JIHCTOBKA: HHOOPMALMS 3A IIOTPEBUTEA

WA

SUMAMED® tablets 125 mg
CYMAMEJ® rabnerxn 125 mg g;\%o gpaE é’t.ig%l

Bcska Tabnetka ceappxa 125 mg asurpoMuuuH kato auxuapar (azithromycin as dihydrate).

HpoqueTe BHAMATEJIHO NAOATA JACTOBKA [IPEQH AA 3ANI0MHETe Ja NPHJAAraTe ToBa JeKapCeTBoO.

- 3amnazete Ta3u mHcTOBKA. MOXKe Jla ce HaIoMKH Ja A [POeTeTe OTHOBO.

- AKO HMAaTe HIKaKBU JOINBIHUTE/IHE BBIPOCH, ToNyTalite Bamus nekap Min apMaLepT.

- Tora nexapeTBO € NpeAnHcano IMYHO 3a Bac u He TpaGBa Ja ro naeaTe Ha Apyru xopa. To
MO3JKE [Ia HM HaBpe[IH, HE3aBHCHMO OT TOBa, Ue TeXHHTE CHMIITOMH ¢a ChINMTE KaTe Bawure,

- AKO HAKOS OT HEKENaHHTE JICKapCTBEHH PEaKlMH CTaHe CEpHO3HA, WIM 3abenexxure APYTH,
HEOMMCAHH B Ta3H JIMCTOBKA HEKENIaHH PeaKilyH, MOJIA yBeJoMeTe Bauna ekap Wil hapManesT.

B Tazn neToBKAa:

1. Kaxso npencrasisasa SUMAMED?® u 3a kaxBo ce H3N0/13Ba
2.  Ilpenu pa samoyHeTe na mprlarate SUMAMED®

3. Kak xa npurarare SUMAMED®

4.  Bb3MOXKHK HE)KSMAHU PEaKIMK

5.  Csxpanenue Ha SUMAMED®

6.

Honeasurenta HHbOpMaIH

1. KAKBO IIPEJICTABJISIBA SUMAMED® ¥ 3A KAKBO CE H3ITOJI3BA

SUMAMED® ¢happika NeKapcTBEHOTO BEIECTBO a3HTPOMHLEH, KOSTO NIPHHAIIEKH KBM IpynaTa Ha
aHTHOAKTEPHATHATE JIEKAPCTBEHHU NPOLYKTH 338 CHCTEMHO MpPHIOKEHHE, MAKPOIUNEH aHTHOHOTHK.
ASHTPOMMIMH IIOATHCKA CHHTE3aTa Ha NMPOTeHHN B GaKTepunte, upes CRbp3paHe ¢ pubosomuara 505
cyGeqununa i wHXUOUpaHe Ha NeNTHAHATA TPAHCIOKALIS.

SUMAMED® ce TIpHJTara [pH JieHeHHe Ha MalHeHTH ¢ HHQEKIHH, IPHIXHeHH OT e[{H Wil [10BeYe OT
€NUH YyBCTEHTEAHH HA a3UTPOMHLMH MHKPOOPTaHHIMH:

- wHOEKIHM Ha TOPHHTE AWXATENTHH NbTHINA: (APHHIUT/TOH3HIMT, CHHYMT M BE3NAICHHS Ha
CpenHOTO yXO

- HH)eKIMH HA TOMHUTE JUXATENHH IETHINA: OPOHXHT H THEBMOHMH, MPHIOOHUTH B 0DLIECTBOTO

- uH(EKIHMH Ha KOJKATA ¥ MEKUTe TBKaHW: epiTeMa XpOHHKa murpadc (mupsH craguii Ha Jlamcka
fonect), epUsHITes, IMAIESTUIO W BTOPUYHA TTHOAEPMUA

- CTOMAILIHH ¥ JyoneHaTH HHGEKIHH, npuyHHey ot Helicobcter pylori

2. IIPEAA JA H3IIOJ3BATE SUMAMED®

He npanaraiite SUMAMED® :

- @KO CT€ C H3BECTHA CBPBEXYYBCTBHTICIHOCT KBM A3UTPOMHUNH, MaKPCJIHIH HJIH HAKOE OT
IIOMOLOTHHTE BEISCTRA.

