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KPATKA XAPAKTEPHCTHEKA HA INPOAYKTA -

1. THProBcko Ha3BaHWe Ha NeKapcTBEHNS
Sumamed® forte syrup 200 mg/5 mi, 15 mi
Cymamen® dopte cupon 200 mg/5 mi, 15 ml

Sumamed® forte syrup 200 mg/5 ml, 30 mi
Cymamen® dhopte cupori 200 mg/5 ml, 30 ml

Sumamed® forte syrup 200 mg/5 ml, 37,5 ml
Cymamen® copTe cupon 200 mg/5 ml, 37,5 ml
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2. KonnyecTBeH 1 Ka4ecTBEeH CbCTaB
Beexu 5 ml o1 Cymamen® dopre cupon ceabpiat 200 mg azithromycin KaTo AUXuApaT.

3. flekapcTBeHa diopma
Mpax sa nepopanHa cycrieH3us

4, KnuueuyBy ASHHWU

4.1. fiokasaHunga

Sumamed € nokasaH hpk redeHne Ha WHMEKUNWY, RPUMMHEHN OT  YYBCTBUTESTHU

MUKpoopraHusMu (Bvx 5.1. GapmaxoAuHaMUYHY CBOMCTBA), KaKTO Ca NocoYeHn:

v VHeKLN Ha ropHUTe AuxaTentu nbtva: bakrepuaned hapuHrUT/TOHSUANT, CUHYUT
1 Bb3naneHne Ha cpegHoTo YXO.

v WMHdekumn Ha JONHUTE AMXaTenHu NbTyia: bakrepuaneH OPOHXMT, MHTEPCTMLManHa
¥ aneeofapHa NHeBMOHUS.

v VHdeKunM Ha KOXaTa 1 MeKVTe ThKaHW: epuTema XpoHuKa MUrpaHc (Mbpsiu cragnin Ha
Tatimcka GonecT), epuanner, UMIETUTO 1 BTOPUNHE HWoASpMUs.

v ViHdpeKumn Ha cTomaxa 1 AiBaHafeceTonpbeTHNKE, npuykHeHy ot Helicobacter pylori.

4.2 NosMpOoOBKa U HauMH Ha ynoTpeba
Mudbekumm Ha ropHUTe M AOMHUTE AUXaTENHW MbTULLE, KoXata M MekuTe ThkaHu (¢
MSKIIOYEHNE Ha epuTema murpaHc): usanarta gosa o7 30 mg/kg (¢ uskriueHre Ha eputema
murpaHc): 10 mg/kg BeaHbBX GHEBHO B NPOABLMKEHNE Ha 3 GHI.

ﬂOSleOBKV\Te fipK geua ca B 3aBMCUMOCT OT TETNOoTO!

TeriecHO TErNO

Cymamen® npax 3a
NPUroTEsIHE Ha fNepopanHa
cycnenzus 100 ma/s ml

Cymamep® npax 3a NPUroTBsIHE Ha
nepopanHa cycrieHsus 200 mg/5 mi

5kg 2,5 ml (50 mg) -

6 kg 3 ml (60 mg) -

T kg 3,5mi (70 mg) -

8 kg 4 ml (80 mg) -

9kg 4,5 ml (90 mg) - .

10-14 kg 5 ml (100 mg) 2,5 mi (100 mg)

15-24 kg - 5 ml (1 ronama nexuia — 200 mg)

25-34 kg - 7.5 mi (1 ronsima n 1 marnka nbxula —
300 mg)

35 — 44 kg - 10 )ﬁ’i-‘@‘ﬁﬁéﬁunbmuum 400 mg)
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Azithromycin e edexTuBeH Npy NEYeHNe Ha CTPENTOKOKOB (hapuHInT Npy geua, npunarax
eHOKpPaTHO AHEBHO B goaupoexa ot 10 mg/kg unn 20 mg/kg B npoabimKeHne Ha 3 aHW.
Mpu cpasHsiBaHE Ha Te3n 2 HOSUPOBKM MO BPEMEe Ha KNUHUYHWTE MpoyyBaHus e
YCTAHOBEHO, Ye T& WMaT cXofHa edeKTMBHOCT, Bblpekn Ye epagukauuaTa Ha
BakTepuanHua NpUUMKUHNTEN € Mo-3HayMMa npu Npunarade Ha gHeena fosa oT 20 mg/kg.
Burpekn Tesu [aHHK, NeKapcTBOTO Ha MbpByv M30Op npy npodunakTuka Ha MapuHIiT ¢
npuuMHMTen Streptococcus pyogenes 1 peBmatyHa Tpecka B CreAcTBUE 0T MHAeKUmMATa
e penicillin.

3a eputema MurpaHc usnara goanposka e 60 mgfka: mepeua ged 20 mg/kg, nocniegeana
ot 10 mg/kg oT 2 go 5 geH B egHOKpaTEH NPUEM.

