KPATKA XAPAKTEPUCTHKA HA ITPOJYKTA
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Cefidant 400 mg film-coated tablets
2 KAYECTBEH U KOJIMYECTBEH CbCTAB

jma ¢uimupana rabsierka cbjibprka 400 mg nedukenm (cefixime), crorsercranin na 447,6 mg
eukcum Tpuxupar (cefixime trihydrate).

3a I'LJIHKS CITMCHLK Ha [MTOMOIIIHHATC BCILICCTBA, BUYKTC TOYKA 6.1.

X, JIEKAPCTBEHA ®OPMA

(Orimupana Tablierka.
OBaJiny, JIBOMHOU3ITbKHAIK, O€/IM J10 1o4TH Ocsin, prmiiMupanu TadJIeTKH, ¢ JICJIMTEJIHA YepTa OT ¢jiHaTa

CTpaHa.

4 KJUMHNYHHA TAHHHU

4.1. TepauneBTHunu nNoKazanus

[ lepmyianr € nokasan 3a Jjicuenue Ha ciie/iHuTe MHQCKIMK, HIPUUUHCHA OT YYBCTBUHTCIIHW MUKPOOPIraHU3MH
(BK. Toukn 4.4 u 5.1)

® ocTpu ek3atepbanmun na xpouuuen oponuxur (AECB):
@ OCTBLP OTHT Ha cpeiHoTo yxo (AOM);

° HCYCJIOKHCH OCTBP IUCTHT,

» HEYCJIOKHECH ITUCJIOHCPUT;

= ocTLp Oakrepualien (papuiIruT;

@ HCYCJIOKHCHA OCTPa 'OHOPCS.

Ynorpebara na uepukcum TpsidBa Jja Objc npejiHazHavcHa 3a MHGEKIMM, 1IpU KOUTO 3a
[IPUYHUIMTEIISA ¢ U3BCCTHO WM CC Mpejroara, 4¢ € yCTOMYMB Ha JIpyrd oOuYaiio M3I0J13BaHu
anTHOaKTepHaJIHK CPE/ICTBA.

Tpabea j1a cec uma npejiBu/L OQUIMAIIHOTO PHLKOBOJICTBO 3a 110/IXO0/IS1110 M3I10J13BAHC
Ha anTubaKTepualiiy CpeJIcTBa.




4.2. /J0O3MpOBKA H HAYHH HA IIPHJIOMKCIIHC

l]oanposxa

Bripactan m onomu uajx 12 rojpunn (win naja 50 kg rejiccno rerio):

[Ipenopwunreniiara fgoza ¢ 400 mg jneBHo, pucTa K410 €/IMHUYHA JIHCBIIA J03a WIiK pa3jicliclia Ha
J1Ba paBHM riepopaniHy npuema Ha 200 mg nHa seeku 12 waca (swxre touku 4.4 v 5.1).

ObruaituaT Kypc Ha JieueHUe € 7 JiHN. JIedeHHeTO MOKE /1a Npodb/pku 14 1HH, ako ¢ HeoDX0/IMMO.

. 400 mg (na 1 - 2 noan) ot 7 1o 10 jaxm npu ocThp OTHT Ha cpealoTo yxo (AOM) u ocTbp OakTepuaneH
¢bapuHruT,

. 400 mg (112 1 - 2 no3u) or 1 10 3 1M NIpH HCYCIOKTICH OCTBP TIMCTHT [1PH HKEHH;

* 400 mg (B 1 noza) 3a 1 JicH 1IpHU HCYCIIOXHCEHIA OCTPA I'OHOPCS.

Hena woa 12 rojgnuu (wim ¢ no-maako or 50 kg resiceno rerio):

JIekapcreenara ¢opma or 400 mg GuiMHapany TabiICTKH 1HC ¢ NOAXOMSIA 3a JIO3UPAlIC [1PH
HeIHaTpHYHHA MALUEHTH, 3aToBa TpabBa 1a ce oOMMCIIM M3110JI3BAHETO HA JIPYrH JICKAPCTBCHH
dhopmu 11a 11eHUKCHUM.

IIanuenTH B crapuccka BL3pacr

[Ipenopbura ce 1tpunoxetinero na obuuaniiara /103a npy BbapacTin. Tpabra na cec HanpasH OlICHKA 1A
OnOpeunara Qyukima M j1a cc KOpUIrypa Jlo3ara Hpm 1exko 6n0peuno yspexnanc (suxre “Jlo3uponka
Npy BL3pACTHA NaUeIrTu ¢ 0u6peyito yrpexatic™).

H03UpOoBKA 1IPH BBL3PACTIH HANHCNTH ¢ 6n0pcuno yspexanc:

[lebukcum MOXe jia c¢ nipuiara npu yepezcna 0u0peuna dylikums. Hopmannara jgo3a u cxema Ha
JIO3WpaNe MOXC Jla Ce [IpHJiara fIpH NaluelTh ¢ KpeaTuHUHoR KiupsHe 20 ml/min unn no-sucok. Ipu
[1alMEeNTH, YHHTO KpPEaTHIMHOB KIHPBLHC ¢ 110-HuchK OoT 20 ml/min, c¢ npenopbuBa jla He ce
npesniana jgo3a or 200 mg sennxk juesno. Jlozara v pexkuma 3a nauueliTH, KOUTO € TIOMUILPXKAT ¢
XpoHuuHa ambyjlaTOpHa nepuTOlICAJIHA JM&id3a WIIM XeMojlManu3a TpaOBa Jia cleABar Chidute
NPEropbLKY, KaKTo NMPU NAalIMEHTH ¢ KpeaTHHWHOB KIIUpBLIIC nojt 20 mi/min.

