Ona 3a)KUBNIEHUS 3PO3UINA N O06NeryeHns U3XKoru
Y B3pOCJibIX C 3pO3UBHbIM 330parMTom u
o6neryeHus U3Xoru y B3pocsibiX C HE3pPO3UBHOM
racrtpoasodareanbHomn pedpnioKCHON 60e3HbIO

“~ %, VOQUEZNA.

W (vonoprazan) tablets xom

& "ian

i i
B N\ -
. MEPBbIN U EQUHCTBEHHDbIN
= '_I'IPEHAPAT, OLOBPEHHbINA
P 4 §S/npaBneHmeM MO KOHTPOSO
y 4 KayecTBa NULLEBbIX MPOAYKTOB
'-. M NeEKapCTBEHHbIX cpencTs CLLA
ol . | (Food and Drug Administration,

f ? '~.__ FDA), ans neyeHns nogo6Horo
f : N pona 3a6oneBaHUI — Kanum-
o ' KOHKYPEHTHbIN 6/10KaTop ceKpeLmmn
. congaHomn kucnotbl (KBCK).

AP

C6eperaTtenbHas KapTa

VOQUEZNA nosBonseT NnauueHTam,
COOTBETCTBYIOLLUUM KPpUTEPUAM,
nNaTuUTb Bcero nuiwib 25 gonn. CLUA*,

&
"h *[NA COOTBETCTBUSA KPUTEPUAM NaLneHTbl A0/KHbI UMETh
- CTPaxoBOW NOINC, OPOPMIEHHbIN B KOMMEPYECKON

" i CTPaxoBOW KoMMaHun.Takxxe MoryT MPUMEHATLC Apyrue
¥ npaBuia COOTBETCTBUS KpUTepuam.fonHyio nHpopmaumio

06 Ycnosusx u MonoxeHnsx cMotpute Ha cTpanuue 31.

N‘__,_
BA%KHAH VIH¢0PMALI.VI9ﬁ'IO BE3OINACHOCTU
« He npunumaiite npenapat VOQUEZNA, ecnu:

- Y Bac anneprus Ha vonoprazan unu nobble Apyrne KOMMOHEHTbI
npenapata VOQUEZNA. CuMNTOMbI anieprmyeckon peakumm
MOTYT BK/OYaThb 3aTPyAHEHHOE AbIXaHue, CbiMb, 3yA U OTEK nLa,
ry6, A3blka Unu ropna.

+ Bbl npuMHUMaeTe NekapCTBEHHbIV Npenapart, cCoaepxallui
punnusupuH (EDURANT, COMPLERA, JULUCA, ODEFSEY),
ncnonblyemblii Ans nedvennsa BUY-1 (Bupyca nmMmyHogeduumTa
yenoseka).

O3HakoMbTecb C AONO/THUTE/IbHOW BaXXHOW MHopmaLmen

no 6e30nacHOCTU, NPpeACTaB/IEHHON B AOKYMEHTE, a Takxke

[ W NOJIHOM
nekapcTtBeHHoro npenapata VOQUEZNA.
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MNOKA3AHUA K NPUMEHEHUIO

UYro Takoe VOQUEZNA? i

« VOQUEZNA®P (vonoprazan) — 3TO peLenTypHbIi
NIeKapCTBEHHbI Npenapar, KOTOPbIN MPUMEHSETCS Y
B3POC/bIX:

B TeyeHue 8 Hepenb ANA 3aXMBNEHUA
NOBPEXAEHHOW OT BO3AENCTBUS KUCNOThI
CNN3UCTOM 060M0YKM NULLIEBOAA (TaK Ha3biBaeMbIi
3PO3MBHbIN 330harnT) 1 ANs ob6neryeHns Usxoru,
BbI3BaHHOM 3PO3UBHbLIM 330parmTom.

O3HakoMbTeCb C AOMONMHUTENIbHOW BaXKHOW UHbopMaLmen
no 6e3onacHOCTU, NpPeACTaBNIeHHOW B JOKYMEHTe, a TakXe
¢ nHdbopmaumein Ana NaUNEHTa U NONTHOW UHCTPYKLIMEN NO
rnpyMMeHeHnio nekapcTeeHHoro npenaparta VOQUEZNA.

VOQUEZNA AENCTBYET
no-aAPyromMy

3AXUBJIEHUE

10 OBJIEr'MEHME U3XXOrn

16 KAK NMPUHUMATD
NPENAPAT VOQUEZNA

18 MONE3HbIE COBETbDI

20 UHOOPMALIMA NO
BE3OMNACHOCTH

22 YTO HYXXHO 3HATb O IraPb

0 3KOHOMUMA N NOAAEPXKA

C\ VOQUEZNA.

S (vonoprazan) tablets zme
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VOQUEZNA
OEUCTBYET
no-APYromMy

VOQUEZNA (vonoprazan) — 3TO nepBbIA U
€OVHCTBEHHbI ofobpeHHbin FDA npenapart ans
nedyeHuns nogobHoro pofa 3aboneBaHuii. He Bce
MeToabl iedeHnsa adpdpekTnBHbl and scex. Ecnny
Bac noctosiHHble cMMNTOMbI, 06CyaMUTE CO CBOUM
BPAaYOM BapMaHTbl Ne4YeHUs.

HezaBucumo ot
npMema nuwm

VOQUEZNA — 370 npenapar, Ha3biBaeMbl Kasinmin-

KOHKYPEHTHbIM 6/T0KaTOPOM CEKpeLMN CONAHOM KMUCNOTbI
(KBCK). B otnnume ot 60/1bLWIMHCTBA UHTMOUTOPOB
npotoHHon nomnbl (UMMM), KECK MoxxHO npuHUMaTh
He3aBMCMMO OT Npuema MuLLn.

MOKA3AHUSA K MPUMEHEHUIO (MPOAOJ/TXXEHME)

Yr1o Ttakoe VOQUEZNA?

« VOQUEZNA® (vonoprazan) — 3T0 peuenTypHbI
NeKapCTBEHHbI Npenapart, KOTOPbIi NPUMeHsETCA
y B3pOC/bIX:
° B TeYeHue nepuoga AnUTeNbHOCTbIO A0 6 MecsaLeB
0§ noaaepXkaHns npouecca 3aXxuBneHns
3PO3MBHOIO 330darnta u ansa o61eryeHns ns3xKoru,
BbI3BaHHOW 3P0O3UBHbBIM 330parnTom.

VOQUEZNA.

(vonoprazan) tablets

10mg
20mg
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Mpenapat VOQUEZNA nomMmor
BbIJIEYUUTb MOM 3PO3UBHbIN 330parmT.*

VOQUEZNA 6bicTpO
CHM)KaeT KUCJTIOTHOCTb

[aHHble KNMMHNYECKOro UCCNefoBaHNS C y4acTUEM 300POBbIX
B3POC/IbIX CBUAETENBCTBYIOT O TOM, 4TO nNpenapat VOQUEZNA
(vonoprazan) CHUXaeT KUC/TOTHOCTb B TeveHne 2—3 4acoB U
noaaepX1BaeT NodaB/ieHne CeKpeLmnn KUCoTbl B TeYeHne 24 4acoB.

CHMIKeHue
KMCHOTHOCTM 3a *OTp,eanble pe3ynbraTtbl MOTYT OT/IMYATbCA.

MaumeHT nony4nn KomneHcaumio otT KomnaHun Phathom 3a Bpewms,

NoTpaYeHHOEe Ha To, YTOObl MOAENMUTBECA CBOUM JINYHBIM OMNbITOM
-3 qA ‘ A y4yactua B uccriegoBaHun.

Y3HaitTe 6onblue 06 ucropum KesuHa )

BAXHAA MH®OPMALINA MO BE3SONMACHOCTU
(MPOAOJTKEHME)

Mpexae yem npuHumate npenapat VOQUEZNA, coobwumre
CBOEMY flevalemMy Bpady 060 Bcex CBOUX MeAULIMHCKUX

COCTOSIHMSIX, B TOM YnUcne, ecnu:
O3HakoMbTeCb C AOMNO/THUTENIbHON BaXHOW UHopmaumnen

+ Y Bac HaGniofaeTcs CHKeHNe ypOBHS MarHus, KasbLms no 6e30MacHOCTH, NPeACTaB/IEHHOW B AOKYMEHTEe, a TakxXe

WM Kanus B KPOBU UK Bbl MprMHUMaeTe NekapCcTBEHHbIR C MHchopMaLMeii ANs NaLMeHTa 1 MONHOWN MHCTPYKLME No

NpUMMeHEeHMIO NekapcTBeHHoro npenapata VOQUEZNA.

npenapar A1 yBeM4YeHUst KOM4ecTBa BblaeseMon
MOYM (ANYPETUK).

