A

C.JG OTEBETCTEYET 3KCINEPTHOMY OTUYETY

ot 05.09.2023 N2 17160

JIMCTOK-BKJIABILII — nﬂghopmi'ﬂ lP-IS;I EJ‘EF]EEL gﬁglﬁﬁ OCThb 0002)

baasepca, 3 Mr, 4 mr, 5 Mr, Ta0JIETKH, NOKPHITHIE MJIEHOYHOH 000/109KO0I

JlelicTByto1iee BEmecTBo: 3paapuTHHIO

V JlexapcTBeHHBIN Npenapar MOAJIEKUT IONOJIHUTEIbHOMY MOHUTOPHUHIY, KOTOPBII
CIOCOOCTBYET OBICTPOMY BBISIBICHUIO HOBBIX CBEACHUH 10 O€30MacHOCTH. Bl MOXkeTe momMousb,
coobmmas MHGOpPMaIMI0 O JIOOBIX HEXKENAaTeIbHBIX PEaKIUsiX, KOTOpble BO3HUKIU B IMEPUOJ
MPUMEHEHHUS JIEKAPCTBEHHOTO TpernapaTta (B TOM YHCJIE U O clydasx ero Hed(P(hEeKTUBHOCTH).

Crioco6 cooO1IeHNs 0 HeXKeIaTeIbHBIX PEaKIUAX OMMCAH B pasele 4 IUCTKa-BKIA bIIIA.

Ilepen npuemom npenapara moJHOCTHIO POYMTANiTEe JTUCTOK-BKJIABILI, MIOCKOJbKY B HeM

cojep:kaTcesl BaskHblIe 1J1s1 Bac cBenenmsi.

. CoxpaHuTe 3TOT TUCTOK-BKIAbIINI. Bo3MoxxHO, Bam moTpedyercst mpodynTarth ero eimie pas.
° Ecnu y Bac BO3HUKIIN TOTIOJTHUTEIbHBIE BOIIPOCH], OOPATUTECH K JICHAlleMy Bpady.
. [Ipenapar nHaznaueH umeHHo Bam. He nepenaBaiite ero qpyrum Jiro1sM — OH MOYKET HAHECTH

UM Bpe/l, 1a)Ke €ClIi CUMITOMBI X 3a00JI€BaHUS COBIAAIOT ¢ Bammmu.
o Ecnu y Bac BO3HUKIIM Kakue-TUOO HeXellaTeNbHbIE PeaklMH, 0OpaTUTEeCh K JieyalleMmy
Bpauy. JlaHHas pekoMeHJalus paclpoCcTpaHsIeTcsl Ha J00ble BO3MOXHbBIE HEXKeNnaTeabHbIe

pCaknuu, B TOM HUCJIC HA HC NICPCUUCIICHHBIC B pa3JICjIiC 4 JINCTKAa-BKJIaJbIIIa.

Conep:xanue JMCTKA-BKJIAAbINIA
UYro u3 cebst mpeacTaBiseT npenapar bansepca, u 1715 4ero ero NPUMEHSIOT.
O yem crenyeTt 3HaTh nepea npueMoM npenapara bansepca.
[Ipuem npenapara bansepca.
Bo3moxHbIe HeXenaTeNbHbIE PeaKIUu.
Xpanenue npenapara bansepca.

ConepxuMoe ynakoBKH U IIPOYUE CBEICHHUS.

1. Yro u3 ceds npeacrapiasier npenapat bajasepca, u 11 4ero ero NpUMeHAIOT
banBepca — NPOTHUBOONYXOJIEBBIN IIpenapar, ACHCTBYIOIIUM BEIIECTBOM B KOTOPOM
aprsieTcs spAaguTuHuG. OH OTHOCHUTCS K KJIAacCy NpenapaToB, M3BECTHBIX KaK HMHTHOUTOPHI

poTeas.
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Iloxka3zaHus K NIPUMEHEHHIO

[Ipenapar banBepca mokaszaH Ijsl JE€YEHHs] B3POCIBIX MAIlMEHTOB B BO3pAcTe CTapIle
18 ner ¢ pakoM MOYEBOIo IMy3bIpsi U MOYEBBIBOISIIMX MYTEW, B OMYyXOJEBOM TKAHH KOTOPBIX
UMEIOTCS OTIPE/IeIIEHHBIC MTOJIOMKH (MYyTAllMX W/WJIH CIUSHUS) TEHOB PELeNTOpoB (hakTopa pocta
kietok pubpobdnactoB (FGFR), u y KoTOphIX HaOMIOAAETCS MPOTPECCHPOBAHIE 3a00JIEBaHUS BO
BpeMs1 WJIX [10CJIE 110 KpaHeW Mepe OJJTHOM JIMHUU NIPEIIECTBYIOIIEH XUMUOTEPAIIUH, B TOM YHCIIE
B Te€UeHHE |2 MecsLeB [ociIe XMMUOTEPAITUY NIEPEl XUPYPrUYECKUM BMEIIATEIbCTBOM HIIH ITOCIIE
HETO.

