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KPATKA XAPAKTEPMCTUKA HA| nﬁ' :

1. UME HA JEKAPCTBEHMS ITPOAYKT i S e

JIYOKOIIT 20 mg/ml + 5 mg/ml kanku 3a o4, pa3TBop
DUOKOPT 20 mg/ml + 5 mg/ml eye drops, solution
2. KAYECTBEH U KOJIMMECTBEH CbCTAB

1 ml chabpika 22,25 mg n0p301aMHJIOB XHAPOXJIOPH/L, ChOTBETCTBAUIH Ha 20 mg JA0p301aMH, U
6,83 mg TUMOJ10J10B MaJieaT, CbOTBETCTBAIIK HA 5 Mg THMOJIOI.

3a ITbJIHKA CITMCHK Ha TMOMOIIHUTE BELIECTBA, BHXKTE TOYKa 6.1.
3. JIEKAPCTBEHA ®OPMA
Kanku 3a o4u, pa3TBop.

buctep Oe3nBereH 10 JjieKo KbAT pa3tBop, ¢ pH mexny 5.3 u 5.9, u ocmonanurer 240-300
mOsmol/kg.

4. KIMHUYHU JTAHHHU

4.1. TepaneBTHYHH NOKA3AHHA

JIYOKOIIT e npenHazHaueH 3a JiedeHHE Ha MOBUIIEHO BbTpeo4yHO HansraHe (BOH) mnpwu
MalMEeHTH ¢ LIHPOKOBI'bJIHA INIAyKOMa WJIH NCEBJOEKC(OIHATHBHA IJIayKOMa, KOrato JIoKaJiHaTa
MOHOTeparn#us ¢ 6eTa-010kep He € J0CTaTh4Ha.

4.2. JI03MpOBKA H HAYHH HA NMPHJIOKEHHE

Jlo3upoBKa

Jlozara e eana kanka JIYOKOIIT B (KOHIOKTHBAJIHHMS CaK Ha) 3aCE€rHatoTO OKO/OYM JBA ITbTH
JIHEBHO.

To3u nekapcTBeH NPOAYKT € CTePHJIEH pa3TBOpP, KOHTO HE ChAbprKa KOHCEPBAHT.

[leduampuuna nonyiayus

EdukacHocTTa Ha KOMOMHMpaHaTa AOP30JaMHUI/TUMOJION pelenTypa Mnpu jeta Ha Bb3pact ot 0
10 18 roavuu He e ycraHoBeHa. be3omacHoCTTa npH eua Ha Bb3pacT ot 0 10 2 roauHH He e
yctaHoBeHa. (3a uHdopMalMs OTHOCHO Oe3omacHoOCTTa MpH MeJIHaTPUYHH MauMeHTH >2 U <6
ro/IMIIIHA Bb3pacT, BUKTE TOUYKA J.1).

HauyuH Ha npuiI0XKEeHHE

AKO M3MoJi3BaTe JApYyr JoKajeH jekapcTBeH npoaykt 3a oud, AYOKOIIT u np
MPOJAYKT TpsiOBa /1a ce nmpujarat Ha HHTepBaja OT MoHe 10 MUHYTH.
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[Mauuentute Tpa6Ba fa ca HHCTPYKTHPAHH Aa U30ArBaT KOHTAKTa Ha BbPXa Ha OYTHIIKATa C OKOTO
HJIH OKOJTHHTE CTPYKTYPH.

[MTaupeHTHTE TPAOBa Ja Ca HHCTPYKTHPAHH CHIIO TaKa Y€ pa3TBOPUTE 32 OYH, aKO C€ MAHHITYTHPAT
HEApaBUJIHO, MOTAaT Ja C€ 3aMbpPCAT OT OOmM OakTepud, M3BECTHH Y€ NPHUYHMHABAT OYHM
nadexd. CepHO3HO YBpEXIAHEe Ha OKOTO M MNOC/eBalla 3aryba Ha 3peHHe MOXe JIa ce MOITy4H
OT H3I0JI3BaHEe Ha 3aMBPCEHH pa3TBOPH.

IManuenTHTe TPAORA 1A Ca HHCTPYKTUPAHH KaKToO CJISABA.

[Tpemu mepBaTa ynorpeba, Mo rpoBepeTe Jajid Kanavkata Ha BHHT ChC 3all{HTEH NMPBCTEH HE ©
cuyrteHa. Torapa orTpuiiTe 34paBO Kalaykara HA BHHT CBC 3alMTHHA NMPBCTEH, 33 1a OTBOPHTE
OyTHnKara.

1. Ilpenn Bcgka ynorpeba, H3MuiiTe pbLETE BHHMATEIHO M CBAJleTe Kanaykara OT BbpXa Ha
oyrunkara. H30sreaiite KOHTAKT Ha BbpXa Ha OyTHJIXaTa ¢ NPBCTHTE.

HaTrHcHeTe HAKONKO MBTH 0OBpHaTaT2 HAAOMy OYTHIIKA, 32 Ja aKTHBHpATE NMOMIIEHHA MEXaHHU3bM,
AOKATO €€ MOKaXKe IThpBaTa Karka. 103W npoilec € camo 3a MbpBaTa ynorpeba ¥ Hama fa ObIe
HeoOXO0AHM 32 clieIBALIATE NIPHIIOKEHHA.

2. ITocTaBeTe nmajelia BEPXY HAKOHEYHHKA OTrOpe Ha OyTWIKATa M MoKasaliela BppXy OCHOBaTa Ha
Oyrunkara. ToraBa mocTaBeTe CpeJHHS CH NPBCT BBPXY BTOPHA HAKOHEYHHMK B OCHOBaTa Ha
Oyrunkara. 3aappexkre OyTHnkara 0ObpHaTa HAAOIY.

3. 3a ga uW3noA3BaTe, HaBEAETe IN1aBaTa CH JIeKO Ha3aJd W 3aApPBLXKTe Bbpxa Ha OyTHiIKaTa
BEPTHKATHO Had okoto cu. C nokasaseua Ha Apyrara pbKa, APBIHETEe AOINHMS Kleray JIEKO
Hagoay. [ToTy4eHOTO MPOCTPaHCTBO ¢e Hapu4a AOJICH KOHIOKTHUBANCH cak. M3b4rBaiTe KOHTAKTa
Ha BbpXa Ha 6yTunkara ¢ Baluure mpeuCTH WIH O4H.

3a [a TIOCTABUTE €/HAa KAlKa B JOJHMS KOHIOKTHBAJIEH CaK Ha 3aCErHAaTOTO OKO/OYH, HATHCHETE
3a KpaTKo H 3apaBo Bhpxy Oytmwikata. [lopagu aBTOMATHYHOTO [OO3HpaHE, MNPH BCAKO
HamOMIIBaHE Ce OTAENSA TOYHO €1HA Karlka.

AKO KankaTta He NnajaHe, Jeko pa3kjarere OyTHNKATa, 33 Aa MpPEMAaXHETe OCTaHajlaTa Kamnxa oOT
Bppxa. B TO3H ciryuaii noBTOpeTe CTHIKA 3.

4. Korato ce H3M0M3Ba HA30JMAKPHUMATHA OKITY3UA WM 3aTBAPAHE HA KIEMAYMTe 33 2 MHHYTH,
cHcTeMHaTa abcopOina ce HamangaBa. ToBa MOXe fa JOBeAe OO HAaMaNndBaHe HA CHCTEMHHTE
HeXKeNMaHU €(heKTH H Ja Ce YBEJIUYH JIOKAIHATa aKTHBHOCT.