Y Bac HapyLUeHWs CO CTOPOHbI MOYEK UK NMEYEHWN.

VOQUEZNA.

(vonoprazan) tablets me

®
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VOQUEZNA HAHOCUT

YOAP MO KUCNOTE,
NMOMOUYb B 3AXXUBJIEHUU
3PO3UU U NMPODUNTAKTUKE
PELUUOAUBA 3PO3UBHOIO
330DAIMMTA

MokazaHo, uto npenapat VOQUEZNA
(vonoprazan) noMmoraet 60/1bLUMHCTBY
B3POC/bIX 60/IbHbIX C 3PO3UBHbIM 330arnTom

(23) pocTMYb YyCTONYMBOIO N3ne4vYeHus.

MNpencraBneHne
3po3uM nNuLieBoaa

BAXHAA UH®OPMALINA MO BE3SONMACHOCTU
(MPOAOJIKEHUE)

Mpexae yem npuHumate npenapat VOQUEZNA, coobwure
cBOeMy fievallemy Bpady 060 BCcex CBOUX MeAULIMHCKUX
COCTOSIHUSIX, B TOM 4UCre, ecru:

« Bbl 6epemeHHbl, Nnofo3peBaeTe, YTO MOXeETE ObITb
6epeMeHHbI, UK NNaHupyeTe 3a6epeMeHeTb.
HewnsecTHo, MmoxeT N npenapat VOQUEZNA
npuunHnTL Bpea Bawemy pebeHky B yTpobe.

JoKa3zaHHOe 3a)XUBJieHue
3po3uBHOro asodarmrta

Mpenapat VOQUEZNA oueHMBancs B K/IMHUYECKOM UCCIe40BaHUU
C y4acTMeM B3POC/ibIX C 3HAOCKOMUYECKM NOATBEPXKAEHHBIM D2.
OpHa rpynna nonyyana npenapat VOQUEZNA 20 Mr oauH pas

B CYTKM B Te4eHne 2—8 Heenlb BO BPEMS NepUOAa 3aXXKMBIEHUS.

Y 93 % B3pocnbix, npuHMMaBLumx npenapat VOQUEZNA ansa
neyeHus 33, NpousoLL/Io 3aXMBNeHue Yyepes 2 mecsaua (no
cpaBHeHMto ¢ 85 % NauMeHToB, NOMyYaBLUNX OPYroe neyeHne’).

HekoTopble B3poc/ble, KOTOPbIE TIEYNIUCE C MOMOLLBIO
npenapata VOQUEZNA vnv gpyroro MeToaa eyeHuns Bo

BpeMs Nepuoaa 3aXkXMBIEHUs, 3aTeM NpUHUManu npenapat
VOQUEZNA 10 Mr oauH pas B CyTKM B Te4eHne nepmoga
noaaepXuBatoLLero nedeHnsa o 6 mecsues. Y 79 % nauneHToB
noaaepXMBanochb 3aXMB/IEHUE 3PO3Uil B TeueHne 6 mecsiLeB
npu noaaepxuveaoLwem neyeHmm npenapatom VOQUEZNA (no
CpaBHEHUIO C 72 % NauneHToB, MNOMyYaBLUMX APYroe neveHne™).

93*

MPU MPUEME MPEMAPATA VOQUEZNA BblJ10
LOCTUTHYTO 3AXXUBIIEHUE 3PO3UWN,
BbI3BAHHbIX 33, YEPE3 2 MECALA MO

CPABHEHMUIO C 85 % MALIMEHTOB,
MONYYABLUMX OPYFOE JIEHEHUE*

Ay

M3 TEX, KTO BbIJIEMUJICH

79*

MPWEM MPEMNAPATA VOQUEZNA
NOAAEPXXUBAIJ 3AXXUBJIEHUE 3PO3UN

s 8
:‘.‘ N '\\‘ B TEMEHWME 6 MECHALIEB NO CPABHEHUIO
3 ‘:\i- 't\\’ C 72 % MALIMEHTOB, MOJTYHABLUMX
\ W W OPYIOE JIEMEHUE*
A N O

*naHconpason

BAXHAA TH®OPMALINA MO BESONMACHOCTU
(MPOAOJTXEHME)

Mpexpe 4em npuHumaTtb npenapat VOQUEZNA, coo6wuTte
CBOEMY /flevalemMy Bpady 060 Bcex CBOUX MEAULIMHCKUX
COCTOSIHUSIX, B TOM YuCne, ecnu:

« Bbl KOpMUTE rpyabio UK NNaHNPyeTe KOPMUTL FPYyAbIO.
HewnssecTHo, npoHukaeT nu npenapat VOQUEZNA B
rpyaHoe Mosoko. Bbl 1 Balw nevaiumii Bpad A0/KHbI
pewuTb, 6yaete nn Bl npuHumatb npenapat VOQUEZNA
VNN KOPMUTB rpyabto. Bam He cnepyet genatb 1 1o, 1
ApYyroe oAHOBPEMEHHO.

O3HaKoMbTEeCb C AOMNO/THUTE/IbHOW BaXKHOM
MHcpopMaLmMen no 6e30nacHOCTU, NpeacTaB/IEHHOMN
B AOKYMEHTe, a TakXe ¢ uHcdopmaumen gna
naumMeHTa U NoJIHOM UHCTPYKLIMEN NO NPUMEHEHUIO
nekapcrtBeHHoro npenapata VOQUEZNA.

VOQUEZNA.

(vonoprazan) tablets me
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MOMOLLDb
nNAUMEHTAM B

JokazaHo, uto VOQUEZNA (vonoprazan)
NMOMOraeT B3pOC/bIM NaumeHTaM C HESPO3MBHOM
ractpossodareasnibHON pedOKCHON 60NE3HbIO
(T2PB) nnu a3po3nBHLIM 330darnTom (33)
N36aBUTHCS OT U3XKOTIU.

BAXHAA UH®OPMALINA MO BESONMACHOCTU
(MPOAOJTXEHME)

Coob6luTe cBOEMY nevaliemMy Bpadvy 060 Bcex
NeKapcTBEHHbIX Npenapartax, kKotopbie Bbl npuHumaerte,
BK/IlOMasa peLenTypHble 1 OTNycKaemble 6e3 peLenTa
npenapartbl, BUTAMUHbI 1 BMONOrMYECKN aKTUBHbIE 4OOaBKM.
Beaute cnnucok npuHMMaemblx NnpenapaTos, YTOObI NoKasaTb
ero nevawiemMy Bpady 1 dpapmMaLeBTMHeCKOMY PaboTHUKY Npwu
No/ly4eHUN HOBOrO NIEKAPCTBEHHOIO Npenapara.

AOKA3AHO,
YTO NMOMOTAET

)BJTIEFMUTb U3XKOory

npt HEAPO3UBHOWM MAPE U
SPO3UBHOM 330DAINTE

BAXHAA UH®OPMALINA MO BE3SONMACHOCTU
(MPOAOJTKEHME)

VOQUEZNA MoxeT BNuSTb Ha AeCTBUE APYTrunx
NleKapCTBEHHbIX MpenapaTos, a Apyrue NeKapCcTBEHHbIE
npenapaTbl MOTYT BIMATb Ha Aencteue npenapata VOQUEZNA.
B vacTHOCTW, coobLLmMTE CBOEMY Nlevallemy Bpady, eciv

Bbl npuHMMaeTe nekapCTBEHHbIV Npenapar, coaepxalumi
punnusupuH (EDURANT, COMPLERA, JULUCA, ODEFSEY).

O3HaKOMbTECb C AOMNO/THUTE/IbHOW BaXKHOM
nHcpopMaLmen No 6e30MnacHOCTU, NpeacTaB/IeHHON
B AOKYMEHTe, a Takxke ¢ uHdopmauuen gna
nauMeHTa y NOJIHOM MHCTPYKLIMEN MO NPUMEHEHUIO
nekapcTtBeHHoro npenapata VOQUEZNA.

