COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 13.06.2023 N= 10891

JIucTok-BaaabI — nupopmankiHind namren Ty’ |EHOCTS 0002)

Berarucrun — BEPTEKC, 8 mr, TabjieTku
Bberaructun — BEPTEKC, 16 mr, Ta61eTku

JelicTByro1I€€ BEIIECTBO: OETAarUCTHH

Ilepen npuemom npenapara moJTHOCTHIO MPOYUTANTE JIMCTOK-BKJIAbIII, OCKOJIbKY B HEM
coJep:xarcsi BaxkHble 1Js1 Bac cBenenus.

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

Ecnu y Bac BO3HMKIIM JOTIOJIHUTEIBHBIE BOIIPOCHI, 0OPAaTUTECH K JieHallleMy Bpady.

[Ipenapat na3nauen umeHHo Bam. He mepenaBaiite ero nqpyrum mroasm. OH MOXKET HaBPEIUTh
UM, JIaX€e €CIIM CUMIITOMBI UX 3a00J1eBaHMsI COBNIAAAIOT ¢ Bamumu.

Ecnmu y Bac BO3HUKIHM Kakue-TuOO HeXeaTeldbHbIe PEeaklnu, 00paTUTECh K JeyalieMy Bpady
Wi paboTHUKY anTeku. [laHHas pekoMeHJaIus paclpocTpaHseTcss Ha JI00ble BO3MOXKHbBIC

HECXKCJIATCIIbHBIC pCaKIIMK, B TOM YHCJIC Ha HC IICPCUYNCIICHHLIC B Pa3aciic 4 JIUCTKa-BKJIaAbIIIaA.

Coaep:xaHue JJUCTKA-BKJIAbIIIA

l. Uro u3 ceba npexacrasinser npenapar beraructun — BEPTEKC, u ans wero ero
IIPUMEHSIIOT.

O uem cnenyer 3HatTh nepen npueMmoM npenapara berarucrua — BEPTEKC.

[Ipuem npenapara beraructun — BEPTEKC.

Bo3MoxHBIE HEXENaTebHbIE PEAKIIUN.

Xpanenue npenapata berarnctun — BEPTEKC.

A

COI[ep)KI/IMOG YIIAKOBKU U TPOYUC CBCACHUA.

1. Yro u3 cedss mpeacrasiaser npenapar beraructun — BEPTEKC, u nas uero ero
MPUMEHSIOT

[Tpenapat beraructun — BEPTEKC conepxuT neiicTByroliee BeIecTBO OeTarucTHH.

[TIpenapar beraructun — BEPTEKC npuHagiexuT K TIpynmne MpenapaToB JUisl JI€UYEHUs

TOJIOBOKPYKECHHS.

Iloka3zanus K NPUMEHEHHIO
ITpenapat beraructun — BEPTEKC npumensieTcs y B3pocibIx B Bo3pacTte oT 18 jer:
— Ui Je4eHus  cUHApoMa MeHbepa, XapaKTEpU3YIOLIEToCs  T'OJIOBOKPYKEHUEM
(cOmpOBOXKIAIOIIMMCS TOIIHOTOM/PBOTOM), CHIPKEHHEM CllyXa (TYrOyXoCTbh) M IIYMOM B
yIlax;

— U CUMIOTOMAaTHYECKOTO JICUEHUsI BECTUOYIISIPHOTO TOJIOBOKPYKEHUS (BEPTHUTO).
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Cnoco0 geiicrBusi npenapara berarucrun — BEPTEKC--/1EADEA

Mexanu3M AeicTBHS OETarnCTUHA U3BECTEH TOJIBKO YacCTUYHO. Ha JaHHBII MOMEHT CYIIECTBYET

HECKOJIBKO BO3MOJKHBIX TMIIOTE3:

l. Bnusinue Ha rUCTaMHHEPIMYECKYIO CHCTEMY — YBEJIMYUBAET OOMEH M BBICBOOOXKIICHUE
rucraMuHa (OMOJIOTMYECKH aKTHMBHOE COEJAMHEHHE, KOTOpOE Yy4YacTBYeT B Iepeaaye
MEXKJIETOYHBIX CUTHAJIOB, B TOM YHCJIE U B TOJJOBHOM MO3I€);

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

3. YckopeHre BOCCTaHOBJIEHUS BeCcTHUOYIsipHOM GyHKIuM (MOJAep:KaHHE YyBCTBA
paBHOBECHSI U OPUEHTAIIUHU B IPOCTPAHCTBE);

4. Bo30yxnenne HelpOHOB B BECTUOYIISIPHBIX SIIPAX.

Ecnu ynydiieHue He HacTynuiio wid Bel uyBcTByeTe yxXyzuleHue, He0oOX0IUMO OOpaTUThCs K

Bpauy.

