JincroBka: andopmManusg 3a HoTpedHTE NS

Azarpoxce 250 mg gramuapann TabneTKH
Azitrox 250 mg film-coated tablets
Azwrpomuntus (Azithromycin)

IIpoueTeTe BHAMATEIHO NAJIATA JTHCTOBKA, NPeJH A 3aN0YHETE A2 HINO0/I3BATE TOBA JIEKAPCTBO,
Thi KATO TH CHALPKS BaXKHA 38 Bac andopmannsd.

- 3anazere Ta3H JMCTOBKA. MOKe Na ¢e HAIOKH JAa 4 NIPOYETETE OTHOBO,
- AKo MMaTe JOITBJIHHTE/HHU BRIIPOCH, onuTalite Bamus sekap wim gapMaliesr.

- ToBa 51ekapCTBO € mpeanHcaHO eAUHCTBEHO M IMYHO Ha Bac. He ro npeorcTenBaiite Ha Apyrd
xopa. To MOoxke 12 HM HaBpeaH, HE3aBHCHMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a00ABaHe Ca CHIIHTE
KaTo Baumre.

- AKO NOTYYHTE HAKAKBH HEKENAHH JICKAPCTBCHHM peaki{uy, yBenoMere Bamms nexap HIH
dbapmaneptr. Topa BRIIOYBA M BCHYKH BB3MOXHH HEXKEJAHH PEAKLHM, HEONMHCAHH B Ta3H

JHCTOBKA.Bivkre ToKa 4. TR i ATEHUIA
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KakBo ¢cbabpia TA3H JACTOBKA; ,,?
Kakeo npencTaBngsa A3HTPOKC H 33 KaKBO C€ Hanﬁnmm o az 9 2 }' o '70""
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Kaxeo Tpa0Ba fia 3HaeTe, Mpey a u3non3sare AsHTpoke ™™
Kak na manonssare A3HTpPOKC o !3/ ......... //7/' ...... ‘7 '2 ¢7 /7
BB3MOXKHH HexXeJTaHH peaKlHH

Kax pa cxparispate AsnTpoke e T 08 2009
ChABpiKaHHE HAa OIIAKOBKATA H AONRIHUTENHA HHq)opMaum o o -
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1. Kaxpo npeacTaB/isBA AZHTPOKC H 32 KAKBO C€¢ H3II0/I3BA

ABHTPOKC CHIBEPKA a3UTPOMHMLMH, KOMTO NPUHAMJIEXKH KBM IPyNnaTa Ha aHTHOAKTEPHATHHTE
NEeKapCTBEHH MMPOAYKTH 38 CHCTEMHO MPHIOKEHHE, MAKPOIHASH aBTHOHOTHK.

A3HTPOKC ¢€ MpHIara 3a Je4cHHe Ha NalHeHTH ¢ HHpEeKIHY, IIPHYUHEHH OT €AHH WIH NTOBEYES OT SAHH

qyBCTBHTEJIHH Ha a3UTPOMHLIMH MHKPOOPTAHU3MH:;

- HHEKIAA Ha FOPHHTE AMXATeTHH MbTHINA: (GAapHHTHT/TOH3SWIMT, CHHYWT H BBb3NAJICHHE HA
CpeqHOTO yXO

- HH}eKLMHA Ha JOJHATE AMXATETHH ITHTHINA: OPOHXHT H ITHEBMOHHH, NPHAOOHTH B 0OIIECTBOTO

- nH(pexnHH Ha KoXKaTa U Ha MEKMTE TBKaHH: CpeaHo u3paseHa ¢opMa Ha acne vulgaris, epurema
XpOoHHKa MHrpaHc (irepBd ctanuii Ha JlaiiMcka §onecT), epH3MIieNl, HMIICTUIO H BTOPHYHA
NHOZEPMMSA

- HOJNIOBO TpeAaBaHu OOJieCTH: HEYCJIOKHEHH IeHMTANIHU HHGpeKUuu npuidHHeHn ot Chlamydia
trachomatis.

