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YBaxaeMu nalueHTH,

Morns npoyeTeTe BHUMATEFIHO Ta3W NIUCTOBKA, Thil KATO TA ChABLPXA Ba)Ha 32
Bac undopmaumn. AKO MMaTe [OMbIHUTENHW BbNPOCH, OoOLpHETe ce KbM
Bawwnsa nekyBaly riekap unuv papmaueBT.

HaumeHoBaHue Ha NeKapCTBeHUA HpO,D,YKT:
RoxiHEXAL®
(PokcUXEKCAN®)

Koe e akTUBHOTO BeWwecTeo?
1 chounmupana Tabnetka ceabpxa 150 mg roxithromycin.

KakBo Bpyro cbhabpka RoxiHEXAL® ra6netkn 150 mg?

MuKpoKpUCTanHa Lenynosa, KpocKapmenosa HaTpuW, Xunpomernosa, Jakiosa
MOHOXWApAT, MarHesues cteapart, makpororn 4000, nonokcamep, NOBUAOH K30,
npeumnuTupaH CUnnumnes ABYOKNC, OLBETUTEN TUTaHNeB ABYOKUC

JlekapcTBeHa popma M onaxoBKa:
OpurvHanHa onakoska, cbabmxawta 10 1 20 dunmmrpani TabneTku.

Ko#i e oTroBopeH 3a npogaxbara Ha RoxiHEXAL® cunmupanu rtabnetkm 150
mg?

Hexal AG

Industriestrasse 25, D-83607 Holzkirchen, Germany

Tel.: 08024/908-0; Fax: 08024/908 1290

Kol e oTroBopeH 3a NPOU3BOACTBOTO Ha RoxiHEXAL® cpunmupanu tabsietkm
150 mg?

Salutas Pharma GmbH

Otto-von-Guericke-Allee 1; D-39179 Barleben, Germany

Tel.: 0049 39203 71-0; Fax: 0049 39203 71777

KakBo npencraBnaea RoxiHEXAL® crunmupanu tabnerku 150 mg?
RoxiHEXAL® e anTubuoTuk, npuHagnexal] KbM rpynara Ha maxponugute, 3a
neyeHne Ha HsKon nHdexunn.

3a kakso ce uznonasa RoxiHEXAL® dunmupanu raénetku 150 mg?

RoxiHEXAL® ce npunara 3a nedyeHwe Ha WHDeKLMU, NPUYUHEHW OT OPraHu3mMu,

YYBCTBUTESHU KbM POKCUTPOMULIMH U NOAATAMBY Ha nepopanHa Tepanus:

- MHGEKLMM Ha rOpHUS AUXaTeNleH TPaKT, KaTo uHthekuuu B 00nacTTa Ha yLn-HOC-
FbPAO (HAnp. TOH3UAWT, (hapUHINT, CUHYUT, OTUTNC MELNA)

- vH(EKUMM Ha Bb3AYXOHOCTHITE MbTULLa (Hanp. BPOHXUT, MHEBMOHUA)

- MHDEKLMN Ha YPOTEHNTANMHIS TPAKT (¢ N3KITIOUEHNE Ha FOHOKOKOBa UH(PEKLUS)

- KOXHW uHpekumn

Kora He TpsbBa ga npuemate RoxiHEXAL® dmnmupanu tabnetku 150 mg?

RoxiHEXAL® He Tpsbea aa ce npunara npu: _

- CBPBX4YBCTUTENHOCT KbM akTvBHaTa cybcTaHums pOK?}tT?@ﬁ_@m\:\KbM apymm
MAKpOMUAHY aHTUOKOTULIM MW KbM HAKOA OT gpyrmre,g;é‘gﬁé‘ja'}(ui-h?ajﬂp;.g,yKTa

- e[HOBPEMEHHO MPUNOXeHne Ha NeKapCTBEHU Npoay _g‘;r‘p‘bg?pma% '@QSOTaMMH
WAV AVXWOPOEPTOTaMUH, MOpagn pUCK OT CBUBAHE( Ha' KDBBORQCH -"'ﬁ_e) ChA0OBE

(BA30OKOHCTPUKLMSA) U HAPYLLIEHUS B OPOCABAHETO ;R REPSIIN)
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EOHOBPEMEHHOTO MPUAOKEHWe Ha cybeTaHumn kato TepdeHaguH, acTemuson,
uMcanpua W NMMosua, KOMTO Morat Aa npuuuHAT KamepHu aputMum (forsades de
pointes, yabmxaeaHe Ha QT nHTepsana) e npoTUBONOKa3saxo.