QUEZNA.
) vonoprazan) tablets Xm
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O6neryeHme N3Xoru y B3pocrnbix
NauMeHTOB C Heapo3uBHou NPB

B knnHMYeckom nccnegoBaHum € yHactmeM B3pOC/ibIX
naLMeHTOB C HE3PO3MBHOM racTpoa3odareanbHOn
pedniokcHom 6onesHblo (MIPB), npuHumaBLwnx npenapat
VOQUEZNA (vonoprazan), NnaumMeHToB Npocuv
OTCNeXmBaTh AHW, KOraa Yy HYX Habnoganach usxora, u
TSDKECTb CUMMNTOMOB U3Xoru. [IHEBHMKM MPOBEPSAINCH
MO OKOHYaHWM 1eYeHUs, YTOObI ONPEeAennTb, CKOIbKO
AHen OBbINo 3aperncTpMpoBaHo 6e3 N3XOrW.

45 % pHew,
npoBeAeHHbIX Ha
NiedyeHMM npenapaTom
VOQUEZNA, 6bino
3apermcTpupoBaHo 6e3
MU3XKOru B TeueHue 24

YHYacoB (Mo cpaBHeHMIo € 28 %

OHen B rpynne nnaue6o).

BAXHAA MH®OPMALINA MO BE3SONMACHOCTU
(MPOAOJTKEHME)

KakoBbl BO3MOXHbI€ NO604HbIe 3chheKTbI
npumeHeHus npenapata VOQUEZNA?

VOQUEZNA moxeT Bbi3blBaTb cepbe3Hble No604HbIe
acphekTbl, B TOM Uncne:

« Bwupg 3a6oneBaHusa no4vek (oCTpbin
Ty6ynOUHTEpPCTULMA/IbHBIA HedhpUT). Y HEKOTOPbLIX
nopen, npuHumatrowmx npenapat VOQUEZNA,
MOXeT pa3BuTbCs 3ab6oneBaHne NoYex,
Ha3blBaeMOe OCTPbIM TyOY/TONHTEPCTULMATTbHBIM
HedbpuToM. HemeaneHHO NO3BOHUTE CBOEMY
nevallemy Bpavy, ecnmn y Bac ymeHbLumTCA
KO/IMYEeCTBO BblAeNAeMon Moun nnun Bel 3ametute
KpoBb B Bawen moue.

Anapelo, Bbi3BaHHYO MHekumei (Clostridioides
difficile) B kmwe4Huke. HemeaneHHo obpatntecs kK
CBOeMy neyvallemy Bpaudy, ecnm 'y Bac BogsHUCTbIN
cTyn, 60nb B XeNyaAKe 1 NINxopaaka, Kotopble He
NPOXoAsAT.

Mepenombl kocTen (6eapa, 3anNAcTbA

WM NO3BOHOYHMKA). [lepenombl Kocten
6enpa, 3aN9CTbs AW NO3BOHOYHMKA MOTYT
MPOU30MUTU Y TIOAEN, KOTOPbIE eXeQHEBHO
MPYHUMAIOT MHOTOKpPaTHble 403bl APYroro BMaa
IEeKaPCTBEHHbIX NpenapaToB, CHMXKAIOLLNX
KWCNOTHOCTb B Xenyake,

 pag coo6wmnTb, UTO Gnarogaps
npenapaty VOQUEZNA u3)ora
6onblue He ABNAEeTCA MaBHOM
npo6nemMomn B MOEM XXU3HW.*

*OTAeNbHbIE Pe3ynbTaThl MOMYT OT/IMYATLCS.
MaumeHT Nnony4nn KomneHcaumio ot KomnaHun Phathom 3a Bpems,
noTpaYeHHoEe Ha TO, YTO6bl MOAENUTLCS CBOUM JIMYHBLIM OMbITOM
yyacTus B UCCNIeAOBaHUN.

BAXHAA UH®OPMALINA MO BE3SOINMACHOCTU
(MPOAOJIKEHUE)

N3BECTHbIX KaK MHIMOUTOPbLI NPOTOHHOM nomnbl (M)
B TEYEHME ANUTENBHOIO Nepnoga BpEMEHM (rog nnm
ponblue). Coobwmte cBOEMyY nevaleMy Bpady, ecam
y Bac nepenom koctu, oco6eHHO B 6eape, 3andacTbe
NN MO3BOHOYHMKE.

O3HaKOMbTeCb C AONONMHUTE/IbHOW BaXKHOW UHpoOpMaLmen
no 6e3onacHOCTH, NPeACTaBNEHHON B JOKYMEHTe, a TakXe
¢ nHchopmaumen ANA NaLMeHTa U NOMHOW UHCTPYKLIMen no
NpUMEHeHUI0 NnekapcTBeHHoro npenapata VOQUEZNA.

VOQUEZNA.

(vonoprazan) tablets zme
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O6neryeHme U3XKOrmy
B3pPOC/bIX C 3PO3UBHbIM
330dparmTom

B KNnHMYeCKOM nccnenoBaHum yyactnem
B3POC/IbIX MaUMEHTOB C 3PO3MBHbIM

330darnTom (33), NPUHMMABLLNX
npenapat VOQUEZNA (vonoprazan),
naLMeHTOB NPOCUN OTCIEXMBATb AHMW,
Korga y Hux Habntoganacb usxora, u
TAXXECTb CUMMTOMOB M3XOru. [IHEBHMKMN
NPOBEPS/INCE MO OKOHYaHUW NIEYEHUS,
4TO6bI ONpeaennTb, CKOIbKO AHEN 6bIs10
3aperncTpmpoBaHo 6€3 U3XOru.

BAXHAA UH®OPMALINA MO BESOINMACHOCTHU
(MPOAOJTKEHUE)

VOQUEZNA moXeT Bbi3blBaTb CEPbE3HbIE MOGOYHbIE
adpchekThbl, B TOM Yncne:

« Tsxenbie koXHble peakuun. VOQUEZNA moxet
BblI3bIBaTb PEAKME, HO TSXKE/bIE KOXHbIE peakLuuy,
KOTOpbI€ MOryT nopaxaTtb Ntobyto YacTb Bawero tena. 31m
cepbesHble KOXHbIE peakumy MoryT noTpeboBaTb e4eHns
B 60NbHULIE Y MOTYT NPEACTaBAATb YrPo3y ANSA XKN3HW:

o KoXHas Cblinb, KOTOPas MOXET CONPOBOXAATHCA
06pa3oBaHMEM BOMAbIPEN, LEMYLLIEHUEM UK
KPOBOTEYEHMEM Ha NOOOIN HYacTu KOXW.

o Y Bac Takxe MOXeT NosiBUTbCS IMXOPaaKa,
03HO06, /IOMOTa B TeNe, OAbILLKa UK yBENNYEHne
nMbaTUYEeCcKmX y30B.

Ecnun y Bac BO3HUKHYT Kakne-1mbo 13 aTux CUMMNTOMOB,
npekpatute npuem npenapata VOQUEZNA n
HemMeaNeHHO NO3BOHUTE CBOEMY /leyallemy Bpaydy.Otu
CMMMTOMbI MOTYT ObITb NEPBLIM NPU3HAKOM TSXEN0WN
KOXXHOW peakumu.

*naHconpason

Bo Bpems 2-mecs4yHoro nepuoaa
3axuneneHnsa 67 % gHen,
npoBeAeHHbIX Ha /IeYeHUN
npenapatom VOQUEZNA, 6bino
3aperucTpMpoBaHo 6e3 UsXoru B
TeyeHune 24 4acoB (M0 CPABHEHUIO C
64 % pHen, NPOBEAEHHbIX HA APYroM
neyenHun*). Bo Bpems 6-mecayvHomn
¢$asbl NoaaepPXKMBaIOLLErO NTeYeHNst
81 % AHei, NpoBeAEeHHbIX Ha
neyenum npenapatom VOQUEZNA,
6bI/10 3aperucTpupoBaHo 6e3
WU3XOru B Te4eHue 24 yacos

(no cpaBHeHuto ¢ 79 % gHen, L]
NpoBeAeHHbIX Ha APYIroM fieveHnn®).