Hsama jrocrarnyno jaHiy 3a ynorpebara pna HCHUKCHM B HIC/MATPUYIIM M IOHOIICCKH Wh3PaCTOBH
rpyny npu najnudce ia 6mbpeuna nepocrarnunoct. Cicjlonsarcnto, ynorpebara na uchukcum npu
TE3W I'PYITH HALMCHTH 1HE CC ITPEIOPhYBA.

LiepukcuM ne Moxe 1a cc JIManu3upa Ype3 XCMO/IMAIIM34 UITK TICPUTOHCAJIHA Jinarin3a.

ITpoNBbIEKHTEIHOCT NA JICHENHETO

Ob6rvadnmar kype na neycnue € 7 juin. Tol MoXe j1a 11poJrbInkK JIo 14 JIHK CHopET TeKCCTTa
132 UIIDCKLIMATA.

[Ipu neycnoxneH oCTbp IHCTHUT 11IPH XKEIH TICPHO/ILT Ha JicHciiue ¢ 1-3 Juin.

Hauuu Ha IpHJIOKEIHC

TabneTkuTe 1EPUKCUM ca npcaHA3Ha4YCHU CaMoO 3a TMCpopanHo rnpuioxeHue. AbcopbuuaTta Ha
1IIe(PMKCUM HE CC IPOMEHS 3HAYHTCHIO OT Hanvuuero 1a xpana. [lehukcum MOXe Jia ce npueMa Cbe
uiy 6¢3 xpana (BHXKTC TO4Ka 5.2).




4.3. IlporuBonmokazanmusi

CBpPBLXHYBCTBHTEIHOCT KbM LEPUKCHUM, COsl, Apyry ICHAIOCHIOPUHH WK KLM HAKOE OT MOMONHHTE
BELIECTBA, U30pOEHH B TOUKaA 6.1.

AHamHe3a 3a [MpeAMIIHA, BHE3allHd W/WIM TCKKA pPCaKIMA HA CBPLXYYBCTBHTENHOCT KbM
IICHHLMIIMH WIX KbM Apyr OcTa-nakrameli aHTHOHOTHK.

4.4. CrneuHaJHH RPCAYUPCAACHHA H HPC/INA3NA MCPKH IIPK yHoTpcha

Enuncdanonarns

bera-nakramuTe, BRIIOYHTENIHO HEDHKCUM, TIPC/IPA3IONIAraT HAIIMEHTA KM PUCK OT eHIledanonaTus
(KOWTO MOXE J1a BKJIIOYBA KOlIBYJICHH, OOLPKBAHEC, YBPCKIAIIC HA CH3HAHWCTO, JIBUraTE/ 1N
HapyteHHs ), ocobeno B cityvai Ha ripe/losupatic i 6L6pcuHO yBpek/laHe,

TemKH Heme1AaHH KOKHH PCAKITHH

TexkKn HexeNaHH KOXKHH peaklidd KaTo TOKCHYHA eHMJepMalia HEKpOJiM3a, CHHAPOM Ha Stevens-
Johnson n Jjiexapcrsena ancprus ¢ obpus, cosunodpunns u cucremnn cumnromu (DRESS) ca
CLOOINEHU NPH HAKOM NAlNMENTH Ha epukcuM. Koraro ce MOABAT TCKKH HCXKENANHM PEaKUMK OT
CTpaHa Ha KoXara, TpA0Ba Jia ce MpCcycTaloBd NPUCMa Ha HCHHUKCHM MU J1a CC NPHIOKH ChOTBETHO
JNICHCHHE W/ WX J1a CC NPENPHEMAT HOAXOJSIIM CIIENNIN MCPKH.

[lepukcrum Tpabpa jga ce npuiara ¢ NOBMILCHO BHUMAHKC NPH HAUMCHTH, KOWUTO ca MPOSBHIIM
CBPBXYYBCTBHTEIIHOCT KbM JIPYIH JICKAPCTRA.

CHpPLXYYBCTBUHTEIHOCT KLM HCHHUHAHITH

Kakro npu spyrure 1e@aitoCliopyiH, 1ehuKcHM TpsadBa 1a ce 11puiiara ¢ II0BHIICHO BHUMAaHUE MpH
[TALUCHTH C aHAMHC3a 34 CBPLXUYBCTBHTCIHOCT KbM HICHUIMIIMIL THLH KATO MMa JIaHHHM 33 YacTH4HHA
KPBhCTOCAHA &JICPTHS MEXILY LICHHIIMIKMHK K 1IChaIOCIIOpHIIN.

Ilpy naumenTs ca nabnrojaBaly TCXKKM peakimy (BKINOUMTEHIHO anadbuIAKCHA) W 1IpH JiBaTa Kiaca
NeKapeTBa. AKO CC MNOSBH AJICPrUYHA PCAKIMS LIPU 1LIPWIOKCHHUC 1A 1IChUKCKM, 1psdBa jla ce
[pCYCTAHOBU JICUCHHCTO C JICKAPCTROTO M, aKO € HCODXO0)IMMO, )1a CC NPHUIIOKH 110/IXONAI0 JICYCHHC Ha
nalucHTa.

