KPATKA XAPAKTEPUCTHKA HA MPOAYKTA

WTESHA ATEHUWS NO J‘Il:K.ﬁPCTBMAM
L. MME HA JJEKAPCTBEHHS TPOAYKT [ narme. vapakmepucmUKa Ha n,::T:ngxma lNpuromenue 1

e ROEOIRE

KOCOIIT aiiMyntu 20 mg/ml + 5 mg/ml Kanku 3a UM, PAZTBOP om0
COSOPT iMulti 20 mg/ml + 5 mg/ml eye drops, solution | Pazpewseriie N

2 KAYECTBEH H KOJIMYECTBEH CbCTAB RO R e s perasarses

Beekn ml cuabpika 22,26 mg nopzonamunos xuapoxiopua (dorzolamide hydrochloride), choTrercrpaly
Ha 20 mg nopsonamua u 6,83 mg Tumononos manear (timolol maleate), choTBeTCTBaLL Ha 5 ME
TUMOION.

Enna kanka (okono 0,03 ml) cbabpaka okono 0,6 mg nopzonamua u 0,15 mg Tumonon.

3a NBAHKA CMUCHK HA MOMOLUHKTE BELLECTRBA BUXKTE ToYKa 6.1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a ouu, pa3rsop

buctbp, 6e3useten 10 nout Ge3lBeTeH, 1€KO BUCKO3EH Pa3TBOpP, MPaKTHYECKH CBOGOIEH OT BHAMMH
uacTHuM ¢ pH mexay 5,5 u 5,9 n ocMoTnuHo Hansrane 240-325 mOsmol/kg

4. KJIHHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHSA

[MokasaH e 3a ieyeHre Ha MOBHILEHO BLTPEO4HO HansraHe (BOH) npu naumeHTH ¢ OTKpUTOBIbIHA
rJ1ayKoMa HITH MCeBAOEKCPOINATHBHA 1Ay KOMA, KOraTo MOHOTEpANMATA ¢ JoKaneH 6eTa-01okep He e
A0CTaThb4yHA.

4.2  Jlo3MpoBKA H HAYHMH HA NPHJIOKEHHE

,ﬂmnposxa

Ho3uposkara e enna kanka KOCOIT aitMynTi B (KOHIOHKTHBATHHMSA CaK Ha) 3aCErHaToTo(MTe)
OKO(O4M) JBA [TbTH JIHEBHO.

AKO ce U3M0/13Ba IPYTO JOKATHO ODTATMONOTHYHO CPEACTBO, MeX 1y npuiokenneto Ha KOCOIIT
aiiMynTu 1 ToBa cpeacTBo TpabBa 1a MMa HHTEPBa OT NoHe 10 MUHYTH.

To3u nekapcTBeH NPOAYKT € CTEPHICH Pa3TBOP, KOIMTO He ChAbpKa KOHCEPBAHT.

MaunenTire TpadBa 1a 6bAAT HHCTPYKTHPAHH 1a M3MHBAT PBLETE CH NPe/H ynoTpeda H 1a BHUMABAT
ONaKkoBKaTa /12 HE B/IN3a B KOHTAKT € OKOTO WJIH OKOJIHHTE CTPYKTYPH. Thif KATO TOBA MOKE J1a HAPAHH
OKOTO (BHKTE MHCTPYKLMUTE 3a ynortpeda).

IMaunenTute Tpsdsa cbio na GbAAT HHCTPYKTHPAHH, Y€ NPH HENPABUIIHO M3MON3BAHE PA3TBOPHTE 3a
OYM MOrarT 1a e 3aMbpPCAT C YECTO CpellaHH OaKTepHH, 32 KOUTO € U3BECTHO, Y€ NPUYMHABAT OUHH

HHpeknn. Ynorpebara Ha 3aMbPCEHH Pa3TBOPH MOXKE 114 JIOBE/IE /10 CEPHO3HO YBPEK/IaHE
nocnesapaiua 3aryba Ha 3peHHeTo.




ITeduampuuna nonyrayus

EdunracHocTTa NpyU MeAHaTPHYHY NALHEHTH HE € YCTAHOBEHA.

BelonacHocTTa npy eua Ha Bb3pacT oA 2 FOAMHH HE € YCTaHOBEHa.

Hanustara kbM MOMEHTA HHOOpPMaLKs, kacaeiua Ge30nacHOCTTa TIPH AeLa Ha Bb3pacT > 2 H
< 6 rOZHHH, € ONHCaHa B To4Ka 5.1)

Hayun Ha npunoxenue

Koraro ce npunara HasonakpHManHa oKIy3us WK 3aTBapsHE HA KJeMa4uTe 3a 2 MHUHYTH, CHCTEMHATa
abcopbuns ce namanssa. Tosa Moxe la J0BEIE A0 HAMATABAHE HA CHCTEMHUTE HEXENAHH PEAKLIMH H
3aCH/IBAHE Ha JTOKATHOTO ACHCTBHE.

INaunenrnre Tpabpa na 6baat HHGOPMHPAHH 33 NPABHAHOTO 60paBEHE C MHOrO1030BaTa ONAKOBKA. 32
MHCTPYKUMH 3a ynotpeba, Mona BUXKTe Touka 6.6.

4.3 MpoTHBONOKA3aHHA

KOCOIFIT aiiMynTH e NpoTHBONOKA3aH NPH NALMEHTH C:

. peakTiBHU 3200N9BaHHs HA AMXATENHHUTE NBTHLLA, BKIIOYHTENHO GPOHXMANHA aCTMa, aHaMHe3a
33 OPOHXHAJHA acTMa HITH TeXKa XPOHHYHA 0OCTPYKTHBHA GenonpotHa Gonect
. CHHYCOBa OpanMKapaHs, CHHIAPOM Ha GONHUA CHHYCOB Bh3eN, CHHOAaTpHaneH 610k,

aTPHOBEHTPHKYNApeH OOk BTOpa M TPETA CTENEH, kOHTO He ce KOHTPONHpa C nedcmeiiksp,
M3ABEHA ChPAEUHA HEAOCTATHLHYHOCT, KAPAHOrEeHEH 110K

Texka 6b6peuna HepocTarbuHocT (CrCl < 30 ml/min) nau xunepxnopemuuHa anmaosa
CBPBXHYBCTBHTENHOCT KbM €HOTO MAM M KbM JIBETE aKTHBHH BELIECTBA, HIH KbM HAKOE OT
NOMONIHHTE BEILECTBA, H3OPOEHH B TouKa 6.1.

H3bpoeHnTe no-rope NpoTHBONOKa3aHUA Ca 3a CHCTABKHTE M He ca cneuH(HYHK 32 KOMBHHALMATA.

4.4 CneunaiHd npenynpeRICHHA H NPEANAIHN MEPKH NPH ynoTpeba

Pearxyuu om cmpana va cepdevno-cvdoaama/QuxamenHama clicmema

KakTo u apyru 10kanHy oTanMoNorHuHu npoayKTH, THMOJION HMA CHCTEMHA aGcopoLva. [opanu
DeTa-anpeHepruiHuA KOMIOHEHT — THMOION, MOTAT Aa CE PA3BHAT ChUIMTE THIIOBE ChPAEHHO-ChIOBHM,
GenonpodHu 1 ApYrH HeXenaH! peaklHH, KaKTO HabNOAABAHMTE NPH NPUIOKEHHUE HA CHCTEMHU
Gera-anpeHepruuHy 6nokepu. YectoTaTa Ha CHCTEMHH HeXeaHH NekapcreeHH peakuuu (HJIP) cnen
NOKAMHO OPTANMOJOrHHHO NPHIOKEHHE € TIO-HUCKA, OTKONKOTO IPH CHCTEMHO MPIIIOKEHHE, 3a
HamManfaBaHe Ha CHcTeMHaTa abcopbuun BixTe Tovka 4.2.

Copoeunu Hapyuwerus:

INpu nauneHTH cbe chpAEUHO-CHIOBH 3a60NABAHUA (HANP. KOPOHApHa GOMECT HA CHPLETO, AHTHHA Ha
Prinzmetal u cbpaeuHa HEAOCTATBYHOCT) H APTEPHANHA XHIIOTOHHA, JIEYEHHETO C 6era-bnoxepu Tpadea
na &bjie 0OMHCIEHO BHUMATENHO, KaTo TPAGEA Aa C& MMa NpelBMI H BBIMOXKHOCTTA 3a EUEHHE C apyru
aKTHBHH BewiecTsa. [latineHTHTe Che ChbpAEHHO-CLAOBH 3a60naBaHKua TpabBa na ca noa HabmoaeHne 3a
MpH3HALK Ha BNIOLIABAHE HA Te3k 3a00NABAHUSA M HA HEXENAHK PeaKLIHH.