(MPOOOJIKEHUE)

VOQUEZNA moXeT Bbi3blBaTb CEPbe3Hble MO6O4YHbIE
adpcheKThbl, B TOM Umncne:

« Huskue ypoBHM ButTammnHa B12. VOQUEZNA cHwxaet
KO/IMYECTBO KNCMNOTbI B Xenyake. XenyaovHas Kuciota
Heob6xoaMMa ANS Hagnexallero BcacblBaHUSA BUTAMUHA
B12.Coob6LwwmTe cBOEMY evallemy Bpady, ecnu y Bac
NPUCYTCTBYIOT CUMMNTOMbl HU3KUX YPOBHEN BUTAMUHA
B12, Bkno4aa HeperynspHoe cepauebueHne, oabILLKy,
rO/TOBOKPY>KEHME, MOKaNbIBaHWE UM OHEMEHME B
pyKax U Horax, MbllLEYHYto cnabocTb, 6neaHoCTb
KOXW, YYBCTBO YCTaNoCTU UIU USMEHEHUS HaCTPOEHUS.
[MoroBopuTe CO CBOMM /leyaLlnm BPpayoM O pucke
CHWXKEHUNA ypOBHSA BUTaMUHa B12, ecnun Bbl npuHumManu
npenapat VOQUEZNA B Te4eHne ganTenbHOro BPEMEHW.

O3HaKoOMbTECh C AOMOMHUTE/IbHOW BaXHO UHopMaLmen
no 6e30MacHoOCTH, NPeACTaBIEHHON B JOKYMEHTE, a TakXxe
¢ nHchopmMaumen ANA NaumMeHTa U NOTHON MHCTPYKLIne no
rnpMMeHeHuio nekapcTeBeHHoro npenapara VOQUEZNA.

“*, VOQUEZNA.

(vonoprazan) tablets zme
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NPEMNAPAT
VOQUEZNA

VOQUEZNA (vonoprazan) npeactaBnseT cob6oin tabneTtky
0N\ NpyueMa OAMH pas B CYTKM Y B3POC/bIX C U3XOromn,
BbI3BaHHOW HE3PO3MBHOM racTpoa3odareasibHON
pedniokcHom 6onesHbto (MTIPB) nnn spo3nBHbBIM
330¢arntom. Ero moXHo npuHMMaTb HE3aBUCUMO OT
npuema nuwm. Baw rpadurk npruema npenapara Moxet
BbIMMAAETL TaK, Kak MoKa3aHOo Ha creayloLlen cTpaHmLe.

BAXHAA MH®OPMALINA MO BESONMACHOCTU
(MPOAOJIKEHME)

VOQUEZNA moXxeT BbI3biBaTb cEpbe3Hble NO60OYHbIE
adhpekTbl, B TOM uncne:

« Huskwuit ypoBeHb MarHusi B opraHMsme MOXeT
HabnaaTbCs y NoAen, NpUHMMatoLWMX npenapat
VOQUEZNA. HemeaneHHo coobwmute cBOEMy evallemy
Bpauy, ecnm y Bac npucyTcTByOT CUMATOMbl HU3KOMO
YPOBHSI MarHus, BK/toHas CyAopOrn, roNoBOKPYXeHUe,
HeperynapHoe cepauebuneHne, HePBO3HOCTb, MblLLEYHbIe
6011 nnu cnabocTb, UK CnasMmbl PyK, HOT WK Fronoca.

NnaH npueMa npenaparta

OBJIEFT'M"EHUE U3)XKOr'u,

BbI3BAHHOW HE3PO3UBHOMU NPB

OpHa Tabnetka 10 mr
OpavH pas B CyTKM

—
B TeueHune 4 Hepenb

3AXXUBJIEHUE 3PO3UBHOIO 330MDAIrTA

W OBJTIEMYEHUE BbI3BAHHOW UM U3XKOIU

OpHa Tabnetka 20 mr
L OpuH pas B CyTkun
B TeueHune 8 Hepgenb

NOAAEPXUBAIOLWLAA TEPANMUSA BbIJZIEHMEHHOIO

3PO3UBHOIO 330MAIrNTA 1 OBJIETYEHUE
MN3)KOTrn, BbI3BBAHHOW 3ABOJIEBAHUEM

OpHa Tabnetka 10 mr
OpuH pas B CyTku

—— o 6 mecsaues

Pa3mep tabneTok, NpeacTaBneHHbIX Ha PUCYHKe, OTIn4aeTca ot dakTtnyeckoro.

MNoroBopute CoO CBOMM Bpa4voM, 4TOObI ONpeaenuTb nnaH
NIeYEHNS, KOTOPbIN NOAXOAUT UMeHHO Bam.

BAXHAA UH®OPMALINA MO BESOMNMACHOCTU
(MPOAOJTKEHME)

« PaspacraHus cnusucroit 060104KM Xenyaka (nonunboi
chyHAanbHbIX Xenes). Y nogen, KoTopble NPUHUMAOT
APYroi BUA 1eKapCTBEHHbIX NpenapaToB, CHKAIOLLMX
KWCOTHOCTb B XeNyAKe, Ha3blBaeMblX MHrMOUTOpamm
npoToHHon nomnbl (UMIM) B Te4eHne anMtenbHoro
BPEMEHU, MOXET BO3HUKHYTb ONpeaeeHHbIR TN
paspacTaHns CIM3NCTON 0600UKM XKeNyaKa, Ha3biBaeMbli
nonuvnamu GyHAanbHoM xenesbl. [lorosopute co CBOUM
nevyallum BpavyoM O BO3MOXHOCTU PasBUTMS MOUMOB
dyHAanbHoM xenesbl, ecnun Bbl npuHumManu npenapat
VOQUEZNA B Te4yeHne AnmTenbHOro BpeMeHu.

O3HaKoOMbTeCb C AOMNO/MHUTE/IbHOW BaXHOW MHhopMaLmen
no 6e3onacHOCTH, NpeACcTaBNEeHHOW B JOKYMEHTe, a TakXe
¢ Hdopmaumei ANa NnauneHTa U NOTHOW UHCTPYKLIMEn No
npUMeHeHuto nekapcTBeHHoro npenapata VOQUEZNA.

L)VO QUEZNA.

(vonoprazan) tablets 3m
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MOME3HbIE COBETbI
NnPU NPUEME
NMPEMNAPATA
VOQUEZNA

M6kKocTb B NnpuemMe
npenapaTa:
He3aBUCUMO OT
npuema Numn

Mpenapat VOQUEZNA
(vonoprazan) npeacraBnsieT
coboii TabneTky ons npuema
OAVH pa3 B CyTKU, KOTOPYIO
MOXHO NPUHMMaTb HE3aBUCMMO
OT Mpuema nuLLKn, B oTin4me

OT 6ONbLUMHCTBA MHITMOUTOPOB
npoTtoHHow nomnbl (UMMM). 3To
O3Hauvaer, 4to Bam He HyXHo
nNpYHUMaTb ero BO Bpems
npuema nuwimn. NMomHuTe, 4TO
Bam Bcerga cnegyeTt npvHUMaTh
npenapat VOQUEZNA no
Ha3HaYeHuWIo Bpaya.

@

NMpuUHUMaTb LLeJIMKOM

XesaHue nnu nsmenbyeHne
TabneTKM MOXeT Bbl3BaTb FOPbKUi
MPUBKYC BO PTY.

Pa3mep vnu uset Tabnetku, NpeacTaBAeHHON
Ha pUCYHKe, OTIYaeTCs OT GaKTUYEeCKoro.

BAXHAA UH®OPMALINA MO BESONMACHOCTHU
(MPOAOJIKEHUE)

Haun6onee 4actble no6o4Hble 3chchekTbl NPUMMEHeHNA
npenapata VOQUEZNA gns nevyeHusi 3po3sMBHOro
330charuta u/mnm obneryeHus U3XKoru, BbiIsaBaHHOM
racrpoasodpareanbHoi pedIIOKCHOK 60/1e€3HbIO, BK/TIOHAIOT:

« BOCNaneHue xenyaka * PAaCCTPOMCTBO NULLEBaPEHUS

« Anapes * 3anop

« B3ayTHe XnBoTa + BbICOKOE apTepuanbHoOe faBneHne
« 60/1b B Xenyake « MHOEKUMNS MOYEBBLIBOAALLMX NyTEN
* TOWHOTa

CrapaiTtecb NpuHMMaTb Npenapar
VOQUEZNA cpa3sy nocne kakoro-
nmbéo gencTens, kotopoe Bl
BbINO/IHAETE OAMNH pa3s B A€HbITO
MOXET Nomoyb Bam BKIOUNTL

npuem npenapara B CBOW
pacnopsigoK AHs.

MponycTtunun npuem
npenapaTta?

Ecnu Bbl 3a6biniv NpUHATL Npenapar,
npvMuUTe CNeayoLLyto 403y Kak
MOXHO CKOpEee, €C/IN TONbKO C
MOMeHTa, korga Bam Hy»Ho 6bi10
NPUHATbL Npenapar, He NpoLwo 12
yacoB. Ecnun npowno 6onee 12 yacos,
NPONycTUTE NPOMYLLEHHYIO A03Y,
3aTeM NpUMUTE CrieaytoLLyto 403y B
06bl4YHOE BpeMS.

