KPATKA XAPAKTEPUCTHKA HA IPOXVKTA
HYDROCORTISON CUM CHLORAMPHENICOL.

1. TBPTOBCKO UME HA JEKAPCTBEHM A ONPOAVKT

Hydrocortison cum Chloramphenicol
MWRHCTEPCTBO HA 30PABEONA3BAHETO

2. KOJIHYECTBEH 1 KAYECTBEH CbCTAB ipHAOKEHHE Kb
JexapcTBenu BeniecTsa B 1 g Ma3 3a ouu: paspewonpe saynorpesate -\ b 0\1”)/ 0.0

Hydrocortisone acetate 5.0 mg '

Chloramphenicol 2.0 mg 70 >’/ 03./0.06 Wq//
3. JEKAPCTBEHA ®OPMA

Mas 3a oun

4. KIMHUYHU JAHHHA
4.1. HOKA3SAHU A
Hydrocortison cum Chloramphenicol Ma3 3a ous ce M3TON3BA MPH IOBBLPXHOCTHH
BE3IANUTENHN CHCTOSHIS Ha KOHIOHKTHBATA, POTOBHLIATA U TIPEAHUSI OUEH CETMEHT,
KOTaTO Ce IpenophyBa ynorpedara Ha KOPTUKOCTEPOU] U € HAHIIE MIIA HMa BEPOSTHOCT
OT pa3BHTHE Ha DakTepHANHa HHOEKITHL.

e Bmsnanurensu cperodHus Ha nannebpanHara u OynbapHa KOHIOHKTHBA,

POrOBHIATA ¥ NPEJHIS 09eH CeIMEHT;
e XpOHHYHY NPEAHH YBEHUTH.

4.2. TO3UPOBKA ¥ HAYWH HA YIIOTPEBA

Ilo nexapcko npeanHcanye. 3a TOKaIHO IPHIOKEHHE.

Jo3ata ¥ IpOABIDKHTENHOCTTA Ha JISUEHNE ¢& ONIPEAEILIT OT JISKYBays TeKap.
OGuualino ce npunara 1-3 WETH AHEBHO, B 3aBHCHMOCT OT TEXKeCTTa Ha 3a00IIIBaHETO.
Ilo-yma4no € pes AeHA 1a ¢ U3ION3BaT KalKy 32 OYH, 2 IPE3 HOUITA — Ma3 32 OYML.

Heya: EdexTunHOCTTa H 0€3011aCHOCTTA IIPM ACLA O 3 TOAUHM HE € YCTaHOBEHA.

JleyeHHETO NIPOFEIDKABA A0 OT3RyYaRaHe Ha IPHURHAIATE Ha 3a00JuBaHeTo (CpenHo 5-7
JIHN), HO He nobeve oT 14 muu.

Hauynn Ha ynorpeba:

Masra 3a o4s Ce Mpuiiara TOKAIHO, KaTo ce H3TelVId JONHUA Klellad i B 00pa3yBaHua 110
TOo3U HayuH "mxod” ce moctaps 1 cm oT Ma3ra. Hakpalieukst Ha TyOaTta He Tpadea ja
Aoxocsa oxoto! Ilpenu 3aTBapspe Ha OKOTO NMALMEHTHT TPsOBa Ha NOTNEHHE HAIOIY.
ITocraBs ce KpaTkoTpaiina npeBpr3ka (3a 1-2 waca).

4.3. JPOTHBOIIOKA3AHWA '
* CBPBXIYBCIBUTENHOCT KBM HAKOE OT AKTMBHWTE WUTH NOMOUIHWTE BEWIECTBA HA
YIpOLyKYa; i

KOpHEATa H KOHKOHKTHBATE,




MEKODAKTepHaTHE OFHA HHQEKIH;

TpaxoMa;

MUKOTHIHN O4HY WHOEKITHY;

[IOTHCHATA KOCTHO MO3buHA GYHKINA (MUEIOIIaTHS, AllaCTAYHA AHEMILT).

