JUCTOBKA: HHOOPMAITHS 3A HHOTPEBHUTEJIA

Popeun Conyra6125/31.25 mg AUCNEPTAPaIN ce TabJeTkH
AMOKCHUUHJIHH/KABY 1IAHORA KHCENHHA

Ilpoyerere BREMaTeNHO NAaTA JIHCTOBKA Npeau Aa 3aN04HeTe Ja NPHIIATATE TOBA NEKAPCTRO.
* 3anasere mactoBkaTa. Moxe na By ce HAIIOXKH J1a A ITPOYETETE OTHOBO.
AKO HMaTe HIKaKBH BRIPOCH, MONA nonHTaiiTe Bamus nexap wnu (papMaliesT.

* Tosa nexapcTBo € npeanucano nuyno 33 Bac. Hukora He ro npeorcTonsaiite na Apyru, To
MOXE 1a UM HaBpeaH, JOPH aKO CHMIITOMHTE HM Ca CBIHTE KaTo Bauinre.

®*  AKO HSKOS OT HeKeJlaHUTe /ICKapCTBEHH PEAKLMH CTane CepHo3Ha, M 3abenexHTe ApYrH

Gapmariesr,

B Ta3u JHcTOoBKa:

KakBo npeacrabnasa Dopcun ConyTab u 3a KakBo ce H3MOJ3Ba
llpeau na usnonasare Dopcun Conytab
Kak na usnonssare ®opcun Conyrad
Bn3Moxuu Hexxenany peaKIu
CpXxpanenre Ha Qopeun ConyTat
Hombanutenta uudopmanms
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2. IPEIH JA M3TIOJI3BATE GOPCHI COJIYTAR

He n3nonssaiire ®openy Coayrab

* AKO CTE CBpbX4yBCTBHTEIHH (QNIEPrUvHK) KoM AMOKCHLIHIIYH,
HAKOE OT NOMOLUHHTE BeluecTBa Ha Dopcun ConyTab.

® AKO CT€ CBPEXUyBCTBHTENHH (QMepruyHmn) KbM aMOKCHILHAN
WM UedanoCcIopHHHu.




AKO B MHHAJIOTO CT€ CTPafaiy OT KBITCHALA HIH APYTO 4ePHOAPOGHO HApYLUEHHE Clex ynorpeba
Ha KOMOWHalMA aMOKCHILIMIIUY / KJIaBY/1AHOBA KHCEJIHHA.

AKo Gonenysare oT nuMbAaTHYHA TeBKeMHUS (XapakTepH3upalia ce ¢ YRelHueHue Ha Senure KpbBHH
KJETKH B KPBBTA U IOLYBAHE HA TUM(HUTE BB3IH).

Ako boneaypare or MHpEKIIHO3HA MOHOHYKJIe03a (3k/e3Ha Tpecka).

O01pHeTe cnenHAIHO BHEMAHME npn ynorpebara na Popeunn Conyrab

AKO CTPajaTe OT TEXKKA H IIPOALIDKHTENHA AHMAPYS HITK CTOMAIIHO-YPEBHM HAPYLICHHA,
NPUAPYKEHH C MOBPEIIAHE.

AKO CTpajiaTe 0T YepHOAPoBHO 3a6onsgsane. Koncynrupaiite ce ¢ Bamusg JIEKAp Npeau Aa 3anQyHere
nprema Ha Popeup Conytab. YepHoapobuara GyHknus Moxe 64 TpsdBa fa 6bRe nposepena.

AKO cTpajiaTe oT 6E0pedHO 3a60naBaHe. KoHncyrrpalite ce ¢ Bamus JICKap Npeay Aa 3arnoyHeTe
upueMa Ha ©®opcua ConyTtab. J{o3ata Mmoxe 61 TpsibBa fa Orae NnpoMeneHa.

AKO npHemare NPOTUBOCHCHPBAILA JIeKapCTBa. Baiuuar nekap Moxe 1a HazHauw PENOBHO
NpOC/CAsiBaHe Ha NOKA3ATEUTE HA KPHBTA.

AKO CTpajiaTe OT T€KKH aJlepruy WM aCTMA. Popcuy Conyral Tpa6Ba ga ce [IpHEMa BHUMATEIHO
OpazH no-rojiAMara BePOATHOCT 3a ANCPrHIHH PEaKIHHU.

AKO CTpaziaTe OT XPOHHYHH 3a60/SBAHNAS KM 3260/ 5BAHKS Ha HMYHHATA CUCTEMA, 3aLI0TO MOKE R4
C€ NPOABAT APY M HHMEKUMH HIH CYNEPHHbEKHH.