5. Begnara cien ynotpeba 3aTBopeTe BhpXa Ha OyTUIKaTa ¢ KanavykKara.
4.3. Illporusonokazanng

JIYOKOIIT € npoTUBOIMOKA3aH MPH MALHEHTH C:

® CBPBXUYBCTBUTEJIIHOCT KbM €HATA WIH JBETEC AKTHBHH BEIIECTBA WIH KbM HAKOE OT
MOMOILIHUTE BEIECTBA, N3ObpoeHH B Touka 6.1;

® peaKTHBHO 3a00JIABaHE HA BB3OYIUHHUTE ITBTHINA, BKIIOUUTEIHO OpPOHXMaTHA acTMa MIH
HMCTOpHA Ha OpOHXHANIHA acTMa, WM OCTpa XpOHUYHa oOCTpYKTHUBHA 6enonpobHa OoecT;

e CHHYCOBa OpagMKap/iyst, CHHAPOM Ha OOJIHHS CHHYCOB Bb3€/l, CHHOATPHAICH OJ0ic-BFONg

WIIM TpeTa CTeNeH Ha aTPHOBEHTHKY/ApeH 010K, KOMTO HE Ce KOHTPONHpA 4 Wﬁ
M3fBEHA ChpAEeYHA HEAOCTAThYHOCT, KAPAHOTE€HEH IOK;

e ocrpa 6B0peuna HepocTaTEYHOCT (CrCl<30 ml/min) nnu xunepximopemMyy




[opHute ce 6a3zupaT Ha AKTHBHHTE BELIECTBA M HE Ca YHHUKAJIHH 33 KOMOHMHAIMATA.
4.4, CuensajiHg npeiynpexacHus H NPeANa3Hd MEPKH 3a ynorpeoda

Cucmemuu eghexmu

Bonpekd ue ce npwiara JOKaaHoO, THMonon ce abcopbupa cucreMHo. Ilopagm Oera-
afpeHeprHYHaTa cheTaBka, TUMONON, MOTaT ia BE3HHKHAT CHIHTE BUIOBE CHPACUHOCHAOBH,
GenofpoOHM W JApYrH HEXKeNaHH peakuud, HaOmIomaBaHM [IpU  CHCTeMHHMTE Oera-
afpeHeprydHd OJIOKMpally areHTH. Pa3snpoCTpaHEeHHETO Ha CHCTEMHHUTE HEXEINaHH PEaKIHH
crned JIOKaJHa O4YHa yrorpeba € mMmo-malika, OTKONKOTO 3a CHCTEMHOTO MpHnaraHe. 3a
HaMaJIIBaHe Ha CHCTEMHaTa abcopOuus, BHXTE TOUKa 4.2.

CvpoeyHOCBO081/ pecnupamopru peaKyuu

Cevpoeunu HapyuieHwt

[IpH mauMeHTH ChbC CHPAEYHOCHAOBM 3a00NaBaHHs (Hanp. KOPOHAPHO ChPACUHO 3abondBaHe,
aHrMHa Ha IIpuHIMeTan M ChpAeYHA HEOOCTAaTHYHOCT) M XUMOTEH3WBHa Teparmusa ¢ Oera-
OnokepH, T TpaOBa Ja ce OLEHW KPUTUYHO M J1a C€ NMPELECHH TepanHs ¢ JPYTrH aKTHBHH
peiecTBa. [laleHTH ¢BC CHPOCUYHOCHAOBH OoJlecTH TpaAOBa fa ce HaOMoJaBaT 3a NMPpHU3HALH
33 BJIOLLIABaHE Ha Te3H O0JIeCTH U 3a HEXKEJIAHH PEaKiivy.

[Topanu oTpuLaTenHid cH €PeKT BLPXY BPEMETO 3a POBOAHUMOCT, HeTa-0nokepure Tpadea na
CE MPHJIAraT camo ¢ BHHMaHHE MpH NMalMeHTH CbC ChpAcUEH ONMOK ITbPBa CTEMNEH.

Bacxynapnu napyuwenus

[TaLieHTH ¢ OCTPO CMYILUEHHE/HapyLIEHHE Ha NepudepHaTa LMpKyIauus (Hamp. ocTpy Gopmy
Ha OostecT Ha PeiiHo mnu cuHapoM Ha PeiiHo) TpaOBa a ce JieKyBaT ¢ BHUMaHUe,

Pecnupamopnu napywenun

PecrnpaTopHH peaklHH, BKIKOUYHTENHO CMBPT NOpaayd OpOHXOCIa3bM ITPH NMalMEHTH ¢ acTMa,
ca JOKJIaABaHH Cle/l NpWiaraHe Ha HAKOH O4YHH Oera-0ioKepH.

JTYOKOITIT TpsiOBa fma ce H3MON3Ba ¢ BHUMaHWE IPH NALMEHTH C JIEKa/yMEpeHa XpOHUYHA
obcTpykTuBHa HenogpodHa bonect (XObb) ¥ caM0 ako MOTEHUHATHATA MOJI3a NPEBBE3X0XK/A
[MOTCHLHAIHUA PUCK.

Heproopobru napyuieHua

To3u nekapcTBeH NPOAYKT HE € OHJI MPOY4YBaH MPH NALMEHTU ¢ YEPHOAPOOHU HapyILIEeHHA H
3aTOBa TpAOBa Ja ce npusiara ¢ BHUMaHHe NPy TaKKUBa MalUeHTH.

bvbpeynu napyuenus

To3u nekapcTBeH NPOAYKT He e Gui mpoyuBaH MpH NauUeHTH ¢ ObOpevHH HapylIeHMs H
3aTOBa TpAOBA [1a Ce TpHjiara ¢ BHUMaHHe Ipy TaKuBa NauueHTH. BrokTe Touka 4.3,

Hmynonozua u cepbxuyecmeumesiocm

Brnpeku 4ye ce npuniara JOKajdHO, TO3H JIEKapCTBEH IMPOAYKT MOXKE ]I
cucreMHo. Jop3onaMua cCbABpkKA CyI(GOHaAMUIHA Trpyna, KoOsTO

cyadoHamuaute. ETo 3aio, npy JOKATHO MPHUIOXKEHHE MOXKE Ia BBH3H
HEXKE/IAHW PeaklMH, OTKpPUBAHH B CHCTEMHOTO NpHEMaHe Ha CyJj(oHaM




OCTPH peakuwd kato cHHApoM CTHBBHC-IDKOHCHH M TOKCHMYHTA €MMICpMaliHa HEKpOJHu3a.
AKO BB3HHKHAT TIPH3HAUH HAa CEPHO3HH PEaKLMH WIH CBPBLXYYBCTBHTEJIHOCT, IpeKpareTe
ynotpebarta Ha TO3H Ipenapar.

JIoxkanHu O4YHH Hexenauud edekTH, nogoOHM Ha Te3d, HaOIOJaBaHH MpPH JOpP30JIaMHI
XMAPOXJIOPH KaIlKH 3a OuH, ca HaOMOZaBaHM C TO3H JIEKAPCTBEH MPOAYKT. AKO Bb3HHKHAT
TAKHBa peaKlUH, TpAOBa fa ce nmpeleHn npexbesaHe Ha Y OKOIIT.

Anaguraxmuunu peaxyuu

JHokato mpuemaT Oera-OnmokepH, MaUUEHTH ¢ UCTOPHA Ha aTONMHA WIH HCTOpPHS Ha OCTpa
aHahUNaKTHYHA peakuMs KbM pasIMdHH  aJIEPreHH, Morar Ja OpIaaT MO-peakTHBHH KbM
MHOIOKPAaTHOTO TpPEIU3BMKATENCTBO Ha TaKHBa alepreHd, M MOraT Aa He pearHpaTr KbM
HOPMAJTHUTE NO3H Ha aJPEeHATTHH, U3II0J3BAaHU 32 JIeUCHHE Ha aHaQHIaKTHYHH PEeaKLHH.

Cynvmemeaiuya mepanus

Honvanumennu eghexmu Ha unxubupanemo Ha xkapoaxxuopazama

TepanusrTa ¢ opanHd KHXHOUTOPH Ha kapboaHXHApa3a € CBEp3aHa C YPOJIHTHA3a B pe3yJITaT
HA KHCEIMHHO-OCHOBHH CMYIISCHHMA, 0COOeHO IMpH NaLMEHTH ¢ TMpeAuillHAa HCTOpPHA Ha
Ob0peuHH kKaMbHH. Bbnpekd ye He ca HabmoOaBaHH KHCEIHHHO-OCHOBHH CMYIUEHHS C
KOMOHHHpaTa OOpP30JaMHUI/THMONON pelUenTypa ¢ KOHCEPBAHT, HEYECTO € JOKJIaJBaHa
yponuriaza. Toit kato JYOKOIIT chabpika nokaneH WHXMOMTOpP Ha kapOoaHxuapasata,
KOWUTO ce abcopOupa CUCTEMHO, MALMEHTH C MpeAUIHA UCTOpHUS Ha OBOpeYHH KaMBbHH MOTAT
JIBa Ca B MOBHIIEH PHCK 34 YPOJIUTHA3a, AOKATO H3MOA3BAT TO3HU NEKAPCTBEH MPOIYKT.

