COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 05.08.2024 N 16090

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Owmenpa3zod, 20 Mr, Karncymbl KAIIIEYHOPACTBOPUMBIE

2. KAUECTBEHHBINA 1 KOJIMUECTBEHHBIA COCTAB

JlelicTByromiee BEMECTBO: OMENPA30J1

Kaxxmas karcymna kuieqHopacTBopumas coaepkut 20 Mr omenpasoia.
Bcriomorarensabie BCIICCTBA, HAJIWMYHUC KOTOPBIX HAAO0 YUYUTBIBATH B COCTABC
JICKapCTBEHHOTO IIperapara: caxapos3a, JiakTo3a (cMm. pasnmen 4.3), Kpacureib
nyH1oBbii ([Torco 4R) (cMm. pasaen 4.4).

[TonHbIif IepeueHb BCIOMOTaTeNbHBIX BEIIECTB MIPUBECH B pazzene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Karicynbl kuime4yHopacTBOPUMBIE.

TBepaple kenaTUHOBBIE Karcyiabl No 2 ¢ mpo3padyHbIM KOPIYCOM M KOPUYHEBOM
kpbitikoi. CojaepkuMoe Karcysl — Oelible Wi MmouyTu Oenble chepuueckue

MeJUIeTHI (TPaHyJIbI).

4, KIMHNUYECKHUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHUIO

B3pocibie

® s3Ba JBCHAIATUIIEPCTHOM KUILIKH

® S3Ba XKEIyAKa

e HIIBII accounupoBaHHBIE $3Bbl U 3PO3UU KEIYAKA U JBEHAALATUIIEPCTHOMU
KHUIITKH

e spamukaius Helicobacter pylori mpu s3BeHHON Goste3HM (B KOMOMHAILUK C
COOTBETCTBYIOIIEH aHTUOAKTEpUATILHOM Teparueii)

e pedirokce 330¢aruT

e cUMITOMaTHYECKas racTpos3odareaibHas pedarokcHas 00JIe3Hb
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N i([10c JBA HOCTE 0003)
® JHCIICIICU, CBA3aHHAaA C IIOBLIIIICHHO KI/ICJTO’]J;—I[GC’T‘-IIE(;L JBATENEHOCTE :

e CHHJIPOM 30JUIMHIepa-DIIMCOHA

JleT ¥ MOAPOCTKHU

Jlemu cmapwe 2 nem ¢ maccou mena ne menee 20 xke:

e pedirokce 330¢aruT

® cuUMIITOMaTHYecKas ractpossodareanbHas pedrokcHas 00JIe3Hb
Jlemu cmapwe 4 1em u noopocmku.

e s53Ba JBEHAIATHIICPCTHON KUIIKH, BbI3BaHHas Helicobacter pylori
4.2. Pe:xuM 103UPOBAHMS U CTIOCOO MPUMEHEeHH s

Pexxum o3upoBaHus

B3pocnvie

A36a 0seHaouamunepcmuon KUWKU

[TanieHTaM C aKTUBHOM SI3BOM JIBEHAAIATUIIEPCTHOM KHILIKH PEKOMEHIYETCS
npuHumaTe Omenpaszon 20 mr 1 pa3 B cytku. IIpenapar oGecneunBaer ObICTpoe
yCTpaHEHHUE CHUMIITOMOB. Y OOJIBIIMHCTBA TAIMEHTOB 3aKUBJICHUE SI3BBI
HACTyIaeT B T€UEHUE 2-X HeleNb. B Tex cilyyasix, KOrja B TEUEHHE 2-X HENEIb
MOJHOE 3aKHUBJICHUE SI3BBI HE HACTYMaeT, 3aXUBJEHUE JOCTUTaeTCs MpHU
MOCJEAYIOIIEM 2-X HeJIeJIbHOM npuéme npenaparta OMenpasol.

[TarueHTaM ¢ A3BOM JBEHAALATUIIEPCTHOM KHUIIKH, Maji0 BOCHPUMMYMBOU K
JedyeHuro, 00bIYHO HazHavyaroT Omenpason 40 mr 1 pa3 B CyTKH; 3aKHBJICHHUE SI3BbI
OOBIYHO HACTYIAET B TeUEHUE 4-X HE/Ielb.

s mpemoTBpalieHus pEUUAMBOB IAMEHTaM C $3BOM JBEHAALATUIICPCTHOM
KHIIKH PEKOMEHIYIOT omernpa3on 10 mr 1 pa3 B cytku. B cinyuae HeoOxoaumoctu
7103y MOKHO yBennuuTh 10 20—40 Mr 1 pa3 B CyTKH.

A36a orcenyoxa

Pexomennyemas noza — Omenpazon 20 mr 1 pa3 B cytku. [Ipenapar o6ecrieunBaer
OBICTpOE YCTpAaHEHHE CHUMIITOMOB. Y OOJIBIIMHCTBA TAIMEHTOB W3JICUCHUE
HACTymaeT B TeueHue 4-X Henenb. B Tex cimydasx, Korjaa mocie mepBoro Kypca

nprueMa I1pcrapara II0JIHOC 3aXKHMBJICHUC HE HACTYIIACT, O0OBIYHO Ha3HAYAIOT
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3a)KUBJICHHE.
[laiueHTamM ¢ A3BOM JKellyAKa, Majo BOCHPUUMYUBON K JI€UEHHMIO, OOBIYHO
HazHadaroT Omenpason 40 mr 1 pa3 B CyTKH; 38KUBJICHHE OOBIYHO JOCTUTAETCS B
TE€YEHUE 8 HEJEINb.

Jlnst mpenoTBpallieHuss PEelUAMBOB MAIIMEHTaM C $3BOM JKeTyJiKa PEeKOMEHIYIOT
Omenpazon 20 mMr 1pa3 B cyrku. B ciydae HeoOXOOUMOCTH J03y MOXKHO
yBenmuuTh 110 40 mr 1 pa3 B cyTKw.

HIIBII accouuuposanuvie 53661 U 3DO3UU HCEAVOKA U O08CHAOUAMUNEDCMHOU

KUWKU
IIpu nanmuumm HIIBII accoummpoBaHHBIX 3B JKEIYIKa, ABEHAALATUIICPCTHOU
KUK WJIA TaCTPOAYOJCHAJBHBIX 3PO3UAX Yy MAIMEHTOB C MPOAOJLKAOIICHCA
tepanuerd HIIBII wnm mocie ee mpekpaumieHus: peKoMeHayeMasl J103a Iipernapara
Owmernpazon — 20 mr 1 pa3 B cytku. [Ipenapat obecrieunBaet ObICTpOE YCTpAaHEHHE
CUMIITOMOB, Yy OOJIBIIMHCTBA MAIlMEHTOB M3JICUCHUE HACTYMAEeT B TeueHHe 4-X
Helelb. Y TeX NMalMEHTOB, Y KOTOPBIX HE MPOMU3OLLIO HW3JICYMBAHUE B TCUCHUE
Ha4yaJbHOIO MEPHOJIa TEPANUH, 3AKUBJIECHNE OOBIYHO JOCTUTAETCS MPU MOBTOPHOM
4-X HeleIbHOM TIpUEME TIperapara.

Jnst mpodUIaKkTUKU SI3B M OPO3UM JKENyAKa W JABEHAANATHUICPCTHON KUIIKH U
CUMITOMOB JUCHEINCHH, CBs3aHHbIX ¢ npueMoMm HIIBII, pekomennoBanHas no3a
npenapata Omenpaszon — 20 mr 1 pa3 B cyTKH.

Ipaouxauua Helicobacter pylori npu s36ennou Oonesznu (8 KomMOuHauuu ¢

CoOOMeemcmayuell aHmubaKmepuaibHoU mepanueil)

Pesxumnbl spagukaru Helicobacter pylori npu si3BenHol 00e3Hn
TpexKoMITIOHEHTHAs cXeMa JICUCHUS:

Owmenpazon 20 mr, amokcuiuivH 1 r 1 kimaputpomunud 500 mr. Bee npenapatsl
MPUHUMATH 2 pa3a B CyTKU B TEUEHUE OJTHON HECIH,

500041
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xkiaputpomutvH 250 mr. Bee mpenapatel mpuHUMAaTh 2 pa3a B CyTKM B T€UEHHUE
OJIHOM HEeNeIIH,

W

Owmenpazon 40 mr 1 pa3 B cyTkH, a Takke aMOKCUIWILIMH 500 MI 1 METPOHH1a30]1
400 mr 3 pa3za B CyTKH B TCUCHHUE OJHOMN HEJCIIH.

JIByXKOMIIOHEHTHAsI CXEMa JICUCHHUSI:

Owmenpazon 40-80 Mr exeagHEBHO M aMOKCHLIWUIMH 1,5 T exeqHeBHO (I03y
ClIelyeT NENUTh Ha 4YacTH) B TEUYEHHE 2-X Helenb. Bo Bpems KIMHUYECKHX
WCTBITAHUWA TPUMEHSUIM aMOKCULIWJUIMH B CyTOouHOM ao3e 1,5-3 1, Omenpazon
40 mr 1 pa3 B cytku u kinaputpomuiiud 500 mr 3 pasza B CyTKH B T€UEHHE JIBYX
HEJIEJb.

Jlns oOecrieuyeHrs MOJHOTO 3aKUBJICHHS JalbHEWIIEE JIeYEHUE MPOBOJUTH B
COOTBETCTBHM C PEKOMEHJALUMSIMU B pasleliax «S3Ba JIBEHAAUATUIIEPCTHOU
KUIIKU» U «S13Ba )KEITyIKa».

B Tex cnydasix, korma mocie mpoxokaeHus Kypca jaeueHus tect Ha Helicobacter
pylori ocTaercst MOIOKHUTEIBHBIM, KYPC JICUCHHS MOKET ObITH TIOBTOPEH.