[Ipenapar banBepca ciienyeT UCOAL30BaTh JUIIb IS JICUEHHUS] paka MOUYEBOTO My3bIPs
Y MOYEBBIBOASIIUX MyTel mpu Hamuuuu n3meHenuili B renax FGFR. [loatomy nepen Havaiom
Tepanuu Jieyanuii Bpad MpoBeAET TECT /IS BBISABICHUS 3TUX U3MEHEHU, 4TOObI yOUTHCS B TOM,

YTO JTOT Mpemapar moAXoAuT Bawm.

2. O yem cuaenyer 3HATh IepeA NpueMoM npenapara bansepca

IIpoTruBoONOKA3aHUSA

He nmpunumaiite npenapar bansepca, ecnu y Bac anneprus Ha spaaduTuHUO vtn Tr00bIe
Jpyrue KOMIIOHEHTHI IipenapaTta (IepeuncieHHbIe B pas/erie 6 JINCTKa-BKIA bIIIA).

Oco0ble yka3zaHusi 1 MepbI IPE10CTOPOKHOCTH

[Tepen npuemom npenapata baiBepca MpOKOHCYJIBTUPYHUTECH C JICUAIIUM BPayoOM.

HemennenHno oGparutech K JiedalieMy Bpady, €ClId BO Bpems JeueHus y Bac nmosiBurcs
YTO-JTM00 U3 CIEAYIOMIETO:

e Hapymenus co CTOpoHbI Oprasa 3peHus (IJias).

[Tpobnembl co CTOPOHBI I71a3 YacTO OTMEUAIOTCs IpH MPUMEHEHnH npernapara bansepca,
HO MOTYT Takke OBbITh cepbe3HbIMU. Cpein HapyIIeHUH CO CTOPOHBI OpraHa 3pEeHUs! BCTPEYaeTCs:
CYXOCTh WJIM BOCHAQJIEHHUE TJla3, BOCNAJIEHNUE POrOBUIBI (MIEpPEeJHEN YacTH TIja3a) M IOpakeHHe
ceTyaTKH (BHyTpeHHe! yacTu riiaza). [Ipyu BOSHUKHOBEHUHU HEUETKOTO 3pEHUS, TIOTEPE 3pEHUS UITH
JPYTUX U3MEHEHHSIX 3PEHUS He3aMeNTUTENIbHO COOOIINTE 00 3TOM CBOEMY JieualemMy Bpauy. Bel
JIOJDKHBI MCTIONIb30BATh IPEnapaThl HCKYCCTBEHHOM CIIEe3bl, YBIAKHSIONINE eI WIM Ma3H JUIs
IJ1a3 [0 MEHbILIEH Mepe Kaxk/ple 2 yaca B epruol O0APCTBOBAHUS s MPO(YUIAKTUKY U JCUCHUS
cyxocTu Tma3a. B mepuon nedenus mnpenaparoM baneepca Bam Bpau nHampaBuT Bac Ha
KOHCYJIbTAINIO O()TaIEMOJIOTA.

e Bricokuii ypoBeHb pocdaToB B KpoBH (runepdocharemus).

I'uniepdocdaremus yacto pa3BuBaeTcs Mpu NpUMEHEHUH npenapara bansepca, HO Takxke

MOXeET ObITh cepbe3HOW. Bricokmii ypoBeHb (ocdaroB B Barmielr KpoBH MOMKET HNPUBECTH K

OTJIO’KEHUIO MUHEPAJIOB, TAKMX KaK KaJIbIIMH, B pa3HbIX TKaHsAX Bamero Tena. Bam nevaniuii Bpau
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npemnaparoM bansepca, a 3aTeM exxemecsuHo. Bair sievamuii Bpau MOKeT Ha3HauuTh Bam auety

WKW [OpcrapaTrbl, CHMKAIOIUE KOHUOCHTPALUIO

dbocdaToB B KpOBH, WIH, TPH HEOOXOIUMOCTH,

U3MEHHUTD TO3UPOBKY, WM MIPEKPATHTh JeueHue npenaparom bansepca. HememienHno coobuute

JicHalemMy Bpauy, CClIn y Bac nosiBunich MOpaXCHU KOXKHU, JIFOOBIE MEBIIIEYHBIE cyaoporu, ujimn

OHCMCHHC, NI MTOKAJIbIBAHUC B TKAHAX BOKPYT pTa.

e [Iporpeccupyromue WIM HENEPEHOCHUMbIE HAPYLIEHUS CO CTOPOHBI KOXH,

CIIM3UCTBIX 000JI0YEK U HOT'TEM.
Jeru u moapocTku

He cnenyer naBars nmpenapar bansepca

JIETSIM M TOJPOCTKaM B Bo3pacte mutaiie 18 ner.

9T0 OGYC.HOBJIGHO TEM, YTO HCU3BCCTHO, KaK MMCHHO ITpCriapaT MOBJIHACT HA HUX.

Apyrue npenapartsl u npenapat bajaBepca

Coobmute neyariemMy Bpauy, eciu Bu

IMPUHNUMACTC, HCAABHO IIPUHUMAJIN UJIM MOXKECTC

HauaTh NIPUHUMATh KaKue-I11u00 apyrue npenaparsl.

