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Be3ukep 1 mg/ml nepopanta cycnensunst - £ § U 6 -06- 2024
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convdeHauHoB cykuHat/ solifenacin succinate

IIpoyereTe BHHMATE/IHO USAJIATA JIHNCTOBKA, NIPEAH Aa 3al04YHeTe Ja NpHeMaTe TOBA JIEKapPCTBO,

ThH KaTO T ChAbpiKa BaxkHa 3a Bac uapopmauus.

- 3anasere Ta3u JUCTOBKA. MOXe 1a ce HAJIOXKH Ja S NMPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH NOIMbJIHUTENHH BBIIPOCH, NonuTainTe Baluus nekap Wi ¢papMaLesT.

- Tosa nekapcTBo e npeanucaHo JUYHO Ha Bac. He ro npeorcrbnBaiiTe Ha apyru xopa. To Moxe
Jla UM HaBpPEJM, HE3aBUCHUMO Y€ NMPHU3HALIMTE Ha TAXHOTO 3a00/sABaHe ca ChuMTe KaTo Bawwure.

- AKO MOJIy4YHUTE HAKAKBU HEXKEJIaHU JIEKAPCTBEHU peakluy, yBeaomere Baiusg nexap wim
¢apmauesT. ToBa BKIOYBa BCHYKH Bb3MOXXHH HEOIMCAHH B Ta3H JIMCTOBKA HEXEJIAHU pPeaKLUH.
Buxre Touka 4.

KakBo cbabpKa Ta3H JHCTOBKA

KakBo npeacrasisiBa Be3ukep U 3a KakBO ce U3M0J3BA
KakBo TpsOBa na 3Haere, npeau aa npuemere Besukep

Kak na npuemare Besukep

Bb3MOXHH HEXellaHU peakUuHH

Kak na cbxpaHsBate Besukep

CbabpxaHMe Ha OMAKOBKATa M JOMbJIHUTEIHA HHpOPMALIUS

DN g W b =

1. KakBo npeacraBiasBa Be3nkep H 3a KaKBO ce H3M0J13Ba

AKTUBHOTO BelECTBO Ha Be3ukep NpuHAANEXu KbM rpyrnara Ha aHTUXOJIMHEpruuure. Te3u
JIEKapCcTBa C€ M3MOJI3BaT 3a HAMaJIIBaHE Ha aKTUBHOCTTA Ha CBPbXaKTHUBEH NMUKO4YEH Mexyp. ToBa Bu
MO3BOJISABA Ja M34YaKaTe Mo-npoaAb/DKHTENHO NIPEM J1a Ce Hajlara aa OTHAETE A0 TOaJIeTHATa
MOBHULIABA KOJMYECTBOTO Ha YPUHATA, KOETO MOXKe Aa Obae 3aabp)KaHO B MTMKOYHHUS MEXYP.

Be3ukep ce U3no3ea 3a:

- JIeYEHUE Ha CUMNTOMM Ha CbCTOSSHUE, HAPEYEHO CBPbXAKTUBEH MUKOYEH MEXYP NMPH Bb3PACTHH.
Te3n cuMNTOMH BKJIKOUBAT: CHUJIHHU, BHE3AIMTHH HEYAbPXKMMH NMO3UBH 3a YypUHHUpaHe Oe3
NpeaBapUTEIHU NPeayNPEAUTETHH NPOsABU, HEOOXOAUMOCT OT YECTO YPUHHUPAHE WU U3NyCKaHe
Ha ypUHa Mpeay CTUraHe 10 TOaJIeTHAaTa HaBpeMe.

- JleYeHHe Ha CbCTOSHHE, HApeUYeHO HeBPOreHHa CBPbXAaKTUBHOCT Ha AeTpy30pa MpH Jela Ha
Bb3pacT oT 2 10 18 ronuHu. HeBporeHHaTa CBpbXaKTUBHOCT Ha JIETPy30pa € CbCTOSTHUE, NPH
KOETO HacTbIBAaT HEBOJIEBH CBUBAHMS Ha MMKOYHUA MEXYp NMOpaJii CbCTOSHUE, C KOETO CTe
pPOJIEHU WJIM HapaHsABaHE Ha HEPBUTE, KOUTO KOHTPOJIMpPAT NMUKOYHHSA MeXyp. AKO Ce OCTaBH
HeJIeKyBaHa, HEBPOreHHaTa CBPbXaKTHBHOCT Ha JIETPy30pa MOXKE Jia IoBe/ie 10 YBpeXKaaHe Ha
MUKOYHHUA BU MeXyp W/uiu 6bOpeumre. Besukep ce U3nossea, 3a Aa NOBUILIM KOJMYECTBOTO YPHHA,
KOETO Balllig MUKOYEH MEXYPp MOXKe 1a 3abP>KH U /1a HAMAJIM U3THUYAHETO Ha YpUHa.