2. O yem caenyer 3HaTh nepea npuemMom npenapara berarucruna — BEPTEKC
IIporuBonokaszanus
He npumensiite npenapart berarucrun — BEPTEKC:
— eciau 'y Bac amreprus Ha OeTarucTMH WM JitoOble Jpyrue KOMIIOHEHTHI INpernapara
(mepeuncieHHbIE B pa3jene 6 IMCTKa-BKIIA/bIIIA);
— ecau y Bac quarHoctupoBaHa eoxpomoruToMa (OImyXoJib HaiMOYEYHUKOB);

— y nereid B Bo3pacrte ot 0 10 18 ner.

Oco0ble yka3aHusi 1 MepbI IPEI0CTOPOKHOCTH

Ilepen npuemom npenapara berarnctnna — BEPTEKC mnpokoHCynbTHpyHTECH C JleHalluM
Bpa4yOM.

[Tpunumaiite beraructun — BEPTEKC ¢ ocTOposXHOCTBIO B CiTy4ae, eciiu:

— y Bac O6ponxuanbHas actMa;

— y Bac s3BeHHas 605e3Hb Kenyka u/uiam 12-nepcTHON KUIIKH.

TepaneBtuueckuii 3ppekT 0OBIYHO OTMEUAeTCs YK€ B Hadale Tepamuu, HO MOXET OBbITh
MOCTETIEHHBIM W TPOSIBISATHCS B TEUEHHE HECKOJBKUX Hezdenb JedeHus. CraOuibHbBIN
TepaneBTHUECKUl 3PPEeKT B HEKOTOPBIX CIIyyasX JIOCTUTAETCS TOCIEe HECKOJIBKHUX MECALEB
JICYCHMUS.

VYV nanueHToB C apTepHATBHOM THIIOTEH3MEW MPUMEHSATH C OCTOPOXKHOCTBIO M IOJ KOHTPOJIEM

Jieqamero Bpayda.
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Hern

[Ipenmapar mnpotuBonokazaHn JersM B Bo3pacte or 0 nmo 18 mer (cm. pasgen 2

«IIpoTHUBOIIOKa3aHUS).

JApyrue npenaparsl u npenapat berarucrun — BEPTEKC

CooOumuTe nedamieMy Bpady O TOM, 4TO Bbl mpuHHMaeTe, HEIaBHO NMPUHUMAIA WM MOXETE
HAYaTh MPUHUMATH KaKUe-TUOO0 APyrue Mpernaparsl.

D10 cBa3aHo ¢ TeM, uto mpenapar beraructun — BEPTEKC moxer moBnuatrh Ha JedCTBUE
IpYruX TMpenapaToB WIM HA000OpPOT, MOXKET YBEIMYUTh PHUCK U CTENEHb CEephe3HOCTU
HEXENaTeNbHbIX PEeaKIHil.

O0s13aTeNIbHO TOCTaBbTE B U3BECTHOCTH JICUAIIETro Bpaya, eciiu Bol mpuHuMaeTe:

— NOPOTHBONAPKMHCOHUYECKHUE MPENapaThl, a UMEHHO MPENapaThl CEJIETUHA;

— mpemnapatbl 6JokaTopsl Hi — rTHCTaMUHOBBIX PELIENITOPOB.

bepeMeHHOCTD, rPpy/IHOE BCKAPMJIMBAHHE H (PEPTHIBLHOCTH

Ecnmu Bbl GepeMeHHBI WM KOPMHUTE TPYAbIO, JAyMaeTe, 4TO 3a0epeMEeHeNd WM IUIaHHpYyeTe
OepeMEeHHOCTb, Mepe]l HayaJIoM IIpHeMa IpenapaTa MpOKOHCYJIbTUPYHTECH C JIeUallliM BPayoM.
[Tpumenenne mnpenapata berarnctun — BEPTEKC Bo Bpemsi OepeMeHHOCTH M B IEPHOA
TPYJHOTO BCKAPMIIMBAHMS BO3MOXHO TOJIBKO B TOM Ciy4ae, KOrja IOJb3a Ui MaTepH
NPEBBIIACT PUCK I IUIOAA WIM HOBOPOXKJIECHHOIO, B CBSI3M C HEYCTAHOBIICHHOU
0€30MacHOCTHIO.

Hannbie o BausiHuu npenapara beraructun — BEPTEKC Ha ¢epTuinbHOCTB (CIOCOOHOCTH K

3a4aTHIO) OTCYTCTBYIOT.

