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AO «BEPTEKC»

KOHTPONBLHLIW SK3EMNIAP

Bberaructun — BEPTEKC, 24 mr, Ta61eTkn
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D.U.0. Mognucs

Ilepen npuemom nmpenapara moJTHOCTHIO MPOYUTAINTE JIMCTOK-BKJIAbII, OCKOJIbKY B HEM
coJep:xarcsi BaxkHble 1Js1 Bac cBenenus.

Coxpanute TUCTOK-BKIaAbII. Bo3MokHO, Bam moTpebyeTcs mpounTaTh €ro eie pas.

Ecnu y Bac BO3HMKIIM JJOTIOJIHUTEIBHBIE BOIPOCHI, OOPATUTECH K JIeyallleMy Bpayy.

IIpenapar naznauen umenHo Bam. He nepenaBaiite ero apyrum moasM. OH MOXKET HaBPEIUTh
UM, JaKe €CJIM CUMIITOMBI X 3a00JIeBaHuUs COBIAaioT ¢ Bammmu.

Ecin y Bac Bo3HHMKIM Kakue-THOO HEXeNaTebHBIC PEaKIuu, 0OpaTHTECh K JieHameMy Bpady
Wi pabOTHUKY anTekd. [laHHas peKoMeHJAIMs paclpocTpaHseTcss Ha JH0Oble BO3MOXKHbBIE

HCXKCJIATCIIbHBIC pCaKIIMK, B TOM YHCJIC Ha HC IICPCUHUCIICHHLIC B Pa3aCJIC 4 JIMCTKAa-BKJIaAbIIIaA.

Coaep:xaHue JJUCTKA-BKJIAbIIIA

1. Uro u3 cebs mnpexacrasnser mnpenapaT beraructun — BEPTEKC, u ans wero ero
MIPUMEHSIOT.

O gem cnenyet 3HaTh niepea npuemoM mnpenapara beraructun — BEPTEKC.

[Ipuem npenapara beraructun — BEPTEKC.

Bo3MmoxHbBIE HEXENaTeNbHbIE PEAKIIUH.

Xpanenue npenapata berarnctun — BEPTEKC.

AN o

ConepxuMoe yrmakoBKH U TIPOYNE CBEIACHUSI.

1. Yro m3 cedss mpeacraBaser mnpenapar berarmcrun — BEPTEKC, u nas 4ero ero
NPUMEHHAIOT

[Ipenapar beraructua — BEPTEKC conepxut nelicTByromiee BemecTBO OETaruCTHH.

IIpenapar berarnctun — BEPTEKC npuHagnexxur K rpymme mpenaparoB Uil JICUYEHUs

TOJIOBOKPYKCHUA.

Iloka3zaHus K NIPUMEHEHHIO

IIpenapar berarnctua — BEPTEKC npumensieTcs y B3pocisix B Bo3pacrte oT 18 ner:

— JUIs  JIedeHuss ~ cuHApoMa  MeHbepa,  XapaKTEpU3YIOLIErocs  T'OJIOBOKPY>KEHHEM
(COTTPOBOKTIAIOIIUMCST TOIITHOTOM/PBOTOM), CHIIKEHHWEM cliyXa (TYroyxocTb) W IIIyMOM B
yIIax;

— I CAMITOMATHYECKOTO JICYCHHUSI BECTUOYIISIPHOTO TOJIOBOKPYKEHUS (BEPTHUTO).
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Cnoco0 aeiicreus npenapara berarucTux — |

Mexanu3M AeicTBHS OETarnCTUHA U3BECTEH TOJIBKO YacCTUYHO. Ha JaHHBII MOMEHT CYIIECTBYET

HECKOJIBKO BO3MOJKHBIX TMIIOTE3:

l. Bnusinue Ha rUCTaMHHEPIMYECKYIO CHCTEMY — YBEJIMYUBAET OOMEH M BBICBOOOXKIICHUE
rucraMuHa (OMOJIOTMYECKH aKTUBHOE COEIMHEHHE, KOTOpOE Y4YacTBYeT B Iepenaye
MEXKJIETOYHBIX CUTHAJIOB, B TOM YHCJIE U B TOJJOBHOM MO3I€);

2. VYiydiienue KpoBooOpaleHusi BO BHYTPEHHEM yXe, a TAaK)Ke B TOJIOBHOM MO3TE;

3. VYckopeHre BOCCTaHOBJIEHUS BecTUOYsipHON (yHKUMM (mOJAepaHUEe YyBCTBa
paBHOBECHSI U OPUEHTAIIMH B IPOCTPAHCTBE);

4. Bo30yxnenne HelpOHOB B BECTUOYIISIPHBIX SIIPAX.

Ecnu yny4menue He HacTynmwio wid Bel 4yBcTByeTe yXyIIeHHE, HEOOXOIUMO OOpaTUTHCS K

Bpauy.

