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TRANTERHA AFEH LA no NEKAPCTBATA

ViAnseHue 2

AI0 600 /V

HJOJIOITPOKT 1 mg/g + 20 mg/g, pekTanen Kpem
Dayoxopmononos nusaram / Tudoxaunos x@poxfopua SN T REEs

A

&

DOLOPROCT® 1 mg/g + 20 mg/g, rectal cream
Fluocortolone pivalate / Lidocaine hydrochloride

IIpoveTeTe BHEMATE/IHO HANATA JHCTOBKA WPEIN 32 3anN04neTe A2 HINOIIBATE TOBA JEKAPCTEO, THit

KaTo TH ChAbPHKA BakHa 33 Bac nndopmanns.

- Jamasere TasM MCTOBKA. Moxe Aa ce HANOXHM a A MPOYETETE OTHOBO.

- AKO HMAaTe HAKAKBH JOMBJIHHTEIHH BBIPOCH, MonuTaiTe Baumia nexap win dpapMalenT.

- Toea nekapeteo e npeanncano nuuHo Ha Bac. He ro npeorcTemBaitte Ha Apyry xopa. To MOXe 13 HM
HaBpe/iH, HE3aBHCHMO Y€ NPH3HALIMTE Ha TAXHOTO 3a0onaBaHe ca chILMTE KaTo Bammre.

- AKO NONY9YHTe HAKaKBH HexKeNaHH JIEKAPCTBEHH PeakumH, ysezoMere Bamna nekap win dapmauesT.
Tora BrTIoUBa M BCHYKH BE3MOXKHH HEXENAHH Peakiiiy, HEOTIHCAHH B TA3M IHCTOBKA. BrxTe Touka 4.

KaxkBo chabpia TA3H JHCTOBKA!

Kakeo npeacrasnasa JononpokT ¥ 33 KaKBo ce H3N0J3Ba
Kaxkgo Tpabea na 3uaere, npean xa wanomseare ononpoxr
Kak ma n3nonspare Jomonpokr

BB3MOXKHH HesKeNaHH PeaKuHn

Kax ma crxpanspare Hononpokr

ChbappaHue Ha OMAKOBKATA M AOITHIHATENHA HH(GOpMAIHa

Al

1.  Kakso mpeacraBauga J010npoKT H 33 KAKBO Ce H3M0I3BA

HononpoKT ChABPKA B PARTHIHH AKTHBHH BELIECTBA: (ITyOKOPTONIOHOB ITHBANAT H IHIOKAHHOB

XUAPOXAOPKA,.

- AKTHBHOTO BCLIECTBO (ITyOKOPTONOHOR IWBANAT NPHHAIEXH KBM [PYNaTa Ha IIIOKOKOPTHKOM/IHTE,
loTHcka MPOH3BOACTBOTO Ha BELMECTBATA, KOHTO NPHUMHABAT BH3NMANEHNE B TAUI0TO BH. Tosa
00/1eK4aBa OMIAKBAHHA KATO OTOK, ChpGex, napeHe u GOMIKa.

- AKTHBHOTO BEIUECTBO IMAOKAHHOB XHAPOXIOPHA NPHHALIEKH KbM TPYIIATA Ha JIOKATHHTE AHECTETHLH.
IipuunHsiBa U3TPBNBaHE HA MACTOTO Ha NpHiokeHHe. ToBa obnexuasa GomkaTa U cbpbexa B Tasn
obnacr.

HJononpoxt Moxe Aa ce H3N0N13Ba NPH BE3PACTHH 33 06IeKYaBaHe CHMITOMH, CBBP3AHH C

- HOZYNMapHO pasllIMPABAHE Ha KPEBOHOCHKTE CHAOBE OKOJO aHyca (XxeMopoHaanHa Gomect),

- BB3MafieHHe Ha JIMTaBHIATA Ha peKTyMa (HeHHGEKUMO3eH IPOKTHT),

- Bb3HaIeHHe HA FOPHHTE CIOEBE HA KOXKATA OKOMIO aHYCA ChC CHMITTOMH Ha 3a4epBABaHe, OAYBaHeE,
chpbex M CyXOTa MK Chl3eHe (AHANHA EK3eMa).

