KPATKA XAPAKTEPHCTHKA HA TTPOAYKTA



L ul HWTEJIHA A EntUMS 11 TEKAPCTBATA |
1. HME HA JJEKAPCTBEHUA NMPOAYKT (DAMIKA XBPGKTOPUCTIUKE HE NDOGYXIT - TIPUAONKOHUS 1

| (oM Poa. Ne d‘;mdﬂ:{ﬁ Certerieereeranans

BpumoreH 2 mg/ml kanky 3a 04M, pasTBoOp

Brimogen 2 mg/ml eye drops, solution “adpeussHue Nr 06 -03- 2025
IBG/MA/MP' ..... € .xi‘?.{-j/ ..... J ...............................
| OGOBPEAH B N .....ccovoevvereeeveeseed eeeeeeeerereeoesvsrirenraran,

2. KAYECTBEH A KOJITHMECTBEH Cb(CTAB

Eaun ml pastBop chaspxa 2,0 mg 6puMoHMmMHOB TapTapar (brimonidine tartrate), KOeTo Ce paBHABa
na 1,3 mg 6pumonnauH (brimonidine).

E/iHa Kanka OT JeKAPCTBEHHA MPOAYKT Chabpaka npubmmauresnHo 0,07 mg OpMMOHHAHHOB TapTapar.
[TOMOIHO BEMIECTBO C M3BECTHO AciicTBHe: Oensanmxonues xjopua 0,05 mg/ml.

3a [TRITHMY CITKCHK HA TIOMOILHMTE BEIISCTBA BWOKTE TOuKa 6.1,

3. JIEKAPCTBEHA ®OPMA
Karku 3a oYM, pasTsop.

BHCTED, TEKO KRITTEHHKAB Pa3TBOP.
pH: 6,3 - 6,5

Ocmonapurer; 260-310 mOsm/kg

4. KJIHHHUYHHU JAHHH
4.1 TepaneBTHYHHM NOKAIAHHUY

Hamansease Ha MOBUIIEHOTO BhTpeouHo Hawrade (BOH) mpH maipeHT! ¢ OTKPHTOBIBJIHA INIAYKOMa
WIH OYHA XHIICPTOHHSL.

- Karo MOHOTepanHa MDA NALMEHTH, IIPH KOKTO TOTIMKAJIHATA Teparma ¢ 6eta-OnokepH €
MPOTHBOTIOKA3aHa.

- KaTo ¢ChITLTCTBALA TEPAMA KbM OPYTH JIEKAPCTBA 32 ITOHDKABAHE Ha BETPCOYHOTO HATATAHE,
xoraro uenesoro BOH He ce nocTuruae ¢ MoHOTeparma (Bxk. Touka 5.1).

4.2 {o3upoBKa H HATHH HA NPHIOKCHHE

Lo3upoBka

[Tpenopvuumenna 0030 NP 6b3PACMHU (GKHOHUMENHO 6 CMAPYECKA 8b3pacm)
[IpenopBLYHTEIHATA /1034 € eAHa Kanka Brimogen B 3acerHaToTo(ure) OKo(04H) ABa ITbTH JHEBHO,
npubmsuTenHo Ha 12 yaca. He e HeoOxo/mma KOpEKLIMS HA 03aTa NMPH NMALMEHTH B CTap4ecka
BB3PacT.

KakTo npM BCHYKH KAITKH 33 O'H, 3a Aa cc HAMAJIH EBEHTYAJIHATa CHCTEMHA abcopOimis,
MPENoOPEYBA JTAKPUMAIHHAT CaK /1a C& MPHTHCHE B METHATHUA KaHTYC (IyHKTYallHa O
mMHHyTa. ToBa Tp6Ba /12 c€ M3BBPHIN BEHATA CJIE/l MPHIOKEHHETO Ha BCAKA KallKa.

Axo Tpa6Ba 1a ce U3MON3BA NOBEYE OT €HO TOMMKANHO OPTAIMONIOTHHMHO JICKApCTBO,
NeKapcTBa TpsAOBa Aa ce MpHIaraT Ha pa3cTosHHe 5-15 MUHYTH.
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Ynompeba npu nayuenmu ¢ dOvbpeuno u wepHoOpobHo yspexcoane
Brimogen He € nMpoy4BaH NpH MAlMEHTH ¢ YepHOAPOOHO WM OBOPEUHO yBpEKIaHe (BK. TO4UKa 4.4).

fleuampuuna nonyaayus

He ca npoeexgaHy KIMHMYHM TpOy4BaHUs NpM 10HomH (0T 12 o 17-roaumiHa sp3pacT).

