KPATKA XAPAKTEPHCTHKA HA MPOAYKTA



1L HME HA JEKAPCTBEHHA NPOIAYKT

Tamuapa 0,4 mg xancynd ¢ HIMEHEHo OCBOGOKAABAHE, TBBPIH
Tamidra 0,4 mg modified-release capsules, hard

2 KAYECTBEH H KOMAYECTBEH ChCTAB

Beaka TBLpAa Kamcyna ¢ HM3MEHEHO OCBODOXIaBaHe

(tamsulosin hydrochiotide).
3a IHIHHA CIMCHK Ha JIOMOLIHUTE BEIECTBA BIDKTE TOUKA 6. l’;p:::& o pz‘g’:zog;m; £ 7‘ / I
3f JEKAPCTBEHA ®OPMA —. é / /7 A7 }7% 7
TeBpAa Kalcyna ¢ H3MEHEHO 0CBODOXKIABAHE. P L P— o 1712 m

ITnmex: 6enn Him 6neno KbITH MEKPOTPAHYJIH.
Kancynna 06BuBKa: TBEp/iA JKeNaTHHOBA Karncyna pasMep No: 2, CbC CBETIIO OPAHXKEBO HENPO3pauHo
Kanaye H CBETIIO OPaHXKEBO HENPO3pavHo TIO.

4, KJIUHWYHH JAHHH

4.1 TepanesTHwHR NOKa3aERA

CHMNTOMM Ha JOAHHTE NHKOYHM ITHTHINA, CBBP3aHE ¢ A00poKaueCTBEHa Xyunepula3ia Ha NpocTaTara.
4.2 Jo3npoBKa H HAYAH HA NPHJIOKEHHE

Ho3rpoBka
Ensa kancyna JHEBHO Ja ce NpHeMa Cliell €OHO H ChINO XpaHEHe BCEKH JeH, N0 BE3IMOXKHOCT e/l 3aKycKa
HIIHK Clica MBPBOTO XpaHcHE 3a ACHA.

Jo3Hpate NPH NaNHeATH ¢ (bOpeuHa HEAOCTATHLYHOCT
He ce nanara xopexums Ha nozata npy Os0pedHo yBpexaane.

Ao3EpaHe NIPA TANHEHTH ¢ YepHOAPOOHO yBpexKIaHe
He ce Hanara Kopekums Ha 4033Ta IIPH NAUHEHTH C JIeKa JO YMEpPEeHa YepHOAPoOHa HEAOCTATBYHOCT (BHXTE
chImo TouKa 4.3).

IleAmaTpAYHA NOMyJSATES

Hsima cpoTBeTHH moKaszanus 3a ynotpeGa Ha Tamuapa mpu nena. BesonacnocTra M eexTuBHOCTTA Ha
TAMCYIO3HH TipH jaetia ool 18 roaunu He € ycranosena. Hamimpyre o MOMEHTA JAaHHM C4 ONHCAHH B TOMKA
5.1

HavnH B2 OpRAGKERHE

[Iepopando npuioKEeHHAE.

Kancynara Tps6sa na ce norwiHe uana H He ¥paGpa Aa ce YynmM wWiM JbBY€, Thi K4aTO TOBZ BJIHAC HA
H3MEHEHOTO OCBODOKAABAHE Ha AKTHBHOTO BELIECTRO.

4.3 IIporrBONIOKA3AHAN
KbM HAKOE OT NOMOLIHMTE BeLiecTBa, H36poeHH B T.6.1.

- AHaMHECTHYHM JaHHH 3a OPTOCTATHYHA XMIOTOHHS.
- Texka yepHoApoOHA HEAOCTATBMHOCT.