2. O uem cjenyert 3HATH nepea npuemom npenapara beraructuna — BEPTEKC

IIporuBonokaszanus

He npumensiiite npenapar bBerarnctun — BEPTEKC:

— ecnmu y Bac amnmeprus Ha OeTarcTMH WM JIOOBIE JPYrHe KOMIIOHEHTHI Mpernapara
(mepeurcineHHbIe B pa3jiese 6 TUCTKa-BKIIAbIIIA);

— ecau y Bac ¢eoxpomoriutoma (0myxosib HaiMOYEYHUKOB);

— y zmereid B Bo3pacrte ot 0 10 18 ner.

Oco0ble yka3aHusi H MepbI IPEI0CTOPOKHOCTH

[lepen npuemom mpenapata beraructun — BEPTEKC mnpokoHcyneTupyHTECh € JieHallluM
Bpa4yoOM.

ITpuaumaiite berarnctua — BEPTEKC ¢ ocTopokHOCTBIO B Cllydae, €ciu:

— y Bac O6ponxuanbHas actMa;

— y Bac sa3Bennas Gone3Hsb xenynka u/unu 12-nepcTHoi KUIIKY.

TepaneBtuueckuii dpdexkT 0OBIYHO OTMEUAeTCs YK€ B Hadajle Tepamud, HO MOXKET OBITh
IOCTENIEHHBIM M TPOSBIATBCA B TEUYEHUE HECKOJIbKUX Henenb JedeHus. CTaOuibHBIN
TepaneBTHUECKUl 3PPEeKT B HEKOTOPBIX CIIyyasX JIOCTUTAETCS TOCIEe HECKOJIBKHUX MECALEB
JICYCHMUS.

VYV nanueHToB C apTepHATBHOM THIIOTEH3UEH NMPUMEHATh ¢ OCTOPOYKHOCTBIO U IOJ KOHTPOJIEM

JIeYaIlero Bpaya.
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[Ipenapar mnpotuBonokazaHn JnerssM B Bo3pacte or 0 po 18 mner (cm. pasmen 2

«IIpoTHUBOIIOKa3aHUS).

JApyrue npenaparsl u npenapat beraructun — BEPTEKC

Coo0muTe nedarieMy Bpady O TOM, 4TO BbI mpuHHMaeTe, HEIaBHO NMPUHUMAIA WIH MOXETE
HAYaTh MPUHUMATH KaKUe-TUOO0 APyrue mpernaparsl.

D10 cBsizaHO C¢ TeM, 4To mnpenapar beraructuH — BEPTEKC MoxeT nmoBnuaTrh Ha AEHCTBUE
IpYruX TMpenapaToB WIM HA00OpPOT, MOXET YBEIMYUTh PHUCK U CTENEHb Cephe3HOCTU
HEXKENATENbHbBIX PEaKIUi.

O0s13aTeNnbHO IOCTABbTE B U3BECTHOCTD JICUALIETO Bpaya, eciiu Bel npuHUMaere:

— [POTHUBONAPKMHCOHMYECKUE IIPenaparhbl, a UMEHHO Ipenaparhbl CEIeruHa;

— mpemnapatbl 6JokaTopsl Hi — rTHCTaMUHOBBIX PELIETITOPOB.

bepemeHHOCTDB, IPyAHOE BCKapMJIMBaHKe U (PePTUIBLHOCTD

Ecnun Bbl GepeMeHHBI WM KOPMHUTE I'PYAbIO, Aymaere, 4To 3a0epeMEeHeNd WM IUIaHHpYyeTe
OepeMeHHOCTh, IEpe]] HaualoM IIpUeMa IpernapaTa NpOKOHCYJIbTUPYHUTECH C JIEYAlllUM BPauoM.
[Tpumenenue mnpenapata berarnctun — BEPTEKC Bo Bpemsi OGepeMeHHOCTM U B IEpUOJ
TPYAHOTO BCKapMIIMBAaHHUsS BO3MOXXHO TOJBKO B TOM Cllydae, KOTJa IIOJIb3a Uil MaTepu
IpEBBINIAET PHUCK U1 IJI0JAa WJIM HOBOPOXKICHHOIO, B CBS3M C HEYCTaHOBJIICHHOM
0€30I1aCHOCTBIO.

