1. UME HA JIEKAPCTBEHUA ITPOAYKT

Tamcykon-Conu 6 mg/0,4 mg tabneTku ¢ U3MEHEHO 0CBOOOXK/1aBaHe
Tamsucon-Soli 6 mg/0,4 mg modified-release tablets

2, KAYECTBEH U KOJIMYECTBEH ChCTAB

Bcesika TabnieTka chabpxa 6 mg conudeHauMHOB CyKIMHAT (solifenacin succinate), CbOTBETCTBAILL
Ha 4,5 mg conudeHauuH (solifenacin) u 0,4 mg TaMCyJO3WHOB XUAPOXJOPHA (tamsulosin
hydrochloride), cvorBeTcTBan] Ha 0,37 mg Tamcyno3uH (famsulosin
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3. JIEKAPCTBEHA ®OPMA
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Besika TabiieTka e Kpbriia, yepBeHa, JBOHHOM3ITbKHANA, ¢ AMAMETbP NMPUOIM3UTEIHO 9 mm U ¢
BAJBOHATO peseHOo 06o3HaueHue ,, T7S”0T eHaTa cTpaHa.

4. KJIUHAYHU JAHHU

4.1 TepaneBTHYHM NOKa3aHUA

JleueHre Ha yMEpPEHH 10 TEXXKHU CUMIITOMM Ha CbXpaHeHHe (HEOTJIOKHOCT, [TOBHUILIEHA YECTOTA Ha
YPUHHMpAHE) U CUMIITOMH Ha U3Ipa3BaHe, CBbP3aHU ¢ J0OpoKayecTBEHa IPOCTaTHA XUIIEPITIa3us
(AITX) npu MBXKE, KOUTO OTrOBapAT HEaJEKBATHO HA JIEUEHHE C MOHOTEpPAIIHS.

4.2  Jlo3MpoBKAa H HAYHH HA NMPHJIOKEHHE

Bv3pacmnu mvoice, 6KA04UMENHO XOpA 6 CMAPYeCcKd 8b3pacm

Enna Tabaerka (6 mg/0,4 mg) TamcykoH-CoJiv npyuemMaHa nepopajHO BEAHBXK JAHEBHO, ChC UM
Oe3 xpaHa. MakcumaiiHara JIHeBHa J103a e eqHa tabserka TamcykoH-Cosn (6 mg/0,4 mg).
Tabnerkara TpsaOBa na ce norniHe usna. Tabnerkara He TpsAGBa Ja ce HATpOIlIABa.

llayuenmu ¢ 6vbpeyna Heoocmamvynocm

EdexTsT Ha 6b0peyHara HeJOCTaTbYHOCT BbpXY (hapMakokWHeTHkaTa Ha TamcykoH-CoiM He e
poy4BaH. Bernpeku ToBa, epekThT BbpXy (papMaKOKMHETHKATA Ha OTAC/THUTE aKTUBHHU BELLECTBA
e 100pe u3BecTeH (BXK. Touka 5.2). TamcykoH-Conn Moxe J1a ce U3I10JI3Ba NPH MALMEHTH C JIeKa
J10 yMepeHa ObOpeyHa HEOCTaTbYHOCT (KpeaTUHUHOB KJIMpBHC > 30 ml/min). [TauueHTH ¢ Texka
ObOpeyHa HeI0CTaThYHOCT (KpeaTMHMHOB KiWMpbHC < 30 ml/min) Tps6Ba na ce JeKyBar c




BHUMaHHUE, a MaKCUMaJlHaTa JIHEBHa J103a MpH T€3U NnalueHTH € eaHa tadsnerka TamcykoH-Conu
(6 mg/0,4 mg) (Bx. Touka 4.4).

llayuenmu ¢ yeprHoOpobra HeoocmamvyHoOCm

EdekTsbT Ha yepHOApOOHATa HEAOCTATHYHOCT BbPXY (papMakokHMHeTHKaTa HA TamMcykoH-CoJin He
€ npoyyBaH. Bwrnpeku Toera, e€(deKTbT BbPXY (PapMaKOKMHETHKATa HAa OTAC/IIHUTE AKTUBHHU
BellecTBa € jao0pe u3BecteH (BxkK. Touka 5.2). TamcykoH-Conu MoOxke ja ce M3IM0JI3Ba ITpH
naureHTu ¢ Jieka yepHoapobHa HegocrarbyHOCT (Child-Pugh ckop < 7). Ilauuentu ¢ ymepeHa
yepHoapoObHa HepocraTbuyHOCT (Child-Pugh ckop 7 — 9) TpsabGBa na ce nekyBaT ¢ BHUMaHHUeE, a
MaKCUMaJjiHaTa JHEBHA [103a [IPU T€3U MALMEHTH € eaHa TabyieTka TamcykoH-Coiu (6 mg/0,4 mg).
[Ipn naumnenTH ¢ Texxka yepHoapobHa HepocTaTbuHOCT (Child-Pugh ckop > 9), npunoxeHuero Ha
TamcykoH-Conu € npoTuBorokasaHo (BxK. Touka 4.3).

Ymepenu u mownu unxubumopu na yumoxpom P450 344

MakcumanHara aHeBHaA f03a Ha TamcykoH-Cosu TpsAOBa a ce orpaHuyu A0 eaHa Tabnerka (6
mg/0,4 mg). TamcykoH-Conu TpsabBa na ce u3MoJi3Ba C BHUMAHUE NpPH TMALMEHTH JIEKyBaHH
€JHOBPEMEHHO € YMEpeHUM WM MoumHM HUHXuOUTOopru Ha CYP3A4, Hanp. Bepanamui,
KETOKOHa30Jl, pHTOHABUP, HEIPHUHABUDP, UTPAKOHA30 (BXK. TOUKa 4.5).

[leduampuuna nonynayus
Hsma cbOTBETHH 1NOKa3aHus 3a NpuJioKeHue Ha TamcykoH-CoM 1pH jiena v KOHOLIH,

4.3 IIporuBONOKaA3aHUS

- llauueHTH CBC CBPBXUYBCTBUTEJIHOCT KbM aKTUBHOTO(MUTE) BElLECTBO(A) UM KBbM HAKOE
OT MOMOIHUTE BEIIECTBA, U30pPOEHHU B TOYKa 6.1 ;

- ITlauuenTtu, nomJiexaiuy Ha XxemMoauaausa (BxK. Touka 5.2);

- llauMeHTH ¢ TexKO YepHOAPOOHO yBpexkaaHe (Bx. TouKa 5.2);

- IlauueHTH ¢ TexkKo 6Bb0peUHO yBpexkaaHe, KOUTO ca JIEKYBaHU CbILO C MOIIIEH HHXUOUTOP
Ha uutoxpom P450 (CYP) 3A4, Hanp. KeTOKOHA30J1 (BXK. TOYKa 4.5);

- IlauMeHTH € ymMepeHO 4epHOApPOOHO yBpexJaHe, KOUTO ca JIEKYBaHU CBIUO C MOILIEH
CYP3A4 unxuburop, Harp. KETOKOHAa30J1 (BXK. Touka 4.5);

- llauueHTH ¢ TEXKKO CTOMAIIHO-YpeBHO 3a00J11BaHe (BKJIHOYHUTEIHO TOKCHYEH MEraKoJIOH),
MUAClr€HUsl TI'paBUC MM TECHODBIBJIHA [JlayKOMa M TALMEHTH ¢ PUCK OT TaKuBa
3a00JI9BaHHA;

- IlauueHTH ¢ aHaMHe3a 3a OpTOCTaTUYHA XUITOTOHMS.

4.4 CneuuajHu npeaynpexkieHus U npeana3Hiu MepKH NpH ynorpebda

TamcykoH-Couu TpsaOBa J1a ce u30J13Ba C BHUMAHHUE MPH MALMEHTH C:
- TeXKO ObOpeyYHO yBpexaaHe;
- PHMCK OT 3aJlbpaHe Ha ypUHa;
- CTOMAaUIHO-YPEBHO OOCTPYKTUBHO 3a00JIsBaHE;




- PMCK OT HAMaJIEH MOTHJIMTET Ha CTOMALLIHO-YPEBHUSA TPAKT;

- XMartajiHa XepHus / ractpoesodareasieH pedayKc W/ UK TaKMBa NALMEHTH, KOUTO MPUEMAT
€JHOBPEMEHHO JICKAPCTBEHU TNPOAYKTH (Karo Hamnp. OudocdoHaTtn), KOUTO Morar aa
[NpeA3UBUKAT MU 000CTPAT €30(arur;

- BEreTraTMBHa HEBPOIIATHA.

