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1. HUME HA JIEKAPCTBEHHUA ITPOAYKT

Tamugpa 0,4 mg karncysam ¢ ”3aMEHEHO OCBODOK/1aBaHE, TBHPIH | .
Tamidra 0,4 mg modified-release capsules, hard - A I A /D2

6 Y7 3 110 -0 075

72 KAYECTBEH U KOJIMYECTBEH CbCTAB

Beska TBBpHA Kancyjla ¢ M3MEHEHO ocBoOoXkaaBaHe cpiaAbpxka 0,4 mg TaMmMCyn03HMHOB XHWJIPOXJIOpH]
(tamsulosin hydrochloride).

3a IMBJIHUS CITMCHK Ha NMOMOIIIHUTE BEIEeCTBA BUXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
Tebpna kancyna ¢ U3BMEHEHO OCBOOOXK1aBaHe.

[TenHex: Oenu unum 010 KBJITH MUKPOrpaHyJIy.
KarnicynHa o6BuBKa: TBbp/a XeJaTUHOBA KarcyJja pasMep No: 2, ¢bC CBETIIO OpaHXXEBO HEMPO3pavyHO
Karnaye ¥ CBETJIO OPAHXKEBO HETIPO3pavyHO TAJIO.

4. KJJUMHHYHH JTAHHH

4.1 TepaneBTHYHH NOKa3aHHA

CyMIITOMHM Ha JOJITHUTE MUKOYHHM ITHTHILA, CBBP3aHM ¢ J00poKayeCcTBEHA XUIEePIIa3usi Ha MpocTarara.
4.2 JIo3MpoOBKAa M HAYHH HA NPHJIOKEHHE

Ho3npoBka
Enna xancyna QHEBHO [1a ce mpuema cliejl €IHO M CbILO XpaHEeHe BCEKM JIEH, MO Bb3MOXHOCT Cjie]] 3aKycka
WJIH CJIeJ] ITbPBOTO XpaHeHe 3a JeHs.

Jlo3upaHe NpH NauHEeHTH ¢ 0bOpeYHa HeJOCTATHYHOCT
He ce nanara kopekuus Ha jo3ara rnpu 6b0pedHo yBpexaaHe.

Jlo3upaHe NpH NALUMEHTH ¢ YePHOAPOOHO YBpexKIaHe
He ce Hanara Kkopekiys Ha Jo03aTa NpH NMaUMEeHTH C JIeKa JI0 YMepeHa YepHOApoOHa HEOCTATBYHOCT (BHKTE
ChIIO TOYKA 4.3).

IleanaTpuuna nmomyJialnus
Hsama cwoTBeTHM moka3zaHus 3a ynorpeba Ha Tamuzapa npu geua. beszonacHocTra M €(PEeKTUBHOCTTA Ha

TaMCYJIO3UH NIpH JIcla Mo |8 roguHM He e YCTAHOBCHA. HanuyHuTe 10 MOMEHTA JIaHHHU ca ONUCAaHMU B TOYKa
=

HauyuH Ha NIpWIoXKeHHe

IlepopanHo npuiioxeHue.

Kancynara TtpsaOBa Ja ce NOrbJIHE LsJia U HEe TpAOBa Ja ce 4Yylnud WIKW [JbBYe, Thil KaTO TOBa BIIMAE Ha
M3MEHEHOTO 0CBODO0XK/1aBaHe HAa AKTUBHOTO BEILECTBO.

4.3 IIpoTHBONOKA3aAHHSA

-  CBpBbXUYYBCTBUTEJIHOCT KbM aKTHBHOTO BELIECTBO, BKJIOUYUTEHO JIEKAPCTBEHO UHIY RHAT
KBM HAKOE OT MOMOIIHHUTE BellecTBa, M30poeHu B T.6.1. g
- AHAMHECTHYHM AaHHH 33 OPTOCTATHIHA XUTIOTOHHMS. ) ‘
-  Texxka yepHoapoOHa HEJOCTATBYHOCT. =[G
z
%




4.4 CrneunajHy npeaymnipexkacHu H MpeAna3HH MEPKH NPH ynoTpeda

Kakro npH ocTaHANMTE O1-aJpPOHOPELENTOPHA aHTAarOHHCTH, B OTAE/IHH CNy4YaW MO BpeMe Ha JICYCHHETO C
TamMuzapa, MOXe [a HacTBIIH MOHM)XABaHe HAa Ha apTePHATHOTO HAJIAraHe, M B PE3yJITaTa Ha KOETO B pedkH
CITydan MOXe Ja ce MosiBH cuHKon. [Tpy WhpBUTE MpOSBH HA OPTOCTATHIHA XHIIOTOHUS (3aMaiiBaHe, crnabocT),
NMalHAeHTET TPA0Ba Ja celHe UIIH J1a NIerHe, A0KATO CHMIITOMWTE H39e3HaT.

