantydpane Ha JO3MPOBKATA MPK NMALMUEHTH B

CTapuecKa Bb3pacT.

bvbpeuno u wepnodpobro napywenue

BpumonuanH 2 mg/ml xanku 3a 04M, pa3TBOP He € U3C/EeABRaH NPH NALMEHTH C YepHOApOOHO N
6bOpeuno yBpexaaHe (Bx. Touka 4.4).

Cnenosarento, Pumonan Tpabea na ce W3noa3Ba BHUMATENHO IIPU NALIMEHTH C YePHOAPOOHO

YBpEXKAaHe.

[Teouampuuna nonynrayun

He ca nposexxaaHy KNHHHUYHU U3CNeIBaHHUA nipy 1oHowM (12 no 17 roaunn).
He ce npenopnuBa ynorpebara Ha PuMonan npu aeua nog 12 roiMHK U € NPOTUBONOK
HOBOPOICHH U MaJIK¥ Jelia (Ha BL3pacT Mo 2 roguHn) (Bx. Touka 4.3, touka 4.4. v
MapecTHO €, 4e MOTaT Aa Ce MNOABAT TeXKKH HeXCENaHW peakiiy Npy HOBOPOAEHM. b
epukacHOCTTa Ha SpHMOHHAKH 2 mg/ml Kanku 3a o4M, pa3TBOp MpH Aela HE € YC




HauyuH Ha nIpunoxeHue

O4HO NPHUIOKEHHKE.
KakTo npy BCHUYKH KaIk# 3a O4H, 32 1a € HaMali Bb3MOXKHATa CHCTEMHA abcopbLus, Ce NpenopbyRa

CTB3HUAT CaK Aa C€ MPHUTHCHE B MEIMAIHHS bIbJI Ha OKOTO (TOYKOBA OKJTY3HA) 33 €JHa MUHYTa. ToBa
TpAOBA 112 C€ U3BBLPILM BEHAra CJie[] HAKAaNBaHETO Ha BCAKA Karlka.

Ako TpaOBa J1a ce M3IOA3Ba NTOBEYE OT €AUH JIOKAIEH O TANIMOJIOTHYEH JICKApCTBEH NMPOJYKT,
OTAEJIHUTE JIEKapCTBEHU NPOAYKTH TpAOBa Ja ce HaKarneart rnpes3 5-15 MHHYTH.

4.3 IIpoTHRonokalanus

. CBPBXUYBCTBHTEIHOCT KbM aKTHBHOTO BELIECTBO MM KbM HAKOE OT NOMOILHHTE BELIECTBA,
n3bpoenHu B TowKa 6.1,

. HoBoponeHun 1 Manky aelia noj 2-rojiyiliHa Be3pact (Bx. Touka 4.8).

. ITauMeHTH, NpUeMalid HHXUOUTOPH HA MOHOaMHHOOKcKa3aTa (MAQO) 1 NauMEHTH,

npUeMallld AHTHACIIPECAHTH, KOUTO BAUAAT Ha HOpaJpeHepruyHarTa TpaHcMucHs (Hamp.
TPHUHKIHYHH aHTHACIPECAHTH ¥ MHAHCCPHH).
. B neprona Ha KbpMEHe.

4.4 CnenuaaHH NpeayNpeKICHHS H NpeNaliu MECPKH 1IpH ynoTpebHa

[ToBHILIEHO BHUMAHHE C€ H3UCKBA IPH JICUEHHE HA NALMUEHTH C TEXKKO WU HECTAOHMITHO H
HEKOHTPOJIUPAHO CBPJACYHO-CBAOBO 3aD0NABaHE,

Hakou nauuenty (12,7%) nNpy KIMHUYHUTE H3NUTBAHHUA Ca PA3BUIIM afNeprudcH TUIT OYHA peaKLis
kbM OpuMoOHUAKH 2 mg/ml karnku 3a ouu, pasreop (Bxk. Touka 4.8). I1pu riogsara Ha anepruuHa
peakuus JedeHueTo ¢ PuMoHai tpabea aa Obae npekpareHo,

3a0aBeHU OYHH peaKilMH Ha CBPBXYYBCTRUTENHOCT ¢a ¢hoOIIEeHH pyu OpUMOHUANH 2 mg/ml Kalku 3a
O4H, pa3TBOP, KaTO 32 HAKOM € chodleHo, 4e ca capp3aHmn ¢ ynennueHue Ha BOH.

