JMCTOBKA: HHOOPMAITIS 3A INIOTPEBHTEJIA

©openn Conyra6® 250/62.5 mg xucneprapamy ce ragreTic
AMOKCHLIMJTHH/KIIABYIaHOBA KHUCEIHHA

[Ipouerere BHHMaTENHO HANAT? AHCTOBKA NPEAN Xa 3aN0vYHeTe A2 NPHJIATATE TOBA JIEKapCTBO.
* 3apasere JIHcTOBKaTa. Moxe na By ce HAJIOXKH Jla A NpoYeTeTe OTHOBO.

*  AKO UMaTe HAKAKBH BBIIPOCH, MOJISA MONUTalTe Baiis nekap v GapManesT.

* ToBa sekapcTBo € npeanucano TUYHO 2a Bac. Hukora He ro NpeorcTenBakTe Ha Apyru. To
MOXC 12 UM HaBPCOH, JOPH 4KO CUMIITOMHTE HM Ca CBHIHTE KaTo Bamure.
®*  AKO HAKOSl OT HEXEJIAHHTE ICKAPCTBCHH PEAKUMH CTAHE CEPUO3HA, WK 3a6eieuTe APYTH,

HCOMHCAHU B Ta3W NMUCTOBKA HeXKelaHH PCAaKUHH, MOA yBenomeTte Bamus nexap wiu
(apMalieBT.

B Ta3k aucroBica:

Kakso npeacraenssa Gopeun ConyTab u 3a xakBo ce H3M03B2

[peau pa usnonzsate Gopeun Comyra6 USNLAKUTENHA ATEHLLIS 10 TIEKAPCTBATA
Kak na u3nonssare ®opcrn Conyta6 —-
BL3MOXXHM HeXenauu peakiuu

Coxpanenue Ha ®opcun Conytab Kan Pym\l“‘k(t? Cj q L, 0Y.04-04
Honbnuurenya undpopmanms .
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1. KAKBO ITIPEACTABJISIBA POPCHA COJIYTAB M 3A KAKBO CE N3110JI3BA

Qopcun ConmyTab ce n3nonssa 3a NeyeHue Ha HHpEKUMHA Ha JONHUTE H FOPHH THXATE MM MbTUILE, HA
ObOpeunTe, HA AONHUTE TMKOYHH TBTHILZ H KOXaTa, NPDHYMHEHH OT GaxkTepuy, YYBCTBHTE/IHU KbM

Cumnromure (Hanpumep TeMnepatypa) OOHKHOBEHHO H3Ye3BaT B GIM3KUTe HAKONKO JiHH, HO €
H3KIIOUHTE/IHO BAXKHO USMAT IPSANMCAH KYPC 12 Oble 3aBBPIIEH.

Ob6bpHeTe ce kbM Batus fICKap aKo HE CC MOYYCTBaTE M0-106pE B CIEABAINTE HAKONKO OHH.

2.  TIPEAM JA U3MIOJI3BATE @®OPCHJ COJIYTAE

He usnonseaiire Gopeun Coayrab

®* AKO CTe CBPBbX4YYBCTBUTENHH (Anepruynu) KM dAMOKCULIM/TMH, KNTABYIAHOBA KHCEHHA HIH KbM
HAKOE OT moMoiHUTE BewlecTBa Ha Qopeug ConyTa6.

* AKO CTE€ CBPbXYYBCTBHTEIHH (anepruinu) KM AMOKCHIIMJTHH, [
MM LedanocnopuHu.,




[

® AKO B MHHAIIOTO CTe CTPajalll OT XBJITEHHNA HIM APYTro YepHOOPOOHO HapylleHHe ciel yrnorpeda
Ha KOMOHHALIMS aMOKCHIMIIHE / KJIABY TAHOBA KHUCEIHHA.

* Ako Oonenysate or NUMpAaTHYHA JTEBKEMHS (XapaKTePH3HPalla ce C YBEIMUEHHe HA OelluTe KPhBHU
KICTKH B KPBBTA H I0/lyBaHe Ha TUMPHUTE BH3IH).