ITpeny Ha4yaJOTO HA NE4YEHHETO ¢ TaMuapa NauMeHTsT TpaOBa a ObAe H3cAEABaH, 3a [a ce HU3KIIOHH
HATMYHETO Ha JAPYrM CBCTOAHHHA, KOWTO MOTaT Aa TMPEAU3BHKAT CBIIHTE CHMITOMM KakKTO IIpH
nobpokauecTBeHa NpocTaTHa Xunepriasus. Ilpean nevyeHUETO H Ha OTIpEAENEHN UHTEPBAITH Ccliell ToBa TpAbBa
lla ¢€ HW3BbPLUBA PEKTATHO H3CNEABaHE M KOrato € HeoOXOoQuMMO — onpeleiisaHe Ha crenMpHYeH npocTaTeH
aHTHureH (PSA).

JleueHHneTo Ha MALMEHTH ¢ TEXKO 6bOpeuHo yepexaaHe (kpeaTHHHHOB xiupbHC <10 ml/muH.) TpsOBa na ce
npoBexXJa ¢ BHUMaHHeE, Thif KaTO He Ca M3BBbPIUBAHY NPOYYBaHHS BbPXY TaKNBA NALHEHTH.

JIntraoperative floopy iris syndrome (IFIS, cunzpoM Ha MankaTa 3cHHUA)" ¢ HabmozaBaH 110 BpeMe Ha
onepaLysi Ha KaTapaKTa HIH TIayKkoMa MpU HAKOH NMauWeHTH, NpHEMalll¥ WiIH OWIM Ha Npe/MIHA TEpaITHs C
TaMCYJI03uHOB xuapoxsopu. IFIS MoXxe na yBenn4un pHCKa OT YCIOXHEHHA, CBbP3aHH C OUUTE MO BPEME H
CJIe onepaLusaTa.

[TpekpaTsABaHe Ha JCUEHHETO ¢ TAMCYJIO3UHOB XHUAPOXIIOPH | -2 ceMHILIM NTpeay onepaiis Ha KatapakTa Wil
rIaykoMa MOXKeE [a ¢ce CUMTa OTYAaCTH 3a NOJIE3HO, HO MOJN3HTE OT CIHPAHETO Ha JICUEHHWETO BCE OLUE HE ca
ycraHoBeHH. IFIS cblio ¢ choblaBaH mpy nauueHTy, KOUTO Ca NPEKPATHIN NICYCHUETO C TAMCYJIO3HH 3a Mo-
ITLITBI IEPHOA TIPEIM OTIEpaLMATa Ha KaTapakTa.

He ce mpenopbuyBa 3amovBaHe Ha NEeHEHME C TAMCYJIO3HHOB XHADOXJIOpHA TNpH TMAaLMEHTH, TIPH KOUTO €
[IaHyBaHa oMNepalud Ha Karapakra WM rnaykoma. Ilo BpeMe Ha rpelonepaTHBHUA NpPeriej €KWnure oT
XHPYP34 H oTanMoNo31 TpaOBa fa oOspHAT BHHMaHHE Ha (aKTa JaiH MauHeHTHTE, MJTaHAPaHH 3a onepanns
Ha KaTapakTa MJiM [1aykoMa, ce NeKyBaT WM ca OMIH NeKyBaHH ¢ TaMCYJIO3HMH H J1a IpeaAnpueMar noaxoaau
MEPKH, 3a Jla MOTaT Ja ce CIpaBAT Cbe ,,CUHAPOMA Ha MAJIKATA 3CHHLA™ 110 BpEME Ha ONepaLUATa.
TaMcyJIO3UHOB XHAPOXJIOpH] He TpaOBa Ja ce npueMa B KOMOMHAIMA ¢ MouHH nHXHOMTOpH Ha CYP3A4 npu
nauMeHTH ¢ ¢eHoTun Ha cnabu CYP2D6 metabonusaropH.

