KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHUS ITPOAYKT /J X, ;DY P

Pumonas 0,2% kanku 3a o4M, pasTBop
Rimonal 0,2% eye drops, solution 7Z3 YLD

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku MWIWIHTBP OT pa3TBOpa Chbpka 2 mg OpMMOHHIAMHOB TapTapar (brimonidine tartrate),
cKkBUBaJIeHTHH Ha 1,3 mg 6pumonuu (brimonidine).

[ [OMOILIIHO BELIECTBO C H3BECTHO JICMCTBUE
Beeku ml ot pasrBopa cbjabpka 0,05 mg OeH3aIKOHUEB XJIOPHL.
3a ITbJIHHASA CITUCHK HA ITOMOIIIHUTE BECUIECTBA BUXKTEC TOYKA 6.1.

3 JJEKAPCTBEHA ®OPMA
Kanku 3a o4u, pasrsop.
PasTBOpPBT € OMCTBP, KBJITO OLBETCH, PAKTHYECKH cBOOOJEH OT YaCTHIIH.

4. KJAHAYHU JAHHUA

4.1 TepaneBTHYHH HOKA3AHHSA

HamasisBaHe Ha rosuuieHoTo BbrpeodHo Hansrane (BOH) npu naudeHT ¢ OTKpUTOBIbIIHA IIayKkOMa
WJIK OYHA XUIICPTOHHUS.

. Karo MoHOTEpaivs 1pH MalMEeHTH, IIPH KOWTO € NPOTHBOIOKa3aHa JIOKaJIHa Teparus ¢ Oera-
OJIOKEpH.
y Kato AONbLIHUTEIHA Teparusi KbM JIPYTH JICKapCTBEHH NPOAYKTH, NMOHHKABALIIH ITOBHUILICHOTO

BLTPEOUHO Halisirane, koraro uenesoro BOH He ce mocTura camo ¢ €At JICKapCTBEH IPOAYKT
(BK. TOUKa J.1.).

4.2 Jlo3HpOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Bv3pacmuu (6KIOUUMEIHO CMAPYecKd 6b3pac)
[IperiopbuBaHaTa /103a € eJjHa Karka PUMOHaJ1 B 3aCErHaTOTO OKO(OUH) /1Ba ITHTH JIHEBHO,
npubausureaHo Ha 12 yaca. He e HeoOX0aMMO ajlariTHpaHe Ha JI03MpOBKaTa IpH IalHeHTH B

crapuecka Bb3pacT.

bvOpeuno u yepnoopooHo Hapyuienue

bpumonuun 2 mg/ml kanku 3a o4, pasTBOP HE € U3CJIC/IBAH I1PH NMALIMCHTH € HEPHOPOOHO HITH
OLOpeuno yBpexaane (Bx. Touka 4.4).

CreoBaTesiHo, Pumornias TpsOBa j1a ce M310J138a BHUMATEIIHO NPH MALMEHTH ¢ YePHO/IPOOHO

yBpExK/1aHe.

lleouampuuna nonyaayus
He ca npoBex/iaiy KIMHM4HH M3cIie/[BaHUs NpH toHowHM (12 10 17 roaunn).

He ce npenopbusa ynorpedara Ha Pumonan npu aeua noj 12 rojiMHyu M € NPOTHBOIIOKA
HOBOPOJICHH ¥ MAJIKH Jieta (Ha Bb3pacT 1oj1 2 roAnHH) (BXkK. To4Ka 4.3, Touka 4.4. U TO
HM3BecTHO €, 4e MOTaT Jia ce MOSABAT TEXKKH HEXeJIaHW peaklMH IpU HOBOPOJIeHH. besor
e(ukacHocTTa HAa OPUMOHM/IMH 2 mg/ml KarKkH 3a O4H, pa3sTBOP MPH JICIa HE € yCTaHOB




HayuH Ha NpHIOXKEHUE

O4yHO NPUNOXKEHHUE.
KakTo rpu BCHYKM KalKH 3a O4M, 32 a C€ HaMaJId Bb3MOXKHaTa CHCTCMHA abcopbumi, ce npenopnyuBa

CITB3HMAT CAK A C€ NPHTHCHE B MEJHATIHMSA BI'bJl HA OKOTO (TOYKOBA OKJTy3us) 32 €HA MHHYTA. Tosa

TpabBa Aa ce U3BBPIUY BE/IHAra C/e/l HAKANBAHETO Ha BCAKA Kanka.
Ako Tps6Ba Na ce U3M0I3Ba NOBeUe OT €/IMH JIOKajIeH OpTaJIMONIOrHH€EH JIEKAPCTBEH NMPOAYKT,

OT/EJIHUTE JIEKAPCTBEHHU NPOAYKTH TpAOBa 1a ce HaKanBaT npes 5-15 MUHYTH.

