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&ymnumnm ATEHLIMR NO NEKAPCTBATA |

KpAMmKa XapaxmepuomuKa Ha NDOGYXMa - pusoxesue 1

| Kom Pea. Ne Z&X/ﬂbpgé

1. UME HA JIEKAPCTBEHHUA ITPOAYKT !

IlopzaconT 2%/0,5% karnku 3a 04u, pa3rBop
Dorzasopt 2%/0,5% eye drops, solution
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p. KAYECTBEH U KOJIMYECTBEH CbCTAB

Beekn ml epaspxka 22,25 mg 10p30/1aMu1oB XUApoxsiopua (dorzolamide hydrochloride), choTBercrially
Ha 20 mg nop3onaMuj (dorzolamide), u 6,83 mg Tumononos maiear (fimolol maleate), CLOTBETCTBAIL Ha
5 mg Tumoutoa (timolol).

[TomMOL[HO BeleCTBO ¢ U3BECTHO JielicTBUE: OeH3ankoHueB xyuopul 0,075 mg/ml.

3a N'BJIHUS CITUCHK HA MOMOLIHUTE BElecTBa BUKTE TOUKa 6.1,

| ml pastBop chabpxa 30 kanku.

3. JEKAPCTBEHA ®OPMA

Kanku 3a 04u, pa3TBop.

buctbp, 0¢30uBETEH J10 1TOYTH OC31BETEH, JIEKO BUCKO3EH pa3TBOP.
Ocmoanutet: 270 — 340 mOsmol/kg.

pH: 5,0 - 6,0

4. KJIMHUYHMU JIAHHHU

4.1 TepaneBTHYHH TOKA3AHUA
[Tokazan e 3a JieueHUe Ha TOBHUIIIEHO BbTpeouHo Hansrane (BOH) npu nanucnti ¢ OTKpUTObIBIIHA
[JlayKOMa MJIM 1IceBI0eKc(oJIMaTHRHA ITayKOMa, KOraro MOHOTepaliusTa ¢ Jiokaich dera-0Jiokep e ¢

JOCTATb4YHA.

4.2. J03HpOBKA M HAYMH HA NPHJIOKEHHE

Jlo3upoBKa
Jlo3upoBkara e ejiHa kanka J[op3aconT B KOHIOHKTHBAJIHUSA CAaK Ha 3aCCrHATOTO/UTEC OKO/OYM JIBA IIHTH

JIHEBHO.
AKO ce M3I0J13Ba JAPYIro JOKAJIHO 0 TaIMOJIOTHUHO CPEJICTBO, MEXJLY NPUIIOKEHHETO Ha Jlop3acolT u

TOBA CPEJICTBO TPsiOBa J1a UMa UHTEpBa OT 1noue 10 MUHYTH.

[TaruenTHTe TpsiOBA 1a OBAAT MHCTPYKTUPAHHU Jla M3MHUBAT PBIIETE CH 1IPC/IK Y1I0TpeOda 1 jla BHUMaBar
BbPXbBT Ha KallkOMEpa Jla He JONUpa OKOTO WJIH OKOJIHUTE CTPYKTYPH.

[TanenTuTe TPsAOBA CHIIO ja ObjJaT MHCTPYKTHPAHH, Y€ TIPH HEIIPABUIIHO H3TI0JI3BAaHE PA3TBOPUTE 3a OY4H
MOraT Jla C€ 3aMBbPCAT € YECTO CpelllaHi DaKTEPUH, 32 KOUTO € U3BECTHO, Y€ MOIaT Jla IPHYUHST OYHM
nadexnun. Ynorpedara Ha 3aMBPCEHN pa3TBOPH MOXKE J1a JI0BEJIE JI0 CEPHO3HO0 YBPEK/AHe Ha OKOTO U
rocJiejpaiia 3aryda Ha 3peHUeTo.

[lanmenture TpsdBa jga ObaaT MHGOPMHUPAHHU KAK CE U3MO0JI3BA NPaBUIIHO Oy THIIKATA.

HayuH Ha npuIIOKEHUE
Manon3paiite Jlop3aconT kaTto eJIMHCTBEHUTE KallKH 3a OYH.




|. B3emere duakona JlopzaconT u orsejano.

2. M3muiiTe polieTe CH.

3. OTBopere Kanaykara.

4. Jlpbxre iakoHa ¢ TTOMOIIITA Ha NaJjielld CH ¥ OCTAHAJIUTE IIPLCTH TaKa, Y€ BLPXDLT MY Jld COUYM HajloJly.
5. Hakiionere riasa Hasaj. JIpbIHeTe JOJIHUS CH KJIEMay HaJioJly ¢ YKCT MPLCT, 3a jia ce 00pa3yBa MallbK
LJ0K00" Mex 1y Kiienada u okoto Bu. B ToBa 11oJie ce Hakansa karnkara (purypa ).

6. ITpubamxkere Bbpxa Ha uiakoHa 0JIM30 10 OKOTO CH. M3nousBaiTe oriie)ialio 3a 1omolil.

7. He no3BosigBaiiTe Ha pnba Ha (uiakoHa 1a BKM3a B KOHTAKT CbC 30HATa OKOJIO OYMTC MJIK KJICIIAYHTC.
Topa Mmoxe J1a 3aMBPCH KaIlKHTE.

8. C 5leko HarMckaHe C IOKasajeua 1o JbHOTO Ha oOBpHaTHsS Hajoiy (uiakoH ce oOpadysa u
ocBoOOX1aBa €J1Ha karka Jlop3aconr.

9. He HatuckaitTe dyakoHa o ppoopere My. @nakoHBT € HAlIpaBEH Taka, 4ye TpsAOBa Jla CC HATHCKA JICKO
no aAbHOTO (urypa 2).

10. Ako Bu ¢ npeanucaHo aa npuiarate JEKapcTBOTO M B JABCTC OYM, HOBTOPCTC CHLIIMTC CTLIIKK W 34
JAPYTIOTO OKO.

1 1. 3arBopere 100Ope Kanaykara Ha (uiakoHa BejHara ciea ynorpeda.

12. Bceku mbT U3Moa3BaiTe €IMH U ChLIM (P1aKoH.

AKO KarkaTa He I10M1aJIHE B OKOTO, ONUTANWTE OTHOBO.

HE JIOKOCBAMTE OKOTO WUJIU KJIETTAYA CH C BbPXA HA KATIKOMEPA.
Cnen ynorpeda Ha Jlop3aconT HATUCHETE C NPBLCT bI'bJIA HA OKOTO CH JIO HOCA HIIM 3aTBOPCTC KICIHAUNTE
CH 3a 2 MUHYTH. ToBa npejna3Ba HaBIM3aHETO HA Jlop3acolnT B CIIb3HUs Katlall.

Pa3inyHH BL3PacTOBH I'PYIIH

[ lequarpuuna nonyjaaius
Mma orpannyen onut ¢ Jlop3aconTt npu KepMayera v Jela.

Ynorpeda nipu xopa B cTapyecka Bh3pacT
B npoyuBanus, 1npoBejieHHd ¢ KoMOHHAIIMS OT J0p30JaMul U TUMoJ10J1 B J[op3acolrt, edekrure Ha
Jlop3aconT ca OuaM CXOJHHM KaKTO [PHU XOpa B CTapueCcKa Bb3PacT, Taka U [IPH 110-MJIaJIH 1TallHEHTH.

CrnielMaiHy ciy4dau Ha ynorpeda
Hsima cnenualiiiu ciiyyan Ha ynorpeda.




buOpeuna/yepnojpodHa HEAOCTATHYHOCT
YBenoMere Baiuus sekap 3a BesikakBu npoOieMu ¢ ObOperure MM yeptius JApod, KOUTO UMATC WK OT

KOHTO CTE CTpajlajii B MHHAJOTO.

