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1. Teproseko HaIMEHOBAHHE HA JeKAPCTBEHUS POXYKT
Hegaun 125 mg/5 ml npax 3a niepopantia cycrnieH3 s
CEEFZIL 125 mg/5 ml powder for oral suspension

2. Kagecrsen i KONMYCCTBEH ChLCTAB
Hedsun npax 3a mepopaiHa cycneH3us cbippxa cefprozil (uednposun), ekprBaneHTEH
Ha 125 mg Gespofen Lednpo3un 3a 5 ml npUrorBeHa CycrieH3 .

3. Jlekapersena Gopma
Ilpax 3a nepopanHa CyClieH3Hs.

4. Kinpyau Jaskeg

4.1. TepaneBTHYHH MOKAZAHNSA

Hedsun e nokasad 3a JeyeHHe Ha NANUEHTH CHC CIEAHHTE MH(EKIMH, NPUYHHEHH OT
qYBCTBATEIHH KM Le(Iiposil OakTepun.

o Uudexnuu Ha ropHETe AMXATENHHM IBTHINA, BKIMIOYBAIM (APUHIHUT, TOH3MAUT U
CHHY3HT.

» HMudexuun Ha JONHYTE AUXATENHY IBTHUIA, BKIIOYBAIM OPOHXUT M FIHEBMOHHS.

» Heycnoxseny uHeKUMy Ha KoXaTa YMEKUTE THKAHH.
3ABEJIEXKA: AGcuecuTe OGHKHOBEHO M3HCKBAT XUPYPIHUEH JPEHANK.

+ HeycnoxHeny HHOEKUEM Ha MUKOYHHUTE HBTHIIA, BKIFOUBANM OCTB] LIHCTHT.

« OcTbp cpeleH OTUT

Heobxopumo e pa ce MMaT npelBui ODHUMATHMTE NPeropbKH 3a NOIXOAALI0

M3II0NI3RAHE HA AHTHOHOTHR. M i

4.2. Jo3upoBKa I HAYHH HA [PHIOKEHHE
Hedsun moxe ma ce npueMa ¢ WiH 0e3 XpaHa, XpaHaTa He OKa3Ba BIMSHHE BBPXY
CTereHTa Ha adcopOLus.

IIpenopsuBana A03UPOBKA
BrapacTau 1 nena Hag 12 ropums — DHOAXOAANIO € u3noizeaneTo Ha [ledsun Tabnerku.

Hedsun ce mnpunara [epopanHo IMpu JNieueHue HA WHOPEKIMH [PUYUHEHH OT
YYBCTBUTENHH DaKTepryl B ClieiHuTe I03H:

Hudexuyy Ha rOpeUTe TUXATENHH IHTHIIA 500 mg #a 24 yaca

CuHy3uT 250 - 500 mg #a 12 yaca

Hudexnuu Ha ZONHUTE TNXATENHHA HBTHINA 500 mg na 12 gaca

HeycnoxHeHn HHEKLHH Ha TMKOUHUTE ITETHILA 500 mg Ha 24 yaca

HNudexuuu Ha Koykata U KOKHUTE CTPYKTYPU 250 mg Ha 12 gaca WiIH
500 mg Ha 24 yaca
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Hednposun moxke ga ce Npunara npd OoaHM ¢ yBpeneHa 6b0peuna dyuxuus. He e
HeoOXoiMa 1030Ba KOPEKLs IIPH CTOMHOCTH Ha KpeaTHHMHOBHA KIHpBHC > 30 ml/min.
Ilpn Gonsm ¢ xpearuHuHOB kmupeHC < 30 ml/min, cwen npuoxeHMe Ha NBpRaTa
cTaHjapTHa fo3a, 30% oT cneaBallata CTaHAAPTHA JI03a Ce JaBa B HOPMAIHHTE JO30BH
nHTepeany. egnposun ce oTcTpaHsABa YacTHYHO Ype3 XeMOAMAu3a; NMopajiy TOBa Ce
[pHunara cnej pUKAYRaHe Ha XeMOAHanu3aTa.

YepuoapoGHO HapylUIeHHe:
He ce u3ucksa 1030Ra KOpEKLMA NpH OOJHK ¢ yBpeneHa yepHoApotHa dYHKIHA.

Hena u mozpacTBALIM

B winauuHM npoyusanusd, eds3un e npunaran Ha nequaTpUYHH NALHEHTH, KOKTO ca

61y Ha BB3pAcT Hail-Manko 6 Mecena.
Ki-He—-e~-HeAxes-3a—-yreFpeba—npr-neva—Hpir-aetta—~Tpadpa—zga~ce

waonsea Ligdsmrepopaiua-cycHeH3UL.,,

Ipu cpenew ortut, mpenopsuBaHara gosa Lledsun e 15 mg/kg, npusarana Ha Bcexd
12 yaca.

