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KPATEA XAPAKTEPHCTHKA HA IIPOOYKTA

1. TEProBcko HazBakue Ha NEKapCTBEHNS MPOBYKT
Sumamed® tablets 125 mg
Cymames® TabneTiu 125 mg

2. KosinuecTBEHN KaueCTEEH CheTas MUHUCTEPCTBO HA 3[PABEONA3BAKETO
Besika tabnetka thunmupana ceabpxal2s mg azithroHayfggeﬁgg% AVXVEPET.

3. flekapcTeera thopma Paspewenue saynorpeBalt y (= $\22.06.0k
Tabnetka dvnMmmupana I

4. KnUHUYEM AaHEn 5?3/4&% 06

4.1. Nokasakuns

Sumamed € nokaseH Npu NEYeHWE Ha WHMEKUMN, NPUMMHEHU OT UYBCTBUTENHW

MUKpoopratHuamu (sux 5.1. GapmakoguHaMUUHKN CBOMGTBA), KaKTO Ca OCOYEHU:

V' WHdbexumn Ha ropHinTe QUXaTeNHN mbTulla: GakTepuaneH HapUHTMT/TOHINAINT, CUHYWUT
W BL3naneHue Ha CpefHoTo YXo.

v WHdexkumn Ha AONHUTE AUXATENHY [BTULLE BakrepuaneH 6poHXUT, oBoCTpeH
XPOHUYEH GPOHXUT, MHTEPCTULIMANHE 1 arBeonapHa NMHEBMOHMS.

v WHdekumn Ha KoxaTa u MeKUTe ThKaHu, epuTemMa XPOHUKa MUrpaHc (MbpEW CTaauii Ha
Jlaiimcka Bonecrt), epusunen, UMNETMIO U BTOPUYHE NUOLEPMUS.

4.2 [lo3npoBKa U Ha4YuH Ha ynoTpeba

Azithromycin TpsiGea pa ce npuema eBHOKPaTHO AHEBHO, Hall-Manko eavH Yac npepy nnu

ABa yaca creg Xpaha.

v Mkcherumy Ha ropHUWTE U SONHUTE AUXaTENHM MLTUILA K KOXATA U MEKUTE ThKaHM:
ToTanHa gosa ot 30 mglkg (¢ usKriteHMe Ha epuTema Mmurpaxc): 10 malkg BegHBX
AHEBHO B NPOJLIDKEHNE HA 3 AHM.

v' EputemMa MUFpaHC. usnata [03upoBka e 50 mg/kg: 20 mg/kg npes nupeBus e,
nocrnieasanm o1 10 mg/kg oT BTOPUS [0 NETUS AEH B EOHOKPATEH NPUEM.

Cymamesn® Tabnetku 125 mg ce npenopvyBa 3a Aeula, KoMTo MoraTt ga nperasllar

Tabnetiu (10 go 30 kg TenecHo Terno).

flosedenue 6 cniyyall, vye ce nponycHe edHa dosa:
MponycHaraTa posa Tpsbsa ga ce B3eMe KOJIKOTO ce MOXE 0-Ckopo, a crieapalluTe Ha
WHTEpPBaNM oT 24 yaca.

4.3. lipoTuBONOKa2aHNsA
Sumamed € npOTMBONOKA3aH NPV NaUMEHTW ¢ U3BECTHE CBPBLX4YBCTBUTENHOCT KbM
MaKponvau.

4.4. Cneunaniu NPpOTUBONOKa3aHKs W CNEUNATIHIA NPERYRPESKACHUS 32 YroTpe6a
Tpsbsa aa ce NoAXoXAa BHUMATENHO NPW NpUNoXeHne Ha azithromycin Npy naumMeHTn ¢
HapyweHa YepHogpobHa thyHKuws,
PapMaKOKWHETUHHITE CBOACTBA Ha azithromycin nosBONABAT KpPaTkK U JIECEH PEXUM Ha
foanpaHe. 32 ropHUTE MHAUKALMM HE CE Hanara No-NPOALIMKUTENHO NPUNOXEHME OT
TOB2, APENOPBYBAHO B NUCTOBKAaTA.

i
Anepruunmu peaxkuuu: B penku cnyuau ce C"boﬁ/l,.!.; BE 32 HO3HK SNEepruvHn
(pspko dhaTanHu) peakuMM KaTo auruouespg,mgg&fr/eﬁéﬁ@ \auadwnalﬂuquu
peakuun. HsKOM OT Te3n peakunu HMar Ka{q‘;‘v Eg;yﬁrgﬁ ‘PeliuavENpaHe Ha
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CHMRTOMITE, KOETO BOAK A0 YALNKABaHe Ha nepuoga 3a HabnAeHNe U nedeHKe. -
HOB

4.5. JfiekapcTBEHM U [ipYryu E3aUMOLEHCTENS

Xpanama Hamanssa abcopbumaTta Ha azithromycin, 3aT08a BCsKa [O3MPOBKa Tpabea Aa
ce B3ema Haii-manko 1 vac npegu unu 2 yaca cnep speHe.