- 33e[HO C JIEKAPCTBEHH NPOXYKTH, CHIBPHKAIM ePrOTAMHHOBH NMPOM3BOAHH, [IOPaaH TeOPeTHHHATA
BB3MOKHOCT OT N0ABA Ha eProTUIbM (TIOCHHSBAHE Ha KpaliHHIuTe, HaKyLBaHe).
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O6bpHeTe coenuaIHo BHAMAHEE NPH ynoTpedara Ha SUMAMED®

SUMAMED®, & penku cryqau & BE3MOXKHO [ NPEJM3BHKA CEPHO3HH alepry
PEAaKIMH KaTO aHTHOHGBPOTHHEH €[IEM (OTTOK Ha JIMLETO, KpaliHHLHTE, YCTHH
aHaQUIAKTUYHY peakin (CBPEXYyBCTBUTENHOCT). Hikom or Tesu peaxuw



MOBTOPHO NpOsABABaHe Ha CHMITOMUTE, KOSTO BOOH 10 YIGJDKAaBRaHe Ha IepHoja 3a HabmoneHHE H
JleyeHue.

Cmpenmoxoxogu unghexyuu. ODHKHOBOHO IICHUMIINH € MBPBHAT H300p 3a JeHeHNe Ha (apuHruTH 1
TOH3MIHTY, IPHYHHEHHN OT Sireptococcus pyogenes, KaKTO U 3a NPOQUIAKTHKE HA OCTpa peBMaTHYHA
Tpecka. B moBeueTo cnydad asUTPOMHUHH € ©(peKTHBEH Cpemly CTPENTOKOKH, NPHYHHABAILNY
HH(eKIMH Ha Me30(hapHHKC, HO HAMA JaHHH 3a HEroBaTa e(HKacHOCT [IPH NPENOTBPaTABAHE HA OCTPa
peBMaTHYHA Tpecka.

Cynepungeryuy: Kaxro W npu Apyr# aHTHOAKTCPHANHH JEKAapCTBEHH IPOJYKTH, CHINECTBYBA
BEPOATHOCT OT [OABA Ha CYIePHH(pEKIHH (Hanp. MEOWYHH HHGEKIHH),

IIpnem Ha APYTH JeKapeTBa

Mons urbdopMupatite Bamug nexap iy dhapMalesT, ako IpHeMaTe Wik HACKOPO CTe pHEMalTH
IPYTH JISKapCTBa, BKAIOYHUTENHO H TAKHBA, OTHycKaHy 6e3 perienTa.

SUMAMED® Tpa6Ba Ja ce B3eMe HaH-Manko 1 bac rMpefu WM 2 yaca Clefl IpHeM Ha aHTHALHIEH
TPOIYKT.

CEBMECTHOTO TpWiaraHe Ha a3sHTPOMHLUEE ¢ KapbaMaselWH, METHINPEIHH3ONOH, TeodminH,
JHMJAHO3MH K pHalyTHH He OKa3Ba BIHAHHE BHPXY IUIa3MEHATE HM KOHIICHTPaUHH.

TIpu enHOBPEMEHHOTO IpwiaraHe Ha pudalyTHH H a3sHTPOMHLMH ce HablOKaBa HEyTPONMEHHA
(nommkaBane Gpos Ha GenuTe KPEBHE KISTKH), KOATO C& CBHP3BA ¢ MPIUIAraHeTo Ha pudabyTuH U He
€ YCTaHOBEHA HPHUYMHHO-CNIECTBEHA BPB3Ka ¢ yrnoTpebaTa Ha a3HTPOMUIIMH.