Llpyzu bema-6aoxepun azenmu

EdexTsT BbPXY BBTPEOYHOTO HaNAraHe WM M3BeCcTHH edeKTH Ha cHcTeMHa Oeta-Onokana
MOraT fa ObAAT MOTEHLHAIHM, KOraro THMOJION C€ TpHiara Ha MalHeHTH, KOHTO Beye
MoJyyaBaT cucteMeH Oera-Onmokep. Peakiusra Ha Te3W NalMEHTH TpiaOBa na ce HaOMIO/aBa
orOm3o. M3anonssaweTo Ha ABa JIOKATHH Oera-anpeHeprudHM ONOKMpalM areHTd He ce
npenopbpyuBa (BIOKTE TOYa 4.5).

HanonssaHeTro Ha Aop30jaaMua M OpajlHM HMHXMOMTOpM Ha KapOoaHxuapasara He ce
NpenophrYBa.

IIpexvceane Ha mepanusma

Kakto npu cucTeMHHTE O€Ta-0/IOKepH, aKO MPEKBCBAHETO HA OYHHA THMOJION € HE0OXO0AMMO
Mpy NAalMeHTH ¢ KOpoHapHa OoNlecT Ha CBpPLETO, TepanHaTra TpsbBa Oa C€ IPEKbCHE
MOCTENEHHO.

Honvanumennu epexmu na bema-bagxadama

Xunoznuxemusi/ouabem

Bera-6nokepure TpsabBa ga ce nMpuaarat ¢ BHUMaHHWE MPU NaUMEHTH, NPEOpAa3oOIOKEeHH Ha
CNIOHTaHHA XUIMOTNIMKEMHUSA HIIM MMaLHEeHTH ¢ 1abuned auadet, ThH Karo Oera-Onokepure Morar
71a 3aMaCKHpAT NpU3HALKMTE H CHMIITOMHTE HA OCTPa XHIOTJIIHKEMHS.

bera-6nokepure Morar nga MacKHpaT CBIMO Taka [pH3HALlW Ha
BHe3armHoTO NpeKbhCBaHe HA TepanuaTa ¢ Oera-Onokepy Moxe Ia YCKOp
CUMIITOMHTE.




Xupypauuna aHecme3sus

Ounu npenapati Ha O6eTa-0lokepu Morar Ja OJoKUpaT CUCTEMHH eeKTH Ha OeTa-arOHKHCTH,
Hanp. aJpeHaMH,. AHecTe3HONOTET Tpa6Ba ga 6Bac MHPOPMHUPAH, KOraTo MAIMEHTA NpHeMa
THMOJIOJ.

Tepamusira ¢ 6eTa-610KepH MOMe Aa BIOIH CUMIITOMHUTE HA MHAaCTEHHUA IPaBHC.

Ounu eghexmu

KOHTpPONBT HA TAUMEHTH C OCTPa TECHOBIBIHA [JIAYKOMa M3HCKBA TepalneBTHYHH
WHTEPBEHLIMH B ACIBIHEHHE KbM OYHHUTE XMIIOTEH3HBHHM areHTH. TO3H TeKapcTBEH NPOOYKT
He € NpPOYYBaH MPH MaLMEHTH ¢ OCTPa TECHOBI'BJIHA ITIayKOMa.

KopHeaneH oTok ¥ HeoOpaTHMa KOPHealHa ASKOMIEHCAlMA ¢a JOKNaABaHH NMpH MalHEHTH C
IpeAH TOBa CHIUCCTBYBAIM XPOHUMHH KOpHEATHUW Je(EKTH WIIH HMCTOpHA Ha BRTPEOYHA
XMPYpPrHf, KOTrato H3Noa3BaT Jop3ojamMua. MMa yBenwdeH moTeHUWan OT pa3BHTHE Ha
KOPHEaJIeH OTOK NpHM TMauueHTH C HUCHK Opoil Ha eHjoTenHy KieTkd. Ipsidsa ma ce
npeinpyUeMar mpeanasHu Mepkd, korato ce npeanucsa Y OKOIIT Ha Te3d rpyny NaldeHTH.

Omnensane Ha xopuooesma

OtnenBaHe Ha XOpHOAEATa € JOKIANABAHO IPH IMpWIaraHe Ha TeyHa CyMnpecaHTHa Teparus
(Hamp. THMOJION, alleTa3oNiaMH) ciel GUNTPAlHMOHHH [TPOLEAYPH.

Kopueanuu 3abonasarus

Ouuu Oera-OMokepy Morar Ja npeau3BUKAT cyxoTa Ha ouute. IlaieHTH ¢ KOpHEaTHH
3aboJiaBaHua TPAOBA 1A ce JIeKYBaT ¢ BHUMAaHUE.

Kakro npu H3MON3BaHETO Ha APYrd AHTHIVIAYKOMHHM JIEKapCcTBa, MPH HAKOH MALIMEHTH Ce
AOKJIA/IBA HAMANICHA PEaKTUBHOCT KbM OUHHUS THUMOJIONA MAJIEaT ClIe] MPOAL/DKHUTE/IHa TEpaIH.
[Ipu KNHMHUYHKM TIIpoyuBaHHA, o0ade, B kouTo 164 manmeHTH ca OWIM IpOCIEeIeHH B
MpOAB/DKEHHE HAa MOHEe TpWU TOAMHM, He ce HabmoJaBa 3HAYUTENHA pPa3lHKa B CPEeAHOTO
BHTPEOYHO HANAraHe CJieli MbPBOHa4YaIHAa CTadKnM3aLu.

Vnompeba na konmaxmnu newiu
To3u nekapcTBeH MPOAYKT He € O IIpOyUBaH NPy NalMeHTH, KOUTO HOCAT KOHTAKTHH JISLIH.

Cnopmucmu

Ynotpebara Ha JIY OKOIIT Moxe na aaae NOJOXKUTENHH PE3YITATH NPH AOTIHHI KOHTpOa.
lleouampuuna nonyaayus
Buxre Touka 5.1.

4.5. BsaumoaelcrBHe ¢ [IpYrdH JeKAPCTBEHH MNPOAYKTH H ApyrH ¢opMu Ha
B3aAMOJeHCTBHE

He ca nposexnanu npoyusaHud 3a B3anMoaeiicteus Ha JITY OKOIIT.
B KMTHHHYHO NpoyuYBaHe, JOP30NAMHI/TUMOIO pelUenTypa € U3MOoI3BaHa eQMQE

CNeIHUTE CHCTEMHM JieueHHs, Oe3 J0Ka3aTeJICTBO HAa HEXeNaHd B3auMOY
UHXHOMTOpH,  Onokepn  Ha  KaJlUMeBHas  KaHal,  JUYPETHLH,




NPOTHBOBB3MAINTE/IHH CPEACTBA, BKIIOYUTEIHO ACIMPHUH, U XOPMOHHM (Hamp. e€CTpOreH,
HUHCYJIUH, THPOKCHH).

MMa noreHupan 3a aguTHBHH €(QeKTH B pe3ysiTaT Ha XHMOTEH3Ud WWIM H3pa3cHa
OpanMkapaus, KOraTto O4eH pasTBop Ha Oera-Onmokep ce mpunara €IHOBPEMEHHO C OpalHH
6IOKEpH Ha KaJILMEBHA KaHAT, JIEKAPCTBA M3TOLIABAIUYM KAaTEXOJAaMHHOBHTE Jena win fera-
aipEHEPTHYHN OJIOKUpAINU areHTH, aHTHAPHTMHYHH JIEKAPCTBA (BKIKOYHTEIHO aMHONAPOH),
AUTHTAJIHH TJIIOKO3HOH, NapacHMIATHKOMHUMETHLIH, FTBAHECTHAHH, HapKOTHULM H
UHXUOHUTOPH Ha MOHOaMHHOKCcHAasaTa (MAQ).

[Totenmupana cucremHa Oera-Onmokaga (Hamp. HaMalleH CbHpAEYECH PHUTBM, OENpecHd) ca
OOKJIaaBaHH TIpu koMOuHMpaHOTO nedyenHe ¢ CYP2D6 wuxuOuropym (Hanp. XHMHHIMH,

GITYOKCETHH, MAPOKCETHH) U TUMOJIOJ.

