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JlucTok-BKJIAABIII — HHq)OpMallHﬂ AJd manueHTa

Kcoduosa
40 mr
Ta61eTKH, TOKPbITHIE IIEHOYHOI 000/1049KOii

Kcoguroza
80 mr
TabJIeTKH, OKPBITHIE MJIEHOYHOH 000/104K0H

JleiicTByIOLIIEE BELIECTBO: GanoKcaBUp MapOOKCHI

V¥ JlekapcTBeHHBIH Mmpenapar MOMJIEKHUT JOTOJHATEIbHOMY —~ MOHMTOPHUHTY, KOTOpbIH
CMOCOOCTBYET GBICTPOMY BbIABICHHIO HOBBIX CBEJEHHH O G€30MacHOCTH. Bbl MOXETE MOMOYb,
coobuas MHpOpMALKMIO O JTHOOBIX HEXeNaTeNbHbIX PEAaKUMsX, KOTOPbIE BOSHUKIM B MEPHUOA
NpUMEHEHHs JIEKapCTBEHHOTO Mpenapara (B TOM YUC/Ie U O Clly4asX €ro Hea(h(heKTUBHOCTH).
Cnoco6 coollLieH s 0 HeXKeNaTeNbHBIX PeakLiaX OMUCcaH B pasjele 4 JIMCTKa-BKIa/bllIa.

Hepea NpHeMOM nmpenapara noJIHOCTbIO npoquTaﬁTe JIMCTOK-BKJIAABIII, MOCKOJbKY B HEM
coJeprKaTcs BaKHbI€ 1JId Bac cBeneHus.

. CoxpaHuTe JIMCTOK-BKJIabIL. Bo3moxHo, Bam notpedyeTcs mpouuTarh €ro eie pas.

. Ecnu y Bac BO3HMKJIM JOTONHUTENbHBIE BOMPOCHI, 00paTUTECh K JieyallemMy Bpady WiH
pabOTHUKY arTeKH.

. [penapar HazHayeH MMeHHO Bam. He mepepaBaiiTe €ro Apyrum JIHOASAM. OH MOXeT
HaBPEMTh MM, Ja’Ke €CIIM CUMIITOMBI MX 3a00/1eBaHHA COBNAfaKoT ¢ Bammu.

. Ecan y Bac BO3HMKIM Kakue-THGO HeXenaTeNbHble peakiyu, 00paTHTECh K Jieyalemy

Bpavy WU pa60THm<y alTCKH. HaHHaH peKoMEeHAalUusA pacnpoCTpaHACTCA Ha J100bI€ BO3MOXKHbIE
HeXXeNlaTeJbHbIe peaKlUu1, B TOM HYUCJIE Ha HE MEPEUYUCIICHHBIE B pa3aieiie 4 nucTKa-BKJIaJblILlIA.

COJIEP’KAHUE JINCTKA-BKJIAJIBIIIA
Yo u3 cebs npeactasnseT npenapat Kcoduosa, U AJis 4ero ero npUMEHAIOT.
O ueMm cleyeT 3HaTh nepej npuemom npenapata Kcodurosa.
[Mpuem npenapata Kcodaro3sa.
Bo3Mo)kHbIE HEXKeNnaTebHbIE PEaKLIMK.
Xpanenue npenapara Kcodumrosa.
CoaepxXuMoe YNakoBKH U MPOYHE CBECHHS.

P P b B9 8D 1=

1. Yro u3 cebs npeacrapisier npenapat Kcoduirosa, u 1Jist 4ero ero npuMeHsor

IMpenapar Kcodmosa comepxur OGanokcaBup MapOokcun. OH  OTHOCHMTCA K - THIlY
MPOTMBOBUPYCHBIX ~ MpPENaparoB, KOTOPbIA  HA3bIBAETCA  «MHMMOWTOP  KIM-3aBUCHMOM
9HJIOHYKJIEA3bD».