HeoSxoHMO ¢ BHEMATEIHO g Ce IPSLeHH TepareBTHUHATa oN3a OT CHbBMECTHOTO NpHiarafe Ha
AsUTPOMHLMH M LMKIOCHOPHH. B ciydail, 9e e ompasjaHo M HANOKMTENHO, CleABa Ja ce
KOHTPOJIHPAT CTOMHOCTUTE HA LHKJIOCIOPHH B IVIA3MaTa H OpU HeoOXOXMUMOCT fa ce KOpHrHpa
IO3KPOBKATA MY.

VcTaHOBEHA € MOBULIEHA TeHASHIMA KhM MOSBA Ha KPPBOM3/IUBH B PE3YATAT HA CHBMECTHO NIpHEMaHe
Ha A3UTPOMHLMH M Bapdapryl WIH NePOPATHH KyMApHHOBH aHTHKOAryJIaHTH (IPOTHBOCHCUPBALUK).
TIpemopsuBa Ce no-4ecTO UpocAeBate Ha NPOTPOMOHHOBOTO BpeMe.

BL3MOKHO € NOBHIIABAHE HA KOHIEHTPALMATA HA JWUMOKCMH, NPH KOMOMHMpaHeTo My ©
AZUTPOMUIIIH, IOPALH KOETO ¢€ IPENOpBuBa KOHTPO Ha CTOHHOCTHTE My B IIa3MaTa.

Tlopamu TeopeTHUHATa BBL3MOMKHOCT OT 10fiBA Ha €ProTusbM (TOCHHABAHE Ha KpaHHHLATE,
HaKylBaHe) He ce [PeriopbiBa CAHOBPEMEHHOTO NPHIIAraHe Ha ©ProTaMMH ¢ a3MTPOMULMH.

HeoGxomuMo € TOBHIIEHO BHUMAHKE NpH MPHEMaHe Ha asuTpoMHiuH ¢ TepheHamun. CrlecTysa
REPOATHOCT OT B3AMMOJEHCTBHE, HO HAMa KOHKPETHH JoKasaTesnctea. [Tpu nauventd ¢ yabmxer QT
HHTEpBAJ, NpUeMay TepQeHasuH ¢ Apyrd aHTH-HH()EKIMO3HY JIeKapcTsa, ce Habiofasar cepHO3HH
PHTEMHY HapyImeHus.

Suposymus: EnmoxpatHw mosupoBkd or 1000 mg, Kakro M NPHAOKEHH MHOrOKPaTHO AO3H OT
1200 mg wi 600 mg a3sHTPOMULIKH, HE OKa3BAT BAHUAHHE BbPXY (PapMaxOKMHETHMHHTE NIOKA3aTe/Hd B
[IazMaTa WIH OTHENAHETO Ha 3UIOBYAMH 4pe3 ypHHATa, KaKTO H HA HErOBHA IUIIOKYPOHHICH
meTaGonur (IpomykT oT obmanara). IIpneMaHeTO Ha a3WTPOMMUMH IOBHIIABA KOHUCHTPALMUTE HA
KIHHWYHO akTuBHMA MeTaGomuT docdopunupaH 3HAOBYAHH B eNHOAIPEHHTe KIETKM Ha
nepud)epHOTO Kp5BO0OpbieHAe. KITHRAYROTO 3HAYCHHE HA T€3H NAHHM HE € HAITBJJHO H3SCHEHO, HO
Té MOTAT Zia Ca OT [10J134 32 [TAlHeHTHUTE,

3. 'KAK JA IPHJIATATE SUMAMED®

Havnn HA npuaoiKkeHHe:




® .
SUMAMED"™ Ta6nerky 125 mg rpabpa aa ce Norasliar Heid, eAHOKPATHO AHEBHO, HAR-MAIKO €JH
yac fIpeAd HJIK JBa yaca ciefl XpaHa.

CYMAMET® 125 g ce mpuiiara IpH geua ¢ Terio Jo 45 kg, KOUTO MOraT Ja [IPerTsmAT Tab/IeTKH.
3a Te3H, KOMTO He MOTAT Jia NPerNBIIAT Ce NpEenopEHEa IpHeM Ha CYMAME® IIpax 3a NepopanHa
cycnensus. Ipu gena ¢ Terto Hax 45 kg e npenopbUHTeHA JO3HPOBKATA 33 BB3PACTHUL.