HononpokT He MOXE A2 MpeMaxHe IPHYHHKTE 33 PAa3BHTHE Ha XeMOPOMNAIHA GONecT, Bh3NaNeH e Ha
JIHTaBHLATA Ha PEKTYMa (HEMH(EKIMO3eH NPOKTHT) M HA aHYca {AHAJIHA EK3eMa).

AKo cneqt 14 aHu He ce qyBcTBaTe 0-A06pe MM CheToARKETO Bu ce Bomm, TpaGea aa n
NeKapcKa noMont.

2, Kaxkpo TpsifBa na 3naete, npean Aa H3NO/I3BATE Hononpoxr



He sanoaspaiite Josonpokt
- @KO CTe ANePrH4HH KM (IIyOKOPTOIOHOB MHBANAT HWIH JHIOKAHHOB XHAPOXTOPHE, WIH KbM HAKOR OT
OCTAHAJTKTE CBCTABKH HA TOBA JIEKAapCTBO (H30POSHH B TOYKA 6);
- aKO MMaTe KOXHa HH(EKUHA OKONO aHYCa | AKO WMATE CHMITTOMMTE Ha cliefiHuTe Gonect B
3acernarata obnacr:
- cnenduIHR KOKHH JIe3HH, aCOIMEPaHH ¢ MPEAaBaHo Mo MOJOB BT 3abonseaHe (CHQIIHC) WK ©
TyOepKynosa;
- BapHuena (WHdexuns ¢ BUpyca BapHUEa 30CTep);
- PeaKUMH BCeACTBHE Ha BAKCHHALMA MITH
- TEeHHTAIHZ HHQEKIHA ¢ OTIpe/ie/ieHH BHpycH (TeHUTANEH Xeprec).

[Ipexynpexaenns 1 NpeAnasHH MePKH
[osopere ¢ Bamus nekap wnu dgapmauest, npeny ga H3nonseate JONMONPOKT PEeKTANIEH KPeM:

- Bunmasaiite JlononpokT aa He nomaziHe B KOHTAaKT ¢ 09nTe. M3MuiiTe cTapaTenHo pbleTe cu el
ynotpeba!

- B ciyuail, ye naTeKcoBM DPONYKTH, KATO NpPe3ePBATHEM, CE H3NON3BAT €AHOBPEMEHHO B 00IIacTTa Ha
nevyenne ¢ JJONONpoKT, HAKOH OT HEFOBHTE CbCTABKH MOTAT A3 [H yBpeaar. ETo 3aio, Te Morar J1a He ca
e(heKTHBHM 3a KOHTPAUEMNLMA HIH 3a [IPeANaspaHe OT 50/IeCTH, KOHTO Ce MPEAABar no MoloB IbT, KaTo
XHB-uudexums. I'opopere ¢ Bamma iekap wid papMaleBT, ako HMATe Hy)KIA OT NOBEYe UHPOPMAIIHA.

- Cebpixere ce ¢ Baluns iexap, ako UMaTe 3aMbITIEHO 3peHHE HITH APYTH 3PHTENHH CMYLIEHHS.

Jena n onomu
He ce npenopbysa neueHHe Ha Jiela W IOHOIUM Ha BB3pacT nold 18 romHy, T KaTO JaHHHTE OTHOCHO
Ge3onmacHOCTTa H epHKACHOCTTA C4 HEJOCTATHYHH.

Apyru nexapersa 1 Nononpoxr

Mo, unopmupaiite Baims nexap, ako NpHeMAaTe WM HACKOPO CTe MPHEMANTH APYTH JIEKapCTBa,
BKJIIOYHTEINHO JIEKAPCTBa, OTIMycKaHu Oea pelienta,

Hskow nekapcTsa Moxe Aa yBenHYaT edekta ot Jononpokt d Baumksat nekap mMoxe fa moHcka aa By
NpocneNsBa BHUMATENHO, 4KO NPHEMaTe TAKHBA JIeKapcTBa {BKITOUMTENHO HIKOH Nekapersa npH XHB:
PMTOHABHp, KOOULIMCTAT).

