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___( _ ®M1.0.Nonucy Kneii .B_(j)-6 BEPTEKC, pacTBop AJ1s1 HAPYKHOI'0 NPHUMEHEHHUsl CITHPTOBOH

(JIMCTOK-BKJIAIBIII)

Ilepen mpuMeHEHNEM NPeENapaTa MOJHOCTHIO MPOYMTAATE JINCTOK-BKIAABII, NOCKOJIbLKY B
HEM cojJeprKaTcsl BaxkHble 1J1sl Bac cBenennsi.

Bcerna npuMeHSTE Npemapar B TOYHOCTH C JIHMCTKOM-BKIAJBINIEM WM PEKOMCHIALMAMU
Jeyaniero Bpaya Wiv pabOTHHKA alTEKH.

CoxpanuTe JUCTOK-BKIaabILI. Bo3MoxkHO, Bam noTpebyeTcst npouurath €ro eme pas.

Ecnu BaM HYXHBI JIOTIOJHUTENLHBIE CBEACHHS WIM PEKOMEHIALMH, 00paTUTeCh K pabOTHHKY
anTeKy.

Ecnu y Bac BO3HUKIM Kakue-Tu00 HexelIaTeIbHBIE PEaKIuK, 00paTUTECh K JIeYalleMy Bpavy WK
pabGoTHHKy anTeku. JlaHHAas pPEKOMEHJALMA pACIpOCTPAaHACTCA Ha JIOObIC BO3MOXKHBIC
HeXeJIaTelNbHbIE PEAKIMHU, B TOM YKCIIE Ha He [IepEeUrCIIeHHbIE B pa3/eie 4 JIMCTKa-BKIIablIIa.

EciM cocTosiHME HE yJy4IIaeTcs WK OHO yXyAmaercs, Bam ciemyer o6paTuThCs K Bpady.

Couep)lcalme JIMCTKAa-BKJIAAbILIA

1. Yo u3 cebs npeacrasiser npenapat Kieit b®-6 BEPTEKC, u 115 4ero ero mpuMeHSIOT.
2. O ueM cie/yeT 3HaTh nepej npuMeHenneM npenapata Kineit b®-6 BEPTEKC.

3. [Tpumenenue npenapata Kineit b@-6 BEPTEKC.

4. Bo3MoXHBIE HEXENATEIbHbIE PEAKLIMH.

5. Xpanenne npenapata Kieit B®-6 BEPTEKC.

6. ConepXUMO€e yIaKOBKHU M IIPOYUE CBEACHUS.

1. Yro u3 cedsn mpeacrasisier npenapar Kieii B®-6 BEPTEKC, u nas 4ero ero
NPHMEHSIOT

ITpenapar Kiueit 5®-6 BEPTEKC OTHOCHTCS K IPYIIIE «aHTHCENTHKH M N€3MH(QUUHUpPYOLIUe
cpencTBa; GEHOI U €ro MPOU3BOJHBIEY.

IMoxa3aHus K NPUMEHEHHIO

IIpenapar Kiueit b®-6 BEPTEKC noka3aH K IPUMEHEHHIO Y B3POCIBIX M JETEH B BO3pacTe OT
1 roga 11 06paboTKY MUKPOTPaBM (CCaauH, LIApaIlkH, MOPE30B U APYTUX MEIKHMX MOBPEXICHUN

KO)KI/I), IIOCJICONEPALIMOHHBIX IIIBOB.
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Cnoco6 neiicteusi npenaparta Kneii Bd®-6 B TEKCOCNEACBATENBHOCTS 00017)

Ilpenapar OKa3bIBaeT DPAHO3KHBISIOIEE M AHTHCENTUYECKOE ICHCTBHE, BBI3HIBAET TUOENb
6akTepuii. CiocOOCTBYET 3aXKHUBIECHUIO MEJIKUX IOBPEKICHHUH KOXKH BCIIEACTBHE 00pa3oBaHus Ha
UX TIOBEPXHOCTH HW3OJHPYIOUICH IUIEHKHM, CTOMKOM K MEXaHHYECKUM H XHMHYCCKUM

BO3JEHCTBUSIM.

Ecnu yaydlleHHe He HACTYIHJIO, WiM Bl 4yBCTByeTe yXymIIeHHE, HEOOXOAMMO OOpaTUThCs K

Bpady.