3a nevenne Ha HH(EKIHA HA FOPHATE U NONHHTE QHXATENHH HTHINA, HA KOMXKATa H MEKHTE ThKaHH (C
M3KIIOUEHHe Ha epuTeMa MHrpaHc) ofmara xosza asuTpoMuuul e 30 mg/kg, KosTo ce B3eMa B
npoarkenue Ha 3 nuu (10mg/kg BepnEx Ha feH).

3a epurema Murpanc obmara fo3a asuTpomunui e 60 mg/kg, Ko4TO ce MpHeMa, KakTo e rnocoueHo: 20
mg/kg npes MbpBUA AeH, mocaeasanu ot 10 mg/kg oT BTOPHA N0 NETHA AEH KaTO €NHOKPATeH JHEREH
LpHEM.

3a Jeyenye Ha CTOMALUHA M IyoReHanny wadeKnuy, nprautdenn ot Helicobacter pylori nosara e 20
mg/kg NHeBHO B KOMOMHAIMA ¢ AHTHCEKPETOPHH H JPYIH JIEKapCTBa, [0 NPEleHKa HA AeKYBalI(HA
Jexap.

Bvbpeuna neoocmamuwunocm
ITpu ramueHTH ¢ Jeko yBpeneHa ObOpeuna ¢yHKUMA (KpeaTHHHHOB KIMPBHC >40 ml/min) He e
HeoOX0aMMa KOpeKIHA Ha AO3HPOBKATA, HO NPY TAX €& NOAXO/KAA ¢ NOBHINEHO BHUMAHHE.

YeproOpobHA HeDOCamvHHOCH
A3WTpOMHLEH ce MeTaGoMM3Hpa B YepHIA AP0l M ce OTAENs upes sUIbUKaTa U He OuBa ja ce mpunara
[pU NAIMEHTH, CTPaJALIH OT TeXKa YepHoApoOHa HeIOCTATBYHOCT.

AX0 cTe IpHEIH NOEETe OT HeoOX0ANMATA 1032 SUMAMED®;

Hexenannre edexrd, HaGMIOZaBaHU Ciiell NpMUAraHe Ha 103K, NPeBHILABALIM MpETOpPBHaHUTe, Ca
nofoGHH Ha Te3H, NPOABEHH NPH [IPHEM Ha TePaNeBTHIHH JO3H,

THIHYHUTS CUMITOMH Ha [IPEAO3MPaHe HA MAKPOIHAHHTE aHTHOWOTHLM BKJIIOUBAT o0paTHMa 3aryba
Ha CNyXa, TeXKKO H3paseHo rajede, IOBpHIUaHe H IHapus. B TakuBa cTydan € HeoOXoguMmo fAa ce
HpHeMaT MEAUIMHCKH BBLINIeH H CHMITOMATHYHO TOBJIUABAIIM JIGKApPCTBA, KAkTo U ja OBJaT B3eTd
MEpKH 3a OEAGPIKAHE Ha MU3HEHHTe (YHKUUY IPpH HeoOX0IUMOCT.

4. BB3MOXHH HEXEJAHHA PEAKIHA

Kakro BCHUKM JIeKapcTBa, SUMAMED® moske A2 MpeIu3BHMKA HEKeNAHK PEAKLUM, BHIPEKH 4e He
BCEKH I'l [TOyJaBa.

TepMHHOHOI‘H}ITa no-goay ¢ H3I0J3BaHa 32 onNycanye Ha 4yecrorara, ¢ KOATO Ca C'BO6LLIaBaHVI
HeKeAaHUTE PeaKLiH.

YecTu (noskaBamy ce moHe mpu 1 Ha 100 1 no-manko ot 1 Ha 10 nexysanu naupeHTa).

