OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

VYasTom, 40 Mr, KancyJsisl KUILIEYHOPACTBOPUMbIE

2. KAYECTBEHHBIN M KOJJMYECTBEHHBIN COCTAB
JelicTBytollee BENIECTBO: OMENPa3ol.
Kaxnas kancyna conepxut 40 Mr omenpaszoda.
BcnomoratenbHbie BellecTBa, HAIMYKUE KOTOPBIX HAJ0 YUYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpui, caxaposa (cM. pazzaen 4.4.).

ITonnbI MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kamncynel kune4HopacTBOpUMBIE.
TBepabIe )KeITaTUHOBBIE JBYXIBETHBIE KAIICYJIbI: KOPITYC KaIICyJIbl KOPUYHEBO-PO30BOI0 IIBETA,
KpBIIIEYKa KarcyJibl CBETJIO-po30BOro 1eeta. ColepKumoe Karcyi — HejuleTsl oT 0en1oro 1o

0eJI0ro CO ClIeTKa KEeITOBATHIM MIIN ClIerKa PO30BATBIM OTTCHKOM IBETA.

4. KIIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO

[Ipenapar YipTon mokasaH K IPUMEHEHUIO V B3POCIBIX OT 18 jeT:

e  $3Ba JABCHAALATUIIEPCTHOM KHILKH;

e  53Ba KEIYJIKa;

e HIIBII-accounnpoBaHHbIE 3BBI U PO3UU KEIYAKA U ABEHAIUATUIIEPCTHON KHUIIIKH;

e opamgukanus Helicobacter pylori mpu s3BenHOl Oone3Hu (B KOMOWHAIMH  C
COOTBETCTBYIOIIEH aHTHOAKTEepUaIbHOM Tepamnueil);

e pedurokc-330(darur;

e cuUMITOMaTHYeCKas ractpossodareansHas pedurokcHas 6one3ns (I'OPB);

® JIUCIENCHS, CBSI3aHHAs C ITOBBIIIEHHOW KHCIOTHOCTBIO;

e CHUHJPOM 30JUIMHIepa-DIUINCOHA.

IIpenapar YapTOn NMoKa3aH K IPUMEHEHHUIO V IeTel

Jlemu cmapwie 2 nem c maccou mena ne meree 20 Ke:
e pedarokc-330¢arur;
e cumnromaruueckas [ OPb.

Jlemu cmapuwie 4 nem u noopocmku.



e s3Ba JBCHAIIATUIICPCTHON KHUIIKH, BbI3BaHHas Helicobacter pylori.
4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHU s

PexxuM J103upoBaHus

Jns obecnieueHus] HIDKEIPUBEACHHOTO PeXXMMa JO3MPOBAHUSA, BO3MOXKEH MPUEM IpenapaTa
VYibTON B Ipyroi 3aperucTpupoBaHHON 103UpoBKe (Y IIbTOI, KalrcyJibl KUILIEYHOPACTBOPUMBIE,
10 mr u 20 mr).

A36a 06enaoyamunepCmuoll KUKy

[JanpeHTaM C aKkTUBHOW A3BOM [BEHAILATUIIEPCTHOM KHUIIKM PEKOMEHAYETCS IPUHUMATH
npenapat Yaeron 20 mr 1 pa3 B cytku. [Ipemapar obecnednBaeT OBICTpOE YCTpaHEHHE
CHUMIITOMOB. Y 0OJIbIIMHCTBA NALIMEHTOB 3a)KUBJICHUE S3Bbl HACTYNAET B T€UEHUE 2 Henelb. B
TeX CiIydasX, KOrja B Te4eHHE 2 HeIelb MOJIHOE 3aKUBJICHHE S3Bbl HE HACTYIIAET, 3a)KUBIICHUE
JIOCTUTAETCA MPH MOCIEIYIOIIEM 2-HEIeIbHOM IIpUeMe Ipernapara Y abToIl.