2. O ueM cieayer 3HATHL nepex npumMenenuem npenapara Kieii B®-6 BEPTEKC
IIpoTHBONOKA3AHUS

He npumensiiite npenapat Kaeit B®-6 BEPTEKC

— ecnu 'y Bac ayuteprust Ha ¢eHondopManbIeruIHyI0 CMOIY HIH JI00bIE IPYTrHe KOMIIOHEHTBI
npenapara (Ilepe4ucICHHbIE B pa3jene 6 JINCTKa-BKIAAbIIIA);

— ecni Bo3pacT Bamero pebenka o 1 roaa.

Oco0blie yka3aHHs M Mepbl NPeJ0CTOPOKHOCTH

[lepen npumenenueMm npenapara Kneit b®-6 BEPTEKC npokOHCYJIbTUPYATECH C JI€YAIHM
BpPauoOM WIH PabOTHUKOM anTeKH.

[Ipenapat nmpeaHa3sHa4YeH TOJIBKO Ul HAPYXKHOI'O IPUMEHEHHUSI.

W36eraiite monajaHus Ha CIM3UCTBIE 0O0JIOYKH IJ1a3.

He oTMeueHO BIIMsHKE IIPUMEHEHHs Npenapara Ha Te4eHHe XPOHUIECKHX 3a00/1eBaHHM.

Jern

Besonacuocth 1 3¢ dexTuBHocTs Kiteit -6 BEPTEKC y nereii B Bozpacte ot 0 10 1 rona na
JaHHBIA MOMEHT He ycTaHoBIeHsl. He naBaiite mpemapat aetsM B Bospacte ot 0 1o 1 roza.
Jpyrue npenaparsl H npenapat Kieit B®-6 BEPTEKC

Coolmute jevameMy Bpady WiH pabOTHHKY alTeKd O TOM, 4TO Bbl npuUMeEHseTe, HENaBHO
NPUMEHSTH WIH MOXETe Ha4aTh IPUMEHSTh KaKue-JIM00 Jpyrue npenaparsl.

JlaHHBIE O HEXENATEIBHBIX MPOSIBJICHUSX JIEKAPCTBEHHOTO B3aMMOAEHCTBHUS OTCYTCTBYIOT.
BepemMeHHOCTH M rpyAHOEe BCKapMJIHBaHHE

Ecnu Bel GepeMeHHBI WM KOPMUTE IPYyIbl0, AyMaeTe, 4TO 3a0€pEMEHENH, WM ILUIaHHPYETE
OEepEeMEHHOCTb, Iepel HadalloM IPHMEHEHHs Ipenapara IPOKOHCYJIBTHPYHTECH C JICYalluM

Bpa4uoOM HIH PaOOTHUKOM alTEKH.
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FBepemennocmy

Ha ocHOBaHMH CYIIECTBYIOUIMX JaHHBIX npuMeHeHus mnpenapatr Kneir b®d-6 BEPTEKC B
TEPaNeBTUYECKUX [J103aX NpU OEpPEeMEHHOCTHM HE OKa3bIBAE€T OTPULATEIILHOIO BIMSHMSA Ha
Pa3BUBAOLIUICS IO,

I'pyonoe eckapmnueanue

B03MOXHO NpUMEHEHHE B NMEPHOJ IPYAHOro BCKapMiHMBaHHUsA. Ilepel NpUMEHEHUEM B IEPHOJ
IPYAHOrO BCKapMIIMBaHUS HEOOXOUMO IIPOKOHCYIBTUPOBATECS C BPAUOM.

VYnpasjieHne TPAHCHOPTHHIMH CPeACTBAMH H padoTa ¢ MeXaHM3MaMH

Kiueit B®-6 BEPTEKC He OKka3bIBacT BIHSHHSA Ha CIOCOOHOCTb YNPAaBJIATh TPaHCIOPTHBIMH

Cpe€acTBaMu U paﬁOTaTI: C MCXaHU3MaMH.

3. Ipumenenue npenapara Kiaeit B®-6 BEPTEKC

Bcernga mnpuMeHsiTe IpemapaT B IIOJHOM COOTBETCTBHHM C JIMCTKOM-BKIIAJBIIIEM HJIM C
pPEKOMEHJAMAMM JIeYalmlero Bpada, paOOTHHKa anTeku. IIpu MOSABIEHMM COMHEHHMH
IIOCOBETYHTECH C JICYAIlUM BpauoM WJIK pPaOOTHUKOM alTEKH.