2. Kakso Tpabba Aa 3BaeTe, npean 12 HINOA3BATE AZHTPOKC

He npuemaiiTe A3aTpOoKC:
- AKO CT€ QIEPrHyHH (CBPBXYYBCTBHTE/IHM) KbM Aa3UTPOMHIMH (aKTMBHOTO BeIIECTBO Ha
A3SWTPOKC) MM KBM JAPYTH MaKpOIMAHM AHTHOMOTHMLIM, KATO €PUTPOMMLIHH, KiIag

- 38eJHO C JIEKapCTBEHM NPOLYKTH, ChABPIKAIIH €ProTaMHHOBH IPOH3BOA
BB3MOXKHOCT OT NOABA HA €ProTH3bM (IOCHHABAHE HA KpalHUIIMTE, HE



IIpeaynpexaeans ¥ npeana3Ha MePKH

I'oBoperte ¢ Bammsa nexap npeau aa n3nonassare ASMTPOKC, aKo HMaTe:

- npobiieMH ¢ YepHHs [poO, BammmaT jekap Moke Aa MOHCKa Oa NMpocheAssa (PyHKUHATA Ha
yepHus Bu aApo unu ga cripe ie4eHUETO,

- YBpEKIaHe Ha yepHoApoOHATa PyHKLHAA,
- HapylleHHsd Ha On0peunara PpyHKipas,

- chpae4Ho 3abonspane

JAPYra JeKapcTBa H AZHTPOKC
Hudopmupaiite Baumis nexap unH ¢apMaleBT, ak0 NPHEMATe, HACKOPO CTe MNpPHEMATH WIH €
BB3MOXKHO Jia IPHEMETE OPYTH JEKapCTBa.

Asurpokc He TpAGBa Aa ce mpHeMa MO €AHO H CHIUIO BpEME C €proTAMMH W HErOBHTE IMPOH3BOAHH

(Hanp. AMXHMAPOEPrOTaMHH) MOPAaJH BB3MOMXKHOCTTA 3a T.H. €proTH3bM.(CBpOeXK No KpaHHHIMTE,
MYCKYJTHH KpaMITid M raHrpeHa (CMBPT Ha THKaH) Ha KpaliHHLIMTE Nopajy BIOUIEHO KphBOoOOpallleHHe.

. BHTHALAAH (JIEKAPCTBA MOHIDKABAIIH CTOMAINHATA KHCENMHHOCT)- pHeMaiiTe Asurpoke 1 dac
eI WIKH 2 Jaca ¢Jie aHTHAILHAA,
. OUKNOCTIOPHH (M3MOM3BAH 3a MOATUCKAHEe Ha HMYHHATa CHCTEMa 3a Npena3BaHe M JICUCHHE

Ha OTXBBPJIAHE HA TPAHCIUIAHTHPAH OPraH MIM KOCTEH MO3BK) BB3MOXHO IIOBHIDABAHE HA
KOHLEHTpaLMATa MPH KOMOGUHHpaHe ¢ A3HTPOKC,

. AUFOKCHH (M3M0JI3BA CC 34 JICUCHHE HA CHPACYHH HapyLICHHS) BE3MOKHO € MOBHIIIABAHE Ha
KOHLIEHTpALMATA pM KOMOHHHpaHe ¢ A3ZUTPOKC,

. KOJIXHMLIMH (H3MOJ38a Ce 32 nojarpa U paMiiHa cpean3eMHOMOPCKa TPECKa)

. BapapHH (M3MOJA3BAH 3a paspeXXgaHe HAa KpbBTa) HIH KYMapHHOBH AHTHKOATYIIAHTH

(NPOTHBOCHCHPBAINH), YCTAHOBEHA € TNOBHINCHA TEHACHOHA KBbM [049Ba HA KPHLBOM3/IMBH IIpH
CBBMECTHa YNoTpeOa ¢ A3HTPOKC, -
. He(UHABHD BOIH JI0 YBENHEHWE Ha KOHLIEHTpallMATa HA A3UTPOMHLIMH.