XeMOJTHTHYHA AHCMHUS

Ilpy neganocnopuitute (kato K1ac) ¢ onMcala XCMOJIMTHYHA BHCMUs, WHILyIIMpaHa OT JIEKapCcTRa,
BKJIHOYHATEIIHO TEKKH Cliydau ¢ paranen yixo/l. Crobiicno ¢ NoRTopHo MOosBABAIC Ha XEMOJUTHYIIA
aliCMUs CNIC/L IIOBTOPHO 1IPUIIOKCHUC HaA 1ICPAIOCIIOPUITA TTPH HIAIIMCHT ¢ aHAMHC3a 33 XCMOJIMTHYHA
aliCMKs, CBBLp3aHa ¢ ehanocuopuil (BKINOYHTCIINO NCPHUKCHM).

Ocrtpa 660pcuna negocrarsunocT

Kakro npu sipyrute nedanocnopui, eGUKCHM MOKC Jjia IPUYHIIM ocTpa 6nOpedHa He/l0cTaThutoCT,
BIJTIOYHTEITHO TYOy/IOMITTCPCTHIIHANCH HEPPUT KATO OCHORHO MATONOIMYHO cheTosiive. Tlpu nossa
Ila ocrpa OwbOpeuna uncpocTarbutocT TPORA Na ce npeycraltosu npuema na liedkcuM M jla ce
IIPUIIOXKH CHOTBETHO JICHCHHUC W/ WIIN J1a CC HPC/UIPHCMAT TIOIXOJHUILH CHCHTHA MCPKH.

bBnbpeuna uerocrarsunoct
Lichukcnm Tpabpa Jia ce npunara ¢ roBHIICHO BIIMMAHKE 11PH NAIMCHTH C TOJMEPTAHO HapylicHa
OLOpeuna dynxuus (Buxre Touka 4.2 "Jlo3uposka npv BBIPACTHHM NAIMCHTH ¢ 61L.6peuHo

yBpCxKaaHe" ).

llejimaTpuyna nomnysialms
besonacHocTTa Ha IIEPHUKCHM NPH NPCAYICBPEMCHRO POJICHH HUIIW HOBOPOJICHHM HC C
JleuctimeTo ¢ MHUPOKOCNICKTHPHH aHTHOMOTHIIM TTpOMElls HopmastiiaTa dnopa t
MOXXC Jila JIOBCJIC /IO CBPBXpAcTex Ha KiocTpujms. Macacnsanusra nok




nupouzscxkiad or Clostridium difficile, ¢ ocuoBna npyvymnia 3a JiMapys, CBbp3ana ¢ NPUIIOKCHHETO Ha
anToroThLM. lloseara Ha ncesiaomemMOpaHo3CH KOJIMT CC CBBLP3Ba ¢ yrnorpedara Ha IUMPOKOCIICKThPHH
aHTROUOTUIIM  (BKJTIOMMTCIILIO  MAKpOJIM/IK,  HOJIYCUHITCTHUIM  [ICHUAIAIWIY,  JIAHKO3aMW/U |
1ehaTocOPHHU); 3aTORA ¢ BAXKHO JIa ¢C OOMHUCIN JIMarHo3alta 11py NalMcirry, KOUTO Pa3sBUBAT JIMADHS
BLB Bpb3ka ¢ yriorpebara Ha auTuOHoTulM. CUMirroMdre Ha 1ices)loMemMOpaHo3cll KOJIUT MOTaT Jia ce
MOABAT [10 BPpEME Ha HIIU CJIe]i AHTHOHOTHYHOTO JICHCHHC.

OsnangBaHeTo Ha ncepoMeMOpaHO3HNs KoJMT TpsOBa J1a BKIIOYBA CHIMOWJIOCKOIUA, MOAXOSIIN
OAKTCPHONOrUMHHU H3CNCABAIMS, TEHHOCTH, CIICKTPOJIMTK M 1TPOTCHHOBH JIODAaBKH. AKO KOJNMTHT HE CC
OBJlafice Cnea IPEeyCcTaHoBABAHC HA JICHCHUCTO WM aKO CHMIITTOMUTC Ca TCXKKH, I[EPOPaINAT
BAHKOMHIIMH € JICKApCTRO Ha 1IrbpBU H300p 3a npennasukan or Clostridium difficile n1cenjiomembpanosc
KOJIUT, CBBLp3aH ¢ TIipwiokeldero Ha antubuoruk. JlpyrM npuuuHH 3a koJiut Tpsbea pa Obaar
H3KJIIOYEHH.

4.5. BzanMo/ICHCTBHC € JIPYI'H JICKAPCTBCHHU NPOJIYKTH M JIPYI'H POPMH HA B3AUMO/ICHCTBHC

EJuioBpeMCHHHAST 1IPMCM  HA  1IOTCHIIHANN0  HCPPOTOKCHUIIM  BeitlccTa  {KaTo  aMHHOINIMKO3ZHJIHHM
AHTHOHOTHULIN, KOJIUCTHH, TIOMMUKCHIT K BHOMMIIUIL) U CHJITIO JICHCTRALIM JIMYPCTULM (HalIp. CTaKpUIIOBa
KHCCIMNA WK Qypo3cMHWJI) TIPEIM3BUKBAT [IOBHILCH PHUCK OT yBpexianc Ha Onbpeynara yHkius
(Bi>KTE TOUKA 4.4).