PuMoHan TpabBa Jia ce npunara BHMMATEIHO NTpU NALMEHTH ¢ AernpecHs, uepebpanHa wid KopoHapHa
HEAOCTATbYHOCT, (beHOMEH Ha PeitHO, opTocTaTUHHA XUIIOTOHUSE MITH O0IMTEPHpaLL TPOMOAHTHHUT.
BpuMonuauH 2 mg/ml xarku 3a o4, pa3TBOp HE € NPOYYRAH MPH MAIMEHTH ¢ YEPHOAPOOHU U
6b0pevHy Hapyluenud. [Ipy Te3u nauneHT TpadbBa jaa ce rnpunara ¢ BHUMaHHE,

KoHcepBaHTBT O€H3aNKOHHEB XJIOPH, ChABPXKALL ¢€ B PUMORA MOXE A2 NpeAM3BHKa Jpa3sHEHE B
ounte. Jla ce n36GArBa KOHTAKT ¢ MEKH KOHTAKTHM JielH. [Ipein nocTaBAHETO HA KaNnkKUTe MEKHTE
KOHTAKTHH Jleir TpAadBa Aa ce CBAIST M J1a Ce U3yaka He Mo-Masko oT 15 MUHYTH npeau na ce
MOCTaBAT OTHOBO. M3BECTHO €, Ye MEKUTE KOHTAKTHH JIEIM TTPOMEHAT LIBETA CH MPU KOHTAKT C

OEH3aNKOHHEB XJIOPHAL.

IlenuaTpuuHa nonynaims

Jleua Ha BB3pacT 2 ¥ noBeye roAUHH, ocobeHo Te3u B Ananasona 2-7 roiuHu w/unun ¢ terno <20 kg,
TpsiOBa Aa ObaaT 1eKyBaHM C MOBULIEHO BHUMAaHME U A4 ObaaT HabliiogaRaHy BHUMATEIIHO, Nopaan
BHCOKATA YE€CTOTA H TEXKECT Ha NOABA HA CHLHIMBOCT (BX. TO4KA 4.8).

4.5 B3aumoaeicTrBRE ¢ APYrH JIEKAPCTBEHH NPOAYKTH H APYrH ¢popMHu na B3aHMoJAeilcTBHE
PyvMoOHan e MpOTUBOIIOKA3aH NMpPpH NALUMEHTH Ha Teparnya ¢ HHXUONTOPH Ha MOHOAMUHOOKCHAa3aTa

(MAQO) ¥ nauuesTy Ha aHTHAENPECAHTH, KOUTO ITOBJIMABAT HOPALPCHEPIrHYHOTO NpoBexaane (Hamp.
TPULUMKIKHYHH AaHTHACTIPECAHTH K MHAHCEPUH), (BX. Touka 4.3).

1Y

Hesaencumo, ye crieuManiHy M3CieiBaHus Ha A€KapCTBEHUTE B3aUMOJEHCTBHSA Ha Gp Teawan )~

mg/ml Kanky 3a o4y, pa3TBOp HE ca NPOBEKAAHU, Bb3IMOXHOCTTA 33 J00aBbYEH U ;
npu egHospeMeHHo npuitokenye ¢ LIHC aenpecantn (asikoxon, bapburyparu, onWaTHY ¢
aHecTeTHLIK) TpaORa Aa CE UMa NpeaBUl. {
HsaMa 1aHHM 32 HHBOTO HA UMPKYJIMPAILIUTE KATEXOJIAMHHU Cled NPUIOKEHUETO

\




mg/m/. [IpenopbuBa ce MOBUIIEHO BHUMAHHE [10 BPEME HA JIEHEHHETO ¢ PUMOHA NPH NALHEHTH,
MpHeMallH JIEKapCTBa, KOUTO MOIaT Aa MOBJIHAAT Ha MeTalo/In3Ma M YCBOSIBAHETO Ha LIMPKY/THpaLlH

aMHHH, Hanp. XJopnpoMasuH, MeTWI(hEeHUJAT, pe3EPIIHH.

Cnen npunarade Ha OpMMOHMAMH 2 mg/ml Kanku 3a 04K, pa3TBOP NPH HAKOH MALIMEHTH €
HabM0JaBaHO KIIMHUYHO HEZHAYMMO MOHMXKABAMe Ha KpbBHOTO Hansarane. HeobxoanuMo e BHUMaHue,

KOI'aTo JIeKapCTBEHH NPOAYKTH KaTO aHTHXUNEPTCH3UBHU CPEACTBA WHIU ChbPAEYHH TTHKO3HU/IH CE
npuiaraT eXHOBpeMeHHO ¢ PuMoHan.

