JIuctoBka: unpopmanus 3a norpedurTe.is

AOJIOITPOKT 1 mg/g + 20 mg/g, pexrajnen kpem

Dayoxkopmononoe nusanam / JIUOOKauHo8 Xuopoxiopuo

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

[IpoyereTe BHEMATE/IHO NAJ/IATA JJHCTOBKA NPE/IH A2 3aN0YHETE A H3M0/13BaTe TOBA JIEKAPCTBO, Thil

KaTo TH ChAbPikKa BaxkHa 3a Bac undopmanus.

- 3amasere Ta3u JUCTOBKA. Mojke J1a ce HaJIOXKH /a 5 MPOYETETe OTHOBO.

- AKO MMaTe HAKaKBH JIOITbJIHUTETHH BBIIPOCH, NMonuTaiite Bawms nekap win gapmauesr.

- ToBa nexkapcTBo € npeanucado Ju4HO Ha Bac. He ro npeorcrensaiite Ha apyru xopa. To Moxe 1a um
HaBpe/H, HE3aBUCHMO Y€ MPHU3HALMTE HA TAXHOTO 3a00JisBaHe ca chilMTe Kato Baiure.

- AKO MoJIly4uTe HIKAKBH HEKEIaHH JIEKAPCTBEHH peakuuu, yBeaomere Bammsa nekap wim gapmauesr.
Tora BK/IIOYBA M BCHUKH Bb3MOKHH HEKEIaHH PEaKLMK, HEOTIHCAHH B Ta3H JIACTOBKA. Bivkre Touka 4.

KakBo ¢babpika Ta3u JIHCTOBKA:

f
I Kakeo npencrasnsea JIononpokT 1 3a Kakso ce u3nonssa | [13MbJIHNTENHA ATEHLNS 10 NEKAPCTBATA.
2 KakBo TpsbBa jia 3Haete, npeau Aa uanonssare JoNONpoKT [Fimm—re"T iowenue 2
. Kak na uznonssare Jlononpokr
3 %
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6. ChAbpiKaHHe Ha ONAKOBKAaTa M AONbJIHUTENHA HHpOpMaLUs | PaspeweHue Ne . G A Koos, I MmO AN
127 -07- W

Ogobperue Ne ____r____/ ..............................

1.  Kakso npeacras/sisa [0JIONPOKT H 32 KAKBO Ce H3M0J/I3Ba

JoN0npoKT ChABpXKA /IBE pa3iMuHU aKTUBHH BelllecTBa: (hJryOKOPTOJIOHOB NMUBAJIAT M JIMJIOKAHHOB

XUAPOXJIOPH.

- AKTHBHOTO BEIECTBO ()JTyOKOPTOJIOHOB MUBAJIAT NPUHAIECIKH KbM IPYyNaTa Ha IJIIOKOKOPTHKOMIHTE.
[loTHCKa NpOM3BOACTBOTO HA BELIECTBATAa, KOMTO NPUYMHABAT Bb3najeHue B Tanoto Bu. Toea
o0JieKk4yaBa OMJIaKBaHHUs KaTo OTOK, ChpOex, mapeHe u 6oJka.

- AKTHMBHOTO BELIECTBO JIMJIOKAUHOB XUAPOXJIOPU NPHHAIEKH KbM MPYIaTa Ha JIOKAJIHHTE aHECTETHLIM.
[IpuunHsBa M3TPBNBaHE Ha MACTOTO Ha npuioxkeHue. Tosa obnek4asa Gonkara U cbpOexa B Tasu
obnacr.

HononpokT Moxke 1a ce U3M0J13Ba NPH BB3PACTHH 3a 0bJieKUaBaHe CUMITTOMM, CBbP3aHH C

- HOJAYJIApHO pa3lMpsiBaHe Ha KPBBOHOCHUTE CHAOBE OKOJIO aHyca (XxemopouaanHa 6onecr),

- Bb3MAJICHWE HA JIMraBHIaTa HA PeKTyMa (HEeHH(EKLMO3EeH MPOKTHT),

- BB3MaJICHHE HA NTOPHUTE CIIOEBE HA KOXKATa OKOJIO aHyCa CbC CUMIITOMM Ha 3a4YepBsiBaHe, NOJAYyBaHe,
CHpOEX M CyXO0Ta WiIH Chi3eHe (aHAIHA €K3eMa).