Jo3vpoBkaTta npu neuveHne Ha uHdeKUMM Ha cromaxa U ABaHageceTONpPbLCTHUKE,
npuunbenn ot Helicobacter pylori e 20 mg/kg AHEBHO B KOMOMHALMA C MOSXOLSLUN
nexapcTBa No NpeLeHKa Ha fiekaps.

BvbpeyHa HegocTaTbuHOCT

Mpyu naumeHTn ¢ nexo yepefeHa 6b0peyHa dyHKUMS (KpeaTUHUHOB KNMpbLHG >40 mi/min)
He € Heobxoguma KOpeKUuMs Ha JosupoBKaTa. He ca npoBexpadHn MpoydBaHWA Tipy
HALMEHTU CbC CTOMHOCTM Ha KPeaTWHWHOBMA KnMpbHC <40 mi/min ¥ no Tasn npuuvHa e
MPENOPBEUNTENTHO FiPW TAX A2 Ce NMoAXOX/Aa C NOBULLEHO BHUMAHWE.

UepHoapobha HegocTaTbyYHOCT

Azithromycin ce meTabonusnpa B YepHUst Apob W ce SKCKPeTUpa Jpes xJtb4kara U He
6vBa Aa ce mpunara Npy naureHTy, CTpagaluy oT Texka YepHoapobHa HeAoCTaTbYHOCT.
He ca npoeexpaHn NpoyyBaHWsi, CBLbP3aHW ¢ npunaraHe Ha azithromycin npy Tesmn

navneHTn.

HaumH Ha npunoxeHue

Cymamen® nog chopmata Ha nepoparnHa cycneHaus ce npunara BegHbX JHEBHO, NoHe
e[MH Yac npegun xpaHeHe unv 2 yaca cref xpaHeHe. To4yHaTa J03MpPOBKa ce u3mMepsa ¢
nomMoLITa Ha CrPUMHLIOBKZ 3a MEepopanHo [osvpadHe W MepuTeriHa JTbxuLa, KouTo ca
npunoXeHn KbM onakoskarta (Bo 15 kg ce usnonsea crpuHuUoBKata, a Hap 15 kg —
nexuuaTa).

4.3. NMpoTuBonoKasanua
Sumamed e NPoTUBONOKa3aH NPW MauMeHT ¢ M3BECTHa CBPLXYYBCTBUTESIHOCT KbM
azithromycin, Makponuan NN HAKOA OT CbCTEBKWTE Ha NeKapCTBEHWSA MPOoayKT.

Mopaan TeopeTuyHaTa ONACHOCT OT MNosiBa Ha eproTuskM, azithromycin He GuBa pa ce
npunara 3ae8HO C JIEKApCTBEHN MPOAYKTY, ChAbPXaLL eproTaMUHOBY NMPONSBOAHM.

4.4, CrieMarniHi NPOTUBONMOKasaHUs M cleLuaniy npeaynpexgenun 3a ynotpeda
Aneprusn peakiuu: B pepikn criydan ce cbobliaBa 3a CepuosHM anepriudHi (psako
chaTanHn) peakumn KaTo aHrMOHEBPOTUMEH 4EM M aHadunakTUyHK peakumn. Hskon ot
Te3an peakUMnm UMaT Karto pesyiTar peuuaMBupaHe Ha CUMATOMWTE, KOETO BoAM SO
yOwbfpkapaHe Ha nepuoga 3a HabnipeHne n nevexne.

Cmperimoxoxost urHghexyuu: OBUKHOBEHO NEXapCTBO Ha MbPBU 13bop npu nevexue Ha
hapyHIMT/TOH3UANT € NpUUMHUTEN Streptococcus pyogenes, KakTo 1 npu npodunakTka
Ha ocTpa peBmartudHa Tpecka e penicillin. Azithromycin e edektmeeH cpely
CTPENTOKOKOBM WH(ieKumn Ha opothapuHKca, HO HAMa WH(POpPMaLMs Mo oTHoLleHue Ha
echeKTBHOCTTA My NpY NPeROTBPaTABaHE Ha 0CTpa peBMaTUYHa Tpecka.

_,_...w.._

Cynepuxcpexyuu: Kakto v rnpy ppyrute aHTmﬁaKTepmamachBeHm NpoayKkin,
ChblLUECTBYBA BEPOATHOCT OT fosABa Ha cynepMcheKuv/l/f (HGI‘Jp‘”I’B@W—!HH qupeku.mm)
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4.5, lexapcTBeHU U APYIY B3aUMOLGEKCTENS

Xpanama namanssa aBcopbuusTa Ha azithromycin, 3atoBa Besika fosa Tpsbea fa ce
B3ema Hail-manko 1 4Yac npean unu 2 Jyaca cnej sipeHe.