[IpenopbyBa ce NpeAnasIMBOCT MPH 3ano4BaHe (UK NP NpOMsHA Ha 103aTa) Ha €HOBPEMEHHO
NleYeHHe CbC CUCTEMHO CpelICTBO (HEe3aBHCHUMO OT JIeKapcTBeHaTa GopMa), KOeTO MOXKeE 1a
B3auMojelicTBa ¢ anda-aipeHepruuHy aroHUCTH W [a NMOBJIMAE TAXHATA aKTHBHOCT, TOECT arOHUCTH

HITK aHTAroHNCTHu Ha a ipCHCPruyHHUTC PCLICTITOPH (Hﬂﬂp. H30NpCHaJIUH, HpﬁBDSHH).

llegnaTpuyHa onynauus
[IpoyuBaHus 32 B3aUMOIECHCTBUATA Ca NMPOBEKIAAHH CaMO INMPH Bb3PACTHH.

HonbnHurenHa uHbOOpMalug 3a CNElMAIHW NONyNaIK;
He e npoBeaeHO rpoyvBRaHe 32 KIIMHAYHO B3aHWMOAEHCTBHE MO OTHOWIEHHUE Ha CIEUHANIHYA NONMYJIaLivH.

4.6 ®epTuauTer, 0peMCHHOCT H KbpMENe

bpeMEHHOCT

BezonacHoCTTa NMpH nipuaraHe 1o spemMe Ha OpeMeHHOCT NpH Xopa He € ycraHoBeHa. [1pu
U3CNIEABAHHSA BbPXY KMBOTHY OpUMOHHMIMHOB TapTapaT HE € NPUYHHHII KAKBUTO U J1a € TEpaTOreHHH
eexkTy. [IpH 3aiium € yCTaHOBEHO, HE NNPH INA3MEK HUBA MMO-BUCOKM OT JOCTUCHATHTE NPH Xopa Mo
BpPEME Ha JiIeueHHe, OPMMOHUANHOB TapTapar NpeAM3BUKBA NOBUILIABAHE HaA NPEAUMITIAHTAllHOHHNATE
3aryOH ¥ HaMalABaHE Ha NMOCTHATAJIHKA pacTexX. PUMoHan TpadOBa aa ce U3noa3Ba No BpeMe Ha
OpeMeHHOCT caMO aKo IMOTEHLHAIHATA 1107132 32 MaHKaTa NPeBHILIABA NTOTCHUHAIHKUA PHCK 3a TI0AA.

KnpMeHe
He e u3BecTHO Aanu OpMMOHUIMHOB TapTapart ce oT/1ens B kbpmara. CheIMHEHHETO ce OT/eNA B

MJIAKOTO Ha KbPMELUH TUTBXOBC. Pumonan ne Tpﬂﬁﬂa Aa CC HU3LICN3Ba OT AHCHH, KOUTO KbpMAT.

DEePTUINTET
Hama a1aHHM OTHOCHO edeKkTa Ha OpUMOHHAKHOB TapTapar, B ¢heTaBa HA PUMoOHaI, BbpXy
CrocoOHOCTTA 32 Bb3NPOU3BOACTBO/ IVIOA0OBHUTOCT.

4.7 EdexkTn BHpXy cnocobnocTTa 3a modupane 4 padtora ¢ MAIIHAA

PuMoHan Moxe a NpUYUAHA yMopa UW/WIH CbHIMBOCT, KOETO MOXE J1a MOBIKAE BbPXY cNnocobHOCTTA
3a mogupaHe ¥ pabora ¢ MalIMHU. BpUMOHHAKH MOKe a NMpeIH3BHKA HEACHO BHXXAaHE W/HIK
HEECTECTBEHO BBL3NPHEMaHe, KOETO MOXeE Ja nosiuse crnocobHocrra 3a uioprpaHe v paborta ¢
MalllMHH, 0cobeHO Npe3 HOLUTA WK NPHU HamMaieHa ocBeTeHoCT. [laluueHTsT TpadBa Ja M3vaka, NOKATO
TE€3W CUMNTOMH H34E3HAT, NPEaH Aa wodupa win paboTH ¢ MalllMHU,

4.8 HexenaHu JleKapCTBEHH peakiHy

Haii-yecTo choblliapaHUTE HEXKENaHu nekaperbelin peakunu (HJIP) ca cyxora B ycrara, ouHa
XUNEPEMUSA Y TOPEHE/NapeHe B OUUTE; BCHUKK NposBgBallM ce npu 22 a0 25% oT NalMeHTHTE.
OOKKHOBEHO Cca MPeXOAHH H HAH-4ECTO CEPUO3HOCTTA UM HE U3MCKBA NpexpaTiBaHe Ha JCYCHHETO.
llpy KNMHHUYHYU K3CEABAHUSA CUMIITOMM HAa OYHA AICPrMHYHA PEaKLMA Ce MPOABS | '
nauueHTUTe (NMpM 11,5% BOAEIIM 0 NpEeKpaTABAHE HA MPHUIIOXKEHUETO) ¢ HaY
Mecel ITpd OOJIIIMHCTBOTO OT NAllMEHTHTE.