IMpn wuHpeknMY Ha TOpPHWTE AMXAaTeNHH NBTHIA, (ApHHCHT WM TOH3MIIHT,
npenopbuBanaTa nosza Lledsun e 20 mg/kg Beanmxk pmueBHo minM 15 mg/kg/men,
pasieneHa Ha 1Be paBHU jo3d. [lpw cHHy3WT, npenopruradata noza e 7,5 mg/kg mo
15 mg/kg, npunarana Ha Beexu 12 yaca.

INpy weycmoxHeHHW HH(EKLUMH Ha KOXaTa K KOKHHTE CTPYKTYPH C€ MPerophyYBaT
20 mg/kg BetHLK AHEBHO.

MakcumansaTta JAeTCKa [JHEBHA Jo3a He Tpadpa Ja HaABMINABAa MaKCHMaliHaTa
IpenopbyBaHa IHEBHAa [03a UpH Bh3pacTHU. [lpu neyeHMe Ha B-XEMONUTHYHK
CTPENTOKOKOBM MH(EKINH, TepaneeTHIHH X034 Lledrun ce npunarar 3a 10 xuu.
besonacHOCTTa 1 €eKTHMBHOCTTA IpH AELia 101 6 Mecela He € yCTaHOBeHa.

4.3. IlpoTHBONOKA3ZAHKA

Lledsun e mpoTHBOMOKa3aH HpM OONHM CBC CBPBXUYBCTBUTEIHOCT KBM AaKTHBHATA
CBCTABKA MM KBM HAKOE OT NOMOWHUTE BemlecTra. OCBEH TOBA ¢ MPOTHBOIOKA3aH PU
NALHeHTH CHC CBPBXYYBCTBUTENHOCT KbM aHTHOHOTHLIY OT Kiaca Ha edaiociopuHuTe.
4.4, Cneuna/ oy OpeJyHpeIeHus H NPeINa3sHn MepKn IpH ynoTpeda

IIpenn 3anoysaHe na Tepanus ¢ Heds3mni e HeoOXONHMO BHHMATENHO pa3MTBaHe
HA OGOJHHS 32 M[pPEJXOXAAIH pPeakmdH Ha CBPHLUYYBCTBHTEAHOCT KBM
edanocnopyH, NeHHIHIIMHA WA JPYFH JeKapersa.

AK0 T03# AHTHOMOTHK ce NPHJONKH HA HNEeHNIMIHH-YYBCTBHTEAHU NAUHEHTH,
HeOOX0AHMMO € BHHMAaHHEe MNOpagd KpBCTOCAHA YYBCTBHTERHOCT Mexny Oera-
JAKTaMHHTe 2HTHONOTHHR, KOATO e Jo0pe NOKyMEHTHpaHa u ce Haluaoxasa npu
10% ot GoamuTe ¢ JAHHH 32 MeHHUHJIHHOBA aJleprus. AKO HACTHOH ajJeprHyHa

CBIFBEXYYBCTBHTENHOCT H3INCKBAT CICHIHO JICHUCHHE.
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Ob6mara pHepHa nosa lledsun tpaGea ma ce Hamany mpu GONHH ¢ Texka OBOpeuHa
auchyHKUMA  (KpeaTHHHHOBR XnuMpeHC <30 ml/min) nopamu BHCOKHTE H/WIH
MPOIBIKHTENHH II1a3MEHM KOHUEHTPaUMH Ha aHTHOHOTHKA B CPaBHEHHE C HOPMAITHUTE
croitmoct. lledanocnopunure, 8 ToBa uncno Uedsun, Tpabea na ce npumnarar ¢
BHUMaHWe npy OOJHHU, NONYyYaBallM CHIBTCTRALIG JEUESHHE ¢ MOLIMH EHYPETHLH, Thit
KaTO ce DOJIO3Mpa, e Te3H BellecTsa Blolasat 660peunaTa GyHKIN.
[lpoapmxurenHoTo H3nonspaHe Ha Lledgamnr Moxe pa moBefe 0 pasBHBaHe Ha
pesHCTeHTHH OaxrepuanHn wamoBe. OcobeHo BaxkHo e OonmHua Ja 6Bie mox
HabmojeHue. AKO MO BpeMe Ha JIEYEHHETO HaCcThIM cynepuHbeKuus, Tpabea ma ce
B3€MaT CHOTBETHUTE MEPKH.

HoxnageaH €  MonoxuTeneH nupekred TecT Ha Coombs 1o BpeMe Ha NeUEHHE C
nedanoCIopHHOBH aHTUOHTOTHIIH.

INampesTH ¢ QEeHUIKETOHY DA

Uedsun 3a nepopansa cycneHsus ¢brbpxa (penunasanud (oT acnapram) 28 mg Ha 5 mi
(1 yaeHa nBxUUKa) NPUTOTBEHa CYCHEH3MSA, TIOPafH KOETO © BPEHeH 3a IfAIlUEHTH C
(eHMmIKaTOYpUl.