2. Kakso TpsOBa aa 3HaeTe, npeaAH Aa npuemMere Be3ukep

He npuemaiite Be3ukep

- aKO HE MOXKETE Ja YpPUMHHUpATE UK Ja U3Ipa3BaTe MUKOYHHUSA CH MEXYP HAITbJIHO
yPHHA) U HE NMPAKTUKYBAaTE YNCTAa UHTEPMUTEHTHA KaTeTEPU3aLIUA;

- aKO UMATe TEKKO CTOMALIHO MJIKM YpEBHO 3a00iisiBaHe (BKIFOYMTEIHO TOKCHYEH
YCJI0’KHEHHE, CBBP3aHO C YJILEPATHBEH KOJIUT);



- aKo cTpajare OT MYCKYJIHO 3a00JiiBaHE HApeYeHO MHACTEHHUS IPaBUC, KOETO MOXKE a MPUYMHHU
npekomMepHa ¢1abocT Ha ONnpeAeIeHH MYCKYJIH;

- aKo CTpajaTe OT MOBHULUEHO HAJIIraHE B OYMUTE, C MOCTENEeHHa 3aryba Ha 3peHue (r1aykomMa);

- aKo CT€ aJIepru4yHU KbM COJIM(EHALIMH WK KbM HAKOS OT OCTAHAJIMTe CbCTABKH Ha TOBA
neKapcTBo (M30poeHH B ToUKa 6);

- aKo cTe NoANOXKEHHU Ha ObLOpeyHa nuanusa;

- aKO MMarte TeXKO YepHOApOoOHO 3abosisiBaHe;

- aKO MUMaTe TEXKKO O0bOpeyHO 3aboaBaHe WIKM YMEPEHO YepHOAPOOHO 3a00i1siBaHe U B ¢HIOTO
BpeMe Ce JIEKYBaTe C JIEKapcTBa, KOUTO Morar Jia 3a0aBAT OTcTpaHsBaHETO Ha Be3ukep ot
opraHusMa (HanpuMep KeTokoHazou). Bawuar nekap unu dapmauest e Bu nndpopmupa B
TaKbB ClTy4yau.

]/[Hq)DpMHpaﬁTe Bawius JICKApP, dKO UMATEC HUJIK HAKOI'a CTC UMAJIKH HAKOC OT CIIOMCHATHTC 1NO-ropc
CbCTOAHHUA, NPCIAH Aa 3alIOYHCTC JICHCHHUC C BE3HI{EP.

IlpeaynpexaeHus 4 Npeana3HH MEepPKH

["oBopeTe ¢ Baiuus nekap wnu gapmaueBt, npeau aa npuemere Besukep

- aKo uMare npodsieM ¢ U3Npa3BaHETO HAa MMKOYHHUA MeXYP (= 0OCTPYKLIUS HA MUKOYHUA MEXYP)
WJIM UMaTe 3aTPYAHEHUS C YPUHUPAHETO (HanpuMep U3ThbHABAHE HA CTPYATa YPHHA) U HE
NMPaKTUKYyBaTe YUCTA UHTEPMUTEHTHA KaTeTepu3auus. B TakbB ciyyai pMCKbT OT CbOMpaHe Ha
ypHHa B MMKOYHHUSA BU MeXYp (3aapb)KKa Ha YPUHA) € MHOIO MO-BUCOK;

- aKO UMaTe HAKaKBa OOCTPYKLMA HAa XpaHOCMHUJIATE/IHAaTa CUCTEMA (3areK);

- aKO UMaTe HAKAKBO CbCTOSIHUE, PUCKOBO 3a 3a0aBeHAa NMEpUCTAIITHKA HA CTOMALLIHO-YPEBHUSA
TPaKT (ABHXKEHHUS Ha CTOMaxa W yepBara). Bawuuar nekap we Bu nHpopMmupa B TakbB Cly4au;

- aKO CTpajaTe OT HAKAKBO CbCTOSHHUE, KOETO MPEeAU3BHKBA OTKIOHEHHUS B ChbpAeUHUS BU pUTHM,
o-crneLraJHO aHoOMaJlus, Nno3Harta Kato yabkaBaHe Ha QT uHTtepBana;

- aKO MMaTe TeXKO ObOpeuHo 3abonsaBaHe;

- aKO MUMaTe YMEpPEeHO YepHOoApOoOHO 3a00/1sBaHE;

- aKO UMaTe aHATOMHYHA aHOMAaJIUA, MPH KOATO YacT OT CTOMaxa NpeMuHaBa npe3 avadgparmara B
rpbAHMUA KOLI (XHATyCOBAa XEPHHUS ) UJIM KUCEJIMHH;

- aKO UMaTe HEPBHO HapyllleHHe (aBTOHOMHA HEBpOMNaTHs ).

HMudopmupaiite Baiuus nekap, ako iMaTe WM HAKOra CTe UMajii HAKOE OT CMOMEHATHUTE IO-rope
CbCTOSIHUA, MIPEJIM J1a 3aro4yHeTe JieueHue ¢ Besukep.