A3ATPOKC ¢ XPAHA, HAHTKHA H AJKOX0JI
XpaHara He OKa3Ba RIMAHME BEPXY YCBOABAHETO Ha Tab/NETKUTE, IO TasH NPUIHHA ASHTPOKC MOXE A8
ce MpHEMA MO BpeMe Ha XpaHeHe WK MeXIy XpaHEHHATA.

BpeMeHBOCT, KbpMeHe H PePTHIATET
Axo cre GpeMeHHA WIHM KBPMUTE, CMATATE, Y€ MOXKe Aa cT¢ OpeMeHHa WiH muaHupare OpeMeHHOCT,
TIOCHEBETBATE ce ¢ Bawmsa nexap wi ¢gapmMaiieBT npeau ynorpedara Ha TOBA JIGKAPCTRO.

Jluncear AOCTATBHYHO JOOpe KOHTPOJHMpaHM H3CieABaHMA Ha OpemeHHn xeHH. Ilo Bpeme Ha
OpemeHHOCT A3UTpOKC TpAOGBa [ Ce NpHiara caMo IpH JIMIICA Ha XPyra alTepHaTHBA.

HsamMa maHHH 3a TOBa JajIM a3HTPOMHLHH CE OT/JENS B KbPMATA, TTO Ta3H NpHIYHMHA A3UTPOKC TpAOBa Aa
Ce npHJiara IpH KbPMEIIH JKEHH CaMO, aKO HAMA pyra ajJTepHATHBA.

IMlopupane 1 pabora ¢ MAIIAHY

He ca u3BecTHH JaHHH 33 BJIMSAHHE Ha A3UTPOKC BBPXY CNocoOHOCTTa 3a mogmpaHe u npH pabora ¢
MAallIUHH.

3. Kak aa H3noa3BaTe AZHTPOKC

BuHarn npHeMaiTe ToBa JIeKapcTBO TOYHO KakTo Bi ¢ kasan Bammus fexap. Axo He cTe
Hemlo, rnonuTaite Bainmus nexap Wik ¢apMaliepr. ;

Hauny Ha npunoXxeHue:
Asurpoke dunMmpann TabneTky Tpa6Ba fa ce MOTBINAT LIETH, €JHOKPATHO




[IpenopruuTenHara no3a e:

Bwapacmuu, sxmovumenno nayuenmu ¢ HanpeoHana év3pacm u oeya ¢ meano Hao 43 k2

3a neueHre Ha HHPESKLUMH Ha FOPHHUTE M [IOJHHUTE AMXATEHH THTHINA, HA KOXKATA H MEKHTE TEKaHH (C
H3KIIOUEHHE HA epHTeMa MHTpaHc) obmara 103a asuTpoMHLMHE € 1500 mg, kogTO Ce npHeMa B
npoawDkenne Ha 3 aum (no eqHa punmupaHa Tabnetka ot 500 mg BeaAHbK HA NeH).

3a cpeaHo u3pazeHa opMa Ha acne vulgaris, ofmara n03a € 6 g H ce NPEnophUBa B CASAHHA JO308
pexuM: eaHa Tabnerka ot S00 mg BegHEXK HA JISH B NPOIB/DKEHHE Ha 3 AHH, MocacAoBaTeato or 500
mg BeAHBXK CEOMHYHO 3a 9 cenMuun. Jlozara 3a Bropara ceaMHLa TpaOBa Aa ce B3eMe 7 THH CleN
MLpBaTa rpHeTa Tabnerka. Cneapamyre 8 ceaMuL TpaOBa na ce npremMa no 1 TabneTKA BEAHEXK HA
A€H npe3 7 AHEeBHM HHTEPBAJIH.

