KPATKA XAPAKTEPHCTHUKA HA ITIPOAYKTA

1. HME HA JIEKAPCTBEHHUA IIPOJAYKT

| MBHbJ:lHMTE.ﬂHA ATERUNA O NEKAPCTBATA

OcnexcuH 500 mg dunmupany TabneTku KpBmKa XADakDUCITURE HE NOGYXma - [IpUAOKEHU T
Ospexin 500 mg film-coated tablets

OcnekcuH 1000 mg dunmMupann Tabnerkn Paspeuwenue Ne
Ospexin 1000 mg film-coated tablets BG/MAMP - YN 7 y 15 -07- 2024

OGOBPOHINE Ne ....ovvvevveirnecvorinnd reeenctcitiar et
2. KAYECTBEH H KOJIMMECTBEH CBhCTAB

Ocnexcun 500 mg gpumupanu mabaemxu
1 dpunmupana Tabnerka cpabpka 500 mg uedanexkcuH (cefalexin)(KaTo MOHOXHIPAT).

Ocnexcun 1000 mg urmupanu mabaemxu
1 dunmupana tabnerka cpabpxa 1000 mg uedanekcun (cefalexin) (kato MOHOXHIpAT).

[TomMOLIHHM BEIIIECTBA ¢ H3BECTHO ACHCTBHE:
Ocnekcul 500 mg punmupanu Tabnerku: nakroza MoHoxuapar 0,135 g
OcnekcuH 1000 mg punmupanu TabneTku: nakro3a MoHoxuapar 0,12 g

3a IBJIHHUA CITUCHK Ha MMOMOLIHUTE BEILEeCTBa, BIOKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

Ocnexcun 500 mg pwmupanu mabremrcu: 64ana Wiy 61e10 XbATEHHKaBa, NpOARJIroBara TabieTka,
ABOHHO M3MBbKHANA, C AEITATETHA YepTa OT ABeTe cTpaHM, MpubausnTenHo 7x18 mm. Tabnerkara
MOXKE J1a Ce pa3/iens Ha [1B€ eIHAKBU NOJOBHHMU.

Ocnexcun 1000 mg gpurmupanu mabaemxu: 6s1na unu 65110 XKBITEHHKABa MPOABJIroBara TabaeTka,
IBOMHO M3MbKHaJA, npubnu3uTenHo 10x21 mm.

4. KJIHMHHUYHHA JAHHHA
4.1 TepaneBTHYHH DOKAZAHHNA

JlekH N0 YMEPEHO TeXKH HHGEKIHH, IPUYHHEHH OT YYBCTBUTEHH Ha 11edaloCIOPUHH
MHKPOOpPraHM3MH, Hanp.:

o HHdexkuyun Ha NTHKOUYO-MONORATA CUCTEMA, BKJI. TPOCTATHT, IPHYUHEH OT E. coli, Pr. mirabilis n
Klebsiella

e lHdekuuH Ha KOKATA K MEKHTE ThKaHH, IPHYUHEHH OT CTAQHAOKOKH W/ WM CTPENTOKOKH

¢ HHdexuHn Ha KOCTUTE U CTABUTE, BKJI. OCTEOMHUEIIMT, MPUYHHEH OT CTAQHIOKOKH W/UIH Pr.
mirabilis

e Hudexuun Ha pecndpaTOpHMS TPAKT, NPUYHHEHH OT S. preumoniae v rpyna A OeTa-XeMOJIMTHYHH
CTPENTOKOKH

e OtuTHC Meaua ¥ GapUHrUT, NPpUMHUHEHH OT S. pneumoniae, H. influenzae, staphylo
streptococci u Neisseria catarrhalis.

¢ B cromaronorusaTa- uHGeKUHH, NPUYKHHEHH OT staphylococci w/vnm streptococ
¢ [lponbmkeHne Ha NbPROHAYAIHA MAPEHTEPAJIHA TEpATIHA ¢ LE(PATOCIOPHHH.

4.2 Jlo3npoBKA H HAYKRH HA NPHJIOKEHHE



Bv3pacmnu

JIHeBHara A03a NPy HHPEKUMH C YYBCTBUTENHH MUKpoopraHu3mu (Gr +) e 1-4 g,

JIHeBHATa 1032 [IPH HHPEKLHH C [T0-MAIKO YyBCTBUTENIHM MUKpoopranusmu (Gr -) e 4-6 g 1 noseye,
pasaencHu B 2, 3 UAH 4 eAMHUYHH JO3H.

JlHesHaTa 1032 He TpAOBa na e no-Hucka ot 1| g. ObuyaiHo 3 nbTH no | punMupana tabnerka 1000
mg.

