KpaTixa XapaKTepHCTHHA Ha IPOIOVETAa

DURACEF ®(Cefadroxil)

[MUHUCTEPCTBO HA 3TIPABEOTASBAKETO

1. HapMemopapye Ha JNOHADCTBEHWS IDOOVE

TToRAOKEHIE KM

Duracef ® tabl. disp. 1000mg x 10
paspeweiite saynotpebale y_q 8 50\ 34 0¢ 0y

Oypaned ~ 4zﬁu5@zxﬁfté7
2. KaweQrsen W HONUWECTBER CBHCETAD 65)8//‘5\' 06.04 ..

cefadroxil eksupanenTeH Ha 1000mg cefadroxil
monohydrate

3. JIlexapcTeena dopMa

mucneprupamy ce Tabietkm
4, Rous@uny gapiip
4.1, TepanmeBTHYHE ITOXKASANNA

Duracef® e nokaszam =a IeveHMre Ha claelHuTe uHbOeKIH,
OPHUYMHEHM OT YYBCTBHTENHH HAa nedanpokcur MUKDPOOPRTAHMZ3MA:
e wHpekIIMH Ha ropHHTe ¥ OONAHN OUXaTelJHH IBTHIA
¢ uvndbeknuw »Ha kokata ¥ MekuTe Trkaum
s HKOYO-TIONOBH MHOeKIIHH

e OpYTH HWHOeKIHM: OCTeOMHENHT W CeITHYeH APTPUT

4.2. OoBHpOBHa 1 HaYNE Ha IDHNONEHHS

Duracef® ce mpunara eeiHesX WM OBa IBTH OHESBHO, B
3aBHCHMOCT OT THNa M TeXecTTa Ha uedekimmrTe {(pmk mo-gomay) .

Tepanuara Tpadtea ma npoowiki Hali-manko 48 po 72 waca
ciep kaTo GONHUAT CTaHe ACHMITOMATHYSH HAN Ce TOJNVYAT OAHHN
sa epapukalud Ha IPUYHHHTENS Ha wuadekrmgra. Tepanugra Ha
HHQeKITHHE NpuypHeHy OT SeTa-XeMOANTHYHH cTpentokoku Tpaéesa Oa
nponeiku Hal-manko 10 gmu. Tekkym madekimiu (ocTeoMmenmrt)
msuckpaT nome 4-6 cemMMuHA Tepallnd.

Duracef® ce npuimara He3aBHCHMO OT XpaHaTa, Thit kaTo

BHOHANIHYHOCTTa MYy He Ce BJHAe OT XpaHa.




BeapacTuy (M perna Han 12 ropmow, mHan 40 kr)

Hokasamye (a) Ouepna gosa Tabnetkua 1 r

Heycnokienu 1000-2000mg 1x1-2 Tadin.
mdekimy Ha
OONHKNTE IIHKOYHA

IeETHIA

Beuuwky ocTanand 2000mg 2x1 Ta6i.

mukowrn mEbekiun

Mubekimuu Ha 1000mg 1x1 rabim.
kokara 1 mMekuTe

TEKaHI

DapUHIUTH* H 1000mg 1x1 Tabm.
TOHSBHIIATH

Vudekinm Ha

TORHNATe W AOJIHK

THXATeIHY OIBTHUA 1000mg

~neku 1000mg-2000mg | 2x1 Tabm.

- cpepmu Do TeXxkwu

mHpekitmm

OcTeoMiIenuT H 2000mg

CEITHYSH APTDHUT 2 x 1 rabx.

*[IDHYIUHEHH OT I'DyHIa A SeTa~-XeMOJHUTHYHH cTpenTokok:;
IPOOEIXNTENIHOCT HA TepanuaTa Hal-manko 10 gHm.
HDena
Muaprkaouw: BHX 3a BHE3pacTHH

O6mkuoBeHaTa Ocos3a za gena e 25-50 mg/kg/mHeBHO (mpu
ocTeoMHMenHT M cemnriyen aptpuT: 50 mg/kg/mHepHOo ) B 2 mnpmeMa;
Opy QAapHHTWTH, TOHBHINTH HAN HMISTUrC - kaTo emHokpaTHH

HO3H.