Brnpekn ye kOMOMHHpAHATA AOP30JaMHA/TUMOION pelenTypa ¢ KOHCEPBAHT CAaMOCTOATEITHO
AMa MankK HIH HAMa edekT BbpXY pa3Mepa Ha 3¢HMLATa, [TIOHIKOra ¢e IOK/IaJBa MHaapa3a B
pe3yJITaT Ha eIHOBpEMEeHHaTa yrnorpeba Ha o4HH 6eTa-05okepH u aapeHanyH (enuHedpHH).

bera-0nokepHTe MOrart na yBeW4YaT XUNOTTHKEMUYHIA €beKT Ha aHTHIHA0Ee TUYHHUTE arcHTH.

Opannu 6era-aapeHepriHd OJOKEpH MOraT aa U30CTpAT rebound XuUnepreH3Hs, KOATO MOXe
na crieBa NpeKbCBaHeTO Ha KIIOHHIHH.

4.6. PeprHanTET, OPEMEHHOCT H KbPMEHE

bpemennocm

JYOKOIIT He TpabBa na ce W3NOA3Ba M0 BpeMe Ha OpeMEHHOCT.

HopsonaMua
HamMa agekBaTHH KIWHHYHH JaHHHM 33 €KCIOHMpaHH OpeMeHHOCTH. Ilpy 3aiim, nop3onaMun
BOJIH IO TEPATOreHHH €(PEKTH B MATEPHOTOKCHYHH J103H (BYDXKTE TOYKa 5.3)

Tumonon

HsaMma amekpaTHH JaHHH 3a ynorpebara Ha THMOMOJA INMpU OpeMeHHH >KeHU. Tumonon He
TpaOBa ma ce MU3MOJ3Ba IO BpeMe Ha OpEeMEHHOCT, OCBEH aKO He € ACHO HeoDxoaumo. 3a
HaMaiaBaHe Ha cUcTeMHaTa abcopOLus, BIDKTE TOYKa 4.2.

EnnaeMHOAOTHYHHTE MpPOyYBaHHA He ¢a OTKPHIH e(deKTH Ha ManpopMauMs, HO IOKa3Bat
PUCK OT HHTPAYTEPMHHO HM30CTaBaHE B pacreXka, korato 6era-0okepy ce npuemMar 1o opajieH
nT. B OgonmbnHeHHe, mnpuM3Hau B cUMOTOMHM Ha Oera-Onokana (wanp. Opanvkapnusd,
XHITOTEH3HA, peCIUpATOpEeH IMCTPEC U XHUIOTJMKEeMHUsS) ca HaO/loJaBaHH B HOBOPOAEHOTO,
korato Oeta-Onokepu ca MpHEMaHHU A0 PakKIAHETO. AKO TO3HU JIEKAPCTBEH NMPOAYKT CE npHiara
N0 paKAaHEeTo, HOBOPOAEHOTO TpsAbBa Aa Obae HabmoaaBaHO BHMMATENHO Npe3 IBPBUTE AHU
OT »KHBOTA.

Kvpuene

He € wu3BecTHO Mdand AOp30JaMHI Ce€ OTHeNA ¢ 4oBellkata kbpma. HamansgBaHe Ha
HapaCTBAHETO HA TEJECHOTO TErl0 Ha MpHILIoNHMTE ce HabmawaaBa NMpU KbpMEIH IUTBXOBE,
MPUEMALLN IOP30aMH.

bera-OnokepuTe ce OTIOEAT ¢ KbpMara. [IpM TepaneBTHYHH 03U HA TUMOJIO}
obaye, He € BEpOATHO Ja HMMa OOCTAaTHYHHM KOJIHYECTBA B KbpMara, 3a / R PPE;
KIMHHYHUA CHMIITOMH Ha Oeta-Onokana rpd aerero. 3a 1a ¢e HaMaJli CHCTE, |
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BrxTe Touka 4.2. Ako e HeoOxoaumo neueHue ¢ JAYOKOIIT, Torasa He ce mpenopbhyBa
KbpPMEHE.

Depmuarumem

MMa gaHHH 3a BCAKa €1HAa OT aKTHBHHTE ChCTaBKH, HO He W 3a ¢UKCHpaHaTa koMOHMHaIMA HA
AOPp30NaMHMI XUAPOXAOPHUA U TUMOAON Manear. IIpH TepaneBTHYHH 203H Ha TO3H JICKapCTBEH
[MPOAYKT B KANKHKTE 3a OUH, 00aye, He ce oyakea e(eKT BEpXY (epTHIIHTETA.

4.7. EbexTn BBpXY cnocoOHOCTTA 3a modpapase u padora ¢ MAlIHHH

He ca m3sbpuiBaHM npoyupaHus 3a edexTHTe BhpXy crocobHOCTTa 3a modupare u pabora ¢
MaumHu. JTYOKOIIT uMa HHIOOXKHO BJIIMAHHE BBPXY cniocoOHOCTTa 3a miodupaHe U paboTa ¢
MAIlHHH: OOWIO ¢ APYrH OYHH [perapaTH, HakanBaHeTO Ha Kalkd 3a OYM MOXe Ja
NpeAM3BHUKa TIPEXOJHO TOMBTHABAHE Ha 3pEeHHETO. JIOKaTo TOBAa OT3BYYH, MNALIMEHTHTE HE
TpaOBa 1a mwodupat Wik paboTAT ¢ MAlHHH.

4.8. HexelaHH JEKAPCTBEHH PEAKIIHH

B wimHeyHO nipoyuBaHe Ha  koMOuHMpaHata  peuenTypa 0e3  KOHCEpBaHTH
AOP307aMAJ/ TUMOJTON, HabMoJaBaHUTE HekeNlaHW PEaKlWH ca B ChIjlacHe ¢ OHE3H, KOHTO ca
ACKITAJBaHM MPEOH TOBA 3a KOMOMHUPAHATA peLenTypa ¢ KOHCEPBAHTH JI0P30JaMMI/ THMOJION,
JOP30JIaMHKI XHAPOXIOPUA W/ HIM THMOJION MaJiear.

[To Bpeme Ha KIMHUYHHA TpoyuBaHus, 1035 namueHTH ca nexkyBaHM ¢ KOMOMHMpaHaTa
pelenTypa ¢ KOHCcepBaHTH Aop3onaMuy/TuMono. [Ipubnusurento 2.4% ot BCHUKH NMaliHeHTH
[MpEKbCHAXA TepanuaTa ¢ KOMOHHHpAHATA pelenTtypa ¢ KOHCEPBAHTH JAOP30JaMU/ THMOIO]
nopaayd JIOKATHH OYHM HEXETaHW peakuuy; npubnusutenHo 1.2% oOT BCHYKU MALIHEHTH
NpEKbCHAXa MOpaAay JIOKATHH HEXEJIaHW peaklMH, Tpeanonaramy aineprus Wid
CBPBXYYBCTBHTENHOCT (KATO BBL3MANICHHE Ha KIienavya U KOHIOKTUBUT).

KomOuHupanaTa pelienTypa 0e3 KOHCEPBaHTH JOpP30JaMUA/THMONIO/ C€ OKa3Ba 4e MMa
nogoben mnpodun HA Oe3omacHOCT HAa KOMOHWHHpaHaTa peLenTypa ¢ KOHCEPBAHTH
OOP30JIaMH/THMOJIONT MpPA  IOBTOPHO  AO3HpAIlO, ABOHHO-MacKHpaHO CPaBHHTEJIHO
[POYYBAHE.

Tumonon ce abcopbupa B CHCTEMHOTO KpbBooOpauieHue. ToBa MOxe Ja mpead3BHKa
nogooHM HexenaHd eQeKkTH, KaKBHTO c€ HabmonmaBaT MNpH CHUCTEMHUTE Oera-O5ioKepH.
MHUMOEHTHOCTTa OT CHCTEMHH HE)XE/laHM JIEKApCTBEHHW peaklUMHM CJIeX JIOKATHO OYHO
NPHIOKEHHE € MO-MaJlKa, OTKOJKOTO CHCTEMHOTO TPUITOKEHHE.

