COOTBETCTEYET 3KCMEPTHOMY OTYETY
ot 09.10.2024 Nz 2193
MUHUCTEPCTBO 3JIPABOOXPAHEHM S POCEMHEROH GEREPAT {1 102

HHCTPYKIUA
10 MEeAULIMHCKOMY NPUMEHEHHIO JIEKAPCTBEHHOI 0 Npenapara
I30MEIIPA30.1

PerncrpanuoHHblii HOMep:

Toprosoe HaMMeHOBaHUE. I30MENPA30J

MexayHapoaHoe HeMATEeHTOBAHHOE HAUMEHOBaHMe: 330MeIPa3ol
JlekapcTBeHnHasi popma: TabIETKU KUIIEYHOPACTBOPUMEBIE, IIOKPHITHIE 000I0UKOMH
Cocras

1 TabJieTKa KUIICYHOPACTBOPUMAS, IIOKPBITast 0007104K0i, 20 MI' COACPIKUT:

Cocmas siopa mabremxu:

eticmeyrowee 6ewyecmeo: d30Merpazoia MarHus guruapat — 21,7 mr (B mepecuere Ha
330Menpazoi — 20 mr).

Bcnomozamenvhvle  ewjecmea: TUAPOKCUIIPONMWILICIUTIONO3a HU3KO3aMEILIEHHAs; KpaxMail
KYKYPY3HBIIl TIpeKeTaTUHU3UPOBAHHBINA; KPEeMHHS JAUOKCHU] KOJUIOMIHBINA; MaHHUTOJ; HATPHUS
cTeapuidymapar; I[EJUTFJI03a MUKpokpuctaumdeckas, tam 200; KapOOKCUMETHIIKpaxmal
HaTpus, TUO A.

Cocmas obonouxu mabaemxku: runpomeiosza, 6 mlla-c; makporon 6000; xommo3uius s
000JIOUKH JKENTOro LBeTa (METaKpUJIOBOM KUCIOTHI M 3TMiakpuiara comnonumep (1:1), tamibk,
tutana auokcun (E171), monokcamep 407, kanbiusi CUIIMKAT, HATpus OWKapOOHAT, KpacUTENb
xenesza okeun xkentoit (E172), HaTtpus naypuncynbdar).

1 TabieTka KMIIEYHOPACTBOPUMAs], TOKPBITAsk 000JI0YKOU, 40 MI COJIEPKHUT:

Cocmas sopa mabnemxu:

Heticmsyrowee eewecmso: 330Memnpazona MarHusi guruapar — 43,4 ymr (B mepecuere Ha
s3oMmerpazon — 40,0 mr).

Bcnomozamenvrvle  ewjecmea. TUAPOKCUIIPONWILIEIUTION03a HU3KO3aMEIEHHAs; KpaxMall
KYKYPY3HBII TPEXKEITATUHU3UPOBAHHBIN; KPEMHHS TUOKCHU]l KOJUIOUIHBIN, MAaHHUTOJ; HATPHUS
creapwiymapar; MeUToiI03a MUKpoKkpuctaumueckas, tum 200; kapOOKCHMETHIIKpaxMal
HaTpus, THN A.

Cocmas ob6onouku mabaemku: runpomenno3a, 6 Mlla-c; makporon 6000; koMmo3uus IS
000JIOUKH JKENTOro IBeTa (METaKpUIOBOW KUCIOTHI M dTHiakpuiara comomumep (1:1), Tamibk,
tutana auokcun (E171), monokcamep 407, kanbIusi CUIIMKAT, HaTpus OWKapOOHAT, KpacUTENb
kene3a okcu xentoi (E172), natpus naypuicynbdar).

Onucanue

Joszuposxa 20 me: TabneTku Kpyriiod (OpMbl, ABOSKOBBITYKIIBIC, MOKPHITHIE 000JIOYKONH OT
JKEJITOTO JI0 CEpOBAaTO-KEJITOrO 1IBETA.

Hozuposka 40 me: TabneTKu OBAIBHON (HOPMBI, TBOSKOBBIMYKIIbIE, MOKPBITHIE 00OJOYKON OT
JKEITOTO JI0 CEPOBATO-KEJITOTO LIBETA.

dapmakoTepaneBTH4eckas rpymnmna: [Ipenapatel s nedeHus 3a00JeBaHUM, CBS3aHHBIX C
HApyIICHHEeM KHCIOTHOCTH; TIpemaparbl Mg JICYeHUs S3BEHHOW OONE3HM IKelyAka |
JBEHAALIATUIIEPCTHON KHUIIKM M ractpo33odareanbHoit  pedmokcHoit  Oone3snun  (I'OPB);
MHTHOUTOPHI TPOTOHHOTO HAacoca.

Kon ATX: A02BCO05
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dapmakoJIornyecKue cBoiicTBa

Dapmaxoounamuka

Mexanusm deticmsus

D30Menpa3oi ABISETCS S-U30MEPOM OMEIpas3oja U CHUXKAET CEKPELUIO COJSTHOM KHCIIOTHI B
KeNyaKe MyTeM Crenn(puIeckoro HHruOUPOBaHUs MPOTOHHOM MOMIIBI B APUETATBHBIX KJIETKAX
xemyaka. S- u R-uzomepbl omempaszona  0o0nanalT  CXOAHOW  (hapMaKkoJAMHAMUYECKOM
AKTUBHOCTBIO.

D30Mernpa3oi ABISETCS ClIa0blM OCHOBAHHEM, KOTOPOE MEPEXOIUT B aKTUBHYIO (JOPMY B CHIIBHO
KHCJION cpe/ie CEKPETOPHBIX KaHANIbLIEB MAPUETAIBHBIX KJIETOK CIM3UCTON 000JIOUKH XKelyIKa U
MHTUOUpYEeT MpOTOHHYI0 moMmiy — ¢epment HY/K'-AT®a3y, npu 5TOM MPOUCXOIUT
MHTUOMpOBaHUE KaK 0a3aIbHOM, TaK M CTUMYJIMPOBAHHOW CEKPELUH COJITHOW KHUCIOTHI.

Brusanue na cekpeyuio conisiHoUu KUCIOMbL 8 HCeryoKe

[Tocne nepopanbHoro mpuema 20 mr win 40 Mr aeicTBUE 330MeNpa3oiia pa3BUBACTCS B TEUCHUE
1 yaca. Ilpu exxenHeBHOM IpueMe Ipernapara B TeueHue 5 aHei B 03¢ 20 Mr oJIuH pa3 B CyTKHU
CpeIHsisl MaKCUMallbHAsl KOHIEHTPALKs COJSTHOW KHUCITIOTHI MOCNIe CTUMYJISILIUK IEHTaraCTpUHOM
cHmxkaercsa Ha 90 % (mpu U3MEpEeHUU KOHIIEHTPAIMK KHUCIOTHI Yepe3 6—7 4acoB Ioclie mpueMa
npenapara Ha 5-# IeHb Tepanun).

Y mamueHTOoB C ractpol3odareanbHoi pedirokcHON Oonesnpio (IDPB) w  Hammumem
KJIMHUYECKUX CHMIITOMOB uYepe3 5 JHEW €KEJHEBHOro MepopajbHOro IMpuema 330Menpasonia B
no3e 20 mr unu 40 Mr 3HaueHue BHyTprkenynounoro pH Beie 4,0 noaiepxuBajioch B TEUEHUE,
B cpeanem, 13 u 17 wacoB u3 24 yacoB. Ha ¢gone npuema s3zomernpasona B n03e 20 Mr B CyTKu
3HaueHue BHyTpuxkenynouHoro pH Beime 4,0 nmoanepxuBanoch He MeHee 8, 12 u 16 yacoB y
76 %, 54 % u 24 % manueHToB, COOTBETCTBEHHO.

BrisBiaena kxoppensuus MEXIy KOHIIGHTpalueil mpemapata B IJla3Me€ M WHTHMOMpPOBaHHEM
CEKpeINH COJISTHOW KHUCIOTHI (ISl OLEHKHM KOHIEHTpaluu ucrnoib3oBanu mnapamerp AUC —
TUIONIA/Ib MO/ KPUBOM «KOHIIEHTPAIUS — BPEMS»).