Anmuayudnu siekapcmeernu npodykmu: Npy vsyyasaHe Ha ediekTa OT E4HOBPEMEHHO
npynarade Ha azithromycin 1 aHTMaUMaK BepXy hapMakokuHeTuKaTa Ha azithromycin He
€a YCTAHOBEHWN 3HAUMMK MPOMEHM B DMOHaNWYHOCTTa, BLIPEKU, Ye € YCTaHOBEH chag B
MaKCUMarHUTE NNasMenyn KoHUEeHTpawum Ha azithromycin ¢ 30%. Azithromycin Tpabsa aa
ce npunara Hail-Manko 1 Yac ripeau nnu 2 yaca crief] npuem Ha aHTualvaeH NpoaykT.
Carbamazepine: Mo Bpeme Ha MpoyyBaHe Ha hapMakoKMHETUHHUTE B3aMOLENCTBYS,
nposegeHo npu 3apaeu fobpoBorily, € ycTaHoBeHo, 4e azithromycin He noenvsea
3HAYMMO NMasmeHVTe HUBa Ha carbamazepine Uru Ha akTUBHIUTE My MeTaGonuTi.
Ciclosporine: Hsakon anTubvoTuun OT Trpynata Ha MaKponuwauTe noBnNuABaT
meTabonmama Ha cyclosporine. Tl KaTo He ca NPOBEX[AAHN KOHKPETHY Mpoy4ysaHna Mo
OTHOLLEHNE Ha BL3MOXHUA ediekT oT xomBuHupaHeTo Ha azithromycin u cyclosporine, e
HeoBXoAMMO BHUMAaTENHO Aa Ce MPeLieHn TepaneBTuYHaTa norsa o1 KoMOMHMPaHETO UM.
B crniyyail, ye eJHOBPEMEHHOTO UM FipuUnaraHe € onpasgaHO M HanoXuUTenHo, crnepsa ja
ce MoHUTOpUpaT cToiiHocTuTe Ha ciclosporin U npy HeobxoAMMOCT da ce Kopurupa
[o3upoBKaTa My.

Kymapunoeu apmuxoazynanmu; YCTaHoBeHa € MOBULLEHa TeHASHUMs KbM nossa Ha
KpPBBOM3MMBN B Pe3ynTar OT €AHOBPEMEHHO NpwunaraHe Wa azithromycin v opanHi
KyMapuHoBY  aHTukoarynanth. [lpenopbyBa Cce NO-4ecTo  npocreasBaHe Ha
npoTpoMBKUHOBOTO BpeMe.

Digoxin: Tlpun HsiKOM NauMeHT € YCcTaHoBeHo, Ye aHTUbuoTMum OT rpynara Ha
MaKponMpguUTE HapylwasaT YpeBHuA metabonuabm Ha digoxin. Tosu chakr Tpabea fa ce
WMa npensBua NpY NaLMEeHTH, eAHOBpEMeHHO npuemaww azithromycin u  digoxin.
BL3MOXHO € TMOoBMiaBaHe Ha KoHUeHTpauusiTa Ha digoxin u ce npenopbyBa
MOHUTOPUPAHE Ha CTOMHOCTUTE MY B rnsiasmara.

EpzomamuHoeu npouseodnu. Tlopajy TeopetudHaTa Bb3MOXHOCT OT MosBa Ha
eprotmabm azithromycin Tpabsa Ha ce npunara BHUMATENHO C eproTamMruHOBU
MPOU3BOSHN.

Methylpredmsolone. flo Bpeme Ha npoyysaHe Ha  (apPMaKOKUHETUMHUTE
B3aUMOAENCTBYS, NpoBeAeHo Npy 3apasu AobpoBonuy, € ycTaHoBeHo, Ye azithromycin
He MOBMYABA 3HaYMMO fnasmexnTe HuBa Ha methylprednisolone.

Terfenadine: Bpeaynrar oT nosABaTa Ha CEPUO3HW PUTbMHW HapylUeHus B pesynTat oT
yobsokaBaHe Ha QT uHTepBana npw nauveHTy, rpuemani anmmdaexumosﬂw MpogyKTh B
kombBuHauums ¢ terfenadine ca mipoBexpAaHM npoyuyBaHus BLpxXy BaanmogeictauaTa. Tlo
BpemMe Ha ((hapMakOKMHeTUMHUTE MpoyYBaHWA HAMa [J[adHu  3a  HacTbiunm
B3auMogelicTBus Mexay azithromycin n terfenadine. B Hsikon oT ciiydqaute He e burio
Bb3MOMXHO Ja Ce W3KIHOYM BEPOSTHOCTTA OT B3aUMOAENCTBNE HaMLHO, HO HE ¢a Gunu
HanMLe KOHKPETHN fAaHHu 3a TakoBa B3aumopeicTeue. Kakro 1 npu gpyrute Makponnawy,
u npu azithromycin Tpsbea ga ce nNogxoxua ¢ NoBULIEHO BHUMAaHWE NPU KoMGUHUpaHe G
terfenadine.