Hesxxenanure JICKApCTBCHH PCAKLIMH Ca& IrpylnipaHy B 3aBUCHMOCT OT 4YCCTO




BbB BCAKA rpyna ca NpeACTABEHH B pella HAa HamMatsBaHe Ha CCPHO3HOCTTa HM. 3a KJIacHHLUHpaHe Ha
YECTOTATA Ha NPOSABABAHE HA HEXENAHUTE JIEKAPCTREHN PEaKLIMM € U3M0/3BaHa ClICIHATa

TEPMHHOIIOIHAL

MHOTO YecTH (>1/10); qectn (>1/100 po <1/10); neuectu (>1/1 000 no <1/100); peaku (>1/10 000 no
<1/1 000); muoro peaku (<1/10 000), ¢ HeussecTHa HecTOTA (OT HANMMYHKTE JaHHH HE MOXKeE J1a Obae

HAIPaBeHa OLIEHKa).

CohpaeyHn Hapymienus

HeyecTu

[TannuTaunn/apuT™MUK (BKITIOYUTENHO
OpagHKapAMA U TAXHKAPAHA)

HapyunieHHA Ha HEPBHATA CHCTEMA

MHoro decTu

[n1asoboive, CELHIHBOCT

YecTH

3amasgHOCT, NPOMsAHA Ha BKyca

MHoro peaxu

Cunkon

Hapyumienus Ha ouure

MHOro uecTtH

JpasHeHe Ha oUMTE (XHUIEPEMHA, NAPEHE H
LUIaHe, TPYPUTYC, YCCILlaHe 3a YYXKA0 TAJIO,
KOHIOHKTHBATHH (POJTUKYIIK)

HescHo sBuxjlane

Ancpruyend Onedaput, anepruyeH
651eapOKOHIOHKTUBHT, ajlepruycH
KOHIOHKTHBUT, OUHH aJIEpriuHH peakuru
pOSTHKYapeH KOHIOHKTUBHUT

YecTH

JloxanHo apazHeHe (XyUrnepeMust U OTOK Ha
kiena4a, 6nedapuT, KOHIOHKTHBANEH OTOK U
W3THYaHe Ha rHoi, O0IKa B OUUTE Y CBII3EHE)
doTodhodus

KopHeanHa epo3us 1 nosBa Ha NeTHa
CyxoTa B 04HTE

3aMbIVISBAHE HA KOHIOHKTHBATA

Hapylueno 3peHue

KOHIOHKTHBUT

MHoro peaku

Hpnr, MHO3a

PBC“HPETGPHH, IrpeAHHd H MEANACTHHAJNH HADYUICIIHH

YectH CUMNTOMH B TOPHUTE AUXATEIHUA ITbTHILA
HeuecTH Cyxotra B HOCa

Penxu Hucnues

CroMamHO-YpeBHH HAPYIUCHHS

Muoro 4ectH Cyxora B ycrata

YeceTH

CTGM&I].IHD-‘-ID&BHH CUMIITOMH

CopA0BH HAPYUWIEHHA

MHoro peaku

Xunepronusi, XMnoTOHMS

O6mn Hapymenus ¥ epeKTH HA MACTOTO HA NPHJIOKEHHE

MHoro uecTH Ymopa T )

YecTH AcTenus W 0y

H > NG
apylIeHHs HA HMYHHATA cHCTeMA / WA

HeuecTH CHMCTCMHM JIEPTrUMHU PeakLyh S [ gt

IIcHXHYHY HADYHICHHS | !

HeyectH HNenpecus R

Jl" -".f




MHoro peaku bBezcbhHue

CrnepaBallMTe HEeXEIaHH peaklUy ¢a HIEHTH(HULMPAHH MO BpeMe Ha NOCTMapKETHHIoBara ynorpebda
Ha 6pMMOHMAKWH 2 mg/ml KanKkH 3a o4H, pa3TBOp B KIMHHYHATA NpakTHKa. Twi Karo Te ca
NOKIaABaHH NOBPOBOIHO OT NONYNALIHA C HEU3BECTEH pa3mep, OLIEHKa Ha 4eCTOTaTa He Moxe Jia Obae

HallpaBCHa.