[opanu HeraTHBHNA ci edekT BBPXY MPOBONHOTO Bpeme, Gera-GnokepuTe TpaGBa Aa ce Mpeanucear
CaMo ¢ MOBHWIEHO BHUMaHHE NPH NALHMEHTH CbC ChpAcyeH 610K OT MbPBa CTeneH.

Cwdoeu napywenus:
[TauueHTyTE C TEXKHM NEPUDEPHY UMPKYIATOPHH HApyWeHHs/3a60NABaHNA (HANp. TEXKH thopM#u Ha
bonect na Raynaud uan cuunpom Ha Raynaud) Tpa6sa na 6b1aT eKYBaHK © NOBULIEHO BHU

St



Pecnupamopru napywenus;
Flpx mauHeHTH ¢ acTMa MMa CbOBLISHHS 32 PECTIMPATOPHH HEXENaHH PeaKkLHH, BKITKUUTEIHO H CMBPT B
pe3ynTar Ha OpoHX0CNa3bLM, Crel NPHIoKEHNE HA HAKOW odTaTMONorkuyHK Geta-Gnokepy.

KOCOINT aitMynTH TpaGBea 1a Ce 13M0/13Ba C NTOBHILEHO BHUMAHHE TIPY MALMEHTH ¢ IEKA/YMEPEHO
TexkKa XpOoHHYHA o0cTpykTHBHA Genogpobua bonect (XOBB) u caMo ako noTeHLManHaTa nomisa

HaABHIUABA MOTEHUHATHHUA PHCK,

Yeprodpobuo yepesicoane

'TO31 NEKapCTBEH NPOLYKT HE € TIPOYYBAH NPH NALMEHTH C YEPHOAPOGHO YBPEXKIAHE H CIEAOBATENHO
TpabBa 1a ce M3NON3Ba C NOBUILEHO BHUMAHHE MPH TAKHBA NALHEHTH.

Huyrorozun u cgpbxyygcmeumessocm

Kakto u npyru nokanHn opTanMonoruiky npoayKTH, 10P30NaMHIL MOXE Ja HMa CHCTEMHA aGcopbuma.
Hopsonamun cbanpxa cyndoHaMUIHA Ipynia, KAKBATO HMA H B CydoHaMHAHKTE NpoaykTH. Mopanu
TOBA MPH JIOKANIHOTO MY NPHIGKEHHE MOTAT 1A C& PA3BUAT CHLLHTE HEXENaHH PeakUMH, KAKTO [pH
CHCTEMHO NIPU0KEHHNE HA CYNPOHAMUIM, BKIIOHHTENHO TEXKH PEAKUMH KATO CHHAPOM Ha Stevens-
Johnson u TokcHYHa enuaepManHa HEKPOIH3A. AKO Ce NMOABAT NPH3HAUM HA CEPHO3HA HEXeNaHa
peakLnd HH peakUys Ha CBPBXUYBCTBUTENHOCT, CIPETe NPHIOKEHHETO HA TO3H [IPOAYKT.

JlokanHyn HeXeNann peakiuM OT CTPaHa Ha OYMTE, CXOAHH ¢ HabNIaBaHHTE NPU NPUACKEHHE Ha
AOp30NaMUIOB XHAPOXIIOPUA KAMKK 33 04H, ca HAbM0AaBaHH H MPH TIPHAOMKEHHUE HA TO3H IEKapCTBEH
NpoayKT. AKo NONOOHH peaxumnu ce pa3BUAT, TpAGBa na ce 06MUCIK CnUpaHe Ha Aevenneto ¢ KOCOTIT
aitMynTh.,

Hokato npuemar 6era-6okepH, NAUMEHTHTE C aHAMHE3a 32 ATOMHA UM TexKa AHAQUAAKTHUHA peaKLua
KbM Pa3IMHHA AIEPTEeHH MOXE JIa ¢a ¢ NOBHIIEHA PeaKTHBHOCT IPH MOBTAPALl C& KOHTAKT C TAKHBa
ANePreHyk H MOXKeE J1a He Ce MOBIHAAT OT 00HUUARHHTE 103H AAPEHATIHH, HINO/I3BAHH 33 NeYeHHe Ha
aHadhUNaKTUYHH PEAKLMH.

Coenvmemeauio nevenue

[Mpu npunoxeHye Ha THMONON Ha MALMEHTH, KOHTO BEYE [IPHEMAT cHcTeMeH GeTa-Gnokep, ePexTsT
BbPXY BLTPEOUHOTO HANAraHE MM M3BECTHHUTE CUCTEMHHM edheKTH Ha OeTa-610KkanaTa Moxe fa Grnat
noTeHunpanu. [Npy Te3n nauMeHTH OTrOBOPHT Ha NIEYEHHETO TPAOBA Aa e cneau cTpukTHo. He ce
npenopbHBa efHOBpEMEHHATA YIoTpeba Ha ABa NokanHu GeTa-anpeHeprudny Gnokepa (k. Touka 4.5).

He ce npenopsusa enHospemMeHHara ynotpeda Ha 40p3oiaMH H EPOPATHH KapboaHXHApazHY
UHXUOUTODH,

Crupare Ha JeveHuemo

KakTo npu neueHue cbe ccTeMHH Oeta-GnokepH, ako Ce HANara ClMpaHe Ha TOKATHUA TUMONON MPH
NaLHeHTH ¢ KOPOHApHa HONECT Ha CHPLETO, TO JIeHeHHETO TPsBBa Oa ce CNHPa NOCTENeHHo.

donvmumennu edhexmu na 6ema-broxadama

Xunoeauxemus/Ouabem:
bera-6nokepute Tpabpa na ce NpUNAraT ¢ TOBHLIEHO BHUMaHHE MPH NALUEHTH, KOMTO Ca CKJIOHHH KbM
CIOHTAHHO PA3BHTHE HA XMITOTTTHKEMHUS HAW NPH MALMEHTH ¢ HecTaGunen anaber, NoHexe M
MacKHpar MPUIHALKMTE H CHMNTOMHTE Ha OCTPATA XHMOCTHKEM HA.




Bera-GnokepuTe MorarT ChliO 12 MACKMPAT IPH3HALMTE Ha XHNEPTHPEoHaAM3bM. BHE3anHOTO ciMpane Ha
neueHneTo ¢ bera-Onokepn MoXKe Aa NPENM3BHKA BIIOLIABAHE HA CHMITTOMHUTE.,

3abonssanun Ha pocosuyama
OdranmonorduanTe Gera-6nokepy MOrar 1a npeak3BHKAT CYXOTa B OYHTE. [[AUHEHTHTE ¢he
32001ABAHNA HA POroBHLIaTa TPAOBA A3 GBAAT AEKYBAHH ¢ MOBHILEHO BHHMAHME,

Xupypzuuna anecmesus

Odrarmonornyuute 6eTa-6a0KEPH MOraT 1a NOTHCHAT CUCTEMHUTE OETa-MHUMETHUHH edekTH,
HanpuMep Ha aapeHanuHa, AKO NAUREHTHT NONY4aBa THMONON, AHECTE3HONOTLT TPAOBa 1a Gbae
npeaynpeneH 3a TOBA.

JleyeHueTo ¢ 68’1‘3—6]10](6]3“ MOXE N2 BN1OWH CHMINTOMHTE HA MHACTEHHR TpaBUC.