IMpenapat Kcodumiosa npuMeHSIOT A7ist JeueHus W npodunakTvku rpunma. [laHHbli npenapat
NMPenATCTBYET PAclpOCTPAaHEHUIO BHUpyca TpWMNNa B OpraHu3Me M TMOMOraeT YCKOpHUTbH
BBI3IOPOBJICHUE U YCTPAHEHUE CUMIITOMOB.

IToka3aHusi K NPUMEHEHHUIO

JleyeHue rpummna

[penapat Kcodmioza nokasaH kK NPUMEHEHHIO y B3POCTIbIX M €Tl B BO3PACTe OT 6 JIET U CTapluie
JUISl IeYEHUsS HEOCTOKHEHHOrO TPUMNA, Y KOTOPBIX CHMITOMbI FPHMNa HabrojaloTes MeHee 48
4acoB.
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[locTKOHTaKTHas NpodUIaKTHKA TPUMIA
IMpenapat Kco¢ro3a nokasaH K IPUMEHEHHUIO y B3POCIIBIX U neTeil B Bo3pacTe OT 6 JIeT ¥ cTapiie
JUI TIOCTKOHTAKTHOM MpO(HMIAaKTHKK TrpuMma: Mocsie KOHTaKTa ¢ 3a60NIEBLIMM TPHIINIOM

YEJIOBEKOM.

Eciu ynyullleHHe He HACTYMHIO MM Bbl 4yBCTBYETE yXyALICHHE CaMOYYyBCTBHA, HeoOX0AMMO
o0paTUThCA K Bpavy.

2. O 4em caeayeT 3HaTh nepea npuemom npenapara Kcogarosa

He npunumaiite npenapat Kcodurosa:
. ecnn y Bac anneprus Ha GanokcaBup MapOOKCHMI WIH mo0ble Ipyrue KOMIOHEHTbI
npenapara (MepeYncieHHbIe B pasaene 6 JIMCTKA-BKJIA/1bILLIA).

Oco0ble yKka3aHUusl H Mepbl NPEA0CTOPOKHOCTH
[lepen mpumenennem mpenapata Kcogurosa MpoKOHCYIbTUPYHTECH € JEHAlMM BpauoM WIH
pabOTHUKOM arTeKH.

B3p0cm>|e MALMEHTHI U 1€TH
He namaiite 3TOT npenapar A€TAM B BO3pacTe MiIaame 6 JIET, MOCKOJIbKY BJIMAHHUE Mpenapara

Kcoduo3a B 3T0i BO3pacTHOM rpyrine HeW3BECTHO.

Jlpyrue npenapatsi 1 npenapat Kcoduioza

Coo6uTe JevalemMy Bpadyy MiM paGOTHHKY anTeku O TOM, 4YTO Bbl MpUHMMAeTe, HEJAaBHO
NPYHUMAJM WM MOXKETe HauyaTh MPUMHUMATh KaKue-TMOo Apyrue npenaparhl.

He npumensiite npenapat Kcoduosa co cneayroimMu npenapartamu:

° cnaGuTeNbHBIMU MpenapaTaMu
® npenapaTtamMy, KOTOPble YMEHBIIAKOT KHCIOTHOCTB JKENyJ0YHOr0 CoKa (aHTauMIaAMM)
. MUIIEBBIMU 106aBKaMH, COJEPIKALMMHU HKENE30, LIUHK, CENIEH, KallbLUA WM MarHHUi.

JlaHHble NleKapCTBEHHbIE MpernapaThl ¥ MUILEBbIE 100aBKH MOTYT yMEHBLIUTH s¢dexT npenapara
Kcodmroza.