W36eraiiTe OAHOBpPEMEHHOTO NpUMEHEHHMs Ipenapara bamBepca co cleayOUMU

rpynnamu npenaparos:

- cwibHble UWHAYKTOpBl u3ohepmentoB CYP3A4 wm CYP2C9 (mampumep,

pudammuimn);

- TIperapaThl, U3MEHSIOIINE KOHLIEHTpaIHio GocdaroB (Hanpumep, cepenamep);

- cyocrparsl nuzopepmenta CYP3A4 ¢

CHPOJIUMYC).

Y3KHUM TCPANICBTUYCCKUM HHICKCOM (HaHpI/IMep,

O0s3aTenbHO COOOITUTE Bpady, eciii y Bac Bo3HHKIa HEOOXOIMMOCTh OJTHOBPEMEHHOTO

IPUMEHEHHUs ¢ IpenaparoM bansepca npenapaToB ciaeayOUMX MPYyI:

- cuiibHbIe HHTUOUTOPBI H30pepmenTa CYP3A4 (manpumep, UTpakoHa30M);

- ymepeHHble H”HTuOuTOps! n3odepmenta CYP2CY (manpumep, hiykoHazomn);

- ymepenHbie HHAYKTOphI n3odepmenta CYP3 A4 (manpumep, adasupen3) wm CYP2C9

(Hanmpumep, pudaMIuImH);

- cyoctpatsl OCT2 (manpumep, MmeTopmMun);

- cyocTpartsl P-riukonporenHa (Hanpumep, TUTOKCHH).

Bpau 6yznet cienuth 3a Bamm coctossHuEM U U HEOOXOIUMOCTH CKOPPEKTUPYET 03y

npenapata bansepca uiu BeIIeIepEYHCICHHBIX IPENapaToB, JIN00 NOA0EpeT UM aJbTEPHATUBY.

bepemenHocTh

Ecmu Ber Gepemennsl, nymaere, 4To 3abepeMeHeNH, WIH TIaHUPYyeTe OCpPEeMEHHOCTb,

nepe HauajaoM MPUMEHEHHUs IpernapaTa NPOKOHCYIbTHPYHTECH C JIeHallliM BpaduoM.

banBepca MoXeT MPUYMHUTH Bpel pPeOCHKY, pa3BHBAIOLIEMYCS BHYTpUYyTpoOHO. Bam
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cienyeT u3deratb OEpeMEHHOCTH BO BpPEMs TEPRIUHU I Etipiatbnt Bartsepca i e ot dKeatin 3

MecsIIEB TIOCTe ero 3aBepiuaroneii 103bl. Ecnu Bel 3ab6epemeneere, cpasy e cooduuTe 00 3ToM
JevameMy Bpady. Bamm nedamumii Bpad qoipkeH OyaeT mpoBecTd Bam TecT Ha GepeMeHHOCTh 110
HayaJla mpueMa Ipenapara bansepca.

I'pyanoe BckapminBaHue

Bam He ciemyer nmpuHHMMAarth mpenapar, €ciau Bel KOpMUTE I'pyIbl0 WIH IUIAHUPYETE
KOpPMHUTH pebeHKa rpyabto. Hemnb3st KopMuTh peGeHKa rpybio BO BpeMsl Tepanuu MpernapaToM
banBepca u Ha NPOTIKEHUHU 3 MECALIEB MTOCIIE €ro 3aBEPIIAOIIEH TO3bI.

KonTpanenuus

JKenmmHam, crmocoOHBIM K JETOPOXKICHHUIO, KOTOPBIE MOJTy4aroT mpemnapar bamsepca,
WIM OJKEHIIMHAaM-TIapTHEpPaM MYKYMH, KOTOpbIEe TMONIy4aroT mpenapar banBepca, crengyer
HCIIOJIb30BaTh BHICOKOA((EKTUBHBIE METOAbI KOHTPALIEIIINH IO U BO BpeMsl Tepanuu, a TakKe Ha
MMPOTAKCHUN 3 MECALICB IIOCJIEC HEC. HaI_II/IeHTbI MYKCKOI'O T10JIa JOJIKHBI HCIIOJIb30BATh
BBICOK03()(hEeKTHBHBIE METO/IbI KOHTpPALCIIINHU (TIPE3epPBATUBBI) BO BPEMs IOJIOBBIX KOHTAKTOB, a
Tak)Ke He JOJDKHBI BBICTYINATh B KaueCTBE JOHOPOB CIIEPMbI WM COXPAHATH CIIEPMY BO BpeMs
Tepanuu npenapaTom baiBepca u Ha NPOTSIKEHUH 3 MECSIIEB MOCIIE 3aBEPIIAIOIIEH TO3bI.

