COOTBETCTEYET ZKCMNEPTHOMY OTYETY
oT 13.11.2024 N2 25048
UHCTHYKIM HOCNEQCBATENEHOCTE 0001)

IO MEJUIIMHCKOMY NTPUMEHEHUIO JTEKAPCTBEHHOI'O ITPEITAPATA

(IMCTOK-BKJIAIBII)

Kueit B®-6 BEPTEKC, pacTBop /i1 HApPY:KHOTO PUMEHEHUSI CIIUPTOBOM

Ilepen npuMeHeHneM npenapara NOJHOCTHIO NPOYUTANTE JHCTOK-BKJIA/IbIII, IIOCKOJIbKY B
HeM coJepakaTcsl BazkHble 1J1s1 Bac cBenenus.

Bcerna mpumensiiite mpemnapaT B TOYHOCTH C JIMCTKOM-BKJIAQJBIIIEM WIH PEKOMEHIALMSIMU
Jedaniero Bpaya uin pabOTHHUKA allTEeKHU.

CoxpanuTte IUCTOK-BKIaAbII. Bo3moxkHo, Bam motpebyercs npounTtars €ro eie pas.

Ecnn BaM Hy)XHBI JONOJHUTEIbHBIC CBEACHUS WM PEKOMEHAALUHU, 00paTUTECh K paOOTHUKY
anTeKH.

Ecnu y Bac Bo3HUKIIM Kakue-In00 HexeNlaTeIbHbIe Peakiuy, 00paTUTECh K JIeUalieMy Bpady Hin
pabotHuky anTekd. JlaHHas pEeKOMEHAAIUs pAaclIpoCTpaHseTcs Ha JI00ble BO3MOXKHEIC
HE)KeNIaTeNIbHbIE PeaKllii, B TOM YKCJIe Ha He IepeYMCIIeHHbIE B pa3jiene 4 IMCTKa-BKIIa/IbIIIa.

Ecau cocTosinue He yirydumaceTesa Wi OHO yXyAIIaceTCHd, Bam CJIeayeT O6paTI/ITBC$I K Bpayy.

Coaep:xaHue JJUCTKA-BKJIAbINIA

1. UYro u3 ceds npeacrasiser npenapat Kieit bd-6 BEPTEKC, u a5 uero ero npuMeHsIoT.
2. O uemM cnenyer 3HaTh nepel npuMeHeHueM npenapara Kieit b®-6 BEPTEKC.

3. [Tpumenenue npenapata Kneit b®-6 BEPTEKC.

4. Bo3moxHbIE HEKeTaTeIbHbIE PEaKIUU.

3. Xpanenue npenapata Kneit bd-6 BEPTEKC.

6. CopepKUMO€ yIIaKOBKH U NIPOUYNE CBEACHHUS.

1. Yro u3 cedsn mpeacrasiasier npenapar Kieit b®-6 BEPTEKC, u aas 4ero ero
NPUMEHSIOT

[Tpenapat Kneit b®-6 BEPTEKC oTHOCHTCSA K TpyIe «aHTHCENTHKU U JE3UH(PHUIUPYIOIIHNE
cpencTBa; (EHOI U €ro MPOU3BOIHBIE.

Iloka3zaHus K NIPUMEHEHHIO

ITpenapat Kneit b®-6 BEPTEKC noka3aH Kk NpUMEHEHHUIO y B3pOCIBbIX U JETEW B BO3PACTE OT
1 roga ans 06pabOTKM MUKPOTpaBM (CCaauH, apaniH, HOPE30B U IPYTUX MEIKUX HOBPEKICHUN

KOH ), IOCTICONEPAIIHOHHBIX IIIBOB.
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Croco6 eiictsus npenapata Kieii B®-6 BEPTEKC 1UE/IEA0BATENBEHOCTS 0007)

[Ipemapar oka3pIBae€T PaHO3AKHBIISIONICC M AHTUCENTHUYECKOE JICHCTBUE, BBI3BIBAET THOECIH
6axtepuii. CHocoOCTBYET 3a)KHBIICHUIO MEJIKMX MOBPEXKICHUN KOXKH BCIIEJCTBUE 00pa30BaHUs HA
UX TIOBEPXHOCTH M3OJMPYIOIIEH IUICHKH, CTOMKOH K MEXaHWYeCKUM W XHMHYECKUM

BO3JIEUCTBUSIM.

