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DETRUSITOL® SR
JETPY3HTOX® SR

-----------------

KANCYJIH ¢ YALIUKEHO 0CBO0OKAABAHE
Tolterodine tartrate 2 mg Bian 4 mg

Jrcrosra 32 nan\eaTa

HPO‘IGTETE BHEBEMATE/IHO TA3H FACTOBKA NpPENHE Na 3aI09HETE A B30JA3BaTe TOBA
JIEKZPCTBO,.
* 3anasere TasH JHCTOBKa. Moske fa ce HajIoXKH Jia g IpoYeTeTe OTHOBO.
® AX0 ¥MMate JOITBJIHHTENIHH BEIPOCH, MOILE, HomkpTalite Bamug rexap mmi gapMalieBT.
e Topa nekapcTBO € NipeAnHcato JuIHO Ha Bac 1 Bue He Tpabsa fa ro gasate Ha JpyTd Xopa.
To Moxke 42 MM HABPeAH, JOPH aK0 TEXHNTES OINIaKBaHMA Cca CEIHTe KaTto BamuTe.

B Tasa aucroBka:

1. Kakeo npencrapissa I[ET'PYBHTOJI SR ¥ 32 KaKBO Ce H3NOA3Ba
2. Tpenw ma sanounere Aa B3emare JETPY3UTOJN SR

3. Kax Tpabpa na ce B3ema JJETPY3UTOM SR

4. BE3MOXKHH HEXXEaHH PeaKUHH

5. Copxpanspane 5a JETPY3UTOIL SR

JAETPY3HATOJI SR xancyan ¢ yrejnxeso oceoboxnasade ot 2 mg 1 4 mg
Tolterodine tarirate

e JETPY3UTOIJI SR Katcyms ¢ yosIbkeHO ocBoboxaapane 0T 2 mg chIBPHaT 2 mg oT
TeKapCTBEHOTO BeliecTBo tolterodine tartrate (TonTepomuH TapTpar), pases Ha 1.37 mg tolterodine
(Torrrepoputs).

HETPY3UTOII SR karicynu ¢ ynbibkero ocBoboxaBaHe oT 4 mg cLIBPKAT 4 mg OT
JIEKAPCTBEHOTO BemiecTrO tolterodine tartrate, papsu Ha 2.74 mg tolterodine.

¢ TloMommuTe BEINECTBa ¢4 33Xap03a, IApeBHYHO HHIECTE, STUIIIEITYI03a, CPEAHOBEPIDKEY
TPHIJIHIIEPY M, ONIeHHOBA KHCEAUHA, XUTIPOMEI03a, JKeaTHH, IEUIaK TNIaHLl, THTAHHEB JHOKCHI
(E171), mupuro xapmus (E132), cuMmeTHkoH 1 NponmicH riukoi. CHHE0-3eIeHUTE KACYIH C
YOBDKEHO OCBOOMKAABAHE OT 2 Mg CHABPIKAT CHIIO OLBETHTEIL JKBIT KeneeH okckz (E172).

Hpumescamen ra paspeutenuemo 2a ynompeba: PFIZER EUROPE MA EEIG, Ramsgate Road,
Sandwich, Kent, England CT13 9NJ

IIpouzgodumen: Pfizer Italia S.r.l., Via del Commercio, 63046 Localitd Marino de Tronto, Ascoli
Piceno (AP), Italy.
1. KAKBO IIPENCTABJIABA NETPY3HUTOJ] SR H 3A KAKBO CE A3IOJ3BA

JETPY3UTOJI SR ca TBEPAH KalCysIH C YABIDKEHO 0CBOOOXKIaBaHES, CH3AeHH 32 6{HOKPATHO
OHEBHO JI03HpaHe. .
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Hagmue (CEMBOT | 2).
JETPY3UTOJIL SR KancynHTe ¢ YIBIDKEEO OCBOOOKAABAHE OT
(cumBon K 4).