DepTUIBLHOCTD

JlanHabple 0 BIMsiHUM Tipeniapata bamBepca Ha QepTUIIBHOCTH y YeIOBEKa OTCYTCTBYIOT.
Ucxonss w3  pe3ynbTaToB HCCIENOBAHWMM Ha JKUBOTHBIX, IMpenapar banBepca MoxeT
CrocoOCTBOBAaTh CHIKEHUIO (DEpTUIBLHOCTH (CITOCOOHOCTH K 3a4aTHIO U JCTOPOXKICHHUIO) Yy
JKCHIIINH.

YnpasiieHue TPAHCIOPTHBIMYU CPEeACTBAMH M Pab0oTa ¢ MEXaHU3MAMU

VY nmanueHToB, mojydaBlIuX npenapart baiaBepca, oTMeuanuch HapylIEHUSI CO CTOPOHBI
opraHa 3peHusi, YyTO ClIeJyeT NPUHHUMATh BO BHHUMaHUE IpPHU YIPABICHUU TPAHCHIOPTHBIMU
cpeacTBaMu U pabote ¢ Mexanu3mMaMu. Ecin y Bac mosiBSATCS CUMIITOMBI HapyIIEHUS! CO CTOPOHBI
opraHa 3peHHusi, HE CIeAyeT YNpaBJIATh TPAHCIOPTHBIMU CpEACTBAMH WM paboTaTh ¢

MCXaHMU3MaMH J10 TEX I10P, IOKA 3TOT CUMIITOM HE pa3zpCUIUTCA.

3. Ilpuem npenapara baasepca
Bcerna npunHuMaiiTe mpemnapaTr B IOJHOM COOTBETCTBUU C PEKOMEHAALMSIMM JIEHAlllEro
Bpaya. [Ipy nosBiaeHNU COMHEHUN MOCOBETYUTECH C JI€HaIIUM BPAuOM.
B kakoii 103e npyHUMAaeTCs npenapar
Pexomenayemas no3a:
Bam mevamuii Bpau BMecte ¢ Bamu ompenenuTr n03y M CXeMmy IIpUeMa Iperapara

bansepca. PekoMeHnnoBaHHasi HauaabHas J03a npenapara bansepca cocrapmsier 8 mr (2 TadneTku
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bansepca Bam nevamuii Bpad mpoBeeT aHAIW3 KPOBHU I M3MEpEeHUs KOHIleHTparu (ocdara

no 4 Mr) ajis npueMa BHYTPb 1 pa3 B CyTKH.

B Hed. B 3aBHCHMMOCTHM OT pe3yJabTaTOB 3TOTO aHaln3a KpoBW Bamn jeyamuii Bpad MOXET
MOBBICUTH 03y 110 9 mr (3 Tabnerku mo 3 mr) B cyTku. Kpome Toro, Bamr neuamumii Bpau MoxeT
NPUHATH PEIIeHHE O CHUKEHWHU CYTOYHOM JO03bl B CIy4ae pa3BUTUSA ONPEAENICHHBIX
HEeXeNaTeNbHbIX peakiuii. CyTouHas 7032 MOXKET OBITh TOCTEIIEHHO CHIKEHA 10 8 MT (2 TabneTKu

1o 4 mr), 6 mr (2 Tabnetku mo 3 mr), 5 mr (1 Tabnerka o 5 mr), 4 mr (1 Tabnerka 1o 4 mr).

Kak npuHumaercs npenapar
e [Ipunumaiite npenapar bansepca 1 pa3 B CyTku.
e [IpornareiBaiiTe TabneTku mnpemnapata bamBepca NETMKOM, BHE 3aBHCHMOCTH OT
IIpreMa MULIH.
e [locrapaiiTech NpUHUMATh B OAHO M TO K€ BpeMsl KaXIblid JeHb. TakuM obpazom
Oyzer Jierue He 3a0bITh OYEePETHON PUEM.
e Ecnu mpousoiiner pBoTa, HE HY)XHO NMPHHUMATh €mie OAHy Tabserky. IlpumuTte
OUEPEIHYIO 103y B 3aIUIAHMPOBAHHOE BPEMSI HA CIIETYIOLIHM JIEHb.
Ecsm Bol npunsisin npenapara bajasepca 0osiblie, 4eM ¢J1e10Bajio
Ecmn Ber npumere mpenapar banBepca B M30BITOUHOM KOJMYECTBE, Cpa3y Ke MO3BOHHUTE
CBOEMY JIeHallieMy Bpady WM 00paTHTECh 38 HEOTIOKHOW MEIUIITHCKOM TOMOILIBIO.
Ecomm Boi 3206111 npuHATHL npenapat banisepca
Ecm Bel iporycTuTe npreM npenapara, IpuMUTe €ro Kak MOKHO ObICTpee B TOT e JieHb. Ha
CIIeyIOIIUI JeHb pumuTe Tipenapar banepca B o0braHOM 103e. He mpuHMMaiiTe MBOMHYIO 1103y,
9TOOBI KOMITCHCUPOBATh MIPOITYIIICHHYTO TA0JIETKY.
Ecin Bel npexpariin npuem npenapara baisepca
He nipexparaiite nmprem mpenapara A0 Tex 1op, oka Bam He 1acT COOTBETCTBYIOLIEE YKa3aHUE
Bam nevarmii Bpau.