Brimogen He ce mpenopsusa 3a yriorpeda npy aeua noa 12-roaumina Be3pacT U € MPOTHBOIIOKA3aH
IPH HOBOPOJAEHH M KbpMaiera (Nox 2-roaMuma Bh3pacT ) (Bx. TouxH 4.3, 4.4 u 4.9). U3secTHo €, ue
MPH HOBOPOAECHM MOTAT A4 CE MOABAT TEXKKH HEXKCMAHH PEaKIMH.

BezonacHOCTTa H PEKTHBHOCTTA MPH ACHA HE Ca YCTAHOBCHMU.

HauyuH HA MpHIOKEHHE
Ouno NPHIIOKEHUE,

4.3 IIpoTHBONMOKA3IAHHA

- CBpPBXUYYBCTBHTEIHOCT KbM AKTUBHOTO BEIMECTBO WM KbM HAKOE OT NMOMOMIHHMTE BEIICCTRA,
H30pOeHH B TOYKa 6.1.

- HosopoaeHu 1 kepMaveTa (Ha BB3pacT oA 2 roauHu) (BxK. To4Ka 4.8).

- [TaupeHTH, MOTYYABAIIH TEPANHA ¢ MHHXKOUTOP HA MOHOAMHHOOKCHAa3ata (MAQ), H nauHeHTH
HA AHTHUIETPECAHTH, BIIHACIIM FbPXY HOPAAPSCHEPrHYHOTO NpeaaBare (HanpuMep
TPULMKIIHYHHA AHTHACNPECAHTH H MHAHCEPHH).

4.4 CneuHalHy NpeaynpeRIcHAS H NPEAIAIHH MEPKH NpHU ynotpeba

Jleua Ha 2 ¥ noBedYe roAHHK, 0COOEHO TE3H BB BH3PACTOBUA AUANA30H OT 2 A0 7 rOAMHM W/ HIH ¢
Ternio < 20 kg, Tpabsa [a ce neKyBar ¢ ROBUIICHO BHHMAHME M 113 C¢ HAOJH01aBaT BHHEMATEITHO
MopagH BUCOKATA Y€CTOTA M TEKECT HA COMHOJIEHTHOCTTA (BXK. TOuka 4.8),

TpsaOBa na ce BHHUMABA TIPH JEYEHUE HA MALMEHTH C TEKKO WIH HeCTaOHIIHO M HEKOHTPOJIMPAHO
CBPAEYHOCHAOBO 3abonaBaHe.

Hsxom (12,7%) maiMeHTH B KITHHHYHH MPOYYBaHHA Ca NOMYHMJIM OYHA AICPrUvHa PCaKkipa (BiK.
Touka 4.8 3a noseye uHpopMaima). AKO ce HAONMOZABAT aNCPrUvYHM PEeaklMy, TeYeHHeTO ¢ Brimogen
TpsOBa Aa ce MPEKpaTH.

Cv0o0mieHu ca peakuM Ha 3a0aBeHA OYHA CBPBXYYBCTBUTECITHOCT C KAIKH 38 OYH, ChABPKAIIH
OpPHMOHMAMHOB TApTAPaT, KATO HAKOM CHOOIIECHUA €8 CBBbP3aHM ¢ ToBHUIIaBaHe Ha BOH.

Brimogen Tpsa6Ba na ce W3NO3Ba C NMOBUIIIEHO BHUMaHMWE NMPH NALMEHTH ¢ aenpecud, uepedpanmia wimm
KOPOHAPHA HEAOCTATBYHOCT, (peHOMEH Ha PelHo, opTocTaTUYHA XMIIOTOHMA MK thromboangiilis
obliterans (Oonecr Ha bioprep).

Brimogen He € Mpoy4YBaH MPH MALMEHTH ¢ YepHOIPOOHO Wi OBOpEeUHO yBpeKIAHE, NPH JICHCHHE HA
TAKUBA NalMeHTH TpAOBa 4 Ce NMoAX0XKaa C MOBUIICHO BHHMAHHE,

Koncepsaurst B Brimogen, O€H3aAKOHHEB XJIOPHI, MOXKE 3 MPHYMHHM APAa3HEHE HA OYHTE.
H30areaiiTe KOHTAKT C MEKH KOHTAaKTHH Jenid. M3pagere KOHTAKTHHTE JICIIH Npeay MPIIOKEHUETO H

M34aKaire noHe 15 MUHyTH nNpean NOBTOPHOTO MM nocTtaBaHe. U3BecTHO €, ye obe3uBeTaBa MEKHTE
KOHTAKTHH JICIIIH. ot

4.5 BiauMoaeiicTBHE ¢ APYIH JEeKAPCTBEHH MPOAYKTH H APYTH (POpMH HA B3

Brimogen € NpoTHBOMOKA3aH NPH NALACHTH, MTOYYaABANM TeParMs ¢ HHXHOHTOD
MOHoaMHMHOOKcHaa3aTa (MAQ), u nauMeHTH HA aHTHACIIPECAHTH, BITHACILM BBPXY




HOPAIPEHEPrHYHOTO NMPEIABAHE (HaMpUMeEDP TPHLMKIIHYHHU AHTHACTIPECAHTH H MUAHCEPHH), (BXK.
TOuKa 4.3).

