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1. UME HA NEKAPCTBEHUA NPOAYKT

Pokcucran 300 mg covnmupanu Tabnetkm
Roxistad 300 mg film-coated tablets

2. KAMECTBEH U KOJNIMMECTBEH CBHCTAB
1 brnmupada Tabnetka crabpxa 300 mg pokcnTpomMuurH (Roxithromyciny.

3. TIEKAPCTBEHA ®OPMA

dunMupaHa TabneTka

Npogrnrosara, 6sana 4o no4ytn 6sna, dhunmupaHa TabneTka, ¢ dopma Ha Kancyna, ¢
oenuTenHa YepTa oT eaHaTa CTpaHa.

4. KNNWHUYHU QAHHHA

4.1. TepaneBTUYHM NOKA3AHMUA

Pokcuctag € nokasaH 3a nedeHwe Ha OakrepuanHn WHdEeKUM, nNpUYNHEHU OT
MWKPOOPraHU3MK, YyBCTBUTENHN KbM POKCUTPOMULIVH

Auxatennm mHdekumu. MNpugobuta B 0b6LECTBOTO NHEBMOHWA nNpudnHeHa oT Mycoplasma
pneumoniae, Chlamydia psittaci (opHuTo3a) unu Chlamydia pneumoniae (TWAR).
TOH3UWNKUTY, apMHMIMTY W OCTBP OTUTUC Meawna, npu  nauueHTn, KouTe ca
CBPBXYYBCTBUTENHN KbM BeTa-nakTamHu aHTUONoOTULM MK NPU KOUTO TakoBa NeYvYeHne He e
noAXoAsAL0 NO APYrA NPUHNHW.

YporeHutanHu nHdekunn npuuuHeHn ot Chlamydia trachomatis.

NHdekuMn Ha KoXaTa U MEKUTE TbKaHW KaTo (PYPYHKYII03M, NUOAEPMUTU, WUMNETUro,
epuannen nNpyu NauveHTn, KOUTO ca CBPBXYYBCTBUTENHN KbM OeTa-nakraMHu aHTubuoTuun
WNK TIPY KOWUTO TakoBa NeveHne He € NoAXOAALLIO MO APYrv MPUYVHM.

Tpsbsa Aa ce B3emat npeaeua ohuLmanHuTe/HauMoHanHuTe pLKOBoOACTBA 3a
aHTUBaKkTepuanHa pe3vcTeHTHOCT U NPaBUHa ynoTpeba u npeanuceaHe Ha aHTubakTepuanHu
nexkapcTea.

4.2. lo3npoBKa U HAYMH HA NPATIOXEeHUe

dunmupaHuTe TabneTkn ce npuemaT Ha rmagHo, Hau-mManko 15 MUHYTU Npeaun XpaHeHe.
OBbuKHOBEHO, ako He & npeanucaHdHo apyro, AosupoekaTta € 150 mg pOKCUTPOMWUWH OBa
NLTU AHEBHO (HA BCeKkW 12 yaca).

MauueHTn ¢ nHeBMoHKA Mmorat ga npyemat 300 mg pOKCUTPOMULIMH €QUH NMbT AHEeBHO.

Jo3sunpaHe npy bvbpedHa HeAOCTATHYHOCT

Oosvpane npu YepHoapobHa HeAOCTATLYHOCT




PokcucTag He ce nNpenopwuBa Npy NauneHTU ¢ Texka YyepHogpobHa HefocTaTbuHOCT. AKO
NPUMNOXEHNETO Ha POKCUTPOMUUWH NPWU TakuBa NauMeHTU € KIMHUYHO Heobxoaumo, e
BBL3MOXHO Aia ce NPUNoxXm nonosvHara oT obnyanHaTa gHeBHa gosa (=150 mg).

Npy Neka o cpenHo Texka uyepHoapobHa HeAOCTAaTBLYHOCT pPOKCUTpPOMUMUMH TpsbBea aa ce
npwunara ¢ NOBULLIEHO BHUMaHWe.

Mpu nauMeHTU ¢ NpusHaUM Ha YepHoapobHa AUChYHKLNMA, KaKTo U NPpU NaUUEHTH, KOUTO Ca
NoOKasanu OTKAOHEeHMS B JepHoapobHaTa (yHKUMA nNpu  NpegulLHO  NedeHne ¢
POKCUTPOMULIMH, YepHogpobHuTe napameTpu TpsibBa fa ce cneast perynspHo. Ako ce
YCTAHOBM NOBULLABAHE HA CTOWHOCTUTE HA YepHoApOoBHMTE dYHKUMOHANHY NapamMeTpu no
BpeMe Ha npuema Ha Pokcuctag, neveHueTo Tpabea Aa ce npeycTaHoBuU.

[punoXxeHWe nNpy nauneHT B cTapyecka BbL3pacT:.
an nauneHTn B CTapyeCKa Bb3PacT He Ce USNCKBa NPOMAHa B A03NPOBKAaTA.

[TpunoxeHue npu aeua n roHoww (nod 18 rogauvwiHa BL3pacT):

[eva ¢ TenecHo Terno Hag 40 kg ce nexypaT ¢ JO3UPOBKaTa 3a Bb3PaCTHM.