Anmuayudrume cpedcmea nOBNWABAT CKOPOCTTa Ha abcopbupakHe Ha azithromycin.
lNpenopbuea ce MHTEPBAN HaR-MasIKO OT 2 Yaca MeXZAY NPUIOKEHUETO Ha azithromycin u
HFIKGKBO aHTUAUWBHO CPeACTRO.

EpzomamuHosu npouseodHL: py NauueHTy, KOUTO NoNyYaBaT EProTaMUHOBY asKanouaw,
nosBaTta Ha eproTuseM MOXE [a ce YCKOpW OT €4HOBPEMEHHOTO MPUITOXKEHUE Ha HSEKOM
MaKponuaHy aHTMBuoTMUM. He CHLUECTBYBAT BaHHU MO OTHOWEHWE B3aWMOSERCTBUETO
Ha eproTaMmuHoBU NpousBogHu u azithromycin. Mopagu TeopeTuyHaTa BLIMOXHOCT 33
eprotusbm obave, azithromycin Tpsbsa fa ce npunara BHUMATENHO C EproTAMWHOBY
Npon3BOLHN.

Hpyau nekapcmea. VissecTHo e, ye MaKponMAHUTE aHTUGMOTHULIY B3aUMOAEHCTRAT C
AWrOKCMH, LUMKNOCTNOPUH, acTeMM3ON, TPUA30SsiaMm, MUAa3oNaM MUIK andeHTanun.
Buripeks, ye HAM2 fanHuM 3a B3auMopelicTeMe Mexpay azithromycin u Tezm
FlekapcTBeHu NpoAYKTY, NPENOPLUMTENHO € enHOBpPEeMeHHata UM ynorpeba na
CTaga 1pHU CTPUKTHO MOHUTOPKpPaHE.

B nacniepBanusita Ha hapMakoKMHETUMHUTE B3aUMOAEACTBNS Ha SAPaBN A0BPOBONLM He
€ HabnwofasaH sHaunM edekT Ha azithromycin BbpXy dapMaKkoKuHeTUKaTa Ha TeounuH,
TepdieHaauvH, kapbamasenuH, MeTUNPEAHN30NO0H ¥ LUMETUAUH. 3a pasnvka oT NOBEYETO
makponuay, azithromycin He nHakTveupa uutoxpoMm P-450 1 focera He ca HabmogaBanu
B3aNMOLENCTBUA MEXAY HEFO Y Te3U NeKapcTsa.

Mpu esnHoepemensoTo npunarave Ha azithromycin 1 Bapdapue wnu opanHu
KYMapMHOBK aHTUKOGrynaHt¥ ce Cci-o0laBa 3a nNOBMUWEHa CKAOHHOCT KbBM
xemoparuu. Tpsbea Aa ce umMa NPeAEKA BH3MOXKHOCTTA 3a N0-4eCTO MOHMTOPUpaHE
Ha ripoTPOMGMHOROTO BpemMe.

4.6. EpeMeHEOCT U KbpMEHe

EpemenHocm

B npoeexaanuTe uscnegeanus ¢ azithromycin BbpxXy penpoayKTUBHOCTTA fipU JXMBOTHM
He & ycTaHOBEHO HapylwasaHe Ha diepTunuTeTa unn BpegHo BL3[eliCTBUE BbPXY Noaa.
He celiecTrysaT obaue agexsatHy 1 A0Ope KOHTPONUPaHY U3CAeABaHUA npyu BpemerHn
*eHw. T Kato uacnefBanusTa nPK PENPOAKTMEHOCTTa NPW XWBOTHW HE BUHAMM ca
nokasarternHn 3a NoBnuaBaHETo fpy Xopa, azithromycin Tpsdea fa ce U3nonasa o Bpeme
Ha BpeMeHHOCT, caMO aKO TOBa HauCTiHa ce Hanara.

Kupmere

Hama paHHu 33 cekpeums B Kepmata. T KaTo MHOFO NIEKAPCTBa C& EKCKPeTUpaT B
KbpMata, azithromycin Tpabea ga ce npepnucsa Ha KbPMAaYKW, Camo aKo TOBa HAUCTUHA
Ce Hanara.