Honvanumeanu echexmu na unxubupanemo na kapbognxudpazama

JleyeHneTo ¢ NepopanHH HHXHOHTOPHK Ha KapGOaHXKIPa3aTa € CBLP3AHO ¢ YPONHTHA3A BCIEACTBHE Ha
HAPY WIEHHA HA ANKANHO-KUCENHHHOTO PaBHOBECHE, 0CO0OEHO NPH NAUMEHTH ¢ aHAMHE3a 32
nedponuTrasa. Benpeku ye npu npunoxkenue na KOCOTT (chabpikalll KOHCEPBAHT) HE ca
HabJ110/1aBaHH OTKIOHEHHS B alKATHO-KHCEUHHOTO PABHOBECKE, HMa HEYECTH CHLOGLIEHHA 3a
yponuTHaza. Twi karo B cherasa Ha KOCOIIT aitMynTu Bax3a nokaneH HHXuBuTop Ha
xapboauxuapasara, ko#ATo UMa M cHcTeMHa abeopbuss, no BpeMe Ha ynoTpeGara Ha TO3M IEKapCTBEH
TIPOAYKT IAUHEHTHTE ¢ aHAMHE3A 33 HePOIHTHA3A MOXKE 1A €A C MOBHILEH PUCK 33 PA3BHTHE Ha
yponuTHa3a.

'oU

JieueHneTo Ha NaUHEHTH C OCTPa 3aKPHTOBMBIHA MIAYKOMa H3MCKBA M APYrY TEPANeBTHYHU
HHTEPBECHUNH B AONBIHEHHE KbM CPECTBATa, NOHHKABALIHY BLTPECYHOTO HansAraHe. To3u NekapCeTBeH
NPOAYKT HE € MPOY4BaH NPH NALHEHTH ¢ 0CTPa 32KPHTOBIBLIIHA M1ayKOMa.

[1pu naunexTH ¢ NpeawIECTBALLH XPOHKYHH POTOBHUYHH Ae(eKTH H/WTH AaHAMHE3A 33 BLTPEOUHH
Onepauny HMa choOLICHNS 3a POTOBUYEH OTOK H HeoGpaTHMa POroBHYHA NEKOMNEHCALMA O BPEME Ha
ynoTpeGara na nop3onamui. ChlecTBYBa NOBHLLEH PIHCK 33 PA3BUTHE HA OTOK Ha POrosuuata. Fpu
npennucsaHe Ha KOCOIIT aiiMyTH Ha NALMEHTH OT TE3H PyNH TPAOBA [ Ce BIEMAT NPEANa3HH
MEPKH.

Tlpn npunarale Ha NEKapcTsa, NOTHCKALH MPOYKLMATA HA BbTPEOUHA TEHHOCT (HANpP. THMOON,
aLeTasonaMua) cnen GpuUATPalMOHHH NPOLIEAYPH, HMa ChOGLIEHH 32 OTNENBAHE HA XOPHOMIEATA.

KakTo 1 npn npunoxenue Ha Apyru NEKApCTBa 3a NEYEHHE Ha IIIAYKOMa, Ciell NPOALIDKHTENHO TOKATHO
JiedeHHe C THMOMO/IOB MAICaT HMa ChOoDILIEHH 3a oTcnabBaHe Ha OTrOBOPa KbM Hero. B KIMHHYHK

1poyuBanus obaye, B KOHTO ca NpocneasBaHy 164 nausesTy B NPOALIIKEHHE HA TIOHE TPH FOAWHHM, cel
MbPBOHAYANHOTO CTAGHIHIUPAHE HE €A YCTAHOBEHH 3HAYHMH PA3NIUKH B CDEAHOTO BLTPEOUHO HaNATaHe.

IMaureHTHTE C aHAMHE3a 33 KOHTAKTHA CBPBbXYYBCTBHTCITHOCT KBEM cpe6po HE TpﬂﬁBa Ia H3NOm3BaT TO3H
JEKAPCTBCH NPOAYKT, Tbit KaTo AO3HPaHHUTE KaNKH MOTaT Aa CbABLPXKAT CACAH OT cpeﬁpo OT ONaKoBKaTa.

H3noaseaHe na konmaxkmuu aeuy

Tosn JICKApCTBEH NPOAYKT HE € NpPOYYBaH MPH NAUHUEHTH, KOUTO HOCAT KOHTAKTHH JIELUH,

[leanaTpryba nonynarus

BixTe TOuka 5.1.



4.5 BsaumodedcTBHe ¢ APYrH JEKAPCTBEHH NPOAYKTH H APYTH GOPMH HA B3aHMOAEHCTBHE
He ca nposexaaHu cneunanty npoy4BaHia 3a eKapcTBeHHTe B3aumoneAcTeua Ha KOCOIT aitMyntu.

B k/1#HH4HO NpOYyUBaHe TO3H NEKAPCTBEH MPOAYKT B €AHOAO30BA ONAKOBKA € M3NON3BaH EAHOBPEMEHHO
CbC CIIEAHNTE CHCTEMHH JIeKapcTea 6e3 naHHH 3a HeXeNaHH NeKkapcTeHy B3anmoneitcteua: ACE-
HHXUOUTOPH, KANUNEBH AHTArOHHCTH, IHYPETHLH, HECTEPOUIHH MPOTHBOBL3NANMTENHH CPEACTBA,
BKJIFOUMTEITHO RCMHPHH M XOPMOHH (Hanp. eCTporeH, MHCYIMH, THPOKCHH).

ChuuecTByBa BEPOATHOCT 33 aIMTHBHY e(EKTH, BOICIIN 10 XUIIOTOHKUS W/HIM M3paseHa Gpaguxapaus
NpH e1HOBPEMEHHO NPHIIOKEHHE HA PA3TBOP Ha odTanMonorHuHu Hera-6noKkepH ¢ NeEpopanHy KalLKeBH
aHTaroHUCTH, IEKAPCTAA HAMAIABALLK KaTEXONAMHUHHTE HIH aHTHAAPEHEPTHYHH CPEACTBA C LUCHTPANHO
OEHCTBHE, aHTHAPHTMKHYHH JIEKapcTBa (BKNIOUHTENHO AMHOAAPOH), THIHTAAHCOBH FIHKO3HAY,
NapacHMMATHKOMHMETHLH, TBAHETHANH, HAPKOTHYHH BELLECTBA M HHXMOUTOPH Ha
MOHOaMMHookcHaasaTa (MAOQ).

Mma cbobiteHna 3a NOTEHMPAHE Ha CHCTEMHUTE H3MBM Ha Geta-GnokajaTa (Hanp. HaManeHa cbpaeyHa
HeCTOTa, AEMPECcHA) MO BPEME HA EHOBPEMEHEH npHeM ¢ HHXubHTopH Ha CYP2D6 (Hanp. XMHUAMH,
(hnyoKceTHH, NApOKCETHH) W THMO/IOL.

Bunpexu ve KOCOIIT (chappxalll KOHCEPBAHT) caM 110 cebe CH He 0Ka3Ba HHKAKbB HIH OKa3Ba ciab
e(eKT BbpXy NHAMETBLPA Ha 3¢HHIIATa, MMa CNOPAAWYHM CHOGILEHHS 32 MMAPHA3A B PE3YITAT Ha
€AHOBPEMEHHO NPUNOKEHHE Ha ohTaNMONOrHuHK GeTa-6noKepH v aapeHanuu (enuHedpuH).

Bera-ﬁ.rloxepwre MOrar ga 3aCHJAT XHMOTMHKEMHYHHHA ed)eKT Ha ﬂpOTHBOD,HaﬁeTHHTC cpeacTea.

INepopannure Geta-anpeHepriunu 6r1okepy Moxke 1a 06OCTPST pHOAYHA-XHNEPTORUATA NPH CIMPAHE Ha
NpHeMa Ha KNOHMAMH.

4.6 @epTHIHTET, HPeMEHHOCT H KEpPMeHe

BpemeHHOCT

KOCOIIT aitMynTu He TpabBa na ce npunara no BpeMe Ha GpeMeHHOCT.

Hopzonamun
JIuncsar pOCTaTLYHO KIMHHYHHM JaHHN 33 eKCMO3HLUA No BpeMe Ha Gpemennoct. Mpu 3aiiun
JOp30/aMHA NPENH3BHKBA TEPaTOTeHEH e(eKT pH TOKCHYHM 33 MaiikaTa 103M (BX. Touka 5.3).

Tumonon

Jlunceat aaHHw OT ynotpebara Ha TUMONON npu GpeMeHHM xeHu.. TUMONON He TpaGBa fa ce npiiara
N0 BpeMe Ha GPEMEHHOCT, OCBEH aKO TOBA He ¢ Be3yCcoBHO HeoBX0aMMO. 3a HaManABaHe Ha CHCTEMHATa
abcopbuma BmxTe TOuka 4.2.