[TanrenTam ¢ A3BOM IBEHAIATUIIEPCTHON KUILIKH, MaJ0 BOCIPUUMYHNBOM K JIEYEHUIO, 0OBIYHO
Ha3HayaroT oMmenpason 40 mr 1 pa3 B cyTkH. 3aKUBJICHUE S3Bbl OOBIYHO HACTYIAET B TEUCHUE
4 yenens.

Jnsa npenoTBpamieHUs PEUUAMBOB IALMEHTAM C SI3BOM JIBEHAALIATUIIEPCTHOM KHILKH
pexomenaytoT omenpaszon 10 mr 1 pa3 B cyrku. B ciiyuae HEOOXOAMMOCTH J03y MOXKHO
yBenuuuth 10 2040 mr 1 pa3 B cyTku.

A36a dicenyoxa

Pexomennyemast noza — mpenapat Yaston 20 mr 1 pa3 B cytku. [Ipemapar obGecrnieumBaer
OBICTPOE YCTpPaHEHHE CHMMTOMOB. Y OOJBIIMHCTBA IMAIIMEHTOB M3JIEYCHHE HACTYNaeT B
TedeHue 4 Henenb. B Tex ciaywasx, Korjaa mocie nepBoro Kypca InpueMa Ipernapara IHOJHOE
3a)KUBJICHUE HE HACTYIaeT, OObIYHO Ha3HAuyalOT MOBTOPHBIA 4-HENEeNbHBIH KypcC JIeUeHHs, B
TE€YEHUE KOTOPOTO JOCTUTAETCA 3aKUBJICHUE.

[TaruenTam ¢ $3BOM Kelly/Ka, Majo BOCHPUMMYHUBOM K JIEYEHHMIO, OOBIYHO Ha3HAYAIOT
omenpaszon 40 mr 1 pa3 B CyTKH; 3aKUBJIEHHUE OOBIYHO IOCTUTAETCS B TEUEHUE 8 HEJEIb.

Jng mpenoTBpallieHusl peUUAMBOB MAlMEHTaM C SI3BOM JKEIyJKa PEKOMEHIYIOT Mpenapar
Vueron 20 Mr 1 pa3 B cyTku. B cimydae HeoOXOAMMOCTH 103y MOKHO YBeTHuHTh 110 40 Mr 1 pa3
B CYTKH.

HIIBII-accoyuuposannule A36bl U 3pO3Ul HCENYOKA U 08EHAOYAMUNEPCIHOU KUUKU

ITpn Hanmuun HIIBII-accoummpoBaHHbBIX 3B KeNyaKa, IBEHAAUATUIIEPCTHON KUIIKHU WIIHA ITPU
racTpoIyOJ€HAIBHBIX 3PO3UAX y MALMEHTOB C MPOJOJDKAIOLICHCS Tepanuell HeCTEPOUIHBIMU
MpOTUBOBOCTIAIUTENbHEIMU  mipenapaTtamu  (HIIBII) wmm mocnme ee  mpekpaiieHus
pekoMeHnayemas no3a npenapata Yiaeron — 20 mr 1 pa3 B cytku. Ilpenapar obecneunBaer

6I>ICTpOG YCTpaHCHHUC CHUMIITOMOB, Y OOIBIIMHCTBA ManuCHTOB HM3JICUCHUC HACTYIIACT B
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TedeHue 4 Henenb. Y TeX MAIMEHTOB, Y KOTOPBIX HE MPOU3OILIO H3JIEYEHHE B TEUEHUE
HAYaJBbHOTO TMEpPHOJa TEpaluH, 3KUBICHUE OOBIYHO JIOCTHTAeTCsl IMPU TOBTOPHOM 4-
HEJIeIbHOM NpHeMe Tpenapara.

Jns npodunakTuku s3B, SpO3MM KellyAKa U JBEHAALATUIIEPCTHON KHUIIKKM U CUMITOMOB
JUcIiericuu, cBsizanHbIX ¢ mpuemoM HIIBII, pekomennyemas no3a npenapara Yaptorm — 20 mMr
1 pa3 B cyTKnu.

