KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

1. AME HA JIEKAPCTBEHHS TPOJAYKT f’}"’!e ﬂhD;TLﬂHA ATEHUWA NO NEKAPCTBATA

Kpamrka mpakmﬂm;rmrma Ha npogykma [MpuroxeHue 1

BpomokpuntH Menokemu 2,5 mg tabnerku

Bromocriptine Medochemie 2.5 mg tablets Kim Pee. Ne

{ PaspeweHue Ne

samamp - 22930 7§ -05- 2026

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
BpomokpuntHH Menokemn 2,5 mg Tabnerkn cbAbpkKa KAaTO AKTHBHO  BELLECTBO
OpoMOKpPHITHHOB Me3unar (bromocriptine mesylate (E.P.)), ekBMBaJIEHTHO CHOTBETHO Ha 2,5 mg
OpOMOKpPHIITHH cBOOOIHA OCHOBA,

[ToMoLIHO BeLIECTRBO ¢ W3BECTHO AeHCTBHE: JakTo3a MoHOXHApaT. Beska taGnerka cbabpika 100
mg NaKTo3a MOHOXH/PAT.

3a NbJIHKUA CIMCHK Ha MOMOLLHUTE BELIECTBA BUKTE TO4YKa 6.1.

3. JEKAPCTBEHA ®OPMA

BpomokpuntiH Mejnokemu 2,5 mg tabnerku ca Geny, KpbIiM, MJIOCKH TabneTku ¢ JeUTeNHa
4yepra H AHaMeThp OT 7 mm.

4. KIMHUYHHU JAHHHU

4.1. TepaneBTHYHH NOKA3aHHA

e [lpenorBpaTsBaHe WM MOTHCKaHe Ha (M3MONOrHYHATA MyepnepaiHa NaKTalHs caMo B
Clly4auTe, KOraTo HMa MeJMLHHCKH NPHYMHH 3a TOBA (TakHBa KaTo B cly4ad Ha 3arybda
Ha Gebe Mo BpeMe Ha WJIH HEMOCPEACTBEHO Cliel pPaXJaHeTo, Mpu poauiku ¢ HIV
uHbeKLua).

e BpOMOKPHNITHH He ce MpenopbyBa Ja ce W3Mo/i3Ba PyTHHHO 3a CIHpaHe Ha JaKTaluaTa
WM 3a obnekyaBaHe Ha OoJKaTa WM MOJYBAaHETO HA MbPAWTE B MyeprepaiHus Nepuoj,
KOMTO MOrar na ObJaT JeKyBaHH a/IekBaTHO ¢ He(apMakoJIOPMYHM cpeicTBa (TakHMBa
KaTO CTErHaTo MNpPUAbPXKAHE Ha TbpPAMTE, MpujaraHe Ha nen) W/ win OOHKHOBEHH
aHanretuuu.JledeHHe Ha XHUIEPITPONAKTHHEMHS MPH MbXKE W KEHH C XHIOrOHAIH3bM W/
WJIM rajaKTopes.

e JleueHHe Ha 3keHH C HHPEPTHIUTET C HIH De3 1eMOHCTPHPaHA XHIIEPNPOIAKTHHEMHS.

e JleyeHHe Ha NALMEHTH C MPOJIAKTHH-CEKPETHPAIIH XHMO(H3HH aqeHOMH, JIeYeHHe Ha
MaKpOaJeHOMH WJIM KaTO alT€pHATHBA HAa XHUPYPruuHa WHTEPBEHLHS MNPH MAaLHEHTH C
MHKPOaZI€HOMH.

e Axpomeranua: bpomokpuntHH MejlokeMH ce W3MoA3Ba B peiMla ClelHaaH3HpaHH
OTAENEHHsA, KaTo aJlOBaHTHA Tepamus B XHPYpruATa MW/ WIHIbYETepanuara 3a
HaMaliBaHe HAa KOHLEHTPALHUATa Ha LUPKYIHPALUs PACTekKeH XOPMOH NpPH OBJlaisBaHe
CbCTOSIHHETO Ha MALMEHTH C aKkpoMeraius.

¢ bonecr Ha [lapkMHCOH: npu JsieyeHHe Ha uauonatHyHa Bonect wHa [lapkuHcoH
BpoMOKpUnTHH MenokeMH ce npuiara KakTo caMOCTOATENHO, Taka U B KOMOHH
JIEBO/IONA 3a OBJafiABaHE Ha CUMNITOMHUTE NPH HENeKyBaHH JO MOMEHTA naiiue




TaKMBa, MNPH KOUTO CHMITOMHTE C€ MOABABAT M H34Ye3BaT. B HAKOHM cayuan
BpomoxpunTHH MezokeMH e OT I0N3a NIPH MAUMEHTH, KOUTO HE OTrOBApAT HA HIH He
TONEPHPAT JICYEHHE C JIeBOJOMNA, KAKTO H NMpPU Te3H, NPH KOMTO OTFOBODBT HA JEBoJ0Na
HaMansaea.

e [IpenMeHcTpyanHHM cHMOTOMH H A0OpoxavyecTBeHH 3a0ONABAHHMA HA rbpaaTta {BHXKTE
TOuKa 4.4).

4,2, To3HPOBKA H HAYHH HA TPAJOKEHHE

ﬂo:m POBKA

IIpenopbyBaHHTE CXeMH 34 JO3IUPAHE Ca PasjIHYHM, KAKTO €A H Pa3IMUHH CIIyYauTe, IIPH KOHTO
ce npurara. [lpenopryea ce nocreneHHC BbBeXJaHe Ha ODOMOKPHNTHH, 332 Ia C€ TOMYYH
onTHMaNeH eeKT ¢ MHHHMYM HeXenaHH PeakiMH, HE3aBHCHMO OT KpaliHara nosa. Hauanuara
[03a ¢e DaBa NpeaM naraHe W ce ypenuyaea ¢ 1,25 mg Ao 2,5 mg Ha MHTEpBaNy 0T 2 10 3 AHH,
Karo No3aTa ce pasgens, AOKaTo ce AOCTHTHe 1o3a 2,5 mg 2 MbTH AHEBHO. AKO € HeoOXoaHMO
NOCNeABALIO YBEHYEHHE Ha 103aTa, TO C& OCHLUECTBSABA 110 CHLIHA HAYWH,

MakcumanHaTa JHeBHa [03a ce orpaHnyasa 10 30 mg/aHesHo.

- Bv3apacmuu: .