» JIETPY3UTOJI SR npuHaamnexi KbM KIaca Ha 2HTHMYCKAPHHOBHTE JI€KapCTBa, KOUTO
OTITYCKAT MyCKYNATYpaTa Ha IHKOYHHSI MEXYpP

o JETPY3HTOJI SR xancynure ¢ yoBmDKeHO ocBOOOKIaBaHe 0T 2 Mg ¥ 4 mg C& IpPeiIaraT B
CH¢HMTE OHAKOBKH: briHcTepH, ceappxan 7, 14, 28, 49 wiu 84 kancyiy, HiK Gy THIKH,
ceaepxami 30, 90 mnn 100 xamcyny.

JETPY3HTOIJI SR e npepnazHavyeH 32 JeYeHHE Ha CUMITTOMATE HA CHHIPOMA Ha CBPHXAKTUBEH
IMHKOYEH MEXYD, T.€. KOraTo H3IIHIBaTe HeoOX0MUMOCT Aa OTUAeTe OBp30 HOo ToanerHarta He3 ma cte
YCETHITH NPE/IBAPHTENHO Hy»Kd, H3NHTRaTe HEOOXOOHMOCT OT JeCTO XOACHE A0 TOARCTHATA U/ HilH He
ycIsBaTe fia CTHTHETE HaBpeMe 0 TOAIEeTHATA B ¢e HOAMOKPATE.

2. TIPENH JA 3ATIOYHETE JA B3EMATE JETPY3HATOJ SR

He Tpadsa ga s3emare AETPY3HTOJI SR:

e Axo cTpajare OT HapyIIeHa CHOCOOHOCT 33 H3NpasBaHe Ha IHKOTHHI MEXYp.

* AKO cTpajaTe OT IIayKoMa {BHCOKO HaAraHe H OONKH B O4HTE)

» AKo cTpajare 0T MHACTEHHS paBHC (HapylieHHe Ha HeBPOMYCKYTHATA (yHKITHA).

* Axo HIKOra cTe MMallH CBPLXIyBCTBHTEIIHOCT kM tolterodine Wil HAKOE OT IOMOIIHKTE
Be[IecTBa B CHCTaBa Ha TOBA JIEKAPCTRO, ONMUCAHH II0-Tope.

*  AKO MMaTe TeXBK S3BeH KONHT HITH TOKCHUEH MErakoyioH (0CTpO pasiHpsRaHe Ha NeBenoTo
YepBo, CBBp3aHo ¢ aMmebeH WY A3BeH KOJHT).

Brrere ocodeno BaEmarenuu ¢ JETPY3HATOJ SR

* Axo HMaTe OCTpO NOXYBaHe U GONKHK B KOpeMa, 3acATalli IpeMHYHABaHeTO M CMIUTAHETO Ha
XpasaTta.

* AKO uMaTe 3aTpyIOHEHO YPHHHpaHe H H3ThHIBaHe Ha CTPYATA.

* Axo mMate yepHOIpoOHH HpobleMH. B TO3H cliyyali lexapsT e HaMany o0HyaiHaTa fo3a.

¢ Axo umare 6pOpeunH ripotuemi. B TO3H city4aii sexapsT me HaMany obHualinaTa Jo3a.

e Axo cTpajaTe OT BEreTATHBHA HeBponatThs (IIpobneM, CREP3aH ¢ HepBHATa CHeTeMa, KOHTO
HOHSKOra ¢e cpellia Ipy AuadeT ¥ MOXe Ja NOoBeAe N0 AHaphsa, HMIOTeHTHOCT WIH HECKO KPBBHO
HAIArase).

¢ Axo umMare XHaTyc-XepHHEA (JacT OT cTOMaXa NnpeMHHaBa Harope npes Auadparmara).

* AxXO CTe CTpafalni HIIH CTpajaTe OT TEXXEK 3allexk.

