KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA

1A ATEHUNSA 10 NEKAF

1. HUME HA JIEKAPCTBEHUA NPOOAYKT

!

pucmuka Ha npogykma [TpuAoxeHue 1

BUMACOIIT 0,3 mg/ml + 5 mg/ml kanku 3a oun, pasteop -
BIMASOPT 0,3 mg/ml + 5 mg/ml eye drops, solution
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2. KAYECTBEH M KOJTHUECTBEH ChCTAB /0 77 e 0

Enun ml pasreop ceaspxka 0,3 mg Gumaronpoct (bimatoprost) u 5 mg Timonon (timolol)
(kato 6,8 mg TuMononoe manear) (as timolol maleate).

IToMOLHO BELIECTBO C H3BECTHO AEHCTBHE:

Bcexu ml ot pastBopa ceabpika 0,05 mg GeH3ankoHHEB XJIOpHL.
Bcexn ml ot pastBopa ceaspxa 0,95 mr ocdaru.

3a MBAHMA CNIMCEK Ha MOMOLIHHMTE BELIECTBA BIDKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a oun, pastsop.
BesugereH 10 neko *baT, GHCTHP pa3TBOP.
Pasteop®T € ¢ pH ot 6.5 10 7.8 u ocmonamurer ot 260 no 320 mOsm/kg.

4, K/HHHUYHH JAHHH
4.1 TepaneBTHYHH NOKA3AHHA

INonnkeHHe Ha BBTPEOYHOTO Hansrane (BOH) npu BB3pacTHH MaLMEHTH ¢ OTKPHTOBIbIIHA MIayKOMa
WJIH OYHA XHMEPTEH3Hs, KOUTO C€ TMOBJIHABAT HENOCTATBYHO OT NoKanHu GeTa-00KepH HITH
NpOCTarJaHAHHOBH AHATO3H.

4.2 [Io3MpoBKA H HAYMHH HA NPHJIOKEHHE

Jo3npoBka

Ilpenopvyuumennama oo3a npu ev3pacmuu (6K104UMENHO U NPU NO-6BIPACIIHU X0OPA)
INpenopsunTennara no3a e enHa kanka or BUMACOIIT B 3acerHaTtoTo/ure 0K0/04H, €NUH BT

IHEBHO, NIPUJIOXKEHA MM CYTPHH, UK Bedep. Jlosara TpAGBa 4a ce mpuiara no eIHO M ChIUO BpeMe
BCEKH JIEH.

CeluecTByBalUTe TUTEPATYPHH JAHHH 32 GHMATONpPOCT/THMONION NpeAnonarar no-goépa
€()eKTHBHOCT Ha BEUEPHOTO MNpHJIaraHe, B CPAaBHEHHE ChC CYTPELIHOTO, O OTHOLIEHHE Ha
noHmwkasadeTo Ha BOH. HesaBncumo ot ToBa, TpaGBa aa ce HanpasH MpeLeHKa 3a BE3MOKHOCTTA 3
Ce MOCTHIHE ChIIACYBAHOCT NMpH 0OMHCIAHE Ha CYTPEIITHO HIIKM BEYepHO Npuiarade (Bx. Touka 5.1).

AKO e mpormycHaTa ejHa 103a, ieueHHeTo TpAGBa a NPOaB/DKH ChC ClIeABALIATa 1032 M0 TUIaH.
Ho3ara He TpAGBa 1a HAZBHIIABA €JHA KAIKA JHEBHO B 3aCETHATOTO/HTE OKO/OYH.

Bby0peuno u uepnodpobno yépexcoane
BUMaTonpocT/TMMOION HE € H3NMTBAH MPH NaLMEHTH C YepHOAPOOHO Mk 6B6peuHo y
Iopanu Toa, TpaGBa Na ce nMpunara ¢ NOBHIUIEHO BHHMAHHKE NPH JIeUeHHE HA TAKUB

Ileouampuyna nonynayua



bezonacnocTTa n edhHkacHOCTTa H2 GHMATONPOCT/THMOIOA NPH Jeua Ha Bb3pacT oT 0 ac 18 roauau He
Ca YCTaHOBEHH.
Jlunceat AaHHH.

Hauun Ha npuaoxenne
AKo ce M3M0A3Ba NOBEYE OT €HH OPTANMONOTHHEH NEKAPCTBEH NPOAYKT 3d JOKANTHO OPHAOMKEHHE,
8CEKH €AWH TpAGBA 1a e NPHAAra HAK-PAHO CAEA 5 MUHYTH.

KoraTo ce npWTHCKa Ha30NaKkpHMAaNHKA KAHAN MK KJIEMAMKTE CE 3aTBOPAT 32 2 MHHYTH, CUCTEMHATA
abcopbuma e Hamanena. Tosa MOxeE 1a NOBELE 10 HAMANABAHE Ha CHCTEMHHTE HEXEIAHH PEAKUMH H
D0 YBENHYEHHE HA NOKANHATA AKTUBHOCT.

4.3 TpoTruBonoxkazaHHsA

- CBpBbXuYBCTBMTENHOCT KbM AKTHBHHTE BEILIECTBA M KbM HAKOE OT MOMOIHHTE BELIECTEA,
n36poeHun B Touka 6.1.

- 3abonsBaHe C NOBHLLUEHA PEAKTHBHOCT HA AUXATENHUTE MBTHILA, BKNKOUHTENHO GpoHXHanHa
acTMa MM aHaMHe3a 3a OpoHXManHa acTMa M Texka XpoHHuHa o6cTpykTHBHa Benoapofna
Gonecr;

- CuHycosa OpagKkapiaus, CHHOPOM Ha GONHHUA CHHYC, CHHO-aTPHANEH 60K,
ATPHOBEHTPUKY NapeH ONOK BTOPA W TPETa CTENEH, HE-KOHTPOAHPaH ¢ nelicMelkep. SABHo
H3PA3EHA ChPASYHA HEAOCTATBYHOCT H KAPAHOrEHEH LIOK.

44 Creunagans npeaynpexieHun H MpeanasHy MEpKH NpH ynorpeba

TMoaoGHO HA APYTH NOKANHO NPHUAOKEHH OPTAIMONOrHYHH IEKAPCTBEHH NPOAYKTH, AKTHEHHTE
BeuecTea (TumMonon/Gumaronpoct) 8 BUMACOIT morat za ce abeopGupart cuctemso. He e
HabmonasaHa sacuneHa cHcTeMHa abcopfunsa Ha OTHETHUTE aKTHBHH BellecTBa. 3apaan Geta-
AnpEHEPrHYHHA KOMMIOHEHT TUMOMON, MOMAT 0a €& MOAYYaT ChLUMTE ChPIEUHO-CHAOBH, GenozpoGHu H
APYTH HEXKENAHH PeakUMH, KOMTO ce 3abenn3Bat v npu cuctemuuTe Geta-Gnokepu. YecTtoTaTa Ha
CHCTEMHWUTE HEMENAHN PEAKUMK CNED NOKANHO NPHIOKEHHE B OKOTO € NO-HHCKA CTIPAMO TA3M MpH
CHCTEMHOTO NPHNOKEHHE, 3a Aa ce HamasK cucremHaTa abcopOums, BrxkTe Touka 4.2,