4.4. COENHAAJNRY TPOTHBONOKA3AHWA U CHEIMHAJNHHA
UPEAVIUPEXAEHWA 3A YIIOTPEBA

Iipoxsmxurentdara ynoTpeba Ba KOPTHKOCTEPOUAM MOXE [a MOBMIL BBTPEOYHOTO
Hansrage (THaykoMma), K0eTo Aa NPH-MHA yBpeKIaHe Ha 3pUTENHUA HEPB, HeMEeKTH B
3pUTeNHATa OCTPOTa M 3PHTIENHOTO M0e, KAkTo ¥ Ha HOBEAS JO IosABa Ha 3af{HA
cybramcynapHa -karapakra. llopazmm ToBa ¢ pHeoOXOAuM PpEeNoBeH KOHIpOI Ha
BETPEOUHOTO HATLITAHE. ,

TIpomsiDKHTeNHaTa yroTpeba MOXEe 1a MOTHCHE 3aTuTHIA OTrOBOp HAa OPTaHH3Ma M Ti0
TO3H HAIHH Ja YBEIHYH PHCKa OT PasBHTHE Ha BTOPHYHM OUHA WHPEKITHH.

Tlpu 3a6onsBanys, IPHYIHIBAITA H3THHABAHE Ha POTOBHIATA Ml CKIIEpata € BE3IMOIKHO
ynotpeGara Ha IOKAIHEA CTEDOUAH fia OB 0 HephOopartym.

TIpy oCTpH IHOMHZ NPONECH H& OKOTO & BE3MOXKHO CTCPOMIATE Tia MacKupaT WM fa
TIOTEHIMpAT ChIeCTBYBaIfaTa HHQEKIH. : oo

TIponBIKATEHATA yrnoTpeGa MOXKE Ja CTaHe IpPHYHHA 32 PasBATHC Ha PCIHCTECHTHU
MYKpOOPTAHW3MH, BIIIOYHTENHO ¥ TBOMIKH. B ciydaft Ha cynepuubexius TpabEa fa
65 e HasHAYEHA IIONXOIAINa Tepanisi.

Tlo BpeMe Ha JedeHNe ¢ TO3W MPOAYKT & IPSTIOPBYUISIHO a HE C& HOCAT KOHTaKTHH
TTEITH.

To3u IPOIYKT ChOBKA NapaGery KaTo MOMOITHY BEIIECTBa, KOUTO MOrat fa NPUYAHAT
cEpGeRd U OOPHBY, a IOHAKOTa 1 IIO-TEXKI PeaxIHy Ha CBPBXYYBCTBHTENHOCT.

4.5. IEKAPCTBEHH B3AUMOJEHCTBUA

EIHOBPEMEHHOTO HPUIOKEHHE C aHTHXOMAHCPIHEHH CPEACTBA (aTponMH) MOXke na
MoBee MO IIOBUINAaBAHE HA BETPEOTHOTO HAATAHS.

YIpu emFHOBpEMEHHO IlcYeHye ¢ JIGKapCTBCBM IPOAYKTH, BB3ACHCTRAITY XeMOIIoe3ara
MOXKE [1a C€ 3aCHAN YBPeXFalHaT KOCTHIA MO3BK edexT Ha XIopaM(peHHKONA.

4.6. BPEMEHHOCT 1 KbPMEHE

Bpemennocm

Hama [aHHY 33 YBpeXkKHaHe Ha IUIoJa IpA OpeMEHHH, HO Ce IIPeNophHBa ynorpebara Ha
OpOAyKTa Aa Ce HasHa4aBa caMO IIDH KaTeropyudHa HEOOXOOVUMOCT X Ciel BHEMATEIIHA
TIpereHKa Ha CHOTHOIICHHETO TI0N3a/PUCK.

Vnompeba no epeme Ha KbpMeHe
He ce TpemopsuBa IO BpeMe HAa KbPMCEHE, ThH KaToO IOPaIH HechBEpIICHA 00MAHA Y
KEPMAYETO € BB3MOKHO HaTpylBaHe Ha xnopaMeHnUKON ¥ OTTaM YBDEKIAHe Ha
XeMOIIOe3aTa.

