KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHMSI IPOJYKT - IR s IR 3O

Pumonas 0,2% karku 3a o4u, pa3rsop . — .n |
Rimonal 0,2% eye drops, solution } /3 1 | 0 -03- 2026 |

2. KAYECTBEH 1 KOJIMMECTBEH ChCTAB

Bcekr MUJIMJIMTBLP OT paszrBopa chjibpka 2 mg OpUMOHH/IMIOB TapTapat (brimonidine tartrate),
ekpuBasienTHM Ha 1,3 mg 6pumonnnn (brimonidine).

[ lOMOIILIHO BEHIECTBO ¢ U3BECTHO JICUCTBHE
Beeku ml or pasreopa epibpka 0,05 mg OeH3aIKOHHEB XJIOPHJL.
34 [1LJIHMS CIIMCHK Ha ITOMONUIMTE BEllecTBa BHKTE ToYKa 6.1.

3. JJEKAPCTBEHA ®OPMA

Kanku 3a O4M, pasrBop.
BUCTBP, HKBJAT WIH 3CJICHAKABOKL/IT PasTBOP, IPAKTHYCCKH 0e3 YacCTHILIH.
4. KJIMHHUYHH JIAHHHA

4.1 TepaneBrn4ynn HOKA3AHUSA

[ lamanssase Ha 1OBMLICHOTO BbTpeouno Haisrane (BOH) npu natnenTd ¢ OTKpUTOBIb/IHA TIayKoma
WM O4HA XHIICPTOHHS.

. KaT1o MOHOTEpPAIMS 1IPH TAIMCHTH, IPH KOHTO € NPOTHBOIIOKA3aHa JIOKaJIHA Teparus ¢ Oera-
0JIOKEpH.
y KaTo JIOIbJIUTe/IHA Tepalids KbM JAPYrH JICKAPCTBCHH 1IPOYKTH, IOHHKABALLK ITOBHLICHOTO

BHTPEOYHO Hasirane, koraro iesnesoro BOH He ce rocTura camo ¢ €/IHH JICKapcTBCH HPOAYKT
(Bx. TOuKa S.1.).

4.2 JIo3MpOBKA H HAYHI HA HPHJIOKEHHE

Jlo3upoBka

Buspacmuu (8KI104UMENHO CMAPYCCKA 6b3PAci)

[ IpeiloppyBaiiaTa jlo3a ¢ ¢/iia Karnka PUMoHas1 B 3aCeryaToro OKO(OYHM) JIBA IIBTH JIHCBHO,
npubamsuresno na 12 vaca. e ¢ 1eo0X0AMMO aj1anTUpate Ha JIO3HpOBKaTa HPH HALMCHTH B
crapycckKa Bb3pacT.

hvopeuno u yepnoopoono napyuenue
bpuMOHHK/IMH 2 mg/ml Karku 3a o4M, pa3TBOP HE € U3CJIC/(BAH IIPH IMALMCHTH C YEPHOPOOHO HIIH

OLOpeuHo yBpekK/1ane (BxK. Touka 4.4).
Cnenosarento, Pumonas 1psOBa jia ce u3noli3Ba BHUMATCIIHO [IPH NALMCHTH C 4epHOAPOOHO

yBpExK/1aHe,

leouampuuna nonyiayuA
He ca npoBexiaiy KJIIMHHYHH M3CJIC/IBAHUS [IPH FOHOLIH (12 5o 17 roguHu).

He ce npernopbusa ynorpedara Ha Pumonai 1ipu Jjiena 1o 12 rojiniu 1 ¢ nNpoTHBOIIOKa3aHa 1pH
HOBOPOJIEHH M MAJIKH Jiella (Ha Bb3pacT 110/{ 2 rO/IMHH) (BK. TOuka 4.3, Touka 4.4. U TOUK:
M3BECTHO €, 4e MOIaT /1a CE MOABST TEKKH HEKEJIAHH PEAKLIMK [1PU HOBOPOJIeHH. be3o
ehukacnocTTa Ha OpuMonKIMI 2 mg/ml Kariku 3a 04uM, pasTBop IIpH jicua He ¢ ycral




Hauu1i Ha NpHIOKCIIHE

O'HO NPHIIOKEHHCS,
Kaxro npu BCUUKM Karnky 3a 044, 3d Ja € HamaJli Bb3MOXKHaTa CHCTCMHA abcopbums, ce npernopbuBa

CITB3HUAT CaK 13 C€ TIPUTHCHE B MEAHAIHMS BI'b HA OKOTO (TOUKOBA OKJIy3HA ) 32 €/1Hia MUHYTA. Tona

TpsiGBa J1a ce U3BBPILY BeJHara C¢/ HAKANBaHETO Ha BCAKA Kallka.
Ao TpsOBa Aa ce M3M0J13B2a [TOBEYE OT CAMH JIOKAIeH O TaIMOJIOrMHEH JIEKApCTBCH MPOAYKT,

OTIIEJTHUTE JICKAPCTREHH [1POj1yKTH TPAOBa Aa ce HaKanpat npe3 5-15 MUHYTH.