KakBu crieyuanHu ripeanasHn Mepku TpsabGea Aa ce s3emar?

MNauueHTH C HapyleHa YepHoApobHa dyHKUKA He Tpsabsa aa npuemart RoxiHEXAL®.
AKO ce Hanara npunoXeHue Ha npoAykTa, BalmaAT nekap ile nposefe HsAkou
TecToBEe, 3a fa Mpocnedu HwWeaTa Ha JepHodpoOwute eHsumu. [lpyu Texku
YyepHoApoOHU HapylleHnus, fosata Tpsosa Aa 0bAe HamaneHa HanooBuHa.

Mpu nauueHTn ¢ GLEpeqHa HeAOCTaTbYHOCT He e Heobxoguma npomaHa Ha aosara.
Mpur nauneHTU B HanpegHana Bb3pacT He e HeobXxoArMa npomsHa Ha gosaTa, Ho ce
NpenopbYBa npocnessaBate Ha YepHoApobHaTa dyHKUMA.

ChblUeCcTBYBa KpbCTOCaHa PE3UCTEHTHOCT ¢ erythromycin.

KaxTo W npy Bcexku Opyr aHTUbNoTVK, NPOABLMKATENHOTO UM MHOTOKPaTHO NeYeHne
MOXe [a [oBede A0 pasBuTie Ha PE3UCTEHTHW OpraHuamy uin rebuunn uhdgekumn
(MUKO3K).

B cnyuail Ha cbluecTByBalla XUnokanuemust (MOHWKEHW Kanwesn HuBa) W HAKOWU
cbpAevhn 3abonsiBaHus (NpeacbpAHO-KamMepHW MNPOBOAHW HapyLUeHUs, apuTMus
wnn un3sectHa QT nponoHraumsa) pokcuTpoMuiue TpsibBa fda ce npunara
BHMMATENHO npu HenocpeacTeeHo npocriegssade Ha EKI u cnen  TouHO
AuarHoctuumpaHe.

B cnydail Ha Texka W npogobipKMTEnHa Auapus € BBb3MOXHO [a Bb3HWUKHE
ncesBaoMemMbpaHoseH xoruT, BawwmaT nekap e npeleHu danu ga ce cnpe
nevenmneto. [lpoTuBonokasaHn ca NPOAYKTW, NOTUCKALLW YPEBHUTE [ABWXEHWUS
(nepuctanTuka).

B cny4ail Ha Texka ocTpa peakumus Ha CBPBbXYYBCTBUTENHOCT (Hanp. aHadunakcus),
neyeHneTo Tpsitea ga ObAe cnpsHo HesabaeHo 1 TpAbBa Ja ce npeanpuemar
oBuyaiHuTe  CnewHW  Mepku  Karto  NPUIoXeHWe  Ha  aHTUXUCTaMUuHW,
KOPTUKOCTEPOULAW, CUMIATUKOMUMETULIM WU EBEHTYANTHO U3KYCTBEHO AMiliaHe.

CbBeT KbM guabetnunre
1 ounmupana TabneTka cbabpxa no-manko ot 0.01 BbrnexngpaTHn eguHULN.

Ko pOpyrM npoAyKTM OKa3BaT BhiusHWe BLPXy edekrta Ha RoxiHEXAL®
dunmupaHy TadbsieTkn 150 mg unu Morar Aa 6bLAAT NOBAWAHM OT NPOAYKTa?
Mpu egHOBPEMEHHOTO MPUIIOKEHUE Ha Makponvan n AVXuApoeproTaMuH WUnu
HEXWAPOTEHUPaHM  epro-ankanongu CcbC CbAOCBUMBALO OEACTBME MoraT jJa
Bb3HUKHAT HapylleHust B OpOCsABaHETO, 0CODEHHO Ha NPLCTUTE Ha pbUeTe u
KpakaTta. [Mopagn ToBa eQHOBPEMEHHOTO UM NPUIOXEeRue ¢ RoxiHEXAL® Tpsibea ga
ce usbarea.