[TateHTsT TpsAOBa Aa ObAE NperieaaH, 3a Aa ce U3KJIHYX HAJTUYUETO Ha IPYTH CbCTOSHUSA, KOUTO
MOJK€ J1a NPUYUHAT NOJOOHU CUMITTOMM KaTo JoOpoKayecTBeHaTa MpocTaTHa XUIlepIia3us.
[Ipenu na ce 3anoune nevyenue ¢ TamcykoH-Couim TpsaOBa J1a ce MpeleHsT Apyrd IpUYMHHU 32 YECTO
YpUHHUpaHE (ChpJACYHA HEAOCTATHbYHOCT UJIM OBOpeYHO 3a00/s1BaHe). AKO € HaJlh4yHa UH(PEKLUA
Ha YpUHApHUSA TpaKT TpsAOBa Jia ce 3al04YHE ChOTBETHO aHTUOAKTEPHAIIHO JIEYEHHE.
HaGmonaBanu ca yabimkaeaHe Ha QT u Torsade de Pointes npu nauueHTH ¢ pUCKOBU (hakTOpH
KaTo BE€YE€ HAJIMYEH CHUHApOM Ha yabkeH QT M xunokanuemMusi, KOUTO ca JIEKyBaHH ChC
COJIM(PEHAUIMHOB CYKLIMHAT.

3a HAKOM MALMEHTH HAa CONM(EHAMHOB CYKLUMHAT M TaMCYJIO3UH € CBHOOIIEH aHTHOeNeEM C
00CTpyKUHMsI Ha auxaresiHuTe nbTula. TamcykoH-Conu TpsbBa Ja ce clpe, ako HacThIIW
aHTMOE/IEM, M J1a HE ce 3arouBa OTHOBO. TpsA0OBa 1a ce Ha3HauYM MOAXOAAIO JiIeYeHHUE U/UITH MEPKH.

[Ip1 HAKOU MalMEHTH Ha JIeYEHUE ChC COJIM(PEHALIMHOB CYKLIMHAT Cca J0KJIaJiBaHU aHa(pUIaKTUYHU
peakuuu. [lpy nmaumeHTH, KOUTO MpPOSABAT aHA(PUIIAKTUYHU PEaKLMH, JIEYEHHETO ¢ TaMCYKOH-
Conu TpsAOBa J1a ce crpe M Ja ce Ha3HauM NOAXOAALIO JIeYEHHUE U/ UITH MEPKH.

Kaxro v npu apyrure a-1 agpeHOpeLlenTOpHU aHTarOHUCTH, B OT/JAEJIHHU CJIydau MOXKE J1a C€ MOSBY
MOHM)KEHHUE HA KPBBHOTO HAJISITAHE 110 BPEME Ha JICYEHHUETO C TAMCYJIO3MH, B CJIEICTBHE Ha KOETO
OlL(e MO-PAIAKO MOXKE J1a c€ MoJy4yu CuHKon [Ipu mbpBUTE NpU3HALIM HA OPTOCTATUYHA XUTIOTOHUS
(CBETOBBPTEXK, €J1abOCT) NAaUMEHTUTE, 3anoyvBaly jeueHue ¢ TamcykoH-Conu Tps6Ba ga 6baar
[peAyINpeleHH Ja CeAHAT MJIM Ja JIerHarT, JJ0KaTo OTMMHAT CUMITTOMMTE.

[lo BpeMe Ha onepalMy 3a KaTapakTa U rjlaykoma Mpu HAKOW NalMeHTH Ha, WM OUJIK Ha JieueHue
C TaMCYJIO3MHOB XHApOXjopul, € HabmonaBaH ,MHrpaoneparuBeH ®nonu HMpuc Cunapom”
(MDUC, BapuaHT Ha cMHApoMa Ha MankaTta 3eHuua). MOHC Moske 1a NMOBUIIM pUCKA OT OYHH
YCJI0XHEHMsl MO BpeMe M ciel onepauusTa. CleloBaTeHO, HE Ce IpernopbyBa 3aro4yBaHe Ha
neyeHue ¢ TamcykoH-Coun Npy nalMeHTH, 3a KOUTO € 3arjiaHyBaHa orepalyus Ha KaTapaKTa WIIH
rinaykoma. Cuura ce, ye npekparsBaHe Ha jedyeHueTo ¢ TamcykoH-Conn 1 — 2 ceamMuum npeau
onepalMs 3a KaTrapakTa WM rjlaykomMa OM MOrJ0 Ja MOMOrHe, HO MoJj3ara OT CIHMpaHe Ha
TepanusTa BCe oule He ca ycraHoBeHH. [lo Bpeme Ha mpepornepaTuBHaATa OlLiEHKA XUPYpP3UTE U
O(pTaJIMOJIOTMYHUTE €KUITH TpAOBa Aa 0OCHIAAT JaJM MAlMEHTHUTE, MOAJIEKAIIM Ha Orepalus 3a
KaTapakKTa WJIM rjiayKoMa, ca Wiy ca Ouiiu nekyBaHu ¢ TamcykoH-Coiu, 3a 1a OCUTypsAT CbOTBETHHU
MEpPKH, KOUTO Aa ce npeanpuemar 3a crpassHe ¢ MOUC no Bpeme Ha onepauusra.

Tamcykon-Conu TpsabBa jaa ce u3MoJi3Ba ¢ BHUMaHWE B KOMOMHALMA C Y}
nHxuouTopu Ha CYP3A4 (Bx. Touka 4.5) u Toi He Tpsi6Ba Jia ce npuiiara B KO QD



uuxuoburopu Ha CYP3 A4, Hanp. KeToOKOHa30.1, npu naureHTH, Kouto ca ¢ CYP2D6 ¢deHoTun Ha
c;1abu MeTaboIM3aTOPU MK U3110J13BaT MOIIHU HHXUMOUTOpU HAa CYP2D6, Harp. mapOKCETHH.

4.5 B3zaumoaencTrBHe ¢ APYrH JIeKApCTBEHH MPOAYKTH H APYrd GOpMH Ha B3aUMOJAEHCTBHE

EXHOBPEMEHHOTO NMPUIIOKEHUE C APYTH JIEKAPCTBEHU MPOAYKTH C aHTUXOJIMHEPrHYHHU CBOMCTBA
MOX€E J1a JI0BEJE J10 3aCHUJIEHU TEpareBTUUYHU €(PEKTU U HexXelaHUTe peakuuu. TpsaOra na MUHe
MHTEpBaJ OT OKOJIO €/lHAa CEAMHMILIA Cliel CiMpaHe Ha JiedeHueTo ¢ TaMcykoH-Cou npeau aa ce
3aro4yHe NMpUeMa Ha JIpyro aHTUXOJUHEPrudyHo cpeAcTBO. JleueOHUAT edekT Ha cosindeHanuH
MOJK€ J1a C€ MOHHUXKHU MPU €JTHOBPEMEHHO IMpHJIaraHe Ha arOHUCTH Ha XOJIMHEPTrHYHHUTE PELIENTOPH.

Bzaumooeucmeus ¢ CYP3A4 u CYP2D6 unxubumopu

EnHOBpeMEeHHOTO MpUJI0KEHHUE Ha cotM(eHalMH ¢ KeToKOHa30J (MoiueH CYP3A4 nuxudburop)
(200 mg/nHeBHo) BoAM a0 1,4- u 2,0-kpaTHO noBuileHHUEe HA Cmax M Ha IUIOLITA O] KpHUBaTa
(AUC) na conudeHaumH, J0KaTo KETOKOHa30.1 B j103a 400 mg/aHeBHO BoaM 10 1,5- 1 2,8-KpaTHO
noBuiieHUe Ha Cnax 1 HAa AUC Ha conudeHalyH.

EJXHOBpPEMEHHOTO MPHUIIOKEHHUE HA TAMCYJIO3UH C KETOKOHAa30J1 B J103a 400 mg/aAHEeBHO BOAM /10
2,2- 1 2,8-kpaTHO noBuieHUe Ha Cmax 1 HA AUC Ha TaMCyJ1I03UH, CbOTBETHO.

1Bi KaTo €AHOBPEMEHHOTO NMPUIIOKEHHUE C MOLLHKM MHXMOUTOpU Ha CYP3A4, KaTto KETOKOHA301,
PUTOHABUP, HEN(PUHABUP U UTPAKOHA30J MOXKE Ja JIOBEAE [0 MOBUILIECHA €KCITO3ULIMA KAKTO Ha
coiM(eHaUUH, Taka U Ha TaMmMCcyJl03uH, TaMcykoH-Conu TpsAOBa Ja ce U3MoJi3Ba C BHUMAHUE B
koMOuHanus ¢ MOIIHU CYP3A4 nuxuburopu. TamcykoH-CoJin He TpsiOBa Aa ce npuJiara 3acqHo
¢ MolHU CYP3A4 uHXUOUTOpHU HA NMALMEHTH, KOUTO ca ¢bllo ¢ (puHoTun Ha ciabu CYP2D6
MeTabo/IM3aTopy MK Bede u3no3BaT MolHU CYP2D6 uuxuburopu.

EaHoBpeMeHHOTO npuiiokeHue Ha TamcykoH-Cosu ¢ Bepanamuil (ymepeH CYP3A4 nuxudburop)
BOAU 10 MpHOJM3UTEIHO 2,2-KpaTHO MNOBULIEHHE HA Cmax U AUC Ha TaMcCyJIO3WH M
npubansurenHo 1,6-kpatrHo nosuiieHue Ha Cmax 1 AUC Ha coaudenauuH. TamcykoH-Coau
TpsiOBa J1a ce U3IoJ3Ba C BHUMaHUE B KOMOUHaLUA ¢ ymepeHu HHXUuoutopu Ha CYP3A4.