Twit kaTo JIONOTPOKT ChABPKA CHILO H AKTHBHOTO BEIIECTBO JBAOKAHH, MOJIs, KakeTe Ha Bawumnsa jekap win
dapMaueBT, ako NpHEMATe JIEKAPCTBA 3a HAPYIIEH CbPAEYEH PHTEM (APHTMHS).

BpemennocT B KbpmeHe
Ako cte OpeMeHHa WIn KbPMHTe, CMATATe, Y€ MOXKe Ja ¢Te GpeMeHHa WK [U1aHKpaTe GpeMeHHOCT,
nockBeTBaiTe ce ¢ Bamusa nekap wnn apmanert npeau ynorpebarta HA TOBa NEKapCTBO.

bpeMenHocT
3a pa ce mpeanasy BaiueTo HepoieHO JeTe OT KaKLETO M J1a ¢ PHCK, TpabBa fa ce u3barea ynotpebara Ha
HononpokT, ocobeHo npes MbpBHTE TPH Mecelia 0T GPEMEHHOCTTA.

Kupmene
He Tpabsa na usnomspare lononpokT 3a no-AuIbr NEPUOL, 32 A4 NpeaoTpeaTHTe Bauiero Gee na npueme

NEKAPCTBOTO 4pe3 KbpMmaTa. H3nonssatite ro, camo axo BawusaT nexap Bu nocseetsa aa ro Hanpasure.

IMlognpane u paGora ¢ MAARA
JIonOMPOKT He NOBTHABA HNH NOBNMABA NPEHEGPEXUMO CIOCOBHOCTTA 32 WOHPaHE H paboTa ¢ MalIMHA,

JoJOnPOKT peKTaleH KpeM ChbAbpAa HEeTOCTEAPHIOB AJIKOXO0J
ChbeTaBKaTa NETOCTEAPHIOB ANKOXONM MOKE Ja MPHYMHY JTOKATHH KOKHH peKluu (3
ASPMATHT).

HoonpokT pexTanen KpeM cuIbpia 5 mg Gen3naoB anK0oX0oN BLB Beekn 1 g prm,
eKBABAJCHTHE HA ,5% wiw,



Coerapkara GEHIHIOB ANKOXO0M MOXKE A8 IPHYHHH AepruuHy PEaKiii H/WIA NEKO JIOKATHO JpasHeHe.

3. Kax aa u3noassare Jononpokr

Bunaru W3nonssaiTe ToBa JEKAPCTBO TOUHO, Kakro Bu e kazan BawmsT nekap. Ako He CTe CHTYDHH B HELIO,
nonuraire Bawns nekap unu papmanesr.

[IpenopbuKTesHaTa A03a € KOJKOTO BhpXa Ha MpbeTa (a0 1 g) Ha npunoxenue. KonudecTro, kKonkoTo BEpXa
Ha MPBCTA, € KONMHYECTBOTO PEKTANEH KPeM, H3CTHCKAHO OT Ty6aTa H NpAIOKEHO OT MOCNeIHATA MbHKA Ha
KOKaTa /10 BbpXa Ha nokasaneua Ha pb3pacteH. Hanonssaiire Jomomupokrt pexraneH KpeM ABa IbTH
AHEBHO, ¢AHH UET CYTPHM H e¢AHH nbT Bedep. [Ipes mepBuTe 1HH Ha ynoTpeQa, MoXeTe a ro npunarare

3 nmua aHesHo. Ilo-kBeHO, Ciex KaTo cheTosuueTo Bu ce nogoGpu, eQHO HAHACAHE AHEBHO 9€CTO €
JOCTATBYHO.

Hauus Ha puioxkeHHe
Hznosmseaiite JJononpokr, cliea H3xoknane.