Brrnpeku ue He ca MPOBCKIAHYU CIICLIHPHYHHK MPOYYBAHHA 33 JICKAPCTBCHH B3aHMMOACHCTBHA C
Brimogen, tpa6sa Ja ce WMa npeapu FE3MOKHOCTTA 32 J0DAaBEH MM yCWiBan et ¢ JenpecaHTH
Ha [JTHC (anxoxou, OapOMTypaTH, ONMaTH, CCAATHBHA HIIH AHECTCTHIIH).

JIvncear JaHHM 38 HUBOTO HAa LMPKY/THPANIHTE KaTeXOJaMHHH Clel MpHIoKEHHe Ha Brimogen.
BbIIpekH TOBa C€ MPETIOPBHYBA ITOBHHICHO BHUMAHUE TIPH MALMCHTH, PHEMAIIIH JIEKAPCTBA, KOHTO
MOTraT Aa MOBJIHAAT Ha MeTab0oIM3Ma H YCBOABAHETO HA LHPKYJIHPAIIH AMHHH, Halp. XJOPNPOMAa3HH,
MeTHI(ESHHUAAT, PE3CPIHH.

Clien mpuiaraHe Ha KaIkH 33 OYM, ChIbPAKANH OPHMOHHUAKHOB TAPTAPAT, € OTOEIA3IAHO KIHHHYHO
HE3HAYHUTETHO MMOHWKEHHE HA KPBBHOTO HAMATAHE NMPHU HAKOM maumeHTU. [Ipenoprura ce MoBHIIEHO
BHUMAHHE TPH €THOBPEMEHHATA YNOTpeba HA JICKapCTBA KATO 8HTHXHUIEPTCH3UBHY H/WIH CHPACHHU
THKO3HOK ¢ Brimogen.

[IpenopbuBa ce MOBHIICHO BHUMAHWUE NPH 3aM04BaHe (HIM MPOMAHA HA 03aT4 HA) CBITETCTBAUIO
CHCTEMHO BEIIECTBO (HE3aBMCHMO OT (papMalteBTHYHATA (OPMA), KOETO MOXKE A4 B3aUMOACHCTRA C
anda-aApeHepryyHM arOHKMCTH WIM Ja NOBJIMAC HA TAXHATA aKTUBHOCT, T.€. arOHMCTH HWIH
AHTATOHHUCTH HA 3APCHEPTHHHHA PELISNITOD (HANPUMED W3OTIPEHATTMH, ITPA303HH).

4.6 @eprHanTeT, OPpEMEHHOCT H KHPMEHE

BpemeHHOCT
bezonacHocTTa Ha yrioTpedara nmpu OpEMEHHOCT IIPH X0pa HE € YCTaHOBEHA. B npoyuBauus npu

KHBOTHH OPHMOHMIMHOBHAT TAPTAPaT HE MPEOU3BUKBA TepaToreHHU edexTu. [Ipu 3aiii € AokazaHo,
ye OPHMOHMAMHOBHAT TAPTAPAT, IMPH [LTa3MEHH HHBA, NIO-BUCOKH OT ITOCTHTHATHTE IO BpeME Ha
TepanuA MpH X0pa, NPEAH3BUKBa NOBUIICHA MPEIMMILIAHTAIMOHHA 3aryba ¥ HaMaABaHe Ha
MOCTHATATHMA pacTex. Brimogen tpabpa na ce u3non3sa no BpemMe Ha OPEMEHHOCT, CaMO aKo
[OTEHLMATHATA 0132 338 MAMKaTa HAMXBBHPJIA MOTCHIMATHHWA PHCK 34 IUI0AA.

KxpmeHe
He e m3BeCcTHO nanv OPHMOHUIMH CE OTAE/A B YOBCIIKATa KbpMa. ChCTABKATA CE EKCKPETHPA B
MIITKOTO HAa KbPMeEIM IUTbXx0B8e, Brimogen He Tpa0Ba Aa ce u3nomssa B NepPHOJa HA KEPMEHE,

4.7 Edexra Bbpxy cnocobHOCTTA 32 modHpaHe H padoTa ¢ MAIGHHH

To3u MpOAYKT MOXKE Ja NMPUYMHK YMOpPa W/HITH CHHITMBOCT, KOETO MOKE Aa MOBIHAC HA CTIOCOOHOCTTA
3a modupate win pabora ¢ MAIMHK. TO3M MPOAYKT MOKE 14 MPUYMHM 3aMBIJICHO M/WIH HAPYILUEHO
3pEeHHEe, KOETO MOJKE JIa MOBIHAC Ha cnocoOHOCTTA 3a modHpaHe WK padoTa ¢ MAIHHH, OCOOEHO
npe3 Homra WM npu cnabo ocsernenue. [laiMenTsT TpsOBa ga M3yaka, JOKATO TE3U CUMITTOMH

OTHIYMAT, Npeay Aa modupa wix paboTi ¢ MaIIKHH.