CrLpieuHn HapyleHHn
MaunenTH che chpaeyHO-CbIOBH 3a00NABaHUA (HANPHUMEP KOPOHAPHA BONECT Ha CHPUETO, AHIMHA Ha

[MpusumMeTan M CbpaeUHa HEAOCTATEYHOCT) H Ha TEPANHMA, NOHHKABAIA KPHBHOTO HanArade ¢ Hera-
6nokepn, TpAaGBa KPUTHYHO Aa Ce OUEHARAT U TpabBa aa ce ofmucnK Tepanka ¢ APYTH aKTHBHH
BeilecTBa. [TauneHTH cbe ChpaeYHO-CBAOBH 3a6onABaHHA TPAGBa Oa ce HabNIOOaBaAT 32 NPHU3HALE HA
BIOLIABAHE HA Te3M 3aDonaBaHKA W HeXenaHH peakivu,

Topanu cBOHTE HEraTHBHH eEKTH BBPXY NPOBOAHOTO BpemMe, Hera-Gnokepure Tpabea na ce
NPEANHCBAT C BHUMAHHE HA NALUEHTH C1C CbpAeyeH ok mbpea cTenek.

ChLa0BH HAPYILEHRSA
TMauuenTtu ¢ TexxH nepndepHH LUPKYNATOPHH cMyLeHus/ pascTpoficTea (Hanp. TexkH GOpMH Ha

Gonect Ha Peiiuo unu cuuapom Ha PeiiHo) Tpabea fa ce NeKyBaT ¢ NOBUILEHO BHHMAHUE,

PECHHEHTOEHH HapylieHna
PecnupaTopHH peakUHH, BKAKYHTEIHO CMDPT, AbaxKalla C€ Ha 6POHXOCI'133’I>M MPH NAUHEHTH €

acTMa, ca ChoGIIEHH NIPH IPUAOKEHNE HAa HAKOH OTAIMONOTHUHH GeTa-GroKepH.

BHUMACOIIT Tpa6sa na ce n3non3sa ¢ NOBHILIEHO BRHMAHNE NIPH MAUMEHTH ¢ NEKA/CPEHA XPOHHYHA
obcrpykTusha Genonpobua Gonect (XOBEB) H To camo ako NOTEHLMANHHTE N0/13H HAAXBbPAAT
NOTEHUMANHHUA PHCK.

Hapyuienus Ha eHIOKPHHHATA CHCTEMA




Beta-anpenepriuydHnTe GROKMpALLK NEKAPCTBEHK NPOLYKTH TpADGBA 1A € NPUIIAraT ¢ [LOBULUEHO
BHHMAHHE MPH MALHEHTH CbC CNOHTAHHA XHNOrMMKEMHA WAKM NPH NauMeHTH ¢ nabunen auaber, Thit
kaTo BeTa-0a0KepHTE MOraT ia MacKKHpaT NPHIHALHTE B CHMIITOMHTE Ha OCTPa XHNOTIHKEMHA,

Beta-Gnokepute MOraT b0 TaKa 1a MACKHPAT NPH3HALMUTE HA XHNEPTHPECHIUIBM.

3a0onaBanNg HA POroBULATA
Odrranmonornununre 6eTa-6nokepn MOTAT 1a NPeAU3BUKAT CYXOTa B OKOTO. TalleHTH cbe

3aGonsganua Ha poroBuuaTa Tpabea na ce nexyBar ¢ MOBHLLEHO BHHMAaHKE.

Apyru Gera-6i10KepH

EdekTbT HA BETPEOYHOTO HAMATAHE WIIH MO3HATHTE edeKTH OT CHCTeMHNTe Gera-Gnokanu Morar na
GbOaT ycMAEHH, KOraTo Ce NPHEMa THMOMGN OT NAUMEHTH, KOUTO BEYE NPHEMAT CHCTeMHH (era-
6nokepn. PeakuraTa Ha Te3n nauMeHTH Tpabea aa ce Habatonasa o16aM30. YnoTpefata Ha ABa
NOKaNHK BeTa-aapeHepruuHy GNOKHpALLH areHTH He ce npenopbyea (Bx. Touka 4.5).

AHaPHIAKTHYHY DEAKUHH

Korarto npuemar Geta-610KepH, NaLMEHTH C aHAMHE3a 33 aTONMHUA KAH TEXKA AHAPHNAKTHYHA PEaKUUA
KbM Pa3HOOOPA3HM ANEPreHH, MOraT 4a AEMOHCTPHPAT NO-TEXKKE ANSPrUYHA PEAKLHA MPH NOBTOPHO
TPETHpaHE C TAKHEA ANEPreHd MU Aa He OTrOBOPAT Ha 00MYaiHATA 1032 AAPEHANHH, H3TIOA3BaHa 32
JeveHHe Ha aHAQUNAKTHYHN PEAKLMK.

XOEOHABJIHO oTRENnBaHEe
XOPOHI[&J]HD oTaensaHe e cLoOWeHo NMpH NPHAAFAHETO HA TEpanHA 3a HAMa/IABAHC HA BOOHOTO

ChAbpKAHHE (Hanpumep THUMOJION, aUueTa20AaMuA) cnen NpouUeNYPUTE Ha d)u.n'rpupane.

XHpYpPruvHa aHecTe3ns
Beta-6nokkpain ogTanMonorHyHN npenapaTy morat aa GIOKHPAT CHCTEMHHTE OeTa-arOHHCTHYHH

e)eKTH, HANPHMED HA afpeHannH. AHECTe3noAorbT TpAGBa da Obae HHpOPMUPaH, KOraTo NALKEHTHT
npyreMa THMONOo,

Hepuoppobun HApYIIEHUE

Ipu nauneHTy ¢ aHaMHE3A 33 JIEKO 4epHOAPOOHO 3a0onaBaHe HAK aBHOPMHKW M3XOAHK CTOHHOCTH Ha
ananuH amuHotpancdepasa (ALT), acnaprat amunorpancdiepasza (AST) uw/unu Gunupy6un,
OMMAaTONPOCT He NABA HEKENIAHH PEAKLIMH OT CTPAHA HA YepHuA Apob B npoabakeHHe Ha 24 Meceua.
He ca n3BECTHH HEXENAHH PEAKLIHH HA YepHOAPOOHATA Y HKUNA, NBMKALLM CE HA OKYNapeH
THMONOA.

OuHH HapYIIeHHA

MNpeny 3anoueane Ha NEYEHHETO, NaLHeHTHTe TpAGEa Aa 6bAAT HHPOPMHPAHK 3A BB3MOMKHOCTTA OT
nepruopbHUTOnaTHA CBbP3aHa ¢ npocTarnadanHos ananor (MITA) M NOBHIWIEHA NHIMEHTALMA HA MPHCA,
Tobi KaTo TakKea ca Gunu Habnionasatu Npu neyenne ¢ GUMaToNpocT. HAKOH OT TE3H U3IMEHEHHA
morat aa ObJaT TpalHW K1 Ja AOBEAAT AC HAPYLIEHO 3PUTEHO NOE W Pa3fMKa BbB BBHLUHHA BHA

MEX Ay ABETE OYH, AKO CAMO EAHO OT TAX € NeKyBaHo {Bi. Touxa 4.8).

