KPATKA XAPAKTEPHCTHKA HA IPOIAYKTA

'CORTIMYCIN
KOPTAMMUIIAH
NAN
1. AME HA JJEKAPCTBEHHSIT ITPOXYKT O40 E{f f f} 10|
CORTIMYCIN 10 mg/g+ 3,5 mg/g cream HATAE"yr/fqaj |

KOPTUMMIIMH 10 mg/g + 3,5mg/g xpem

2, KOJIMYECTBEH U KAYECTBEH CBh(CTAB

JlexapcTBeHn BewecTBa B 1g kpeM : XuapoxoptusoHos anerar (Hydrocortisone
acetate) 10mg n Heomumun cyndar (Neomycin sulfate), eks. na 3,5mg HeoMuunH
(Neomycin)

3. JEKAPCTBEHA ®OPMA
Kpem

4. KJIMHUYHHA JAHHH
4.1. TIOKA3AHHAA
3a JTOKANHO JIeyeHUue Ha!

e AJleprofiepMaTo3n - KOHTAKTeH JEpMATHUT, BTOPHYHO HHQEKTHPAHU
eK3eMH, CTPpOPyIayC, AePMATUT OT HHCEKTH;

IPYPUTYC aHO-TE€HHUTAJICH;

HEBPOACPMHT;

aTONHWYEH ACPMAaTHT,;

[ICOPUA3UC BYJIFAPUC;

HXTHO3H;

nuxeH pybep nnauyc;

nHdeKTHPaHH PaHH;

CIThHYEBO H3rapsHe.

4.2. JO3UPOBKA U HAYHH HA YIIOTPEBA

KpeMBT € moaxoAsin 3a TpeTHpaHe Ha WHTEPTPHIMHO3ZHH HIIH JICKO CKCYAVpaillH
o0acTy. .

Cortimycin xpeM ce pHIara J0KalHO KaTo ¢¢ HaHacd 2-3 ObTH JHEBHO HA THHBK
croif BBPXY 3aCerHaTHTE KOXXHH yYacThIIH, He TIoBeYe OT €IWH MeCell.

4.3. MPOTHBOMOKA3AHHUSA
IIpoayxTET HE ce npujara npu

¢ HAIWYME HE CBPBXYYBCTBUTENTHOCT KBM HAKOE OT AaKTUBEUTE HIIH
IIOMOIIHNATE BEeIlleCTRa;

o TyOepKyno3a Ha KOXara,



BUPYCHH ¥ Tapa3uTHH KOXKHH 3a00NABaHN 4,
KOXKeH CHQUIHC,

rEOMYHE UHDEKLIUH,

KOXKHU peaKIWM CJIed BaKCHHALMH,
IepHopaseH AePMaTHT,

aKHe,

po3aues.

4.4, COEIHAJHHA TNPEAYOPEXIAEHHUA H  CHEIHAJNHH
NPEANAZHHN MEPKU INIPH YHOTPEDBA

[IpoaykThT He TpAGBa na ce MpHUjara MPOABIKHTENHO HpPHUIAraHe B rOJEMH
KONIMYecTBA M BBPXY OOMMpPHH ILIOINH OT KOoXara nopajd BB3MOXKHOCT OT
pe30pOIHs ¥ TI0ABa Ha CUCTEMHH e(eKTH.

[IpoAyKTHT C€ Ipuiara KpaTko BpEME BBPXY Jdle ¥ Kienayd nopajiu pucv: OT
MOosiBa HA TEJICAHTHEKTA3HH H MUTrMEHTALH |, KaKTO H rIayKoMa.

He ce mpenopbuBa ynoTpebara My npH KbpMadeTa ¥ MalKH Jella, opaji# PUCK OT
NoBHIIEHAa Pe3OopOIHA U MOABA HA CHCTEMHH edekTu. Pesopduudra ¢ no-u3pasena
[IPH HEJOHOCEHH, OTKOJKOTO TPH JOHOCEHH Aend. JIedeHrneTo B IETCKATa Bb3pacT
He Tps0Ba 1a peBuiIaBa ABe CEAMHLM NIPH eAHOKpaTHA alUIMKAHS Ha CH.

[Ipy manweHTH B HalpeAHaja BB3IPACT MNPOAYKTET €€ Mpuiara C TOBHIICHO
BHYMAaHVe Nopajgl Bb3pacTOBHTE IIPOMEHH Ha KOXKarta.

[IpenapaThT ChbABPXKA T. Hap. napabeHu, KOUTO MOraT [a NPU4HHAT 1a6aBeH THII
aNeprudHK peakuuy M I0- PAAKO peakuuu OT Obp3 THO - YPTUKApUH U
OpOHXOCITa3bM.