4.8 HexenaHu JeKapCTBEHA PeaKIIHH

Obobwenue na npoghuna na besonacrocm
Haii-uecto cpobmasammre HJIP ca cyxora B ycTHaTa KyxyHa, OUHa XUNIEPEMHsA U NapeHe/IHIEHE,
BCUYKH Te ce cpemar Npu 22 no 25% ot naumenTure. Te 0OMKHOBEHO ca MPEXOIHH ¥ YECTO HE Ca
TeHKH, H3MCKBAIH NNPEYCTAHOBABAHE Ha JICYEHHETO.

CyMITTOMHTE HA OYHM aJICPrudHK peakiiny ce Habmoaasar nipH 12,7% ot naiue
criMpane Ha neueHMeto npH 11,5% ot naipieHTHTE) B KIMHUYHH NPOYYBAHUA, C H3YY
MECELIA TTPH MO-ToNIAMAaTa 4acT OT MALMEHTHTE.

Tabnuven cnucvk Ha Hedceranume AEKAPCMGERU PeaK{uu
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[Tpu BCAKO rpynMpaHe B 3aBHCHMOCT OT YECTOTATa, HEXKENAHHTE JICKAPCTBCHH PEAKLMH Ca

MPEACTABEHH B HU3XOAIN PEJ [10 OTHOIICHHE HA TAXHATA CCPHO3HOCT.
3a knacu(pMIMpaHe HA TIOSBaTa HAa HeJKeNaHH peaKUMH Ca M3IMOI3BAHM CNIEAHUTE TEPMHHONOIHH:

MHOTr0 YecTH (>1/10)
YecTH (>1/100 no <1/10)
HeuecTn (>1/1 000 oo <1/100)
Penxu (=1/10 000 mo <1/1 000)
MHoOro peaxu (<1/10 000)
C HensBecTHA Ye€CTOTa (vecToTaTa HE MOXKe 11a OblIe ONPEaENneHa OT HATMYHHTE
IAHHH)
CHcTeMO-OpraHeH Kjaac YecToTa HexenaHa nexkApPCTBEHA peakus
Hapymenua Ha HMyHHATA HeuectH CHCTEMHHM ANePruvHU PeaKkiiM
CHCTEMA
[Tevoaryu HapymeHUA HeuecTu Henpecus
MRoro peaku bescrHMe

HapynieHua Ha HEpBHATA
CUCTEMA

MHoro uecti

[ naBobonve, CHHIUBOCT.

YecrH

3amaiiBaHe, NPOMSHA BBB BKYCA.

MHOro peaku

CuHkon

Hapymenus Ha ounte

MHOro uecT

JlpasHeHe Ha OYMTE (XMTICPEMHA,
MAPEHE U IMHUTICHE, CHPOEK, yeenlane 3a
qYKAQ TAJIO, KOHIOHKTUBATTHA

¢ OomMKyIH), 3aMBIJIEHO 3PEHME,
aneprudes onedapur, anepruMeH
OnedapOKOHIOHKTHBHT, AJICPrUHeH
KOHIOHKTHBHT, OMHA AJICPrUyHa

peakimsa 1 QOIMKYJIapeH
KOHIOHKTHEHT.

YectH

JlokaimHo apazHeHe (XMIEpEMHA H OTOK
Ha Kjienaqyure, 6nedapwur,
KOHIOHKTHBAJICH OTOK M CEKPELMA,
Oornka B ouMTe H ChiI3eHe), hoTodoldus,
€pOo3Ui ¥ OLBETABAHE HA POrOBHIIATA,
CYX0Ta Ha OMHTE, NobenaBaHe Ha
KOHIOHKTHBATA, HAPYLICHO 3pEHHE,
KOHIOHKTHBHT,

MHoro peaku

Hpur, MHO034.

ChpaeyHH HAPYIIEHUA

HeuectH

[lannuralmu/apUTMHH { BKITFOYHTEIHO

— -

CBba0BH HapyILIeHHS

MHoro peaxu

Opaguxapaus U Taxmcapm

XHIICPTOHHUA, XHIIOTOH! //

PecriMpaTopHH, rpbIHH H

MEQMACTHHATHH HAPYIHESHU

YectH

CHMINTTOMH B ropHMTE I}
ITBTHILA




CHcTeMOo-0praHeH KJjiac YecTOTA Hexesana NeKApCcTBEHA pPeaKkuus
Heuectn HasanHa cyxora
Penxu JucnHesn
CToMamHO-IpPEBHH HAPYIICHHUA MHOro 4ecTH Opanmnxa cyxoTta
Yectu CToManMHo-4YpEeBHH CHMITTOMM
O61M HapymIeHHs U eQeKTH Ha MHoro yecTH YMopa
MACTOTO HA MPUIIOMKCHHE
YecTH AcCTeHHs