44 Cnennannn npesynpexienns H npexnasas MEpKh npE ynoTpeba

Kakro np octasanure i-aapoHOPENIETTOPHA AHTATOHUCTH, B OTACNHH CITY4aH 110 BpeMe Ha JISUYEHHETO C
TaMuapa, Moxke na HaCTENK MOHMXABaHe HAa Ha apTepHaIIHOTO HAMATAHE, H B PE3yNTaTa HA KOETO B PEAKH
CIy4aH MOXE 13 ¢ NosBH CHHKOI. IIpu mepBUTE NPORBH HA OPTOCTATHYHA XMIIOTOHHA (3aMaiiBane, cnabocr),
NAUMCHTHT TPAOBa 1A ceMiie WM Na NerHe, JOKATO CHMITTOMHTE H3YesHAT.

llpenu naganoro Ha nevenvero ¢ TaMHIpa NAUMEHTHT Tpabsa nxa Obhe W3chenBad, 3a Ja ce H3KIIOYH
HUIRMMETO HA APYTH CBHCTOSHHA, KOHTO MOTaT [a NpPeJHIBMKAT CHUIMTE CHMITOMH KaKTO [IpH
JobpoxayecTBeHa IPOCTATHA XUIIEPIIAZHA. Tlpenn neveHNeTo H Ha OTpeeNICHH HHTEPBAIH cJIes ToB2 Tpsbba
Ag C& USBLPIBA PEKTANHO M3CKE/BAHE M KOraTo € HOOXORMMO — ONpeAeNsHe Ha creuudHYeH NPOCTaTeH
auTHreH (PSA).

Jlevennero Ha nauHeHTH ¢ Texxo GE6peuHo yspesaane (kpeaTnruHOB KHpBHC <10 ml/Mmun.) TpsbBa aa ce
TIPOBENEA C BHHMAHKE, Thii KAaTO He Ca M3BHPIIBAHM NPOYYBAHUA BPLPXY TAKHEA NALHEHTH.

»Intracperative floopy iris syndrome (IFIS, cmumpom Ha Mankara 3eHHIA)“ e HabmopaeaH No Bpeme Ha
Onepaliy Ha XaTapakTa HJIH IJAYKOMa NPH HAKOH MAUHEHTH, NPHEMALRH HAH GHTH Ha PeAHIIHA TEPATHA ¢
TAMCYJIO3HHOR XMapoxnopus. IFIS Moxe a yBenHuW pHCKA OT YCAOKHERHA, CBEP3AHH C OYHTE [0 BPEME
C/Ie]l ONEpauMsTa. -

Ipexparasane Ha nevexnuero ¢ TAMCYMOSHKOB XHAPOXAOPHA 1-2 CeAMUUM KpeiH ONEPauys HA KATAPAKTA HIH
TIIayKOMa MOXKE 13 Ce CYMTA OTUACTH 34 MOMNE3HO, HO MOBUTE OT CIHPAHETO HA NEYEHMETO BCE OMle HE ca
yeranosenH. IFIS chmo ¢ chobuiaBan npy naimenTH, KOMTO Ca MPEKPATHAH NEUCHHETO C TaMCYJI03HH 3a INo-
ABITET IEPHOA NPeH ONEpaLHATA HA KATAPAKTa.

He ce npenoprusa zanourane Ha neuenme c TAMCYJIO3HHOB XHAPOXAOPHA NPH TIALMEHTH, NPH KOHTO €
TUIaHyBala OmiEpaliis HA KATapakTa WiM rnaykoma. [To Bpeme Ha NpejONEpaTHBHHA Mperfies eKMIHTE OT
XHPYP3H M opTANMONO03H TPAGEA Na 0GLPHAT BHHMAaHME Ha haxTa nann MANKHEHTHTe, IIAHAPAHHU 32 OTIEPAITHA
Ha KaTapakTa Wik MIayKoma, C¢ JISKyBaT WIH ¢a GHITH NeKyBaHM ¢ TAMCYAIO3HH ¥ 1A NPEANPHEMAT IOIXOAAIH
MEpKH, 33 1a MOTaT /1a Ce CTIPABAT ChC ,,CHHAPOMA HA MAIKATA 3¢HHLA™ 10 BPEMe Ha ONepaLHaTa.
Tamcynosunos XMAPOXJIOpHA, He TPAGRA fa ce ripHeMa B KOMOHHALIMA ¢ MOWIHH HuxubuTopu Ha CYP3A4 npu
nannenTH ¢ enotvn Ha cnabu CYP2D6 metaGonusaroph.

Tamuzapa Tpsbea ga ce npueMa ¢ BHUMAaHHe B KOMOHHAL|SA ¢ MOIIHI H YMepeHn HHXuOuTOpH Ha CYP3 A4,

45  BiaamoapeiicTBHE ¢ APYTH JAeKapcTBeHH HPOAYKTH H APYTH $opMA HAa BIAEMOZCHCTEHE
TIpoyusanns 3a B3aMOAENCTBHA Ca NPOBEKAAHH CAMO pH BL3PacTHH.

