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NPOKTO-TJIMBEHOJ 2,12% / 5%PeKkTaleH KpeM
JInpoxanHOB XUAPOXIOpHL/ T pHOCHO3HT

PROCTO-GLYVENOL 2.12% / 5% Rectal cream
Lidocaine hydrochloride/Tribenoside

HpoyeTeTe BHEIMATEIHO MANATA NHCTOBKA, HPEIH Ia 3aII0YMHETE A H3MO0A3BATE TOBA

JeKAPCTRO, Thil KATO TH CHALPXA BaXHa 3a Bac nrdopMalnsg.

BuHary H3noJi3BaiiTe TOBa NeKAPCTBO TOTHO KAKTO € OMHCAHO B TasH IMCTOBKATA WIH KakTo By €

Kasan Bamus sexap umn dpapmanesr.

- 3anazere Tazn NUCTOBKA. Moke 13 ce HANOXM Ja A NPOYETETE OTHOBO.

- AKo ce HyxkJ[aeTe OT JOITBIHATEAHA HHDOpMALIHA WA CBBET, HonHTaliTe Baums dapManenT.

- AXO monyunTe HAKAKBH HEXEITAHH JICKAPCTBEHH PeakilHH, yBeJoMeTe Bamud nexap uiH
tapmMatierr. ToBa BRIFOYBA ¥ BCHYKH BE3MOXXHH HexXelIdHH peaKi{Hi, HeONICANH B Ta3H
IHCcTOBKA. BIDKTe TOYKA 4,

— Axo creqy 1 ceiMHIIa He ce YyBCTRATE N0-Zo0pe WM ChCTOAHEETO Bu ce BomHy, Tpa6Ba Ja
OOTBPCHTE NEKapCKa NOMOLI,

Kaxeo CHABPKA TA3H JHCTOBKA

1.  Kaxso npeacrapnaea TIPOKTO-TJIMBEHON 2,12% / 5% Pexrtanen xpeM H 3a KakBo ce
H3TI0TI3BA.

Kakgo Tpa6pa 1a snaete, mpeau na psmonsgate [IPOKTO-TJIMBEHOIN 2,12% / 5% Pexranen
KpeM :

Kak na wanmonspare [IPOKTO-TJIMBEHOJI 2,12% / 5% PexTanes xpem

BE3MOKHH HexKelAHH PeaKiiun

Kaxk na cexpanssare [IPOKTO-ITMBEHOJ 2,12% / 5% Pextanen kpem

Chrepixadne Ha ONAKOBKATA B JONLINWTENNE WHPOpMAatus

»

Sk

1.  Kaxso npeacrapiagsa [IPOKTO-I'THBEHOJI 2,12% / 5% PexTaneH KpeM H 32 KAKBO C€
H3II0a3Ba

HPOKTO-TTIMBEHOJI 2,12% / 5% PekTaneH KpeM ce MPUITAra 3a JIOKAIHO JICYCHAE HA BEHIIHY H
BBETPEIIHH XEMOPOUIH. XeMOpOUANTE MPeICTABIABAT MOAYBAHE Ha BEHATE B 001aCTTa Ha peKTyMa
HIIH aHyca, KOUTO Ipenr3BHKBAT 6031]{3, CMBICHE H c&pﬁexc.

Kax peiictea IIPOKTO-I''THBEHOJI 2,12% / 5% PexTalieH KpeM

AKTHBHO JefiCTBALIHTE BELIECTRA B CHCTABA Ha JIEKAPCTBEHHA NIPOAYKT OKasBaT cBod neuehen edexr,
KaKTO CAejBa;

TnpeaTa AKTHBHA CHCTABKA TPHOEHO3M] NelicTBA TOKATHO BHPXY NPUHIMHHTEINTE Ha BL3MANCHHETO B
MAJIKHTE KPBEOHOCHH CBIOBE.

BTopaTa akTHBHA CHCTABKA JIMAOKAMHOB XHAPOXIOPH € JIOKANECH aHECTETHK, KOHTO He3abaBHO
o0nekdasa 6onkaTa, chpbeka U napeHeTo, TPHIHHEHH OT XeMOPOHIUTE.

