WUATJ

OAOBPEHO!
JIACTOBKA: HHPOPMAITHSA 3A IIOTPEBUTEJLH IJ.A“[!"IA 6. 96 O

L4
----- P T PP T

SUMAMED?® capsule
CYMAMEJ® xancymu

Beska Karcyna cpaspaxa 250 mg asuTpoMHUEH Kato JuxHapat (azithromycin as dihydrate).
ITpoverere BAEMATE/IHO NAJATA NHCTOBKA NPeAH Aa 3aN0%HETe A NPHJIATaTe TOBA JEKADPCTBO,

- 3anazeTe Ta3u JHcTOBKA. MOdke Jia ce HAJIOMH 2 5 POYETETE OTHOBO.

- AKO HMaTe HAKAKBH JONLIHUTENHH BBIIPOCH, NoNUTaliTe Bamus nexap wmu gapMaresT.

- ToBa nexapcTBO € MpeAmucaHo JH4HO 3a Bac ¥ He 1psabsa ja ro jasare wa apyri xopa. To
MOKe Aa UM HaBpeAH, He3aBHCHMO OT TOBA, Y€ TEXHHUTEe CHMIITOMH ca CHIIiTe KaTo Bamure.

- AKO HAKOS OT HeXKellaHUTe JICKApCTBEHU PeaKUWH CTaHe CepHOo3Ha, MM 3abelexHre ApPYTH,
HEOIHCaHA B Ta3H JIHCTOBKA HEKEJIAHA PeaKIiy, MoJii yBenomere Bamwa nexap wnu GapManesT.

B Ta3n aucroska:

1.  Kakso npencrasnssa SUMAMED® 1 3a xaxBo ce usrionssa
2. Tlpemu na 3anounere qa npwiarare SUMAMED®

3. Kak nxa npunarare SUMAMED®

4,  Bo3MOMKHH HEXENAHH PeakIiH

5. Copxpaneuue sa SUMAMED®

6.

JlorsIHHTETH HHGOpMaUHs

1. KAKBO IIPEICTABJISBA SUMAMED® H 3A KAKBO CE H3IIOJI3BA

SUMAMED® CHABPIKA JIEKAPCTBEHOTO BEIECTBO A3UTPOMMUMH, KOETO MPHHANJIEKM KbM IpyNaTa Ha
aHTUOAKTEPHAIHATE JISKAPCTBEHN IPONYKTH 33 CHCTEMHO NPHIIOKEHHE, MAaKpONMJSH aHTHOHOTHK.
A3MTPOMHIIMH HOATHCKA CHHTE3aTa Ha NIPOTEMHH B GaKTEpUMTE, Ype3 CBhp3BaHe ¢ pHbo3omHaTa 505
cybenuHuIa 1 HHXHOWpaHe Ha IeNITHAHATa TPaHCIOKauus,

SUMAMED® ce npunara npy Redenre Ha NALMEHTH ¢ HHOEKUWH, TPUIMHEHY OT €JHH WM I0BEYE OT
©IUH YyBCTBHTSANH HA A3HTPOMHULIHH MUKPOOPraHH3MH:

- MHQEKUMH Ha TOpHUTEe IHXATeNHM NBTHINA: (ApHETMT/TOHSHIMT, CHHYHMT H BB3IANCHHE Ha
CPeIHOTO YX0

- MHGEKIUY Ha AOTHATE JUXATeTHH THTHIA: GPOHXAT M THEBMOHMH, IPHAOOGUTH B 00IHECTBOTO

- HHQEKUMH HA KOXATA M MEKWUTe THKAHM: CPeJHO H3paseHa (opma Ha acne vulgaris, eputema
XPOHHKA MHTpaHc (TbpBY cTamuii Ha JlaiiMcka Gonect), epusunel], HMISTUIO H BTOPHYHA HHOASPMHS
- [ONIOBO TpefaBady OONECTH: HEYCAOXKHEHH reHuTanHu uHbekuuu npuuusenu or Chlamydia
trachomatis

- CTOMAIHY Y TyOJeHaNHH HH(EeKIMH, npuduHeHH ot Helicobceter pylori

2. TIPETA JA H3HOJ3BATE SUMAMED®

He npuiaraiite SUMAMED® :

- aK0 CTC C H3BCCTHA CBpT:X‘IyBCTBHTe.TIHOCT KBbM a3HTPOMHLHH, MAKPOIUIN HIH HAKOE OT
IIOMOUIHHTE BellcCThAa.