Pedroke 330hazum

PexomeHnnyemas no3za — mno oxHod kamcyie Omenpazon 20 mMr 1 pa3 B CyTKH.
[Ipenapar obGecneynBaeT OBICTPOE YCTPAHEHHE CHUMIITOMOB. Y OOJIBIIMHCTBA
MaIMEeHTOB M3JICYCHHE HACTyNaeT B TeueHue 4-X Heaenb. B Tex cimyuasx, xorma
mocjie MEepBOro Kypca MpueMa IMpernapaTa IOJHOE H3JIEYeHHE HE HaCTyIaeT,
OOBIYHO HA3HAYAIOT TIOBTOPHBIN 4-HEJENbHBIN KypcC JICYCHHSI, B TEYCHUE KOTOPOTO
JOCTUIaeTCs U3JICYEHUE.

[TanimenTaM ¢ Tsprenolt dhopmoit pedurokc 330¢daruta pekomeHayercs OMenpaszo
40 mr 1 pa3 B CyTKH; U3JI€UeHHE OOBIYHO HACTYIIAET B TEUCHHUE 8 HEEb.
[Tarmentam ¢ pediroke 330(haruToM B CTauu peMHCCHUU HazHayatoT Omernpaszon
10 Mr 1 pa3 B CyTKH B BHJE JUIMTEIBHBIX KYpCOB MOJAAEPKUBatONIEH Tepanuu. B

ciydae HeOOXOIMMOCTH 103y MOXKHO yBETHUHTH 10 20—40 mr.
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Pexomenayemas no3a — Omenpazon 20 mr 1 pa3 B cytku. [Ipenapat oGecneunBaer
OBICTpOE yCTpaHEHUE CUMITOMOB. TepaneBTUUECKHM 3(P(HEKT MOKET TOCTUTaThCsS
IIPU  ©KEIHEBHOM 03¢ omemnpasona 10 Mr, no3TOMy HE HCKIIOYAaeTCs
UHAMBUYaJIbHBIN 110100p 103. Ecnu nocie 4 Henens nedenus (Omenpazon 20 mr
1 pa3 B CyTKH) CHMNOTOMBI HE HCUE€3alOT, PEKOMEHJIYETCS JOIMOJHUTEIBHOE
oOcieToBaHME MalMeHTa.

ﬂucnencuﬂ, CBA3AHHAS_C NOBLLUEHHOU KUCIOMHOCMbIO

Jns  oOneryenuss Ooneil W/WaM  yCTpaHEHUs OLIyIIEHWA Auckompopra B
AMUTACTPaIbHON O0JACTH, C M3KOrod Wim 0e3 M3KOrd, HazHavyaroT Omenpason
20 mr 1 pa3 B cytku. TepaneBTHueckuil 3(p(PEeKT MOMKET JOCTUraThCs MpPU J103€
omenpazona 10 mr 1 pa3 B CyTKH, MO3TOMY JICYEHHE MOKHO HA4YWHATh C ATOH
no3el. Ecu mocine 4 nenens neuenus (Omenpason 20 mr 1 pa3 B CyTKH) CUMIITOMBI
HE MCUE3al0T, PEKOMEHIyeTCs JOTIOJHUTEIbHOE 00CIeI0BaHUE MALIUEHTA.

Cunopom 3oanunzcepa-Iuiucona

[Tauentam ¢ cuHApoMOoM 30JUIMHrepa-DJUIMCOHA IIpernapar Ha3HauyalT B
WHANBUAYAIbHON  Mo3upoBke. JleueHWMe MpOJOMKAIOT MO  KIMHUYECKUM
MOKa3aHUsIM HACTOJBKO JIOJIT0, HAaCKOJBKO 3TO HeoOXxoaumo. Pexomenmyemas
HavyajbHasg Ao03a — Omenpazon 60 Mr exegHEeBHO. Y BCEX MALMEHTOB C TSHKEJIOW
dbopmoii 3a0oneBaHusl, a TAKXKE B TEX CIyyasx, KOTJa APYyrHe TepaneBTHUYECKHE
METOJbl HE MPHUBEIM K KEJIaeMOMY pe3ysbTary, IpPUMEHEHUEe IMpenapara ObuIo
sbdextuBHbIM y Oonee 90 % mammentoB mpu npueme 20—120 mr omempaszosa
exxenHeBHO. B Tex ciywasx, korja cyTouyHas J03a npemnapara npesbiiiaetr 80 wr,
7103y CJEyeT JSIUTh Ha JBE YaCTH U MIPUHUMATH 2 pasza B CyTKH.

OcoOble TPVYIIIBI HAIIMEHTOB

Ilayuenmul ¢ Hapywenuem QyHKyuu novex
Jlns manuMeHToB € HapylieHueM (QYHKUUA TI0OYEK KOPPEKTHUPOBKA JI03bI HE

TpeOyeTcs.
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(MOCNEOOBATENEHOCTE

HU

Y manueHToB C HapylieHHMeM (QYHKIUH TeYeHH OWOJOCTYIHOCTh U MEPHOJ

IMOJIYBBIBCACHUA OMCIIPA30JIda U3 IIJIa3Mbl YBCIIMYHNBAIOTCA. B cBs3u ¢ aTuM J03a

10-20 Mr B CyTKH SBIISIETCS TOCTATOYHOM.

Hal/}ueHWIbl nooKcu10co eo3pacma

I[JISI IMAaOUCHTOB ITOKKUJIOTO BO3pacTa KOPPCKTUPOBKA JO3bBI HC Tp€6y€TCﬂ.

cTH

Pegnioxc 230pacum u cumnmomamuueckas 2acmpodzogazeanvras peghuroKCcHas

00J1e3Hb

JleTsim B Bo3pacte crapuie 2 JeT ¢ Macco tena Oosnee 20 Kr Ha3HAYaKOT Ipenapar

Owmenpazon B ao03e 20 Mr oawH pa3 B

yBelIM4eHue 1036l g0 40 wmr

OMMH  pa3

CYTKH. HpI/I HGO6XOI[I/IMOCTI/I BO3MOXXHO

B CyTkH. Pexomenayemas

MMpOAOJIDKUTCIIbBHOCTE JICUCHHUA B CJIydac pG(IJJIIOKC 330(1)31“I/IT3 COCTaBJIAICT

4-8 Hemenb.  PekoMeHmyemasi

MMpOAOIZKUTCIIBHOCTD

JCUCHUA B ciIy4dac

CUMIITOMATHYECKON TracTpod3odareasbHO pedIOKCHOM OO0JIe3HH COCTaBISET

2—4 nenenu. Ecnm nociie 2—4 Henenb JIeUeHUST KOHTPOJIb CHMIITOMOB 3a00JIeBaHUs

He ObLI AJOCTUTHYT, PCKOMCHAYCTCA JOIIOJIHUTCIIBHOC O6CJ'IGI[OBaHI/Ie IHanucHTAa.

A36a 0senaoyamunepcmuou kuwiku, evizéannas Helicobacter pylori

[Ipu BBIOOpE CXEMBI TE€pamuu CJIEAyeT YUYUTHIBATh O(UIIMAIbHBIE HAIMOHAIBHBIC,

PETOHAJIBHBIC KW  MCCTHBIC PCKOMCHJIAIHH,

MUKPOOPTaHU3MOB K aHTHOAKTEPHAIBHBIM CPEJCTBaM,

tepanuu (Hanboyiee 4yacto — 7 JHEH,

Kacaromuecss PE3UCTCHTHOCTHU
IMPpOJOJIZKUTCIbHOCTH

HO B pAne ciaydaeB — A0 14 pguei) wu

IMPpaBUJIBHOTO MPUMCHCHUA aHTI/I6aKTepI/IaJ]BHBIX InperaparTos.

Tepanuro He0OX0AUMO TIPOBOIUTH TOJT HAOIOICHHEM CIICIIHAIINCTA.
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L 0003)
as - exema

/s Oemeti 6 6o3pacme cmapuie 4

JeHYEeHUA.

Macca tena Cxema neueHus

15-30 kr Owmenpazon 10 Mr, aMOKCUIIWJIIMH 25 MI/KI U KJIApUTPOMUIIMH
7,5 mr/kr. Bee mpenapaTbl IpUHUMAaTh 2 pa3a B CyTKH B TEUCHUE

HEJIEIIN.

3140 xr Owmenpazon 20 mr, amokcumuimH 750 Mr M KIapUTPOMHULIMH
7,5 mr/kr. Bee mpenapaTbl npuHUMAaTh 2 pa3a B CyTKH B TEUCHHUE

HCICJIH.

> 40 xr Owmenpason 20 mr, amokcnnwuvH 1 r 1 ximaputpomunud 500 mr.

Bce IIpCIiapaThbl IPUMHUMATD 2 pa3a B CYTKH B TCUCHHUC HCICIIU.

Cnoco0 npuMeEHEHUS

BuyTtps. Kancynsl Owmenpazon peKOMEHAYETCS IPUHUMATh YTPOM, Karcyiny
CJIeIyeT TJIOTaTh IEJIMKOM, 3aluBasi KUJIKOCThIO. Karcymnbl Henb3sl pa3KeBbIBaTh
W IPOOUTb.

4.3. IIpoTuBOMOKA3aAHUS

['MnepuyBCTBUTEIBLHOCTh K OMEIPA30iy, 3aMEIIEHHbIM OCH3MMUAA30JIaM WA K
JTF000MY M3 BCTIOMOTATEIbHBIX BEIIECTB, IEPEYHCICHHBIX B pasnene 6.1.