[Ipeam na 3anoyne Besukep, BawuaT nekap we npeueHy Jajiy uMa Apyry NpU4YUHHU, Nopaau KOUTO
YPHHHUpATEe NO-4eCTO (HampuMep CbpJeyHa HEJOCTATBhYHOCT (HEAOCTaTb4YHA U3NMOMIIBALLla CUJla Ha
ChpLEeTO) Wi OBOpeyHo 3abonaBaHe). AKO UMaTe HHPEKLMA Ha MUKOYHUTE NbTHULLA, BalwusT nekap
e Bu npeanuiue aHTHOMOTHK (1eUeHUe cpelly onpeneneHu 6aKkrepuaHi UHPEKLUH).

Jlena ¥ IOHOINH
Besukep He TpaOBa aa ce U3noa3Ba NpH aeua noj 2 roaMilHa Bb3pacT 3a JIeYeHUE Ha HEBPOreHHa
CBPBXaKTHBHOCT Ha J€TpYy30pa.

Be3ukep He TpsiOBa aa ce u3nosi3ea nNpy aeua noa 18 roaMiiHa Bb3pacT 3a JiIeYHeHHE Ha CBPbXaKTHBEH
NMUKOYEH MEXYP.

Apyrn nekapcTBa H Be3ukep
Tpabsa na kaxxere Ha Bawuus nekap wiv ¢papMauLeBT, akO NpUEMaTe, HaCKOPO CTE
NMPUEMAJIH WJIH € Bb3MOXKHO J1a IpUeMare ApYyry JIeKapcTBa.

OcobeHo BaxxHO € aa HHGopMUpaTe Baluus nekap, ako npuemare:

- APYTd aHTHUXOJIMHEPTHYHH JIEKapCTBa, e()EeKTUTE U HEXKEJIAHUTE PEeaKLM1 U Ha JIBETe J1
MOXK€ 1a C€ 3aCHJIAT.

- XOJTMHEPrMYHM NPOAYKTH, Thil KaTO T€ MOrart Ja Hamaiat edekra Ha Besukep.

- JIeKapCcTBa, KATO METOKJIONPAMMUA M LM3anpHi, KOMTO KapaT XpaHOCMHUJIATENH
paboTu no-6bp30. Be3ukep Moxke na HaMaJlu TEXHUSA €(EKT.

- JIEKapCTBa, KaTO KETOKOHA30J1, PUTOHABUP, HENGHHABHP, HTPAKOHA30J1, BEpart i
JAWJITHa3eM, KOUTO HaMaslsiBaT CKOPOCTTa Ha pasrpakaaHe Ha Besukep B ﬂpra#ﬁs‘@g.“.f
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- jexkapcTBa KaTo pudamMnuumH, GeHUTOUH U KapbaMa3enuH, Tbid KaTo T€ MOrar J1a yBejauuar
CKOpOCTTa, ¢ KOWTO Be3ukep ce pasrpaxaa B OpraHu3ma.

- nekapcTBa kato 6udochoHaTH, KOUTO MOTaT JIa NPUUHUHAT UJIH 00OCTPAT Bb3NaJIEHUE Ha
XpaHornpoBoja (e€30¢arur).

Be3unkep ¢ XpaHH H HANTHTKH

Besukep nepopanHa cycneH3us He TpaOBa aa ce npueMa €IHOBPEMEHHO C XpaHHU H/HUJIKM HAITUTKH,
pa3iv4HHU OT Boaa. MU3nuiite yalua Boaa, ciel Kato cTe B3ejM no3a. Buxkre Touka 3. AKO ciy4yanHO
CTe NMPHEH CYCNEH3UATA C XpaHa W/ WJIM HAlIMTKH, MOXE J1a YCETUTE NOPUYHUB BKYC H U3TPBIIBAHE B
ycTara.

BPEMEH HOCT H KbPpMCHC

AKO cTe OpeMeHHa WJIM KbPMHUTE, CMATATE, Ye MOXKE J1a cTe OpeMeHHa UM riaHupaTe OpeMEeHHOCT,
nochbBeTBalTe ce ¢ Bawuus nekap Uam ¢apMaLeBT Npeay Aa MpUeMeTe TOBAJIEKapCTBO.

He TpsabBa na usnonssare Be3ukep, ako cte OpeMeHHa, OCBEH NMPH KaTeropuyHa HEOOXOAUMOCT.
He usnonsBaiite Be3ukep, ako kbpMUTE, T KaTO COIMEHALUH MOXE J1a TPEMHHE B KbpMaTa Bu.

Hlodpupane 1 padora c MAINHHH
Be3ukep MOXxe 1a NPUYUHHU 3aMbIJIEHO 3PEHHE, a MOHAKOra CbHJIMBOCT H YMOpa. AKO MOJIYYHTE HAKOH
OT TE€3H HEeXKeJIaHH JIEKapCTBEHU peaKkLMH, He wodupaiTe U He paboTeTe ¢ MalUUHH.

Be3ukep nepopaJjina cycneH3us cbabpxka OeH3oeHa kuceanHa: Toa nekapctBo cbabpxa 0.015 mg
OeH30€eHa KMceJIMHa BbB BcekH ml, ekBuBasieHTHa Ha 0,15 mg/10 ml.