AKO IO BpEME Ha NIEYEHHETO TIONYYHTE kOHBYICHH. CBBpXeTe ce ¢ Bawus nekap. Jleuennero
Tpa0OBa na ce npekpary. -

YepBeHnTe NeTHa No Kojara, TPECKa WK OOJKa B €3MKa Ca MPH3HALH 3a aNepruyHa peakuusa KbM
Dopcua ConyTab. B peniku ciayyan Moxe 14 HACTBOM TEXKa aJIeprHYHA peakLys /IokK/, npeau

BUHHYKO NPH NalUeHTH CbC CBPBXUYBCTBHTENHOCT B MUHAJIOTO. Ilpu mosgsa Ha anepruvun peakuuu
VI TCXKKA TMapHd, BeHara ce cebpxeTe ¢ Baums nexap.

iIpenopbusa ce cbIno ga ro MH(OPMHPATE U 32 APYTH CHMIITOMH, KOHTO HE M34e3BAT cnen 1-2 gHm.

IIpnemane nnu ynorpe6a na APYTH JeKAPCTBEHH NPOAYKTH

Buuaru ysenomssaiite Bauiua JIEKAp 33 ApYry JIEKapCTBa, KOUTO NMPHEMATE B MOMEHTA HIIH CTe npUeMany

CKOPO, BKIIOYHTENIHO M JIEKapCTRa 6e3 peuenta. KoMOHHALMKTE OT Pa3IM4HK JIeKapcTBa MOXKeE [a ca
BpellHH 3a Bac.

Kombunvpane na ®opeun Conyrab c:

HIKOH BUAOBE XUMHOTEPANIEBTUIIY MTH aHTHOHOTHLIH (KaTo TeTpaLMKNHHM, MaKpPONIKIH,
Cyn{poHaMUIH H xTaopambeHnKoN) He TpAOBa ga ce mpuJara.

fucysigupam (JIeKapcTBO 33 leyeHue ya alKOX0M13bM) He TpsOBa 1a ce npuara .

npobeHEUMA (IeKapCcTBO 32 ieyeHHe Ha nozarpa), GeHUNOY Ta30H, OKCHpeHGYTa30H (JlekapcTea 3a
NEYCHUE HA APTPHT) HE € IPENOPBYHTEIHO.

AJIONYPHHO (JIEKApCTBO 34 JleYeHUe Ha [IOAArpa) MOXe Ja YBEIM4YH YECTOTATA HA NOABA Ha 00bpus.
CysiacanasuH (IeKapCcTBO 3a JleueHUe Ha YPCBHH BB3NAJICHHA U PEBMATH3IBM) MOXKE N4 HANOMXKM
nexkapsaT Bu 1a npoMedu no3ara Ha Cyngacanazuy.

METOTpEKCaT (JIEKApCTBO 32 JIeYeHMe Ha Pak Ha KPbBTa, PCBMATA3IBEM MM NICOPHA3HC) HE €
IPENOPBYKTENHO.

AUFOKCHH (NI€KAPCTBO 3a ChPAEYHH HAPYILICHHS) MOXE A HATOWKH NICKAPAT Aa IPOMEHH [[03MPOBKATA
Ha AMTOKCHHA.

[IEPOPANHH KOHTPALENTUBHH CPpeACTEA (,,IPOTHBO3aYaThYHH Xamy
HARCHKTHOCTTA Ha eekTa HM. Moxe Ja MONyUnTe ¥ R0G2BBYHO




[IPENOPBYEA N0 BpeMe Ha neuernero ¢ Popeng Conytab u 1-2 cenMHuH Ciea ToBa Ja H3rnon3sare U
APYTH CPEACTBA 3a npeanaspane OT 3a0peMeHABaHe (Hanp. npe3eppaTHB).

® JIEKADCTBEHH CPEACTBA Pa3pekJaliu KpbBTa (aHTHKOAry1aHTH). Batuuar nexap Moxe 1a nasHauw
PEAOBHO U3CNEABAHE HA KPbLBTA.

e Qopcun ConyTab MOXe 13 MOBIHSE BBPXY PE3yNTaTUTE OT AHATHOCTHYHH TecToBe. IIpH HeeH3UMHM

MCTOAH 33 OMPEICIAHE HA 3aXap B YPHHATA MOXKE [ C€ TIONy4aT (BaALInEO HONOKUTETHH PE3YJITATH.
o chluKs HAYMH Ce MOBIHABA M TECTDHT 34 ypobunuHoren.