4.3 IIpoTnBoNOKA3AHHA

. CBpPBXYYBCTBUTETHOCT KbM aKTHBHOTO BELLECTBO HJIH KbM HAKOS OT NOMOILUHHTE BEIICCTBA,
n3GpoeHH B Touka 6.1,

. HOBOPOACHH ¥ MAJIKK JIELIA 1107, 2-TO/MILIHA BB3paCT (BXK. Touka 4.3).

v [MauyeHTH, 1lpUeMallii HHXMOUTOPH HA MOHOAMHHOOKCH/1a3aTa (MAQ) n nauueHry,

[PUEMaLlIH aHTHUIETPECAHTH, KOKTO BJIMSAT Ha HOPaJPEHEPrHuHaTa TPAaHCMHCHA (Hamnp.
TPUUMKJIMYHH aHTHJIETIPECAHTH U MHAHCEPHH).
. B nepuoaa Ha kbpMeHE.

4.4 ChneuxajJnu npeaynpexieHus H NpeaAnasHH MEPKH IpH yuoTpeda

[ToBMLIEHO BHHMAHHE CE U3UCKBA NIPH JICHEHHE Ha MALMEHTH ¢ TEXKO UM HeCTabMIIHO U
HEKOHTPOJIMPAHO ChpIEHHO-CHAOBO 3ab0sABaHe.

Hsaxon nauueHTH (12,7%) Npy KIKHAYHATE U3MHTBAHUA €2 pa3BWIHM aJIEPruyeH THI OYHA pCaKInA
KbM GpMMOHMAMH 2 mg/ml Kanku 32 04K, pasTeop (Bxk. Touka 4.8). Ilpn nossata Ha anepruyua

peaxuMs nedenrero ¢ PumoHan Tpsbsa na 0bae npekpaTeHo.
3a6aBeHH OYHH PeaKLMH Ha CBPBXUYBCTBUTENHOCT ca CboGLIEHH npH GpUMOHMANH 2 mg/ml kankw 32

O4H, Pa3TBOP, KATO 32 HAKOM € CHOOIIEHO, Ye ¢a CBbp3aHu ¢ yBennyeHne Ha BOH.

PuMonas TpaOBa Aa ce npwiara BHUMATEIHO MPH NAaLMEeHTH ¢ AENPECHH, LepebpanHa UM KOPOHAPHA
HEIOCTaTLYHOCT, (heHOMeH Ha PeliHo, opToCTaTHYHA XMNOTOHKS WK 06nMTepHpaL TPOMOHTHHT.
BpumoHnanH 2 mg/ml kanku 3a o4M, pasTBOpP HE € MpOY4BaH IPH MALMEHTH C yepHOAPOOHHU U
6LOpeyHH HapyleHus. I1py Te3u nauueHTH Tp:AdBa Ja ce npuiara ¢ BHUMaHHe.

KoncepsantbT GeH3aIKOHHER XJIOpHA, ChABPHALL ce B PUMOHaI MOXKE 12 Npe/in3BHKa 1pa3HeHe B
oumre. J]a ce U3BaIrsa KOHTAKT ¢ MEKM KOHTAKTHH nelttd. Ilpean nocraBsHeTO Ha KANKUTE MEKHTE
KOHTAKTHHM JIEIM TpAOBa 1a ce CBAIAT M Ja C€ U34aKa HE MO-MAJIKO OT 15 MUHYTH NpEAH Ja C¢
[10CTaBAT OTHOBO. M3BECTHO €, Y€ MEKUTE KOHTAKTHHU JIELIIH ITPOMEHAT LBETA CH MPH KOHTAKT C

OeH3aJIKOHUEB XNNOPHL.

[lenuaTpy4uHa nonyJjawus
Jleua Ha BB3pacT 2 ¥ 1NoBeYe FOJAMHHK, 0OCOGEHO Te3H B AHana3oHa 2-7 roAMHH W/nik ¢ Terno <20 kg,

Tp6Ba Aa 6BAAT IEKyBaHH ¢ MOBHIEHO BHMMaHHE Y J1a ObaaT HabmoaaBaHH BHHMATEITHO, [10paiy
BHCOKATA YECTOTA U TEXECT Ha MOABA Ha ChbHIMBOCT (BXK. To4Ka 4.8).

4.5 B3aumojeiicTBHE ¢ APYIH JEKAPCTBEHH NPOAYKTH H APYrH GOPMH HA B3AHMOJeHCTBHE

PriMoOHa € NPOTHBONOKA3aH NPH NALMEHTH Ha Tepanus ¢ HHXHOMTOpH Ha MOHOAMHHOOKCHAIA3aTa
(MAQ) ¥ nanneHTy Ha AHTUACTPECAHTH, KOUTO MOBJIHABAT HOPAAPEHEPIrHIHOTO NPOBEAIAHE (Harmp.
TPHLUMKIKMYHH aHTHAETIPECAHTH ¥ MUAHCEPHH), (BX. TOUKa 4.3).