HpenyxpesxaeHis ¥ NPeANasHn MEPKH 32 JeKAPCTBEHUS KiIAc

Duapwst, cebpzana ¢ Clostridium difficile (CDAD), e noxnagsana npu ynoipebata Ha
IIOYTH BCHYKK aHTHOAKTEpMaHu CpeAicTRa, BlunounTenno u Liedsun, u Moxe Aa Bapupa
[0 CepHO3HOCT OT Jieka Juapus o dartaned xonutr. CDAD 1psabsa xa ce obchau rpu
BCHYKH HalMEeHTH, KOKTO DA3BUBAT JUapusa BeleAcTsde HA ynotpeba Ha aHTHOHOTHIH.
Heo6xoH1MO € BHUMATENHOTO CHEMAHe Ha aHaMHesa, Thil KaTo € JOKNafBaHa [0ABa Ha
CDAD noseue OT JBa MeceLa cnejl [IPUNoKEeHHeTO Ha aHTROaKTepHaNHE CpelcTBA. AKO
CDAD ce mopoampa WM ce€ NOTBBEPAM, MOXKE 1A C€ HaOKH NpEeKpariBaHETO Ha
eIHOBpeMeHHaTa ynoTpeba Ha aHTHOHOTHIIM, KOWTO He ca HacoueHH cpemny C. difficile.

INepuatpugna ynotpeda
He ca ycraHoBeHH GezomacHOCTTa M e(eKTHBHOCTTA TIPH MeAMATPHYHH IAUHMEHTH Ha
BE3pacT Mo 6 Mecela.

4.5. BzaumopeiicTeBHe ¢ ApPYrd JeKapcTBeHH NPOAYKTH H JApyrd (Qopmua Ha
B3auMoAeiicTBHE

Edexrn Ha ApyTH JekapeTea BLPXY Hedupos3u

Hoxnapsana e He(ppOTOKCHYHOCT Clie/l 6THOBPEMEHHO NpUIaraie Ha aMMHOTIMKO3ZHAHY
aHTHOHOTHLH U HedanoCIOpUHOBY AHTUOHOTHLH.

EnnoBpeMeHHo npunarale xa npobeHelna yaeoAea miowmra nol xpusara ((AUC) za
vednposun.

BzapmopeiicTBis ¢ JexapceTBa/NaGopaTropHy N3CHeABAHMS
Ledanocropusosnte aHTUOMOTHLM MOrar Aa HOBeaT IO (anliMBo HOJNOKHTENHH
peakiy 3a rJIOKo3a B ypHHaTa ¢ MeleH penykrazeH tect (Benedict HJIH/E@]lhng
pastBopu unu ¢ Clinitest 7Tabnerku), HO HE ¢ eH3WMEH TeCT 3a
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(riroKo300KCHAA3eH TecT). PANHBO OTpHIATENHA PEaKLHsI MOoxe Ja ce Habnozara npn
dheprUHAHMIHAA TECT 32 INIOK03a B KpEBTa. Hanuuuero Ha uednposui B KPEETA He BOJH
Jl0 B3auMOAEHCTBUE ¢ METO/A 32 H3CNeBaHe Ha KPEaTHHUH B Ta3Ma M YPHHA C aNkaneH
IMKpAT.

Kakro u npu apyra pedanocnopuad eGHUKacHOCTTa HA NEpPOpPANHHUTE KOHTPALEITHRH
Moxke Zia OBfle MOHMKeHa IpYU eJHOBpeMeHHO npunoxeHue ¢ Lledsun. ITo Bpeme Ha
nevenue ¢ Liedzun Tpsabea aa ce B3eMAT JONBEIHUTEIHHA MEPKH 38 KOHTPALISIIITHA,

4.6. BpeMeHHOCT H KbpMeHe

Hama naHru 3a yBpexaade Ha deryca ot nednposuil MOHOXHIPAT IpH NPOYYBAHI Ha
PenpoAyKTHBHOCTTA, NPOBEAEHH NpH 3aiiiy, MHIIKK ¥ IABXOBEB J03H cboTBerHO 0,8,
8,5u 18,5 merH MaKcnmanHm:e IHeBHHM no3H npu xopa (1000 mg), ocHOBaHH Ha TelecHa
MOBBPXHOCT (Mg/m?). Ofade He ca MPOBEKIAHM ANSKBATHH M JOOPe-KOMTpOIHpaHH
npoyuyBauus npy OpemeHnd xeHH. [Topanu ToRa, ye rIpoOyYBaHHATA NPH MKUBOTHH HECA
MoKa3aTesJHM 3a Xopara, TOBa JIEKapcTBO TpsAOBa Ja ce H3MOJ3Ba IO BpeMe Ha
OpeMeHHOCT, CaMO ako ACHO W TOYHO € OllpejleNieHa Hy KIaTa OT Hero.