4.3 IIpoTHBOKROKA3ZANTHSA

. CBPbXUYBCTBHTCIIHOCT KbM AKTHBHOTO BEUIECTBO HJIM KbM IISKOE OT IIOMOIIHHUTE BCILCCTBA,
uzbpochu B Touka 6.1.

. HoBopo1eHH ¥ MaJIKH IE11a 110/L 2-ro/IKlIHE BL3pacT (BK. Touka 4.8).

. [TaunenTH, ripuemaliy Hixnburopu Ha Monoamuiiooxcuaasara (MAQO) n nanmenTy,

[IpUEMALLM AHTRCIPCCAHTH, KOWTO BIIMAAT HA HOPaAPEHEpryyHaTa TPAHCMHUCHS (HaIp.
TPHLMKJIMYIIM aHTHACIIPECAHTH M MMAHCCPHH).
. B nepuona na xpMeHe.

4.4 Cneuua/Hi HPCAyIpeICHNA H NPeINA3HH MCPKH 1pK yuoTpebda

[TOBHILEHO BHUMAIIME CC H3UCKBA MPH JICUEHHE HA NALIMEHTH C TCKKO WIIH HECTAOWITHO H
HEKOHTPOIUPaHO ChPAEHHO-CbAOBO 3a00JisBaHe.

Hsaxou nauuentn (12,7%) npy KAMHHYIHATE H3MHTBAHUA €A PA3BHIIH ANICPrHYUCH THUN O4HA PEAKIINA
kbM OpuMotinamu 2 mg/ml kanku 3a ouu, pastop (Bxk. Touka 4.8). I1pu nossara 1a ajicpruita
peAKLIMs fieueHreTo ¢ Pumonan Tps6sa jia Obite Mpekpareno.

3abaBeHU OUHHM PEAaKI(HH 1a CBPBbXUYBCTBUTEHOCT €a ChobuIeHH npu DpuMoHHani 2 mg/ml Karnku 3a
O4M, Pa3TBOP, KATO 34 1ISKOH € CLOONICHO, Ye ca CBLP3AlH C yBC/IMUMCHUC HA BOH.

Pumoniat 1psbBa 1a ce Ipuiara BIHMATEIHO NPA NALKCHTH ¢ ACHPECHH, tiepebparttia Wi KopoHapHa
HelocTaTHYHOCT, heHoMet Ha Peito, opTocTaTHUHa XUIIOTOHKUS WItH 00JIHTEpHpalL TPOMOAHTHHT.
BprMomaui 2 mg/ml kaliki 3a 04y, pasTBOP 1i€ € IPOYHBAH NPH MALUEHTH C HePHOAPOOHH K
6n6peunn Hapyulerds. Ilpu Te3n naunenry tpadsa na cc npunara ¢ BHUMatHe.

KoncepBaHTBT GeH3AIKOHUEB XJTOPW/L, ChAbPXKaLL c¢ B PUMOHan MOXKEe Aa NPC/IM3BHKA JIDAIHEHC B
ounte. Jla ce H30AIrBa KONTAKT ¢ MCKH KOHTaKTHH JielH, Tlpean 11ocTaBAHETO Ha KAKHTC MEKHTE
KOITAKTHU JICIM TpsA6Ba jla ¢e CBAIST K /1a Ce M34aKa HE NO-MAJIKO OT 15 MUIYTH Npe/iv a ce
HOCTABAT OTHOBY. M3BeCTHO €, 4e MCKH'T¢ KOHTAKTHH JICLIIH 1IPOMCHAT LIBCTA CH NPH KOHTAKT C

GeH3ankoHMUER X10pHa.

[leauarpyuiia nonynanus
Jleua Ha BBH3PACT 2 M JIOBEUE IOAKHH, 0cOGEHO Te3H B AHanasona 2-7 ToAMku W/unm ¢ teriao <20 kg,

Tpa6Ba ja GbIaT NeKyBaHH ¢ NOBUIICHO BHUMAHHE M J1a ObjlaT HabsoAaBaHH BHUMATENHO, MTOpaIH
BMCOKATA YECTOTA M TEXECT Ha MOsABa Ha CLHAUBOCT (BXK. TO4Ka 4.8).

4.5 B3aumojciicTBHE € JIPYT'H JICKAPCTBCHH IIPOJIYKTH M /IPYTH (JopmMR 1a B3aNMO/CHCTBHE

PuMoHa € NPOTHROIIOKA34H 1IPH 1IAIIACHTH Ha Tepanuds ¢ KHXMOMTOPH Ha MOHOAMHMHOOKCH 1a3aTa
(MAQ) # malHeHTy na aiTyjienpecanTy, KOWTO NOBJIMABAT HOPAPEHEPrUHHOTO HPOBEH/IAHE (Hanp.
TPHULMIJIKHUHY AHTH/ICTIPECAHTH M MHAHCEPHH), (BXK. TOUKa 4.3).