Ipesenyus na nakmayusma: 2,5 mg B J€H HAa pakKIaHe, NOCAENBAHH OT 2,5 mg 4Ba IbTH
nHesHo 3a 14 guu. IlocTeneHHOTO NOBHINARaHe Ha J03aTa TPH Ta3d HHOWKALHA He €
‘Heo0X0AHMO. :

Tlomuckane na naxmayusma ¢ MmeduyuHcku yeau: 2,5 mg Npe3 IbPBHA JeH, NOCAEIBAHO OT
NOBHIIEHHE cnel, 2-3 AHW A0 2,5 mg ABa I'bTH AHEBHO B MPOABIDKEHHE HA cliegeauiute 14 auHu.
IMocTeneHHOTO MOBULIABAHE Ha J034TA NPH TA3H HHIHKAUHS He e HeobXxoaumo,

Xunozonaouswvm/ 2anaxmopes/ unghepmurumem. BpOMOKPHIITHH Ce BBBEXKA MOCTENEHHO KAKTO
€ NPenopp4aHo B Ha4anoTo. [10BEYETO MALKMEHTH € XHNEPNPONAKTHHEMHS OTrOBApAT Ha 7,5 mg
JHeBHa 1033, pa3fieNnena Ha OTAENHH A03H, HO 30 mg AHEBHO ChLUO ca Npuaaranu. [Ipx naunenTy
¢ nHQepTHIHTET 6€3 MOBHIIEH CEPYMEH NPoNakTHH obuy4alinara jo3a € 2,5 mg ABa I'bTH AHEBHO.

lponaxmunomu:

BpOMOKpHI'ITHH CC BLEBCH A NOCTENECHHO. l'locne):uaal.uo AHEBHATa 1033 MOXE Oa ce YBeIH4aBa €
2,5 mg nHeBHO Ha MHTEPBAlH OT ABA A0 TPH AHM: 2,5 mg Ha Beeku 8 waca, 2,5 mg Ha Bceku 6
yaca, 5 mg Ha ecekH 6 uaca. [Ipunarany ca ao03u no 30 mg AHeBHO.

Axpomenazun:

CrangapTHO MmocTeneHHo BbBeXIaHe, NOCNEBaHO OT MOBHLIABAHE HA [03aTa C 2,5 mg JIHEBHO
Ha HHTEPBAIM OT ABa A0 TPH JIHH 0 ROCTHraHe Ha: 2,5 mg Ha BcekH 8 uaca, 2,5 mg Ha BcekH 6
4aca, 5 mg Ha BcekH 6 yaca.

Borecm na Hapxuncon: Breexade KakTo e nocovexo B Tabnunara;

1 ceamuLa 1,25 mg npean nsrane

2 ceamMuIa 2 mg — 2,5 mg Npely narase

3 ceamuia 2,5 mg 2 nbTH JHEBHO

4 cenmuua 2,5 mg 3 NbTH AHEBHO

ciej ToBa 3 MbTH AHEBHO, KAaTO ce yBenmu4aBa ¢ 2,5 mg ua Bcekd 3 ao 14 auu B
3aBHCHMOCT OT [OBAMABaHeTo. [IpogmakaBa QokaTo ce
ONTHMANHAa o34, 06ukHOoBEeHO ot 10 10 30 mg anesHoO.




ITp1 NaHEeHTH, KOHUTO IIPHEMAT CHEMECTHO NIEBOAOTA, J03aTa MOXKE Ja Ce
TIOHHXKHY, Tl KaTe Jo03aTa OPOMOKPHIITHH Ce MOBHINABA A0 NOCTHIAHE HA
onTHMaNneH BanaHc.

Heduampuuna nonyrayua: He e noaxoaaul 3a ynorpeta ot neua noa 16-roguimHa Bu3pact.
Hayuenmu ¢ nanpednana evspacm: Haima crieupaiHy NpenopbKH 3a JO3HpaHe.
Bubpeuno yepexcoane: He ce Hanara ajantipaHe Ha mo3arta.

Heprodpobno yepexcoane: Toil kaTo OPOMOKPHNTHH ce MeTaBONM3HpPA EKCTEH3NBHO B YEpHHSA
Apo6, npu yepHOApoOHO 3abondraHe Ao3aTa TpAGBa a ce Hamanu. [IpenopryBa ce BHUMAHHE.

HauuH Ha npHnoXkeHHe
BpomokpunTiH Menokemu TaGneTks ca nMpeaHa3sHAYEHH 3a epopalieH pHeM. Te ce npuemar no
BpeMe Ha XpaHCHE,

4.3, IlpornBonoxkaizanas

CBpbXuyBCTBHTENIHOCT KbM aKTHBHOTO BEIUECTBO, APYTH EPrOTAMHHOBH AIKANOUIM HIH KbM
HAKOE OT MOMOILHHTE BEILECTRA, H3OPOEHH B TOUKa 6.1, -
BpoMOKpHNITHH € NPOTHBONOKA3aH NPH NMALMEHTH C HEKOHTPOJIMpPAHA apTEpHAIHA XHUIIEPTOHHA,
XHIEPTEH3HBHH HapylleHUA Ha OPeMEHHOCTTAa (BKIIOYHTENHO EKNAMIICHA APEEKIIaMIICHA, WM
XMIIEPTOHMA, TpEAM3BHKAHA OT OpeMEeHHOCTTa), CneApoioBa XHMEPTOHHS M TakaBa B
nyeprnepanHua NepHoA.

BpoMOKpHNTHH € NPOTHBONOKA3aH f1a C& H3MON3BAa 32 MOTHCKAHE HA JIAKTALMATA WM NDH JIPYTH
He3acTpaulaBallld >KMBOTA TIOKA3aHHA TNpH NAallHeHTH C aHaMHe3a 33 KOPOHApHA apTepHAIHa
OonecT MK JPYrH TEXKH CHPIEYHO-CHIOBHM 3a00NsiBAaHHA, WAH CBC CHMNTOMH/ aHamHe3a 3a
TEXKH NICHXHYHH pascTpoHcTBa.

TlauneHTHTE C TaKHBA MOANEXAUIH CHCTOSHHA, KOMTO TpHeMmar BpoMoxpunTun Menokemu 3a
NevyeHHe Ha MakpoaJeHOMH, TpAbBa fa IO NPHEMAT CAMO aKO OYAKBAHHTE NON3H CHIIECTBEHO
MIPEBHINABAT NOTEHUHANHATE PHCKOBE {BHIKTE TOuKa 4.4).