Theophylline: Azithromycin He noenusBa dapmakokuHeTukaTa Ha Theophylline npu
3apasu poBpoBoniuw, B cfiyyauTe KOraTo ABETE fieKapcTBa ca npuraraHu saefHo.
KomBunupaHeto Ha Theophylline v apym makpornvaHi aHTMBMOTULW MOHAKora soan A0
noeuLLIasaHe Ha cepymhuTe HyBa Ha Theophylline

Zidovudine: EpHokpaTH osupoeku oT 1200 mg, kakto v gosu ot 1200 mg u 600 mg,
NPWIOKEHY MHOMOKPaTHO He OKasBaT BNMAHME BbpXy (hapMakoKMHETUMHUTE noxasaTteni
B nnasmara unn exckpeLumsaTa Ha zidovuding 4pes ypuHaTa, KakTto W Ha akTuBHUA My
MeTabonnT B MOHOHYKIEapHUTE KNeTKW Ha l"lepllld)epHOTO.Kp'BBOOG'p'th,eHme KnuhuyHoTo
3HaveHue Ha Te3nW AaHHW He e HanbiHO W3ACHEeHO, Ho Te ,M0raT ga .ca oT nosisa 3a
nauueHTTe. ‘“
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Didanosine: EpHospemenHoTo npvnarade Ha didanosine u gresHn gosm oT 1200 mg
azithromycin nipy 6 NauMEeHTW He € OKas3ano BFWAHVE BLPXY (apMaKoKHETUKATa Ha
didanosine B cpaBHehue ¢ nnateo.

Rifabutine: EgHospeMeHHoTO npunarade Ha rifabutine v azithromycin He noenusAea
CEpPYMHWTE KOHLEHTPauWn Ha HUTO edHO OT fieKapcrsaTa. YCTaHoBeHa € TofBa Ha
HeyTponeHusi Npy KoMBMHMPaHOTO UM npurioxeHue. Ts ce CBLP3Ba C rpuriaraHeTo Ha
rifabutine W He e YycraHoBeHa NPWYMHHO-CNIEACTEEHa Bpb3ka C ynoTpebata Ha
azithromycin.

4.6, BpeMeHHOCT N KbpMeHe

BpemerHocT: MpoyysaHnsaTa BbpXY XUBOTHY MOKa3saT, Ye azithromycin npemuHasa npes
fHaueHTarTa, HO HAMA [OKasaTencTsa, ve yepexxga nnoga. MogobHu npoyysaHus He ca
npoBEXAaHN npu GpemerHn xeny. Thik KaTo NpoyyBaHnsATa BbpXY XUBOTHW HE BUHaIM ca
penpeseHTaTVBHN MO OTHOWEHWE Ha BL3MOXHUTE PEesyrnTaTi Mpu Xopa, B Cryval Ha
BpemeHHocT azithromycin Tpsbea fa ce npurara camo Npy nunca Ha apyra asirepHaTmnea.
KepmeHe: Hama ganHu panu azithromycin npemuHaea B KbpMata W N0 Tasuw Npuynka
nekapcTeoTo TpAGBa ga ce npunara camo Npw fvrca Ha apyra anTepHaTtvBea.

4.7. Edhexty BLPXY CNOCOBHOCTTA 32 wodupake n pabota ¢ MatinHu
He ca useecTHW gaHHu 3a BrivaHue Ha Cymamen® cdopre cupon Bbpxy criocobHoCTTa 33
wodapate 1 ynotpebata Ha MallvHN.

4.8. HexxenaHm siekapcTBeHU peakuuu
HapylieHus B KDbETA U IMMMHETS CUCTEME:
- Pepku (>1/10000, <1/1000)
TpomBoumTonenus

- o BpeMe Ha KNAMHWYHKTE npoy4BaHMa ce cbobliasa 3a MosBa Ha neka v npexogHa
HeYTPONEHNs NP1 HAKOW NaLmeHTH, HO He e NOTBbPAEHa NPUYMHHO-CIIeACTBEHA BpBb3Ka ©
azithromyecin.

MeuxyaTpuiHy HapyLIEHUS:

- Pepim (>1/10000, <1/1000})

ArpecrBHOCT, TPEBOXHOCT, MOBULLIEHE HEPBHOCT.

HapylieHusi Ha HepBHaTa cucTema

- CpaBHuTenHo penku (>1/1000, <1/100)

3aMasHOCT, CBETOBBPTEX, CLHNMBOCT, rnasobornne, ropyose (MpUHMHEHW M OT BPyiv
BMOOBE Makponau), npoMsiHa Ha BKyca.