EnuiaeMronoryuHnTe MPoyUBaHHS He MOKA3BaT HATAYHMETO HA MandOPMATHBHH edEKTH, HO NpH
NepopanHo NpHioKeHHe Ha GeTa-0oKepH Noka3sar puck 3a 3abassHe Ha BLTpeyTpoOHHA pacTex. B
AOTBLIHEHHE NPH HOBOPOAEHOTO MOME 14 ce HabntoJasar NpU3Haud M CHMITOMHM Ha BeTa-6nokana
(wanp. Bpannkapaus, aprepHania XHIOTOHHS, PECTIMPATOPEH AHCTPEC M XUNOTTHKEMHSA), aKO NPeH
paxnaHeTo ca npunarany 6eta-Gnokepn. AKo TO3M NEKapCTBeH MPOAYKT Ce NPHNara Npean paxIaHeTo,
HOBOPONEHOTO TPAGBA Na € MOA CTPOT KOHTPON NpPe3 MbPBHUTE HK OT KHBOTA MY.




Kbpmene

He e nisecTHO nand NOP301aMUI CE EKCKPETHPA B KbpMaTa. TTpH KbpMeIlM MIbX0Bse, NONYYaBaLii
LOp3001aMHl, € YCTaHOBCHO 3a0aBiHe B HANABAHETO HA TETNO Ha MOTOMCTBOTO. Bera-6nokepure ce
€KCKPETHPAT B KbpMaTa. Brnpeku ToBa, NpH TEpaneBTHYHH 103 HA THMOJION B KATKH 33 OMH, HAMA
BEPOATHOCT AOCTATHYHH KOHYECTBA Aa NPHCHCTBAT B KbPMATA, TAKA Ye 1a MPeaH3BHKAT KNHHUYHH
CHMIITOMM Ha OeTa-Gnokaza NpH HOBOPOLEHH. 32 HAMATABAHE HA CHCTEMHATa abcopbums, ByxTE
Touka 4.2. Ako ce Hanara nedeHue ¢ KOCOIT aiMyntu, kbpMeHeTo He ce npenopb4ea.

4.7 EdexTtn BBpXY cnocofHOCTTa 32 wopHpaHe i pafora ¢ MamIuuK

He ca npopexnaHH npoyuBaHuA 3a edhexTHTe BLPXY CNOCOGHOCTTA 33 WO(GHPAHE U PaBoTa ¢ MALIMHK.
BB3MOXHHTE HEXCENAHH PEaKLMH KaTo 3aMbITICHO 3pEHHE MOrMaT A& 3acersar ¢nocoOHOCTTa HA HAKOH
NALHEHTH A& wodHpaT WK aa paboTaT ¢ MALLHHH,

4.8 HexeaaHu texapcTBeHH peaKlHH

B knuHnuHo npoyysane Ha KOCOIIT 6e3 koHCepBaHT KAfKH 3a 0YH, pa3TBOP B EHOA0308a ONAKOBKA,
Hab/I01aBAHHTE HEXENAHH PEaKLIHH €A CXOAHHM ChC ChOOLIABAHKTE TIPEaH TOBA MPH NPHIKEHHE Ha
KOCOIT (cvabpxalll KOHCEPBAKT), IOP30NAMHAOB XHAPOXIOPH/ H/HITH TUMONONOB MaNear.

o Bpeme va knuununu npoyusanus KOCOMT (cuabpikall KOHCEPBAHT) € NPHAAraH NpH

1 035 nauuenTn. INpy npubnusutento 2,4 % oT BCHUYKA nauHenTH nesenuero ¢ KOCOIIT (chabpkall
KOHCEPBAHT) € NpeyCTAHOBEHO MOPALH JIOKATHH HEXENaHH peakLMy OT CTpaHa Ha ounTe. [IpH
npubnuanuTeano 1,2 % oT BCHYKH NALMEHTH JIEUSHHETO € NPEYCTAHOBEHO NOPAAH NOKATHH HEXKeNaHH
peakUMH OT CTpaHa Ha OUWTE, NPEANoNarallii aN1eprus Wil CBPbXYYBCTBHTENHOCT (KATO Bh3NAIEHHE Ha
Knenavya UM KOHIOHKTUBHT).

B nBo#iHO-MaCKkHMpaHO CPAaBHHTENHO NPOYYBaHe HA MHOIOKPATHO NPHUNOKEHHE € YCTAHOBEHO, Ue
KOCOIIT 6e3 kouceppanT MMa cxoaeH mpodun Ha 6esonactoct ¢ KOCOTIT (chabpxany
KOHCEPBAHT).

Kakto u apyru odpTanMonorn4H1 npoaykTH 3a IOKATHO MPUIGKEHHE, THMONON ce aGcopbupa B
CHCTEMHOTO kpbBooGpawerue. Topa MoXKe 12 NPUYNHH HEKENAHH PEAKLMHM, CXOLHH C TE3H NPH
NPUNOKEHHE Ha cHeTeMHu 6eTa-6nokepu. Yectorara va cucremun HITP cnen nokanto
NPHUIIOKEHUE HA OPTATMONOIHYHH TIPOAYKTH € TIO-HHCKA, OTKOJKOTO NPH CHCTEMHO
NIPUNOKEHHE,

CnennuTe HEXENaHHU PEAKLHK ¢a Cho6IIeHH Npy npuioxeHde Ha KOCOTIT Ge3 koHcepBaHT
H/IN Ha HAKOH OT KOMMOHEHTHTE MY NO BPEME HA KTHHUYHH M3NMTBAHHA, HITH NIpe3
NOCTMAPKETHHIOBHA MEPHOL:

[Muoro ucetn: (2 1/10); Yecru: (= 1/100 go < 1/10); Heuecrn: (2 1/1 000 no < 1/100); Peaku:
(= 1/10 000 no < 1/1 000); C HenBecTHA YecTOTA (OT HANHYHHTE AAHHH HE MOXe 12 Obae
HanpaBeHa OUEHKa))

Cncremo-opranns | Jlekapersena | Muoro | Yecrn Heuecrn Peakn C

KJIAcoBe dopma HeCcTH HEeN3BecT-

(MedDRA) HA

yecTora®®

HapyweHus na KOCOMT Ges NPU3HALH H

HMYHHATA KOHCEPBAHT CHMMTOMH Ha

cHecTema CHCTEMHH —
anepru A A E’""%
peakLA, \&\




BKJIIOYHTEIHO

anruoeaemM,
YPTHKAPHA,
NpYpPHTYC.
o6pue.
anaduiakcHs
Tumononos NIPHIHALH H NpypHTYC
MATeaT KalKH CHMIITOMM Ha
3a ouH, CHCTEMHR
pasreop anEpruyiHH
peaKLMH,
BKIIOYHUTENHO
aHrHoesem,
YPTHKApHS,
NOKANTH3HPaH W
reHepanu3npas
o0OpuB,
anaHIaKCHA
Hapymenns na Tumononos XHIOrTHKE-
meTabonnima n Manear Kanku MHA
XpaHeHeTo 33 o4,
pasTBop
IeHxnunn Tumononos Jenpecus™* GescbHue, xanouuHa-
HAPYIIEHHUS Manear Kanku KOIMapu®, U
3a O4H, 3aryfa Ha
paireop naMerTa
HapyweHun Ha Hop3scnamunos rnasoBo- 1aMakBaHe*.
HEPBHATA CHCTEMA | XWIPOXNOpH nue* napecTesnH®
Kanku 3a ouu,
a3TBOD
Tumononos raasobo- 3amaiipaHe®, napecrezuu*,
MANEAT KAk nue* CHHKON* BlOILABAHE HA
33 oMM, MPH3IHALUKTE H
pa3teop CHMNTOMHTE
Ha MHaCTEHHA
rpaBMc,
ITOHHKEHO
nutuao®,
MO3BYHO-
ChAOB
HHUKICHT*.
MO3bYHA
HCXEMHA
Hapywennn Ha KOCOIIT 6e3 | napene | wndpexuus
ouNTe KOHCEPBAHT H Ha KOHHOHK-
CMBAEHE | TWBaTa,
3aMBIAEHO
BHIKJAaHE,
€PO3HH HA
porosuuara
cupbex B
OUHTE,
ChII300TIE-
NfHe