CnenHiTe HEKENAHH PEAKIMHA €& YCTAHOBEHHM IO BpeMe Ha NMOCTMAPKETHHIOBATA yIIoTpeda Ha Karku
33 OYH, ChABPKANIM OPHMOHMIMHOB TAPTAPAaT, B KIMHWYHATA MPaKTHKa. THH KaTo T€ ca Cho0meHu
AOOPOBOIHO OT MOTYJIALMA C HEH3BECTCH Pa3sMep, HE MOraT Aa Ce MpaBiAT OLCHKHM HA YeCTOTATA.

CucremMo-opraHeH KJjac YecToTa Hexe1aHA JICKAPCTBCHA DEAKIINS
Hapymenms Ha oyHTe C HemsBecTHA Upupoumxvt (AHTEPHOPEH YBEHT),
YecToTa ChpOeXK Ha KICTTaYMTE.
Hapymenmsa Ha KOKarta H C Heu3BeCcTHA KoxxHa peakisa, BKIIOYHTEITHO EPHTEM,
MOJKOMXKHATA ThKaH YyecToTa OTOK HA JIMUETO, CEpOex, 0OpUB H
BA3OUIATALMA.

B cryuaure, koraro SpUMOHMIMH € M3MOI3BaH KATO YacT OT MEAMLIMHCKO JICYECHHE HA BPOJACHA
I'IaykoMa, ¢a ChODIIEHN CHMITTOMH Ha TIPEA0O3HpaHe Ha OpUMOHKIOMH KaTo 3aryda Ha Ch3HAHME,
JIeTapruia, CbHIMBOCT, XMIOTCH3HA, XHITIOTOHMA, OpaguKapans, XMIOTePMMA, LIMaHO3a, OIIEOHOCT,
PECIIHPATOPHA AESAPECHA M 8ITHEA TIPH HOBOPOACHH M KEPMAYeTa, npHeManiH SpHMOHMIHH (BXK. TOUKa
4.3).

B 3-meceuno nmpoyusaHe BbB $a3a 3 npu A¢LA Ha BE3PpacT 2-7 TOAMHM ¢ IIayKoMa, HEAOCTaTBYHO
nobpe xoHTpoIMpana ot OeTa-010KepH, ce chOOHaBa 38 BHCOK MPOUECHT HA pa3sBHTHE HA
COMHOJIEHTHOCT (55%) npH npueMaHe Ha OpUMOHMAMH KaTO XOIMBIHMTENHO Nedenue. [1pu 8% ot
Jenara T € OuIa TexKa H € JOBeNa A0 rpekpardsaHe Ha neyeHUeTo mpu 13%. Yecrorara Ha
COMHOJIEHTHOCTTA HAMAJABA C YBEIIMMABAHE HA BH3PACTTa, KAaTO € HAK-MAaJIKO B 7-rOAMIIHATA
Bb3pactoBa rpyna (25%), HO e roBeye MOBIHAHA OT TETJIOTO, CPEMA CE MO-4ECTO MPH ASLA ¢ TErJIo <
20 kg (63%) B cpasHeHHe ¢ Te3u ¢ Terno > 20 kg (25%) (px. Touka 4.4).

CrobniasaHe Ha NOI03UPAHM HEKENAHM peak

CrobniaBaHeTo Ha NORO3HPAHK HEXKEJIAHU PEAKI[MK CIE] paspemiaBane 3a ynorTpeda Ha JIeKapCTBEHHA
MPOIYKT € BXKHO. T0OBa MO3BOMABA A2 MPOIb/LKH HAOIOAEHHETO HA ChOTHOIMIEHHETO TOI3a/PHCK 34
TeKapcTBEHW! MPOAYKT. OT MEIHLIMHCKHTE CMELMATHCTH C& M3HCKBA J1a ChOOMABAT BCAKA

NOAO3HPAHA HEXEIAHA peakina Ypes MamemHuTenHa areHius no neKkapersara, yi. ,,Jlamsax ['pyep”
Ne 8, 1303 Codmn, Ten.: +359 2 8903417, yebcanr: www.bda by,

4.9 Ilpenosnpane

OdTanMonOrHYHO npeno3upane (Bb3PaCTHH)

B nomyuesuTe ciry41au ChO0MEHHTe ChOMTHA OOMKHOBEHO Ca TE3H, KOHTO Beye ca
HEXKEJTAHHN PEAKLIVH.