Ecnu ynydmenune He HacTynwio, Wid Bel yyBcTByeTe yxy/lIeHUE, HEOOXOAUMO OOpaTHTHCS K

Bpauy.

2. O 4yemM caenyer 3HaTh nepea npumeHenneM npenapara Kieit b®-6 BEPTEKC
IIporuBonokaszanus

He npumensiiite npenapart Kueit B®-6 BEPTEKC

— ecnu y Bac anmneprus Ha deHondopMambIeTHAHYIO CMOY WIH JII0Oble IPyrue KOMIOHEHTHI
npemnapara (IepeyrciIeHHbIE B pa3jene 6 JUCTKa-BKIaAbIIIa);

— ecnm Bo3pact Bamrero pebenka o 1 roga.

Oco0ble ykazaHHus 1 MepPbl IPEeI0CTOPOKHOCTH

Ilepen mpumenennem npenapata Kneit b®-6 BEPTEKC npokoHCynabTUpYHTECH C JieyaluMm
BpauoM WM paOOTHUKOM alTEKH.

[IpenapaT npeaHa3sHavy€H TOJIBKO AJI HAPY>KHOT'O IPUMEHEHUS.

W36eraiiTe nomnaganus Ha CIM3UCThIe 000JOYKH TIas3.

He oTmeueHo BnusiHUE IPUMEHEHU Npernapara Ha TeUeHUe XPOHHUUECKUX 3a00J1eBaHUH.

Hetun

beszonacnocts u 3dpdextuBHoCcTh Kneit bd-6 BEPTEKC y nereit B Bo3pacte ot 0 10 1 roga Ha
JaHHBII MOMEHT He ycTaHOBJIeHbl. He naBaiite mpenapat netsam B Bospacrte ot 0 1o 1 roza.
Jpyrue npenaparsl 1 npenapart Kiueit b®-6 BEPTEKC

CooOumTe nevameMy Bpady WM paOOTHUKY anTeKd O TOM, 4To Bbl mpuMeHsere, HeAaBHO
MPUMEHSUTN WK MOKETe HauyaTh MPUMEHSATh KaKhe-I1u00 Apyrue npenaparsl.

JlaHHBIE O HEXENATENIbHBIX MPOSBIICHUAX JIEKAPCTBEHHOI'O B3aMMOJEHCTBHSI OTCYTCTBYIOT.
BepemeHHOCTh M rpyIHOE BCKAPMJINBAHHE

Eciu Bbl OepeMeHHBI WM KOPMUTE TPYAbIO, AyMaeTe, 4To 3a0epeMEHENH, WIH IUIaHUpYyeTe
OepeMeHHOCTb, Iepesl HayaloM MPUMEHEHHs IMpenapara MPOKOHCYIbTUPYHUTECh C JedalluM

BpavyoOM HJIN pa6OTHI/IKOM AIlITCKH.
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Bepemennocmo (MOCNEOQOBATENEHOCTEL 0001)

Ha ocHoBanum cymectByromux AaHHbIX npumeHeHust mnpenapat Kineit bd-6 BEPTEKC B
TEpaNeBTUUECKUX J103aX IpU OEpPEMEHHOCTH HE OKa3bIBAET OTPULIATEIBLHOIO BIMSHUS Ha
Pa3BUBAIOILMIICS TUIOL.

I'pyonoe eckapmnusanue

Bo3MoxHO npuMeHeHue B NEpUOJ IPyAHOro BCKapminBaHud. [lepen nmpuMeHeHueM B mepuon
IPYIHOTO BCKapMIIMBaHHSI HEOOXOAUMO MPOKOHCYIBTUPOBATHCS C BPAYOM.

YnpasJ/ieHue TPAHCHOPTHBIMH CPeACTBAMH M padoTa ¢ MeXaHU3MaMu

Kineii b®-6 BEPTEKC He oka3biBaeT BIUSHHUS Ha CIIOCOOHOCTH YIPABIATH TPAHCIOPTHBHIMHU

cpencTBamMu U paboTaTh C MEXaHU3MaMH.