He ca nabmonapany B3aUMOAelicTBHS IPH APAIOKEHHETO Ha TaMCYJIO3HHOB XHAPOXAOPH/ EAHOBPEMEHHO ¢
ATEHOIO/I, CHANANPHI HITH TEO(HIHH.

EAHOBpOMEHHOTO MPWIOKCHHE Ha LMMETHINH BOIM N0 MOBUIIABAHE HA TLIA3MEHHTE HEBA Ha TAMCY/IO3HH, &
Ha Pypo3eMAl — 10 NOHWXABAHETO HM, HO ThHil KATO HHBATA OCTABAT B PaMKHTe Ha HOPMAIHHTE TPaHHLH, He
Ce HANATA KOPEKIHA B PHEMa MY.

In vifro nHasenaM, NpPONPaHONON, TPHXIOPMETHESHI, XJIOPMAMHOH, AMHTPHOTHIHH, JHKIO(EHAK,
rIHOEHKIAMB, CHMBACTATHH ¥ BapGapHH He IPOMEHAT cBOOONHATA ¢pakuus HA TAMCYIO3HH B YOBEUIKATa
[u1a3ma. TaMCyNIO3HH CHUIO He NPOMEHs cBoGoHMTe bpakupn Ha AMasenam, NPONPAHOINON, TPHXIOPMETHAZHL
H XJIOPMAZHEHOH.

Anxnodenak u Bapdapun, obave, MOxe N3 NOBHIIAT CKOPOCTTa HAa eIAMHHHDAHE Ha TAMCYJIO3HH,
EnnospementoTo nprnoxenue Ha TaMcynosHHos XHAPOXNOpHA ¢ MOLHH HHXxHOKWTOPH Ha CYP3A4 Moxe na
AOBEAE N0 NOBHUICHA CKCMOSHLMA HA TAMCYNO3WHOB XMAPOXIOPHA. EAHOBpEMEHHOTO NpHIOKEHHE ¢
KETOKOHO301 (H3BECTEH MOWEH MHXHOHTOp Ha CYP3A4) Bomu nmo yeenuzasane Ha AUC u Cmax ma
TAMCYJIO3HHOB XWIPOXJIOPHN ¢ KOS(PHUMEHTH OT ChoTBeTHO 2,8 1 2,2.

TamcynosuHos xuapoxsopua xe Tpabsa aa ce npHeMa B koMOnHAIMA ¢ MOIIHA HHXUGHTOpH H2 CYP3A4 npn
NanHeRTH ¢ GeHoTHI Ha cmabu CYP2D6 metaGonmsaropu.

TamcynosnHoB xuapoxnopun Tpabea ma ce NpHEMA ¢ BHHMAHHE TIPH KOMOMHHMpaHE ¢ MOIUHH W YMEPEHH
HHXHOuTOpH Ha CYP3 A4,

ExsospemennuaT npuem Ha Tamcynosunos XHIPOXNOPHA ¢ NAPOKCETHH, MOWIEH HHXHO 2YP2D6,
BOIH no ysenuuenue Ha Cmax u AUC Ha TamcynosuH ¢ Koe(PHUMEHT CHOBETHO T A, @u\\};‘l%{?afi;msa
YBENMYEHHE HE C& NPHEMA 38 KITHHHYHO 3HAYMMO. F B “\\”«z Y
ExnospemeHHOTO npHnoxkenne Ha Apyr a1- afIpOHOPEUENTOPEH AaHTArOHHUCT MOXKE Jia A0pene '

XHTIOTEHIHBHH e(eKTH,
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4.6 PepTHINTET, GpeMeHEOCT B KhpMeHe

Tamuapa 0,4 mg TBLpAM KancylH ¢ HM3MEHEHO OCRODOKIABAHE He ¢ TOKA3AH 34 MPHIOKEHHE MPH KEHU.
Habmopasanu ca HapymeHHMd B €AKyJauMaTa B XPATKOCPOUHM H JBAMOCPOYHM KIMHHYHH NPOYYBAHHA C
TaMcyno3HH. JJoknajiBaHA ca Ciydau Ha HapyIleHHs B eAKyJIALMATA, pETPOrpajHa eAKyalHA H CAKYNalHOHHA
HEAOCTATHYHOCT BEB (azaTa CIeH paspeuarane 3a ynorpeba.