- Pepu (>1/10000, <1/1000)

apecresun v acTenus

- beackHue 1 XunepakTuBHOCT

Hapyiienvs B cnyxa v paBHOBECUETO:

- Peaku (>1/10000, <1/1000})

YcraHoBeHo €, 4e MakpornugwTe MPeAu3BUKBAT YBPpeX@anusa Ha cnyxa. Tlpu Hakou
NaUVEHTU ce ChoBLIABA 3a CryXOBU HapylUueHWs, rmyxoTa, Wym B yumnTe. MHoro ot Tesu
Cry4aw ca cBbp3aHy C NpoyyBaHus, Npy kouTo azithromycin e npunarad BbB BACOKY 03K
M 3a npogbrokuTeneH nepvog oT sBpeme. [Mo-fonama YacT OT Te3W HapywieHus umar
NpexopeH Xapaxrep.

CupAeyHK HapyYLIeHUA

- Pegku (>1/10000, <1/1000)

CupuebreHe, aputmns, CBbp3aHa G KamepHa Taxukapaus (HaGrioaasaHu u npu Apyru
MaKPOsiamn).

CromallHO-YpEeBHN HApYLUEHNS

-Yectu (>1/100, <1/10) w.::,:\

['apeHe, noBpblaHe, gnapus, cromalled auekomdopt (6on|<alcna3Mm)

- Pepgu (>1/1000, <1/100) / "
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IazoBe, HapyLWeHO XpaHocMunaHa, saryba Ha aneTuT.

- Pepkn (>1/10000, <1/1000)

3arnek, obestBeTABaHEe Ha e3UKa, nceBaoMEMBPaHO3eH KONUT

MepHoAPOSHN W MALYHN HapyLLIeHWs:

- Pegku (>1/10000, <1/1000)

Ha6riopaesann ca XenaTuT U XONecTaTUMEH MKTEP, BKITIOYUTENHO HapyLleHns1 B CTONHOCTY
Ha YyepHoapobHuTEe eHsvimu. B peaxu cnyyam ce cbobiasa U 3a YepHOLpoOHa Hekposa U1
yepHopobHa HEQOCTaTBYHOCT C haTaneH UsXopa,

HapyllieHns Ha Koyxata v NoANSKauTe ThKaHu

- CpaeHutenHo pegxu (>1/1000, <1/100)

AnepryHn peakum, BKIIDYATENHO 0OpUB 1 NPYPUTYC

- Pegku (=1/10000, <1/1000)

ARepruiHn peaxuyu, BKIIHOMUTESNHO aHMMOHEBPOTUYEH OTOK, YPTUKapws,
(hOTOUYBCTBUTENHOCT, CEPUO3HN KOXHM HapyweHWs Kato MyHTUopMeH eputem,
cnHapoM Ha Stevens-Johnson, cHBPOM Ha TOKCHMYHa ennpepManHa Hekponmaa.
HapyiieHns Ha MyCKYNnnTe, KOCTUTE Y CLERVHUTENHATE ThKaH:

- CpashuTento peaky (>1/1000, <1/100)

ApTtpanius

Hapyiuehus Ha nMkoyHaTa cucTema:

- Pegxu (>1/10000, <1/1000)

WrTepctuumaneH Hedput 1 ocTpa 6b0pesyHa HegoCTaTEYHOCT

HapyuteHus Ha nonoeaTta cucTema

- Pepkn (>1/1000, <1/100)

Barvaut

HapyuweHus: ot oL XapakTep

- Pegku (>1/10000, <1/1000)

AHaUNaKTMYHK peakLun, BKIIOMUTENHO OTOK (B pefikw criydan ¢ dataneH WU3XOA);
Kangugosa

4.9. lNpego3upane

He chliecrpyBaT gaHHM 3a MpegosuvpaHe Ha azithromycin. Hexenannte peakuum,
MPOSIBAN ce crieg rpunarade Ha no-BUCOKW OT HOPManHuTe 403K ca nofcbHu Ha Tesu
NposiBEHM TNpW TepaneBTWYHKM [o3W. TUNKWMHWTE CUMHOPOMW Ha npeaosupaHe Ha
MakponuaHuTe aHTUOMOTMLM BKMtouBaT npexonWwa 3aryba Ha Crnyxa, TEXKO W3paseHo
rafeHe, rnoepbuliaHe 1 guapusa. B criydail Ha npeposupaxe TpsibBa Aa ¢e NpeausBuka
noepLLlaHe 1 HeaabaBHO A& e MoThPCY MeaVLIMHCKA NOMOLL.

5. dapMakonoruyHu GaHHEn

5.1. ®apmakofHaMHUYHN CBOUCTBA
Azithromycin e asanug, nogknac Ha MakponuaHwte awTubuoTMuu. Monekynata e
fonyyeHa upes npubassHe Ha a3oTeH aToM KbM FiakKTOHHWS NPLCTeH Ha erythromycin A
Upes cebpapare ¢ 50S pubosomHaTa cybeanHuLia, Toin nHxubrnpa cuHTesaTa Ha NpoTekHu
B YYBCTBUTENHUTE OPraHnami.

