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l'[poqe're're BHHMATEJIHO USJIATA JJHCTOBKA, IPEJIH 1A 3al109HETE a H3IM0J3BaTe TOBA JIeKapcTBo,

ThH KaTo T ChALPAa BaxHa 32 Bac nudopmanms.

BuHary u3nomnspaiite ToBa IeKapcTBO TOYHO KAKTO € OMHMCAHO B Ta3W JIMCTOBKA MITH KakTo Bu e kasan

Bauus nexap unu dapmarnest.

- 3ana3sere Ta3M JMCTOBKA. Moxe 1a ce HANOXH Jia § poYeTeTe OTHOBO.

- AKoO ce HyXJlaeTe OT JIOIbIHUTENHA HH(OPMaIHs WK ChbBeT, nonuTaiite Bamms dgapmanesr.

- AKO MOJIyYuTe HAKAKBH HEXENaHH peakluu, yBejoMere Bamus nekap unu dapmaiest. Tosa
BKJIKOYBA U BCHYKH Bb3MOXHH HEXETIAHH PEaKI[HH, HEONMHCAHM B Ta3H JTHCTOBKA. Buxre Touka 4.

- Ako cnepi 1 ceiMHuIa He ce YyBCTBaTe Mo-100pe MK cheTosHMeTo Bu ce Biowuu, Tpsabsa na
MOTBPCUTE JIeKapcKa MOMOLLL.

Kaxgo CBLABLPKA TA3H JHCTOBKA:

—

Kaxso npencrapissa [TIPOKTO-T'JIMBEHOJI 400 mg/40 mg Cymo3uTOpHH H 3a KaKBO CE M3I10/13Ba
Kakso Tpa0Ba jia 3naete, npeau aa usnonssare [IPOKTO-T'JIMBEHOJI 400 mg/40 mg
CYTIO3HTOPHH

Kax jpa usnonseare [IPOKTO-I'JIMBEHOJI 400 mg/40 mg cyno3utopun

BB3MOXHU HEXETaHU peakiii

Kak na cexpaunssare [IPOKTO-I'TTMBEHOJI 400 mg/40 mg cyno3uTopuu

Cobabpxaiie Ha ONaKOBKATA H JOITBIHUTENHA HH()OPMALIHS

b

2 e

1. Kakso npeacraBiassa [IPOKTO-I'IMBEHOJI 400 mg/40 mg cynmo3uTopHH H 32 KAKBO ce
H3M0JI3BA

[MTPOKTO-TJIMBEHOJI 400 mg/40 mg cyno3uTopHH ce U3I0JI3B4 34 IOKAIHO IeYeHHe Ha BBHIIHHA U
BBETPEIIHH XEMOPOH/IH. XeMOpOKIUTe IIpecTaBIsgBAT NOyBaHe Ha BEHUTE B 00J1aCTTa HA PEKTyMa MITH
aHyca, KOMTO TpeU3BUKBAT B0Jka, CMbIeHE B ChpOe.

Kak IIPOKTO-I''IMBEHOJI 400 mg/40 mg cynosuropuu Jieiicrea

AKTHUBHO JIelicTBallliTe BEIIECTBA B ChCTABA HA JIEKAPCTBEHHA NMPOIYKT OKa3BaT cBos JieyeleH edekT,
KaKTO clie/iBa:

[TbpBata akTHBHA ChCTaBKa TPUOEHO3U] AeiicTBA NOKATHO BhPXY NPHYMHHTEIHWTE Ha Bb3NANEHHETO B
MaJIKuTe KPbBOHOCHH ChJIOBE.

Bropara akTHBHa ChCTaBKa THIOKAHH UM HErOBaTa COJl, JIMIOKAWHOB XUIPOXIIOPHI, € JIOKAJeH
aHecTeTHK, KoliTo He3abaBHO obnekyaBa HoJikara, cbpOexka U NnapeHeTo, IPUYHHEHH OT XeMOPOHJTUTE.
AKo clie/l eJlHa Ce/IMHIIA HE ce UyBCTBaTe NoOpe Wi CheTosHMETO BH ce Biomu Tpsaba aa notepeute
JIeKapcKa rnomoul.