YnpasJ/ieHue TPAHCHOPTHBIMH CPEeACTBAMH M padoTa ¢ MEXaHM3MaAMM
beraructun — BEPTEKC He oka3blBaeT WM OKa3blBa€T HECYIIECTBEHHOE BIUSHUE Ha

CMOCOOHOCTH YMPABIIATHh TPAHCIIOPTHBIMU CPEACTBAMHU M pabOTaTh ¢ MEXaHU3MaMH.

IIpenapar beraructun —- BEPTEKC coaepskuT J1aKT03b1 MOHOTHAPAT
Ecnun y Bac HemepeHOCMMOCTh HEKOTOPBIX CaxapoB, oOpaTHTECh K JeyalleMy Bpauyy mepen

MMPUEMOM JAHHOTI'O JICKAPCTBECHHOT'O ITpEIriapara.

3. Ilpuem npenapara beraructud — BEPTEKC
Bcerna npunumaiite npenapat beraructun — BEPTEKC B 1onHOM COOTBETCTBUM €
PEKOMEHJalUAMU Jiedallero Bpaya. lIpy mosiBICHMM COMHEHUH ITOCOBETYWTECH C JIeHaluM

BPavyOM.
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Pexomennyemas no3a:

CyrouHnas 103a npemnapara Jajisi B3pOCbIX COCTaBIseT 24 — 48 Mmr.
Tabnerku 8 Mr: npuHUMaiite o 1-2 Tabnetku 3 pa3a B CyTKH.

Tab6nerku 16 mr: npuauMaiiTe o 1/2-1 Tabierke 3 pa3a B CyTKH.

IIyTh 1 (W1K) cocod BBeAeHUS

ITpenapat berarnctun — BEPTEKC crnenyer npuHuMarh BHYTpb BO BpeMs €71bl, HE pa3KeBbIBas,
3anMBaTh HEOONBIIMM KOJIMYECTBOM BOJIbL. [locTapaiiTech MpUHUMATH MIpEnapar B OAHO U TO XKe
BpEMS CYTOK.

Jluaus pasznoma (pUcKa) HaHECEHa JMILb JUId OOJIerYeHHs pa3jiaMblBaHUA TaOJIETKU MpU
BO3HMKHOBEHHMH 3aTPyJHEHHHA IPU €€ IpOrJaThIBaHUM LEJIUKOM, a HE Ui pas3lelieHus Ha

paBHBIE JO3BI.

[IpoaoaKuTETbHOCTH TEPANINHU

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

Ecsin Bol npunsiin npenapara berarucrun — BEPTEKC 6ob1ue, yeM ciieqosajio
IIppu npueme mpenapara B JO3UPOBKE, IPEBBILANOIIEH MaKCHUMAIbHYIO, Bbl TOJDKHBI
HEMEJUIEHHO coo0ImuTh 00 3ToM Bamemy edamemy Bpauy WM CBsI3aTbCs € OymKalImMm

IIYHKTOM CKOPOM IIOMOIIIH.

Ecsin Bb1 3206111 npuHATHL npenapat berarncrun — BEPTEKC

Br1 n0JKHBI HCTTOTB30BATh Mpenapar ¢ 4acTOTOM, Ha3HAYeHHON BaM JjiedamuM BpadyoM, Tak Kak
PEryIsapHOCTh TIpHeMa JenaeT JiedeHune Oonee 3pdexTuBHbIM. Tem He MeHee, eciu Bbl 3a0bu1H
NPUHITH JIEKAPCTBEHHBIN Mpemnapar, HCIONb3yWTe CIEAYIIIyI 103y B 0OblYHOE Bpems. He
MpUHUMAaNTE JBOMHYIO 103y MIpernapara, YTo0bl KOMIEHCHPOBAThH MPOIYIICHHYIO TabJIETKY.

[Tpu HanuuuM BOMIPOCOB MO MTPUMEHEHHUIO MperapaTa, OOpaTUTECh K JeHaleMy Bpady.

4. Bo3mokHbIe HexKeNaTeJbHbIC PpeaKIUu

[Tono6HO BceM JexkapcTBEHHbIM NpenapaTtam, mnpemnapar berarmctun — BEPTEKC wmoxer
BBI3BIBATH HE)KEJIATENIbHBIE PEAKIINH, OJHAKO OHU BO3HUKAIOT HE y BCEX.