HesaBUCHMO, He CrCUUAIHA H3CIICABANMS HA ACKAPCTBCIUTC B3aUMOJICACTBHA Ha Opu
mg/m| Kanky 3a 0K, pa3TBOP HE Ca MPOBCH/IAHH, BH3MOKHOCTTA 32 ;100aBBUCH MK
npy enHoBpeMeHno npunoxenine ¢ [IHC penpecanty (ankoxoi, bapbutyparH, onnar

aHeCTETHLIM) TpADBA a CC HMa NPEaBU/L.
Hsma AaHHH 338 HUBOTO HA UMPKY/IHPALLMTE KATEXONAMUHY Clle]] IIPHAOKEHHETO Ha O




mg/ml, [IpenopsuBa ce 1IOBUILIEHO BHUMAHHE 10 BpEME Ha JICHCHHETO C PuMonas npu Hai[UEHTH,
[IPMEMAILY JIEKAPCTBA, KOWTO MOTAT /13 LOBJIMSAAT 1ia MCTAabOo/IN3Ma 1 yCBOABAHCTO Ha IIMPKYHpalln

AMKHY, HAMP, XJIOPIPOMA3HH, METHUI(PCHUIAT, PE3CPITHH.

Cnen npunarate Ha Opumonuivn 2 mg/mi xarku 3a 04M, pa3Tsop IpH HAKOH NALUCHTH €
HaGNIONABAHO KIMIHYIO HE3HAUYMMO [IOHMXKABAME Ha KpLBHOTO nansrate. Heobxo/lumMo ¢ BHUMaNHe,
KOTaTO JIEKAPCTBEIH IIPOJIYKTH KATO aHTUXMIIEPTEH3UBHY CPEICTBa WHIH ChPACHHH MMUKO3HAH Ce
[IpyJIaraT €AHOBpEeMEHHO ¢ PUMOHAIL.

IpenopbyBa ce NPCAIIA3IMBOCT IPH 3anoYpane (WK NpH NPOMAHA Ha JI038Ta) Ha CHHOBPCMEHHO
JIEYEHHE ChC CHCTEMHO CPEICTBO (HE3aBUCUMO OT JieKapcTBeHata Gopma), KOeTo MOXE Aa
B3aumoAciicTsa ¢ aliba-apeHcpriuii aroHHCTH WIH /12 NOBJIKLE TAXHATA AKTUBHOCT, TOCCT arOHHCTH
WK aHTArOHHUCTH 112 aJipEHEPrUUHKTE PELENTOPH (HaIp. K30NpEHANUH, IPa3o3uH).

[leanaTpuyHa tonyJatms

[lpoyuBaitns 3a B3aHMO/ICHCTBHATA Ca NIPOBCKAAHH CaMO NPH BB3PACTHH.

HO[IEHIIHT{EHHH Hll{bDEME‘lI[HH 34 CMNECLIMAJTHH TTONYJTIALLHMH,

He e [IPpOBEACHO I1pOoYyHBaHC 3a KJIMHUYHO B3aUMOACHCTBUE 110 OTHOMISHHE Ha CITCLIMAIINIM ITONYJIaLUH.

4.6 Qepruaurer, OpeMCHIOCT H KLPMCEIIC

bpeMeHHOCT
Be3onacHOCTTa NIPH NpHIlaralie no speme Ha GpeMeHHOCT npwu Xopa He € ycratoBeiia. 1py

N3CJIe/IBAHUR BLPXY KHUBOTHH OPHMOHK/IMHOB TAPTapaT He € NPUYHHHUIT KAKBUTO K 1a € TCPaTOrcHHH
ehexru. [IpH 3aiiun e ycTaHOBEHO, He MPH IWIa3MEHH HHBA 110-BUCOKH OT JOCTHTHATHTE 1P XOpa 110
BpeMe Ha jieyetine, SpMMOHHKJIMHOB TapTapaT NPEAU3BHKBA NOBULIABAHE Ha NPCANMIUIAHTAIIAOHHNUTS
3aryGu ¥ HaMandBsade Ha [MOCTHATAIHKSA pacTex. Pumonal TpsbBa fa ce U3NOI3BA M0 BpEME Ha
6peMeHHOCT CaMOo aKO NOTCHIIMAIHATA 110132 33 MakKaTa npesHilaBa NOTCHUHAIHNA DHCK 3a fU10/1a.

KupMmene
He e uasecTHO naniy SpUMOHMAMHOB TapTapar ce oTaens B kbpMaTa, CheAMHEHUETO CE OT/IENA B

MJISKOTO Ha KLPMEUIH iiLXose. PHmoHan He TpsAOBRa /1a ce U3NO0JI3BA OT XKEHH, KOMTO KLPMAT.