Hedbuuur caxapasbl/M30MalbTa3bl, HEMEPEHOCUMOCTh (PPYKTO3bI, TIHOKO30-
rajlakTo3Hasi MaababCcopOIus.

OMHOBPEMEHHBIN TIPHUEM C 3PJIOTHHHUOOM, M03aKOHA30J10M (cM. pasjen 4.5).
Jetrckuii Bo3pact 110 2 JerT.

JleTckuii Bo3pacT crapiie 2 JeT Mo APYTUM MOKA3aHUsAM, KpOME JICUCHUS peITIOKC
»30(haruTa ¥ CUMITOMATHYECKON racTpod3odareanbHoOM pedatoKCHOM 00Ie3HU.
JleTckuii Bo3pact crapiie 4 JeT 1o APYyTruM MOKa3aHusIM, KpoMe JICUCHUS peQIIIOKC
n30(aruta, CUMITOMATUYECKON TacTpodzodareanbHoil pedIroKCHON 00JIe3HU U

SI3BBI JIBEHAIIATUIICPCTHOM KUIlIKK, BeI3BaHHO# Helicobacter pylori.



4.4. OcoOble yKa3aHHusl U MepbI PEA0Cro 0KHOCT]

C 0CTOPOKHOCTBIO

[leyeHoUHast HEOCTATOYHOCTh, OCTEONOPO3, OEPEMEHHOCTh, HAIMYUE TPEBOKHBIX
CUMIITOMOB (3HAYUTEIILHOE CHIKEHHE MAacChl Tela, PBOTA, pPBOTa C MPHUMECHIO
KpOBH, HapyllIeHUE ITI0TaHUs, U3MEHEHHUE 1IBeTa Kaja (J1erreoOpa3Hbli CTYyI) U JIp.
(cMm. pazgen 4.4)), nepunut BuramuHa Bl2 (umaHokoOallamMuHa); a Takke
OJTHOBPEMEHHOE MPUMEHEHHE CO CIEAYIOIIMMHU MperaparaMu: aTa3aHaBHp (l103a
OoMernpasofia He J0JDKHA MpeBbiaTh 20 MI B CYTKH), HeJI(UHABUD, KIOMUIOTPET,
JUTOKCHH, SPIOTHHUO, KETOKOHA30JI, UTPAKOHA30J, M03aKOHa30J1, Bap(apuH win
JpyTrHe aHTaroHUCTHl BUTaMuHa K, mumiocraszon, auasenam, GEeHUTOWH, a TaKkKe
Jpyrue mnpernapaTbl, METaOOIU3UPYIOLIUECS B MEYEHU C ydacTheM u30(pepMeHTa
CYP2C19, cakBuHaBUp, TakpoOJIUMMYC,  METOTPEKCAT,  KJIAPUTPOMHIIMH,
BOPUKOHA30J1,  pudaMIuUuH, mOpenaparsl  3BepoO0s  MPOJBIPSBICHHOIO
(cm. pazgen 4.5).

Oco0Oble VKa3aHus

[Tpu HaMyuM TIOOBIX TPEBOKHBIX CUMITOMOB Y TAI[MEHTA (HapUMep, TAKUX Kak
3HAUMTENIbHAsl CIOHTaHHAas IMOTEpPs Macchl Teja, MOBTOPHAs pBOTA, aucdarus,
pBOTa C MPUMECHIO KPOBU WJIM MEJIEHA), a TaKXe NPH HaJU4YMM S3BbI JKEIyJKa
(WM TpU TONO3PEHUM Ha S3BY KEIyJKa) CJeayeT HCKIIOYUTh HaJudue
3JI0KAY€CTBEHHOTO HOBOOOPA30BaHMUsI, OCKOJIbKY JICUEHUE OMENPA30JI0M MOKET
IIPUBECTH K CIVIA)KMBAHUIO CUMIITOMAaTHKU U OTCPOYUTH ITOCTAHOBKY JIMArHO3a.
He pexomenayeTcs OMHOBPEMEHHOE NPUMEHEHUE OMEINpPa30Jia C TAKUMHU
npenapaTaMu, Kak ara3aHaBUp U HeJlpuHaBUP.

ITo pe3yibTataM HCCIIENOBAHUN OTMEYEHO
(dbapMakokuHeTHYECKOE/(hapMaKOAMHAMUYECKOE B3auUMOJEIiCTBHE MEXKITY
Kionuaorpenom (Harpyzounas go3a 300 Mr u moaaepKuBaromias 103a 75 Mr/cyT)
u owmemnpaszojom (80 Mr/cyT BHYTPhH), KOTOpPO€ TMPUBOIUT K CHHUKEHUIO
HKCMO3UIMUA K aKTUBHOMY METa0OJIMTY KJomuaorpena B cpeaHeM Ha 46 % u
CHIDKCHHIO MaKCUMalbHOro MHruOupoBanus AJlO-uHAyUHpPOBAHHON arperamuu

TpoMOOLIMTOB B cpeaHeM Ha 16 %. [loaTomy cienyer uzbderaTb OJTHOBPEMEHHOTO




MPUMCHCHUS OMCIIPA30Jida U KIIOIINIAO0T'PE

OTtnenpHBIC HAOMIOAATENBHBIC WCCIICAOBAHUS YKAa3bIBAIOT HA TO, YTO Tepamus
WHTHOUTOpAaMH TPOTOHHOTO HAcOoca MOXKET HE3HAYMTEIbHO MOBBIMIATH PHUCK
CBS3aHHBIX C OCTEOMOPO30M IMEPEJIOMOB, OJIHAKO B JPYTUX TOJOOHBIX
UCCJICIOBAaHUSX MOBBIIICHNE PICKA HE OTMEYCHO.

B paHAOMHU3UpPOBAHHBIX, IBOWHBIX CJEMBIX, KOHTPOJIHUPYEMBIX KIMHUYCCKUX
UCCJIEIOBAaHUAX OMEMNpa3oiia © 330MENpas3oiia, BKIOYAs JBa OTKPBITHIX
UCCJICIOBAaHUSA C JJIUTEIHLHOCTHIO Tepanuu Oosiee 12 yiet, He ObLTa MOATBEPKICHA
CBs3b TIEpPEIOMOB Ha (HOHE OCTEONmopo3a ¢ TMPUMEHEHHEM WHTHOUTOPOB
IPOTOHHOTO Hacoca.

XOTs NPUYUHHO-CIIE/ICTBEHHAsI CBSA3b MPUMEHEHUS OMENpa3oJia/3oMernpasoiia C
nepesoMaMyd Ha ()OHE OCTEomopo3a HE YCTAHOBIEHA, MAIMEHTHl C PHUCKOM
pa3BUTHUSI OCTEONOpPO3a WM MEPEIOMOB Ha €ro (poHe MOJKHBI HAXOAUTHCSA MO
COOTBETCTBYIOIIUM KIMHUYECKUM HAOIIOACHUEM.

Y MmanueHToB, IMOJYYaBIIMX OMENPa30d Ha MPOTSHKCHHH, KaK MHHUMYM, 3-X
MecsIleB, OblIa 3aperuCTpUpOBaHA TsDKENAs TUIIOMArHUEMMsI, MPOSBIISIIONIASCS
TaKUM{ CHUMITOMaMHU KaK YTOMISIEMOCTh, Ope€ll, CYAOpOTH, TOJOBOKPYKCHHE U
KETyJOYKOBas apuTMus. Y  OOJBIIMHCTBA MAlMEHTOB TUIIOMAarHUEMHUS
KyIUPOBaJIaCh TOCJIE OTMEHHI WHTHOMTOPOB MPOTOHHOTO HAcOCa W BBEICHMUS
npenapaToB MarHus. Y ManueHTOB, KOTOPHIM TUIAHUPYETCS IIUTEIbHAS TepaIus
WM KOTOPBIM HA3HAYE€H OMEMNpPa3oj ¢ JUTOKCUHOM WJIM JAPYTUMHU TpernapaTamu,
CIIOCOOHBIMH BBI3BIBATH THUIIOMAarHUEeMHIO (HApUMEp, AHYPETHUKH), CIACAYET
OIICHUTh COJEp)KaHWE MarHus B IUTa3ME€ KPOBM JI0 Hayana Teparnud u
MEPUOJANYECKH KOHTPOJIUPOBATH €r0 BO BPEMS JICUCHHUS.

CornacHo  pe3yibTaTaM  HaOJMIOAATEIbHBIX  HCCIIENOBAaHUM, HWHTHUOUTOPHI
MPOTOHHOW TOMITBI MOTYT TOBBIIIATh oOmUK puck meperoma Ha 10—-40 %.
OmnpeneneHHasl CTENEHb TAKOTO MOBBIIIIEHUS MOXXET OBITh 00YCIIOBIICHA JPYTUMU
dakTopamu pucka. I[lallMeHTBI ¢ PUCKOM pPa3BUTHSA OCTEOTNOPO3a JIOJKHBI
MoJly4aTh JIEYEHWE B COOTBETCTBHM C JCHCTBYIOIIMMHU KIMHUYECKUMH

PEKOMCHAAIUAMHA U OOJIZKHBI l'IOTpC6J'IHTB J0CTAaTOYHOC KOJIHMYCCTBO BUTaMHHA D



Hn KaJdbOus.