[Tpu HayM4YMu BOIIPOCOB 1O PUMEHEHHUIO MpenapaTa 00paTUTeCh K JieyalieMy Bpady.

4. Bo3Mo:kHBIe HexKeslaTeJIbHbIe PeaKInu
IToo6GHO BceM J1eKapCTBEHHBIM MpenapaTaM Mpenapar MOXKET BbI3bIBATh HEXKeNlaTeIbHbIE
peaKIiu, OHAKO OHU BO3HUKAIOT HE y BCEX.
Haubosiee cepbe3Hble HexkeJaTe/bHbIe peakIHMH, KOTOpPble Ha0II0JANUCh NPH
npueme npenapara baasepca o4yeHb yacTo (MOryT BO3HUKATh y Oosee yeM | yenoBeka u3 10):
e (CyxocTb rna3

e Bricokas koHueHTpaus Gocdara B kposu (runepdocharemust)
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WHudexunonHoe BOCHaICHHE KOXKH
J0XkKa

Ob6pa3zoBaHue 00JIe3HEHHBIX YUYAaCTKOB B POTOBOM MOJIOCTH, TUapest

HauGonee cepbe3sHble HexelaTellbHble PeaKIMH, KOTOpPble HAOJIIOAAINCH TPH

npueme npenapara baasepca yacro (MoryT Bo3HUKATh He Oosee ueM y | yenoseka u3 10):

HapymeHust co CTOpOHBI TJa3: CKOIJICHHE KHIKOCTH IMOJl CEeTYATKOW, YTO MOXKET
NPUBECTH K HEUYETKOMY 3PEHUIO; OTXOXKICHHE OJJTHOTO U3 CIIOEB KJIIETOK CETUYATKH, YTO
MOYKET MPUBECTH K HEYETKOMY 3PCHHUIO; BOCMIAJICHUE POTOBUIIBI (TI€peIHEH 000T0UKH
r71a3a); OTXOXKJICHHE CETYaTKH OT 3aJHEH CTEHKHW Tja3a, YTO MOXKET MPUBOJIUTH K
norepe 3peHus (OTCIONKA CeTYaTKM); OTeK CEeTYATKH, MaTOJOTHYEeCKHEe U3MEHEHUS B
CeTYaTKe, sI3BbI HA POroBHIle (MepeaHel 000I0UKe Ta3a), OTCIOWKA CTEKIOBUIHOTO
Tena (KeneoOpa3HOW CyOCTaHIIMM B IIEHTPE TJa3a) OT CETYATKH, OTXOXKICHHUE
«MakyJsbl» (IIEHTpa CETYATKH) OT CJIIOEB OKPYKAIOIIUX KIETOK, YTO MOXKET MPHBECTH
K HEYETKOMY 3PCHHIO;

Ortcioiika OCHOBAaHUS HOT'TEH OT HOT'TEBOTO JIOXKA.

Ecnmu y Bac BO3HUKHYT mo0Oble M3 MEPEYHCICHHBIX BBIIMIE MOOOYHBIX 3((eKToB,

HEMEJJICHHO cO00IIMTe 00 3TOM CBOEMY Bpauy HJIM OOpAaTUTECh 3a MEAUITMHCKON MTOMOIIIBIO.

CooOuute cBoeMy JieyanieMy Bpauy, ecinu y Bac mosiBaTcs kakue-mud0 M3 yKazaHHBIX

HMXEC HCKECIAaTCIbHBIX peaKuHﬁ .

Jlpyrue HexesaTeJbHble pPeaKIHMH, KOTOpPble MOryT Ha0/J0AaTbCA NPH NpHeMe

npenapara baasepca:

Ouenb yacTo (MOTYT BOBHUKATH y OoJiee yem 1 yemoBeka u3 10):

CHMXeHHUeE aIlmeTuTa

CyxocTb BO pTY

CyX0CTbh KOXH

Brinagenue Bojioc

[ToxpacHeHue, OTEK, IMIeTYyIICHUE WX 00JIE3HEHHOCTh, B OCHOBHOM Ha JIAJOHAX WIIH
cTomnax («J1aJOHHO-TIOOIIBEHHBIA CHHAPOM))

Hapymenue pocra Horrei

WM3mMmenenue 1iBeTa HOrTen

Bocnanenue ria3

N3meHeHnss BKYCOBBIX OINYIICHHWH, BCIEJACTBHE KOTOPHIX IMHINA IPHOOpETaeT

METAUTMYECKUA, KUCIIBIN WU TOPBKUI MPUBKYC.
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Yacrto (MOTyT BO3HUKATh He Oojee yueM y | qenHEQéé-EE%E"E-TE” bHOCTE 0002)

Hapymenust co ctTopoHbl HOTTEM

Bosb B HOTTSIX

3yn

KoxHble TpenHbl

Byrpucrocts HOrTEM

JlomkocTe HOTTEH

KoskHas cbimb ¢ 3y710M (9K3eMa)