Heya

3a peua oo 6 roAMIIHA BB3PACT Ce Mpeajara U TeYHa JeKapcTBeHa dopMma.
HHesHata po3a e 25-50 (ao 100) mg/kg, paznenesa Ha 2, 3 unu 4 eAMHHYHH JO3H.
Heua Ha Bu3pact 6-10 ronuau 3 meTo no 1 punmmupana tabnerka 500 mg

Heua Ha Bb3pacT 10-14 roanaun 3-4 meTi no 1 ¢punmuipana tabnerka 500 mg

IIpH JIeKH, HEYCIIOXKHEHH YPHHAPHHA HHPEKLUHUH, HHPEKLIMK HA KOXKATa U MEKUTE ThKAHH H
CTPENTOKOKOBH (papHHIrHTH, o011aTa JHEBHA 4032 MOXKe fa Obje pasaeneHa B JBa npHeMa Ha 12 yaca.
KAMHUYHY IPOYyYBaHUA [TOKA3BAT, Y€ 34 JICUEHUE Ha OTUTHC MEHA € MOAXOoAALlIa JHEeBHa 103a OT 75-
100 mg/kg, paznenena ua 4 npuemMa.

JIHEBHATa 1032 MOXKE [Aa HaJABMLUM 4 g caMo ako € abcoIIOTHO HeOOXOaHMO.

[TpoaB/KUTETHOCTTA HA JIEHEHHETO 3aBUCH OT BUJA Ha 3ab0NABaHETO, TEKECTTA H NMPOTHYAHETO Ha
3abossnBaHeTo. Jleyenuero TpadBa na npoabKy 2-5 JHM cliel OTIIyMABaHE Ha cuMnTomure. I1pu
UHPEKUHH ¢ OeTa-XEMOIMTUUHH CTPEIITOKOKH CE NpenopbiBa neyeHue 3a Hal-manko 10 aHuy, 3a aa ce
NPeAOTBPATAT YCIOXKHEHHUA.

Lo3uposka npu HapyuteHo eTUMUHUPane
CranaapTHHTE JO3HPOBKH TpPAOBa Na ce peayLMpar, B ClIy4au Ha 3HAYUTENIHO HapylieHa 6s0peuHa

dhyYHKILHA.

KPEATUHHUHOR KJIUPBHC €IUHUYHA J103a 0308 uHTepsan (h)
(ml/min)

40-80 500 mg 4-6

20-30 500 mg 8-12

10 250 mg 12

S5 250 mg 12-24

[TanuenTH Ha nUaNH3a U Ha Tepanus ¢ uedanekcuH Tpadsa ga npueMar 250 mg 1-2 nbTH JHEBHO H
norreiHUTENHO 500 mg cnea Bcaka Auanusa, KOETO € €KBUBaJIEHTHO Ha of1la n03a ot | g B JeHs Ha

AHAIIH3ATA.

Hauun na npunooicenue
OcrnexcHH ce npHeMa rpe3 yCTaTa HE3aBUCUMO OT XpaHeHeTo. DuiMHpaHuTe TabMeTKH Ce NPUEMAT ¢
yaina BOAa.

4.3 I[IpoTHBONOKAZAHHSA
® CBPBXYYBCTBHUTENHOCT KbM AKTHBHOTO BEUIECTBO, APYrH LEeanOoCIOPUHHH WIIH KbM HAKOE OT
IOMOLIHHTE BELIECTBA, U30poeHU B TouKa 6.1
® IIPH CBPBXYYBCTBHTEIHOCT KbM IIEHHUWIHH, BEPOATHOCTTA 32 KPhCTOCAHA AJIEPrUd € OKOJIO
5-10%
® TEXKH CHCTEeMHHM HMH(EKLMHU, H3UCKBAILH NapeHTepaNHa Tepanus ¢ uedaJocnopuHy He
TpaOBa na Op1aT JIEKYBaHH MEPOPAJIHO NMPE3 OCTPHA CTaauik

4.4 CrneuHaJ/IHH NpeaynpexxacHAd H NPeINazHn MepKH Npn ynoTpeda

[Ipenu 3anousaHe Ha ieyeHHUe ¢ tedanekcHH TpAOBa BHUMATETHO /1A CE pa3HTa i : @ $ - %

MEHHLWIHHOBA, UeQanoCOPpHHOBA WIH ApPYra JIEKAPCTBEHA aleprus, KaTo ce BH 'Hq: A4 u-, @in, |

anepru (decrora npubnusuTenHo 5-10 %). [Ipu nauueHTH, KOUTO ca pa3BHIM TEHEH CHCTEMAlL &7 [ »
~ A
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BHHMATE/IHA JIeKapcKa npeueHka. Hanuue ca KIMHAYHY ¥ nabopaTopHU AOKA3aTesICTBA 33 YACTHYHA
KPbLCTOCAHA PEAKTHBHOCT NMPHU NMEHHUWIMHHM U LedanocnopuHu. HabntogaBaHu ca NauMEHTH € TEXKH
peakLMH ( BKITIOUMTENHO aHa(DUITaKCHA) H KbM [BaTa JIEKApPCTBEHH NPOIYKTa. AKO C€ NMPOABH peaKLIps
Ha CBPbXYYBCTBHUTENHOCT U 0c00€HO aHa(pUIaKTHUYEH 110K, IeueHUeTO TpaOBa Ja ce mpeKpaTH U
MalHEeHTHT da e MOAN0XKH Ha 0OHUaiiHATA Teparts ¢ aJpeHaNH, AHTUXUCTAMHHHU K
KOPTHKOCTEPOH/IH.

OcnekcuH TpadBa Aa ce U3M0JI3Ba BHUMATENHO MTPU MAHEHTH C PHCK OT aIEpryH (alepruyda
auaTesa, KONMpUBHA TPECKA) WIH OpoHXHATHA acTMa.