Pokcuctag dmnmupann tTabneTkn He € Noaxoasll 3a APUNoXKeHWe Npu AeLa Ha Bb3pacT noj
6 roauHWU. 3a TaX ChLeCcTBYBRAT APYIY NO-NOAX0AAULM NeKapcTBEHU PopMu.

[MTpoALMKUTENHOCT HA NeYEHNETO

o NnpaBunNo NeyYeHneTo C POKCUTPOMULIMH Npoabihkasa owe 3-4 AHW cnep OTLUyMABaHe Ha
KNUHWMHUTE CUMMTOMM.

[pu BeTa-XeMONUTUYHM CTPENTOKOKOBU MH(EKLUMU NPOALIDKUTENHOCTTA Ha NeYEeHUeTo e
Han-manko 10 AHW, nopaau ONAacHOCT OT YCNOXHEeHWA (Hanp. peBMaTU4HA TpPECcKa,
rMoMepynoHepuT).

4.3. lfpoTuBONOKa3aHUA
Pokcuctan He Tpabea ga ce U3Nons3ea B cregHUTe criyyam.

e pPWU YCTAHOBEHA BeYye CBPBXYYBCTBUTENHOCT KbM MaKponMaw WM KbM HAKOE OT
NOMOUW|HUTE BeLeCcTBA Ha NeKapcTBeHNA NPOAYKT.

« 3a efHOBpPEeMEeHHO ne4deHne ¢ uyucanpui, Ba3OKOHCTPUKTOPHW €eproTaMUHOBM
ankanougu (Kato eprotamyH M auxugpoeprotaMvH), nUMOo3va, acteMmson W
TepdeHaguH (BUXT. 44. 14T . 4.5.)

« PV NaumeHTn ¢ koHreHntaned QT CMHAPOM BBLB (pamMunHaTa aHamHesa (OCBeH ako
ce nakmoun ¢ EKMN v npu nauueHTn ¢ npuaobut yaberxked QT uHTepsan (BMX CbLUO
T.44)

4.4. CneumanHu npeaynpexneHns u npeanaszHu Mepku npu ynotpeba

KakTo ApyrMTe makponuaw, sapaay noTeHunanHata Bb3MOXHOCT 3a yabmkaBaHe Ha QT
WHTepBana, poKCUTpoMULVH TpADBa Aa ce npunara ¢ NOBULIEHO BHAMAaHWE NPY NaUNEHTU C
KOPOHAPHO cbpiedHo 3abonaBaHe, aHaMHe3a 3a BEHTpUKynapHa apuTMUA, HeKopurupaHa

NPOABIDKUTENHO E©AHOBPEMEHHO MPUNOXEeHWe Ha  POKCUTPOMULIMH
yabmkasawy QT nHatepeana nnu cunHn CYP3A4 nHxmbutopuw, kato npoT
N KETOKOHA3OM.

3a nayweHTn ¢ Texka YdepHogpobHa HepocTaTbyYyHOCT (Hanp. uvpos3a Ha




xenatut wunun acuntn), BmxK.T.4.2. HepHoapoOHUTE DYHKUYMOHANHKM napameTpu TpAabBa aa
ce KOHTponupaT peaoBHO Npu NauyueHTV ¢ NpU3sHaun Ha YepHoapobHa ANCHYHKUMA unn B
cnydan Ha YepHoapobHo yHKUMOHANHO yBpexXaaHe Bb3HUKHANO B pe3ynTaT Ha npeguuiHo
rnevyeHne ¢ poKCUTPOMULIMH. B criydan, Y€ no BpeEME Ha feyeHne ¢ pOKCUTPOMULMH HACTBMNK
BRoOLIaBaHe Ha yepHoApobHUTE YHKUWMOHANHW napameTpu, Hanp. NOBULLABAHE Ha
CTOMHOCTUTE Ha uYepHOApobHUTE eHzumu nunu BunupyduH (OxbnreHvua) Tpabea pa ce
oOMUCAIN CNUpaHe Ha TepanuaTa ¢ POKCUTPOMULVH.

B cnydail Ha Texxa u nepcuctupalla guapua, Tpabesa ga ce obMMCNU BBLIMOXHOCTTA 3a
ncesgomemMObpaHo3eH KONUT U ako T8 He Obae oTxebpneHa, TepanuaTa ¢ Pokeuctag Tpabea
na ©Ovge npexkpareHa.[lpyunaraHeTo Ha NEKapcTBeHW  MPOAYKTW,  NOBNUABaLUW
nepucTanTvkaTa, He € noKasaHo.

Mpwu ynoTtpebara Ha poKCMTpOMUMUMH ca Bunu cbobulaBaHn aHadbUNaKTUYHN peakynn, BKI.
aHrroegeM. AHadbnnakTMYHUTE peakuuv Morat ga poeepaT A0 XKUBOTO3acTpallaBall LUOK
OOPU W HenocpeacTeeHo crneg nbpBOTO NpunaradHe. B TakuBa cnyyanm TepanuAta ¢
pokcuTpoMvumH Tpadea pa ce cnpe HesabaBHO KW Ja ce 3anodHe noaxoaAulo (Hanp.
NPOTUBOLLIOKOBO) NeYeHne.

ma rabnoaeHue, Ye pokeuTpoMyLvH yabmkapa QT uHtepeana 8 EKIT npn HAKOW nauneHTu
N NpeAu3BUKBA KamepHa Taxukapgusa (Hanp. Topcagec e NOWHTeC) . AKO ce NOSBAT
NpU3HaLUM Ha ckpAedHa apuTMUA NO BpemMe Ha neJyeHne ¢ POKCUTPOMULMH, NeyveHUeTo
TpabBa na 6bae cnpsaHo U Aa ce Hanpasu EKIT.