AKo crefl eflHa ceAMHLA He Ce TyBCTEaTe Jo0pe Wil cheTosHeTo BH ce Bomm, TpadBa Ja HOTBPCHTE
JieKapcka MOMOIH,

2. Kaxrgeo Tpsiea ga 3uaere, npean 12 m3noaseate HIPOKTO-IIIMBEHOJI 2,12%
PexTanen kpem

He minonssaiite IPOKTO-ITTHBEHO.T 2,12% / 5% PexralleH Kpem




e AKO cTe aJeprHIHN (CBPEXUYRCTBATENHH) KBM aKTHBHHTE BEIIECTBA HWIH HIKOS OT
ocTanannTe cberapkd Ha [TPOKTO-TJIMBEHOIT 2,12% / 5% Pexranen kpeM (H36poeHH B
Kpas Ha TO4YKa 2).

IIpenynpexnenda H HPeJNA3HH MEPKH
Tpsabra Aa ce W30ATBA KOHTAKT ¢ OUMTe. AKO TOBA C€ CJTy9M, H3IIAKHETE 09KTe OOMIHO ¢ YHCT2 BOJA.
AKko gucxoMGopTET OPOABIDKHA, TOTEPCETE JeKApCKa [OMOIL,

IIpomykreT He TpsibBa Ha ce IOrTHINA,

Koncynrupaiite ce ¢ Bamms nexap i ¢apManest, npenu aa npunarare [JIPOKTO-ITIMBEHOJ
2,12% / 5% PextaneH KpeM, KO CTpaJare OT YepHoApoOHO HapyIIeHHe.

Hena

He uanionssaiite [TIPOKTO-ITIMBEHOJI 2,12% / 5% PekrancH KpeM NpH Aena i HOMM mox 18
roJHHH, 6e3 1a ce KOHCyATHpaTe ¢ Bamus Jiekap. Hama KnMHWIHHE HaHAH 3a yoTpebara Ha
TIPOKTO-ITHMBEHON 2,12% / 5% PexrTaneH KpeM OpH Gena.

Apyru aexapersa € IPOKTO-FJXHBEHO.T 2,12% / 5% Pextajien Kpem

Hama ceenenus 3a pzaumogetictsne Ha [IPOKTO-TTMBEHOJI 2,12% / 5% PexraneH KpeM ¢ IpyTH
NEKAPCTBEHA IPOIYKTH.

B ciyqaii ye mpueMare 6era- OnoKepH WIH APYTH aHTHAPHTMHIHH JIeKapcTBa (HAMON3BAHH 32
NedeHne Ha BHCOKO KPBbBHO HANATAHE UM OTKIOHEHHA OT ChPASIHHS PHTEM), [IPEfy 12 MPHIKATE
TO3M JIeKapcTBer MPOAYKT ¢ KOHCYNTHpalTe ¢ Bammsa nexap.

Hudopmupaiite Bamms nexap wiu $papMaLeBT ako MPHEMaTe, HACKOPO CTe MpHeMany HiH e
Bb3MOXHO Ja NpHEMATE APYTH NEKapCTBa.

BpeMeHHOCT, KBpMEHE H depruanTer
AKo cTe 6peMenna HITH KBpMUTE, cMATATE, Ye MOXe Ja ¢cre GpeMEeHHa HIIH INaHHpaTe GPeMEHHOCT,
TIOCHBETBalTe ce ¢ Bamma nexap unu dgapManerT Npeau ynorpefara Ha TOBA NEKAPCTRO.

Ilodupane u padora ¢ MaIIUHK
IMPOKTO-TNMUBEHOJI 2,12% / 5% Pextanen xpeM He 6u TpabRaNo Aa 0Ka3Ba RIHSHHE BHPXY
crnocofHOCTTA 2a MmopHpaHe ¥ pafora ¢ MaNIHHM.

MPOKTO-TJIABEHON 2,12% / 5% PeKkTalleH KpeM ChALpKA:
¢ lletunor ankoxoln, koiTo MOXe Ja IPUYKHH JOKATHA KOXKHE PEAKITHH (HATpUMED KOHTAKTEH
ICPMaTHT).
e  MeTun napaxuapoKcHOEH30AT 1 IIPOITHN NAPAXHAPOKCHOEH30aT ~ BE3IMOXKHO € Ja NPHYHHAT
anepruiHH peaxuum (or 3adapen THIL).