Tamuapa Tpa6Ba Aa ce npHeMa ¢ BHUMaHHe B KOMOMHALIMA € MOLIIHM U yMepeHH nHXuOuTopn Ha CYP3A4.

4.5 BiaumMoaedicTRHE ¢ APYTH JE€KAPCTBEHH NPOAYKTH H APYTH (JOPMH HA B3IAHMOJCHCTBHE
[TpoyuBaHHs 3a B3aUMOAEHCTBHSA ca NMPOBEKIAHH CaMO ITPH BB3PacTHH.

He ca HaOmrogaBaHU B3aNMOOEHCTBUA NPH NPHIOKEHHUETO HA TaMCYIIO3HHOB XHWAPOXIOPHI €JHOBPEMEHHO C
aTEHOIT0, eHAJIATIPUN WX TEOPUNIH.

EnHOBpeMEHHOTO NpHNOXKEeHUE Ha UMMETHAWH BOAY [0 NMOBHILIABaHe Ha NNa3sMEeHWTE HHBA HA TAMCYJIO3HH, a
Ha ypo3eMH] — A0 MOHWKABAHETO MM, HO Thif KATO HUBATa OCTABAT B PAMKUTE Ha HOPMAIHUTE IPaHHUUM, HE
Ce Hajiara Kopekuyd B npuemMa My.

In vitro pAvazenaM, NpONPAaHOAON, TPUXJIOPMETHA3HI, XJIOPMAIWHOH, AMHUTPHITTHIHH, AMKIO(EHAK,
rnubeHKknamMu, CHMBACTaTHH M BapdapuH He NpoMeHsT cBoboaHara dpakuus Ha TAMCYJIO3UH B UOBELIKATA
nnasMa. TaMcyI03uH ChIIO He MTpoMeHs cBobonHATe PpaklvK Ha AHA3EIaM, IPONpPaHoIION, TPHXJIOPMETHA3H]
U XJIOPMAZHHOH.

Huknodenak u sapgapus, obaue, Moxe Aa MOBULIAT CKOPOCTTA HA ENTUMHHHpaHE HA TAMCYJIO3HH,
EXHOBpPEMEHHOTO NMPHIIOKEHHE Ha TAMCYJIO3WHOB XHAPOXJIOPHA ¢ MOINHA HWHXHOuTOpH Ha CYP3A4 Moxe na
NOBe/le A0 TOBHIIEHA €KCHO3HUMA Ha TaMCYJIO3WHOB XMApOXJiopua. EQHOBPEMEHHOTO NPHIOKEHHE C
KeTOKOHO30n (M3BecteH MotlleH nuxuountop Ha <CYP3A4) soan no yeenuuapaHe Ha AUC u Cmax Ha
TAMCYJJO3HHOB XHIPOXJIOPH] ¢ KOEPHLIMEHTH OT CHOTBETHO 2,8 M 2,2,

TaMCyJI03WHOB XHUAPOXJIOpHI He TpA6Ba 1a ce mpueMa B KoMOnHauUA ¢ MowHH HHXHOMTOpH Ha CYP3A4 npu
nmanueHTH ¢ ¢peHoTUN Ha cnabu CYP2D6 MeTtabonnsatopH.

Tamcyno3uHoB xHApoxyiopua TpaOBa Aa ce NpuemMa ¢ BHMMaHHE Npd KOMOHMHHpaHE ¢ MOUIHM W YMEpPEHH

naxnouTopH Ha CYP3AA4.
EnnoBpeMEeHHHAT NIPpHEM Ha TAMCYJNIO3HHOB XHAPOXJIOPHI C NMapoOKCETHH, MolleH HHxuburop Ha CYP2D6,
BOJM N0 yBenuyeHxe Ha Cmax n AUC Ha Tamcyno3sHH ¢ KOE(HLIHEHT ChbOBETHO Q-1 {0 TOBA

YBCIIMYEHHE HE €€ TIPHCMA 3d KIIHHHYHO 3HaAa9YHNMO.

EQHOBpeMEHHOTO MPUIOKEHUE HA ApYr 0= AIPOHOPELIENTOPEH AHTArOHUCT MOXE
XHUMOTECH3INBHH ¢PEKTH.