BepeMeHHOCTDb U IPy/HOe BCKAPMJIHBAHHE

Ecnn Bbl GepeMeHHbI WM KOPMMTE TPYAbIO, MOJaraeTe, YTo Moxere ObITh OEpeMEHHbI WU
MIaHupyeTe 6epeMEHHOCTD, B Ka4eCTBE MEPBI PENOCTOPOIKHOCTH PEKOMEHYETCs HE IPUHUMATD
npenapatr  Kcodumosa. Tlepen  NpUMEHEHMEM — JaHHOTO  JIEKapCTBEHHOro  mpemapata
NPOKOHCYITUPYHTECH C JIeUalliuM Bpa4oM Ml pabOTHUKOM anTeKH.

Ynpasjienne TPAHCHOPTHBIMH CPEICTBAMH H padoTa ¢ MeXaHH3MaMH
He npeanonaraercs, 4yro mpenapaT Kcoduroza MOXET OKasblBaTh BIMAHHE Ha CMocoOHOCTh
YIpaBJisTh TPAHCTIOPTHBIMHU CPEICTBAMH M paboTaTh C MEXaHU3MaMH.

IIpenapat Kcoduro3a coaepKuT JIaKTO3y
Tpenapat Kcoduoza coaepxuT naktosy (BUa caxapa). Ecin y Bac HenepeHOCHMOCTh HEKOTOPBIX
caxapoB, 00paTUTeCh K JieHallieMy Bpady Nnepe NpUeMOoM JaHHOTrO JIEKapCTBEHHOTO npenapara.

Ipenapar Kcoduirosa coxep:kuT HATPHIA
DTOT Npenapar coAepKUT MeHee 23 MT HaTpHs Ha TabJIeTKy, TO €CTh «MPAKTHHECKH HE COACPHKHUT
HaTpUs».

3. lpuem npenapara Kcoduosa
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Bcerja mpuHUMaiiTe npenapar B 0JHOM COOTBETCTBHH C PEKOMEHALMAMH Jieyallero Bpaya uiu
paGoTHUKA anTeku. [1py MOSBNEHHH COMHEHUH MPOKOHCYJIBTHPYHTECH C JIeHallUM BPauoM Wi

pabOTHUKOM anTeKH.

Pexomenayemasi 103a
Jlns nevenus rpunma npenapat Kcoduioza NpUHAMAIOT B BUAC OJJHOKPATHO# 103bI KaK MOXHO

paHbLIE - B TEHCHHUC 48 yacoB MocJie BO3HUKHOBEHHSI CUMIITOMOB IpHIIIA.

Jlng npoMnakTUKK rpurna npenapar Kcodnio3a NpUHUMAIOT B BUAE OJIHOKPATHO# J03bl KaK
MOKHO paHblie - B TeueHne 48 4acoB nocie KOHTakTa ¢ 3a00JIEBLLIKM YEJIOBEKOM.

Jlo3a npenapata Kcoguo3a 3aBUCHT OT Macchl Baruero tena. Bpau unu pabOTHHK anTeKH CKaxeT
Bawm, Kakoe KOJIM4ecTBO npernapara Bel JOKHBI PUHATE.

Macca Tesia Jlo3a npenapata Kcoduiosa
<20 kr CM. IMCTOK-BKJIA/IBILI JIEKAPCTBEHHOTO MpemnapaTa
Kcodmniosa, rpaHyibl 171 NPUTOTOBJICHUS CYCNEH3MH IS
npueMa BHYTpPb.

Ot > 20 no <80 kr PasoBas 103a, paBHas 40 Mr, nppHUMaeMas B BUIIC
= 1 x 40 Mr TabNETKH
80 kr u Oonee Pa3zoBas 103a, paBHas 80 Mr, nppuHUMaeMas B BUZIC

- 1 x 80 Mr TabGneTKH

IMpenapat Kcoduro3a MOXKHO MPUHMMATh BHE 3aBUCHMOCTH OT MpHEMa MHILK. Bce Tabnetku
HEOOXO0MMO MpPOrIaThIBATh, 3aMMBas BOJOM.