(DEepTHUINATET
Hsma sannd oTHOCHO cdekra Ha 6puMoiIMAKHOB TapTapar, B cberaga Ha PUMonal, BLpxy
cr1ocoOHOCTTA 32 BL3INPOU3BONCTBO/TIOMOBHTOCT.

4.7 Edexkru BppXy cuocobnocrra 3a modupane v pabora ¢ MalnuHH

PUMONA MOXE 13 IPHIMHKE YMOPa H/HIIK CHIUTMBOCT, KOETO MOXE JIa MOBJIMAE BLPXY CItoCOOHOCTTA
3a wodupane 1 pabora ¢ MaliMHy, bBpUMOHHAYH MOXe JIa NIPE/IM3BHKA HEACHO BHIKNAHC H/HUITH
lIEECTECTBEHO Bb3IIPUEMaNe, KOSTO MOXKC Jia TIOBJIMsIEC ClIOCOOHOCTTA 34 wodupane v pabora ¢
MAllMHK, 0coBeHO 1Tpe3 HOLLITA KIIK NPY HaMasieHa ocseTeHocT. ITauuenTsT TpaOBa J1a H3vaka, 10KaTo

Te3W CUMITTOMM M3YE3HAT, Npeay Ja uodupa uin paboTy ¢ MallluHH,
4.8 HeskeJianu JICKAPCTBECHH PeAKIUH

Hait-uecto cpobiasanure Hexkenany nekapereeny peakuuu (HJIP) ca cyxora B ycTaTa, ouna
XUIICPEMHA M rOpcHE/11apeHe B O4UTE; BCHYKH IPOABABAILM C€ IPY 22 )10 25% OT FAalUCHTHTE.
Q6HKIIOBCHO Ca NPCXO/IHH H HAl-4eCTO CEepUO3HOCTTA UM HE W3MCKBA NPEKpaTABale 11a JICUCHHCTO.

[TpH KIMHUYHY A3CHE)IBAHHSA CUMIITOMY HA OUHA alleprviHa peakuus ce nposBABar
nanuentute (1ipr 11,5% BojeIy 10 NPEKpaTABAHE HA NPHACKCHUETO) C HAYAJIO M

Mecell npu 60JILIMHCTBOTO OT NAaUMUEHITHTE.

HexxenanuTe JICKAPCTBCHH PeaKIMK ca I'pyIHpaly B 32aBUCUMOCT OT 4¢CTOTaTa H




BbB BCAKA IPyNa ¢a MPe/CTABCHH B pe)id Ha HaMasisBaHE Ha CCPHO3HOCTTA HM. 3a wiacHdUIUpaHE Ha
4ECTOTATa Ha NPOABABAHE 1A HEeXKeNalid1e ICKApCTBEHH peakildH € H3MOo/3BaHa clie/iHaTa

TEPMHUHOJIOIHA.
mHoro uectd (>1/10); uectu (>1/100 o <1/10); newecrn (>1/1 000 no <1/100); peaxu (>1/10 000 no

<1/1 000); muoro peaxu (<1/10 000), ¢ Hen3BecTHA 4ecTOTA (OT HATHYHKUTE JAHHHW HC MOXE 2ia Oble
HanpaBeHa OLICHKaA).

Copaeyln HapynICHHA

HeuectH [Tannuranun/apurMHy (BRIIOYHTCHHO
OpaJIMKap,(is ¥ TaXMKapams)

Hapymienys na nepBnaTa cHCTEMA

MHOI'o 4ecTH [‘nasofonue, CbHIKWBOCT
Yectn 3aMasiHOCT, MPOMsHa Ha BKYCa
MHoro pesikH CuHkorn

[lapymenus Ha OYHTC

MHoro yecTH JlpasHetie Ha o4MUTE (XMNEPEMHUs, NTapeHe U
l{MaHe, IPYPHTYC, YCEIIaHE 32 WYKAO TAJO,
KOHIOHKTUBAHN QONNKYJIH)

HesacHo suxnaHe

Anepruyen Oieapur, atepryidcH
6nehapoKOHIOHKTUBHT, alleprHicH
KOHIOHKTHBUT, O4HH QJICPTrHUHH PCAKIHH H
(honukynapen KOHIOHKTHBHT

Uectn Jlokanno apasncHe (XHIIEPEMHS ¥ OTOK Ha
knenaya, onedapuT, KOHIOHKTHBAJICH OTOK H
M3TUYAHE Ha FHOM, OOJIKA B OYUTE M ChII3CHE)
Dorododus