Io-manko ot 0,3% or mo3zaTa, NpuIoXKeHa Ha MaliKa KbpMauKa, ce EKCKpeTHpa B
kppMaTa. HeobX0AHMO € MOBUIICHO BHUMaHMe, KoraTo Hedsun ce npunara B Iiepuoi Ha
KBPMeEHe.

4.7. EexTl BBPXY cr1oco6HoCTTa 32 modmpane 1 patoTa ¢ MaIIHHY
He ca npopexpany npoy4yBaH{s Ha eexrThre BHPXY CHOcCOOHOCTTA 3a LIOgHpaHe U
paboTa ¢ MalMH4.

4.8. HesxemaHM JieKapcTBEHH peakiHH

Hexenanure JeKapcTBeHd peakuuu npu  uednposun 3a nomoOHM Ha OHE3H,
HabmoJaBaHU LPH JpyrH UedhaloCIOpHHH 3a IepopalHo npunoxkeHue. Uedmposun
OOHKHOBEHO ¢e& T[OHaca JoOpe MpW KOHTPOJNMPAHH KAMHWYHH  M3NHTBaHMS.
IMpubausutenso 2% OT DaldeHTHTE NpeycTaHOBABAT NeueHHe ¢ Hednposun 3apanu
HeKeJIAHUTE JICKaPCTBEHH PeaKiyH.

Tabnenara no-gody BIJIKOYBa BCHUKM HeXellaHH AeKapcTBeHW peaKnHH, KakTo ca
onucanu KpM MoMeRTa B CCDS. CnuchKET € npelicTaBeH o CUCTeMO-0praHHu KIAacoBe,
MedDRA TepMHHONOIHS W 4eCTOTA, KaTO Ca W3IIOJ3BAHM CIEAHHTE KarerOpHu: MHOTO
yectH (=1/10), wecrn (=1/100, < 1/10), geuectu (=1/1000, <1/100), penxu (=1/10000,
<1/1000). mHoro pemku (< 1/10000) u ¢ nHeuspecTHa YecToTa (He MOXE Ha OBae
H3YHCieHa OT HalMyHuTe TaHHW). Tadiunara € CHCTAaBeHa CHopel NPemopBKUTE Ha
CIOMS pabotna rpyma IIl u V 1 Yxazanusata sa Eppornelickata komucus 3a Kparkara
XapaKTepHCTHKA Ha MPOIYKTa.

CHCTeMO-OPTaHHH KIIACOBE YeceToTa MedDRA tepmun

Yecrn Cynepundexuys ¥ BarHHaNIHa
Wudexunm u undecraumu HH(EKI
Hapyutenus Ha KpBBTa U Yectn Eosunudunus JU—
mumMduara crcTeMa Hevect Hamayien 6poit Ha 6enm'e, @@ﬁmq#
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Penxu

TpoMOOLMTOIIEHHS U YXBIDKEHO
IpOTPOMOHHORBO BpEME

Hapyuenus Ha MMyHHaTa Penmku Anrroeznem, anauIaKTHIHA
cucTeMa peakiys 1 cepyMHa Bonect
Hapymienus Ha HepBHaTa Yectn CBeToRBpTEXK
cHCTeMa Heuectu Coerognue Ha obbpkraHe,
6e3CBHEE, COMHONEHTHOCT,
INCHXOMOTOPHA XHUIIePaKTHBHOCT,
HEPBHOCT U I71aBo0oHe
CTOManIHo-YpeBHU HapyIIEHHS Yectn Bonka B kopeMa, [uapus, rajese, 1
IOBPBILAHE
Penxu Konut n ncesnoMeMOpano3eH
KOITUT
Hewussectya | Hpomsna B uBeta Ha 360UTE
Xenaro-6UIHapHU HapyILIeHHs Yectu [ToBuinena acriapraT
amMHHoTpaHcdepasza U roBULICHA
anaHHH aMHHOTpaHchepasa
Heuecta [ToBumena g Kp’bsﬁanxanﬂa
docdaraza 2 227
Penxu XonecraTuysa KbITEHHLA H
NoBUIIEH OUAMPYOUH B KpBBTA
Hapyurenusa Ha koxarta 1 YecTn Hdepmatur
HOJKOMHATA TEKaH Heuectu O6puB 1 ypTHKapus
Penxu Cungpom Ha Stevens-Johnson,
epHTeMa MyRTHGOPME ¥ TeHUTANIeH
HOpPYPHTYC
Hapymenus Ha 6s0peuure ¥ Heuectu TloBuinena ypea B KpBBTa U
NMKOYHHTE IBTHINA NOBHIIEH KPEATHHHH B KPBBTA
O6uu napymeHus v egektd Ha | Peaxu ITupexcus

MACTOTO HA NPHIIOKEHHE

4.9. IIpeno3znpane

Emuanynn  1o3H, or mopanska Ha 5000 mg/kg, npunaraHyd BepXy JKUBOTHH B
NpOYYBaHHATA 33 TOKCHUHOCT, HAMAT CEPHO3HH MM NETATHH NOCNEACTBHU.
Liedsun ce enumuHupa raBHO npe3 0B0penuTe. [pH ciiyuan Ha NpefosupaHe, 0cobeHo

Opy HalldeHTH ¢ Hapymeha On0peyHa QyHKLHS,

OTCTPaHABaHETO Ha LEe(GIPO3MI 0T OpraHu3ma.