4.6 PepTHANTET, OPEMEHHOCT ¥ KEPMEHE

Tamuzapa 0,4 mg TBLPAW KaNCyJHd ¢ U3MECHEHO OcBODOXJaBaHe He € Noka3aH 3a NPHIOXKEHHE NPH XKEHH.
HabntonaBanu ca HapylIeHHs B €AKylauusTa B KPaTKOCPOUHH H ABJACOCPOYHM KJIWHHYHHM MNPOYYBaHHA C
TaMCYJI03UH. JIoknanBaHu ca cnyvyan Ha HapYUICHHS B eJKYJaluATa, peTporpagHa esKyalHs H eSKyNlalHoHHa
HeJAOCTAaTRYHOCT BLB diazaTa ciell paspeliaBaHe 3a ynorpebda.

4.7 Edextn BHpXY cnocobHocTTa 32 IIo¢pHUpaHe H paboTa ¢ MAILIHHK

He ca npoeexxZaHM MpOyuBaHMA 3a edeKTUTEe BbLPXY CNOCOOHOCTTa 3a wWogHpaHe M pabota ¢ MalIMHH.
BrnpekH ToBa MalMEHTHTE TPAOBA /1a 3HAAT, Ye MOXeE /A ce MTOABH 3aMagHOCT.

4.8 HexenaHH JeKAPCTBEHH PeaKLIHHA
YecTOTaTa Ha HeXelaHHATe ChOMTHA e chobpaseHa c¢be cnefHaTa ckana: dectd (>>1/100 go <1/10), HewecTH
(>1/1 000 no <1/100), peaku (>1/10 000 go <1/1 000), mHoro peaku (<1/10 000), c HensBecTHa 4wecToTa (OT

HaNUYHHATE AaHHH HE MOXe a Ob/ic HanpaBeHa OHEHKA).

Hapywenun na nepsrama cucmema

YecTH: 3aMaiBaHe (1,3%)
HeuecTi: rnasobosnue
Peaxu: CHHKOII

Hapyuwienun na ouume
HewspecTHa yecTora: 3aMbITIEHO BIKAaHe*, HapyUICHHE HA 3peHHeTo*

Copoeyru napyuieHus
HeuecTn: NaJITTHTALNH

Cvoosu HapyuieHun
Heuectn: OpPTOCTATHYHA XMITOTOHHUS

Pecnupamopru, 2pvoHu u MeOUACMUHATHY HADYIERUA
HeuyecTu: PHHUT
HeussecTHa yecToTa: enHcTakcHuc®

CmoMatuno-upesru HapyuieH s
Heuectn: KOHCTHUIALUSA, IUapusl, ralieHe, MOBPhLIAHE
Hew3recTHa yecTOTa: CYXOTa B Ycrara*

Hapywenua na koxcama u noOKoNCHAMAa MuvKan

Heuectn: obpus, cupbex, ypTHKApHA
Penku: AHTHOEIEM
MHoro peaxu: CAHApOM Ha CTHBBHC-KOHCBH

HeuzBecTHa gecToTa: epHTeMa My rTHhopMe*, excdonuatuBeH aepMaTuT®

Hapywenusa 6ve gb3npouzsooumennama cucmema u 2ypoama

Yectu: HApPYLIEHUA B €AKYJIALIMATA, BKIFOYHTENIHO peTporpagHa eskynauud W HeJOCTaTbhb1Ha
eAKynalung
MHOro peaxu: MpHAMH3IbM

Obwu napyuieHUs U ehexmu Ha MACMOMO HA NPUTOICEHUE
HeuecTH: ACTeHUA

* HaGalonaBaHK B NIepHOLa cJie] pa3pemaBaHe 3a ynorpeba




[To BpeMe Ha MOCTMAapKETHHIOBH NMpOyuBaHMs C¢ HaONIIOAABa, Ye M0 BpeMe Ha OMepalus Ha KaTapakTa WIH
rimaykomMa MoXké Ja ce pasBue ,.CHHOpoM Ha Mmankara 3eHuua“ (IFIS), koliTto ce cEbp3Ba ¢ Tepanus c
TAMCYJIO3WH (BXK. TOUKa 4.4).

Onum cnreo nyckaxe Ha nasapa

B momrenneHne KbM MOCOUECHUTE MO-TOpe HeXelaHH ChOUTHR ca JOKITAJBaHHY MPeAChPAHO MBXAEHE, APUTMNA,
TaXMKapAuA W AHCIHES, CBbpP3aHU ¢ yrnoTrpebara Ha TaMCYNO3WH, T®H Karo Te3W CMOHTAHHO JOKMaABAHH
chOHTHA Ca OT CBETOBHHUA ONUT ¢Jiel MyCKaHe Ha rasapa, YecToTara Ha CeOUTHATA ¥ poNATa HA TaMCYIIO3HH B
TAXHOTO BL3HHKBaHe He MOXe Oa ObJie HajexIHO OTpeaesieHa.