3a epHTEMa MUrpaHc oOIMATA 1033 ASUTPOMHIHH € 3 g, KOSTO ce NpHeMa KakTo e mocoueHo: 1 g
(4eTnpu duMupany Tabnerku oT 250 mg) HaBeIHBX NMpE3 ILPBHA JieH, nociaeasady or 500 mg (mBe
¢dwimapaHy Tabnerkn ot 250 mg) oT BTOpHA A0 NETHA J€H KaTO EAHOKPATCH JHEBCH NPHEM.

3a JieueHHE Ha HEYCIOKHEHH MeHMTANHH WHeKUun npuwanHeHH oT Chlamydia trachomatis no3ata e 1
g (yeTHpH QHIMHpaHH TabneTkH ot 250 mg) npHeTH HaBEAHEXK, €/THOKPATHO.

ITpu mo-PB3pacTHHTE NALIMEHTH HE CC H3HUCKBA KOPSKLMA Ha 103aTa.

AznTtpoke GHIMHpaHH TabNIeTKH € MOAXOMIAIN CaMO 33 Jiella ¢ TerNIo Hail-Mako 45 kg, 33 KOHTO MOXe
Ia ce MPWIOXKH ZO3HPORKATA NPSIHAZHAYEHA 38 BE3PAcTHH.

Iayuenmu ¢ 6vbpeunu u veproopobru npobremu
Mons, uHbopMHpaiiTe Bamusa nexap, ako uMaTe 060peuHn HIH YepHOAPOOHH MpobneMu, T KATO
MOJKE [1a C& HAIOAKK KopeKuus Ha oOnuaiiHaTa nosa.

Hepnoopobna nedocmamvynocm
A3HTpPOMHLMH ce MeTalbonmM3upa B UEpHHA Apod U ce OTZens 4Ypes XKIIBYKATa i He OMBa Ja ce npuiara
NPH NALKEHTH CTPAJAIH OT TEXKKA YePHOAPOOHA HEAOCTATHYHOCT.

AKO cTe IpHeJH moBede OT He00X0AHMATA 1032 ASHTPOKC

Hexxenanure edextn, HaONONABAHH Clie] TpMiaraHe Ha A03M, NPEBHUIABAINM TIpeHopbYaHHTe, Ca
noxoOHH Ha T3 MPOABEHM MPH NMPUEM Ha TEPANEBTHYHH JO3H.

THNHYHKHTE CUMITTOMH H& NPEJO3HPAHE HA MAKPOIMAHHTE AHTHOMOTHLM BXHOUBAT o0paTHMa 3aryba
Ha CJIyXa, TEXKKO H3pa3cHO rajicHe, NMOBpblIaHe H AHapHi. B TakuBa ciaydas e HeoOxoauMo Ia ce
BK/IIOYAT CHMITTOMATHYHO NORMHABALNM JICKAPCTBA, KAKTO H a2 OBAaT B3eTH MEPKH 3a NOATbpKaHe Ha
KH3HEHHTE (PYHKIMH [IpH He0OXOAHMOCT.

AKO ¢T¢ OPONYCHANA A3 NPHEMeETEe ASHTPOKC
He B3emaifre mpoiina n103a, 33 18 KOMIIEHCHPATE NMpoMycHaTaTa Ao3a. IIpormycHaraTa gosa TpsOBa Ja
npUeMeTe KOIKOTO € BE3MOKHO IMO-CKOPO, 2 ClleIBalliiTe-Ha HHTEPBAM oT 24 yaca.

AKO cTe COpeSId NPHEME HA AZHTPOKC
He npexscpaiite NeyeHHeTo, NpeAnucato oT Bamug jekap, Z0pM ako ce YyBcTBate no-mobpe. Axo
CIpeTe Aa NpUeMaTe A3MTPOKC IPEKaIeHO paHo, HHPEeKUHATa MOXKE [ia C€ pa3sBHE OTHOBO.