Enem Ha MakynaTa, BKAFOUHTEIHO KHCTOMACH €1EM Ha MaKynaTa e chebLIeH npH
6umaronpoct/rumonon. INMopann ToBa BUMACOIIT Tpsatsa aa ce H3NON3Ba ¢ MOBUINEHO BHUMAHHE
Apy adakH4HH DALMEHTH, NpH NCeBAGDAKNYHY NaUHEHTH ¢ paskbhCaHa 3afHa Kancyna Ha oyHara
AE1IA HITH MPH NaUMEHTH C H3BECTHH PHCKOBH (bakTOpHM 3a edeM Ha MakynaTa (Hanp., BbTpeoyHa
ONEpauH, 3aNyWBaHe Ha BEHWUTE Ha PETHHATA, Bb3NannTenHo 3abonAsaHe Ha OKOTO M fuabeTHa
PETHHONATH).

BUMACOIIT tpabea na ce n3non3sa ¢ NOBUWEHO BHUMAHHE MPW NALUNEHTH C 8KTHBHO BLTPEOYHO
BB3NANEHHUE (HaNp., YBEHT), ThH KaTo BBINANCHMETO MOXKE aa ce oBocTpH.

KoxHu HApYLWIeHHA




CobluecTBY BA NOTEHUMAR 38 OKOCMABAHE H& 30HUTE, BBPXY KOMTO pasteop Ha BUMACOIT sauza
MHOTOKPATHO B KOHTAKT ¢ KOYKHaTa nopbpxHocT. [opaau Tosa e sazxkno BUMACOIIT aa ce npunara
CMopeA HHCTPYKLMHKTE M 1a HE CE OCTaBA A noTeye o 6y3aTa HAH APYCH KOXHM 30HH.

Nomomnn BewecTBa
benzankonkesuaT xnopua, kKoiTo e koncepsant 8 BUMACOTNIT, moxe na npeanisnka ApazHeHe Ha

OvHTE. KOHTAKTHHUTE JICLUH TpﬂsBa aa 61,na‘r CBAMIEHH NPERH NOCTABAHETO HA KANKHTS H NOCTaBEHH
OTHOBO |5 MuHYTH cnen ToBa. HaBecTHo e, ue BeH3anKOHUEBNAT XR0pHA 00e3lBeTABAa MEKHTE
KOHTaKTHH nellin. Tpabea na ce n3barsa A0nnpa ¢ MEKM KOHTAKTHH NELLH.

Hma cpobuieHus, ye DEH3aNKOHUEBUAT XNOPHI, NPHUKHABA TOUKOBHAHA KEPATONATHA H/HAK TOKCHYHA
ynuepaTHBHA KepaTonaTua. [Topaan ToBa ce Hanara HaGMIOAEHHME MPH YECTA HIH NPONbLIKHTENHA
ynotpeba Ha BHMACOTIT npu nauueHTy ChC CYyXH QUM WIH HAPYIEHA KOpHEA.

g[ﬁ_’!l‘l‘l ChLCTOAHHSA

bumaTtonpoct/TuMON0N He € H3NYTRAH NPH NALMEHTH C BLINANMTETHY 04HH 3afonasanus,
HeOBACKYNAPHA, BBINANWTENHA, 3aKPUTObIBLIIHA MIayKOMA, BPOJEHA IMMayKoMa WM TECHOBIbIHA
rnaykoma.

IMpu npoyusanua va Gumaronpoct 0,3 mg/ml npu NaUMEHTH € rNayKoMa WK OYHA XHIEPTOHHA €
NOKA3aHO, YE NO-HECTaTa EKCMNO3MLMA HA OKOTO Ha noseye oT | Ao1a GUMATONPOCT AHEBHO MOXe A3
Hamany ediekta Ha norwkaeane Ha BOH, MaumenTy, konto ninoazsar BUMACOINT ¢ apyru
npocTarNaHIWHOBH aHanosM, Tpabea aa ce HabnoAaBaT 38 OPOMEHH B TAXHOTO BBTPEOUHO HAATAHE,

4.5 BsanmoneficTBHe ¢ APYrH IeKAPCTBEHH NPOAYKTH H APYTH HOPMH HA BIAMMOICHCTBHE

He ca nposexaanu cneuHpHyHH NPoyYBAHHA 32 B3aUMOAEHCTEUATA ¢ (PUKCHpaHaTa KOMBHHALKS
6umaTonpocT/THMOROI.

HMma BeposTHOCT 32 agUTHBEH edeKT, KOHTO Na NOBEAE N0 XHNOTOHHA WHIIK NOAYEPTAHA
Opaavkapana, KOraTo OYHH pasTBOPH ¢ HeTa-GrOKepH Ce NPUIAraT eAHOBPEMEHHO C NEPOPANHU
GioKkepH Ha KaNUMEBHTE KaHaNM, rBaHeTHOMH, GeTa-aapeHepruuiy 6IOKHPAULH areHTH,
NApacHMNAaTHKOMHUMETHLIW, aHTHAPHTMHYHH CPEACTBA (BKAKOUHTENHO aMHOAAPOH) H AXTHTATHCOBH
FNMHKO3NAH.

Tlotenunanau cucTeMun GeTa-6noKann (HANPUMEP NOHKEH CLPAECUEH PHTHM, DENpecua) ca
cbobwenn npu KoMOHHHpaHo aeuetne ¢ CYP2ZD6 nnxuButopn (HanpuMep XHHUAWH, QIyOKCETHH,
MapOKCETHH) H TUMOJION.

MNonskora ce croBinasa 3a MHIPHAIA, BCNEACTBHE HA €AHOBPEMEHHO NPUNOKEHHE HA
oTanmonoruuny 6eta-6nokepu U agpeHanuu (ennuedpun).

4.6 DepTHauTeT, GPEMEHHOCT M KLPMEHe

Bpemennocr
Hama goctaTiuno nanHH 3a ynorpebata Ha dukcHpanaTa koMBHHauna GUMATONPOCT / THMONOM NPH

Gpemennn xenu. BUMACOIIT we tpabea 0a ce u3nonssar no BpeMe Ha GPEMEHHOCT, OCBEH AKD HE €
abconoTHo HeoGxoanmMo. 3a HAManABaHe Ha cHoTeMHaTa aGeopSuma, BrxTe Touka 4.2.

Bumamonpocm
HsMa 10CTaTbHHO KAWHHYHM TaHHW 33 EKCHO3HLMA NO BpeMe Ha GpeMeHHOCT. INpoyypaHuaTa npu

JKMBOTHH NMOKA3BaT PENPOAYKTHBHA TOKCHYHOCT APH BHCOKA TOKCHYHA 034 NPH MaMkata (B¥K. ToHKa
5.3).