Kakto ppyrMte MakponuaHu aHTMOMOTMUN, POKCUTPOMUUMH MOXEe Aa W30CTpyU Unv
NPOBOKMPa MWUACTEHUSt rpaBuc. flauveHTu cTpajally OT MWACTeHWs rpaBUC NpUemMallw
pokcuTpoMULMH TpabBa fa 6baat cuBeTBaHW He3abaBHO fa NOTLPCAT MeaULIMHCKA NMOMOLL,
aKo NOMYBCTBAT BroOLLaBaHe Ha TexHuTe cumnTomu. PokcutpomuumH Tpsbea pa 6bae cnpsH
HeszabaBHO 1 ga ce 3anodHe CbOTBETHOTO fnevYeHune cLobpasHO CUMNTOMUTE.

EdekTuBHoCTTa Npu geua He € ycTtaHoBeHa. Pokcuctag He Tpabea fa ce npunara npu aeua
M Bb3pacTHU ¢ Terno noa 40 kg.

AKO neuyeHueTo nNpopbmku nopede oT 14 aHW, e HeobxoauM perynapeH KOHTpon Ha
BrOpeuHaTa n YepHoApPobHU GYHKLMW, KAKTO M Ha KpbBHaTa KapTuHa.

PokcucTag cbAbpXa nakTosa MoHoxugpaT. [laumeHTu cTpagawm ot pegkua BpoaeHU
npobnemn KaTo ranakro3Ha HenoHOCUMOCT, manabcopbuua Ha rnKo3a/ranakrosa unu ¢
HeJoCTaTbYHOCT Ha eH3MMa naKkTasa He TpADBa Aa npuemaT ToBa NeKkapcTBo.

4.5. Bzaumoaencreue ¢ Apyru nekapcTBeHU NPpoaAyKTU U APYFrM (POPMHU HA
B3anMoaencTBUe

CYP3A4 cybctpatu
Pokcutpomuuun e cnab wuHxmbutop Ha CYP3A4. EapHOBpeMeHHUs?

POKCUTPOMMIMH 1 mupasonam (vyescteuteneH Ha CYP3A4 cybcrpar) yB AN9E, e

noa kpuBata (AUC) Ha mupasonam ¢ 47%. Benpekn, ye poKCUTPOMULIVH € ; e
Ha CYP3A4 He MOXe Aa Ce V3KMIOUM BEPOATHO KMWHUYHO 3HAUMMO WHXWEH )it
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EeH3UM NPW HAKOWU NauueHTu. 3apaau ToBa €AHOBPEMEHHOTO NpunaraHe Ha PoOKCUTPOMULIUH
¢ APy NekapcTea ¢ TACHA TepanesTuyHa WwupuHa, metabonuaupawm ce ot CYP3A4 (Hanp.
LIMKNOCNOPWUH, NPOU3BOAHU HA eproTaMmuHa, TepdeHaanH, uucanpua, numosna, acTemuson)
He ce npenopbuBa (BUX CbLUO ToYka 4.3).

[pon3Bo4HM Ha eproTamvHa (eproTaMmvH M AMXUAPOEproTaMuH)

EQHOBpPEeMEHHUAT NPUEM Ha POKCUTPOMMLIVH 1 NPOU3BOAHN HA eproTaMuHa Moxe Aa
nosefe A0 TeXKa Ba30KOHCTPUKLMA (€proTU3bM) U Bb3IMOXKHA HEKPO3a Ha KpalHULUTE.
3aTtoBa Ta3n KoMOMHauns e NpoTUBONOKasaHa (BX. 1. 4.3).

AHTUKoArynaHTu

He ca OTKpUTW B3aUMOAENCTBUA ¢ BapdapuH Npu N3cneaBaHnAa nposeieHn CbC 34pasu
nobposonuu. Bee nak obade ca 6unu cvboblasaHn yBenMueHo NpoTpoOMOUMHOBO Bpeme uiu
MeXXgyHapoaHo Hopmanuanpado oTHoweHue (INR) npu nauneHTn nekyeaHu ¢
DOKCUTPOMULIMH ¥ aHTaroHUCTU Ha BUTaMuH K, KOeTo moxe aa ce obAacH unn ¢
B3aVMOLeNCTBNE C POKCUTPOMMULIMHA UINN CbC CaMOTO MH(PEKLUMO3HO CbCTOAHWNE. PyTUHHA
npakTuka e aa ce koHTponupa INR no Bpeme Ha KOMBUHUPaHO NeveHne ¢ POKCUTPOMMULIMH 1
aHTaroHUCTU Ha BUTaMuH K.