[IpH BB3MOXKHOCT NpeAy Ha3HaYaBaHE Ha aHTUOHOTHYHA Tepanuia ¢e NMpenophuBa Ja ¢€ HanpaBH
aHTHOHOrpama.

LledanekcuH TpadBa Aa ce npusara ¢ NOBHIIEHO BHUMAHKE, aKo OB0pedyHUTE QYHKLIHH ca 3HAYUTETHO
yBpeaeHd. [Ipu npeainectraio 6,0pedyHo HapylleHHUe KIIMHUYHO H J1abopaTOpHO ce€ H3CIeaBaT
61u6peunnTe napaMeTpu, Thit Kato HezonacHaTa 103a MOXKe [a € MO-HUCKA OT OOHUYaiHO
[penophLHBaHaTa.

[1py MpoaB/KUTENHO NEUEHHE CE NIPENOPBYUBA PETYIAPHO NMPOCTECIAABAHE HA KPbBHATA KapTHHA H
YepHOAPOOHUTE MOKA3ATENM.

BB3MOKHO € pa3sBUTHE Ha PE3UCTEHTHH MHKPOOPraHU3MH WM bOMYKHM NMTPH NPOAb/DKHTEIIHA
Tepanusa. OT ChLICCTBEHO 3HAYEHHE € BHUMATE/IHOTO HAOMIOAEHNE HA NaLUeHTa. AKO Bb3HHKHE
BTOpHYHA HHpekuMs, TpabBa na ce npeanpueMar HeOOXOAUMHUTE MEPKH.

[Icernomembpano3eH KOAUT € ChOOLIAaBaH MpHU NOYTH BCHYKU LIHPOKOCTIEKTEPHH aHTUOHOTHLIM,
BIJTIOUHTENHO MaKpOJIKAH, MOJYCHHTETUYHM NEHULWIMHM H LedanocnopuHu. TexecTra Ha KOJIHUTA
MO3KE Ja BapHpa OT JIEK A0 *MBOTO3acTpaluapail,. [1py rmogea Ha Texka W nepcHcTHpailna guapui (c
KbpPBaBH XWJIKM, MYKOHJIHA U BOJHUCTA JUAPHUA; C Thla AU¢Yy3HE WIH KONTHKOoOpa3Ha KopeMHa
Oonka, peOpuIHTET ¥ NOHAKOra TeHE3MH ), TpAOBa aa ce 00ChaU nceBAOMeMOPAHO3EH KOITHUT, KOHTO €
CBBP3aH C pUeMa Ha aHTUOMOTHK W MOXeE Ja ObJe XKUBOTO3acTpalnasaill. B TakuMBa ciyyan npvema
Ha OcneKcuH TpAOBa a ce npekpaTu He3a0aBHO U Z1a C€ UHMLIMKUPA Tepallia Bb2 OCHOBA HA
OaKTepUONOrHYHHMTE U3CTIEARAHUA (HAMP. NCPOPATHO BAHKOMHUKH 250 mg 4YETHPH MbTH JHEBHO).
AHTHIICPUCTAITHYHH JIEKAPCTBa ca NPOTHBONOKa3aHH. JIekure ciryuan Ha nceBaoMemMOpaHo3eH KOMIHT
OOUKHOBEHO ce NOBJIMABAT No0Ope ¥ caMo cliell CNUpaHe Ha PUEMa Ha JIEKapCTBOTO.

B1B BpB3Ka € IEYEHHETO ¢ LedaIeKCHH ¢€ ChOOLLARA 32 TEXKKH KOXKHH HEXKEJIaHH peakLuu (severe
cutaneous adverse reactions, SCAR) karo cunapom #a CtupbHc-/DKOHCBH, TOKCHYHA eNUAePMAlHA
HEKpONM3a, 1eKapCTBeHO HHAYLIHPAaHA €K3aHTEMa C €O3HHO(MWINA H CHCTEMHH CUMNTOMH (drug-
induced exanthema with eosinophilia and systemic symptoms, DRESS), eputema myntudopme u
OCTpa reHepad3vpaHa eK3aHTemaTo3Ha IycTyno3a (acute generalised exanthematic pustulosis,
AGEP). Ilpu npeanuceaHeTo nauMeHTHTe Tpabea na 6vpaat uHQOpMHpaHH 3a NMPU3HALIMTE K
CUMITTOMUTE M 1a ObaaT HabmonaBaHy ¢ MOBHIEHO BHUMAHHE 34 KOXKHH peakilMH. AKO Ce NOABST
NPH3HALK U CUMITTOMH, MOKA3aTE/IHU 34 TE3U pPEaKkLiMi, MPUEeMBT Ha LiedanekCHH TpabBa He3abaBHO
Ja ce CIipe M fla ce 0OMUCM Apyro eveHne. Hali-ronsama BepoATHOCT 3a MOsSBa HA Te3H peaKiluH UMa
[pe3 ITbPBATa CEAMHLA OT JICYEHHETO.