BAXXHASI MUH®OPMALIUSA MO BE3OMNMACHOCTHU
(MPOOOJ/TKEHMUE)

970 He BCe BO3MOXHble NO60YHblIe 3ddeKTbI MPUMEHEHNSA
npenapata VOQUEZNA. Jna nonyyeHns 4ONONHUTENbHOWN
nHdopMaLmnm obpaTUTECh K CBOEMY Nlevallemy Bpady

nnn papmaLeBTMYeCKOMY PabOoTHWMKY. [T03BOHUTE CBOEMY
nevaluemy Bpavy Anas noyvyeHns MeanuMHCKON pekoMeHbaumm
0 N060YHbIX addeKTax.

Bam pekomeHAayeTcs coob6LaTh 0 Nofo3peBaeMbIxX
HeXenaTeslbHbIX peakLuusax, o6paTMBLUMCL B KOMMNaHUIO
Phathom Pharmaceuticals no renecony 1-888-775-PHAT
(7428) unn B FDA no tenecony 1-800-FDA-1088 nnu

Ha Be6-cTpaHuue www.fda.gov/medwatch.

O3HaKOMbTECb C AOMNO/THUTENIbHOW BaXXHOW MHopMaLmei
no 6e3onacHoOCTU, NpeAcTaB/IeHHOW B JOKYMEHTe, a TakXe
¢ nHhopmaumen gna NaumMeHTa U NONTHOM UHCTPYKLIMEH No
NpUMeHeHUIO NeKkapcTBeHHoro npenapata VOQUEZNA.

L)VO QUEZNA.

(vonoprazan) tablets 3m
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MNpenapat VOQUEZNA (vonoprazan)
OLIeHMBAsICS B KNIMHNYECKNX UCCNIEA0BAHNAX

C y4acCTMEM B3POC/bIX C HE3PO3UBHOM
ractposasodareanbHon pedtoKCHON 60MEe3HbIO
(FTSPB) nnn apo3umBHbLIM 330darnTom.

Hanbonee 4yactble no6o4YHble 3pdeKTHI,
nepeyuncrieHHble Ha cepyoLlen cTtpaHuue, —
3TO JANIEKO HE MOJIHbIA CMIMCOK BO3MOXHbIX
No6o4HbIX 3¢ deKTOoB. NoNHbIN CMNCOK
BO3MOXHbIX NO60YHbIX 30 PEKTOB NpMBEOEH
B NMO/THO MHCTPYKLIMW MO NPUMEHEHUIO
NeKapCcTBEHHOro npenapara.

HesaposusBHaa NPB (4 Hepenu)

Haunb6onee yactbiMM NOGOUHBbIMU 3PPeKTaMmn y B3POC/bIX,
npuHumMasLwmnx npenapat VOQUEZNA B gose 10 mr, 6bi1u:

259 B3pocnbix

_

Mo6ouHble apdeKTbl VOQUEZNA 10 Mr

dasa 3a)KMBNIeHUA 3pO3MUBHOIO 330darmrta
(no 2 MecsiueB)

Hanbonee yactbiMn No604YHBIMK 3ddeKTaMn y B3POC/bIX,
npuHmmMaBLmx npenapat VOQUEZNA B gose 20 wmr, 6binu:

Mo6ouHble 3¢ PeKTbl VOQUEZNA 20 Mr

514 B3pocnbix

da3a nogaepXKUBaOLLEro nevyeHnsa
3po3uBHOro ssodarura (6 Mmecaues)

Haunbonee 4yactbiMn N0604YHbIMK 3 PeKTaMM y B3POC/bIX,
npuHmuMaBwunx npenapaT VOQUEZNA B gose 10 mr, 6binu:

Mo6ouHble 3dPeKTbl VOQUEZNA 10 mr

296 B3poChbIX

O3HaKoOMbTeCb C AOMNO/THUTE/IbHOWN BaXKHOW MHopMaLmen
no 6e3onacHOCTH, NpPeACcTaBNeHHOW B JOKYMEHTe, a TakXe
c nHchopmaumen gna NnaumeHTa W UHCTpyKLUMen no
NpUMeHeHuto nekapcTBeHHoro npenapata VOQUEZNA.

QUEZNA.
L ) vonoprazan) tablets Xm



https://www.phathompharma.com/wp-content/uploads/VOQUEZNA-tablets-Prescriber-Information.pdf
https://www.phathompharma.com/wp-content/uploads/VOQUEZNA-tablets-Prescriber-Information.pdf
https://www.phathompharma.com/wp-content/uploads/VOQUEZNA-Patient-Information.pdf
https://www.phathompharma.com/wp-content/uploads/VOQUEZNA-tablets-Prescriber-Information.pdf
https://www.phathompharma.com/wp-content/uploads/VOQUEZNA-tablets-Prescriber-Information.pdf

A\

N

S
O
NS

4TO HY>XXHO 3HATb

KTo noaBep)xeH NPB?

3SPB aBnaeTca ogHMM U3 Hanbonee pacnpoCcTpaHeHHbIX
3a6oneBaHNin NULLLEBapPUTE/IbHON CUCTEMbI — el CTpaaatoT
npnénmsntenbHo 65 munnmoHos yenosek B CLUA.

~65

MUTJTMUOHOB YE/TOBEK
B CLUA BOJIEIOT 'SPB

dpo3nBHbIN 330paruT (33) no
CpaBHEHMUIO ¢ Heapo3usHou MNPB

93 — 370 pa3sHoBuaHocTb NOPB, npu koTopoW
NPOMCXOANT NOPAaXeHME NULLEBOAA KMCNOTOW.
HesposusHasa NPB He conpoBoXxaaeTcsa nopaXeHnem
nuuieBoaa n BCTpevaeTcs vale.N3xora yacto
BCTpeyaeTcs Npu o6omx 3ab6oneBaHNUSIX.

~2/3 NMIOOEMN,
| emumcomsorer

XpoHu4yeckas us)xora

MHoruve nogm ¢ 33 npogoskatoT oLyLaTh KUCI0TY B
nuweBoae, HECMOTPS Ha MPUEM TakMX NpenapaToB, Kak
aHTauMAbl, aHTaroHUCTbl FTMCTAMUHOBBIX PELLENTOPOB 2
Tmna (H2) nnm nHrnébutopsl npotoHHon nomnel (UMM).

SREALLIL
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dakKTopbl, KOTOPbIEe MOTYT
yBeNU4YUTb BEPOATHOCTb Pa3BUTUSA
racrpoa3odareanbHomn pednioKCHOU
6onesHun (FMPB), BKIOYalOT:

- Mpbbka nuweBogHoOro otBepcTus anadparmol
« OXunpeHue
« HapylueHne cMbikaHUS! HUXXHEro NULLEBOAHOMO COUHKTEPA

- 3agepiKKa OMOPOXKHEHUS XeryaKa

Kakne cMMnTOMbI CBAI3aHbI
c NPB?

Haubonee yactbiMn cumnromamm
L ABNSAIOTCA U3XKOra U OTPbIXKKa.

.Clpyrue BO3MOXHbI€ CUMMTOMBbI
BK/TIO4alOT:

- 3aTpygHEeHHOE 1M 6oNe3HeHHOoe
rnotaHue

« XpOHMYECKMit KaLesb

- Bbonb B rpyam

Kak gpuarHoctupyeTtcs
raAPbB?

Ana auarHoctukn MNPB Baw Bpauy
3a4acT BaM HecKo/bko BONMpoOCOoB
N MOXET NMPOBECTN PpU3MKanbHoe
ob6crieqoBaHMe.

Ons guarHoCTMKM 3spO3UBHOIo
3sodcparura (93) HeobxoaMMO
npoBefeHne 3HOOCKOMuK.
SHpockonua — 3TO Npoueaypa,

BO BPEMS KOTOPOM TOHKas Tpyoka,
OCHALLEHHAas KPOLLIEeYHON KaMepo,
OrnyckKaeTcs BHU3 MO rophy.

192:8
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MOKA3AHUA K MPUMEHEHUIO U BAXKHASA
MH®OPMALIUNA MO BESOMNACHOCTHU

Yr1o Takoe VOQUEZNA?