AKO MMAaTE HAKAKBH JOILJIHATEIIHA BRIIPOCH, CBBP3aHH ¢ YIOTpeOaTa Ha TOBA Ji€!
Banmsg nexap unu gpapmanesT.

4. BouiMOXKHH HeKeNAHH PeaAKIHM




KakTo BCHYKH JIEKAPCTBA, TOBA JIEKAPCTBO MOYKE Jd MpEJU3BHKA HEXENaHH PEakildH, BLOPEKH Y€ He
BCEKH I'H NOJXYyYaBa.

A3HI']JOMHHPIH Cc€ IoHacCA ,II,OGPG C HHCKA YE€CTOTa Ha HEXXCNAHHTC PCAKLIMH.

Mpuoro 4ecTn (Morart Ja 3acerHaT nopeue ot 1 Ha 10 naumeHTH):
- Jlnapus, kopeMHa Oonka, rageHe, METEOPH3LM ([I0ABA HA ra3oBe)

YecTr (MoraT Aa 3acerHar Ao 1 Ha 10 naupeHTH):

- Yayxora, noppbpmaHe, nomo XpaHocMWilaHe, OOpHB, CBpOeK, aHOpEKCHA, 3aMadHOCT,
rnapo0onye, U3TPBHIBAHE HA PHLUETE H KpPAaKaTa, NMPOMsSHA Ha BKYyca, HAPYIIEHO BIDKOAHE,
cTaBHH Oonxu, ymopa

- BaManeH Opo#t nuMdoiuTh (Buxy Oeim KPHBHH KIE€TKH), HamalneH Opoit eo3HHOGWIH,
HaMmalieHH 6ukapboHaT B KPBBTa.

HewecTn (Morat za 3acertar a0 1 Ha 100 mampenTn):

~ I'nOMYHH MHQEKIMH, rbOMYHM HMHEKIMH, JIEBKOIIEHHH, HEYTPOIICHUIL, TEXKA ANepruvHa
peakiyis, KOATO FNpPHYMHABA TOAYBAHE HA JIMUETO MWIH TBPIOTO, pEaKUHA Ha
CBPBXYYBCTBHTENHOCT, HEPBHOCT, HAMAJIEHA YYBCTBUTETHOCT NPH AOIMHP

- besceHHE,

-  CohbHaueoOCT

- HapyineH cnyx, 3BbHEHE B YHIHTE

- Tpenepene

- TOIUIM BBJIHH

- Tacrpur

- 3anek

- Xenatur

- CungpoM Ha CTHBBH-I[KOHCEH (Teskko 3a00M9BaHe, CBIPOBOACHO ¢ OOPA3YBAHETO HA MEXYPH
[0 KOXKAaTa, YCTaTa, OYUTE H NOIIOBHTE Opraln)

- Peaxius Ha GOTOIYBCTBHTEAHOCT

- YpTHKapusa, Bp3NaJICHHE HA KOXKAaTa, CyXa Koxa, 0OWIHO NoTeHe

- bBoaka B obnacrra Ha repaHTe

- Orok

- Hepasnonoxkenue,

- YBelnHMYeHM HHBA HA acHApTaT aMHHOTpaHcdepasa, alaHMH aMHHOTpaHCdepasa, 6mmpy6ml B

KpBBTa, Ypes B KPbRTA, KPCATHHHUH B KPHBTA
- IIpoMeHeHO HHMBO Ha KAJIHH B KPEBTA

Peaxu (Morar aa 3acersat o 1 Ha 1 000 nammeni):
- Bmnabyaa,
- YyBcTBO Ha 3aMaiiBaHe UIH CBETOBBPTEK
- ¥YmpexpaHe Ha yepHoapoOHaTa dyHKIHA
- KoxHa epynuus, KoATO ce Xapakrepusnpa ¢ Obp3a nossa Ha YHacThLM OT 3aYE€pPBEHA KOXKA,
OcesHa ¢ MAIKH IIyCTYIH (MalKH MEXYPH, ITBITHH ¢ 05A11a/5KBITA TEUYHOCT).

