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HdaBepuan 25 mg/g ren
Davercin 25 mg/g gel

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

B 1 g ren ce ceappka 25 mg EpPUTPOMHLIMHOB HEKNOKAPOOHAT (epHTPOMHIIHH A 11 IZ-mdmoRapﬁonaT)
(erythromycin cyclocarbonate).

3a IBJIHUS CMHCHEK HAa MOMOIIHHTE BEILECTBA, BIKTE TOUKa 6.1,

3. JEKAPCTBEHA ©®OPMA

['en.
besuseren iy 61eA0-3KBIIT, MPO3payeH ref, 6e3 NPUMeCcH U NPeUMIHATATH, BHANMY ¢ HEBHOPHIKEHO OKO.

4. KJIHHNMYHHA JAHHH
4.1 TepaneBTAYHH HOKA3ANHSA
JlokanHo neveHne Ha 0OOMKHOBEHO aKHe.

4.2 Jo3HpOBKA h HAYHH HA NPHAOKEHHE

3a JIOKaHO LIPHIOAKSHHE BBPXY KOXKaTa.

Harepin ren Tpsabsa na ce HaHACA HA THHBK CJIOH BEPXY NMATONOrHYHO MPOMEHEHHTE OBBPXHOCTH JIBa
THTH B PAMKHTE Ha [BafeCEeT U YETHPH Yaca — CYTPHH U Bedep.

I'ensT TpaOBa na ce HaHACHA BBPXY HOYHCTEHA, CYXa KOXa.

Pruere Tpabra cTapaTtenno Aa ce M3MHBAT CJie] BCAKO HaHACSHE.

Cpeanara NPOABDKUTENIHOCT HA JIeYeHHe € 6-8 ceaMuuu.

4.3 IlporaBomoxkazaHHs

CBpPBXUYYBCTBHTEJIHOCT KBM aKTHEBHOTO BELIECTBO MM KBM HSKOE OT IOMOLIHHUTE BEIIECTRA, H30poeHH B
Touka 6.1.

4.4 Crennagan npeaynpexAeHHs H NPeINa3HH MEPKH NIPH ynoTpeda

- JaBepiyH TpsabBa fa ce mprUiara caMo BBPXY KOXKATa. -

- JlexapcTeeHUAT NPOMYKT TPAOBA Ja ce NpWiIara caMo BBPXY NaTOJOrHYHO MPOMEHEHA KOXKA.

- Jla He ce npunara B ouHTe WIM BBPXY JHraBHUMTE. IIpy KOHTAKT ¢ reja, MPOMHITE TE3H MECTa C
XJ1aaKa BOJA.

- AKO Ce MOABAT HAKAKBH CHMIITOMH HA BB3NANEHHE HA MACTOTO HA NPHIOKSHHE:~ICYCHHETO C
npenapara TpadBa a ce NPeyCTaHORH.

- KaxTo v npu apyru MakpomuaH, ce ¢bo0IaBaT PeAKH CEPHOZHH ANePruyH
OCTpa reHepa/iMzupaHa ek3aHTeMarosHa mycrtyinosza (AGEP). AKO BBL3HW
neKkapcTBOTO TpabBa na Opjle CHPAHO M Ja ce 3amo4yHe NoAXoasilla Tep




3HASAT, Y€ € PBB3MOXHA IIOBTOpPHA [IOABA HA aJeprUdHUTE CHMIOTOMH IIpH CIMpaHe HAa
CHMITTOMaTHYHATA TCPaIHyL.

- JlexkapcTBEHHAT NPOOYKT HE TpADBa Aa ce NpHaara BEPXY YBpeJeHa KOXka (IOpA3BaHHA, OTKDHTH
CEKpeTHpalllH paHH).

- DBe3MOKHAa € mMofABAa HA KPBCTOCAHA PE3WCTEHTHOCT ¢ APYrH aHTHOMOTHIIM OT rpynaTra Ha
MAaKpOIHINTE.

- [IIpu peuma He ca NOKazaHM HHTO 0e30MacHOCTTA, HUTO €GHKACHOCTTAa OT NPHIAaraHeTo Ha
JIEKAPCTBEHHS MPOAYKT.

JaBeplMH rey1 ChabpKa MPONIICHITIMKON H H3OTPOIMIIOB AIKOX0M. Te MoraT Aa mpeau3BHKA Jpa3sHEeHe
Ha KOXKATA.