3. Kax na mznonzpare IPOKTO-TIHBEHOJI 2,12% / 5% PekTalIeH KpeM
Buraru uanonsaiite [TPOKTO-TTIMBEHOJI 2,12% / 5% Pexranes KpeM TOYHO KAKTO € OIHCAHO B
Ta3yl AHCTOEKA HIIH KakTo By ¢ kazan BaimwaT fekap HiaM dapMaueBT. AKO He ¢Te CHTYPHH B HEINo,

nonuTatite Bamus nexap 1in gapManesTt.

Hauun Ha npunoxeHue

1. Tlowucrere 3aCETHATOTO MACTO ¢ MOAXOMAAIA KbpITa Uiy canfperka.

2. BauMarenso nojcyimere ¢ XapTHEHa 1T MEKa KbpIia Npefd Ja TPUIIOAHTe Kp

3. Cnex Kato OTCTPaHHTE KAMadKaTA M 3AUHTHOTO (GoMHo (aKo HMa TaKOBa), 3R
JO3HpaImAT AILIMKaTOp BBPXY TyOaTa.




4. OrcTpaHere KaNaikaTa Ha allTAKATOPA.

5. 3apeTpermHo NpHNOKEHHE B JONHATA TACT HA AHA/THMA KaHAN, BHUMATEIHO NTOCTABETE
RO3UPAIMUAT aTIHKATOP MAJIKO TIO-HABBTPE B aHyCa ¥ BEMMATENIHO CTHCHETE Tybarta, 3a fa
HapJe3e KpeM B aHyca.

6. 3a BHHITHO NPHIOKEHHE, ¢ YUCT NPHCT HAHECETE KPEM OKOIIO aHy<Ca.

7. llpunarafite 0T kKpeMa FOKATHO 1O ABA TETH Ha J¢H, €OHH TET CYTPHUH H ENHH BEYEp.

8. Cnen Besaka ynotpe6a, ¢ TOMOINTA Ha BIAXKHA XapTHEHa MIIH IaMyqHa KbpIa, Habnpenaiite
OCTaThKa OT KPEM 10 alUTMKATOpa, Cel KOSTO MOCTABETE KanaykaTa BEPXY HETO.

9. Cren ynotpe6a Ha KpeMa, M3MHitTe PRIETE CH ChC CANYH H BOJA.

Hsxpupriere annukatopa 14 guu ciej mepBoHadantara My ynoTpeba. Ilonuratite Bamma dapmauesr,
Kak Ja H3XBBPIIHTE OCTATEKA OT NEKAPCTROTO, KOSTO HAMA NIOBEYE A4 HINON3BATe.

Ipenopvuumennama do3a e:

Kozamo cumnmonmume ca ocmpu

IMpunaratiTe 1 anmmkalis OT KpeMa JB4 ITbTH JHEBHO (CYTPHH H Bedep).
Kozamo cumnmomume namanesm

Hsnonzsaiite | anMkaluus OT KpeMa BeIHEK JHEBHO.

He nmpepuinasaiiTe npenoprsYaHaTa go3a,
Habarepaifre BCcIKAaKbB KOHTAKT ¢ OUHTE,
He normematite [TIPOKTO-I'TIMBEHOIJI 2,12% / 5% Pexranen kpeM.

IIpoduamcumennocm HA Redenuemo

Hsnomssaiite [TPOKTO-I'TIMBEHON 2,12% / 5% PekraneH kpeM A0 MBIHOTO H34YE3BAHE HA
CHMIITOMHTE.

AKO CHMIITOMHTE NPOABILKAT [I0BeYe OT e/[HA CeAMHIIA, KOHCYITHpaiTe ce ¢ BallHd JIEKap.