[Tocne npreMa JIEKAPCTBEHHOTO npenapara MOTYT BO3HUKHYTh peakuuu
TUIEPUYBCTBUTENIBHOCTH (QJIJIEPIrUYECKHe peakiu). DTU peaklMd MOTYT OBITh CEpPbE3HBIMH.
IIpekpaTure npuem npenapara beraructun — BEPTEKC n HemensienHo odparurech 3a
MEIMUIMHCKON IOMOLIBIO, B CIIydya€ BO3HUKHOBEHMS OJHOTO M3 CIEAYIOIIMX IPU3HAKOB
AJIepruvecKoi peakumuu:

— OTCK JIM1a, A3bIKa UJIN I'NTIOTKH,
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— TpoOJIEMBI C TJIOTAaHHEM;

— KpanuBHHUIIA, MOKpPAaCHEHHs Ha BCEW IOBEPXHOCTH Teja, O0Opa3oBaHUE BOJIIBIPEH,
HIeNTyIIEHUE U OTEK KOKH, BOCTIAJIEHUE CIIM3UCTHIX 000JI0YEK;
—  XPpUIIBI WK 3aTPYIHEHHOE JIbIXaHHE.
Jlpyrue Bo3MOKHbIe HexKeJIaTeJbHbIe PeaKIi, KOTOpPbie MOI'YT Ha0/101aThCs IPHU NpueMe
npenapara berarucrun —- BEPTEKC:
YacTo (MOryT BO3HMKATH He 0oJiee yeM y 1 yesroBeka us3 10):
— TOIIHOTA, PACCTPONCTBO MUIIECBAPCHUS (JAUCIICTICHS ), TOJIOBHAS OO0JIb.
YacTtoTa HEM3BECTHA, HCXOAS M3 HMEKINUXCS [JaHHBIX, 4YaCTOTY BO3HHUKHOBEHUS
onpeeJTUTh HEBO3MOKHO:
— yYMepeHHbIE PacCTpPOWCTBA, TaKWe KaK PBOTA, >KENyIOYHO-KUIIEUHbIE OO0JIM, B3AYyTHE
JKUBOTA, OOBIYHO MCUE3aIOIINe IOCe IpUeMa IMpernapaTa OJHOBPEMEHHO ¢ MUILEH WIn

IIOCJIC CHUXKCHUA JO3BI.

Coo0uieHue 0 HexKe1aTeJIbHBIX PeaKIusaX

Ecnu y Bac BO3HUKAIOT Kakue-Iu00 HexXellaTeNIbHbIE PEAKINH, IPOKOHCYIbTUPYUTECH C BpauoM
wid pabOTHUKOM anTeku. /laHHas pexoMeHJalus paclpoCTpaHseTcs Ha JII0Oble BO3MOXKHBIE
HE)XeNlaTeNbHbIe Peakllii, B TOM YHCJIe Ha He NepeunclIeHHbIe B JIUCTKe-BKIaJbIIIe. Bol Takke
MOXKETE€ COOOIIUTh O HEXKENATENbHBIX pPEaKIUAX HaIlpsIMyI0 dYepe3 CHCTEMY COOOIIeHHUN
roCyJapcTB — wWieHOB EBpasumiickoro skoHOMHUYECKOro coro3za. Coolmasi 0 HexelaTeIbHBIX
peakuusx, Bel momoraere noixy4uTs OoJible CBEACHUN 0 6€30MaCHOCTH Ipenapara.

Poccuiickas ®enepanus

®denepanbHas cinyx0a mo Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuanzop)

109012, r. MockBa, CnaBstHCKas iomiaib, 1.4, ctp.l.

Tenedon: +7 (800) 550 99 03

E-mail: info@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

5. Xpanenune npenapara beraructun — BEPTEKC

XpaHuTe mpernapar B HEIOCTYITHOM i peOCHKa MeCTe TakK, YTOOhl peOCHOK HE MOT YBHJIETH
ero.

He npumensiiTe mpenapar nocie UCTEUEHHUsI CpOKa TOJHOCTH (CpOKa XpaHEHHS ), YKa3aHHOTO Ha
yrmakoBKe Tociie ciioB «['ofieH 10:».

Jlaroii ucredeHus: cpoka rogHOCTH SABJISIETCA MOCIEIHUM I€Hb JAHHOTO MECsa.

XpaHute mpenapar B 3alIUIIIEHHOM OT CBETa MECTe IIpH Temmneparype He Boiie 25 °C.


http://www.roszdravnadzor.gov.ru/
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He BwiOpackiBaiiTe mpemnapaT B KaHAJIA3AIUIO YTOqu/IEIé:'H)%éJ&E‘ﬁ‘JaEQIﬁIé‘gﬁ, feaw %gigﬁyeT

YTUIM3UPOBaTh (YHUYTOXKATh) TMperapar, KOTOPbI Ooiblie He mOTpedyeTrcs. OTH Mepsl

MO3BOJIAT 3ALUTUTh OKPYKAIOLIYIO CPENY.