IIpy pnella e YMECTHO fa ce H3noja3Ba Duracef mepopainga

CYCIIEHCHA .




Duracef gmucneprupams ce Ttabmnerks or 1000 mg MoXke pa ce

npwiaara opu pema ¢ rerno 20-40kr.

TOHIHWIJIHUT HJIH HMIISTHIO,

3a JjedeHwe Ha QaAPHHTUT,

B pgosa 1 Tabnetka BegHLX OJHEBHO.

IIpr nedenme nma uuadekipn, MpHYHHeHM OT 0eTa-XeMOIHTHYHHN

crpenTokoky TepameBTHUHATa Oo3a Ha Duracef® Tpabsa ma ce

Ipuaara 3a He no-manko ot 10 jmmom.

BoneEn ¢ yepenexa 6mOpeuna SyIIXITHA

Tipu GoJIHu ¢ yBpeheHa O6nbpevuHa (yakiws

{CrCl<50 ml/min),

oozara Ha Duracef® Tpatea pa ce kopurupa CBROTBETHO Ha

kpearTuaymosms KaupbHC

kakTo e mnocodeno B TabSiaHiaTa.

KpeaTHHHHOE | CepyMeH Haguanea Honnrpikama | Hozos
knuprac kpeaTunun oosa nosa HHTSDBAaN
{ml/min) {mg/100ml)

50-12 14-25 1000mg 500 mg 12 waca
10-25 25-56 1000mg 500 mg 24 dgaca
0-10 <56 1000mg 500 mg 36 wvaca

Tpu 5 amypuwumy Gonmu e nokazamo, we cpenmo 63% or 1000mg
boza 3a onepopanHo npmiaokenwe ce ekckperupa OT TANOTO Ipu 6-8

QTaCoOB CeaHC Ha XeMoIrayula.

4.3. IpoTHBOIIOKABANES
Duracef® (cefadroxil) e mpoTusomnokasaH mpH

- SonHH ¢ aneprud kuM nedaloChIopHHR

- CBDPBXYYECTBHTENHOCT KEM HgkOe OT IIOMOUEHHNTE BeIEeCTRa Ha

JgekapceTeenus nDponovkrT.

4.4 CruenmaiHy OPEeNVIDSKNOCHHA ¥ OPeAHaSHH MeDHN IDH
vooTrTpeta

Ilpenu Tepanusas ¢ Duracef®, pummvaTersmo TpASBa Oa ce

YCTAaHOBH panu OCNMHHAT e MMal Hpenw TOoBa NPOSBH HA

CBPBXYIYBCTBHTENHOCT kM Duracef®, pmpyru 1edafoCIIOpRMHY



MEeHWITHAVHY HAX ODpyTH JmekapcTea. Ako To3m aekapcersed nponykT
TPpAGEaA Oa Ce npwilara IpH ComHM CBC CEPLXYYBCTBHTENHOCT KBM
NeHWITHIYHE , TpabBa Oa Cce BHMMABa 3a Opodsa Ha KkpecTocaHa
YYBCTBHUTNHOCT MeXny SeranakTaMHHTe amTUCmoOTHIH, koaTo e
nobpe pokymenmruparna u MokXe na ce Habmomasa npa 10% oT
60NHNTEe ¢ JaHHM B aHaMHeszaTa Ba [IeHHIINHCBa ayeprus. Ako
Ce HOABAT ANeDIrHYHMN peakumu keM Duracef®, nevyenmeTo ce
npekwcea. Tekky ¥ oCcTpH peakiny Ha CBPEXYYBCTBHTEIHOCT
uznckpaT Coemuo JeYcHuWe .