* [Ipn OpeMeHHN XeHn, TeKyBaHH ¢ aMITMITHIME e HabJloJaBaHO NMpexoHO HaMaNgBaHe Ha CCTPHON
(xeHCKH XopMoH). To3H edexT & BbIMOXKEH H npH nedeHue ¢ Gopeua Comnyrabd.

Ilpuem Ha Dopena Coayrab ¢ xpann m HanwTKy

3a 1a ce NpeAOTBPATAT Bb3MOXHH HEKETAHH PEaKlHK OT CTPaHa Ha CTOMAILHO-YPEBHHUS TPAKT, Ce
tperopbUBa f1a mpuemate @opeun ConyTab B Ha4anoTo Ha XpaHeHeTo.

bpemeHHOCT B KLpMene

Koucynrupaiite ce ¢ Baiuus nexap wim (papMaleBT npeau Aa IpHeMeTe KOETo H 1a e AEKapCcTRO.

Ynompeba no epeme na nvpsume 3 meceya om bpemennocmma.

AMOKCHIHIHH ¥ KNaBYJaHOBaTa KUCEINHA AOCTHIAT 10 eMOpHOHa/noa npe3 mnavlesTara. Vnorpebara

MM TpAOBa fa ce u30ArBa OCBEH ako Nexapar By ne NPELICHH, € NON3aTa & RO-ToIAMa OT Bb3MOKHHA
PHCK 3a eMOpHOHA/TLIONA.

Ynompeba no epeme na nocirednume 6 Mmeceya om Opemennocmma:
Gopcun Conytab Moxe 1a ce npunara no JIEKapCKa npeleHKa.

Kepuene:

AMOKCHIHJIMH W K/TaBYNAHOBATA KHCEHHA [IPEMMHABAT B KbpMaTa H MOKE Ja NPHYUHAT HEeXeNaHy

peaKiiii Ha HOBOPOAEHOTO, Hanp. guapus. KspMeHero Tpabea na ce IPeKpaTH A0KaTo npuemare @opcus
ConyTab.

[lodnpane n paGora ¢ Mammun

Camo B MHOr0 pegkH crnydan Dopeun ConyTab Moske ga npesussuka Hexenaku peakuuu (karo

00BPKAHOCT UK 3amMaliBaHe), KOUTO MOTAT [id TTOBJIHSST CIIOCOOHOCTTA 3a modupaHe 1 paboTa ¢
MalliMHH.

IIpeaynpexaenns 3a HAKOH CHLCTABKH
®opcun ConyTab cbabpKa CIeIHHTE KONHYECTBA Katuti B 1 Tabnerka:

Dopcun Conyrab 125/31,25 mg: 6,13 mg

KonuuecTBo Ha Kanus noeeye ot 34 mg JHEBHO TpsOBa a ce MMa B IPeBH ALHEHTH ¢ HamaleHa
ObOpeuHa dyHKuns ¥ NpH NaLuesTH Ha KOHTPONHpaHa Kajluera AUeTa.

Popcun Collytab He cpabpKa 3axap, J1aKT03a WM IIyTeH.



3. KAK JA ITPMEMATE ©®OPCUJ COJIYTAE

Hauun Ha npunoxenne

dopcug Conytab AHCTIEPTHpAUIH C& TabNETKH MOTaT /1a ce NPHEMAT No 2 HauMHa:

1. Tlornsmare Tabnerkara 413, ¢ 4ala BOAJA.

2. THoctaeere TabneTkaTta B NOMOBHH Yalia BOAR, pazbbpKaiTe 106pe 10 BIHOTO U pasTBapase u
W3INUHTE TIONYYEHATA JIEKO NOACHAnEHa, ¢ JICK MIIOAOE MHAPHUC CYCIICH3HA.

3a 1a ce HAMAJIM [10ABATa Ha CTOMAIIHO-YPEBHH CMYIIEHHs, CE PEenopbYBa Ja npueMate Gopcup
ConyTab B Hauanoto na xpanenero.

/l03upoBKa

Jo3ata ce onpenens ot JICKYBaIINA NEKap. AKO HE CT€ CUT'YpHH, NONHUTAalTe OTHORO BallysT JeKap Wi
dapmauesrT.

ObwnuaiiHuTe n03uposKU ca :

Ueua ot 7-12 ronuuu(okono 25 -37 kg)
I Tabnerka ®opeua Conytab 250/62.5 mg 3 IbTH JHEBHO

Heua ot 2-7 roaunn (okono 13-25 kg)::
| Tabnerka @opcuz Conyrtab 125/31,25 mg 3 nbTH qHEBHO

[1pn Texkn cayyau Bawmuar /ICKap MOXE 1a peld a NpeAnUuIe HECTAHAAPTHA I03HPOBKA.
Cpennara OponsIKHMTENHOCT Ha TeYeHHeTO e 7-10 ZHH. |

BaxxHo € 5a He npekpaTaBaTe TeYyeHneTo NpEesKAEBPEMEHHD.