4.7. Echextn BpXy CNOCOOHOCTTE 3a WwodupaHe ¥ paboTa ¢ MaluuER
He ca usBecTHn paHHu 3a Bfivshme Ha Sumamed BbpxXy chocobHOCTTa 3a Wwopupare u
paboTta Cc MalumHl.

4.8. Hexenakn nekapcTeeHr peakumn i
Floeeyeto OT chobluaBaHuTe HEXENaHW nexapcra;ynﬁ”gg@mu\;a neKko [o cpegHo
M3paseHW No TEXECT W 0BpaTUmMy npy NPeycTaHoBAE ggu"aghetléﬁje 0.
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lo-ronsma uacT OT HeXenaHuTe neKapcTBEHU peakuum ca cBBp3aHNM € racTpo-
VHTECTUHANHWA Tpakr, Hanp. rapgeHe, Auapus, Gonka B cromaxa, NOBpbluaHe u
dhnarynexHums,

Mima cwobuieHns 3a oBpatumo noswwaBaHe Ha YepHOAPOBHUTE TpaHcamMuHasy M
OunupybuHa. Te ce HopmanmaupaT 3a gse wnn TPY CepmMuLM Cnen chvpaHe Ha
JNieYeHneTOo.

Monskora moxe Aa HaCTLHM XONECTATMYHA HBNATEHUNR, a XenaTuT ce Habnwaaea
psigKo.

CtobmaBa ce 3a peakuum Ha CBPEXUYYECTBUTENIHOCT Kato ofpHMEMW, RpypuTtyc,
YPTUKapMS, aHrMoeneM wunu  QOTOuYBCTERUTENHOCT. B  pefknM cnyuyaum ca
HaOMIAABEHN TOXKN PeaKUMN H3 CBPLXUYBCTEUTENHOCT BKMIOYATENHO erythema
multiforme, cungpom Ba Stevens-Johnson u CUHEPOM Ha TOKCHYHaTa envaepmanta
HeKponusa.

Muoro psifko uMa chobuieHus 3a oBpaTumu PeakuuK OT CTpaKa Ha UeHTpanKarta
HepBHa CMCTEMa, KaTo ymopa, rmapobonue, 3aMaliBaHe, OGOHSTENHA M EKYCOBK
HapylweHus, napacvesun, CUHKON, 2XUTALNA, NOBMUILEHA HEPBHOCT K GesChhne.

Psgko ce croblaBa 3a NannuTalmumu ¥ apUTMUM, BKRIOYUTENHO TaxuKapaus.

Monsikora Moxe ga HacTeRu aprpanrus. Psako ca HabnoaaEaHn MHETEPCTULMAITHI
HedpuTi U ocTpa 6-6peyHa HEeBOCTaTLYHOCT.

lNoHsikora no Bpeme Ha KNMHUMHW U3NUTBaHWS ca HabnipaBaHu NPEXOAHU ENN30aM Ha
neko Hamanenue Opos Ha HeyTpodmnuTe, a B no-peAkM chiyuan — HeyTpodunus u
€03UHOUIINA, BBIPEKW Ye HE & YCTAHOBEHa MPUUMHHA BPB3Ka ¢ azithromycin,

Uma crobmenns 3a aHathMnakTUuHK peakumuy, B penKu criyvau charansm,

4.9, Npepo3upatxe

He cobiluecteysat aaHHM 32 npeposupaHe Ha azithromycin. TunuunuTe cuHgpomu Ha
NPEAOIMPAHE Ha MaKpOMWAHUTE aHTUOMOTMLWM BKNIOMBAT nMpexopHa 3aryba Ha cnyxa,
TEXKO USpA3EHO rapexe, noepbllaHe U guapus. B cnyyai Ha npeposupane TpsiGea Aa
Ce NpeausBNKa noepbiaHe it He3a6aBHO Aa ce NOTLPCU MEAULIMHCKA NOMOL,

5. ®apMaKOROruuHu LakHu

5.1. @apmaKogMHaMWYHY CBOMCTRS

Azithromycin npefcTaenssa asanup, Noaxnac Ha MakponuaHute adTubuoTUuM. Ypes
cebp3BaHe ¢ 50S pubosomHata cyGeavHuua, To MHXMBMpa cuHTe3aTa Ha NPOTEUHN B
YYBCTBUTENHUTE OPraHnamMu.

Azithromycin uma LWMPOK CNEKTHP Ha ACACTBUE U € C JOKa3aHa AKTWBHOCT KbM NOBEYETO
Wwamoee Gram-oTpuuarenty, Gram-nonoxuTEnHU, aHacpobHy, BBTPEKNETRYHN U OpYrY
MUKPOOPraHU3MU.