IlcepgoMeMOpaHo3eH KolIuT ce CrobaBa IpKM JAeYeHWe ¢ IOYUTH
Bowuky amTuSakTepuwanny CpenCcTBAaA M BapHpa oT Jnekm po
XMBOTOBACTpaAABRANM CiayYdan. Ilopadd TOBa Tasy gdarHoza TpabGia
0a Cce ¥Ma HOpABUL HpH CONHM C OWapHd Cled JedyeHHe C
autTudakrepuanmy cpencTtBa. (el karo c¢e mocTaBd DUaATHORA
komur, Tpaéea Oma ce npunoXy CHEOTBETHO JIeYeHHE.

Duracef® (cefadroxil) TpabBa Ha ce mpumgara ¢ BHUMAHHE
OpH CONHM < yBpedeHa Onbpeuma OyvHKIMA. IHIpn GOAHH C
nonosupaHa uiu JokaszsadHa 6nbpedHa HeOoCTaThYHOCT Tpafea Oa ce
H3BEPIEA BHUMATEISH KIWHMYeH HOperyen n gaSopaTOpHH
HM3CHeOBaHUg [NpelW ¥ II0 BpeMe Ha TepalnudTa.

Ipu mpoasIXUTeNHCe jeuemne ¢ Duracef® ce mabilpnasa
pacTek Ha HeUyBCTBUTENHM MHKpoOprauHuzMp. HeofxXoDmMo &
BHMMATEJHO IIpocijendaBade Ha 6onHHTe. AkKo mo BpeMe Ha
TepanusTa HacTBhIN cynepuHbdekiua, Tpabepa oa ce B3eMar

HeoOXOOmMTe MepKH.

Duracef® Tpa6Ra Oma ce M3MOJ3Ba ¢ BHEMaHHE NIPW OSOIHH C

racTpouETecTuHanyy sabonseagug, ocobeno komaur.

lloceBky ¥ TeCcTOBE 3a YYBCTBUHTENHOCT Tpab6Ba ma Ce HAlPaBHT
Ipenn 3aroyYyBaHe Ha jedenuero. Ako e mnokasaHo ce H3BLDHIBAT K

XHPYPI'HYHE HHTEDBEHIIHK.




3a mpodwmnakruka Ha pPeBMaTHUHHTE HPHCTEIM & edbekTUBeH caMo
NeHUITWINHE 3a MyckyinHo npmiokenme. Duracef® e edekTmBeH IIpH
epanukanusara #Ha crpenTokokm ot opobapuukca. OaHHH
yoTaHopaBamy edpekTusHOCTTAa Ha Duracef® za mnpodunakrmka Ha

PeBRMaTHYH IIPHMCTEIIXA , HAMA.

A.5, BramMopellCcTBHe C_QOPYILHY JeKapCcTBa M OPpYTE GODMIE Ha

BIamMoneicTEHe

daymmse nonokuTeneH pupekTen TecoT Ha Coombs MoXe da
ce HadjlonaBa IO BpeMe Ha Tepanus ¢ IedaliIoCIIOpHHOBH
AHTHOMOTIIIM .
Ip¥ XEeMaTONOTHYHKM H3CIelBaHHA WIH TPaHCPYBHMOHHU KDPBCTOCAHN
nmpobu, koraTo ce npoBekna aHTHINMIOOVIWHCB TeCT HIK TeCT Ha
Coombs IIpH HOBOPCOSHM, YHHTO MaWlkH ca IonydYaBallH
[1edalIOCHOPHHOBY AHTHOHOTHIN Ipelw pakmane, Tpabdsa Ja ce HMa
npeneuy BBL3MOXHOCTTA Sa [IOoAyYaBaHe Ha QaNIHBO IIONOXKHTeneH
pPesyaTaT.
He e IIpenopbduTesnHo koMOHMHUpaHe C TOTeHIIMAJHO

HebpoTokcuyuru nekapcrTia karo aHca OUYPEeTHLIY,

aMuHoOrNIrkosuon 1 op.