- 33e/IHO C JIEKAPCTBEHH MPOXNYKTH, CHABPIKAIIN €proTaMHHOBH NMPOM3BOAHH, NOpaay TeOpeTHYHATa
BB3MOMHOCT OT II0ABA HA eproTH3EM (MOCHHABAHE Ha KPalHHIMTe, HAKYIIBAHE).

O6bpHeTe cnenaaIHo BHAMAHHE PN ynoTpedaTa HA SUMAMED®

SUMAMED?®, & peaxu cilydan e BE3MOXKHO J1a TIPEXU3BAKA CEPHO3HH ajlepr
peaxiyy KaTo aHrHOHeBPOTHYEH eneM (OTTOK Ha JHUCTO, KpaHHWIHTe, YCT
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aHaWIAKTHYHY PeakldH (CBPBXUYBCTBHTENHOCT). HAKOM OT Te3W peakluy HMaT KaTo pesysiTaT
[IOBTOPHO NPOsBABAHE HA CHMITOMMTE, KOETO BOOM JO yAB/DKABaHE HA HepHoda 3a HablroneHue H
JIeYCHHES.

Cmpenmoroxosu ungpexyuu: OOMKHOBEHO NEHULMIMH € MLpBUAT K30O0p 3a AeueHue Ha (GapuHIUTH K
TOH3WIHNTH, IPHIHHEHH 0T Sfreptococcus pyogenes, KakTo U 3a NpodHIaKTHKA Ha 0CTpa peBMaTHYHA
Tpecka. B MOBeueTo CMyvaW asHTPOMHLMH ¢ ©()eKTHBEH Cpenly CTPENTOKOKH, NPHYKHABAMIM
nHpeknpy Ha Me3o(apUHKe, HO HAMAa JaHHM 32 Heropata e(MKacHOCT ITpH INPefoTBpaTABaHE Ha OCTpa
PEBMaTHYHA TPEcKa.

Cynepungexyuu: Kakto u npH Apyru anTvOaKTepHalHM JIEKapCTBEHH IMPONYKTH, CHIIECTBYBA
BEPOATHOCT OT I0sBa Ha cynepHH(eKIMH (Hanp. re0MuHd HH(peKIIHY).

IIprem Ha APYI'H JiekapcTBa

Mo artopmMupaiite Bammis nexap upH dpapMalleBT, aK0O NpHEMAaTe HIH HACKOPO CTe IpHeMay
APYTH JIeKapCTBa, BKIFOYHUTETHO M TaKHBa, OTIycKauu Ge3 peuenta.

SUMAMED?® Tps6ra ia ce B3eMe Haii-Manko | yac mpeAu wid 2 uaca ClIeX NPHEM Ha aHTHALHICH
HPOIYKT.

CBBMCCTHOTO TIpHJIaraHe HA A3UTPOMHLMH ¢ KapbaMasenuH, MeTHINPEAHH3OJIOH, TeO(HIMH,
AHIAHO3MH ¥ pidaCyTHH He OKa3Ba BIMIHUE BhPXY IIFIa3MEHHTE HM KOHLIEHTPALHH.

TIpa emHOBPeMEHHOTO mpwiarade Ha pudaGyTHH M asuTpoMuLEH ce Habmomesa HEYTPOTEHH:
(monmkarane 6pos Ha GearTe KPHBHU KIIETKH), KOATO Ce CBBP3Ba ¢ puiaraneto Ha pudabyTHH U He
€ YCTaHOBeHa [IPUYMHHO-CIICACTBEHA BPB3Ka ¢ YHOTpeOaTa Ha a3UTPOMHUIIHH.

HeoGxozuMo ¢ BHHMATENIHO Ha C€ MpelieHd TepameBTHUHATA O34 OT CHBMECTHOTO MpUJIaraHe Ha
a3HTPOMHIMH M LMKIOCIOpHH. B ciywall, 4e e ONpaBlaHO W HAJIOKHTEIHO, ClefBa Ja ¢e
KOHTPOJIHPAT CTOMHOCTATe HA LHKJIOCTOPHMH B IUIasMaTa M UpY HeoOXOAuMOCT Ha Ce KOpHTHpa
IO3MPOBKATA MY.