Tepanesmuueckuii 3¢ppexm, docmueaemvlii 6 pe3yibmame UHSUOUPOBAHUS CeKpeyuu CONSAHOU
KUCTIOMb.

[Ipu mpueme »s30Memnpaszona B go3e 40 Mr 3axuBieHHE peQUIrOKC-330(arura HACTYIAET
npuoM3uTeNbHO y 78 % marnueHToB uepe3 4 Hemenau Tepanuu Uy 93 % manueHToB uepes
8 Hezenb Tepanuu.

Jleuenue 330Mmenpa3zoiioM B 103¢ 20 Mr 2 pa3a B CyTKM B KOMOMHAIIMU C COOTBETCTBYIOIIUMU
aHTHOMOTHKAMU B TEYCHHE OJHOW HEJEeNW MPHUBOJMT K ycremrHo# spamukanuun Helicobacter
pylori mpu6au3uTensHo y 90 % HalueHToB.

[TariueHTaM ¢ HEOCTIOKHEHHOU SI3BEHHOW 00JIE3HBIO MOCIE HEACIBHOTO IPAAUKAIIMOHHOTO Kypca
He TpeOyeTcsl MOocClIeaylolled MOHOTEpaNuy MpenaparaMu, MOHMWKAIOIMIMMU CEKPELHIo Kele3
KeIy/Ka, JUIsl ISYEHUS A3Bbl U YCTPAaHEHUSI CUMIITOMOB.

[Toxazana »>@¢eKTUBHOCTh 330Melpas3ojia MpU KPOBOTEUEHMHM U3 MENTHYECKOH S3BBHI,
MOATBEP>KIEHHOM 3HJOCKOIINYECKH.

Lpyaue 3¢pghexmui, céazannvie ¢ uHeUOUPOBAHUEM CEKPeYUU CONAHOU KUCTOMbL

Bo Bpemst nedeHuns npenapaTamy, NOHMKAIOIIUMH CEKPELUIO JKelle3 Kelly/lKa, KOHLEHTpauus
racTpyHa B ITa3M€ IIOBBIIIAETCS B PE3YyJbTaTe CHUKEHMSI CEKPELUUH COJISIHOM KHCIIOTHI
BcnenctBue cHuKEHHs CEKPELMU COJISTHOM KHCIIOTHI MOBBIIIAETCS KOHIEHTPAIUs XPOMOIpaHuHA
A (CgA). TloBbimienne konieHtpaiuu CQA MOXKET OKa3blBaTh BIHMSHUEC Ha PeE3yJIbTaThl
oOcrenoBaHUM 7S BBISIBICHUS HEHPOIHIOKPUHHBIX OomyxoJied. J[is mpenoTBpamieHus JaHHOTO
BJIMSTHUSL HEOOXOJIMMO BPEMEHHO IMPEKPAaTUTh MPHEM 330MEINpa3osia 3a 5 JAHEW 10 MpOBeIeHUs
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uccienoBanus KoHueHTpamun CgA. (NMOCNEOQBATENEHOC

VY nereil ¥ B3pOCIBIX MAIMEHTOB, JJIMTEIBHOE BPEMs MOJIYYaBIIUX 330MENPA30J, OTMEYAIOCh
YBEIIMYCHUE KOJHYECTBA SHTEPOXpoMapUHONOJOOHBIX KIIETOK, BEPOSTHO, CBSI3aHHOE C
NOBBILIEHUEM KOHLIEHTPALUU racTpUHA B IJIa3ME.

VY nanueHToB, IPUHUMAIOLINX [IPENapaThl, IOHWKAIOIINE CEKPELIUIO JKETIE3 KENTyAKa, B TEUCHHE
JUINTEJIBHOTO TPOMEXYTKAa BPEMEHHM dallle OTMeYaeTcsi OoO0pa30BaHHE JKEIE3HCThIX KHCT B
Kemyake. OTH  sBJIEHHs OOYCIIOBJIEHBl (DU3MOJIOTMYECKMMU HW3MEHEHUSMU B DPE3ylbTaTe
BBIPQ)KEHHOI'O0 HMHIMOMPOBAHUSA CEKPELMH COJISHOW KHUCIOThL. KHCTBI JOOpOKaueCTBEHHbIE U
HoJBEpraroTcs 00paTHOMY pa3BUTHIO.

[IpuMeHeHrEe JN€KapCTBEHHBIX IIPENapaToB, MOJABIAIOIIUX CEKPELUI0 COJISHOM KHCIOTHI B
KeNmyaKke, B TOM YHCJIE€ HMHTHMOMTOPOB IMPOTOHHOW MOMIIBI, COMPOBOXKIAETCS YBEITHYECHUEM
COIepXKaHHs B  OKEIyAKE MHUKPOOHOH  (opbl, B  HOpME  MPUCYTCTBYIOLICH B
KENyJOYHO-KUIIEYHOM Tpakre. [IpuMeHeHne WHIHOUTOPOB TPOTOHHOW TOMIIBI  MOXKET
IOPUBOANUTh K HE3HAUUTEIbHOMY YBEIMYEHUI0 pPHUCKA MH(QEKUMOHHBIX 3a00seBaHUM
KEJTyIOYHO-KUILIEYHOTO TpakTa, BbI3BaHHOro Oaktepusimu poaa Salmonella spp. wu
Campylobacter spp. u, Bepositro, Clostridium difficile y rociuranusupoBaHHbBIX MareHTOB.

B xome AByX IpOBEACHHBIX CpPaBHUTEIbHBIX HCCIEIOBAHUHA C PAHUTUIMHOM 330MENpa3oil
noKazajl Jy4dmyr 3(QQGEKTUBHOCT, B OTHOUICHWW JICUEHHs 3B JKEIyAKa Yy TAlHeHTOB,
nonyuasiux HIIBII, Bkitoyas ceneKTUBHbIC HHTHOMTOPBI IIMKIOOKCcHTeHasbl-2 (LIOI-2).
DapmakoKunemuxa

Abcopbyus

O30Menpa3osl HEYCTOHYMB B KHCIOH Cpele, MO3TOMY [Uld IEepOopalbHOI0 MPUMEHEHUs
UCIIOJIB3YIOT TaOJIETKH, HOKPBIThIC KUIICYHOPACTBOPUMBIMU 00OI0uKamMu. B ycioBusix in vivo
JMILIB HE3HAYUTEIbHAS YacTh 330MeINpa3oiia npespauiaercs B R-u3omep.

Pacnpeoenenue

[Tpuem numm 3aMeasieT M CHMXKAeT BCaChlBaHUE H30MEIPA30ja B JKEIyAKE, OAHAKO 3TO He
OKa3bIBAET CYIECTBEHHOIO BIUSHUS Ha 3(PPEKTUBHOCTb MHTHOMPOBAHUS CEKPELUU COJISTHON
KHUCIIOTBI.

Ipenapar ObicTpo abcopobupyercs: Cmax B I1a3Me JocTHraercs depes 1—2 gaca mocie mpuema.
AGcomoTHass OMOJOCTYMHOCTh 330MEMNpa3oyia Iocie OJHOKpAaTHOro mnpuema a03bl 40 wmr
coctaBisieT 64 % u Bo3pacTaer 10 89 % Ha (oHe exKeHEeBHOrO NMpUeMa OAUH pa3 B CyTKH. [l
10361 20 MT 330Memnpaszoia 3TH Mokaszareiau cocTtaBisoT 50 % u 68 %, coorBeTcTBeHHO. OOBEM
pacripefieieHus T1pU  pPaBHOBECHOW KOHIEHTpAallMM Yy 370POBBIX JIIOAEH  COCTaBiseT
npubimsutensHo 0,22 51/Kr Macchl Tenna. D30Mernpas3oi CBI3bIBaeTcs ¢ Oenkamu mia3mbl Ha 97 %.
Buompancpopmayus

D30Menpa3ol MoJABEpraercs MeTabonu3My € ydyacTueM H30(E€pPMEHTOB CHUCTEMbI IUTOXpOMa
P450. OcHoBHasg 4YacTb MeTaOOJIM3UPYETCS C YydacTHEeM CHeU(pUYECKOro IMOJIUMOPPHOro
uzopepmerra CYP2C19, npu 3TOM 00pa3yroTcs THAPOKCIIIMPOBAHHBIE U JIEMETUIMPOBAHHBIC
MeTa0OIUTHI 330Menpaszona. MeTaboau3M OCTaBIIeHCS YacTH OCYHIECTBISETCS M30(hepMEHTOM
CYP3A4, pu sTomM oOpaszyeTcs Cyab(pOIpOU3BOJAHOE H30MEIPa30a, SBISIONEeCS OCHOBHBIM
MeTa0O0JIUTOM, OTPEIEIIEMbIM B IIa3Me.

