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JETPY3UTOJ® COOEPEHOI
Tolterodine tartrate 1 mg aun 2 mg i aprs 42,03 O
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JlucroBxa 3a nanxHeHTa

IlpouyeTeTe BHEMATEAHO TA3H SSUCTOBKA NPENM Ja 3aN0YHeTe Ja H3N0J3BATE TOBA
JIEKAPCTBO.
e 3anasere TasW MUCTOBKA. MOKe a ce HAJIOXKH Jia A IPOYETeTe OTHOBO.
* AKO MMaTe JOIBIHHTENHH BBIPOCH, MO, NonuTaliTe Baina nexkap WM dapMalenT.
e Topa nexapcTBo e npeancaHo TgHO Ha Bac 1 Bue ve TpsaGBa na ro Jasare Ha ApYrH xopa.
To Moke la MM HaBpeAH, AOPH KO TXHHUTE ONNIaKBaHHUA ca ChIIHTE KaTo Bamure.

B Ta3n JACTOBKA:

Kaxso npeacrasnasa JETPY3WUTOI 1 3a kakBo ce H3MOA3BA
TIpenn pa sanoudete na B3emare JETPY3UTOJL

Kak Tps6Ba ga ce zema JETPY3IUTOII

B13MOKHH HEXEaHH peakLHy

Coxpanspane va JETPY3UTOII
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JAETPY3IHUTOJ raGnerks or 1 mg n 2 mg
Tolterodine tartrate

o JETPY3IUTOI tatnerkn or 1 mg chABpKaT | mg oT NeKapcTBEHOTO BeeCTo tolterodine
tartrate (TonTepoAKH TAPTPAT), paBeH Ha 0.68 mg tolterodine (TonTepoaun).
JEETPY3UTOJ Tabnerxy 0T 2 mg CHABPKAT 2 Mg 0T JIEKAPCTBEHOTO BeHlecTBo tolterodine
tartrate, pasuu Ha 1.37 mg tolterodine.

¢ TloMOWHuTE BElLECTBA CA MUKPOKPHCTANHA LIENyN03a, KalnlHes xuaporeHbocdar quxuapar,
HaTpHEB HALIECTEH FJIMKOIAT, MarHe3HeB CTeapar, KOJIOMIEH CHAHIMER JHOKCHI, XHIIPOMEN034,
CTEAPHHOBA KHCENWHA, THTaHueB xuoxcHn (E171).

Hpumescamen na paspewenuemo 2a ynompeba: Pfizer Enterprises SARL, Rond-point du
Kirchberg, 51, Avenue J.F. Kennedy, L-1855 Luxembourg
G. D. of Luxembourg

IIpoussodumen: Pharmacia Italia S.p.A., Via del Commercio, Zona Industriale, Marino Del
Tronto, Ascoli Piceno, Italy.

1. XKAKBO IIPEACTABJABA JETPY3IUTOJ M 3A KAKBO CE H3II0JI3BA

JETPY3HUTOJ tabnetxure ot 1 mg ca Genu H MapKhpasy ¢ ABTHYKE Hall ¥ oA Syksure TO.
JETPY3HUTOJII tabnetxute o1 2 mg ¢a GeNly M MapKUpaHK ¢ ABFMYKK Hayl | nox 6ykeure DT.

e JETPY3UTOJI nprHajiesxy KbM KJ1aca Ha aHTHMYCKapHHOBHTE JIEKAPCTBA, KOMTO OTIIYCKAT
MYCKYJIaTypata Ha NIHKOYHHIA MEeXyp

e  JIETPYV3WUTOJ tabnetku or 1 mg K 2 mg ce Npeanarar B CISAHNTE ONAKOBKK: biuctep, |
chABpKalM 28 unn 56 TabneTky (qBa Wik yeTHpH OaHcTepa mo 14 TabneTikH BeeKH)

JBETPY3HUTOII e npeaHazda4eH 3a JIeUeHHAE Ha CHMATOMHTE Ha CHHAPOMAa Ha CBPEX

yCrigpare Ja CTHTHEeTe HAaBpeMe AC ToalleTHaTa M €& NIOAMOKPATE.



2. TIPEJM JA 3AITOYHETE JA B3EMATE JETPY3HTOJI

He tpadsa na Bzemare JETPY3IHUTOJIL:

* AKO CTpajaTe OT HApyHIena crioco0HOCT 32 M3Mpa3BaHe Ha MIMKOYHHS MEXYP.

e AKo cTpagare OT riaykoMa (BHCOKO HajsAraHe M OOJIKM B OUHTE)

*  AKo CTpajaTe OT MHACTEHMA I'paBHC (HapylleHHe Ha HEBPOMYCKYJTHATa (DYHKLIH).