4.5 BiaumoaelicTBae ¢ APYTE JeKAPCTBEHH NPOAYKTH M APYrH GOpMH Ha B3anMoaeiicTaae

He ce mpenopbyBa €AHOBPEMEHHO NMPWIOKEHHE Ha APYTH NPOXYKTH 32 JIEYEHHE Ha akHe, 0cobeHO Ha
TaKHBA ¢ excoraupan v abpasuseH (MWIKMHT) edexT. EAHOBpeMEeHHOTO JIOKATHO MPHUIOKEHHE HA JPYTH
NIEKApPCTBEHH MPOAYKTH MOMXKE [1a YCHIIH APa3HEIOTO ACHCTBUE.

4.6 PepTHAHTET, OPEMEHHOCT H KbpPMeEHE

Haeepuyn noj popmara Ha rest MoXke 4a ce M3IIONA3BA 110 BpeMe Ha OpeMEHHOCT caMo NPH KATeropHYHa
HeoGxonuMocT. He e H3BECTHO AaNH JOKATHO TIPUIOKEHMAT EPHTPOMHMLMHOB LHKIOKapGOHAaT
NpEMHHABA B MAHYMHOTO MJIAKO. JleKapCTBeHMAT MPOAYKT TpsAOBa 4a ce MpEANMCBa BHUMATEJIHO MpH
KbPMEIH KESHH,

4.7 EdexTn Bpxy cnocobnoctra 32 modrpaHe H pabora ¢ MAIIHHA

Hama nanuu 3a edekra Ha JEeKapcTBEHHA MPOAYKT BBPXY CnOcOOHOCTTa 3a wodHpaHe U pabota C
MallIHHM.

4.8 Hexenann JexapcTBEeHH PeaKUHH

OnucaHnTe HEXKeTaHH peaKlMH clle] JIOKATHO NPWIOKEHHE HAa €PUTPOMHIMHOB LHKIOKApOOHAT Ce
Habmonasar paaxo ( or>1/10 000 go <1/1 000 nauuenTa).

Hudexnuu u HHbecTalMK

[IpOnBLMKMTEIHOTO MM MHOTOKPaTHO JIGYEHHE C EPUTPOMHLHH MOXE ha JIOBEJE 10 PA3BHTHE HA
HEYYBCTBUTEJHH KbM JIEKAPCTBOTO MHKPOOPTAHHU3MH.

Hapymennsa Ha MMYHHATA CHCTEMA

Peakiimy Ha CBPEXYYBCTBHTEIIHOCT, KOUTO 3acAraT Hail-Bede MAallMCHTH, YYBCTEUTENHH HA MHOMKECTBO
Pa3NHYHH ANCPreHy.

Hapymenus Ha ounre
HApasHeHe Ha OYMTE NPH JIOKAJIHO [IPHWIOKEHHE HA MIPOAYKTA BLPXY KOXKATa Ha JIHLETO.

HapynieHns Ha KoKaTa ¥ IOAKOXKHATA ThKaH

C Heu3BeCTHa YECTOTA: OCTPA FeHEPATHINPAHA CK3aHTEMATO3HA nycrynoza (AGEP)

OO0y HapyUIeHHs U e)eKTH Ha MACTOTO Ha NPHIOKEHHE
HyBcTBO Ha NapeHe, H3ChXBaHe Ha eNMUAEPMHUCA, CHPOEXK, MOILESHE H 3aUePBIBAHE HA KOXE

CrobmasaHe Ha [TOAO3UPAHN HEKCIAHH PEeaKLUH K/

Cpo01aBaHeTo Ha NOAO3HPAHH HE)KeIaHH peaKluH cJie paspelliaBaHe 3a YIorpép
NPORYKT € BaxkHO. ToBa MO3BOJIsIBA [a MPOXBIDKH HAOMIOIEHHETO Ha CHOTHOIICHHE]




NeKapCTBeHHS NPOAYKT. OT MEAULMHCKHTE CIIELIHANKCTH Ce M3HUCKBA Aa ChOOIIABAT BCAKA NMOAO3HpaHa
HEKENaHA peaKilia Ype3 HAUMOHANHATA CHCTEMA 34 ChODLIaBaHe:

H3nbnuuTenna areH1M 1Mo IeKapeTBaTa

yi. ,,Jamsau I'pyes” Ne 8, 1303 Codus

Ten.: +35 928903417

yebcaibit: www.bda.bg

4.9 Ilpeposzupane

Hama nannu 3a cimyyau Ha npefo3vpaHe MNpH JIOKANHO NPWIMKEHHE CBIACHO MNOKA3AHHATA H
JN03HpOBKaTa (BXK. TO4Ka 4.2.).