Heo0xoagamMo € BHAMAaHHE, K0!

e uMare Hapymerne B EKIT (capreden 3amic), H3secTHO KaTo yAbDkeH QT-HHTepBan

s mmare 3a0aBeH copredeH pUTEM (OpapgHKapaut)

®  CTpapjaTe OT ChpAEYHO 3abonsBaHe, KaTo KapAuoMHONaTHS (YBpeKOaHe Ha CHPASYHHS
MYCKYH), MHOKapAHA HoXeMAs (HaManeH KPHEOTOK ¥ HPWTOK Ha KHMCIOPOZ, KbM CHPASYHAA MyCKy),
apuUTMHSA (HepaBHOMSPEH CBPHEHCH PHTHM) HIIH CHpJeYHA HEROCTAThYHOCT

* pMaTe OTKIOHEHHS B CTOMHOCTHTE Ha KallMs, Kallys MIIH MarHe3Hs B KPBBTa

* ripreMaTe HAKAKBO NEKapCTBO 3a AeUeHHE Ha apHTMHS (HSPAaBHOMEPEH CHDISUEH PHTHM)

Ilomtraiite Bamis nexap wimx GapMauieBT IPpeTy 3al10YBaHe Ha JISUEHHETO, aK0 CMATATE, de
HAKOE OT FOPEroCOUeHHTe Hellla ce OTHacs 3a Bac.

Bpemennoct H Kbpmene
,HEIP Y3HTOII SR no npunyun He mpsbea 0a Gv0e usnonsear, axo cme bPeMeRia Wit Kepyuaika,
myii xamo mot movice 0a nosnune Ha bebemo. Kenu 6 demepoona ewpacmmoaam aa 8zemam

JETPY3HTOJI SR camo axo uznonssam eQuracui HPOMUGOIAHANTBHH cjveacmea N LB

IModapase 1 patoTa ¢ MATAHH

JETPY3WTOI SR moxe IOHAKOTA Ji2 IPeIH3BHKA CBETOBBPTENK [
BIDKAAHE IpH Manbk Opol naikenTH (BkTe pasfena “BeaMoxHE He éqaﬂmnexapcmem




peakiik”). Tora Moske Ka Hapyr Bamara ciocodEocT 3a kKoHueHTpaims 1 pearvpage. He Tpadea na
TiatHpate modupane Hiy paGoTa ¢ ONaCHH MallHHH, JOKATO HE CTe CHIYPEH, Ue TOBA He C& OTHACH
3a Bac. Axo umare TakHBa IIpOsABH, He modHpalite H He paboTeTe ¢ MaIHHY O BpeMe Ha ICYCHHE C
HAETPY3UTOI SR.

Tlprem Ba ZPYIE JeKapeTea

Kaxere sa Bariusg nexap, ako B3emare apyr nekapersa. Haxou oT TIX MOTAT Ha B3auMofeicTBaT
¢ AETPY3HUTOIJI SR, Hanp., Makponuxsy avTHOHOTHIN (erythromycin # clarithromycin), ekapcTsa
32 feveHMe Ha ME0UYHY MEGEKIMH KK MPOoTeaski HEXAOHTOPH Ha Bupyca Ha CITHH (ritonavir).

Kaxete na Banmd nexap, ako HpueMare HAKAKBO JIEKAPCTEO 32 IEYSHHE HA ADHTMHEA
{sepaBHOMepEH CHPASIEH PHTEM).

3. KAK TPABBA HA CE B3EMA JETPY3HTOJI SR?

OGuualinata noza € efpa Kancyna ¢ yNbibkeno ocBoboxaasane (4 mg tolterodine tartrate) exun
TIBT AHEBHO, OCBEH IIpH MalfeHTH ¢ HapyeHa 650pevna uin yepHospobHa dysKivs, npd KOUTO ce
TIpenioppYBa /1032 OT eHa Kallcy/ia ¢ yABKeHo ocBoboxnaBane (2 mg tolterodine tartrate)enus met
JHEBHO.

I'meTeTE Kamncyna ¢ yobiokeHo ocBoboxaasaue 1gna. [lpueMsT Ha ¥paHa Hama edekT BEpXY
TEKapCTBOTO.

AETPY3WUTOJ SR me ce npenoprdBa IpH AeHa.