[fo epeme Ha Tepanus C RoxiHEXAL® w Teodunun morat aa ce wabmopasaT
HEXenaHW NeKapcTBEHN peakumni Ha TeodunuH (3acuneane Ha edexra).

Mpy nauueHTy, fekysaHu ¢ POKCUTPOMULIMH N aHTaroHUCTU Ha ButamutH K (Mpoayktu,
MOTUCKALLM ChCUPBAHETO HAa KPbBTA), B OTAENHW cnyyan € OMUCaHO YAbMKEeHO
BpeMe Ha KpbBOCLCUPRaHe (NpoTPOMOMHOBO BPEME), KOBTO MOXe Aa ¢e ObIDKK Ha
uncbekuuaTa. He ca Ounn HabniogasaHw NEKapcTBeHW B3aUMOOEWCTBUSt ¢
BapdapuH.

Mpy eOHOBpPEMEHHO MNpPUNOXEeHWe Ha poxcmpommuw;i;w’nwo&cw (npodykT 3a
neyeHne Ha ChpPABYHa HEepoCTaTbyHOCT) MoraT ,-f.“e'*‘ aﬁmo,u.a aT HeXenaHu
NeKapcTBEHW peakuuy Ha OUFOKCUH. Tosa ce 0{ 3a ,qpy,l;gTe cbpaedHn

FAHOKO3WAN. :m A b
i

\ f'
\-.. "'ﬁu ) Un‘ “/
— '-—.-._--/’

12



[Mpy egHOBpPEMEHHO NPUINOXEHWE Ha POKCUTPOMULMH U MWAasonam (cepatvuBeH
MPOAYKT) MOXE Aa Ce NOTEHUMpa 1 yaLMKA edhekTa Ha Muaasonam.
EnHOBPEMEHHOTO NPUNOXKEHNE Ha POKCUTPOMULIMH U Andonupamng (aHTMapuTMudeH
MPOAYKT) MOXe fa [OBefe A0 3IacuiiBaHe HeXenaHuTe NeKkapcTBEHW peakuun Ha
ausonupamug.

EfHOBPEMEHHOTO  MpUNOXEHWe  Ha POKCUTPOMULINH u  TepdeHanuH
(NpoTMBOanEepruieH MpPoayKT) MOXEe fa ce M3BBLPLUBA CaMo C MOBULLEHO BHMMAaHUE,
nopasm pucK OT BL3HUKBAHE HA apUTMUN.

EQHOBPEMEHHOTO NPUNIOXKEHWE Ha POKCUTPOMULWMH ¥ acTemmson, uucanpui u
RUMO3MA MOXE Aia AoBefe A0 MHANPEKTHO NoBULLaBaHe Ao3aTa Ha Tesn cybcTaHumm
W He ce NpenopbyBa, Nopagn PUCK OT Bb3HUKBaHE Ha CbPAEYHN apuTMUN.

Mpy enHOBPEMEHHO JeYeHNe C POKCUTPOMULMH U LMKNOCNOpUH (UMTOCTATUYEH
NpoAyKT) MOXe Aa ce Habmiohasa Neko NoBULLABAHE CepyMHaTa KOHUEHTpauus Ha
ciclosporin. Hait-06Lo He e Heobxogumo kopurnpaHe Ha gosaTta.

KakBu xpaHu 1 HanuTku TpsOBa ga usbdarsarte?
He ce npenopbyea ynotpebata Ha ankoxon ro BpemMe Ha NnevyeHue ¢ Npoaykra.

C kakBo TpsabBa ga ce cLoOpassBaT Aelara M Bb3pacTHUTE NauMeHTu Mpwu
npunoxenue Ha RoxiHEXAL® ¢unmupanu tabnetku 150 mg?
Hama cneunanHu npenopbky 3a Aeua U NaumeHT B HanpeHana Bb3pact.

Kakeu cneumanHu npeganasHu MepKu TpsiGBa Aa ce B3emar rnpyu OpemMeHHOCT U
KbpMeHe?