buoxumuunu peaxyuu
(DanmuBo NONOKHUTEIHH PE3yJITaTH MOTaT Ja MOKaKaT TECTOBETE 3a ONpPEAE/ISHE IIF0KO03a B yPHHATA
U nupexkTHus TecT Ha Coombs (pH XeMOMOrHYHH M3CIEABAHUA WIH KPBCTOCAHO NMpETHBAHE NPH

AHTUrOOYJTMHOBH TECTOBE KaKTO M NTPH HOBOPOACHH, YHHTO Maliku ca npueMan uedalekCcHH Npeau
paxaaHero). B Te3u ciryuau Morar Ja ce H3I10I3BaT METOAH, Oa3upaHi Ha MIIOKO300KCHIa3HAaTa

peaxuus. QaTHBO NOJMGMKHTEIHA pEaKUUA 3a [VIFOKO3a B YPHHATa MOXKE a ¢e Habnogapa
pekunutTe ¢ beHeqUKTOB WM DeNHHIOB Pa3TBOP WK C TECT TAONETKHU MEJEH Cydar.
IledanocrnopiHUTE MOraT Aa MOBJIMAAT ONpeJeNTHETO HA KETOHOBH TeJla B YPHHATA.

Ocnexcan Ta0IeTKH CHABbPAKA JJAKTO3A H HATPHH
[laumeHTH ¢ peaKH HacAeACTBEHH NpodieMH Ha HENOHOCHMOCT KBbM raslakTo3sa, obiil
neUUMT WK INIOKO30-TalakTo3Ha Manabcopbuua He TpaOBa Ja npueMart TOBA JieKa



ToBa nekapcTBO ¢habpHka Mo-mManko oT | mmol Hatpuit (23 mg) Ha punmupaHa TabneTka, T.€. MOXKe
a4 Ce KakKe, ve MPaKTUUECKH HE ChAbPXKA HATPHH.

4.5 BiammoaelicTBHE ¢ IPYrH JIeKAPCTBEeHH NPOAYKTH H ApPYrd GopMH Ha B3aHMoOelHCcTBHE

Toi#t kaTo uedanoCNOPHHUTE, KAKBBTO € H LeQaNeKCHHBT, ICHCTBAT CaMO BbpPXY TIpoJHpepUpaliy
MHKPOOPraHHU3MH, Te He TpabBa aa 6baaT koMOMHKpaHH ¢ DaKTepHOCTATUYHH AHTHOHOTHLIN.

Kakto npu apyru 6eta-akraM eAHOBpeMeHHaTa ynorpeba ¢ nmpobeHeuna BOAM 0 NMO-BUCOKH H MO-
MPOOBJLKHTENHH [UT1a3MEeHH KOHUEHTpallHH, Nopaau HHXHOMpaHe Ha O6B0pevHOTO eNMMUHUPAaHE Ha
LedaATKCHH.

KomO6uuHpaHeTo Ha LedanocrnopuHy ¢ MOLHH OPUMKOBH JUYPETHIIM (€TAKPUHOBA KHUCEJINHA,
$ypo3eMHI) WIH C APYTd MOTEHUHAIHO He(POTOKCHYHH aHTHOHOTHLM (aMHHOTTHKO3HAH Hamp.
CTPEMTTOMHLIWH, AMMKALIMH, TEHTAMHKLIMH, KAHAMHLIKH, HEOMHLIMH,, MOJIMMUKCHH Hanp. KOJHCTHH —
H3M0J13Ba ce 3a edeHre Ha Gram — oTpuLaTeHyd OeKTepUanHy HHOEKUUH; APYTH LedalocopHHH
Hanp. uegoTHaM, LedaloTHH) MOXKe Aa MOBUIIYA HEPPOTOKCUYHHSA eeKT.

EaHOBpEMEHHOTO NPUIOKEHHUE HA LiehaTOCOPHHH U NEPOPANTHU AHTHKOATYJIAHTH MOXE J1a VIbIKH
NpOTPOMOMHOBOTO BPEME.

BB3M0KHO € B3aUMOACHCTBHE MEXAY LiepaTeKCHH U METQOPMHH, KOETO Aa AOBEJE N0 KyMyJIHpaHe
Ra MeTdopmHH. [Ipunaranero Ha eauHu4HHU 0034 S00 mg uedanekCUH U MeTQOPMHH NpPH 3ApaBH
g1o6poBonUY BoaM a0 yBeauuaBaHe Ha Cnax B AUC Ha MeTdopMMH B I1a3MaTa Cbe CPEJHO CHOTBETHO
34 % u 24 %. bpOpeuHOTO eMUMUHHpaHEe Ha MeTHOPMHH HaMallsBa cpeaHo ¢ 14 %. Hama HanuuHa
HHGOpMaLIMA 3a B3aUMOACHCTBUETO HA UEhaANEKCHH H METQOPMHH CJI€ L MHOTOKpaTeH MPHEM.

[IpH malMeHTH Ha ICUECHHE C HIMTOTOKCHYHH JICKAPCTBCHH NMPOAYKTH 3a JICBKEMHA, HA KOUTO ca
OaJeHH M€ HTAMHMLMH W LedaneKCUH € ONHCAHA XHITOKATTHEMHA.