MICg0<0.01 pg/mi
Mycoplasma pneumonie Haemophilus ducreyi

MICg 0.01-0.1 pg/ml

Moraxella catarrhalis Propionobacterium acnes
Gardenella vaginalis Actinomyces species
Bordetella pertussis Borrelia burgdorferi

Mobiluncus species

MiCg00.1-2.0 pg/mi
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Haemophilus influenzae
Haemophilus parainfluenzae
Legionella pneumophilia
Neisseria meningitidis
Neisseria gonorrhoeae
Helicobacter pylori
Campilobacter jejuni
Pasteurella multocida
Pasteurella haemolytica
Brucella melitensis
Bordetella parapertussis
Vibrio cholerae

Vibrio parahaemolyticus
Plesiomonas shigelloides
Staphylococcus epidermidis
Staphylococous aureus*

Escherichia coli

Salmonella enteritidis
Salmonella typhi

Shigella sonnei

Yersinia enterocolitica
Acinetobacter calcoaceticus

Streptococcus pyogenes
Streptococcus pneumoniae
Streptococceus agalactiae
Streptococcus viridans
Streptococcus rpyna G, F, G
Peptococcus species
Peptostreptococcus
Fusobacterium necrophorum
Clostridium perfringens
Bacteroides bivius
Chlamydia trachomatis
Chlamydia pneumoniae
Ureaplasma urealyticum
Listeria monocytogenes

MICg02.0 — 8.0 pa/mi

Bacteroides fragilis
Bacteroides oralis
Clostridium difficile
Eubacterium lentum
Fusobacterium nucleatum
Aeromonas hydrophilia

5.2. GapMaKOKMHETHUYHN CROKCTRA

Abcopbuusi

Azithromycin ce abcopbupa fnobpe crnen opariHO NMPUROXEHUE U NpeMuHasa 6bp3o oT
cepyma B TbKaHuTe U pasnuyHute opradn. Crien eaHoKpaTHa opanHa fo3npoeka ot 500
mg azithromycin, 37% ot nekapcreoTto ce abcopbupa v cnep 2-3 yaca [ocTUra NUKOBa
nnasmesda koHuerTpauma (0,41 ug/ml).

Paanpedenexue

Azithromycin ce pasnpefens LUMPOKO B OpraHWaMa Kato [OCTUra BUCOKA ThKaHHA
KoHUeHTpauus (Ao 50 NbTi no-BuCOKa OT Tasun B Nhamara). O6eMET Ha paanpepeneHie e
npubninsurento 31 Ikg.

Azithromycin ce pasnpepens 6bpP30 B MHOIO TbKaHW W [OCTUEA BUCOKA TbKaHHK
KoHUeHTpauun B AuanasoHa of 1 go 9 pg/ml B 3aBUCMMOCT OT TokanTa. Crep
nNpunoXxeHue Ha nocnepHaTa opanHa AOSUPOBKa TepaneBTUdHUTE KOHUEHTpauuum Ha
azithromycin ce NoAALPXKaT B TEKEHUTE B NPOSLIIKEHNE Ha NET [0 CefeM AHN.

EfHa oT Hal-uHTepecHute ocoberHocT Ha azithromycin € HeroBUsT BATERK OT
tharouuTUTe, KOWTO MUTPUPAT B WH(EKTUPaHUTE yyacTbUW. TOBa CBOWCTBO CIYXY Kato
TPAHCMIOPTEH MEXaHUSBM 33 [eKapcTBOTO KbM MHMEKTUpaHaTa TbKaH, KbAETO
azithromycin AOCTUra No-BUCOKM KOHLUEHTPaLMW B CPaBHEHNE ¢ HeMH(eKTUpanara.
AzithromycCin fOCTUra MHOTO BWCOKM BBTPEKNETEYHU KOHUEHTpaUMM BbE arouutute u
noKassa MHOTO Jobpa charoluTHa aKTUBHOCT.