Axo Banmst nexap Bu e nomonun na npunarare JIoNONpokT pekTaieH KPpeM OKONO aHYca H OKOTHHTE 30HH,

MOJIA, CIICABANTE HHCTPYKUMHTE NO-A0JV:

- TOYHMCTETE aHANHMATA 0ONACT CTAPATENHO NPEOH Ja MPHIOKHTE;

- m3cTuCKakiTe JOMONMpPOKT peKTaneH KpeM, KOIKOTO BbpXa Ha npseTa (Ao 1 g), BEpXy NpBeTa CH.

- BHHMATEJIHO BTPHITE KpeMa BbpXY GonesHeHaTa wiK crplaLIa 30Ha okono anyca. H3nomspaiite Bppxa
Ha OPBECTA CH, 3a Aa MpeoJoNeeTe CHIPOTHBIESHHETO Ha aHATHHA cHHKTED.

-  H3MUITE CH pBILETE.

Axo Baunar iekap By ¢ ioMo/IHA f1a nipuiiaraTe H3BECTHO KOJIHYECTBO KPeM JBAO0KO B aAHYCA, MOMA,

CIIE/IBANTE HHCTPYKUHHTE MO-A0Y:

- TOYHCTETE aHANHATA 00NACT CTAPATENHO NMPEJH A NIPHIIOKHTE;

- 34BMITE HaITBIIHO OCHTYPEHHA TUTACTMACOB HakpaliHuk BBpXy TybaTa;

-  NOCTABETE HAKpaHHHKa B aHyca;

- cTHcHeTe Ty(GaTa BHMMATENHO, 3a 1a Ce BHBEICTE NIBECTHO KOMHIECTBO KpeM B aHyca. Cniest Topa GaBHO
H3BAJETC HAKpaHHMKA;

- MOYMCTBAiiTe BHHUIHO HAKpaiiHKHKA ¢ XapTHEHa KbpIia clie]] Beska ynoTpela, oTcTpaHaBaiTe OCTAHANMA
B HaKpakiHHKa MPOAYKT ¢ MAMy4eH TaMIIOH H IO MOYHCTBaiiTe OTHOBO ¢ XapTHeHa kbpna. Hannaxsaiire
HakpaHHUKa NMO7 ToIUI2 BOJA 32 OKOJIO | MHHYTA H ro NoacymasaiiTe BBHIIHO ¢ XapTHeHa kspra.He
H3M0N3BaliTe HakpalfHHKA, aKO € NoBpeaeH.

- W3MHiATE CH phiETE.

HpOgBIDKHTETHOCT Ha JIEYEHHE
JononpoKT pexraneH kpeM He TpsaOBa fa ce H3NOA3Ba MO-THIT0 OT 2 CEAMMIIH.

AKO cTe H3INOJI3BAIH DoBeYe 0T HeobxoguMaTa fo03a Jfo1onpoKT
HsMa cepy03eH PHCK OT TOKCHYHOCT, aKo CITy4aiiHO CT€ NPHIIOKHIIH TBHPAE FOIAMO KOHYECTBO OT
HononpokT BEpXy KOKATa WK BLTPE B peKTyMa.

Ako cnyvaiio cte rmsrHand HJononpokr

- XaTo e)eKT OT CTpaHa HA AKTHBHOTO BEMIECTBO JTHIOKAHHOB XHAPOXIOPHI, ChpaedHaTa BH aeifHOCT
MOEK Jia c€ TIPOMEHH (Hanpumep oTcnabeade Ha ChpaeuHaTa AelHOCT, Ciipade Ha ChpAeYHAaTa JeHAOCT
B €KCTPEMHH CITYYaH) HITH

- MOXe Jia Ce NOABAT CHMITTOMH OT CTpaHa HA LICHTpalIHaTa HSPEHA CHCTeMA (HAIPHME
3a71yX, HEJOCTHT Ha AMIIAHETO B EKCTPEMHH CITyHaH).

npermbinade Ha Jlononpokr, He3aGaBHO ce CB'BP}KE’IE ¢ Bamus nexap.