Tuntonon

EnnaemuonoruunmnTe npoyyBaHis He nokassat ManhopMaTHEHH eGekTH, HO NOKA3EAT
33 HHTPAYTEPHHHO 3a0aBAHE HA pacTesa NP NEPOPATHO NPUNCKeHHE Ha HeTa-6nok
JoNBAHEHHUE, NPHIHAUM ¥ CHMITTOMH Ha bBeTa-bnokana (Hanp. Gpaaukapana, XHOOT ué&



PECNHPaTOPeH AUCTPEC M XMNOrNHKeMia) ca HabnojaBaHK npH HOBOpOAEHH, koraTo GeTa-bnokepHTe
ca Guau npunaradd npeau paxaaneTo. Ako BUMACOIIT ¢ npunarad npeiu paxiaHero,
HOBOpOAEHOTO TpAGBa BHUMATETHO Ta ce Hamonaga [pe3s MbPBHTE IHH OT XKHUBOTA MY.
TlpoyuBaHusTa ¢ TAMONON APH JKHBOTHH NOKA3BAT PENPOAYKTHBHA TOKCHHHOCT MPH 3HAUNUMO No-
BHCOKH AO3HK OT T€3H, KOUTO GMXa C€ WINON3BaNny 8 KIMHUYHATA NpaxTHKA (BXK. Touka 5.3).

Kipmene

Tumonon

Bera-610kepHTe ce EKCKPETHPAT B KbpMaTa. Bbnpekyu T0Ba, NpH TepaneBTHYHMTE A03H HA THMOJION B
OYHHTE KAmNKH, HE € BEPOSTHO TONIEMH KOJIMUECTBa Aa Ce ChABPXKAT B KbPMATa, 3a Aa JoBCOaT 10
KIIAHHYHW CHMNTOMK Ha Geta-Gnokaaa npu Oebeto. 3a HamanasaHe Ha cMcTeMHaTa abcopOuns,
BHIKTE TOuKa 4.2,

bumamonpocm
He ¢ u3zBecTHO aanH BUMATONPOCT CE EKCKPETHPA B KbPMATA, HO CE EKCKPETHPA B MIAKOTO Ha
naktupawn nabxope. BUMACOIIT ne TpaGsa na ce npunara npy KbpMeWwn KeHH.

QdepTHaUTET
Hsma pannu 3a edextute Ha Gumaronpocr/tuMonon ebpxy deprunuTera npu xopa.

47 Edexrn pbpxy cnocofHocTTa 33 moupane n pabora ¢ MallHHK

BMMACOIIT nosnusea npedebpexumo cnocobHocTTa 3a wodHpae 1 pabora ¢ mawnHn. Kakre npr
BCAKO NIOKANHO OMHO NeyeHHe, NPH NOABA HA NPEXOIHO 32MBIrABAHE HA 3PEHUETO Clell NPHIOKEHHE,
NauMeHTsT TpAdBa Aa Novaka, JOKATO 3PEHHETO Ce NMPOACHH, TIPEH OTHOBO Ja WwodHpa W paboTH ¢
MaLLIKHH,

4.8 HexeaaHH J1eKapcTBEeHH PEaKUHH

EUMACOIT

Obobuerue na npogura 3a besonacrocm

HexenaHuTe peakumu, chboBILasaHH NO BPEME HA KITHHHYHWTE H3NHTBAKHKA ¢ YNoTpe6a Ha
BGUMATONPOCT/THMONOS, CE CBEXIAT A0 T€3H, OTIHCAHH B NPEAHILHY ChOGILEHNS 3 HAKOE OT ABETE
AKTHBHM BELECTBa GUMATONPOCT M TAMO0A. [1pH KAMHKUMHWTE U3NUTBAHHA He ca HabmonaBaHH
HOBH HEXENaHH peakumn, cneyrHyHK 3a GHMaToNpOCT/THMOMON.

Mo-roasMaTa YacT OT HEKENAHUTE PEAKLMH M0 BPEME HA KAHHHYHHTE M3MHTBAHUA ¢ YNoTpeba Ha
GHMaTONMPOCT/THMOTION Ca OYHH, IEKH MO TEKECT H HUTO €1HA OT TAX He ¢ cepnozua, Ha GazaTta na 12-
MECEYHO H3NWTBaHE, Hali-uecTo cboblaBaHaTA HEKENAHA PEAKIINA € KOHIOHKTHBANHA XUNepeMun
(NpeaHMHO HE3HA4YMTENHa 10 cnaba v CYMTAaHA 38 HEBb3NANHMTENHA NO NPOU3X0A) B NOUTH 26% oT
NaLHeHTHTE, KOETO € AOBENO A0 MPeKbCBaHe Ha TepanyaTa npu 1,5% oT nauMeHTHTE.

Tabauuen CRUCLK HA HEHEAAHNME PEAKYUY

TaGnuua | npeactapd HeXeNnaHWTe peaklHH cbOBLIABAHY MO BPEME HA KIHHHYHMN H3MTHUTBAHHA C
fumMaTonpoCcT/TUMENON (BBLE BCAKO MPYOMPaHE IO YECTOTA HEXKENAHHTE PEaKUHU Ca NPEACTABEHN B
HH3XOIALU pen, N0 OTHOLIEHHE HA CEPUOIHOCTTA HM) HIIH B NOCTMAPKETUHIOBHA NEPHON.

YectoTaTa Ha BbIMOMHUTE HEXKENAHH PEakUHH, MOCOYEHH NO- 10Ty, € ONpeae/ieHa CLIIACHO cleJHaTa
KnacHguxaums:

MHuoro yectH >1/10

Yecrn >17100 a0 <1/10
HeuecTH >1/1 000 no <1/100
Penkn >1/10 000 no <1/1 000
MHore peakH <1/10 000




C Hen3pecTHa YecToTa

Ot HanHuHKTE DAHHH He MOXe na Obne
HanpageHa OLEHKa 34 HecToTarTa

Tatauua 1:

Cunemo-opraﬂeu KJjaac

YecToTa

Hewxenana peakuus

Hapywenun Ha ustynnama
cucmema

C HeniBecTHa yecToTa

Peaknuu Ha
CBPBLXYYBCTBHTENHOCT, BKJI.
NIPH3HALM HA ANEpruvex
AEepMaTHT, AHFTHOEAEM, GUHA
aneprua

Heuxuunu vHapyuenun

C HeH3BECTHA YecToTa

Beschhue?, kowmapu®

Hapywenua na nepsrama
cUCmemMa

Yectn

rnagoGonve

C HEH3IBECTHA YECTOTA

Jncreysus®, 3aManHocT

Hapywenua na owume

MHoro uecTH

KOHIOHKTHBANHA XHNEPEMHUA
nepHopOHTONATHA, CBBP3aHA ©
NpocTarnaHAMHOB aHanor

Yectn

NOBLPXHOCTEH TOYKOBHACH
KEpPaTHT, EpO3HA HA KOpHeATa?,
uyBCTEO Ha napexe?,
KOHIOHKTHBA/KO [pa3HeHe’,
chplies 8 OMMTE, CMBAEHE,
YCELaHE 33 YYHKAO TANOY,
CYXOT4 B OYUTE, EPUTEM HA
knenaya, Gonka 8 OUHTE,
dorodobus, cuHa cekpeLHs,
BH3YaNHH HapyWeHWAZ, chplex
Ha Knena4ya, 8A0LIEHA 3pHTENHA
ocTpoTa?, GnedapuT?, OTOK Ha
Kaenava, O4HO ApasHEHeE,
envdopa, pacTex HA MUIMH

HeyvecTn

MPHT?, KOHIOHKTHBANIEH OTOK?,
Bonka Ha knenaval, aBHOPMHO

| yeewane B okoTO', acTeHonua,

TPUXHA3A, XUNEPOHIMEHTALMA
Ha WPHEa’, NTO34 Ha OKOTO,
eHodrTanm, narodranm u
peTpakuua Ha knenaua'?,
NPOMAHA B LBETA HA MHIJIMTE
{noTEMHABane)!