6. ConepxxuMoe yNIaKOBKH U MPOYMe CBeeHUs
Hpenapar beraructun — BEPTEKC conepsxxut

JleficTBYIOIUM BEIIECTBOM SIBIISICTCS] OCTarMCTHH.

Beraructua — BEPTEKC, 8mr, Tabierkn

Kaxxnas Tabnerka coiepKuT 8 Mr OeTarucTUHA TUTHAPOXIIOPUIA.
[IpournmMu wHTpeaueHTaMyd  (BCIIOMOTATCIIBHBIMU  BEIIECTBAMHU)  SBJISIOTCS:  IEJUIIOJIO3A
MUKPOKPUCTAJUTMYECKAs, JIAKTO3bl MOHOTHIpAT, KPEMHHUS JUOKCHUJ KOJUIOMJHBIN, TajbK,

JIMMOHHOM KHUCJIOTHI MOHOTruJapar, KaJibus cTeapar.

beraructug — BEPTEKC, 16 mr, TabiaeTku

Kaxxnas Tabnerka comepkut 16 Mr 6eTarucTuHa JUTHIPOXIOPUIA.
[IpounmMu wuHTpeaueHTaMu  (BCIIOMOTATENIbHBIMUA  BEIIECTBAMH)  SIBJISIIOTCS:  IIEJUTIONI03a
MUKPOKPUCTAJUTMYECKAs, JIAKTO3bl MOHOTHIpAT, KPEMHHUS JUOKCHJ KOJUIOMJIHBIN, TajbK,

JIMMOHHOM KHCJIOTBI MOHOT'MApAT, KaJIbIUA CTCapar.

Buemnnii Bug npenapara berarucrun — BEPTEKC u copep:xnmMoe ynakoBku

Kpyrible ninockouuauHapudeckre TabaeTku Oenoro wiM moutd Oenoro msera ¢ ¢ackoil (as
JIO3UPOBKH § MT) WK ¢ packoil U pucKou (A1 J03UPOBKHU 16 Mr).

10, 15, 20 wumm 30 Tabnerok B KOHTYpHOM SYEHKOBOW YNAKOBKE U3 IUICHKU
HNOJMBUHUIXJIOPUIHON U (DOJIBI'H aTFOMUHUEBOM.

1, 2, 3, 5 uim 6 KOHTYpHBIX SUEHKOBBIX yMakoBOK 1o 10 Tabnerok, 2 wiu 4 KOHTYpHBIE
A4YEIKOBbIE YMaKOBKM 1Mo 15 Tabnmetok, 1, 2 mnu 3 KOHTYpHbIE SUEHKOBBIE YIMAKOBKU IIO
20 Tabnetok, 1 wmnaM 2 KOHTypHble sYelWKOBble ymakoBkd 1o 30 TabineTok BMecTe C

JIMCTKOM-BKJIAJIBIIIICM B ITAYKE U3 KApTOHA.

JlepkaTejib PerHCTPAIHOHHOIO YA0CTOBEPEHNS U MPOU3BOAUTEb
Poccus, AO «BEPTEKC»

Anpec: 197350, r. Cankt-Ilerepoypr, Jlopora B Kamenky, a. 62, mut. A.
Ten.: 8 (800) 2000 305

AJpec AIeKTpOHHOU MOYTHIL: vertex(@vertex.spb.ru
Anpec >IeKTPOHHOH MOYTHI T HHPOPMHUPOBAHUS O HEKEIATEIBHBIX PEaKIHIX:

pharmacovigilance@yvertex.spb.ru
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3a mro6o0if mHpOpMaIMel 0 penapare, a TakKe B cnyﬁgé:'k-oggp&%gk"éﬁﬁg %H&E}Eﬁﬁ' H‘c'a:igi[yeT

oOpalaTbecsi K IpeICTaBUTENIO JEPKATENsl PETUCTPALMOHHOTO YIOCTOBEPEHUS WIN AEpPKATEIIO
PErUCTPALIMOHHOTO YA0CTOBEPEHUS:

Poccusa, AO «BEPTEKCy»

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

Ten.: 8 (800) 2000 305

Be6-caiit: vertex.spb.ru
JIMCTOK-BKJIAABILI IIEPECMOTPEH

IIpoune ncTounnku nHGOpMaAIMH
[MonpoOHBIC cBeAcHWsT O JaHHOM Ipenapare cojaepxkarcs Ha BeO-caiite Corosa

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