* Ako bonenysare 0T HHEKUHO3HA MOHOHYKIIE03a (PK/IE3HA TPECKA).

O0bprere cnennanno punMande npu ynorpe6arta na ®openg ConyTab

* AKO CTpanare OT TeXKa H NPOABbIKUTENHA ARAPHS MK CTOMAIIHO-YPEBHH HAPYIIECHHUS,
IPUAPYKEHH C NOBPBILAHE.

* AKo cTpajaTe 0T YepHopobHo 3a6onasane, KoncynTHpaiite ce ¢ Barius tekap npemy 1a 3anoyHeTe
nprema Ha @opeun Conytab. YepHonpobhara ¢yHKLHS Moxke Gu TpsabBa na 6bae nposepeHa.

* Axo crpapate oT 6n0pedno 3abonssane. Koncymupaiite ce ¢ Baums nexap npeny Ia 3anovsere
nprema Ha Popcua ComyTab. Jlo3ata moxe 61 Tpsbea na Gbje npoMeHeHa.

* AKO NpHemare NpOTUBOChCHPBAIH JeKapcTBa, BaiinaT nekap Moxe 12 Ha3HAYH PEJOBHO
NpOCNCAsABaHEe Ha MTOKA3ATEHUTE Ha KPLBTA.

* AKO CTpajiaTe OT TeXKH aNeprun unn acrMa. Gopcun ConyTtab TpsbBa Aa ce npueMa BHUMATENHO
OPaZH MO-rOIAMATA BEPOATHOCT 32 AJIEPIrHYHH PEaKI|H,

* AKO CTpajaaTe OT XPOHUYHHM 3a60NABaHUS WK 3a60/11BaHNA HA UMYHHATA CHCTEMA, 3aI10TO MOXE [a
CE NPOABAT JPYTH HHOEKIWMH WIH CYNMEPHH(pEKINH.

* AKO I10 BpeMe Ha JIeYEHHETO oy HTe KOHBYICHH. CBRpxeTe ce ¢ Bammus nekap. Jledenneto
TpAOBa fla ce NpeKpaTH.

* 'UepBeHHUTe neTHA 1O KOXKATa, TPECKa Wk HONKA B e31Ka ¢a NPH3HALH 32 aIEPrHYHa Peaklis KbM
Qopcua ConyTal. B peakn caydan Moxe A2 HACTHIM TeXKa aJepriiHa peakIys /Iok/, Ipeau
BCUYKO NPH NAIMEHTH CbC CBPBXYYBCTBUTEIHOCT B MHHANOTO. IIpH MosBa HA aNepridHH peakLHy
HITH TEXKa IHapusi, BEAHara ce cBbpxere ¢ Bauus nekap.

* Ilpenopwusa ce chwo fa ro HHGOpPMHpPaTE ¥ 32 IPYTH CHMIITOMH, KOMTO HE M34e3Bar ciejl 1-2 JHu.

IIpnemane TH yNOTPe0a Ha APYIH JIeKAPCTBEHH NMPOIYKTH

Bunaru yeeaomspaiiTe Bamug nekap 3a Apyru eKapcTBa, KOMTO IPHEMATE B MOMEHTA HJIH CTE NpUeMay

CKOPO, BKIFOUHTENHO H NlekapcTBa He3 penenrta. KoMGHHALIMATE OT pa3NHMyYHK JEKAPCTBA MOXKeE Ja ca
Bpeaud 3a Bac.

Kombunupane Ha ®opceun Conyrab c:

* HAKOH BUAOBE XHWMMOTEPANCBTULH HJIH aHTHOHOTHIM (KATO TETPAUHKIHHH, MAKPOJIM M,
CyAdoHaMUIU H XNopaM(peHHKoI) He TpAbRa Ja ce mpunara.

* JAHCYndHpaM (JIEKapCTBO 32 ICUEHNE Ha ATKOXOIH3EM ) He TPAGBa Ja ce NpUiara .

* npoldeHEUM] (NEKapCTBO 3a ieueHue Ha noaarpa), GeHunbyTason, okcHbeHOyTason (nexkapcTBa 32
JIEYCHHE Ha aPTPHUT) HE € NPEHOPBUYHTENHO.