C HEH3BECTHA YecToTa

KHCTOHIOCH €4¢M Ha MakynaTaz.
Bb3INAJICHHE HA OUYNTE,
3aMBbrieHO BHH‘UlaHez, O4C€H

anckomdopr
Cupdevnu napylienus  HEHIBECTHA 4ecTOTa Gpanukapans
Crvoousu Hapyuiesus C HEM3BECTHA YeCcToTa XHMEePTOHHA
PecnupamopHit, 2pe0nl u YecTn PHHWT®
MEQUACTRUHATHL HAPYIHEHUR Heuectn IHcnHes

C HEW3BECTHA YecToTa

GponxocnasbM (MpeaHMMHO NpH
NaUHEeHTH C NPeAlecTBaLLO
BpOHXOCNACTHUHO
zafonaBane)’, acTmMa

Hapyiuernua na xoxeama u
ROOKONCHAMA MBKAH

YecTH

Gnedapansa TIUrMeHTALMS>,
XMP3YTHIBM?,

XHMMEPTHIrMEeHTaLHA
OKOJIQ OYHTE




C Hewn3BecTHa yecToTa anoneuns, obesuBeTABaHE Ha

kOXkaTa (OKONO OYHTE)

HA MACMOMO HQ NPUTONCCHUE

Obuyu Hapyenus u egpexmu C HeM3BECTHA 4eCTOTA ymopa

'nexenaHu peakumu, HabmogasaHu camo npu Bumatonpocr/Tumonon, eaHoao3zosa gopma (Ges

KOHCEPBAHT)

2yexxenany peakinu, Habmoaaeann camo npu bumaronpoct/Tumonon, muoroaocsosa dopma

[MoacbHo Ha ApYrW NOKaNHO NpyAaraHd ofranMonoerduHy nexapersa, BHMACOIIT
{6umaTonpoct/Tumonan) ce abecopbupa B CHCTEMHOTO KpbeooOpbIEHHe., ABcopOuMAaTa HAa THMONON
MOXe A2 AoBeAE A0 NOACGHH HEXENaHW PEaKUMH, KAKTO NpH cHeTeMHuTe Beta-Onoxepu. YecToTaTta
Ha CUCTEMHUTE HEXKENAHH PEAKLKH CE AOKANHO OBTAIMOROMMYHO NPHACKEHHE € NO-HACKA CIPAMO
TA3H NPH CHCTEMHOTO NPHIOKEHUE. 32 1a HaManuTe cucTemHara abcopfuna BuxkTe Touka 4.2,

JONbIHATENHN HEXKENAHH PEAKUHH, KOMTO ca GHAH HaGnogaBaHH MPH BCAKO OT AKTHBHHTE BELLECTBA
(BMMaTONPOCT M THMOMON) U NOTEHUKHANHO GMXa MOrAK Na ce NOoABAT nNpu GumaTonpoct/THMoOnoN, ca

n30poeHu no-aony B Tabnuua 2:

Tabnunua 2:

CHcTeMO-0praHeH Knac

Hexenana peakuus

Hapwuemm Hd UMYHHARA CUCHemMd

CHCTEMHM ANEPTHYHM PEaKUNH, BKNOUNTENHO aHadmnakcHs '

Hapyiuenun na memabonuima u
Xpanenemo

Xunornukemua '

Meuxuunu HAPYRIEHUA

Jenpecus', 3ary6a Ha namer !, xanwousnauns'

Hapymemm HUl HEPBRAM CHCMEM

Cunkon', MOIL4HO-ChAOB MHLKAEHT', 3aCHBAHE HA
NPH3HALNTE M CHMNTOMMUTE HA MHACTEHHA rpaBuc’,
napecresua’, uepeGpanta ucxemun '

HGRVIMEHMH HA o4ume

Hamanena KopHeanHa 4yBcTBATEAHOCT', Aunnonua', orosa’,
XOPOMLANHO OTAeNBaHe cnel PUATPUpaLla XHPYPruuHa
Hameca (Bk. Touka 4.4)', kepatut', 6nedapocnaspm?,

KpPBBOH3NHE OT peTHHATa®, yBeu

Cwpoeunu napyuenus

ATpHOBEHTpHKYNapeH Gnok', cnHpaHe Ha ChpUETO', apHTMHA’,
CbpAEHYHA HEXOCTATHYHOCT', 31CTOMHHA ChpAEYHA
HERAOCTATBYHOCT', 6onKa B repanTe', nannutauun', eaem’

Cwlogu Hupyuienus

Xunotouus', denomen Ha Pefino', cTynenu ananu v xoamuna'

Pecnupamopnu, 2pvouu u
MEQUACMUH QTN HAPYUIEH 1A

Ex3auepGauma na actma 2, exsanep6auma na XOBE ?,
Kaiunmua'

CmoMauiHo-4pesru Hapyutenun

Tanene'?, anapua', nucnencus, cyxora B ycrara', 6onka B
xopema', noepuwane’

Hapyutenusn na koncama u
ROGKOHCHAMA MBKAH

ncopuazndopmen 06pus  oBocTpane Ha ncopuasuc', 06puBK
no kowara '

Hapywenun na mycxyano-
CKEAEMHAMA CHCIEMA t
CHEQUHUMEAHAMA MBKAK

Muanrus'

Hapyienua na
GBINPOUIGOOUMEARAMA CHCMEMA U
avpoama

Cekcyanna nuchyHkuna', namanerno nnéuno’

Obwu napyuienus u eghexmu Ha
MACMOMO HA APUIOHCEHIE

Actenua'?

Hicneosanun

2




' Hewenann peakurn, HaGmonasann npy Tumonon
? HeskenaHu peakunn, Habmonasanu npu Bumartonpoct

Onucanne Ha H3OpaHH HEWENAHH DPEaKUUH

Hepuopbumonamua, covpiana ¢ npocmazranounos anaroe (f17IA)

TlpocTarnaHaAUHOBHTE aHANO3H, BKNFOUMTEAHO BHMATONPOCT, MOTaT A2 Npen3BHKAT
nepHoPOUTANHM NUNOANCTPOPHUHH NPOMEHH, KOMTO MOTAT 04 AOBEAAT A0 3aabn0ouaBaHe Ha
CYNKyca Ha Knenaya, nTo3a, eHo(TanM, PeTPaKuMa Ha KNENaya, HHBOMKOUMA Ha
epMaToxanaia ¥ NOKA3BaHe HA JOJIHATA YacT HA ckhepaTta. M3menenunaTa obukHOBeHo ca
JIEKH, MOTaT /12 ¢€ NPOABAT HAN-PaHO EAHH MECEL CJIEN 3aM0YBAHE HA NEYEeHHE C
OMMaTONpOCT M € BBE3MOIKHO Ja NPEeIHIBHKAT HAPYLIEHHE HA 3PUTENTHOTO Noe A0pu Oe3 aa e
3abenszano or naumenTa. MINA ¢bo Taka ce CBBPIBA ¢ NEPHOKYJIAPHA KOWHA XHNEPNUIMEHTALMA
WK NPOMAHA HA LUBETA H xWnepTpuxo3a. HaGmonaraHo e, ye BCHUKK

M3MEHEHHUA Ca YACTHUHO WITH HaNbAHO 06paTMMK NpH NPeKpaTABaHe HA NEUSHHETO HIH
NpeMHHABAHE KbM AJITEPHATHBHYH NEYeHHA.