Kopheanna epo3vs ¥ nosiBa ia rneria
Cyxora B O4HTE

3aMLrIsBaHE H& KOHIOHKTHBATA

HapyiieHo 3peHne

KOHIOHKTHBHT

MHOro penks Hpur, MHO3a

PecuupaTopiu, rPLANH I MCAHACTHRAINE HAPYIICIHS

Yectr CHUMIITOMH B FOPHATE AMXATEIHH ITbTHLIA

HeuecTH Cyxora B HOCa

Penku JluciiHed

CromManHo-4peBIY HAPYUICHHH

MHOro 4ecTH Cyxora B ycrara

YecTH Cromaunito-4pesHu CUMITTOMH

CbA08H NAPYWICITHS

Muoro pesiku | Xuneproius, XMIIOTOHHS

O6mn yapyumenus H chexTr HA MACTOTO HA IPHJI0KCHHE

MI10ro 4ecTH Ymopa

YectH ACTEHHUS

Hapymennst Ha yMYNHATA CHCTEMA /N

Heuectn | Cucremuu anepruuny peakuun ff A0/ g %2, \
" Ilcuxu4uu NAPYICHHUS EHIE. 22 % |

HeuecTy Jenpecust RO




MHOro pejikH bescniiue

CrieBalMTe HEXKETAHH PeakKlimy ¢a UACHTHRHIMPAHY 110 BpeMe Ha NOCTMapKETHHIOBATA ynotpeda
Ha 6pUMOHKHAUH 2 mg/ml KalKu 3a 0'H, pa3TBOP B KIIMHHYHATA NPAKTHKA. Tt kKaTO TE Ca
OK1a7BaH1 N0BPOBOJTHO OT MOITy/allysl ¢ HEU3BECTCH pa3Mep, OLCHKA Ha 1eCTOTaTa HE MOXKC J1a ouae

HallpaBCHa.

Hapyurcunst na ouure

C 1HeU3BECTHA YecToTa Hpraounkidt (MpeaeH yBeuT)
Cobpbex Ha wienava

Hapymenus na Koxara B OAK0XKIATA THKAH

C HeusBecTiia 4YecTora Ko peakiiun BKIIFOMHATEIIHO CPHUTEMA, OTOK Ha
JNUETO, NPYPHUTYC, OOpYEB M BA30IHIIaTaALUA

B cayyaurte, KOraro SpUMONNAHH € 1Ipularad KaTo 4acT OT MEAMKaMCHTO3HO JICUCHHUE 11a BpOJieHa
riaykoma ca HabnojlaBaHyd CHMITOMH Ha NpeJo3upaHe Ha OpUMOHMAKH KaTO 3aryba Ha Ch3HAHHE,
JICTAPTUS, CHHJIKBOCT, XHMIIOTCH3MA, XHII0TONMA, OpauKapaAns, XHITOTEPMHS, LiHal{03a, BaejiHOCT,
PECTIMPATOPHA NCIPECHs 1 alllies, U C4 IOKJIaIBaHU NPH HOBOPOAEHH M KbpMaUcTa [IpUCMalllH

OpyMOHWANH (BX. TOYKA 4.3).

B 3-meceuHo, daza 3 uic.eABaHe Mpy Aelia Ha BB3PACT OT 2 10 7 TOJHMHH € NayKoma,
He3aI0BOHTENIHO KOHTpO/iHpana ¢ 6eta-6nokepH, € Habnio1aBaHa BUCOKA 4€CTOTa Ha
COMHOJIEHTHOCT (55%) Npu npuiaraie Ha OpUMOHHIMH KaTO JOIbIHNTENHO eyeHHe. 11pu 8% or
nelaTa T4 € OUna TeXKa M ¢ A0Bena 10 rpekparaBaHe Ha Jeyennero npu 13%. Hecrorara Ha nosiBa Ha
COMHOJIEHTHOCT HAMAJIABA ¢ YBEJIMUaBalie Ha Bb3Pac1Ta, KaTo Hal-HUCKA € B rpynara Ha /-
rojiHILHUTE (25%), 110 Ce BitMAe NO-CUAHO OT TErNOTO, NPOABABAKKY C€ NO-4ECTO NPH AciHa ¢ TerJio
<20 kg (63%) npu cpashictiue ¢ Te3u ¢ rerno >20 kg (25%) (x. Touka 4.4).

CrobuiaBanie na 110103upaty HEeXeJay Peakilny
CLOBLIABAHETO Ha 110/1031Mpalld HEXKCJIAHM peakllMy Clejl pa3peuiaBate 3a ynorpeda Ha JiekapCTBEHHA

[POAYKT € BaxkHo. Tona 1103B0IIABA A2 NPOAL/KMA HabI0/(eIMeTO HA CHOTHOILCHHETO ron3a/puck 3a
aekapcraenns npoaykr. OT MEAMUKHCKHTE CNIEUMATHCTH CE H3UCKBA 21a ChoDIIaBaT BCsAKa
[10JI03MPaHA HEXelldHa PeaKurs upes HaHoHanna cueTema 3a crobmasane B Msnbinnure/ma arenumns
no nexapcrsara yiu. ,,Jlamsau Upyes” Ne 8, 1303 Codus, ren.: +359 2 8903417, yebcan: www.bda.bg

4.9 [Ipeao3npance

[Ipeno3upatie py O4HO NPHIIOKEHNUE (BHL3PACTHH)
B noknaneanute cinydau, chobmennre crOuTHA 06MKHOBEHO ca Te3M, H30POCHHU KAaTO HEXENaHH

peaKlHH.