HezaBUCHMO, Ue ClICLMAIHYA M3CIICBAHHA Ha JIEKAPCTBEHUTE B3aUMO/ICHCTBUS Ha OpH e “‘
mg/ml Kanku 3a 04K, pa3TBOP He ca NPOBeXAaHH, Bb3MOXKHOCTTA 33 100aBbHCH HITH YRE®, t&w?’ .
: )

1pu enHospemenno npunokenune ¢ LIHC nenpecantu (ankoxon, 6apouTtyparH, on1ark

anecTeTHilM) TpadBa Jla ce MMa NnpeaBH,.
Hsima faHHM 32 HUBOTO HA LMPKYJIAPALIXATE KATEXOIAMHHH C/Ie]l IIPHIIOKCHHETO Ha or
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mg/ml. [Ipenopbusa ce NOBHILIECHO BHUMAHHE MO BPEME HA JICHEHHTTO C PumoHan npH naiKeHTH,
NpUeMaLLH JIEKAPCTBA, KOMTO MOraT Ja MOBAMAAT Ha MeTabonnIMa ¥ yCBOSBAHETO Ha UHPKYAHpallH

aMHHH, Hanp. XJIOpNpoMasuH, METHIQPECHUAAT, PE3EPIIHH.

Cnen npunarate Ha GpUMOHHAMH 2 mg/m| Kanky 3a O4H, pa3TBOP NP HAKOW MAaLMEHTH €
HabJ1I0/1aBaHO KNMHMYHO He3HAYHMO NIOHHKABAME Ha KPBBHOTO HanaraHe. Heobxoanmo e BHHMaHue,

KOTaTo JIEKAPCTBEHH MPOAYKTH KATO AHTHXMIIEPTEH3UBHH CPE/ICTBA WHITH CBPACUHH IIHKO3HIH CC

[puJIaraT e JHOBpeMEHHO ¢ PuMoHal.
[Tpenopbusa ce NpeAnasMBOCT NP 3ano4Bane (Wi NpH NpoOMAHA Ha 103aTa) Ha €THOBPEMEHHO

JIGYEHHE ChC CHCTEMHO CPEJCTBO (HE3aBHCHMO OT JIEKAPCTBEHATA (HPOPMa), KOETO MOXKE A2
p3aMMoaeiicTa ¢ anda-aapeHepruiHi AroOHHCTH WIK [12 NOBAUAS TAXHATA AKTUBHOCT, TOCCT arOHHUCTH

KITY aHTArOHHCTY Ha aJ[PEHEPTHUHATE PELienTOpY (HANp. N30NpPEHAINH, NIPa303UH).

[lepyaTpuyHa noityjaims

[TpoyuBaHHMs 3a B3aHMOJCHCTBHATA Ca NPOBEKIAHH CaMO MNPH Bb3PacTHH.

ﬂGH'LJIHHTEJIHa HHQ}OEMHQHH 3a Crelajiii nonyjaalyH.

He e npoBeieHO Npoy4BaHe 33 KIHHHYHO B3aHMOJCHCTBHE O OTHOLLICHHE HA CTNICIIMAJIHK NOnyJIaliky.

4.6 DepTHINTET, 6pEMEHHOCT H KbPpMeHe

bpeMeHHOCT
Be30NacHOCTTa NIPH MpUNaraxe 1o BpeMe Ha GpeMEHHOCT TIpH Xopa He e ycratosena. Ilpu

H3C/le/IBAHUS BbPXY JKHBOTHH OPUMOHHAMHOB TAPTAPaT HE € NIPUYHMHKIT KAKBHTO U 112 € TCpaTOrcHHH
ceicty. [Tpy 3aiium € yCTaHOBEHO, Y€ NPH TJ1a3MEHHU HUBA M10-BUCOKM OT IOCTHTHATHTE IPH Xopa Nno
BpeMe Ha Jleuetne, GPUMOHIMHOB TapTapaT NPeU3BHKBA NOBUIIABAHE HA MPEAMMITIAHTALIHOHHNTC
3ary0u W HaManaBaHe Ha NOCTHATANHMA pacTex. PuMoHan Tpadea na ce M30/13Ba 10 BpEME Ha
6peMEHHOCT CaMO ako NOTeHUMANHAaTa 1107132 3a MaiikaTa IpeBHLIaBa NOTCHUMANIHHA PUCK 32 ILUI0AA.

Kbpmene
He e u3BecTHO AanH GpHMOHHAMHOR TApTapaT ¢€ OTAeNA B KbpMaTa, CbeAMHEHHETO CE OTALIA B

MISKOTO Ha KbpMeIUH IIbXoBe. PuMoHan He Tpabpa fa ce U3M0J13Ba OT JKEHH, KOUTO KbpPMAT.