Xunepnuzmenmayun va upuca

BB3MOXHO € NOBMLIEHATA MHIMEHTALMA HA HPHCA Ia OCTaHe NOcToaHHA. TTpoManaTa B
MHIMEHTAUMATA C€ AbAXKH O-CKOPO HA NOBHILUEHO ChABPHKAHME HA METAHHH B
MENaHOLMTHTE, a HE HA NOBHLIEHUE HA Gpos HAa MenaHoUuHTHTE. JBArocpounnTe edekTH OT
MOBHLUCHATA NMUIMEHTAlMA Ha HpUCa He ¢a yeTaHoBeny. [IpoMeHuTe B LBeTa Ha WpHca,
HabnoAaBaHHW NPH OYHO NPHICKEHHE Ha OMMATONMPOCT, MOXe Aa He ca 3afenekuMu 3a
NEPHOA OT HAKONKO MeceLa A0 roanHl. OGHKHOBEHO KaABaTa MUFMEHTALIMA OKONO
3EHHLATA Ce Pa3NpOCTPaHABa KOHLUEHTPUYHO KbM NepudepuaTa Ha HPUCa W LENUAT HPHC
M/K YACTH OT HEro CTABaT No-KadeHnkasn. HUTO HeByCHTE, HHTO NYHHYKHTE B HPHCA CE
3acarar ot neyennero. Ha 12-na Mecew 4ecToTaTa Ha XUNEPNUIMEHTALNA HA HPHCA NPH
6umatonpoct 0,1 mg/ml kanky 3a oun, pasteop ¢ 0.5%. Ha 12-ua Meceu yecToTaTa NpH
Sumaronpoct 0,3 mg/ml kanku 3a oun, pazteop e 1,5% (Bx. Touxa 4.8, Tabauua 2) u He ce
NOBHILABA el 3-FOIMILHO JIeYeHHe.

Hexxenaun peakunn, cx00uiaBaHy BbB BPb3Ka ¢ KaNkK 33 O4M, ChAbpaawn docdar
MHoro panko #Ma ¢boGWEHHA 32 CIYYaH HA POFOBUYHH KanLM(HKaTH BLB Bph3Ka ¢ ynotpebara Ha
KarkH 3a O4H, Ceabp*aH Gochart, NpH HAKOH NALKEHTH ChC 3HAYHTENHO YBPEASHH POrOBHLIM,

CrofinapaHe Ha NOJ03HPaHK HEXKENAHH DEAKLIMH

CrofiabaHero Ha NOZO3HPAHH HEXENAHH PEAKUMH cliell pa3pellaBaHe 3a ynotpeba Ha nekapcTBeHHs
NposyXT e BaxkHo. Tosa NO3BONARA Aa NPOALMKWY HAGMIOAESHHETO Ha CHOTHOLIEHHETO NON3A/PHCK 3a
NekapcTBedua npoaykT, OT MENUMUHHCKHUTE CNIeUMaNHCTH ¢& H3MCKBA Aa crolbtuasar Beaka
NOAO3MPAHA HEXENAHA peakUus upes:

HansnHuTEeNHa areHuMA no nekapcrbaTta

vt . Jaman [pyee Ne 8

1303 Cotpun

Ten.: +359 2 8903417

yebGcalT www.bda.bg
4.9 Ilpenoaupane

He ¢ sepoatno aa ce nonyun nokanHo npeaosupane ¢ BHMACOIT unu na 6vae cBbp3ado ¢
TOKCHYHOCT.

EumaTonpoct
Cnennara vHdopmMauna Moxke na Gbae nonesa, ako GuMaTonpoct/TUMonon 6bae cnyyvadito

MOFBAHAT: NPU 2-CEIMWYHH WICEABAHHUA HA NILXOBE M MHLUKH, IEPOPANHH 103H BUMaTonpoct ao
100 mg/kg nHeBHO He ca Aann Hukakea TokcuyHocT. Tasm ao3a, uspazena 8 mg/m2 e nowHe 7
Mo-BHCOKA OT A03aTa NPH CAY4aHO NOrabllade Ha eaHa GyTuaka GumaronpocT/THMONO
rerno 10 kg.




Tumonon

CUMIITOMHTE Ha CHCTEMHO NPEI03HpaNe ¢ THMONON BKIIOUBAT: SpaaKkapaua, XHNOTOHNA,
GpoHxocnasbM, riapobonne, 3aMasHOCT, 3a4yX U CIHPaHe Ha CbpueTo. M3NWTBaHe MpH MALMEHTH C
61LOpeyHa HELOCTATEHHOCT AOKAZBA, Ye THMOON He ce ANaNK3Hpa NEcHo.

B cnyuai Ha npeaosnpane, neyennero Tpabea Aa 6bae CHMNTOMATHYHO U NOAABPKALID.

5. ®APMAKOJIOTMYHH CBOHCTBA
5.1 dapmMakoaHHAMHYHA CBOHCTBA
dapmakoTepanesTHYHa rpyna; odbtanMonoruunun — Gera-6nokepn — ATC kon; SO1ED51

MexaHH3BM Ha JeHCTBUE

BMMACOIT ce curecTou oT A8e akTUBHM BewecTsa: Bumaronpoct u tiMonon. Tesn aBe Bewecrsa
HaMaNABAT NOBHLIEHOTO BLTPeouHo Hanarave (BOH) upes komnnemeHTapHH MEXBHH3IMH Ha
AeACTBUE H KOMBHHUPAHNAT edeKT BOAM AC NOMLAHHTENHO HamanasaHe Ha BOH, B cpasHeHue ¢
BCAKA ChCTAaBKa npuaokeHa camoctoaTenHo. BUMACOIIT uma 6wp3o Havano HA AciicTBHE.
BUMaTONpOCT € aKTHBHO BELLECTBO C MOLIHO AeiCTBHE, NPeAH3BHKBALLGC NOHWKABAHE HA
BBTPEOUHOTO HansArane. ToH € cHHTETHYEH NpocTaMKi, CTPYRTYPHO NoaobeH ¢ npocTarnadanH Fla
(Prostaglandine F2 alpha, PGF2a), koHTo He AeiicTBa 4pe3 HHKOW OT NO3HATHTE NPOCTArNaHAHHOBH
peuentopH. bumaronpoct wabuparenHo wanonobasa edexTHTEe Ha HOBOOTKPHTHTE BHOCHHTE3HPaHH
cyOcTaHUMH, HapeuyeHH npocTaMHaM. [1pocTaMHARKAT pellenTop ofaue BCE OLLE HE € CTPYKTYPHO
uaeHTUGUUMpad. MexaHW3IMDBT Ha AedCTBMe, 00 KOATO OGMMATONPOCT HAaMaABa BLTPECHHOTO
HANACAHE MPH YOBEKA, € CELP3AH C NOBHILEHO OTAENAHE Ha BOJHHUCTA TEYHOCT npel TpalexynapraTa
MPEXa 1 JACMNBAHE HA YBEOCKNEPANHOTO OTAENSHE.