CnegHdTe HeKeJaHH peakLMH <¢a JOKNaJBaHH npH KoMOMHMpaHaTa peuenrtypa ©6e3
KOHCEPBAHTH [OP30/IaMHI/THMOJION WIM €IHa OT HefHUTEe CBLCTAaBKM IPH KIMHUYHO
[POYYBAHE WY B OMHUTA CAeH [TyCKaHe Ha rnasapa:

Heowenanume peaxyuu ce xamezopusupam no Hecmoma kaxmo caedsa: Muozo uecmu:
(<1/10), ecmu. (<1/100 oo <1/10), Hewecmu: (<1/1 000 oo <1/100), u Peoku. (<1/10 000
oo <1/1 000), C neuzsecmuna vecmoma (om naiuuHume OaHHu He Modice 0a bvoe HanpageHda
OYEHKQA)

Cucmemer Peyenmypa Mnozo | Yecmu Heuecmu
Op2aHeH Kaac yecmu

(MedDRA)

HapyweHus Ha | Kombunupasa




HMYHHATa CUCTEM2 | OOP30JIaMuL/ CHMITTOMH HAa
TUMOQJTION CUCTEMHH
peuenTypa be3 arepruiHy
KOHCEPBAHTH PeaKLMH,

BKJTIOYMTENIHO
aHTrAoeAeMa,
YPTHKapHs,
NPpYPHTYC,
oOpuBs,
aHa(pHIaKCHd
TuMonon NPH3HALA M | IPYPHTYC
MaJieaT KalkH CHMITTOMH Ha
3a_04M, CHCTEMHU
pa3TBOp alTepPrudHU
PeaKkLMH,
BKTKOYHTENHO
aAHrHoOeHeMa,
YPTHKapH4,
JIOK&TH3HpAH W
reHepaan3upas
oOpuBs,
aHa¢HIaKCHA

Hapyuienus Ha | TUMOJO XHUMOrAUKEMH

mMeTabou3IMa M | Maj1eaT KalKy 1

XPaHeHeTO 33 O4H,
a3TBO

TTCHXHUYHHU Tumonon nenpecua* Oe3cpHHE*, XaltOLMHALUH

HapyLICHUSA MaJieaT Kallku HOLIHH
3a O4MH, KolmMapu*,
pa3TBOp 3ary0a Ha

ramMeT

Hapyuenus Ha | Hopaonamun r;1aso0oIM 3aMadiBaHe*,

HEpPBHATA CHCTEMA | XWAPOXJIOPUL e* napecre3us™
KalKy 3a 04U,
pa3TBOp
Tumonon rnapobonu | 3amaiBaHe™, | mapecte3us*,
MATEAT KaNkH e* CHHKOI* YBEJIHYCHH
33 O4H, NIpU3HALH W
paszTBop CAMITOMH HAa

MHACTEHHUA
rpaBuUc,
HaMaJIEHO
nuduno*,
epebpo-
BaCKyJlapeH
UHIUJEHT™,
tepebpanHa
HCXEeMHA

HapyiueHnus Ha | KomOHHUpaHa | mapeHe | KOHIOKTHUBa

OUMTE gopsonamMuy/ | H JIHa
TUMOJIOJ CMBACH | HHKEKLIMA,
pelienitypa 6e3 | e 3aMBIJICHO
KOHCEPBAHTH BH)KAAHE,

€epo3us Ha

KOPHEATA,




cepbex Ha

OYHTE,
CBJI3EHE
Hop3onamun BH3NAJIEHH | HPHAOLMKIAH | pa3Agpa3sHEHHE | ycelllaHe  3a
XHAPOXJIOpHA € Ha O4yHpuA | TF BKJTIOYBAILQ qyKAO TANO B
KAOKH 332 OUH, Kaenay*, 3ayepBiBaHe®, | OKOTO,
pPa3TBOpP pa3fipa3He Oonka*, doTododus
HHe Ha obpazyBaHe Ha
OYHHA KpycTH¥,
Kienay™* IpeXxo/IHa
MHOITHA (KOATO
OTIIYMSABA IIpH
NPEKLCBAHE HA
TepanuaTa),
NOAYyBaHE  Ha
KOpHesTa*,
O4YHa
XHIIOTEH3HA *,
OTAENBAHE Ha
XOpOUAEeATa
(cnen
GuwITpallMOHHA
xupyprus) *
TuMoJton NpU3HALKH | BU3YaITHH NTO3a, cBpOeK,
MANIEAT KAMKY H CMYILEHHUS JUILIOTIHA, CBJI3CHE,
3a OYM, CUMIOTOMH | BKJIIOUHTENH | OTJIEMBAHE Ha | 3a4E€pBSBaHE,
pa3TBOp HA  O4YHO | O peTHHaTa cneq | 3aMbIJIeHO
Bb3MaJleHd | pepakTUBHU | QHITPALMOHHA | BHXKIAHE,
e, NPOMEHH XUpyprus* €po3ud Ha
BKJAIOYBall | (mopaaM (BIDKTE KOpHeATa
0 NpeKLCBaHe | CIeLMaTHHTE
Onedapur* | Ha NpeayNpEXKIAEH
, Kepatur®, | MUOTHYHATA | HA H
HMAalleHa Tepanks B | Npeana3Hu
YYBCTBHTE | HAKOH MEpPKH np1
JHOCT Ha | CIy4aHn) yriotpeba B
KOPHEATA, TOYKa 4.4)
U CyXH
oun™*
Tumonon IIYyM B yLUHTE*
Hapyumienud Ha | MameaT Kanku
YXOTO U | 32 OYH,
nabupuHTa pa3TBOp
CppoevHu Tumonon Opanukapnus | rpeaHa Gonka*, | aTpHoBeHTpH-
HapyIICHHUA MaJieaT KanKu * cbpuebueHe®, | kynapexn OOk,
34 OYH, eaeMa*, ChpaevuHa
pasTBOp apHTMUA ™, HEIOCTATRYHO
3aCTOHHA CT
ChplevHa
HEe1OCTaThY
T*,
apect*,
Chpje
Jlop3zonaMuao

B




XHIPOXNIODHIT

KaIlKH 34 O'H,

pa3TBOP
Cba0BH Jlop3onaMuao XHITEPTOHHSA
HapYIICHUS B
XUAPOXIIOPH
KAIKHy 33 04,
pasTBop
Tumonon XUTIOTEH3HA ¥,
MaJleaT KanKu HAKYLIBaHE,
33 QUM, (¢peHOMEH  Ha
pa3TBOp Peiino™,
CTYACHH PBLE
M kpaka*
PecniupaTopHu, KoMbunupaHa CUHY3UT HEJIOCTUT  Ha
I'phAHH M | Jop3onaMua/ BB3AYX,
MEeAHACTHHAIHHU THUMOJION NUXaTeHa
HapyLIEHH pelienTypa 6e3 He0CTAaThYHOC
KOHCEPBRAHTH T, PUHUT,
PAAKO
OpoHXOCTIA3BEM
Hop3onamun enucraxcuc* OUCITHEA
XHAPOXIIOPUI
KAllkH 33 OYH,
pa3TBOp
Tumonon OACTIHES ™ OpOHXOCNA3 LM
MaJjieaT Kalku (npeaIuMHO TpPH
38 QYH, NaUMEeHTH c
pasTBOp IIPEAHIITHO
OpOHCXOCNACTH
4YHO
sabonsaBane) *,
JdXarenHa
HEIOCTAaThYHOC
T, Kanutana*
CromamHo-upeBHH | KomOuHHpana | aucreys
CMYIUEHUA popsonamuny/ | uA
THMOJION
peuentypa 6e3
KOHCEPBAHTH
XUAPOXAOpHUA raacHe™ BH3NATICHHE HAa
KamnKH 3a O4H, I'bPJIOTO,
pa3TROp CyXOTa B
ycrara*
Tumonon rajgeHe™, OUApHA, CYXOTa | AHCTey3HA,
MajleaT Kalku nucnencua* | B ycrara* CTOMAIIIHA
33 OUH, OouiKa,
pa3TBOp NOBpbillaHe
Hapylenus Ha { KomMOuHupaHa KOHTaKTEH
KO»KaTa U | ZOp30jaMHuiy ICpMAaTHUT,
MOJAKOKHATA ThbKaH | THMOJION CHHAPOM
peuenrtypa 6e3 CTHBBH
KOHCEPBAHTH JxoHC