3. IIpumenenne npenapara Kieit b®-6 BEPTEKC

Beerna mnpumensiite npemnapar B IIOJHOM COOTBETCTBMM C JIMCTKOM-BKJIQABIIIEM WIH C
peKOMEHJALMAMU JIeyallero Bpaya, paboTHUKa anteku. Ilpu TMOABIEHMHM COMHEHHI
MIOCOBETYHTECH C JIeUaIlliM BPa4OM HIIM pAOOTHHKOM arTeKH.

Pexomenayemas no3a:

[Ipemapar HaHOCHUTE HENOCPEACTBEHHO HA IIOBPEKICHHYIO IIOBEPXHOCTh TOHKUM CJIOEM,
3aXBaThIBasi OKpY’KarollMe 3710pOBbIE TKaHU. B ciyyae HapylIeHus I€TOCTHOCTH IUIEHKH CBEPXY
Ha HEe HaHECUTE HOBYIO IUICHKY.

Ilpumenenne y nerei

Pexum nosupoBanus ais neredt ot 1 roxa 1o 18 net He oTaM4YaeTcs OT pexuma J03UpOBaHUs AJIs
B3pOCIIBIX.

IIyTh U (M14) cocod BBeeHUs

HapyxHo.

Ilepen HaHECcEHMEM MpernapaTa y4acTOK KOKHU TIATEIEHO OUMCTUTE OT 3arpsi3HEeHUs. BaTHbIM min
MapJieBbIM TaMIIOHOM OCTAHOBUTE KPOBOTEYEHHE U MPOCYLIUTE MECTO, KOTOPOe HEOOXOIMMO
MOKPBITh KJIEEM.

[Tnenka oOpazyercs B TeueHHe 2—5 MUHYT 110CJI€ HAHECEHHUS IIpenapaTa U IpOYHO yJIepKUBAeTCs
Ha KOK€ Ha MPOTSHKEHNUHU 2—-3 THEN.

Ecau Bel npumenniu npenapara Kieit b®-6 BEPTEKC 6oabiie, yem cJie10Bano

Ciyyau nepeo3upOBKH HE OMKCAHBI.

4. Bo3Mo:kHbIE HekeJlaTe/IbHbIE PeaKInu
[TonoGHO BceM nekapcTBeHHBIM pemaparaM, ipenapat Kieit bd-6 BEPTEKC moxeT BbI3bIBaTh

HEXECJIATCIbHBIC pCaKIINH, OAHAKO OHU BO3HHUKAIOT HE Y BCEX.
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JKeHne B MecTe HAHECEHU S, AJTIEPIHYECKUE PEAKLIUH. (NOCNEOOBATENEHOCTE 0001)

Ecnu y Bac oTMeuaroTcst HexenaTtenbHbIe peakliiM, YKa3aHHbIE B JIMCTKE-BKIIAJIBIIIE, WJIM OHU
yCyryousiroTcsi, win Bl 3ameTuiiu mo0ble Ipyrue HeKelaTeIbHbIC PEaKIiK, HE YKa3aHHEIC B
JUCTKe-BKJIa iblIe, coodmuTe 00 3ToM BameMy nevainiemy Bpady.

Coo01ienue 0 HexeNaTeJIbHBIX PeaKIUAX

Ecnn y Bac BO3HUMKaIOT Kakue-IM00 HeXeNaTeNIbHbIE PEAKIUY, IPOKOHCYIbTUPYUTECH C BpauOM
win paboTHUKOM anTekd. K HUM Takke OTHOCSTCS JOOBIe HEXKeIaTelbHbIC PEaKIuu, He
yKa3aHHbIE B JIUCTKE-BKJajblle. Bbl Takke MOXeTe COOOHIMTH O HEXKENaTeIbHBIX PEaKIIHIX
HanpsMyto (cM. Hipke). Coob1iiast 0 HexkenaTeIbHbIX peaklusax, Bol momoraeTe moiy4uts 60bIie
CBeJICHUI 0 0€30MacHOCTH Tperapara.

Poccniickas @enepanys

OenepanibHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuaazop)

Anpec: 109012, r. MockBa, CnaBsiHCKas 1101Iaab, a. 4, ctp. 1.