2.  Kaxkso Tpabsa 1a 3Haete, npean aa usnoassate IPOKTO-I'IMBEHOJI 400 mg/40 mg
CYNO3HTOPHH

He n3nomssaiite IPOKTO-I'/IMBEHOJI 400 mg/40 mg cyno3uropun o

* AKO CT€ allepriyHu (CBpbX4yBCTBHUTENIHH) KbM aKTHBHHTE BELLECTBA MIIH HA wm
cbetaBky Ha [TPOKTO-T'JIMBEHOJT 400 mg/40 mg cynosutopuu (M36po

IIpeaynpesxaeHns H NpPeANaZHA MePKH



Tpsabtpa na ce u304rBa KOHTaKT ¢ O4UTE. AKO TOBA Ce CIIYYH, H3MIAKHETE OUMTe OOMITHO ¢ YHCTa Boja. AKO
JUCKOM(OPTHT NPONBIKH, NOTBPCETE IEKAPCKa MOMOLIL,

IIpoaykTsT He TpAORa Jia ce Moribiia,

Koncyntupaiite ce ¢ Bamus nexap unu ¢apmauest, npeju na usnoussare [IPOKTO-TJIMBEHOJI 400
mg/40 mg cyno3uTOPUH, aKO CTpajare 0T YepHOAPOOHO HapyIIEHHE.

Jena

He usnonssaiitre [TPOKTO-I'IMBEHOJI 400 mg/40 mg cyno3uTopus npu jena 1 roHowH noj 18 roauuu,
6e3 s1a ce koHcyaTUpare ¢ Bamms nekap. Hsama kiuuudnu gannu 3a ynorpebara na [IPOKTO-
'JIMBEHOJT 400 mg/40 mg cynmo3uTopuH NpH Jiela.

JApyru aexkapcersa u IPOKTO-TJIMBEHOJI 400 mg/40 mg cymosutopuun

Hama ceenenus 3a s3aumoseiicteue Ha [IPOKTO-I'TIMBEHOJI 400 mg/40 mg cyno3suTopuu ¢ Apyru
JIeKapCTBEHH MPOJIYKTH.

B cmyuaii ue npuemare Geta- Gl10Kepy WM APYTH aHTHAPUTMUYHM JIEKAPCTBA (H3MON3BAHM 33 IEYeHHE Ha
BHCOKO KPbBHO HaNsraHe WIIM OTKJIOHEHHS OT ChpJeYHHs PUTHM), PeH Jia IPHIOXKHUTE TO3H JIEKApCTBEH
NPOAYKT C& KOHCynTUpaiite ¢ Bamus nekap.

Hudopmupaiite Bamms nekap wiu ¢papMaueBT, ako npueMare, HACKOPO ¢Te NPUEMATH HITH € Bb3MOXKHO
Jla IpUeMare JIpyrH JIeKapcTRa.

Bpemennoct, Kkbpmene u epruanTer
Axko cTe GpeMeHHa WK KbPMHUTE, CMATaTe, 4e MOJKe Ja cTe GpeMeHHA Wi TIaHuparte GpeMeHHOCT,
niockBeTRakTe ce ¢ Bamus nexap unu dapmaneBt npeau ynorpedata Ha TOBa JIEKapeTBO.

Illo¢gupane u pabora ¢ MAIIHHHA
IMPOKTO-TJIMBEHOJI 400 mg/40 mg cyno3utopuu He 61 TpAGBao Jia 0Ka3Ba BIMSHHE BBPXY
crocobHOCTTa 3a WodupaHe U paboTa ¢ MalHHH.

3.  Kaxk na msnoassate IPOKTO-TJIHBEHOJI 400 mg/40 mg cyno3utopun

Bunaru usnonsgaiire [IPOKTO-I'TTMBEHOII 400 mg/40 mg cyno3suTopiH TOYHO KAKTO € ONKCAHO B TasH
JIMCTOBKA WM KakTo By e ka3an Bawus nexap unu ¢apmaiieBT. AKO He CTe CHTYPHM B HEILO, onuTaiiTe
Bammg nexap unu ¢papMauesT.

lipenopvuumennama 0osa e:

Kozamo cumnmomume ca ocmpu:

IMocTassiiTe 1 cyno3uTopus qBa IbTH THEBHO (CYTPHH M Beyep).
Kozamo cumnmomume namanesm:

H3non3Baiite | cyno3uTopHs BeAHBK JHEBHO.

He npesuinaraiite npenopryaHaTa o3a.
H3bsareaiiTe BcsiKakbB KOHTAKT ¢ OYHTE.
He nornsiaiire [TIPOKTO-I'TTMBEHOJT 400 mg/40 mg cyno3uTopuu.

Hpoownocumennocm na nevenuemo:

Hznonseaiite [TIPOKTO-T'JTMBEHOJI 400 mg/40 mg cyno3suTopiu 0 MEJIHOTO H3Ye3BaHE Ha
CHUMIITOMHATE.