Pexomenayemasi 1o3a:

[IpenapaT HAaHOCHUTE HENOCPEACTBEHHO Ha MOBPEXICHHYIO IIOBEPXHOCTh TOHKHM CIIOEM,
3axBaThIBas OKPY’KaIOIIKE 3I0POBBIE TKAaHU. B cilyyae HapyIIeHHs LEJOCTHOCTH IUIEHKH CBEPXY
Ha Hee HAHECUTE HOBYIO IUICHKY.

IIpumeHenue y aerei

PexxuMm no3upoBaHus 1 Aeteit ot 1 roxa no 18 et He oTIMYaeTcs OT peKUMa JO3UPOBAHUS JUIS
B3POCIBIX.

IlyTh 1 (uan) cnocod BBeAeHUS

Hapy»xHo.

INepen HaHECEHHEM MpeEapaTa y4acTOK KOXKH TIIATEIbHO OYUCTUTE OT 3arpsA3HeHus. BaTHbIM miin
MapJieBbIM TaMIIOHOM OCTaHOBHTE KPOBOTECYEHHME U IIPOCYIIUTE MECTO, KOTOPOE HEOOXOIUMO
MOKPBITH KJIEEM.

ITnenka obpa3yercst B Te4eHHE 2—5 MUHYT II0CJIE HAHECEHHMsI IIpenapara U IPOYHO yAEPKUBAETCH
Ha KOXX€ Ha MPOTSHKEHUH 2—3 THEH.

Eciu Bol npumenniau npenaparta Kieii B®-6 BEPTEKC 6oJbe, 4eM cJIe0BaI0

Crnydau nepe1o3UpOBKH HE ONHMCAHBL.

4. Bo3moxkHBIE HeKedaTeIbHbIC PEaKIHH
ITogo6HO BceM JieKapCTBeHHBIM Ipenaparam, npenapat Kieit B®-6 BEPTEKC moxxeT BbI3bIBaTh

HEXEIATCIIBbHBIC PEAKIINK, OJHAKO OHH BO3SHHUKAIOT HE Y BCCX.



COOTBETCTBYET 3KCNEPTHOMY OTHETY
ot 13.11.2024 N° 25048
NENOBATENBHOCTDL 0001)

‘ r
XKokeHnue B MECTe HAaHECEHHs, AJUICPTUICCKUE PEAKIIAH. (Noc

Eciau y Bac oTMe4aroTcs He)KelaTesIbHbIE PEaKLUH, YKa3aHHBIEC B JIMCTKE-BKIIAJBILIE, WM OHU
yCyryossiioTcsi, wix Bbl 3amMeTHIH JII0ObIe OPYTHE HEXENATEIbHBIE PEaKIHH, HE YKa3aHHBIC B
JIMCTKE-BKIIabIIIE, coobumre 06 3ToM Bamemy neuamemy Bpady.

Coobl1ienne 0 HexeIaTEJbHBIX PeaKIHAX

Ecnu y Bac BO3HHKAIOT KaKue-IM00 HeXXeNaTeIbHBIE PEaKIiH, IPOKOHCYILTUPYHTECH C BPAYOM
uid paboTHUKOM anTekd. K HUM Takke OTHOCATCS JIIOObIE HEXENATENbHBIE PEAKIUH, HE
yKa3aHHBIC B JIMCTKE-BKJIAJBINIE. BBl Takke MOXKETE COOOLIMTE O HEXKEIATENbHBIX PEaKUHsX
Hanpsamymo (cM. Hmwke). CoodLias 0 HexxenaTeIbHbIX PEaKIMaX, Bel moMoraere noay4uTs 60b1Ie
CBeJieHMii 0 6€30MacHOCTH IIpernapara.

Poccuiickas ®@exaepanus

denepansHas ciayx6a 1o Han3opy B chepe 3apaBooxpanenus (PoczapasHanzop)

Anpec: 109012, r. MockBa, CnaBstHCKas Iutomais, A. 4, cTp. 1.