OMernpasoil, Kak U BCE JIEKAPCTBEHHBIE CPEJICTBA, IOHMKAIOIINE CEKPELIHIO KEIE3
XKeIyAKa, MOXET TMPUBOAUTH K CHIDKEHUIO BcachlBaHUd BUTaMHHa B2
(mmanoko6anamuHa). O0 3TOM HEOOXOIWMO MOMHHUTH B OTHOIICHHWH TMAaIlMCHTOB
CO CHIDKEHHBIM 3amacoM BuUTaMuHa B12 B opranusme wid ¢ gakropaMu pucKa
HapylUICHUs BCACBIBaHMS BUTaMUHA B12 mpu 1nuTenbHOM TEpanuu OMENPa3oioM.
VY nanueHToB, NPUHUMABIIMX BHYTPb B TEUYEHHUE JIUTEIHHOTO BpPEMEHHU
MpEnapaTbl, MMOHWKAIOIIUE CEKPELMIO IKEJIe3 JKEIyIKa, dYale OTMEYaJoch
0o0pa3oBaHUE JKEJIE3UCTBIX KHCT B KEIyJKe. OTH SBJIEHUS OOYCIOBJIEHBI
(U3MO0JIOTUYECKUMU W3MEHEHHMSIMU B pE3yJbTaT€ HWHTMOMPOBAHUS CEKpPELUU
COJISHOM KUCJIOTBHI U MOJBEPraloTcsi 0OpaTHOMY pa3BUTHIO Ha (DOHE MPOJAOIKEHUS
Tepanuyu OMENpPa30JIoOM.

CHIDKEHHUE CEKPEINU COJITHOM KUCIOTHI B JKEIIYKE MO JEHCTBUEM HHTHOUTOPOB
MPOTOHHOW TMOMITBl WJIM JAPYTUX KUCIOTOMHTHOMPYIOIIMX areHTOB MPUBOJMUT K
MOBBIIIEHUIO POCTa HOPMAIbHOM MHUKPO(MIOPHl KHUIIEYHUKA, YTO, B CBOIO
odepenib, MOKET MPUBOJUTH K HE3HAYUTEIBHOMY YBEIWYEHUIO PUCKA PA3BUTHUS
KHMIIECYHBIX HWHOEKIUH, BBI3BaHHBIX OakTepusmMu poxa Salmonella spp. u
Campylobacter spp., a Ttakke, BepostHo, Oaktepuii Clostridium difficile y
rOCIUTAIU3UPOBAHHBIX NALUEHTOB.

[IpuMeHeHre WMHTUOUMTOPOB NPOTOHHOM TIOMIIBI CBSI3aHO C KpallHE peAKUMH
CIy4YasiMUA pa3BUTHUs NMOAOCTpoi KoxkHOUM KpacHo#l BosuaHku (IIKKB). B ciyuae
BO3HUKHOBEHUSI MATOJIOTMYECKUX MU3MEHEHHUI KO>KHM, OCOOCHHO Ha OTKPBITBIX €€
y4acTKax, COMPOBOKIAIOIIHNXCS apTpaJiTuen, NalUEHTy ciemyer
HE3aMEeIUTENbHO OOpaTUThCS 3a MEAMIIMHCKON moMmolibio. Bpauy crnenyer
paccMoTpeTh Borpoc 00 oTMeHe npenapara Omernpasod.

Y mamumentoB ¢ [IKKB Ha ¢one mnpenmecTByromieii Tepanud HHTHOUTOPOM
MPOTOHHOM TOMIIBI YBEJIMYEH PHUCK €€ Pa3BUTHUS MPU MOCICIYIOIIEH Tepanuu
JPYTUMU HMHTHOUTOpAaMHU TPOTOHHOM TmoMMbl. [loBBIIIEHHE KOHIIEHTPAIIMU
xpomorpannHa A (CgA) B 1mia3mMe KpPOBH MOXET BIUATH Ha PE3YJIbTAThl

HCCJIC,Z[OBaHHﬁ, INpOBOAUMMBIX C HLOCJIbIO AUArHOCTHUKHU HeﬁPOG)HILOI(pI/IHHBIX
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cleAyeT MPEKPaTUTh HE MEHEE YeM 3a 5 JHEH A0 OmpeaesieHUs KOHIICHTPalUuU

CgA (cM. paszen 5.1) B mna3me kpoBu. Eciu konnentpanuu CgA u ractpuHa B
1Ja3Me KpOBH HE HOPMAaJU30BAIHUCH IOCJIE HAYaJbHOTO HW3MEPEHHs], CIEAYET
MPOBECTU KOHTPOJIbHOE HCCieoBaHuEe uepe3 14 nHell mocie mpeKpaiieHus
JIeYEHUsI UHTUOUTOPOM MPOTOHHOM TTOMIIBI.

HaDVHICHI/IC d)VHKHI/II/I ITOYCK

OcTpblif  TYOyJIOMHTEPCTULIMATIBHBIN  HedpUT HaOIOMaNcs y MalUEHTOB,
MPUHUMAOIINX OMEMPAa30Jl, © MOKET BO3HUKHYTh B JIOOOW MOMEHT BO BpeMs
Tepanuu omenpaszoyioM (cM. paznen 4.8). OcTpwlil TyOyJIOMHTEPCTUIIMATBHBIN
HepUT MOXKET MpOorpeccupoBaTh JIO TMOYEHYHOW HemocTaTroyHocTH. Ilpu
MOJ03PEHUN Ha OCTPHIN TyOyJIOMHTEPCTHIMANBHBIN HEDPUT MpHUEM OMeIpasoia
clienyeT MPEeKPaTUTh U HE3aMEJIUTEIIbHO HauyaTh COOTBETCTBYIOIIEE JICUCHHE.

BcnioMorarensHbI€ BEIIECTBA

Caxapo3za, nakmosa

B cocraB mpenapaTta B KauecTBE BCIIOMOTATEIbHBIX BEIIECTB BXOISAT caxaposa U
JAaKTO3a, B CBS3M C YEM MMAIMEHTaM C PEIKO BCTPEUAIOIICHCS HACICICTBCHHOU
HETIEPEHOCUMOCTBIO  (DPYKTO3BI, TJIIOKO30-TATaKTO3HOM MajabadcopOmuert wim
nedUIUTOM caxapas3bl-u30MaIbTa3bl, a TAKKE MAIMEHTaM C PEJIKO BCTpeUaromencs
HACJICICTBEHHOM HEMEPEHOCHMOCTBIO TallaKTO3bl, Me(MUIIMTOM JIaKTa3bl JOMapei
WIM TJIOKO30-TAJIAKTO3HOW ManmbaOcopOrment He cleayeT MNpUHUMAaTh 3TOT
npenapar.

Kpacumenwv nynyoswiii (Ilonco 4R)

Kpacurens mynnossiii (ITonco 4R), BXoasimuii B cocTaB mperapara, MOXET
BBI3BIBATH AJUICPrUYCCKUEC PCAKITHH.

4.5. BzauMojeiicTBHE C JPYTHMH JIEKAPCTBEHHbIMH TpenapaTaMu U Jpyrue
BU/IbI B3aUMO/IeliCTBUS

Biausiaue OMCIIpa3oJja Ha dDaDMaKOKI/IHeTI/IKV APVYIux JECKAPCTBCHHBIX IMMPCIIApPaATOB

CHMKEHHE CEKpELUH COJISTHOM KUCIIOTHI B XKEIYAKE IPH JEUEHUH OMENPA30JIOM U

APYrumMu I/IHFI/I6I/ITOpaMI/I IIPOTOHHOI'O HAaCcoCa MOXCT MPHUBCCTH K CHUKCHUIO WU
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MOBBIIICHUIO a0COpPOIMH IPYruX Mpenaparos, &acrﬂﬁa;l-mé KOT Hx SABUCHT 0T

KHCIIOTHOCTH CPEBI.
[Togo6HO npyruM mpemnaparaM, CHUXKAIOUIUM KHUCIOTHOCTb KEITYJOYHOIO COKa,
JICYEHHE OMENPA30JI0M MOKET IPUBECTU K CHUKEHUIO BCAChIBAHUS KETOKOHA30JIa,
UTPaKOHA30J1a, MM03aKOHA30JIa U IPJOTHUHHOA, a TaK)KE MOBBIIICHUIO BCACHIBAHUS
TaKuX IMPENapaToB, KaK AUTOKCUH. COBMECTHBIN MpUEM OMerpasoiia B Ao3e 20 mr
OJIMH pa3 B CyTKH W JUTOKCHHA TOBBIMIAET OMOAOCTYMHOCTh AurokcuHa Ha 10 %
(OMOAOCTYTHOCTh JUTOKCHMHA TMOBbIIIANack Ha BeauuuHy 10 30% y 20%
nanueHToB). OqHOBpEMEHHBIN preM mpenapara OMernpason ¢ 3pJI0TUHUOOM WU
MM03aKOHA30JI0M TpoTHBOMOKazaH (cMm. pasmen 4.3). beulo mokaszaHo, dYTO
OMENpa3zoj  B3aUMOJACHCTBYET €  HEKOTOPbIMH  AHTUPETPOBUPYCHBIMHU
npenapartaMi. MexaHu3Mbl U KIMHAYECKOE 3HAYCHUE 3TUX B3aWMOJICHCTBUU HE
BCErJa HM3BECTHHI. YBeJIMYeHHe 3HaueHus pH Ha QoHe Tepanmuu omemnpazosiom
MOXET BIIMATh HA BCACBIBAHWE AHTHUPETPOBUPYCHBIX mpenapartoB. Takxke
BO3MOXXHO B3aumojeiictBue Ha ypoBHe uzopepmenta CYP2CI19. Ilpu coBmecTHOM
MPUMEHEHUU OMEIPa3oJia U HEKOTOPBIX aHTUPETPOBUPYCHBIX IMPENAPATOB, TAKUX
KaK ara3aHaBUp U HeJQUHABUp, HA (QOHE TEepanmuu OMENPA30JIOM OTMEYAETCS
CHWKEHHE WX KOHUEHTpPAUH B CHIBOPOTKE. B CBA3M C 3THUM COBMECTHOE
MPUMEHEHUE OMENpa3oja C aHTUPETPOBUPYCHBIMH Mpernaparamu, TaKUMHU Kak
aTa3aHaBUp U HEJI(PUHABHP, HE PEKOMEHTYETCH.