CucTeMHO IpeO3UPAHE B PE3VIITAT HA CAYYANWHO MONTHINAHES (Bh3DACTHH)
Undopmaimata OTHOCHO CTy4aHHOTO MOTTHINAHE Ha OPMMOHWAWH IPH BE3PACTHH € CHITHO

orpasuuena. EAMHCTBEHATA HEKeNaKa peakiHa, CboOnIeHa 0 MOMEHTa, € XHnoTonKs. Cpodmasa ce,
ye XMIOTEH3UBHHUAT €IMH30/1 € MocheABaH OT pedayHx XHITEPTOHHA.

JleueHHETO HA IEPOPAITHO IMPEAO3IHPaHe BKMOYBA MOANBPXKAMA H CHMITTOMaTHYHA Teparmks; Tpa6Ba
J1a CE OCHTYPH HOATbPXAHe HAa MPOXOAMMOCTTA HA JUXATETHHTE MBTHINA HAa NALMEHTA.

CroOmana ce, ue NepopaTHMA NPEeAO3UPaHUs ¢ APYTH anda-2-arOHMCTH MPHIMHABAT CUMITTOMH KATO
XMTIOTEH3HA, ACTCHHA, NOBPBIIAHE, JICTAPIrHs, Cenalus, Opaquxapaus, apHTMUH, MHO34, alTHEA,
XHMITOTOHMA, XHIIOTEPMHS, PECITHPATOPHA ACTIPECUA H IIPHTIAIBLIH.

llenmaTpHiitia DOy RAIMA

[Ty6/mMKyBaHK MK JOKI3ABaHH Ca CHOONICHUA 332 CCPHO3HH HEXKEJIAHH PEAKLMH CJIEH HEBOIHO
MOTTHIIAHE HA KAMNKH 33 OYM ¢ OPUMOHMAMH OT NEAHATPHYHH NaiMeHTH. [lanuenTrTe ca Mam
cumrrroMu Ha aenpecuda Ha LIHC, oOuxHOBEHO BpeMeHHa KOMA HIIH HHCKO HMBO HA Ch3HAHME,
NeTaprus, ChHIMBOCT, XMIIOTOHUA, OpaauKapaya, XUNOTEPMU, ONEAHOCT, PECIHMPATOPHA ACTIPECKH H
arnHes U ce € M3UCKBAIO NPHEM B OTACNCHHUE 32 MHTEH3UBHO JICYEHHE ¢ MHTYDAaLMA, aKo € NMOKa3aHo,
Crpob1uaBa ce, Y& BCHYKH NALMEHTH Ca C€ Bb3CTAHOBHIIM HAITKIHO, OOMKHOBEHO B PAMKHTE Ha 6-24
4aca.

5. ©®APMAKOJIOTHYHHU CBOHCTBA
5.1 ®@apmMakoaHHAMHIHH CBOHCTBA
(dapMakoTepaneBTHYHA rpyna; CHMNIaTOMUMETHIM 3a eyeHue Ha rioaykoma, ATC xoa: SOIEAQS.

bBpumormauH ¢ anda-2 aagpeHeprudeH peLenTopeH aroHUCT, Kouro € 1000 muTH no-ceNleKTHBEH 3a
anda-2 anpeHOpeLENTopa, OTKOJKOTO 32 anda-1 anpeHopeLerrropa.

Tasu CeMEKTUBHOCT BOAM A0 JIMIICA HA MHUIPHA3a ¥ JTHTICA HA BA30KOHCTPHKIMA B MAJIKHTE ChAOBE,
CBBpP3aHK C PETHHAIHH KCEHOrPadTH Py Xopa.

TormxanmHoTo NPWIOKEHUE HA OPHMOHHAMHOB TAPTAPAT HAMANARA BETPEOYHOTO Hamarauwe (BOH)
NPH XOPa, ¢ MUHMMANIEH e EeKT BbPXY MOKA3aTENHUTE HA ChPACYHOCHA0BATA WITH JUXATEITHATA
CHCTEMA.

HamMiHy ¢a OrpaHd4YeHH SAHHM 3a NALMEHTH ¢ OpPOHXHANHA aCTMA, KOMTO HE NMOKA3BAT HEXKEJIAHH
PeaKiMH.

TomHMKaMHO MPAIAraHUAT OPHMOHHIMHOB TAPTAPaT HMa OBP30 HAYANO HA JEHCTBHE, KaTO ITHKOB
XHIIOTOHMYEH eeKT B OKOTO ¢¢ HabmonaBa aBa uaca Ciel IMPUIOKEHUETo. B /1Be eqHOroJMILIHA
NPOyYBaHHA HA KAMKHU 3a OYH, ChAbPKAMHM OPUMOHHINHOB TapTapar, noxwxasaHeTo Ha BOH e c¢xc
CpetHH CTOHHOCTH OT npubOmMsuTenHo 4-6 mmHg.