4.4. CnenuajnH ApeAynpexaeHHs H NpeANa3HH MePKH NPpH ynoTpeda

HapyilieHAs B KOBTPOJHPAHETO HA HMIY/ICHTE

INaumenture TpabBa peaoBHo aa 6baaT OpocNeddBaHH 33 NOABA HA HAPYLISHHA B
KOHTPONHPAHETO HA HMIyJicHTe. [lauMeHTHTE M XopaTa, KOWTO C& TpIXaT 3a TAX, Tpabsa aa
ObJaT nNpeaynpeAeHH 3a MOBEACHYECKHTE CHMITOMH NPH HAPYLUEHHATA B KOHTPO/IMPAHETO Ha
HMNYJICHTE BKAYHTENHO TMATONOTHYHA CKIOHHOCT KbM  Xa3apT, MNOBHUICHO HH6H,I[0,
XHINEPCEKCYATHOCT, KOMIYJCHBHO XapuyecHe HNH [a3apyBaHe, KOMIYJICHBHO MpeAkKAaHE H
XpaHeHe, KOMTO ca ChoOWIaBaHW NPH MAUMEHTH, JIEKYBaHH C JOMAMHHOBH aHTOHMCTH,
BKIIOYHTENHO BpomoxpunTHr MegokeMH, 3a Bonecr Ha Tlapkuscon. [lonmkaBane Ha po3sara/
NOCTENECHHO TIpEYCTAHOBABAHE Ha JICYCHHETO MOraT na 6‘blIaT oOMucnenH IIPH NOfABa Ha TAaKHBA
CHMIITOMH.

O6wma

Hama noctaTtpuHO AokaszaTencTea 3a eduKkacHOCTTa Ha BpoMokprnTie Menokemu npu JIevenHe

Ha NpeIMEHCTPYalHH CHMOTOMHM H A00poKayecTBeHH 3aDONABaHHMS Ha TbpJAaTa.
W”h&u@

NpuaokeHHeTo Ha BpoMokpuNTHH MeZokeMH NpH NAUHMEHTH C TE3H Cb
npenopbusa, B peakn cayyaum ca cpobliaBaHH cepuo3HH HeXenaHw CubuT



XHNepTOHHA, HHPAPKT Ha MHOKApAd, rbpPYOBE, MOZBYEH MHCYAT MIH [ICUXMYHH pazcTpolicTBa
IPH POJWIIKH, JIEKyBaHM ¢ ODOMOKPHNTHH 3a cnHpaHe Ha nakrauusrta. [IpH HAKOM TALMEHTH
nofBaTa Ha rbpP4YOBE HIM MO3BYEH HHCYNT ca OHMITH NpealIecTBaH! OT CHHO rnaBobonue W/ uim
NPEXOHH 3PHTENHH HApYIICHHA. APTEpPHANTHOTO HandraHe TpibGBa Ja ce ciefH BHHMATENHO,
ocobeHOo npe3 TEPBUTE AHH Ha JleYeHHeTo.

AKO ce pa3BHE XHNEepTOHHA, rpbAHa OONKa, TEXKO, MPOTPECHMBHO HJIM HENpPEeMHUHABALIO
rnasobonne (cbc MnH 6e3 3PUTENHH HApyLUEHHMA), WM NPOABA HAa TOKCHYHOCT OT CTpaHa Ha
LEHTpANHATa HEPBHA CHCTEMa, TNPHeMbBT Ha OPOMOKPHNTHH TpAGBa Aa ¢€ CNpe BeaHara W
nauMeHTsT TpAGBa Aa ce npernena He3abaBHO.

TauesTnTe ¢ TEXKH CBPAEYHO-CHAOBH HAPYLIEHH WIH MNCHXMYHH HAPYLIEHHA, KOUTO IIpHEMaT
BpoMokpunTuH MesiokeMu NpH NokasaHHETO MAaKpOaleHOMH, TpAOBa Ja NpHeMaT JIeKapcTBOTO,
CaMo aKo OYAKBAHMTE TNOJI3H MPEBHIIABAT NOTEHLIHANHUTE PUCKOBE (BHKTE TOUKa 4.3).

OcobeHo BHMMaHME e HeoOXOAWMO NpPH NAUMEHTH, KOWTO Ca HAa CHBMECTHO JieueHHe ¢ MMM
Hackopo ca OGuiH neKyBaHH c JieKapcTBa, KOWTO MOBJIMABAT KPbBHOTO HansraHe. CHBMECTHOTO
IpHIOXKEHHe Ha OpPOMOKDHITHH C BA3OKOHCTPHKTOPH KAaTO CHMIATOMHMETHLH  MIH
€ProTaMHHOBH  AJKANOHMAH, BKIOMHTENHO €pProMeTpHH W/IH MHTE/leprOMeTpHH  mpes
NyepnepHyMa He ce NpenopbyYea.

XuneprnponakTHHEMHATa Moke Aa Objie HAHONATHYHA, TPERXH3BHKAHA OT JIEKApCTBA WIM 1A Ce
ABIDKA Ha 3a007ABaHe HAa XuNOTanamyca WnM Ha xunodusHata xiesa. Jlobpe e mauueHTute ¢
XHIIEPNPONAKTHHEMHS 13 Ce H3CHeABaT Mo-AeTaiinHo, 3a Ja Ce W3KMIOUH Bb3MOXKHOCTTA OT
xunogusen tymop. IIpn TakMB2 NauHeHTH HUBOTO Ha MPOJAKTHH Ce MOHWXKABA N0 AelicTBHETO
Ha OPOMOKPHNTHH, HO TOBA.HE H3KI04BA HEOOXOAHMOCTTA OT JIbYETEPAIIHA WIH OT XHpypruyHa
HHTEpBEHLHA [0 MOBOI AKPOMETANUATA:

Tl KaTO NAUMEHTHTE C MAKPOALEHOMHM Ha XHNoQH3aTa MOraT 1a MMAat H ChIBTCTBAIL
XMIIONHTYHTAPHIBM MOPaJHd KOMIPECHA HIHM AECTPYKLHA HA TbKaHTa Ha >kje3arta, TpabBa ja ce
HANpPaBH LANOCTHA OlEeHKa Ha XHNobH3HMTe GYHKIHH W HpEIM 3anoqMBaHe HA TEpanHus ¢
bpoMoxpunTHH MenokemMu Ja ce HasHauu mnoAxoaswa cyOcTuTydpaula Tepanua. [lpu
NAalHEHTHTE C BTOPH4YHA Ha,uﬁ'bﬁpequa HEQOCTATBHYHOCT € BAXKHO 3JAMECTHTENIHOTO JI€YeHHE C
KOPTHKOCTEPOHAH.