+ VOQUEZNAP (vonoprazan) — 3T0 peLenTypHblit
NeKapCTBEHHbIV Npenapart, KOTopbl MpUMeHSAeTCa y
B3POC/IbIX:

° B TeuyeHue 8 HedeNb AN19 3aXMB/IEHNA
NOBPEXAEHHOWN OT BO3AENCTBUS KUCOTbI
C/IM3MCTOM 060104KM NULLIEBOAA (TaK Ha3blBaeMbIN
3PO3UBHbIA 330ParuT) U 419 06/1er4YeHnst U3dXory,
BbI3BaHHOW 3PO3UBHbIM 330$arMTom.

B Te4eHue nepuoaa AnnTenbHOCTbIO A0 6 MecsueB
ONs nogaepXaHns npouecca 3aXuBieHnsa
3PO3MBHOIO 330darvTa u Ans o6neryeHns n3dxoru,
BbI3BaHHOWM 3PO3UBHbIM 330$aruTom.

B TeueHue 4 Hefenb Ana 061eryeHns n3xory,
CBSI3aHHOW C ractpos3odareanbHon pedoKCHON
6onesHbto (MIPB).

HeunssecTHo, siBnsetcs nun npenapat VOQUEZNA
6e30nacHbIM U 3GDEKTUBHBIM ANS NPUMEHEHUS Y AETEN.

He npuHumaitte npenapat VOQUEZNA, ecnu:

« Y Bac anneprus Ha vonoprazan wau siiobble gpyrue
KOMMoHeHTbI npenapata VOQUEZNA. CuMmnToMbl
annepruyeckoi peakumm MoryT BK/lo4aTb 3aTpyAHEHHOE
OblxaHue, Cbifb, 3yA 1 OTEK 1La, ry6, a3bika Uan ropna.
Bbl npuHMMaeTe nekapCTBEHHbIV Npenapart, cogepxalummn
punnunempuH (EDURANT, COMPLERA, JULUCA,
ODEFSEY), ucnonbsyembiin ana nevenns BNY-1
(BMpyca MMyHoaedMLMTa YenoBeKa).

Mpexpae yem npuHumaTtk npenapat VOQUEZNA, coobiute
CcBOEMY flevalemMy Bpady 060 Bcex CBOUX MeAULIMHCKUX
COCTOSIHUSIX, B TOM YUC/ie, ecnn:

« Y Bac HabnogaeTcs CHUXKEHNE YPOBHSA MarHus, Kanbuus
VN Kanust B KPOBW v Bbl nprHMMaeTe nekapCTBeHHbIN
npenapar A7 yBe/IMYeHUst KOIM4YeCcTBa Bblae1ieMon
MOUU (BNYPETUK).

Y Bac HapyLleHUsi CO CTOPOHbI MOYEK UK NMEYEHMU.

Bbl 6epeMeHHbl, Mogo3peBaeTe, YTO MoXeTe ObiTb
6epeMeHHbl, K NnaHupyeTe 3abepeMeHeTb.
HewnssecTtHo, MoxeT nn npenapat VOQUEZNA npuynHnTh
Bpen Bawemy peberky B yTpobe.

Bbl KOpMUTE rpyAblo UK NNaHUpyeTe KOPMUTL MPYyAbIO.
HewnsBecTHo, npoHukaet nu npenapat VOQUEZNA B
rpyaHoe Monoko. Bbl 1 Bal nevaiymii Bpay A0/mMKHbI
pewuTb, 6yaete nn Bol npuHumats npenapat VOQUEZNA
WM KOPMUTb rpyablo. Bam He cnepyet aenatb v T0, U
Apyroe o4HOBPEMEHHO.

N VOQUEZNA.

(vonoprazan) tablets »me
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BAXHAA NH®OPMALIUA MO BESOMNACHOCTHU
(MPOAOJIXXEHUE)

Coob6wute cBOEMY NevalyemMy Bpavy 060 Bcex
nekapcTBEeHHbIX npenapaTtax, KoTopble Bbl npuHumMaerte,
BK/IOYas peuenTypHble 1 oTnyckaeMble 6e3 peLenTa
npenapatbl, BUTAMUHbI 1 BUONOrMYECKM aKTUBHbIE AO6aBKM.
Benute cnucok npuHMMaemblx npenapaTos, YTo6bl NOKasaTb
ero nevyalleMy Bpayy 1 papmaLeBTU4eCKOMY PaboTHUKY Mpu
nosly4eHUn HOBOrO /IeKapCTBEHHOr O nNpenapara.

VOQUEZNA moxeT BiMATb Ha AeACTBUE APYrX
NleKapCTBEHHbIX MPenapaToB, a Apyrue neKapCcTBeHHbIe
npenapaTbl MOTyT BNMATb Ha AelictBue npenapata VOQUEZNA.
B yactHoCTM, coobLmTe cBOEMY neyallemy Bpady, ecnu

Bbl npvHMMaeTe nekapcTBEHHbIV Npenapar, CoaepXaLumm
punnueupuH (EDURANT, COMPLERA, JULUCA, ODEFSEY).

KakoBbl BO3MOXHble No6o4yHble 3chheKkTbl NpUMMeHeHns
npenapata VOQUEZNA?

VOQUEZNA mMoXeT BbI3blBaTb cepbe3Hble NO60YHbIe
acphbekThl, B TOM Uncne:

Bup 3a6oneBaHna noyek (ocTpbli
Ty6ynouHTepcTULManbHbli HetpuT). Y HEKOTOPbIX
nogen, npuHumatowmx npenapat VOQUEZNA, moxeT
pasBuTbCa 3aboneBaHVe NoYeK, Ha3biBaeMoe OCTPbIM
Ty6ynonHTepCTULManbHbIM HedputTom. HemeaneHHo
No3BOHWTE CBOEMY Sleyallemy Bpady, ecnvy Bac
YMEHbLUWTCS KONIMYECTBO BblAENAEeMON MOUM U Bbl
3ameTnTe KpPOoBb B Balueit Moye.

[Ounapeto, Bbi3BaHHYO UHhekumeii (Clostridioides
difficile) B kmwe4yHuke. HemenneHHo o6paTuTechb K
CBOEMYy nevallemMy Bpayvy, ecnm y Bac BogsaHUCTbIV CTyn,
60nb B XeNyake U NMxopaaka, KoTopble He MPOXoasT.

Mepenombl kocTei (6egpa, 3anNACTbs UK
nosBoHo4YHMKa). [lepenombl kocTern 6e4pa, 3ansacTba
VI NO3BOHOYHMKA MOTYT MPOU30MTU Y Nt0AEN, KOTOpble
eXeAHEBHO MPMHMMAIOT MHOMOKpPaTHbIe [03bl APYroro
BWAA IEKapPCTBEHHbIX MpenapaToB, CHMXAOLWMX
KUCNOTHOCTb B XeNyaKe, U3BECTHbIX KaK MHIMOUTOPbI
npoToHHon nomnbl (AMM) B Te4eHne anutenbHoro
nepuopga BpemeHu (rog unu gonsue). Coobwmute cBoemy
nevawemy Bpaudy, ecniv y Bac nepenom koctu, oco6eHHO
B 6eApe, 3ansCTbe WK MO3BOHOYHMKE.

Taxenble koxHble peakuymm. VOQUEZNA moxeT
BblI3bIBaTb PEAKME, HO TSXKENble KOXHbIE peakuuu,
KOTOpble MOryT nopaxaTb Ntobyto YacTb Bawero tena. 31m
cepbesHble KOXHbIE peakumn MoryT noTpeboBaTb eveHns
B 60MbHULE Y MOTYT NPEACTaBATL YrPo3y AN XKU3HW:

o KoxHas Cbinb, KOTOPast MOXeT CONPOBOXAATHLCA
o6pa3oBaHVeM BONAbIPEN, LEyLEHNEM UK
KPOBOTEYEHMEM Ha NTIOBOMN HaCTU KOXM.

o Y Bac Takxxe MOXeT NOSBUTbCA /IMXOPaaKa,
03HOO6, /IOMOTa B TeNne, OAbILLKa UK yBeNnYeHne
numdaTnyeckunx y3nos.

Ecnun y Bac BO3HUKHYT Kakne-nmbo U3 3Tux CUMNTOMOB,
npekpatute npmvem npenapata VOQUEZNA 1 HemeaneHHo
NO3BOHMTE CBOEMY flevallemMy Bpady. 9T CUMNTOMbl MOTYT
6bITb NEPBbIM MPU3HAKOM TSXKENOM KOXHOW peakumn.