4.3 [IporuBONOKA3aAHHH

Jlop3aconT e npOTHBOIOKA3aH IPH MalUEHTH C:

. peakTHBHU 3a00/9BaHHS HA JUXATEIHUTE IbTULIA, BKIIOYHTEIIHO OpoHXnaliia actMa, aHaMmHesa
3a OpOHXHMAJIHA 4CTMA MJIM TEXKA XpOoHUUYHA oOCTpYKTUBHA OenoapodHa boiect;

8 CHHYCOBa OpaJuKap/ius, CHHAPOM Ha OOJIHUS CUHYCOB Bb3¢Jl, CHHO-aTpralen OJIOK,

aTPHOBEHTPHUKYapeH 0JI0K BTOpa M TpeTa CTENEH, KOWTO HE C& KOHTPOJIMPA C HIEHCMCHKDBD, U3sIBCHA
Chp/CYHA HEJIOCTATHYHOCT, KAPAHOreHEH LIOK;

s Teskko 0bOpeuno yspexjiane (CrCl <30 ml/min) uim xurepxjopemMuyuna armjo3a;

# CBPBXYYBCTBHTEJIHOCT KbM HAKOC OT aKTHBHHUTE BELIECTBA HIIM H KbM JIBCTC AKTHUBHU BEIICCTRA,
WJIM KbM HSKOE OT MOMOUIHUTE BEILIECTBA.

M3bpoenuTe 1o-rope MPOTHBONOKA3aHUS CE OTHACAT 32 ChCTABKUTC M HC €A CIICIH(UYHN 32
KOMOMHALUATA.

4.4 CrnenmajJiny npeaynpesJieHust ¥ npeInasid MepKH HpH ynorpeda

Peaxyuu om cmpana Ha cbpoeHo-cb008aAmMa/duxamennama cucmema

KakTo W JIpyry JOKaJIHU O(DTAJIMOJIOTHYHH IPOAYKTH, TUMOJI0J1 MMa cucTemua abcopOiums. Ilopaju
ChIbPIKALIMA ce B Hero 0era-0J10Kkep — TUMOJIOJ, MOTAT Jia €€ PasBUsIT CBIIUTC THIOBC ChP/ICUHO-CHIIOBH,
0eJ10ipOOHH | JPYTH HEXEJIaH! PeaKI[iy, KAKTO NP NPUJIOKCHUC Ha CUCTEMHH DeTa-0JI0KepH.
Yecrorara Ha cuctemuu HIIP ciell JiokajiHo NpuIoKeHHe B OKOTO € 110-HUCKa, OTKOJIKOTO IPH CHCTEMHO
NpUJIOKEHKE. 3a HaMansiBaHe Ha cucTeMHara abcopOLs BHXTE To4Ka 4.2.

Cwvpoeynu HapyuieHus

[Tpu MalMeHTH ChC ChPJIEUHO-ChI0BH 3a00sBanys (Hanp. HcXeMryHa 00JICCT Ha ChPICTO, CTCHOKAP)(Hs
ta Prinzmetal v ¢chp/ieuna HEIOCTATEYHOCT) U apTepHalIHa XUITOTOHUS, Jieuernnero ¢ Oera-0Jiokepu
TpsiOBa ja Obje 0OMMCIICHO BHUMATEIHO, KaTo TpsOBa Ja ce UMa 1PEBHJL U BL3MOKHOCTTA 32 JICUCHHCE ¢
pyru akTuBHH cyOcTaniuy. [TalMenTure cbe ChpleuHO-ChA0BHM 3a00iisBanms TPsOBa Jia ca 1ojl
HaOMrO/IeHHE 3a MPU3HALIM Ha BJIOLIABAHE HA TE3W 3a00/IBaHHsI U HA HEXEJIaHW PeaKIlvu.

[lopaau HeraTuBHUS UM eEKT BbPXY IPOBOJHOTO BpeMe, OeTa-0nokepure TpsadBa Jla CC IPEeJIIHCBaT ¢
MOBUIIIEHO BHUMAHUE Ha MalMeHTH ChC chpjiedcH 010k oT | crene.

Cwoosu nHapyuieHus
[TaleHTHTE C TEXKH NepruepHH IIMPKYJIATOPHU HapylUeHUs/3a00 sBalius (Harnp. TCKKH (POPMH Ha
doJiect Ha Reynaud uiin cunzipom Ha Reynaud) TpsdBa jna Objat JiekyBaHH ¢ OBUIICHO BHHMAHKC,

Pecnupamopnu Hapyuienus
[[pu nauueHTH ¢ acTMa uMa CHLOOIIEHUS 32 PECITUPATOPHU HEXKEIAHN peaKInK, BKITOYUTCIIHO U CMBPT B

pes3yJiTaT Ha OpOHXOCIa3bM, Clie]] IPUIOKEHHUE Ha HAKOM odTaiiMosiornyiu 0era-0JI0KCepH.




Jlop3aconT Tps6Ba ja ce U3Mo3Ba ¢ NOBULICHO BHUMAHHUE [PH MALUCHTH C JICKA/YMCPEHO TEXKKA
xpoHuuyHa obctpykTBHa OenoapobHa bonect (XObb) u camo ako norennpaiiara 1oJi3a HajJ(Buinana
MOTEHLMAJIHUS PUCK.

Yeprodpobno yepeacoane
To3u nekapcTBeH NPOAYKT HE € POYyYBaH IPU MALMEHTH C YEPHOPOOHO YBPECHK/IAHE U CJICJIOBATEIIHO
TpsiOBa Jla C€ U3I10JI3Ba C MOBUIIEHO BHUMAHHWE [IPH TaKUBa IIallUEHTH.

Hmynono2us u cepuxyy8cmaumenHocm

KakTo ¥ Ipyry JokajJHu oTaJIMOJOTHUHHU TIPOJLYKTH, U MIPHU TO3M JICKAPCTBCH HPOJIYKT € BL3MOKIHA
cuctemHa abcopOuus. Jop3onamua npurexana CyadoHaMU/IHA I'PyIia, KAKBATO UMa U 11PH
cyJipoHAMHJHUTE IPOAYKTH. [lopajiy TOBa NPH JIOKATHOTO MY IPUJIOKCHUC MOT'AT JId CC Pa3BHSIT CHIIUTC
HEXKEJIaHU PeaKllii, KAaKTO MPU CHCTEMHO [PUIIOKEHUE HA CYI(OHAMM/IM, BKIHOUHTCIIHO TCKKN PCaKIHK
KaTo CHHIpOM Ha Stevens-Johnson W TOKCHYHA enuiepMaliHa HEKPOJIM3aA. AKO CC HOSABAT IIPU3HAIM HA
CEpUO3HA HEeXKeJlaHa PeaKLMs WM peaklMs Ha CBPbXUYBCTBUTEIIHOCT, CIPETE HPHIIOKCHUETO 1Ha TO3H

[MPOJAYKT

JlokaJlHK HewxeslaHH peakliMM OT CTpaHa Ha OYMTE, CXO/IHU € HAOJIO/IaBAHUTC [IPH TIPHJIOKCHHC Ha
JIOP30JIAMMJI0B XUAPOXJIOPK){ KAllKH 34 O4YH, ca HaOII0aBaHu W IIPH IIPUJIOKCHUC HA TO3M JICKApCTBCH
MPOJYKT. AKO N0JI0OHU peakiiiu ce pa3BusT, TPAOBa Ja ce 0OMMCIIM CITUPAIC 1Ha JICYCHHUETO C TO3H

JICKAPCTBCH IPOJAYKT.