Hudeamnmn, 6iiokep 1a KanigyeBUTe KaHaiH, MOXe JIda yBeliMun OMonanuynocrta Ha ueduxcum o 70%.

Kakro npu apyrare ucgaiocriopuiid, 0py HAKOJIKO IAlMCHTH ¢ HAbNOJaBaHO [I0OBHINCIIME HA
tiporpombunoBoro Bpeme. llopaan ToRa TpsbBa na cc BHMMABa TNpPU  HAIMCHTH, JIEKYBald C
alTUKOAryJIaHTH.

Moxe j1a ce NMOosSiBU (ha/lluBO 1IONIOKUTC/IHA PCaKilMg 34 IOKO3a B ypuuara ¢ helC/MKTOR Wiy
DeHUHroB pasTBOP WIH € TCCTOBH TabNETKH ¢ MEACH cysiar, HO HE M ¢ TCCTORBC, OCHOBABAIIM CE HA
CH3UMIIH I'TIOKO30KCHIa3HU PCaKIINM,

Io BpeMe na sieycHuero ¢ 1eanocnopulioBy aHTUOHOTHIM ¢ ChOOHICH QalIIUB MTOJIKUTECIIEN PC3YNITAT
1py aupekTeH Tect Ha Kymbe (Coombs), nopajid koero TpsadBa j1a cc MperionoKH, He NOJOKATCIHHAT
pe3ynrat oT Tecta Ha Kymboe (Coombs) Moxe j1a ¢ IIDKM 118 JICKAPCTBOTO,

@amnupo rno3xnTuBIa PCAKIIMA 3a KCTOIK B YpUilaTa MOXC jld CC HnabGnIo/1ana HPH TCCTOBC, H3MNOJI3BALIH
HHTPOIIPYCHIL, HO HC H 1iPpH TC3H, U3I110:I3BalllH IIH’]'pOd)ClelHHHHJ[.

4.6. @epTnanTeT, OpEeMCHIIOCT H KbPMCHC

peMeHHoCT

Hama nocrathbyno jpaniM 3a ynorpebara ia riehukcum ipu Opemennn skeud. [ipoyusanusra npu
KMBOTHH HE NOKa3BaT HEKenalKn epekTd BLpXY Opemeintoctra, eMOpronaiioTo/heramioro pa3BHTHe,
PAXKIAHCTO WK TOCTHATATHOTO passuTHe (BWKTC Touka 5.3). Tc obaHe ChIO Taka 110Kassar, uc
LepukeumM Jocrura emOopuolia/eryca npes rualenrara.

Karo npeinasHa Mspka ¢ 34 npeanoddraie nChUKCHUM Jia ¢ M3Noi3Ba o BpemMe Ha OpeMeHHoCT caMo
cJie/l BHUMATEIIHA OLGHKA OT JICKAp# 11a ChOTIIONICHHUCTO NOJI3a/pUCK.

Kupmehe
e ¢ uwsBecTHO aanM HePUKCHM CC CKCKpeTupa B HoBclikoTo MIisko. Hexknunuunure npoyusanus
1I0Ka3BaT CKCKpPCIMS Ha [ICOUKCUM B MJISKOTO Ha KUBOTHH, PCIICIMCTO JaIW jla HPONLIDKH/
[IPCYCTAHOBU KBLPMEIICTO WIIK J1a 11p0(LIDKHIPCYCTAHOBH JICUCIIUCTO € HICPUKCHUM TpsOra j13ze T
KaTO CC MMa HpC/IBWI 10J13aTa OT KLPMEHETO 3d JICTCTO M 110J13a1a O TepallvgTa ¢ 1ehukcy Wi d?
Bbiipeky ToBa, JOKATO HC CC LIPC/IOCTARM JIOITHJIHHTCICH KIIHIWYCH OLAT, 1ICHUKCUM i
lipEeANUCBa Ha KbPMEULA MAKH.




Oepriinrer
IlpoyuBanus 3a BiUsHE BLPXY PEIPOLYKIHATE, 1IPOBC/ICHH 1IPH MHIIIKH U IUIBXOBE, HE €4 110Ka3an
JlaHHM 3a YBpEXKIAaHe Ha PepTUanuTera (BUKTIE TouKa 5.3).

4.7, EdexTn BLpXY cliocobnoctra 3a modupane n pabora ¢ Mamnuu

[lehrkcuM He noenusra criocobHocTTa 3a uohupalic U pabora ¢ mawumny. Bouiipekd TOoBa Morar ja
BL3HMKHAT HEXEJaHH peakimy (Haup. Bepriro) (BK. cwlitlo Tovka 4.8), KOMTO Morar Jia TOBRIUSST
criocoOHOCTTA 34 1IogHpalic U pabora ¢ MalliMHM.

4.8. Hexel1aHH JIeKapCTBCHE peaKIiHK

Hexxenanvre JICKAPCTBCHH PCAKIIMH Ca HBﬁpOGHH Mo-J10JY 110 CHCTCMO-0pIalilii KTaCOBC H HCCTOTA,

Yecrorure ce onpenensT KaTo:
Mroro gecti (=1/10); wecru (=1/100, <1/10); neuectn (>1/1000, <1/100); pejikn (= 1 /10 000 <1/1000);
mHoro peaku (<1/10 000), ¢ neuspecTHa YectoTa (0T HAIMYUWTE JIal[HM HE MOKC 213 O171€ HallpaBeHa OlIcHKa).