[lpy nauMeHTHTE ¢ MAaKpOANeHOMHM Ha XxuropusaTa TpAGBAa Aa ce MpocHeasBa BHHMATEITHO
€BOJIIOLIMATA HA TYMOPA M aKO Cé YCTAHOBW HApacTBaHe, Aa C& MMa IPEABKJ XHPYPrHYHA HaMeca.
AKO MaUHeHTKH ¢ afeHOM 3abpeMeHedT, cnel NpHiIokKeHHe Ha BpoMokpMnTHH Mexokemu e
3a0bAXKHTENHO BHHMATENHO npocnenseadHe. Ilo BpeMe Ha OpeMEHHOCTTa NPONAKTHH-
CEKPCTHPAIIUAT aACHOM MOXE Ja HapacHe. l'lpu T€3W TIALHUECHTH, JICYEHHETO C BpOMOKle'ITHH
MezgokeMr 4ecto BOAM R0 HaMalsBaHe pasMepa Ha TyMopa H Obp3o noaobpenne Ha
HapYIIEHHATa B epH(pepHOTO 3peHHe. [Ipi TeXKH clydan, KOMNpPecHATa Ha ONTUYHKUS HEPB WITH
Ha ApyYrH YCpeEnHO-MO3BYHH HEPBH MOXKE Ja HalOXH ClellHa OIepaTHBHa HHTEPBCHIIHA Ha
xunogusara.

Hapylmenuata B 3pHTENHOTO IoNE€ ca TOZHATH YCHOXHEHHS HA MAaKpPONpPOJIAaKTHHOMHTE.
EdexktuBHo neyenne ¢ BpoMokpunTHH MegokemMH BOAH A0  OHHKEHHE  Ha
XHIEPIPONTAKTHHEMHATA H 4YECTO A0 OTCTPAHABAHE HA 3PHTEIHOTO HapylleHHe. [IpH Makou
nauxentH obaue MoXe jJa ce pa3sBHE BTOPHMHO HapyllaBaHe Ha 3PHTENHOTO MOJE, BLIPEkH
HOpMAJIM3HPAHMTE HMBA Ha MpPOJAKTHH M CBHMBAHE HAa TyMopa, KOETO MOXe A4 € pesyNTar Ha
TPaKUMs Ha ONTHYHATA XMa3Ma, KOATO € MITMAcKaHA B YaCTHYHO Ipa3HarTa noHactosuieM sella
turcica. IIpu Te3n cmydan, HapyLUEHHETO B 3PUTEJHOTO [OJE MOXe Aa ce TOAOGpH upe3s
NOHHXKaBaHEe Ha Jo3aTa Ha OpOMOKDHNTHH, AOKATO C€ MNPOABH HAKAKBO MOBHIIEHHE Ha
NPONAKTHHA M yBETHYaBaHe Ha Tymopa. [lopaau Tasu npu4MHaA ce MpenopbYBa NPOCIeABAHE HA
3PUTENIHUTE NOAETA NPH MALKHEHTH C MaKPONPONakTHHOM, C LEJN PaHHO pa3lo3HABaHE Ha
BTOpUYHA 3aryba Ha nepudepHOTO 3peHHe, MOpPaAH XHa3Ma/lHAa XEpHMA M 3a
D03aTa Ha JEKapCTBEHHA MPOAYKT.




Ilpy HAKOM RALHEHTH C NPONAKTHH CeKpeTHpalll aleHOM, NeKyBaHH ¢ BpoOMOKpUIITHH
Menokemu, ce HabmoaaBa H3THYaHE HA JHKBOP. Ciopen HaHYHATA HHpOpPMALHA, TOBA MOXKeE 3
€ pe3yNTaT OT CBHBaHe Ha HHBA3HBHHTE TYMOPH.

BpOMOKpDHIITHH ce CBBP3Ba CLC CHHIMBOCT M €MH30AH HA BHE3ANHC 3acMHBaHe, 0cobeHo MpH
nauveHTH ¢ OGonect Ha IlapkuHcOH. BHe3amHOTO 3aclHBaHe IO BpEME HA EKEAHEBHHTE
JAeHHOCTH, B HAKOH CJly4au Hecb3HATeNHO, HIH 0e3 mpelllecTBAINH NPH3HALHW, € JOKIAABa
MHoro paako. [launenture Tpabsa Aa GbAaT NpeAyNPEASHH 3a TOBA H Aa ObJAT NOCHBETBAHH Ja
He modupaT U Ja He pabOTAT ¢ MallMHM MO BpeMe Ha JieyeHHeTo ¢ OpomoxpuntuH. [ayuenTrure,
KOHTO H3MHBAT CHHIKBOCT M/UIH €NH30M Ha BHE3AMHO 3aclMBaHe He OuBa Ja modmupar H Ja
paboTaT ¢ MawuHH (BiKTe Touka 4.7). Hemo noeeve, Moxe Na ce pasriiefa Bb3MOXKHOCTTA 34
NOHMMKEHHUE HA [03aTa WK 32 peyCTAHOBABAHE HA TEPANUATA.

Koraro xeHH B JeTepoaHa BBIPACT ca NeKyBaHH ¢ BpOMOKpPUNTHH MeJokeMu 38 CHCTOSHHS,
KOHTO He Ca CBbP3aHH C XHNECPNpONaKTHHEMHS, TpAOBa Ja ce npunara Hal-HHcKaTa edeKTHBHA
Josa. Topa e HeoOx0nUMO C Uen Ja ce H3berHe MOTHCKAHETO HA MPOAAKTHH NOL HOPMAaNHHTE
CTOHHOCTH, ¢ NOCTIEABALLO YBPEXKAAHE Ha TyTeanHaTa QYHKUHA.

IIpH s*eHH, NekyBanu ¢ bpoMokpunTiun MenokeMH 3a No-IbJIbI IEPHOX OT BPEME Ce NpEnopbYBa
NEePHOAHYEH FMHEKONOTHYEH NIPerne], BITIOYBALI LIEPBHKANTHA ¥ €HIOMETPHANIHA UMTONOrHA HA
BCEKM HIECT MEcella 3a JKEHHTE B NMOCTMEHONAY3a, a IPH HOPMANHO MEHCTPYHpALUUTE JKEeHH,
BEJHBXK MOJJULIHO. : :

Crofiwasany ca HAKOH Cly4aH Ha FACTPOHHTECTHHATHO KbpBEHE HJIH A3Ba. Axo T€ CE MOABAT,
nevenuero ¢ bpoMokpuntiH Menokemu Tpabea pa Obae mpeycraHoBeHo. TlauueHTHTE ¢ .
aHaMHe3a WiH J3HHH 34 NENTHYHA A3Ba TpsOBa a ce NpocneAsBaT BHUMATENHO,

B mbpEHTE AHM Ha JIEYEHUETO MOXE 1 c€ MOABH XUNOTOHHA, BOJIeLIa 10 MOHUKEHA OCTPOTa HA
BHMM2HHETO H 3aTOBA CE NPENOPbHBA NOBHINEHO BHUMARKE 110 OTHOLUIEHHe Ha cnocoﬁnocrra 3a
mogupane N paboTa ¢ MalllHHH.