Jlokaro npuemar 6eta-0J10KepH, NALMEHTUTE C AHAMHE3A 3a aTONUA MJIM TEKKa anapuiakTHuHa peaKiius
KbM pa3jIMYHH ajJiepreHH MOJKE Jia ca C NMOBHUILIEHA PEaKTUBHOCT IIPH [IOBTOPECH KOHTAKT ¢ TAKMBA
aJlepredy M Jla He ce NMOBJIMSAT OT 0OMYaiiHUTE JIO3M aJIpEHAIIMH, U3ITI0JI3BAIH 34 JICYEHHE 1A
aHa(pHJIAKTHYHH PEaKIUH.

Cvunememeauio ieyeHue

[Tpu npuiokeHWe Ha TUMOJIOJ Ha MallHeHTH, KOUTO Beue npuemar cucremeni dera-0Jiokep, CPeKTnT
BbpPXY BbTPEOYHOTO HaJIAraHe WJIH U3BECTHUTE cUCTeMHM edekTH Ha Oera-0i0kajiaTa Moxe Jia Objar
noreHdpany. ITpy Te3u nanueHTH OTrOBOPHT Ha JIGUEHHETO TpsOBa J1a ce clie/id cTpuKTHO. He ce
npenopbYBa eHOBpeMeHHaTa ynorpeda Ha jBa JIOKaJliK Oera-0Jiokepa (BxK. Touka 4.5).

Chupane Ha JeyeHuemo
KakTo rnpu jsieyeHue cb¢ CUTEMHH OeTa-0JI0KEPH, aKo ce Hastara CliupaHe Ha JIOKaJIHUS TUMOJIOJ 1IPH
NMalMeHTH ¢ UCXEMHYHA OOJIECT HA ChPIIETO, JICYEHUETO TPAOBA J1a Ce NpeKpaTH MoCTeNneHHO.

HHonvanumennu echexmu na bema-barokadama

Xunoeruxemusa/Ouabem

bera-6okepure TpsAOBaA J1a ce MpUJIAraT ¢ NOBUIIEHO BHUMAHKUE 11PH NAIMCHTH, KOUTO €a CKIIOHIH KbM
CIIOHTAHHO Pa3BUTHE HA XUIIOTJIMKEMMS MJIK NAIMeHTH ¢ Hecrabuiien jiaber, Thil Karo moratr jia
MACKUPAT IIPU3HALIUTE U CUMIITOMUTE HA OCTPATa XUITOTJIMKEMHUSI.




3abonasanus na po2oguyama
Odranmosnioruunure 6eta-010Kkepu Morar Jia npejM3BUKaT CyXorTa B ouure. | laluenTure ¢ne

3a00J19BaHUs HA pPOroBHLAT4d TPHGBH na Obaar JICKYBAHH C ITOBHILICHO BHHMAHHC.

Xupypeuuna anvecmesus
Odranmonornynute 6eTa-0J0KepH MOraT a NOTUCHAT CUCTEMHHTE OCTa-MUMCTHUHN CPECKTH, HAIPAMED

Ha ajipeHaliiHa. AKO MallMeHTHT MOJy4aBa THMOJIOJ, aHECTE3UO0JIOrbT TPsiOBa jia ObjIc npejynpe/ien 3a
TOBA.

JleuenuneTo ¢ bera-OoKkepH MOKE Jia BJIOLIM CUIITOMUTE HA MHACTCHUS IPABHUC.

Jonvanumennu ehexmu Ha unxudupanemo na kapboanxuopazama

Jleuenuero ¢ nepopasHu UHXUOMTOPH Ha KapOoaHXHjipa3ara € CBbP3aHo ¢ YPOJIMTHA3A BCIIE/ICTBUC Ha
HAPYIICHHMs HA aJIKAJIHO-KUCEIMHHOTO paBHOBECHE, 0COOEHO IPH MAIHCHTH ¢ aHaMHe3a 3a
nHedposmTHaza. Buipeky ye npu npuiioKeHHe Ha TO3H JIEKApCTBEH IPOJYKT He ca nadJiojanaim
OTKJIOHEHHS B AJIKAJIHO-KMCEJUHHOTO PABHOBECHE, HMA HEYECTH ChLODIIICHUS 3a ypolinThasa. I'nit karo B
cheraBa Ha JlopzaconT Biau3a JiokasieH MHXMOUTOP Ha KapboaHxupasara, KOWTo UMa u CUCTeMHA
abcopbuus, no BpeMe Ha ynorpedara Ha TO3M JIEKAPCTBEH NPOJIYKT MaIMEHTUTE ¢ aHaMHe3a 3a
HedpoJIMTHA3A MOXKE J1a Ca C MOBUILIEH PUCK 33 Pa3BUTHE HA YPOJIMTHA3A.

pyau
JleueHHETO HA NMAIIMEHTH C OCTPA 3aKPUTOBI'BIHA TNIAYKOMA U3HMCKBA M JIPYIH TCPAlCBTHYHN
MHTEPBEHIIMU B JIOITLIIHEHHE HA CPEJICTBATA, MOHMKABAIM BLTPCOUHOTO Halisiranc, To3u JickapeTsen

[MPOAYKT HE € ITpOyUYBaH IIpH IAUCHTH C OCTPa 3aKPpUTOLI'LJIHA I'NIAYyKOMA.

[Ipu nauueHTH C npeaecTBally XpOHHYHH POroBUYHU JICPEKTH W/HIIM aHaMHEe3a 33 BLTPEOYHH
onepainrdy ¥Ma chLoOLIEHHUS 32 OTOK Ha porosuiiata ¥ HeodparuMa KopHealiHa JICKOMITCHcaI M 110 BpeMe
Ha ynorpebara Ha aop3onamu. [Ipu nauueHTH ¢ HUCHK OPOH Ha eHJIOTEIIHHTC KJICTKH CHIICCTBY BA
[TOBHIIIEH PUCK 3a pa3BUTHE HA OTOK Ha poroBuiara. [lpu npeanuceane Ha Jlopzaconr na nainmueiry or
Ta3u rpyna TpsdBa Ja ce B3eMat Npe/iasii MEpKH.

[Tpu npunarane Ha JieKapcTBa, MOTUCKALIM IIPOJAYKLMATA HA BLTPCOYHA TCUHOCT (HaIp. THMOJIOIL,
allerazojiaMuj1) ciiejl (DUATPALIMOHHHU NMPOLEAYPH UMaA CHLODLIEHUS 3a OT/ICIIBAHC Ha XOPHOK)IcsTa.

KakrTo u [IPpU IIPUJIOKCHHUE Ha JIPYIH JICKAPCTRBA 3a JICUYCHHUE Ha I'1ayKoMa, CJIC]L HPOJBIEKHTCIIHO JIOKAJIHO
JIeYEHHE C THMOJIOJIOB MaJieaT uMa ChOOIICHMS 33 OTC/Ia0BaHE HA OTroBopa KbM HCIO. B KJIHMHHYIH

11IPOY4YBdAHHA 063‘4{3, B KOHTO Ca ITpOCJIC/ABAHHA 164 naiMeHTH B [MPOJBIEKCHHUC Ha 1TOHC TPHU I'OJIMHHA, CIIC]]
[TbPBOHAYAJIHOTO CTHﬁHﬂHBHpﬂI'IB HC €a YCTAHOBCHH 3HAYHMHU PA3JIMKH B CPC/ITHOTO BLTPCOYUHO HAJIHI'dAHC.