4.6 DepTRIATET, )PEMEHHOCT H KbPMEHE

bpeMeHHOCT

JIuncBaT ajeKkBaTHU U A0Ope KOHTPOJUpaHH NPOYUYBAHUA NPH OpeMEHHH )KeHH. Bbnpeku ue
M3CIIeABAHUATA BbPXY XKHBOTHH HE IMOKA3BaT JAHHHU 34 TEPATON€HHOCT, HEOOXOIMMO € MOBHIIEHO
BHUMaHHE, KOraTo ce npeanuca uedanekcud Ha GpemeHHH (BxTe Touka 5.3). [ledanekcun
npeMHHaBa npe3 rulalleHrara. Jlocera HAMa JaHHH 3a eMOPHOTOKCHUEH, TEPATOr€HEH WIH MyTareHeH
eeKkT Ha LedaIeKCHH O BpeMe Ha 6peMeHHOCT. YnoTpebaTa no BpeMe Ha OPEeMEHHOCT Ja ce
OCBILECTBABRA CJIeA BHUMATENICH NOAOOp Ha MAalLMEHTA ¥ OLUEHABAHE HA ChOTHOMIEHHETO IMOM3a-PHCK.

Kbpmene
CaMo Manko Konu4decTBO UedaleKCHH NpeMHHaRa B MaiuUHHOTO MIISKO. Bernipeku ToBa, He Moxke 1a ce

W3KJTIIOYH HAITBJIHO BE3MOXXHOCTTA 3a JUapHs, reOMYHA KOMOHU3ALMA HA MYKO3HHTE MeMOpaHH, KaKTo
M 32 HYBCTBUTEJIHOCT [1PH KBPMEHMUTE ACLa.

Exckpenusta Ha LiedhaieKCHH B KbpMAaTa ce yBenHuasa a0 4 yaca cie npuem Ha go3a ot 500 mg.
JlekapCTBEHHUAT NMPOLYKT OOCTHIa MAKCUMAJIHHA HYRa OT 4 pug/ml, cien koeto nocreneHHoO HaMallgBa
“34e3Ba a0 8 yaca ciief pUeM.

Hy:xHO e NOBHIIECHO BHUMaHUE, KOraTo e Npeinucea uedanekCHH Ha KbpMelila MakKa.

4.7 EdextH BHpXYy cnocofHOCTTA 3a MopHapPAHE H pAadoTa ¢ MAIIHHH

HsMa npoBeaeHU H3NUTBAHKA OTHOCHO eeKTa Ha Le(aJeKCHH BhPXY CMOCOOHOCTTA 3
paborta ¢ MalMHA. Manko BepoSTHO € Ja ce NOABAT TakHBa eeKTH.

4.8 Hexenanu JeKAPCTBEHH peaKUH

Hesxenanure nekapcTBEHH peakLuu ¢a U30pOoeHH NO OPraHyd U CUCTEMM U B 3aBHCH
B CbOTBETCTBHE CHC CIEAHATA KJIACHDHKALIMA



MHuoro uectu: (=1/10)

Yectu: (>1/100,<1/10)

Heuectu: (>1/1000, <1/100)

Penxu: (>1/10 000, <1/1000)

Muoro peaku: (<1/10 000)

C Heu3BecTHa 4eCToTa (OT HAJIMUHMTE JaHHHU He Moske aa ObJc HanpaBeHa OLICHKa)

Hudpexyuu u ungpecmayuu
HeuecTu: reOUUHM HHPEKUHH Ha FTeHHTATUKTE (BarHATHA KaHAW1034), BATUHMT.

Hapywenun na kppvema u aumgpnama cucmema
Heuectu: eo3uHoGmins, neBKONEHU, HEYTPONEHH, TPOMOOLIUTOIIEHHS.

Penky: xeMONMUTHYHA aHEMMSA,

Hapywenua na umynnama cucmema

YecTH: aiepriyHy peakuyy NpH Npeaxokaalla ajleprus KbM IEHULWIHH

HeuectH: oOpuB, ypTUKapus, NpypHT, aHruoeaeM. Te3n peakiyuy oOMKHOBEHO OTLIYMSABAT Cliel
CNUpaHe Ha JICKapCTBEHMS MPOIYKT.

Penxu: alepryvHM peakUunu KbM LedanocnopiHy (OOHKHOBEHO ca MO-JIEKH, B CPaBHEHME C aJIepruuTe
KbM [EHULIWIHH).

MHoro peaku: aJepriyHH CUMIITOMH Ha Ko)KaTa noj ¢opMaTa Ha rogyBaHe (TOAyBaHE Ha CTABUTE),
aHapHIATHYHH PEaKLMH.

Hcuxuunu Hapywienun
HeuecTH: XamounHHauuH, Bb30yda, 0ObpKaHOCT.

Hapywienun na nepenama cucmema
HeuecTn: rnasobonue, 3aMasHOCT.