* AKO HAKOTra CTe MMaJli CBPBX4YBCTBUTENHOCT KbM tolterodine umu Hsikoe 0T NOMOMIHKTE
BEIlECTBA B CHCTABa Ha TOBA JIEKapCTRO, ONHMCAHH HO-TOpe.

¢ AKO UMaTe Te)KBK A3BSH KOJIUT WIH TOKCHYEH MerakoJfoH (0cTpo pasliHpsaBaHe Ha AeGenoro
4epBo, CBBP3aHO ¢ aMe0eH MITH A3BEH KOJIHT).

Brpaete ocobeno suumaresnn ¢ AETPY3IUTOJL

e AKoO HMaTe OCTPO MOAYBaHe ¥ GONKH B KOpeMa, 3acAraliy NPeMHHABAHETO H CMHITAHETO Ha
XpaHara.

* AKo HMare 3aTpyIJHEHO YpUHHpaHe M H3THHABaHE Ha CTPYyATa.

*  Axo MMarte yeproapoGHu npoGiiemu. B To3n crydait nekapsT me Hamanu obuuaiinara foza.

»  Axo umare 656peyHH npobneMu. B To3u ciryyali nekapsT e HaMaus obuuatinara no3a.

* AKO cTpagate OT BererarHBHa HeBponaTus (npobieM, CBEP3aH ¢ HEpBHATa CHCTeMa, KOHTo
MIOHAKOTa Ce Cpella npH auabeT 1 MoXke Ha JOBeJe JO FHApHs, MMIIOTEHTHOCT HAH HHCKO KPBLBHO
HalaraHe).

» Axo umarte XuaTyc-xepHus (Y4cT OT ¢cTOMAaXa NIpeMUHABa Harope npes guadparmara).

*  AKo cTe cTpajiany WY CTpajaTe OT TEXEK 3aneK.

Heodxoxumo e BHIMAaHHE, AK0:

» umarte Hapyuenue B EK (chpiedeH 2anuc), H3pecTHO KaTo yabmxeH QT-unreppan

* pMare 3abaBeH chpAeueH puTeM (6paaukapans)

*  cTpajare oT ChpAeyHO 3a0ossaBane, KaTo KapaUuoMMoNaThs (YBpeXIaHe Ha ChpAeHHHS
MYCKY#), MHOKapJ(Ha HCXeMHs (HaManeH KPHBOTOK H IPUTOK Ha KHCIIOPOA KbM CBPASUHHA MYCKYT),
apuTMHs (HepaBHOMEpeH ChPIeUYeH PHTHM) UIlM CBPAEYHA HEJOCTATHYHOCT

® 1MaTe OTKIOHEHMS B CTOHHOCTHTE Ha KANHS, Kalll{g HAH MarHe3us B KpbBTa

¢ TpHeMaTe HAKAKBO JIEKAPCTBO 3a JieYeHHe Ha apHTMH: (HepaBHOMEpEH ChPASHEH PHTHM)

Nonwuratite Bamusg nexap unu dapmaresr npefy 3al04BaHe Ha ISYEHHETO, aKO CMATATE, Ye
HSAKOE OT ropenocoueHMTe Helila ce oTHacsA 3a Bac.

BpemeHHOCT H KEpMEHE

HJETPY3HTOJT no npunyun He mpadsa da 6b0e USNOI36AH, QKO cMe DPeMeRHa UNY KePMauKay
mwili Kamo mow mozce 0a nosnuse na bebemo, XKenu g demepodna evspacm mozam 0a ezemam
HETPY3UTOJ camo axo usnonzeam epuxdacu npomueo3auamuvyny cpedcmed.

IModupane u padora ¢ MANIHHE

HETPY3HUTOI Moxxe moHsKora Aa NpeAn3BHKa CBETOBBPTEN, YMOPAESMOCT H 3aMBITIEHO
BIDKIAHE NPH MaTbK Opoil maiieH ! (BHxKTe pasaena “BE3MOKHM HEKeNaHH JIeKapCTBEHH
peakuuu™). Tosa Moxxe na Hapyiuu Bamara ¢rocoGHOCT 3a KOHIEHTpauusa 1 pearnpake. He Tpatea na
I1aHKpare Wohupane um paboTa ¢ ONAaCHA MaMHY, JOKATO HE CTE CUIYPeH, U TOBa He Ce OTHACH
32 Bac. Ako UMaTe TaKuBa NposBH, He modupaiire # He paboTeTe ¢ MaHIWHM 110 BpEMe Ha JIeUeHHe ¢
HETPY3IUTOIL

IIpueM Ha APYrH JeKApCTBA




Kaxete na Bauris nexap, ako B3eMare Jpyr nekapcetBa, Hsakou oT TAx Morar Ja B3auMOAeiicTBaT
¢ JETPY3UTOIJL, nanp., Mmakponuany antabuoTuud (erythromycin u clarithromycin), nexapctea 3a
IedyeHre Ha re0nyHH HHEeKIMY WK IpoTeasHH MHXMOUTOpH Ha Bupyca #a CITHH (ritonavir).