Jopzoaamuaos BbiNaneHue | HPHIOIHK- ApazHeHe, ycelaHe 3a
XHADOXNOPUT Ha nuT* BK/FOUHTENHO | 4yHKI0 TANO
KAOKH 33 OYH, Knenaya¥, 3aqepEABaHE™. | B OKOTO.
pa3TBop ApasHeHe Oonka*, doTtodobus
Ha KPYCTH 110
Krenaya* Knenava*,
npexoaHa
MHOMHA
(x0ATO
OT3ByuaBa
ciea cnupate
Ha
NeYeHHEeTO),
OTOK Ha
porosuiuara*,
XUNOTOHUA Ha
ouHara
abnunka*,
OTAenBaHe Ha
XOpHOHWAEATA
(cneaduntpa-
LHOHHA
XHpyprus)*
TumMon0a08 NPH3HALA H | 3PHTENHH nTo3a, cuplex.
Maniear Kanku CHMIOTOMHM HApYIUCHHR, | aUnaonug, ChA300TAE-
3a OuH, Ha BKMOMWTEN- | oTnenBave wa | nawde,
pasTeop ApasHeHe HO NPOMEHH | XopuouneaTa | 3avyeppABa-
Ha O4HTeE, B cnen He.
BKMOuUTEN- | pedpakunata | puatpauMon- | 3aMbracHo
HO (B HAKOH HA XHPYprua* | BHXaaHe.
oredaput*, | cryvau {Bx. €pO3NH Ha
KepaTHT*, nopanau Cneunaniu POTORHUATA
NOHHXEHA | CIMpAHE Ha npeay npexae-
YyBCTBHTE/ | MMOTHYHATa | HHAH
HOCT Ha Tepanuay* npeanasHu
poroeduara MEPKH NpH
H CYXOTa B ynotpela. 4.4}
ounTe*
HapyweHns Ha Tumononos THHHTYyC*
¥X0TO H Manear Kanku
aabupHHTa 33 QUH,
pastsop
Crupaeunn llop3onamuaos cbpuebe-
HAPYUWIEHHA XUIPOXN0 He.
Kanky 3a oYM TaXHKapaHA
pasTteop
Tumononos Gpaankapaus | 6onka B aTpHo-
Manear KamkH * repaure™. BEHTPHKYNa
33 OYH. nannuTaudu®, | ped 610k,
pasTeop oTox*, chpaeyna
APHTMHA*, HEAOCTATBY
3acroiina HOCT
ChpaeuHa
HENIOCTATHY- A 5




HOCT*,

chpaeeH
apecr.
ChpAeHEH
6nok
Cwaosn Hopionamunor XHNEPTOHHA
HApPYILIeHHR XHAPOXAOPHA
KankH 3a O4H,
pasTeop
Tumononos aprepHanHa
Manear Kanku XHOOTOHHA*,
33,04, KJay JHKaUHo,
pasTeop theHOMeH Ha
Raynaud*.
CTY/IEHH phile
H kpaka*
PecniupaTopHn, KOCOIT &ea CHHY3UT 3aayx.
TPLIHH H KOHCEPBAHT AMXATEITHE
METHACTHHATHH HELOCTaThY-
HApYIIEHHS HOCT. PHHMT.
pAaKo —
6ponxocna-
IbM
Jopzonamunos enyucTakcHe* | puclHes
XHIPOXNOpPH
KankH 3a ouu
ga3'rsop
TuMononop AWCnHes* 6poHxocna-
Maneat KankH YbM
33 Q4YH, (MpeauMHO
pasTeBop MPY NaUHEHTH
ChbC
ChLUECTBY Ba-
LLO CAACTHYHO
3abonspaHe)*,
AMXarejHa
HENOCTAThY-
HOCT,
KawaHua*
Cromawnoe- KOCOIIT 6e3 | aucrey-
YpEeBHH KOHCEpBAHT 3us
HApYIleHus
Jopiosamuace raaeHe* Zpa3HeHe Ha
XHAPOXNIOPH rLPICTO.
Kalke 3a o4u, cyxora B
pasTeop ycrara*
Tumononoe rageHe*, JAHAPHS. JHCTeY 3MA,
Manear KankH Aucnencus* | cyxoTa B douxr B
332 04M, ycTata* KOopema.
BasTROp




Hapywenus na KOCOMOT 6&e3 KOHTAKTEH
KOMKATA ¥ KOHCEpBAaHT AEPMATHT.
MoAKOXHATA CHHAPOM HA
TbKaH Stevens-
Johnson,
TOKCHYHA
ennaepManta
HEKpOIH3A
JopzoaaMuios obpus*
XHAPOXNOPHI
KalkH 3a O4H
pas3TBop
Tumogonoe anoneuns®. KOMKEH
MATeaT Kanku ncopuasudop- | obpue
33 OYM, MeH oOpuB
pasTeop HITH
obocTpane Ha
ncopxasuc*
Hapywenna Ha Tumononos CHCTEMEH MHAJrus
MYCKYAHO- MaJIEaT KANKH nyny¢
CKeNeTHATA 3a 04, €pHTEMATO IEC
CHCTeMa H pasreop
CheIWHHTEAHATA
THKAH
Hapywenns na KOCONT 6Ges YPOJHTHAIR
6ubpeunte u KOHCEpBaHT
MHKOYHHTE
MLTHILA
Hapyumwienss ua Tumononos Gonecrt na ceKcyanna
BbINPOHIBOAHTEN | MAICAT KANKH Peyronie*, aucey Hi-
HATA CHCTEMA M 3a 04K, MOHUMKEHO uus
r-paaTa pa3Teop NHOHIO
O06wmn napywenus | Jlopiojamunos acTeHHa/
H edexTH Ha XHApOXAOpHA yMmopa*
MACTOTO HA KarnkH 3a ouu
NPHAOKEHHE pa3TeOp
Tumononos acTeHus/
ManeaT Kanku ymopa*
33 OUH,
pasTsop

*Te3u Hewenanu peakumu ca HabmonasaHu M npu npunoxenwe ia KOCOIT (nexapctaenara Gopma. Chabpikala
KOHCEPBAHT) N0 BPEME HA MOCTMAPKETHHIOBKA NEPHO.
** JlonbAHHTENHH HEXENAHH PeakLMK ca HaOMo1aBaHK NpH ynioTpeGata Ha ApyrH odTanMonornunm GeTa-61okepu

H & BL3MOXHO aa ce pa3euaT i npu KOCOIIT Ges koncepsanuT.

Crobllasane Ha MOJO3MPAHHN HEXENAHN PEaKIIMK

CpobIaBaHeTo Ha NON03HPAHH HEXENAKH PEAKUNH Clelt Pa3pellaBate 32 ynoTpeBa Ha IeKapCTBEHUS
NPOAYKT € BaxHO. ToBa M03B0NABA 12 NPOABIKH HAGMIOAEHHETO HA CHOTHOLUEHHETO MON3A/PHCK 3a
NeKApCTBEHHA NPOAYKT. OT MEAMLIMHCKHTE CNIELIMANMCTH Ce M3UCKBA 4 CLOGLIABAT BCAKA MOJO3IUPAHA
HEXENaHa peakums Ha:
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UsnbaHuTENHA arenLIMA NO eKapCTBaTa
yn. ,Jdamsan [pyes™ Ne§

1303 Codus

Ten.: +35928903417

yebcaiit: www.bda.bg

4.9 TMpexo3upaHe

JInncear naHHH N0 OTHOLIEHHE HA CNY4aiiHO MNH yMuILIeHo nornbluane Ha KOCOIT (cuaspkant
koncepranT) Wik KOCOTIT 6e3 koHcepsaHT oT xopa.

CuMnromu

HMua crhobiueHns 3a npeno3npaHe Ha THMONOMOB MaJEaT Pa3TBOP 3a O4H 110 HEBHHMAHHE, KOETO BOAH 10
Pa3BHTHE HAa CHCTEMHH edeKTH, CXOQHH ¢ HaGNMI0AABAHHTE NPH NPEIOIUPAHE HA CHCTEMHU
Geta-anpeneprudHy GIOKEpH KaTo HANPUMep 3amaiiBaHe, rnaBoGonue, 3aayx, 6pagukapans,
GpoHX0CNaIbM M ChpaeyeH apecT. Hali-4ecTiTe npu3HaLd W CHMNTOMH, KOHTO MOFaT 13 ¢ 04aKBaT TIpH
NPEL03MPaHe Ha NOP30/1aMH]l, Ca ENEKTPONHTCH AncOanaHe, pa3BHTHE Ha ALMAO032 H eBeHTYaNnHO edekTH
OT CTPAHA Ha LIEHTPANHATA HEPBHA CHCTEMA.