OnyopopoTOMETPHYHHM MPOYYBAHKA IPH JKHBOTHH H XOpa IpEATionarar, ye OpHMOHHIWHOBHAT
TApTapaT HMa JBOEH MEXaHM3BM Ha aeicTBue. Cumra ce, 4e Brimogen Moxe na novwku BOH upes
7

HAMANABAHE HA 0OPA3YBAHETO HA BOMHO ChIbP/KAHHE H YCHIIBAHE HA YBEOCKIICPATHUA OTTOK.

ehexTHBHH B KOMOMHALIMA C IOKATHH 6eTa-0noxepu. [lo-kpaTkocpourm npoyyBaHus SH ﬂ%
IpeTONATarT, 4e KAk 33 O4H, ChIbPKAH OPUMOHWIHHOB TAPTAPAT, MMAT KITHHHYHG @l Ac 1.
amMTUBEH epexT B KOMOMHALIMA C TPABONPOCT (6 CeaMMLIM) H JlaTaHOIPOCT (3 Mecer(f)S |

KJIMHAYHWTE M3MMTBAHHUA MOKA3BaT, Y€ KalKM 33 OYH, ChABPKAIM OPUMOHHIHHOB TAPTap




5.2 DapMAKOKHHCTHYIHH CBOHCTBA

a) (OcHOBHHM X3 HCTHUKH

Cnenx ouno npunoxerse Ha 0,2% pa3Teop xpa ITBTH AHEBHO B MPOA/DKEHUE HA 10 aHM, rnasMeHHTe
KOHLICHTpALFM ca HUCKM (CpeaHATa Cupax € 0,06 ng/ml). Cirex MHOroxparum (2 ImsTH JHEBHO B
npoaemkeHHe Ha 10 oHu) HakaneaHHA ¢¢ HA0MOAaBa IEKO HATpyTBaHe B KpbBTa. [Inomra nox
KPHBATA HA IUIA3MEHA KOHLICHTpaLMA ¥ BpeMe 3a 12 yaca B crauoHapHo cberoaHue (AUCy. 2n) e
0,31 ng-hr/ml, B cpasrenme ¢ 0,23 ng-hr/ml cnex mspsara n03a. CpeqHHAT NPUBHACH MOMTYXKHUBOT B
CUCTEMHATA LIMPKYJIALHA € OKOJIO 3 Yaca MPH XOpa CIeA TONHMKATHO IMPUIIOAKCHHE,

Cepbp3BaHETO HA OPHMOHKIMH C IIA3MEHMUTE IMPOTEUHM ClIEH TOMMKAIHO TIPUTOXEHHNE ITPU XOpa €
MpuOIM3HTEITHO 29%.

BpUMOHMIMH ce CBBP3Ba 00paTHMO ¢ MEJIAHMHA B OYMHHTE THKaHU in vitro W in vivo. Cnen 2 ceaAMHIIH
OYHO HAKAaNBaHEe KOHIIEHTPALHUTE HA OPUMOHHIMH B MPUCA, LIATIMAPHOTO TAIO U XOPOMOAA-PETHHATA
ca 3 no 17 mbTH NO-BUCOKM OT TE3M CNel eMHOKpaTHA A034. [IpH OTCHCTBHE HE MEJTAHHMH HE CE
Ha0moOAaBa HATPYIIBAHE.

3HAYEHUETO HA CBBP3BAHETO C MEJIAHHH MPH XOpa € HEACHO. BBIPEKH TOBA, IPH OUOMUKPOCKOLICKO
M3CJIEABAHE HA OYHTE MPH NALMEHTH, JJCKYBAHM C KalKH 33 O4H, ChABPXKAMM OPHUMOHHHMHOB
TapTapaT, 3a MEPHOA A0 €0Ha FOAMHA, HE €A YCTAHOBCHM 3HAYMMH OYHHM HECKENAHH PEaKLMM, HUTO €
YCTAHOBEHA 3HAYHMTENHA OYHA TOKCHYHOCT, IO BPEME Ha HOIOJHILHO NMPOYYBAHE HA OYHATa
6€30MacHOCT NMPH MaMMYyHH, TPETHPAHH ¢ MPHOIM3IHTEIHO YETHPH ITETH NPENOpbYAHaTa 4034
OpHMOHMIHHOB TapTapar.

Cnen nepopaiHoO NMPUWIOKEHHE Ha X0opa, OpuMOoHMaMH ce abcopbupa nobpe u 6Bp30 ce emMMHHMpPA.
[To-ronsMara yacT ot go3ara (okono 75%) ce ekckperupa KaTo MeTabONIMTH B YPUHATA B PAMKMUTE HA
[EeT JHH; HE € YCTAHOBEHO HEMPOMEHEHO JIEKAPCTBO B YPHHATA. [n Vitro poyYBaHUsA, H3MOI3BAIIH
yepeH Qpob Ha KMBOTHH M XOPa, MOKA3BaT, Y€ META0OIM3MBT C& MEAUMPA A0 TOJIAMAa CTeIEH OT
anaAexua okcuaasza u HHroxpom P45(). CnegoBaTenHO CHCTEMHOTO SIIMMHHHPAHE M3IIICKIa € OCHOBHO
qpe3 4epHOAPOoOEH MeTaboIM3BM.