4.6. BpeMeHHOCT ¥ HEDMeHe
Ipu penponyvkrupunTe M3CHAeNBAHNA Ha MMIDKKH M IABX0OBE C

O0O3Y Ho-BHcokH oT 1l meTH uoBemkHTe OOZH He ca OTkpury
OaHay 3a yBpeXnauuda Ha fepTHANTEeTa M yBpeXnaHudg Ha deTyca OT
nebapgpokcun, HO HaAMa alekpaTHH ¥ Hobpe KoHTpoOnUpaHU
NICHenBaHnus y OpeMeHHM XemHum. MoXe ra ce HBIOI3ERa IIPH
OpeMeHHY CcaMO ake e HeoSXOmHMOo.

Duracef® ce pasnpenens B kwpMaTa, 3aTcBa Ce HpHEara ¢

BHHMaHMS Opu XbpMaake.

4.7. Edenvit BrpXY cnocobrocrra za odlpadEe 1 pabora c

Ma DT

He ca YCTAHOBEHIH.




4.8, HemeraHH JSHAPCTBEHH DeaKIIHK

'pynopochenupuyrmTe peakinii 3a aHTHCHMOTHLMTES OT IedaloCHOp#HOBUA
pen ca:

1. TlorenmuanHa HedpoOTOKCHYHOCT

2. BeaMOAHOCT 3a IMOBMlEHHEe Ha YepHOOPOSHHUTE TpAaHCaMIHa3ZH.
acrporgrecrTHgalgy — CHMIITOMKM Ha ICeBRpoMeMOpaHozeH komuT
MOIaT Ha Cce NOSBaAT IO BpeMe HIH Ciepn Tepnusra. ajeHe, .
TIOBPHRIAHE M OHUCHERICHA ce CcnobmasBaT panko. IpmwioXeHMeTO C
XpaHa HaMaidBa rajeHeTC, kaTo pesopbiugara He ce HaMallaba.
Ha6nlomasa ce ® guapHs.

CBpexyyBCcTBHTenHOoCT - kakTo npu Ipyru nedaliOCIOPHHE ca OHan
HabtnonaBagy ajeprmumu peakimm, sBkidowmTeNIHO TeMIIepaTypa,
cepbek, obpus, yprukapms U agruoegeM. TezH peakiuu ca
IpeMUHABAIN CJjlel COHpase Ha JeveHreTo. Erythema multiforme,
CHHIPOM Ha Stevens-Johnson, cepymma Conect, a"adunakcusa ce
ceobmaBar pagko.

Ipyvru peakinm sknloupaT rexuTanes onpbeXk, eHHTaNHA
kangunyasa, BaAruHEUT, 4ApTRadrdg, HPpeXolHA HeYTROIEeHHa N ciabto
rckauysade Ha cepyMHHTe TpaHcaMupasu. Pagko ce crobmasar,
kakTo # 1ipu JedYeHMe C IOPYIH LedayCOIOpHHYI, TPOMOOLMWTOIIEHWS H
arpaHyJIclLuTo34a .

4,9, IIpepozipaHe

Janur oT kinupuyno HM3CIelBaHe IPH Fena non 6 rogHEH Cca

nokazany, dYe OpHeMaHeTo Ha kopmuecTBa mo-manku or 250 mg/kg
Duracef® mnm ppyr nedajoCropHH He e 6uJIo CBBP3aHO <
TOKCHYHY MNPOABH ¥ He € H3HcKpano crenuanio jedeHHe. llpu
IpHeMare Ha konmyuecrtsea no-ronemm oT 250 mg/kg (5 mo 10 mbTm
OpenopbyYBa-HaTa 4034a) He ca HabmomaBaHHM BHAYHTENIHM IPOABH.
Ilo BpeMe mHa 72-JYacoBHA IepHol Ha H3CJenBaHe, IOBeYeTOo Oela
oCTapaT AaCHMIITOMATHYHE. [IpM HakoMw pera ce cwofiaBaT
TaCTPOHMHTECTHHAJNHHN HApYWeHWs M OOpHBMH. 3a komuwecTBa IIO-
ronem ot 250 mg/kg e Heo6XoOowMo HBIPA3BHEe Ha CcTOMaxa

{mpepuzeukBaHe Ha DOBPEHNAHES WMAK CTOMAalmHa OpoMHEka) .