5. GapmMaKoJOrHYHM CROHCTRA

5.1. @apmakoJHHAMUIHE CBOMCTBA
dapMaxorepaneBTHYHA IpyTNa: Bropo nokonenve nedanocnopuny, ATC: J01DCI10.

Muxpo6uonorus

lednposun uma in vifro aKTHBHOCT Cpellly [IMPOK CIEKTEP OT IPaMiioNIosH
rpaMOTpULaTeNHy GakTepHH. bakTepHLyHaTa aKTHBHOCT Ha Liednposun ?/ﬁ‘eﬁ\)‘f

XeMoaguangsatra nopromara
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MHXHOHpaHeTO Ha CHHTE3a Ha KneTpuHaTa creHa. Lledmposunm e axruBen cpenyy

MOBEYETO LAMOBE Ha CIEAHHTE MUKPOOPraHO3MU i1 Vitro:

Aepofu, rpaMIoIoRUTETHH MEKDOOPTAKH3MH:

- Crabunoxoku, BKA. Staphylococcus aureus (BKI. NeHHIHNA30-NPONYIHPAILH

wamMoze); S. epidermidis; S. saprophyticus; S. warnei. (3a6. uednposuit He e aKTHBEH

Cpellly MEeTHLHINH-PE3HCTEHTHH [AMOBe CTAMIOKOKH);

- Crpentokoku, Bk Sirepfococcus pyogenes (Ctpentokoku rpyna A); S. agalactiae
(Crpentoxoku rpynma B); S prewmoniae (BKI. DOBEUETO HHTEPMEIUSPHU
NeHMLANHNE-PE3UCTEHTHH maMoBe ¢ neruuunre MIC ot 0,1 mo 1 pg/ml); I'pynu C,
D, F & G crpenrrokoxu; CTpenToKokH oT rpynaViridans;

- Enterococcus durans: E. faecalis; (2a0: nednipozun e HeakTuseH cpemy E.faecium);

- Hpyru: Listeria monocytogenes.

AepofH, rpaMOTPULATENHH MUKPOOPTAHH3MH

- Moraxella catarrhalis (B 3-makTaMaso NpoAyLHpaIlH MAMOBE);

- Hemophilus influenzae (Bxn. B-nakramMaso rpoJyuupaiiy maMope);

- Citrobacter diversus,

- Escherichia coli;

- Klebsiella pneumoniae;

- Neisseria gonorrhoeae (BKJI. NEHHLHIA3a~ NPOLYLUPALIM LIIAMOBE);

- Proteus mirabilis,

- Salmonelia sp.;

- Shigella sp.;

- Vibrio sp. (3a6. Lledmposun He € aKTUBEH Cpelly IIOREUYETO INAMOBE Ha
Acinetobacter, Enterobacter, Morganella morganii, Proteus vulgaris, Providencia,
Pseudomonas u Serratia.)

AHaepoOHH MHKPOOPraHH3MI:

3a6.: Tlopeuero mamore ot Bacteroides fragilis ca pesHCTEeHTHH Ha HeIPO3HIL.

- Clostridium difficile; C. perfringens

- Fusobacterium sp.;

- Peptostrepfococcus sp.;

- Prevotella melanogenica (nosyar Kato Bacterioides melaninogenicuis)

- Propionibacterium acnes.

TecTope 3a 4YBCTBUTEIHOCT
KonuyecTBeHH METOAM, KOMTO M3HCKBAT M3MEpBaHe Ha JHaMeTpure Ha 30HATA, Japat
Hali-ToYHa OLIEHKA 32 YYBCTRUTEIHOCTTA Ha (AKTEPUHTE KBM aHTHMUKPOGHUTS CPeICTRA.
Hurepnperanuiara BKIIIOUBa Kopenalyd Ha AMaMerbpa, [OMydeH OT IUCK TeCcTOBeTe, ¢
MHHUMAaNHaTa HHXMOuTOpHa KouuenTpauua (MIC) za uednposun.

HuckopeTe 3a TecTBaHe Ha YYBCTBHTENHOCT KbM uedanocnopuny (UedanoTun
IMCKOBETS) He ca MOAXONILM NOpagu paslidkd B cnexkrspa ¢ ledmposua. 30-ug
edIipo3un JUCKOBE Ce M3MOJ3BAT 3a TeCTOBE Ha U30JIaTH in vifro.