Cucremo-opranen kaac Hexesiany Jickapcisens Yecrora
peakinu
Hudexupru 1 undecraivu bakrepuaiia cylepundekims, Pcjikm
IrsOnyHa cyniepuiipeki s
Konwur, cebpaait ¢ ainmubuomk Mmuoro peaxu
(BUKIC TOUKE 4.4)
Hapyiuenms Ha kpsBTa M Fosmopwing B Perikm
numbpHaTa CHCTEMa JlcsKorCI M, aIpatylionrrosa, Mioro peixu
[AHI ATOTICHUS,
TPOMOOLITONICH WS, XEMOJIMTHYHA
alcMns
Tpomborproza, Heyrporiciius C neussecTHa 4ecToTa
Hapymehnus 1ia iMynHara CBpLXYYBCTBHTEIHOCT Pcjiku
cucTema Anadunaxruuci MoK, CCpyMHa MHo10 pejiku
Oosiect
Hapyiienus Ha MeTabonuzma u Allopekeust Pejiku
XpaHCHETO
Hapyiuenus 1a nepsiara cucrema | | nasobonne Heuccm
Bepruro Pcjikm
| lcmxomoTopiia xuncpaxrusiocr | Muoro peniku
bera-nakramyre, BKINOYWICITHO C HeusgrecTha yecrora
LICPHUKCHM, TIPS/PasIToIaraT
MalyeITa KbM pHCK OT
ctitedpasionaris (KOHTo MoXKe /1a
BKJIOYBA KOIIBYJICHH, 00L,PKBAHC,
YBPCHUIAHE HA CH3IIAHKCTO,
JIBUraTeJiv HAPYIIICHMA ),
ocobcHO B ciiyyait Ha
[pe/io3Upanc Wik 6uOpeuno
YBpCAJIAHE.
CromMaliHo-4peBHH HapyILeHUs }[napus Heern
Kopemtia boska, rajcric, Heuccrm
MNOBPBLI[AHC
Onarynennys Peaku .
Xenaro-OMnuapHy HapylleHH!s Xenaryr, xoJecraryulia Muoro peJiku {(
ALIITCHHUNA




Hapyuienns Ha xoxkaTa 1 O6pus HeuectH

[MOJIKOXKHATA ThKaH AHI'MOHEBPOTHYCH OTOK, CLpOek | Hedecru
Cuiyipom n1ia Stevens-Johnson, Miioro pelkH
TOKCHUHA eNnuiepMaliia
HEKPOJIM3a

Jlekapcraen 06puB ¢ eonzohuiivg | C HeMssecTHa 4ecToTa
v cucremiin cumirmomu (DRESS)
(BkTe TOYKa 4.4), cpyrema

MyJrtHopme
Hapywerive na 6n6pewmre u Ocrpa 6n6pcuna Muioro pejkn
MHKOYHUTE TETHULIA HC/[OCTATLYHOCT, BKIIOYBAlIA

TyOystourrecTHiancii nehpur
K410 OCHOBHO TATONIOMHYIIO0

CbCTOSIHUC o

O611M napylticHus U edekTy Ha Bu3naicHue 11a JIMraBUIaTa, Pcjiku
MSCTOTO Ha [IPHWIOKEHUE [IUPCKCHS )
HUscneasanus [Tosuincune na ucpronpodnnTe Heuectu

CH3UMHU (TpalicamuyHasa, akainia

docdaraza)

[loBruiety HUBA Ha ypesiTa B Peiku

KpPLBTA

I losmueny HMBa Ha Kpearvndia B | Mroro pe/iku

KpbBTa

QanmMBo HO3UTUBHH peayntatn | C 1IcH3BeCTHA YeCToTa
IIPA [IPEKH W KOCBCIIM TCCTOBE Fa
Coombs (BrkTe TO4Ka 4.4)

Chobuiasane Ha nojlo3MpaHu HEXeEalW peaKki My

Cro01asaicTo Ha [10103Mpallk HEXC)IallM PeakiiuKy cc)L paspeuasalie 3a ynorpeba na JiekapcreeHus
IPOJIYKT € BaxkHO. T0Ba 1103BOJIABA J(a 1IPOILINKH HA0JIO/ICHMCTO HA CLOTHOLCHHETO NOJI3a/PHCK 3
nekapcTBeHus npoaykr. OT MEAMIMIICKUTE CHICIIHAIMCTH CC U3NCKBA J1a CHOOIABAT BCAKA
0103MpaHa HeXKelaHa peakuus 4pces:

Hannianyrenda arcHuus 110 JieKkapesara
yn. ,Jiaman I'pyes” Ne 8

1303 Codus

Ten.: +35928903417

yebcalT: www.bda.bg

4.9. Hpenosupane

MUMa pucx ot cuucdanonarvs 1pa lipuinarane #a 0OCra-JIaKTaMHK anTHOHOTHIIM, BKIIQUUTCIIHO
1neprkcuM, 0cobeHo NnpHU Nnpejosvpatic UK OLOpeuHo yspexialic,

Hexenannre peakiimd, HabmioaBaly 1Ipy /1034 J10 2 g LIC(PHUKCHM TIPH 3JIPaBH JIKLIA HC CC pa3jInyaBaT
oT npoduia, HablilofaBall NpH MallUCHTH, JICKYBAHU C liperopbuBaluTe Jo3W. Llepukcum e ce

OTCTpaHdBa OT I{].'J'bBOGGPalIICHHC'I‘O B 3HAYHUTCHIH KOJIHYCCTBA 4DC3 AHAJIN3A.