TepgpeHaguH

Hsikon Makponuauy B3aMmoaeincTeaT ¢ TepdeHaguH, KoeTo BoAN A0 yBenuyasaHe Ha
CepyMHUTE KOHUEHTpauun Ha TepdeHaanH. Tosa MoXe Aa AoBeae A0 cepuosHa
BEHTPUKynapHa aputMus

(Topcagdec Ae NOWHTEC). Bbnpeku, ye Taknea peakLunn He ca yCTaHOBEHW 3a POKCUTPOMULIMH
U NPOyYBaHUATA BbpXy orpaHnyeH 6poit 3gpasu aobpoBonumn He Nokassat
thapMaKOKUHETUMHN B3aUMOAENCTBUA unn 3Hayvmm EKI™ npomeny, kombuHvpaHeTo Ha
POKCUTPOMULIMH K TepdeHaaunH He ce npenopbyea (BX. T.4.3).

BPOMOKPUNTUH

PokcuTpoMuLmH nosuwasa AUC 1 nnasmeHaTa KoHUeHTpauua Ha BpoMOKPUITUH, 1 pucka
OT NOSAIBAa HA HEXenaHW peakuyuu.

KoHTpauenTueu

Hsikon aHTMbmoTvumM moraT, Makap W paako, fa Hamanat edekrta Ha nepopanHute
KOHTpaUenTUBKY Ype3 nosnusasaHe Ha bakTepuanHaTa Xxuaponusa Ha cTepouaHUTE KOoHIraTu
B 4epBaTa, KaTo Mo TO3N Ha4vH HamanaeaT peabcopbuusaTa Ha HEeKOHIorMpaHuTe cTeponam.
B crieacteBMe Ha TOBa NNasMeHaTa KOHUEHTPauWA Ha akTMBHUTE CTeponan MOXe Aa ce
NOHWXW. ToBa PAOKO B3aMMOAEWCTBME MOXE fAa Ce CpellHe Mpu XeHW C yBenuyeHa
Cekpeuus Ha CTepovaHW KOHIOratv npes xnbykaTa. Bwue BenukobputaHua npu Xexu,
NPMEMALLM NepopanHy KOHTpauenTuBu U eAHOBPEMEHHO neKkysaHu C aHTUOUOTULM (Npean
BCAYKO aMMUALUMIMH, aMOKCULMFAWMH W TeTpauuknuHu), ca ycTaHoseHn 60 cnydyasa Ha
6pemeHHOCT. [lpoyuBaHWA NpU >KEHW, ©[HOBPEMEHHO npuemalln KoHTpauenTven |
TpUMeTONPUM-CyndOMETaKCA30r, POKCUTPOMULIMH WAU KN2pUTPOMWULIMH, HE € YCTaHOBEHA
BpemMeHHOCT, BLNPEKN He Teswn npoydBaHus ca NpoBeAeHW C ManbK Bpon nayneHT!.

Ourokcyd 1 Apyrn cbpaeuHn rnnkosnamu

onwcaH U Npw apyrm Makponuawn. MNpu naumesTH, NeKyBaHW C POKCUTPOM
NV Apyra CbpaeyuHy rmukosuan, Tpabsa aa Buae koHTponupana EKI, ka



KOHUEHTpaUWUs Ha CbpAe-HUTE rMUKO3UAN.

Adunsonupamua

MH BUTPO NpOyYBaHE NOKa3Ba, Y€ POKCUTPOMULMH MOXE Aa WSMECTU NpOoTenH-CBbp3aHuA
ansonupamug. Toanm edhekT MH BMBO MOXEe Ja ce MpPOosiBU C YyBENUYaBaHE Ha CepyMHUTe
CTOMHOCTM Ha cBoBogHus amsonupamug. ETo 3awo tpsadea na ce koHTponupa EKI u no
Bb3MOXHOCT CEPYMHUTE KOHLEHTpaUMn Ha gusonupamua.

TeopunuH

3non3BaMdeTo Ha POKCUTPOMULUKMH OT MALMEHTH, KOUTO NPUEMaT BUCOKU A03W TEOMUNUH,
MOXE Aa Ce CBbpXKE C yBEenuW4YaeaHe Ha CEepyMHWUTE KOHUEHTpauuu Ha TeodwusinH U
yBENMWYaBaHe Ha TOKCUMYHOCTTA Ha TeodwunuHa. [llo Tasn npuyduHa ce npenopbyea
TEpPANEBTUMHO MOHUTOPUpPAHE Ha neKapcTBoTO NP €4HOBPEeMEHHO nieveHue ¢

DOKCUTPOMULIMH, 0coBeHOo, KoraTo CTOMHOCTUTE Ha TeodunuH ca Ho-BUCOKK oT 15 ug/ml.

Mungasonam
EaqHOBpeMeHHUAT npuvem Ha pokcutpomuumH (300 mg aHesBHO) U mupasonam (15 mg)
ysenuyasa AUC Ha Mupazonam ¢ 47%, KOETO MOXe Aa NOBULLKN e(heKTUTe Ha Miuaasonam.