QepTUIUTET
Hsama naHHH OTHOCHO edekra Ha GPHMOHHIKHOB TapTapar, B ChCTaBa Ha PuMoHan, BbpXy

cnocoBHOCTTA 338 BB3NPOH3BOACTBO/TINIOAOBHTOCT.

4.7 Edexrn BbpXy cuocofHOcTTa 32 ModHpane u pabora ¢ MALIHHH

PUMOHAT MOYXE /12 IPHUHHH YMOPa WHIH CHHIHBOCT, KOETO MOXE /ia IIOBIIMsE BBPXY CHOCOGHOCTTA

3a wodupaxe U paboTa ¢ MamKMHKY. BpUMOHUAMH MOXE 113 NPEM3BHKA HEACHO BHXK/1aHE /WK
HEECTECTBEHO BH3IPHEMAtE, KOETO MOXe JIa ITOBIHAe CrocofHOCTTa 3a wodupate u paboTa ¢
MALIMHHK, 0COBEHO TTPEe3 HOWITA WM NIPH HamaileHa ocseTeHOCT. [lauueHTbT Tp20Ba Aa H3Haka, AOKATO

TE€3W CUMITTOMM M3YE3HaT, Ipeay aa modupa unu paboTu ¢ MallluHU,
4.8 Hexenanu JJCKAPCTBEHH PeaKInH

Hait-uecto chobuiaBanuTe Hexenanu nekapereeHu peakuud (HJIP) ca cyxora B ycrarta, o4
XMIEPEMMa Y ropeHe/napeHe B O4UTe; BCHYKH NPOSBABALUM ce NPH 22 110 25% OT nauu
QO6UKHOBEHO ca [PEXOAHH N Hail-uecTO CEpHO3HOCTTA UM HE H3HCKBA NpeKpaTaBaHe
[Tpy KIMHBHYHHK M3CNIEABAHNA CUMITTOMH Ha OYHA afiepruyHa peakuus ce NposaBABaT
natenture (npu 11,5% Bogewwy 00 NpekpaTABaHe Ha MPHIOKEHHETO) C HAYaIo Me

Mecel] NpH OONUHHCTBOTO OT NMALHEHTHTE,

Hexxenanure neKkapcTBEHM peakUrHy ca rpyfMpaHl B 3aBUCHMOCT OT HECTOTATa Ha IO




BLB BCAKA IPYMNA ¢a NPEe/CTaBEHHU B PE/la HA HAMANIABAHE Ha CCPHO3HOCTTA HM. 3a knacuduuMpaHe Ha
4eCTOTATA Ha NpOoABsABaHe Ha HEXKENaHMTE JIEKapCTBEHU peaKiMy € U3MOoJ3BaHa CCAHATA

TEPMHHOJIOrHA:
MHoTO yecTH (>1/10); uectu (>1/100 no <1/10); HewectH (>1/1 000 no <1/100); penku (>1/10 000 mo

<1/1 000); muoro peaku (<1/10 000), ¢ Hen3pecTHA YeCTOTa (OT HAIHIHHTE AAHHK HE MOXeE /1A Obae
HanpaBeHa OLICHKa).

Crpaeunn HapylenHs
HeuecTH [ManinurauHy/apuTMHUHA (BKIHOYHMTEIHO

OpaauKapausd U TaXUKap/us)

Hapymenus HA lIepBHATA CHCTEMA

MHoOro 4yecTH ["nasobonue, CLHAUBOCT

Hectu 3aMafgHOCT, NpOMAHA Ha BKycCa

MHuoro peaku CuHkon

Hapymenns Ha 04HTC

MHoro 4ecTH JlpasHeHe Ha ouuTe (XHIICpEMHA, NIAPCHE U

[L{MIIaHe, PYPHUTYC, YCelaHe 3a YyXKA0 TAO,
KOHFIOHKTHBA/THH (DOJTMKYJIH)

HeacHo BuxaaHe

Anepruue Onegapur, alepruyieH
61e(hapOKOHIOHKTHBHT, anepruyeH
KOHIOHKTHBHT, OMHHW anepryyHy peakiliiy H
GonuKynapeH KOHIOHKTUBHT

YectH JlokanHo aApa3HeHe (XunepeMus ¥ OTOK Ha
Kienaya, Gnedgapurt, KOHIOHKTHBANIEH OTOK H
W3THYMaHE Ha FHOM, 60JIKA B OYUTE W CHA3EHE)
Qotodobus