Be3nkep mepopaJjiHa cyCneH3Hsi CbAbpPKa eTaHo: ETaHONBT ce ChaAbpXKa B €CTECTBEHHUS
MOPTOKAJIOB apOMaTHU3aTop.

Tosa nekapcTBo chabpka 48,4 mg ankoxon (eTaHon) 3a MakcuMaliHa ao3a ot 10 ml Besukep
nepopayina cycneHsusa. Konnuectsoro eranon B 10 ml Be3ukep nepopasina cycrnieHsus e
ekBUBaJIeHTHO Ha 1 ml 6upa (4% 1/0) nnu no-manko ot 1 ml BuHo (10% 1/0). MaIKOTO KOJIUYECTBO
aJIKOXOJ1 B TOBA JIEKAPCTBO HsAMA J1a UMa HAKAKBH 3a0€/1e)KUMH e(eKTH.

Be3nkep nepoapJ/iHa CyCleH3HA CbAbPKAa METHJI NAPAXHAPOKCHOEH30aT H NMPONHJI
napaxuapokcuoen3oat: ToBa Moxke 1a NPUUMHU aJIEPrUYHHU peakLHu (BepOATHO OT 3a0aBeH THI).
[IposiBuTE Ha anepruyHa peakuus BKJIOYBAT: OOPHUB, 3aTPYAHEHO MpErTbllaHe WK JIMLLIAHE, NOyBaHe
Ha YCTHUTE, JIMLIETO, I'bPJIOTO UJIM €3HKa.

Be3ukep nepopaJjiHa cycneH3Hus CbAbpiKa NPONHJIEH INIHK0J: ToBa siekapcTBo chabpxka 20 mg
MPOMNUJIEH MUKON BbB BcekH ml, ekBuBasnieHTeH Ha 200 mg/10 ml.

Be3nkep nmepopaJjina CyCleH3Hs CbAbPKAa HATPHEB XHAPOKCHA: 10Ba JIEKapCTBO ChAbPIKA IO-
majiko oT | mmol HaTpuii (23 mg) Ha ml, koeTo 03HayaBa, 4e no ChLIECTBO € ,,0€3 ChbAbpP)KAHHE Ha
HaTpHUHu™.

Axo Be3nkep mepopaJ/iHa cycneH3Hs nmonaaHe B ounte Bu: usnnakHere U nounucrere ouyute OOMIHO
C BOZA.

3. Kak na npuemarte Be3nkep

BuHaru npuemaiite ToBa J1I€KapcTBO TOYHO KakTo Bu € ka3zan BawusaT nekap. Ako He cTe CH
Hello, nonuraire Bawus nekap wiu ¢papmauesT.

npeaq Wiy cien xpadHeHe. U3nuidte yawa Boja cien karo npueMere jo3ara Besux
TOBAJIEKAPCTBO 3a€QHO C XpaHa W/ MJIM APYTrH HANMMTKH. AKO 110 HEBHUMaHKeE CTe N
CYCIMEH3HUsATa C XpaHa W/WJIM APpYrd HalNMTKH, MOXKE [1a YCETUTE rOPUYHUB BKYC H U3TP



Bb3pacTHU ChC CBPbXAKTUBEH MUKOUYEH MEXYP

Bawusar nekap e onpeneny noaxoasuara ao3a 3a Bac. M3nonssakite nepopasjiHara
CIIPUHLIOBKA M ajanTopa 3a OyTHJIKa, npeaocTaBeHH ¢ Besukep nepopasnHa cycrneHsus, 3a
J1a U3MepUTE U NpuoxkuTe ao3ara. Ako Tpsadsa na npuemare ao3a ot 10 mg (10 ml) Ha
JIEH, TOrapa 1ue TpsaOBa Ja W3noa3BaTe CIIPUHLIOBKATA J1Ba MbTH, 3a Ja MPUJIOKHUTE 0OLLOTO
KOJIMYECTBO Ha BCsAKa 103a. M3rmiakHeTe BbpXa Ha nepopasiHaTa CpyMHLIOBKa ¢ TOIUla Boja
npeau MoBTOPHA yroTpeoda.

Jleua 1 roHoWH (Ha Bb3pacT OT 2 10 18 roavHH) ¢ HEBPOreHHa CBPbXaKTHUBHOCT Ha
nerpy3opa Bawuar nekap e BM Kaxke KakBa J103a TpaOBa Ja npuemarte Bue/Bawero nere.
BawuaT nekap e npecMeTHe npaBuiHaTa 1034 3a NauMeHTa B 3aBUCUMOCT OT HErOBOTO
WJIM HEMHOTO TeJIECHO Ter10. Tpsa0dBa 1a cneaBaTe BHUMATEIHO TEXHUTE HHCTPYKLIMH.