EJTHOBPEMEHHOTO I1PHJIOKEHHE HA TAaMCYJ03uMH CbC ciabus CYP3A4 uHXUOUTOP LMMETHIMH
(400 mr Ha BcexkH 6 yaca) Boau a0 |,44-kpatHo noBuineHue B AUC Ha TamMcy03uH, 10KaTO Cmax
He ce npoMeHs 3HauuMo. TamcykoH-Cosii Moxe Aa ce u3nonssa cbe ¢jiabu CYP3 A4 nHxuburopw.

EJHOBpEMEHHOTO MpHIIOKEHUE HA TaMCyJ03MH ¢ MOIHUA CYP2D6 uHXUOMTOp MapoKCeTHH
(20 mg/naneBHo) BoaM A0 noBUmIEeHUE HA Cmax U AUC Ha Tamcyno3uH, ¢ ¢akrop 1,3 u 1,6,
cbOTBETHO TaMcykoH-Conu Moxe aa ce uznonssa ¢ CYP2D6 nuxuburopw.
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EdexkTsT OT €H3MMHa UHAYKUMA BbpXY apMaKOKMHETHUKATa Ha cosiudeHa
ca npoy4BaHu. T KaTo cCoMPEHalMH U TaMCYJIO3UH ce MeTab0JIU3UpaT 4




ca (papmakoKMHeTHYHH B3auMoaeicTBUad ¢ CYP3A4 unaykropu (Hamp. pudaMmnuiyH), KOETO
MOXK€ Jla HaMaJlH MJ1a3MeHaTa KOHLIEHTpaLus Ha coJIMdEeHalUUH U TaMCYJIO3MH.

Ipyeu e3aumooenicmeusi
Cnennure TBbp/JICHHUSA OTpa3sBaT UHGOPMaLUATA, HAJTMYHA 3 OT/IEJIHUTE aKTUBHU BEILECTBA.

Cosmdenanus

Cosm¢eHaumH Moxe J1a peayuupa edexkra Ha JIeKapCTBEHH MPOJYKTH, KOUTO CTUMYJIMpaT
MOTOpHKAaTa Ha CTOMAILIHO-YPEBHUSA TPAKT, KATO METOKJIONPAMU/L U LIM3ANPUI;

In vitro npoyuBaHUs CbC COJIM(EHALUH MOKa3BaT, Y€ MpHU TeparneBTUYHU KOHLIEHTPALIMH,
cosidpenauuH He uHxuOupa CYP1A1/2, 2B6, 2C8,2C9, 2C19, 2D6, 2E1 unu 3A4. 3aTosa
HE Ce OYaKBaT B3aMMOJEHCTBUS MEXAY COJMUM(EHalUH U JieKapcTBa, MeTaboJIM3UPaHU OT
Te3u CYP eH3umu;

[IpuemMbT Ha cosvdeHauruH He u3MeHs (apMakoKMHeTHKara Ha R-BapdapuH unu S-
Bap(apHvH, UK TEXHUTE €(PEKTH MO OTHOIICHHE HA TPOTPOMOMHOBOTO BPEME;

[IpuemMsbT Ha coiMeHALMH HE BIUsE BbpXY (PapMaKOKMHETHKATA Ha IMTOKCHH.

Tamcyio3uH

4.6

EIHOBPEMEHHOTO MPUIIOKEHHUE C APYrH 0-1 ajgpeHOpelenTOpHU aHTAarOHUCTH MOXE Ja
JIOBEJIE 10 XUITOTEH3UBHH €(PEKTH;

In vitro, cBoOOAHaTa (paklius Ha TaMCYJIO3UH B MJjia3Mara Ipd Xopa He ce IMPOMEHS OT
JuasernaM,  MpoIrpaHojoj],  TPUXJIOPMETHAa3Hl,  XJIOPMAJMHOH,  AMUTPHUITHJIIUH,
JUKJIO0(pEeHaK, rMOeHKIaMUll, CUMBAcCTaTUH MJIM BapdapuH. TaMCyJIO3UH He TMpOMEHS
cBoOOOHaTa (ppakLMs Ha Auasenam, NpornpaHosI0)l, TPUXJIOPMETHA3UL UK XJIOPMaIHHOH.
Jluknodenak m BapdapuH Bce nmak Moxe Ja 3acHIIAT CTENeHTa Ha eJIMMHHMpaHe Ha
TaMCYJIO3UH;

EHOBpEMEHHOTO NpHIIOXKEHHUE C QypO3eMHUL BOJAM /10 CriajJaHe Ha [Ia3MEHWTE HUBA Ha
TaMCYJIO3UH HO, ThHM KaTO HMBAara OCTaBaT B HOPMAJ/IHUTE TIpaHHUId, CHBMECTHOTO
[PUJIOKECHUE € [TPUEMIIUBO;

In vitro NpoyYyBaHMs C TamCyJIO3UH IOKa3BaT, Y€ MpPU TEPaneBTHYHHU KOHLEHTpALIMM,
TaMcy03uH He UHXubupa CYP1A2, 2C9, 2C19, 2D6, 2E1 nnu 3A4. 3aTroBa He ce 04akBaT
B3aUMOJICMCTBUA MEXJAY TaMCYJ03UH W JiekapcTBa, MerabonusupaHu ot Te3u CYP
EH3UMMU;

He ca HaOJito1aBaHM B3aUMOAEHUCTBUS, KOraTo TaMCYJIO3UH CE MpuJjiara eJJHOBPEMEHHO C
aTE€HOJI0J1, EHAJIANPUJI UJIM TEO(DUJIIHH,

DepTHIAHTET, OPEMEHHOCT U KbpPpMEHe

bpemennocm u kvpmene

TamcykoH-CoJii He € noKa3aH 3a NPUII0KEHHUE TIPH KEHH.




Depmunumem
EdextsT Ha TamcykoH-Conu BbpXy ¢epTuauTera He € yctaHoBeH. [IpoyuBaHus BbpXY KHBOTHH
ChC COJIM(EHALMH UM TaMCYJIO3UH HEe MOKa3BaT BpeaAHHU €(heKTH BbpXYy GepTHIUTETA U PAHHOTO

eMOpUOHAIHO pa3BUTHE (BXK. TOUYKA 5.3).

B KpaTKOCPOYHM M OBITOCPOYHU KIMHUYHM MpPOYYBAHHUA C TaMCYJIO3MH ca Hab/onaBaHU
HapylieHus B edkyjauusaTa. [Ipe3 nepuona cien paspemaBaHero 3a ynorpeda ca cbo0LIaBaHU
cllydyad Ha HapyIlEeHHUs B esKYyJlaluMsATa, peTporpagHa eaKyJjaluus U HEBb3MOXKHOCT 3a €AKYJIaLus.

4.7 Edexkrun BbpXy cnocodHocTTA 32 I0pUpaHe U paboTa ¢ MALLIHHH

He ca nposexaaHu npoyuBaHus 3a edekture Ha TamcykoH-Conu BbpXy cnocoOHocTTa 3a
wo¢gupane M pabora ¢ mamMHU. Bce nak, mauueHture Tpsb6Ba jna ObaaT MHPOpMHpaHU 3a
Bb3MOJKHaTa [1051BaHa Ha 3aMaiiBaHe, 3aM'bIJIEHO 3PEHUE, YMOPA U HEYECTO COMHOJIEHTHOCT, KOMTO
MOX€ HEraTMBHO Jla IMOBJIMAAT Ha cnocoOHOCTTA 3a WodHupaHe U padbora ¢ MallIMHU (BX. TOYKA

4.8).
4.8  HexeiaHu JleKapCcTBEHH peaKIHH

Pe3siome na npoghuna na 6eszonacrocm

TamcykoH-Cos MOXKe 1a IPUYMHU aHTUXOJIMHEPrdYHHY HEXEeJIaHU peaKLIiMM, KaTo LIAJIO0 C JieKa J0
ymepeHa TexecT. Hai-dyecTo [0KJajJiBaHaTa HEXejlaHa peakuus [0 BpeMe Ha KJIMHUYHHUTE
Mpoy4yBaHUs, MpOBEAEHU 3a pa3dpaborBaHe Ha TamcykoH-Conu ca cyxora B ycrara (9,5%),
rnocjeaBaHa ot 3anek (3,2%) u aucnencus (BKIOYMTEIHO KopeMHa 6onka: 2,4%). JIpyru yectu
HeXeJlaHU peaKlMK ca 3aMassHOCT (BKJIFOYUTEHO CBETOBBPTEXK: 1,4%), 3aMbrieHo 3peHue (1,2%),
ymopa (1,2%) 1 HapyleHus B esKyiauusaTa (BKJIIOUUTETHO peTporpaaHa eakyaauus; 1,5%). Haii-
CEpHO3HaTa HEXeJlaHa peakuus, KOATO € HalJlrogaBaHa 1o BpeMe Ha jedyeHue ¢ TamcykoH-Couun
B KJIHNHWUYHH IMPOYYBaHUA € ocTpa pereHl U Ha ypuHa (0,3%, HeuecTo).