® AJOIYPHHOJ (JIEKAPCTBO 32 JICYEHHE Ha MOJarpa) MOXKe Jla YBEMMYH YECTOTATA Ha NOSBA Ha obpus.

* cyndacanasuy (JIEKapCcTBO 3a JICUEHHE HA YPEBHH BH3NAJICHHSA H PEBMATHIEM) MOXKE [a HAJIOXKH
nexkapaT Bu aa NpoMeHH 103aTa Ha cyidacanasuH.

® METOTPEKCAT (eKapCTBO 3a JISYEHHE Ha pak HA KPBBTa, PEBMATH3HM HIIH IICOPHA3NC) HE €
NPENOPBYHTEINHO.

® [UrOKCHH (JIEKapCTBO 33 ChPEYHH HapyIlleHHs) MOXKeE Aa HAJIOXKH JIEKAPAT Ja IPOMEHU JO3UpOBKaTa
H2 JUTOKCHHA.

¢ [epPOpaHH KOHTPALCNTHBHH CPeACTBA (,,IPOTHBO3a4aThYHH XaMyeTa”)




HPENopbHBa 110 BpeMe Ha ieueHHeTo ¢ Dopcux ConmyTal v 1-2 ceAMUUM Clie] TOBa [a W3MNON3BATE 1
APYTH CpEICTBa 3a peAnasBaHe OT 3a0peMensBaHe (Hamp. NPe3cpPBaTHB).

* JICK4PCTBCHA CPEACTBa pa3pexAaluy KphBTa (AHTHKOArynauTy). Bamust J€Kap MOX€E [a Ha3HaYU
PEAOBHO H3CJIEIBAHE Ha KPBBTA.

* QDopeua Conytab Moxe aa oBnuse BbPXY PE3YJITATUTE OT AUArHOCTHYHY TECTOBE. T1pH HECH3IUMHY

MCTOLHU 3a OTIpEACNsiHE Ha 3aXap B YPUHATA MOXE J2 C€ MoAyyaT dallliiBo NoN0KUTEIHH pe3yaTaTH.
[Io CbwKs HAYMH Ce MOBIMABA M TECTHT 3a YpOOUIHHOrEH.

* Ilpn GpeMeHHH XkenM, ileKyBaHH ¢ AMNHLMIKH € HA0/MIOlaBaHO NPEXOAHO HaMaNgBaHe Ha ECTpHON
(kenckd XOpMOH). To3u edeKT e BE3MOKEN H NPH TeyeHHe ¢ ®opcua Conyrad.

I[Ipuem na Popeua Conyrab ¢ XpanH U HAMTKH

3a la ce NpeaoTBPaTAT BE3MOKHH HEXENaHH PCaKLKH OT CTPaHa Ha CTOMAIIHO-4YPEBHUSA TPAKT, Ce
npenopbusa na npuemare ®opcun ComyTad B HAMANOTO Ha XpaHEHETO.

bpemMeHHoOCT M KBpMene

Koncynrupakite ce ¢ Bamus nekap unw (hapMaLieBT npean na npHeMETe KOETO U Ja € AEKapCTRO.

Yrompeba no gpeme na nopsume 3 meceya om bpemennocmma:

AMOKCHIWIMH ¥ KJIaBYJIAaHOBATA KHCENIHHA JOCTHTAT 40 eMOpHOHa/MI0a Npe3 nauenTaTa. Ynorpe6ara

HM TpA0Ba 1a ce u3barsa ocBeH ako mexapar Bu ue INPELIEHH, Y€ NON3aTa € MO-rojAMa OT BE3MOMKHUS
pHCK 3a eMOpuoHa/nnoA.

Ynompeba no apeme na nocrednume 6 meceya om bpemennocmma:
Qopena CosyTab MOXe a ce mpunara o NeKapcKa npeleHka.

Kopmene:

AMOKCHLLMIIHH U KJIaBYJIAHOBATA KACEHHA IPEMHHABAT B KbPMaTa H MOXE Ja DPHUHHAT HeXKeJIaHH

PCAKLIMH HA HOBOPOJCHOTO, Hamp. AMapus. KepMmeHero Tpsoea na ce MPEKPATH AOKATO IpHeMare Popcun
Conyrab.