Ecsn Bbl npunsiau npenapat Kcoduirosza Gosbuie, 4eM CJ1€10B2a/10
Ecnu Bl ciyyaiiHo npuHsnau Gosblle mnpenapata, 4em ClenoBano, MPOKOHCYJIbTUPYHTECH CO
CBOMM JIEUal[¥M BpauoM WM paOOTHUKOM arnTeKH.

Ecau BbI 3206118 npuHaTh, npenapat Kcodurosa
Ecnu Bbl 3a0b111 IPUHSTH YaCcTh WK BCIO 103y, MPUMUTE €€ KaK MOXKHO CKopee.

Jnsa neuenus rpunna Kcodurosa cieayer npuHUMaTh B TECYCHUE 48 yacoB mocie MOsABJIECHHUS
CUMIITOMOB T'pHIIIA.

Jlns npodunakTuky rpunna Keogrmiosa cieyeT NpUHAMATh B Te4YeHHE 48 YacoB Mocie TECHOro
KOHTAKTa C YeJOBEKOM, Y KOTOPOTO IPUIII MOATBEPIKACH UIIH €CTh MOA03PEHHE Ha TPHIL.

4. BozMo:KHbIE HexKelaTelbHbIe peaKIHu
[Togo6GHO BceM JleKapCTBEHHBIM TperaparaM MpenapaT MOJKET BbI3bIBATb HEKENATCIbHBIC

peakuHH, OJJHAKO OHU BO3HHUKAIOT HC Y BCEX.
B3p0CJll>le NAalHEHTHI, MOAPOCTKH H A€TH

Bo Bpems neuenuss mpenapatoM Kcogmo3a MOTyT BO3HHKHYTb CIIEAYIOLIME CEPbE3HBIC
HexenaTelbHble PeaKliy, MPH BOZHHKHOBEHHH KOTOPBIX CJe1yeT HeEMEICHHO o0paTHThCH
32 MeIMIHHCKOI MOMOLILIO.

. Tsokenas annepruyeckas peakius (aHaduiakcus) ¢ TAKUMK NPU3HAKAMH, KaK OTEK JMLa
WK KOXKH, 3y/IA1Las Chillb, HU3KOE apTepHalibHOE JaBCHHE U 3aTPYIHEHUE bIXaHHUS.

YactoTta JaHHBIX peaKunﬁ ABJISETCS HEU3BECTHOM (l/lCXOlISI U3 UMEKOLIUXCSA AaHHBIX, YaCTOTY
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BO3HUKHOBEHMUSA onpeuenmb HGBOSMO)KHO).

JIpyrue Bo3MO:KHbIE HesKeJlaTeJbHbIe peaKkIHu:
Crnenyroline HeXenaTelbHble peakiui HEYacThIe (moryT BeTpevatbes y 1 u3 100 MalKeHTOB):

e 3ypswas Chillb

Jletn (B Bo3pacte ot 1 roaa 1o < 12 jier)
CreyIole HexenaTe/IbHble Peakiiuy 4acTbie (MOryT BCTpe4aTbes y 1 u3 10 mauueHToB)

. Iuapes, cbilb U pBOTA

Coo0eHne 0 no03peBaeMbIX HexKelaTeIbHBIX peaKIHsX

Ecnu y Bac BO3HMKAIOT Kakue-IMO0 HexenaTe/IbHbIe PeakiiH, POKOHCYIbTUPYHTECH C BpaioM,
Wi pabOTHUKOM anTeKH, UK MeMUMHCKOM cecTpoid. JlaHHas peKoMeHalus pacnpoCTpaHACTCA
Ha JII0OBIE BO3MOYKHBIE HEXKeaTebHbIe PeakLiy, B TOM YHCIIC Ha HE NMEPEYHUCICHHBIC B JIMCTKE-
BKJIabIIE. BbI TaKke MOXKeETe COOBLIMTB O HEXKENATEIbHBIX PEaKLUAX B HHPOPMALMOHHYIO Oasy
JIaHHBIX MO HEXeNnaTeJIbHbIM peakuusM (AeHCTBMAM) Ha JIEKapCTBEHHbIE Mpenapathbl, BKIOHas
coo0wieHuss 0 He3(EKTUBHOCTH JIEKAPCTBEHHBIX MPEnapaToB, BbIABICHHbIM Ha TEPPUTOPHH
rocynapctBa- www.rceth.by (VII «Llentp skcnepTtus u MCTIBITAHUH B 3PABOOXPAHEHHH)).
Cooflas 0 HeKeNaTeNbHBIX peaKlysAX, Bbl MOMOraeTe MOMyunTh OOIblue CBEACHHUH O
6e30MacHOCTH Mpenapara.