KopHeanna epo3us U MoABa Ha I1€THa
CyxoTa B OMHTE

3aMBIrISBaHE Ha KOHIOHKTHBAaTA

HapyLueHo 3peHHe

KOHIOHKTHBUT
MHoro peaxu HpwuT, MHO3a
PecnHpaTopHH, IPLARH H MEAHACTHHAJIHA HAPYIICHHS
HectH CHMIITOMH B 'OPHUTE AHXATEIHH ITbTHLLA
HeuecTu Cyxora B HOCa
Penku JucnHes
Cromaiino-4peBHH HAPYIEHHA
MHOro 4ecTH CyxoTta B ycrarTa
UYecTH CTOMAlIHO-YPEBHH CUMIITOMH
CpaoBH HapYLICHHS
MHoro peiku XHUNepTOHUSA, XHITIOTOHHA
O6wm napymenus H ¢peKTH HA MICTOTO HA NPHIOKCHHE
MHoro uectu YMopa
YecTu AcTeHHS
HapyieHHst Ha MMYHHATA CHCTEMA
HeuecTu CuCTeMHH aJIEprMvHH peaklIny
[lcuxnyHK HAPYIICHUSA
HeuecTy Henpecus




MHoro peakH bescbHUE

CrieABALIUTE HEXEIAHH peaKlIMd ca MACHTU(PHLIMPAHH MO BpeMe Ha NT0CTMapKeTHHIOBaTa ynotpeba

Ha OpUMOHMIMH 2 mg/ml Karku 32 04, pasTBOP B KIMHMYHATA NPAKTHKA. ThH KaTo Te ca
HOKNIaABaHU A0BPOBOJIHO OT MOMYJaLKMs ¢ HEM3BECTEH pa3Mep, OLIEHKA Ha YECTOTaTa He MOXKE Ja Obae

HallpaBCHA.

Hapymenna HA QM UTE

C HeusBeCTHA 4€CTOTA Uprpoumioiut (npeaeH YBEUT)
Cppbex Ha Kknerava

Hapywienus Ha KOKATA H NOAKOKHATA ThKaH
C Hen3BecTHa 4ecToTa KoxHM peakluy BKIIIOUHTEHO EPUTEMA, OTOK Ha

JTHLIETO, MpYPHUTYC, OOpUE U BazoannaTanms

B cny4auTe, Korato OpUMOHMMH € NMpUAaraH KaTo 4acT OT MEJHKaMEHTO3HO IE4E€HHE Ha BpOACHA
Fiaykoma ca HabMioaBaii CHMIITOMM Ha NpeAo3upaHe Ha OPHMOHKANH KaTo 3aryfa Ha Cb3HaHME,
NIETapruf, CHHIANBOCT, XUIIOTEH3H, XHNOTOHUA, OpaJuKapAKs, XHNOTCPMH, 1IMaHO3a, baegHoCT,
DECMIMPATOPHA JIENPCCHs W arHes, H ca JIOKJIa/IBAHK NPU HOBOPOJICHU ¥ KbpPMAYETa NpHEMallH

OpHUMOHHAMKH (BXK. TOUKA 4.3).

B 3-meceuno, (aza 3 usclieqBaHe NpH Aela Ha Bb3PacT OT 2 10 7 rOJMHH C T1ayKoMa,
HE3a1I0BOMMTENHO KOHTpOJiHpaHa ¢ Gera-0okepH, € HabmoaBaHa BUCOKA HeCTOTa Ha
COMHONEHTHOCT (55%) Npy npunarave Ha 6pUMMOHHIMH KaTO JONbIHUTENHO JiedeHue. 11pu 8% ot
neuaTa T4 € OWa TeXKa M e A0BeNa A0 NnpekpaTaBaHe Ha jgedenueto ripn 13%. Hecrorara Ha nossa Ha
COMHOJ/IEHTHOCT HaMa/sBa C YBEJIHUaBaHe Ha Bh3PACTTa, KaTO HaH-HUCKA € B rpynara Ha 7-
roguiiHuTe (25%), HO Ce BIIMsE [10-CHIHO OT TEITIOTO, MPOABABAMKH Ce M0-YECTO IIPH Iela C TErIO
<20 kg (63%) npu cpaBHeHHe ¢ Te3d ¢ Terno >20 kg (25%) (Bxk. Touka 4.4).

CpobimaBaHe Ha NOJ03UPAHY HEXKEIAHH PEAKIIMK

CnoBILABAHETO Ha MOJ03UPAHH HEXEJIaHH PeakiiMH cnell pa3peluaBsate 3a ynorpeda Ha JieKapcTBeHHs
NpOAYKT € Baxio. ToBa no3sonsisa Aa NPOABLIUKH HaGMIOJECHHETO Ha CHOTHOLLIEHHETO M10/138/PHCK 34

fekapcTBEHMA IPOAYKT. OT MeMLIMHCKUTE CIIELUATUCTH Ce H3UCKBA [a CboOlIaBaT BCAKa
MOA03MPaHa Hexellalna peaklinsa Ype3 HaLMOHAIHA CHCTEeMa 3a chobuiaBaHe B M3ms/iHNUTE/1HA ar€HIHA

o nexapcrsara yi. ,,Jamsu I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaitr: www.bda.bg