Cnucvk Ha Hedcenranume peakyuu 6 mabauyeHn 6uo

Konona ,Yecrora 3a Tamcykon-Conu” Ha tabavuara 1o0-10Jy OTpa3siBa HeXeJTaHHTe
JICKApCTBEHH peaKllMM, KOMTO ca Hal/0JaBaHM [0 BpPEME Ha JABOMHO CJIeNHd KIMHUYHH
MpOoy4YBaHMs, MpOBEXJaHU 3a padpaborBaHe HAa TamcykoH-Cosin (OCHOBAaHM Ha CbLOOIIEHUS 3a
CBbpP3aHHU C JICYEHHUETO HEXEJIaHU peaKLMUH, KOMTO ca ChOOIIEHU OT IOHE JBaMa MalJeHTa W
HACTBITMJIM C YECTOTA MO-BMCOKA OT Ta3H 3a [ianedo B ABOMHO CIIETIUTE MPOYyUYBaAHUA).

Kojionute ,uyecrora 3a coiMpeHalMH” U ,,YeCTOTa 3a TaMCYJO3WH’ OTpa3siBaT HEXEJIaHWUTE
nekapcTBeHHu peakuuu (HJIP) noknajasanu npeau ToBa ¢ €JMH OT OTAEJIHUTE KOMIIOHEHTH (KaKTO
ca ONMCaHW B KpaTkara Xapakrepucruka Ha npoaykra (KXII) Ha conudenauud 5 u 10 mg u
TamcyJio3uH 0,4 mg, CbOTBETHO), KOUTO MOXE ChIIO Ja HACTBIIAT, KOraTo ce rnojiyuasa TaMCyKOH-
Coum (HAKOM OT TAX He ca HabJIro1aBaHM 110 BpeMe Ha IporpaMara 3a KJIMHHYHO pa3paboTBaHe Ha
Tamcykon-Conn).




UecroTrata Ha HEXeJaHUTE peakUUu ce AeduHMpa KakTo ciensa: MHoro yectu (=1/10); dectu
(>1/100 no <1/10); neuectu (=1/1 000 no <1/100), peaku (=1/10 000 xo <1/1 000); MHOrO peaku
(<1/10 000), ¢ Heu3BecTHA YecTOoTa (OT HAJIMYHUTE JAHHHU HE MOXKeE J1a Ob/le HarpaBeHa OLIEHKA).

Cucrema Opran Kiaac (COK) / | YecTroTa na HJIP, Yectora Ha HJIP, HabGawoaaBaHa ¢
npeanoydrad repmuH (IIT) Ha0.1l01aBaHa 1o OT/JEJIHHTE BelllecTBA
Bpe”eﬁ“a CoandeHauuu TaMcCy./103UH

Hudexkuun v nudecrauuu
UHpekuuu Ha ypuHaApHUSA HeuecTH
TPaKT
Lluctur HeuecTu
HapylmeHust HA HMYHHATa CHCTEMa
AHa(QUIaKTUYHU peakl Uy C Heu3BeCTHA

yectota*
Hapywenuss Ha MeTa00/1M3Ma U XPaHEHETO
[lonnxeH aneTur C Heu3BeCTHaA

yecrora*
XurepkajiveMus C Heu3BeCTHa

yecrora*
IIcuXH4YHH HApYIIEHHS
XaaouuMHalIuu MHoro peaku*
CbcTosiHME Ha OOBPKAHOCT MHoro peaku*
Jlenupuym C Heu3BecCTHa

yecrora*
Hapymenusi Ha HepBHATAa CHCTEMA
3aMasitHOCT Yecrto Penku* YecTo
COMHOJIEHTHOCT HeuecTH
Jlucre3us HeuectH
[ 1aBobOIHE Penku* HeuecTo
CuHKoOI Psnko
Hapywenus Ha ouure
3aMbIJIEHO 3peHUE YecTo HecTH C HEeHu3BeCTHA

yecrora*

HUurpaonepatusen Pyionu HMpuc C Heu3BecTHa
Cunjpom (MOUC) yecrtora**
Cyxora B O4HTE HeuecTtH
['naykoMma C Heu3BecTHA

yecrora*
3PUTEJIHU HApYyLLIEHUS C Heu3BecTHa

yectora*

Cobpaeynu HapyluieHus
[lannuTauuu C Heu3BecTHa

yectora*




Torsade de Pointes

C Heu3BecCcTHa

yecrtora*
QT yanmkaBaHe B C Heu3BecTHa
€JIEKTpOKapauorpamara yectora*
[IpencbpiHO MBbXKJIEHE C Heu3BeCTHa C Heu3BeCTHa
yectoTta* yecrtora*
ApUTMHS C HeU3BeCcTHa
yecTora*
Taxukapaus C Heu3BeCTHa C Heu3BecTHa
yecrora* yecrora*
Cb10BH HApYLIEHHS
OprocTaTHYHA XUIIOTOHHS Heuectu
PecnupaTopHH, rpPbJAHH H MEIHACTHHAJHH HAPYILUCHHUS
PUHUT HeuyecTn
CyxoTa B HOca HevecTH
JlucnHes C Heu3BeCcTHa
yecrora*®
Juchonus C Heu3BecTHA
yecrtora*
Enucrakcuc C HeHU3BecTHa
yecTora™
CromalnHoO-4YpeBHH HAPYLIEHHUS
Cyxora B ycrara YecTo MHOro 4ecTu
Jlucnerncus YecTto YectH
3anekx YecTo YecTu HeuectH
["anene Yectu HeuecTH
KopemHa 6oJ1ka YecTtH
['acTpoe3odareanna pedaykcHa HeuecTH
boJiect
Jlnapus HeuecTH
Cyxora B I'bpJIOTO HeuecTH
[loBpblaHe Penku* Heyectu
OOcTpyKLHMs HA KOJIOHA Pesiku
3aapbCTBaHE C dekanuu
(aucxesus) Peaku
Uneyc C Heu3BecTHA
yectora*
KopemeH auckomMdopTt C Heu3BeCcTHa
yectora*

XenaroOMJIHAPHH HAPYIICHHS

YepHoapoOHO HapylLUeHHUE

C HeusBeCTHA
yecrora*

AGHOPMHHU H3CJIe/IBaHUS Ha

C Heu3BeCcTHA

YepHOpoOHaTa PyHKLHS yecrora*
HapyumieHHus Ha KO’KaTa Ha NOJAKOKHATA ThKaH

Cbpbex HeuecTo Penku*
Cyxa Kkoxa HeuecTu




ObpuB Penku HeuecTH
YpTUKapus MHuoro peaku* HeuecTH
AHIHoeeM MHoro peaku* Peku
CuHapoM Ha Stevens-Johnson MHoro pejaku
Epurema MysiTugopme MHoro peaku* C Heu3BeCTHA
yectora*
ExcdonuaTuBeH JjepMaTUT C Heu3BecTHA C Heu3BecTHa
yectora* yecToTa*
Hapymenusi Ha MYCKYJ/IHO-CKEJIETHATA CHCTEMA H CheIMHUTE/IHATA ThKaH
MyckyiHa ciabocT C Heu3BeCTHa
yectoTa*
Hapymenuss Ha Ob0peniuTe H NHKOYHHUTE MbTHINA
YpuHapHa peTeHuus ™ ** HeuecTo Penku
3aTpyAHEHHUS [IPH YPHUHHUPAHE HeuecTu
Bhﬁpeqﬁo YBpEX/J1aHe C Heu3BeCcTHa
yectora*
HapyuieHust Ha Bb3NIPOU3BOAUTE/IHATA CHCTEMA M I'bp/1aTA
HapylieHus B esaKyJjalusTa, Yecrto Yectu

BKJIKOUUTEJIHO peTpOrpajiHa
eAKYyJl1allusl H HEBB3MOXXHOCT 3a

esiKyJ1alus
[ Ipnanuszbm MHOro peaku
OO0wmu HapymeHHUs M e)eKTH HA MSICTOTO HA MPHJIOKEHHE

YMopa YecTo HeuecTu

[Tepudepnu oTouu HeuecTtn

ACTEHHUS HeuectH

“: HJIP ot conudeHalMu ¥ TaMCyJIO3MH, BKIIOYEHH B Tasu Tabnuua, ca HJIP, nocouenu B kpaTkaTta XapakTepHCTHKa Ha NPOJIyKTa
34 JBaTa NpOAYKTa,

*: OT JIOKJIQAMTE OT NOCTMAPKETHHIOBUA NMEPHO/L. TbH KaTo TE€3M CIOHTAHHO ChOOLLICHH peaKkHM Ca OT NOCTMAPKETHHIOBUSA OIMMHT
B CBETOBEH Maual, yecTtoTara Ha peaklIMMTE U POJIATA HA COMM(EHALIMH WK TAMCYJIO3MH W TEXHHUA NPOU3X0/ HE MOXKE HAJECKHO
J1a ce ONpENeT.