4.7  Edexrn B1pxy cnocobRoCTTS2 32 ModHpane B pAGOTA ¢ MAIANH

He ca npoeexnaHd npoyveaHudA 3a edeKTHTe BEPXy crniocobHocTTa 3a miodupaHe W paboTa ¢ MalIMHH.
Brnpeks ToBa nanMeHTHTe TPAGBA 12 3HAAT, 4e MOMKE Ja CE NOABH 3aMasgHOCT.

4.3 Hexenann JeKapCTBEHE DEAKNHE
YecToraTa Ha HeXenaHHTe CHOMTHA € cholpaseHa cuc cregHara ckama: gectT (>1/100 a0 <1/10), nevectn
(>1/1 000 o <1/100), pemxu (>1/10 000 Ao <1/1 000), MHoro peaku (<1/10 000), ¢ HemsBecTHA YecTOTa (OT

HATMMHATE JaHHY BE MOXke fa Obje HafnpascHa ouemca).

Hapyuenus na nepsuama cucmema

Yecn: 3amaitsane (1,3%)

Heuectn: rmaroQonme

Pepxu: CHHKON

Hapywenun na ouume

HenssecTna gecToTa:  3aMBIVIEHO BHXKAAHE®, HADYLICHHUE Ha 3peHHCTO™
Covpoeunu napyuenun

Heuecrn: NaJINATAIMNA

Cvooeu napyutenun

Heuectn: OPTOCTATHYHA XHUIIOTOHHS

Pecnupamopnu, epbOru u Meduacmunannu Rapyuenus
HeuecTn: PHHHT
HewnzBecTHa yecToTa:  emMCTaKcHc*

Cmomauino-upesnu Hapyuernus
Hewecrn: KOHCTHNAIWNA, AHApH4, raJeHE, NOBPHINAHE
Henspectna wectora: cyxorta B ycrara*

Hapywenun na xoxcama u nodxoxcuama mokan

Heuectu: 06pHB, CHPOEK, YPTHKADHA
Pepin: aHrHoeneM
MHoro penku: cunapoM Ha CrupbHC-/DXoHCHEH

HenspecTHa dectoTa:  epuTeMa MyaTH(opMe®, excionnaTueen nepmarur*

Hapywenun 66 8b3npouseooumenriama cucmema u 2epoama

Yectn: HAPYIUCHHA B €AKYNALHATA, BKIOUHTENIHO peTporpagHa efKylalHs H HeloCTaTbyHa
eAKynalHa
MHoro peaxH: NPHANHIBM

Obuju napywenun u eghexmu na MACMOMO Ha RPUROICEHUE
Heuectn: Acrenns

* Habmoaapann B nepHOAA C1e] pazpemaBane 33 ynorpeba
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ITo BpeMe Ha MOCTMAapKETHHTOBH NpOYUBaHHA ce HallofiaBa, Ye MO BpeMe Ha ONepallid Ha KaTapakTa WiH
IaykOMa MOXe fla ce pazBHe ,.CHHAPOM Ha MmankaTa sehmua® (IFIS), koiito ce cebp3Ba ¢ Tepanug ¢
TAMCYO3HH (BXK. TOUKA 4.4).

Onum caed nycxane na nasapa

B nomrenHeHHe KbM NOCOYEHNTE NO-rope Hexenanu cEOHTHA ¢a JOKIIAZIBAHH MPEACHPAHO MEKICHE, apHTMHA,
TaXHKapAud M JHCIHed, CRLP3aHH ¢ ynorpebara Ha TamcynosdH. Thid KaTo Te3H CNOHTAHHO AOKTAfBAHH
cBOMTHA Ca OT CBETOBHHA OTHT Cllefl MyCKaHe Ha 1a3apa, YeCTOTaTa Ha CHOMTHATA W posliTa HA TAMCYJIO3HH B
TAXHOTO Bh3HHKBaHE HE MOxe 11a Onle HanexIHO onpeleneHa.