JlONOMPOKT HE MOXKE /1a MpeMaxHe NPUYMHKUTE 3a Pa3BUTHE Ha XeMOpOHIaiHa OoNecT, Bb3najeH1e Ha
JIAraBULIATa Ha peKTyma (HeMH(EeKIMO3€eH NPOKTHUT) U Ha aHyca (aHaJTHa eK3eMa).

Ako cien 14 nHu He ce yyBCTBaTe 110-100pe Ui cbeTosiHueTo Bu ce Bioww, Tpsbsa aa n
JIeKapcKa NMoMOLIL.

2. Kakso TpabBa aa 3HaeTe, npeau aa m3noassare Josonpoxr



He n3noassaiite dosionpokr
- aKO CTe aJIepru4Hy KbM (PJIyOKOPTOJIOHOB NMUBAJIAT WJIH JIMIOKAMHOB XHAPOXJIOPH, MIH KbM HAKOS OT
OCTAHAJIMTE CHCTABKH HA TOBA JIeKapcTBO (M30poeHu B Touka 6);

- aKO MMaTe KOXKHa MH(EKLMA OKOJIO aHyca M aKO MMaTe CHMITTOMHTE Ha CJIeIHUTE OOJIECTH B
3acer”arara obnacr:
- CreUM(HUYHH KOXHH JI€3UH, aCOLMMPAHH C MPEAaBaHO M0 MOJIOB BT 3abonsBaHe (CUPUINC) WK ¢
TyOepKyJio3a;
- Bapuuesa (MHQeKLMs ¢ BUpyca BapHliesa 30CTep);
- peakuuH BCIEACTBHE Ha BAKCHHALIMSA HIIH
- TEHWMTaJHa MH(EKLMS C Onpe/e/ieHH BUPYCH (FeHUTAJIEH XepIiec).

Ilpeaynpe:xaeHus H npeanasHu MepKH
['oBopere ¢ Baiuus niexap wiu dapmauesr, npeau Aa usnoissare J[oJONpoOKT peKTalieH KPeM:

- Buumagaiite Jlo10npoKT /1a HE NonaaHe B KOHTAKT ¢ ouuTe. M3MuiiTe craparesiHo pbLETE CH Clief
ynorpeba!

- B ciyuaid, ye 1aTeKCOBHU NPOJYKTH, KaTO NpPe3epBaTHBH, C€ M3IOJI3BAT €JHOBPEMEHHO B 00/1aCTTa HA
nevyeHue ¢ JIoJIONpoKT, HIKOU OT HETOBUTE ChCTAaBKM MOTAT J1a ' yBpeaaT. ETo 3amo, Te Morar ja He ca
e(EKTHBHH 3a KOHTpALETILIWSA MJIH 3a Mpeana3BaHe oT O0JIeCTH, KOMTO ce MPeAaBaT Mo MOJIOB BT, KATO
XHB-unpekuus. 'opopere ¢ Bamus nekap wiu gapMauest, ako uMaTe Hy»K/1a OT noseye WHopMaLus.

- Cebpxkere ce ¢ Bamusa nekap, ako MMaTe 3aMbIJICHO 3pEHHE WM APYTH 3PUTETHH CMYILEHHS.

Jlena u OHOWIH
He ce npenopbyBa jie4eHHe Ha [ella U FOHOLIM Ha Bb3pacT oA 18 roguuu, ThH KaTo JaHHUTE OTHOCHO
0e30macHOCTTa U €PMKACHOCTTA Ca HEIOCTATHYHH.

JApyru aexapcrsa u Jlosonpokr

Mous, unpopmupaiite Baiuus nexap, ako npuemMaTe Win HACKOPO CTe MPHUEMAJIH APYIH JIEKapCTBa,
BKJIIOYMTEJIHO JIEKapCTBa, OTIyckaHu 0e3 peuenra.