MexaHnamy Ha Bb3HUKBaHE Ha PEe3UCTEHTHOGT.

PesuncTeHTHocTTa KbM azithromycin moxe ga e npugobuta mnn eponexa. OCHOBHUTE
MEXaHV3MW Ha rosiBa Ha PesucTeHTHoCT npu Bakrepuute ca. npoMsHa B MACTOTO Ha
JelicTBME; NpoMsiHa B TPaHCMOPTHUTE MeXaHu3MKM Ha aHTubmnoTuka, MoaudurumpaHe Ha
aHTUBNOTVKA.

MbnHa KpboTocaHa Pe3VCTEHTHOCT e yoeraHoBeHa npu Streptococcus pneumoniae, B-
XEeMOSIMTUYKHI CTPENTUKOKWM OT rpyna A; Enterococcus faecalis u Staphylococcus aureus,
Bkn. Methicillin pesmcreHTHUTE LiamoBe Ha S. aureus Kem erythromycing.azithromycin,
Opyrv Makponyau 1 AMHINo3aMngi. CURTRARE R
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UecToTaTa Ha npuaobuTata pe3nCTeHTHOCT Bapupa B 3aBUCUMOCT OT reorpadiCKoTo
NOriOKeHNe U BPEMETO 3a onpedenenk svaose. [1o Tasn NpuyvHa e NPenopbUUTESNTHO
Hanuuye Ha uHdopMaLs OTHOCHO PE3NCTEHTHOCTTA B KOHKpEeTHaTa cTpaxa, 0co6eHo npn
fieveHre Ha Texku uHdek. HeoBXoBMMO € eKCMepTHO MHEHMe, B criydall ue
ocoBeHOCTUTE HA PE3UCTEHTHOCTA NOANAraT Nog Bbrnpoc ehekTMBHOCTTa OT NMpuiaraHeTo
Ha azithromyecin.

AntubakTepuaneH criektTbp Ha azithromycin
YyBCTRETEMHI MEKPOOPraHM3MHI

Aecpobnu I'paM nosIoEHTENHN MUKPOOPraHM3MH
Staphylococcus aureus

Methicillin - wyBCTBHTENHU

Streptococcus preumoniae

Penicillin - qyBcTBHTENHA

Streptococcus pyogenes

Aepo0Hn I'pam oTpHIATENHH MHKPOOPIraHH3MA
Haemophilus influenzae

Haemophilus parainfluenzae

Legionella pneumophila

Moraxella catarrhalis

Pasteurella multocida

AHaepobHH MUKPOOPTaHM3MH

Clostridium perfringens

Fusobacterium spp.

Prevotella spp.

Porphyriomonas spp.

Hpyra MuKpoopragusMu

Chiamydia trachomatis

Bunoge, DpH KOUTO IPAAOGATATA PE3HCTEHTHOCT MOJKe J]a IIPeACTaBIABa npodieM
Aepobnn I'pam nosoxuTe 1A MAKDOOPTAHA3MEH
Streptococcus pnevmoniae

Penicillin-pezncTeHTeR

MHuKpoopranu3Ma ¢ BPoJA¢HA Pe3HCTCHTHOCT
Aepofnu I'paM nosexnTETHE MAKPOOPraHH3MI
Enterococcus faecalis

Staphylococci MRSA, MRSE*

AnaepoOHu MEKPOOPTraHN3MHE

I'pynata na Bacteroides fragilis

* Methicillin pesHcTeHTHHTE CTAQHIOKOKH c€ OTJIMYaBaT ¢ MHOTO BHCOKA 4ecToTa Ha
TPHIOOHTA PESUCTEHTHOCT KbM MAKpPOIH/IH ¥ €A OCTABEHH B TA3M IPYIa, THil KaTo PANKO
ca yyBCTBHTENHE KhM azithromycin.

5.2. dapmaKkoKMHETUYHU CBONCTBa
Abcopbuus

Azithromycin ce aGcopBupa foGpe crief oparnHo NpunoxeHne W npemuHasa Obp3o o7
cepyma B TbKaH1Te 1 pasnudHute opravy. Crien egHoKpaTHa opaika fosuposka o1 500
mg azithromycin, 37% oT nekapciBoTo ce abcopbupa u cne,n, 2—3 yaca goctura NUKoBa
ruIaamena koHueHTpauus (0,41 pg/mi).
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Paznpedernierue

Azithromycin ce pasnpenens LWMPOKO B OpraHuama KaTo [ocTura BWCOKa TbKaHHa
KoHLieHTpauws (oo 50 rmbTv no-svcoka oT Tasw B fnasmara). ObeMbT Ha pasnpefeneHne
e npubnnantenHo 31 I/kg.