KunerudeH npodui:
Cnen eqHOKPATHO TOTMKATHO MpHnoxkeHue Ha 0,08%, 0,2% u 0,5% He ce Habmoaasa romamo
OTKAOHEHHME OT MPONOPLIMOHATHOCTTA HA A103aTa 3a miasMeHMst Cpax H AUC.

6)  XapakTepHUCTHUKHU MPH NALHCHTH

XapaKTEPUCTHKH ITPH NTALMEHTH B CTAPUYECKA BB3PACT

Cinax, AUC ¥ NpMBHAHUAT NOMYKUBOT HA OPHUMOHHIWH €A CXO/HHA NPH MAIMEHTH B CTApYeCKa
BB3PacT (JTMIIa Ha BB3pacT 65 WM nosede roguHM) CIex eIHOKPATHA 1033 B CPABHSHHE ¢ MJIaIH

BBL3PACTHH, KOSTO MOKA3Ba, Y€ CHCTEMHATA My adCopOLMA ¥ eTMMMHHPAHE HE CE BIHAAT OT BB3PACTTA.

B®3 0CHOBa Ha NaHHHU OT 3-MECEYHO KIMHMMHO NPOYYBAHE, BKIIFOYBAIQ NAIMEHTH B CTAp4YECcKa
BBb3PacT, CUCTEMHATA EKCINO3UIMA HA OPUMOHMIHMH € MHOIQ HMCKA.

5.3 Ilpeax/mHHYHH JAHHH 334 Oe3onacHoCT

HexmHMIHMTE JaHHM HE MTOKa3BaT 0CO0EH pUcK 3a Xopa Ha 6a3aTa Ha KOHBEHIMO
(apMaKoJOrHYHH TIPOYHBAHHA 32 O€30MACHOCT, MPOYYBAHMA 33 TOKCHYHOCT IPH MH
NpWIaraHe, reHOTOKCHYHOCT, KAHIIEPOr€HEH NMOTEHIHAJ, PENMPOAYKTHBHA TOKCHYH




6. PAPMAILEBTHUYHHU JAHHHA
6.1 Chnucrk HA NTOMOUNIHMTE BEIEeCTBA

beH3anKOHMER XJTOPHA
[Toma(BHHWIOB ATKOX0J1)
Harpues xnopun

Hartpues mrpar

JIUMOHEHA KKUCETMHA MOHOXHAPAT

X10opoBoaOpOAHA KMCEIHHA {32 Kopurupase Ha pH) nmn
Harpues xuapokcuna (3a xopurupase Ha pH)

Bona 3a HIDKEKIHMH

6.2 HechbBMeCTHMOCTH

HernpunoximMo.

6.3 Cpox Ha roagmoct

HeorBopeHo: 2 roaJuHH
Cnen mepBOHAYANHO OTBApAHE: 28 THH

6.4 CnenuanHH yc/10BHS HA ChXpaHeHHe

Jla He ce cexpanaBa Haa 25°C.

6.5 BHau chbALPEAHNE HA ONIAKOBKATA

beym Oy THIIKM ¢ KaNKOMED OT NMOJMETWICH ¢ HHCKA TUTHTHOCT, ¢ HAaKPaWHUIM 3a HaKamneaHe OT
[OJHMETHNEH C HHCKA IUTBTHOCT H O/ BHHTOBH KAIla4YKH OT NOJHETWIEH ¢ BUCOKA IUTBTHOCT.
Besika OyTrrnka ceabspxka 5 ml pastrsop.

OmakoBe; | x5ml, 3 x5miu6x5ml

He BcH4KkH BHAOBE OMAakOBKH MOraT Aa OBaT MyCHATH HA 1a3apa.

6.6 Coenma/mm npeanasHy MEePKH NPH H3XBLVISHE

Hama cnenmMaiHH H3HCKBAHHA.

7. IIPUTEXATEI HA PAZPEINIEHHUETO 3A YIIOTPEBA
Pharmaselect International Betetligungs GmbH,
Emst-Melchior-Gasse 20,

1020 Vienna,

ABCTpUA

8. HOMEP(A) HA PASPENIEHHETO 3A YIIOTPEBA

20200223

9. JATA HA IIHPBO PAZPEHIABAHEMTIOAHOBABAHE HA PA3PEII
YITIOTPEBA

Hara Ha mppBO paspemaeane: 11.2020
JlaTta Ha nocneqHO NOAHOBABAHE:



10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

12/2024
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