[TapameTpsl, MpHUBEIEHHbIE HIDKE, OTPAKalOT, B OCHOBHOM, XapakTep (apMaKOKMHETUKH Y
TIAI[UEHTOB C TIOBBIIIICHHON aKTUBHOCTHIO m3odepmenTa CYP2C109.

OOmui KIUpeHc cocTaBisieT MpuMepHo 17 /4 mociae OAHOKpAaTHOro IMpUeMa Ipemnapara u
9 n/9 — nocne MHOrOKpaTHoOro npuema. Ti12 coctaBnsger 1,3 yaca nmpu cuCTeMaTHYECKOM MTpUEME
onuH pa3 B cyrku. AUC Bo3pactaer mpu MOBTOPHOM IpHeMe d30Mernpasoia. Jl0303aBUCHMOe
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yeemmuenne AUC Iy MOBTOPHOM IIPHEME 330Menpas 2 ‘mrd et St RbL 'Xgﬁhg;gb-::' 9TO

SBIISICTCS CJIEICTBHEM CHIDKCHMS METaboJIM3Ma IMpH «IIEPBOM MPOXOXKICHUNW» Yepe3 MeUYCHb, a
TaKXKE€ CHH)KCHHEM CHUCTEMHOTO KIHMPEHCA, BEPOATHO, BBI3BAHHOTO HHIHOMPOBAaHHEM
uzodpepmenra CYP2C19 s30menpazoioMm u/uim ero cyabhornpon3BOIHBIM.

Inumunayus

[Ipu exxeJHEBHOM MpUEME OJIMH pa3 B CYTKU 330MENpPa30il MOJHOCTHbIO BHIBOJUTCS U3 IUIa3Mbl
KpPOBH B IEPEPHIBE MEKIY IPUEMAMH U HE KyMYJIHPYET.

OcHoBHBIE METa0OJUTHI A30MENPa30ia HE BIUSIOT Ha CEKPELHIO COJITHON KUCIIOTHI B JKEIYIKe.
[Tpu npumenenuu BHYTpb 10 80 % 1036l BBIBOAUTCS B BUI€ META0OINTOB IMOYKAMHU, APYras 4acTh
— KUIIEYHUKOM. B Moue obHapyxuBaercs MmeHee 1 % HEM3MEHEHHOTO 330MeNnpa3oa.
Tayuenmoi co crhudicennot akmugrocmwio uzogpepmenma CYP2C19

[Tpubnusurenshno y 2,9+1,5 % nHacenenus cHwkeHa akTMBHOCTH m3opepmenta CYP2C19. ¥V
TAaKUX TAIMEHTOB METa0O0IM3M H30MEIpa3oja B OCHOBHOM OCYIIECTBIISIETCS C IOMOIIBIO
nzoepmenta CYP3A4. Ilpu cucremarndeckom mpueme 40 Mr 33omenpaszojia OJHOKpPATHO B
cytku cpeanee 3HaueHue AUC Ha 100 % mpeBblliaeT 3HauYeHUE 3TOT0 apaMeTpa y MalleHTOB ¢
MOBBIIEHHONW aKTUBHOCTHIO H30(pepmenta CYP2C19. Cpeanue 3HaueHUs MaKCHUMAalbHBIX
KOHIIEHTpAllui B IJIa3Me y MAllMeHTOB CO CHIKEHHOW aKTHUBHOCTHIO M30()epMEHTa MOBBIIICHBI
npubI3uTeNbHO Ha 60 %. YKa3aHHBIE 0COOCHHOCTH HE BIIMSIOT Ha J03Y U CIIOCOO MPUMEHEHUS
’30Memnpasoa.

Tloueunas nedocmamounocmo

N3yuenne hapMaKOKMHETHKH Y MAIIUEHTOB C TOYEYHOW HETOCTATOYHOCTHIO HE TPOBOIMIIOCH.
[Tockonpky dYepe3 MOYKM OCYIIECTBISETCS BBIBEACHHE HE CAaMOI0 330MeNpas3ojia, a ero
MeTabonuTa, MOXHO TMOJiaratb, 4YTO METa0OJMM3M 330MENpas3oja y MalKUeHTOB C MOYECYHOU
HEJOCTAaTOYHOCTHIO HE U3MEHSETCS.

Ileyenounas nedocmamounocmo

VY mnanmueHToB € MEYEHOYHOW HEAOCTATOYHOCTHIO JIETKOM M YMEPEHHOW CTeNeHU TSIKECTU
METa0OoIM3M H30MEIpa3oja MOXKET HapyliaTbCs. Y TAIMEHTOB C TSDKENOH MedYeHOYHOH
HEIOCTaTOYHOCTHIO CKOPOCTh META0O0M3Ma CHIKEHA, YTO TPUBOJIUT K YBEINYCHUIO 3HAYCHHS
AUC s 330Mernpa3ona B 2 pasa.

Jluya noowcunozo eospacma

VY nauueHToB noxkusoro Bo3pacta (71-80 mer) meTaboiau3M 330Memnpasosia He HpeTepreBaeT
3HAYUTEIbHBIX U3MEHEHUH.

Lion

[Tocne ognokpatHoro npueMa 40 mr 33omenpaszona cpeanee 3HaueHue AUC y sxenmuH Ha 30 %
NPEBBIIACT TaKOBOE Yy MYX4MH. Ilpym exemHeBHOM mpueMe mpenapata OJUH pa3 B CYTKH
pa3nuunii B papMakKOKMHETHKE y MY)KUYUH U KCHIIMH HE OTMedaeTcs. YKa3aHHbIE OCOOCHHOCTH
HE BIUSIOT Ha JI03Y U CIIOCO0 MPUMEHEHUS 330MeNpa3oia.

Jlemu

V nereit B Bozpacte 12—18 net nocne noropHoro npuema 20 mr u 40 Mr 330Merpa3osia 3HaU€HNE
AUC u TCnax B u1azme kpoBu 066010 cxofHo co 3HaueHneM AUC 1 TCmax Y B3pOCTIBIX.
IHoka3zanus

D30Menpa3oli NOKa3aH K NPUMEHEHHUIO Y B3pOCIbIX U IeTeil B Bo3pacTe OT 12 jer

e [actporzodareansHas peduokcHas 6oae3Hs ([DPB):
— JIeYEeHHE 3PO3UBHOTO pedirokc-330darnta;
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— JUIATENIbHOE MOJJEPKUBAIOLIEE JICUEHUE 'nﬁ&ﬂgﬂl:ﬁ%ﬁg%lﬁ& - T:}ﬁg;ggﬁoro

pedmokc-330¢aruta, mpopuIakTUKa peluIMBOB;
— cumnroMaruyeckoe jeuenue ['OPb.
D30Menpa3oll MoKa3aH K NPUMEHEHHIO Y B3POCIIBIX B Bo3pacTe OT 18 jer

o SI3BeHHas 00JIC3HD JKETYAKA U IBEHATIATHIICPCTHON KUIITKH.
B cocraBe koMOMHUPOBAaHHOH Tepanuu:

— JIeYeHHE S3BBI ABEHAIIATUIICPCTHON KUIIKH, acconrupoBanHoii ¢ Helicobacter pylori;

— mnpoduIaKTHKa PEIMIMBOB MENTHYECKON A3BbI, accormupoBanHoii ¢ Helicobacter pylori.
o JlnuTenbHAs KUCIOTOIOMABISIONIAS TEpalvs y TMAIMEHTOB, NEPEHECIINX KPOBOTECUCHHUE U3
MEeNTUYECKOHN S3BHI (ITOC/Ie BHYTPUBEHHOTO MIPUMEHEHHUS MPernapaToB, MOHMKAIOUIUX CEKPEIHI0
JKele3 JKemyaKa, 17 NpodUIaKTUKU PEUUINBA).
o [lanueHTsl, IIUTETHFHO MPUHUMAIOIINE HECTCPOUIHBIC MPOTHBOBOCTIAIUTEIbHBIC TIPETapaThl
(HIIBII):