**. OT NOCTMApPKETUHIOBHA NEPHOJL, HAO/II0JaBaHK 110 BPEME HA OIECpallMsi Ha KaTapakTa M riiaykoma.

¥¥%: ke Touka 4.4. CrienHaIHU peaynpex/IeHus U npeanasiH MEpKH npu ynorpeda

Jvreocpouna 6eszonacnocm na Tamcyxon-Conu

[IpopuinbT Ha HexenaHU peakuuu, HabJrogaBaH ¢ jedyeHue J10 |1 roadHa, € nojobeH Ha TOo3H,
HaOJito1aBaH 1pu 12-cegMuyHUTE npoyyBaHus. [ IpoiyKThT ce rnoHacs 100pe U nNpob/KUMTEIHATA
MY yroTpebda He ce CBbp3Ba C CrieLU(PUUYHU HEKEJIAHU pEaKLIUH.

Onucanue Ha onpeoeneHu Helceaanu peaxKyuu
3a 3a/ipbKKa Ha ypyHa BUXKTE Touka 4.4. CrieuHaaHu NpeaynpexaeHus y npeana3Hi MEpKU Mnpu
yrnorpeoa.

Cmapuecka 6v3pacm
TepanesruunuTe nokasanus Ha TamMcykoH-CollM, yMEPEHH 0 TE€XKH CUMIITTOMH Ha Ch
(HEOTJIOXKHOCT, MOBHUIIEHA YE€CTOTA HA YPUHUPAHE) U CUMIITOMM HA M3Mpas
nobpokauvectBeHa rnpocrarHa xunepruiazus (JI11X) ca 3abonsBaHe 3acsaraiilo




Bb3pacT. HexxenaHuTe peakuMy B NomyJialiMsaTa B cTapyecka Bb3pacT ca NoA00HHU Ha Mo-Mmjajara
[ornyauus.

Cvobwasane Ha nOOO3UPAHU HEIAHCENAHU PeAKYUU

CbobiaBaHeTo Ha TMOAO3MPAHM HEXKEJAaHM PpEeaKUMM CJie/l pa3pellaBaHe 3a ynorpedba Ha
JIEGKApCTBEHUsI TMPOAYKT € BaxKHO. ToBa nMno3BojisfiBa Ja MNPOAB/XKM HaOJIIOJACHUETO Ha
CbOTHOIUEHHUETO [10J138/pUCK 3a JIEKApCTBEHHUA MPOAYKT. OT MEAMLMHCKUTE CHELUATUCTA Ce
M3MCKBa J1a cbOOIIIAaBaT BCAKA 110/103MpaHa HeXeJlaHa peakuusa ype3 M3nbiaHuTe1Ha areHUus 1no
nekapcrara yi. ,,Jlamsan I'pyeB* Ne 8, 1303 Codwus, Ten.: +359 28903417, yebcaitT: www.bda.bg.

4.9 IIpexoszupane

Cumnmomu

[Ipeno3upanero ¢ kKoMOHMHaLMATA OT COMUPEHALMH U TaAMCYJIO3MH MOX€ MOTEHILMAJIHO J1a 10BE/IE
10 TEXKH aHTUXOJIMHEPrUYHHU e(PEeKTH MIoc XMNnoToHus. Hai-Bucokara j103a npuera Cjay4yanHo
0 BpEME Ha KJIMHUYHO NpOy4YBaHe, CbOTBETCTBA HAa 126 mg cou(peHaLMHOB CYKLIMHAT U 5,6 mg
TaMCYyJIO3MHOB XHApoXJiopua. Ta3u no3a ce noHacs aobpe, ¢ jeKa cyxora B ycrara 3a 16 JHH Karo
€IMHCTBEHA JOKJ/Ia/IBAHA HEXeJIaHa peaKiius.

Jleyenue

B cnyyait Ha npe1o3upaHe ¢ coiMdeHalMH U TaMCYJI03MH Ha NnalyeHTa TpsaOBa J1a ce J1a/ie akTUBEH
BbIUIeH. CTOoMmalliHa NMpOMHUBKA € LejiechoOpa3Ha ako ce HanpaBu 10 | yac, HO He TpsOBa jJa ce
peM3BUKBA MOBPbIIAHE.

KakTo ¥ npu Apyrure aHTUXOJUHEPIrUYHU CPEJICTBA, CHMIITOMUATE HA MPEA03MpaHe MOPOJIEHU OT
KOMIIOHEHTaTa COJIM(PEHALMH MOXKE JIa ce JIEKYBAT I10 CJIeJIHUS HAUMH:
- TeXKuTe UEHTpPaJIHA AHTHUXOJIMHEPrMYHU e(EeKTH, KaTo XaJIOLUHALMU MJIA CHUJITHO
U3pa3zeHo BB30yxKaaHe: rnpuiara ce GU30CTUTMUH UM KapOaxoil.
-  KOHBYJICMM WJIM CUITHO U3pa3eHO Bb30YyxJaHe: jeyeHue ¢ OeH30/1Ma3enuH.
- JluxarenHa HEJI0OCTaThbYHOCT: MPAaBU CE€ U3KYCTBEHO JIMINIAHE.
- Taxukapaus: JieKyBa c€ CHMIITOMaTU4HO, ako € HeoOxoauMo. bera-01okepurte TpsadBa aa
C€ M3IM0JI3BAT C BHUMaHMUE, TbH KaTO €IHOBPEMEHHOTO MPEeA03UpaHe C TaMCYJI03UH MOXeE
Jla MpeJAU3BHUKaA TEXKKA XUITTOTOHHUS.
- llpu 3aabpKaHe Ha ypHUHA: NpaBU Ce KaTeTepu3aLus.

KakTto ¥ npu apyrure aHTUMYCKapMHOBU CpE/ICTBA, B Cllyyad Ha npejio3vMpaHe, TpabBa aa ce
00bpHE crieajsHO BHUMAaHHUE Ha NMALMEHTH ¢ U3BECTEH PUCK OT yab/kaBaHe Ha QT-uHrepsana
(Hanp. XUnokanuemMus, Opaaukapaus M eIHOBPEMEHHO MpHUJlaraHe Ha JIEKapCTBEHU TPOJIYKTH, 34
KOUTO € M3BECTHO, Y€ yabkaBaT QT-uHTepBasia) U NMpu TakMBa ChC ChI'BTCTBAIUA ChpPJACYHH
3a00/11BaHUs (HAIp. UCXEMUSI HA MUOKap/1a, apUTMHUs, KOHMECTUBHA Chp/IeYHa HEJ0CTATbYHOCT).
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XHUITOTOH N, KOATO MOKC J1a HACTBIIU CJIC ITPCAO3HUPAHC ITOpa/ih CbCTABKATd TaMCYJIO3HH, Tpﬂ6 Ba
Ada CC TPECTHpPA CHMIITOMATHYHO. Mauiko BEPOATHO € XCMOJHaAJIU3a J1a NG MoJiIe3Ha, TbH Karo
TaMCYJIO3HH € CBbpP3daH BbB BUCOKA CTCIICH C IMJIA3MCHHUTC IIPOTCHHH.

S. OAPMAKOJIOTUYHU CBOMCTBA

3.1 DapMakoOAHHAMHYHH CBOHCTBA
®apmakoTepaneBTUYHA rpyna: aada- agpeHopeuentopHu aHtaroHuct, ATC kox: GO4CAS3

MexaHu3bM Ha ACUCTBUE

TamcykoH-Coiiu ¢ koMOMHHUpaHa TablieTka ¢ PUKCUpAHHU 1034, ChAbpKallla IBE€ aKTUBHU BELLECTB
COMU(pEHAUMH U TAMCYJIO3UH. Te3M NMpOAYKTHU ca HE3aBUCUMH M C JOIbJIBALL CE€ MEXAHU3BM Ha
NENCTBHUE 3a JIeYeHUEe Ha CUMINTOMHU Ha A0JiHUA ypuHapeH TpakT (CIAYT), cebp3anu ¢ JII1X cbe
CUMIITOMM Ha CbXpaHEHHUE.

ConudeHalliH € KOMIIETUTUBEH U CEJIEKTUBEH aHTArOHUCT Ha MYCKApUHOBUTE PELIENTOPH U HAMA
3Ha4YUM aUHHUTET 32 U3MUTBAHU Pa3JIMUHU APYTH PELENTOPH, EH3UMU U HOHHU KaHAJIM,

CosmpeHauuH UMa Ham-rojasaM aUHUTET KbM MYCKAapUHOBUTE M3-peLenTopu, MOCje/ABaHU OT
MycKkapuHOBUTE M- 1 Ma-peuenTtopu.

Tamcynosun e andaj-aapeHopeuentopeH (AP) aHtaroHucT. Toi ce CBbp3Ba CEJIEKTUBHO M
KOMIIETUTUBHO C MOCTCUHAINITUYHUTE ajia 1-apeHOPELENTOPHU, MO-CINELHATHO C MOATHIT ajiaia
U ajipajp U € MOLLIEH aHTArOHUCT B ThKAHUTE Ha JIOJIHUA YPUHAPEH TPaKT.