AKo ¢Te H3NI0J3BAJIH TIOBEYE OT HeoGxoauMaTa aoza IIPOKTO-TTHBEHOJ 2,12% / 5%
Pexranen xpem

Hsima u3BecTHU nannu 3a npegosupane ¢ [IPOKTO-FMTUBEHOJI 2,12% / 5% PekTanes KpeM.
BuhpeKd TOBa, aKo ¢Te HIMOI3BAIH ToBeye 0T Heofxomumara goza [IPOKTO-ITIMBEHOJ 2,12% /
5% PeKTaneH KpeM, MOIIA, KOHCYNTApaiiTe ce BejHara ¢ Baumas nexap niH GapMauenT.

Ako o norpenika noreadere [IPOKTO-TTIMBEHOJI 2,12% / 5% Pexranen kpeM, CBBpiKeTe ce
BenHara ¢ Bamus rexap unmu dapManesr.

Axo cte noreaHaan IPOKTO-TTHABEHOJ 2,12% / 5% Pexralien kpem
Begnara noTepeeTe IeKapcka noMoni,

Axo cre npomycHann aa moomeare IPOKTO-TTTABEHOJ 2,12% / 5% PexTanes kpeM

Axo cte npomycranu go3a [IPOKTO-TJTUBEHOI! 2,12% / 5% Pexranen kpeM, He ce
npurecHsBaiite. [Ipanoxerte cnenpamara gosa [IPOKTO-ITTMBEHOJ 2,12% / 5% PekraneH kpeM B
obugaifroTo Bpeme. He npunaralite npoiida 503, 34 Ja KOMOECHCHPATE TPOITYCHATATA.

AKO EMaTe HAKAKBH JOITBIHATENHE BhIPOCH CREP3aHH ¢ YIOoTpebaTe Ha ToBa NEKAPCTBO, MONHTaTE
Baniia mexap AIH GpapMarierT. :

4, BB3MOKHH HexeJAHR peakiiu

Kakro Bcuakn nexapersa, [IPOKTO-TTTMBEHOI 2,12% / 5% PexraneH kpeM MOXe Ja
HeJXellaHH peaKiii, BRIPEKH Ye He BCEKH T'H NoydaBa.
HakoH OT HeReNAHATE PEAKITHE a4 MHOTO PEAKE (Mo2am 0d 3GCezHAM NO-MAKe om j
000 vosexa)



B MH020 pedKu cayuau MOXe 1a PHIHEM TEKKH ANEprauHH PEaKLnH (aHAQHIAKTHYHY PEAKIMH).
Cnpere ynotpebara Ha NpoAyKTa H ¢e CBBpiKeTe He3abasHO ¢ Banus Jiekap, ako MOTYYHTE HAKOK OT
H3GpOSHHTE CHMITTOMH, KOMTO MOTaT Ja ObJaT 3HAK 3a afiepriyHa peaKius.
o Xpunose, 3aTpyHeHO AHINAHE WM NPETTbIAKE, YCOllaHe 3a CTAraHe B o6/acTTa Ha
TbPAMTE.
e [loaysane Ha IMLETO, YCTHHUTE, €3HKA H/HIH IBPIOTO.
» Cunen KoxeH cbpbexk, ¢ YepBeH o6pHB HIH H3pa3eHH MeXYPH.

Hskon T HeXeNaHHTE PeaKIUH ca PeAkn (mozam da 3aceznam medxcoy 1 na ecexu 1 000 vosexa)

[IPOKTO-TJIMBEHOJI 2,12% / 5% PekTaneH kpem kato usio ce noHacs aobpe. BENpekH BCHYKO, B
PENKH CITyMaH MOXKe Ja NPeIH3BHKA KOXKHH peakilHH KaTo MapeHe, ¢xplex uiu 3auepBaBaHe Ha
MACTOTO Ha IIPKRAArane WK Aopy aa ofxeane cbeeann 3ouk. Koncyntupalite ce ¢ Bauma nexap, ako
MMate HAKOH OT Te3H CHMIITOMH.