H3nonseane Ha KOHMAKMHU Jewu
Tozu lekapcTBeH NPOAYKT ChIbpKa KOHCEPBAHT OCH3aIIKOHUEB XJIOPHJL, KOHTO MOKE Jia [1peJIn3BHKa
JipazHeHe Ha oKoTo. Jleudre TpsaOBa j1a ce CBaJISAT NPEeAW HakKalBaHe Ha JICKapCTBEHUS TIPOJIYKT U Jia cc

MCKHTC KOHTAKTHH JICLIIH.



lleouampuyna nonyrayus

Buxkre Touka 5.1.

4.5 BzaumoaeiicTBre ¢ APYrH JIEKAPCTBCHH NPOAYKTH H JIPYIH QOPMHU 1A B3AUMOJICHCTBHE
He ca nmpoBexxiaHy crielManHu [poy4BaHys 3a JICKapCTBEHUTE B3aUMOJIeHCTBHs ¢ Jlop3acolT.

B KJIMHMYHO NPOYYBAHE TO3M JICKAPCTBEH NPOAYKT € M3M0JI3BAH €HOBPEMCHIO CLC CICHUTE CHCTCMHN
jiexapcTpa 0e3 JaHHM 33 HesKelaHu JiekapcTBeHH B3auMoiedcTBus: ACE-unxuOuropy, KajJiucsu
aHTArOHUCTH, JIMYPETULIH, HECTEPOUIHH NIPOTUBOBB3IAIUTEIIHH CPE/ICTBA, BKIIOYHTEIIHO aCIIUPHH H

XOPMOHM (HaNp. €CTPOreH, HHCYJIHH, THPOKCHH).

ChIIlECTBYBA BEPOSITHOCT 3a CHHEPIU3bM, BOJICIIL JI0 XMITOTOHUS! W/WIIKM u3pasctia Opajluakpiius pH
¢/IHOBPEMEHHO NPUJIOKEHHE Ha O TaMOJIOrnyHy OeTa-0JI0KEepH € Nnepopainy KaIlMCBH alTarOnUCTH,
aHTHAJPEHEPrHYHH JIEKAPCTBA ¢ 1IEHTPAJIHO JIeHCTRHE UM OeTa-0JIOKEPH, aliTHAPUTMHYHH JICKapCTBa
(BKJIIOYMTENHO aMHOJJAPOH), ChPJACUHH MIMKO3U/IH, MApaCUMIIATUKOMUMETHIM, I'BAHCTH]IMH/ONHOW/IHH
aAHAJIFETHIIM M UHXUOUTOPH HA MOHOamMUHOOKcH 1azata (MAQ).

MMa cbobliieHus 3a MOTEHIIMpaHe Ha CUCTEMHUTE MPOsiBU Ha OeTa-0Jokajara (Hatp. HOHHKEHA ChpJIcyHa
4ECTOTA, JAENpecHsi) IIPpU eHOBPEMEHHO JieueHue ¢ uHxuburopu na CYP2D6 (nanp xunujiun,

GuryokceTHH, NapOKCETHH ) U TUMOJIOJL.

Burpeku ue J{opsaconT cam 1o cebe cu He 0Ka3Ba HUKaKLB eekT Wiln okaszpa cjiad eexrt BhpXy pasmepa
Ha 3€HMLIATA, UMa CIIOPaJMYHH CHOOIICHHS 338 MUApHa3a B pe3yJITar Ha eJIHOBPEMCHHO ITPHIIOKCHUE Ha
otranmosornyiy Oera-0JI0KepH U ajipeHAIMH (ENUHEPPHH).

bera-0/10kepyTe MOraT Jla NOTEHLUUPAT XUIIOMIMKEMHYHHS €PEKT HA aHTHIHADCTHHUTEC TTPOJIYKTH.
[Tepopannure 6era-0s10kepu Morar jia 00oCTpAT pudayH/I-XHIICPTOHHUSATA CJIC/| CIIMPANC Ha IIpHeMa Ha
KJIOHHJIMH.

4.6 MeprrauTeT, OpeMEHHOCT U KbpPMeHe
Ynompeba no epeme Ha bpemennocm
Jlop3aconT He TpsAOBa j1a ce npuJiara 1o BpeMe Ha OpeMeHHOCT.

Jop3zoramuo
Jlunceat 1ocTaThb4HO KIMHUYHH JAHHM 3a €KCIIO3ULIMSA 110 Bpeme Ha Opementoct. | Ipu 3aiiu

JIOP30JIaMH/1 MMa TepaToreHeH edeKT NPy TOKCUYHHU 33 Maikara JI03H (BXK. Touka 5.3).

Tumonon
Hsima jocTaTh4HO JIaHHHU 3a ynoTpedaTta Ha THMOJI0J1 OT OpemMentH KeHu. TuMoJios e Tpsadsa jia ce

[puJiara ro Bpeme Ha OpeMEHHOCT, OCBEH aKO TOBA He € 0e3yCclIoBHO HeoOX0/IMMO. 3a HaMaJIsIBaHe Ha
cucTeMHaTa abcopOLus BUXKTE TOUKa 4.2,




EnujieMuoIornyHUTE MPOYyYBaHUS HE NMOKA3BAT HAJIMYMETO Ha MaipopMaTHBHU C(CKTH, HO 1IPH
epopaHo NpujoxeHue Ha OeTa-0JoKepH MOKa3BaT PUCK 3a HHTpAyTEPUHHA peTapaliys. B jomnbinenne
PH HOBOPOJAEHOTO MOXe Aa ce HadJIoaaBaT npu3Halld U CUMIITOMH Ha Oera-0sokajia (Hanp.
OpaJinKap/ius, apTepraia XUNoTOHUS, PECIIMPATOPEH JUCTPEC M XUITOTJIMKCMHUS ), AKO NPEJIM pax@aneTo
ca npujiarauu 6era-010Kkepu. AKO TO3M JICKAPCTBEH NMPOJIYKT C& Npuiiara 1mpejiu pax1aicTo,
HOBOPOJICHOTO TPSAOBA J1a € 10/ CTPOI KOHTPOJL 11PE3 IIbPBUTEC JIHA OT KHBOTA MY .

Vnompeba no epeme na kbpmene

He e u3BecTHO AaiM 10p30J1aMK]] C€ eKCpeTUpa B KbpMata. [1pi KbpMELIH 1IbX0BE, 110JTy4aBalily
JI0P30JIaMHJl, € YCTaHOBEHO 3a0aBsiHe B HA/JIAaBAHETO Ha TErJIO HA II0TOMCTBOTO. bera-0JIOKepHUTe ce
eKCpeTUpaT B KbpMaTa. BbIIpekH TOBa IpU TEpaneBTHUHH JI03M HA TUMOJIOJ B KAIIKH 34 OYH HsMd
BEPOSTHOCT B KbpPMaTa Jla IPUChCTBAT KOJIMYECTBA, JOCTATHLYHN Jla [IPC/AH3BUKAT KIIMHUYHH CHMIITOMH Ha
OeTa-0J10Ka/1a ITpU KbpMaUeTo. 3a HaMallsiBaHe Ha cucteMuara adcopdius suxkre Touka 4.2,

AKO c¢ HaJiara JieueHue ¢ JlopzaconT, KbPMEHETO HE ce NPernopnLyBa

4.7 EdexTn BbpXy cnocodnocrTa 3a modupane v padora ¢ MalIuHH
He ca nposexanu npoy4panus 3a eekTuTe BbpXy cnocobHocTTa 3a modupate 1 padora ¢ MallHiiu,
Bb3MOKHHTE HEKEJIAHW PEAKIHH KAaTO 3aMbIJICHO 3pEHHUE MOTrarT /@ 3acerHar ciiocodHocTTa Ha HAKOH

NalMeHTH Ja wodupart u/uim 1a padoTsaT ¢ MallHHH.