Jannsle o BausHuM npenapata berarnctun — BEPTEKC nHa ¢epTunbHOCTH (CIIOCOOHOCTH K

3a4aTHIO) OTCYTCTBYIOT.

YnpasJ/ieHue TPAHCHOPTHBIMH CPeACTBAMHU M PadoTa ¢ MeXaHU3MaMH
beraructun — BEPTEKC He oka3plBaeT WM OKa3bIBa€T HECYIIECTBEHHOE BIUSHUE HaA

CMOCOOHOCTH YMPABIIATHh TPAHCIIOPTHBIMU CPEACTBAMHU U PabOTATh C MEXaHU3MAaMH.

IIpenapar beraructun — BEPTEKC coaepskuT J1aKTO3bI MOHOTHAPAT
Ecnn y Bac HenmepeHOCHMMOCTb HEKOTOPBIX CaxapoB, OOpaTHTECh K JedallleMy Bpauy IMepen

MMPUEMOM JAHHOTI'O JICKAPCTBECHHOT'O ITpCriapara.
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3. Ilpuem npenapara beraructud — BEPTEKC

Bcerna npunumaiite npenapat beraructun — BEPTEKC B 1onHOM COOTBETCTBUM €
PEKOMEHJAlMAMM Jiedalulero Bpaya. lIpy nosiBICHMM COMHEHMI ITOCOBETYWTECH C JIedaluM

BpauoM.

Pexomennyemas no3a:
MakcumanbHasi CyToyHas J103a Ipenapara Jyuisi B3pocibix ctapiie 18 et cocrapiser - 48 mr.

[TpunuMmaiite penapar mo 1 TabneTke 2 pa3a B CyTKH.

IIyTh U (M14) cocod BBeIeHUs

BnyTps, BO Bpems eapbl.

Jluaus pasznoma (pucka) HaHECEHA IUIIb JUIS OOJETr4eHHsl pas3jiaMbIBaHUS TaOJIETKH TIpU
BO3HUKHOBEHUU 3aTPyJHEHUA NpPHU €€ MpOrjaThiBAaHUU LIEJIMKOM, a HE s pa3/elieHus Ha

paBHBIE JO3BI.

[IpoaoaKuTETbHOCTH TEPANINHU

HpOI[OJ'DKI/ITeJ'IBHOCTB JICUCHUA ITpCIIapaTomM I Bac OIIpCaACIUT Bpay.

Ecsin Bol npunsiiu npenapara berarucrun — BEPTEKC 6oabiue, yeM ciieqosajio
IIppu npueme mpenapara B JO3UPOBKE, IPEBBIIANOIIEH MaKCHUMAIBbHYI, BBl JIOJKHBI
HEMEJUIEHHO coo0ImuTh 00 3ToM Bamemy edamemy Bpauy WM CBsI3aTbCs € OJMKalIIMM

IIYHKTOM CKOPOM IIOMOIIIH.

Ecsin Bb1 3206111 npuHATHL npenapat berarncrun — BEPTEKC

BbI TOJKHBI HCIIOIB30BATh IIPENapar ¢ 4acTOTOM, Ha3HAYEHHON Bam nedamuM BpayoM, Tak Kak
peryJsIpHOCTh IpueMa Jenaer jeueHue oonee 3¢pdextuBHbM. Tem He MeHee, ecnu Bol 3a0b11H
NPUHATH JIEKAPCTBEHHBIN Ipemnapar, HCIONb3yWTe CIEQYyIoIlyo 103y B 00blyHOe Bpems. He
pUHUMAaNTE ABOWHYIO 103y Mpenapara, 4ToObl KOMIIEHCHPOBATh MPOIYILEHHYIO TaOJIEeTKY.

