KPATKA XAPAKTEPHUCTHKA HA IMTPOJAYKTA

. W3NBHUTENHA ATEHUMS 10 NEKAPCTBATA

KpamKa xapakmepuecmua Ha npogyxma - [lpusoxenue |

TerpaumukiauH Axtasuc 30 mg/g Maz Kom Pez. Ne .28, ("?/'7‘ ...........................
Tetracycline Actavis 30 mg/g ointment | 7976/ 15 -06- M7
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1. HME HA JIEKAPCTBEHUSA ITPOAYKT

2. KAYECTBEH H KOJHYECTBEH CbCTAB  : Ogospenue M.......... S A

1 g Ma3 ceappka 30 mg TeTpauMIUIHH, KaTO TeTPALMIIMHOB XHAPOXJIOpHA (fetracycline
hydrochloride).

IoMolHy BellecTBa ¢ H3BECTHO JAeHCTBHE: METHINAPAXHAPOKCHOEH30aT,
IPONMINapAXHAPOKCHOEH30AT.

3a TBJIHHS CMUMCHK Ha MOMOINHHTE BeIlIECTBa BHXKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Mas3s
JBaITa 10 TBMHOXKBJITA Ma3 ¢ €AHOPOIHA KOHCHCTEHITHA, Oe3 arjJloMepaTH H BE3AYLIIHH MEXYPH.

4. KIHHAYHUA JAHHU
4.1 TepaneBTHIHH NOK23AHHA

JIoKaJIHO JIeYeHHE HA KOXXHA MH(PCKIMH, MPHYMHEHH OT YyBCTBUTETHH HAa TETPALMKIHH
MHKPOOPraHH3IMH, BKITIOUHTEHO aKHE.

4.2 JMo3ApoBKA H HAYHH HA NPH/IOKEHHE

TeTpaipikIHH AKTaBHC Ma3 ¢e MpHNara 1-3 OsTH AHEBHO HA THHBK C/IOH BEPXY 3aCETHATHTE MECTA
ype3 JeKO BTPHBAHE o GopMaTa Ha MACaK CJI€]l BHHMATENIHO NOYHCTBAHE Ha KOKATA C XJTaJKa BOAA.

4.3 INporuBonoxazandsd

CBpPBXYYBCTBHTEIHOCT KbM aKTHBHOTO BELIECTBO HJIM KBM HAKOE OT OMOIHHTE BEILIECTBA,
H30pOecHH B TOuKa 6.1.

44 Chenuannf npeaynpexacHHs H NIpeAnA3HHE MEPKH HPH ynorpeda

TeTpauMKIMK MOKE Aa NpeAH3BHKA JIEKO JXKBJITO OLBETABAHE HA KOXATa, KOETO CBETH ITpH 00TBbYBAHE
C YJITPABHONETOBH Th4H. TO3H e(eKT ce OTCTpaHABA MPH U3MOI3BaHE HA CanmyHH ¢ kuceno pH.

[Tpya nosea Ha CEHCHOWH3ALN, TPETHPAHETO ¢ MPOAYKTA TpAOBa Aa C€ NpeKpaTH.
IIpy neyeHne Ha aKHE NPOAYKTEHT TpAOBa Aa ce ynoTpebsBa nmoHe 2 ceIMHMIY, 3a Ja ce 3abesteku

nonobpenue. [lonsikora 3aToea e HyXkHo noseue BpeMe. IIpu nHica Ha eexT WIH BIOHIAB
CHMITTOMHTE clief 6-8 ceaMudHO NedeHMe Tpabsa aa ce oOchAH npyra TeparHi.

[Tpy nprIaradeTo HAa TETPALMKITHHH HA, MALMEHTH ¢ MHACTEHUA IPABUC CE H3UC
BHHMaHHKE, MOpaqH BE3MOKHOCTTA OT ¢1aba HeBpOMYCKyJIHa Oroxana.



Terpaimknua AKTABUC Ma3 CHIBPIKA T, Hap. apadeHy (MeTHINAPAXHAPOKCHOEH30aT,
NMPONIINAapaxuAPOKCHOEH30aT), KOMTO MOTaT 4 CTaHAT NPUYHHA 34 ANCPrHYHH PEaklHH B B PEAKH
CIlyda#! 2ia NOBEHAT A0 aCTMATHYHH NMPUCTBITH.

Ilo BpeMe Ha JIeUeHHETO C POAYKTA He TPAOBa J1a Ce U31073BAaT KOSMETHYHU KPEeMOBE M I'PHM BhpXY
NEKyBaHHTe O0NacTA.