DapMakoAUHAMUYHU €DEKTH
Tabnerkure TamcykoH-Cojiu ce ChCTOAT OT JIB€ aKTMBHM BelleCTBa ¢ HE3aBUCUM U JIOIMbJIBAILM
ce epextu npu CIIII1, cebp3Banu ¢ X ¢cbc cMMNTOMU HA CbXpaHEHUE:

Conugenauud 1noaodpssa ¢(yHKUHMOHAIHUTE MpOOJIEeMHM B CbXPAaHEHHUETO, CBBP3aHU C He-
HEBPOHHO OCBOOOJIEH alETUIXOJIMH, aKTUBUpau, Ms peuentopure B NMUKOYHHUsA Mexyp. He-
HEBPOHHO OCBOOO/ICHHUAT aLlETHJIXOJIMH U30CTPA CEH30PHUTE (PYHKLIMM HA €MIATE/Ia HA YPUHAPHUSA
TPaKT M C€ MPOABABA KATO HEOTJIOMHOCT M YECTO YPUHHUPAHE.

Tamcyno3un nopoOpsiea CUMNTOMMTE Ha M3Npa3BaHe (MOBUILIABA MaKCHMMaJIHATa CKOPOCT Ha
ypUHHpaHe) ype3 o0jiekyaBaHe Ha 0OCTPYKLIMATA [TOCPEACTBOM OTIYCKAHE Ha IJIaJIKUTE MYCKYJIH
B MpocTrarara, LIMMKaTta Ha Mexypa U yperpara. Toi cbimo noaoOpsiBa U CUMIOTOMUTE Ha
CbXpaHEHHUE.

KiMHU4YHa €ePUKACHOCT U 0€30MacHOCT

EdukacHocT e nokasana B nuioTHo ¢aza 3 npoyuBaHe rnpu naudeHTH ¢be CJIIIII, cbp3anm ¢
JAITX cbe cumnToMu Ha u3npa3BaHe (OOCTPYKTUBHH) M TMOHE CJAEJHOTO HUBO HAa CUMITOMH Ha
CbXpaHEHHUE (MpUTATUBHU): > 8 YypUHUpaHUA/24 yaca U > 2 enu30/1a Ha HEOTJIOXKHOCT/24 yaca.

[




TamcykoH-ConM noka3sBa CTaTMCTUYECKHM 3HAYUMMO MMOJ00OpEeHHE OT U3XOJAHO HMBO J10 Kpas Ha
NPOy4YBaHETO B CPaBHEHME C MJialedo 1o OTHOILIEHUE U Ha JIBETE MbPBUYHU KpalHU TOYKH, OOLLIUS
[nternational Prostate Symptom Score (IPSS) u Total Urgency and Frequency Score (TUFS) u no
OTHOILLIEHHE HA BTOPUUYHHUTE KpaliHU TOYKH HEOTJIOAKHOCT, YECTOTA HA YPUHUPAHE, CPEJIEH OTAEJICH
obem 3a ypuHupaHe, HUKTYypus, IPSS cybckop 3a usznpassane (IPSS voiding sub-score), IPSS
cybckop 3a cexpaHeHue (IPSS storage sub-score), IPSS 3a kauectBo Ha xuBot (IPSS quality of
life (QoL)), ckop Ha npobsieMuUTe BHB BHIIPOCHUKA 3a CBPbXAKTUBEH NMUKO4YEeH Mexyp (Overactive
Bladder questionnaire (OAB-q) Bother score) u OAB-q ckop 3a cBbp3aHO CbC 3/1paBETO KaY€CTBO
Ha xxuBoT (OAB-q Health Related Quality of Life (HRQoL) score), BKI1HOUUTEIHO BCHYKH BUOBE
cyOCcKop (3a npeoaoJisBaHe Ha TPYIAHOCTH, TPEBOra, CbH U colMaineH). TamcykoH-Coiu noka3sa
no-a106po B cpaBHeHue ¢ Tamcyyo3uH TOCAS nopobpenune Ha Total Urgency and Frequency
Score, KaKTO M MO OTHOILIEHUE HAa 4YeCTOTaTa Ha YpUHUpPaAHE, CpelieH OTJe/IeH 00eM 3a €IHO
ypUHHUpaHe U 1o oTHOoIIeHHE Ha [PSS cybckopa 3a cbxpaHeHue. ToBa ce npuapyKasa OT 3HaYUMHU
nojgodopenus B oowus ckop Ha IPSS QoL u B 06wms ckop Ha OAB-Q HRQoL, BkintouuTenHo
BCUYKU BHUA0Be cybckop. OcBeH ToBa, TaMcykoH-CoJiM, KaKTO C€ O4YakBa, € HE€ MO0-MajKo
e(pukaceH ot TamcyJio3uH TOCAS no otHomeHnue Ha obwus IPSS (p <0.001).

3.2 PapMaKOKHHETHYHH CBOHCTBA

TamcykoH-CoJiu

Uundpopmanusta no-pony npeacraBi (papMakOKMHETMYHUTE [apaMmeTrpud CJie[l MHOIOKpPAaTHO
nosupaHe Ha TamcykoH-Conu. [IpoyuBaHe 3a OTHOCHUTE/IHA OMOHAJIMYHOCT C MHOIOKPAHO
JI03MpaHe MoKa3Ba, ye MpuJioxKeHueTo Ha TamcyKoH-CoJii BOAM 10 CpaBHUMA €KCITO3ULIMA HaA Ta3H
clie/l €AHOBPEMEHHO MPUJIOKEHUE Ha OTIEIHMU TabieTKHU conmbeHauuH U Tamcyio3uH TOCAS B
cbhlllaTa 103a.

Abcopbyus

Cnen MHorokpartHo jo3upaHe Ha TamcykoH-CoJu tmax Ha convdeHaurH Bapupa Mexay 4,27 yaca
u 4,76 yaca B pa3JIMUYHUTE MPOYUBAHUA; tmax HA TAMCYJIO3UH Bapupa Mexay 3,47 yaca 1 5,65 yaca.
CboTBeTcTBaIUTE CTOMHOCTU Ha Chmax 3a conrdeHauuH Bapupat Mexay 26,5 ng/ml u 32,0 ng/ml,
N0KaTo Cmax 32 TaMCyJIO3UMH Bapupa Mexnay 6,56 ng/ml u 13,3 ng/ml. CroitHocture Ha AUC 3a
coiiudenanuH Bapupar Mexay 528 ng.h/ml u 601 ng.h/ml, a 3a Tamcyno3un mexay 97,1 ng.h/ml
U 222 ng.h/ml. A6comoTHaTa OMOHATUYHOCT Ha cotudpeHauH e npubnuszurenHo 90%, nokaro 3a
TaMCYJIO3UH ce o4yakBa ja ce abcopoupar 70% a0 79%.

C TamcykoH-CoJiv € HarnpaBeHO IMpoy4YBaHe ¢ €JHOKpaTHA 103a 3a €(PeKT Ha XpaHara, ¢ 103UpaHe
Ha rjlaJHo, ciej 0ej1Ha Ha Ma3HMHU HUCKO KaJIoOpUiiHa 3aKycKa U cjiejl borara Ha Ma3HUHHM BUCOKO
KaJlopuihHa 3akycka. HabsonasaHo € 54% noBuuieHue B Chpax 3@ KOMIIOHEHTAaTa Ha TaMCYKOH-
CoJu TaMCy103uH ciieJl borara Ha Ma3HUHU BUCOKO KaJlOpviiHa 3aKyCKa B CpaBHEHHUE C 103UpaHe
Ha riagHo, nokato AUC ce yBenuyasa 10 33%. Hucko kanopuitHa, Oe1Ha Ha Ma3HUMHHU 3aKyCKa
HE MNoOBJiMsABa (papMaKOKMHETHMKATa Ha TamcyJ/io3uH. PapmMakoKMHETHKaTta Ha KOMIIOHEHTaTa
COJIM(pEHALIMH HE C€ MMOBJIMABA HUTO OT Oe/lHa HAa Ma3HUHU HUCKO KaJIOpHUiHA 3aKyCKa, HUTO OT
Oorara Ha Ma3HMHHU BHUCOKO KaJIOpUMHA 3aKyCKa.
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EnHoBpeMeHHOTO mpunoxxeHue Ha coimdpeHanud U tamcyno3sud TOCAS Boau go 1,19-kpatHo
MoBULIEHHUE B Cmax HAa TAMCYJ103UH U 1,24-kpaTHO noBuiueHue B AUC Ha TaMCyJI03MH B CpaBHEHHUE
¢ AUC Ha Tabnerkara tamcyno3suH TOCAS npuioxeHa camocrostenHo. Hama vHaMKauuum 3a
e(eKT Ha TaMCYJIO3UH M0 OTHOILIEHUE Ha (apMaKOKMHETHUKATa Ha COIM(eHalMH,

Enumunupane
Cnen enHokpatHo npuiioxkeHre Ha TamcykoH-Cod, ti2 Ha conudeHalyd € B ooxBara ot 49,5
yaca 10 53,0 yaca, a Ha TamMcyJ1034H € oT 12,8 yaca j10 14,0 yaca.