Yronuenue Koxu

[Mlenyumenune koxu

VY4acTKu MaToI0THYECKOTr0 POCTa UM U3MEHEHHS] BHEUTHETO BUJ1a KOXKHU
Cyx0CTb B OJIOCTH HOCA

CyxoCTh CIM3UCTBIX 000JI0YEK (B TOM YHCIIE HOCA, PTa, TJ1a3, BllarajInina)
BeIpaxeHHas CyXOCTb KOXKHU

KpoBousnusiHus 110 HOTTSIMU

KoxHast cbIlib C 3yJIOM U KPYTIBIMU MISATHAMU (HyMMYJISIPHAS 9K3EMa)
Hcronuenune koxu

Kosxnbie peakunmn

JuckomdopT B o0macTu HOrTen

[Ipu nmpumenenun upenapata bamBepca HaOmomanMch TaKXKe CIEAYIOUIME HEXEIaTelbHbIe

peaKInu:

OTnoxeHHsI KaJbIUsl B KPOBEHOCHBIX COCY/aX, KOTOpPBIE MOTYT TIPUBECTH K
o0pa3oBaHHI0 TPOMOOB (CTYCTKOB KPOBH), KOXKHBIX $I3B M PAa3BUTHIO CEPHE3HBIX
WH(DEKIIHii;

OTIIOKEHNS KAJIBIUA B KOXKE.

Coo0uieHne 0 HexkeJIATEJIbHBIX PEAKIHUAX

Ecnu y Bac Bo3HHKaIOT Kakue-1mmb0 HeXelaTeIbHbIE PEaKInK, TPOKOHCYITUPYHUTECH C

jJedamuM BpadoMm. JlaHHas pEKOMEHIAIUsl paclpoCTpaHsieTcss Ha JI0Oble BO3MOXKHBIE

HCIKCJIATCIIbHBIC PCAKIIMU, B TOM YUCJIC HA HC NCPCHUCIICHHBIC B JIMCTKC-BKJIA/IBIIIIC. Br1 Takoke

MOKETE COOOIIUTh O HEXKENATeNbHBIX peakuusx Hanpsmyroo (cM. Hike). Coolmias o

HCXKCJIATCIbHBIX PCAKIHAX, Brer momoraere IOJIYyUHTh OobIe CBGI[CHI/Iﬁ o 0Oe3omacHOCTH

npernapara.
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®denepanpHas cinyk6a mo Hagzopy B chepe PITI wa I[IXB «Hanmonaneubiii LlenTp

3npaBooxpaneHus (PocznpaBHanzop) 9KCIEPTU3bl  JIEKAPCTBEHHBIX  CPEACTB U

Anpec: 109012, r. MockBa, CnaBsiHCKasi MEIULIMHCKUAX W3CTIHIN Komurera

momasp, 1.4, ctp.1 MEJIULIUHCKOTO u (hapmaleBTHIECKOTO

Temn.: +7 (495) 698-45-38, +7 (499) 578-02-30 koHTpons MuHHCTEPCTBA 3APaBOOXPAHEHHS

On. moura: info@roszdravnadzor.gov.ru Pecny6ommku Kazaxcran

Calit: http://roszdravnadzor.gov.ru Anpec: 010000, r. Acrana, yin. A.MimaHoBa,
.13

Ten.: + 7 (7172) 78-98-28

On.moura: pdlc@dari.kz
Caiit: http://www.ndda.kz

5. Xpanenue npenapara bansepca

XpaHuTe mpenapar B HEJOCTYITHOM JUIsi peOeHKa MecTe Tak, 4ToObl peOCHOK HE MOT
YBUJIETH €rO.

He npumensiite npemnapar mocjae HCTEUYEHHUsT CpPOKa T'OJHOCTU (CpPOKa XpaHEHHs),
YKa3aHHOT'O Ha KapTOHHOW mauke, (GyTisipe nian Onucrepe nocie «loneH no:» wim «l'oneH 10
(EXP):».

JlaTol nctedyeHus: Cpoka roAHOCTH SIBJISIETCS TOCTAEAHUN JIEHb YKAa3aHHOTO MECsIIa.

JlexapcTBeHHBIH Mpenapar He TpeOyeT CelUuaNIbHBIX YCIOBUH XpaHEHHS.

He BbIOpackiBaiiTe npemnapar B KaHAIU3aLUI0. Y TOUHUTE y PAOOTHUKA alTEKH, KaK CIeayeT
YTHJIN3UPOBATh (YHHUYTOXKATh) Mperapar, KOTOPbIi OoJbIe HEe MOTpeOyeTcs. DTU Mephl MO3BOJIST

3aIIUTUTH OKPYKAIOLIYIO CPEy.

6. Conepxumoe yNaKOBKH U MPOYHeE CBEeHUS
IIpenapart basBepca cogep:kut
JlelicTByto11ee BEmecTBO: 3pAapuTHHNO

Bansepca, 3 mr, Ta0JIETKU, ITIOKPBITHIE INICHOYHON 000JIOYKOH.

Kaxxnas Tabnerka cogepxut 3 mr spaadutuHuoa.

Bansepca, 4 mMr, Ta0JIETKH, ITIOKPLITHIE INIEHOYHON 000JI0OYKOH.