4.5 BsagmoaelcTBHE ¢ APYTH JIEKAPCTBEHA NPOAYKTH H APYTH GopME Ha BIaHMOAelicTEHE

HaMa yCcTaHOBEHH JICKAPCTBEHH B3aMMOAEHCTRHA.
Brripeku ToBa, aKo c€ NMPHIAraT U APYrd OpOIYKTH BbPXY KOXKATa HHTEPBATBT MEXKAY HAMA3BAHMSATA
C TIX H TETPaLHKIHH Ma3 TpAOBa 14 ¢ eIHH Hac.

4.6 DPeprpianrer, 6peMEHHOCT H KbpMeEHe

Terpauuknun Ma3 TpadBa Aa ce NpHIAra o BpeMe Ha OPeMeHHOCT M KbpPMEHE ClIEf, BHHMATENIHA
npelieHKa Ha ChbOTHOIEHHUETO MOJI3a/PHCK OT cTPaHA Ha JieKaps.

He ce npenopbuBa jieueHHe Ha KOXHH HH(MEKUMHN B 00/1acTTa Ha I'bpAMTE 10PN OMAacCHOCT OT
KOHTAKT Ha NPOAYKTA ¢ KbPMAUYSTO N0 BpPEME HA KbpPMECHE.

4.7 Edekra Bbpxy cnocobnocTra 3a modupane A padora ¢ MAIINEA

ITpunoxeHHETO Ha TETPALMKIHH Ma3 He MOBIHABA CNIOCOOHOCTT HA MAUMEHTHTE Aa INoPHUPaT WK Aa
paboTAT ¢ MALIHHH.

4.8 HexenaRH NJeKAPCTBEHH PeaKNHH

HexxenaHuTe JEKAPCTBEHH PEaKI[HH ca KIACH(HULIMPAHM 11O YECTOTa CBIVIACHO CeAHATAa KOHBCHIUA:
mHOro dectu (> 1/10); vectnn (> 1/100 no <1/10); neyectn (> 1/1 000 mo <1/100); peaxu (= 1/10 000 u
<1/1 000); muoro peakn (<1/10 000); ¢ HeM3BecTHa YeCTOTa (OT HATHYHHTE AAHHH He MOXeE Ja Opae
HanpaseHa OlIeHKa).

poaykThT ce moHacs xoOpe | MpH HPOXBDKHTENHO HPHIOKEHHE,

Hapywernua ua xosxcama u ROOKONCHAMA MbXaH
C HeHM3BECTHA Y9ECTOTA: ApasHEHE, 3a4epBIBaHe, ChpOeK, MApeHe H JIOLICHE HA KOJKATA.

CrofmaBane Ha NONO3IMPAHH HEXENAHW PeaKiIy

Crof1apaHeTo Ha DOAOSHPAHH HeXelaHH PeaklMHu Clie] paspellaBaHe 3a yrnoTpeda Ha JIeKapCTBEHHA
MPOAYKT € BakHO. TOBa MO3BOMAEA Aa MPOAWDKH HAGMIOAEHHETO Ha ChOTHOLIGHHETO NMOJI3a/PHCK 34
JIeKapCTBEHHS MPOAYKT. OT MEAUUMACKHTE CIICLIAATHCTH Ce H3HCKBa /la ChOOLIABAT BCAKA
NoZO3HPaHa HeXellaHa peakiua upe3 UsmpiinuTeliHa areHIus 1o Jiekapereara, yi. ., Jlaman I'pyes”
Ne 8, 1303 Codms, Ten.: 02 8903417, yebeairr: www.bda.bg.

4.9 Ilpeaosapane

Hsama cpoOLIgHIA 32 Npeao3UpaHe ¢ NPOayKTa.

5. GAPMAKOJAOI'MYHU CBOMCTBA

5.1 ®apMakoanHAMHAYHH CBOHCTBA e

Vs Qﬁ\mﬂ nO,Q '
dapmaxoTepaneBTH4Ha rpyna: AHTHOMOTHLM 32 JiokanHo npunoxerne, ATC kom/LIS0AARL ™~ 2, |

TeTpanMKIHH € AKTHBEH CNIPAMO:



. I'paM-1onoKUTEMHE MHKPOOPTaHU3MH - Staphylococcus sp. (AH(EKLIHH Ha KOXKAaTa H MEKHTe
THKaHH), MAJIKO IIAMOBE Ha Streptococcus sp., Corynebacterium acne, Listeria sp.,

° [ paM-OTpHLIATETHH MEKPOOPTaHM3MH - Escherichia coli, Salmonella typhi, Shigella,
Bacteroides sp., Fusobacterium, Acinetobacter sp., Legionella pneumophilia, Moraxella
catarrhalis, Bordetella pertusis, Haemophilus influenzae, Haemophilus ducrei, Coxiella sp.