CrobliaBase Ha NONO3HPAHH HEKEIAHH PEAKIIAN
CrobuaBaHeTo Ha NMOAOIHPAHM HEXKEIIAHH PEAKIIHM CIiej] pas3pemasate 3a ynorpeba Ha ieKapcTBeHMs

MPOAYKT € BaxHO. TOBa MO3BOJIABA Aa NPOABIDKN HaGMIONEHHETO HA CHOTHOIUEHHETO NOMI34/PHCK 33
NeKapCTBEHHA MPOAYKT. OT METHIIMHCKHTE CICHMANHCTH C€ HIHCKBA Aa CHOOMABaT BCaka TOAO3HpaHa
HeKeNlaHa PeaKkiia AMPEKTHO Ha:

HsmennuTenna areHuma no nekapcreata (MAJI):
ya. ,,Jdamss I'pyes” Ne 8

rp. Codnsa 1303,

Ten. +359 2 8903417

en. nouia: bda@bda.bg

ye6catit: www.bda.bg

4.9 Tpeno3apane

Cumnmonmiu
Ilpenosupanero ¢ TaMCyNO3MH MOXE Ja HOBefe AC TeXKH XMnoToHMyHM edektd. Tekky XHMIOTOHMYHM
edexTH ca HabmoJaBaHH NPH Pa3liHYHA CTENEH Ha Npefo3HpaHe.

Jeuenue

B ciyuqaii Ha BrLSHHMKHANA QT NpeAO3HpaHe OCTpa XHIOTOHMsA, TpAGBa Aa ce noaabpXKa ChPACYHO-CHAOBATA
CHCTEMA. APTEPHANHOTO HamuraHe Moxe Aa ce BB3CTAHOBH M ChpAeYHAaTa YecTOTa Ja C€ OOBEAe A0
HOPMAJTHATA, KOATO MAIHEHTET JierHe. AKO TOBa He IIOMOTHE, MOXE Jia ¢ H3MON3BaT 00EMHH 3aMEeCTHTENH, a
KOraro ¢ Heo0XOQHMoO, CBOOCBMBalIM cpeAcTBa. TpaGea ma ce HaOmomasa OnOpedaTa QyHKuMA H 4a ce
MPHI0XKAT OOIONOTEPKAIM CPENCTRaA.

Jmanusata He OM NomorHana, Teif KaTO TAMCYJIO3HH € CHITHO CBBP3aH C fla3MEHHTe NPOTEHHH. 3a ja ce
usberne abcopOrmsra, TpabBa Na ce npeanpuemar Mepkm Kato noepbilase. Korato ca npueTH ronemu
KOJHYECTBA OT JIEKAPCTBOTO, MOMKE Ja C& MPHWIOKH CTOMAITHA NPOMMBKA H J]a C& BBHBENAT AKTHBEH BHITICH H
OCMOTHYHO Pa3c/IadUTeTHO CPeACTBO KAaTO HATPHEB CYII(aT.

5. P®APMAKOJIOTHYHH CBOMCTBA
51 DapMaKOARHAMUYHE CBOicTBa

PapMaKkoTEPaNCBTHYHA TPYIa: YPOIOTHYHH CPENCTBA, anda;-aApeHOpeleNITOPes aHTarCHHCT.
ATC kom: GO4CAD2,

MexanuzsM Ha AciicTBHE
TamMcyn03MH ce CBBbP3Ba CENEKTHBHO H KOHKYPHpALIO ¢ MOCTCHHAITHMHHTE ata)-afpeHOPELenTopH, o~

creuHanHo ¢be cydTunose andajy ¥ anda;p, KOHTO BOAAT A0 PeNaKcallds Ha ITAAKaTa MyCKynaTypa Ha
MPOCTATATA W ypeTpara.

@OapMakoIHHAMHMYHH edeKTH

Tammapa 0,4 mg TBBEpAM KalCylIH C M3MEHEHO OCBOOOKNABaHE TNOBHINABA MAKC

ypunupane. Toli obnekuapa obCTpyKLMATAa Ype3 OTNYCKaHE HA [NIAKATa MYCKY.
YpeTparaTta, KaTo 110 TO3H HaUHH 00eKYaBa CHMITOMMTE NP YpHHHpaHe.