4.7. EOEKTHU BHPXY CIIOCOBHOCTTA 3A
MAIIHAHA




Iopamu 3aMBriisBase Ha 3pPEHWETO I HaMalfBaHE Ha 3pHIEIHATa OCTpPOTa,
HEeHOCPEICTBEHO Clel| IPHIOKEHNe, CIIocOOHOCTTa 32 modHpaHe H paboTa ¢ ManiuHy
MOraT fa OBbJaT BpEMEHHO IIOBIHIHM.

4.8. HEXXEJIAHH JEXKAPCTBEHY PEAKT

HexeMaHnTe NeKapCTBEHM DPEaKIWM CBEP3aHW C JSHCTBHETO Ha KOMOHHHpaHus
nexapcTeed mpomykr Hydrocortison cum Chloramphenicol ma3 3a-oym MOrar ga ce
IBIDKAT HA apTHOAKTepHAlHATa CHCTABKA, Ha CTEPOHOHATa ChCTABKA HIH Ha ACHCTBUETO
Ha caMara KoMOMHAIIHs.

Hati-9ecTo cpelannTe HEKENAHH JEKAPCTBEHH peakiiiii, CEBP3aHH ¢ HOKANHATA OYHa
yrotpefba Ha chloramphenicol ca: paspuTHe Ha CBPBXYYRCTBHUTENIHOCT M OsBa HA
- JIOKaNHa OuHAa HMpPUTATHBHA peaKIui, NposssBalia Ce& CBC CBPOSK, IOAyBaHE Ha
KIENadnTe M 3a4epBABAHE HA KOHIOHKTHBATA. Makap W MHOTO DIOKO € BB3MOMKHO
[OTHCKAHE Ha KOCTHHS MO3BK H PasBUTHETO Ha aNfiaCTHYHa BHEMHA, KOeTO HE &
JI0303aBHCHMO.

Hexenanute NEKapCcTBEHH PEAKiMy, KOUTO MOrar Ja €€ IBDKAT Ha CTEpOMIHATA
cecraBka (hydrocortison) ca: BB3MOKHO HOBHIIABaHE HAa BRTPEOYHOTO HAILITaHe,
pasBUTHE Ha TIayKoMa, B MHOIO peIKY CIIyYay CBUESTaHA C YBPEXKIAHE Ha 3PUTCIHHA
HEepB, hopMuUpaHe Ha 3aHa CyOKaricyIapHa KaTapakTa u 3a6apeno 3apacTBaHe Ha OYHUTe
pamy. Habmopapanu ca coyyanm Ha mephopamus, KOTaT0 KOPTHKOCTEPOMAHM Ca
TpHNATaHA NpH 3a00IBaHM, BOZEITY [0 H3THHABAHE Ha POTOBHIIATA M CKilepaTa.

TIpu OpoRBIKUTENHA YIIOTpeda € BE3MOXKHO IOMBTHABAHE HA NEMATa, KAKTO ¥ Pa3BUTHE
Ha MOBBPXHOCTEH KEPATHT.

Bmopuuna ungpexyus: BCUICACTBHE yHorpebara Ha KOMOMHHpAaHHM NIeKapCTBEHH
OPONYKTH, ChOBPKAIIM CICPOMAHA H AaHTHMUKPOOHAZ KOMIIOHEHTA € BB3MOXKHO
pa3sBUTHET0 Ha BropugHa wHbexmmi. Oupre, NEKYBaHd MNBIFO C  JIOKATIHH
KOPTHKOCTEPOMIM ca MPEOpasIONOKeHy XKpM JNONBIHWICNHA [HOfBa Ha IBOMYHH
AHQEKITMA Ha DOTOBWLaTa. BB3MOXKHOCTTA 3a I'BOMYHA WHBA3WA TpAOBa Jia ce B3eMe
MPSABUL B CIYUAWTE, KOTATO JISUSHKHETO CHC CTEpOUNH € 3all0YHATO TIPH HANKYHA A3Ba
Ha pOoroBHIaTa. BEH3MOXKHO € BTOpWYHATa HHQEKIMA Xa € pesynrar OT IOTHCHATa
3aIMUTHA PEAKIHi Ha OpraHu3Ma.

4.9, IPEJO3HPAHE

Tipu TOYHO clIa3Bage Ha HHCIPYKUHHTe 3a yHoTpeba Ha IpORyKTa2 He ce Habmrofasa
TPERO3Hpane M TOKCHIHOCT IIPH NOKAIHOTO MY IIPHI0KEHNIE.