[Ipyn ogHOBpEeMEHHOM MPUMEHEHUH OMEINpa3oyia U CaKBUHABHpPa OBLJIO OTMEUYEHO
MOBBIIIIEHNE KOHIICHTpAIlMM CaKBHHABUPa B CBHIBOPOTKE, MPU MPUMEHEHUU C
HEKOTOPBIMU APYTUMU aHTHUPETPOBUPYCHBIMU TpenapaTaMu UX KOHIICHTpAIUsl He
MEHSLIACh.

Owmernpazon uarudupyer CYP2C19 — ocHoBHOM M30(epMEHT, YYaCTBYIOLIUN B €T0
MeTrabonu3me. COBMECTHOE MPUMEHEHHE OMENpa3oiia ¢ APYTUMH MperapaTaMu, B
MeTabonm3Me KOTopbix nmpuHuMaet ydactue uzopepment CYP2C19, takumu kax
nuasenaM, Bapdapun (R-Bapdapun) wnm gpyrue aHTaroHucTsl BUTamuHa K,
(EHUTOMH W TUIIOCTA30JI, MOKET MPHUBECTH K 3aMEJICHUI0 METa0OoJM3Ma STUX

nperaparTos. PCKOMCH,Z[yCTC}I Ha6mozxe}me 3a MNaUCHTaMH, IMIPHWHUMAIOIKUMU
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OC 1ENQ BATENRHOC :—: 0030
(GEeHUTOMH W OMENpa3oy, MOXET MOTP -G0BATECH CHTAeHIE ~155hT ‘(heHUTONHA.

OnHako COMYTCTBYIOIIEE JICUEHHE OMEINpPa3ojioM B CyTOUYHOW mo3e 20 Mr He
BJIUSICT HA KOHIIGHTpAaIMI0 ()EHUTOMHA B IUIa3M€ KPOBU Y MAIMEHTOB, JJIUTEIHHO
npuHuUMaromux npenapar. [lpy  npuMeHeHMH —oMemnpasona  [auUMEeHTaMH,
NOJIy4aronuMu BaphapuH WIM JIpyrue aHTaroHucTbl BuTamuHa K, HeoOxomum
MOHUTOPUHT MEXKIYHAPOAHOTO HOPMAJIM30BAHHOTO OTHOLICHHUS; B PSAE CIIy4acB
MOJKET TOHAJ00UThCS CHIDKEHHE J103bl BapdapuHa WM IPYroro aHTaroOHHUCTa
ButamuHa K. B To ke BpeMs COIyTCTBYIOLIEE JICUEHUE OMENPA30JIOM B CYyTOUYHOU
no3e 20 Mr He NPUBOAUT K M3MEHEHHMIO BPEMEHHM KOAryJsiluy y MalHeHTOB,
JUIUTEJIbHO TPUHUMAIOLIUX BappapuH.

[Ipumenenune omenpaszona B no3e 40 Mr oauH pa3 B CYTKM HPUBOAWIO K
yBeIM4EeHUI0 Cmax 1 AUC munocraszona Ha 18 % u 26 %, COOTBETCTBEHHO; IS
OJITHOTO M3 aKTHBHBIX META0OJIMTOB LUJIOCTA30JIa yBEJIUMUeHUEe cocTaBmiio 29 % u
69 %, COOTBETCTBEHHO.

Ilo pe3yapTraram VCCIIETOBAHUM OTMEYEHO (hapMaKOKHMHETHYECKOE/
(dapMakoIMHAMUYECKOE B3aMMOAECHCTBHE MEXAY KJIOMUIOTPENoM (Harpy3ouHas
no3a 300 Mr u moazep:kuBaromias go3a 75 Mr/cyT) u omemnpazoiom (80 Mr/cyt
BHYTPB), KOTOPOE MPUBOANUT K CHUYKEHUIO SKCIIO3ULIMU K AKTUBHOMY METaOOIUTY
KJIonuaorpena, B cpenHeMmM, Ha 46% W CHMKEHUIO MaKCHUMAaJIbHOTO
uHrnoupoBanusa AJl®@-uHAYIMPOBAHHOW arperaliu TPOMOOIIMTOB, B CPEIHEM, Ha
16 %.

KnuHnyeckass 3Ha4MMOCTh 3TOTO B3aUMOJEHCTBUSL HE sicHA. [loBbIlIeHHe pucka
CEPJIEYHO-COCYIUCTBIX OCTIOKHEHUI MPU COBMECTHOM MPUMEHEHUH KJIOMHUI0Tpesa
¥ UHTHOMTOPOB MPOTOHHOTO HAcoca, B TOM YKCJIE OMEIpa30Jia, He ObUIO MOKa3aHo
B NPOCIHEKTUBHOM PaHIOMH3UPOBAHHOM HE3aBEPILIEHHOM HCCIEIOBAHUU C
yuactueMm 6osee 3760 manueHTOB, MOJyYaBIIMX IUIale00 WM OMENpPa3oll B 103€
20 MT/CyT OJHOBPEMEHHO C Tepamued KJIOMHIOTPESIOM | aleTUIICATUITUIOBON
kucioroi (ACK), u He MOATBEPKIAECHO JOMOJTHUTEIHLHBIM HEPAHIOMU3UPOBAHHBIM
aHAIU30M KJIIMHAYECKHUX UCXOJ0B MAacCIITaOHBIX IPOCIIEKTUBHBIX

pPaHIOMU3UPOBAHHBIX HCCleA0BaHuM ¢ yyacTueM o6osiee 47000 mamreHToB.
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PesynbTaThl psima HAOMIOMATENBHBIX WC

OJTHO3HAYHOTO OTBETAa O HAJUYMM WM OTCYTCTBHM IOBBIIIEHHOTO pHCKa
TPOMOOAIMOOTUYECKUX CEPACUHO-COCYUCTHIX OCIOKHEHUI Ha (h)OHE COBMECTHOIO
NPUMEHEHUS KIIOMUA0TPESia U MHTHOUTOPOB MMPOTOHHOTO HAcoCA.

[Ipn mpuMeHEeHUH KIOMUIOTpENa COBMECTHO C (PUKCHPOBAHHON KOMOWHanueu
20 mr n3omenpazona u 81 mr ACK »kcnosunivs K akTMBHOMY METaOOJUTY
Kjonuaorpena cHuswiack noutd Ha 40 % 1o cpaBHEHUIO € MOHOTEparuen
KJIIOMUAOTPENIOM, TpPU OSTOM MaKCHUMallbHble ypOBHU uHruOupoBanus AJ[(D-
WHIYLIMPOBAHHOM arperaudd TPOMOOLIMTOB ObLIM OJWHAKOBBIMHU, YTO, BEPOSITHO,
CBA3aHO ¢ onHOBpeMeHHbIM npueMoM ACK B Hu3KOM J103€.

Omenpa3on He BiIMAET Ha MeTabonIM3M MpenapaToB, MeETabOIM3UPYEMBIX
m3odpepmentom CYP3A4, Takux Kak UUKJIOCIOPUH, JIMJIOKAaWH, XWHUJUH,
3CTPAAMNOI, SPUTPOMULIMH U OYAECOHU.

He BBIABIEHO B3aMMOJEHCTBHS OMEIpasojia CO CIEAYIOIIMMH IpernapaTaMu:
aHTalUMAHbIE CpelacTBa, KodeuH, TeopWwUIMH, S-BapdapuH, NHPOKCHKAM,
TUKI0(EeHaK, HaIPOKCEH, METOIPOJIO, IPOTIPAHOJION U 3TAHOJL.

[Ipn 0IHOBPEMEHHOM NMPUMEHEHUH OMEINpPa30ja U TAKPOJIMMYca ObLJIO OTMEUYEHO
NOBBILIEHHE KOHLIEHTPALUN TAaKPOJIMMYCa B CBIBOPOTKE KPOBH.

Y HEKOTOpBIX MAlMEHTOB OTMEYAIM HE3HAYUTEIBHOE MOBBIIICHHE KOHIICHTPAUU
METOTpeKcaTa Ha (JOHE COBMECTHOTO MPUMEHEHUSI C MHIMOUTOpPAMHU MPOTOHHOTO
Hacoca. IIpy Ha3HaueHWM BBICOKMX 103 METOTpPEKCATa CIEAYET PACCMOTPETH
BO3MOYKHOCTh BPEMEHHOT'O MPEKPAILEHUs TPUEMa OMENpa3oda.

BiusiHuE JIEKapCTBEHHBIX NPENapaToB HA d)aDMaKOKI/IHeTI/IKV OMCIIpa3oJja

B merabomi3me omenpazona ydactByioT mzodepmentsi CYP2C19 u CYP3A4.
CoBMecTHOE MTpUMEHEHUE omenpa3ona U UHruoutopoB nzodepmento CYP2C19
nu CYP3A4, Ttakux Kak KJIApUTPOMHUIMH W BOPUKOHA30J, MOXKET MPUBOAHUTH K
MOBBIIICHUIO KOHIIGHTPAIIMKM OMeETpasoja B IUIa3Me KPOBH 3a CUET 3aMeJICHUS
Merabonu3ma omenpaszoja. (CoOBMECTHOE MNPUMEHEHHWE BOPUKOHA30Ja U
oMernpasojia IPUBOAUT K Oosiee ueM nBykpaTtHomy yBenmdeHuto AUC omenpasona.