Crobmasane na HexeJIaHH peaknHm
AKO NOJyYHTE HAKAKBH HEXKEJIAHN JIEKAPCTBEHH PEaKIAH, YBeaoMeTe Bamus nexap win gpapManesT.

ToBa BKMIOUBA BCHYKH BB3MOKHH HEOMMHUCAHU B TA3H THCTOBKA HEXKeJIaHH peakui, Moskete chImo aa
CBOOIIHTE HEeXETIAHH PeaKUHH ,rmpemo upes: 3nwIHUTEHA areHLMA 110 JIEKAPCTBATA -

HCKCJIaHN peakunn, MOXCTC 4 JaACTC CBOA I[]JHI-IOG 3a HDJI]!‘[&B&HG Ha TIOBCYC HH(
be3omacHoOCTTa Ha TOBa JICKAPCTRBO. i ™



5. Kak aa cuxpauaBare AINTPoOKC

Ha ce cpxpansasa noa 25 °C.
Ha ¢e coxpaHaBa Ha MACTO, HEAOCTBITHO 34 AeLA.

He u3nonsBaiiTe TOBa JEKapCTBO Clies CPOKA Ha IOAHOCT, OTOENA3aH BBPXY KAPTOHEHATA ONMAKOBKA.
CpoKBT HA FTOOHOCT OTrOBapA HA TIOCTEAHHS JEH OT [OCOYCHHA MECELl.

He mxprpnsiite NeKapcTBaTa B KaHAIM3aUMATA WM B KOHTeiHHepa 3a JOMaLIHH OTNaabIIH.
[onuTaiite Bamus ¢apMaLeBT Kak Aa H3XBBLPJATE JICKAPCTBAaTa, KOMTO BeYe He Ifoyisare. TesH Mepk
€ CIIOMOrHAT 33 ONA3BaHe HAa OKOJIHATA Cpeaa.

6. CopabpxaHHe HA ONIAKOBKATA H JONbJIHETEHA HEQOPMANHS

KakBo ¢babpxka AIHTPOKC

- AKTHBHOTO BELIECTBO €: a3UTPOMMIMH (kaTo quxuapar). Beaka guiMupata TabneTka ChAbpKa
250 mg asUTPOMHIIMH (KaTO AMXUApPAT)

- JpyTHTE CBCTABKH C€a: MPEeXENaTHHW3INPAHO LAPEBUMHO HMILECTE, HATPHEBA KPOCKAPAMENIO3a,
KanuHes xuaporeHdocdar, MarnesHeB creapart, HaTpHeB naypwicyiadar, xunpomenosa 2910/3,
THTAHHEB AUOKCH], Maxporoa 6000, Tank, cuMeTikoH emynchs SE 4, nommcopbar 80.

Kak Hiraexna A3HTPOKC H KAKBO ChABPXKA ONAKOBKATA
AsuTpoxc 250: 6enu go moutH Gestd KpBriH GrIMHpaHd TabneTkH ¢ eloBHAHa Popma.

KonHdecTBa B €1Ha ONAKOBKA:
Asurpoke 250: 3 u 6 ¢punvmpanu TabneTku

He BcHUKH BHAOBE OMAKOBKH MOTAT Aa ObAaT MyCHAaTH B npoaaxkda.

IIparexkaTen HA pa3pemeHAETO 32 YHOTpeda H IPOH3IBOAHTE
Zentiva k.s.,

U kabelovny 130, Dolni Mecholupy,

102 37 Prague 10,

Yemka penybinka

3a gombMHHTETHA HHPOPMaLHA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBHPIKETE CE € JIOKATHHSA
MpeACTABATEN HA MPHTEXKATENA Ha paspelieHHeTo 3a ynotpebda:

JlaTa Ba nocjeaHO NpepasriexKIaHe HA THCTOBKATA:
Maii 2018