[Hogupane u patora ¢ Mmamnan

Camo B MHOro pexku cny4au ®opcnn ConyTab Moxe 1a [MPECAU3BYKA HEXENAHH peakuHH (KaTo

00BPKAHOCT HJIH 3aMaiiBaHe), KOMTO MOTaT Aa MOBJIMAAT CIOCOBHOCTTA 23 wodupade u paborta ¢
MAaLLHHHU.

[Ipenynpexnenns 3a HAKOH CLCTABKH
Popern Conytab ceabpika ClneHATE KOTHYECTBA Kaauii B | TaGieTka:

®opcun Conytab 250/62.5 mg: 12,3 mg

Konuuectso Ha kanus nosede or 34 mg AHeBHO TPAGBA A4 Ce MM B NPEABH NPH NAUHEHTH C HAMANCHS
ObOpeyuHa GyHKUMA U IPH NALMEHTH HA KOHTPONMPAHA KaIHEBa (HeTa. P e

Dopeun CosyTtab He ChAbPXKa 3axap, NaKTO3a HIH TIYTEH,




3. KAK JA MIPHEMATE POPCHI COJNYTAB

Hauun Ha npuaoxenne

Popena Conytab mucneprepaiiy ce TaBnerka MoraT Ha ce IpUMeMar no 2 HavyHHa:

I. Tlormwliate Tabnerkara LHaaa, ¢ vyama BoAA.

2. TlocraBere TabnerkaTa B NONOBKH Yaina BOJa, pas0bpKaiiTe ao6pe 10 ObAHOTO U pasTBapsHe U
W3NUATE MONyYeHara JIEKo NOAC/IAACHA, ¢ JISK MUIOAOB MUPHC CYCHEH3HA.

3a ja ce HaManM NoABaTa Ha CTOMANIHO-YPEBHH CMYINEHHA, CE IPETIOPLYBA Ja MPHEMATE Dopcu
ConyTa6 B Ha4anoTo Ha XpaHeHero.

Ho3uposKa

/lo3ara ce onpepens ot nexkysaias IEKAp. AKO HE CTe CUT'YPHH, ONMTalTe OTHOBO Balluust nekap Uian
dapmauesr.

Obuualinute 103MpoBKH ca :

Heua ot 7-12 rogunn(oxono 25 -37 kg)
I Tabnerxa @opeun ConyTab 250/62,5 mg 3 NbTH JHEBHO

[eua or 2-7 rogusy (okono 13-25 kg)::
I Tabera @opeua Conytab 125/31,25 mg 3 NbTH AHEBHO

[1pu texkn cnyyvan Bawmwusr gexap moxe na PEIIH 1a IPEANHMINE HECTAHAAPTHA IO3HPOBKA.
CpenHaTa NPOAB/KMTENHOCT HA NeYeHueTo e 7-10 JHH.

BaxHo e 1a He npekparsaBaTe neuenueTo NpeKACBPEMEHHO.

Axo cre npuesn ®opeun Coayraé nopege ot NpeanInucalHoTo

O6bpHeTe ce kbM Bainug nekap
OOMKHOBEHO HAMA Ja Ce MOABAT CELHANHMY CHMIITOMH, HO MOKE Aa BE3HHUKHAT CTOMALIHO-4YPEBHH

ONAaKBAHKA — raicHe, NOBPBILAHE H AUAPHA.
AKO CTe NIPONMYCHAIM 12 IpPHeMeTe Dopeng Conyrat

AKo cte 3a0paBuiu /12 NpHeMeTe TablleTKaTa HABPEME, MOXKE Aa 1 B3EMETE HIOM CH CIOMHHUTE. AKO 0baye

HabJIMKaBa BPEeMETO 3a clie BALLHS [IpueM, He TpsAOBa [la A B3eMATe, a 1a MPOABIKHTE NO npejyilHaTa
cxema.