4.9 IIpeno3upane
[Ipeno3upane nNpu QuHO NpUnoKeHne (BHb3pacTHH)

B noxnaaeaHuTe chyyaH, chobuieHnTe ¢HOUTHA 0OMKHOBEHO Ca T€3H, H3OPOSHH KATO HEXENAHH
peakLHM,

CHUCTEMHO Mpeo3MpaHe, pe3yATar OT clIy4anHo norabliiaHe (Bh3pacTHH)

Hanuuna e TBbpJe orpaHHyeHa HHGpOpMaLMg OTHOCHO HENPEAHAMEPEHOTO NOMBILAHE HA
GPUMOHMAMH NPH BB3PACTHH. EAMHCTBEHOTO CHOBIIEHO KbM MOMEHTA HEXETaHO ChOUTHE ¢
XUMOTOHHA, JIOKIaABAHO €, Y€ XUITOTOHHYHHAT €MH30A € NMOCIE/IBaH OT pebayHA XHIIEPTOH

NUXATENTHMTE [ThbTHINA Ha NailieHTa TpaOBa Aa ce NOAAbPXKAT IMPOXOANMH.
J[oknaaBaHo €, Ye NepopaHoO NMpeaO3UpaHe Ha ApyrH anda-2-aroHUCTH € NPUYUHII



[TennaTpuuba nonynains
HMma nybnukyBaH4 ¥ JIOK1aABaHH cHOOIEHMA 3a TEXKKH HeXeNaHH peakLUH CJie/l NOTIbIIaHe Nnopaau

HeBHUMaHHe Ha OpUMOHMIKH 2 mg/ml Kanku 3a O4H, pa3TBOp OT NEAUATPHYHH [ALIHCHTH,
[TaumenTHTE ca npexHeend enusoau Ha LIHC aenpecus, TUNHYHA NMPEXOHA KOMA WX HHCKO HHUBO HA
CB3HAHKE, NIETAPTHs, CbHIMBOCT, XUNOTOHHSA, GpaJINKapAHs, XHITOTEPMHS, ONIEIHOCT, pECIMpaTOpHa
nenpecus M anues U e 6wio HeobxoAUMO NMpUEMaHe B OTACICHHKE 32 HHTCH3UBHH I'PHIKH C
MHTYOHpaHe, aKo € Moka3aHo. [1pd BCHYKH ClIy4ad € AOKJIaABaHO ITh/IHO Bb3CTaHOBABAHC,

0OHKHOBEHO Mexay 6-24 uaca.

5. GAPMAKOJOIHMYHH CBOUCTBA

3.1 PapMakoMHAMHYHH CBOHCTBA

hapMakoTepaneBTHYHa Ipyrna: CUMIIRTOMHMETHLIM 32 JICHCHHE Ha ri1aykoma,
ATC koa: SO1EAQS

MexaHU3bM Ha AECHCTBHE
BpUMOHMIHH € ArOHHCT Ha anda-2 afpeHepruyHATE pelenTopu, koHTo e 1000 mbTH No-CenexTHBeH

3a anda-2 afpeHOpeLeNITOpUTe, OTKONKOTO 3a aNda-1 aapeHOopeLenTopUTe.
Tasu CeNMeKTUBHOCT € NPUYMHA Aa HIMa MHUAPHA3a M BOJM JI0 OTChCTBME HA BAa3OKOHCTPHKLIMA B
MHKpOCh/OBETE, CBbP3aHa C HOBELIKH PETHHAICH KCEHOrpagdr.

(bapmakoJHHAMUYHH €DEKTH

JIOKANHOTO NPWIOXKEHHE Ha GPHUMOHHAMHOB TAPTAPAT MOHIKaBa BLTPeoyHOTO Hansrane (BOH) npu
X0pa, KaTo BAUAHUETO BbPXY ChpJIeYHO-ChJOBHTE WM OeIoAPOOHM napaMeTpH € MUHHMATIHO.
Hanuunure 1aHHH 34 NAaLUCHTH ¢ HpOHXHATHA aCTMa ¢a OrpaHH4YeHK W NMoKa3BaT OTChCTBHE HA
HEXKEIAHU pEeaKLMH.