Pecny6anka Benapyce

VTI «LleHTp 3KCMepPTH3 M MCIBITAHWI B 3/paBOOXpaHeHHH» MHUHHCTEpCTBA 3ApaBOOXpaHEHHA
Pecny6nuku benapych

Anpec: 220037, r. Musck, ToBapuiieckuii nep. 2a

Tenedon otaena hapmakonaazopa: +375 (17) 242-00-29; daxe: +375 (17) 242-00-29

Sn.nouta: repl@reeth.by. reeth@rceth.by

http://www.rceth.by

5. Xpanenue npenapata Kcod.roza

. XpaHuTe JaHHbIi JeKapCTBEHHBIN MPENapar B HEAOCTYITHOM JUIA IETeH MeCTe.

. He mnpuMeHsiiTe Mpemapar [MoCie HCTEYEHHs CPOKa TOJAHOCTH (Cpoka XpaHeHus),
yKa3aHHOTO Ha KapTOHHO mauke mocie cnoB «['oneH 10» u Ha OnucTepe nocine cios «EXP».
JlaToit McTeUYEHUs: CPOKa FOTHOCTH ABJIAETCA MOC/IEIHUN ICHb YKa3aHHOro Mecslia.

. Xpauuth npu Temnepatype He Bbiitie 30 °C B OpUrMHAIBHON ynakoBke (61mctep B navke)
JUIS 3aLLMThI OT BJIAry.
. He BhiGpachiBaiiTe mpenapar B KaHalM3alMio. YTOYHWTE y pabOTHMKA anTeKH, Kak

CllellyeT YTHIM3MPOBaTh (YHHUTOXKATB) Npenapar, KoTophlii Gonblie He notpedyercs. ITH Mepbl
MO3BOJIAT 3aLIUTUTH OKPYIKAIOLLYIO CPELLy.

6. Comep:knMoe yNaKOBKH H NPOYHe CBeIeHHS
ITpenapat Kcoduiroza coaepxur
JleiiCTBYIOLIMM BEILECTBOM sBIIAETCS GaloKcaBUp MapOOKCHIL.

Kcodnosa, 40 Mr, TaGIETKHU, MOKPHIThIE MIEHOYHON 000104KON
Kasxnas Tabnetka comepxut 40 Mr GanokcaBup MapOOKCHIa.

Kcodumrosa, 80 Mr. TabIeTKH, NOKPbITBIE MIEHOYHOH 060104KOM
Kasknas Tabnetka coaepkut 80 Mr GanokcaBup MapOOKCHIIa.
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[IpourMK KOMIIOHEHTaMHU (BCIIOMOraTeIbHbIMU BELLECTBAMH) SBJIAIOTCA: JJAKTO3bI MOHOTMApPAT
(cm. pasgen 2 «[Ipenapat Kcogumosa coep uT JaKTo3y»), HaTpUs KpOCKapMeriosa (E468),
nosuaon K25 (E1201), uenonosa Mukpokpucraiuyeckas (E460), natpus creapuidymapar;
nneHouHas o6onouka — runpomennosa (E464), Tansk (E553b), TMTaHa IMOKCHA (E171).