4.5. JEKAPCTBEHH H IPYTH B3AUMOJAENCTBH A
Cortimycin KpeM € HECHbBMECTHM CbhC CalHlUI0BA KHUCENMHA, TaHUH, TEXKH
METaJH.

4.6. BPEMEHHOCT U KbPMERE |
Jla ce u3barsa mpunaraHeTo Ha NPOJAYKTa IpH OpeMeHHH, ocobeHo B rojieMu
KOTMYECTBA M BBPXy OOMMpHH yYacThIM 3a NMPOABINKUTEIHO BPEME, NMOPaH
OIAaCHOCT OT CHCTEMHA pe3opOuus.

Hama faHHW 3a NIPeMHHABaHE Ha Mpemapara B MalfHHOTO MISKO, HO HE Ce
IpenopbYBa NMpHIaraHeTo My B ITEPHOJIA HA KBPMEHE.

4.7. EOEKTH BBPXY CIIOCOBHOCTTA 3A HIO®UPAHE H PABOTA
C MAIIAHNA |

[IpemapaThT € 3a JIOKANHO TPHUIOKEHHE ¥ He NPEAU3BHKBA E(PEKTH BBPXY
criocobHoCTTa 32 [odupaHe u padoTa ¢ MAIHHHA.



4.8. HEJXKEJIAHM JEKAPCTBEHH PEAKIIUHN

Jloxanuyn HexelTaHH peaKIuW: arpodua Ha enmuAepMHuca U IepMara, 3aCTOCH
epUTEM, CTepOMIHO aKHE, TeNCaHTHeKTasHH, XWIEPTPHX03a, NPOMEHE B
MUTMEHTAIKATA Ha KOXara, Myprypa, CTPHH.

CucreMHH HeXenaHd edexTu: KBUIHHT CHHIPOM, CTEPOUAEH AnadeT, MOBHILEH
6enTrueH MeTaboNu3sM, HapyIIeHHE B €NEKTPONHTHUSA OaraHc.

4.9. IPEJO3UPAHE

Ha6niomaBanuTe Opy Apeao3upate CAMITOMA ChBNAAAT ¢ OIIUCAHUTE [10-rope
HEXEJTAHH JIEKapCTBEHH peaknuu, 0COOEHO NpH MO-MPOABIKUTENHO JICHCHHE H
[pY IPHAMKEHKE BBPXY FOJIEMH ILIOIIA. | |

5. PAPMAKOJOIHYHMU JAHHH

5.1. PAPMAKOAMHAMHPYHU CBOHCTBA

ATC xon DO7CA 01

Cortimycin Kpem € KOMOWHMpaH TIpeNapar 3a JOKAIHO [PUNOKEHHE C H3PaseHo
aHTUOAKTEPHUANIHO U IIPOTUBOBH3NMANUTEIIHO NEHCTBHE.

Neomycin € aMHHOTIIFOKO3H AeH aHTHOHOTHK ¢ IIMPOK CHEKTBP Ha OaKTePUIIHAHO
neticTBie. UyBCTBUTETHM KBM HErO €a rpaM-OTPHIATENHA MHKPOOPraHH3MH OT
rpymna Enterobacteriaceae, Proteus sp., Escherichia coli, Haemophilius influenzae,
Neisseria gonorrhoeae, Klebsiella, Salmonelia, Schigella, Pseudomonas
aeruginosa. |

Brcoka YYBCTBHTENHOCT KBM HEOMHIHH IPHTEKABAT TIPaM-TONONKUTEIHH
MuKpoopranu3mu — Staphylococcus, Corynebacterium, Listeria, Mycobacteruim
tuberculosis. Pe3dCTEHTHOCT KBM HEOMUIMH c€ pPa3BUBa IIpU IPOABHKUTCIHO
npunoxenne. He ce WHAaKTHBHUpA INPH KOHTAKT ¢ OWONOTHYHH TEYHOCTH H
CEKPETH. |

Hydrocortison ¢ KOpTUKOCTEPOHA OIMU3IBK 10 CTPOCXK K ACHCTBME A0 KOPTH3OHA,
HO NO-akTHUBeH OT Hero. Tolfl mpuTexasa AOKANHO MOPOTUBOBL3NAIMUTEIHO,
IPOTHBOEKCYNATUBHO ¥ NpoTHBOAIEpruyHo AeiictBue. lloTneka aKTUBHOCTTA Ha
XHATYPOHK133aT4, HaMalsiBa NPOILYCKIMBOCTTA HA KANKIIpHTE. KakTo u apyrure
[IOKOKOPTHKOUIM TOH Ce CBBP3Ba CBhC CeLMUUHH LUTOIIA3MEHH PElCHTOPH.
XHuAPOKOPTH30H ce pe3opbHpa Npe3 KOXKara B CPaBHUTENHO MANKK KONMHECTBA.
Pe3zop6uusaTa ce 3acUIBa 3HAYATEIHO B CIIyJauTe, KOraTo ce Ipujara B Ho-roleMu
KOJUYECTBA BBLPXY BAaKHA KOXKa WIM BEPXY OOLIMPHM yBpEACHW Y4acThill Ha
KOYKara.