MHorokpaTHo no3upaHe Ha Bepanamui 240 mg BeJHBXK JHEBHO MPHJIOKEH €IHOBPEMEHHO C
TamcykoH-Conu Boam 10 60% nosuimeHue B Cmax U 10 63% nosuiienue B AUC 3a conugeHaluH,
n0kato Cmax Ha TaMcyno3uH ce nosuiuana a0 115%, a AUC no 122%. Te3u npoMeHH B Chax U
AUC He ce cyMTaT 3a KIMHUYHO 3HAYUMMU.

[lonmynauuoHen ¢apmMakOKMHETHYEH aHajliu3 Ha JaHHuTe OT ¢a3a 3 T1oka3Ba, ue
UHTpauH/MBH/yallHaTa BapyHaOMIIHOCT Ha (apMakOKMHETHKAaTa Ha TaMCYJIO3MH € CBbp3aHa C
pa3/IMKH BbB BB3pPaCT, PbCT M IUIA3MEHUTE KOHLIEHTpPALlMK Ha a O -KMCeN TJIMKOIMPOTEHH.
[lokauBaHeTO Ha BB3pacT MU Ha O1-KKCEJI IIMKOMPOTEUH ce CBbp3Ba ¢ noBuilueHue Ha AUC, nokaro
MOBUILIEHUETO B pbCTa ce cBbp3Ba ¢ noHuwxeHue B AUC. Couusat ¢akrop BoAM 10 MOAOOHHM
[IPOMEHU BbB (papMakOKHMHETHMKATa Ha coJudeHauuMH. B ponmbjiHEHUE, MOKauyBaHETO Ha rama-
rJIlyTaMUH TpaHCIenTuaasara ce cBbp3sa ¢ no-BUcoku ctoiHocTy Ha AUC. Te3su npomenn B AUC
HE C€ CUYUTAT 3a KJIMHUYHO 3HAYUMM.

MHdpopmalims 3a OT/AEIIHUTE aKTMBHM BELIECTBA, M3IMO0JI3BAHU B MPOJAYKTH C €IHO BELIECTBO,
3aBbplIBa (papMaKOKUHETHUHHUTE CBOMCTBA Ha TamcykoH-Coun.

CoaudeHauuH

Abcopbyus

3a conupeHa Mt TabNeTKH tmax HE 3aBMCH OT J103aTa U HACTBIBA 3 J10 8 yaca cje MHOTOKpPaTHO
nosupanHe. Cmax U AUC HapacTBaT npomnopuydoHajJHO Ha pgo3ata Mexay 5 mg u 40 mg.
AOcommoTHaTa OMOHAJIUYHOCT € NPUOIU3UTENTHO 0KO0JI0 90%.

Pasnpeoenenue

[IpuBuaHusAT o0eM Ha pasnpeneneHue Ha coJiMdeHalMH CleJl MHTPABEHO3HO IMPHUJIOKEHHUE €
npuobauszuresHo 6001. Tlpubnusurenno 98% or conudeHauuH € CBbpP3aH C [JIa3MEHHUTE
MPOTEUHH, INIABHO Ol1-KMCEJ IMNTMKOIPOTEUH.

buompancghopmayus
Conudenanyy uma manbk epekT Ha NbpPBO NpeMHUHaBaHe, KaTo ce Meraboau3upa O6aBHO.
ConudenaunH ce merabosinzupa OCHOBHO B uepHUs Apob, rinaBHo upe3 uuroxpom CYP3A4.
OcBeH TOBa ChIIECTBYBAT U alTEPHATUBHHU IIBTHILA HA META00JIM3BbM, KOUTO MOXKE J1a JOTIPUHECAT
3a MeTab0JIM3MpaHeTO Ha coNupeHalmH. CUCTEMHUAT KIIMPBHC Ha coli¢eHaluH e okosio 9,5 1/h.
Cnen nepopajieH npyeM B I1J1a3Mara ca MACHTUULUMPAHU eIuH (apMaKOJIOrMUYHO aKTUBEH (4R-
XUJIPOKCH COJIM(EHALMH) U TPU HEAKTUBHHU MeTabonuTa (N-rioKypoHM,
XHJPOKCH-N-OKCH Ha CONU(EHALIMH) B AOIIbJIHEHUE KbM COJIMPEHAIIHH.
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Erumunupane

Cnen enHokpatHo mnpwiaraHe Ha 10 mg (6ensszan ¢ C'*) conudenaumn okono 70% or
paaiMOaKTUBHOCTTa ce HabJitoaaBa B ypuHara, a 23% BbB (ekanuure cien 26 n1HU. B ypuHara
0k0J10 11% OT paaoaKTUBHOCTTA C€ OTKPUBA KATO HENIPOMEHEHO aKTUBHO BEILIECTBO; 0K0J10 18%
KaTo N-okcua Metabout, 9% karo 4R-xuapokcu-N-okeua metaboaut u 8% kato 4 R-XUAPOKCH
MeTaboJIUT (aKTUBEH MeTaboJIUT).

Tamcyno3uH

Abcopbyus

3a tamcysio3uH TOCAS tmax HacTbnBa 4 10 6 yaca cjieq MHOrNOKpaTHO J03MpaHe Ha
0,4 mg/aHeBHO. Cmax 1 AUC HapacTBar npornopuroHajiHo Ha go3ara mexay 0,4 mg u 1,2 mg.
AOGcomoTHaTa OMOHAJIMYHOCT C€ U3UUYMCIIABA MPUOJTU3UTETHO 0KOJI0 57%.

Pa3znpeodenenue
O0eMBbT Ha pasnpejelieHHe Ha TaMCYJIO3MH CJieJl HHTPABEHO3HO IpUJIOKEHHE B OKoJio 16 1.
[Ipubnmnsurenno 99% or tamcyno3uH ce cBbp3Ba C IJIA3MEHUTE MPOTEUHU TJIABHO (L1-KUCEJI
[JIMKOTIPOTEUH.

Memaboausom
TaMmcysio3uH uma cna® edekrt Ha NMbpBO MpeMHUHABaHe, Thbid Karo 0aBHO ce MeTaboJsiM3upa.

Tamcysio3uH exkcreH3uBHO ce Meraboausupa B yepHus Apob, riaBHo ot CYP3A4 u CYP2D6.
CHUCTEMHHUAT KJIMPBHC Ha TaMcCyJio3uH € okosio 2,9 1/h. [loBeuero TaMcCylio3UH € HajM4YeH B
rJjiasmara noj ¢popMara Ha HENNPOMEHEHO aKTUBHO BelecTBO. HUTO e1MH OT MeTaboIMTUTE HE €
[M0-aKTUBEH OT U3XOHOTO ChEJUHEHHME.

Enumunupane

Cnen npuem Ha eaMHUuHa 103a ot 0,2 mg (6enszan ¢ C'*) Tamcynosun, ciea 1 ceamuua oKoso
76% ot paauoakTUBHOCTTa ce HabstonaBa B ypuHata, a 21% BBB (ekanuure. B ypunHara
pUOIU3UTEIIHO 9% OT pagMOaKTUBHOCTTA C€ BB3CTAHOBSABA KATO HEIMPOMEHEH TaMCYJIO3MH,
okoio 16% karo cyndar Ha O-AMETUIMpPAH TaMCyJIO3UMH, a 8% KaTo 0-eTOKCU(PEHOKCH OLETHA
KUCEJIMHA.

XapaKTepUCTHKH NMPH cNelHPUYIHHN rPyNHU NALHEHTH

Cmapuecka év3pacm

[Ipy kiuHMKO(PapmakonoruuHure U 6UodapMalleBTUMHUTE MPOYyYBaHMUs, Bb3pacTTa Ha JIMliaTa
Bapupa Mexay 19 u 79 ronuuu. Cnen npunoxenue Ha TamcykoH-Cou, HaH-BUCOKUTE CTOMHOCTH
32 Cpe/lHa €KCIO3HMLHMA Ca OTKPUTH [P JiMLA B CTapyecKa Bb3pacT, BBIIPEKH Y€ MMa IOYTH
LISJIOCTHO MPUITIPOKPUBAHE ¢ MHAMBUBUIYAIHUTE CTOMHOCTH, HAMEPEHUM MPH NMO-MJIAAM JIMLA.
ToBa ce norsbpKaaBa OT nonyJjalUMOHHUsA apMaKOKMHETUYEH aHaJIu3 Ha (a3za 2 u 3 JaHHUTE.
Tamcykon-Cosin MOXe J1a ce M3110J13Ba OT MALMEHTH B CTapyecKa Bb3pacr.
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bvbpeuno yspescoare

TamcykoH-Coau

Tamcykon-Coii MOXe Ja ce M3MoJi3Ba OT MalMEeHTH C Jieka J0 yMmepeHa ObOpeuHa
HEJIOCTaThYHOCT, HO TpsAbBa ja ce mnpujara ¢ BHMMaHME Ha MalMEHTH C Texka ObOpeuHa

HCJIOCTATBbYHOCT.

dapmakokuHeTHukata Ha TamcykoH-CosiM He € Mpoy4yBaHa IIpyd MAaUMEHTH ¢ ObOpeuHa
HEJIOCTAaThbYHOCT. Te3M TBbpICHUA OTpa3siBaT HaJIMYHaTa MH(OpMaLMs 32 OTACIHUTE KOMITOHEHTH
[0 OTHOILUEHHUE Ha ObOpeyHaTa HEJ0CTATBYHOCT.