Kaxxnas Tabnerka conepxut 4 mr spradputuamoOA.

Bansepca, 5 mMr, Ta0JIETKU, ITIOKPBITHIE INICHOYHON 000JIOYKOH.

Kaxxnas Tabnerka cogepkut 5 mr spradhutuauoa.


mailto:info@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru/
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HpO‘-II/IMI/I BCIIOMOTI'aTCJIbHBIMHU BCIICCTBAMU ABJBIIOTCS.

SAnpo Tadjerku:

MauHauTON

Lennrono3a MUKpOKpUCTATIIMYECKAs
MermoMuH

Kpockapmemnosa HaTpus

Maruus creapat

Ilnenounast 000109Ka

banBepca, 3 Mr, TaGIeTKH, MOKPHIThIE IUIEHOYHOW o0osoukoit: Opadry® amb II

88A120003 Xentpiii (MOJMBUHWIOBBIA COMPT YACTUYHO THIPOJIM30BAHHBIM, TUTAHA JTUOKCHI,
TadbK, KPACHTENb >XeJe3a OKCHJl KEeNTHIA, TJIHIEpPOJ MOHOKampuiaokampar Tum 1, HaTpus
Jaypuicyibdar).

bansepca, 4 wr, TaGneTKH, MOKPBITHIC IIEHOYHOW oOosoukoi: Opadry® amb II

88A130001 OpamkeBplii (MOJTUBUHUIOBBI CHUPT YAaCTHYHO THUAPOIU3O0BAHHBIM, THUTaHA
TMOKCU]I, TaJbK, KPACUTEIIb JKeJle3a OKCUJ JKENThIM, KpacUTENb XKeJle3a OKCHJI KPAaCHbIH, TIIHLIEPO
MOHOKarpuiokanpar Tur 1, Hatpus naypuicyibdar).

banBepca, 5 Mr, TaGiueTKH, MOKPHIThIE IUIEHOYHOW o00osoukoit: Opadry® amb II

88A165000 KopuuHeBblil (IIOJMBUHUIOBBIA CIMPT YaCTUYHO THUIPOJIM30BAHHBIN, THUTaHA
JTUOKCUT, TaJbK, KPACHUTENb JKejle3a OKCUJ KpPACHBIA, KpacuTeNb >Kele3a OKCHJ IKEITbIH,
KpacHUTeJb JKeJle3a OKCHJL YEPHBIH / 3aKUCh-OKUCH JKelle3a, IINLEpoJl MOHOKanpuiokanpat Tumn 1,

HATpUS JaypHICyIbdar).

Buemnuii Buja npenapara bajgBepca u coaepkumMoe ynakoBKH
TabyeTku, TOKPHITHIE TNIEHOYHOU 000JIOUKOM.

Bansepca, 3 mr, TabJIETKU, ITIOKPBITHIE INICHOYHON 000JIOYKOH.

Kpyriibie TBOSKOBBINMYKJIbIE TaOJIETKH, MOKPBITHIC IUICHOYHOH OOOJOYKOW IKEITOro
I[BETa, ¢ TpaBUPOBKON «3» Ha oxHOM cTopoHe W «EF» Ha apyroit cropone. L[Ber TabneTku Ha
MOTIEPEYHOM CPE3€ 3eJIEHOBATO-)KEITHIM.

Bansepca, 4 mr, Ta0JIETKU, ITIOKPBITHIE INICHOYHON 000JIOYKOH.

Kpyriibie 1BOSIKOBBIYKIIbIE TAOJIETKH, MOKPHITHIE TNIEHOYHON 00OJIOYKOM OpaHKEBOTrO
IIBETa, C TPaBUPOBKON «4» Ha oxHOM cTopoHe W «EF» Ha apyroit cropone. L[Ber TabneTku Ha
MOTIEPEYHOM CPE3€ 3eJIEHOBATO-)KEITHIM.

Bansepca, 5 mMr, Ta0JIETKU, ITIOKPBITHIE INICHOYHON 000JIOYKOH.

Kpyriibie 1BOSKOBBIMYKIIbIE TA0JIETKH, MOKPHITHIE TUIEHOYHON 000JI0YKOH KOPUYHEBOTO

IIBETa, C TPaBUPOBKON «5» Ha oxHOM cTopoHe W «EF» Ha apyroit cropone. L[Ber TabneTku Ha
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TIONIEPEYHOM CPE3€ 3EIIEHOBATO-KEITHIH.