Tenedon: +7 (800) 550 99 03

OnekrpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B HH(POPMAIMOHHO-TEIEKOMMYHHUKALIUOHHON ceTn «HTepHeT»:

https://www.roszdravnadzor.gov.ru

5. Xpanenue npenapara Kieii B®-6 BEPTEKC

XpaHute npenapar B HEOCTYITHOM Julsl peOeHKa MecTe TaK, 4ToObI PEOEHOK HE MOT YBUIETh €TO.
He npumensiiiTe npenapar mociie HCTe4eHHs1 CPOKa TOJHOCTH (CPOKa XpaHEHHs), YKa3aHHOTO Ha
KapTOHHOM nauke nocie «['oaeH no:».

JlaToit uCTe4EeHHs CPOKa TOTHOCTH SIBIISETCS MOCIEAHMI IE€Hb JAHHOTO MECSLIA.

Xpanure npu Temrneparype He Boiie 25 °C BAanM OT KICTOYHUKOB HarpeBa U OTKPBITOTO OTHS.
He BriGpaceiBaiitTe (He BBUIMBANTE) MpenapaT B KaHATU3alUI0. Y TOUHUTE y paOOTHHUKA anTeKH,
KaK CllefyeT YTHIM3HPOBaTh (YHHYTOXATh) Ipernapar, KOTOpsIi 0oiblie He MoTpedyercsa. ITH

MepbI MO3BOJIAT 3aLUTUTh OKPYXKAIOIIYIO CPENLY.

6. CopepxuMoe YIaKOBKH H NPoYHe CBeAeHUSs

Hpenapar Kneii B®-6 BEPTEKC coaepxut

Kaxnapiii rpaMm pacTBOopa IUIi HapyXXKHOTO IPHMEHEHHS CIHUPTOBOro coaepxut 97,0 mr
NOJMBHHIWIOYTHpaia (moauBHHWIOYTHpais), 35,0 mr nubyrundranara, 17,5 Mr kacTopoBOro
Mmacia, 16,5 mr ¢enonpopMaibaeruaHoi cMoisl (Jlaka OakenuToBoro), 8,5 Mr kaHuboiH,
825,5 mr stanona 95 % (stmnoBoro criupra 95 %).

Buemnuii Bux npenaparta Kieii B®-6 BEPTEKC u coaep:kumoe ynakoBKH
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PacTBop 1151 HAPYIKHOTO IPUMEHEHUS CIUPTOBPIA. (MOCNEOCBATENBHOCTD 0001)

IIpospayHasi WM ClIeTKa MYyTHas XKHUAKOCTb OT CBETJIO-XKEJITOTO [0 JKEITOro ¢ KPacHOBATBIM
OTTEHKOM IIBETA.
ITo 10 r, 15 1, 25 r wm 30 r B TyOsl amomuHueBbie. Kaxayo TyOy BMECTe ¢ HHCTPYKIMEH MO

pUMEHEHHIO (JIMCTKOM-BKJIAJIBINIEM) OMEIIAOT B ITAYKy M3 KapTOHA.

JepkaTeib perncTpalHOHHOI0 yI0CTOBEPEHHSI M IPOU3BOIUTED

Poccus

AO «BEPTEKC»

Anpec: 197350, r. Cankr-Ilerep6ypr, Jopora B Kamenky, a. 62, mut. A.

Tenedon: 8 (800) 2000 305

AJipec 37IeKTPOHHOM [MOYTHIL: vertex@vertex.spb.ru

3a mo6oii mEpopManHeil 0 mpenapare, a TaKKe B CJIy4asiX BOSHHKHOBEHHSI NpeETEH3Mil
cJIelyeT o0pamaThesl K NPeICTABUTEIIO iepKaTe sl PErdCTPAlMOHHOr0 yI0CTOBEPeHHs HIIH
JePKATETI0 PerHCTPANIMOHHOIO0 YA0CTOBEPEHMS:

Poccus

AO «BEPTEKC»

Anpec: 197350, r. Cauxrt-Ilerepbypr, Jopora B Kamenky, 1. 62, 1uT. A.

Tenedon: 8 (800) 2000 305

AJipec 3IeKTpOHHO# mouThl: pharmacovigilance@vertex.spb.ru
JInCTOK-BKJIABIII IEPECMOTPEH
IIpouyne ncToYHUKH HHPOPMANUH

IMogpobGHBle CBeaeHMs O JaHHOM Ipemapare coiepxkarcs Ha BeO-caiite Coro3a

https://eec.eacunion.org.