B cBs3u ¢ XOpOIIICﬁ INEPEHOCUMOCTBIO BBICOKHMX J0O3 OMCIIpa3oja, IIpru
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HEMPOAOJKUTEIbBHOM COBMECTHOM IIp| meneniti -
TpeOyeTcst KOPPEKIIHH 036l OMENpasoa.
CoBMECTHBIN MpUEM OMENpa3oja ¢ AMOKCHULIWIIMHOM WA METPOHHAA30JIOM HE
BJIUSIET HA KOHLUEHTPALIMIO OMENPA30Jia B IJIa3M€E KPOBH.

JlexapcTBeHHble TpemnapaThl, wuHAyUUpylomue uzodpepmentet CYP2C19 wu
CYP3A4, takue kak pudaMIUIMH U TpenapaTsl 3Bepo00si MPOABIPSBICHHOTO, IPU
COBMECTHOM MPUMEHEHUU C OMEINPa30JIOM MOTYT NPUBOAUTH K CHHUKECHUIO
KOHIIEHTpaIlMd OMeETpasojia B IMJIa3Me KPOBH 3a CUET YCKOPEHHs MeTaboam3Ma
OMenpasoJa.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTb U JIAKTALMS

bepeMeHHOCTE

Pe3ynpTaThl HMCCHENOBAaHMI MOKa3adud OTCYTCTBHE MNOOOYHOrO  JIEUCTBUS
OMeIpa3ojia Ha 370pOBbE OEpPEMEHHBIX IKEHIIMH, Ha IUI0J WIM Ha
HOBOPOKJICHHOTO.

Omenpa3on MOXET NPUMEHSTHCS BO BpeMsi OEpEMEHHOCTH.

Jlakranms

Owmernpa3on NpPOHUKAET B TPYJHOE MOJIOKO, OJHAKO NpPH NPUMEHEHHH €ro B
TEpaneBTUYECKUX J103aX BO3JIEHCTBUE Ha peOEHKAa MAJIOBEPOSITHO.

4.7. Bausinne Ha cnocoOHOCTH YNPABJIATH TPAHCHOPTHBIMM CpelCTBAMH M
padorarb ¢ MEXaHU3MAMHU

OTCyTCTBYIOT JdaHHbIE O BIMSHMM npenapata Omemnpa3on Ha CIOCOOHOCTh
yOpPaBJsATh TPAHCIIOPTHBIMU CPEACTBAMH M MexaHu3MaMu. OIHAKO, B CBSI3U C
TE€M, YTO BO BpeMs Tepaliyd MOTYT HaOII0JaThCs TOJIOBOKPYKEHHUE, HEUETKOCTh
3pEHUsT U COHJIUBOCTb, CIEAYeT COOJI0JaTh OCTOPOKHOCTh HPHU YIIPaBJICHUU
aBTOTPAHCIIOPTOM U MEXaHU3MaMH.

4.8. HexkenaTreJibHbIE peaKIun

Pe3roMe HexemaTeIbHbIX PEAKITUNT

Huxe npuBenensl no6oynbie 3G(EKThl, HE 3aBUCALIUME OT PEXUMa TO3UPOBAHUS
OMEMNpa3ojia, KOTOpble ObUIM OTMEYEHBI B XOJI€ KIMHUYECKUX HCCIEAOBAaHMM, a

TAKKC IIPpHU MMOCTPECTUCTPALNUOHHOM ITPUMCHCHHUU.

15




COOTEBETCTBYET 2KI

ot 05.08.2024 N= 16030

HesxenmarenbHble peakuny MPEACTABICHBL B coo%%gﬁ;éﬁ@%ﬁhgﬁ (51?)'r'a'H0B

CMNEPTHOMY OTUETY

U CHCTEM OpraHoB B TOCJIEIOBATEIbHOCTH MEIUIIMHCKOTO CcloBaps s
HOpMaTUBHO-TIpaBoBoi nearenbHocTH (MedDRA). Yacrora BO3HHUKHOBEHUS
OTpesensiiach B COOTBETCTBUU CO CIEIYIOIMIMMH KaTETOPUSIMH: OYEHb YacTo
(> 1/10); gacro (>1/100, mo < 1/10); mewacto (> 1/1000, HOo < 1/100); penko
(>1/10000, HO < 1/1000); ouenp penko (< 1/10000), yacTtora HeusBecTHa (Ha
OCHOBAaHUM HMMCIOIIMXCS JaHHBIX OIICHUTh HEBO3MOXHO). B mpemenax kakmaou
IPYNIbl YaCTOThl BCTPEUAEMOCTH HEXKEJaTelIbHbIE PEaKlUM YKa3aHbl B MOPSIKE
YMEHBITICHUS CEPhE3HOCTH.

Hapywenus co cmoponvl xposu u aumg@amuyeckou cucmemsl. PEIKO —
JICHKOTEHHs1, TPOMOOITUTOIICHHSI; OUYEHBb PEJIKO — arpaHyJIONUTO3, TAHI[UTOTICHUS.
Hapywenus co cmoponvl  ummyHHOU  cucmembl. PEIKO —  PpEaKluu
TUIEPUYyBCTBUTEILHOCTH (HANpUMEpP, JMXOPaaKa, AHTHOHEBPOTUYECKUM OTEK,
aHauIaKTUYECKas peakius/ aHahUIaKTUUECKUH 110K).

Hapywenus memabonusma u numanusa: PpPEAKO — THUIOHATPUEMHS, YacTOTa
HEU3BECTHA — THUIOMArHUEMHUs, THUIOKAJIbIMEMHUS BCIEACTBUE  TSKEIOU
TUTIOMarHUEMHH, THTTIOMarHUEMHUS MOKET aCCOIMUPOBATHCS C TUTTOKATUEMHUEH.
Ilcuxuueckue Hapywenus: HedacTO — OECCOHHMIA; PEIKO — BO30YXKIEHUE,
CIIyTaHHOCTb CO3HAHUS, JIEMTPECCHS; OUEHb PEIAKO — arpecCHs, TaJUTIOIIMHAIIH.
Hapywenus co cmoponvl HepsHOU cucmembl: 9acTO — TOJIOBHAs 00Jb; HEYACTO —
rOJIOBOKPYKEHHUE, TapEeCTe3usl, COHJIMBOCTD; PEAKO — HapyIIIEHUE BKyca.
Hapywenus co cmopoHvl opeana 3peHus: PEAKO — HEYETKOCTh 3PUTEIHLHOTO
BOCIIPHSATHS.

Hapywenus co cmoponul opeana ciyxa u 1abupunma: He4acTo — BEPTUTO.
Hapywenusi co cmoponsl ObixamenbHoU cucmemvl, 0peaHo8 2pYyOHOU KIemKu U
cpedocmerusl: PeIKo — OpOHXOCTIa3M.

Kenyoouno-kuweunvie HapyuieHus: 4actTo — 00Jb B )KUBOTE, TUAPEs, METCOPHU3M,
TOIIIHOTA/ PBOTA, 3amop, JOOPOKAYECTBEHHBIE KEJIE3UCTHIC TOJUIIBI B JKEIYIKE;

pPENKO — CYXOCThb CIM3UCTOM OOOJIOYKM TOJOCTH PTa, CTOMATUT, KaHIUI03
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 05.08.2024 N= 16030

100 = HOCTS 00037 o
KCIIYJOYHO-KHIICYHOI'O TpPaKTa, 4YacT@Ta HG&%BG&I@I&"E—"TEIEII-(BO'CKEIIIZ"‘IBCi(I/II/I

KOJIUT.

Hapywenus co cmopousr neuenu u ocenuegvl6o0sawux nymeti. HEYACTO —
MOBBIIICHHE AKTUBHOCTU «IMEYCHOYHBIX» (DEPMEHTOB B IIa3ME KPOBH; PEIKO —
renaTuT (C JKeNTyXOod uiau 0e3); OYeHb PEIKO — MEeUYEeHOYHas HEeJOCTaTOYHOCTb,
sHIe(aIoNnaTs y NalMEeHTOB C 3a00JICBaHUSIMU TICUCHH.

Hapywenus co cmoponvl kodcu u noOKONMCHbIX mKaHel. He4acTO — JIEPMAaTuT,
KOXKHBIA  3yl, KOXHasi  Cblllb, KpalmuBHMIA; PEOKO —  aJONenus,
(doToceHcHOMIM3alys, OCTPhI IeHEPATN30BaHHBIA 3K3aHTEMATO3HBIA IYyCTYIIE3,
JIEKapCTBEHHAs ChIlb € 303MHOGMIMEN U cucTteMHbiMH cumnToMamu (DRESS-
CHUHJIPOM); OYE€Hb pENKO — MyJIbTU(OpMHas sputTema, cuHapoMm CrTuBeHca-
JI’KOHCOHA, TOKCHYECKUM OSIUICPMAIBHBIA HEKPOJIM3; YacTOTa HEHW3BECTHA —
nojocTpas KoxkHasi kpacHasi Bostuanka (IIKKB).

Hapywenus co cmoponvt mvluleyHotl, CKelemHou U COeOUHUMENbHOU MKAHU.
HEYacTo — MepesioM Oeapa, KOCTEeH 3amacThbsl 1 TO3BOHOYHHKA; PEAKO — apTparus,
MUAJTHUs; OYEHb PEJKO — MBIILIEYHAS CIa00CTh.

Hapywenuss co cmopoubt nouek u MO4egbl8OOAWUX Nymel: PEAKo —
UHTEPCTULMAIBHBIN  HE(QPUT, pa3BUTHE OCTPOro TYOYJIOMHTEPCTULHMATBHOTO
HedpuTa (C BO3SMOXKHBIM MTPOTPECCUPOBAHUEM IO TIOYECYHON HEJJOCTATOYHOCTH).
Hapywenus co cmoponvl penpodykmuenoii cucmemvl U MOJOYHBIX Jicele3. OUCHb
PEAKO — TMHEKOMACTHsI, YaCTOTa HEM3BECTHA — APEKTUIIbHAS TUC(YHKIINS.