CucTeMHQ Npeao3upalie, pesyaTar ot cay4yanHo norrbulate (Bp3pacTHy)
Hanuuna e TBup/ic orpanunyetia HHpopmaliig OTHOCHO HEMPE/IHAMEPEHOTO NONILINAHE Ha
6pMMOHHMAMH 11PH Bb3pacTHU. EAWHCTEEHOTO CHODIICHO KBM MOMEHTE HECXKENAHO cLOMTHE €
xuroronus. JIOKIaBaHO €, 9¢ XMIIOTOHUMHHAT ENU30/1 € Noclie/iBad oT pedayHI XUITepTOHHA.
JleveHneTo npH NepopaHO IPEA03UPAHE BKIOYRA NO/UIbPXKALLA W CHMIITOMATHYHA TEPAITHA;
TIMXATE/IHUTE ITHTHINA 11a 11arueHTa TpiadBa Aa ce MOAXbLPKAT NPOXOJAUMH,

JoknanBaHo e, 4e [epopalto Mpeo3upaHe Ha ApYry anda-2-aroHUCTH € NPHUKUHUIIO CH
XUIIOTOHMSA, ACTCHUA, IOBPLUlAHE, NeTaprid, ceanpaue, OpajrMKkapaus, apuTMHH, MHO
MNOHWKXEH MYCKYJIEH TOHYC, XHIIOTCPMHUA, PECITHPATOPHA JIENPCCHA M I'bPYOBE.




[leaunaTpyyya nonynaius
Mma nyOnukyBsaHH v 10K1a/1BalIH CHODHICIIMA 32 TEXKKHW HEXENAaHU PeaKLIUU Clig]l NOrALUaHE opaim

HeBHUMaHHMe Ha OpuMonnaui 2 mg/m Kanky 3a 4u, pasTsop OT NEJIHATPHHITHA HALHUCHTHA.
[TanupenTyte ca npexunenu cnusoau na LIHC aenpecus, Tyuiindna npexoaHa KoMa wid HUCKO HHBO Ha
Ch3HaHUe, JIETAPTHs, CHHIMBOCT, XMIIOTOHHS, OpaanKap/us, XuiloTepMus, DJIE/IHOCT, peclMpaTopHa
NenpecHsa M aniies u € O1Io HeoOX0AUMO NPHEMAHE B OT/ICIICHHE 32 HHTCHINBHH I'PHXKH C
uHTYGHpaHe, aKo € 1oka3ano. [IpH BCHUKK CITy4aH ¢ A0K/Ia1BatO IIJTHO BB3CTAHOBABAHE,

0OMKHOBEHO MEXKAY 6-24 uaca.

5. GAPMAKOJOINYHU CBOUCTBA

3.1 dapmako;IIHAMHYIIK CBOHCTBA

dapmaxoTepaneBTUYHA IPyNa: CHMIATOMUMETHUM 34 JICUCHHC HA [NIAYKOMa,
ATC xoa: SO1EAQGS

MexanusbM Ha JIeHCTBUC
BpHUMOHHUINH € aroliueT Ha asia-2 aApeHEPrUYHATE PELCTTOPH, KOHTO € 1000 muTH NO-CEIIEKTHBEH

33 anda-2 aapeHOPCHEITOPUTE, OTKOJIKOTO 32 anda-1 apeHopencnTopure.
Tasy ceJIeKTUBHOCT ¢ HIPHUYMIIA 1a HAMA MUJIpHa3a ¥ BO/IM J10 OTCHCTBHC Ha BA3OKOHCTPHKIINA B
MKKPOCB/(OBETE, CBLP3aHA C YOBEIIKHM PETHHANICH KCCHOI'PagT.

(DapmMakoAHHAMUEINK eDEKTH
JlokanmHoTO NPHUAOKEHKE HAa OPUMONH/IMHOB TAPTapaT NOHHXKABA BHTPECOYHOTO HAIAIAHE (BOH) np#u

Xopa, KaTo BIIUSHUETO BHPXY ChPAEHHO-CHROBHTE HIIH OenospolbHU mapaMerpy € MUINMATHO.
HanuyHuTe 1aHiy 3a nanudenTy ¢ OpoHXuanHa acTMa ¢a orpanvyeHy v 11oka3paT OTCLCTBHUC Ha
lEKCTAHH PCAKIIUK.

[lauanoro Ha aeicTBUeTO 11a GPUMOHUIMH HacTbIBaA ObP30, KATO MAKCHMAJICH OHCH XHITOTCH3HBCH
edekr ¢ Habmoaaran 2 yaca cael 03MpaHeTo. B ABe eAHOroAMIUHN H3C/ICABAHHNA, OpUMOHHUAMH
noinokasa BOH cuc cpestiia crofinoct npubnusnresito 4-6 mmHg.