— JIeYeHHE A3BBI )KeTyKa, ooycrnosneHHoi npuemom HIIBII;

— npoduIaKTHKA 3B )KETYKa U ABEHAIIATUIEPCTHON KHUILIKHU, 00YCIOBICHHOMN PUEMOM

HIIBII y maniueHTOB, OTHOCAIIMXCS K TPYIINNE PUCKA.

e CungpoM 3oinuHrepa-DIUIMCOHA WM JIPYTHE  COCTOSHUS,  XapaKTepU3YIOLIHeCs
MaTOJIOTUYECKOW THUIepCeKpelred Jkene3 OKelyAKka, B TOM YHCIE HIUONAaTHYecKas
TUTICPCEKPEITHSI.
IIpoTuBonoka3zaHus
— I'unepuyBCTBUTEIBLHOCTD K 330MENPa3oiy, 3aMEIIeHHBIM OSH3MMHUIa30JIaM WM K JTF000MY U3
BCIIOMOTaTeIILHBIX BEIIECTB, BXOIAIINX B COCTAB IIperapara,
— Herckuii Bo3pacT a0 12 ner no nokazanuto ['OPb u nerckumii Bo3zpact n0o 18 ner mo apyrum
MOKa3aHUsM (OTCYTCTBYIOT AaHHbIE MO A3(P(HEKTUBHOCTH U OE30MaCHOCTH).
— OHOBpEeMEHHBIN MPUEM C aTa3aHaBUPOM U HeIPUHABUPOM (cM. pasznen «B3aumoneicTBue C
JPYTUMH JIEKAPCTBEHHBIMH CPEACTBAMI).
C 0CTOPOKHOCTHIO
Tspkenast moYevHast HeJI0OCTATOYHOCTD (OIBIT IPUMEHEHHS OTPAaHUYCH).
IIpumeHeHne BO BpeMsl 0€PEMEHHOCTH M B MEPUO/I I'PYAHOT0 BCKAPMJINBAHHSA
bepemennocmo
B mHacrosmiee BpeMs HEIOCTATOYHO JaHHBIX O MPUMEHEHUH 330MENpa3oyia BO BpeMs
OepeMEeHHOCTH. PesynpTaThl  SMHUIEMUONOTHYECKUX  HCCIETOBAHHIMA 330Menpasona,
MPEJICTABIISIFOIIET0 COOOM paleMaTHYecKyld CMeCh, MOKa3alu OTCYTCTBHE (DETOTOKCHUYECKOTO
JNEHCTBUS WM HapyIIeHHs pa3BUTUS TUIoAa. B uMccreqoBaHMSX Ha KUBOTHBIX HE BBISBICHO
KaKoro-aubo MpsiMOro MIIM KOCBEHHOTO OTPHUIIATENILHOTO BO3JIEHCTBUS HA pa3BUTHE dMOpHOHA
WM TIJ10/1a, KaK TP BBEJICHUHW 330MEIPa30Jia, TaK U MPU BBEJCHUH paIlleMaTHIECKON CMECH.
Tem He MeHee OepeMEHHBIM JKEHIMHAM CJIeyeT Ha3HaJaTh IpermapaT TOJBKO B TOM ClIydae,
KOT'JIa OJKHJIaeMast IoJb3a JIJIsl MaTepH MPEBHIIIaeT BO3MOXKHBIN PUCK JUTS TII0/IA.
Jlakmayust
HewusBecTHo, BbIIENSETCS I 930MEMPa30il ¢ TPYAHBIM MOJIOKOM, TIOATOMY TIperapar He CleayeT
MPUMEHSTH B IEPHOJ] TPYJHOTO BCKApMIIMBAHUSI.
Cnocod npuMeHeHus U 103bl
Bnytps.
TabneTky cleayeT TpOIVIAThIBaTh IICIMKOM, HE pPa3KeBbIBas, 3alMBas JOCTATOYHBIM
KOJIMYECTBOM BOJIBI.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 09.10.2024 N= 21935

Bspocnvie (NMOCNEOOBATENEHOCTE 0002)

I'OPb

— Jledenue 3po3uBHOTO pedaokc-330¢arura: 1mo 40 Mr oauH pa3 B CyTKU B T€UeHUE 4-X HEJICb.
PekomenayeTrcss JONONHUTENbHBIA 4-X HEAENBHBIA KypC JIEUEHHs] B Clydasx, KOrjaa Imocie
NEPBOTO Kypca JICUCHUS 3KUBJICHUE 330(aruta He HACTYIMAeT WU COXPAHSIOTCS CUMIITOMBI.

— JnutenbHOE MOACPKUBAIOIIEE JIEYCHHE TIOCTIE 3aKUBIICHUS SPO3UBHOTO pedtokc-330haruta
JUISl IPEeIOTBpAIleHUs peuuanBa: o 20 Mr oAuH pa3 B CyTKH.

— Cumnromarnueckoe jedeHue ['OPb: 20 mr ogun pa3 B CyTku — manueHTaM 0e3 330darura.
Ecnu nocne 4-x Henenb J€4eHUS] CUMITOMBI HE MCUE3Al0T, CIEAYET MPOBECTHU JIOMOJIHHUTEIBHOE
oOcnenoBanue nanuenta. [locne ycTpaHeHHs CUMOTOMOB MOXHO TMEPEHTH HAa PEKUM IMpuema
npemnapara «1o TpeboBanuo» — 20 Mr OJJMH pa3 B CYTKU MPU BO30OHOBJIEHUU CUMIITOMOB. Jliist
nanueHToB, npuHuMaronx HIIBII u oTHOCAIUXCS K rpyIie pucKa pa3BUTHUS sI3BbI JKEIyIKa WU
JIBEHAALIATUIIEPCTHOMN KUIIKH, HE PEKOMEHJIYETCS JICUEHUE B PEKUME «I10 TPEOOBAHUION.
A3zeennas bonesns dcenyoka u 06eHa0UamMunepCmuol KUWKY

B cocraBe koMOMHUPOBaHHOM Tepanuu Ui 3paaukanuu ¢ Helicobacter pylori npu nedenun si3Bbt
JIBCHAILUATHIICPCTHON  KHUIIKM  WIA  NPO(QUIAKTHKE  PEHUAMBOB  IMENTHYECKUX 3B,
acconuupoBanubix ¢ Helicobacter pylori: mpemapar D3omenpa3zosn 20 Mr, aMOKCHIMIUTHH 1 T |
kiaputpomuiiaa 500 mr. Bee npenapathl IPHHUMAKOTCS [1BA pa3a B CYTKH B TeueHUE | HEAeH.

Jiumenvhas Kuciomonooasisiowas _mepanus_y NAyueHmos, NepeHecuux KpoBOmeyeHue U3

nenmu4eckoll A36bl (Nocie 8HYMPUBECHHO20 NPUMEHEHUs NPenapamos, NOHUNCAIOWUX CeKDeyuio
orcenes xHcenyoKa, O NPOPUIAKIMUKY Peuuousa)
[Ipenapar D3omenpazon 40 Mr oguH pa3 B CYTKH B TeueHHE 4-X HEAENb IOCJIe OKOHYAHUS

BHYTPMBEHHOW TE€paIMM NpenapaTaMu, MOHMKAIMMH CEKPELIMIO KEJE3 JKEIyAKa.
Tlayuenmot, oaumenvro npunumarowue HIIBIT

—  3aXUBJIEHHE fA3BBI XKelyaka, cBszaHHou ¢ npuemom HIIBII: mpenapar 33omenpaszon 20 mr
i 40 M OZIH pa3 B CyTKH: JUTUTEIILHOCTD JICYEHUS] COCTABISET 4—8 HEIelb;

— npoduIaKTHKa S3BbI KETyJKa W JBEHAALUATHIIEPCTHOM KHUIIKH, CBS3aHHOH C IpHeMoM
HIIBII: npenapar 330Mmenpa3zosn 20 mr wiu 40 Mr oiH pa3 B CyTKH.