BpoMokpunTHH MenokeMH e eproraMHHOB AepuBaT. [lonsxora ca cbobuiaBanu GUOPO3HH M
CEPO3KH BL3NATHTE/IHH HapylleHHs KaTo IJIEBPHT, NJIEBPAJIHH H NIEPHKADRHANHH HITHBH, KaKTO
W [IeBpalHa H NynmoHapHa (uOpo3a, H KOHCTPHKTHBEH TEPHKApAHT H PeTPONepHTOHeanHa
¢ubpoza crel npoABIKHTENHa ynoTpeGa Ha E€PrOTAMMHOBH MPOH3BOAHH. PuCKoBHTE
npeapasnonaraiid (akTopd KbM TaKMBa pascTpoMCTBA HE Ca M3BECTHH, HO BBIIPEKH TOBA,
naunenTtH ¢ Gonectra Ha [lapkHHCOH H aHaMHe3a 3a TaKWBa HapylleHus, e TpsOBa na O6naar
JexyBaHH ¢ bpoMokpHnTHH MenokeMH HIM KOETO W Ja € APYro eproTaMMHOBO NPOH3BOAHO,
OCBEHO aKO ITOTeHLHATHATA 0132 He NPeBHIlaBa ChILECTBEHO PHCKa.

Ocobeno BHHMaHHE TpAOBa a ce 0ObpHE Ha NPUIHALY H CHMIITOMM KATO!

e [IneBpo-mynMOHANHK YBPEKAAHHA KAaTO JHCIHe, 3aTPyJHEHO AMLIAHE, NPOLBIKUTENHA
Kalmauua WM 6onka B repauTe

* bnbpevna HeaOCTATHUHOCT HNH ypeTpanHa/ abOMHHATHA CbA0BA 0OCTPYKLUHS, KOHTO C&
NPOABSABAT Ype3 GONKH B KpbCTa/ CIaGUHHTE H OTOK Ha JONHHTE KPaiHHULM, KAKTO W Ypes
abpoMHiHanHu (opMaurK MAH Oonka, KOHTO MoraT Aa MOKa3BaT PETPONEpUTOHEaNnHa
dubpoza.

¢ CobpaecuHa HeZOCTaTBYHOCT, ThH KAaTo cny4yaWTe Ha nepHkapaHa ¢ubposa yecTo ce
NposBABaT nof GopMara Ha CbpAeYHa HEXOCTATEYHOCT, [IpH NOABA HA TaKMBA CHMIOTOMH
Tpsa6Ba na ce H3KNIOYH KOHCTPHKTHBEH NEPHKAP/ANT.

e Tpabea na ce M3BBPIAT NOAXOMALIM H3CNEABAHMA KAaTO CKOPOCT HA YTasBaHe Ha
EPUTPOLMTHTE, PEHTTEH HA TPRIEH KO M M3MEpBaHe HAa CepyMeH KPEeaTHHHH, akQ €
HeoOX0aMMo, 32 IOTREPX/IaBaHe Ha AWaruo3a ¢ubposno Hapywenne. [Togoaauio € ChLIO
HIBBPLIBAHETO HA OCHOBHM WICIEABAaHU® KaTO CKOPOCT HA YTAfBaHE HA
MM APYTH Bb3NAJIHTENHH MapKepH, Oenoapobxa (yHKIHA/ peHTreH
6n0peyHa QyHkuma npeay sanoyBaHe Ha JIEYEHHETO.




Te3u HapylIeHHA MOTaT Ja UMaT 6e3CHMNTOMHO HAYAIO ¥ NAHEHTATE TPABa Aa ObAaT peloBHO
H BHUMATENHO MpOCAEN’ABAHH NOKATO mpueMaT BpoMokpunTuH MemokeMH 3a CHMITOMH Ha
nporpecuBHd ¢uOpo3ns HapymeHHA. IlpH cbMHEHHA MAH JHArHOCTHLMpaHe Ha GHOPO3HH HITH
CepO3HH BB3NAINTENHH IIPOMEHH NeveHueTo ¢ BpoMokpunTHH MenmokeMH TpAGBa na Gmae
NpeyCTaHOBEHO.
[TaTonornyxa CKIOHHOCT KbM Xa3apT, MOBHIIEHO NHOGHAO H CBPBXCEKCYANHOCT ca ChOOIIABAHH
NpH NAlMEeHTH NeKyBaHH ¢ AOMAMHHOBH arOHHCTH 3a OonecTra Ha [TapKHHCOH, BKIIOYHTENHO H
npH BpoMokpanTHH MeaokeMH.
Ilpn nauwentd Ha OGpOMOKpMOTHH, ocob0eHO Ha MNPOOBIKUTENHO JIEUEHHE ¢ BHCOKH JO3H
AOHAKOra ca CcboOWABaHH IUIEBpaJHH M NEPHKAPAHAIHH M3JIHBH, KakTO W NNeBpanHa H
nyiaMoHapHa ¢M6po3a, H KOHCTPHKTHBEH NEPHKApAMT. [lalMeHTHTe ¢ HEOOACHHMH INEBpo-
NYJIMOHATIHH HApYIUEHHA TpaGBa OCHOBHO Ja Ce H3ICNEeABAT M EBeHTYATHO Je4YeHHeTo C
6pOMOKPHIITHH J1a ce TPeKpaTH.
Tlpr Manko nauHeHTHTe HA GPOMOKPHITHH, OCOOEHO Ha NPOABIKHTENHO JIEYEHHE ¢ BHCOKH JI03H
e cvobulaBaHa perponepuToHeanHa ¢ubpoza. 3a na ce OCHrypH pasNoO3HABAHETO Ha
peTponepHToHeanHaTa GuOpo3a Mo Bpeme Ha paHHHA i oOpaTHM eTan ce Npenopbysa NpH Ta3H
rpyna NalHeHTH Aa ce clein 3a HeHHMTE NpOABH (kaTo Hanpumep Gonke B repGa, oTOK Ha
JONHHTE KpaiHHIH, 6GuOpeuHs cMyIEeHKA). : :
AKo Cce YCTAHOBAT HJM TI003MpaT GMOPOTHYHHM NPOMEHH B PETPONEPHTOHEYMA, NEYEHHETO C
6pomokpunTHH TpA0OBa Aa ce npekpaTy.

bpomokpuntiH MezokeMu chabpika nakrosa. IlauneHTn ¢ pefkd HacneacTBeHu 3afonsBaHus
KATO ralaKTo3Ha HEMOHOCHMOCT , TEXbK JAKTaseH JOeHUHT MIH [IIOKO30-TaJaKTO3Ha
manaGeopbLms He TpAOBa fa MPHEMAT TO3H JIEKAPCTBEH NPOAYKT.