VHdpopManua 3a OTCTpaHfABaHe Ha JekapcTsoTo upes
XeMmogwamndza, BHK B Touka 4.2.
5. ®apMaNONOTHYHE CBOHCTBAa
5.1. $apMAaKOOHHEMIYHE CBOHCTRBA
MuKpOOHOJIOTHA
Duracef® e GakTepulupen cpeuy CiIegHHTe MHKkpooprawmwsME in
vitro:
Beta-hemolytic streptococci, Streptococcus pneumoniae,
Staphylococci {(Bkn. koarymaso momoduTenHmi, koarynaso
OTPpHIIATENHY K NeHHIMINHABa-Opooyimpamr) , Escherichia coli,
Proteus mirabilis, Klebsiella species, Moraxella
{Branhamella) catarrhalis m Bacterolides species (6e3
Bacteroides fragilis).
Jpyre maMoBe OT YYBCTBHTENMHM TDaM-OTPHIIATeNHH OpTraHH3IMH
pkiloupamy Hakom mamMoBe oT Haemophilus influenzae, Salmonella
species ¥ Shigella species.
Noeewero maMoBe OT Enterococci (Enterococcus faecalis u
Enterococcus facium) ca pesucrenTHu kM Duracef®. Duracef®
He e akTHBEH Cpemy IOBeUeTO IMaMoBe Ha Enterobacter,
Morganella morganii (nmpemmmes Proteus morgani) u Proteus
vulgaris. He e akTmeen cpemy Pseudomonas species u
Acinetobacter calcoaceticus (Mima um Herella species).
JHUCKOBE METOOH 2a OIpenelfAne Ha WUYBCTBHTEIHOCT
KonpudecTBEHNTE MeTon¥, KomTo H3MckBaT HM3MEepBaHe Ha
OMaMeTpHUTe Ha BOHHTe OaBaT Hal-TodYmaTa olieHka Ha
YyBECTRUTENHOCTTa KEM agTHOHOTHLIMTE . [IpeloptyuBaHaTa
JabopaTopHa MeToOuKa m3nonssa HedaloCHopHHOBY pHckobe 3a
TeCTYyBaHe Ha YyBCTBUTENHOCT KaTo IIpH WHTEpIpeTanuarTa Ha
pezyaTaTHTe ce kopenmpaT OHAMeTPHTE HA SOHHTEe C TO3H OUCKOB
MeTon M MIIK croliHCoCcTHTe =a Duracef®. C Tozm meron ako
DesyaTaTe:T e “YyBCTBHTelNeH” mnokasea, ye uHbekTHMpamuaT aredT

OTr'CBApA Ha TepanudATa. [adHuuTe 3a “pesucTeHTeH” nokasear, de

mHbekTHpalluAT areHT He OTroBapdA Ha TepamHaTa, a IOpH



“RETepMenuepHa YYBCTBHTEAHOCT” , TeCTYBRaHMHAT MEKDOODramuz3®eM
Moke Oma 6bOe UyBCTBHTeNeH, ako umdekimara e s oblacT, B
koaro ce cnzpaBaT apgeksaTHn nekapcTBeHM KOHIIEHTPALMY ,
HAIPUMED OHMKOYHMWTE IIhTHINA .
5.2. PapMaKOKWHeTHYHN CBOHCTEA
RKrnunnyuma dapMaKOROTHA