He gecty (oassBamy ce noxe 1pu 1 Ha 1,000 1 mo-masko or 1 Ha 100 yleKyBany nampeHTa)

Pemxy (nossssamnu ce noHe mpy 1 Ha 10,000 1 no-manko or 1 Ha 1,000 nexysanu ranyeHTa)
A3HTPOMHIMHE ce MoHacs Z06pe ¢ HUCKa 4ecToTa Ha HEXKelIaHH deKTH.

Hapymemm B KPBEBOHOCHATA U HHM@H& CHCTEMH.

Penxu: TpomGoLMTONeH A (HaMasBane 6pos Ha TPOMOOLHTHTE); JIeKa H MPeXo/Ha
yieyTpomnerus (HamanaBaHe 6poa Ha GesuTe KpBBEH KIETKH), HO He € NOTBBpAeHA
TPUYHHHO-CIIEACTBEHA BPE3Ka C a3ATPOMHULUH

e ST ey

g
[IcHXUYHY HADYIICHUA: SEHLY 5
Seml 2
Penxn: arpecHBHOCT, OE3MOKOHCTBO, TPEBOKHOCT ¥ HEPBHOCT . ﬂ‘fgi; § o
AR
T o R
HapyIineHus Ha HepBHATA CHCTEMA! C i X
Bl Py
'.:.’:;" fites o,z
N



Hewecti:  3aMasHOCT/CBETOBBPTENK, CHHITHBOCT, [aBOOONKE, THPHOBE (YCTAHOBEHH Cle]
ynotpeba H Ha Jpyrd Makponuzn), mpoMIHa Ha BKyca.

Penu: napecresnd (yceniaHe 32 CXBaijaHe WIH H3TphIBaHe) u acTenus (Gescunme, cnaboct),
6e3ChHME H CBPBXaKTHRHOCT

Hapygeuuﬂ Ha YXO0TO ¥ BETPEINTHOTO YXO

Penru: CAYXOBH HAPYILIEHHUS, [IyX0Ta, 3SBbHEHE B YIIUTE, PH OPUNAraHe Ha a3UTPOMUIMH BBE
BHCOKH JXO3H U 32 IPOABIBKUTEIICH TIEPHOZ OT BpeMe. [1o-roniMa JacT oT Te3n
HapYIIeHA HMaT NPEXONeH Xapakrep.

Crpaeyni HapyIIeHus
Pemxa: chpleCueHe, ApUTMHES, CBBpP3aHa ¢ KaMepHa Taxukapaus (cbpuebucHe), HabmogaBaHK
H cien ynotpeba Ha OpYri MaKpoOIHaH

CroMalko-4peRHA HapYIUeHHA:

Heer: rajieHe, NOBpBLIaHe, AHAPYA, CTOMALIEH AuCKoMpopT (Gonka/cma3Mu)
Hewectu: — KammaEu W3NPaxHEHU, rasoBe, HAPYLICHO XpaHOCMHIIAHE, AHOPEKCH:

Penxu: 3anek, o0e3lBeTaBaHe HA €3MKA, TICEBAOMeMOpaHO3eH KOJHT (TeKKa AHApHA H CHITHH
KOPEMHH CIIa3MH)

Xenaro-GHAHADHE HAPYIUEHA:

Pepmu: XeMaTHT ¥ XOJECTATHYCH HKTep, BKIIUHUTENHO HapyLIeHHs B CTOMHOCTHTE Ha
yepHOApoOHUTe eH3uMH. B pemru ciydan ce cpobluasa U 3a uepHonpoOHaA Hexposa U
YepHOAPOOHa HEJOCTATHYHOCT ¢ aTaeH U3XOL.

Hapygemm Ha KoxKaTa H NONKOXKHATE ThKaH.

HedecTn:  aNeprHyHH peakL¥i, BIUTIOUUTEIIHO IPYPHTYC (chpbei) u obpHBs

Penku: ANEPrUYHE PEAaKIWH, BKIIOYMTENHO AHIMOHEBPOTHHMEH OTOx (OoTOK B obmacTra Ha
NHLETO, KPAMHHIUTE, YCTHATE, e3MKA H/MIIH TBPJIOTO), YPTHKapHsa (KOIPHBHA TPECKa),
(OTOUYBCTBHTENHOCT (KOXKHA PeakilHa NPy H3/araHe Ha CBETIMHA), CEPHOSHH KOXHH
HapyWIeHHs karo MynTadOpMeH epuTeM, CHHOpoM Ha Stevens-Johnson u TokcudHa
SIMMMASPMAIHA HEKPOIH3a.