enuaepManta

HEKpOaM3a
Hop3onaMus obpup*
X XJ10 ~
KanKku 3a O4H,
Da3TBOp
Tramonoun ajoneuns ™, KOXeH 00puUB
MaJleaT KarkH ncopuasudopm
338 OYH, eH oOpuB WIH
pa3TBOp ex3auepdaus
Ha NCoOpHa3uc*
Hapyimenua Ha | TuMonon CUCTEMEH MHaNTUA
MYCKYJTHO- MajieaT Kariku YTy C
CKEeJeTHa CHCTEMA | 3a OYM, €pPUTEMATO3YC
M CHEIOMHUTETHATA | pa3TBOp
THKaH
Hapyiuenus Ha | KombuHupana ypOJIUTHA3a
6nOpeuute M | pop3onamuy/
MHKOYHHTE TAMOJION
MBTHIIA peilienTypa 6e3
KOHCEPBAHTH
Hapyirenus Ha | TuMoJion Oonect Ha | CEeKCYJIHA
BB3TIPOM3BOAUTENIH | MajleaT KalkH TleAponu™, JUCYHKLUA
aTa CHUCTeMa H | 33 OYH, HaMaJICHO
rbplaTa pas’TBOp nubuno
Obwn Hapywenus | JopsonaMun acTeHHUs/
H edekTH  Ha | XHIAPOXIOPUI ymopa*
MSCTOTO Ha | KaflK¥ 33 OYM,
MPUIIOKEHHE pasTBOp
Tumomnon acTeHUS/
MaJieaT Karnku ymopa*

3a O4YH,

PA3TBOPD

* Te3d HEXENaHW peaklIuH ce HabMoNaBaT ChLUO Taka IPU OMHTA Clie], [MyCKaHe Ha ra3apa Ha
KOMOMHHpaHaTa AOP30JIaMHI/ THMOJION peUeTTypa C KOHCEPRAHTH

** JTonbJIHUTENIHH HeXXeJlaHH peakUMH ¢ Habmopapat npd ovHu Oera-0/ioKepH ¥ MOTaT NOTEHUHAITHO
[ia BL3HHKHAT ¢ KOMOMHapaHaTa Oop30aMil/ THMOON pelenTypa 6€3 KOHCEPBaHTH

Crob1iapaHe Ha NONO3UPAHN HEXKETAHN pPeakLIuU

C1Ho0OLIaBaHETO Ha NMOAO3UPAHH HEXENAHU peaKIMH cllel] pa3pellaBaHe 3a ynorpeda Ha neKapCTBEeHUA
NPOAYKT € BaxkHO. TOBa MO3BOMNABA Aa NPOABIDKH HabMIOACHHETO HAa ChOTHOLIEHHETO MOJ3a/PUCK 32

JIEKAPCTBEHUA NPOAYKT. OT Me AMIMHCKUTE CNELUATIMCTY Ce H3MCKBa Ja ChOOINaBaT BCAKa
1003HpaHa HeXKellaHA peaklns Ype3 HAUHOHAIHA CUCTEMA 3a ChoOIlaBaHe:

N3nbHUTENHA areHUu 110 JIEKapcTBaTa

yn. Jaman I'pyes No 8

1303 Codus

Ten. +359 2 890 34 34

www.bda.bg




4.9. Ilpenoznpane

Hsama massg 3a Xopa Mo OTHOLOEHHE Ha MpeAo3vpaHe Ype3 HEBOIHO WIM YMUILUIEHO NOMNTbilaHE Ha
KoMOHMHapaHaTa A0p30JIaMH/THMOION peLienTypa 0e3 KOHCEPBAHTH.

CUMIOTOMHU

MMa ¢cro0IIEHH 38 HEBHUMATETHH MPEAO3UPAHHS ¢ TUMOJIONOB MajieaT pa3TBOp 3a OYM, BOAEIUH 0
cMcTeMHM edekTH, moAoOHH Ha OHe3W, HabyonaBaHu npHM CUCTEMHH Oera-aapeHepruvyHH Onokepd,
KATO CBETOBBPTEXK, IaBobonve, HEOOCTUT Ha BB3AYX, Opamukapiaus, OpoHXOCHa3bM M CBpACYEH
apect. Haii-o01mure nmpu3Halld ¥ CHMIITOMH, KOHTO MOraT Ja ca O4YaKBaT IpH Npeao3upaHe Ha
AOP30/IaMH Ca ENEKTPONIMTEH AucOanaHc, pa3BUTHE Ha alMOOTHYHO ChCTOSHHE H BB3MOXHO e(eKTH
BBPXY HEHTPAIHATA HEPBHA CHCTEMA.

Hma caMo orpanuyeHa uH$OpMalldsg Mo OTHOIUCHWE HA MPEeIO3MpaHe MPU XOpaTa MPH HEBOIHO HIH
YMHIILUIEHO TNOTABIIAHE Ha [Op30iaMyul XUApoxnopud. CBHIMBOCT € JOKIAABAHO TPH OpPAaJHO
nornewane. [Ipy mokanHo MpHIOKEHHE ce AOKIAABA CIETHOTO: raJeHe, CBETOBBPTEXK, rnasobonue,
yMOpa, aHOMAITHY CEHMINA U AHCGAarus.

JledyeHue

JIeuenuero TpaOBa Aa ObAe CUMITOMATHYHO H NOAABPXxaIO. Tpsabea aa ce HabnwaaBaT cepyMHHUTE
€NeKTPOJIUTHH HUBa (0cOOEHO KanueBuTe) U HUBOTO Ha pH B xpEBTa. M3CnenBaHMaTA Ca NOKa3anHy 4ye
THMOJIOJI HE ¢ QUAITA3HPA JIECHO.

5. @®APMAKOJIOIrHYHH CBONCTBA
5.1. @PapMaxkoIHHAMHYHH CBOHCTBA

(dbapMakoTepaneBTHYHA rpyna: AHTUITIAyKOMHH NpenapaTtd H MUOTHUIM, Oera OOKHUpallH areHTH,
Tumonon, komouuauuu, ATC koa: SO1EDSI

Mexanuzvm na oelicmsiue

HYOKOIIT cuabpxa nABe CHCTABKH: AOP30JIAMUAOB XHUAPOXJIOPHA H TUMOJIONOB Masear. Besika eHa
OT T€3H [IBe€ CHCTABKH HaMaliABa TMOBMINEHOTO BBTIPEOMHO HAIAraHE KATO HAMAaJIABAa CEKpELHATa Ha
BLTPEOYHATA TEYHOCT, HO IO MPABAT € pa3NHyeH MeXaHHU3bM Ha NEHCTBHE.

Jlop3oiaMHI XMIPOXJIOPUA € MOLIeH HHXUOUTOp Ha domellkata Kapboanxuapasa II. Muxubupanero
Ha KapOoaHXHApa3ara B LIWIMAPHHUTE Telllla HA OKOTO HAMAIABA CEKpeLMATa Ha BHTpEeOYHa TEYHOCT,
HaBSIpHO upe3 3abasaHe obpa3yBaHeTo Ha OMKapOOHATHH MOHU ¢ nocrensalla peaykLms B HaTpHEBUs
H ayuned TpaHcrmopT. TUMONION MalieaT € HE CENEeKTHBEH anapeHeprudeH Onokep. ToOYHMAT
MeXaHH3bM Ha AeHCTBHE HA THMOJION MajleaT 3a HaMA/IBAHE HAa BBLTPECOYHOTO HAMATAHE HE € SCHO
YCTAHOBEH 3a cera, BBNIPEKH 4e H3cnedBaHusa ¢ (Quryopo¢oTOoMeTpus M TOHOrpadua AOIyCKatr, 4e
HEroBOTO AOMHHHPpAINO ASHCTBHE € CBBP3aHO C HAMAJIABaHE Ha 00pa3yBaHEeTO Ha BLTPEOYHA TEYHOCT.
[Ipu Haxkom npoy4yBaHus, obauye, ce HabmojaBa cyabo mMoBHIIABaHE HA YBEOCKIEpPAIHHS OTTOK.
KomOuHMpaHUAT edeKT Ha Te3H [JBa areHTa BOOY OO0 JONBIHWUTEIHO HAMalABaHe Ha BHTPEOYHOTO
Hanarade (BOH) B cpaBHEeHHE ¢HC CAaMOCTOATEIHOTO NPMUIAraHe HA BCSAKA €JHa ChCTaBKa.