[Hama cuietinduuen airrunor. Tpenarar ce o6t 1ojurhpxaniy MCpkw.




5. PAPMAKOJIOTHYHH CBOHCTBA
3.1. PapMaKo/IHHAMHYNH CBOHCTBY
MdapMakoTepaneBTHYHA rpyna: Tpera redepatins edanoctiopuniv, ATC koj: JO1DDO8

MexaHu3nbM 11a JICHCTBUC

llepukcum e antubaxrepuanno cpeAcTBO OT kiaca na ueganocnopuuure. llogobno na apyrurte
LchANOCTIOPHHN, HEPHUKCHM YINPAXKHABA CBOATA aHTHOAKTEpHANHA AKTUBHOCT 4YpPE3 CBbP3BaHE H
HHXHOUpaHe Ha ACHCTBHETO Ha CHIITCTHYHWTE €H3HMM A KJIeThYHaTa CTeHA, IICHULMTHH-CBLP3BALLIMTE
rnporern (PBP 3, la u 1b), koero Bosin 110 npekneBalie 11a 6MocnHTe3aTa 11a OAKTCPHAIHH KIIETKH,
BOJICILA JI0 NW3NC HA BAKTEepHANHH KIICTKH W KICThYHA CMBPT.

Mexanu3abM Ha pe3UCTCHTHOCT

bakrepuannara pe3ucTeHTHOCT KbM IEPHKCHM MOXKE J1a Ce /TBIKH Ha €/IMIl WIIK Ha HAKOJIKO OT
CHEAHUTE MEXAHN3MHU:
®  XWAPO/IH3a OT IKPOKCOCIICKTHLpIM Ocra-nakramasu (ESBLs) w/wiv or XpoMe30oMHO-
kompativs (AmpC) cn3um, KOATO MOXe j1a 6B/1C HHAYIIMPaH WKW ACTIPCCHPAH B HAKOH
acpobum I'pam-oTpuiarenimn bakTcpraitim BWI0BC,
» jamasien ahUHUTET Ha NEHULMWIMH CRBLP3BALIATC [IPOTEHHHM;
® HamaJiclla MpolYCKIIMBOCT 1ia BBHIIIHATA MCMOpatia Ha ornpe/ICliCHd 'PaM-0TPHIIATCIHH
MUKPOOPraHH3MH, KOCTO Orpanyyvana JIocThiIa JI0 HCHWIMIKH CBLP3BAIIMTE TTPOTCHHH;
®* CUIYKC TTIOMIIH 3& 1IEKAPCTROTO.
Iloeye OT earil OT TC3U MCXAHU3MK Ha PE3IHCTEHTHOCT MOI'AT J1d CLUICCTRYBAT CLBMCCTHO B €112
DaxrepuanHa kietka. B 3aBucumMocT oT Hannunms (Te) MmexalmssM (1), bakrepuuTe MOraT a MposBAT
KpbCTOCaHa PE3UCTEHTHOCT KbM HAKOJIKO HJIM BCHUKH JIpyTH OcTa-jiakraMi W/nad antubakrepraiiu
JIEKapCTBa OT JIPYrU KJIACOBE.

['panuyHMATE CTOHHOCTH Ha KIIMHHYHATa MUHUMa1IA HHxUOUTOpHa KoHlcirrpatms (MIC), ycraHoBeHu
or EUCAST (mait 2018) 3a nedukcum ca:

Haemophilus influenza: wyscrauresim <0,125 mg/l, ycroiiuurm >0,125 mg/l;
Moraxella catarrhalis: wyscreurenm <0,5 mg/l, ycrotiuusu >1,0 mg/l;

Neisseria gonorrhoeae: uyscraureiniv <0,125 mg/l, ycrofiuurn >0,125 mg/l;
Enterobacterales: < 1,0 mg/l, ycrotiuusu >1,0 mg/l; (camo 3a Heyc/l0XxHCHA HITPCKLIKWH
11a ypUHApIIMA TPAKT);

¢  I'paHMUUK CTOWIIOCTH, KOWTO HC Ca CRbP3alid C BWJIOBCTE: HEJLOCTATLYHH JIaHHH.




YyBCTBHTENHOCT

PasnpocTpas¢HHETO Ha NpHOOHTATA PEIUCTEHTHOCT MOXKC Jla Bapvpa rcorpadcky M ¢ TEUYelHe Ha
BpeMCTO 32 M30palu BUJIOBC KaTro 0co0CHO 1IpH JICHCHUC HA TCKKW MHEPEKIMHU ¢ HeoDXoiMMa JtoKania
uHopMaUMs 3a peanctelTHocTra. AKO ¢ HCOOXoAMMO, TpsOBa jla ce 1IOTBPCH €XCIICPTEH ChBeT,
KOTaTO MECTHOTO pa3NpOCTPaHCHUE HA PCIUCTCHTHOCT € TaKOBa, 4C eheKTHBHOCTTa Ha aHTHOMOTHKA
IIPH 1011€ HAKOMW BH/IOBE MHEKLIHN € CLMHHUTEJIHA.