U3non3Bakite nepopajiHaTa CIPUHLIOBKA M ajanTtopa 3a OyTHiIKa, npeaocTaBeHH ¢ Be3ukep nepopaliHa
CYCMNeH3H4, 3a Ja U3MEPUTE U NMPUJIOKUTE J03aTa. AKO TpssOBa na npuemMare 103a, no-rojisimMa or 5> mg
(5 ml) Ha neH, Torapa 1e TpsAOBa 1a U3M0JI3BaTe CIPUHLIOBKATA ABA MbTH, 3a Aa NMPUII0XKHUTE 00LLIOTO
KOJIMYECTBO Ha BcsKa J03a. M3nnakHeTe BbpXa Ha rnepopajiHaTa CIPUHLIOBKA € TOIJ1a BOAa npeau
MOBTOpHA ynorpebda.

Kak n1a B3emaTe 103aTa Be3dukep ¢ noMoumTa Ha nNepopaJ’iHa ClIPHHIOBKA
HM3non3BaiiTe nepopaiHaTa CpUHLOBKA U aanTop, NpeaocTaBeHH ¢ Be3ukep nepopanHa cycrneH3ms,
3a UK3MEpPBaHE Ha NMpaBWJIHATA 1034.

[loaroToBka 3a nupBara ynorpeda Ha Oytunka Be3ukep nepopaiHa CycreH3us

1. U3sMHiiTe BHUMATEJIHO PBLETE CH.

2. OTBOpETE KapTOHEHATa ONMAaKOBKA U W3BaaeTe OyTWiKaTa, CIPUHLIOBKATA U ajjantopa.

3. IlocTaBeTe OyTHJIKaTa BbPXY paBHa MOBBPXHOCT U OTCTPAHETE KalaykKara.

4. IlpyuTHcHeTe 34paBo ajanTopa B rbpJoTO Ha OyTHIIKATA.

5. ¥Bepere ce, 4e ropHaTa 4yacT Ha aAanTopa € U3paBHEHa C ropHaTa 4acT Ha I'bpJIOTO Ha OyTHJIKaTa.
6. AnpanTopbT TpsAOBa Ja OCTaHE B I'bPJ0OTO Ha OyTUNIKaTa 10 Kpas Ha 28-1HEBHUS CPOK HA MOJHOCT.
7. IlocTaBeTe OTHOBO Kana4ykara Ha OyTUJIKaTa.

[Ipeaun BCIAKO NepopajHO NMPUI0KEHHUE

1. U3MuiiTe BHUMATEIHO PBLIETE CH.

2. Pa3sknartere OyTunkaTta ¢ Be3ukep nepopasnHa cycneH3us Hal-manko 20 nmbTH.
3. CBanere KanavkaTta Ha OyTHJIKaTa ¥ ce yBepeTe, Y€ afanTopbT € B I'bPJI0TO Ha OyTHIIKaTA.
[locTaBeTe BbpXa Ha nepopajiHaTa COPUHLIOBKA B LEHTPaJIHUA OTBOP Ha ajanTtopa 3a OyTHiKa, 10KaTo
€ CUI'YpHO 3aKpeneHa Ha MSCTOTO CH.

4. BHumarenHo oObpHeTe OyTHIIKaTa U CIPUHLIOBKATa, KaTO CE YBEPUTE, Y€ aJanTOpbT OCTaBa Ha
MSCTO.

5. U3abpnaiire 6aBHO OyTaJIOTO HA CIIPUHLIOBKATA, 3a J1a U3TErJIMTE KOJIMYECTBOTO, MPEATTUCAHO OT
Baius nekap, ot odObpHarara OyTHIIKA.

6. U3xBbplieTe U3IUIIBKA, AKO TBBPAE MHOIO JIEKAPCTBO € U3TETIEHO CTy4YalHO.

7. YBepere ce, 4e B CIPUHLIOBKATA HSAMA BB3AYLIHH MeXypueTa. AKO ce MOsSBU Bb3AYLIEH Mexyp,
HaTHUCHeTe OYTaj0TO Harope, 3a J1a NpeMaxHeTe NMOTEHLHUAJTHOTO MeXypue.

8. OcTraBeTe CrpUHLIOBKATa Ha MACTO U 0OBbpHeTe OyTUIKaTa Harope, KaTo ce yBepure, e 0yTanoro
Ha CTIpUHLIOBKAaTa He MbpJa. BHUMaTEeNHO OTCTpaHeTe CIPUHLIOBKATa OT aAantopa. AaantopbT
TpsaOBa Ja OCTaHE Ha MACTO.

9. IlorBbpaere, ye € U3MepeHa noaxoasiiara 103a. Ilocrasere cnpyMHLIOBKaTa B ycTaTa M JIEKO
HaTUCHeTe OyTaJlOTO HaJ0J1y, 3a /1a MPUJIOKHUTE JIEKAPCTBOTO Ha IMaLlMeHTa.
10. Cnen 3aBbplLIBaHEe Ha AO3MPAHETO 3aTBOpeTE OYTHUIIKATa C Kana4kara.

| 1. A3MuiiTe cnpUHLIOBKATa ¢ TOruia Boaa. OcraBere Ja U3CbXHE.

3abenexka: AKO NMaUMEHTBT C€ HY>KJ1ae oT 103a > 5 ml, uznnakHere BbpXxa Ha cnp
BOJa NMpeay NMOBTOpPHA ynorTpeoa.