4.8 Hexes1aum JieKapcTBeHH peaKuHy
B kimuHMYHO nmpoy4BaHe Ha Jlop3aconT HaOMOAaBaHUTE JIEKAPCTBCHU PCAKIMM Ca CXOJIHHU Che

cLOOIABAHKUTE TIPE/IM TOBA MIPH TIPUIIOKEHHE HA JI0P30JIAMUIJI0B XHAPOXJIOPUJL H/UIIH TUMOJIOJIOB MaJicar.

Ilo BpeMe Ha knuHu4HK 1poyuBanns Jlopsacornt ¢ npunarad npu 1 035 nanuenrn. [pu nipudimsureinio
2,4% OT BCHYKHM MAIJUEHTH JICYEHUETO C TO3M JICKAPCTBCH IIPOJYKT € IIPEyCTalOBCHO 1HOPaJIM JIOKAJIIH
HEXEJIaHW PeakiMy OT CTpaHa Ha O4YuTe, a npu npuosm3nTesno 1,2% o1 BCHUKH HAIMCHTH JICHCHHUCTO ¢
[TpeyCTaHOBEHO MOPaJIM JIOKAJIHKM HEXKEJIAaHW peaKkliy OT CTpaHa Ha O4YMUTE, HpC)UIoJiaraliy ajicprust niiu
CBPBXUYYBCTBUTEJIHOCT (KATO Bh3MNAJIEHUE HA KJleraya HIIM KOHIOHKTUBUT).

CleHATE HEXEJIAHU peaKlMd ca CHOOIICHH TPH TIPUIOKEHHE Ha Jlop3aconT Wi Ha HAKOS OT
ChCTABKUTE MY I10 BPEME HAa KJIMHWYHU TTPOYUBAHUS WITH 1IPE3 MOCTMAPKETHHIOBUS ICPHOJL:

KakTo u pyru JoKaaHu o(TaJIMOJIOrHYHI NPOYKTH, TAMOJIOIN ce abcopOupa B CHCTEMHOTO
KpbBoOOpanieHue. Toa MOXKE Jla NPHUYUHH HEXKEIIAHU PEAKIIMH, CXOJIHU C TC3H [IPH HTPUIIOKCINC Ha
cucteMHu Oera-0siokepu. Yecrorara na cucremuan HJIP cnen npuioxkenue Ha Jiokaniu oQrajiMoIoriyiu
NPOJIYKTH € N0-HUCKA, OTKOJIKOTO IIPH CUCTEMHO MPUIIOKEHHE.

Muoro yectu: (= 1/10), yectu (= 1/100 no < 1/10), veuecru (= 1/1 000 o < 1/100) n penxu (= 1/10 000
10 < 1/1 000), ¢ Heu3BecTHA YecToTa (OT HAJIMYHUTE JIAHHU HE MOKE J1a Ob/1C HalpaseHa Ol1leHKa).
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KJac
(MedDRA)
XUpyprus)*
TuM0J107108B MPU3HALH H 3PUTEITHU rosza*, CHLPOCHK,
Majiear CUMIITOMH Ha | HAPYUICHUS, | JIMILIOIHSL. ChJIBCHC,
Kalky 3a Jipa3zHeHe BKJIIOYMTEII- | OTJICIIBAHE HA 3a4cpBsiBanc,
OYH, pasTBOp Ha OYHUTE, HO IPOMECHH | XOpHOMJICSTa 3aMBINICHO
BKJIFOYUTEJIHO | B ciiell BMKJlAHC,
onedapur*, pebpakius- | puiaTpanMonna | cpo3uM Ha
KepaTuT™, Ta, (B HAKOW | XHUpYyprus™ POI'OBMILATA
NOHWKEHA clly4au (8. Criciualiu
4YBCTBUTE/I- 1nopajiu LHPELY HPEAIC-
HOCT Ha cliMpane Ha HUS W
poroBULaTA U | MMOTHYIIATA | NPC/UIA3HHA
CyXoTa B Teparus)* MCPKH T1pH
oyure* yrorpeda, 4.4)
Hapymenusi Ha Tumom010B TUHHTYC®
YXOTO H Majiear
JJA0OMpPHHTA Kallky 3a
O4H, pasTBOp
Chpaeunu Tumoui0J0B OpajiuKap- 00JIKa B arpuo-
HAPYIICHHS Majieat st "bpJHTe®, BCHTPUKYJIa-peH
Karky 3a Hajnurainu™, | OJIOK, |
QYH, pa3TBOp OTOK*, ChpjlcUHa
APUTMHA ™, HeJlocra-
3acTolHa THYHOCT
Chp/lcUHA
He)locra-
ThyHoCT*,
ChplcucH
apect™,
ChpjicucH 010K
Cbj10BH Tumo0108 aprepualiia
HAPYILLICHUSA Majieat XHIOTOHUS™,
Kanky 3a KJlay)IMKalmo,

O4M, Pa3TBOP

(enomen na
Reynaud®,
CTYJICHH P1
Kpaka*
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KJ1ac
(MedDRA)
Pecnupatopun, JlopzaconT CUHY3UT 3Ly X,
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MEIHACTHHAJI-HU HHEj10CTa-
HapylIeHus TLYHOCT, PHHAT, |
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qpeBHH 3USI
HAPYIICHHS - 0 T
JlopzonamMij rajene® JIpa3zHeHce Ha
OB "LPIOTO,
XHUJIPOXJIO- | CyX0Ta B |
pH/L KAIKK - ycrara® |
| 3@ OuH, | |
TumoJ0J10B rajieHe™, | JWApHs, CYX0Ta | JIMCICY3HS.
Majcar aucrienicus™ | B ycrara® | Gouikn B KOpEMma,
Karku 3a | | HOBPBLILANC
OYHM, Pa3TBOP |
Hapymenus Jlop3acont KOHTAaKTCH
HA KOKATA U jiepmay W )
HOAKOKHATA CHH O
- S t%. “"__ % te

ThKaH
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Cucremo- JlekapcrBe- | Muoro Yecern Heuecrn Pejikn C nenssecrna
OpraHes Ha ¢popma YeCTH qeerorar®
KJ1ac
(MedDRA)
Johnson,
TOKCHYHA
clInjIcpMalina
HCKPOJIM3a
JlopzosiaMu oOpus*
OB
XHJIPOXJIO-
PUL Kanku
33 O4H,
pasTBoOp | |
THMOJIOJIOB AJIONICIHA™, KOKCH 00pHUB
MaJjiear 11ICOpHA3H-
KAIlKH 3a dopmen 00OpuB
Q4H, pa3TBOP HJIN
obocTpsHe Ha
Hcopuasuc*
Hapyumenus 1 uM0J10J10B CHCTCMCH
HA Majiear JIVIYC
MYCKYJIHO- Kallky 3a CPUTEMATOJICC
CKeJIeTHATA O4H, Pa3TBOP
cHCTEeMA W
CheAHHUTE/I-
HATA ThKAH - .
Hapymenus na Jlop3acornrt ypOJINTHA3A
0BLOpenuTe U |
NMHKOYHHUTE
NbTHIIA
Hapymenusi na 1TUM0510J10B QoJiecT Ha CeKcyalina
Bb311POH3BO- majear Peyronic®, JIMChYHKIHS
JIATEJIHATA Karnkuy 3a HOHHIKEHO
CHCTEMA H O4YM, PA3TBOP JIMOMJL0
I'bpAATA i S
O61u Jlop3zosamu acTeHus/
HAPYIICHHUS H OB ymopa*
e(pekTH HA XHJIPOXJIO-
MSICTOTO HA PHI KallKK
HPHJIOKEHHE 33 O4H,
pa3TBop | _