Hskou niekapcTsa Moske fa ysesinuat epexra ot Jlononpokt ¥ BammsaT jiekap Moxke 1a nowcka 1a Bu
[pocieasBa BHUMATE/IHO, aKO [pYeMaTe TaKMBa JIeKapcTBa (BKIIOYMTE/IHO HAKOH JiekapeTa npu XUB:
PUTOHABUP, KOOMLIKMCTAT).

I'sit ka0 JloNIONpPOKT ChABpKa CHLIO M AKTHBHOTO BELIECTBO JTMAOKAWH, MOJIS, KaXkeTe Ha Bawus nexap wim
(apmarieBT, ako npHeMare JeKapcTBa 3a HapyIlleH ChPICYEH PUTHM (apUTMHS).

BpeMeHHOCT H KbpMeHe

Ako cTe OpeMeHHa WIH KbPMHTE, CMATATE, Y€ MOXeE [a CTe OpeMeHHa WIH IUIaHupaTe OPEeMEHHOCT,
nocbBeTBaKTe ce ¢ Bamms nekap wiu papmanesT npeau ynorpebara Ha TOBaA JIEKAPCTBO.

bpemeHHoOCT
3a na ce npeanasu BawmeTo HEPOJIEHO 1ETE OT KaKbBTO M JIa € PUCK, TpsOBa aa ce uzbdsarea ynorpebara Ha
JlononpokT, 0cobeHO npe3 MbpBUTE TPH Mecena 0T OpeMeHHOCTTA.

KbpmeHe

He TpsbBa na usnonseare Jlononpoxr 3a no-aejibr epHoO, 3a Aa npeaorpsarure Baiero 6e6e na npueme
JIEKapcTBOTO Ype3 KbpMaTa. M3nonspaiite ro, camo ako Bauusr nekap Bu nochBeTBa 1a ro Hanpasure.

Hlopupane n pabora ¢ MAIIHHEA
JlononpoKT He NOB/IHSABA WIH NOBIHUABA MPeHeOPEKUMO CrIOCOOHOCTTA 3a wodupaHe U paboTa ¢ MalIUHK.

JI0IONPOKT PEKTAJIEH KPEM ChABLPAKA HeTOCTeAPHJIOB AJIKOXOJ y T
ChCTaBKaTa LETOCTEAPHIIOB AJIKOXO0JI MOJKE J1a IPHYMHH JIOKATHH KOKHH PeKLMM (Harp.
epMAaTHT).

3. Kak aa u3noassare [losonpokr



BuHaru usnonssaiire ToBa JieKapcTBO TOYHO, KakTo Bu e kazan Bammsr nexap. Ako He CTe CHI'YPHH B HEIIO,
nonurakre Bawms nekap unu papmauesr.

[IpenopbuKTesiHaTa /1034 € KOJIKOTO BbpXa Ha npbeTa (10 | g) Ha npuinoxenue. KonuuecTso, KOIKoOTO BbpXa
Ha NpbCTa, € KOJIMYECTBOTO PEKTANEH KPEM, H3CTHCKAHO OT Ty0aTa M NPUJIOAKEHO OT MOC/IeiHaTa I'bHKA Ha
KO)KaTa 10 BbpXa Ha nokasajeua Ha Bb3pacteH. M3nonspaiite J[on0MupokT pekTajieH KpeM ABa NbTH
AHEBHO, ¢IHH N'bT CYTPHH H ¢AHH ObT Beuep. IIpe3 nbpBuTe 1HM Ha ynoTpeba, MoXkeTe 1a ro npuiarare

3 mbTH aHeBHO. [10-KbCHO, crien KaTo cheToAHKETO BH ce noaobpH, eqHO HAHACAHE JHEBHO YECTO €
AOCTATh4HO.

HauuH Ha npunoxeHue
HM3non3saiite JlononpokT, ciea u3XoxaaHe.