7. Yc1oBHSA OTIIYCKA M3 aNTEK
[lo peuenty.

Buemnuii Bua npenapata Kcodurosa u cogep:kumoe ero ynakoBkH

Kcodoza, 40 Mr, TaGIeTKH, MOKPBITHIE MIEHOYHON 000104YKO#M

OBanbHble TabNETKH, NOKPHITHIE MICHOYHOH 000I04KOM, OT 6€I0ro 10 CBETIO-XKENTOro LBETa.
Ha oznoit cTopone Tabietku BeirpaBHpoBaHbl «BXM40y.

Kcodmroza, 80 Mr, TabJIETKH, MOKPIThIE TJIEHOUYHOH 000JI0UKOH
OBasbHble TaONETKH, MOKPHITBIE MICHOYHOH 000JI0UKOM, OT OEI0ro 10 CBETIO-XKENTOro LBCTa.
Ha ozHoii cropoHe TaGneTku BbirpaBupoBaHbl «BXM80».

[To | tabnetke (mosupoBka 80 mr) wiau mo 1 Tabnetke (no3upoBka 40 Mr) B KOHTYPHYIO
AYENKOBYIO YMakoBKy (O1MCTep) W3 NaMHUHATa XOJOAHOro (OpMOBaHMSA, COCTOSLIErO M3
opuenTuposanHoro nonuamuaa (OITA) / amomunueBoit ¢oabru (AL) / monvBuHMIXIOpHIA
(MBX) ¢ 3amuTHOM (osbroi ¢ TepMocBapuBaeMbIM ciioeM Ha ocHose [IBX.

[To |1 GaKcTepy BMECTE C IMCTKOM-BKJIaJBIILIEM MOMEIIAIOT B KAPTOHHYIO MauKy.

C Uenblo KOHTPOJA MEPBOTO BCKPBITHS HA MAavyKy HAHOCHUTCS 3allMTHas ronorpaduueckas
HakJeiKa.

JepxaTe/ib perucTPALHOHHOTO YA0CTOBEPEHHS
@. Xoddmanu-JIa Powr Jlta., Lseiinapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

IIpousBoaunTe/ib
Shionogi Pharma Co., Ltd., Settsu Plant 2-5-1, Mishima, Settsu Osaka 566-0022, Japan
[lInonoru ®apma Ko., JIta., SAnonus

@. Xopdpmann-Jlsa Pouw JIta., Llseituapus
F. Hoffmann-La Roche Ltd, Wurmisweg, CH-4303 Kaiseraugst, Switzerland

Boinyckawmuii KOHTPoJib KauecTBa
. Xoppmanu-Jls Pow JIta., Lseiiapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4058 Basel, Switzerland

3a moboii undopmanueii o npenaparte, a TakXkKe B CJIy4asX BO3HHKHOBEHHs NpeTeH3Hid,
ciaeayer o0pamaTbesi K MECTHOMY NpPEACTABHTENI0 [JepiKaTeiiss PerHcTPAalHOHHOrO
YAOCTOBePEHHUs

Pecnybanka Benapych

MOOO «Pou INpopakre Jlumuren»

220030, r. MuHck, ya. Ceepasnosa 2, 1-ii 3tax, nometieHue 20
Ten.: +375 740 740 9 741

(axc: +375 740 740 9 742

e-mail: belarus.safety@roche.com

JIHCTOK-BKJIAABII NepecCMOTPEH:
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Ilpoune HCTOYHHKH HHPOPMALHH

[ToapoGHble CBEJEHHA O JIKAPCTBEHHOM Mpemnapare Kcodmosa conepxarcs B OXJIIT (obwas
XapaKTepUCTHKa JIeKapCTBEHHOTO TMpemapaTta) M JOCTYMHbI  Ha o(puLManbHOM  caiTe
YIIOMHOMOYEHHOTO OpraHa rocyfapctsa — 4ieHa EBpasuiickoro coiosa B WH(POPMALIMOHHO-
KOMMYHHKalMoHHO# cetn MHTepHeT http://www.rceth.by.
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