Cocmosnus, cesa3anHble ¢ namono2uieckou 2unepcekpeyueli dcenes Hcenyokd, 8 moM Huciue
CUHOPOM 301MIUHeepa-INNUCOHA U UOUONAMUYECKAdsl 2unepceKpeyus

PexomeHnnyemass HauanbHas Jo03a mpenapata J3omemnpa3on — 40 Mr asa pasza B cyTku. B

JanpHeimemM f03a MmoaOupaeTcss WHIAMBUIYaIbHO, JJIMTEIBHOCTb JICUEHHS ONpeenseTcs
KJIMHUYECKONH KapTHHOM 3aloneBaHus. VMeeTcs ONbBIT NpUMEHEHHs Ipenapara B 033X J0
120 Mr nBa pa3a B CyTKH.

OcoOble rpynnel NalueHToB

Iayuenmul nodxcunozo éozpacma

Koppeknus 10361 mpemnapata J30Menpasoi He TpeOyeTcs.

llayuenmul ¢ napywenuem ynkyuu novex

Koppeknuss 10361 mpemnapata 23omenpazon He Tpedyerca. OMHAKO ONBIT TPUMEHEHUS
’30MeMNpa3oia y MAUEHTOB C MOYEYHOW HEAOCTATOYHOCTBIO TSKEJION CTENEHU OTPAHUYEH; B
CBSI3U C ATHM, IIPY HA3HAUEHHUH MpernapaTra D30Menpas3os TaKuM MalMeHTaM cielyeT coOIro1aTh
OCTOPOXKHOCTBH (CM. pa3aen «DapMaKOKHHETHKA).

Tayuenmoi ¢ Hapywenuem hyHKyuu nevyenu

IIpn me4yeHOYHOM HENOCTATOYHOCTH JIETKOM M CPEAHEN CTENEHU TSKECTH KOPPEKLHs 103l
npenapata J3oMmenpas3oi He TpeOyercs. s ManuMeHTOB C MEYEHOYHOM HEIO0CTaTOYHOCTHIO
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TSDKEJION CTETNeHM MaKCHMallbHas CyTOYHas /193a He ﬁgﬂ%ﬁ%ﬂ%ﬂaﬁﬂ%@ﬁ%ﬁ B%f;z[en

«DapMaKOKHHETHKAY).

eTH
ITpoTuBonoka3aH y aereii B Bozpacte 10 12 ner.
BbezomacHocTh 1 3pPpexTUBHOCTE D30Menpasoia y AeTeld B Bo3pacTe A0 12 JeT He yCTaHOBIICHBI.
JlaHHbBIE OTCYTCTBYIOT.
Jlemu ¢ I'OPb 6 6o3pacme cmapuwie 12 nem
— Jledenue 3po3uBHOTO pedaokc-330¢arura: mo 40 Mr oauH pa3 B CyTKH B TEUCHUE 4-X HEJIENb.
PekoMenayeTcsi NOMOMHUTENbHBIA 4-X HEJENbHBIM Kypc JIEYEHHS B CiIydasX, Korja Mocie
MEPBOro Kypca 3aKUBIIEHUE 330(paruta He HACTYTAET WM COXPAHSIIOTCS CUMITOMBI.
— JlnuTenbHOe MOAIePKHUBAIOIIEE JICYCHUE MTOCTIEe 3aKHBIICHHS DPO3UBHOTO pedItoKc-330¢arura
JUISL IPEeIOTBpAaIieHus peuuauBa: mo 20 Mr oAuH pa3 B CyTKH.
Cumnromarudeckoe sieuenue ['OPB: 20 mr oguH pa3 B cyTku — nanueHtam 0e3 33odaruta. Eciu
nocie 4-X Henenab JICYEHHUS CUMIOTOMBI HE HMCUE3al0T, CIIEyeT MPOBECTH JOMOJIHUTEIHHOE
oOcnenoBanue nanueHta. [locne ycTpaHeHHs CUMITOMOB MOXHO TMEPEHTH Ha PEXUM IMpuema
mpenapara «1mo TpeOOBaHHIO», T.. MPUHUMAThH Mpenapar J3oMemnpaszon mo 20 Mr oguH pa3 B
CYTKH IIPH BO30OHOBJIEHUU cUMNTOMOB. /{1151 marmenToB, npuaumMaromux HIIBII u otHOCSIIIMX Cst
K TPYIIIEe PUCKA PA3BUTHS S3BBI )KEIyIKA WA JBCHAIATUIICPCTHOW KUIIKU, HE PEKOMEHIYETCS
JICYCHHUE B PEKUME 10 TPEOOBAHUION.
ITob6o4uHoe nelicTBHe
[IpencraBieHHblE HIDKE J[JaHHBIE [0 HEXKENAaTeIbHBIM pEAKIHSIM KJIACCU(PUIIMPOBAHBI IO
cuctemHo-opranubiM kinaccaM (COK) u yactoTe BO3HMKHOBEHHS. YacToTa BO3HUKHOBEHUS
HEKeNaTeNIbHbIX pPEaKIMil ompesensiach B COOTBETCTBUM C Kiaccudukanuenn BceemupHoit
Opranuzanuu 3apaBooxpaHeHus: ouens yacmo (> 1/10); uacmo (= 1/100, o < 1/10); newacmo
(> 1/1000, HO < 1/100); peoro (> 1/10000, HO < 1/1000); ouensv peoxo (< 1/10000), uacmoma
HeuzéecmHa (Ha OCHOBAHUU UMEIOLINXCS JaHHBIX OLIEHUTh YaCTOTY HEBO3MOXKHO).
Hapywenus co cmoponvl kposu u aumgpamuueckoii cucmemol
peoKo. IEUKOTICHHS, TPOMOOIIUTONICHNS,
OYeHb peoKo. arpaHyJoUTO3, MAHIIUTONCHUS.
Hapywenus co cmoponvl uMmynHOU cucmembl
PeoKo: peakiuu TUNEPUYYBCTBUTENBFHOCTU (HAMIPUMEpP, TUXOPAJIKa, AHTHOHEBPOTHUECKUN OTEK,
aHa(uIaKTHYECKas peakius/aHapuIaKTHUECKUH I0K).
Hapywenus co cmoponvl HepeHotl cucmembl
yacmo: TOJIOBHAs 00JIb;
Heuacmo. TOJIOBOKPYKEHUE, TapeCcTe3UH, COHIMBOCTB;
pedKko.: HapyIIeHUE BKYyCa.
Hapywenus co cmoponvl opeana 3penus
PeoKo: HEUETKOCTh 3PEHHUS.
Hapywenus co cmoponul OvixamenvHotl cucmemsl, opeanos 2pyOHOU KIemKU U CPe0oCmeHUs
peoxo: OpOHXOCTa3M.
Kenyoouno-kuweynvle napyuienus
yacmo: O0JIb B XKUBOTE, 3a10p, JUapes, METEOPU3M, TOUTHOTA/PBOTA, HKEJIE3UCThIE MOJIUIIBI THA
XKenyaka (ToOpoKauyecTBEHHBIC);
Heuacmo. CyXOCTb CIM3UCTON 000JI0UYKH MOJIOCTH PTa;
peoKo. CTOMATUT, KaHIUJI03 KETYTOYHO-KHIIIEYHOTO TPAKTA;
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0YeHb peOKo.: MUKPOCKOMMYECKUH KOJIUT (OIT epmneHiﬂ{%:;ﬂ@%%ﬁJgeW OCThb 0002)

Hapywenus co cmoponvl neuenu u scenueblo0Auux nymei

Heyacmo. TIOBBIIIEHUE AKTUBHOCTHU «II€YCHOYHBIX» (DEPMEHTOB B IIa3Me KPOBH;

peoKo: TeaTuT (¢ KeNTyXou uim 6e3);

OYeHb peOoKo. TIEYEHOYHAs HEIOCTATOYHOCTh, MEYEHOYHas SHIledanonartus y MalUeHTOB C
3a00JIeBaHUSMU MIEUYCHU.