Ako Bawuar nexap Bu e nomonun ja npunarare J[oNONpoKT pekTaneH KPeM OKOJIO aHyca H OKOJIHUTE 30HH,
MOJIsl, CJIC/IBAWTE HHCTPYKLIMUTE I10-/101Y:
MOYKMCTETE aHaJIHATa 00J1acT CTapaTesHO NpPeay Aa NPUIIOKHTE;
- H3CTHCKaHTe JloNIONpOKT peKTalieH KpeM, KOJIKOTO BbpXa Ha npbeTa (10 1 g), BbpXY NpheTa CH.
- BHUMATEJIHO BTPHHTE Kpema BbpXy Oonie3HeHaTa uiu cbpOsina 30Ha okosio aHyca. M3nonssaiite Bbpxa

Ha NpPBCTa CH, 3a J1a NNPEO0JIeeTe CHIIPOTUBIIEHUETO Ha aHANHUS CHUHKTED.
-  H3MMHTE CHU pPBLETE.

Ako Bamwuar sekap By € noMon 1a npunarate M3BECTHO KOJIMYECTBO KPEM IbJOOKO B aHyCa, MO,
cleIBaMTEe HHCTPYKLIMHUTE MO-A0JY:

- TMOYHMCTeTe aHalHaTa 00J1acT CTapaTeHO MPEe/IH J1a MPHIIOKHTE;

- 3aBMHTE HAITbJIHO OCHI'YPEHHS IU1aCTMACOB HaKpaiHUK BBPXY TyOaTa;

- I0CTaBeTe HaKpaWHHKa B aHycCa;

- CTHCHeTe TyDaTa BHMMATEJIHO, 3a /1a e BbBe/leTe U3BECTHO KOJIMYECTBO KpeM B aHyca. Ciesi ToBa 6aBHO
W3BaJIETE HaKpalHHUKa;

- TNOYMCTBAaHWTe BHLHIUHO HAKpalHHMKA C XapTHEHA Kbpria cjie/l Bcika ynorpeba, OTcTpaHsBalTe ocTaHAIHS
B HAKpaMHHKA MPOJYKT ¢ NNaMy4eH TaMIIOH M I'o MOYMCTBAMTE OTHOBO C XapTueHa Kbpna. Usniaksaiite
HaKpalHHKa 10/1 TOIUIa BOJIa 3a OKOJIO 1 MMHYTa M ro nojcyllaBaiTe BbHIUHO C XapTHeHa Kbpna.He
M3MO3BaHTe HAKpaiHHMKA, aKO € MOBPE/ICH.

- U3MHUHTE CH PBLETE.

[1pOoAB/DKMTENHOCT Ha JIeYeHHe
JIONOTNPOKT pekTajieH KpeM He TpAOBa Ja ce M3I0JI3Ba M0-ABJr0 OT 2 CEAMHLM.

AKO cTe H3M0JI3BAJIH NOBeYe OT HeoOxoauMaTa 03a Josonpokr

Hsama cepuo3eH pucK OT TOKCHYHOCT, aKO CIIYYaHHO CTe MPHJIOKHIH TBBP/E FoJAMO KOJIMYECTBO OT
JoNonpoKT BEPXY KOXKATa WIIK BETPE B PEKTYMaA.

AKO ciy4aiiHo cre rabTHanM Jononpokr
- KaTo e(eKT OT CTpaHa Ha aKTUBHOTO BELLECTBO JIMJOKAMHOB XUAPOXJIOPH]L, Chp/ieuHaTa Bu aeiiHocT

MOEX /1a C€ [IPOMEHH (Harnpumep oTciiabBaHe Ha ChbplevHaTa JeHHOCT, ClIMpaHe Ha ChpeYHaTa JeHHOCT
B EKCTPEMHH CJIy4aH) WK

- MOXKE J1a C€ MOSABAT CHMIITOMH OT CTPaHa Ha LIEHTpaJilHaTa HEPBHA CHCTEMa (HarnpuMep KOHBYJICHH,
3a/lyX, HEZJOCTHI Ha JIMLIAHETO B EKCTPEMHH CJTy4aH).

OuakBaHMTE CHMIITOMH 3aBUCAT OT J03aTa. 3a Aa NMPEeJOTBPATHTE KAKBUTO H /1a € BPEIHH I10CJIEACTBUSA CJIe/]
npernbuiade Ha Jlononpokr, HezabaBHO ce cebpikeTe ¢ Bammus nekap.