Opaoukayus Helicobacter pylori npu sizéennoii 6oaesnu (6 kombunayuu ¢ coomeemcemeyrowei
aHnmubaxmepuaibHoU mepanueti)

Peorcumul spaduxauuu Helicobacter pylori npu s3sennou 6oreznu

TpexKOMIOHEHTHAs cXeMa JICYCHUS

Owmenpazon 20 mr, amokcnuniutiH 1 T u xmapurpomuia 500 mr. Bee mpenapaTsl npuHUMATh
2 pa3a B CyTKU B TeueHue | Henenu

WIH

Owmenpazon 20 mr, merpornazon 400 mr (wm tuaIAa3071 S00 Mr) U KiTapuTpoMutH 250 Mr.
Bce npenapaTsl npuHUMaTh 2 pas3a B CyTKH B TeueHHE | Hememnu

WIH

[Tpenapat Yasron 40 mMr 1 pa3 B cyTkH, a Takke aMOKCUIIMIUIMH 500 MI U METpOHUa30I1
400 mr 3 pa3a B CyTKH B TeUeHHE | HEeH.

JIByXKOMITOHEHTHAs CXeMa JICUCHHS

[Tpenapat Ynbron 40-80 mMr exenHEeBHO M aMOKCHUIWUIMH 1,5 T eXeAHEBHO (103y cleayer
JIeTUTh Ha 4acTH) B TeueHHe 2 Helenb. Bo BpeMs KIMHMYECKHX MCCIIEOBAaHUN MPUMEHSITH
AMOKCHIIWIIIMH B CyTouHOU no3e 1,5-3 r, omenpazon 40 mr 1 pa3 B CyTKH U KIAPUTPOMUIIHH
500 mr 3 pasa B CyTKHU B TeUEHHUE 2 HECIb.

Jnis obecniedeHus MOJHOTO 3)KUBIICHUS JajbHENIIee JIeUeHUEe TPOBOIUTH B COOTBETCTBHH C
pEeKOMEHIalUsIMU B pa3zienax «S3Ba JBeHaaTUIIEPCTHON KUIIKI» U «SI3Ba KemyIKay.

B Tex ciyuasx, xorga mocie TpOXOKIAeHHsS Kypca yedenus tect Ha Helicobacter pylori
0CTaeTCs MOJIOKHUTEIHHBIM, KypC JICUCHHUSI MOXKET OBITH TIOBTOPEH.

Pedghnrokc-330¢pacum

Pexomenyemas no3a omenpazona — 20 mr 1 pa3 B cytku. Omenpason obecrieunBaeT ObICTpoe
yCTpaHEHHWE CHUMITOMOB. Y OOJNBIIMHCTBA MAIMEHTOB HW3JICUEHHE HACTyNaeT B TEUCHHE
4 menenb. B Tex ciyyasx, Korja mocie nepBoro Kypca npuema rpernapara mojJHoe U3JIeUeHHe
HE HACTyNaeT, OOBIYHO HA3HAYAIOT MOBTOPHBIA 4-HENENbHBIA Kypc JICUCHHs, B TEUCHHE
KOTOPOTO JIOCTUTAETCS U3JICUCHHE.

[Tattuentam ¢ TspKenoi hopmoil pedurrokc-330(aruta peKOMEHAYETCS TPUMEHSITh TMperapar

VYasron 40 Mr 1 pa3 B cyTKH, U3JiedeHUE OOBIYHO HACTYTACT B TCUCHHUE § HEMCIb.



[Tattuentam ¢ pedurrokc-330(paruToM B CTAIUH PEMUCCHH Ha3HavYaroT omenpasoi 10 mr 1 pa3 B
CYTKH B BUJE JJIMTEIBHBIX KYPCOB IMOAJCPKHUBAIOIIEH Tepanuu. B ciaydae HeoOXoauMocTu
03y MOKHO yBenu4HTh 10 20—40 Mmr.