AKO MONMY4HTe HAKAKBY HEXXE/aHN NSKAPCTBEHH peakuuy, yseaoMere Bamna nekap Wi GapMauesT.
ToBa BKTIOYBA BCHYKH BL3MOMKHH, HEOTIHCAHM B TAZH JIHCTOBKA, He)KeNany peakimy. MoxeTe CEIIO
Aa CHoOmKTe HesKeNAHY PEaKuuM ANPEKTHO MPe3 HALMOHANHATA CHCTeMA 3a chobiasane:

bbarapua

VameaAHTENTHA areHIHA 110 NeKapeTBaTa
yn. Jdaman Ipyes” Ne §

1303 Codua

Ten.: +35 928903417

yeGeaiiT: www.bda.bg

Karo chofluaaTe HeXeNaHN PeaKiinK, MOKETE 113 1ajieTe CBOA NPHHOC 32 TIONYYaBaHe HA TIOBEYS
nudopMaLg OTHOCHO 0e30macHOCTTa Ha TOBA JIEKAPCTBO.

5.  Kak pa cexpansisare JIPOKTO-TTTMBEHOJI 2,12% / 5% Pexrajen Kpem

Ja ce ¢expaHaBa Ha MACTO, HEAOCTBITHO 33 ASLE.

Cwxpauasaitre [TPOKTO-TJIMBEHOJ 2,12% / 5% PekraneH kpeM Ha Temneparypa 1oz 25°C, B
OpHIMHATHATA OTAKOBKA,

He usnonasaiire TIPOKTO-TIMBEHOJI 2,12% / 5% PextaneH kpem c/IeA CpoKa HA NOJHOCT,
oT6eNI3aH BbPXY KAPTOHEHATa OIIAKOBKA H B OCHOBATa Ha TyGaTa. CpoKbT Ha FOAHOCT OTroBapA Ha
NOC/IeAHKA ISH OT TNIOCOYEHHR MECELL.

He v3xebpasiite ekapcTara B KAHAMM3ALUMATA WIH B KOHTeliHepa 38 JOMALHH OTNAABLHA.
[Monwraiite Bainvs (apMaliesT KaK fa UIXBBIATE NEKAPCTEATA, KOUTO BEYe He H3nonssare. TesH
MEPKH L€ CTIOMOrHAT 32 ONa3BaHe Ha OKOJIHATA Cpena.

6. ChAbpikanne HA ONAKOBKATA H JONBAMHTEINSG HAGopManns

Kakso chaspxa IPOKTO-TJTUBEHOJI 2,12% / 5% PexTanen kpem

AXTHBHHTE BEILECTBA C4: THAOKAHHOB XHAPOXIopHa W TpubeHo3HA.

Jpyrure cheTaBku ¢a: Makporonos uerocreaphierep (Cetomacrogol [000), uetnios ankoxon,
UIONPOTIUAOR MIANMHTAT, TEUSH napadus, MeTHA Napaxvapoxcubensoar, nponun
napaxuapoxcubensoar, copburanos cteapar (Arlacel 60), copOuTon, TeUeH (HeKpHCTANH3HpaLL),
CTeapHHOBA KMCETHHA, NPSYHCTEHA BOJA.

OnAK0OBRATA




IMPOKTO-I'IMBEHOI 2,12% / 5% PexraneH kpeM npeAcTaispa 6:1, XOMOTEHEH KPeM, ONakonaH B
aTyMHHHEBA Ty6a ¢ TaKOBO MOKPUTHE ¢ WM Ge3 anyMuHMeBa MeMOpaHa, 3aTRapsIa ce ¢
ODONMHETHICHOBE KAllA9KAa Ha BHHT H IIOTHAESTHACHOB Ha[cpaﬁmnc

IprTexaTen Ha pa3pelmieHHeTO 33 YNOoTpeda M NPOHIBONUTET

IIpuTexaTea HA paspenieHreTo 3a ynorpeda:
GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Hpnannms

IIpousBoauTean:

Novartis Consumer Health GmbH, Zielstattstrasse 40, 81379 Miinchen, I'epManus

GlaxoSmithKline Consumer Healthcare GmbH & Co. KG, Barthstrasse 4, 80339 Miinchen, I'epMasus
3a gorbiHATENHA HH(OPMALIHS OTHOCHO TO3H JICKAPCTBEH MPOAYKT, MOJA cm.p:xe*re € C JIOKAHHA
TNpeICTABUTEN Ha MPUTEXaTeNs Ha paspemenHneTo 3a ynorpeba:

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

JAaTa Ha NocxegHo Npepasriekaate Ha JHCTOBKATA

AHyap 2019