PesynraTure OT nabopaTOPHHTE TECTOBE OT CTAHJAPTEH TECT 338 YYBCTBHTECIHOCT ¢ €IHH
ek ¢ 30-pg nednposun puck TpabRa Ja Ce HMHTEPIIPETHPAT CIOpelN CleAHHTe
KpUTEpUH:

| MuameTsp Ha 30HaTa (mm) | HeTepnperauuny




>18 (S) uyrcTBUTENEH <8 pg/ml

15-17 (MS) ymepeHo 16 pg/ml
YYBCTBHTEIEH

<14 (R) peanctenTen >32 pg/ml

Pesynrar ., 4yBCTBUTENEH” NOKa3Ba, 4Ye NATOTEHBT BEPOATHO e OBbAe HMHXUOUpaH oT
OOHMKHOBEHO NOCTHXHMM KPBHBHM KOHLEHTpauuu. Pe3ynrtaT ,yMepeHO 4yBCTBHTEAECH”
II0Ka3Ba, Y€ OPraHu3MBT e Obe UYBCTBUTENEH, AKO Ce M3M0J3BA BHCOKA /1032 WIH aKo
MHQEKIMATA € OrPaHHYeHa JO TEKAaHM M Te4HOCTH (Hamp. ypuHa), B KOUTO CE MOCTUIaT
BHCOKM AHTMOMOTHYHH HHBa. Pesynrar ,pesHcTeBTeH” IOKa3Ba, Y€ IMOCTIKUMATA
KOHIEHTpaNKs Ha aHTMOMOTHKA BEPOATHO HAMA Ja ObJe HHXHOHTOpHA.

CraHgapTy3HpaguTe NPOUENYPH H3HUCKBAT W3MON3BAHETO Ha J1a0dOpaTOPHH KOHTPOJHH
OPTaHH3MH.

5.2. ®apmaKkOKHHETHYIBH CBOMCTBA

Iedsun ce pesopbupa Aobpe chef MepopaiHO NPHIOKEHHE NPH ApPHEMaHe Npeny HIH
no Bpeme Ha xpadene. Ilepopanmata OuonanuurHoct e npudnusurenHo 90%.
DapMakoKMHETHKaTa Ha LE(QNpO3uI He ce NPOMEHs OT NMpPMIOKEeHHE C XpaHa MM
agTHanuan. CpefHuTe NIa3MEHH KOHLEHTPaUMH clej NPUIOKeHHe Ha uednposun Ha
TIafHO ca TIpeAcTaBeHH B TabminaTta no-gony. KoHueHTpanuuTe B ypHHATa ca OKOJO
60% oT npuIKeHaTa f03a.

Hoza CpenHu nnasMeHd KOHLUEHTPALH Ha VpHHHA eKCKpeLs
uedripozun*
(ug/mi)
Bpex (~1.5 vaca) 4yaca | 8yvaca (8 yaca)

250 mg 6,1 1,7 0,2 60%

500 mg 10,5 3,2 04 62%

1000 mg (1 g) 18,3 3.4 1,0 54%

*laHEWTE TIPeACTaBAABAT CTOMHOCTUTE HA CpPeIHHTE INIasMeHM KOHLEHTIpauuu oT 12
3apaRy nobpoponuy. PapMakOKMHETHYHHTE HAaHHHM ca B3€TH OT JIeKapcTBeHa ¢Qopma
KallCynH; JOKa3aHa e, obaue, OUOEKBUBANGHTHOCTTA Ha TepopalieH pa3TBOD, KallCYIIH,
TabNeTKH | [epopanHa CyCneH3 s,

[To Bpeme wa mLpBUA 4-uacoB IEpHOJ| Cled INpHIaraHe Ha JEeKapcTBOTO, CpeNHHTE
KOHLUEHTpAMX B YpHHATA Cliel npuiaraHe Ha po3d ot 250mg, 500mg u 1g ca
npubnuzutendo 170 pg/ml, 450 pg/ml 1 600 pg/ml croTBETHO.

CeLp3BaHeTo ¢ MFa3MEHHMTE MNpOTeMHH € OKomo 36% W € He3aBHCHMO OT
KOHUEHTpAIMHTe B AUanasoHa ot 2 pug/ml no 20 ug/ml. Cpequust riasMeH NONYKHBOT
FIPH HOPMAMHH HHIMBUAHN e NpubnusurenHo 1,3 yaca.