AKo0 cTe mponmycHa I 1a u3noJsBare losonpokT

AKO cTe npoITyCHAIU Ja u3noiaspare JloJ0npoKT, U3Moia3BauTe ro Bb3MOXKHO Hai-CKOP
cetuTe. Bee nak, ako e 0s1M30 BpeMeTo 3a ciieBawara 103a, He npujiaraire rnpomnycHa
M3M0J13BaiTe ABOHHA /1034, 3a Jla KOMIIEHCHpaTe NpoMnycHarTarTa J03a.



AKo cTe cnipeJin ynorpebaTa Ha JlosionpokT
Mons, He npekbcBakite sieyeHueto cu ¢ lononpokr, 6e3 aa ce koHcayrupare ¢ Bawmus nekap.

AKO UMaTe HAKAKBH JOITbJIHMTEIHU BBIIPOCH, CBBbP3aHH C yroTpedaTa Ha TOBA JIEKAPCTBO, MOMMUTaTe
Bamus nekap unu dapmaliesr.

4. Bb3MOXKHH HeKeJIAHH PpeaKUHH

KakTo BCHYKH JIeKapCcTBa, TOBA JIEKAPCTBO MOXKE 11 NMPeAM3BUKA HEXKEJIaHW PEaKLMH, BbIIPEKH Y€ HE BCEKH
Y MOJIy4aBa.

CneanuTe HeXxenaHu peakLMi MOXKE JIa Ce TIOSBAT M0 BPEME Ha JIEUEHHETO C Jlononpokr. Te ce oTHacsT
caMo 3a KO)KaTa B aHasiHaTa o0.Jiacr.

Yecrn (Morar aa 3acernar a0 1 Ha 10 nauueHra)
- [apeHe Ha Koxara

HeuecTn (Morar jaa 3acernar 10 |1 Ha 100 nanmenra)
- BB3MaJIeHHE Ha Ko)KaTa (HarnpuMep 3a4epBsaBaHe, CyxoTa)
- @JIepruvyHUTE peakiuu (Hanpumep oOpug)

C nen3BecTHA YecTOTAa (OT HAIMYHUTE JaHHU HE MOXKeE /1a Ob/le HanpaBeHa OLCHKA):
- 3aMbIJICHO 3pEHHE

Caen npoabiukuTeHo Jiedenne ¢ JIononpokT pekraieH KpeM (moBeve OT 4eTHPH CeAMHIIH) MMa PHCK Ja
C€ pa3BHAT JIOKAJTHH KOXKHH peaKkLMM KaTo

- WU3TbHsABaHE Ha Koxara (aTpodus),

- HEINpaBWIHH YYaCThLH OT KOXATa, KOUTO M3IVIEKAAT KATO UBHLIM (CTPUM) WU

- pa3’lIMpEeHH KPBBOHOCHHM CH/I0BE, KOUTO CTABaT BUAMMH Ha MOBBLPXHOCTTA HA KOXKaTa
(TeJIeaHrMeKTa3HH).

Cro0maBane HA HeXKeJIAHH peaKIHH
AKO NOJTyYHTE HAKAKBH HEXEJIAHU JIEKapCTBEHHU peakiyu, yBeagomere Bawus nekap i dapmauest. Tosa

BKJIIOYBA BCHYKH Bb3MOXKHH HEOINMHUCAHH B Ta3H JIMCTOBKA HEXKECJIAHH PCaKLIUH. Moxkere ChIIO J1a ChOOIMTE
HCIKCJIAHH PCAKLIHH JHPEKTHO 4pe3

M3/ IHHTE/IHA areHIHS N0 JIeKapeTBaTa

yi. ,,Jlamsan ['pyeB” Ne 8

1303 Codus

Te.: +359 2 8903417

yeOcaiit: www.bda.bg. Karo chob1uiaBare HexxenaHu peakiLMy, MOXeTe 1a AaeTe CBOs MPHHOC 3a
Mo;Ty4aBaHe Ha NoBevye HH(POpMalHs OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAPCTBO.