AcTemuson/uncanpug/nmmo3na

EQHOBPEMEHHUAT NpUeM Ha POKCUTPOMMUWMH U acTEMU3ON, Lucanpua Unv NUMo3ng Moxe
na nosege A0 yBenuMyaBaHe Ha CepyMHaTa KOHUEHTpauus Ha Te3u nekapcrsa. ToBa e
CBBLP3aHO C YBENUYaBaHe Ha HeXenaHuTe CbpAevHO-ChbA0BU peakUMK KaTo. yaobimKaBaHe Ha
QT-uHTEepBana v cbpaeqH aputMun. Mo Tasu NpudnHa eqHOBPEeMEHHUAT NPUeM Ha Tesu
NEeKapcTBa C POKCUTPOMULIMH He ce npenopbYBa (BX. T.4.3).

LinknocnopuH

EQHOBpEMEHHUAT NpUeM Ha pPOKCMTPOMULMH W LIWMKNOCMOPWH MOXe Aa JoBepe no
yBENnMuyaBaHe Ha CcepymHaTta KoHUeHTpauua Ha uuknocnopuH. OOWMKHOBEHO He e
HeoBxo4UMO KopUrnpaHe Ha 4o3upoBKaTa Ha LIUMKNOCMOPUH .

4.6. BpeMeHHOCT U KbpMeHe

BpemeHHOoCT

Hama [ocTatbyHO AaHHW OTHOCHO W3NON3gaHe Ha POKCUTPOMUWUMH NO BpemMe Ha
BEpemeHHocT. He ce cvobljaBa 3a TepaToreHeH Unu petToTokcuueH edekr npu NpoyyBaHns
BBbPXY XXUBOTHWU. PokcuTpomuuuH He Tpsbea Aa ce U3nonasa rno speme Ha BpeMeHHOCT, ako
HAMA FACHK NOKasaHwA 3a ToBa.

KbpMeHe

Nuncea KnvHuW4eH onuT 3a ynoTpeba Ha POKCUTPOMULMH NO BpeMe Ha KbpmeHe. Camo
MHOTO Marku KONWYECTBa 0T POKCUTPOMUUMH (no-manko oT 0,05% oT npunoxeHata osa) ce
W3NBYBAT B MAWYUMHOTO MNAKo. PokcnTpoMuUMH MOXe Aa ce npuemMa no BpemMe Ha KbpmeHe
camMo NPpU HANOXKUTENHN NHAUKALNA.

4.7. EcbexTn BBLPXy cnocoOHoOCTTa 3a wodupaHe v padboTta ¢ MalIMHK
Lllochbbopm u xopa, paboTtewn ¢ MawmnHKW, Tpsabsa Aa bbAaT nHoOpMUPaHK 33
3amaitsaHe. '



4.8. Hexxenalun neKapcTBeHU peakuum

ObwaTa 4ecToTa Ha HeXenaHN NeKapcTBEHU peakuun € okono 4% (npw gosnpade Ha 150 mg x
2} U 10 % (npv aosupane Ha 300 mg x 1), kato 3% (npu gosnpaHe Ha 150 mg x 2) n 7% (npw
AosupaHe Ha 300 mg X 1) ca CLOTBETHO CTOMALLHO YPEBHUTE HEXENAHU PeAaKLMN, T.e. YEeCTOTa
ce yBenuyasa npu npvem eauH nbT QHEeBHO .

HexenaHuTe peakuun ca usbpoeHu no-Aony, N0 CUCTEMHO-OPraHHW KNacoBe WM YecToTa
AedpuHUpaHa, KakTo cneasa:

Muoro yectu (2 1/10); yectn (= 1/100, < 1/10); HeyecTn (= 1/1,000, < 1/100); peakn (= 1/10
000, < 1/1000); mHoro peaku (< 1/10 000), ¢ HenssecTHa yecToTa (OT HANWMHUTE DaHHU He
MoXe Aa 6bae HanpaBeHa OLeHKa).

Hapywenust Ha Kpb8OHOCHaMa u JiumgHa cucmemu

Peaku: [TpomsaHa B Bpos Ha KPbBHUTE KNETKU

Hapywenusi Ha HepeHama cucmema

Heuvectu: [ nasobonue, samMaaHoCT

Peaku: HapyweHus Ha BKyca (BKI. aryesns), HapyLleHust Ha 00OHAHWETO (BKN. aHOCMKA)
Hapywenrus Ha yxomo u nabupurma

Peakn: TUHUTYC

Pecnupamophru, 2ps0HU U MeduacmuHanHu HapyweHus

Peakin: bpoHxocnastm

CmoMauwiHO-4YpeeHU HapyuwieHus

Yectun: ' aaeHe, envracTpanHa 6onka

Hevectn: ucnencuva, noBpblUaHe, 3anek, dpnaryneHuus, gnapua (Bx. 7.4.4)
Hapywenusn Ha koxama u nookoxHama mbkaH

HeuecTtu: 3auepssiBaHe, copbex, ypTukapuvs

Penku: Ekzema

O6wu napyweHust u echekmu Ha MACMOMO Ha NPUNOXeHue

Peaku: CnabocT, AUcKoMpopT

HapyweHuss Ha uMyHHama cucmemMa

Peakun:AHrnoenem, aHapunaktmyHa peakyusa (BX. T. 4.4)

Xenamo-6unuapHu HapyweHus

Heyectu: NoBuweHW TpaHcaMMHa3n n/vnuv ankanHa gpocgarasa n/unu GunnpybuH (ex.
T.4.4)

Peakn: Obpatuma xonecrasa, oCTpO XenaTouenynapHo yepexaaHe, NaHKkpeaTuT.