O ki




Crio Taka nonoSpaBa H CHMOTOMMTE Ha 3aXbpKAHE, PH KOETO MIPae ChHILSCTBEHA PONS HECTAGHIHOCTTA HA
NuKOYHMA Mexyp. Tesn edexTH BBRPXy CHMIITOMHTE Ha 3aNbKAHE U YPHHHDAHE Ce NORRbPHAAT 110 BpEMe Ha
OBIFOCPOdHO nevenue. HeobxompmocTra or onepanms WIH KavepH3aips 3Ha4MTEIHO C€ oOTnara. Q-
a/IPEHOPELICNITOPHATE AHTATOHUCTH MOTAT [a NOHIDKAT apTepHANHOTO HAIATaHe upe3 HaMalABaHe Ha
feprpepHOTO ChlipoTHBAcHHe. [lo BpeMe Ha MPOYYBaHHA ¢ TAMCYJOSHH He ¢ HAOMIOAABaHO MMOHWKEHHE Ha
apTepHANHOTO HANAraHe ¢ KITHHWYHA 3HAYHMOCT.,

IennaTpu9na nonyIanas

HBoiiHO-cnano, paHAOMH3NPAHO, IUIALEe(O-KOHTPOIHPAHO MPOYYBAHE ¢ BapUpaly JOSH € H3BBPIICHO NpH
Iella ¢ HeBPONaTHYEH MHKoYeH Mexyp. O6uto 161 geua (Ha BL3pacT MebAy 2 H 16 TOAHAN) ¢a paHIOME3HPAHH
¥ JIeKyBaHH ¢ 1 o1 3 1o30BH MATEpBana TamcynosuH (HHchk [0,001 xo 0,002 mg/ke], cpeaen [0,002 oo 0,004
mg/kg], sucox [(,004 no 0,008 mg/kg] wnm mnauebo. ITLpBMYHHAT 3aN0KeH KPHTEPHH € GPOAT Ha NALMEHTH €
HAMAICHHE H& HAJAMAHEeTO BbPXY ASTPY3Opa NPH HEYABPXKMM No3uB 3a ypunupane (LPP) zo <40 sm H,
Gasupaiiky ce Ha ABe OLEHKH NPe3 ChIIHA JeH. BTOPHUHHTE KPHTEPHHM Ca: aKTYaJHa KM NPOLEHTHA IPOMSIHA OT
HaYal0TO B HANATAHETO BbPXY AETPY30pa NPH HeyIAbp)KMM [OPHMB 32 YDHHHDAHe, NOAOOPCHHE HAM
crabmnuzApane Ha xuapoHedpo3a H XHApoypeTep, NpOMsHA B obeMHTe YpHHA, NONYYEHH Hpe3
KareTepH3almi, H Opoll MHKIMH 1O BpeMe Ha KAaTETEPH3AlMATA, KAKTO € 3alCaHO B JHEBHHLMTE HA
KarevepusaumsaTa. HiMa CTATHCTHYECKH 3HAYHMH PaTHKH MEXTY TPyniaTa Ha m1anebo n BCeKH eHH OT TpUTe
NO30BH IPYMH ¢ TAMCYJIO3HH HHTO OTHOCHO MBPBHYHHMTE, HKTO OTHOCHO BTOpPHYHHTE Kpafihu Touku. He ce
HabmoaaBa 1030B03aBHCHM OTTOEOP NPH BCSKH E/IMH OT JO30BMTE HHTEPBAIIH.

52 PapMAKOKHHETHTHH CBOHCTBA

AGcopOuns

TamcynosuHoB XHapoxnopna ce abcopbmpa OT THHKMTE YepBa B € € MOYTH IThIHA GHOHANWYHOCT.
AbcobinaTa Ha TAMCYTO3HHOB XHAPOXJIOPHA CE HAMaJIABa OT CKOPOIHO XpaneHe. IIpuemanero Ha TaMuapa
0,4 mg TEBPAH KANCYNK ¢ M3MEHEHO OCBOJOMaRaHe OT MNAUHCHTH CJEA €JMH M CHIOM NMPHEM HA XpaHa
CHAEHCTBA 32 NIOCTOAHHATA abcopOius.