HauanoTto Ha aeidcTBHeTO Ha OpPUMOHKHIXH HacTbIIBA OBP30, KATO MAKCHMMAJIEH OYEH XHINOTEH3UBEH
edext e HabniogaBan 2 yaca cie I03MpaHeTo. B ABe €AHOrOAMILHH H3CNICABAHMSA, OPUMOHH/IMH
nonwxkasa BOH cbe cpeana croiinocT npubnusurentHo 4-6 mmHg.

dnyopodoTOMETPUYHE H3CAEABAHUSA TIPH HKMUBOTHH H XOpa NOKA3BAT, 4¢ OPHMOHHIMH TapTapaT UMa
ABOeH MeXaHM3BbM Ha aeiicteue. CuuTa ce, ue OpUMOHMAKH MoXe a noHwkasa BOH wpes peayuupane

(GOpMHUpAHETO Ha BbTPEOYHaTa TEYHOCT U YCHIBAHKH YBEOCKIIEpAIHHS OTTOK.

KnuHuuna epukacHocT ¥ 6e30MacHoCT
KNMHU4HHTE POYHBAHKS [IOKA3BAT, Ye OpUMOHHAMH € edeKTHBEH B KOMOHHALIMA C JTIOKAIHU DeTa-

6aokepu. [Ipy KpaTKOCPOUHM MPOYYBaHHE CBILO TAaKa € MOKA3aHO, Y€ OpMMOHHINH HMa KIIMHHYHO
3HAYMM JOMBJIHUTENIEH ePEKT B KOMOMHALIMSA C TPABONPOCT (6 CeAMHLIM) M aTaHOIpOCT (3 Mecela).

5.2 dapMaKOKHHETHYNH CBOACTBA

Abcopbiius

Cnej ouHo npuioxenne Ha 0,2% pa3TBop ABa ITbTH AHEBHO 3a 10 AHM, NnasMeHaTa KOHLNEHTPALKA €
nicka (cpeana croinoct Ha Crmax 0,06 ng/ml). Mma cnabo HatpynsaHe B KPLBTa CJi€]l MHOTOKPATHO
(1Ba MBTH AHeBHO 3a 10 aun) nakanpade. Iliolra Mo KpHBaTa IIa3MeHa KOHLIEHTPALHs/ BpEME Cle/L
12 yaca npu cTaumonapHo cueTosinue (AUC 0-12h) e 0,31 ng*hr/ml npu cpasrenue ¢ 0,23 ng*hr/ml
cnen mbpBaTa A03a. CPEAHUAT NOMYXKHMBOT B CHCTEMHATa MPKYaLUs TPY Xopa e npubamusnTenHo 3

yaca cjief]l NOKajdHo 103MpaHe.

PaznpeaeieHue
Cebp3saHeTo Ha OpUMOHMAKH C IUIA3MEHHUTE IPOTCHHH CJIE] JIOKATTHO ITPHIIOKEHH
npubau3uTesHO 29%. BpHMOHMAKE ce CBbp3Ba 06pAaTHMO ¢ MEIAHHH B OYHHMTE Th
vivo, Caeq HaxansaHe B OYHUTE B NPOAB/KEHHUE HA 2 CEAMHMIIH, KOHLICHTpallMMTE Ha
HpHCa, WIKAPHOTO TAJIO M XOpOWAa-peTHHa ¢a 3 10 17 bTH NO-BUCOKH OT TE3H €N




He e HabniopaBalo KyMyJHpaHe NMpH OTCbCTBHETO HA ME/IAaHHH.

3HAYEHUETO HA CBHP3BAHETO ¢ MEJIaHKH TIpY X0pa He € ACHO. [1pH OHOMHKPOCKONCKO H3CeIBaHe Ha

OYMTE Ha NAUUEHTH, JTEKYBaHH ¢ OpMMOHHAMH [0 €/1Ha F'OIHHA, HE Ca OTKPHTH HEXKE/aHH O1HH
peaKilH{, HATO € OTKPHTA 3HAYMMa O4HA TOKCHYHOCT 10 BPEME Ha €HOTOAMIIHO NPpOYIBaHE Ha
6e30MaCHOCTTA 32 OYMTE NPH MaiMyHH, MONyHaBaIn NPUOIM3UTENHO 4 MBTH MO-BHCOKHM /103

OpUMOHHAMH TapTapaT OT NPENOPBUBAHNUTE.

buoTpaHchopMauns

Criei OpajiHO TIPHJIOXKEHHE NIPpU Xopa BpuMonuaKH ce abcopbupa nobpe 1 ce enMMUHHUpa OBp30.
MeTa6oH3HpaHeTo 1a GPUMOHKAMH TAPTapaT OCHOBHO CE U3BBLPLLBA B YepHHs Apob. /n vitro
W3CNIEABAHMA C JKHBOTHHCKM M YOBELUKH 4epeH Apod ca Moka3any, ue MeTaboIM3MBT ce Meanupa
raBHO OT ANAEXHA OkcHAaza U uutoxpom P450. CnenosarenHo, H3rnex1a CHCTEMHOTO €JIMMHHHPaHE

€ NnpeJid BCHYKO YePHOAPOOECH META00H3EBM.