VeTaHOBEHA © TIOBHLIEHA TEHACHIM KBM I105Ba Ha KPPBOU3AHBH B PE3YATAT HA CHBMECTHO NpHeMaHe
Ha' a3UTPOMUIMH 1 Bap(hapvH WK HEPOPATHH KyMapMHOBH aHTHKOATYJIaHTH (IIPOTHBOCHCHPBAUIH).
HpemopbyBa ce HO-4eCTO NPOCHEAABaHe Ha IPOTPOMOHHOBOTO BpeMe.

BraMmoxkHO ¢ NOBMIIABAHE Ha KOHIGHTpalHATa HA [OHIOKCHH, IIpH KOM6HHI/lpaHBTO My ¢C
aBITI]JOMHIIPiH, OP&aH KOETO ce Ipenopbiea KOHTPOH Ha CTOHHOCTUTE MY B IUIa3MAaTa.

ITopagu TeoperHdHaTa BBH3MOXKHOCT OT IIOABA HA EProTH3bM (TIOCHHABAHE HA KpaHHHIMTE,
HaKyIL[BaHe) He ¢e NPEIopEYBa eJHOBPEMEHHOTO TpHiaraHe Ha eproTaMiH ¢ a3MTPOMMIIHH.

Heo6xomuMo € TIOBHIICHO BHUMAHHE NPH [IpHEMaHe HAa a3uTPOMMIHH ¢ TepheHaauH. ChllecTBYBa
BEPOATHOCT OT R3aMMOZIEHCTBHe, HO HIMA KOHKpeTHH JloKasaTencTea, [Ipu nampentu ¢ yasmked QT
HHTEpBAN, IpHEMANH TepdeHaHH ¢ APYrH aHTH-HHPEKIMO3HH JIeKapeTsa, ce HalIo/aBaT CepHO3HH
PUTHEMHH HapyHIEHHA.

3unosynud: EnuokpatHr mosupoRkH oT 1000 mg, XakTo W MNpPHIOXKEHH MHOMOKPaTHO AO3H OT
1200 mg wma 600 mg a3UTPOMMI(H, He OKa3BaT BIIMAHUE BHPXY (apMaKOKIHETHYHHTE IIOKa3aTeRH B
MIa3MaTa WIM OTHENAHETO Ha SHOOBYIHH Ype3 ypHHATa, KAKTO W Ha HETOBHMA INIIOKYPOHHIEH
MeTaboauT (poAyKT oT obmsHaTa). IIpHeMaHeTo Ha A3UTPOMMLMH MOBHIIABA KOHLGHTPALMKTE Ha
KIHHAYHO AKTMBHMA MeTabomur (Qocopunipad 3HAOBYIMH B €AHOSAPEHHTe KICTKA HA
nepu)epHOTO KpbBooOpLLeHe. KIHANYHOTO 3HAYeHHe Ha Te3H JaHHH HE € HAITBJHO M3ACHEHO, HO
Te MOTAT Aa ca OT I10713a 32 [IAHHEeHTHTE.

BpemenHnocT u KhLpMeHe

JIumcear DOCTATBUHH M HOGpPe KOHTPONHMpPAHM H3cieiBaHHA Ha OpemeHHH xeHu. IJo Bpeme Ha
SpeMeHHOCT a3UTPOMHLIMH TPAOBA 1a ce NPHUJIara Camo MpH JIMICA HA IpYTa alTepHATHBY,




IlocweetBaiite ce ¢ Bauma nexap nay dapManesT npeay Aa B3eMeTe KaKBOTO ¥ Jd € JIeKapCTBoO.

IHodupane u paGora ¢ MAHAK

He ca u3ecTHH JaHHH 3a BIHAHHC Ha a3sHTPOMHLMH BBHPXY cnocofHOCTTa 34 mocbupaﬂe W npu
paboTa ¢ MaIlHeH.

3. KAK JA IPUJIATATE SUMAMED®

Bumaru npuemaiite SUMAMED® Touno, xaxto Bu e kasan Bamms nekap. AKO He CTe CHTYDHH B
HEHIO, MIOTHTakTe Bawmus nexap wiy papMalesT.