HpI/I HaJIMYHUU BOIIPOCOB IO IMIPUMCHCHUTO ITpCriapara, 06paTI/ITeCL K JICHalleMy Bpaydy.

4. Bo3mo:xHbIe HeKelaTebHbIe peakuun

[TonobHo Bcem JekapcTBEHHBIM Tmpenaparam, mnpemnapar beraructun — BEPTEKC wmoxer
BBI3bIBaTh HEXKENIATEIbHBIE PEAKIIMH, OJTHAKO OHU BO3HHUKAIOT HE Y BCEX.

ITocne npuema JIEKapCTBEHHOI'O npemnapara MOTYT BO3HUKHYTh peakuuu

TUINEPYYBCTBUTEIHHOCTU (AJUIEPTUYECKUE PEaKlUu). DT peaklUd MOTYT ObITh CEPhE3HBIMH.
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MEIUIIMHCKON NOMONIbIO, B CiIy4ae BO3HUKHOBEHHS OJHOIO M3 CIEAYIOLIUX IPU3HAKOB

aJUIePru4ecKoil peakuum:

— OTEeK JIMLA, A3bIKa WU [JI0TKY;

— npoOJIeMBI € TII0TaHUEM;

— KpanuBHHUIIA, IIOKpDaCHEHHs Ha BCEHl IOBEPXHOCTH Tejla, O0Opa3oBaHUE BOJABIPEH,
HIETYIICHNUE U OTEK KOXH, BOCIIAJICHUE CIM3UCTHIX 000JI0YEK;

— XPHIIBI WK 3aTPYIHEHHOE NBbIXaHUE.

Jlpyrue Bo3MOKHbIE HeiKeJIaTeJbHbIe peaKIii, KOTOpPble MOI'YT Ha0/1101aThCs NP NpueMe

npenapara berarucrun — BEPTEKC:

YacTo (MOryT BO3HMKATh He 0oJiee yeM y 1 yesioBeka u3 10):

— TOLIHOTA, PaCCTPONCTBO MULIEBAPEHUS (AUCTIETICUS ), TOJIOBHAs OO0JIb.

HeusBecTHO (McX0asi M3 MMEKIIMXCH [JAHHBIX, YACTOTY BO3HHMKHOBEHHUSI OIpeaeNTh

HEBO3MOYKHO):

— yYMepeHHbIE PacCTPONCTBA, TAKHE KaK PBOTA, KeIyJOUYHO-KUIIICYHbIE 00N, B3IyTHE )KUBOTA,
OOBIYHO HCYE3aloIIME I0CJe MpueMa IpernapaTa OJHOBPEMEHHO C MHUIIEH WM Mocie

CHMXXCHUS JO3bI.

Coo0uieHue 0 HexKeIaTeIbHBIX PeaKIUAX

Ecnu y Bac BO3HHKAIOT Kakue-Tu00 HexellaTeNlbHbIE PEAKINH, TPOKOHCYIbTUPYUTECH C BpauoM
Wi pabOTHUKOM anTeku. J[aHHas peKoMeHAalMs PacIpoCTpaHsieTcs Ha JIF0Oble BO3MOXKHbBIE
HE)KEJIaTEJIbHBIE PEaKLii, B TOM YHCJIE Ha HE NIEPEUYMCICHHBIE B JUCTKE-BKIaAbIIe. Bl Takxke
MOJXETe COOOLIUTh O HEKENAaTeIbHBIX pPEaKUUsAX HampsIMyl0 uepe3 CHUCTeMY COOOIIeHuM
rocy1apcTB — ujeHoB EBpasuiickoro skoHoMHuYeckoro corosa. CooOmiasi 0 HeXeaaTelbHbIX
peakusix, Bel moMoraere noayuuTs Oosblile CBEICHU 0 0€301aCHOCTH Mpernapara.

Poccniickas Penepanvs

DdenepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

109012, r. Mocksa, CraBsiHCKas miiomaisp, 1. 4, crp. 1.

Tenedon: +7 (800) 550 99 03

E-mail: info@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

5. Xpanenne npenapara beraructun — BEPTEKC
XpaHuTe mpenapaTr B HEJOCTYITHOM JJIsl peOeHKa MecTe Tak, YTOObl peOEHOK HE MOT YBHIETb

€ro.
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He npumensiiTe mpenapaT nociie UICTEYEHUs CppKa ronﬁggﬁm&%ﬁgggﬁﬂ}; 'y}Ia'éé-h-H'-b'}b Ha

ynakoBKe 1nociie cioB «l'ojieH 10:».