Hapyumenns Ha OMHUTE

C HeuszBecTHa HECTOTa HpuaolMiiUT (NpeaeH yBeur)
Corpbex Ha xienaya

Hapymennsa Ha KOXKaTa H NOAKOKHATA ThKAH

C HeH3BECTHA YecToTa KoxxHH peakLnn BKIIIOMUTENHO EpUTEMA, OTOK Ha
JIMLETO, NPYPHTYC, OOPUB ¥ Ba3oAMUNATALIKS

B cnyuanTe, korato OpHUMOHUANH € NPHJIAraH KaTo 4acT OT MEAHKAMEHTO3HO JICYEHUE Ha BpOJIeHa
1IayKoMa ¢a HabnioAaBaHK CUMITTOMH Ha npelo3upaHe Ha OpUMOHUAKH KaTo 3aryba Ha ch3HaHHue,
NETAprus, CbHIMBOCT, XHIOTEH3MA, XUITOTOHHS, Opanrkapans, XUNoTepMus, LMaHo3a, OneaHocCT,
pecrnypaTopHa JENpecHs U arHes, U ca JIOK/IaJABaHH NpH HOBOPOAECHH K KbpMayeTa lpHeMallH
OpHMOHHAMH (BX. TO4Ka 4.3).

B 3-Meceuno, thaza 3 u3cnenBaHe NpH A€ila HA Bb3PACT OT 2 JI0 7 OAHHH C rNayKoMa,
He3aI0BOJIMTEJIHO KOHTpoHpaHa ¢ OeTa-010kepH, e HabIio/1aBaHa BHCOKa 4ECTOTa Ha
coMHoJIeHTHOCT (55%) Npu npunaraHe Ha GPUMOHUAWH KATO AonbAHUATENHO nedeHue. Ilpu 8% or
aelara T4 e OWia Texcka K € JJoBena 10 npekparsaBaHe Ha nedeHUETo npd 13%. HYecrorara Ha nosBa Ha
COMHOJIEHTHOCT HaMaJIsiBa C yBeJIMYaBaHe Ha Bb3pacTTa, KaTO Hal-HKCKa € B rpyrnarTa Ha /-
roguiuHuTe (25%), HO ce BIIHSE MTO-CUNHO OT TEIVIOTO, NPOABABAHKH Ce MO-UeCTO MNpH Jela ¢ Tero
<20 kg (63%) npu cpaBHeHHe ¢ Te3u ¢ Terno >20 kg (25%) (Bxk. Touka 4.4).

CnobliaBaHe Ha NOAO3UPAHH HEXKETAN PEAKIIUH

Cnof1liaBaHeTo Ha NOJI0O3MPaHH HeXelaHW PeaklLiiK Cliell paspeluaBaHe 3a yrnorpeda Ha JiekapCTBEHHS
NpOAYKT € BaxkHO. ToBa Mo3poifgsa Aa NpoAL/DKH HalIIOAEHNeTO Ha ChOTHOWEHUETO N0N13a/pHCK 32
nekapcreeHns npoAykt. OT MEOULIMHCKUTE CIIEUHAIMCTH C¢ U3UCKBa Aa choOlaBaT BCaKa
NOJ03HpaHA HEXKENaHa peakliMs Ype3 HallMOHA/1Ha CHUCTeMa 3a chobIluaBane B M3nbAHUTENHA areHunA
no jiekapcTeata yi. ,,Jlaman I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaitT: www.bda.bg

4.9 Ilpenoznpane

[Ipeno3npaHe Mpy QUHO MPUIIOKEHHE (BHE3PACTHH)
B noknaasaHuTe ciy4uaH, CbOOLICHHTE CLOHTH 0OMKHOBEHO Ca TE3H, H3OPOEHHU KaTO HEXKENAHH

peaKkUMM.

CHUCTEMHO NPEeN03UPpaHE, PEIYATAT OT ¢/YUYAiHO TTornbiane (BL3PacTHH)
HanuuHa e TBBpAe orpaHuyeHa HHQOpMaLMA OTHOCHO HENpEeAHAMEPEHOTO MOTTbLAHE Ha
OpHMOHHIMH MPH Bb3PACTHU. EAWHCTBEHOTO CHOOLIEHO KbM MOMEHTA HEXKEIAHO CHOUTHE €
XHNoToHUs. JIoK1aiBaHO €, Y€ XMITOTOHUUHUAT ENU30A € NOCNEABaH OT pebayH XUIIepTOHHA.
JleyeHyeTo npH nepopanHo npeao3vupaHe BKIIOYRA NOAABPHKAIA U CUMITTOMATHYHA TEparnius;
OUXAaTESTHUTE METHILA Ha NaLkeHTa TpA0Ba Aa ce noAABLPKAT IPOXOAUMH. o
JoknaaeraHo e, ue nepopanHe NPeao3upaHe Ha Apyru anda-2-aroHUCTH € NpHYUH
XUTNIOTOHUS, ACTEHUS, NMOBPLIIAHE, JIETAPTrUs, CeAMpaHe, Opaaukapius, apuTMHH
MNOHHXKEH MYCKYJIEH TOHYC, XHITOTEPMHSA, peCrTHpaTopHa AelpecHs U 'bpUYOBe.