Obwue Hapyuwienuss u peakyuu 6 mecme 88edeHus. He4acTo — mnepudepudeckue

OTCKH, HCAOMOT'aHUE, PCAKO — YCUJICHHUC ITOTOOTACICHHUS.

Coobmianoch 0 ciay4asx 0Opa3oBaHUsl KEJIE3UCTHIX TMOJHUIOB B JKEIYIKE Y
NAIMEHTOB, TIPUHUMAIOIIUX MPETapaThl, MTOHKAIOIINE CEKPEIIHIO JKeJle3 KemyIKa,
B TE€UCHHE JJIMTEIBHOTIO MPOMEXKyTKa BpeMeHH. [lomunel — 10OpokauecTBEHHEIE,

MPOXOJSAT CAMOCTOATENILHO Ha (POHE MPOIOJKEHUS TEpPaIUH.
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COOTBETCTEYET :-_' KCMNEPTHOMY OTYETY

ot 05.08.2024 N= 16030

CooGIIeHre 0 MOI03PEBAEMbIX HeKeIATATBHBIX pearimspe = | =/ EHOCTE 0003)

BaxxHo coo0Omare 0 TMOJ03PEBAEMBIX HEXKEIATEIbHBIX PEAKIHIX TOCIe
perHCTpalliK TIperapaTa C IeJIbl0 00eCIeUeHUsT HEMPEPHIBHOTO MOHHTOPHHTA
COOTHOIIICHHSI «IOJIb3a — PHUCK» JIEKAPCTBEHHOTO TMpemnapara. MeauIuHCKUM
pabOTHMKaM  PEKOMEHAYyeTCs  CooOImarh O  JIOOBIX  MOJ03PEBAaEMBIX
HEXEIAaTeIIbHBIX PEeaKIUAX JICKapCTBCHHOrO TIperapara dYepe3 HaIlMOHAIbHBIC
CHUCTEMBI COOOIIEHUS O HEXKENATCIbHBIX PEaKIHUsIX TOCYAapCTB — HICHOB
EBpa3uiickoro 3KOHOMHYECKOT'0 CO03a.

Poccuiickas @enepanus

denepanbHas ciayx0a Mo HaA30py B cepe 3ApaBOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiaBsaHcKkas 1iommanis, 1. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03

DexTpoHHas moyTa: pharm@roszdravnadzor.gov.ru

Caiir B I/IH(l)OpMaI_II/IOHHO-TGHGKOMMYHI/IKaI_II/IOHHOﬁ CCTHU «HHTGpHGT» .

https://www.roszdravnadzor.qov.ru/

4.9. Ilepeno3upoBKa

Pa3oBeie mepopanbhbie 10361 npenapata Omenpazon 1o 400 Mr He BbI3bIBAIU
KaKuX-1u00 Tsokenbix cumntomoB. [Ipu npuéme B3pocasiMu 560 M omemnpasoia
OTMEUYalach yMEpEHHAas HWHTOKCUMKauusa. llpu yBemnueHnn 10361 CKOPOCTH
SIMMUHAIMM  TIperapara He U3MEHsUlach (KMHETHUKAa TMIePBOTO MOPSAKA),
cnenuduueckoe JeueHue mpu ITOM He TPeOOBaIOCh.

CuMIOTOMBI

["osoBOKpyKeHHE, CITYTaHHOCTh CO3HAHUS, arnaThs, FOJIOBHAsT 0O0JIb, AWIaTallUs
COCYZ0B, TaXUKapusi, TOLIHOTA, pPBOTA, METEOPU3M, AUAPES..

Jleuenue

CuMnToMaThyeckoe JICUeHHe, TPH HEOOXOJUMOCTH TPOMBIBAHUE IKEIY/Ka,

HAa3HAa4YCHHUC aKTUBUPOBAHHOTO YIJIA.
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5. DPAPMAKOJIOTUYECKHE CBOY

5.1. PapmakoaMHAMHYECKHE CBOHCTBA

dapmakoTepareBTHUecKasi TpyImma: CpeicTBa ISl JICUCHUs] KUCIOTO3aBUCUMBIX
3a00/ileBaHUM; TPOTHUBOSI3BEHHBIE CPEACTBA W CpeICTBAa Ui JICUCHUs
ractpoa3odareanbHoi pedutokcHor 6one3nu (['IPB); uHruGUTOpPHI MPOTOHHOTO
Hacoca.

Koxg ATX: A02BCO01

MexaHu3M NeCTBUSI

Omernpason sBiseTcs ciiadblM OCHOBaHWEM. KOHUEHTpUpyeTCcss B KUCION cpejie
CEKPETOPHBIX KAHAJIBIIEB MAPUETAIBHBIX KJIETOK CIU3UCTON OOOJIOUKH KEIyIKa,
aKTUBUPYETCS U MHTHOMpPYET MPOTOHHBIM Hacoc — depment H+, K+-ATdazy.
BnusiHue omMenpasolia Ha MOCIEIHIO CTaAMI0 Mpolecca 00pa3oBaHUs COJITHOU
KHCJIOTBI B  JKENyJAKE  SBJISETCS  J0303aBUCUMBIM M O0ecIieuynBaeT
BBICOKOA(DPEeKTHBHOE UHTHUOMpOBaHUE 0a3aJbHON U CTUMYJIMPOBAHHOM CEKpEINH
COJITHOM KUCJIOTBI HE3aBUCHMO OT CTUMYJIUPYIOIIETO (hakTopa.

dapmakouaaMuyeckre dhdhexTo

Brusanue na cekpeyuto srcenyo0ouno2o coka

Omenpa3osn MNOpuU  €XKEIHEBHOM MEpPOPATbHOM MPUMEHEHUU obOecreunBaer
obIcTpOe U 3PHEKTUBHOE HHTMOMPOBAHKUE JHEBHON M HOYHOM CEKPELMH COJISHOU
KUCJIOThl. MakcuManbHblid 3pPextT gocTuraercss B TeueHue 4 gHed jedeHus. Y
NALMEHTOB C SA3BOM JBEHAALATUIEPCTHOM KHMILUKK oMernpa3os 20 Mr BbI3bIBAET
YCTOMUYMBOE CHUKEHHE 24-4acOBOM KEINYIOYHON KUCIOTHOCTU HE MEHEE YEM Ha
80 %. IIpu 3TOM HOCTUTAETCsS CHU)KEHUE CPEAHEN MAKCUMAJIbHON KOHLEHTpalun
COJITHOW KHCJIOTBI TOCJIE CTUMYJSIUMU INeHTtaractTpuHoM Ha 70 % B TeueHue
24 yacos.

VY mnamueHToB C S3BOM JBEHAJLATUIEPCTHOM KHUILIKKM oMmernpa3on 20 Mr mnpu
€KEHEBHOM IIEPOPAILHOM IIPUMEHEHUH NOAACPKUBAECT BO BHYTPUKEIYAOYHOU
cpelie 3HaueHHE KUCIOTHOCTU Ha ypoBHE pH > 3, B cpenHem, B Teuenue 17 yacos

B CYTKHU.
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NurubupoBanue CEKperuu COJITHON KHEIOThI SHEIC

koHueHTpauus-BpeMs (AUC) omernpasosia, a He OT KOHUEHTpALUUH IIpenapara B
11a3Me B JaHHBI MOMEHT BPEMEHH.

Heticmeue na Helicobacter pylori

Owmenpason obiamaer OakrepunmanabiM 3¢dekrom Ha Helicobacter pylori in
vitro. Dpaaukanus Helicobacter pylori npu npuMeHeHHH oMenpas3oiia COBMECTHO
C aHTHOAKTEepHAIbHBIMU CPEJICTBAMU COIMPOBOXKIACTCS OBICTPHIM yCTPaHEHHUEM
CUMIITOMOB, BBICOKOW CTEMCHBIO 3aXKUBJICHHUS NEe(PEKTOB CIM3UCTOW 000JI0UYKU
KEITYJOUYHO-KUIIIEYHOTO TPaKTa U JJIUTEIHLHON pPEMHUCCHEH SI3BEHHOW O0Je3HH,
YTO CHHXAET BEPOSATHOCTh TAKUX OCJIOKHECHHH, KaK KpPOBOTEUYEHHUS, TaK XKE
(b PEeKTUBHO, KaK U TOCTOSHHAS MOAIEPKUBAIOIIAs TePaIIUs.

Hpyeue a¢ghghexmul, césazanuvie ¢ UHSUOUPOBAHUEM CEKPeYUU CONAHOU KUCTIOMbL

VY mnanueHToB, NPUHUMAIONIMX TMpENapaTrhl, MOHMXKAIOIIME CEKPEIUI0 JKele3
KEeJyJiKa, B TEUYCHHUE MJIMTEIBHOTO MPOMEXKYTKa BPEMEHH, Yallle OTMEeYaeTcs
o0pa3oBaHWE KEJIE3UCTHIX KHUCT B IKEIYJKE; KHUCThI JOOPOKAUECTBEHHBIE W
MPOXOAST CaMOCTOSITEIbHO Ha (OHE MPOJOJDKEHUS] Tepanuu. ODTU SBICHUS
00ycCIIOBNIEHBI (HPU3UOTOTUYECKUMH M3MEHEHHUSIMHU B pe3yibTaTe WHTHOMPOBAHUS
CEKPEIUU COJISTHOU KUCIIOTHI.