JlaTroi ncredeHus: Cpoka roAHOCTH SBJISIETCA IMOCIEAHUN I€Hb JAHHOTO MECSLA.

XpaHuTe mpenapar B 3alIMIIEHHOM OT CBETa MECTE MpHU TemiepaType He Boime 25 °C.

He BoiOpackiBaiiTe mpemnapar B KaHANU3alKo0. YTOUHHUTE Y pabOTHHKA anTeKH, Kak CledyeT
YTHJIU3UPOBATh (YHUYTOXKATh) TMpermapaTr, KOTOPbIH Oomblie HE moTpedyercs. DTH Mepsl

MO3BOJIAT 3aLUTUTh OKPYKAIOUIYIO CPENY.

6. ConepxxuMoe yNIaKOBKH U MPOYMe CBeeHUs

IIpenapar berarucrun — BEPTEKC coaep:xut

JIeficTBYIOIUM BEIIECTBOM SIBJISICTCS OCTarMCTHH.

Kaxxnas tabnerka comepxut 24 Mr OeTarucTuHa AUTHAPOXIIOPHIA.

[IpounMu  HWHrpenMeHTaMH  (BCIIOMOTATENbHBIMU  BEIIECTBAMHU)  SIBISIOTCA:  IIEJUITIOJIO3A
MHUKPOKPUCTAIMYECKAs, JIAKTO3bl MOHOTMAPAT, KPEMHHS JUOKCUJ KOJUIOMJIHBIM, TalbK,

JIMMOHHOM KHUCJIOTHI MOHOTruJapar, KaJibusa cTeapar.

Buemnuii Bua beraructun — BEPTEKC u conepkumoe ynakoBku

TabneTku.

Kpyrible miockonMIMHAPUYECKHE TaOJETKH OEoro WM IMOYTH Oenoro 1Bera ¢ (ackod u
PHUCKOM.

10 unu 15 TabneTok B KOHTYpHOU sUEHKOBOM yMakOBKE W3 IUIEHKU MOJIMBUHWIXJIOPUAHON U
(b oJIbrU aTIOMHUHUEBO.

1, 2, 3, 5 unu 6 KOHTYpHBIX SUEHKOBBIX yMakoBOK 1o 10 Tabnerok, 2 winu 4 KOHTYpHbIE

STYCUKOBEIE YIIaKOBKHU 110 15 TabneTok BMecTe ¢ JIMCTKOM-BKJIAABIMIEM B ITAYKE€ U3 KApTOHA.

Jlep:kaTesib PerucTPalHOHHOIO YA0CTOBEPEeHNs U MPOU3BOIUTED
Poccns, AO «BEPTEKC»

Anpec: 197350, r. Canxt-IletepOypr, [Jopora B Kamenky, a. 62, aut. A.
Ten.:8 (800) 2000 305

AJpec 2IIeKTpOHHOU NOYTHIL: vertex(@vertex.spb.ru

Anpec SJEKTPOHHOM MOYTHI Jis HMHOOPMHUPOBAHHMS O HEXKENIATeNbHBIX  PEaKIMSIX:

pharmacovigilance@yvertex.spb.ru




3a mo0oit mHboOpMaIMeit 0 mpemapare, a TaKkxK
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5 cyubik bodmmosekm fpétersnit Céiyer

o0paIaThes K MPEICTaBUTEIIO JCPIKATEIsl PErHCTPAIMOHHOTO YIOCTOBEPEHHS HITH JICPIKATEIIIO

PErUCTPAIMOHHOI'O YAOCTOBCPCHUA:

Poccusa, AO «BEPTEKC»

Anpec: 197350, r. Cankr-IleTepOypr, Jlopora B Kamenky, a. 62, aut. A.

Ten.: 8 (800) 2000 305

Be6-caiit: vertex.spb.ru

JIMCTOK-BKJIAABILI IEPECMOTPEH

IIpouyne ncTouyHMKHM HHPOPMALMHT

[TonpoOHBIE CBemeHUS O  JTaHHOM

(http://eec.eaeunion.org/).

npemnapare

comepxkarcs Ha BeO-caiite Coro3a
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