CnepHute AONBAHUTENHU HEXEeNnaHW NekapCTBeHn peakunn ca crodblaeaHu cnes nyckaHe
Ha NPOoAYKTa Ha nasapa (OT HanNnUYHUTE AaHHK HEe MOXe Aa Obae HanpaBeHa OLeHKa 3a
YyecroTaTa).

CupleyHu HapyuwieHUR

Kakto nput gpyrit cny4van ¢ makponuaHu aHtuomnoruum ca dbunun cobobiluasann yabmKaBaHe
Ha QT vuTepBana, KaMepHU apuTMUM K Topcagec ae nonHTec (BX. 7.4.4)

Aupexyuu u uHgecmayuu

[Tpy NpoaBmKUTENEH NPUEM Ca Bb3MOXHU CynMepuHPEeKUUn ¢ pe3ncTes
rn-ou

Muacmenusn 2paeuc

bunu ca cbobasaHn cny4vyam Ha MUacTeHns rpaeuc (BX. T.4.4)




bunu ca cvobwasaHu n cnegHUTe HEXenaHu peakuum

Hapywenus Ha KpbeOHOCHama u nuUMgHa cucmemu: TpombountoneHus

Hapywenus Ha HepeHama cucmema: MapecTte3ns

Hapywenus Ha oyume: HapyweHnus B 3peHueTo

CmomauwHo-YpeBHN HapyWeHUs: AHOPEKCUS

HapyweHusi Ha koxama u nodxoxxHama mbKaH: TOKCUYHA enuaepmarHa Hexkposinaa,
CUHAPOM Ha CTUBBLHC-IDKOHCHH, epuTtema mynTudopme 1 ctpbex.

Aughexyuu u ungpecmayuu: NcesnoMemMOpaHO3EH KONMUT (BX. T.4.4)

Xenamo-6unuapHu HapyweHusi: XXbnteHuua (BX. T.4.4)

fTcuxuynu HapyweHus: O6bpkeaHe, xanioUMHALMK U NCUX03a.

4.9. Npegosupane

TOKCUYHOCT

OcTpaTta TOKCUMHOCT C POKCUTPOMUUMH € HUCKA, ONUTa OT npego3upaHe € HeJoCTaThYEH.
CUMNTOMK Ha Npego3npaHe

[apeHe, noepbluaHe U anapus. Hexenaxu peakumm kaTo rnaBo6onue u 3aMaAHOCT MoraT
fa Ce NOABAT U A4a Ce 3aCUNAT NPpU NpefosupaHe.

JleveHue

AKO & HeobX0AMMO - CcToMAalLHA NPOMMBKA, NPUEMaHe Ha aKTUBeH BblrMeH, CUMATOMaTUYHO
nevyeHwue.

5. PapmMakoniormyHu CBEONCTBA
5.1. PapmMmakoauHaMMIYHN CBOWCTBA
PapmMakoTepanesTUyHa pyna:

Makponuam
ATC kon: JO1FAQ6

POKCUTPOMMUIMH € MOMYCUHTETUYEH MaKpPONUL ChbC CTPYKTYpa, CX04Ha Ha epUTPOMMLIUH.
Toh e crabuneH B Knucena cpega U MMa rNaBHO OakTepuocTaTUMHU  CBOUCTBA.
AHTWOaKTEPUANHUAT edekT ce ocCbllecTBsBa upes CBbp3BaHE KbM OakTepuanHute
pubo3oMK 1 HXxMBUpaHe Ha BaKTepuanHUs NPOTEUHOB CUHTES.

[ paHU4YHU KOHLEHTpaLun

MuHumantara uHxwbupaua koHueHTpatmsa (MIC) cnopea DIN58940:

YyBCTBUTENHOCT < 2 mg/l

PE3NUCTEHTHOCT 2 8 my/|

[ paHUYHMTE KOHUEHTpauun 3a Haemophilus influenzae ca:
HYyBCTBUTENHOCT <1 ug/ml
Pe3nUCTEHTHOCT >4 ng/mi

HyBCTBUTENHOCT:




Mno-

00Ny, AaBa €amMO BeposiTHATa YyBCTBUTENHOCT Ha onpeaeneHn nNPUINHUTENN KbM

POKCUTPOMULIVH.

[ DaHUYHWU CTOMHOCTW

[MocodvenuTe gaHHu ca cnopeg DINS8940.