Hauny #a npuaoxenne;

SUMAMED?® capsule 250 mg Tpsi6sa xa ce NOTIBIIAT Ue/IH, IHOKPATHO HEBHO, HAM-MalKO €IHH
Yac OPSAW HAH OBa Haca ClIeA XpaHa.

Buwipacmun, 6Kniouumento nayueRm 6 HANPeOHAA 6B3pacm U deya c mezno nad 45 kg.

3a neyenue Ha MH(EKIMM Ha POPHUTE H HOJTHWTE JUXATEIHH IIBTHINA, HA KOXKATA H MEKMTE ThKaHH (¢
H3KITIOYEHHe Ha epuTreMa MHrpakc) ofilata mosa asurpoMHUHH ¢ 1500 mg, xosto ce B3ema B
NpoABIsKeHHe Ha 3 muu (o Be KaricynH oT 250 mg BeIHb K Ha JeH).

3a epuTeMa MHUrpaHc obInaTa 1033 A3HTPOMHMUEH € 3 g, KOATO ce IIpHeMa, KakTO € MOCOYEHO: ] g
(ueTHpH Kancyiu oT 250 mg) HaBeAHEK Npe3 TbPBHA AeH, nocaeieany ot 500 mg (xse kancynu oT
250 mg) oT BTOpuMsI A0 [eTHs ASH KATO SAHOKPATEH JHEBEH [IPHEM,

3a IeucHHE HAa HEYCIIO)KHEHW NeHHTAHH uH(pexuun nprvnnenu ot Chlamydia trachomatis noszata e
1 g (uetupu Kancynu oT 250 mg) IPHETH HABSANK, SHHOKPATHO,

3a eyeHHe Ha cTOMAILIHU ¥ MyOASHATHH MHGEKIMY, npuuunern ot Helicobacter pylori mozatae 1 g
{(veTHpH kancyam or 250 mg) NHEBHO KaTO eIMHMYEH HpUeM, B KOMOHHALMA C aHTHCEKPETOPHH H
IpYTH JIEKapCTRa, N0 fIpeleHKa Ha JIeKyBaLus jieKap,

Bvbpeuna nedocmamvunoc
Ilpu maupeHTH ¢ nexo yBpexeHa OBOpeuHa (QYHKUMA (KPEATHMHHHOB KIUpBHHC >40 ml/min) me e
HeoOXO0AMMa KOpPEKIHA Ha JIO3HPOBKATA, HO NP TAX Ce MOAXOXKIA C [IOBHIIEHO BHHMAHHe.

Yeprodpobra HedOCMamvuHocm
AsuTpoMuLMH ce MeTaboau3npa B UepHHA Aol U ce OTHeNd 4pes JXJIbUKATa M He OWBa Ha ce mpuiara
NPH MALKMEHTH, CTPAJAILH OT TEXKKA YepHOApoOHA HeHOCTATHYHOCT.

Axo cTe mpHean nosede 0T Heobxoaumara noza SUMAMED®:

Hexenannte ediextn, HaGniofaBaHW crnef NMpHAaraHe Ha JO3W, NMPEBHMINABALIM MPEMNOPhYAHHTE, CA
riono6HM Ha Te3H, IPOABSHH NIPH NPHEM HA TePalleBTHYHH JTORH.

TunHyHKTe CHMITTOMM Ha IPeI03MPaHe Ha MaKpONMAHKHTE aHTHOMOTHIM BKIIOUBAT oOpaTuMa 3aryGa
Ha CllyXa, TEXKO H3paseHO rajeHe, NOBpHIaHe M JuapHi. B takvBa ciiyuaum e HeoSxomumo fa ce
npHeMaT MEAHIMHCKY BRIVICH H CHMITOMATHYHO TOBJTHABALIM JIEKapcTBa, KaKTO U Aa OBAaTr B3eTH
MEPKH 3a NOAAEPiKane Ha Ju3HenuTe QYHKIMA NpH HeoOX0AHMOCT.

4. BB3MOXHHN HEXEJAHHA PEAKIIAA

Kakro BCHYKH JieKapcTsa, SUMAMED® moxe na NpeAHU3BHKA HEXeJIaHH pe
BCEKH TH IIOMY1ABA.