Haji-4ecTo cpeim@in 4yBCIBHTCIIIIH MHKPOOPraHH3IMH

Aepobnn, I'paM-110J10KHTCIININ MUKPOOPranU3IMH:
Streptococcus pyogenes

Acpobun, I'pamM-orpHiaTc/ilN MHKPOOPTaliH3MHU:
Haemophilus influenza

Moraxella catarrhalis

Proetus mirabilis™

MuKpoOpranmsmMu, 3a KOHTO PC3HCTCHTHOCTTA MOXKeE Jia ¢ npodJiem

Aepobuu, I'paM-no/IoKMTeJ M MEAKPOOPraliH3MH:
Streptococcus pneumoniae

Acpobun, I' pam-oTpHOATCIIHH MHKPOOPIralH3MHu:
Citrobacter freundii®
Enterobacter cloacae®
Escherichia coli’™*
Klebsiella oxytoca™
Klebsiella pneumoniae
Morganella morganii®
Serratia marcescens”

o

HacacjicTBeno pe3ucTenTHH MHKPOOPI'AHH3MH

Aepobun, I paM-110JI0KHTCINH MHKPOOPIralHIMHU:
knterococci

Streptococus pneumonia (Penicillin-intermediate and resistant)
Staphylococcus spp.

Aepobnu, I'pamM-oTpHIIATCIIHH MHKPOOPTANIR3IMH:
Pseudomonas species

Jpyra MHKpooOpranuimmu
Chlamydia spp.
Chlamydophila spp.
Clostridium difficile
Bacteroides fragilis
Legionella pneumophila
Mycoplasma spp.
Staphylococcus aureus

" Lledbnkcum uma cnaba ak ruBHOCT cpellly CTaQHIIOKOKH (HC3aBMCUMO OT HYBCTBHUTCIIHOCTTA KbM
MCTHIAIIHIT).

 EcrecTBeHa MOX/iMHHA 4YBCTBHTCIIHOCT.

*[1lamoBe, npoayuupaiiy 6¢ra-nakramasa ¢ pasiupen crekrbp (ESBL), ca BHHaryd pe3sMcTeHTHH.

¢ Crenel na pesncTeHTHOCT <10% MpH H30JaTH OT JKEICKH HAIMEIITH C HEYCIIOKHEH 11HC

>10%.




Bpb3ka PapmakokuHeryka / @apmakojiMHaMHKa

BpemeTo, 32 KOETO r1a3mMetaTa KoHICIITpalis Ha LICUKCHM Ha/IBHINABa MUHHMAJIHATA HHXHOUTOPHA
koHuentpaunsa (MIC) Ha undekTHpalys oprain3bsM, Nokassa jo6pa Kopenaluus ¢ epMKacHOCTTa fIPH
(apMaKOKHHETHYHU/(PapMaKOAMHAMHUYHH 11pOYYBaHN.

5.2, PapMakoOKHHETHYIH CBOHCTBA

Abcopbiins

ABcomoTiaTa nepopasitia SuoHaNMuUHOCT Ha 1ieuKehM ¢ B Jialiazona 40-50%. Abcopbiwsrra He ce nonimsea
3HAYMTETHO OT HAIMYHETO Ha XpaHa. [Topaam ToRa 1iehHKkcHM MOXe 21a ce ripuema 6e3 orie/l 1a XpaHneHeTo.

PasnpenciieHue

CBBP3BAHCTO CBC CCPYMHHTE NMPOTCHHU € J00pE OMpC/IC/ICHO B YOBEHIKH H XKHBOTHHCKH CCPYMH,;
1e(PMKCHUM CC CBLP3BA TpejiMMEO ¢ anbyMuiiorara ¢pakiusg, karo cpejara csobojina dpakums ¢
rnpubsusmureliio 30%. CpnpasaHeTo Ha IICPHKCHM € [IPOTCHHUTC 3aBUCH CAMO OT KOHIGHTPAIMSATA B
HOBELIKHA CEPYM IPH MHOI'O BUCOKH KOHLCHTPAIIHH, KOWTO He ce¢ Habiiojlapar CliC/l KIMHHYHO
Jlo3Mpatic.

[Tpu in vitro xIMHWYHKA U3NUTBAHKS € YCTAIIOBEIIO, Y€ KOHIEHTPAIIMH B CCPyMa WM ypHHaTa OT

| mcg/ml wnM 1o-rojieMu ca NOAXO/IKIIM 32 HAW-YECTO CPCUIANKTC NATOICIIN, CPCILYy KOUTO ¢ AKTHBCH
iebrkcuM. OOHKHOBCHO TNHKOBUTC CEPYMIIM HHUBA CJIC/L NIPENOPLYBAHUTC AO3H 32 Bb3PAaCTHH HIIH
HCAMATPUYHM nalMelnrtd ca mexay 1,5 u 3 mcg/ml. Manko win HMKakBoO HATPYNBAHC Ha HCHUKCUM
HACTBIBA CJIC/{ MEOI'OKPATHO JIO3Hpatie.

huorpanchopmalys

Cpasnena e dapMakOKHHETHKATA 1a 1C(PHKCHM T1PU 3/[pask Bb3pacTiu (Bb3pacT > 64 rojnHf) 1
mitasn Jiooporoaim (11-35) npu npunaranc Ha j1o3u or 400 mg BReJIHBXK JUICBIO B IIPO/ILIDKCHUC Ha 5
jn. Cpesiiure cToRHOCTH HA Cirax 1 AUC ca MaIKO 110-BHCOKH [IpH NalMCHTH B CTapUYCCKa BL3pacT.
Ha naumenTnre B crapuecka Bb3pacT Tpsdsa ja 6b/1aT npuiarany obuuaiiuTe 1034, KAKTO NpH
OCHOBHATa rnonyJnaiius (BrukTe Touka 4.2).