CroblasaHe Ha NOA03UPpaHH HexXeJlaHU peakliu
Chob1masaHeTo Ha IT0J03HPaHH HEXENAHN peakUiy cliell paspellaBaHe 3a yrnorpeda Ha TEKapCTBEHHA

MPOAYKT € BaxHO. ToBa NO3BOJIABA 13 MPOTb/DKH HAabMIOAEHHETO Ha CHOTHOMIEHHETO MOJI3a/PHUCK 32
niekapcTseHus NpoaykT. OT MeNNLMHCKHTE CNELHANNACTH €€ U3HUCKBA 1a ChodLIaBaT BCsKa MoJ03MpaHa
HexXelaHa peakind JHPEKTHO Ha:

HMannnenTensa arenums no nekapcreara (MAJT):
yi1. ,,JlaMaH ['pyer* Ne 8

rp. Codus 1303,

Tel. +359 2 8903417

en. nowa: bda@bda.bg
yebcaliT: www.bda.bg

4.9 Ilpeno3upane

Cumnmomu
IpeAo3MpaHeTo C TAMCYJO3HMH MOKe Aa AOBEOE AC TEXKKH XMIIOTOHHYHH edekTH. TeXKKH XHMOTOHHYHM
edekTH ca HaOMIO/IaBaHH NIPH paIHIHA CTENEH Ha NTpeJo3HpaHe.

Jeuenue

B cny4ait Ha BB3HMKHANA cleJ NMpego3upaHe ocTpa XUIIOTOHUSA, TpaOBa Aa ce moAaeppXka ChpAeYHO-ChI0BATa
CHCTEMa. ApTepHAIHOTO HaMuraHe MoO)Ke Ja c€ Bb3CTAHOBH M CbpACYHATA 4YECTOTa Za ce J0BEAC A0
HOPMAJTHATa, KOraTo MaLMEeHTDT JErHe. AKO TOBA HE MOMOrHE, MOXKe J1a €€ H3MO3BaT 00EMHH 3aMECTHTENH, a
Korato € HeofxoAWMo, CBHAOCBHBAIOH cpeAcTsa. TpAbBa na ce Habmonaea GhOpedata QyHKUME H ga ce
[IPWITIOXKAT 00IONOIBPKALLH CPeACTBa.

Huanu3ata He OM MOMOrHana, Th# KaTo TaMCYJIO3MH € CHJIHO CBbp3aH ¢ MJa3MEeHHTE NMPOTEHHH. 3a Ja ce
u3berne abcopbumsaTta, TpabBa Ha ce mpeanpHeMar MepKH KaTo TNOBpBINaHe. KoraTto ca NMpHETH roNeMH
KOJMYECTBA OT JIEKapCTBOTO, MOXKE Ja Ce NMPHUJIOXKH CTOMAIHa IPOMUBKA W J1a C€ BhBeJaT aKTHBEH BBIJIEH H
OCMOTHYHO pa3ciabNTeENHO CPeACTBO KaTO HATpHes cyndar.

s. GAPMAKOJOI'HUHH CBOUCTBA

5.1 dapMaKoJHHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHA I'pyNia: YpOJOrduHU CPEACTBa, anda,-aapeHopeLeNnTOPEH AHTArOHHUCT.
ATC xon: GO4CAQ2.

MexaHHu3sM Ha JICHCTBHUE

TaMCymO3HH Ce CBBP3Ba CENEKTHBHO M KOHKYPHpAIO C TOCTCHHANITHYHHTE anda-aipeHOopeleNnTopH, [1o-
CIEUHATHO ¢hC cyOTHnoBe andaia ¥ andaip, KOUTO BOOAT A0 peflakcalMd Ha riIajkara MyCKyjiaTypa Ha
npocTaTaTa ¥ ypeTpara.

dapMakoIHHAMHYHH ePEKTH
Tamuapa 0,4 mg TRbpAM Kancynd ¢ HM3MEHeHo OCBOOOXKOapaHE MOBHINABA MaKCHMgAH
ypuHupaHe. To#i oOnekyasa oOCTpykudsaTa Ype3 OTIyCKAHE Ha FiajKara MycCKysa e
ypeTrparara, KaTo 1o TO3H Ha4duH 0blexyaBa CHMITOMHATE TTPH YpUHUpPAHE.