L T TR




[lenuarpuyHa nonynauus
Mma ny6aMKyBaHM M JOKIaJABaHH CHOOIICHHS 3a TCHKKH HEXEJIaHH PeaKLHY Clie]] MOrjibliaHe nopaau

HEBHMMaHHe Ha OpUMOHMAHH 2 mg/ml Kanku 3a OuH, pa3TBOp OT NEAHATPHYHU MALIUEHTH.
[TauneHTHTe ca npexusenu enusoau Ha LIHC aernpecus, THNWYHA nNpexoaHa KOMa WA HACKO HMBO Ha
Ch3HAHME, JIETAprus, ChbHIIMBOCT, XMIIOTOHHUSA, OpaanKkapAus, XMNoTepmMus, OJIEAHOCT, pECIIMPATOPHA
NENPECHA Y anHed U ¢ 610 HeoOXOAUMO NpUEMAHe B OTACICHHUE 34 HHTEH3UBHH MPHIKH C
UHTyOHpaHe, aKo e rnokasaHo. Ilpu BCHuKU cnydau € AOKIafABaHO MMbJIHO Bb3CTaHOBABAHE,

0OHKHOBEHO Mexcly 6-24 yaca.

5, OAPMAKOJOTHYHHU CBOBCTBA

3.1 PapmakoANHAMWYHH CBOHCTBa

DapMakoTepaneBTMYHA rpyna: CMMNaToMHMETHIHN 3a JICUCHHAC Ha IJ1IaykoMa,
ATC koa: SOIEAQ5

MexaHu3bM Ha ACHCTBHE
BpuMOHHIHH € aroHHCT Ha anga-2 aapeHepruyHuTe peuentopi, Koto € 1000 meTH no-cenekTuseH

3a afipa-2 aApeHOPELETTOPUTE, OTKOJKOTO 3a alia-1 apeHOPELICTOPUTE.
Ta3u ceNEeKTHRHOCT € NpUUYKMHA Ja HAMA MUAPHA3A H BOJU 10 OTCHCTBHE HA BA3OKOHCTPHKLIMA B
MHKPOCBACBETE, CBbP3aHa C YOBELIKH PeTHHAJICH KCeHOrpar.

dapMakoAMRAMUUHY €DEKTH

JlokamHOTO npuiokKeHHe Ha OpHMOHHAWHOB TapTapar noHWwxkasa BbTpeouyHoTo Hanarane (BOH) npu
XOPpa, KATO BJIMAHHETO BbPXY CHPACHHO-CBAOBUTE WK Denoapobuu napameTpy € MUHUMAaITHO.
Hanu4euTe JaHHH 3a NaLHeHTH ¢ OpOHXHAalIHa acTMa ca OrpaHMYEHH H NOKAa3BaT OTChCTBHE Ha
HEXENIAHH peakLiUH.

Havanoto Ha 1eHcTRHETO H2 OPUMOHKIMH HACTBIIBA OBLP30, KaTO MAKCUMAaJIEH O4YEH XUIMMOTEH3HBEH
edexT e HabmoaaeaH 2 Yaca cieA J03upaHeTo. B 1Re eAHOrOAHILIHY H3cneABaHNA, OPUMOHHKIHH
nonmxara BOH ¢ne cpenHa ctoiiHocT npubnusurenHo 4-6 mmHg.

OnyopohOTOMETPUYHHU H3CIEIBAHUS NPU XKUBOTHHM M XOpa MOKA3BaT, ue OpUMOHUIAKH TapTapaT UMa
JABOEH MeXaHu3bM Ha aeicTBue. CuuTa ce, ue OpuMmoHnauil Moxe aa noHwkara BOH upes peayuupate
(GOpMUPAHETO HA BBTPEOUHATA TEYHOCT H YCHUJIBAWKH YBEOCK/IEPANHUA OTTOK.,

KnuHnuuHa epukacHOCT M 6€301aCHOCT
KnuHu4HHTE NpoyuBaHHUA NMOKA3RaT, 4e OPUMOHHIHH € eeKTHMBEeH B KOMOMHALMA ¢ iokanHu OeTa-

dnokepu. [1pu KpaTKOCPOHHH MPOYYBAHHUA CHILO TaKa € NMOKAa3aHO, 4e OPUMMOHUANH MMa KIIMHHYHO
3Ha4YMM AOMbJAHUTENEH edeKT B KoMOMHaLusa ¢ TpaBonpocT (6 ceaAMuIin) W nataHonpocT (3 Meceua).