Cmomawuno-upesriu RApyuteHUR

HeuecTH: cTOMaLIHO-4YPEBHH CUMIITOMHU KaTO raAcHe, MOBpPbIIAHE, 3aryda Ha aneTuT (OOUKHOBEHO
CMIOHTAHHO €€ MOACOPABAT MO BPEME Ha JICUCHUETO), BB3MANEHUE HA JIMTABHUATA HA yCTaTa, KOpEMHA
Oonka, nucnencus, quapus (BKJI. H30JHpPaHHU CITy4yad Ha NCEBIOMEMOpPaHO3EH KOJUT)

MHOro peky: aHaleH ChpoOex

Xenamobunuapru HapyuieHUA
MHOro peaku: XelaTHT, XONeCTaTHYHA XbJATeHHLa. BpeMEHHO MOBUILEHHE HA YEPHOAPOOHHUTE
eHzuMu SGOT u SGPT.

Hapywenun na xodcama u ROOKOIMCHamMa NMTvKa

MHoro peaku: oOpUBH (epuTeMa MyaTHGOPMA), MOHAKOra CEPHO3IHU ChC 3aUEPBEHA, BB3NAJIEHA U
MOKpela ce koxka (cuHapoM Ha CtubpHC-[KOHCBH) M oTienBaHe (OeeHe) HA KOXKaTa ¢ NOABA HA
MEXYPH (TOKCHYHA eNMAepMalTHa HEKPOTH3a)

C HeM3BECTHA YECTOTA: OCTpA reHEpATM3MpaHa ek3aHTemMaTo3Ha nycryno3a (AGEP)

Hapywenun na MycKyiHO-CKeIeMHAMA CRCMEMA U CHEOUHUMEAHAMA MbKAH
MHoro peaku: apTpanrus, apTPUT, CTABHA HAPYLHEHHA.

Hapywenun na 6vbpeyume u nuxounume nomuuia
Penxu: obpaTumu HapyiueHHs Ha 6b0peuHara QyHKUMA, 0OpaTM HHTEPCTHIIHAIEH

Hapywenun na evinpouszeodumennama cucmema u zepoama
HeuectH: reHdTaneH NpypuT, BATHHATHO TEUSHHE.

Obuqu napywenun u epexmu Ha@ MACMOMO HA NPUTOXCEHUE
Heuectn: ymopa



Hicneosanun
HeuecTu: cnabo nouinenne Ha ALAT u ASAT (obparumo)
C HeM3BECTHA YeCTOTA: IONOXKHTEIEH AUPEKTEH TecT Ha KyMOc, danunBo nonoxuresiHa peakiims 3a

IMIKOKO34 B YpHHATA.

CrobuiaBaHe Ha NOJQ3WPAHH HEXKEIAHH PEAKIIMH

CrobiuaBaHeTo Ha MOAO3HPAHH HEXXENaHHM peakiLMH cilel pa3pelllaBaHe Ha ynoTpeda Ha JlekapCTBEHH
NPOAYKT € BaxKHO. ToBa Mo3ponsBa Aa Npoab/bKH HabMoAeHHETO Ha CHOTHOMIEHHETO MON3a/pUCK 3a
JeKapCcTBEHHA NPOAYKT. OT MEIHILMHCKUTE CTICLIHATTUCTH C€ H3UCKBa Aa ChOOLIaBaT BCAKA
MOJO3UpaHa HEXXEIAHA PeaKllia Ype3 HALIMOHAIHA CUCTeMa 3a ChoOImaBaHe kbM M3neauTeIHATA
areHuusa no Jiekapcreara, yi. ,,Jaman I'pyes”, Ne 8, 1303 Codus, ten.: +359 2 890 34 17, yebcaidr:

www.bda.bg.

4.9 IIpeno3upane

[Ipu npeno3upane npe3 ycrata MOXKe a ce HadJ1ioaapat raJieHe, MoBpbIIaHe, eNUracTpalieH
OACKOMGOpT, nMapya U Xematypusa. Morar ga ce nosBar v Jpyrd CHMIOTOMH , IPHYKHEHH OT
CBLUECTBYBAIO TbPBHYHO 32 OONgBaHE, ANICPrHYHH peaKUUU WY [IPHEM HA APYTH JIeKapCcTBa
(B3auMOAEeCTBHE), WITH OT Mpeao3upaHe.

He e HeoOx0auMO M3npa3BaHe HA CTOMAILHO-YPEBHUA TPAKT, OCBEH aKO He € MOrbJIHATO KOJIHYECTBO
3-10 mbTH NO-ronaMo OT HOpMAJTHATa 103a: MHONOKpaTeH IPUEM Ha aKTHBEH BbIJIeH, C e Aa
HaManu abcopbuugaTa e 3a npearnoyrTaHe rpea CTOMalllHa MPOMUBKA WX ATPOTM€HHO NpeJH3BHKAHO
noppuiiare. Kato npeanasHa Mapka B CTydail Ha NpeAo3UpaHe Ce NPenopbYBaT CTAHAAPTHH MEPKH:
[IOACUTYpABaHE HA BB3AYXOHOCHHTE MMbTHULLA HA MALMEHTA U IMPOABLDKUTEIHO ClIeACHEe Ha
KIIMHUYHUTE U 1aDOpaTOpHH, )KM3HEHHTE M0KAa3aTENH, XeMaToJIorHyHara, Ox0peyHara U
yepHoApoOHaTa PYHKLMSA U KOAryJJaHOHHUSA CTaTyC A0 MOCTUraHe Ha CTAOMJIHO ChCTOAHME HA
nauueHTa. Bb3 0CHOBA HA ONMMTA A0 Cera NpH NpeAo3upaHe ¢ LealleKCHH € MaIKO BEPOATHO Aa Ce
HT0XHU ynotpebata Ha HHBA3MBHHU MEPKH KaTo popcHpaHa AUYype3a, pa3THYHH METOIH Ha AHAIH3A
(NEepHUTOHEATHA WIH XeMOAHAIN3a) WM IPOYUCTBAHE HA KPbBTa C aKTHBEH BBIJIEH.