CoIlo Taka MoRo0psABa U CHMITOMHUTE Ha 3a0bpXKaHe, IPH KOESTO UIpae CHINSCTBEHA pOJiA HECTADHITHOCTTA Ha
NHKOYHKA MeXyp. Te3n edpeKTH BbpXY CHMNTOMHTE Ha 3aJbpXKaHe U ypHHHpaHE ce I0ALbPXKAT N0 BpeMe Ha
TBITOCPOYHO rniedeHue. HeoOXoAWMOCTTa OT onepauns WM KaTepusallus 3HAUMTENHO C¢ oTnara. o-
apEHOPELIENITOPHATE AHTATOHUCTH MOTAT ha [OHHW)XAT apTEPHAIHOTO HAMraHe upe3 HaMaifiBaHE Ha
nepudepHoTo cbapoTuBnenne. [To BpeMe Ha Npoy4BaHHs ¢ TaMCYJIO3WH HE € HaOmoJaBaHO NOHHKEHHE Ha
apTEPHANHOTO HAMMraHe ¢ KIIHHWYHA 3HAYHUMOCT.

IeguaTpHuHa HOIMyAALHA

IBoitHO-CNIsANIO, paHAOMU3UPAHO, TUTalCbO-KOHTPOMHPAHO TIPOYYBaHE ¢ BapHpallH J03HM € H3BBPIIEHO MpH
Aelia ¢ HeBponaTHdeH MUkodeH Mexyp. Obmo 161 nena (Ha po3pact Meby 2 M 16 roquHn) ca paHAOMH3HPaHH
M nexkyBaHu ¢ 1 oT 3 103084 MHTEpBana TamMcyno3uH (Hacwk [0,001 go 0,002 mg/kg], cpenen [0,002 no 0,004
mg/kg], sucok [0,004 1o 0,008 mg/kg] mnu mnaue6o. [[bpBHYHHAT 3aT105KEH KPUTEPHH € OPOAT Ha MALMEHTH C
HaMaJleHHEe Ha HANMATAHETO BHPXY JETPYy30pa Mpy HEeyIbpXHM Io3uB 3a ypuHupaue (LPP) no <40 sm H,,
Oasnpaliki ce Ha JBe OLECHKHM Iipe3 ChIUUA AcH. BTOpUUHHTE KPUTEPHH €a: aKkTyallHa ¥ [IPOUCHTHA IPOMAHA OT
HadajoTO B HANATAHETO RBPXY IETPYy30opa MPH HEyObpXHUM TOPHB 33 YpUHHMpaHe, NOAOOpeHHE HIH
crabunM3upaHe Ha XuIpoHedpo3a W XuapoypeTep, TNpoMAHAa B 00eMHTE YpHHA, MONYYEHH Upes3
KaTeTepu3aunMsa, ¥ Opoll MHKUMM 10 BpeMe Ha KaTETEpH3alHATa, KAKTO € 3alicaHo B JNHCBHHUUTE Ha
KaTeTepHn3annaTa. HaMa cTaTHCTHYECKH 3HaYUMH Pa3IMKH MEXJIy TPynaTa Ha ninanedo v BCEKH eIMH OT TPHTE
N030BH 'PYMH ¢ TAMCYJIO3WH HUTO OTHOCHO IThPBHYHHTE, HUTO OTHOCHO BTOPHIHHTE KpaHHH TOoukH. He ce
HabmoNaBa J030B0O3aBUCHM OTTOBOP MMPH BCEKH €QUH OT JO30BHTE HHTEPBAITH.

5.2 dapMaKoKHHETHYHH CBOHCTRA

A6copbing

TaMCyJIO3WHOB Xuapoxyopua ce abcopbupa OT TBHKHMTE YepBa M € C MOYTH ITbIIHA OHOHATWYHOCT.
AbcolLHaTa Ha TaMCYIO3MHOB XWAPOXJIOPH ¢€ HaMalnsdBa OT CKOPOLITHO XpaHeHe. TIpuemaHeTo Ha Tamuapa
0,4 mg TBbpAM KalCYIM ¢ M3MEHEHO OCBODOXKAaBaHe OT MALMEHTH ClE€j €OUH M ChLH NpHeM Ha XpaHa
chleicTBa 3a nocTosHHaTa abcopbuus.