[lehbHKCHUM CcC CMMUHMpA NPCJIMMHO  KaTo lclpomclcl 8 ypunara. (OCHOBCH MCXalHAIBM C
rinyMepysinara guirrpauuds. Meraboimd Ha 1ICPUKCUM 1HIC €A U30JIMPAHH OT YOBCHIKH CCPYM HIIU

ypHHa.

[Tpemunasanero Ha Genssan ¢ MC uedUKCHM OT KLPMEILM MIBXOBE B TAXHOTO MOKOJIGHME upe3
KbpmaTa ¢ othocHresino ¢inabo (okoso 1,5% ot xonteHTpallkdsaTa B MaHIHMHHAR Opralin3bm NpecMUHaBa
B nokosicHHeTo). Hama fainu 3a cexpeius Ha 1IcpHKCHM B KbpMaTa [1pH Xopa.

5.3. lIpeakanuy4 N Jamiu 3a 6czonacHoct

FsiMa npe MY HK JIAHHH, UMAILIA OTHOLLICIIHE KbM [IPCIUIMCRAIIIMA, KOWTO Ca 101 IIHKTCIIHH KbM BEYC
BKJNOYEHHTE B 1PYTH pa3aeiiv Ha KpalkaTa xapakiepucTvka Ha npoj/IyKra.

Oceenl TOBa, in vivo W in vitro npoyuBatdsTa 1i¢ €a NOKazaM MyrarcHct norcimal. He ca nposexkjianu
JULIFOCPOYHH IPOYHBANlNA 3a Katiticporctioct. 1lpoyysaiins 3a pelipojlyKImBia T0KCHHIIOCT ¢a IPOBEAICHN
IIPU MHMILIKH M [LTBXOBC € J103H /10 400 sy j103a1a 11py Xopa ¥ 1iaMa JIOKA3ATCIICTBO 34 YBOpHe
deprwirrera Wik eryea, JiLinkalio ce Ha 1epuxeum. 1Hpu saiim, 1ipu 103m J1o 4 1IITH 110-8 rn/
HpWIArany Npyu Xopa, HAMa JIaHIM 3a Teparorclict ehexT; MMAIO ¢ BUCOKA YecToTa Ha abyp g
MalikaTa, KOETO ¢ OYaKBaHO CJICACTBAC OT M3BECTHATA HYBCTBATCNHOCT Ha 3aWLIUTC
WHYIIMpaHWTE NPOMEHU B YpeBHaTa MUKpo(IIopa B LIOITyNal (MATa.

."‘
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6. PAPMAIIEBTHYHU JAHHH

6.1. CnxenhLK HA NOMOIIHHUTE BelllecTBA

Anpo na Tabnerkara

Llerynosa, MUKPOKPUCTAITHA

Huwecte, npexenaTHHUIHPAHO

Kanuues xuaporeHgocdar, AUXUIpaT
CunuiueB JUOKCHA, KOJIOWIEH, XMAPATHPaH
Marne3ues creapat

DUIMOBO MOKPHTHUE
Onanpati 6an 03F18001 1 (XMApOKCHNIPOMUWIMETHILIENY1033, THTAHOB JHOKCHA, MaKpOron)

6.2.HecbBMECTHMOCTH

Henpuioxumo

6.3. Cpok Ha rogHocT

TPH FOJAMHH

6.4. Cnennanun yc/I0OBHA Ha ChXpaHeRHE

Ha ce cpxpanssa noa 25°C.
Ja ce cpxpaHsaBa B OpHIHHAIHATA ONAKOBKA, 33 Aa Ce MpEeAMna3y OT CBETJIHHA.

6.5. Bua H chabppxanHe HA ONAKOBKATA

LHedunanr 400 mg ¢unmupanu Tabnerku ca onakopadd B Alu-PVC/PVDC Gaucreps ¢ 5 wiu 10
TabNeTKH, MOCTABEH B KAPTOHEHA KYTHA ¢ JIHCTOBKA 3a MaLUCHTA.

He Bcuuku BHOOBE OnakoBKM Morat Aa ObaaT myCHaTH Ha nasapa.

6.6, Cnenuajuy npeana3sHil MepKH NPpH H3XBLPJsHE H paboTa

Heusnon3paHUAT eKapCTBER NPOAYKT WIH OTNATbYHATE MaTepHalK OT Hero TpadBa /12 ce U3XBBPIAT
B CbOTBETCTBHE C MECTHUTE U3UCKBAHUA.

7. IPHTEXATEJ HA PASPEIHEHHETO 3A YIIOTPEBA

Bopaa Meaucune Erponia EOO]

yn. ,,bopuc Pymenos* 16

1407 Codus,
brarapus

8. HOMEP HA PAZPEHIEHMETO 3A YIIOTPEBA

Per. Ne: 20220291
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9. TATA HA IBPBOTO PAZPEIIABAHE/TIOJHOBSIBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Hara Ha nbpBo pazpemasatc: 26.10.2022

10. JATA HA AKTYAJIUSUPAHE HA TEKCTA

10.2025 r.
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