AKO cTe HpONYCHAIH Aa H3N0/3BaTe JoronpokT



AKO CcTe NpOonMyCcHATH Ja H3no3eate JoMonpokT, M3NoI3eaiTe ro B3MOKHO Ha-CKOPO CITe]] KaTo ce
cetute. Bee nak, ako e 61130 BpeMeTo 3a clleBalaTa 103a, He MpHJaraiite nMpomycHataTa nosa. He
H3NOM3BaiiTe ABOlHA J03a, 32 [|a KOMIIEHCHPATE MPOITYCHATATA N034.

AKo cTe cupean ynorpeéara na Josonpokr
Mons, He npexwceaiiTe neueHueTo cu ¢ JonompokT, 6e3 aa ce koHeayTHpare ¢ Bammsa nexap.

AKO HMaT¢ HAKAKBH JOITBTHHTEIHH BBIPOCH, CEBbP3IAHH ¢ YIIOTpebara Ha TOBA JIEKapCTBO, NOMHTalHTe
Bamua nexap wiu dapManesr.

4. Bb3MOXKHE He)KeJIaHH PEAKIHH

KakTo BCHYKHM JIEKAPCTBA, TOBA JIEKAPCTEO MOXKE Ja NMPEIHIBHKA HEHETIARH PEAaKIHH, BBIPEKH Y€ He BCEKH
rH NOITy4aBa.

CreaHuTe HEXETaHH pEakUHH MOXE [1a C¢ MOABAT MO BpeMe Ha JIEYEHHETO ¢ ﬂOfIO]'[]JOKT. Te ce oTHacaT
CaMo 3a KOKATa B aHaJTHaTa o0nacT.

Yeerr (morar Aa 3acertar Ao 1 va 10 nauuenra)
- MapeHe Ha KOxaTa

Hewecrn (Morart aa 3acersat a0 1 Ha 100 nauwenTa)
- BBIMAJICHHE HA KOXKAaTa (HanpuMep 3auepBsBaHe, CyXxoTa)
- alnepruvHHTE peakuHH (Hanmpumep 0OpHB)

C Hed3BecTHA YECTOTA (UI' HANTHYHHTE JaHHH He MOXKe oa Obae HanpaBeHa oue}ma):
- 3aMEITICHO 3pCHHE

Caea npoAb/uKATENRO Jevdenne ¢ JI0NonpoKT pekTaned KpeM (noBeye 0T YeTHPH Ce/AMANHE) HMa PHCK Ja

C€ Pa3BHAT JIOKATHH KOXCHH PeaKuHH KaTo

-  H3TbHABAHE Ha Koxkara (aTpodun),

- HENpasWIHHK YMaCThUH OT KOXKaTa, KOMTO M3rNe)KAaT KATO HBHIH (CTPHH) HITH

- Pa3UIHPEHH KPBBOHOCHH CHAOBE, KOHTO CTaBAaT BHAHMH Ha MOBBPXHOCTTA Ha KOXKATa
(TencaHrHeKTa3HH).

CrobmaBane Ha HeXKEJIAHE PeaknnH

AKO TOTyYHTE HAKAKBH HEXKE/IaHH JIEKAPCTBEHHA peaKllk, yseaoMere Baums nekap win papmauept. Tosa
BKJIFOYBA BCHYKH BBE3MOKHH HEOITHCAHH B Ta3H JIHCTOBKA HEXENIaHH peakuuy. MoxeTe Crilo Ja crobmmuTe
HEXXEJIAaHH PeaKIHH JHPEKTHO 9pe3

H3nbanATeHA ATEANENA [0 JEKAPCTBATA

yn. ,,Jlamad I'pye” Ne 8

1303 Codun

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg. Kato chofmasare HexxenaHH peakiyH, MOXKeTe A3 JaNeTe CBOs TIPHHOC 3a
MOMyYaBaHe Ha MoBeye HHPOPMalHi OTHOCHO Ge30nacHoOCTTa Ha TOBa IEKapeTBO.