Bbnpeku ye He ca Bunu HabniogasaHu TepaToreHHu unn MEeTOTOKCUYHN edhekTn npu
MpOyYBaHUA NPU PasiMYHKU XUBOTUHCKM BMOOBE, POKCUTPOMULMH He TpsibBa fda ce
npuema no Bpeme Ha BpemMeHHOCT, A0KaTO HAMA JOCTaTh4YHO AaHHU.

Hama knuHWYeH onuT no Bpeme Ha KbpmeHe. Camo MHOro marnku KonuyecTea oT
cybeTanuuaTa (no-manko ot 0.05% oT npueTtaTta gosa) ce ekckpeTnpar B MadnHOTO
Miisiko. Tlpu KbpmayeTata € Bb3MOXKHO OBULIABAHE HAa UYyBCTBUTEMHOCTTA,
pasfpasBaHe Ha JpeBHaTa hriopa U KonoHusupaHe Ha rebudxn. [Mopagn ToBa
POKCUTPOMULMH He TpsiOBa fa ce npunara no Bpeme Ha KbpMeHe. BawwaT nexap we
Bu npenopb4a antepHaTVBHA aHTMOMOTWYHA Tepanusl WNW NpeKbCcBaHe Ha
KbpPMEHETO.

C kakBoO Ba ce crobpasaBaTe nNpu wodupaHe Unu rnpu padota ¢ MalIKUHU UNK B
HEeCUIYPHO MoJioXKeHne {Hanp. U3KayBaHe Mo cTuN6m)?

CitaHEXAL® moxe ga npuumHW CbHNAMBOCT, NpU KOeTo cnocoBHOCTTa 3a WodupaHe
1 paboTta ¢ malumHu MoXe Aa bae HapylueHa.

Llo3npoBka, HA4MH U NPOABLIMKUTENRHOCT Ha NpUnoXxexLune:

AKO HsMa Opyro npegnucaHue Ha RoxiHEXAL® dunmupann tabnetkn ot Baums
nexap, ce MnpenopbyBaT cneaHvTe Ao3mpoBku. Mons npuibpxante ce Kb
ykasaHusTa 3a ynoTpeba, Tb# kaTo B MPOTUBEH chny4ain RoxiHEXAL® dvnmupanm
TabneTkn HaMa 4a AeWcTBa NpasunHo.

B kakBa [o3a M KOMKO 4YecTo MOXeTe Moxete Aa _Npuemare RoxiHEXAL®

dunmupanm Tadnetku 150 mg? ;ﬁﬁﬂ\x\}
BwapacTHu npuemat 1 unmupana rabnetka RoxiH%fAEf)eyijg—jﬁgy BeYep npes

R . AR
nHTepsar oT 12 Yaca (cboTeeTcTBaym Ha 300 mg (@ngIpQMMMMﬂfﬁUJ\\BHO).
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[leua c TenecHo Terno Hag 40 kg npuemat gozaTta 3a Bb3pacTHW — 1 chunmupada
TabneTka RoxiHEXAL® cyTpun u Beuep npes nntepsarn o1 12 yaca.

lNMpw peua c Terno nog 40 kg TpaAGBa Aa ce npunarat nekapcrseHw opmu © no-
HMCKa KOHLIeHTpauus.

3abenexka

Mpyv naumeHT C TeXKKM “epHogpobHU HapylieHusi gosaTta TpF!GBa na obfe
HamarneHa HanonoBuHa — 1/2 dunmupana Tabnietka RoxiHEXAL® cyTpun n sedep
{(cboTBeTCTBaLWO Ha 150 mg poKCUTPOMULWH/AHEBHO).

He ce Hanara kopuripaHe Ha fosarta npu naumenty ¢ 6bbpedna HepaocTaTbYHOCT U
npu NauvenT B HanpegHana Bb3pacrt.

Kora u kak moxeTe na npuemate RoxiHEXAL® cdunmupanu tabnetkun 150 mg?
RoxiHEXAL® cunmupann TabneTkn Tpsbea pa ce npuemat uenw, 6e3 ga ce
COBLBKBAT, C MHOIO TEHHOCT (Hanp. Yawa c Bofa) 15 MuHyT™ npean XpaHeHe.