[TuxoBuTE KOHLUEHTPALHHU Ha Ledpo3ui B KOXKHATA MexXypHa TeyHocT ca 3,0 u 5,8 pg/ml
Npy NaUHeHTH, TIOTYyYaBali eHa 7033 OT CHOTRETHO 250 mg mmu 500 GoHE
[Mony:xHBOTHT B KOXKHATA MEXypHa TedHOCT (2,3 yaca) e 1o-IbIsT OT ?Ef@ﬁ% 0sJ
B ILa3MAata. G
Clell NpUNOXEHUeTO Ha eaHa fo3a oT 15 mmx 20 mg/kg nmpu na %13?1 a‘%’iﬂj{?’:{p. i it
CPeJIeH OTHT, KOHUSHTpAlMMTe Ha LHedIpo3HIl B TEYHOCTTA B CPe Q:-;%O yz&@j 5&1

it
o)




0,06 o 8,7 pg/ml. KoHueHTpanuuTe Ha He(npo3ii B TEUHOCTTIA B CPEJHOTO YXO OCTABAT
Haa MIC 3a moseyeTo MHPOKO pasIpocTpaHeHH GaKkTepyy, CBBP3BaHK ChC CPEeleH OTHT ,
34 MoBeYe OT 6 yaca cliell npuiarane Ha ue(ruposui.

Hama massm 3a akymyidpade Ha uednpo3un B miasMaTa Ha MHAMBHAN ¢ HOpMalHa
Op0peuna QyHKUMS clell MHOTOKPATHO HPUIOMKeHHe Ha repopaiHu ao3u xo [ g ua 8
yaca 3a 10 aau.

Bvopedno yepesicoane

I[Tpu GosHu ¢ HamareHa 6L0peyna GYHKIMA, YIBIDKABAHETO HA INIA3MEHHS TIOYXKUBOT €
CBBP3aHO CBC CTeleHT2 Ha Onlpeunata gucdyHkima. IIpu GonHE ¢ mhBIHA TUNCA Ha
Op0peduHa (YHKIMA, IIAZMEBMAT MONYKHBOT Ha uedrposun Moxe ga 6bae 1 5,9 vaca.
[Mony:XUBOTET ce CKBCARA Upe3 XeMoauanuza no 2,1 yaca. He ca ycranoseHM MbTHLIA HA
eKCKpelys NpH MalMeHTH ChC 3HAUHTENHO yBpeneHa O0BOpeyHa Qyuxuusa (BX. T. 4.2 U
4.4}

YeprodpobHo yepexcoane

[Mpu GonHHU ¢ yBpeleHa 4epHOApoOHa GYHKLUHMS HAMA CTATHCTHYECKH 3HAYHMMM Pa3IHUKH
BEB (hapMaKOJWHAMHMYHUTE IapaMeTPH, KOraTo ceé CPaBHABAT C Te34 HpM HOPMAJHH
KOHTPOJTHM HHAMUBHAH.

Tepuampuunu nayuenmu

Cpennata AUC, HabmojaBaHa npy MalMeHTH B HanpeAHana BB3pacT Ha 65 roguHu
moreye, ¢ o0kono 35-60% r10-BHCOKA OT TOBA IIPY FIO-MJIAAH MHIHBHAW. 3HAUYCHHETO Ha
TE3W 3aBUCHMH OT BB3DACTTa BapHallid BBB (PapMakOKMHETHKATA Ha LedIpo3wil He ca
AOCTATHYHY, 33 Jd U3UCKBAT KOPEKLMs B HO30BUTE PEIKUMEL

Heouampuunu nayuenmu u nodpacmeauiu

Crnex mpuioxesye Ha eJHOKpatHH Jo3H OT 7,5 mg/kg unu 20 mg/kg Ha meaMaTpuyHu
TALUeHTH, KOHUeHTpatuuTe Ha uedmposun Bapupar ot 0,5 no 4,3 pg/g B TOH3UIMTE W
sapupar ot 0,4 ng/g no 4,9 pg/g B ageHonHaTa TokaH. KOBLEHTpaLiuTe B TOH3HIATE U
aleHOMJIHATA THKaH foBede oT 3,2 yaca cliel AO3HpaHe ¢a MO-BHCOKM OT MUHUMAJIHHTE
HHXUOHUTOPHM koHUeHTpauud (MIC) 3a INMpOKe paslpoCTPaHEHU IaTOTeHH, KOWTO
NpuYHHARAT QAPUHTHT HITH TOH3MIIAT.

(apMakoKUHeTUKaTa Ha Ueduposun e cpaBHuMa MEXIY Jela (Ha BE3pacT oT O Mecena
ro 12 ropuHy) v BB3pacTHU. [1NasMeHuTe KOHLEHTPAMK OpH JIela, nonyyasaluy 7,5 0o
30 mg/kg neduposun ca cpaBHMMH C Te3M, HaONOAABAHM YIPH BBH3PACTHH TALHEHTH,
neny4asaty nepopanyo 250-1000 mg. Chacce Aoctura 1 mo 2 yaca cnel NpUIOKEHHETO
H TIONY>KUBOTHT Ha enuMEHanui e 1,5 yaca.