TaMcy103HH nokasea NHHEHHA KMAETHKA,

Cren enpaugna go3a Tamuapa 0,4 mg TebLpIM KancyaH ¢ M3MEHEHO 0CBOOOMIaBaHe B XpaHHTEIHATA (asa,
IIA3MCHKWTE HHBA HA TAMCY/IO3HH JOCTHIaT BPBXHA TOUKA Cle] OKOJIo 6 yaca u steady-state, koeTo ce A0CTHra
Ha TETRA JeH CJlIef, MHOTOKPAaTHC NPWIOKeHHS, Cpax TIPH NALIACHTH € OKOMO 2/3 DIWTH Mo-BMCOKA OT
JAOCTHTHaTaTa CJIe/l eAMHHYHA J[03a. BBOpeKH de ToRa ce Habmonapa nMpH MALMEHTH B CTapuecka BB3pacT,
CHiliHTC ZaHHH MOXKE 213 C€ OvaKkBar i npu MAaOH NANHEHTH.

Hma 3HauMTeNHa paznuka MeXIy TUTAIMEHHTe HMBA NPY OTAC/IHATE NALMEHTH, KAKTO M ClIEX NMPHEM Ha
¢//HHMYHA HJIH MHOTOKPATHH JIO3H.

Pasnpenencaue
Ipu XOpa TAMCYNO3KH € CBBP3aH C IIa3MEHHTE NIPOTEHHH B KO0 99% u 06eMBT Ha pasnpejeneHye € Manbk
{oxono 0,2 Vkg).

En chopm
Tamcynio3uH HMa HHCHK €()eKT Ha TLPBO NPeMHUHaBaHe, ThH KaTo ce MeTabomasupa GarHo. flo-ronsma vact or
TAMCYJIO3HR c€ OTKPHBA B IUIa3MaTa 1ioZl GopMaTa Ha HEMPOMEHEHO aKTHBHO BeltecTBo. Metabonnsupa ce B
yepHua apob.

[lpy nuTeX0BE MOYTH HE € YCTAHOBEHO HHIYLHPaHe HA MHKPO30OMATHBTE YEPHOAPOOHH H3HMH, NPHYHHEHO OT
TAMCYJI03HH.

In vitro pesynrarure npeanonarar, ye CYP3A4, kakto # CYP2D6 ce BkmouBar B MeTabonu3Ma, ¢ BL3MOXKEH
MHUHEMANIEH TIpuHOoc Ha apyrute CYP msodopmu 3a MeraGomusma mHa Tamcyno3uH. HuxuOuparero Ha
CYP3A4 n CYP2D6 wmeraGonusmpamiire ©H3WMH MOXE [a OOBEAE RO NOBHMIIEHA €KCIO3HIMA Ha
TaMCYNO3UHEE XHAPOXNOpuA (B, Touka 4.4 1 4.5).

Hukoli ot MerafonuTyTe He € NO-aKTHBEH OT OPHrHHANHATA CHCTaBKa.

Enumubupane
Tamcyno3HR H HeroBHTE MeTaGONHTH Ce OTAENIAT INIABHO ¢ YPHBHATA, KaTO OKoso 90%

(bopma'ra Ha HENPOMEHCHO aKTHBHO BEINECTBO.
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Cnen epprigna o3a Tamuapa 0,4 mg TBEPAM KAINCYH ¢ H3IMEHEHO O0CBOOOKAaBaHe B XpaHHTEIAATa dasa H
IPH NAlLHEHTH B steady state, MTA3MEHHAT MONYXKHBOT € H3MEPEH, ChOTBETHO okono 10 u 13 Jaca.

53 IIpeakINANMAA AaHAH 32 GesonacHocT

[IporeneHM ca MpOyuYBaHHS 3a TOKCHYHOCT Ha €IMHHYHA W TNOBTAPAIM CE JO3H NPH MHUIKY, [LTBXOBE H
kyueta. OCBeH TOBA Ca NPOBEJCHM NPOYYBAHHMA 23 PETPONYKTMBHATA TOKCHYHOCT TpH IUTHXOBE, 3a
KaHUEPOreHHOCT NPH MHLUKH M JUTexoBe. MacnensaHa e in vivo W in vitro reHoTokcHusocT. [IpodwrsT Ha
obmara TOKCHYHOCT C BHMCOKHM [03H TAMCYNO3HH € CBIOCTABHM C H3BECTHHTE e(ekTH Ha -
aJIpCHOPCUENITOPHUTE AHTATOHNCTH. [IpH MHOro BHCOKH H03H mpH Kydera ce mpomenrs EKF. Tosu tmn
OTrOBOP CE CHHKTA 34 KIMHUYHO He3Ha4YHM.