3. Kak ga cexpanasare Jlosionpokr

Hﬂ CC CbXpaHsiBa HA MACTO, HEAOCTBIIHO 34 [ACLA.

He u3nonssaiite Jlononpokr ciea cpoka Ha roAHOCT, otOens3aH BbpXy Ty0aTa W KapTOHEHATa ONaKoBKa,
caen ,l'onen 1o:*. CpoKbT Ha rOJAHOCT OTIORAPSA HA MOCJIEAHMS JIEH OT MOCOYEHHs MeECeLl.

Toga JIEKapCTBO HE U3HCKBA ClNEHAJIHH YCJIOBHA HA ChbXPaHECHHME.

Cnen I[IbPBOTO OTBApsAHE, IIOJIOHPOKT PEKTAJIEH KpEM MOKE J1a C€ H3IMOJI3Ba B MPOABIDK

He u3non3saiiTe TOBa 1ekapcTBO, ako 3abenexure, 4e KpeMbT He € 051 U Henpo3payeH




He u3xebpiidTe nexkapcrsara B KaHa/M3aLMATa WIK B KOHTEHHepa 3a JoMalllHK oTnaabuu. [lonuraiite
Bamus ¢apmaneBT kak 1a U3XbpsTe JEKapCTBATa, KOMTO BeYe He M3non3BaTe. Te3u MEpKH Liue CrioMOrHaT
3a OMa3BaHe Ha OKOJIHAaTa cpeja.

6. Coabpkande HA ONAKOBKATA H JONbLJAHHTE/IHA HHPOpMAHS
KakBo chabpxa 0/100poOKT peKTaieH Kpem

- AKTHMBHHTE BewlecTBa ca: (pimyokopronoHoB nuBanar (fluocortolon pivalate) u nupokanHoB
xuapoxmnopun (lidocaine hydrochloride).
1 rpam peKkTajieH KpeM ChbabpiKa
- 1 mg ¢pnyokopTONOHOB MUBANAT M
- 20 mg JIMI0KauHOB XHAPOXJIOPHII.

- Jpyrute cheTaBkHM ca: noaucopbar 60, copbuTaHOB cTeapar, LIETOCTEAPHIIOB AJIKOXO0J1, NapaduH,
TeueH, napaduH, 6411 MK, IMHATPHEB €IETAT, HATPUEB AMXHAPOreHPOChAaT AUXUAPAT, AHHATPHUER
¢ocdar nonexaxuapar, 6EH3UIOB ANKOXO0J, IPEYHCTEHA BOJIA.

Bikre Touka 2 /I010NPOKT peKTa/ieH KPeM ChAbPKa HETOCTEAPHJIOB AJIKOXO0/I.

Kak n3raexnaa /lo1onpokT pekTajieH KpeM H KAKBO ChAbPKA 0NAKOBKATa
JlononpoKT pekrajneH kpem e 651, Henpo3payeH KpeM.

KpembT ce npeuiara B TyOHUKH; NPUIIOKEH € aIUTHKALMOHEH HAKPAHHUK.

IlpeanaraT Tpu BHAA ONAKOBKH:
- 10g
- 15¢
- 30¢g
- 50¢g.

He BcHukyu BUOBE ONaKkOBKH Morat Aia ObJaT nycHAaTH Ha mnasapa.
IIpuTexare,1 HA paspelieHHETO 32 yNoTpeda H NPOH3IBOHTE]

IIpurexaren HA pa3pemieHHETO 32 ynorpeda
Karo Pharma AB

Box 16184

103 24 Stockholm

[1IBenus

Ilpon3BoauTe

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

I-20090 Segrate (Milan)

HUranus

3a nombJIHKTEIHA MH(OPMALIKS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE C€ C JIOKAJIHMS NPEICTABUTEN Ha
MPUTEXKATENA Ha pa3pelleHHeTo 3a ynorpeda:
bopoaa OO0/

#.K. OBua kynen 2, 611. 2A, naprep

1632 Codusi, bearapus

JlaTa Ha NOCJIe/IHO Npepa3sriexkaane Ha JucToBkata 06/2020
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