Ilon

Cpennara AUC, nabnrozaBaHa npH sxeHu e npubnusurenso 15-20% no-gucoxa oT Tasy
IpH MBXe. 3JHaYeHHEeTO Ha Te3W 3aBHCHMH OT NoJa BapHalMH BB (hapMaKOKHHETHKATa
Ha Ue¢IpO3KIl He ca ROCTATEYHH, 33 A H3HCKBAT KOPEKLS B JO30BUTE pemnmnf.fﬂ_

5.3. Tlpeaxauauunu JaHsK 32 fe30macHocT



He e nabmopaBaH MyTareHeH IOTEHUMAN Ha UeHNPO3HT B CHOTBETHUTE NMPOKAPHOTHH
WM €yKapuOTHU KIETKU in vifro WAM in vive. He ca INpoBeXkAaHW ABLIATOCPOYHH
FIPOYYBAHIE iR Vive 38 OLISHABAHE HA KaHUEPOTeHHHA [TOTeHIHAaIL.

[MpoyypanuATa 3a penpoAyKTHBHOCT HE MOKA3BaT YBpeXJaHe Ha depTwiuTera IpH
JKHBOTHH.

6. @apmanesTHYHH JaAHHH
6.1. Cnuchk Ha MOMOITHHTE BELIECTBA
HaTpues OeHzoaT

nosiucopbart 80
MHUKpPOKPUCTANHA HenyIo3a
acrniaptam 50

3axaposa

OaHaHOBA eceHIHs

BaHWIHH

KOJIOHJEH CHINLMER AUOKCH,
TIHIHH

KapMes03a HaTprK

HATPHEB XJIOPHL

DC antifoam (1%) na 3axaposa
xearo Garpuno FD&C Ne 6, 1%
0e3BOZiHA THMOHEHA KHCEIHHA
apoMaTH3aTop I'yapaHa
FIOJICTaAUTEN

6.2. HeCLBEMECTHMOCTH
Henpunoxumo.

6.3. Cpok ua rogocr
3 roauHH

6.4, CrieniuaTHH yCJIOBHA 32 CEXPaHeHHe

VnbeTBaHUS 33 TIPUTOTBAHETO Ca ONMCAHM BBPXY OftakoBkata. Pasknarere polpe npenu
Bestxa yriotpeba. KourelinepsT Aa ce cpXpaHssa go0pe 3aTsoped. Cren cMecBaHe, ha ce
chypanaea B xnamuiHuk. Crex 14 nHM HeWwsIoN3BaHaTa 4acT Aa ce M3XBBpIU. Ja ce
chXpaHaBa Ha craiiHa TemmnepaTypa (nox 30°C) mpenm mpuroteaHe. HempuroTeenuat
OPOAYKT He TpabBa Oa ce H3II0N3Ba Cle]| H3THYAaHEeTO Ha CpoKa Ha TOJHOCT, OTNeYaTaH
BBPXY ONaKOBKATA.

6.5. laHHH 3a ONIAKOBKATA
Iedzun 125mg/5ml npax 3a nmepopanua cycrieHcus: 6yTuika 60 ml rorosa cycnensus.

6.6. Hacrpykuuu 3a ynorpeda

Yka3zanus 3a NPUroTBSHe Ha EPOPATHATA CYCIeH3Us:
PasTRapsAHETO Ha lipaxa 3a nepopalHa cycneHsus B OyTunkara Tpada ]
CHEeNHUA HaYMH:




- JoGaBeTe BoJa 10 HHBOTO, 0003HAYEHO HA OYTHIKATA.

- Pasknartere goSpe GyTUIKATA IO pasTBapsHe Ha rpaxa.

- MHzuakaiiTe HAKONKO MHHYTH W aKko € HeobOxoaumo, mobaBere Boja HO HHBOTO

o003HaYeHO HA OYTHIKATA.

IlpurorBesara O TO3H HAYHH CYCNEH3NS € roTOBa 3a ymorpeGa. Ta Tpalea ga ce
CBXPAHSIBA B XJAJHJHIK H 12 Ce H3M0J3Ba B cPoK oT 14 auu.

3a W3MON3BAHE HA JO3MpalaTa CHPUHLOBKA, W3TEINIeTe OT (lakoHa HeOoOXO0IHMOTO
KOJIHYECTBO F'OTOB Pa3TBOP, CIIOPE] NEKAPCKUTE YKA3aHU.

7. IlpuTtexkaTes Ha pa3pellieHHeTo 3a ynoTpeda
Bristol-Myers Squibb Kft; Szatadsag ter 7;
1054 Budapest, Yurapus

8. Homep Ha pazperuennero 3a ynorpeda
9800337

9. Mara na MOAHOBABAKE HA pa3pelieHHeTo 3a yroTpeda
03/08/2004

10. Tata Ha aKTyanu3HpaHe HA TeKCTa
12/2009
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