TaMcyno3uH MoKa3Ba HEIHAYHTETHH FEHOTOKCHYIHH CBOMCTRA.

Uma crobmenna 3a nopHmeHa 4ecroTa Ha NPOAH(EPATHBHH NPOMEHH HA MICUHMTE XOIC3H MPH IKCHCKH
ITBXOBE ¥ MHIIKM, Te3H NMPOMEHH, KOMTO BEpPONTHO ca OOYCNOBEHH OT XHMNEPNPOIAKTHHEMHA, Ce CpeLuar
CaMo MpH BHCOKH JIO3H, H HE C€ OTHACAT KbM TOKCHIHHTE.

6. PAPMAIEBTHYHH JAHHHA
6.1 CuncnpK Ha NOMOMHBHATE BeO{ECTRA

Cwovpoicanue na kancynama:

Harpuep anruear

CrIomuMep Ha METaKpHIIOBa KHCeIHHA-eTHIaKkpuiat (1:1)
I'munepon mabexeHar

ManroaekcTpun

Harpues naypucyagar

Maxkporon (Tlomuerunen rankor) 6000

Ilomacopbar 80

Harpres Xaapokcun

CumernkonoBa eMyncHs 30%

Konougen 6e3sosieH cumanuer auoxcuy (Aerosil 200)

Cwcmas na xancyrnama o66uexa:

Terpmu kKenaTHHOBH KancymH, pasMep 2 ChC CBETNO OPaHXKEBO HENMpo3padHo Kamade H CBETIO
OpaHKeBo HENpo3pa4yHo Twio: THTaHoB guokcun (E171), skenesen okcua, uepBed (E172), xenesen
oxcuA, xuirt (E172), xenaTus.

6.2 HecnBMecTRMOCTH

Henpunoxumo

6.3 Cpok Ha rogaocy

2 ronMHH

6.4  CoennajHm ycJioBHs HA ChXpAHCHHE
Ja ce chXpaHaBa Ha MACTO, HEAOCTLITHO 34 Aella.
Ha ce cpXpaHABa B OPHIHHANHATA OMAKOBKA.

Ha ce coxpansaga nox 30°C.

6.5 B H cChALpXAHHE HA ONAKOBKATA

Brmacrepn ot npospauno PVC/PE/PVDC-Al gonuo
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20 xancymu / 2 6nuctepa / 1 xyna (10 kancymu / 1 Gimactep )

30 kancymu / 3 6actepa / 1 kyTua (10 xancyma / 1 6imucrep )

50 xancynm / 5 6mactepa / 1 xyrua (10 xancynu / 1 6mmcrep )

He BcHUKM BHAOBE ONAKOBKH MOXKe fa OBAAT yCHATH Ha 11a3apa.

6.6 Cnenpa/ine NpeqIa3sHH MePKH NpH MIXBLPAsHE

Hama cnemHainy H3HCKBAHHA 32 W3XBHPILTHE.

HeunsnonspaHusaT jexapcTBEH NPOAYKT WIM OTHAALYHMTE MaTepHaTN OT Hero TpABa Ja ce M3XBBPIAT B
CHOTBETCTBHE C MECTHHTE H3HCKBAHHA,

7. IMPHATEXATEA HA PASPEIIEHHETO 3A YIIOTPEBA
HOBEJ ®APMA EQOJ

yi. OKOJIOBPECTEH LT 36

Coopus 1415, brarapus

8. HOMEP(A) HA PASPENIEHUETO 3A YHOTPEBA

Perncrpanmonen Ne

9. JATA HA WIbPBO PA3SPENIABAHEAIOMHOBABAHE HA PA3IPENIEHHETO 3A
YIIOTPEBA

Jara Ha ITEPBO pazpenmaBade:
10. JATA HA AKTYAJIN3HPAHE HA TEKCTA
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