5.2 PapMAKOKHHCTHYHH CBOHCTBA

AbcopSuus
Cnen ouno npunoxxenue Ha (0,2% pa3TBop JBa 0'bTH AHEBHO 3a 1 AHH, MasMeHaTa KOHIIEHTpaLHA €

HUcKa (cpeaHa ¢cTOMHOCT Ha Chnax 0,06 ng/ml). MUma cnabo natpynsane B KpbBTa Clle]l MHOIMOKPaTHO
(aBa mbTH AHEBHO 3a 1 gHu) HakanBsaHe. [Inowra noa kKpuBara n1a3MeHa KOHUEHTpaLus/BpeMe cel
12 yaca npu craunoHapHo cwerosHue {AUC 0-12h) e 0,31 ng*hr/ml npu cpasHenue ¢ 0,23 ng*hr/ml
ciien mbpBata a03a. CpeJHUAT MONYKUBOT B CUCTEMHATa LIMPKYyNaLUus Mpy Xopa € npruOIu3nTenHo 3
yaca cliell JOKUTHO AO3HpaHe.

Pasnpenencuune T
CBbp3BaHETO HA OPUMORHUAUH C MUIA3MEHUTE NPOTEUHHU CAEA NOKATHO IIPHIIOMKEHH X\
NpUONU3NTENHO 29%. BpUMOHUINH ce ¢Bbp3Ra 0DPATUMO C MCITAHUH B OYHHTE kD N ,,',..;\;

vivo. Cl1e HaKarnBaHe B OUNTE B ITPOABLIIKEHUE HA 2 Ce/IMUILM, KOHIIEHTPALIMHATE
UpHca, UMIHAPHOTO TAJIO M XOpOoHa-peTHHa ¢a 3 70 17 NbTH [10-BUCOKH OT Te3




He e HabnroaaBaHo KyMyJiMpaHe NpU OTChCTBHETO Ha MEJIAHHH.

3Ha4YEHUETO HA CBBP3BAHETO C METAHKMH MpHU xopa He € AcCHO. IIpH OHOMHKPOCKOIICKO M3C/IeIBAHE Ha
OYWUTE HA MALMEHTH, JIEKYBAHH ¢ OPUMOHMIMNH JI0 €JHa NOAANHA, HE Ca OTKPUTH HEXENTaHH OUHH
peakliy, HUTO € OTKPUTA 3HAYMMa OYHA TOKCHYHOCT 0 BpeMe Ha €/THOTOAMIIHO MPOYYBaHE Ha
6e30nacHOCTTa 33 OUHUTE OPH MAHMYHH, NOJYYaBATH NPUOIUZUTENHO 4 IIBTH TMO-BHCOKH O3H
OpUMMOHMAKH TapTapaT OT MpefophUYBAHUTE.

buotpancdopmManus

Crnen opalHoO NPHIIOKEHHE MpH Xopa SpuMoHHAKH ce abcopbupa nobpe U ce enMMHHHpa Obp30.
MeraGonuaupaHeTo Ha OPHMOHHAKH TapTapaT OCHOBHO € M3BbpLIBA B UepHHs Apol. In vitro
W3CNEe/IBAHMA C )KMUBOTHHCKH W YOBELIKH YepeH apob ca nokasany, ye MeTaboIM3MBT Ce MEAHHUpA
FTaBHO OT aJiAeXWJ OKCHaaza U uutoxpom P450. Cneposate/tHO, U3rjiexaa CHCTEMHOTO €JIMMHHHpPaAHE

€ rpead BCHYKO YyepHoaApoOeH MeTaboNH3bM.

EnuMyHHpaHe
Cnen nepopaiHO NpUIOKEHHE Ha XOpa, OCHOBHATa 4acT oT jAo3aTa (okono 75% ot fnozara) ce oraess

kaTo MeTabo/IMTH B YPUHATA B paMKHTE Ha MET JIHW; HE € YCTAaHOBEHO HENPOMEHCHO JICKapCTBO B
ypHHarTa.