TaMcyno3UH noka3Ba JTMHEHHA KHHETHKA.

Cnen eavunuyna go3za Tamuapa 0,4 mg TBEPAM KaNCyNM ¢ M3MEHEHO OcRoboknaBaHe B XpaHHUTENHaTa asa,
ITa3MEHHTE HHBA Ha TAMCYIIO3HH JOCTUTAT BPBXHA TOYKA ¢Jiefl Okolo 6 yaca M steady-state, koeTo ce JOCTHra
Ha IeTUd JeH chel MHOTOKpaTHO mnpunoxeHne, Cmax OPH MAUHAEHTH € OKONMO 2/3 MbTH TO-BHCOKA OT
JIOCTATHAaTaTa clie]] eAWHH4YHA 7J03a. Bunpekd 4Ye ToBa cc HaOnioAasa NpH MaMMEHTH B CTApuecKka Bb3pacT,
CBIOHUTE JaHHM MOXeE Ja ¢€ 0YaKBaT M MPU MITaJH MauHeHTH.

HMa 3HadHuTeNHA pa3fiiKa MEXAY IUIa3MEHHTEe HUBA MPU OTACTHWTE TMALEHTH, KAKTO W CNel NpHeM Ha
eAMHHYHA WX MHOTOKPATHH A03M.

Pasnpenenenue
ITpr Xopa TAMCYJIO3HH € CRBP3aH C NNa3MEeHUTEe NPOTEUHH B 0K0JIO 99% 1 00eMDbT Ha pasnpeleieHHe € MaTbK

(okono 0,2 I/kg).

buorpanchopManns

Tamcyno3nH nMa HUCBK €(pekT Ha ITHPBO MPeMHHABRaHe, Thil KaTto ce MetTabonuaupa 6aeHo. [To-ronama yacT ot
TaMCYJIO3HH Ce OTKPHBA B Tyia3MaTa noj ¢oopMaTta Ha HEMPOMEHEHO akTHBHO BelnecTBO. Metabosnninpa ce B
yepHUs aApod.

[TpH rUTEXOBE MMOYTH He € YCTAHOBEHO HHAYLIMPAHE Ha MHUKPO3OMAITHHUTE YepHOAPOOHH €H3HMH, MPHYNHEHO OT
TAMCYJIO3HH.

In vitro pesynrtarute npeanonarart, ye CYP3A4, xkakro u CYP2D6 ce Bknoysat B MeTabonn3ma, ¢ Bb3IMOXKEH
MUHIMaeH TpuHoc Ha apyrute CYP wsodopmu 3a MetabonusMa Ha TtaMcyno3nH. MHxubupaxero Ha
CYP3A4 u CYP2D6 werabonusupaimure eH3UMH MOXKE Ja [O0Bede OO0 MNOBHIIEHA EKCNO3WLIWA Ha
TAMCYJIO3HHUB XUAPOXITOPH (BXK. TouKa 4.4 H 4.5).

Hukoii oT MeTaboNHTHTE HE € NMO-aKTUBEH OT OpUrHHANHATA ChCTABKaA.

EnvMMUHHpaHe
TaMcyno3uH v HeroBuTe MeTaDONNTH c€ OTAEAAT INIaBHO C YpPHHATa, kaTo 0kono 90% £
thopMaTa Ha HEMPOMECHEHO aKTHBHO BEILECCTRO,




Crnej eanHuyHa no3a Tamuapa 0,4 mg TBBPAX KANCYJH ¢ W3MeHeHO ocBoOokIaBaHe B XpaHHTENHATA (aza u
[pH NnalueHTH B steady state, M1a3MEHHMAT NONYKHBOT € H3IMEPEH, CHOTBETHO 0k0/10 10 1 13 Jaca.

5.3 IlpeakJIHHHYHH JaHHH 33 6e3onacHocT

[IpoBeAeHH ca MPOYYBAHUA 3&8 TOKCHYHOCT HA €OWHHYHA M NOBTApfAINH C€ JO3W MpH MHUILIKH, TUTBXOBE H
kydyeta. OCBEH TOBRa ca MPOBEAEHM MPOYYBAHMA 3a PENPOAYKTHBHATA TOKCHYHOCT I[IpH MNIbXOBE, 3a
KaHLEPOTEHHOCT MPH MULIKK M TbXoBe. H3cneAraHa € in vivo W in vitro TfeHOTOKCHYHOCT. I1IpodnIsT Ha
ofIqaTa TOKCUYHOCT C BHCOKH JO3H TaMCYJIO3MH € CBIIOCTABUM ¢ M3BECTHHTE €(QEeKTH Ha ;-
aZipeHOpELIENTOPHNTE aHTaroHucTH. [Ipy MHOro BMcOkM N03W NpH kyudeta ce mpomeHs EKI'. Tosn tun
OTrOBOP CE€ CYHTA 32 KIIMHHYHO HE3HAYHM.