TepMunonoruaTa mno-noNy € H3MON3BAHA 32 OMMCAHWE HA UECTOTATA, ¢ KOATO C& CHOOMIABAHH
HEXCNAHATE PEaKIIHH,

Yecty (nosBsBary ce nowe mpu 1 Ha 100 1 no-Manko or | ua 10 nexysany naryenta).

He vyectu (nosssamy ce node rpy 1 Ha 1,000 1 mo-mamko ot 1 ma 100 JIEKYBaHH llal{eHTa)

Pepn (nossasamm ce noxe mpu 1 wa 10,000 1 mo-manko or 1 Ha 1,000 nexysanu TALHEHTa)
ABATPOMUIIEH ce MOHACS JOGpPe ¢ HICKa YEecTOTa Ha HEKeNaH! S(eKTH.

Haggmemm B KPBBEOHOCHATA U J'II’IMQQHa CHCTEMMU:

Penxm: TPOMOOLIHTOIICHHA (HaManBaHe Gpos Ha TPOMOOLMTHTE); JIeKa H IIPeXoiHa
HeyTponeHus (HaMansBane 6pos Ha GelIHTe KPLBHY KIETKH), HO He e IIOTBBPIeHA
NPUYHHHO-C/IEACTBEHA BPB3KA ¢ a3HTPOMHIMH

Tlcrxnuny Hapymenvs:
Penxu: arpecHBHOCT, 630K/ CTRBO, TPEBOKHOCT ¥ HEPBHOCT

Hapvinenns na HCPBHATA CHCTEMA.:

Heuwectn:  3aMasHOCT/CBETOBBPTEIXK, CHHIMBOCT, aBoGOHE, IbpUOBE (YCTAHOBEHH ClIeN
yroTpefa v Ha IpYTH MaKpOJIHIK), NPOMSAHA Ha BKYCA.

Peaxn: napecTesuu (YCellaHe 3a CXBallaHe WM M3TPBIBAHE) H acTeHHs (Ge3cuiue, cnabocer),
0e3CHHYE U CBPHXAKTHBHOCT

Hapyienya Ha vXOTO 1 BETPEIHOTO VX0

Penxu: CJIYXOBH HAPYIIEHHS, IJIyXOTa, 38bHEHE B YIIUTE, IPH IIPUIArade Ha a3UTPOMULHH BbHB
BHCOKH JO3H M 32 IPOXELIDKHTENICH IIePHOZ OT BpeMe, [1o-rofamMa 9acT oT Te3u
HapyIIeHHs MMAT HPEXOJEH XapaKTep.

CepEeyusH HADYVIIEHHA

Penxn: ChpIeOHeHe, ApUTMHES, CBbP3aHa ¢ KAMePHA TaXuKapius (chplebuene), HabmonaBaty
u ciiesl ynoTpe6a Ha Ipyrd Makpoauuu

CroMamHo-YpeBHY HAPYIIIEHYS:

Yectn: rajieHe, NOBPLINAHe, AMAPHS, CTOMameH JuckoMbopT (Gomka/crasmu)
Hewectn:  xalnaBm H3IpakHeHs, rasose, HAPYIIEHO XPAHOCMUJIAHE, 2HOPEKCHS

Peaxn: 3ameK, o0e3LBETABAHE Ha €3MKa, NCeBAOMeMOpaHO3eH KOMHT (TEXKa JAAPUA U CHAHH
KOPEMHH CIIa3Mu)

Xenaro-OunnapHy HAPYIMEHHS:

Penxu: XeNATHT M XOMASCTATHYEH MKTEp, BKIMOUUTIENHO HADYIIEHHWA B CTOHHOCTHTE Ha
4ePHOAPOOHATE eH3UMHM. B peaw coydau ce croSluasa u 3a uepHOAPOGHA HEKPO3a H
YepHOAPOOHA HENOCTATHUHOCT ¢ QaTaleH H3XO0H,

Hapynienus Ha KoykaTa ¥ IONKOKHATA THKAH!