ITo 14, 28 wim 42 TabneTku, MOKPHITHIE MNIEHOYHONW 000JIOYKOM, B OJIMCTEp C BHEITHUM
HEOTJCIMMBIM  KapTOHHBIM  CJIOEM W BHYTPEHHHM CJIOEM U3  TOJMBHHHIXJIOPHU]I-
nonuxioprpudropstuieHa (IIBX-IIXTDD) ¢ nponaBnuBaeMol alltOMUHUEBON (OIIBIOIA.

bansepca, 3 Mr, TaGneTKH, MOKPHITHIE TNIEHOYHOU 000s10uK0i: 0 1 Gnuctepy ¢ 28 wimn

42 tabneTkamu B KapToHHOM ¢yTisipe. [1o 2 KapTOHHBIX QyTIIsgpa ¢ IUCTKOM-BKJIAIBIIIEM B [TAUKe
KapTOHHOW. BO3MOXHO HaJlMuKMe KOHTPOJISI IEPBOTO BCKPHITHS HA MAYKE KaPTOHHOM.

bansepca, 4 mr, TabaeTKH, TOKPBITHIE IJIEHOYHOW 000109KOH: o 1 6mucrepy ¢ 14 nmm

28 Tabnerkamu B KapToHHOM (pyTisipe. [To 1 kapTonHOMY QyTiIsipy ¢ 14 TabneTkamMu ¢ TMCTKOM-
BKJIQ/IbIIIEM B TIauke kapToHHOMW. [To 1 mnm 2 xaproHHbIX (yTisapa ¢ 28 TabiaeTkaMu ¢ JTUCTKOM-
BKJIQ/IBIILIEM B MAa4yKe KapTOHHOH. BO3MOXKHO Halnm4ue KOHTPOJIS MEPBOrO BCKPBITUS HA IMayke
KapTOHHOM.

banBepca, 5 mr, TabiaeTKH, MOKPHIThIE IIEHOYHOW 000s0ukoil: o 1 Oamcrepy c 28

TabneTkamu B KapToHHOM ¢yTisipe. [To 1 kaproHHOMY QyTIspY C TUCTKOM-BKJIAIBIIIEM B MTAUKe
KapTOHHOW. BO3MOKHO HaJlMuKMe KOHTPOJISI IEPBOTO BCKPHITHS HA MAYKE KaPTOHHOM.

He Bce pa3mepsl yakoBOK MOTYT HaXOJIUThCSI B 000poTe.

Jep:xaTe/ib perncTpalMOHHOI0 Y10CTOBEPEHUS

00O «/Ixxoncon & J[>KOHCOH»

Poccus, 121614, r. Mocksa, yi. Kpsinatckas, a. 17, kopi. 2
KonTaktHbIe TeneOoHBI:

Ten.: (495) 755-83-57

®axkc: (495) 755-83-58

On. noura: DrugSafetyRU@its.jnj.com

IIpousBoaure/n

Snccen-Cunar C.mA.

ya. C. Aunccen, 04100 bopro C. Mukene, Jlatuna, Utanus
Janssen-Cilag S.p.A.

Via C. Janssen, 04100 Borgo S. Michele, Latina, Italy

3a mo0oit mHpOpMaIIMelt 0 Tpemnapare, a TakKe B CIIy4asX BOSHUKHOBEHUS MPETEH3HUH CIEAyeT

o0pamarbes K JIOKATbHOMY MPEACTAaBUTEIIO AePKaTelNsl PeruCTPALlMOHHOTO YI0CTOBEPEHUS:


mailto:DrugSafetyRU@its.jnj.com
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Poccuiickas Denepanus

00O «/Ixxoncon & J[>KOHCOH»

121614, r. Mocksa, yi. Kpsutarckas, 1. 17, kopr. 2
KonTakTHbIe TenedoHBI:

Ten.: +7 (495) 755 83 57

®daxkc: +7 (495) 755 83 58

Di. moura: DrugSafetyRU@)its.jnj.com

Pecny6auka Kazaxcran

Owmwman OO0 «/lxxoncon & Ixouncon» B Pecnyonuke Kazaxcran
050040, r. Anmartsl, yi. Tumupsizesa, 42, naBUIboH 23 «A»
KoHnTtakTHBIE TEE(hOHBI:

Ten.: +7 (727) 356 88 11

@akc: +7 (727) 356 88 13

Di1. moura: DrugSafetyKZ(@its.jnj.com

J{aHHBI JIUCTOK-BKJIAABINI IEPECMOTPEH:

IIpouune ncToUHUKH HHPOPMALMH
[lompobuble cBeneHWst O JAaHHOM Tpemapare coiepkarcs Ha BeO-caiite  Corosa

http://eec.eacunion.org/.

[Ipenapar «3aperucTpyupoBaH YCIOBHO». OJTO 3HAYUT, 4YTO IMOSBATCS HOBBIE CBEIECHHUS O
npenapare. IIpencraBieHHble JaHHBIE O JICKAPCTBEHHOM IIperapare OyayT IMpOBEpSTbCS H
JIOTIOJTHATHCS. HOBBIMU CBEICHUSIMH €KETOJHO, M 10 Mepe HEOOXOAMMOCTH JHCTOK-BKIIAJBIII

OyzieT OOHOBIIATHCS.


mailto:DrugSafetyRU@its.jnj.com
mailto:DrugSafetyKZ@its.jnj.com

	1. Что из себя представляет препарат Балверса, и для чего его применяют
	2. О чем следует знать перед приемом препарата Балверса
	3. Прием препарата Балверса
	4. Возможные нежелательные реакции
	5. Хранение препарата Балверса
	6. Содержимое упаковки и прочие сведения