Exkckpeuus M

BpeMeTo Ha HONYXWUBOT B NNasMarta oTpassasa B ronsmMa: ée@e)sLapemeTo\[-{a AONYXNBOT B

TbKEHUTE, KOATO € 2—4 aHW. OCHOBHUST MbLT Ha nm m—:mpaﬁe\qa_ azithromycin e
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KnbuHaTa exckpelus. MpubnusutenHo 50 % oT KNbYHaTa EKCKPeUVs € Nop opmaTa Ha
HenpoMeHeHo BellecTso. fipyrata nonosuHa ca 10 MeTabonuta, o6pasysar upes N- u O-
ASMETUNMPEHE, XUAPOKCUNMPaHE Ha AES03aMWHHK W armMUKOHOBW MPBCTEHW U YPes
AENeHVe Ha KIaAuHOo3HW npouseofHn. CpaerenueTo Ha HPLC u MukpobuonorudHute
aHanuan nokasea, Ye MeTabonuTUTe He yyacTeaTr B MUKPOBMONOrMYHATA AKTMBHOCT Ha
azithromycin. MpuGnuaurento 6% oT npueTarta A03MPOBKa Ce MANBYBa B YpUHATA.

fipu goBposonuy B HanpepHana BbapacT (> 65 roguHu) ca HabnoAaBaHN ChBCEM MarIKo
no-sucokm (30 %) AUC cToiHOCT! B CpaBHEHUE G NO-MNagu (< 45 roauHu), Ho ToBa He ce
npueMa sa KAMHWMHO 3HaYMMO U CrefoBaTenHo, HE Ce Npenopbysa MpoMsAHa Ha
BO3vpoBKaTa.

5.3. pepknuHUYHY QaHHK 3a 6e3onacHocT

B uscriepasanuaTa Ha NOACCTPaTa W XPOHUYHATA TOKCUMUHOCT NPW XVUBOTHU BBE BCUMKM
TECTyBaHW oOpraklk, ¢ wu3knioueHne Ha Oenus Aapo6 U MO3bKa, ca YCTaHOBEHW
A0303aBUCUMY  ODpaTUMKU NETOXWUCTONONMYHKM FMPOMEHYW, HapeueHu bochonunuaosn,
KOWTC NpEefcTaenAaBaT NPOABNEHVE HA HATPYNBAHETO Ha azithromycin B TbKaHHuTE
nusosomu,

lMpoyueanusita BLPXY MNLXOBE, NPOBEXAaHU C BUCOKM niepopantu fozu (100 malkg
AHEBHO WA NO-BUCOKW) B NpopbmkeHune Ha 1 Mecel uMMay KaTo pesyntar
HacTbNBaHe Ha xXenarouenynapHa HEKpo3a. YCTAaHOBEHO €, Ye YepHUAT #pob e
OCHOEEH TapreTeH Oprar 3a a3suTPOMUUMEOBAaTa TOKCHYHOCT.

KnerbuHa pereHepauus M Hekposa ca HabnoAaBaHW NpM KyyeTa B CHEQHUTE
Ooprasu: uyepeH Apob, 6LOpeun U xknkyeH Mexyp. Te2WM npoMeHW HacTBNBAT cneg
ABYMece4yHo nepopasnio npuroxeHue Ha azithromycin BeB BUCOKM fosu (100 my/ka
[BHEeBHO)L

6. @apmaueBTUNHM BaHHN
6.1. CnucHK Ha NOMOLYHKUTE BEWECTEa U TEXHUTE KONMYeCcTRa

Appo dunm nokpuTUe

Calcium hydrogen phosphate, anhydrous Hypromeliose
Hypromellose Color Indigotin lake (E 132)
Maize starch Titanium dioxide (E 171)
Pregelatinized starch Polisorbate 80
Microcristalline cellulosa Talc

Sodium lauryl sulphate
Magnesium steratae
Water purified

6.2. DUINKO-XMMUIKEK HECHEMECTUMOCTH
He ca wssecTtHu.

6.3. Cpok Ha rogHoCcT
36 meceua

6.4. CneuuanHmn yenoeus 3a CbXpaHeHne
Ha ce cexpaHaea npn Temnepatypa nog 25°C!

6.5. [llanHun 3a onakoBKaTa e
PVC/Al 6nucrep, 6 Tabnetku hunmupanw/éGnuctep, eauH 6q@ﬂh=@p@ Ha KyTus.
AN N, P,
6.6. Mpenopexu npu ynorpeba & j/ g “
He ca Heobxoaumu cneuvaribn MHCTPYKLMA. =iy
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7. UMe 1 appec ka nputexartens Ha paspelieHKeTo 3a ynoTpeba
PLIVA HRVATSKA d.o.0.

Ulica grada Vukovara 49

Zagreb, Croatia

8. Peructpaunonen Ne B peructepa no yn.28 or 3NAXM
20000865/28.12.2000

8. [lata Ha nbpEO paspeliaBaHe 3a YnoTpeda Ha NIEKapCTREHUS npoRyKT
21.06.1994.

10. Aara wa (YacTuyuHa) akTyanuzauus Ha TeKkcra
HOnu 2005 roguna.