4. Bb3IMOKHH HEXXKEJIAHH PEAKIIUU

Kakro Beuuku nexapersa, ®opeua Conyrab Moxe na NPEAU3BHKA HeXENaHH Jj
BCEKH MW NOyYasa.




Qopcun Conytab moxe ma NpeH3BHKA CNEHUTE HEXXENTAHH PEAKLIMH:

Hecmu (3acseam om 1 0o 10 ua 100 nayuexma)

CYXOTa B yCTaTa i HapyIUeHH: BLB BKYCOBUTE ycellanus

l'anene, nospoiliaHe, AHapHs, 60Ka B CTOMAXa, KalliaBH H3NPAKHEBHUS MK ChPOEkK OKOMO aHyca,

OOHKHOBEHO T€3U CHMITOMM H34€3BaT CaM. I1pu Texxxn auapun TpsaOGBa 4a yeegomuTe Bawus
neKap.

Kokuu anepru4uu peakium noa (hopMa Ha 3auepBaABaHE /UPHAPYKEHO MOHAKOTA C 0O puB/.

Hevecmu (zacsieam om 1 00 10 na 1000 nayuerma)

Barnnanen cepbesk, Sone3HeHOCT ¥ TeHeHHe.
CynepuHdexudH npyu npoab/KHTEIHA WiIH MHOTOKpaTHa ynoTtpeda.

Pedku (3acsizam om 1 00 10 na 10 000 nayuenma)

3amaiiBane, rmaBoGoNMe, FbPUOBE, -

HpesHa KaHAWAO3a, Bh3MaNEHHE HA Ae6eNoTo YEPBO (IIOHAKOra MPUAPYKEHO C BTPUCAHE HIN
OTACNAHE Ha CNY3 WM KPhB), NPOMAHA B I{BETA HA 3LOUTE.

Bb3nanenue Ha KpbBOHOCHHTE ChIOBE.

JlokanHo HaTpyNBaHe Ha TEUHOCT MO KOKATA U JTHTABHIIHTE (Hamp. r'epPIO WIH e3HK),
3aTPYAHCHO OULIaHE W/HIH ChPOEsK H KOXeH 0GpHB.

TemKu KOKHH peakuyue HNH KOXKHH OOpPHBH C YEPBEHY, C HENpaBUaHA (OPMA NeTHa.

TexKH anepruvny peakuMy WIH HIOK (PA3KO NOHHXKABAHE Ha KPBBHOTO HaNATaHe, NPHAPYHEHO C
NpebNeAHABAHE U OrpaHHYABaHE Ha Ch3HAHUETO). HezabasHo ce o0bpHETE KbM Baluns nexap.
AHemus (HaMalsBaHe Ha Gpos HA YEPBEHHTE KPbBHH KIETKH).

YeproapobOHO Bh3naNeHne U XKbITeHHIA (H3pa3eHu KaTo NOXBIATIBAHE Ha KOXKATA U 64710TO Ha
OFHTC W IIOTPMHABAHE Ha ypHHaTa). Cnpere npuema Ha ®opeun Conyrab u ce cebpkeTe ¢
Ballius aexap, 10pH ako Te3u MPUIHALIK Ce POABIT CeAMHMIIM e MPUKIIOYBAHE HA JICYEHHETO.
Br3naneune Ha GpOpeurTe, IPHIPYIKEHO OT KPBB B YpHHaTa H OONKa

Mnozo pedru (3acazam no-manxe om 1 na 10 000 nayuerma)

XHUNEepPaKTUBHOCT, Ge3n0OKOHCTBO, Oe3chuMe, o6BpKaHOCT, arpecus.

Hamanenue Ha Genute KpbBHY KIIETKH, HAMAJIEHH TPOMOOLIUTH, YABLIKABAHE HA BPEMETO HA
KbpBEHE (KOETO MOsKe [1a AOBeE IO BHE3AMHA BHCOKA TEMNEPATYpa, CHIHU DONKY B rbpAOTO
00pa3yBaHe Ha CHHIHM MITH KbDBEHE.

Kpucrann B ypunata (0OGMKHOBEHHO BUIHMH CaMo 1101 MHKPOCKOI ¥ H3pa3€HH KaTo
MOTHEMHABAHE HA YPHHATA ¥ 3aTPYIHEHO YPUHUpaHe).