OnyopodoTOMETPHHHU H3CNEABAHHA IIPH )XKHBOTHH W XOpa MOKA3BaT, e OpMMOHWANH TapTapar nma
BOGH MExaHM3bM Ha AclicTeue. CuuTa ce, ve GpumoHHAMH Moxe na loHwkasa BOH 4pes peayuumpate
(bopMHpPAHETO Ha BbTPEOMHATA TEHHOCT U YCHUIIBAHKH YBCOCKICPAJIHHA OTTOK.

Knunuuna edpukacnoct v 6esonacHocT
KaMHHuHKTE 1POYy4BalHs OKA3BAT, ye OPUMOHKIMH € epexThuBeH B KOMOMHALHA C IOKAHH Ocra-

Gnokepw. [Tpy KPATKOCPOUHM [IPOYyHBalMA CBLLO TaKa € 110Ka3aHo, 4 OpUMOHHAMH MMa KJIMHHYHO
3HAYUM AOTIBIAHUTEIEH edekT B KOMOUHALMS ¢ TPABONPOCT (6 CE/AMHLIM) W TATAHOMPOCT (3 MeceLia).

5.2 PapMAKOKHIICTHYHH CBOHCTBA

Abcopbums
Ciien ouno npunoxketue 1a 0,2% pazrsop Asa IMLTH jJHeBHO 3a 10 niiK, ruiasMeHaTa KOHUCHTpall1s ¢

Mcka (cpeana cToiHocT Ha Crax 0,06 ng/ml). Uma cniabo HaTpynsaHe B KPbETa CJIC]] MHOMOKPATHO
(nBa meTH adesHo 3a 10 jguu) Hakansaune. [Lnourra noa KpuBaTa fiiasMcHa KOHLUEHTpauMs/BpeMe Clle/|
12 yaca npu craumonapHo cuetosHue (AUC 0-12h) e 0,31 ng*hr/ml npu cpasuetiyie ¢ 0,23 ng*hr/ml
cnel; bpsaTa A03a. CpeHuaT Nnony:KHBOT B CHCTEMHATA LIMPKYNALIUA 1Py XOpa € NpUOIUIUTENHO 3

yaca ¢inea AOKaTHO JO3HDAHC.

PasnpeaeneHue
Crbp3sanero Ha GPMMOHMIMH C [L1a3MCHATE NPOTEUHN C/ICL JIOKAIHO NPAJIOKCHHC IIpH

npubnusurento 29%. BpuMonnani ce cBbP3B2 0OPaTHMO € ME/IAKMH B OHHUTE THKAHY
vivo. Cie/l HaKanBaHe B OUMTC B MPOABIKEIIHE HA 2 CEAMHUIIH, KOILUECHTpaluTe Ha Op
MpHca, UMIIHAPHOTO TAJ10 ¥ XOpOMAA-PerHHa ¢a 3 10 17 rbTH No-BUCOKH OT TC3U C.1eA




He e HabioAaBAHO KYMYJIMpaHe 11PH OTCLCTBHETO HA MENanuH.

3HAYEHMETO HA CBBP3BAIIETO C MEJIAlINH [IPH X0pa HE € ACHO. I1py OMOMHUKPOCKOIICKO U3CIEABAHE HA
OUYMTE Ha NALMEHTH, JICKYBany ¢ OpUMOIIMAKH A0 €IHA IO/MHA, HE Ca OTKPHTH HEXKCIdHH OYHH
peaKLHMH, HUTO € OTKPUTA 3HAUYKUM4 O4iA TOKCUYHOCT 170 BPEME Ha €AHOTOAMIIHO NIPOY1BAHE Ha
5e30MaCHOCTTA 33 OUUTE NPH MaitMyHH, MOJIy4aBalH NPUOIUIUTENIHO 4 THTH MO-BUCOKH AO3H

GpUMOHHMKH TaApTapaT OT NPCropLYBaHUTE.

buorpancopmaliig
Crieq OpaJTHO NPWIIOKEHHE 11pH Xopa SpumonuauH cc abcopbupa nobpe 1 ce enumutinpa OBp30.

MeTaboan3npancto Ha SpUMONHK/IHH TaPTAPaT OCHOBHO CC M3BBPINBA B HCPHKS npob. In vitro
M3CACARAHMS C XKHBOTHHCKHM M YOBCIIKK YepeH Apod ca rnokasaliv, 4e MerabonmnsMbT ce Meinupa
[IABHO OT aJiaexuiI okcu/iasa ¥ unroxpom P450. CnegoBa1esHe, H3riexra CHCTCMHOTO SlIKMHUHNDPAHC

e npeAx BCHUKO HepHo/ipobeit MeTabolusbM.