4.5. BaaamogeiicTeHe ¢ APYTH JeKAPCTBEeHH OPOAYKTH H ApyrH GopMnA Ha B3ARMOAeHCTBHE

AJIKOXONBT MOXKeE Ja MPOMEHH IIOHOCHMOCTTA KbM GPOMOKPHNITHH.
EAHOBPEMEHHOTO MpPHJIATAHE HA ePHTPOMMLMH HIH APYTH MAKPOIMAH MAH OKTPEOTHA
MOXe€ Aa NOBHIIHK NNa3sMeHaTa KOHUeHTpalua Ha GpOMOKPHNTHH.

e Hsama CHIypHH JOKa3aTeNCTBAa 3a B3aWMoJeHCTBHE MeXIy OpOMOKPHNTHH W Apyru
CProTaMHHOBH ankKaJOHIH, HO €AHOBPEMEHHOTO UM NpHJaraHe He Ce Npenopnyea.

e [JlonaMHHOBHTE ArOHHCTH KaTO AHTHICHXOTHUH, OYTHpOJEHOHH, THOKCAHTEHH H
(eHOTHA3UHH MOTaT Ja MOBNHAAT NPONAKTHHOBATA CYNPECHS H AHTHNAPKMHCOHHYHHTE
edexkTH Ha OpOMOKPHNTHH, CBBMECTHOTO [pHIOXHHe TpAGBa na ce wu3barsa.
MeToknonpaMHA H AOMIIEPHAOH MOTaT Ja HAMAIAT NOHHXKABALLUA MPONAKTHHA edexT.

* HeofxonuMo e BHUMAaHHE NPH eHOBPEMEHHA HIH CKOPOLIHA ynotpefa Ha ekapcTBeHH
NpOAYKTH, TIOBNHABALLH 2PTEPHANHOTO HANATAHE.

Hama nannn, 4ye TepaneBTHYHHTE HHMBA HA OpOMOKPHNTHH uHxubupat CYP3A4 B KIHHHYHO
3Ha4MMa cTeneH. Bumpexkn ToBa, OpoMokpuUnTHH € uHHxuOuTop Ha CYP3A4 in vitro u e
HE0OXOAHMO BHHMAHHE NPH eJHOBPEMEHHOTO NPHIIOKEHHE C IEKAPCTBA HAa TO3H €H3HM.

4.6. QepTHAHTET, GpeMEHHOCT H KhpMeHe

BpemenHoCT
Ynorpefara Ha 6poMOKpHITHH TpA0Ba Ma ce MpPeKpaTH Cled MbPBHA JHMNCBE

UHKEBN.




[lpu GpeMeHHOCT MoHsKOra MoXe Ra ce noayyd GbP30 HapacTBaHe HA XHNOMUIHH TYMOPH H
TOBA MOXE Ja C€ CTYyYH NPH MALMEHTKH € YCIENHO NeKYBaH ¢ OPOMOKPHNTHH HHQEPTHIHTET.
IMauuenTkuTe Tpatpa Aa ce npocneAsBaT 3a MPH3HALN HA YBENHYEHHE Ha XHUnodH3aTa, Taka ye
aKo € HeoOXOoAMMO OTHOBO Ja 3amo4He TNpHeMa Ha OpoMoxpunTaHHMeca. ONMTBT ¢
OpOMOKPUNTHH He MOKa3Ba MOBHINEH PUCK OT abOpT, NpekAeBPeMEHHO paXaaHe, MHOTOIUIOAHA
OpemenHOCT 1M Mandopmauuy. ToBa roBOpH 3a JIMNCA HAa TEPATOTEHHOCT MITH eMOPHOTIATHYEH
ehekT no Bpeme Ha GPEMEHHOCT, KOETO NO3BONABA M3MON3BAHETO HA MOATLPKALIO JEYEHHE C
GpoMoKpUIITHH, TP GpeMeHHH KEHH C FOMIIM TYMOD WIIH HApACTBall TYMOp.

Kwpmene
Trit kaTo BpomokpunTHH MeJokeMH MOTHCKA NAKTAaUHATA, TOH He TpabBa Aa ce Ha3HAYaBa Ha

MaiKH, KOHTO MPEANOYHTAT Aa KbPMAT.

Depruanrer
Jleuenneto ¢ BpoMokpunTHH MenokeMu Mose 1a BLICTAHOBH Bb3MOXHOCTTA 3a 3a6pemenaBaHe.

3aToBa XEHHTE BbB (EPTUIHA BB3PACT, KOMTO He kenadaT fga 3abpeMeHaBar, TpsaGea na Obaar
NOCHBETBAHH J1a YNIOTPeOABAT HAalEeXHH METOIH 3a KOHTPALETIIHA.

4.7. Edexrn BLpxy cnocoSnocTTa 32 modrpane H pabora ¢ Mammuau

BpoMOKpUrTHH MOXe [a NPHYMHH CHHAHBOCT H/HIH €NH30AM HA BHE3amHO 3acnupade. [lpes
MBbPBHTE IHH OT MEYEHHETO HAKOH MAlMEHTH MOTaT Ja W3MHTBAT AMCKOMQOPT, MOPOREH OT
XHIIOTEH3HBHM PEaKUMH. AKO ¢a 3acCerHaTH, MauWeHTHTe HEe TPAOBa 1a Wwodwupar B paboTaT ¢
MALTHHH.

4.8. HexenaHu NeKAPCTBEHH peakiHH

YecroTata Ha HeXenaHHTE peaKlMM MOXKe Ja Ce HAMAIH [0 MHHHMYM 4Ype3 MOCTENeHHOTO
yBeNHYEHHE Ha 03aTa HIIH NOHHXABAKE Ha 03aTa, NOCNEABaHO OT MO-0ABHO THTPUPAHE. AKO €
HeoOX0AMMO, ITBPBOHAYANHOTO TrajieHe W/ WM TOBpbIIaHE MoOXke Ja ObJe HaMaleHo
NOCpPeACTBOM NpHeM Ha BpoMokpHUNTHH Menokemu no BpeMe Ha XpaHeHe H IIOCPEACTBOM NpHeM
Ha TepUepeH AONAMHHOB aHTArOHMCT, KATO JOMMEPHAOH B NPOAb/KEHHE Ra HAKOMKO [HH,
MOHE €MH Yac npenu ynotpedara Ha BpoMokpuntius MenokeMu.