HaHHnTe OTHOCHO CTYYaiHO MM YMULINEHO MPENO3UpaHe Ha A0P30NaMHROB XHAPOXIOPHI NpH Xopa ca
orpauuyeHi. [1py nornpluaHe npes ycrata MMa ChOGUIEHHS 332 COMHONEHTHOCT. [TpH nokanto
NpUIOXKEHUE HMA CHOGILEHHS 3a cneqHHUTe eeKTH: rajeHe, 3aMaiBake, rasobonve, ymopa,
HeobGuyalnu coHHWR 1 gucdarna.

JleueHue

JlevenneTo TpaGea Aa 6bAe CUMNTOMATHYHO U noanbpKalo. Tpabsa aa ce CNEnsT cepyMHUTE
€NMeKTPONHTHH HUBa (0C0GEHO Ha Kanus) M HuBaTa Ha pH B kpbeTa. [poyuRaHHATA NOKA3BAT, Ye
THMOO HE C& AHANKU3HPa JIECHO.

S, G®APMAKOJIOFrHYHH CBOHCTBA
5.1 PapMakoIHHAMHYHH CBOHCTBA

dapmakoTepanesTHYHa Ipyna: AHTUIAyKOMHH MpenapaTH X MHOTULM, GeTa-6nokepu, THMonon,
koMmOunuauuu, ATC kon: SOIEDSI

MexaHHInM Ha JeicTBHe

KOCOIIT aitMynTH ce ChCTOM OT 1BA KOMMOHEHTa: JOP30NAMHAOB XHAPOXIOPHI H THMOIONOB Masiear.
Bceeky enns OT Te3W KOMMOHEHTH NOHWKABA TOBHILIEHOTO BbTPEOUHO HAMIATAHE YPe3 NOTUCKAHE HA
CEKPEeMATA HA BLTPEOYHA TEYHOCT, HO MOCTHTa TOBA [0 PA3THUEH MEXAHUIBM.

Hop301aMHAOBHAT XHAPOXIOPHA € MOLIEH HHXHOGUTOP Ha YoBewKaTa kapGoanxuapasa II.
Huxnbupaneto Ha kapboanxnapasara 8 LIMAHAPHHTE H3PACTBLH HA OKOTO HAMANABA POAYKLMATA HA
BBTPEOUHA TEYHOCT, BEPOATHO Ype3 3a0apare Ha obpasyBaHeTo Ha GHKkapOOHATHH WOHH, ¢ NOCNEABALLO
HaMangBaHe HA TPAHCTIOPTA Ha HATPUHA U BOAA. THMOIOIOBHAT MANEaT € HEeCEeTeKTHBEH
GeTa-aapeHepruyeH peLenTtopeH Gnokep. 3a MOMEHTA TOYHHAT MEXaHU3LM HA NEHCTBHE, N0 KOHTO
THMOMOROBHAT MAieaT HAMaNABa BbTPEOYHOTO HANAMAHE, HE € HANMBJHO M3ACHEH, Makap
yopecuenHoBHUTE U TOHOrPadICKUTE M3CIEABAHNUS Ja MOKA3BAT, Y€ OCHOBHOTO MY AeHCTBHE ce
H3pa3fBa B HamansBaHe Ha 06pa3yBaHeTO Ha BHTPEOYHA TEYHOCT. B HAKOM npoyuBanua odaye ce
0TGeNA38a NEKO yBeNH4ABAHE Ha OTTHYAHETO. KOMGHHHDAHHAT eheKT HA Te3H ABe CPEACTBA BOAM A0
[O-TONAMO HaMaNsABaHe Ha BLTPeouHOTO HanArane (BOH) B cpaBHeHue ¢ ToBa, KOETO Ce NOGIMEA-NPH
OpHIATaHETO Ha BCAKA €HA OT NBETE CHCTABKH OOTAENHO.




Cnen noxanno npunoxkerne KOCOIIT aiMynTi Hamanasa NoBHUIEHOTO BLTPEOYHO HANATAHE,
HE3aBUCUMO JANH TO € CBbP3aHO € IMayKoMa Wik He. [IoBUIIEHOTO BETPEOUYHO HANAIGHE € 3HAYUM
PHUCKOB (HaKTOp B ATOrEHE3aTa Ha YBPEKIAHETO HA 3PUTENHKS HEPB M 3ary6aTa Ha 3PHTENHO NoAe NpH
rnaykoma. TO3u JIeKapCTBEH NPOAYKT HamMansaBa BbTPEOYHOTO HANATaHe, 6€3 1a NPEAM3BHKBA YECTHTE
HeXeNaHH ¢eKTH Ha MHOTHLIUTE KaTo HOMIHA CAENOTA, CIa3hM HE AKOMOLALMATA W KOHCTPHKILIMA Ha
ICHUUNTE.

dapmakoauHAMHUYHHK edeKTH

Knrunuunu ehexmu

Tposenenn ca KNTHHH4KM NPOYUBAHMA C POABIKUTENHOCT 10 |5 Mecewa, 3a 1a ce CPaBHM eEKTHT Ha
KOCOIIT (¢chabpxaln KOHCEpBAHT) ABA NBTH AHEBHO (IPHNAFAH CYTPMH M NPEH NAraHe) No
OTHOWICHHE Ha NoHMxkasaHeTo Ha BOH ¢ edexTute Ha MOOTAENHO U €IHOBPEMEHHO MPUIArAHH THMOJTON
0,5 % u nop3zonamua 2,0 % Npy NALMEHTH € rayKOMa WM OYHA XHNEPTEH3HA, 33 KOHTO
KOMOMHNPAHOTO NEYeHHE € NPELICHEHO KaTo yaauHo. B TOBa YKCNO BIM3AT KAKTO HENEKYBaHH
NaUMEHTH, TAKA H TAUMEHTH, TIPH KOUTO ¢ THMONON KATO MOHOTEPAMKA HE € MOCTHIHAT AOCTATEYEH
KkoHTpon. [ToBeyeTo MauMeHTH ¢a NeKyBaHN ¢ MOHOTEpPanus ¢ nokaiek Geta-Gokep MpenH BXiOYBaHE B
NMpOYUBAHETO. AHATU3LT HA KOMGHHHPAHHUTE NPOY4BAHKA NOKA3Ba, 4¢ edekTnT Ha KOCOTIT
(ChABPXkKaALL KOHCEPBAHT) ABA MBTH AHEBHO, N0 OTHOLIEHHE Ha NOHIKaBaHeTo Ha BOH, e no-roaam ot
TO3H HA MOHOTEPAIHATA, KAKTO ¢ Aop30namMua 2 % TpH NbTH IHEBHO, Taka M ¢ THMonon 0,5 % nBa NbTH
axeBHo. E¢extsT Ha KOCOIT (chanpxall KOHCEPBAHT) Ba METH IHEBHO, 110 OTHOLISHHE HA
NoHWkapaHeTo Ha BOH, e exBHBANEHTEH HA TO3H HA EAHOBPEMEHHOTO NPHIIOKEHHE HA A0PIONAMUI 1B
OB5TH JHEBHO M TUMONOA ABA TbTH AHeBHO. EdextbT Ha KOCOIIT (chbanpixaul KOHCEPBAHT) 1Ba MLTH
AHCBHO, TI0 OTHOWIEHHE Ha NoHW*aBaHeTo Ha BOH, e nokasan upe3s u3mepsare Ha BOH B paznnunu
YacoBe Ha AeHA, KATo [IPH ABbArOCPOHHO NMPHIOKEHHE TO3H edeKT ce 3anassa.

B napanenno, 1BOHHO-MacKMpPaHO NpOy'BaHe ¢ KOHTPOIMPAHO AKTHBHO NeueHHe NpH 261 NauuenTH ¢
MOBHILEHO BLTPEOYHO Hansraxe > 22 mmHg 8 enxoto unu 8 aeete oun, KOCOIIT 6e3 koncepsanT
noxassa noHwxasane Ha BOH, exsusanenTHO Ha ToBa npu npuaoxenne Ha KOCOTIT (cvanpxar
koHcepBaHT). [IpopunsT Ha GesomacHocT Ha KOCOIT 6e3 KoxcepBaHT € cxonieH ¢ To3n Ha KOCOIT
(¢habpHKalll KOHCEPBAHT).