Banuar nexap mie BH Kaske KOJKO IBIITO INe NpoasnkH euerrero ¢ JETPV3IUTOII SR. He
CrHpakiTe Je9eHHETO IPEXISBPeMEHHO, 3aH0TO He BIKAaTe He3abapen edeKT. BaiuusaT maKodeH
MeXyp Lue Ce HyXKHae OT H3BECTHO BPEME 32 Jla ¢¢ aRaNTHPa. 3apbpiueTe JIedeGHII Kype ¢ KAIICYIH ©
YOBIKEHO ocBobOKIaBane, HpeAIHcal OT Bamus jJekap. AKO He ¢Te YCTAHOBHIH edeKT A0TOrasa,
obcpaere ToBa ¢ Bamis nexap.

ARO0 noeMeTe n0-roJamo o7 HeodxogamoTo xomadecteo JAETPY3HTOJ SR:

He B3emaiiTe nmosede Kancyns OTKONKOTO By e kazan Bauuus nekap. Axo cifydaiiHo HOTBlHeTe
TIPEKAaneHo MHOFO KalCymH, IOTEPCceTe He3a0arHO MEAMITHECKA MIOMOMT OT Ballid fekap HIH 0T
Bbrp3a momomnt.

Axo 3a0paBHTe Aa B3emere JETPY3IATOJ SR

AKo zabpapuTe fa B3eMeTe Baliata Karcyna ¢ YABDKeHO 0CBOGORI2Bake 10 00H4aliHOTO BpeMe,
B3EMETe A Be/IHara, MOM ¢& CeTHTE OCBSH aKo He € AOLWIO BPEMETO 3a B3eMakte Ha clelBaliara
TabneTka. He B3emalite mosede oT eHa fo3a Ha NeH. [Tpogsinkete fa B3eMaTe Bainre KancyiH ¢
YABDKeHO ocBoOOKAaBaHe, kakTo B e npeanmcaso.

4. BB3MOKHHA HEXEJAHH JIEKAPCTBEHH PEAKITHHA

Kaxto semuxu nexapersa JETPY3WUTOI SR cBIN0 MOXKE /1a MMa HEKeIIa ki peazcmfm.

Topanmy dapMaroTOrHuHOTO AeHCTBHE Ha JISKAPCTBOTO, ,B;ETPY3HTOJT;SR MoK fia npennsspma
CYXOTa B yCTaTa, IapeHe B chpAedtaTa obnacT 1 cyxoTa B ounre. Hailf-ue 'rara HexeliaHa peamna
ceep3ana ¢ AETPY3WTOJ SR, e cyxoTa B yerara, KOSTo MOXE [a Ha HpH 20-25% oT 4
HalEeHTHTE, AKO HAKOS OT CIIEABAIIHTS HOXKEHAHH PEaKIHH € 00e30Ko! ‘e?Ha 3a Bac MO iﬂ;:r-!
urdopmupatite Bauma nexap, koHTo 61 MOTEI Aa HaMamy Bamara fo3 AKO \Hamrm" Teﬂcmi 454

TIPOINBDKHTETHN PEaKIf, HuopMupalite Baumug nexap KONKOTO MOXK G"c 0p‘oﬁ . ,}‘»




YHecrr Hexenany peaxkgni >1% u <10% (mo-manko ot enuy Ha 10. Ho IMosede oT exue Ha 100
oaieHTal).

* 3amex, DONKH B KOpeMa, KACENHHH (CTOMAIIEH JHCKOMDOPT cie HaxpaHBaHe)
*  CBETOBBPTEX, I'MaBobonHe

* waMaineHo oOpasyBaHe Ha CHB3EH cexper (CYXH M pa3snpasHUMH OdH)

®  YMOPAEMOCT

*  CEHINHEBOCT

*  NpOMEHEH YCeT (MpaByuKaHe)

®  3aMLITIEHO BIDKIAHS

* TrppauH OomkH

s obpazysade Ha I'a30Be, MOBPEIIAHE

® HEPBHOCT

®  CyXa KOMa.

HegectH HexenalH pe +>0.1% no <1% (no-mManko oT & Ha 100, Ho nopede 0T ¢ Ha

1000 nanwenTa):
*  TOAYBAaHE Ha ITIE3CHHTE
®  aNeprHYHH PeaxIiy
*  HEeBF3MOKHOCT 32 M3Npa3BaHe Ha NUKOYHHI MeXyp
*  OOBpKaHOCT.