« Hwuskue ypoBHu BUuTammnHa B12. VOQUEZNA cHuxxaet
KOMMYECTBO KUCMOTbI B Xenyake. XenyaoyHas kucnota
HeobxoaMMma AN19 Haanexallero BcacbiBaHUsi BUTaMUHA
B12. Coobwumte cBOEMY Nnevallemy Bpady, ecnun y Bac
NPWUCYTCTBYIOT CUMMTOMbI HU3KMX YPOBHEN BUTAMUHA
B12, Bkntovaa HeperynsapHoe cepauebueHne, oablLLKy,
rONOBOKPYXEHWe, NoKasnbiBaHNE UM OHEMEHWE B pyKax
WM HOTax, MbILLIEYHYI0 c1abocCTb, 6/16AHOCTb KOXM, YyBCTBO
YCTanocTn UAn U3MeHeHus HacTpoeHus. MNorosopute
CO CBOVM JleYalLMM BPa4YOM O PUCKE CHUXEHWS YPOBHSI
BuUTaMuHa B12, ecnu Bbl npuHumanu npenapat VOQUEZNA
B TeYeHWe ANNTENIbHOrO BPEMEHMW.

«  Hwuskuih ypoBeHb MarHusa B opraHusme Moxet
Habno[aTbCcsa y NIoAer, NPUHUMaloLWMX npenapaTt
VOQUEZNA. HemeaneHHo coobwmute cBOEMyY nevalemy
BpauYy, ecniv y Bac npucyTcTBytoT CUMMATOMbI HU3KOIO
YPOBHSI MarHus, BK/to4as Cyaoporu, roNoBOKPYXEHMe,
HeperynspHoe cepguebneHne, HEPBO3HOCTb, MbILLEYHbIE
6011 nnu cnabocCTb, UK cnasMbl PyK, HOT WK ronoca.

- PaspacTtaHusi cnusuncron o60/104KM Xenyaka (nonunbl
thyHaanbHbIX Xenes). Y nogen, KOTopblie NPUHUMAIOT APYrow
BUA 1IEKAPCTBEHHbIX MPenapaToB, CHMKAOLLMX KMCNOTHOCTb
B Xe/yake, Ha3blBaeMbIX MHIMOUTOPaMu MPOTOHHOM MOMMbI
(VIMMM) B Te4eHne 4NNTENBHOIO BPEMEHMW, MOXET BO3HUKHYTb
onpeaeneHHbIn TN paspactaHus CIM3UCTON 060/T0HKHN
Xenyaka, HasbiBaeMbli nonvnamn GpyHAanbHoM xenesbi.
[NorosopuTe CO CBOMM NevaLLMM BPa4OM O BO3MOXHOCTH
pa3BuTMa NoAMnoB GyHAaNbHOW Xenesbl, ecnv Bbl npuHuManu
npenapat VOQUEZNA B TedyeHue 4/IMTENIbHOMO BPEMEHM.

Haun6onee yactble no6o4Hble 3chheKTbl NPMMEHEHUA NpenapaTa
VOQUEZNA ans neyeHus spo3uBHoro aszodaruta u/vnmn
obner4yeH1s U3Xoru, BbI3BaHHOM ractpossodareasbHomn
pechniokcHoi 60ne3HbIo, BK/TIOYAIOT:

+ BOCMNaneHue xenyaka + PaccTpoWCTBO MULLeBapeaHus

* Anapesn - 3anop

* B3OyTne XneoTta « BbICOKOE apTepunanbHoe faBreHne

« 60Nb B Xenyake * UHOEKUNA MOYEBDBIBOAALLMNX NyTEN

* TOWHOTa

OTO He BCe BO3MOXHble NO60YHbIE 3PPEKTbI NPUMEHEHNA NpenapaTa
VOQUEZNA. [ins nonyyeHnsa AononHUTenbHon nHpopmaumm
obpaTutech K CBOEMy nevallemy Bpady uiv papmaleBTUHECKOMY
paboTHMKY. [M03BOHUTE CBOEMY Nevallemy Bpady A1 nonyyeHus
MEAMLIMHCKOM PEKOMEHAALMM O NO6OYUHbIX SPdeKTax.

Bam pekoMeHpayeTcs coobLuaTh O NOoA03peBaeMbIX HeXenaTenbHbIX
peakumsx, o6paTueLuMcb B KomnaHuio Phathom Pharmaceuticals
no tenedony 1-888-775-PHAT (7428) unu B FDA no tenedoHy
1-800-FDA-1088 unu Ha Be6-cTpaHuue www.fda.gov/medwatch.

O3HaKoMbTeCb € AOMNO/IHUTENbHOW BaXXHOM MHhopmaLmen
no 6e3onacHOCTH, NPeACTaBNEHHOW B JOKYMEHTe, a TakXe
¢ uHchopmaumen gnA NaLmMeHTa u NoIHOW MHCTPYKLne no
npumeHeHmo nekapcTtBeHHoro npenapata VOQUEZNA.

L )VO QUEZNA.

(vonoprazan) tablets 3m
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Bbl MOXETE COKOHOMWTDb
HA CBOEM PELIENTE

Bbl MOXeTe 3arpy3uTb c6eperare/ibHyIo
KapTy U 3aperucTpmpoBaTbcs AN No/lyHeHUs
[ONO/THUTE/IbHOW NOAAEPXKM 3Aech

0 Haw napTtHep no
BL NK& MHTepHeT-anTeKe

MHTepHeT-anTeka BlinkRx nomoraeT BbIiBUTb NOTEHUMa IbHbIE
BO3MOXHOCTK 3koHOMMU. KomnaHun Phathom Pharmaceuticals
1 BlinkRx coBmecTHO paboTaloT Haj ynpoLeHMeM npouecca
nony4venunsa npenapata VOQUEZNA (vonoprazan).

Ecnn Baw Bpay otnpasut Baw peuent B nHTepHeT-anTeky BlinkRX,
coTpyaHuk BlinkRx cesixeTtcs ¢ Bamu, 4tobbl HavaTb opopmnieHme
6ecnnaTtHOM AOCTABKN Ha OOM.

BECIMJIATHAS pocTtaBka Ha AOM
MapTtHep antekn BECTJIATHO goctaBut
Bal peuenTypHbIii npenapat Ha AoM.

MuHMManbHas cyMma, KOTOpyto

Bbl nnatuTte 3a c4eT CO6CTBEHHbIX CPeAcTB
CoTpyaHuK MHTepHeT-anTekn BlinkRx
onpepenut Bawm pacxoAbl Ha nekapcTea 1
NOAACT 3asBKy Ha /IbrOTHbIE NMPEeATOXEHNS,
Ha KoTopble Bbl uMeeTe npaso.