AKO HAKOS OT HEXETIAHHTE JIEKAPCTBEHH PEAKLMM CTAHE CEPUO3HA, WIIH 3a0eNeXUTE APYTH, HEONHCAHH B
Tasu JIMCTOBKA HEXeENIaHW peakLii, MOJIA yBeaoMeTe Bausa nexap unn dapmanesr.

5.

CbXPAHEHHE HA ®OPCHJ COJIYTAB

Ha ce cbXpaHsiBa Ha MACTO, HEOCTBIIHO 3a JeLa.

Ma ce cuxpanspa noa 25°C.

[la ce CbXpaHnBa B OPUIrHHANIHATA ONAKOBKA.




Aa He ce H3M0I3Ba CNEJ HITHHAHE CPOKA HA FOJHOCT, O3HAYCH BBPXY KapTOHEHATA OMAKOBKATA ¥ BbPXY
banctepa ¢: “T'oaen no”. CpoxsT Ha roAHOCT OTTOBAPA HA MOCTEAHAA €H OT TTOCOYECHHMSL MECEL,.

JlexapcTeaTa He TpAOBA fa ce H3XBBPNAT B KAHANM3ALKATA UK B KOHTEHHEpa 3a AOMAKHHCKH OTHAABIH.

[lonuraite Bams dbapMauesT kak Aa YHHIIOXKHTE HEHYXHHTe BM JlekapcTBa. Te3u Mepku 1€ noMorHar
34 Olla3paHe Ha OKONHAaTa Cpeja.

6. JOIBJIHHUTEJIHA HH®OPMAILIHSI

Kakso cbabpxa ®openg Coayrab

- AKTuBHUTE BewecTsa BbB Popeun Conyrab 250/62,5 mg ca aMOKCHLIMAKE TPUXUAPAT H KaJIHEB

KnaBynanar. labneTkurte cpabpxaT 250 mg aMOKCHLMIKH M CHOTBETHO 62.5 mg KIaByaHOBA
KMCENHHa.

- Ilomomgsnre BewecTsa ca : MUKPOKPHCTANHA eIy Ii03a, KPOCIOBUACH, MATHE3HER cTeapar,
APOMATH3ATOPH —BaAHH/IMA U KaWCHs, KAaKTO U 3aXapyH /MOACIaauTE)Y/ .

Kak m3rnexpa ®opena Conyrab v KaKBo ChIBLPKA ONAKOBKATA

®opeun ConyTab 250/62,5 mg ca qucneprupauy ce TableTkH Che CBETIIO KpEMaB IBSAT M OBajiHa $hopma,
¢ neyar — jgoro Yamanouchi u xon:

422/250/62,5

Tabnetkute ca nocraBeHy B OIMCTEPHH ABYCIIONHHH JIEHTH 110 4 TaGIETKHE /5 JIeHTH B €Ha KYTHs/.

brucTepuuTe ABYCNOHHH JIEHTH Ca MOCTABEHH B OMAKOBKA C GSJI , CHB H CHH LBST C 03HAYEHHE Dopcun
ConyTab.

He pcHukn onakosku marar aa Gbaar nycHaTH B poaxGa.

lipurekaren Ha paspemreHHeTo 32 ynoTpeba H NPoOH3BOINTEN:

Astellas Pharma Europe B. V.,

Elisabethhof 19, 2353 EW Leiderdorp,
XOonaHous

3a oMbAHNTENHA HHGOPMALIHA OTHOCHO TO3H JIEKAPCTBEH NMPOAYKT, MOJIZ CBLPIKETE C€ C MECTHHA
NPENCTABATEN HA IPUTEXATEIIA HA PAa3pelIEeHHETO 3a yIoTpeba:

Actenac ®apma IOpen B.B./EBAT
yJ. ,,burna” 6, 1407 Codus
benrapus

Ten.: + 359 2 862 53 72

JaTa na nocienno ongoGpenne Ha JHCTOBKATA

M.HOeMBpH 2007 1.