Cnen nokanHo npuiaoxenue, [JYOKOIIT namansBa yBeIH4E€HOTO BBTPCOYHO HaNAraHe, HE3aBUCHUMO
NaJTH € CBBP3aHO ¢ IJIayKoMa WId He. YBeJIHYEHOTO BETPEOUYHO HANIATaHe € YJIaBHHA PUCKOB (pakTop B
MaToreHe3aTa Ha yBpeXJaHEeTO Ha ONTUYHHA HEPB H 3aryba Ha BH3YATHOTO NOJE NOpald riaayKoMa.
To3u nekapcTBeH MNPOIYKT HaMalisiBa BbTPEOHHOTO HajsiraHe Oe3 oOlUWTE HEXeNaH
MUOTHLMTE KaTO HOLUTA CJIENOTA, CHa3bM HAa aKOMOAALUATA U KOHCTPUKIIUA Ha Maruia
IYOKOIIT ca kxanmxu 6e€3 KOHCepBaHT, pa3TBOp KOWTO c€ JOCTaBd B MHOIroI
BKIIOYHUTENIHO O€3Bb3AYIIIHA MOMIA.




DapmaKoQuUHAMUNHY ehexmu

Knunuunu echexmu

KnHHUYHM NIpOy4BaHUA C BpeMeTpacHe A0 15 Meceua ca NnpoBeNeHH, 3a Ja Ce CpaBHM HaMallgBalll-
BOH edekr Ha koMOuHHpaHaTa JOp301aMi/TUMONON pellenTypa 0e3 KOHCepBAHTH JBa ITETH JHEBHO
(103MpOBKa CYTPHH W Beyep) Ha CaAMOCTOATENHO H €JHOBPEMEHHO npunarade Ha 0.5% TUMojon M
2.0% pop3onaMua NpH MNalMeHTH ¢ TIIYKOMa WM O4HA XMUIIEPTEH3WsA, 34 KOHTO eJHOBpeMCHHaTa
Tepanus ce CMATa MOAXOAAIlA B ONUTHTE. T1OBa BKIIOYBA HE JIEKYBaHH NMALMCHTH M MALMEHTH
KOHTPOJHMpPAHH HeaJeKBaTHO C MOHOTeparnua ¢ THMONoA. MHO3HHCTBOTO OT MAaLMEHTUTE Ca JIEKYBaHH
¢ nokanHu Oera-OnokepHa MoOHOTepanud Mpedd BKJIIOMBaHe B IpoyuBaHeTo. B aHanus Ha
KOMOMHMpaHH mpoyuBaHua, Hamangsaml-BOH edexkr nHa komOMHHpaHaTa IOpP30JIaMHA/THMOMOI
peuenTypa 6e3 KOHCEPBAaHTH [Ba ITbTH AHEBHO € MO-FOJIM OT TO3H Ha MOHOTepamusara ¢ 2%
nop3osiaMuj TpH TBTH JHeRHO WM (0.5% TuMonon aea neTH gHeBHO. Hamangsammar-BOH edekr Ha
KOMOHHHpaHaTa JOP30JaMI/TUMOJION PELENTYpa ¢ KOHCEPBAHTH [iBa MMETH AHEBHO € €KBHBAICHTECH
Ha TO3M Ha eTHOBpPEMCHHATA TEpanua ¢ AOP30JlaMUI IBa IObT AHEBHO H THMOJION ABa ITBTH JHEBHO.
Hamanssaimuat-BOH edekT Ha koMOMHMpaHara J0p301aMU/ THMOJION peLenTypa ¢ KOHCEpBaHTH IBa
NBbTH JHEBHO € HEMOHCTPHpAH, KOraTo ¢€ M3MEpBa B PalidYHU TOYKH OT BPEMETO Npe3 ACHA H TO3M
eheKT C€ NOMIBPKA NPH ABITOCPOYHO NPHITOKEHHE.

B axTHBHO Jle4eOHO KOHTPOIHMpAHO, MapalieiiHoO, ABOMHO MAaCKMpPaHO MpOy4YBaHe Ha 261 malMeHTH ¢
NMOBHMILIEHO BBLTPEOYHO HansraHe >22 mm Hg B eaHoTo wiM IBere oud, KOMOHHHpaHaTa
JOP30MaMU/TUMONION  pelenTtypa 0€3 KOHCEPBAHTH npuTexxaBa HamangBam-BOH  edexr,
EKBHBAJIEHTEH Ha TO3H Ha KOMOMHUpAaHaTa AOP30JIaMHI/TUMOJON pelenTypa ¢ KOHCEPBaHTH.
ITpodumeT Ha 6e30mMacHOCT Ha KOMOMHUpaHaTa AOP30JIaMUA/ THMONON pelentypa 6e3 KOHCEPBaHTH €
nogobeH Ha KOMOHHUpaHAaTa JOP30aaMHL/ THMOJION PELENTYpa ¢ KOHCEPBAHTH.

Heouampuuna nonyrayus

[TpoBeneHo € 3-MeceuHO KOHTPOJIMPAHO NMPOYYBaHe, C MbPBHYHA LIE Aa JOKyMEHTHpa 0e30MacHoCTTa
Ha 2% jopzonaMMl XMAPOXJIOpHZ Pa3TBOP 3a OYM MpH Jeua mnmoj 6 roauvinHa Bu3pacT. B ToBa
npoyuBaHe, 30 mamWeHTH oA 6 U MOBEYE MM PaBHO Ha 2 roAuinHa Bb3pact, uneTo BOH He e
KOHTPOIMPAHO afleKBaTHO ¢ MOHOTEpamusa C AOP30JaMHA WIH THUMOJIO/, MOTy4YHXa KOMOHHHpPaHaTa
JAOP30JaMH/TUMOJION PpeLIENITYpa ¢ KOHCEPBAHTH B OTKpUTa ¢pa3za. EdekTWBHOCTTAa npH TE3H
MallMEHTH HEe € yCTaHOBeHa. B Manka rpyna OFf NauMeHTH, ABYKPAaTHOTO AHEBHO IPUIIOKCHHE Ha
KOMOMHMpaHATa JOP30JIaMHI/THMOMNON peLenTypa ¢ KOHCEPBAHTH MO IPUHIUI e ToJepupa aodbpe
npy 19 nauMeHTH, KOMTO 3a 3aBBPLIWIH Je4yeOHuA nepuon U 11 mauHeHTH KOHTO Ca MPeKbCHAJH 34
XUpYpPruvHa Hameca, IPOMAHA B JIEKAPCTBOTO WIH IO OPYTH NPHYHHH.

3.2. PapMaAKOKHHETHYHH CBOHCTBA

Hop3oaamuo o6 xudpoxiopuo

OOpaTHO Ha OPAJIHUTE HHXHOWTOPH Ha KapOOoaHXHMIpa3aTa, JIOKAJIHOTO NMPHAAraHe Ha JOp30JaMHIOB
XHAPOXJIOPHIA FO3BONARA AKTUBHWTE BELLECTBA [1a YNPAKHAT €(deKTa CH AUPEKTHO B OKOTO MNPH
3HAUMTEHO NO-HHUCKH NO3H U OT TaM H MO-MAaJIkO CHCTEMHO BB3ACHCTBUE. B KIIMHUYHH ONMTH, TOBA
BoAd N0 HamanapaHe Ha BOH 0e3 xucelMHHO-OCHOBHHM CMYLUEHHA WM MPOMEHU B €NEKTPOIUTHATA
XapaKTEpPUCTHKA HA OpATHWTE HHXHOUTOPU Ha KapOoaHXHpa3aTa.