Konko Awbriro Moxere na npunarate RoxiHEXAL® chunmupanu tabnetku 150
mg?

MNpoabmKUTENHOCTTA Ha NeYeHue 3aBuUCh OT KIMHWYHUTE W BaKTepuonoruyHu
nokasaHus. JleueHuero TpAbBa ga NpoAbMKM Hal-manko 2 AHU cnep, OTLYMSBaHE
Ha cumnTomuTe. Cnopes HanuYHUS KIUHWYEH ONUT RoXiHEXAL® He TpsibBa fa ce
npuema noseve oT 4 cegMuLn.

Mpw cTpenToxokoBu WHGEKUUU u MHbekuMn Ha ypeTepa (ypeTpuT), LWnikaTa Ha
matkata (UuepBuunuT) U Bnaranuweto (UepBuKoBarnHWT) Tepanuata TpAbGsa Oa
NpPoALKA Hait-manko 10 gHK, 3a da ce naberHe peyngns Ny KbCHU YCITOXHEHUS.

Kakso Tps6Ba na npeanpuemerte, ako RoxiHEXAL® dunmupanm tabnetkn 150
mg e Oun npueTr B MHOro rosieMu KonuuecTBa (nNpefHamepeHO Wau
HEeYMUWIFIEHO Npefo3upaHe)?

lpu npepozvpaHe TpabBa HeszabaBHO Aa ce koHcynTMpaTe ¢ Balums rniekysaly
nexkap. AKo e Heobxopumo, TOW/TS We npeanpuemMe HeobXoauMnTe MEpKU.

Kakso Tpsibsa ga HanpaBuUTe, ako CTe npuenu no-Manke ot npeanucaHara fosa
RoxiHEXAL® dunmupaum Tabnetku 150 mg mam cTe nponycHanu npuema Ha
npopykKra?

Ako cTe 3abpaeuvnu npuema Ha puriMupaduTe Tabnetkn, MOXeTe Aa fnpuemeTe
MponycHaTarta 403a, ako e B pamkuTe Ha 12 vaca. B npoTUBEH chnyval npoabImkeTe
TepanmaTa c obu4aiHaTa npegnucada fosa.

Kakeo Tps®sa Aa 3HaeTe, axo CTe MpeKbCHanu JieyeHueTo unm cTe ro
fpeKpaTUiu npexaeBpeMeHHo?
TBbphe HUCKA 0033, HEpedOoBeH MNpuem WKW NPeXAeBpeMeHHO MNpekbeBaHe Ha
TepanusiTa MOraT Aa 3acTpallaTt W3riekyBaHeTo 1 a foseaart A0 NOBTOpHa nosisa Ha
UHbEKUMATE, fevyeHneTo Ha koaATo we O6bae no-TpyaHo. Mons, cnassaiTe
npegnncakusita Ha Bawma nekap.

KakBuM HewenaHu peakuum wmoxe fga npe,qussy a’"‘\m“'“p
RoxiHEXAL® dunmupanm tanerkn 150 mg? e/ e ;/.._, "-"".~-—>§\
Mo Bpeme Ha Tepanua ¢ RoxiHEXAL® {qecro" ;H f\imo,qaaaHm




UMK GUapvsi, KakTo W OTAENHW cryyYau Ha Kbpeasa gnapus. Pagko ca Habniofasanu
3anek n conaTtyneHuus.

B pepku criydau no BpeMe Ha NeyeHue ¢ RoxiHEXAL® morat ga ce wabniogasar
peakuuu Ha CBPBXYYBCTBUTENHOCT C PasnuyHa TEXECT, NpeumMHO Ha KoXHaTa u
NUrasnLMTe KaTo 3adepssBaHe, OTOK ¢ Unn 6e3 cbpbex, TOUKOBUOHW KPBBOU3NNBY
(nypnypa), psAKo OTOK Ha MUUETO, esnka WWIn napuHrea, 3any;1HeHo AntiaHe fo
X}uBoTo3acTpallasauy wok. B Tesn cnyvaw Tepanusita C RoxiHEXAL® tpsbea aa
bbae npexkbcHatTa HesabaBHO M & HeoGXxoOuMo afekBaTHOTO nedexue (Hanp.
LIOKOBa Tepanus).