[loyucTBaHE Ha nepopajHara ClipHHLOBKA
Cnen ynmpeﬁa MOYUCTBAUTE nepopajHara ClipiHUOBKA CaMO € TOILIa BOJld.

[TepopanHaTa cnpUHLIOBKA MOXKE [a C€ M3I0J3Ba npe3 uenus 28-1HEeBEH CPOK Ha FOJAHOCT clie] MbPBO
OTBapsiHe (BHXKTE TOUKA D).

AKO cTe NpHeJIH NoBeYe OT HeoOXoaAHMaTa 1032 Bezukep AKo cTe NpHeJIH moBe4e OT
HeoOXxoAnMaTa 103a Be3nkep HJIH aKo JAeTe M0 HeBHHMAHHe e npHes0 Be3nkep, He3a0aBHO ce
obagere Ha Bammus sexap nin papmauesrT.

CHMINTOMUTE Ha NMpe03MpaHe MOraT Ja BKJIIOYBAT: rj1aBodosiMe, cyxora B ycraTa, 3aMailBaHe,
CBHJIMBOCT U 3aMbIJIEHO 3pPEHHME, YCElllaHe 3a Hellla, KOUTO HE ChIIEeCTBYBAT (XaItOLMHALUH ),
CBPBbXBb30YAMMOCT, 'bpYOBE (KOHBYJICUH), 3aTPYAHEHO JHWILIAHE, YCKOPEHa ChpaeYHa NEHHOCT
(Taxukapaus), cbOMpaHe Ha YpUHa B MUKOYHUA MeXYp (3a/1pbKKa Ha YpUHA) U pa3sLIUPEHH 3€HHLIH
(MuapHasa).

AKO cTe nponycHaJ/Iu Aa npuemere Be3znkep

AKO CTe npoIyCcHaJM Ja npieMeTe 103a B 00U4aiHOTO BpeMe, B3EMETE S BEJHAra LIOM C€ CETHTE,
OCBEH aKO B€4Y€ HE € BpeMe 3a CJie[BalllaTa 103a. HUKOra He pueMaHTe noseye OT €/1Ha 103a Ha JEH.
AKO UMaTe CbMHEHMS, BUHArW ce€ KOHCYyATHpaiTe ¢ Bawius nekap wiu papMauesT.

AKoO cTe cnipeJid npHeMa Ha Be3ukep

AKo cTe cripesii npuema Ha Besukep, Bauuure cMMNTOMYU Ha ChlIECTBYBallO 3a00JiIBaHE HAa MUKOYHHSA
MEXYp MOXKe J1a ce MOsABAT OTHOBO MJIM J1a ce Biowar. BuHaru ce koHcyatupaire ¢ Bamus nekap, ako
cuyuTarte, 4e TpsaOBa Aa Crpere JIEYEHHETO.

AKO UMaTe HAKAKBH AOIMbJIHUTE/IHUA BBIIPOCH, CBBbP3aHH C ynorpedaTta Ha TO3HW MPOAYKT, MONMUTAUTE
Bawius nekap uiu ¢papmaueBT.

4. Bb3MOXHH HeKeJIAHH peaKIHH

KakTo BCHUYKM JIeKapCTBa, TOBA JIEKAPCTBO MOXKE Ja NPEAU3BUKA HEXKEIAHW pEeaKLIMH, BBIIPEKH Y€ He
BCEKM ' MOJTy4aBa.

Cnipere npuema Ha Be3ukep u He3ab0aBHO NOTbpceTE MEAULIMHCKA MOMOLLL, aKO 3a0€JIEXXHTE HAKOH
OT CJIeABALLIMTE HEXEJIaHH PEaKLIUM;

AKO UMaTe ajepruyeH NMpUCcTbN (BHE3aMmHa U OCTpa HeXeJlaHa peakilys, CbCTosLa e OT
reHepain3upan cbpbex, oOpuB, NoayBaHe, 3aTPY/IHEHO AUILIAHE /WU APYTH allepruyHU
peaKlM1, HapeYyeHHU aHa(UIIaKCHUS ) UITA TEXKKA KO)KHA peakLus (HanpuMep MeXypH H
OJIFOLLIBAHE HA KOJXKaTa.

AKO NOJIYYUTE aHrHoeaeM (KOXKHa aJieprus, KOSiTO BOAU A0 OTOK B TbKaHHUTE HEMOCPEACTBEHO
O/l KOYXKHAaTa NMOBBbPXHOCT) ChC 3alylUBaHEe HA AUXATEJIHUTE MbTHLLIA (3aTPYAHEHO JHLIaHe).
AHruoenem ce cboOlllaBa NpH HAKOMW NMAaLMUEHTH, JIEKYBaHH ¢ Besukep.

Besukep MOXKe 1a NPUYMHH CJIEHUTE HEeXKETaHH JIEKaPCTBEHU PEAKLIMM.