[3




Cucremo- Jlekapcree- | Muoro Yecrn Heuecrn

OpraHeH Ha popma 4eCTH

KJI1a¢

(MedDRA)
TumouoJioB actrenns/
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*Te3u HexeNnaHM peakl My ca HabJIlolaBaHu U NPU NpujokeHue Ha Jlopsacolrr 1o spemMe Ha

MOCTMAPKETHHIOBUS TIEPHOL

** JlorbJIHUTEIIHY HEXE/IaHH peakiiMK ca HaOIoaBalu Npy yrorpedara Ha JIpyri o rajiMoioruyim

Oera-0J10KepH U € Bb3MOKHO Jla ce pa3BusT U npu Jlopsacornr

ChoOuiaBaHe Ha I10JI03MPaHy HEXKEIIAHW PEAKIINH

Cho0111aBaHeTo Ha MOJI03HPaHH HEKEJIaHH peaKIMU Cliejl paspelanane 3a yiorpeda na JeKkaperseHms
MPOAYKT € BakHO. ToBa Mo3BoJisiBa Jia PoAbJRKK HA0II0ICHUETO HAa ChOTHOIICHUCTO 110J13a/pUCK 3a
JIEKapcTBEHUS MPOAYKT. OT MEJIMIIMHCKUTE CIIELUATMCTH CE€ MU3UCKBA Jla ChodIIaBaT BCsika 110/1031pana
HeXeJlaHa peakilMs Ype3 HallMOHAJIHA CUCTEMa 3a chodiarane B Mambinurelia arcuims 10 Jiekapersara
yi. ,,JJamsit ['pyes® Ne 8, 1303 Codus, Teu.: +359 2 8903417, yebceaiiT: www.bda.bg

4.9 [Ipeosupane

JIMncBar JlaHHHM 110 OTHOIIIEHUE HA CJIYYaiHO MJIM YMUILLLIEHO [OIIbIane na Jlopsacolrr ipu xopa.

CUMIITOMH

Mma cnhobliieHus 3a npejo3dpale Ha TUMOJIOJIOB MaJICaT pa3TBoOP 3a OUM 110 HCBHUMANHE, KOCTO BOJIH J[0
Pa3BUTHE Ha CUCTEMHU ePEeKTH, CXOJHU ¢ HAOJIOAABAHUTE LIPH HIPECJLO3UPpalC 11a CHCTEMITH OcTa-0JIoKepH
KaTO HanpuMEp 3aMastHOCT, riapodosiue, 3a1yx, Opajgukapus, Opouxocnasnm 1 acucroims. Hai-uecrure
[MpU3HAIIM ¥ CHMIITOMH, KOMTO MOTAT Jla C€ 04aKBaT IPH NPEAO3UpaHe Ha JIOP30JIaMu)L Ca: CICKTPOJIHTHH
HapylleHHs, Pa3BUTHE HA allkj103a ¥ €BCHTYAJIHO €(eKTH OT CTpaHa Ha LeHTpaliHara HepBHa CUcTema.

JL‘:HIHHTE OTHOCHO CJI}"-IBHHD WJIK YMHULICHO NPEAO3HUPAaHC Ha JI0P30JIaMHJIOB XWJIPOXJIOPH]L 1TPH XOPpa Ca

orpanuyvenu. |Ipu nornbuiane npe3 ycrara uma cboO1enus 3a comuodienrnoct. [Hpu jokaino

NPUTI0KEHHE UMa ChODIIIEHUS 3a ClIeJIHUTE e(heKTH: rajicHe, 3aMasHoCT, 171aB000INE, yMopa, neoOnyaiim
ChHHIIA U IUCharus.

Jleyenue

Jleuenuero TpsaOBa ja ObJI€ CUMITTOMATHYHO U IOJUIBpKaIo. TpadBa jia ce npocie)siBar HuBarTa Ha
CepyMHUTE enekTpoauTh (ocobeno Ha kajius) U pH Ha kpbBTa. [lpoyusanusra nokassar, 4e THMOJIO HE
ce JIMau3upa JIECHO.
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s. ®APMAKOJIOT MYHU CBOUCTBA

5.1 QapmMakoAHHAMHYHH CBOHCTBA

dapmakorepaneBTHYHA TPpyna: AHTHIIAYKOMHY NpenapaTd U MHOTHIIM, OeTa-ajipenepruynu OJIoKepH,
tuMouion, koMouHauuu, ATC koj: SOTEDSI

Mexarnuszem na oeticmaue
Jlop3acoriT ce ¢hbCTOM OT JiBA KOMITOHEHTA: I0P30J1aMHJI0B XHAPOXJIOPHJL H THMOJIOJIOB MaJicar. Beeku

€JIMH OT T€3W KOMIIOHCHTH ITOHMKABA NOBUIICHOTO BLTPCOYHO HAJIAIalC 4pe3 1MOTHCKAHC CCKPCIHATA Hd

BLTPCOYHA TEYHOCT, HO MTOCTUIA TOBA 110 pa3/IHuCH MEXaHH3bM.
Jlop301aMHJIOBUAT XHAPOXJIOPH/I € MOlIleH MHXHOUTOpP Ha Yoselikara kapboatxusipasa [, Mixubupancro
Ha kapOoaHxuapa3ara B LHJIMAPHOTO TAJIO HA OKOTO HaMaJisBa PO/ KIMATA Ha BLTPCOYHA TCHHOCT
BEPOATHO upe3 3abapsiHe Ha oOpa3yBaHeTo Ha OMKapOOHATHU HOHH, KOCTO BO/IM JIO 11OCJIC/(BAIILO
OrpaHHyYaBaHe Ha TpaHcnopra Ha HaTpuil U Boja. TumosnonoBuaT Masear ¢ HecelicKkTusen O¢ra-
ajipeHepruyeH 60kep. 32 MOMEHTA TOUHUAT MEXaHU3bM Ha JICHCTBHE, 110 KOHTO THMOJIOJIOBUST MaJicat
HAMAJIBa BLTPEOYHOTO HAJIIraHe, HE € HAIThJIHO M3SCHEH, BLIIPCKH de QuiyopeciiennoBara anrnorpadus
i TOHOrpadCKUTE MU3CIIE/BaHUs [T0KA3BAT, Y€ OCHOBHOTO MY JICHCTBUC CC M3pa3siBa B HAMaJIsBalc Ha
oOpa3yBaHeTo Ha BbTPEOYHA TeuHOoCT. B Hskou npoyuBaHus obave ce oTdCIs3Ba JICKO YBC/IHYaBane na
HeiHOTO OTTHYaHe. KoMOUHUpaHusaT eexT Ha TE3M JBE CPeJICTBA BO/IH JIO JIOIBLJIUTCIIHO HOHHKABAHC
Ha BbTpeouHoTo Hansrase (BOH) B cpaBnenue ¢ TOBa, KOCTO CC MOCTUTA TIPH 11PUJIAraliCTo Ha BCAKa ¢Jiia
OT JIBE€TE CHLCTAaBKH MOOTACIHO.