JInueitnocT/HennHenHoCT
Hsama rosieMu pasiauuus OT NPONOPLIMOHANTHOCTTA NIPH A03HTE 3a TUa3sMEHUTE Crax 1 AUC HaMepeHH
cneq eIMHUYHA NokanHa no3a ot 0,08%, 0,2% u 0,5% OGpyuMoHUIMH TapTapar.

Xapaxmepucmuku npu nayuenmu ¢ cmapyeckd 6b3pacm

[Tpu mauneHTH B cTapuecka Bb3pacT (112 Bb3pacT 05 FroMiIM U NOBEYE) NPHU CPaBHEHHE C ITO-MJ1aau
natueHTH Cmax , AUC M monyxuBoTa Ha GpUMOHHAMH CJIEA €AMHHYHA 03a ca MOAOOHH, KOETO
okaspa, ue cHCTeMHaTa My abcopbums U eNUMMHHHUpaAHE HE C€ BIIMAAT OT BB3pacTTa.

B13 ocHOBA Ha IAHHUTE OT 3 MECEYHO KIIMHUUYHO fIpoyYBaHe, KOETO € BKIIOYBAJIO MallMEHTH B
CTap4yecKa Bb3pacT, CACTEMHATA €KCIO3MUMR Ha OPpUMOHMIHUH € MHOTO HUCKA.

3.3 IIpenkanHAYHA JaHNH 3a GezonacHoCT

[IpeaxNMHUYHKTE AaHHH Bb3 OCHOBA HA KOHBEHLIMOHAIHK NIPOYYBaHUA Ha GapMaKoiorus Ha
Be3onacHOCTTa, TOKCUYHOCT CJ€]l MHOTOKPATHO A03UpaHe, NEHOTOKCHYHOCT, KAPLIMHOTEHEH
[IOTEHLIMAT, PENMPOAYKTHBHA TOKCHYHOCT M TOKCHYHOCT NPH Pa3BUTUETO NMOKA3BaT, Y€ HAMA
CnieLIM(PHUEH PHUCK 32 XOPaTa.

6. OPAPMAILIEBTHYHHA JAHHH
6.1 CnHenbK HA NOMOUIHHMTE BEIIECTRA

bBeH3anKOHHEB XJTOpU

bopHa KHcennHa

Kanuues xnopua AMxuapar

MarHe3ueB XJIOpul XeKcaxuapar

KanueB xa0pua

Hatpues bopar aekaxuapar
XHUAPOKCHIIPOINWI METHIILIEAYNI03a
Harpues xnopua

Hatpuer xuapokcua (3a kopekuud Ha pH)
XJ10poBOACPOAHA KUCceNHA(3a Kopekuus Ha pH)
[Ipeuncrena Boaa




6.2 HecmBMEeCTHMOCTH
Henpunoxumo.
6.3 Cpok Ha rogHOCT

4 roANHH.
Cpok ¢iea nbpBo oTBapsaHe Ha OyTuiikaTa: 4 ceAMULIM NpH TemnepaTtypa nox 25°C.

6.4 CnenuaaHy ycJI0BHA Ha chbXpaHeHHe
Ja ce cbxpanssa nox 25°C.

6.5 B H cbAbPKAHHE HA ONAKOBKATA

Pumonan 0,2% ce onakoBa B Henpodpauta LDPE 6yrunka or 5 ml ¢ LDPE annukarop-kankomep,
satBopeHa ¢ [LDPE-HDPE kanauka. byTunkara € nocraBeHa B KapTOHEHa KYTHS C JIKCTOBKA C
MH(pOpMal1A 32 NMaLMEHTA.

6.6 CuenHannH npeanas’Hi MEPKH OpH H3XBLpJsine u padora

HeusnonisaHuaT JJEKAPCTBCH TPOAYKT HITH OTIIAABYHUTEC MaTECpHAITH OT HET'O TpﬂﬁBa Ad CC H3XBLPIIAT
B ChOTBCTCTBHE C MCCTHHTC H3HCKBAHHA.

7. NNPUTEXATEJI HA PABPEIIEHHETO 3A YIIOTPEBA

Bopnn Meaucune Espona EOQO/]

oyn. CumeoHoscko wioce 130, eT. 3
1700 Codus
brunrapus

8. HOMEP(A) HA PAZPEIIEHHETO 3A YIIOTPEBA

Per. Neo: 20210290

9. JATA HA ITBPBOTO PA3ZPEIIABAHE/TIOJHOBABAHE HA PA3PEINIEHHETO
3A YIIOTPEBA

Hata Ha mepBO pa3pewiaBase: 28.09.2021]
JlaTa Ha NocaeaHO NOAHOBABAHE:

10, JTATA HA AKTYAJIN3IUPAHE HA TEKCTA
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