[Ipem 3anouBane Ha IEYCHHE © TETPALMKAKH C€ NPEenophYBa MO BE3MOXKHOCT MPOBCKAaHE HA
TECTOBE 3a YYBCTBHTENHOCT, Thil KATO MHOIO IIAMOBE OT Te3H rpyid GakTepuH MoraT /1a ca
PE3HCTEHTHH CTIPAMO aHTHOHOTHKA.

B pe3ynrar Ha SakTepHOCTATUYHUA o €EKT IPH NPOALIDKATERHA yIoTpeda Ha NPOAYKTa ¢
Ha0MIo1aBa HaMANABaHe Ha MUKPOOHOTO WHCIO Ha Propionibacterium acnes. Hezasucumo ot

MHKPOGHOTO UHCHO ce HaOmonasa HaMansBaHe Ha OaxTepuanHaTa Oe/IThYHA CHHTE34, KOETO J1a BOAH

ao:

- HaMasieHO 0OpasyBaHe Ha IPONMHOHMOAKTEPHANIHH €K30€H3MMH, JIHIa3H, BOAEIIH 10 oOpasypaHe
Ha CBOOOAHH MacTHH KHCEJIHHH, XHATYpOHHA3a, KOATO YBEIH4aBa nepMeabuiuTeTa Ha
bonMKyIapHUA eNUTE Ha KOMEeIOHHTE U Ha MPOTea3y, KOUTO MOBJIHABAT CTPYKTYPATa HA
KepaTUH~POpMHpALIKUTE KIETKH;

- HaManeHO oOpasyBane Ha XeMOTAKCHYHO-BKTHBHA CyOCTaHIs Ha NPONMOHHOAKTEPHHTE, KOETO
BOJIH JO TICHETpAUMA Ha TPAHYNOLHTH U JIMM(POLIMTH BHB (POJIHKYJIHTE,

5.2 PapMakoKHHEeTHYHH CBOlCTBa
[TpomyxThT He ce pe3opbupa Mpe3 KOWATA.
5.3 IlpeaAx/IHNHYHE JAHHH 32 Ge30H0aCHOCT

He ce ouaksa CHCTEMHO JAeiiCTBHE Ha TETPALMKIIHH, ThH KaTo MPOAYKTHT He ¢¢ pesopOHpa npes
KOXKATA.

ITpu ONHTHH JKHMBOTHH HE ca HADMOJARAHM KOXKHH PEeaKLHH.

HsamMa naHHM 33 HeOMaronpuareH eekT BbpXy PERpPOAYKTHBHOCTTA, KAKTO M HATHYHETO Ha
MyTareHeH # KaHUSpOoreHeH noreHyan.

6. ®APMAIIEBTUYHH JAHHH
6.1 ChnHcebk HA NOMOIMBAHTE BeNecTRA
MeTtHnnapaxuapoxcuGeH3oar
[TponmunnapaxvaporcudeHzoar

Teuen napadun

Teepa napapun

Jlasonusx

bsin BasenuH

6.2 HecbBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha roanocr

2 ronHHH
CpoOK Ha NrOAHOCT CeA MHPBC OTBApAHe: 3 Meceua.

6.4 Chnensajann yc/i0OBHY Ha ChXpaHeHHe

Ha ce cpxpanssa nog 25°C.,




Ja ce cHXpaHABA Ha MACTO, HEZIOCTBIIHO 34 Aella.

6.5 Baau CLALPAKAREE HA ONAKOBKATA

ITo 20 g ma3 B nBOKHO IAKHPaHH ATYMMHHUCEH TyOH

6.6 CrnenuanHu NpeliNa3HA MEepKH NPH H3XBLpJsHe H pabora

HaMa cneuHansey H3HCKBAHHA.

7. IIPHTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

Axkrasuc EAJ]

ya. "Aranac Jlykos" Ne 29

1407 Codus, brarapus

8. HOMEP HA PAJPEHIEHHUETO 3A YIHOTPEBA

Per. Ne 20011217

9. JATA HA ITBPBO PAZPEIIABAHE/TMIOAHOBABAHE HA PASPEINEHHETO 3A
YIIOTPEBA

Hara Ha mbpsBo paspeniasane: 19.12.2001 r,

JlaTa ra nocneaHo nognopasaxe: 06.02.2012 r.

10. JTATA HA AKTYAJIM3HUPAHE HA TEKCTA