Criej1 TOKAJIHO IIPUIIOKESHHUE TO3M JICKAPCTBEH NMPOJYKT HAMAJISIBA [TOBUIICHOTO BLTPCOYHO HAJISITaHC,
HE3aBUCHMO JIaJIM TO € CBLP3aHo ¢ Iyiaykoma. [I0BUIIIEHOTO BHTPEOUHO HAJIraHe ¢ 31a4uM PUCKOB
(hakTOp B NaTOreHe3ara Ha YBPEXK/IAHETO HA 3pUTEJIHUS HEPB U 3arydarta Ha 3puTelIHO 1L0JIC 11PH
rinaykoma. To3u jiekapcTBeH IPOJIyKT HaMalisiBa BbTPEOYHOTO Hallsirane 0¢3 Jia PC/IM3BUKBA YCCTHTC
HexenaHu eeKTH Ha MUOTHLIMTC KaTo HOIIHA CJIENOTAa, Clla3bM Ha aKoMOJlallnsira n CBUBane na

3CHHIIHUTE.

Dapmaroournamusuu egexmu

Knunuunu eghexmu
[1poBeseHn ca KJIMHHYHU IIPOYUYBAHMS € NPOIBJDKUTENIHOCT J10 15 Mecena, 3a Jia ce cpaBiu eeKTnT 1d

JlopzacornT JiBa MbTH JAHECBHO (IIpUjarald CyTpHH ¥ BEYEp MPEJIH Jidraie) 1o OTHONICHHUE HA IIOHMKABANCTO
Ha BOH c edekrure Ha OTJICIHO U ¢AHOBPEMEHHO npuiaaranu tumostolt 0,5% u jlopsosiamuji 2% 11pn
MalMEHTH C MJIAYKOMA WM 04Ha XUIICPTOHHS, 32 KOUTO KOMOMHUPAHOTO JICHCHHE ¢ 1IPCIECHCHO KATO
yJlauHo. B TOBa YMCIIO BIM3AT KAKTO HEJICKYBAHU MAIMCHTH, TaKa W HAlMCHTH, IIPU KOUTO CaMO €
THMOJIOJI KATO MOHOTEpaIus He € OMJ1 OCTUIHAT 33 J0BOJMTEIICH KOHTPOJI. | loBeycTo nanuenTy ca
JIEKYBaHH C MOHOTEpaIIus ¢ JiokajieH Oera-0yiokep npeau BKJIIOYBAHE B HIPOYYBAHCTO. AHAJIU3BLT Ha
pOy4YBaHUATA M0Ka3Ba, ye ehekThT Ha J{op3aconT JBa METH AHEBHO 110 OTHOMICHUC HA TIOHHXKABAHCTO Ha
BOH e no-roJisiMm oT TO31M Ha MOHOTEPAIUSITA KAaKTO € Jlop3oJiaMul 2% TPH 1I'bTH JIHCBHO, TaKa U ¢
TuMoJtoi 0,5% aBa by guesdo. EdexkrbT na Jlop3aconT jiBa 1M.TH JIHEBHO 110 OTHOIHICHHUC Ha
noHuxapaHeTo Ha BOH e ekBuBajieHTeH Ha TO3H Ha CAHOBPCMCHHOTO MPHIJIOAKCHHUC Ha JIOP30JIaMKJL J1Ba
['5TH JIHEBHO W THMOJIOJ JIBa ITbTH JHEBHO. EdexTbT Ha Jlop3acolr jiBa msTH JIHEBHO 110 OTHOHICHHC Ha
nonuxasanero Ha BOH e jokazan upes usamepsane Ha BOH B paziimunu yacose Ha jieis, Karo 1npu
JIBJITOCPOYHO NMPHJIOKEHHE TO3U edeKT ce 3ara3Ba.
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[ leduampuiria nonyiayus
[[poBeieHO € TpUMECEHHO KOHTPOJIMPAHO HPOYYBAHC ¢ [VIaBHA [IEJI JIOKYMelTHpane na 0e3onaciocTra ia

KarKy 3a O4M JIOP30JaMUA0B XUAPOXJIopua 2% 11pu Jiela Ha Bb3pacT 1oL 6 rojiuiu. 3 roBa oTBOpEHO
npoyupate 30 IalMEHTH Ha BB3PacT Mo/ 6 TOJMHKM U MO-roJisiMa UM paBHa Ha 2 roJiuiu, npu kouro BOLI
HE CE KOHTPOJMpa B A0CTaTb4YHa CTEIIEH YPe3 MOHOTEPAINHS € JIOP30JIaMUJl HITK TUMOJIOII, €A JICKYBalH C
Jlop3aconT. IIpu Te3u nauuenTn epukacHoCTTa HE € ycraHoseHa. B ra3u masika rpyrna rnaimceHTH,
Jlop3acornT JBa MbTH JHEBHO KATO 11510 ce roHacs Ao0pe, karo 19 nauuenTu ca 3apnLpiiniiy
[poy4BaHeTo, a 11 ca oTnajnanu nopaju onepaius, NpoMsHa Ha JICYUEHHETO UIIK HOPaJIK JIpyra IPUYHHA.

5.2 PapMaKOKHHETHYHH CBOHCTBA

Hopzonamudos xudpoxnopud

3a pazjdKa OT [epopaJHOTO NMPUJIOKEHHE Ha MHXHOUTOPH Ha KapOoaHnxu/ipasara, JIOKaJIHOTO
[PHJIOKEHHE HA JIOP30JaMUJIOB XWJIPOXJIOPH/] MY TI03BOJISBA /1A IPOSBU eDEeKTUTE CH JIMPEKTHO B OKOTO B
3HAYMTEIIHO [MO0-HHUCKA J103a M CJIC/0OBATE/IHO [M0-HUCKA CUCTEMHA EKCITO3HIINA. I3 KIMHUYHUTC
[IpOYUYBAHUS TOBA BOJM 10 nonuxkasane Ha BOH 0e3 ankajiHo-KHCEIMHHUTC WK CIICKTPOJIMTHY
HapyllIEHHs, XapaKTePHH 3a NepopayiHuTe UHXMOUTOPH Ha Kapboanxu/ipasara.

[Ipu NOKaJIHO MPHIOXKEHHUE JIOP30JIAMK/L JIOCTUIa CUCTEMHATA LIMPKYJIalHs. 3a J1a CC OICHH HOTCHIHAILT
3a CUCTEMHO HHXUOUpaHe Ha KapOoaHxujipa3ara ciejl JIOKAJIHO HPHIIOKCHUE, Ca U3MCPCHH
KOHI[EHTPALMUTE HA AKTHBHOTO BEIIECTBO U METADONUTUTE My B CPUTPOLIUTUTC W 11J1a3MaTa, KAKTO U
HHXUMOMpaHETO Ha epUTpoLIMTHATA KapOoauxuapasa. | IpH MpoAbLIKUTEIHO [TPHIIOKEHHE JIOP30J1aM i)l
KYMYJIpa B EPUTPOIIUTHTE B PE3Yy/ITAT HA CEJIEKTHBHO cBbp3Balic ¢ kapOoanxujipasa Il (KA-IT), karo B
[J1a3Mara KOHLEHTpalMAaTa Ha CBOOOJIHOTO aKTHUBHO BEIIECTBO CC MOUILPAKA UZKIIHOYHTCIIHO HUCKA.
M3X0/IHOTO aKTHBHO BELIECTBO CC IPEBPDLINA B ¢JIMHCTBEH N-jie3eTrii MeTabolinT, KOHTO ¢ 110-ciad
unxuourop na KA-II B cpaBHeHHE ¢ M3XO/(HOTO aKTUBHO BEILIECTRO, HO MHXKMOMPA W ¢/Iull OT 110-C1a0d0
akTUBHUTE N30eH3UMHU (KA-I). To3n MeTaboJIUT CHIO0 KYMYJIMpaA B CPHTPOIUTHTE, KBJICTO CC CBLP3BA
npeauMHio ¢ KA-I. Jlop3zonamu)i ce cBbp3Ba C Mja3MEHUTE NPOTCHHK B yMEpeHa crenct (NpudIM3nuTe/io
33%). Jlop3onaMi1 € €eKCKpeTHpa OCHOBHO HEIPOMEHEH € ypHUHara; MeTadOJIMTBT ChILO C€ EKCKPCTHPA ¢
ypuHara. Cneji npeycTaHOBsABaHE HA IPUEM EPUTPOIMTHTE CE€ OYUCTBAT OT JIOP30JIAMH/ HEIIMHCHTIO,
KOETO BOJIM 0 MbPBOHAYAJIHO ObP30 HaMalliBaHE Ha KOHIICHTpAIMsITA Ha aKTHBIOTO BCIICCTRO,
[ocsieJIRaHo oT no-6arHa (haza Ha eJIMMHUHHUPAHE C [10JIYKUBOT 0OK0JIO 4 Mecella.