YC/10BMS UCMNOJIb3OBAHUSA CBEPEIATE/IbHOMN KAPTbl VOQUEZNA

*Mcnone3ys cbeperatenbHyio kapTy VOQUEZNA® («KapTa»), Bbl noatBepxaaeTe, 4to
COOTBETCTBYETE KPpUTEPUSIM A/15 NMONyYEHUs Npenapara, cornaliaeteck 1 6yaete cobnoaats
YCNoBwMs, onmcaHHble Huxe. MNpeanoxeHne paccuntaHo Ha 12 ¢pnakoHoB ¢ Tabnetkamm
npenapata VOQUEZNA. MaLneHT AOMXeH NMETb CTPaxXOBO# MOMNC Ha NekapCTBEHHOe
o6ecneyeHne, 0pOPMIEHHbIN B KOMMEPYECKOM CTPaXOBOW KOMMaHWUK, CO CTPaxXOBbIM
nokpbiTnem npenapata VOQUEZNA, 4To6bl UMeTb BO3MOXHOCTb NPUOGpeCcT npenapat
BCero mwb 3a 25 aonn. CLUA. MpeanoxeHne orpaHnyeHo eXemMecayHbiM MakCMMyMOM
B pa3mepe 235 gonn. CLLA v oTaenbHbIM eXerogHbiM MakCMMyMOM B pasmepe
2820 ponn. CLLA. MauneHT HeceT OTBETCTBEHHOCTb 3a yniaTy Mo6bIX AeACTBYIOLLIMX
Hasnoros, C60POB UMN CyMM, NMPEBbILLIAILLMX EXXEMECSIHHBIE UM EXErofHbIe MaKCUMYMbl.
370 NpeanoxeHne HefeNCTBUTENLHO A/IA NaLMEHTOB, He MMEIOLLMX CTPaXoBOW nonmc
nekapcTBeHHoro o6ecneyeHunsi, ohopMIeHHbI B KOMMEPYECKO CTPaXxoBOW KOMMaHWUM,
WnK ans Tex, YbM CTPaxoBble TPeGOBaHWUA B OTHOLLEHMU PeLenTypHoro npenapara
VOQUEZNA coOTBETCTBYIOT KPUTEPUAM ANS BOSMELLEHUS, NONTHOCTLIO UM YaCTUYHO,
no60# rocyfapcTBEHHOM NPOrpaMMoii CTpaxoBaHUsA, BK/lOUas, MOMUMO Mpoyero,
Medicaid, Medicare, Medicare 4actb D, Medigap, DoD, VA, TRICARE®/CHAMPUS unun
nMo6yio rocyAapCTBEHHYIO NPOrpaMMy MOMOLUM NaLMeHTam Ui hapmaLeBTUYeCKUM
KOMNaHUAM. D10 NpeanoxXeHne HeenCTBUTENLHO ANS: XuUTeneit tata MaccadyceTc, ecnm
[OCTYNEH MKEHEPWK, SKBUBANIEHTHOCTL KOTOPOro OLeHeHa Nno cucteme Knaccudukaumm
C npucBoeHneM koga «AB»; xuteneit KannpopHum, ecnv 4ocTyneH TepaneBTMyecku
3KBVBANEHTHbIV Npenapart, ogobperHbIit FDA. Mpeanoxerne goctynHo Tonbko B CLUA
ansxutenein CLUA. MpuHuMan 3To npeasnioxenue, Bl cornalaetecs ¢ Tem, 4to Bol
[IO/KHbI YBEAOMUTb CBOIO CTPaXOBYIO KOMMaHWIO 06 1CMO/Ib30BaHMM 3TOM KapTbl, eC/n
Bbl 06513aHbl cAenaTh 370 B COOTBETCTBUM C YCNIOBUSIMU Ballero cTpaxoBoro nokpbITvs
3TOro peLenTypHOro npenapara Uamn ecim 3To MHbIM 06Pa3oM TPeBGyeTCsi MO 3aKOHY.
Vcnonbsys ato npeanoxexune, Bol 1 papmaueBTUHeckunii paboTHWK cornallaetech He
[061BaTLCS BO3MELLEHNS BCE UM M0G0 HacTy BbIrodbl, NoMyHeHHo Bamu ¢ nomolsio
c6eperaTenbHOIi KapTbl OT /1060 TPeTbell CTOPOHbI, TAaKOM Kak CTpaxoBble NnaHbl, r’nékue
rpaduKn pacxofoB WK MeanLMHCKUe cOeperaTenbHble cyeTa. DTO NPeAnoxXeHne Henb3s
06beAnHNATL WA NCNONBb30BaThb C KaKoW-NM60 APYroi NPorpamMMoN, CKWAKOM, ANCKOHTHOM
KapTOW, ANCKOHTHOM KapTO# C HaZIMUYHBLIMU, KYNIOHOM, MOOLLPUTE/bHBLIM BO3HarpaXxaeHnem
WM @HANOMMYHBIM NMPeAsoxeHneMm, Bkovaowmm npenapat VOQUEZNA. Jluuam
3anpeLLeHo NpoaaBaTh, NOKyMaTb UM TOProBaTh, a TaKKe NpeanaraTb Npogasars,
NoKynaTb WK TOProeaTb UM NoAAeNbIBaTbL 3Ty KapTy. DTO NpeanoXeHne MoXeT 6biTb B
no6oe BpeMs NpekpaLLeHo, aHHyIMPoBaHO, OTO3BaHO UK N3MeHeHo KomnaHuel Phathom
Pharmaceuticals, Inc. 6e3 npeasaputensHoro ysegomneHus. Tpebyetcs aktnsaumus
KapTbl. 9Ta KapTa He SIBNSIeTCA MeANLIMHCKON CTpaxoBkoi. OnpeaeneHHas nHpopmaums,
KacaloLancs ncnonb3osaHns Bamu atoi kapThl, 6yaeT nepeaaHa komnanum Phathom,
CMOHCOPY KapTbl, @ TakXXe KOMMNaHWsAM, paboTatoLLmMM OT UMeHU koMnaHuv Phathom. ns
NonyYeHNsa [OMNOMHNTENbHON MHPOPMaLIMM CM. pasaen «[onnTuka KoHGUAEHUMaNbLHOCTN
Phathom» no agpecy https://www.phathompharma.com/privacy-policy/. Cpok Aeictauns
3TON KapTbl ucTekaeT 3112.2024 r.

WHCTpyKumn ana dapmaueBTa NpuBeaeHb! B LMGPOBOIN coeperaTeNibHOM KapTe.

| VOQUEZNA.

(vonoprazan) tablets 3m
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OPYIoOu
BAPUAHT NEVEHUA

"4

Ansa nevyeHus nogobHoro popa 3aboneBaHWi, OTHOCUTCS Kanui-
KOHKYPEHTHbI 6/10KkaTop cekpeuun consiHon kucnotbl (KBCK).

BbI3BaHHYO HE3PO3MBHOW racTpoazodareasibHoM peptoKCHON
6one3zHbto (FIPB) nnn aposnBHbLIM 330darmTom (33).

060/104KM MULLEBOAA U NOAAEPXAHMIO Npouecca
3aXMNBEHNA Y 6OMbLUNMHCTBA B3POC/bIX 60MbHbIX
3PO3UBHbLIM 330parMToMm.

i

=

y B3pPOC/IbIX MaLUMEHTOB C He3po3uBHoW MAPB n/unn 33

6bININ BOCManeHue xenyaka, avapes, B3ayTme XuBoTa, 60/b

B )XeNyAKe, TOLIHOTA, PACcCTPOMCTBO NULLLEBapeHus], 3anop,
BbICOKOE apTepuasibHoe AaBrieHVe U UHOEKLMS MOYEBbIBOASILLMX
nyTei. BosHukanu apyrue cepbesHble No6oyHble 3ddeKThbI.
MHdopmaums o apyrnx BOSMOXKHbIX MOG0YHbIX 3ddekTax
npepcTaBrieHa B

C6eperaTtenbHaa kapta VOQUEZNA no3Bonsiet
nauMeHTaM, COOTBETCTBYIOLLUUM KPUTEPUSAM,
naaTUTb Bcero nmwb 25 ponn. CLUA*,

*[INsl COOTBETCTBUS KPUTEPUAM NaLMEHTbI AO/MKHBI UMETb CTPaXOBOM MOJUC,
0dOPMNEHHbBIV B KOMMEPYECKOI CTPaxoBOM KOMMaHun.Takxe MoryT NPUMEHATbCA
Apyrve npasuna CoOoTBETCTBUA Kputepuam.rfonHyto nHpopmaumio 06 Ycnosusx n
[onoxeHnsix cMoTpuTe Ha cTpaHuue 31.

BAXHAA NH®OPMALIUA 1O BE3SOINMACHOCTU
He npuHumaiite npenapat VOQUEZNA, ecnu:

. Y Bac anneprus Ha vonoprazan wav niobble gpyrue .~
KOMMOHeHTbI npenapata VOQUEZNA.CrMniToMbl
annepruvyeckon peakummn MoryT BKIoYaTh 3aTpyAHEHHOE
AblXaHue, Cbinb, 3yA U OTEK 1MLA, ry6, S3blka Uan ropna.

«  Bbl npyHMMaeTe nekapCTBEHHbIN Npenapart, CoAepXXaLLmi
punnueupuH (EDURANT, COMPLERA, JULUCA,

ODEFSEY), ncnonbsyembin ansa nevexus BUY-1
(BMpyca nMmyHopeduumnTa YenoBeka).

O3HaKoOMbTeCb C AOMONMHUTENIbHOW BaXKHOW UHbopMaLmen

no 6e3onacHOCTH, NPeACTaBNeHHOW B JOKYMEHTe, a TakXe

[ M NonHowm
nekapcrTeeHHoro npenapata VOQUEZNA.

VOQUEZNA, Phathom Pharmaceuticals n nx cootBeTcTBytOLIME
Ph a th O m NOroTunbl ABAAKOTCH 3aperncTtpupoBaHHbIMU TOBapHbIMU
*  3Hakamu komnaHum Phathom Pharmaceuticals, Inc.
PHARMACEUTICALS © 2024 Phathom Pharmaceuticals.Bce npaBa 3alumLueHbl.
7/24 US-VPZ-24-0506
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