Hapywenus co cmoponsl Kodtcu u noOOKOINCHbIX MKAHell

Heuacmo. NEePMATUT, KO>KHAs ChIIb, KOXKHBIN 3y]l, KPAalTMBHUIIA;

peoko: anonenus, GOTOCCHCUOMIU3AIUS;

oyeHb pedko: wMynbTudopmHas dputema, cuHApoMm CTuBeHca-/[KOHCOHA, TOKCHUYECKUMN
SNUJACPMAIBHBIA  HEKPOJIU3, OCTPbIM TI'E€HEPAJIM30BAHHBIM  DK3aHTEMATO3HBIM  IIyCTYIE3,
JICKapCTBEHHAS CHINb ¢ Y03uHOMmUIMel u cuctemMuapiMu cumntoMamu (DRESS-cunapom);
yacmoma Heuzgecmua: NOJOCTPask KOXKHAsL KpacHasi BOJYaHKa.

Hapywenus co cmoponwl mbiueunotl, ckeiemHot u cOeOUHUMENbHOU MKAHU

Heyacmo. TIepesioM IeHKHu OeAPEeHHON KOCTH, KOCTEH 3asCThs WIIM TO3BOHOYHHKA;

PpeoKo: apTpalTHsl, MUAJT U,

OUeHb peOKo: MBbIIIeYHas Cc1aboCTh.

Hapywenus co cmoponsl nouex u Mouesvbig00auux nymeti

OYeHb pedKo. WHTEPCTUIUAIBHBIN He(pPUT, Y HEKOTOPBIX MAIMEHTOB ObLIa 3aperucTpUpOBaHa
MOYCYHASI HEJIOCTATOYHOCTD.

Hapywenus co cmoponvl penpo0ykmusHou cucmembvl U MOTOYHBIX Hcele3

OuYeHb peOKo: THHEKOMACTHSI.

Obwue HapyweHus u peakyuu 8 Mmecme 88e0eHus

peoKo: HeIoOMOTaHue, MOBBIIEHHOE TOTOOT/IEICHHUE.

Ilepeno3upoBka

Cumnmomwi

Ha macTosmmii MOMEHT CllydaW TEpeI03WPOBKH 330MENpa3oyia OMKMCAHBI KpaiHE pPEeJKo.
[lepopanbHblii pueM 330Menpazonia B go3e 280 mr compoBoxkiaajics oOmieil ciabocTbio U
CUMIITOMaMH CO CTOPOHBI JKEITYJOYHO-KHIIIEIHOTO TpakTa. Pa3oBsiii mpuem 80 Mr 330Memnpasona
HE BBI3BIBAT KAKUX-JINOO OTPUIATEIIBHBIX TTOCIIECTBHA.

Jleuenue

[Tpu mepeno3upoBKe HEOOXOAUMO MPOBOAUTH CUMIITOMATHYECKOE U 00Iee MOoIIepKUBAIOIIEe
JedeHre. AHTUAOT 30MeNpas3ojia HEU3BECTeH. D30MEMpPa30sl XOPOIIO CBA3BIBAETCSA ¢ OemKaMu
J1a3MBbl KPOBH, TIOATOMY JTHATH3 Manod(p(EeKTUBEH.

B3aumoneiicTBHE ¢ APYrUMH JIeKAPCTBEHHBIMH CPEeACTBAMH

Bnuanue 330menpazona na papmaxokunemuxy opy2ux 1eKapcmeeHHvlX npenapamoe
Jlexapcmeennvie npenapamul, cacvliéanue KOMopulx 3agucum om ypoehs pH

CHIDKEHUE CEKPEITUH COJITHOM KHCIIOTHI B JKeTyIKe Ha (DOHE JICUSHUS 330MENPa30JIOM U JPYTUMHU
WHTHOUTOpAaMU MPOTOHHOTO HAacOca MOKET MPUBECTH K M3MEHEHHIO abCOpOIMH Mpenaparos,
BCACBIBAHME KOTOPBIX 3aBUCUT OT KHUCIOTHOCTH cpeabl. [1ogo0HO aHTanmumam u JApyruMm
mpernapaTam, CHUKAIOIIUM KHCIOTHOCTh JKEIyTIOYHOTO COKa, TPUMEHEHHE I30MEMpaszoia MOXKET
NPUBOJIUTh K CHIIKEHHIO BCACHIBaHUS KETOKOHA30lla, WTpPaKOHA30jla U DJPJIOTHHHOA U
MOBBIINICHUIO BCACHIBAHUS TAKHUX TPENApaToB, KaK JTUTOKCHH.

OnHOBpEeMEHHBIN MPUEM 330Merpa3oa B 03¢ 20 MT OJJUH pa3 B CYTKH W JTUTOKCHHA ITOBBIMIACT
0M010CTYIMHOCTD AUToKcHHA Ha 10 % (6MOI0CTYIMHOCTh IUTOKCHHA TTOBBINIATIACH HA BETUYHHY /10
30 % y nByX W3 JIECATH IMAIIHCHTOR).
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N3BecTHO 0O B3aUMOJEUCTBUM  330Mempaspia ¢ ! n&iM;ﬁWT%g%@C’llpgﬁﬁ'bj}éﬁﬁMH

npenaparaMi. MexaHu3Mbl U KIMHUYECKOE 3HAUYEHUE ITUX B3aMMOJCUCTBHM HE BCEraa
W3BECTHHI. YBenuueHue 3HadeHuss pH Ha (oHE Tepamuu 330MEmnpa3ojoM MOXKET BIHATH Ha
BCACHIBAHME AHTHUPETPOBUPYCHBIX MpernaparoB. Takke BO3ZMOXKHO B3aWMOJICHCTBHUE HA ypOBHE
uzodpepmenta CYP2C19.

OpnHoBpeMeHHOE IpHUMEHEHHUe 330Mernpazona B j03e 40 Mr oMH pa3 B CYTKM M aTa3aHaBUpa
300 wmr/putonaBupa 100 Mr y 310pOBBIX JOOPOBOJIBIICB MPHUBOAMIO K CYIIECTBEHHOMY
YMEHbILIEHUI0 OMOJIOCTYITHOCTH aTa3aHaBupa (IUIOL[aAb MOJ KPUBOW «KOHILIEHTPALUS — BPEeMs»
(AUC), a Takxe MakCHMaJIbHAsI 1 MUHAMAaJIbHAS KOHIIEHTPAIIMKA YMEHBIIAIKCH IPHOIM3UTEIHHO
Ha 75 %). VYBenuuenwe 103bl arazaHaBupa 10 400 Mr He KOMIICHCHPOBAJIO BO3JCHCTBHUE
»30MeIMpa3oia Ha OMOJOCTYITHOCTh aTa3aHaBUpPA.

[Tpr 0THOBPEMEHHOM TMPUMEHEHUH 30MeIpa3oiia U CAKBHHABHPA OBUIO OTMEUEHO MOBHIIICHUE
KOHIIGHTpPAllMM CaKBMHAaBHpa B CHIBOPOTKE; MNpPU NPUMEHEHHUU C HEKOTOPBIMU JPYrUMU
AHTUPETPOBUPYCHBIMH TperaparaMd HX KOHIEHTpAalUs HE MEHsUIach. YUMTHIBas CXOIHbBIC
dapmakoknHeTHUecKue U (papMakoAMHAMHUYECKHE CBOWCTBAa OMeEIpa3ojia M 330Merpasola,
OJIHOBPEMEHHOE MPUMEHEHHUE 230MEIpa3olia ¢ aHTUPETPOBUPYCHBIMHU IMIpenapaTaMu, TAKUMH Kak
aTa3zaHaBUP U HEJI(PUHABUP, TPOTHUBOMOKA3AHO.

Memompexcam

VY HEKOTOpBIX MalMEHTOB OTMEYaJId IOBBIIIEHHWE KOHILEHTPALMU METOTpEKcaTa B ChIBOPOTKE
KpOBH Ha (OHE OJHOBPEMEHHOTO IMPHMEHEHHsI ¢ MHTHOMTOpaMH NPOTOHHOTrO Hacoca. [lpum
IPUMEHEHUU BBICOKMX JI03 METOTpEKcaTa CJIEAYeT pPacCMOTPETh BO3MOXKHOCTb BPEMEHHOMN
OTMEHBI 330MeIpa3oJia.

Takponumyc

[Ipy OHOBPEMEHHOM MPHUMEHEHUU C TAKPOJIUMYCOM BO3MOKHO YBEIWYEHHE CBIBOPOTOUHBIX
KOHIEHTPAIUI TaKpOJIUMyca.