Teau Mepku He ca 61K MOTBBEPAEHM A0 cera 3a cIydyauTe Ha npeJosupaHe.

Cpeansara nepopaisa JietTanHa A03a uedaleKCHH NpH mbXoBe ce onpenens karo 5000 mg/kg TenecHo
TEero.

S. O®APMAKOJIOTHYHH CBONCTBA
3.1 PapmakoaIHBEaAMAYHH CBOlHcTBA

(dapMakoTepaneBTHYHA MPYNa; aHTUOHOTHLIH 3a CHCTeMHA yrnoTpeda, MbPBO MOKOJEHHE
uedanocnopuuu ATC koxm: JO1DBO1.

OcneKCUH € NepopayieH IIHPOKOCMEKThPEH aHTHOMOTHK OT MPYIIaTa Ha MOJyCHHTETHYHHTE
nedanocnopuii. B HOpMajTH¥ KOHUEHTpaUMK UMa OAKTepULIKAHO ACHCTBHE BbPXY UYBCTBHTEIIHH
nponudepHpaliy MUKpPOOPraH1u3MH, KOETO C€ H3pa3sBa B MOTHCKaHE Ha OHOCHHTE3aTa Ha KIEThYHA
CTEHa.

Cnexmvp na Oeucmeue

['panuunm croiinocTH cniopen EUCAST:
Mukpoopranusmu ¢ MIC( ctapunokoku, crpentokoku, M. catarrhalis, H. influenzae) ¢ Ml
Ce CMATAT 32 MyBCTBUTeNHH, a ¢ MIC >4mg/] 3a pe3ucTeHTHY.

Ot OnHCcaHUTE [Mo-A0J1y MNAaTOrCHU, NOBCUCTO HIAMOBE ITOKA3BAT YYBCTBHTCIHOCT!

Gram(+) MUKpPOOpPraHUu3MH Staphylococci (koaryna3sa-no3suTHBHH M TIEHHII

NPOAYLUPALLIH LIAMOBE)
Streptococci



Pneumococci
Corynebacterium diphtheriae
Bacillus anthracis
Clostridia, Listeria monocytogenes n Bacillus subtilis, Bacteroides
melaninogenicus
Gram(-) MUKpOOpPraHu3MH Escherichia coli, salmonellae, shigellae
Neisseria
Proteus mirabilis
Brucellaceae
Klebsiella spp.
Treponema pallidum u actinomycetes

YMEpEeHO YyBCTBUTEIICH
Haemophilus influenzae

Pe3UCTEHTHH

[ToBeueto mamoBe Enterococci (Enterococcus faecalis)
Hsaxkou mamMoBse ot Staphylococci
[ToBeueTo mamoee Enterobacter
Morganella morganii

Proteus vulgaris

Pseudomonas aeruginosa
Acinetobacter calcoaceticus
Mpycobacterium tuberculosis
Chlamydia

Mycoplasma

Protozoa

Fungi

3.2 PapMaAKOKHHETHYHH CBOHCTBA

Abcopbyua

OcnekcuH ce pe3opOupa Obp30 M NOUTH HanbaHO (rToBeue o1 90%) cnea nepopasnied npueM. Toi kaTo
pe3opOHpaHOTO KOJMYECTBO U CTEMEHTA Ha pe30pOLMa HE c€ MOBIUABAT OT XpaHa, MALUEHTHUTE C
4YyBCTBHTE/IEH CTOMAaX Morat ga npueMar OcnekCHH 110 BpeMe Ha XxpaHeHe. [TukoBuTe ruiasMeHu
KOHLEHTpaLMu ce gocturat 60-90 min cnen nepopaieH npUeM.

Pasnpeoenenue

Lledanocnopuuure IMQYHAUPAT BeAHara KbM ThKAHUTE, KOCTHTE U CTABUTE, a ChLIO U B
NepUKapAHUTE K ILeBpaHUuTe KyXUHU. OCMeKCHH NPEMHHARBA NIPe3 IU1alieHTapHaTa dapuepa ¥ MAIKH
KOJTAYECTBA NMPeMUHABAT B KbpMaTa. CBBP3BAHETO € IUTA3MEHHTE MPOTEUHU € HUCKO (0Koi1o 10-15%).

Buompancgopmayus u enumunupane

[LnazMeHUAT noayXKBOT € 0k0N0 S0 MUHYTH. Thil KaTO OCMNEeKCHH ¢& eKCKPETHPA ITIABHO NMpeE3
OBOpELTE ¥ NOYTH HATLITHO B TEPANEBTAYHO AKTHBHA POpMa, MOrar Aa 6bAaT JOCTHIHATH
TEPANeBTHYHO ¢PeKTHBHH YPHHHK KOHLUEHTPALUHH JOPH H NIPH NALKMEHTH ¢ HapylieHa 6b0peyHa
GyHKIHS.