Kakete na Bamms nexap, ako NpHEMAaTe HAKAKBO JICKapCTBO 34 JICYSHHE HA aDUTMHSA
(HepaBHOMEpEH ChPHEYEH PUTEM).

3. KAKTPAGBA A CE B3EMA JETPY3HTOQJI?

ObuuaiinaTa 0032 e 110 2 mg B4 I5TH JHEBHO, OCBEH NPH NAaMEHTH ¢ napyuiena Os0peuna iy
gepHOApoOHA HYHKIMA, TIPH KOHUTO Ce NPeNophYBa 1032 OT 1 mg ABa METH AHEBHO.

T'nprHeTe TabneTkata nana. [IpueMbT Ha XpaHa HaMa eeKT BLPXY JIEKapCTBOTO.
JETPY3HTOJII He ce npenoprdBa IpH JeHa.

BanrnsT nexap me Br kaske KOJKO ABITo Hie npoabivku nedenuero ¢ JJETPY3UTOIL He
criipalite JIeYeHHETO NpeXASBPEMEHHO, 3allI0TO He BIbKAaTe He3abapeH edexTt. Bamuar mikoves
MeXyp Hie ce Hy’>kae OT H3BECTHO BpEME 3a Aa ce ajanTHpa. 3aBbpilere Kypea TableTkH, npeanucan
oT Bamus Jexkap. AKO He cTe YCTaHOBHH eheKT JoTorasa, oOchaeTe ToBa ¢ Bamusa nekap.

Axo noemere no-rojAMo o1 Heobxoqumoto Konmdecteo JETPY3HUTOJL:

He Baemaiire rioseye TabieTKH OTKOMKOTO BH ¢ kazanm Bawuus nekap. Ako ciydaifHo NOTBIHETe
npeKaneHo MHOTo TabjleTKH, NOThpceTe He3abaBHO MEIHLIHCKA NOMOWL OT Balind JieKap WiK oT
Brp3a nomom,

Axo 3adpaente a2 B3emere JETPYINUTON

Axo 3abpasure a2 p3eMeTe Bamara Tabnertka o obuualHOTO BpeMe, B3EMETE 5 BEIHAT, IOM Ce
CETHTE OCBEH aKO He e AOLLTO BPEMETO 3a B3eMaHe Ha cliegpamara Tabnerka. He B3emalite noseue ot
¢nHa no3a Ha JeH. [Ipomsibkete aa B3emare Baummrte Tabnetkd, kakto Bu e npennrcaHo.

4, Bb3MOXKHHN HEXEJAHW JEKAPCTBEHA PEAKITHH
Kaxro Bcruxy nekapersa JETPY3HUTOJI cpluo Moxe 1a HMa HEKeIaHH PeaKiyH,

Hopagu dapMakonornyHoTo AeiictBue Ha ekapersoto, JETPY3IHUTOI mosxe na npefnseuka
CYXO0Ta B YCTATa, [IapeHe B ChpAevyHaTa obnact U cyxoTa B ounte. Hal-uecTaTa HesxenaHa peaxis,
cebp3ana ¢ JJETPY3HUTOJ], e cyxora B yeTara, KOATO MOXKe Ja HACTBIH IpH 35% OT HALMeHTHTE.
AKO HAKOA OT ¢JIe/IBAll[MTe HEeXeIaHH peakiuy e obeanokouTenna 3a Bac, Mons, nadopMupaiite
Baiuus nexap, koiiro 61 MOrea fa Hamanu Bainara o3a. AKO HAaCTBIIAT TEXKKH WHH NPOABIDKUTENHH
peaxuuy, uadopMupaiite Balms eKap KOAKOTO MOXE IIO-CKOPO.