HexenanuTe peakumu ca rpylupaHy CHOpe] CBOSATA YECTOTA KakKTO CAe/BA: MHOTO HecTH (=1/
10); uectu (=1/ 100, Ho <1/ 10); neuectu (=1/ 1 000, no<1/ 100); peaxu (=1/ 10 000, Ho <1/ 1
000); mHoro peaxu (<1/ 10 000), c HensBecTHa HecTOTa (UECTOTATA HE MOXe aa 6bje ycTaHOBEHA
OT HATHYHUTE JAHHH).

IlcHXHATPHYHE HAPYILIEHHS:
Hevecmu: 06bpkanocT, ncuxoMoTopHa B30y A2, XaNOIHRALHH
Peoxu: ncnxosn, GescbHue.

Hapymenus Ha HepBHATA CHCTEMA®

Hecmu: rnapobonue, CHHIHBOCT

Heuecmu: 3amasnocT, ARCKHHE3UA

Pedxu: COMHONEHTHOCT, MApecTe3us

Mno2o pedxu: IpexoMepHa CHHINBOCT NPe3 AEHS M BHE3AMHO 3aCTIHBaHe.

—
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Ounn Hapymenns: /
Peoxy: 3pUTETHH NPOMEHH, 3aMBITIEHO 3peHe.
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Hapymenns Ha yxoT0 H JabupunTa:
Pedwu: THHUTYC.

CrhpaevHH HAPYIIEHHS:

Peoxu: nepuKapieH H3JIMB, KOHCTPUKTHBEH NEPHKApANT, TAXHKApAHA, Opanukapaus, apuTMHA.
MHoro peiku: HapylleHMS B CBPACYHHTE KNamd (BKIIOYHTENHO PETYPTHTALHA) H CPOXHH
HAPYLIEHHA {IEPHKAPIKT H NEPHKAPIEH HAIUB).

CBI0BH HapYIIeHHA:

Heuecmu: XMIOTOHHA, BKIKYHTENHO OPTOCTATHYHA XHIOTOHHA (KOATO, B MHOTO PEIKH CIy4aH,
MOJKe Aa JoBefe 10 KoJanc)

Mrnozo pedru: obpatiMo noOnenHABAHE HA NPBCTHTE HA PBLUETE H KpAKara, NpeJH3BHKAHO OT
ctya (ocobeHo TIpH NalUMeHTH C aHamHe3a 3a ¢eHOMeH Ha Pefino).

PecnupaTopBH, rpb2RHE H MeIHACTHHAJIHE HAPYIICHHAR:
Hecmu: Ha3aMHA KOHIECTHA
Pedxu: nneppanHH H3AHBN, MJIeBpalHa H NYJIMOHapHa (buﬁposa NJICBPHT, nucm-leﬂ

Cromamﬂo-qpennu ﬂapymeﬂnﬂ:

Yecmu: raaeHe, 3anex

Heuecmu: nospblliane, CyxoTa B ycTara . ‘
Peoru: muapnus, Go.mm B KOpeMa, peTpONEpHTOHEANHA c])n6p03a, NenTyyHa #3Ba, CTOMALOHO-
4YpEeBHH Kp‘hBOHSJIHBH.

Hapymenns Ha KokaTa H HOAKOXKHATA THKAH:

Hevecmu: anepruiimn KoxXHH peakliH, KOCONAA,

HapynieAHs Ha MYCKYJIHO-CKe1€THATA CACTEMA H CLEHHAATE/IHATA ThKAH;
Heuecmu: kpaMiu Ha IOTHUTE KpaitHHLIM.

O6H HapylleHHA H e(PEKTH HA MACTOTO HA NPHACKEHHE

Heuecmu: ymopa

Pedrxu: neprdepHH oTOLH

Mnozo pedxu: TpH BHE3aNHOTO TPeyCTAHOBABaHE Ha JeueHHeTo ¢ BpoMokpunTuH Menokemu e
JoKnajaBaH CHHAPOM, HanoJo0ABall MaMrHeH HERPOJIeNTHYEH CHHPOM.

I1pn xenu cnex paxkaaHe

ITpu KeHuTe cien paxiaHe, TPETUPAHH 334 NMPENOTBPATABAHE HA NaKTALMATA HMa MHOTC pelIKH
Cy4au Ha CEPHO3HH HEXENaHH peaKuWH: XHNepTOHWA, HH(APKT Ha MUOKapaa, rbpd, MOIBYHO-
CbA0B MHUMAESHT WNH ITICUXHYHH cMylleHus. OOHKHOBEHO IbpPYBT WIH MO3BYHO-CHAOBHAT
HHHHJEHT Ca NpeflIecTBaHH OT CHIIHO rMaBoboNne H/HNH NPeXoJHO 3PUTENHO CMYLIEHHe (BHXTE
Touka 4.4). [IpuunHHO-ClIeicTReHaTa BPh3Ka He € H3ACHEHA.

EdekTH Ba KiIaca

IIpn nauueHTH JIeKyBaHH ¢ JONAaMHHOBH arOHHCTH W/ MM nesojona 3a 6onecrra Ha [Tapkuncon,
0co0EHO TIPH BHCOKH JI03H, ¢a cboOIIABaHK NPH3HALM HA MATONOFHYHA CKIOHHOCT KbM Xa3apT,
NOBHIIEHO NHOHAO, XHIIEPCEKCYATHOCT, KOMITYICHBHO XapyeHe WIH Ma3apyBaHe, KOMNYJICHBHO
MPEAKJAHE WM XPAHEHE, KOHTO MOTaT Ja Ce NMPOABAT NpH JeHEHKE ¢ JONaMUHOBH ArCHHCTH,

Jl03aTa UK NpOYCTAHOBABAHE HA JIEYEHHETO (BH)KTE TouKa 4.4).