MHuoro yecTH (MOXe aa 3acerHat noseye ot | Ha 10 qywu)
- CyXOTa B ycrara

YecTn (MOxe na 3acerHar a0 | Ha 10 gywm)

- 3aMbIJIEHO 3PEHUE

- 3arek, rajeHe, HapylLeHO XpaHOCMHUJIaHE CbC CUMITTOMM KaTO NOAYyBaHE Ha K
0osika, OpUrBaHe, KUCEJIMHH (AMCTIENICUS ), CTOMALLIEH IUCKOM(DOPT

HeuecTn (MOxe na 3acerHar ao | Ha 100 qyuwim)
- HH(DEKLHUA Ha MHKOYHUTE MbTULIA, MHPEKLIUA HA MUKOYHHUSA MEXYP




- CbHJIMBOCT, HApYLLIE€H BKYC (AUCrey3us)

- CYXH (pa3apa3HEHH) OUH

- CYXH HOCHH XO/10B€

- pednykcHa Gonect (racTpo-e3odareaneH pedayke), Cyxora B rbpJiOTO
- cyxa Koxa

- 3aTPYJAHEHO YPUHHUPaHe

- yMOpa, cbOUpaHe Ha TEYHOCT B J1OJIHUTE KPaHHHULMU (OTOK)

Peakn (Moxe aa 3acerHat 1o 1 Ha 1 000 oywm)

- cbOMpaHe Ha rojieMH KOJIMYECTBa BTBbpAEHH (peKkaauM B yeprara ((peKkaiHO 3aApbCTBAHE)

- cbOMpaHe Ha YpHHA B MHKOYHUSA MEXYP NMOpaJH HEBBb3MOMHOCT 3a U3Mpa3BaHE HA MeXypa
(3aapbrKKa Ha YpUHa)

- 3aMalBaHe, rjiaBodosive

- MOBPbLUAHE

- cbpbex, oOpuB

Mmuoro peakn (Moxe aa 3acerHar a0 | Ha 10 000 ayium)
- XaJIIOUMHALMKU, OObpPKBaHE
- aneprudyeH oopus

C HeM3BeCTHA 4ecTOTA (OT HAJIMYHUTE JAaHHU HE MOXKe Aa ObJe HarpaBeHa OLIEHKa)

- HaMaJI€H areTUT, BACOKH HMBA Ha KaJIMH B KPbBTa, KOETO MOXKE J1a MPUYHHH HapyLIEHHE Ha
CbpACYHHUS PUTBM

- MOBHIIEHO HAJIAraHe B OYMUTE

- NpoMsAHA B €JIEKTpUUecKaTa akTUBHOCT Ha cbpueTo (EKI'), HeputMuyeH nyic, ycelnaHe 3a
cbpLeOHEeHe, YCKOpEHa CbpaeyHa JEHHOCT

- MpOMsHa B rjiaca

- 4epHOAPOOHO HapyLIEHHE

- MYCKYJIHa ¢i1adocCT

- ObOpeyHO HapylleHHe

Cro0maBaHe HA HeXKeJIAHH PeaKUHH

AKO NONy4YHTe HAKAKBH HEXEJIAHH JIEKApCTBEHU peakLuH, yBeaomere Bawus nekap uiu ¢papmaLesT.
ToBa BKJIFOUBA BCUYKH Bb3MOXKHH HEOMUCAHHW B Ta3M JIMCTOBKA HEXEaHW peakuru. Moxere cbLuo na
CbHOOLIMTE HEXKEJIAHW peaKLIMK AUPEKTHO upe3 MU3nbiHuTeHa areHLMs 1o JekapeTeara: yi. ,,JlamsH
['pyeB” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaiiT: www.bda.bg.

Karo cho01aBare HeXelaHH peakLMK MOXKETe [a JaIeTe CBOsA MPHUHOC 3a NoJly4yaBaHe Ha roBeve
WH(dopMaLMa OTHOCHO 0€30MacHOCTTa Ha TOBa JIEKapCTBO.

- Kak na cbxpansiBate Be3ukep

CbXpaHsABalTe TOBA JIEKAPCTBO HA MACTO HELOCTBITHO 3a JA€eLa.
CbXxpaHsBaiTe nepopajHaTa CIIPUHLIOBKA MPH YUCTH U CYXH YCIIOBHUS M Mpeana3BalTe OT ClIbHYEBA
CBETJIMHA M TOIUIMHA.

Jla He ce u3MnoJi3Ba TOBA JIEKAPCTBO CJI€/ JaTaTa Ha U3THYAHE HAa CPOKa Ha FOJHOCT, KOATO € NMOocCoYeHa
Ha eTHKeTa Ha (JlakoHa ¥ Ha onakoBkara ciea ..l oaen 0o:*/ EXP:. CpokbT Ha roqHOCT OTroBaps Ha
MOCJ€AHUA AEH OT MOCOYEHHUS Mecell.