Koraro ce mpuiara AOKalHO, OOP30MaMHl AOCTMTa CHCTEMHOTO KPBBOOOpBLIEHHE. 3a OLEH
noreHUMana 3a WHXUOMpaHe Ha cHUCTeMHaTa KapOoaHxuapasa ciea JIOKanHO INpHIIQHK
M3MEpPEHH AKTUBHOTO BEIIECTBO U MearOONMTHUTE KOHLEHTPAUHH B YCPBEHHTE Kp 4
(RBCs) 1 mna3marta u kapboanxuapazHo unxudupaue B RBCs . [lopzonamun ce aky
NpH XPOHWYHO OO3HPAHE B PE3YJITAT Ha CEJIEKTUBHOTO CBBp3BaHe KbM CA-ll, nokaro
EKCTPEMHO HACKH KOHLEHTpPalMH Ha CBOOOAHO aKTHBHO BELLECTBO B miasmara. Marteg




BemecTBO 00pa3ypa enuHcTBeH N-fe3eTun Merabonur, koiito naxubupa CA-II no-cnabo, oTkonkoTo
MAaTE€PHOTO AKTHBHO BEIECTBO, HO HHXMOMpa CBINO Taka mno-Malko akTUBHHA H30eH3MM (CA-I).
MerabGonuTer ce akymyiaupa cbime Taka B RBCs, xbaero ce cBwvp3Ba npeaumHOo kbM CA-L
Jlop301aMKJ, ce CBBP3BA YMEPEHO KBM IUIa3sMEHUTE NpoTeHHH (npubimautenyo 33%). Jdopsonamuna ce
OTHEJIA TJ1aBHO HENpOMEHeH B ypHHAaTa, MeTabOonuThT CBINO ce OTHernd B ypHuHara. Cliel Kpas Ha
JO3HPOBKHUTE, aop3onamMua ce ocBoboxaasa or RBCs HenuneiiHo, Bozelo o Obp30 HaMma/iaBaHE Ha
MbPBOHAYA/HATA KOHLEHTpaLlis Ha AKTMBHOTO BEIIECTBO, IOCAeNBaHO OT No-0aBHa (asa Ha
eIMMHHHpaHe C 1, OT OKOJIO YCTUPH MECCLA.

Koraro gop3oidaMHI c€ MNpHIara OpajiHoO, 3a Ja CHUMYJIHpPa MaKCHMAJIHO CHCTEMHOTO BB3OSHCTBHE
clell ABITOCPOYHO JIOKAJTHO OYHO NMPUIOKEHHE, CTALMOHAPHO chCTosHHE (seady sate) ce mocTra Io
13 ceamuuu. Ilpy cTalMOHApHO CHCTOSHHE, BUPTYyaJIHO HAMa CBOOOJHO AKTHBHO BELIECTBO HITH
MeTaboNUT B IU1a3MaTa;, HHXHOHpaHeTo KapboaHxuapasata B RBCs € no-Manko or o4akBaHOTO, KOETO
e HeoOxoaumMo 3a dapmakonioruyed edext Bbpxy OnOpeunara ¢yHkums wim auwanero. [lomoOHu
¢dapMakOKHHETHYHH e(eKTH ce HaONMIOZABAT CJIEH XPOHHYHO JIOKAJHO MpHIAaraHe Ha JOpP30JaMHI
xuapoxnopu. IIpyd HAKOM BB3pacTHH NaluMeHTH, obade, ¢ 6v6peynu Hapyienus (npeueHed CrCl 30-
60 ml/min) w#uMar no-BMCOKM MeTabONMMTHHM KOHUeHTpauud B RBCs, HO BaXKHH paznMkH B
HHXHOHpaHeTOo Ha KapboaHxuApasaTa M KIMHWYHO 3HAUYMMM CHCTEMHH HEXENaHH eEKTH HE ce
NPUIKCBAT JUPEKTHO Ha TOBA OTKPHTHE.

Tumononos Maream

B mpoyuBaHe Ha IL1a3M€HaTa KOHIIEHTPALMS HA AKTHBHOTO BELISCTBO IPH WIECT JIMLA, CHCTEMHOTO
BB3ICHCTBHE HA THMOJIO/N € ONpeAEsIeHO Cie/l ABA ITbTH JHEBHO JIOKATHO TPUNONKEHUE HA THMOJION
ManeaT pa3Teop 3a oun 0.5%. CpenHara NMKOBA IUIa3MEHa KOHUEHTpALUA ClIe/l CYTpELIHA JO3HPOBKA
e 0.46 ng/ml, a Ta3n cnea cnegoGeana nozuposka e 0.35 ng/ml.

5.3. IIpeaKJIHHHYHH JaHHH 32 0€30naACHOCT
OuHHA ¥ CHCTEMeH NpodHI Ha 6e30MacHOCT Ha OTACTHUATE ChCTABKH € A00pe YCTaHOBEH.

[opzoramugd

Ipu 3aiiM ¢ NPHIIOKEHH MATEPHOTOKCHYHH JO3H OT ACP30JiaMH], CBbP3aHO C METaDONIMTHA aliao3a,
ce HabmronaBaT MandOpMAaLIMK Ha TENIATA HA NIPELUICHHTE

Twunmonon

[TpoyuBaHHATa NPH )KMBOTHH HE MOKA3BaT TEPAaTOreHEH €EKT.

OcBeH TOBa, He ce HabmMO3aBaT HEXeNaHW OYHH €(PEKTH NPH KUBOTHH, TPETHPAHU JOKATHO C
Jop30oaaMUll XHAPOXJIOPpUA M THMOIIOJ MajleaT pa3TBOpP 3a OYH WIH C €AHOBPEMEHHO MPHIOKEHH
JOp30onaMMI XUAPOXJIOPHI H THMOJION ManeaT. IlpoyuBanus ux eumpo U ux 6ueo C BCAKa €AQHA OT
CBCTABKHTE HE OTKpHBA MYyTareHeH NOTeHUHan. ETo 3amo, He ce O4yakBa 3HAYMTEIIEH PHCK 3a
0e30macHOCT TPH Xopara ¢ TepaneBTU4YHH 1034 ot JJYOKOIIT.

6. PAPMAIIEBTHYHH JAHHH
6.1. CoHCBK HA NIOMOLIHHTE BeltecTBa

XHAOPOKCHETWILETYJIO3A

Manuton (E421)

Harpes uurpat (E331)

Hatpues xuapokcup (E524) 3a xopexuus Ha pH
Bopna 3a vHXeKLIHU




6.2. HechLBMECTHMOCTH
HenpunoxuMmo
6.3. Cpok Ha roanoct

2 TOJHUHH.
Cnea mepBOTO OTBapAHE HA OyTuikara: 2 Mecela

6.4. CnenHATHH YCJA0BHA HA CHXPAHEHHE

To3u lekapCTBEH NMPOOYKT HE U3KUCKBA HAKAKBH CIICLMAIHM YCIIOBUS HA ChbXPAaHECHUE.
6.5 BHA H ¢CBALPXKAHHE HA ONAKOBKATA

5 ml (node 125 kankH 6e3 koHcepBaHT) WK 10 ml (mone 250 kanku Oe3 koHcepBaHT) OyTHnka (OT
MONHETHIIEH ¢ BHCOKA TUTHTHOCT) cHabAeHa ¢ IoMIa ChC ClioMaraTelieH MEXaHH3bM Ha CHCTEMATa 34
JOCTaBAHE U € Kanayka Cb¢ 3aLIMTEH OT OTBapAHE MPHCTEH.

Pa3zmep Ha OMaKOBKHUTE:

1 xytus ¢ 1 6yTwika or 5 mli

| xkytua ¢ 1 6yrwika ot 10 ml

1 kyTia ¢ 3 6yTWIKH OT 5 ml

3 xytuid ¢ 1 OyTiIKa oT 5 ml, 00BHTH ¢ GOaHO

1 xyTna ¢ 2 6ytunku ot 10 ml

2 xytau ¢ 1 6ymnka ot 10 ml, obsuTu ¢ dhonuo

He Bcruxky BUIOBE ONaKOBKH MOrat aa OBJaT IyCHAaTH B npogaxda

6.6 CnenHa/IHR npeAna3HH MEPKH NPH H3XBLPJIAHRE H paboTa

HsiMma cneudaiHg M3UCKBaHMA.

7. IPUTEXATEJL HA PASPEINIEHUETO 3A YIIOTPEBA

LABORATOIRES THEA
12, RUE LOUIS BLERIOT

63017 CLERMONT-FERRAND CEDEX 2
POpaHLHKA

8. HOMEP(a) HA PASPEILIEHHETO 3A YIIOTPEBA

Per. Ne 20140347

9. JATA HA IIBPBO PAJPEINIABAHE/MIOAHOBABAHE HA PA3PEHIEHUETO 3A
YIIOTPEDBA

JlaTa Ha nmppBO paspewasaune: 17.11.2014

Hara Ha mepBO nogHoBABaHe: 15.11.2019




10. JATA HA AKTYAIUIUPAHE HA TEKCTA

15/01/2026

[TonpoGua nHbopMallMs 3a TO3H JIEKAPCTBEH MPOAYKT € NpeAocTaBeHa Ha yebcaiTa Ha M3menHuTenHa
areHLMA I10 JIEKapCTBATa