Azithromycin ce pasnpegens 0bpP30 B MHOM0 ThKaHW M JOCTUra BUCOKM TbKaHHW
KOHUeHTpaumMu B pAwanasoHa ot 1 go 9 pg/ml B 3aBMCUMOCT OT TekaHTa. Crieg
NPUMNOXEHME Ha MOCHEeRHaTa opanHa [03VMPOBKa TepaneBTUYMHUTE KOHUEHTpauuM Ha
azithromycin ce NoaaBPXaT B TEKAHUTE B NPOSRITIKEHNE Ha MET A0 ceaem JHN.

EnHa or Hali-uhtepecHute ocofeHocTW Ha azithromycin e HeroBuaT BNTENK OT
dharounTUTe, KOUTO MUIPUPAT B MHMEKTUPaHUTE yYacTbLW. TOBa CBOWCTBO CIYXXW KaTo
TPaHCTIOPTEH MEXaHW3bLM 33 FIEKapcTBOTO KbM  MHbeKTVpaHatTa TbKaH, KbAEeTo
azithromycin pocTura no-BUcoKN KOHLEHTPaLyv B cpaBHeHne ¢ HermHpeKTnpaHaTa.
Azithromycin HocTura MHOro BUCOKM BBLTPEKNETBUHWN KOHLEHTpauuu BbB harouutute U
nokasea MHoro gobpa darounTHa akTMBHOCT.

Ekckpeyus

BpemeTo Ha NONYMBOT B NJ1asMara oTpassisa B rofisiMa CTENeH BPEMETO Ha MONyXUBOT B
TbKaHuTe, KoliTo e 2—4 aum. OCHOBHMAT NbT Ha enuMuHVpaHe Ha azithromycin e
JribuHaTa ekckpeums. MpubnuauTento 50 % oT xaibYHATa EKCKpeLms € rog opmara Ha
HerpoMeHeHo BellecTso. [pyraTa noriosuHa ca 10 merabonuta, obpasysani upes N- n
O-gemeTunupaHe, XUWApoKcUNvpaHe Ha [e303aMWHHN W arfvKOHOBW MPbLCTEHW M Ypes
jerielHve Ha KnaguHoshu npowasopHu. CpasheHueto Ha HPLC v mukpobBuonoruiHute
aHanWan nokasea, ye MeTabonuTUTE He y4acTBaT B MUKpObuonornyHata akTUBHOCT Ha
azithromycin. MpudnuautenHo 6% oT npueTara JO3NPOBKa e N3NBYBa B ypuHata.

IMpu po6posonuy B HanpegHana skL3pacT (> 65 roguHn) ca HabnogasaH CbBCEM Marko
ro-Bucoku {30 %) AUC croitHocTn B cpaBHeHWe ¢ no-mnaau (< 45 roguum), HO TOBa He ce
npuemMa 3a KIMHWUMHO 3HaYMMO W CrieRoBaTeriHo He ce fpenopbyBa MnpoMsiHa Ha
Jo3vpoBkarTa.

5.3. MpegxnuHnyYHM fAakkn 3a 6e30MacHoOCT

B uscsieiBaHNATa Ha MOAOCTPaTa U XPOHUYHATE TOKCUYHOCT MPY XMUBOTHWU ¢a YCTaHOBEHN
[0303aBMCUMM  0BpaTVMM NaTOXUCTOSNOMMYHU MPOMEHKW, HapeveHu docdhonunmzosm,
KOWTO FMPEeACTABMsABaT MPOsBMEHWE Ha HaTpynsaHeTo Ha azithromycin B TbKaHHWUTE
nu3osomu. He ca yCTaHOBEHW TOKCUMKONOTWYHY MPOMEHK B PE3YNTaT OT Ta3n HaXoaka.
Mpu naumeHTn, npuemany azithromycin ChLINacHO nekapckuTe npeanucanrua He ca
YCTaHOBEHI TOKCUY4HIN N3MEHEHWS.

KapyuHozeHeH nomeHyuan:

He ca npoeexaaHy NPOObLINKMTENTHW MPOyYBaHWs BbpXy MMBOTHM MO OTHOLIEHWE Ha
KapLWHOreHHA MoTEHUMarn, Thii KaTo MEKapcTBOTO € NpeaHasHauyeHo 3a KpaTKoTpanHo
NPUITOXKEHWE U HAMA [iaHHW, CBUAETENCTBALLM 38 Hannyne Ha KapLMHOTEHHa aKTUBHOCT.

Mymazenen nomenyuan:

Hama pamnm, 9e JeKapeTBeHus! TIPONYKT IPEAU3BHKBA TEHETHYHY FIIA XPOMO3OMHH
MyTalgH in vivo B in Vitro Xipy MOZIETHHA CHCTEMHU.