Tenedon: +7 (800) 550 99 03

OnekrpoHHas nouta: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru

5. Xpanenne npenapara Kieit b®-6 BEPTEKC

XpanHuTe mpemnapaT B HEJJOCTYITHOM JJIs peOE€HKa MECTE TaK, YTOObI peOCHOK HE MOT YBUJIETh €TO0.
He mpumenstiite nmpemnapar nocjie UCTEUEHUsI CpOKa TOAHOCTH (CpOKa XpaHEHHU), YKa3aHHOTO Ha
KapTOHHOW nayvke nocie «l oaeH 10:».

JlaToi ncredeHust Cpoka roAHOCTH SIBJISIETCS MOCIEAHUN JIEHb TAHHOTO MECSIa.

Xpanute npu Temneparype He Boie 25 °C B1aau OT UICTOYHUKOB HarpeBa U OTKPBITOTO OTHA.
He BoiOpaceiBaiiTe (He BHUIMBAWTE) MpemapaT B KaHAIU3AIUIO. Y TOUHUTE y PAaOOTHHUKA anTeKH,
KaK ClIeyeT YTHIM3UPOBaTh (YHHUTOXKAThH) Mpemnapar, KOTOpPbI Oolnblie HE moTpedyeTcs. DT

MEpBI MO3BOJIAT 3AIUTUTH OKPYKAIOIIYIO CPENY.

6. Coaep:kumoe yNakoBKH H NPoYHe CBeACHUSA

Ipenapar Kaeit b®-6 BEPTEKC coaep:xut

Kaxaplii rpamMMm pacTBOpa Ui HApY)KHOTO TMPUMEHEHHUS CHUPTOBOTO colepkuT 97,0 mr
NOJIMBUHWIOYyTHpana (moJuBUHUIOyTHpans), 35,0 mr aulOyrtundranara, 17,5 Mr KacTopoBOIoO
Macia, 16,5 mr denondopmanpaerngnoil cMmoibsl (Jlaka OakenuToBOrO0), 8,5 Mr KaHudoIH,
825,5 mr atanona 95 % (atunoBoro cnupta 95 %).

Buemnnii Bua npenapara Kueit b®-6 BEPTEKC n cogepxxumoe ynakoBku
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(NOCNEQCBATENEHOCTE 0001)

PacTtBOp mi14 HapyKHOTO MPUMEHEHUS CITUPTOBYH.

[Ipo3paunas wiam cierka MyTHas *HUIKOCTh OT CBETJIO-KEITOrO JO KEJITOr0 ¢ KpPacHOBAThIM
OTTEHKOM IIBETA.
I[To 10 T, 15 1, 25 r uiu 30 T B TyOB! anmoMuHueBbIe. Kakayro TyOy BMECTe C MHCTPYKIIUEH 10

IIPUMEHCHHUIO (J'II/ICTKOM-BKJ'IaI[BIH_ICM) IIOMEIIAaKOT B IIa4YKy M3 KapTOHA.

Jlep:kaTesib perucTPallMOHHOIO YA0CTOBEPEHNsI U TPOU3BOANTEb

Poccus

AO «BEPTEKC»

Anpec: 197350, r. Caukr-IletepOypr, lopora B Kamenky, a. 62, aut. A.

Tenedon: 8 (800) 2000 305

Anpec 2IIeKTpOHHOU MOYTHI: vertex@vertex.spb.ru

3a 1000 MHpopManMeil 0 mpenapare, a TakkKe B CJIy4asiX BOSHHMKHOBEHHsS IpeTeH3Hil
cjeayeT 00pamaThes K NpeICTABUTEJIIO iep KaTesisi PerucCTPALMOHHOI0 Y10CTOBEPeHU s WIIH
JepAKaTeI0 PerucTPALMOHHOIO Y10CTOBEPEHUA:

Poccus

AO «BEPTEKC»

Anpec: 197350, r. Cauxr-IletepOypr, lopora B Kamenky, a. 62, aut. A.

Tenedon: 8 (800) 2000 305

Anpec a1ekTpoHHOM mouTsl: pharmacovigilance@yvertex.spb.ru

JIMCTOK-BKJIAABIII nmepecMoTpeH

IIpouyne ncTrouHMKH HHPOPMALUHT

[TonpoOHble cBeneHMs O JaHHOM Ipenapare cojaepkarcs Ha  BeO-caiite  Corosa

https://eec.eaeunion.org.