5. ©®APMAKOJIOrMYHHU CBOHCTBA
5.1 @apmaxoaHHAMHAYHE CBOICTBA
PapmMaxkoTepANEBTHYHA I'PYNA: aHTHOAKTEPHATIHM JICKADCTBEHH NPOAYKTH, MPHIAraHH JIOKATHO 34

NIeYEeHHEe Ha aKHEe
ATC kom: D10AF02

Epurpomuuue A 11,12-umknokap6oHAT mOpMHAZAEXKH KbM TpynaTa Ha wmakponaupute, [Iposapssa
baKTepHOCTaTHUHO ACHCTBHE, MEXAHU3MET HA KOETO C€ ChCTOM B MOTHCKaHE HA GenThuHaTa GHOCHHTE3a
B OaKTepHaIHHTE KIETKH Ype3 CBBP3BaHe ¢ pubosoMHaTa 50S cybenununa.

Epurpomunus A 11,12-nuistokapGoHaT € akTuseH cpaMo Hakod I'pam (-) 6axtepuu H Maoro Ipam (+)
MHKPOOpPraHH3MH, BKIIOYHTEIHO Propionibacterium acnes - anaepofen ['pam (+) npHanHETEN HA aKHE.

5.2 PapMaAKOKHHETHIHH CBOiiCcTBA

Haeepuus noa popmara Ha refi, NPHAOKEH BBPXY KOXKATa, [IPHTEKABa JIOKAICH epeKT HIH NPaKTHICCKH
He ce abGcopbrpa 1w ce abcopOHpa B MajIka CTeleH B KPBBTA.

3.3 IlpeaknuauunH qanny 3a GesomacHOCT
HaMa gaHHuM 33 mpoBeleHHM MPONB/DKHUTENHH NPOYYBAHMS BHPXY KHMBOTHH OTHOCHO KAHIIEPOTCHHHTE,

MyTArCHHHTE W TEPATOr¢HHUTE CBOHCTBA MNpPH JOKANHO TMpPHIOKEHHS HA EPHTPOMHIIEHOB
IUKI0KapOOHAT.

6. ®APMALEBTWYHH JAHHH

6.1 Couchk Ha NOMOIIHHTE BellecTBa

HuMernncyngpokcuy
[IponuneHrvKoN
H3onponinos amkoxon
Erunop ankoxon 96%
XHAPOKCHNIPOTIHITLETYIIO3a
6.2 HechrBMECTHMOCTH
Henpunosxumo

6.3 Cpok Ha rogHocT

2 rOJUHH




6.4 CroenHa/IHH YCJI0BHS HA CHLXPAHEHHE
Ha ce coxpansasa nog 25°C.
6.5 Bnau cpabp:KanHe HA ONAKOBKATA

Anymunvesd TyOW ¢ MemOpaHa, JIaTEKCOB NpPBLCTEH H Karlauka HA BUHT ¢ nepdopatop. Exua Tyba,
chAbpikaina 30 g res e NocTaBeHa B KAPTOHEHA KYTHA.

6.6 Chnennaany NpeanasHH MEPKH 34 M3XBbPIIsSHE

Hama cnennanud H3HCKBAHMA, OCBEH OMHCAHUTE B TOUYKA 4.2,

HeunsnomspaHuAT JIEKAPCTBEH NIPOAYKT HITH OTNALBYHHTE MATEPHAIIM OT Hero TpadBa Aa Ce USXBBPIAT B
CHOTBETCTBHE ¢ MECTHUTE H3UCKBAaHHKA.

7. NIPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

Tarchomin Pharmaceutical Works “Polfa” S.A.

2, A. Fleminga Street
03-176 Warsaw

ITomma

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

20050504

9. JATA HA IIBPBOTO PASPEIIABAHEAIOTHOBABAHE HA PASPEIIEHUETO
3A YIIOTPEBA

Hara Ha mepBo paspemasane: 19.10.2005
Jata Ha nocnenuo nmoaHosasane: 24.02.2010

10, JATA HA AKTYAJIM3HPAHE HA TEKCTA

12/2017