Jla ce cbxpaHsaBa B OpuruHanHaTta OyTHIIKa, 3a Aa ce npeanasH OT CBETIMHA. T03H J1eKapCTBEH
MPOAYKT HE U3UCKBA CMNELIMAIIHU TEMIIEPATYPHU YCJIOBUA 3a cbXpaHeHue. Criel MbpBOTO OTBapsiHE Ha
OyTUJIKaTa, CyCleH3UATa MOXKE J1a Ce€ CbXpaHsaBa 28 JHHU.

U3xBbpiieTe LA0TO OCTAHAIO KOJTUYECTBO JIEKApCTBO 28 AHU ciiell OTBapsiHE Ha Oy T
JlekapcTBaTa He TpsA6Ba [a ce M3XBBPJIAT B KAHAIM3ALMATA WM B KOHTEHHEpA 3a Ag)
[Tonvraiite Baluug ¢apmaLeBT Kak 1a MU3XBbPJIATE JIEKApCTBATa, KOMTO BEY€E HeE H;,-né'i B qu 1\ %
MEPKH L€ CTIOMOIHAT 3a Ola3BaHe Ha OKOJIHATa cpelaa. byTunkara, cnpuHLIOBKaTa), @e{ TOPBT M BCOKH 7

afxm J

HEW3MOJI3BaH JIEKAPCTBEH NPO/IYKT TPAOBA [1a ce H3XBBPIAT B ChOTBETCTBHE C MECTHHTE M3UCKBAHM .




6. ChabpkaHHe HA ONAKOBKATA H AONBbJHHTE/IHA HHPOpMaLHA

KakBo cbabpxka Besukep

- AKTHBHOTO BElIECTBO € COJIMpEHALMHOB CyKUMHAT |1 mg 3a ml cycnensus.

- JIpyrure cbCTaBKM MOJAKPHIIMH KaJui, MeTHiaxuapokcubensoar (E218),
nponuaxuapokcubensoar (E216), nponunex rnukon (E1520), cumerukon emyncus 30%
(cbeTOsIA CE€ OT CHMETHKOH, NMOJIMETHIIEH INTMKOJ copOuTaH TpucTteapart (E436),
meTunuenynosa (E461), nonueTuneH riavkon creapar, rTMUEPUIH, kcaHTaHoBa ryma (E415),
O0enzoena kucenuHa (E210), copobunoBa kucenuna (E200), capHa kucenuna (ES513) v Boaa),
kapoomep, keunuron (E967), auecyndam kanuii (E950), ecrecTBeH noprokajioB apoMar
(ChbabpIKall €CeHUMaTHU NMOPTOKAIOBH Mac/ia, ECTECTBEHU apOMaTH3Mpallly BELECTBA, €TaHO,

nponuieH raukoi (E1520), 6yrunupan xuapokcuanuzon (E320) u Boaa), HaTpueB XMAPOKCHU/L,
Mpe4YUcTeHa BOJa.

Kak u3riexkaa Bezukep H KAaKBO ChABPKA ONAKOBKATA

Besukep nepopanHa cycneH3us e 0ss1a 10 noutu 0s51a, BOAHA, XOMOre€HHa CYCIIeH3Us C apoMar Ha
NMOpTOKAJ.

Be3ukep nepopanHa cycneHsus ce npeajara B kadgasa nonuetuineH-repedranarosa (PET) Oyrunka
ot 150 ml cbe 3ammMTEHa OT Aela Kanayka OT NOJIMETWIEH-MOJIMMPONUIIEH ¢ BUCOKA MJIBTHOCT.
YcrpolicTBaTra 3a 103MpaHe U MPUI0KEHHE ca ONaKOBAaHU B KApTOHEHaTa ornakoBka: 5 ml nepopaina
CIIPUHLIOBKA W aJ1anTop 3a I'bpJIOTO Ha OyTHIIKaTa.

IMpuTexaTes HA pa3pellieHHETO 3a ynorpeda
Astellas Pharma Europe
BV Sylviusweg 62

2333 BE Leiden
Huaepnanaus

IIpoun3BoauTe
Delpharm Meppel B.V.
Hogemaat 2

7942 JG Meppel
Hupepnanaus

To3n JlekapcTBEeH NPOAYKT € PErHCTPHPAH B AbpPKaABHTe-4JIeHKH HA EBponeHcKkoTo
HKOHOMHYeCKO npocTpancTBO H B O0eauneno Kpascrso (CeBepna Upianaua) noa ciieHHTE
HMeHa:

ABctpus, benrus, bvarapusa, XbvpBarcka, Kunbp, Yewka penybnuka, lanus, Ecronus, ®uHnanaus,
®panuus, ['vpums, Yurapus, Ucnanaus, Jlareus, JluxreHwaiin, Jiutea, JlrokcemOypr, Manra,
Hupnepnanaus, Hopserus, Ilonwa, Ilopryranus, PymbHus, Llseuns, Cnosenus, Cnosakus, Ucnanus
U O6eanneHo Kpancrso (CepepHa Mpnanaus): Vesicare

HUrtanusa: Vesiker

['epmanus: Vesikur

HUpnanaus: Vesitirim

JlaTa HA MOCJIeIHO NMpepa3rJexaane Ha JuctoBkara: 04/2024