5.  Kak aa cexpanasare Joaonpoxr

Ha ce chxpanaBa HA MACTO, HENOCTHITHO 32 JELa, WERLT
He w3nonssafite JJononpokT cnea cpoka Ha roAHocT, otGenasal BbpXy TyGaTa H Ka ﬂ@&ﬁm OMAaKOBKA,: ..
cnen .I'onen no:“, CpOKBT Ha MOAHOCT OTTOBAPA HA MOCASAHHA [EH OT IOCOUSHHS Meffe,ﬁ.; '

5

Topa JICKapCTEO HE H3HCKBA CTICLHANHH YCIOBHA Ha ChXpAHEHHE.




Cnen nspBoTO 0TBapane, JononpokT pexraieH KpeM MOXe Jia ¢e M3TIONI3Ba B NPOABLIDKEHHE Ha 4 CeIMHLM.
He m3nonssaiite Topa 1ekapcTBo, ako 3abenexuTe, Ye KpeMET He € G5/ M HEMpo3payeH.

He n3xBbpigre nekapeTeara B KAHAAH3ALMATA WIH B KOHTeiiHepa 3a AoMawHy otnaxbUH. [Tonuralire
Bamna papmanesT kak Aa H3XBPIIATE TEKAPCTBATA, KOHTO Bede HE M3NQM3BaTe. Te31d MepKy Liie CIOMOTHAT
33 OM43B4aHE HAa OKOJTHATA Cpela.

6. Coabpkanue Ha ODAKOBKATA H AONLIHATENHA HHGOpMAUHS
Kaxkso cbabpxa JIoN0npoKkT pekTanen kpeM

- AKTHBHHTE BelllecTBa ca: (ryokopronotos musanar (fluocortolone pivalate) u unoKkaHHOB
xuapoxnopHp (lidocaine hydrochloride).
| rpaMm pexTaneH KpeM ChIbpKa
- 1 mg ¢uyokopronoHo® muBanar u
- 20 mg NHROKAHHOB XHAPOXJIOPHA.

- HApyrure cherasku ca: nonxcop6ar 60, copSMTaHOR cTeapar, LeTOCTEAPHAOR aNKoXod, napadus,
TeUeH, napadHH, O MeK, AUHATPHEB eAETAT, HAaTPHEB NUXHAporeHGochaT THXUAPAT, AMHATPHER
doctar noaexaxunpar, GEHZHIOB ANKOXOJ, MPEYHCTEHA BOAA.

Buxre Touxa 2 JIOJ'!OI'IPOKT PEKTA/IEH KPEM CBALPAKA NETOCTEAPUAOB AAK0X0M B 0eH3nI0B ANKOXO,

Kak msraexna JononpoKT PeKTalien KPeM H KAKBO ChABPK:R ONAKOBKATA
JlononpoxT pexTaneH kpeM € Os1, HENpo3paueH KpeMm.

Kpemet ce npeanara B TyOMYKH; NPUIOKEH € AILTHKAWHOHEH HAKpaiHuK.

Hpeanarar Tpr BHAA ONAKOBKH:
- 10g
- 15g
- 30g
- 56g

He Benuxu BUIOBE ONAKOBKH MOTAT 43 GbAT MYCHATH Ha masapa.
IpaTexaTen Aa paspemieHHeTo 33 YHOTpeGa A NPORIBOAHTE

IIpaTexaTen HA palpemieHHETO 32 ynoTpeba
Karo Pharma AB

Box 16184

103 24 Stockholm

Ulsenys

HpoussonrTen

LEO Pharma Manufacturing Italy S.r.l,
Via E. Schering 21

20054 Segrate (Milano), Hranus

3a ZOWBIHKTENHA HHGOPMALIA OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPIKETE CE C J]
NpuTeKATENA Ha PaspeleHHeTo 3a ynoTpeba:
Bopoaa OO,

#*.k. O4a kynen 2, 6. 2A, maprep




1632 Codpus, Benrapus

HaTa ua noc/ieHO NPepasIiexqane HA THCTOBKATA 11/2021