AKO CUMNITOMHUTE npoabinKaT rnoBeye OT eHa cCeaMuLAa, KOHcyﬂTHpaﬁTﬁ ce ¢ Bamus JIeKap.

HauynH Ha npuIoxeHue

1. Basemere eqHa CYNO3HTOPHS OT ONAKOBKATA, KATO A OTKBCHETE OT JIeHTAT3; /

2. CrapaTenHo H3MHBAliTe pBIETE CH NPEAH M clie yroTpeba. /

3. IlouncreTe 3acerHaTaTa 30Ha H HEXHO NOJCYIIETE ¢ XapTHEHA WIH Me
NPUIIOMKUTE CYIIO3UTOPHSATA.




4. Tlpunoxere MOCPEACTBOM HEXHO MOCTABSIHE Ha eJlHa CYTIO3UTOPHUS B aHyca, Taka 4e Ja He CThPYH
H 1 OCTaBETE BBTPE.
5. He u3nonspaiite BasenuH WM OJIMO KaTO JIyOPHKAHT.

AKo0 cTe U3N0J3BAJH NoBeve oT HeobXoauMaTa go03a [IPOKTO-I'TUBEHOJI 400 mg/40 mg
CYNO3HTOPHH

Hsima u3BecTHu jannu 3a npenosupane ¢ [IPOKTO-I'TIMBEHOJI 400 mg/40 mg cynosutopun. Benpeku
TOBa, aKO CTe M3MON3BaNH Mosede oT Heobxoaumara no3a [TPOKTO-I'JIMBEHOJI 400 mg/40 mg
CYTIO3UTOPHH, MO, KOHCYNTHpaliTe ce BeAHara ¢ Bauumsa nexap wimi dapmanesr.

Axo no norpeiika norsinere [IPOKTO-I'JIMBEHOJI 400 mg/40 mg cyno3uTopuH, CBEpXKETe ce BeHara
¢ Bauus nexap unu ¢apmMauesr.

Axo cre nponycnanu aa minouaszsate IPOKTO-I'JIMBEHOJI 400 mg/40 mg cyno3suTopun

Axo cte nponycHanu jgo3a [TIPOKTO-T'JIMBEHOJI 400 mg/40 mg cyno3uTopHH, He Ce MPUTECHABAITE.
IMpunoxere cnejpamara go3a [TIPOKTO-TJIMBEHOJT 400 mg/40 mg cynosutopuu B 06M4aifHOTO BpeME.
He npunaraiite nBoiina /103a, 3a 1a KOMIIEHCHpaTe MPOMyCcHATATA.

AKO HMaTe HAKaKBH JIOMBJIHUTEHH BRIPOCH CBBP3aHN ¢ ynoTpedara Ha TOBa IeKapcTBO, MONUTaiiTe
Bauus nexap uinu apmMatesT.

4, BB3MOKHH HeXXeJaHH peaKHuH

Kaxro Beuuku nexapersa, [IPOKTO-TTIMBEHOIT 400 mg/40 mg cyno3uTopuy MoXe Aa npean3Buka
HeXXellaHH peaklliy, BhIpPeKH ue He BCEKH I'H ToNyJaBa.
Hsxon oT HexkeJIAHNTE PeaKIHH ¢a MHOTO PeKH (Mozam da 3aceznam no-manxo om 1 na ecexu 10000
yo8exa).
B MHozo0 peoxu cryuau Moxe Ja NPHYUHA TEXKKH ANEPrHYHH peakiun (aHapunakTHiHu peakuuu). Cnpere
ynotpebara Ha JleKapcTBEHHS MPOIYKT U ce CBbpikeTe He3abasHO ¢ Baumis nekap, ako noayduTe HIKOM OT
n30poeHHTE CHMNTOMH, KOWTO MOTarT Jia ObJIaT 3HaK 3a allepru4Ha peakius.

e Xpurose, 3aTpyIHEHO JUINAHE WK MperJIbllaHe, ycelllaHe 3a cTaraHe B 061acTTa Ha IbpIuTe.

e [lomypaHe Ha MHUETO, YCTHHTE, €3WKA W/WIIK IbpPIIOTO.

e CuneH koxeH Cbpbex ¢ YepBeH 00PHB MIIH M3pa3eHH MEXypH.

Hsaxou ot HexeTaHUTE PeaKIMM ¢a peakH (mMozam da 3aceznam mexncdy 1 na ecexu 1000 uosexa).
ITPOKTO-T'JIMBEHOJI 400 mg/40 mg cymo3uTOpHH KaTO LANO0 ce oHacs fo0pe. BBIpeku BCHUKO, B
PEJIKH clydan MOKe Jia IPe/IN3RUKa KOXKHH Peakilii KaTo napeHe, chpbesk WITH 3auepBABAHE HA MACTOTO
Ha npuilarase WiM Jopy na obxsaHe cbeeJiHu 30HU. Koncyntupaiite ce ¢ Balius nekap, ako HMaTe HAKOH
OT Te3H CUMIITOMH.