Jlexapcmeennvie npenapamsi, memabonuzupyowuecs uzogpepmenmom CYP2CI19

I3omernpazon uarHONpyeT U3opepment CYP2C19 — ocHoBHOM (pepMEeHT, YIaCTBYIOIIHI B €0
MeTtabonusme. COOTBETCTBEHHO, OJHOBPEMEHHOE MPUMEHEHHE »H30MeNpaszojia ¢ APYruMu
npenapaTamMu, B METa00oIM3Me KOTOPhIX MpuHUMaeT ydactue nzopepment CYP2C19, takumu kak
na3ernaM, IUTajIonpaM, UMHIIPAMUH, KIOMHUIpPaMHUH, (EHUTOMH H Jp., MOXET INPHUBECTH K
MOBBIIIEHUIO KOHIIEHTpPALMH 3THX IMpernaparoB B IJa3Me, 4YTO, B CBOIO OYepelb, MOXET
notpedoBaTh CHUXKEHUs J03bl. OO0 3TOM B3aMMOJEHCTBHMM OCOOEHHO Ba)KHO MOMHHTH MpHU
Ha3HAuYEHUHM Ipernapara I30MeInpas3oi B peKUMe «I10 TPeOOBaAHUIOY.

Huazenam

[Tpu onHoBpemenHOM npueme 30 Mr 330Menpasosa U Aua3enama, KOTOPbIN ABIsETCs cyOcTpaToM
uzodpepmenra CYP2C19, ormeuaercst CHIKEHHE KIMpeHca auazenama Ha 45 %.

Denumoun

Hasnauenue 330menpazona B 103e 40 Mr mpuBOJIMIO K MOBBIIIEHUIO OCTATOYHOW KOHLIEHTPALUU
¢enuTonHa y mnanueHTtoB ¢ snwiencued Ha 13 %. B cBsI3M ¢ 3TUM peKoMeHIyeTrcs
KOHTPOJIMPOBATh KOHIIEHTPALUU (PEHUTOMHA B IJIa3Me B Hayaje JICUCHHUs 330MENpPa3oyioM U Ipu
€ro OTMEHE.

Bopuxonason

[Tpu mpuMeHeHnHn 330Menpasoiia B g03e 40 Mr oauH pa3 B cyTku yBenaumuuBaercs AUC u Bpemst
JOCTHKEHUST MakcuManbHON KoHUEeHTparuu (TCmax) BopukoHa3zona (cyOcTpar u3zodpepMeHTa
CYP2C19) Ha 15 % u 41 %, COOTBETCTBEHHO.
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Bappapun (NMOCNEOOBATENEHOCTE 0002)

OnHoBpeMeHHBIN TTpueM BapdaprHa u 40 Mr 330Menpaszofia He MIPUBOIUT K H3MEHEHHUIO BPEMEHH!
KOAryJSiliik 'y TAIUEHTOB, JUIMTEIhHO NpUHUMarommx Bapdapud. OIHAKO cO00IIaIochk O
HECKOJIBKUX CIIyyasX KIMHWYECKH 3HAYMMOTO TIOBBIIICHHWS HWHAEKCA MEXIYHAPOJHOTO
HopManu3oBaHHOro otHomeHuss (MHO) mpu opHOBpeMEHHOM IpHMEHEHHHM BapdapuHa u
a3oMmenpaszona. Pexomenayercs koHTponupoBatb MHO B Hauane W 1O OKOHYAaHUU
OJIHOBPEMEHHOTO MPUMEHEHMsI 330Menpa3zoyiia M BappapuHa WU APYTUX POU3BOJIHBIX
KyMapuHa.

Lunocmaszon

OpnHoBpeMeHHBIN NpueM nuiocTasona ¢ 40 Mr 33o0Menpasosa MPUBOAUT K MOBBIIIEHUIO 3HAUEHU
(hapMaKOKMHETHUECKUX IMapaMeTPOB IIJIOCTa307a Y 310poBbIX 1o0poBoibieB: AUC —Ha 18 % u
nepuon nonysbiBeneHus (T12) Ha 26 %, A9 OHOTO W3 aKTHBHBIX METaOOIUTOB LMIJIOCTA30J1a
yBenudeHue coctaBuio 29 % u 69 %, COOTBETCTBEHHO.

Luzanpuo

OpnHoBpeMeHHOE TpPHUMEHEHHE 5330Memnpazona B jgo3e 40 Mr ¢ Ou3anpugoM MPHUBOJIUT K
MOBBIICHUIO 3HAYeHMH (apMaKOKMHETHYECKHX MapaMeTpoB LM3ampuia Yy 3I0POBBIX
nobpososnbieB: AUC Ha 32 % u Ty Ha 31 %, ogHako ypoBeHb MaKCHMAaJIbHOIN KOHIIEHTPALUU
(Cmax) TIpY 5TOM 3HAYHUTEIILHO HE MEHSUICS.

HesnauurtenbHoe ymmuHenue wuHTepBasia QT Ha smexrpokapmuorpamme (OKI'), kortopoe
HAOJIIOMA7IOCh TPM  MOHOTEpANlMU  [M3ANpHIOM, NpHU J00aBICHUH 330Menpasojia  He
YBEJIMYUBAJIOCh.

Knonuooepen

B kiIMHMYECKOM HCCIEeNOBaHUM W3ydalid B3aMMOJCHCTBHE MpU MPUMEHEHHH KJIOMUIOTperna
(300 mr Harpy3ouHas 103a, 3aTeM 75 MI/cyT) ¢ 330Mernpa3osioM (80 MI) OJTHOMOMEHTHO, B OJHO U
TO K€ BpeMs B Te4eHHE 5 THEel. AKTMBHOCTb THOJOBOIO MeTaboiuTa (aKTUBHOTO METa0OIUTA)
Kjonuaorpena Oviia cHuxkeHa Ha 46 % (1-it nenw tepamuu) u 42 % (5-i AeHb Tepanuu) Hpu
npueMe KJIOMUJorpesa M d30Menpaszoia B ogHO Bpems. [Ipy oaHOBpeMEHHOM mpueme
KJIOMUJOTpENIa U 330MeMNpaszofia CpeHee mojaBieHue arperanuu TpomoOomnuToB (IRA) Obuto
ymeHbleHo Ha 47 % (B Teuenue 24 yacos tepanuu) u 30 % (5-i1 neHp Tepanun).

[To pe3ynbpTaraM JIpyroro McciaeiaoBaHUs 330MEINpPa3oJl MPU NPUMEHEHUHU C KIIOMHUJIOTPEIIOM He
OJTHOMOMEHTHO, B pa3HO€ BpeMs HE OKa3blBaeT HWHIMOMPYIOLIEro NeHCTBHUA Ha H30(EepMEHT
CYP2C19. B uccnenoBanusx OblUIH 3aperuCTPUPOBAHBI MPOTUBOPEUMBHIE JAHHBIE KITMHUUYECKUX
NPOSIBICHUH B3aMMOAECHUCTBUS C KJIOMUAOTPEIOM CO CTOPOHBI CEPAEUYHO-COCYTUCTON CUCTEMBI.
Jlexapcmeennvie npenapamul ¢ OMCymcmeuem KIUHU4eCKU 3SHa4umMo20 83aumo0eicmausl
AMOKCUYULIUH U XUHUOUH

D30Memnpa3osl HE BBI3BIBACT KJIMHWYECKM 3HAYUMBIX HW3MEHEHUH  (apMaKOKUHETHKHU
AMOKCHUIIMJUIMHA U XUHUINHA.
Hanpoxkcen u pogexoxcud

OnHOBpEMEHHOE HEMpPOAOJDKUTEIbHOE IPHUMEHEHHE H30MeMpa3ojia M HAmpOKCeHa WU
podexokcnbda He BBISIBIIIO KIMHHYECKH 3HAYUMOTO (DapMaKOKHMHETUYECKOTO B3aMMOICHCTBHSL.
Bnuanue nexapcmeennvix npenapamoe Ha (apmakoKunemuKy 330Menpazona
Jlexapcmeennvie npenapamul, uneubupyowue uzogpepmernmor CYP2C19 u CYP3A4

B MeTtabonm3me 330Memnpazona npuHEMarT yaactue uzopepmertel CYP2C19 u CYP3A4.
OpnHoBpeMeHHOE MPUMEHEHHE 330Menpaszofia ¢ kiaputpomunuHoM (500 mr 2 pasza B CyTKH),
kotopeiii mHTHOHpYeT u3odepmenT CYP3A4, mpuBomut k yBenmmdeHuio 3HadeHus AUC
a30Menpasoia B 2 paza.
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OpnHoBpeMeHHOE MPUMEHEHHE 330MeIpa3oiia u 0M6HH%%QQ@Q%F%M&: hg_oﬁ)gﬁl{;l';ﬁm]s

CYP3A4 u CYP2C19, nanpumep, BOPUKOHA30J1a, MOXKET MIPUBOAMUTH K OoJiee YeM 2-X KpaTHOMY
yBesmueHuto 3HadeHust AUC s 33omenpa3ona. Kak npaBuiio, B Takux ciaydasix He TpeOyercs
IPOBOJUTH KOPPEKIHIO JT03BI H330MEMNPa30a.