Penpooyxmuena moxcuynocm:

TIpn mpoy4yBaHWsTa BHPXY JKMBOTHH II0 OTHOINEHME Ha eMOPHOTOKCHYHHA eeKT Ha
azithromycin He ca YCTAHOBEHH TepaTOTeHHY e(QeKTH HpE MHIIKA M miexose. [lpu
ITBX0Be AHeBHH no3upobkn oT 100 u 200 mg/kg TenecHo Terno BoAAT A0 Jeko 3abapgme
Ha ocuUKamugTa IpH IUIONA M IIOBAIABAHE HA TErIOTC HA M&I/IK&ZIEI—-—-—H U TIEpH H

ey PN

azithromycin 50 mg/kg nrepHo. e P ‘"\\;‘ 2
6. dapmaueBTUYHN BaHHU é ,f;,-" A ,i'“;"“‘.u
6.1. CnucEK Ha MOMOIWHUTE BEIIECTBA M TEXHUTE KOnu4yecT ;
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Sucrose

Trisodium phosphate, anhydrous
Hydroxypropyl cellulose
Xanthan gum

Flavour Cherry

Flavour Banana

Flavour Vanilla

Silica colloidal, anhydrous

6.2. DN3INKO-XUMUYHN HECHLBMECTUMOCTH
He ca nssectHn.

6.3. CpoK Ha rogHoCT
Mpax 3a nepopariHa cycneHsus: 24 meceua.
Mpuroteeka cycnenaus: 5 gum (15 mi); 10 aHn (30 mi; 37,5 ml)

6.4. Crienanuy ycrioBust 3a cbXpaHeHue
MNpax 3a nepopanHa cycrneHsvs: npy Temnepartypa nop 25°C!
MpuroTeeHa cychieH3ans 3a NepopanHo NMpUnoxeHne: npyu Temnepartypa nog 25°Cl

6.5. lanHM 32 onakoBKaTa
Cymamen® dopre cupon ot 200 mg/5mi, 15 ml e onakosax 8 HDPE twmiue ot 50 ml
MonunponnieHoBa Kanayka, 3aluTeHa oT JocTha Ha Aela

Cymamen® dopte cupen ot 200 mg/5mi, 30 ml and 37.5 ml e onakosar B HDPE wnwe

o1 100 mil
FonunponrneHoBa Kanayka, 3alyuTeHa ot AocTLNa Ha gela

Ieyctparna PS nbxula
CnpuHUoBKa 3a oparnHo gosupaxe, 5 ml

6.6. Hpenopmm npy yrnotpeba

3a Cymamen® cdopte cupor 15 ml e HeoBxopumo fia ce fobassit 8 mi BoAa B LUMLETO,
KOeTO cbabpka 600 mg azithromycin nog cdopmarta Ha npax sa npuroteaHeTo Ha 20 ml
riepopanHa cycreH3ns.

3a Cymamep,® thopte cupon 30 ml e HeoBxoammo ga ce gobaeat 14,5 ml Boga B LMLLETO
Cymame,q® dopTe cupon, koeTo chibpia 1200 mg azithromycin nog chopmaTta Ha npax aa
npuroTBAHETO Ha 35 ml nepoparnHa cycrneHaus.

3a Cymameg® thopte cupon 37,5 ml e Heobxogumo pa ce gobaest 16,5 ml Boja B
unwero Cymamen® dopTe cupon, koeTo chabpxa 1500 mg azithromycin nog dopmata
Ha npax 3a NpUroTBsHeTO Ha 42,5 ml nepopariHa cycneHaus.

KbMm BCsika OyTunka ca npubasenu no 5 ml ot cycrieHsusiTa, 3a fa ce ocurypy NpaBunHoTo
Ho3UpaHe Ha NpoayKra.

[a ce npuema camo crief npuroTesiHe Ha nepoparnHara cycnieHana! Pasknarete npeau
ynotpebal

[laBaHeTo Ha OBe IMTLTKM 4all Ha AEeTETo HeMnoGPeACTBEHO Cref npuemMaHe Ha posaTa we
oTMUE Hafony ocTaHanata CyCHeHsus.

7. me 1 appec Ha NnpuTexartenis Ha paspelteHneTo 3a ynotpeba
PLIVA HRVATSKA d.o.o.
Ulica grada Vukovara 49
Zagreb, Croatia ,7;-'-‘ e,

8. Peructpaumosnen Ne B peructspa no 4n.28 ot 3]'!AXM T ‘_; ’f‘;“
20010176 /29.01.2001 r. 3 . L




Kpa'rxa xapax'repnc'rnxa #a npo,a.yl-rra
Sumamed® forte syrup. 200 mg/5 ml

Cymamez{ tiaop're CHpPOILL 200 mg/ 5 ml

9. [arta Ha mepROTO paspetagate 2a ynotpeba Ha rekapcTBelus NPoORYLKT

21.06.1994 r.

10. Oata Ha (YacTruyHa) aKTyann3auuna Ha TeKcTa
Anpun, 2006 .