OcniekcHH MoXke a ObAe OTCTPaHEH OT TAJIOTO YPE3 XEMOAHAIN3a Y NEPUTOHEAJIHA JHAIH3A.

3.3 IIpeAKITHHHYMHHE JAHHH 32 0e3011aCHOCT

ExcnepyMeHTaTHOTO MPUIOKEHUETO Ha LedaneKCHH MPH ILTHXOBE IPeIM B 110 Bpe
H IPH MHLIKH CaMo MO BpEME Ha opraHoreHesara, B 1034 OT 250 — 500 mg/kg Tenec
MPEIU3BHKATI0 NAaTONOTHYEH (KT NPH NOKOICHUETO, HUTO HAKAKBH APYTH MPH3H ’ H
TOKCHYHOCT, B CPABHEHHE C HETPETHPAHUTE KOHTPOJIHM KUBOTHHU.I IpoyuBaHHATa 3:
HOBOPOZICHH H He3peNH XXUBOTHH CBLIO NOKa3BaT JIMICa Ha INpHU3HaLH 34 MOBULLIEHE “ﬁ

KbM LiedanekCHH B CpaBHEHHE C BB3PacTHHTE. “

-
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HexnuHM4YHUTE JaHHK He noka3BaTtocobeH pHCK 3a Xopa Ha 0a3aTa Ha KOHBEHIIMOHAITHHUTE
¢hapMakoJIOrHYHH M3MHMTBAHUA 3a 6€30MaCHOCT, TOKCUYHOCT TIPY MHOTOKPAaTHO MpUJIaraHe,
r€HOTOKCHYHOCT, KAPLMHOI€HEH MOTEHLHAN, PENPOAYKTHBHA TOKCHYHOCT H TOKCUYHOCT 3a

P43BHTHETO.

6. PAPMANEBTUYHHA JAHHH

6.1 CnuchK HA NTOMOIIIHHTE BelllecTBA

Ocnexcun 500 mg punmupanu mabremxu
CoplieBHHA HA TabnaeTka!

Makporon 6000

Maruesuce creapart

Hatpuer HmecTeH raukonar ( THN A)
[TopuaoH

JlakTO3a

OuIMOBO NOKPUTHE HA TabJIETKA
3axapuH HaTpui

JIroTHBAa MeHTAa, MAacio

Tutasos AUOKCHT

Tank

XHMNpoMenosa

Ocnexcun 1000 mg punmuparu mabremxu
CoplicBMHA Ha TabneTka:

Makporon 6000

MarunesueB creapar

HaTtpues HHIIIECTEH ITUKONAT ( THN A)
IloBunoH

JlakTo3a

DUIMOBO MOKPHTHE HA TabJIETKA
3axapyUH HATPHH

JIroTuBa MeHTa, Macio

TUTaHOB NHOKCHI

Tank
XHIIPOMENo3a
6.2 HecnBMECTHMOCTH

HsaMa u3BeCcTHM.

6.3 Cpok BHa rogHocT
3 rOaAMHH
6.4 CnenHa/IHH YCJIOBRS HA CbXpPAaHEHHE

Ha ce cpxpanaBa noa 25° C.
Ha ce cpxpaHsBa B OpMIHHA/IHaTa OMAaKoOBKa, 3a a C€ NMpena3u OT CBETIHHA W BJlara.

6.5 B H chbALPXKAaAAE HA ONMAKOBKATA

bauctepu ot PVC/PVDC nyruexc ¢ponuo ¥ anyMUHUeBo ¢donuo.
OnakoekM, ceabpxkaly 12, 24, 100 u 1000 dpunMupanu tabnerks.

He BcHUYKH BHAOBE ONMAKOBKH MOrar a Onaar ITYCHATH Ha [a3apa.



6.6 CrnenHanHH OPeANA3HH MEPKH NPH H3XBbLPJIAHE
HsaMa crietiaiHi H3UCKBAHHMA.

Henznon3paHUAT JEKAPCTBCH IMPpOAYKT WIH OTIIAABHYHHTE MaTCpHaJIH OT HEI'O TPHGBH Aad CC U3XBDBPIIAT
B ChOTBCTCTBHEC C MCCTHHUTC N3UCKBaHHUA.

7. IIPUTEXATEJI HA PASPEINNIEHHUETO 3A YIIOTPEBA
Sandoz GmbH

10 Biochemitestrasse, 6250 Kundl,
ABCTpHA

8. HOMEP(A) HA PAZPEINIEHHUETO 3A YIIOTPEBA

Per. Ne: Ocniekcun 500 mg dunMupaH TabieTku: 20000098
Per. Ne: Ocnekcun 1000 mg punmMupanu tabneTku: 20000099

9. IJATA HA ITbPBO PA3PENMIABAHE/MIOAHOBSBAHE HA PAZPEHIEHHUETO 3A
YIIOTPEBA

JlaTta Ha mepBO paspeirasaHe: 04.02.2000
JlaTa Ha nocaeaHo noaHosaBaHe: 20.06.201 1

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

02/2024