Knupwyeo M3pa3’eHuTe CUMOTOMEH Ha IpegosupaHe Ha Hydrocortison cum
Chloramphenicol mas 3a oud ca 1OAOOHHM HAa HEXEIAHWTE JEKAPCTBEHH PEAKIMH:
3a9epBABaHe, Chil3eHe, ToAyBaHe U ChbpOex Ha Kiieraya.

5. DAPMAKOJOrHYHA JAHHA
5.1. PAPMAKOIUHAMHAYHMA CBOUCTBA

ATC xon: S01CA03 //“"'“-1 S
Hydrocortison cum Chloramphenicol Ma3 3a o4y € I{OMGHHHP?H& HeKapQIBe‘fI‘?@opma Ha
ITMPOKOCTIEKTHPHKA aHTHOMOTHK XJOopaMbeHHKON K C HHHI  KOD HxOCTepO

XUAPOKOPTH3O0H.

o



Chloramphenicol e GakTeprocTaTideH AHTWOMOTHK C apoMarHa CTpykrypa. IloTmcka
nenramnTpancdepazaTa U HapyIlaBa cHHTe3a Ha GeNThKa B OaKTepHAIHATA KiIETKa.
AnTHO2KTepHATHIAT CIEKTHD Ha XI0paM(EHMKON BKIOYBA rofiM Opod IMATOTeHHW
MEKpoopraEusMu: Staphylococcus aureus; Streplococcus prneumoniae, Streptococcus
pyogenes, OPYTH  (-XeMONUTHYHH  CTPENTOKOKH; aepo0HH  IpaM-HEeraTHBHU
MuUKpoopraxusmu - Escherichia coli, Haemophilus influenzae, Klebsiella/Enterobacter
species; Moraxella lacunata u Neisseria species.

Chloramphenicol me noBmusBa anexsaThO Pseudomonas aeruginosa u Serratia
marcescens. Crabo axTHBEH € 1O OTHOINGHWE HA KHCEIHHHOYCTOWUMBH OaKTepHu.
CpmecTByBa BBL3MOMKHOCT 32 pPasBUTHE Ha PE3HCTEHTHOCT Ha HAKOM OaxTepualdu
TIPHIMHUTENH TIPH TIPOABIDKATEIHA yIOTpeda Ha aHTHOROTHKA.

Hydrocortison neiicTea IPOTUBOBE3IANUTENIHO, TIPOTHBOEKCYAATUBHO,
WMYHOCYIIPECHBHO, IpoTHBoATepradHO. IloTHcKa' BL3NManWTeNHATA pEaKipd Ha
OpPrasM3Ma CIpPSMO areHTH OT MEXaHHYHO, XMMHYHO HIH HMYHOIOIMYHO ECTECTBO.
MexaHu3MBT Ha HErOBOTO JeiCTBHE €€ CBCTOM B IIOTHCKAHE aKTMBHOCTTa ‘HA
XHaypOHHAA3ara, HaMalifBaHe IiepMeabunWTeTa Ha Kalpnapure ¥ IOBHINABaHE
MMOJIMMEPU3AIAATa Ha XHATypOHOBATA KUCENUHA.

5.2. PAPMAKOKHHETHYHI CBOMICTBA

HsMa pnawsd 3a CTeTieHTa Ha cucTeMma pesopbums wa Hydrocortison cum
Chloramphenicol ma3 3a oun.

Kopruxoctepouure ce pesopOHpar BBB BHIPEOTHATa TEYHOCT, POrOBHMIIATA, HPHCA,
DHATAaPHOTO TAI0 U PeTHHATA.

Crnex noxanmHo O9HO npunoxkenue, chloramphenicol moxe ma ce pesopOupa BBB
BETPEOUHATA TEUHOCT. Benpexw numcaTa Ha KOHKPETHM [JaHHM Ceé Mpefiionara, de
W3BECTHO KOIMYECTBO MOJXKE Ja IPeMUHE H B CHCTEMHATa UUPKYIAIHL, KaTo TOBa € I0-
H3pa3eH0 IIPH YBPEACHH KOXKa B THIaBHLIH.