HeuecT:  aneprivHu peakiuy, BKIIOUATENHO NPYPUTYC (CHPHEsk) 1 obpue

Penxn: ANCPTHYHM PEeaKIHH, BKIOUWTENIHO AHTHOHEBPOTHYEH OTOK (OTOK B 06macTTa Ha
JTHLETO, KPAaiHHIATe, YCTHUTE, €3MKA WIIH I'bPJIOTO), YpTHKapus (KOMpPHBHA Tpecka),
(OTOUYBCTBUTENHOCT (KOXKHA PEAKUML [IPU HM3NArdHe Ha CBET/IHHA), CepHO3HHN KOXKHH
HapyMCHHA Karo MYyNTH(QOPMeH epureM, CHHAPOM Ha Stevens-Johnson M TOKCHYHa
eMHAEePMalIHa HEKPOJIH3a.

Hapyuienss ga MYCKYJIIHO-CKENETHATa CHCTEMA, CESIHHUTETHATA TEKAH H KOCTHH HapyYINCHUA:

Hewectn:  Aprpanrus (crasea Gosika)

Hapymenns #a 650peniTe U OMKOYHHTE IBTHINA:

Pepxa: MHTepcTHUHANEeH HeQpuT (BR3nancHue Ha Gbperute) 1 ocTpa 616pe
HeJOCTaTEYHOCT




HapyItienus Ha BE3OpOH3BONNTENHATA CHCTEMA H bpharta

Hevectn:  BarmmwTy (BB3MajeHHe HA BIATATHIIETO)

Hapymrenus ot o6 xapakrep:

Penxu; aHaQWIAKTUYHN PEaKLMH, BKAIOUMTENHO OTOK (B PeIKH Caydad ¢ (paTaneH H3Xom);
KaHAHA03H (FeOHYHE HRbeKUHH)

AKO HIKOS OT HeXeNnaHuTe JICKApCTBEHH peaKOHH CTage cepuo3da, HaH sabenexure APYTH,
HCOIMHCAHH B Ta3H JIMCTOBKA HEXKENIAHK peakiuK, MOJIL YBEOOMETE Batus JeKap Hin El)&pM&I.I.CBT.

5. CBXPAHEHME HA SUMAMED®

Ma ce cexpanssa nog 25°C!
Ja ce chxpansABa Ha MSCTO, HEMOCTHITHO 32 meual
Ilo nekapcko npepnvcanme.

He wsnonssaiire SUMAMED® cnen narata Ha M3THuame CPOKa Ha FOJHOCT, OTOeNA3aHa BBPXY
onakopkata. CpOKET Ha POJHOCT OTTOBaps HA NOCHEIHUT JEH OT [OCOYEHHS MECell,

6. JIOIUBJTHUTEIHA HHOOPMAIIHASA
Kaxso cbabpxa SUMAMED®:

JlexapcTBeHO BemecTso: 250 mg a3uTpoMULIEH KaTo NUXHApart (azithromyoin as dihydrate)
IloMOIHY BeWeCTBA: MHKPOKPHMCTATIHA LENYJIO3a, HATPUEB JAypHI CYN(AT, MarHesues CTeapar,
JKeNaTHHA, THTaHueB Auokceuy (E 171), ouseruren unnuroxapmun (E 132), cepen anokcHz.

Kax mmieskaa SUMAMED® u kaxso CbABPAKA OMAKOBKATA:
6 karcynn B Giucrep (PVC/PVDC//Al ¢osvio). Equn 6ucTep B KapTOHSHa KyTHs.

IIpuTe;xares Ha paspemieHHETO 32 YIOTpe6a:
Pliva Ljubljana d.o.o.

Pot k sejmi¥éu 35

1231 Ljubljana - Crnude

Slovenia

IIponssoanTen:

Pliva Ljubljana d.o.0.
Pot k sejmiscu 35

1231 Ljubljana - Craude
Slovenia

PLIVA HRVATSKA d.o.o.
Ulica grada Vukovara 49
Zagreb, Croatia

,I[a'ra HA DOCIENHA peXaKiud HA JHCTOBKATA

Anpu , 2006 r.

3a JONB/IHHTe/HA HHGOPMALUL OTHOCHO TO3H JIEKAPCTBEH MPOIYKT, MOJIA CBBPIK
NPEACTABHTE N HA [IPHTEKATEIN Ha Pa3pelleHHeTo 3a ynoTpeba:
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