EnuMuHupaHe
Cnea nepopaiHo NPUIOKEHME Ha XOpa, OCHOBHATA 4acT OT Ao3ara (OKONo 75% o1 no3ara) ce oTaeNns

KAaTO METABOJIMTH B ypHIIATa B paMKKTE Ha MET JIHHU; HE € YCTAHOBCHO HECMPOMEHENO JICKAPCTBO B
ypHHATA.

Jinneitnoct/HenuHeHHOCT
HsiMa rofeMiy pazidiys OT NPOrOPLUMOHATHOCTTA MPY J03NTE 34 I1a3MEHATE Crax M AUC Hamepenu

cne;l eAMHHYHA iokanHa ao3a ot 0,08%, 0,2% u 0,5% OpumonKaANH TapTapar.

Xapaxmepucmuku npu RAyueRmu 6 CmapyecKka sb3pacm

IIpy naLMEHTH B cTapuccka BB3pacT (Ha Bb3pact 65 NOAMHHN 1 [IOBCYE) IPHU CpaBHCHHNE C M10-MJ3/H
nauueT! Cmax, AUC W nosy>HBOTa Ha 6pUMOHKAMH CJIC/] CAMIINYIIA 1032 Ca NO/I00HH, KOETO
MoKasga, 4e cucreMnara My abcopbuus v elMMHUHHPAHE HE CC BIMAT OT Bh3pacTTa.

B13 ocHOBa Ha auudre oT 3 MeceqyHo KIMHUYHO NPoyUYBaHe, KOETO € BKIKOYBAJIO NTALIMCHTH B
CTapyecka Bbh3pacT, CHCTeMHATa CKCIO3NLMA HA OPUMOHHWIIMH ¢ MHOI'O HUCKA.

3.3 IMpeaxauHHYNY JaniH 32 Oe3ouacuocT

[peAKTHIHYHUTE JaHIi¥ B3 0CHOBA Ha KOHBEHLIMOHAIHH LIPOYYBAHNS HA (APMAKOJIOrHA Ha
Ge30racHoCTTa, TOKCHUYHOCT CJIe)l MHOTIOKPaTHO A03HpaHC, I'CHOTOKCHYHOCT, KAPLUMHOIMCHEH
OTEHLIMA, PENPOAYKTHBHA TOKCHYHOCT H TOKCUUYHOCT TIPH Pa3BUTHUETO NOKA3BAaT, 4e HiMa

crieliMpryeH pUCK 3a Xopara.
6. OAPMAIIEBTUMHHA JAHHH
6.1 CuHceBR N4 NOMOIIIIHUTE BCINECTBA

betisalkoHHER XJIOpH

bopHa kucenuna

Kanues xsopun AMxuipar

MarHesueB XJIOPH)I XCKCaXWJIpaT

Kanues xsnopujt

Harpuen 6opar Jexaxujipar
XWApOKCHUNPOITHIT MCTHIILICIY1034
Harpues XJlopHAa

Hatpues Xxuapokcul (3a kopekuus Ha pH)
XnopoBogopoaHa kxcentuna(3a kopekuus Ha pH)
IIpeuyncreHa Boaa




6.2 HechLBMCCTHMOCTH

Henprnoxumo,

6.3 Cpok Ha rojinocT

4 roauHM.
Cpok csiefl IrbpBo oTBapsine Ha Syrnnkara: 4 ceAMHIM NIPH TemrepaTypa o 25°C.

6.4 Cuennajiny yCJI0OBHH HA ChXpPaHEHHE

Jla ce cuxpanasa noj 25°C.
6.5 Buja M ch/bpKaHUC 1A OIIAKOBKATA

Pumonan 0,2% ce onakosa B Henpospaunda LDPE 6yruika or 5 ml ¢ LDPE alumkarop-kankomep,
sarsopena ¢ LDPLE-HDPE kanauka. bytwikata ¢ nocraseda B kaprolicHa KyTHH € JINCTOBKA ©

uidopmauns 3a HALNCHTE.
6.6 CuenuaJilii npeAua3nn MCPKH IIPH H3XBLpJislie H padora

HeH3MoN3BaHUsAT JIGKAPCTREN HPOAYKT WIIH OTIAAbYHNTE MaTEPHAIIH OT HeTo TPAOBa J1a €€ U3XBLPIIAT
B CLOTBETCTBHE ¢ MECTHUTE U3HCKBaHHSI.

7. NPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

Bopna Meancune Espona EOO/
yi1. ,,bopuc Pymelios® 16
1407 Codus, brinrapus

8. HOMEP(A) HA PAPEIIEHHUETO 3A YIIOTPEBA

Per. Ne: 20210290

9. NIATA HA IThPBOTO PA3PEHIABAHE/IIOJHOBSBAHE HA PASPEIIEHHUETO
3A YHHOTPEDBA

Jlara na nspeo paspewsasane: 28.09.2021
JlaTa 1a rnioc;seano 110/IHOBsABAlIC:

10. NATA HA AKTYAJIMSBNPAHE HA TEKCTA

12/2025