EanMuiiupade
Clefl nepopanHo NPHIOKEHHE Ha XOpa, OCHOBHATA HacT OT J03aTa (OK00 75% OT /103aTa) C& OTACIA

KaTO MeTabOoJIMTH B ypUHATA B PAMKHUTE Ha IET HHU; HE € YCTAHOBEHO HENPOMCEHEHO JIEKAPCTBO B
ypHHaTa.

JInnedtoct/HeanuenocT
Hsima rosieMH pazjiduus OT NPONIOPLHOHATHOCTTA NIPH A03UTE 32 M1a3MeHHUTe Cmax H AUC HamepeHu

cnen eauHUYHa nokaina gosa ot 0,08%, 0,2% u 0,5% 6pumonuanH TapTapar.

Xapaxmepucmuxu npu nayuexmu 8 Cmapieckd 6b3pacm
[Ipy nalMeHTH B CTapuecKa Bb3pacT (Ha Bb3pacT 65 roAMHM U NOBE'E) NPH CPaBHEHKE C M0-MJIaH

nauueHTH Cuax, AUC ¥ nonykusora Ha GpUMOHHINH Clle]] EAMHUYHA 103a ¢a NOA00HH, KOETO
MOKa3Ba, ye cUcTeMHaTa My abcopOLHs M €TMMHHUPAHE HE C€ BIMAAT OT Bh3pacTra.

B3 OCHOBA Ha AGHHUTE OT 3 MECEYHO KIMHHUYHO NPOYYBAHE, KOETO € BKNIOYBAIO [MALIUEHTH B
CTapuecKa BB3PACT, CHCTEMHATA EKCIIO3UIIHS Ha OPHMOHHAHH € MHOTO HHCKA.

5.3 IpeaxjaHnuyHy Jauny 32 6€301aCHOCT

MpeAKTMHHYHUTE JaHHH Bb3 OCHOBA HAa KOHBEHLIMOHANHH 1IPOYYBAHUA Ha HapMaKo/IOTHS Ha
6e30MacHOCTTa, TOKCHYHOCT CJIe] MHOTOKpaTHO AO3UPaHE, FEHOTOKCHYHOCT, KAPLIMHOTCHEH
NOTEHLIMA, PENPOlYKTHBHA TOKCHYHOCT ¥ TOKCHUYHOCT IIPH Pa3sBUTHETO [1OKA3BaT, He HAMaA

crielMpHYIEH PHCK 3a XopaTa.

6. GAPMAIXEBTUYHHA JAHHHN
6.1 Cugcbk 112 HOMOL{HHTE BEIecTBA

beH3ankoHHeB XJIOpHA

bopHa kucenauHa

Kanuues xnopua AMXHapar

MarHe3uer XJ0pHA XeKcaxuapar

Kanuves xnopua

Harpuee OopaT aekaxuapar
XUAPOKCHITPOIWI METHIILENTYJ103a
Harpuer xuiopuia

Harpues xuapokcu (32 kopexuus Ha pH)
Xnoposojiopoana xucenyuna(za kopexuus Ha pH)
[IpeuncTena Boaa




6.2 HecLBMECTHMOCTH

Henpuioxxumo.

6.3 Cpok Ha roaHocT

4 roAnHY.
Cpok cnen mbpBo oTBapsie Ha ByTriikaTa: 4 ceIMMUM TIPH TeMIICpaTypa NoA 25°C.

6.4 CunenHa/iiH YOJIOBHSA HA ChXpaHeHne

J1a ce ¢vxpanssa roa 25°C.,
6.5 Buja ¥ ChABPKAHHE HA ONNAKOBKATA

Pumonan 0,2% ce onakosa B Henpospauda LDPE 6yranxa or 5 ml ¢ LDPE annnkarop-kankomep,
satopeHa ¢ LDPE-HDPE kanauka. byThikata € NMocTaBéHa B KapTOHEHa KyTHf C JMCTOBKA C

uH(OopMal 1 3a MalMeHTa.
6.6 CucnnajiiH npea3in MEPKH IPH H3XBLPIAHe H pabora

Heu3non3BaHyuaT JISKapeTBEH TIPOAYKT WK OTNAALYHATE MaTepPUaIH OT HEro TpsaOBa jia ce H3XBbP/IAT
B CbOTBCTCTBHE C MECTHHTE U3HCKBAHMUA.

7. NPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

Bopna Meancune Espona EOO/]
yn. ,,bopuc Pymenos™ 16
1407 Coduns, bvarapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. No: 20210290

9.  JIATA HA I'TbPBOTO PA3PEIIABAHE/MIOAHOBSIBAHE HA PASPEIIEHHMETO
3A YIIOTPEEA

JlaTa Ha nbpBo paspemaBane: 28.09.2021
JlaTa Ha nocieaiio NoAllOBsABaHE:

10. JATA HA AKTYAJINBUPAHE HA TEKCTA

1072025