CHIKEHHUE CEKPEIMH COJITHOM KUCTIOTHI B JKEIIYKE MO JeHCTBHEM HHTHOUTOPOB
IPOTOHHOTO HAcoca WM JAPYTUX CHIDKAIOMIMX KUCIOTHOCTH JKEIyJIKa CPENICTB
MPUBOJUT K MOBBIINICHUIO POCTa HOPMAJIBHOW MUKPO(IJIOPHI KHUIIIEUYHUKA, YTO, B
CBOIO O4Yepeb, MOXKET NPHUBOJIUTHh K HE3HAUUTEIHLHOMY YBEIMYCHHIO DPHCKa
pa3BUTHUs KHIEYHbIX WH(EKINH, BI3BaHHBIX OakTepusimu poaa Salmonella spp.
u Campylobacter spp., a Yy IFOCIIMTAJIM3UPOBAHHBIX MAIIMEHTOB, BEPOSITHO, TAKXKE
oaxtepueir Clostridium difficile.

Bo Bpems siedeHusi mpenapaTaMu, TMOHIDKAIONIUMU CEKPEIHI0 KeJe3 KeTy/Ka,
KOHIICHTpAIMSl TacTpMHAa B CBIBOPOTKE KpPOBHW TMOBBIIIAETCA. BcnencrBue
CHUKEHUS  CEKPCIMHM  COJITHOM  KHCIIOTHI — TOBBIIIACTCS  KOHIICHTpAIUs
xpomorpanuHa A (CgA). IloBeiienue konneHtpauuu CgA MOXKET OKa3bIBaTh

BJIIMSAHHUC Ha PE3YJIbTAaThbl 060JI€,Z[OB3HI’II>1 JJIs1 BBISABJIICHUA HGﬁpOC—)HI[OKpI/IHHBIX
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onmyxoneu (cMm. paznen 4.4). ns HpeI[OTBDaIH&—II/IH-l)Ia:ILI'Hﬁfo 'BJmemmrmbanmo

WHTUOMTOPAMH TTPOTOHHOTO HACOCAa HEOOXOIUMO MPUOCTAHOBUTH, KAK MUHUMYM,
3a 5 mHel 1o mpoBeaeHus uccienoBanus koHuenTpanuu CgA. Eciu 3a 310 Bpems
KoHIleHTpauu CgA W racTpuHa HE BEPHYJIUCh K HOPMAaJbHOMY 3HA4Y€HHUIO,
UCCIIEIOBAaHUE CJIeyeT MOBTOPUTH depe3 14 NHel mociie mpeKpainieHus npruema
omernpasoJa.

VY nereil uW B3pOCHBIX MAIMEHTOB, JUIMTEIBHO MNPUHUMABIIMX OMEMNPa3od,
OTMEYAJIOCh YBEJIWYEHUE KoJInuecTBa JHTepoxpoMadGUHOMOTO0O0HBIX KIIETOK,
BEPOSATHO, CBSI3aHHOE C YBEJIMYCHHEM KOHIICHTpAllUM TacTpUHA B CHIBOPOTKE
KpoBU. KITMHNYECKOW 3HAYMMOCTH JAHHOE SIBJICHUE HE UMEET.

5.2. DapMaKkoKHHeTHYECKHE CBOMCTBA

AOcopbius

Omenpazon abcopOupyeTrcsi B TOHKOW KHUIIKE, OOBIYHO B TeueHue 3—6 Yacos.
buonoctynmHoCTh moclie mpueMa BHYTPb COCTaBisieT npuonausutenarHo 60 %.
[Ipuem nuiy He BIUSET HA OMOIOCTYTHOCTH OMENpa3oJa.

Pacopenenenue

[Tokazarens CBA3BIBaHUS OMEIpaszojia C OelKaMu IUIa3Mbl COCTABIISIET OKOJIO
95 %, 00BEM pacnpenenenus coctasiusiet 0,3 J/Kr.

buorpancdhopmanus

Omernpasosl MOJHOCTBIO MeTaboym3upyercss B mnedeHu. OCHOBHbBIC (PEPMEHTHI,
ydactBytomue B mpouecce metabonnszma, CYP2C19 u CYP3A4. Ob6pasyromuecs
METa0OMUTHl — CyNb(OH-, CyIb(UI- U TUAPOKCH-OMENPA30J — HE OKA3hIBAIOT
3HAYUTEIBHOTO BIMSIHUS Ha CEKPELNIO COJITHON KHUCIIOTHI.

O6mmit mnmasmenHbii kiauperc cocrtaBimser 0,3-0,6 n/muH. BuomoctymHOCTh
oMmenpaszoia yBeauuuBaercs npubau3utenbHo Ha 50 % mpu MOBTOPHOM MpUEMeE
110 CPAaBHEHHIO C IPUEMOM Pa30BOM JT03HI.

DIIMMUHAIIS

[lepuon moisryBeiBeneHust coctapisger okoyio 40 munyT (30-90 munyTt). OKo0j0
80 % BbIBOAUTCS B BUJAE META0OJUTOB IOYKAMM, a OCTAJIbHAas YacTb —

KHIICYHUKOM.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 05.08.2024 N= 16030

(NOCNEQCBATENEHOCTE 0003)

Oco0ple rpyIIbl NAIMEHTOB

He oTMedeHO 3HAYMTENBHBIX W3MEHEHWW OWMOJOCTYITHOCTH OMeEMpasoia y
MOKWIBIX TMallMeHTOB WJIM MAallMeHTOB C HapyIIeHHOW (QYHKIMEH Mmoyek. Y
NMalMeHTOB C HApPYMICHHOW (QYHKIWEH TeYeHH OTMEYaeTCs YBEIWUYCHUE
OMOJIOCTYITHOCTH OMEINpas3ojia M 3HAYUTENbHOE YMEHBIIEHHWE TUIa3MEHHOTO

KJIUPCHCA.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. [lepeueHb BcioMOraTe/ibHbIX BellIeCTB

BcnomorarensHbIe BCIICCTBA IICJIJICT

Cocmaeg nennem-soep

caxapo3sa (P.G. Sugar Regular)

caxapo3sa (P.G. Sugar#35#40)

manuauron (Pearlitol 160C)

MaHHHUTOJ

KYKYPY3HBIM KpaxMall/MaucOBBIN Kpaxma
JIAKTO3bI MOHOTHIPAT

HATpPHS JIaypuICyJibdaT

HaTpus rugpodocdar

TUIPOMEIIIO3a

Cocmas obonouku nennem

METaKPHUIIOBOM KMCIIOTHI M 3THiIakpuiiaTa conoiumep [1:1] mucnepcus
THIPOMEII03a

MPOTUIICHTIUKOITh

LIETWIOBBIN CIIUPT

TUTaHA JUOKCHU]]

mannuto (Pearlitol 160C)/maraUTON
nonurcop6at-80

HATPHS TUAPOKCH]L
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CocTaB Karcyiabl

Kopnyc

YKEJaTUH

Kpvuuxa

YKEJaTUH

TUTAaHA TUOKCUJ]

kpacurenb myH1oBsid ([Tornco 4R)

KpPACHUTENb XUHOJIMHOBBIN JKEITHIN

KpacuTeJIb NaTEHTOBAHHBIM CUHUN

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok roqiHoCTH (CPOK XpaHEeHHUs)

3 roja.

6.4. OcoObie Mepbl NPEI0CTOPOKHOCTH MPH XPAHEHUH

B 3ammmieHHOM OT cBeTa MecCTe Mpu Temreparype He Boie 25 °C.

6.5. XapaxkTep u cojep:kaHue NEPBUYHON YIAKOBKHU

[Ilo 10 xamcyn B KOHTYpPHYK  S4YEWKOBYIO YIIAKOBKY M3  IUICHKHU
MOJIMBUHWIXJIOPUIHON U (DOTBIH aFOMUHUEBOM MEYaTHOM JIAKUPOBAHHOM.

[To 1, 2, 3, 4 w1 5 KOHTYPHBIX SYEMKOBBIX YITAKOBOK BMECTE C MHCTPYKIMEH IO
MPUMEHEHUIO MOMENIAIOT B MMAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YHUUTOKEHUH UCIOJIb30BAHHOTO
JIEKAPCTBEHHOI'0 NMpenapara Wil 0TX0J0B, NMOJY4YeHHBIX INOcCJe NMPUMeHEeHUs!
JIEKAPCTBEHHOT'0 Npenapara u Apyrue MaHUMYJIsSIUH C PenapaTom

Oco0sbie TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Kurmp
ABBA ®apmacsrotukainc JIta.
23A Cnupy Kunpuany, 4001 Meca I'eiitonus, JIumaccou.
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P
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HRCHEGRPA VRO A0k

7.1. TlpencraBurTeab Jep:KaTesi PErHCT
Teppuropun Cor3sa

[IpeTeH3un HOTDC6HT€JI€I>1 HaIIpaBJIATDh 110 aAPCCY.

Poccniickas denepanns

AO «ABBA PYC»

121614, r. Mockgsa, yi. Kpeinarckue Xonmsl, a. 30, kop. 9.
Ten./dakc: +7 (495) 956-75-54.

DnexkTpoHHas nmoura: drug.safety@avva-rus.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUS
JITI-Ne(002765)-(PT-RU)

9. JIATA TIEPBUYHOI PETUCTPAIIUM (IIOATBEPKIEHUE

PEIT’MCTPALIUU, MEPEPEI'UCTPALIUA)
JlaTta nepBoii peructparuu: 14.07.2023.

10. JATA HEPECMOTPA TEKCTA

OOwast xapakTepUCTHKa JIEKapCTBEHHOro mnpemnapara Owenpa3os JOCTyIHA Ha
uHQOpMaMOHHOM  mopTaie  EBpa3uiickoro  »KOHOMHYECKOTO  COl03a B

WH(POPMAIIMOHHO-KOMMYHUKAIMOHHOM ceTn «HTepHe™ http://eec.eaeunion.org/.
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