5.2. DPAPMAKOKHHETHYHH CBOUCTBA

Hydrocortisone acetate ce pe3opOMpa TIpe3 KoOXaTa B CPaBHHTC/HO MalKH
KOMMYecTBa. PezopOumsara My c€ 3acHiBa 3HAUHMTEIHO B Clly4yaWTe, KOHTO C&
npunara B MO-TOJNEMH KONMYECTBA MM BBPXY BIAXHA KOXKA, & CbLIO U BBPXY
OOITH PHH KOXHH yYacThUH.

Neomycin sulfate € BHUCOKONOIAPHO ChelMHeHHe C-HHCKA JIMNOpa3TBOPUMOCT.
[pusioxeH NMepopalHO UMa CHBCEM cnaba qpeﬂﬂa pGSOIJSHHH %Hpemnﬂaaa TPYAHO



KpBBHO-MO3bYHATa GapHepa, 0KaTO AHaMIaleHTapHO MPOHUKBE 3HAUHTEHO T10-
no6pe. Exckperrpa ce TIaBHO 4pe3 TIOMEpyIHa (HITpallid, pasnpenend ce
[JJaBHO eKCTpallenynapHo. Herosara HHCKA JHIIOPa3TBOPDHMOCT HaMaldsa B
3HAYMTENHA CTENEH CIIocoOHOCTTa MY 3a IIeHeTpanns Npe3 KoXara U IOAKOXHAaTa
MacTHa ThkaH. Tosa e Graronpusred (akTop, KOSTO NPaBU M3ION3BAHETO Ha TOBA
chelMHeHre e(QEeKTHBHO M B 3HAYMTENHA cTeneH 0e30macHO TpH JIOKIaHO
IpUIOKeHHe, MMaiiky Ipeld B HEroBara BHCOKA TOKCHYHOCT M CHCTEMHHUTC
HexeJaHH eGeKTH Ha AMUHOMIMKO3HIHUTE A¥ TUOMOTHL.

5.3. IPEAKJIAHAYHA JAHHYU 3A BE3OIACHOCT
Hama nanuu

6. PAPMAINEBTHYHHU JAHHH

6.1. CIACHK HA IOMOIIHATE BEIIECTBA
ITeroMakporon 1000

[leTocTeapu/IOB aIKOXOJL

 TeueH mapa@uH

bsn pazenuH |

MeTun napaxnﬂpokcnﬁeﬂsoa'r

ITponut napaxH ApoKcHOeH30art

[Ipeuucrena Boza

6.2. PHINKO - XUHMHNYHHA HECBbBMECTHMOCTH
He ca n3BecTHH.

6.3. CPOK HA I'OJHOCT
3 (TpH) TOAMHMU OT AaraTa Ha IPONU3BOACTBO .

6.4. YCJOBHS HA CbXPAHEHHE

[Ipu TeMniepaTypa OJX 25°C.Jla He ce 3aMpa3sBa.

Ila ce ChXpaHABa HA MECTa, HEJAOCTHLIHM 3a Jena’

Na He ce ynoTpeOaBa ciel U3THYaHe Ha CpOKa Ha MOIHOCT, yka3aH Ha OaKoBKaIa.

6.5. JIEKAPCTBEHA ®OPMA U OIIAKOBKA
Cortimycin® kpeM 15g kpeM B JBOMHO JTaKUpPaHU ajlyMUHHEBH TyOH.

6.6. IPENOPBKHU ITPU YIIOTPEDA
ITpoZYKTHT C& OTIyCKa O JICKApPCKO npeAnncanue!
7. IME A AJPEC HA IIPUTEXKATEJIL HA PASPEHIEHHETO 3A
YIIOTPEDA

Axtasuc EAJ] |

yi1."Atanac [ykos " 29 I

1407, Codus beirapus T T

.
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8. PEFTCTPAIIMOHEH Ne B PETHCTBPA TIO Y.L 28 OT 3IAXM
Per. Ne 20010714/21.06.2001

9. JATA HA ITbPBO PA3PELIABAHE 3A VYIOTPEBA HA

JEKAPCTBEHMWS IIPOAYKT
[Tporoxon Ne291 na KJIC ot 12.04.1968r.

10. TATA HA AKTYAJIU3ALIMS HA TEKCTA
Hoemspu, 2008