Axo MOJYHYHUTE HAKAKBH HEXEIIAHH JICKApCTBCHU peaklHH, YBENOMETE Bauus JIEKap WM (bapMal.lCBT. Toea
BKJIIOYBa BCHYKH Bb3MOXXHH, HEOIMUCAHU B Ta3H JIMCTOBKA, HEXKEIIAHHA pEaAKI[HH. MoskeTe chIllo Aa
CBHOOIIMTE HEXKENaHH Pe€aKkliiu JUPEKTHO Ype3 HAlHOHANIHATA CHCTEMA 34 cboO1IaBaHe:

Bearapus

H3anenHuTENHA areH1ns 110 JiekapcTBaTa
yi. ,,Jlamsan 'pyer” Ne 8

1303 Cogus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

Kato csonaBaTe HEMXEJIaHH peaKliK, MOXKETE Ja Ja/leTe CBOA IIPUHOC 34 MoJy4YaBaHe Ha nmoBe4e

.

HHq)OpMaLIHﬂ OTHOCHO 0e30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak aa cexpanseate IPOKTO-IJIMBEHOJI 400 mg/40 mg cymo




Jla ce cbXpaHaBa Ha MACTO, HEIOCTHITHO 32 Jlela.

Coxpanssaiite [IPOKTO-TJIMBEHOJI 400 mg/40 mg cynosutopuu npu TemMneparypa nog 25°C B
OpHTHHAIHATA OlAKOBKA.

He usnonssaiite [TIPOKTO-I'TTMBEHOIT 400 mg/40 mg cynmo3uTOpHH Cliell CPOKa Ha FOJHOCT, 0TOeNA3aH
BbPXY KapToHeHaTa onakoBka. CpoKbT Ha TOIHOCT OTrOBaps Ha MOCEIHUs [eH OT MOCOYEHHs Mecell.

He usxebpisiiTe NekapcTBara B KaHaIM3allaTa WK B KOHTeHHepa 3a JIoMallH| otnaabiy. [Tonuraiite
Bawus papmanesT Kak Jia U3XBLpJIATE JeKkapcTBaTa, KOMTO Bede He H3non3eare. Te3n Mepku e
CMOMOTHAT 3a ONa3BaHe Ha OKOJIHATA cpeja.

6. CuAbpKaHHEe HA ONAKOBKATA H JAONbIHHTEIHA HHGOPMAaIH

Kakso ceaspxka TIPOKTO-T'/IMBEHO.I 400 mg/40 mg cynosuropuu

AKTHBHMY BEIECTBA ca: TPHOEHO3MA U JIMIOKAKH.
Hpyrute cbeTaBky (IOMOLIHM BelecTBa) ca: TBbp/a Mac Nel (Witepsol E85) u TBepaa mac Ne2 (Witepsol
W35).

Kaxk usraexaa IPOKTO-I'JIMBEHOI 400 mg/40 mg cyno3uTOPHH M KAKBO ChAbPHKA OMAKOBKATA
[TPOKTO-I'TTMUBEHOJI 400 mg/40 mg cynmo3uTOpHi ca XbJITEeHHKaBOOEH Cyo3uTopur ¢ opMara Ha
TOPTIENO, ONAKOBaHH B JIAMAHUPAHO C IIOJIMETHIIEH W TIOJUIIPOIMIIEH ATyMHHHERO (OIHO.

Omnakogka: 10 cyno3uTopHH.

IpuTekaTen HAa paspelieHHETO 32 YIOTpeda H NPOH3BOHTE

IIpurexaTes HAa pa3pelieHHETO 3a ynoTpeda:

GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Upnanuus
IlpousBoguTen:

GlaxoSmithKline Consumer Healthcare GmbH & Co. KG, Barthstrasse 4, 80339 Miinchen, ['epmanus
3a jombIHATENTHA HH(OPMALU OTHOCHO TO3H JIEKapCTBEH MPOIYKT, MOJISi CBBPIKETE Ce C JIOKATHHUS
NnpeJICTaBUTE Ha TIPUTEKATENA HA pa3pelleHHeTo 3a ynorpeba:

GlaxoSmithKline Consumer Healthcare, Ten.02/953-10-34

JlaTa Ha noc/ieiHO NpepasriexAaHe HA JHCTOBKATA

sauyapu 2019