Tumonon e Gera, 1 eTa; HecenexkTHBeH GIOKMPALL AFEHT HA AAPSHEPTHUHHTE PEUENTOPH, KOKTO
HAMA 3HAYUMa MPHCHIIA CHMMATOMHMETHYHA, IHPEKTHA MHOKAPAHO NOTHCKALA HIH NOKANHO
obe3bonasawna (MemOpaHo-cTabrnminpala) aeiivoct. Tumonon novnxkasa BOH, kato Hamanasa
o5pazyBaHeTO Ha BOJHMCTA TEYHOCT B OKOTO. TOUHHAT MEXAHW3IBLM Ha NEACTBHE HE € ACHO YCTAHOBEH,
HO MOTHCKAHE HA NMOBWLIEHHA CHHTE3 HA UWKAHYeH AM®, npeaussukan ot engorenHa Gera-
ANIPEHEPTHYHA CTHMYNAUKNA, € Bb3IMOMNHO,

KnuHuubu edextn

EdekTbT Ha nonuxasane Ha BOH ¢ BUMACOTIT e He no-ManbK OT TO3H, BOCTHIHAT OT
xomMOuHHpaHaTa Tepanusa ¢ GUMaToNpocT (8AHH LT AHEBHO) M THMONON (ABA MLTH AHEBHO).
CrluecTByBalLMTE AUTEPATY DHKM ZAHHH 33 GuMaTonpocT/TUMONON npeanonarar no-nobpa
cthpEKTHBHOCT Ha BEUEPHOTC NPHIAraHe, B CPaBHEHNE CbC CYTPELLHOTO, NO OTHOWEHNE HA
nounxasaneTo Ha BOH. HesapucHmo oT ToBa, TpaGea Aa ce HanMpagH NPELEHKa 33 Bb3IMONHOCTTA 13
CE NOCTHTHE CLINIACY BAHOCT MPH 0GMUCITHE HAa CYTPELLHO MM BeYepHO NpUnaratde.

[NeauaTpuyHa nonynauus
BeszonachoctTa v edpvkacHocTTa Ha BUMACOTIT npu neua or 0 ao 18 roannu He ca yeraHoBeHu.

5.2 ©DapMAKOKHHeTHYHH CBOHCTBA

BHUMACOIIT nekapcTeH NpogyKr
MNnazmeHHTEe KOHUEHTPAUKK HA GUMATONPOCT U THMONOA Ca ONPELENEHH YPE3 KPLCTOCAHO
H3MHUTBAHE, CPABHABALLC MOHOTEPANIEBTHYHM NeYeHus ¢ leueHHeTo ¢ bumaronpoct/Tumonon npu
3apasH xopa. CHcTeMHaTa abDcopBUMA HA OTASMHATE KOMIOHEHTH € MHHHMA/HA H HE CC NOB/INABA OT
€IHOBPEMEHHOTO KM TIPUNOXKEHUE B €4HA NEKapCTEEHa HOpMa.

TNpu ase 12-MeceyHN H3NUTEAHKA, TIPH KOHTO € H3IMEPBAHa CHCTeEMHATa abeopbuus, He e
HabNKaaBaAHO KYMYTHPAHE HA HUTO €AHH OT KOMIOHEHTHTE.

Eumaronpocr




BuMaTonpocT NnpoHuKBea AoGpe npes yoBELIKaTA KOPHEA K cKnepa in vitre. Cnel OYHO NPHNOKEHHE,
CHCTEMHATA SKCMO3IHLIMA Ha BHMATONPOCT & MHOTO HUCKA H HE ce KyMyaMpa cnea speMe. Cnen
eHOKPATHO, AHEBHO, OUHO NPUIMKEHHE Ha eaHa kanka (,03% GHMATONPOCT B ABETE OUH, B
NPOABAKEHHE HA [BE CEAMMLM, KPBbBHUTE KOHLIEHTPALUMHK ca ce noBHKNK 10 MHHYTH cren
NPHNAraHe W ca Hamanenw noa npara va otkpueade (0,025 ng/ml} 1,5 4aca cnen npunarane,
CpenHata Cma 1 AUCy.29ne CTORHOCTH Ca GHH 00200HH Ha 7-Mus 1 14-Tis aeH 1 ca Gunn
cpotseTHo npubanzutenno 0,08 ng/ml 1k 0,09 ngehr/ml, koeTo nokasea, ye craunoHapHaTa
KORLEHTPALKA HA NEKAPCTBOTO € BHNa NOCTHIHATA Npe3 MbPBATA CEAMHLA HA OYHO NMPHAOIKEHHE.
BHMATONPOCT € YMEPEHO PasnpeneneH 8 ThKaHUTE Ha TANOTO H CUCTEMHUAT 06eM Ha pasnpenencHHe
NpH Xopa, NpH cTauMonapHo cheToanue, e 0,67 Vkg. B uosewkara kpbB, GUMATONIPOCT C& HAMMpa
NPeNMMHO B MNazmata. BUMaTonpocT ce cebp3Ba © NnasMeHKuTe NPoTenHH npubnuiutento 88%.
BUMaTONpoOCT € rNAaBHOTO CheAMHEHUE, UMPKYINPALUO B KPLBTA, CNEA KATO BE3E B CHCTEMHOTO
kpbaooGpaluenne, npu ouHo npunoxenre. BumaTtonpoct npemunasa npes okcuanpane, N-
LNEETHIHPAHE H CIOKY poHHpaHe U 06pa3lyBa pasHooOpasHu meTabonHuTH.

BMMAaTONpoCT ce eNMMHHKPA MMABHO Mpe3 peHalHa eKCKPELMA, KaTo 10 67% OT HHTPABEHOIHO
npuUnoxeHaTa 1o3a npu 3apapy 10GPOBOIIUM C& eKCKPETHPa B YpHHaTa, 25% OT m03aTa Ce eKCKpeTHpa
¢ gexanuuTe. EAMMHHAUMOHHMAT NONYHHEBOT, ONPENENEH CNEl HHTPABEHOIHO NPHAOKEHHE, €
npubanantenno 45 MuHyTH; o6WKAT KpbBeH kanpuhc e 1,5 Vhr/kg.