Axko cre npuean ®opcun Conyrab noseue ot NPpeANHCAHOTO

OObpuere ce kbM Bawmns nekap |
OOnKHOBEHO HAMA J1a CE NOABAT CHEHANHM CHMIITOMH, HO MOXE 1a Bb3HUKHAT CTOMAILHO-YpEeRHH

OTiaKBaHHA — rafeHe, OBPbLIAHE U XHAPHA.
AKO cTe nponycHAIN 14 npuemere @opeun Conayrad

AKo cre 3abpaBuny sa IpueMeTe TableTkaTa HappeMe, Moxe Ad A B3EMETE HIOM CH CIIOMHHUTE. AKO obaye

Habnnxasa BpeMeTo 3a cliensamus NpueM, He TpAOBa fa A B3eMaTe, a 1a POABLIKHUTE N0 NpeauITHATA
CXEMa.

4. Bb3MOXKHH HEXKEJIAHH PEAKIITUH

KaxTo BcH4ky nekapersa, Dopcun CoxyTab MOXE 12 pe AU3BHK
BCEKH I'H II0JTyYaBa.




Dopcua ConyTtab Moxe jia Npeu3BrKa CIeAHUTE HexeatH peaKkUHH:

HYecmu (zacszam om [ 0o 10 na 100 nayueHma)

CyXoTa B ycTaTa M HapyUIeHHs BbB BKYCOBHTE ycellaHuA

['anene, noepwiuane, nnapus, Goika B CTOMaxa, KalllaBy M3TPaKHEHHS UM ChPOENK OKOMO aHyca.

OOUKHOBEHO TE3M CUMIITOMM M34€3BaT CaMM. IIpn Texkn anapuun TpsbBa Aa yBenomuTe Bamus
nekap. -

Koxun aneprusuv peaxmin nog (hopma Ha 3a4epBABaHE /IPULPYKEHO IOHAKOTA C 0OpuE/,

Hevecmu (3acazam om 1 0o 10 na 1000 nayuernma)

Barunanen cxpGex, GonesHeHOCT U TeueHue,
CynepuHdexuun Npy npoabLKUTEHA Wk MHOTOKpaTHa ynoTpe6a.

Peoxu (3acszam om I oo 10 na 10 000 nayuenma)

3amaiiBaHe, rinaBoGonme, MbPYOBE.

Ypesna KaHRHZ03a, Bb3NAIeH e Ha Ne6esoTo 4EPBO (MOHAKOTA IIPHAPYKEHO C BTPHCAHE HITH
OTIAENAHE Ha CIIY3 WM KPBB), IPOMAHA B LIBETA Ha 360HTe,
Bb3naneyue Ha KphBOHOCHHTE ChAOBE.

JlokanHo HaTpymnBaHe Ha TeYHOCT TIOA KOKaTa M NHTaBHUATE (HAIIp. I'bPIIO HITH E3HK)
3aTPYAHCHO QUILAHE W/MJIH CBPOEX U KOXKEH o0pus.

TeXKH KOXHH peakLUy M KOKHH ODpHBH C YepBEHH, ¢ HeNpaBHHa (GopMa NeTHa.
TexKky anepruusu peaknuu MM MOK (P43KO NOHMKABaHE HA KPBBHOTO HANArAHE, MPHAPYKEHO C

MpedneaAHaBaHe U OrpaHHYaBaHe Ha Ch3HaHHETO). HezabaBHo ce ofnpHeTe kM Bauius Aexap.
Axemus (HaMansBane Ha 6pos Ha YEPBEHHUTE KPBBHU KIETKH).

HepHoapoGHO BH3NANECHHE H KBITEHHIIA (M3paseHH K4TO NOXKBJATABAHE HA KOXKATA M GAIOTO Ha
OHATE U NIOTBMHABAHE Ha YpHHata). Cripere npuema Ha Popeup Conyrad u ce CBBPKETE C
Baius nekap, nopu ako Tesu NPH3HALH CC NPOSABAT CCAMHUH CIIEA NPHIITIOYBAHE HA 1EYCHHETO.
Br3nasnenne Ha 6b6penute, mpuapyKEHO OT KPBB B YypHHaTa ¥ 60jika

Mnozo pedxu (3acszam no-manxo om 1 na 10 000 nayuexma)

XHIMepakTHBHOCT, Ge3n0KoMCTRO, OeschHue, 06npranocT, arpecus.