Duracef® e 6rnpzo pemopbupan ce nepopaneH IekapcTeBeH
npooykT. Cruen epdmokpaTHa moza of 500 mg mam 1000mg, cpemHure
mMakcrManuu cepyMuar komnemrpanuy ca okosio 16 m 28 mkg/ml,
pecriekTHBHO . M3MepHMH CepyMHY HHMBa IIDHCBCTBAT 12 Waca Cciaen
npueMa. Hap 90% orT Duracef® ce ekckpermpa HelpoOMeHexn Ypes
vpuHaTa 3a 24 daca. lumkosuTe ypuuum kKoHIeHTpalnM ca okoyo
1800 mkg/ml mpez mDepwopa ciel OpHiIokeHHMeTo Ha enHokpaTHa
opaylHa pgosa ot 500 mg. YreludYaraHeTC Ha I03aTa BOIOU 00
TPOTICPLIMOHANHO VBEeNIWdYaBaHe Ha KOHUeHTpauwmuTe Ha Duracef® B
ypuHaTa. Cren pmosza ot 1000mg, ce mnopokrpXkaT VPWUHADHMT
JgekapcTBeHN KOHIeHTpauuy Han MIIK 3a YyBCTBHTENHUTE
yvpornaTtcerenn ot 20 mpo 22 gaca.

5.3. HpeprnuErYHE DaBHH 38 0e300aCHOGCT

RapumnoreHesza/ MyTareHesa K yEpedgaHe Ha
deprTHINTETA

He ca mpoBeleHM TPOOBLIKHMTERHM HSCISNBaAHUA 3a
ocIpelelidHe Ha kKapiuuoreHeH HNOTeHIHaln. He ca IpoBeleHu
TEeCTOBE 3a reHeTHYHa TOKCHYHOCT.

6. dapMaATeBTIUIIN AN

6.1. Comceesr Ha ODOMONHNNETE BelecTEAa

Duracef® pop dopMaTa Ha gUcCHeprupamm ce TatreTkw 1000mg

cpObpka cIegHHTe TIOMOIMHN EBENeCTBA:

Magnesium Stearate (44, 0mg)
Microcrystalline Cellulose (1,1177g)
Crospovidone (0,1339g)

2Ammonium Glycyrrhizinate (12.5 mg)
Lemon flavour (16,0mg)

Artificial Raspberry Flavour (25.0 mg)
Strawberry Flavour .(5.0mg)

Sweetner 2023 (Fontarcome) (33.0mg)
Guar Gum (50.0mg) .




6.2. HecreBMeC THMOCTH
HaMa DaBpm

6.3. Cpox ma rog@ocT

24 mecena
6.4, CHEQH&HHH MepPHE IIpH CBhBXpancHiie
Duracef® pucneprupamy ce TabneTkM ce obXpaHdgBaT IIom 25°C Ha

CYX0O MACTO.

6.5. Mawpy 323 ONAKOBHATA

Duracef® pucneprupamm ce ratnetku 1000mg: 10 Tabmerkm B
onakoeka

6.6. Unasagua sSa vooTpeba

Crnen npeMaxpaHe Ha OIaKOBKaATa OT GONHMO eOEa LOHCIepTrHpama
ce Tablnerxna ce nyckxa B 120 Mn Boma. OcTaBeTe TabimeTxaTa
oa ce pasTBopE Jobpe 3a oxoyio 30 mo 60 cemyaou.
Pa3bepraiiTe MZoro pofpe I HSNHATE IAJNOTO HOJHYSCTEO.
TabneTynTe TpRbBa Oa ce pPasTBapAT HeloCPeOCTEEHO IIpenu
ymoTrpeba.

7. IpHTexaTend Ha paspemenueTo 3a viorpeba

Bristol-Myers Sguibb Company, USA

8. HoMep za pal3pemeHHeTOo 3a voorpeta: 9800107

9. Dara ¥a OLPBO pazpeHieHKEe 3a yooTpeba 1998 r.

10. FHaTa Ha axTvalH3alid Ha TeKcoTa
2004 r.