I lpu nepopaiHo NMPHIIOKEHUE HA JIOP30JaMM/L C 11eJl CUMYJIMpaHe Ha MAKCHMA/IHa CHCTCMIA CKCIIO3MIH]
CJIe/1 IBJIFOCPOYHO JIOKAJIHO TIPUJIOKEHHE B OKOTO, CTAIMOHAPHO CLCTOSHHUE CC HOCTHIA B pAMKMTC Ha |3
ceJIMUIH. B cTallMOHApHO CHCTOSIHUE B 11J1a3MaTa Ha NPAKTUKA HSAMA CBOOOHO aKTHBHO BEHICCTBO HIIH
mMeTaboauT; HHXUOUpaHeTo Ha KA B epUTPOLMTHTE € 110-C1ad0 M3pa3eHo 0T 0YAKBAHOTO, KOCTO €
HeoOX0AMMO 3a rposBaTa Ha (apMakoJioruyeH edext BbpXy ObOpeuHaTa PpyHKIMS WK JIMIIAHCTO.
CX0/1HH (hpapMaKOKUHETUUYHH PE3YJITATH Ca [MOJIYUCHH CIIE/L HPOABIDKUTCIIHO JIOKAJIHO HPUIIOKCHHC Ha
JIOP30JIAMUJIOB XHAPOXJI0PH/1. BhIIpekn TOBa HAKOH BB3PACTHH HAlMeHTH ¢ OLOpeUHo yBpeK/anc
(M34MCIIeH KpeaTHHUHOB KaupbHC 30-60 ml/min) ca ¢ no-Bucoka KoHueHnTpaius na merabdosinra B
CPUTPOLIUTHTE, HO O€3 3HAYMMHU Pa3JIMKK B HHXUOHUpaHeTo Ha kapOoanxu/jipa3ara 1 0¢3 KIIMHUYHO
3HAYUMU CUCTCMHHU HCXKCIAHW €PCKTH, KOUTO Jla MOraT Jia ce OTJIa/laT MPSIKO Ha Ta3y Haxo/iKa.

Tumononos maream
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MajieaT pa3TBop 3a oyu. CpeaHaTa NUKOBA [JIa3MEHa KOHLEHTPALMs ClIel CYTPeLIHO npuioxenue e 0,46
ng/ml, a cien BeuepHo npuiokeHue € 0,35 ng/ml.

5.3 [IpeakMHHHYHHE JaHHH 32 0e30MacHOCT
OyHKTE U CUCTEMHUTE NPOd UM HA OE30NACHOCT HA OTIEIHUTE KOMITOHEHTH ca J00pe H3BECTHM.

Jlop3onamun
[1pu 3aiily, HA KOMTO € MpHUJIarad A0p30JaMH/] B TOKCHYHHU 32 MaiKarta 1034, CBbP3aHu ¢ MeTabOoNuTHA

auu03a, ca HabmolaBanu ManopMallii Ha TejlaTa Ha MPELICHUTE.

Tumoson

[IpoyuBaHuATa BbPXY dKUBOTHH HE [0KA3BAT HAJIMYKME HA TEPATOrEHEH €(EKT.

B nombiaHeHue, He ca HaOMO4aBaHK HexXenaHu e(peKTH OT CTpaHa Ha OYMTE NMPH XKUBOTHU, HA KOUTO ca
MpUjaraHy JOKaJHO pa3TBOP 3a OUH AOP30JaMU0B XHAPOXJIOPHA U TUMOJIOJIOB MaieaT, HUTO MpPH
TaKKWBa, Ha KOUTO JOP30JaMUI0B XHAPOXJIOPHI H TAMOJIOJIOB MaJieat ¢ca MpujiaraHy 3aeHo.
[IpoyuBaHusTa in Vvitro W in vivo Ha BCEKH €IMH OT KOMIIOHEHTHTE HE MOKAa3BaT HAIWYHE HA MYTareHeH
noreHuuan. [lopaau ToBa npu npujarane Ha Jlop3acont B TepaneBTHYHH 03U HE C€ 04aKkBa 0COOEH pUCK

3a X0pa.

6. ®APMALIEBTHYHU JAHHU

6.1 CnucbK HA NOMOILHHTE BellecTrsa

beH3aJIKOHHEB XJIOPH I
XHUIPOKCHETHIILETYI03a
Harpues xuapokcu (ES524)
Manuton (E421)

JINMOHEHA KHCEeTMHA MOHOXHAPAT
HatpueB XUApOKCH HIIH XJIOPOBOJAOPOAHA KUCEIHHA, KOHUEHTpUPaHa (3a kopekuus Ha pH)
Bona 3a uHXeKuuu

6.2 HechbBMEeCTHMOCTH
Henpunoxumo

6.3 Cpox Ha rogHocTt

4 TOAHHH
Jla ce u3nos3Ba B paMKUTE Ha 4 CEAMULIM CNEll MbPBOTO OTBApsHe Ha OyTUIIKaTa.

6.4 CrneyuajHu yC/I0BHS 32 ChbXpaHeHHe
Ha ce cbxpansBa nmoa 25°C. Jla ce chbXxpaHsiBa B OPUTMHAJIHATA ONAaKOBKA.

6.5 Bua u chabpiKaHHe HA ONMAKOBKATA

Jlop3aconT npeacrabiisBa OUCTHP, Oe3LBeTEH, 10 NOYTH Oe3LBETEH, JIEKO BUCKO3EH pay
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5 ml kanku 3a ouu B Hernpo3pauHa OyTuiika ot LDPE, ¢ kankomep ot LDPE u kanauka na sunr or HDPL
ChbC 3alLUTEH MPLCTEH, B KAPTOHEHA KYTHS C JIMCTOBKA 3a Ial[MCHTA.

6.6. ChnenmnajHy NpegnasHH MCPKH IIPH U3XBbPJIsIHE

Hsima crieniMaiHi M3MCKBAHMS 3a U3XBLPJIAHC

s [IPUTEKATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

Bopsin Meaucune Esponia EOO]
yi1. ,,bopuc Pymenon™ 16
1407 Codus, buiirapus

8. HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEBA

Per. Neo: 20210026

9. JATA HA II'bPBO PAZPEIIABAHE/TIOJHOBABAHE HA PASPEINNEHHUETO 3A
YIHHOTPEDBA

Jlara Ha mepBo paspemaBane; 05.02.2021
Jlara Ha 1oc¢jieiHO 10/ IHOBSBAHE:

10. JATA HA AKTYAJIUZUPAHE HA TEKCTA

08/2025
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