Hapymeuns Ha MyCKYIHO-CKENETHATA CHCTEMA, CHEIHHUTEMHATA ThKAH W KOCTHH HAPYIIEHHA:

Hewectn:  Aptpanrui (cragHa Gonka)

Hapyimenus na 656peiTe i MUKOYHHUTE IIBTHIA:

Penmxm: HHTepcTHIHANEH He(pHT (Bp3naerie Ha GnopenyTe) 1 ocTpa 6B6peyHa
HEeJOCTATEUHOCT

Hapyirenna ga BE3OPOH3BONKTEIHATA CUCTEMA W MbpAaTa
HeuecTu:  BArHHTH (BB3MAJCHME HA BIAraiyLeTo)

Hapyinenus ot ofu1 xapakrep:

Pepxu: apadHIAKTAYHN PEAKLHH, BKIIOUWTENHO OTOK (B peIKH CilydaM ¢ (araneH W3XOA);
KaHAUIO03H (PEOHYHH HHGBEKIIHT)

AKO HAKOS OT HEKEJIaHWTE JICKAPCTBGHM DEaKHHW CTaHe CepHO3Ha, MMM 3a0eNeXHTe IPYTH,
HEOTIHCAHM B TA3H JIICTOBKA HEXENAHH Peakiy, Moy yBeaoMeTe Balys fiekap HiM QapMauesT. .

5. CHBXPAHEHHE HA SUMAMED®

a ce cexpansea mog 25°C!
Ha ce cexpaHfaBa Ha MACTO, HEJIOCTHITHO 3a Aelal




IIo JICKAPCKO Npearcatue,

He msmonmssaiite SUMAMED® cnen satata Ha wsTidane CpOKa Ha rONHOCT, OTOeA3aHA BBPXY
omnakopkara. CpOKET Ha FOAHOCT OTrOBAPS Ha MOCHESAHHA JASH OT IOCOUCHHA MEcell.

6. JTONBJIHATEJIHA HHOOPMAIIHKA
Kakgo chabpxa SUMAMED®:

JlekapcTBeHo BemecTBo: 125 mg a3HTPOMUUMH KaTo NHXHApat (azithromycin as dihydrate)

Homomun Bemectsa: Kanuwes xuiporen ¢ocdar, Ge3BofeH, XHIPOMeENo3a, UAPEBHYHO
HMINECTS, IPEKENATHHHA3HPAN0 HHUIIECTe, MHKPOKPHCTANIHA IIENYyJN03a, HATPUEB JAypwl
cyndar, Marpesmep creapar, onseruren E132, Tutanor auoxcna (E171, nomacop6ar 80, Tamk

Kaxk msresxaa SUMAMED® i xakso ChIBLPIKA ONAKOBKATA:
6 Tabnetin B 6auctep (PVC/PVDC/Al donuo). Enun Gnuctep B KapTOHEHA Ky THSL.

IIpaTesKaTes Ha paspenieHreTo 3a ynorpeda:
Pliva Ljubljana d.o.o.

Pot k sejmiséu 35

1231 Ljubljana - Crnuge

Slovenia

IIpon3soanTen:

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

1231 Ljubljana - Crnuge
Slovenia

PLIVA HRVATSKA d.o.0.
Ulica grada Vukovara 49
Zagreb, Croatia

I[a'ra HA NOCJICAHA PeXAKN S HA AHCTOBKATA
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3a gombaHETENHA HHGOPMALNS OTHOCHO TO3M JIEKAPCTEEH HPOAYKT, MOJISA CBBPIKETE C& C NOKATHHS
NPEACTABUTE N Ha MPHTEKATENS Ha PaspelieHHeTo 3a ynoTpeda:
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