HamaneHue Ha GenuTe KpbBHH KIIETKH, HaMaNeHn TPOMOOUNTH, YIBIKABaHE HA BPEMETO Ha
KbpBEHE (KOETO MOXKE fia JOBEAE M0 BHE3aNHa BHCOKA TEMNEPaTypa, CUJIHH OOJKH B rePIOTO
00paszyBane Ha CHHHHK WK KbpBEHE.

KpHCTanu B ypuHaTta (06MKHOBEHHO BHIMMY CAMO (10 MUKPOCKOT U M3Pa3EHN KATO
HOTEMHABAHE HA YPHHATA U 3aTPYAHEHO YPUHHPaHE).

AKO HAKOA OT HEXeNaHuTe IEKAPCTBCHU peakuyuy CTaHe Cepuo3Ha, WK 3a6enekuTe APYIW, HEONHCAHH B
Ta3W JIMCTOBKA HEXKENAHH PeaKuuM, Mol yBengomere Bammus neKap uiM (papMalLieBT.

3.
Ja ce chXpaHsBa Ha MACTO, HEZOCTBIHO 34 JeLa.
Ha ce cbxpansiga nog 25°C.

Ja ce ceXpaHsBa B OPUTHHANIHATA ONAKOBKA.

ChbXPAHEHHME HA ®OPCH/ COJYTAE




Jla He ce U3noN3Ba Cien H3THYAHE CPOKa Ha rOAHOCT, O3HAYeH BbPXY KAPTOHEHATA OMakOBKaTa H BbpPXY
brucrepa c: “T'oaen 10”. CpoKBT Ha FOZHOCT OTIOBAPA HA MOCJICIHAS JIEH OT HOCOYECHUS Meceu,

JlekapcTearta He TpsiOBa Aa Ce H3XBHPAAT B KAHAMH3ALMATA HAH B KOHTEHHEDA 32 AOMAKMHCKKH OTNAABLLK.

Ionuraiite Bawus gapmanest kak fa yHHLIOKHTE HEHYXHUTE Bu IEKAPCTBA. 1'€34 MEpKH Liie NOMOrHar
3a onassaHe HA OKOJIHATA Cpeja.

6. JOIBJHHUTEJHA HHOOPMALIA

Kakspo chabpxa ®openy Coayrad

- AKTHBHMTE BeluecTBa BbB Popeua ConyTtal ca aMOKCHUMIHE TPUXHAPAT K KATUeB KnaBytaHar.
TabneTkure chbabpxar 125 mg aMOKCHUMIMH U CHOTBETHO 31.25 mg KaBYIaHOBA KHCEIMHA.

- lloMoumnTe BewlecTBa ca : MUKPOKPHCTANHA Le1yI03a, KPOCTIOBHAOH, MAFHE3HEB cTeapar,
ApOMATH3ATOPH —BaHHIIHA W Ka¥CHs, KaKTO U 3aXapHH /NoAciaguTel/ .

Kax n3rnexna ®opcua Conyrad B KAKBO ¢LIBPHKA ONAKOBKATA

®opeun Conytad 125/31.25 mg ca gucneprupamy ce TabaeTKU Che CBETIIO KpeMaB UBAT ¥ OBaJIHA
¢opma, ¢ neuar — aoro Yamanouchi u xox:

421/125/31.25

Tabnetkure ca NOCTaBEHH B ONMCTEPHHM ABYCNOMHH NEHTH NO 4 TabneTkH /S TeHTH B efHa KYTH/.

bnucTepHuTe ABYCIONHN NIEHTH ca NOCTABEHK B ONAKOBKA ¢ O , CUB H CHH UBAT C 03HaucHHe Popcuy
ConyTab.

He Bcuuxku onaxkoBki marar fa Os4aT mycHATH B poaax6a.

[IpaTexaren Ka pazpemenneTo 3a ynorpe6a H NpoH3BOANTEN:

Astellas Pharma Europe B.V .,
Elisabethhof 19, 2353 EW Leiderdorp,

Xonangus

3a pomBNHUTENHA HHPOPMAIHMS OTHOCHO TO3H JIEKAPCTBEH APOAYKT, MOJIS CBBKETE CE ¢ MECTHHA
MPEACTABUTEST HA IPHTEXATENA Ha pa3peliCHUETO 3a ynoTpeda:

Actenac ®@apma IOpwn B.B./EBAT
yn. ,,burima” 6, 1407 Codus
bearapua

Ten.: +3592 862 5372

/laTta na nocneaHo oxoGpenne Ha NUCTOBKATA

M.HOeMBpH 2007 r.