CrofmaBaHe Ha MOAO3HPAHH HEXENAHH PEaKINH

CpobluaBaHeTO Ha NOAO3MpAHM HEXeNaHM peakluM cnej paspemiaBaHe 3a ymotpeba Ha
JAE€KapcTBeHHA TNPOAYKT € BaxHO, ToBa TO3BOAABE Ja TPOABDKM HaOmomeHHero Ha
CBOTHOILIEHHETO NON3a/ PHCK 33 JEKAPCTBEHHA MPOAYKT. OT MEJHLMHCKHMTE CMEUHAIHCTH Ce
H3MCKBa 33 choOIaBaT BCAKa MONO3HPAHA HEXENnaHa peakuys 4Ype3 HALHOHANHATA CHCTEMA 33
croblaBaHe:

HanenHHTENHA areHuus 0o eKapceTBaTa

yi. ,Jiaman I'pyer” Ne 8

1303 Codun

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9, Ilpeno3npane

CHMIOTOMH

[Tpeaosupanero Ha BpomokpunTHH MemokeMH NMpelnW3BMKBA MOBPHIUAHE H APYIH CHMIITOMH,
KOHTO BKJIIOYBAT rajcHe, CBETOBBPTEXK, XUNOTOHHS, NOCTYpalHa XHITOTOHHS, TAXHKADAHI,
CLH/IMBOCT, Jle€TApTHA, OOLPKAHOCT, XAMOUMHALMM, KOHTO Moxe OM ce JBKaT Ha
CBPBXCTHMYJIUPAHE Ha JOTIAMHHEPFHYHHTE PELIENTODH.

JleyenneTo € CHMNTOMATHYHO ¥ MOMIBPXKALNO C LEN OTCTPaHABAHE Ha Heaﬁcopﬁupaum
OPOMOKPHUINTHH H HOM’bp}KaHC Ha apTepHaTHOTO HaNAraHe.

Osnansasase Ha CHMNTOMHTE
[penopbuBa ce NMPHNOKEHHETO HA AKTHREH BbINEH, & B CIy4Yaill Ha CKOPOILUEH NEPOpPANeH NpHEM
MO3Ke Ja ce IPHCTBIH KbM NPOMHBKA HA CTOMAaXxa.

5. DPAPMAKOJOFMYHH CBOMCTBA
5.1. PapmakognHEAMHYAHE CBOHCTRA

dapMakoTepaneBTH4Ha rpyna: jonamMHHoBH aroHHcTH (ATC kox: NO4BCO01); nponakTHroBM
uaxn6uropu (ATC kon: GO2CBO1).

BpOMOKDHNITHH CTHMYIHpa JONAMUHEPTHYHHTE PpeLEnTOpH H € JONAMMHOB ArOHHCT.
OcbuiectBaBa (apMakolOrHYHOTO CH AeiiCTBME NMpM HOPMAJIHH MHIAMBMAH H NPH TAKWBA C
XUNEPrPONaKTHHEMHS Upe3 MHXMOWpaHe ceKpelMATa Ha MpPORAKTHH B XMNOQU3HATA *iesa.
Coluo MoHMXkABA YBeJMYEHAaTa KOHLEHTPAUHA Ha LMPKYNHPALHi DAacTeXeH XOPMOH MpH
NalUeHTH ¢ AKPOMEranus.

B HsikoM ¢1yyau e A0Ka3aHo NOPEACTBOM PalMOTIOrHYHH H3CIEABaHHA, Y& GPOMOKPHITHH Criupa
pacTexa HAM HaMANABa ro/leMHHATa HA NPOIAKTHH-CEKPETHPALIH XHOOPH3HH aJIEHOMH.

ITpu IMapkunconopa Gonect, xapakTepusnpala ce CbC CMelMPHYEH HEJOCTHI Ha JONaMHH B
HUIPO-CTpHaIHaTa 0bnacT GPOMOKPHNTHH € CBIIO Taka eHKaceH, IOPaji IONAMUHEPrHYHATA
CH aKTHBHOCT.

5.2. PapMakoKHHEeTHYHH cBolicTBa
Oxono 30% oT opanHo npHerara 03a ce pe3opbHpa U MakCHUMalHa nna3Men

AocTHra cned okono 1 yac. ENHMHHALMOHHHAT NMOMYKHBOT € OKOJO 5 vac
CBbP3aH C MIa3MEHHTE MPOTEHHH, 0K010 90%-96%. /’/




TlperbpnaBa 3sHauHTENEH MeTabOMH3bM HAa TBPBO NPEMUHABAHE B YepHUA Jpo6, 2 OCHOBHHAT BT
Ha eKCKpPEeLHs e 4pe3 U3NpaKHeHuATa. B u3BecTHa cTeneH e HaNgHa H 6bOpeyYHa eKCKpeLn. .

5.3. llpenknnEAYHENA AaHHHA 33 6ezomacHoCT

Hsama HoBa maykHa WH(POpMALNA, HECTIOMeHaTa B IpyTH pasaent Ha KXII.

6. DPAPMAIIEBTUYHHU TAHHH

6.1 CnAcHK HA NOMOIHATE BEIECTBA
bpomoxpunmun Medoxemu 2,5 mg mabremku coInpxar:
JlakTo3a MOHOXHApAT

Henynoza, MUKpOKpHCTATHA

Harpues HuliecTeH raukonar
Marne3suer creapart

ManeuHoBa kucenuna -

Hatpues enetar

6.2. HechBmecTUMOCTH
Henpunosxkumo

6.3. Cpok Ba rogsoct

5 roguHu

6.4. Cienua k4 YCI0BHA HA ChXpaHeHHAE

Ja ce cbxpaHsABa Ha CYXO, 3alINTEHO OT CBETIHHA MACTO, NPH TeMneparypa nog 25° C.
Ja ce chXpaHABa B OPHIHHAIHATA ONAKOBKA.

6.5. Bag H chAbpKaHHE HA ONAKOBKATA

Kom6urnpanu 6nucTepl oT NOTUBHHHIXAOPUA H ATYMUHHI,
BrnucTepHTe M NTACTOBKATA ¢A NOCTAREHM B KapTOHEHA KyTHA o 30,

6.6. CnennaJjiny NpeANa3HH MePKE NPH H3XBLpJsae u pabora

Hsama

7. IPUTEXKATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Medochemie Ltd, Konstantinoupoleos 1-10, Limassol, 3011, Kunbp

8. HOMEP(A) HA PAPELIEHHETO 3A YIIOTPEBA

Per. Ne 20020485




9. JATA HA ITBPBO PA3PEIIABAHEMIOAHOBSABAHE HA PA3PENIEHHUETO 3A
YIIOTPEBA

Jlara Ha mepBo paspeluasane: 14 onn 2002 r.
Hata Ha nocneaxo nogHoBaBaHe: 28 denpyapu 2008 r.

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

04/ 2015