YyBCTBUTENHU MUKDOOPraHn3mu

pam nonoxurenHm aepobH

Arcanobacterium haemolyticum
Corynebacterium diphtheriae
Listeria monocytogenes
Staphylococcus aureus

erythromycin YyBCTBUTENHK
Staphylococcus aureus

methicillin yyBcTBUTENHU
Staphylococcus aureus

oxacitlin YyysCcTBUTENHK
Staphylococcus aureus

coag ulase HeraTeHw

Staphylococcus haemolyticus
oxacillin-4yBCTBUTENHM
Streptococcus agalactiae

Streptococcus pneumoniae

penicillin yyBCTBUTENHW

Streptococcus pyogenes
Streptococci group A

[ pam HeraTMBHHU aepobtmn
Bordetella pertussis

EBponeicky rpaHuuy Ha pe3ncTeHTHocT ( B %)

16,7

16,7




Campylobacter
Gonococcus
Meningococcus
Moraxella catarrhalis

AHaepobu
Clostridium perrringens

QE!FH

Chlamydia trachomatis

Chlamydia pneumoniae

Chlamydia psittaci

Gardnerella vaginalis

Legionella pneumophila

Mycoplasma pneumoniae

Ureaplasma urealyticum 8

CpeaHO YYBCTBUTENHU MUKPOOPraHN3MH

EBponeicku rpaHuLm Ha pesncteHTHOCT ( B %)

'pam nonoxurenHu aepodu

Staphylococcus aureus 58,5
Staphylococcus haemolyticus 39,1
Staphylococcus haemolyticus

oxacillin-pesncTeHTHu 42,5
AHaepobu

Bacteroides fragilis
[loBeyeTO aHaepobu nokasBaT Bapupalla YyBCTBUTENHOCT.

EQ!FH

Vibrio cholerae

Pe3UCTEeHTHU MUKPOOPraHu3ImMm

{ paMm NonoXxXuTenHu aepoodtn
Enterococcus Staphylococcus aureus
erythromycin pesucTeHTHN >90-100
erythromycin Oxacillin pe3sucTeHTH® >90
oxacillin pe3sucTeHTHN
methicillin pe3ancTeHTHW
Staphylococcus epidermidis (2 ng/ml)
Staphylococcus haemolyticus
erythromycin pesncTeHTHI
erythromycin Oxacillin peancTeHTHH

'paM HeraTMBHMU aepodu




Haemophilus influenzae 41
Enterobacteriaceae
[‘pam HeraTUeHK YpeBHU DaKTEpUn
Pasteurelia multocida
Pseudomonas spp
AHaepobu

Clostridium difficile
AHaepoOHW rpam HeratTuBHU NPbLYULK

Ipyrm
Mycoplasma horninis

5.2. ®apMaKkOKMHEeTUYHM CBOUCTBA

Abcopbuusa

3a aga ce nocTurHe MakcuMmanHa abcopbuna TabneTkute TpAadBa fa ce NnpuemMaTt Ha-Marko
15 MUHYTU Npean XpaHeHe. POKCUTPOMULMH NOKa3Ba HenuHeuHa kuHeTtuka n AUC n C. He
ce yBenuyasar nponopuvoHanHo Ha gosata. Cnep npuemaHe Ha eguHudHa aos3a ot 150 mg
nw 300 mg ot 3apasun HoOpoBONUKM, CTOUHOCTUTE HaA cpepHata Cha Ca CLOTBETHO B

obnacture 5,8-10,1 pg/ml n 7,2-12,0 pg/m. llpr MHorokparHo agosumpaHe 3a 15 gHum ce
HabnwaaBa oOrpaHNYEeHO KyMynupaHe cbC cpegHa CTOMHOCT Ha Chay 6,57-9,3 ug/ml (150mg)
n 10,4-10,9 ug/ml (300mg). BpemeTo 3a pgocTuraHe Ha MakcumandHata nnasMeHa
KOHUeHTpauusa e npubnusutenHo 1-2 yvaca. CBbps3BaHETo C MNAasMeHUTE MNPOTEUMHU MNPU
KNMUHUWYHO 3HaYMMK KOHuUeHTpauumn € 80-96%. PokCUTpoMWUMH Ce CBBbpP3Ba C BUCOK
acOMHUTET KbM Kucenute anda 1-ramkonpoteMHn (HacuTeHO CBbp3BaHe) U C HUCHK
adPUHUTET KbM anbymMumH (HeHacuTeHO cBbp3BaHe).. CBBLP3BAHETO KbM MN1A3MEHUTE
NPOTEMHWN € B 3aBUCUMOCT OT KOHLIEHTpauuAaTa - npu KoHueHTpaum Haa 4 mg/mi.
PasnpegeneHue

PokcutpoMuyH nokassa gobpa neHeTpauusa B pasnUyHy TbKaHW U TEYHOCTU Ha YOBELLKOTO
TANo. BuCOKa TbKaHHa KOHUeHTpauus ce Habnwpasa B8 Oenute apobose, chuBvuuTe,
nuraguLMTe Ha CUHyCcUTe, npocTarta, maTtkara, 6 1 12 yaca cnefl MHOroKpaTHO npunaraHe
npu uacrnegBaHUa. POKCUTPOMULMHBLT KYMynupa B Makpodarmte v nonumopdgHosapeHuTe
HeyTpothunu. CbOTHOWEHUETO  MeXay  BLTPEKNEeTBYHUTE U UIBBLHKNETBYHUTE
KOHUeHTpauun sapupa ot 14 ao 190. NpemuHaBaHeTO npe3 KpLBHO-MO3bYHaTa Dapuepa €
orpaHu4eHo. BpemeTo Ha NONy>XMBOT Npu eaHOKpaTHO AO3WpaHe Bapvpa B rpaHuuuTe 6,3-
16 vaca npu posn mexay 150 mg n 450 mg. Cneg MHOrOKpaTtHO Ao3upaHe BPeMeTO Ha
nonyxueot e 12-13 4waca, pesynTupatlo B TepaneBTUYHA NNasmMeHa KOHLUEeHTpauua npu
npenopbLYaHoOTO J03UpaHe.