TaMcyno3uH moxa3Ba HE3HAYUTENHH MEHOTOKCUYHH CBOMCTRA.

HMMa cpoOllueHyus 3a MOBHIUEHA 4E€CTOTA HAa NpONMGEpaTUBHHA MPOMEHH Ha MNEUHUTE XKIE3M NpPH KEHCKH
ITbXOBE ¥ MHIOKK. T€3W MpOMEHH, KOHTO BEPOATHO ca OOYCNOBEHH OT XHIIEPNpPONaKTHHEMHsA, CE Cpeinar
CaMoO TIpM BHCOKH J03H, U HE C€ OTHACAT KbM TOKCHTHHTE.

6. PAPMAIIEBTHYHH JAHHH

6.1 CnuchLK HA NOMOIIHHTE BeLlecTBA

Cuowpoicanue Ha kancyaama:

Harpuer anruHar

CrrionnMep Ha METaKPHITOBa KUceNHa-eTunakpunar (1:1)
['nmuuepon gubexeHar

ManTogeKCTpHH

Harpues naypucyndar

Makporon (ITonuerunen rankoin) 6000

[Nonncopbat 80

Hatpues xuapoKcui

CumetrikoHoBa emyncus 30%

Kononaen Oe3soseH cunuuueB auokcua (Aerosil 200)

Cwcmas na kancyniama obsuexa.

Tebpay KeNaTHUHOBU KamcCyiW, pa3Mep 2 ¢bC CBETJIO OpaHXKEBO HEMPO3pavHO Kamadye W CBETIIO
OpaHXXeBO Hemnpo3pauHo TAno: TutaHoB auokcua (E171), sxenesen okcup, vepeeH (E172), xenesen
okcul, XeiaT (E172), xxenaTuH,

6.2 HechBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha roasocT

2 rouHA

6.4 Creupa/IHH YCJI0BHSA HA ChXpaHeHHe
Jla ce cpXpaHsiBa Ha MACTO, HEAOCTBITHO 34 Acla.
Jla ce chXpaHsBa B OpUTHHANIHATa ONAKOBKA.

Ha ce cexpaHssa noj 30°C.

6.5 Bua H chbAbpAaHHE HA OTIAKOBKATA

bBnuctepu ot npospauHo PVC/PE/PVDC-AI donuo




20 xancynn / 2 6muctepa / 1 kytusa (10 xkancynan / 1 énucTep )
30 kancynn / 3 6nuctepa/ 1 xytua (10 xancyan / 1 dnucrep )
50 xancymu / 5 6mucrepa/ | kytra (10 xancynu / 1 6mncrep )

He BcHukyn BHIOBE ONIAKOBKH MOXe Aa OBAaT NMyCcHaTH Ha nasapa.
6.6 CnenuajHHa npeanasHH MePKH NpH HIXBLPJIgHE
Hama crieniMatHi M3HCKBAHHA 32 N3XBBPIISHE.

Heu3non3saHUAT fMeKapCTBEH MPOAYKT WIH OTNAZbYHHUTE MaTepHand OT Hero TpAOBa Ja ce H3XBbPJAT B
CHLOTBETCTBHE C MECTHUTE H3UCKBAHUA.

1. INMPUTEXATEJ HA PASPELHIEHHETO 3A YIIOTPEBA
HOBEJI ®PAPMA EOO/]

Oyn. “bearapus’ Ne 109

Codus 1404, brrrapus

8. HOMEP(A) HA PAZPEHIEHUETO 3A YIIOTPEBA

Peructpaunonen Ne 2021037]

9. HATA HA IIBbPBO PA3ZPEHNIABAHE/MIOJHOBABAHE HA PA3ZPEHIEHHETO 3A
YIIOTPEBA

Jlata Ha mepBO pazpeiuaBane: 17.12.2021
10. JATA HA AKTYAJIA3UPAHE HA TEKCTA

01/2025