[lennarpuyHa nonynauus

TIpoBeaeHo € TPHMECEUHO KOHTPONHPAHO NPOYYBAHE C OCHOBHA Lie/ TOKYMEHTHPAHE Ha 6e30NacHOCTTa
Ha Karki 3a 04M Jop3onamui 2 % npH Aeiia Ha Bb3pacT nox 6 roanru. B oteopenata daza Ha ToBa
npoysaHe, 30 NauHeHTH Ha BH3PAcT NOA 6 FOAHHH H 10-TONAMA WM PABHA HA 2 TOHHM, IPH KOHTO
BOH He ce KonTponupa B 10CTaThYHA CTENEH Ype3 MOHOTEPANHA ¢ IOPIONAMUA WM THMONOA, ca
nexysanu ¢ KOCOIIT (cpappaawn koHcepBaHT). [TpH Te3H NALMEHTH epHKACHOCTTA HE € YCTAHOBEHA.
[Tpu Ta3u manka rpyna nauveHTH, KOCOTIT (Chabpall KOHCEPBAHT) IBa MbTH JHEBHO KATO UANO CE
noHacs 106pe, kato 19 naukeHTH ca 3aBbPIINNK NIPOYYBaHETO, a | | ca oTNanHanM nopany onepaums,
NpoOMAHA HA JIEHEHHETO MITH MOPAAM APYTH NPHUHHY,

5.2 ®apmakoKHHETHYHH CEOHCTBA

Hopzoramudoe xudpoxropud

3a pasnuka OT NEPOPANHOTO NPHIOKEHHE HAa HHXHOUTOPH Ha kapboaHXHApazaTa, NOKANHOTO
MPHIOKEHHE HAa I0P30AAMMIOB XNIPOXNOPAI My NO3BONABA 13 YNPAKHY eEKTUTE CH NUPEKTHO B
OKOTO NPH 3HAYHMO NMO-HUCKE 103d M CNEN0BATENHO [PH NMO-HHCKA CHCTEMHA EKCNO3HLMA. B
KIYHHYHATE H3NHTBAHHA TOBa BOAN 10 NOHWkaBaHe Ha BOH 6e3 kicennHHO-a/IKaHHTE HapyeHHs
HNY NPOMEHH B ENEKTPONHTHTE, XaPAKTEPHK 3a MEPOPATHUTE MHXHOUTOPU Ha KapOoaHXHpa3aTa.

Hpu nokanno NpunoxeHue NOP301aMUA JOCTUIA CUCTEMHATA LIMPKYIALMA. 3a na ce oue
NOTEHUMANBT 3a CHCTEMHO HHXHOHpaHe Ha kapboaHXMApa3aTa cned JIOKANHO MPHIOK nq&!m
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KOHUEHTPALMHTE HA AKTHBHOTO BEWIECTBO M METABONHTHTE MY B EPHTPOLIKTHTE H NJIa3MaTa, KakTo u
HHXHOHP2HETO Ha epUTPOUMTHATA KapboaHxuapasa. [Ipi NPOABIKHTENHO MPHIOKEHHE NOP30NAMUI
KyMYNHpa B epUTPOLMTHTE B PE3YNTAT HA CENICKTHBHO CBbP3BaHe KbM kapboanxuapaza-II (CA-IT),
L0KATO B NJa3MaTa KOHUEHTPALHMATA Ha cBODOIHOTO aKTHBHO BEMIECTEO CE MOALBPKA HIKAIOUHTENHO
HHUCKA, M3X0AHOTO aKTHBHO BELIECTBO C€ MPEBPLILA B eAMHCTBEH N-ae3eTHnMeTabonuT, KoiTo e no-
cnad uaxnbuTop Ha CA-1l B cpaBHEHHE ¢ M3XOIHOTO AKTHBHO BELIECTBO, HO HHXHOMPA ¥ €OHH OT NO-
cnabo axTusHHTE H30eH3UMH (CA-I). To3u MeTabOoNUT CHLLIO KyMYNHpPa B EPHTPOLINTHTE, KBAETO CE
cebp3sa npeaumio ¢ CA-1. lop3onamun ce cBbp3ea ¢ [A3MEHUTE MIPOTEMHH B YMEPEHA CTENEH
(npubnusntenno 33 %). Jlop3onaMun ce EKCKPeTHPa OCHOBHO HENPOMEHEH C YPHHATA, METAGOANTLT MY
ChbUIO CE EKCKPeTHPa ¢ ypHHATa. Clell npeycTaHOBABaHE Ha NPHEMA, EPHTPOLIMTHTE C& OYUCTBAT OT
BOP30]1aMH] HETHHEHHO, KOETO BOAW 0 MbPBOHAYATHO 6bP30 HAMANABAHE HA KOHLIEHTPALMATA Ha
AKTHBHOTO BELIECTBO, MIOCNEABAHO 0T no-0aBHa (asa Ha eNHMHHALIUA ¢ NONYKHUBOT OKO0 4 Mecewa.

IpH NepopanHo NPHNOKEHNUE HA JOP30IAMHI C LIEN CHMYNIHPAHE HA MAKCHMATHA CHCTEMHA €KCTIO3NLIMS
Cnell NPOABL/KUTENHO NOKANHO NPUIOKEHHE B OKOTO, CTALMOHAPHO CHCTOAHHE CE NMOCTHIA B PAMKHTE
Ha 13 cenmuun, TIpH DOCTUIHATO CTALMOHAPHO CHLCTOAHME B NJIA3MATA HA NPAKTHKA HAMA CBOGOIHO
AKTHBHO BelLeCTBO WiH MeTabonuT, HHXHOMpareTo Ha CA B EpUTPOLMTHTE € Mo-cnabo u3pazeHo oT
TOBA, KOETO Ce 042KBa Ja Obae HeoOXoAWMO 3a oKazBRaHe HA (apMakonordyeH edekT BupXy 6u6peynaTa
$yHkuna unu auisaneTo. CxoaHN GapMaKOKMHETUYHH PE3YITATH Ca MONYYEHU CEM RPOIbAKHUTENHO
NOKATHO NPIITOKEHUE HA NOP30NAMHA0B XHAPOXNOPHA, Brpex ToBa, HAKOH MALHEHTH B CTApYECKa
Bb3pacT ¢ OnbpetHa HepocTarbunocT (H3uncaen CrCl 30-60 ml/min) ca ¢ no-sucoka KOHLEHTpaLMA HA
MeTabonnTa B epUTPOLIMTHTE, HO Ge3 3HAYMMH Pa3niiky B WHXHOHpaHeTo Ha kapGoanxuipasara u Ges
KJIHHHYHO 3HAYHMH CHCTEMHH HEXeNaHH eeKTH, KOHUTO Aa MOraT Ja ce OTAAAT MPAKO HA Ta3M
HaxoaKa.

Tuvonosoe maneam

B npoyusane Ha n1asMeHaTa KOHLIEHTPALIMS HA AKTHBHOTO BELIECTBO MPH LIECT JIWLA € OTIpecIeHa
CHCTEMHATA EKCMO3UUNA HA THMONON NPH ABYKPATHO JHEBHO JOKANHO Npunoxkenue Ha 0,5 %
THMOIIONOB MaeaT pasTBOp 33 04H. CpeaHaTa MHKOBA NNAa3MeHa KOHUSHTPALUS ClIEl CYTPEIIHOTO
npunoxenne e 0,46 ng/ml, a cnen crenobeanoro npunoxenue ¢ 0,35 ng/ml.

5.3 IlpeaxkaumHuvHH JaHHK 33 GesomacHocT

MNpodunbt Ha 6€30NACHOCT NPH OUHO H CHCTEMHO NPHIOKEHHUE HA OTAESTHHTE KOMITOHEHTH € obpe
W3BECTEH.

Hopzoramud

I1pu 3aiiuu, Ha KOMTO € NpUaraH 10p201aMKI B TOKCHUHH 33 MaHKaTa 003H, CBBP3aHH C METaBONHTHA
auupo3a, ca HabnonasaHH MabOPMaLIHKH HA TENATA HA TIPEILNIEHHTE.