XapaKTepUCTHKA pH X0pa B CTapyecKa BbapacT

Cnen AByKpaTHO AHEBHO npunoxkerue, cpeaHata AUCy 4, crolinocT ot 0,0634 ngehr/ml
GHMAaTONPOCT NPH XOpa B CTAPUECKA Bb3pacT (xopa Ha 65 roAMHK WAK NO-BBLIPACTHH) € JHAUHMO [10-
pucoka ot 0,0218 ngshr/ml npy no-mnaau 3apasy b3pacTHu. He3aBUCHMO OT TOBA, TE3W IaHHH HE ca
KITHHUYHO 3HAYMMH, Thil KATO CHCTEMHATA €KCTIO3HUMA, KAKTO NPH XOpa B HAMPEIHANa Bb3PacT, Taka
W NIpM NO-MNAJAH XOpa, OCTaBa MHOTO HUCKA CRen OUHO npunokeHne. He e oTdenasano kymynumpaue
Ha GUMaTOMPOCT B KPBLETA ¢ TEYEHHE HA BpeMeTo M NpoduabT Ha GesonacHocT € nonobeH NpH Xopa B
CTapyecka Bb3PacT M NIPH MAaAH NALHEHTH.

Tumonon

Cneg ouso npuaoxkenue Ha 0,5% OuHM Kanku, pasTBOp NPH XOpa NOLJ0NKEHH HA ONEpauna 3a
KaTapakTa, NHKOBATA KOHLUEHTpAaUMA Ha Tmonon e 898 ng/ml BbB BoAHKCTATA TEYHOCT Ha OKOTO,
€[MH Yac Clel Npunaraxe Ha ao3arta. Mact ot ao3ara ce abcopOHpa CHCTEMHO, KBAETO CE
MeTaBoM3upa HHTEH3HBHO B yepHua Apo6. [Tony:MBOTHT Ha THMONON B Nnaszmara e okono 4 1o 6
uaca, TUMONON € YaCTHYHO MeTaGoNH3NPaH OT YEPHUA APOG, KATO THMONON M HErOBMTE METADOMNTH
ce ekcKpeTHpaT oT GubpeunTe. THMONON HE € EKCTEH3IUBHO CRBLP3aH C NAAIMEHHTE NPOTENHH.

5.3 IlpeaxnHHHYHM ARHHH 38 GezonacHocT

BHMMACOINT nekapcTBeH NpOAYKT

TpoyuBanHs 33 OYHA TOKCHYHOCT NPHU MHOTMOKPATHO NpHAOkEHHE Ha Gumaronpoct/Tumonon He
nokaiear ocofen puck 3a xopata. OkynapHHAT npodmn, KakTo M npoHABT Ha CHCTEMHA
6€300aCHOCT HA OTAENHHTE KOMNOHEHTH ca 100pe YCTAHOBEHH,

bumatonpoct
HexnuHuuHuTe naHHH He nokazeaT ocobeH puck 3a xopa Ha 6a3aTa Ha KOHBEHLHOHANTHHTE

dhapmakonoruiHy Npoy4eatks 3a 6e30NacHOCT, FEHOTOKCHYHOCT, KAPUHHOrEHEH noTeruuan. lpn
M3C/IEBAHKA HA rpu2auH ca HaBnonaeaHH BHAOBO-cneuMHYHK abopTH, NpY CHCTEMHHW HMBA HA
excnoinumud 33 1o 97 MbTH NO-BHCOKM OT Te3H, MOCTHIHATA NPH Xopa CNel OKYNapHa eKCNO3MLKA.

OuHoTo npunokeHue Ha GUMATONPOCT NPH MaHMYHK, B KoHUEeHTpaunK > 0,03% aHeBHO, B
npoasneHHe Ha | roaMHa e 10Beno A0 NOBHUIEHA MUIMEHTALNA HA WpHCa W o6paTHMK n03a-
38BUCHMH NEPUOKYNApHH €PEKTH, XapaKTEPHIHPALLH CE C M3NALEH FOPEH W/HIK LONEH CY.IKYC, H
pazlwupaBaHe Ha nannebpanHaTa Gucypa. [oBUWEHATA NUIMEHTALMA HA HPKCA CE NPHUHHABA,
BEPOATHO, OT NOBHLWIESHOTO CTHMYTHPaHE Ha NMPOAYKLUHATA HAa MENAaHUH B MENAHOUHTHTE, a HE




OpOMEHH, CBbP3aHu ¢ HAGMIOAABAHHTE NEPUOKY TAPHH e(EKTH H MEXAHM3MBLT Ha NeficTBHE NPH Te3H
NepHOKYNapHH IPOMEHH HE € H3BECTEH.

Tumonon

HeknHHUYHKUTE NaHHH He Noka3BaT ocobeH puck 3a xopa Ha Da3zaTa Ha KOHBEHUHOHAIHNTE
GapMaKkonoruuHyu NpoyHBaHuA 3a 6230NaCHOCT, TOKCHYHOCT NPH MHOTOKPATHO NPUAraHe,
FEHOTOKCHYHOCT, KAPUHHOTEHEH NOTEHUMAN, PENPONY KTHBHA TOKCHYHOCT.

6. GAPMALIEBTHYHH JAHHH

6.1 CnucbK Ha NOMOIHHTE BELLECTEA

BeH3ankoHHEs XnopHn

Harpues xnopua

HnHatpyer xuaporeHdocdar xenTaxuapar

JIuMoHeHa KMCenMHA MOHOXHAPAT

XNopoBoAOpOOHA KUCEAHHA HIH HATPWEB XMAPOKCHA (3a kopurupane Ha pH)

[peuncrena sona

6.2 HecuBMecTHMOCTH

Henpunoxumo

6.3 Cpok HA TOIHOCT

3 roavnu.
4 ceaMHUH CriE, MyPBO OTBApPAHE,

6.4 CneunanHu ycJOBHA HA CLXpPAaHEHHE

To3H NekapcTBeH NPOAYKT He HIUCKBA CMELHANHY YCNOBHS HA ChXpaHeHue.

6.5 Buau cubabpiKaHHE HA ONBKOBKATA

Benn, Henpo3pauHu OYTHAKH OT NOAHETHNEH, ¢ HUCKa NALTHOCT (LDPE), ¢ TeMHOCHHA Kanauka ot
nonnethnen ¢ sucoka NAvTHOCT (HDPE) Ha BuHT. Besaka GyTraka nMa 3 ml 06em Ha nbaHeHe.
Hannuum ca chegHHTe pasMepH OMNakoBKK:

- KAPTOHEHH KYTHH, Chabpxaun | wimn 3 Gytunkn ot 3 ml.

He BcH4Ykd BHOOBE OMNAaKOBKK Morat na Gbaatr NYCHATH B nponamﬁa.

6.6 CneumaiHH Npeana3HH MePKH NPH H3XBLPAAHe U paboTa

Hama crieunanHn H3IHCKBaHKS 3a W3XBBPAAHE.

7. NPHUTEAKATEN HA PASPELLEHHETO 3A YITIOTPEBA
Rompharm Company S.R.L.

1A Eroilor Street, Otopeni

075100, Iifov County

PyMbHMA

8. HOMEP(A) HA PAJPELUEHHETO 3A YIIOTPEBA
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9. JAATA HA IIBPBO PAIPEINMABAHE/TIOAHOBABAHE HA PASPEIUEHHETO 3A
YNOTPEBA

Hara Ha nepeo pazpewasane:; 08/2017

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

07/2024
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