Jlexapcmeennvie npenapamuwl, unoyyupyrowue uzopepmenmol CYP2C19 u CYP3A4
JlexapcTBennble npenapathl, HHAyIMpYyOmue u3ohepmentel CYP2C19 u CYP3A4, Takue kak
pudbaMIUIMH U Hpenapatbl 38epo00si MPOABIPSIBICHHOTO, IPU OJHOBPEMEHHOM MPUMEHEHHUHU C
330MENpPa30I0M MOTYT MPUBOIUTH K CHIDKEHUIO KOHIIEHTPAIMH 330MeNpa3osia B Miia3Me KPOBH 3a
CYeT YyCKOpEeHUs MeTadoIn3Ma 330Memnpas3oda.

Oco0ble ykazanus

[Tpu HanMuMy JTFOOBIX TPEBOKHBIX CUMIITOMOB (HAIIPUMEP, TAKUX KaK 3HAYUTEIIbHAS CIIOHTaHHAS
1oTeps. Macchl Tela, MOBTOPHAsl PBOTA, AuUc(harus, pBoTa C MPUMEChI0 KPOBH WM MeJieHa), a
TaKXKe IPY HAJTMYUH S3BbI XKeNyIKa (WK IPH MOI03PEHUH Ha SI3BY JKEIIy/IKa) CIeTyeT HCKIIOYUTD
HaJIMYUe 3JIOKAYECTBEHHOTO HOBOOOPA30BaHMs, MOCKOJBbKY JI€UEHHE 330MENpPa30jioM MOKET
MPUBECTH K CIIIAKUBAHUIO CUMITOMATUKU U OTCPOUYUTH IIOCTAHOBKY JHArHO3a.

[TarueHTHl, MPUHUMAIOILIKE MIpenapaT B T€YSHHE JATUTENBHOTO Meproja (ocodbenHo 6oree roaa),
JOJIKHBI HAXOAUTHCS MO/ PETYISPHBIM HAOIIOIEHUEM Bpaya.

[TatmeHTh,  OpPUHUMAIOIIME  H30MENPA30d  «I10  TPeOOBaHHWIO»,  JOIDKHBI  OBITh
IPOMHCTPYKTUPOBAHBI O HEOOXOIUMOCTH CBSA3ATHCSI CO CBOUM BPauOM IPH U3MEHEHHUHU XapaKTepa
cumntoMoB. [IpuHuMas Bo BHUMaHUe KoJeOaHUS KOHIIEHTPAIIMH 330MENpasolia B Ijia3Me Mpu
Ha3HAUEHUH TEpalHH «10 TPeOOBAaHUIO», CIEIyeT YYHUTHIBATH B3aMMOACWCTBHE Mperapara C
IpYTMMH  JICKapCTBEHHBIMH cpeAcTBamu (cM. paszen «BsaumopeiictBue ¢ apyrumu
JIEKaPCTBEHHBIMU CPEIICTBAMUY).

[Ipu mpumeHeHuu 330Mernpaszona st spaaukanuu Helicobacter pylori nomkHa yduThIBaTHCS
BO3MOXXHOCTh JICKAPCTBEHHBIX B3aWMOJEWCTBUN JJIs1 BCEX KOMIIOHEHTOB TPOWHON TEparuu.
Knaputpomuniva siBisiercss MomHbIM uHTHOUTOpoM u3zodepmenta CYP3A4, mostomy mnpu
NPUMEHEHUH JPaJuKaliOHHOW Tepanuy TMalfeHTaM, TOJIYYaloluM Apyriue mpenapartsl,
MeTabomm3upytonecss ¢ ydactueM wu3odpepmenta CYP3A4  (mampumep, nm3amnpuja),
HEOOXOIMMO YYUTHIBATh BO3MOKHBIE IPOTHBOIIOKA3aHUS U B3aUMOJICHCTBUS KIIAPUTPOMHUITHA C
ATHMHU JIEKAPCTBEHHBIMHU CPEJICTBAMH.

[Ipy mpuMeHEeHWU WHTHOUTOPOB MPOTOHHOTO HAcoca, OCOOGHHO NPHU HMX HCIOJB30BAHUM B
OONBIINX J03aX M B TEYEHHUE MPOJIOJDKUTENBbHOro nepuoaa (6oiee 1 roma), BO3MOXKEH PHCK
BO3HUKHOBEHUS Iepernoma Ieiku 0esipa, KocTell 3amsicTbst M MO3BOHKOB (OCOOCHHO Y TOXKHIIBIX
nanueHToB). Takke oTMedaeTcss 00pa3oBaHME KEJE3UCTHIX KHCT B IKEIyJKe, CHUKEHHE
abcopbuuu BuTamMuHa B12, pa3BUTHE THIIOMarHUEMHH.

BinsiHue HA cOCOOHOCTH YNPABJIATH TPAHCIOPTHHIMH CPeICTBAMM, MeXaHU3MaMH
D30Menpa3oll He OKa3hIBaeT BIUSHUS Ha CIIOCOOHOCTD YIPABIATh TPAHCTIOPTHBIMH CPEICTBAMH U
paboTtath ¢ MEXaHU3MaMHU.

OnHako B CBA3M C BO3MOXHBIM BO3HUKHOBEHHEM COHJIMBOCTHM, HEUYETKOCTH 3pEHUS U
TOJIOBOKPY>KEHHUS NIPU MPUMEHEHUH 330MeIpa3oia B LEesIX 0€30MacHOCTH MalueHTaM CleayeT
coOI0AaTh OCTOPOKHOCTH BO BpPEMs YIPABICHUS TPAHCIIOPTHBIMH CPEJICTBAMH WM PabOTHI C
MEXaHU3MaMH.

dopma BbIIIYCKA

[To 10, 14 TabneTok B KOHTYPHOU SYEHKOBOIl yrakoBKe U3 (hoIbru Uit X0J0AHOTO (POPMOBaHUS
OITA/An/TIBX u ¢onbru amrOMUHAEBON Me4YaTHON JTaKUPOBAHHOM.

ITo 1, 2, 3 unu 4 KOHTYPHBIX SYEHMKOBBIX YMAaKOBOK BMECTE C MHCTPYKIIMEN MO MEIUIIMHCKOMY
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(NMOCNEOOBATENEHOCTE 0002)

MPUMCHCHHUIO ITIOMCHIAIOT B ITAYKY M3 KapTOHA.

YciaoBus XxpaHeHUs

B 3amunieHHoM ot cBeTa MecTe Ipu TeMiieparype He Boie 25 °C.

XpaHUTb B HEJOCTYITHOM ISl IETEH MeCTe.

Cpok rognocTu

2 rona.

He npuMeHsATh M0 UCTEUEHUU CPOKA TOJHOCTH.

YcaoBus oTnycka

OTnycKaroT 1Mo PeLernTy.

IIpousBoaurenn

000 «M3Bapuno ®apmay, Poccus

108817, r. MockBa, kM BruykoBckoe mocce 5-i (n. BuykoBckoe), asnnu. 1, ctp. 1.
Ilpemen3suu nompedbumerneil HanpaeIAMs 8 AOpPec NPOU3BOOUMEIAL:

000 «M3Bapuno Papmay, Poccust

108817, r. MockBa, km BraykoBckoe mocce 5-i (. Buykosckoe), nsia. 1, ctp. 1.
Ten.: +7 (495) 232-56-55

dakc: +7 (495) 232-56-54
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