5.3. OPEAKJTVHWYHNA NAHHH 3A BE3OIIACHOCT

Chloramphenicol

Toxcuurocm

Octpata TokcwgHOCT Ha chloramphenicol e olpeneneHa y MHIOKM CieX IEpPOpalHO X
MHTpaBeHo3no npunarage. Cren mepopanHo npunarage LDsy ¢ 2640 mg/kg T.M., a cinex
unTpaBeno3no LDsy e 245 mg/kg T.M., KOETO ro OUpeAei KaTo MOTSHIHAIHO TOKCHIEH
agTAGHOTHK. Cliel MHOTOKDATHO IpHIaraHe B IPOABIDKEHHE HA 6 Mecelld ¥ IUILXOBE U
ky4era chloramphenicol mpenu3BUKBA arNacTHIHa AHSMIHS.

Kanyepozennocm, mymazenrocin, yepesxcdane na epmunumema

He ca nposefeHw OBITOCPOYHK H3CHEABAHKA NPH XXHBOTHH MM XOpa 3a OLgHKa Ha
KAHIIEpOTeHHMS TOTEHIHANL 1 BIMSHNETO BBpXy (eprunurera Ha chloramphenicol. Bee
TAaK ¥Ma HAKOM KAMHWIHE OCHOBAaHWI Ja C6 IPENUONOKY, Yeé B OTHENHH ClyJau

IIOCHCHABAIIC Pa3sBUTHE Ha ITCBKEMILA.

EmbpuomoxcusHocm




Cie mepOopallHo TpeTupane Ha GpemeHHn mibxose ¢ chloramphenicol B nosa 500 mg/kg
(exsuBanenTHO Ha 5800 UHTH IpemoOpBUATENHaTa MaKCHMAHa [HEBHZ 1033 32
BE3pACTHH HpH OYHO NPUIOKEHWE) € YCTAaHOBEHO CHrHUGWKAHTHO IOHIDKABAHE Ha
JKUBHTE (eTyCH ¥ MOBHNIABaHEe B OpOs Ha PaHHMTE eMOPHOHANHN pe30pOIHy MEXIY 5-
i ¥ 15-TH feH Ha TaxHara OpeMeHHOCT. [1oM00HM IPOSBH Ca PETUCTPHPAHH B IPYIHTE
HoyuaBaImy mo-Brcoxd mo3u (1000 mgfkg mm 2000 mg/kg) npy pasiydaHE TO30BH
sTepBany. JKeHeky MEAIKY, notyyasamy 1000 mg/kg mepopanto Mexay 6-TH B 12-Ti
OeH Ha GpeMeHHOCTTa CH Ca IOKasamy CUrHHGWKAHTHO yBenwd4aBaHe B Opod Ha
pesopbimre. JKeHcKku 3aifiy, MOMYYaBAlM CHINUIC ICPOPanHH LO3H (1600 mg/kg)
Mexny 8-Mm W 11-TH JeH ca mMany HOBHINEHHE B pe3opOumara ma eMOpHOHE 0e3
mwranerTa. Chloramphenicol (2.5 mg), MHKEXTHPaH B KOKOUIH SHNa.¢ IpeJM3BHKAl B
20% eMOpHOHATHA CMBPT, SWH JICH CIEA IPUIOKCHUETO, KOATO € HapacHala [Io 100%
Ha 11-THA DeH 0T wHKyOanwaTa.