Penky peskenald peaxup: =>0.01% no <0.1% (mo-mangko ot enun "Ha 1000, wo noBeye oF egud HA
10 000 nanmenTa): '

* yCKOpeHa chpreyHa nefiHocT

®  XAMOIWHAHE

Jpyrd He)xelaHH peaKipH, KOHTO ca 1y ¢robIyaBaHu NpH yorpeba Ha nexapeTsa,
CBALPIKAITH CHLIOTC JEKAPCTBEHO BelecTBo tolterodine, ca:

®  TeXKH ANEPTHYHH PeakiuH (MHOTO pelKy)

®  CHpACYHA HEMOCTATHYHOCT (MHOTO PAAKa).

CrpuefreneTo H HepaBHOMepHATa ChpHevHa AeiHoCT (pPAIKO) ca JIO3HATH HeXellaHH PeaKiyH Ha
TO3H BHE JICKApCTBA.

AXO HACTBIIIT TAKWBA OIUIaKBAHIS WIHM MMATe HAPACTBAHIO 3aTPYIHEHAE B YPHHHPAHETO HIH
00BpPKaHOCT, JIEKapCTBOTO TpAOBa Ha Op/e CIIpAHO 1 TpAOBa Ja HOTHPCHTE HEOTIIOKHA METMITHECKA
HIOMOIIL.

Awo 3abenescume Hexcenana pearyis, KOAMO He € CROMENAMA 8 MA3U IUCMOEKA, MOA,
urchopmupaiime Bawms nexap wu dapmayesm.

6. CbXPAHSIBAHE HA TETPY3HATOJ SR
Tazere IETPY3UTOIIL SR masied ot KOCTEI Ha Kelia.

CexpanspaiiTe npy craiina Temaeparypa (og 30°C).
Byrmnku: cpXpangsaiite B OpUTHEAIHATA OIIaKOBKA.
Brnuerepu: coxpaHsBaiiTe OTaKOBKATA BB BHHIIHATA KaPTOHEHa ONIAKOBKa.
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He usnonzgaiite JETPY3UTOJI SR ciaen w3rTi4yane ¢poxa Ha o H’ocrr Hsnons aliT
JaTaTa, OTIeqaTaHa BEPXY eTHKeTa/0llaKoBKaTa. S RPN
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Hama na nocnedna pedaxyus Ha TUCINOSKAMA!



JONBJIHATEHA HHPOPMATHA

Konxo gecto ce cpemart npodaeMETe ¢ THKOTHAS MeXyp?
Hap 3 MmmioHa ByIns B5B BenukoOpHTaHMA CTPAJAT OT pa3iHdHy BHIOBE ITpobieMy Ha
THKOYHHSA MEXYP-

Kaxgo gpyro mo:xere Ja HanpasAaTe?

VrpakHaBane Ha IHKOYHHA MEXYp — ToBa He¢ BH IIOMOTHe 1a BE3CTaHOBHTE KOHTPONIA Haf,
ITHKOYHMA MEXYD, Taka Je fa MOXKETe Aa yABIDKHTE BPEMeTO JIO CIe/(BAIN0To ypHHupare. Moxere fa
HAIpaBHTE TOBA, KATO CE CBPIKATE KOIKOTO € BE3MOXKHO JI0BEUe Opeay X3 YPHHUpATE.

VnpaxseHHa 32 Ta30BOTO JHHO — T€ 3aCHIIBAT MYCKYIaTyparta, KOeTo Moxe fa Bi noMorye ga
“zapepruTe’” IO-IBIFO IIPSNH Ja ypurMparte. Tosa Ok By moMorHano, ako ce H3IycKaTe OpH

KAougHe, KOraTo C¢ CMEeTEe HIIH KIXAaTe.

Ceoprxere ce ¢ Bammg nexkap, ako ce Hy;xgaeTe 0T NOAPoOHOCTH 3a IIOCOUSHUTE YIIPAKHEHH.