BuotpaHcdopMaumns U eENMMUHUPaHE
[Mloeeye oOT nonoBwHaTa OT npueTara A03a ce oTAenAa HenpomeHeHa. PokcuTpomuuuH
metabonusupa rnasHo B vepHUA Apob. OTKpUTU ca Tpu MeTabonuTta BbLB (Pekanuute U B
ypuHara: descladinose roxithromycin, N-monodemethyiroxithromycin n N-didemethyl-
roxithromycin.
Cnen nepopanHo NpunoXeHne pPoKCUTPOMUUWH Ce& enuMuHUpa rMmaBHoO
oTHacTu npe3 Benua apob. CaMo Manka 4acT OT Ao3aTa ce oTAensA Jpes )
NPpUMMHA POKCUTPOMULIMH MOXKE Aa ce npunara npy nauneHTn ¢ 6ubpev
6e3 ToBa Aa ce Hanara Kopekuua Ha 403MpaHeTo.




BPEMETO Ha NONYXUBOT Ha POKCUTPOMULIMH MOXEe Aa ce yBenuun npubnusurtenHo Ao 25
Yaca U MakcumanHarta cepymHa KoHUeHTpauus Chra CbLyo Aa ce ysenuun (Bux T. 4.2). Mpw
NaunMeHTU, Hamupawmr ce B KpaeH ctaguh Ha OwOpeyHa HepocTaThuHOCT, C.x HE Cce
NPOMEHSA B CpaBHEHWE CbC CTOMHOCTUTE, YCTAaHOBEHW NPW 3apasu Aobposonuyy,

[pn KbpmayeTa n aeua, KouTo NnpuemMaT POKCUTPOMULMH B NPOABLIMKEHUE Ha 6 aHW no 2.5

mg/kg, cpegHuTe CTOMHOCTU 3a Chax €a 10,1 pg/ml (5-13 meceuvHa sw3pacT), 8,7 pg/ml (2-4
rogvuwHa Bb3pact) u 8,8 ug/ml (5-12 roguwHa sv3pacT).

5.3. MNpeaknMHUYHN OaHHKU 3a Be30NacHOCT

PokcUTpoMUUKWH, NogobHO Ha epuTpoOMULIMH, NoKasBa in vitro 3aBUCUMO OT KOHUEHTpAUNATA
yAbvmkasaHe Ha QRS-koMmnnekca. Taknsa edextu npu xopa He ce Habnwaaear, Ho Tpabea
Aa ce nMart npeaeua npv KNUHWYHa ynotpeda.

Nnncear Apyru NpeaKknMHUYHN AaHHU OTHOCHO 06LLA TOKCUYHOCT, penpoaYKTUBHA
TOKCUYHOCT, FEHOTOKCMYHOCT, BaXKHU 32 NPeAnUCBaLUUA NEKAPCTBEHUA NPOAYKT, OCBEH TE3N
BEYE BKITIIOYEHU B APYIUTE TOMKW HA KpaTKaTa XapaKTepucTuKa Ha NpoaykTa.

6. PAPMALIEBTUYHU OAHHWA
6.1. CnUcHLK Ha NOMOLWHUTE BelllecTBa
Aapo Ha TabneTka:
MukpoKkpucTanHa uenynoaa,
KonouwaeH cunvuues anokcua
KpoCcKapmenosa HaTpui
[Monokcamep 188

MNoanaoH K 30

Tank

Marvesuee cteapar

dunMmoea obsmBKa:

Nakrosa MoHOXuAapaT
Xunpomenosa

Makporon 4000

Tutanor anokeug (E 171)

6.2. HecLBMEeCTMMOCTH
Henpunoxumo.

6.3. CpoK Ha rogHoCT

CpOKbT Ha roQHOCT € 5 roguHu.

JlekapcTBOTO He TpAGBa Aa ce U3NoN3Ba crieh N3TUMAHEe Ha CpoKa Ha rogHoCT, NMoKasaM Ha
onakoeKaTta.

6.4. CneumanHu ycnoBus Ha ChbXpaHeHue
Aa ce crxpadABa npun Tremnepatypa nog 30 °C.

6.5. [1aHHM 33

onakoBKara

OpuriuHanHa onakoeka ¢ 7 1 10 djmnmupaH'n TabneTku
6.6. CneunanHu npeanasHn MepPKU NpY U3XBBLPIAHE
Hama cneuunanHmn n3snckeaHus.




7. NPUTEXATEN HA PA3PELLUEHUETO 3A YNOTPEEBA
ALIUD® PHARMA GmbH

Gottlieb-Daimler-Str.

19 D-89150

Laichingen MepmaHus

Tel. 0049 733 396 510

Fax: 0049 733 321 499

8. HOMEP(A) HA PA3PELLUEHUAETO 3A YNOTPEBA

20030754

9. DATA HA NBbPBO PA3PEWABAHE/MOOQHOBABAHE HA PA3PELUEHUETO 3A
YNOTPEBA

18.12.2003
10. DATA HA AKTYAINMU3UPAHE HA TEKCTA

CenremBpwu 2009