Tumonon
[Mpoy4uBaHHATA NPH XKHBOTHH HE NOKA3BAT HATHYHE HA TepaTorcHeH edekT.

B nonbanenue, He ca HabnrofaBaHu HexenaHu ebeKTH OT CTPAHA HA OUHTE IPH KHBOTHH, HA KOMTO ¢4
NpHNAraHy IOKATHO Pa3TBOP 33 04U JOP20MaMHUAOB XHAPOXNOPHI H THMONONOB MANEAT, HUTO MPH
TaKHBa, HA KOWTO AOP30/1aMHIOB XHAPOXIOPHI ¥ THMOIIONOB MANEaT ca PUNIaraHH 3aegHo.
[1poyuBaHnsTa in vitro W in vivo Ha BCEKH EIHH OT KOMIIOHEHTHTE HE NOKa3BaT HATHUYHE HAa MyTareHeH
noTeHuuan. [Nopaau Tosa npu npunarane Ha KOCOIIT aiiMynTH B TepaneBTH4HH 03¢ He ce 04aKBa
ocofen puck 3a HesonacHocTTa Ha Xopara.

6. PAPMALUEBTHYHHU JAHHH

6.1 CnucebK HA NOMOIHKTE BelllecTBa




XHApoxcHeTUNLENY 1032

Manuton

Harpuer uutpar

HarpHer xuapokcua 3a kopekuns Ha pH
Bonaa 3a nHkekumu

6.2 HecnBMecTHMOCTH
Henpunoxumo

6.3 Cpox na roanoct

2 roauHy
Cnen mbpBOTO OTBapAHe HA ONAKOBKATa: 2 Mecena

6.4 Crieuna/iHH YCIOBHA H2 ChXpaHeHHe

Ha ce cexpanssa nog 25 °C.
YCnoBHA Ha ChXpaHeHHe Cel MbPBOTO OTBApAHE Ha JIEKAPCTBEHHUS NPOAYKT, BIKTE Touka 6.3

6.5 Bua v chabpxanue Ha ONAKOBKATA

10 ml pasrpop B 64na GyTHiKa OT MONHETHNEH C HMCKA MTBTHOCT {LDPE) ¢ 6sna mr03a 0T MOAHETHNEH ¢
BUCOKa NbTHOCT (Novelia HDPE) W CiH CHAHKOHOB BEHTH, KaKTO K ¢ 6ana, 3aLiuTeHa oT
dbanunduurpane, kanauka ¢ BHHT OT NONHETHACH € BUCOKA NABTHOCT (HDPE).

PasmepH Ha onakoBkaTa:

Onakoskm ot 1, 2 min 3 6yrunka(u) (10 ml) 8 KAPTOHEHA KYTHS.

He BcHuKK BUIOBE OMAakoBKH Morat aa GbJaT nycHaTH Ha nasapa.

6.6 CneumajaHH NPeNNAasHH MEPKH NPH HIXBLPISHE H paGora

Heunznonseauusr NEKAPCTBESH NMPOAYKT HWIN OTNAOBYHKTE MAaTEpPHANIHA OT HEro TpﬂﬁBa Ja C& U3XBBLPNAT B
CBOTBETCTBHE C MECTHHTE M3IUCKBAHHUS.

Hucrpykuum 3a ynorpeba
Ilpean HAKANBAHE HA KANKHTE 33 OUM:
W3muiite pnLETe CH Npeay 1a 0TBOPHTE OyTHnKara.

He u3nonssaiite ToBa ekapcTBO ako Mpey 1A ro H3MON3BATE 33 TBPBH LT 3a6ETEXUTE, He
NpeAnasHug NPLCTEH NPOTHB panundHUMpaHe Ha MLPIOTO Ha ByTHIIKATA € CYYTIeH.

. Korato nsmonssare 6y'mm<a"ra 32 MbPBH MBT, NPEIH 0a NOCTABHTE Kanka B OKOTO, Tpa63a
MTBEPBOHAYATHO A3 CE YIIPAKHABATE, CTHCKAHKY 9 6aBHO JOKATO NnangHe €AHa Kalka H3BbH OKOTO.
L Koraro cte YBCPEHH, YEC MOXKETE 1a NOCTABATE MO €1HA KANKa, H36epe'1‘e MQ3ULHA, B KOATO ce

4yBCTBATe HaH-ynoOHO 33 NOCTABAHETO Ha KANKHTE (MOXE A2 CTOMTE CEAHANTH, JIEFHAH MO rpeb
HIIH N3APABEHH Npea orneaano).

. Bcexu MmbT, KOraTo 0TBApATE HOBA OYTHIIKA, HAKAMETE €HA KAMNKA HABBH, 3a /13 aKTHBHpaTe
GyTunkara.

Haxaneanue;
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L. HpbaTe OyTHIKaTa HEMOCPEACTBEHO MO/ Kanaykata M 3aBbpTeTe Kanavkara, 3a jia OTBOPHTE
Oytunkara. He nokocsaiite HULILO ¢ BbpXa Ha OyTHKaTa, 3a 1a 3berHeTe 3aMbpcsBaHe Ha
pasTBoOpa.

2. Haknionere rnaBata cu Hasad v 3aapbakre OyTHIKATA HAll OKOTO.
3. HM3nbpnaiite nonHus Kienay v norneaHeTe Harope. BHuMarenHo criucHere 6yTuikaTa no
CpejlaTa M HaKaneTe e/lHa Karka B OKOTO.
Mmaiite Bnpensui, 4e MOKe /1a MMa HAKOJIKO CeKyHIH 3a0aBsiHe Me#1y H3CTHCKBAHETO M
OTZEJIIHETO Ha KankaTa. He cTHcKaliTe npekaneHo CHIHO.
4, 3aTBopeTe OKOTO M HATUCHETE BBTPELUHHSA MY BI'bJI C NIPBCT 3@ 0KOJIO /1€ MUHYTH. ToBa nomara
lla ce Mpe0TBPATH KalkaTa 1a JOCTUTHE 10 OCTaHaJIaTa YacT Ha TAIOTO.
5. Axko Baumst niekap Bu e ka3an 1a nakanere Karka M B Ipyroto oKo, OBTOPETe HHCTPYKLHMH 2 - 4.
[lonsikora TpsaGBa a ce JieKyBa caMo e1HOTO OKO W Bawumsar nekap we Bu nocbBeTsa, ako ToBa
BaxH 3a Bac 1 koe oko TpsabBa na ce nekyga.
6. Cren Besika ynorpeba 1 npeu NOBTOPHO HAHACAHe, OyTHIIKaTa TPAGBA J1a ce Pa3KIaTH BEIHBK

Hanomay, 0e3 na ce 0KocBa BbpXa Ha KankoMepa, 3a 1a ce OTCTpaHH OCTaTbyHaTa TeYHOCT OT
Hero. Tosa e HeoOxoaMMO, 3a 12 ce rapaHTHpa OTICJIAHETO Ha NOocJeABalll KankH.




7 H30bplueTe W3NMIIHUA Pa3TBOP OT KOXaTa OKOJI0 OKOTO.

8. B Kpas Ha 1BymMeceuHHs CPOK Ha FOHOCT Ha JIEKapCTBOTO Clie/l MbPBOTO MY OTBapsHe, lIe UMa
majiko koauvecTBo KOCOIIT aiiMynTu B OyTHakTa. He ce onuTBaiiTe Aa M3non3sate U3NUILIHOTO
NIeKapcTBO, OCTaBaullo B OyTHIIKATa, C/e/l KaTO CTe 3aBbPLINIM Kypca Ha neyeHue. He nianonssaiite
KankuTe 3a 04 noseve oT 2 Mecela ciesl NbPBOTO OTBapsiHe Ha OyTH/Kara.

7. IMPUTEXKATEJ HA PASPELLIEHUETO 3A YIIOTPEBA

Santen Oy

Niittyhaankatu 20

33720 Tampere

MuHNaHIus

8. HOMEP(A) HA PASPELUEHHUETO 3A YIIOTPEBA

Per. Ne 20180223

9.  JATA HA MBbPBO PA3ZPEUIABAHE/MIOJHOBABAHE HA PASPELIEHHUETO 3A
YINOTPEBA

Mara Ha nmbpso paspetwasade: 10 asryct 2018 r.

Jata Ha nocnenHo noaHoBsiBaHe: 26 roHu 2023 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA
01/2026
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