YecTy HexenaHy peakund > 1% u <10% (mo-manxo or eoud Ha 10, po roseue oT earH Ha 100

HAlHeHTA ):

* 3anek, 6ONKH B KOpeMa, NlapeHe B ¢hpleuHara obnacT (CToMalieH JUMCKOMMOPT ¢ael
HaxpaHpaHe)
®  CBETOBBPTEK, rnasofonue

s HamajyieHO ofpasyBaHe Ha CIIb3eH CeKpeT (CyXH U pasipasHHMH Odi)

*  yMOpPSEMOCT

#  CBHAHBOCT

¢ fpoMeHeH yceT (MpaBy4KaHe) P i
*  3aMBITICHO BIDKIAHE ekl

*

FPBIHEE GOJIKH
ofpa3ypaHe Ha ra3oBe, OBpPbINaHE



*  HEepBHOCT
®  CcyXa KOXa.

Heuect Hexenauu peakiuu: >0.1% g0 <1% (mo-manko ot exmn Ha 100, Bo nopeye ot eXHH Ha

1000 nanpesTa):

* [I0AyBaHE Ha ME3eHUTE
®  anepravHH PeaKimuy

¢  HeBH3IMOKHOCT 32 H3MPA3BaHe Ha ITHKOYHHA MEeXyp
*  oOBpKaHOCT.

Penxu Hexenaau peaxime: >0.01% mo <0.1% (no-Manko of egud Ha 1000, mo moBeye OT eNHH Ha

10 000 rianuenTa):

*  YCKOpeHa ChpASYHA JeHHoCT
*  XamOUXHALHH

Jlpyru HexejtaHy peakiliH, KOHTo ca Ounu choblnaBasy npy ynotpeba Ha lekapcTEa,
CHIBPIKALIM CHUIOTO JISKAPCTBEHO BelecTBo tolterodine, ca:

®  TeKKH aleprudHH peakliuy (MHOTO PeaKH)

* CHplAcYHa HEROCTAaTHYHOCT (MHOTO pgaKa).

CopuefreseTo H HepaBHOMEpHATa ChPJeYHa ASHHOCT (PAAKO) ca [TO3HATH HexXeNaHH PEeaklHH Ha
TOZH BHJ AEKAPCTBA.

AKO HaCTBIIT TAKUBA OINAKBAHMS HAN HM&Te HapacTBallo 3aTPyRHEHHE B YPHHRPAHETO UIIH
o0BpKaHOCT, JekapcTBOTO TpAOBa Aa Ob/e clpsAHO M TpOBA Ja NOTHPCHTE HEOTIIOKHA MEAHLIHHCKA
HOMOLI,.

Aro 3abeneacume Hedicerana pearyus, KOAMO He € CROMEHAMA 8 MA3l NUCHOBKA, MO,
ungopmupaiime Bawua nexap wiu papmayesm.

6. CbXPAHSBAHE HA AETPY3HBTOJ
Haszete JETPY3HTOJI ganeu ot ZocTBN Ha ZeLia.

Crxpanspaitre pu craiiia Temneparypa (mog 25°C).

He usnonzpaiire IETPY3UTOJI caen naTHyaHe cpoKa Ha rogHoOCT. Mi3nionapaiiTe Npeay faraTa,
OTIEYATAHA BEPXY ETHKETa/OMAKOBKATA.

Hama na nocneona pedakyus na IucmosKama:

JONBJIHUTENHA WHOPOPMAILIMA

Koako gecto ce cpemaT npobaeMBTe ¢ THKOIHAA Mexyp?
Hax 3 munposa AyIUH REB BennkoOpuTaHus cTpagar OT pasiuYHy BHIOBE NpobneMu Ha
IHKOYHMA MEXYP.

Kakgo gpyro moxere 1a ganpasnre?

VipaxHapaHe Ba XIHKOYHHS MEXYp — TOBa 1ie BH MOMOTHe ia Bh3CTAHOBHTE KOHTPONA Haj
NMKOYHHS MeXyp, TaKa ¥e ia MOJKETe Ja YABIDKUTE BPEMETO JI0 CEABalloTo ypruMpane. Moxere xa
HalpaBHTE TOBA, KATO €& CABPKAaTe KOAKOTO € BE3MOKHO NIOBeYe NpeH Ja YPHHHpaTe.




VnpakHeHHs 33 TA30BOTO ABHO — TE 3aCHIIBAT MYCKY/IaTypaTa, KOeTo MoXKe Ja By mOMorHe ha
“aaLPIKUTE” HO-IBITO Npedr Aa ypuuaupaTe. Tosa 6 BH moMorsano, ako ce U3IycKaTe IIpH
KAIIESHe, KOraTo Ce CMESTE Ml KMXATe.

CB'I:pJKeTe ce ¢ Bamnis AEKap, ako ¢¢ HyKIacTe OT HO}.IpO6HOCTH 34 NNOCOYCHHUTE YIIPAXKHEHHA.