Conudenanux

AUC u Cpnax Ha coJIM¢E€HAUMH TPHU MALKEHTH C JIeKa 10 yMepeHa 0bOpeyHa HeJOCTaThYHOCT HE
ca 3HaYUMO pa3/MU4YHUA OT TE3W YCTAHOBEHM INpH 3apaBd A00poBoOJLM. [Ipy nanueHTH ¢ TexkKa
ObOpeuyHa HeAoCTaThYHOCT (KpeaTUHUHOB KiaupbHC < 30 ml/min), excrno3uuusta Ha
co/ii(peHaLIMH € 3HAYUMO MO-roJiiMa OT Ta3u [PU KOHTPOJIUTE, ¢ yBeJIUYeHUE B Cmax 0K0JI0 30%,
B AUC ¢ noseue ot 100% u B t;2 ¢ noBeuye ot 60%. HabnonaBana € craTUCTUHYECKH 3HAYMMA

BPpb3Ka MCXKAY KPCATUHHUHOBHUA KIIMPBHC H KJI'bPbHCA HA COHH(I)ﬁHﬁ[II/IH.

He e [MOoy4BaHa (I)HPMBKOKHH@THK&TEI [Py MalMEeHTH, MO UICIKAIIX Ha XEMOIHaJIh3a.

laMCyJ103UH

CpaBHeHa € (papMaKOKHHeTHKaTa Ha TaMCyJI03UH npH 6 nuua ¢ aeka a0 ymepena (30 < CrCl <70
mL/min/1,73 m?) unu texka (< 30 mL/min/1,73 m?) 6s6peuHa HeJOCTATHYHOCT U 6 3/1paBH LA
(CrCl > 90 mL/min/1,73 m?). Jlokato npoMsHa B o6llara Ija3MeHa KOHLIEHTpalus Ha
TaMCYJIO3MH € HaOJiloJjaBaHa B pe3yJiTaT Ha HapyWEHO CBbP3BaHE C (j-KUCEJl IIMKOIPOTEHH,
HECBbp3aHaTa (AKTMBHA) KOHLEHTpALUs HA TAMCHUJIO3MHOB XUJPOXJOPHUJ, KAKTO U MHTPUH3HUK
KIMPBHCBT OCTaBaT OTHOCHUTEJIHO MOCTOSAHHU. He ca npoydyBaHM nauueHTH ¢ OBOpeYHO
3abosisBaHe B TepMuHanHa daza (CrCl < 10 mL/min/1,73 m?).

Yeprnoopobna neoocmamvyHocm

TamcykoH-CoJu

TamcykoH-Cosm MOXe na ce M3Mnoj3Ba IpU MALMEHTH € JIeKa JI0 yMEpeHa 4YepHoApoOHa
HEJIOCTaTbYHOCT, HO € MPOTHUBOIOKA3aH IPH MALMEHTH C TEXKKA YepHOApOOHA HEJ0CTAThYHOCT.

dapmakokuHeTUukara Ha TaMcykoH-ConM He € npoyyBaHa MpU MALMEHTH C YEpHOJApoOHa
HeJocTaTbuyHOCT. CleaBaludTe TBbPASHUS OTpa3siBaT HajluyHaTa MHGOpMalMUs 3a OTACIHUTE
CbCTABKM MO OTHOILEHHUE HA YEPHOAPOOHATAa HEJOCTATHYHOCT.

CosimdeHanuH

[Ipy naumenTn ¢ ymepeHna yepHoipooHa HejpoctatbuHOCT (Child-Pugh ckop ot 7 10 9), Cmax HE
ce nosyinsBa, AUC ce nosuwmana ¢ 60%, a ti2 ce yaBossa. DapMakOKMHETHKaTa Ha COJIM(PEHALMH
[PH MALKUEHTHU C TEXKKA YEpHOApOoOHA HEAOCTATHYHOCT HE € MPOyYBaHa.
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TamcyJio3uH

CpaBHsiBaHa € (papMaKOKMHETHKaTa Ha TaMCyJIO3MH NpUd 8 JMLa C yMepeHa 4epHOaApoOHa
HepocTtaTb4HOCT (Child-Pugh ckop ot 7 no 9) u 8 3apaBu nuua. Jfokato npomMsiHa B ofiara
[J1a3MeHa KOHLEHTpaLMs Ha TaMCYJIO3UH € HalJli01aBaHa B pe3yJITaT Ha HapylIE€HO CBbP3BaHE C
OL1-KUCeJl TIMKOIPOTENH, HECBb3aHaTa (AKTUBHA) KOHLIEHTpaLMs Ha TAMCHJIO3UH HE Ce MOBJIMABA
3HAYUMO, C yMepeHa (32%) npomsHa B MHTPUH3MK KJIMPbHCA Ha HECBbpP3aH TaMCYJIO3MH.
TaMcyn03uH He € poyYBaH MpH MaUMEHTH C TEXKKa YepHOAPOOHA HEAOCTATHYHOCT.

5.3 [IpeaAKJIHHHYHH JaHHH 32 6e30MmacHOCT

C TamcykoH-ConM He ca NpoBeXJAaHW HEKJIMHUYHU npoyuBaHus. ConudeHaluH ¥ TaMCyJ103UH
Ce OLIEHABAHU €KCTEH3UBHO KaTO OT/AE/IHU ChCTABKH B TOKCUKOJIOTMYHHU MPOYUYBAHUS C dKUBOTHH
M JAHHUTE Ca KOHCUCTEHTHHU C U3BECTHUTE (hapMaKOJIOTMYHU AeHCTBUA. HEKTMHUYHUTE JaHHU He
[noka3BaT 0coO€H pUCK 3a Xopa Ha 6a3zara Ha KOHBEHLIMOHAJIHUTE (h)apMaKOJIOIMYHH MPOYyUYBAHUSA
3a 0e30macHOCT, TOKCHYHOCT IpU MHOIOKPAaTHO MpHUJaraHe, penpojayKTUBHA TOKCHYHOCT,
TOKCUYHOCT 3a Pa3BMTHUETO, TCHOTOKCUYHOCT U KapLIMHOI'€HEH IMOTEHLIMA WJIM CHHEPTrU3bM I10
OTHOLLEHUE HA HEXKEJIAHUTE peakLMu, KOraTo ce KoMOMHUpa conudeHalMH U TaMCyJI03UH.

6. OPAPMALEBTHUYHU JAHHHA

6.1 CnucbK HA NOMOLIHHMTE BellleCTBA

Llenyno3a, MUKpOKpHUCTAJIHA

KanuueB xuaporengocdar

MakporoJ

CunuumeB JHOKCHU, KOJIoUaeH 0e3Bo/IeH
Kpockapmeno3a HaTpuii

YepseH xkeneseH okeua (E172)
MarHe3ueB creapar

Xunpomenosa 2910

Makporo

TuranoB quokcun (E171)

6.2 HecnbBMecTHMOCTH

Henpuioxumo

6.3 Cpok Ha rojgHocT

3 TOJAUHH.

6.4 Cneuua/iIH4 yCJIOBHSl HA CbXPaHEHHE

Jla ce cprxpansiBa noj 25°C.
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6.5 Buja u coaAbpKaHHE HA ONAKOBKATA

OnakoBku ot OPA/AL/PVC/AL 6nucrepu, ceabvpxkamu 10, 14, 20, 28, 30, 50, 56, 60, 90, 100
unu 200 TabneTku.

He BCHYKM BHJI0BE ONTAKOBKHK Morar Jia Obaar I[TYCHATH Ha I1a3apa.

6.6 ChneuunajiHU NpeAnasHA MEPKH MPH HU3XBbLPJISTHE

Heu3non3BaHUAT JIEKApCTBEH NMPOJYKT WJIM OTNAABYHUTE MaTepUay OT Hero TpsdBa ja ce

HU3XBBPJIAT B CbOTBCTCTBHUC C MCCTHHUTC U3UCKBAHMHA.

Te I[IPUTEXATEJI HA PABPELHIEHHUETO 3A YIIOTPEBA

OAPMAKOHC A/l
oyn.”Tlero K. SiBopoB™ Ned4, er. ]
Codus 1164

bbarapus

8. HOMEP HA PASPEIHLIEHUETO 3A YIIOTPEBA
Per. No:

9. JATA HA ITbPBO PABPEILIABAHE/INIOAHOBSBAHE HA PASPEHLIEHUETO
3A YIIOTPEBA

Jlara Ha MbpBO pa3pellaBaHe:

HHTH Hd [NOCJICAHO I10OJHOBABAHC.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

03/2024
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