B MHOro penks cnyvau ca HaGniogasaHu rnasobonue, BepTUro KUnu Hapylueha
CETUBHOCT (Napecresns).

B pefxu criydan e 6uno cbobLleHo NPEeXo4HO NoBULLIABAHE Ha HAKOW YepHOAPOOHH
nokasaTenu. B OTAenHW crydait ca HabriofaBaHM CUMNTOMM Ha Xenatur ¢
HatpyneBaHe Ha Xb4YHa TEYHOCT (XonecTasa).

B oTaenHu cnyyau no BpeMe Wnu cnegj tepanust ¢ RoxiHEXAL® ca HabBniogasaHn
CUMNTOMW Ha Bb3fnaneHne Ha 3aAcTomallHata Xresa (MaHKpeaTtwuT), KouTo
OTLWIYMSIBAT Cflef TpekpaTABaHe Ha TepanusaTa. BCuYkM naueHTu, npu KoWTo e
HabrilofaBaHa TasW HeXenaHa fekapcTeeHa peakuws, ca npuemanu npegu
TepannusTa W efHOBPEeMEHHO NeKapCTBEHW NPOAYKTW, MPW KOWTO MaHKpeaTuT e
HEeXXenaHa feKkapcTBeHa peakumsa.

B oTaenHun criyyan ca Bunu onucaxn HapyLLeHus Ha BKyca u/unn oboHsHUeTO.

B MHOrO peaku cnydau e Bb3MOMHO Aa Ce NOABW BTOPWYHa MHGEKUNs ¢ MOndky
(Candida), Hanp. Ha nurasuuaTa Ha yctara W BnarajuniieTo.

B otgentu cnyydan ca bunu cbobllenn LWym B yLUWTE, MYCKynHa cna600T {acTeHuns),
YYBCTBO Ha OMCKOMMOPT W eK3ema.

B mMHoro pegku cniyyan ca ounu HabnogasaHu Bb3byaa v npunagblm.

Mpn egvH cnyyair no Bpeme Ha MpUEeM Ha POKCUTPOMUUMH ca Habopasaku
eputeMma MyaTucdopme, cuHapoM Ha Stevens-Johnson v enupepmarnHa HEKPOU3a
(pasnuyHy Texky opmi Ha KOXHO 3abonsBaHe Cbe 3adepsasaHe u obpasysaHe Ha
mMexypdeTta [io oftoLBaHe).

Psako ca HabrilogasaHu cnydan Ha HeyTporiehus (HamaneH Opoi 6enu KpbBHW
KNeTKu).

BL3aMOXHO € Aa HacTBhAST NPOMEHW B ypeeHaTa criopa. TokcunnTe Ha Clostridium
difficile B peaxu criyyau moraT ga NPUMKHST Bb3naneHue Ha TbHKOTO U febeno
yepeo (nceBgomeMbpaHo3eH eHTEpPOKOITNT).

Ako HabnogaBaTe HeXenaHu NMexapcTBeHW peakuni, KOMTO He ca onucaHu B Tasu
AMCTOBKa, Mons UHdopMupaiTe Balums nekap unu dapmauest.

KaxkBu Mepku TpsibBa fga 6'baaT B3eTH BBB BPb3Ka C HEXeNlaHUTe JIeKapGTBeH!
peakuun?

AKO BBH3HUKHAT peakuuv Ha CBPbXYYBCTBUTENHOCT, HesabasHO cripete npuema Ha
RoxiHEXAL®. Mons nHdopmupainte HesabasHo Bawms.

MHCcTpyKUMM 3a chXpaHeHue:
CpoKbT Ha roAHOCT Ha MexapCTBOTO € HamedaTtad Bbpxy onakoskara. [la He ce
ynorTpebsBsa cneg usTuHaHe Ha cpoka Ha roAHOCT, NOCo4EH Bbpxy onakoBKaTa.

k
DNaTta Ha nocriegHaTa pegakums Ha JIMCTOBKaTa!
Centemepu 2001
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