Tepamozennocm _

Cren mepopanHO NpHIIoKEHHe Ha JKEHCKH ITpxoBe Ha chloramphenicol 2000 mg/kg
MeKIy 6-TH # 10-TE geH or OpemeHHOCTTa uM, 36% OT (QeTycHTe IIOKa3BaT MWIH
ombanonene wiu yMOUIHKATHA XePHHA CBC CAMBaHE Ha peOpata. PeTycH Ha ILTBXOBE,
Tperupay nepopanso ¢ 1000 mg/kg, Mexay 7-m# 4 12-TH neH Ha HpeMeHHOCTTa HIK C
2000 mg/kg, Mexny 11-ma u 13-11 meH, u Mummky TpeTHpanu ¢ 1000 mg/kg, MEXTY 6-TH
w 12-T# feH, ca TOKa3alM MO-BHCOKA 4YeCTOTA HA IMICBama OCubHKamus Ha
dbananTeanEATe Apa Ha NPEJHHTE M 33fJHA Kpaka. ToBa Kopemdpa ¢ HOHIDKaBaHe Ha
cpemHOTO Terno Ha derycure. 3aemikure (GeTycH MO-9eCTO IOKasBaT JHNCA Ha
anaHreanHy ANpa Ha NpedHUTe Kpaka B CPABHEHME C KOHTPOMUTE, KOraTo OpeMeHHUTE
3aliid TONmyuaBar IlepopanHa jgo3a or 500 mg/kg mexay 6-T u 15-TH JieH Ha
opemennocrTa. [lo-decTa nurca Ha ocuduKarus Ha QananreaHyTe SApa Ha TPeRHUTe |
3ajHWTe Xpaka § IOBMINEH Opodf Ha HepasHoMepHO ocuduuupann pedpa ca
HabIofaBaty Py 3aemKu QeTycH, KoraTo Ha OpeMEHHUTE XKEHCKH C4 [aBaHW [O3H OT
1000 mg/kg Mexnay 6-1u 1 9-TH feH Ha OPEMEHHOCTTa UM.

Ha6nrofaBanyre TepaTorenny edekTy ciel wikekTupane Ha chloramphenicol (0.5 mg)
B KOKOIIX fiil1a BKIIFOYBAT MaIQOpMaIliy Ha 90BKaTa, O9UTe ¥ KpaKaTa.

Hydrocortisone

He ca mnOpoBexAaHd MABITOCPOYHK IPOYYBAHWS BBPXY JKHBOTHHM 32 OLCHKE Ha
KapIMHOTEHHHA TOTEHIWAl MHiM Ha edexra BepXy OQepTHIMTeTa HA JOKATHHATS
KopTaKocTepounu. Viscnenpasns ¢ hydrocortisone 3a OIpeNeiAHE Ha MyTaIrCHHOCT HE
[TOKa3BaT HETaTHBHYE Pe3yiITaTH.

6. DPAPMAHNEBTIHYHY JAHHHA

6.1. CIACHK HA HOMOINHUTE BEIIIECTBA
Methyl Parahydroxybenzoate

Propyl Parahydroxybenzoate

Wool fat

Paraffin hard

Paraffin liquid




Paraffin white soft

6.2. PUSHKO-XHMHAYHH HECBEBMECTUMOCTH
He ca vi3BecTHH.

6.3. CPCOK HATOAHOCT
2 (mBe) TOMHM OT JlaTara Ha IPOM3BOACTBO.
CIeq IThpBOHAYATHO OTBapsHE CHIBPKAHUESTO Ja HE C& YIIoTpebasa nosede ot 28 jwm!

6.4. CIEITHAJIHYA YCHOBUS HA CEXPAHEHHE
TIpu Temmeparypa nox 25°C.

Ja He ce 3ampassBal

JIa ce cpXpansBa Ha MACTO HEZOCTBIHO 32 Jeria!

6.5. TAHHHW 3A OIJAKOBKATA
ArnyMmunmesa Ty0a oT3 g.

6.6. IPEIOPHKH IIPH YIIOTPEBA
BmxT. 4.2. : .
JIa me ce ymotpeddpa clief H3THYAHe CPOKA Ha TOTHOCT.

7. AME ¥ AJIPEC HA TIPHUTEXATEJS HA PA3PEIIEHUETO 3A
YHOTPEBA

"Axrasuc” EAJ

Byn. "Kaarvus Mapus Jlymsa" Ne 2

p. Codus, benraps

8. PETUCTPATTHOHEH HOMEP B PETHCTDBPA 110 9. 28 ot 3JTAXIVE
Per. No 20010473

9. IATA HA NBPBO PASPEIABAHE 3A YIIOTPEBA HA JIEKAPCTBEHMSI
OPOAYKT
KJIC TIpotoxon Ne 178/15.11.1963.

10. JATA HA YACTHYHA AKTYAJTH3ATIAA HA TEKCTA
deppyapu, 2006 1.