Cumnmomamuueckas ' OPb

Pexomenayemas no3a omenpasona — 20 mr 1 pa3 B cytku. OMenpasoi o0ecreunBaeT ObICTpoe
yCTpaHEHUE CUMIITOMOB. TepaneBTHUECKUI 3()(PEKT MOKET OCTUTAThCS MPHU €KETHEBHOM
no3e 10 Mr, mo3TOMy HE UCKIIIOYAeTCs MHAUBUAYAIbHBIN 10100p 103bl. Ecniu nocne 4 Henenb
nedenus (omenpazon 20 Mr 1pa3 B CYTKHM) CHUMIOTOMBI HE HCUE€3aIOT, PEKOMEHIyeTcs
JOTIOTHUTEIbHOE 00CieI0BaHUE MAlUEHTA.

Hucnencus, cesazannas ¢ noblUeHHOU KUCIOMHOCMbIO

Jns obneruenust 6oneid M (WIM) yCTpaHEHUs OMIYIIEHUH JUCKOM(OpTa B AMHUracTpalbHOU
obnactu, ¢ W3KOrod wunu 0Oe3 W3KOTM, Ha3HauaT omernpa3on 20 mr 1 pa3 B CyTKH.
TepaneBtudeckuii 3pPextT MoxeT mocturarbes npu no3e 10 mr 1 pa3 B CyTKH, HMOSTOMY
JIeYeHHE MOKHO HAUMHATD C 3TOM 103b1. Eciti mociie 4 nenens nedenus (omenpazon 20 mr 1 pa3
B CYTKH) CUMIITOMBI HE HCYE3al0T, PEKOMEHIyeTCs AOIOJIHUTENbHOE 00CIeJ0BaHNE AIUEHTA.
Cunopom 3onnuneepa-Innucona

[TaruenTtam ¢ cuHApoMoM 30JUIMHTepa-IJUIMCOHA TpenapaTr Ha3HauyalT B WHAMBHAYAIbHON
no3e. JledeHne npookaroT N0 KIMHUYECKUM MOKa3aHUSM HaCTOJIBKO JI0JIT0, HACKOJIBKO 3TO
HeoOxouMo. PexoMeH Tyemast HauanbHasl J103a pemnapara Yisror — 60 Mr exxeTHeBHO. Y Beex
MAIMEHTOB ¢ TsDKeNod ¢opMoil 3abojeBaHMs, a TakKe B TeX CIydasx, KOrJa Apyrue
TepaneBTUYECKUEe METObI HE MPHUBENIN K JKEIaeMOMY pe3yibTary, MPUMEHEHUE OMempa3oia
0bL10 2 dekTUBHBIM y 60siee uem 90 % naruentos npu npueme 20—120 Mr exxeHeBHO. B Tex
cilydasix, KOrjla CyTouHas Jj03a npernapara npesbimaer 80 Mr, 103y clelyeT AETUTh Ha JBE
YacTU U IPUHUMATH 2 pa3a B CYTKH.

Oco0bIe I'pynnbl DaMCHTOB

Ilayuenmul ¢ napywenuem ynkyuu novex
Koppexknuu no3e1 He TpedyeTtes (cM. pasaen 5.2.).
Tayuenmoi ¢ HapywieHuem hyHKyuu nevyeHu
Y manueHToB ¢ HapymieHueM (yHKIMM medeHu cyTodHas go3a 10-20 mr moxeT ObITh
JIOCTaTOYHOM (cM. pazaen 5.2.).
Tlayuenmul nodxcunoco 6o3pacma
Koppekuuu 10361 HE TpedyeTcs (cM. pazaen 5.2.).
eTH
Pegnroxc-230pacum u cumnmomamuuecxas I'OPF

JHetssm B Bo3pacTe crapiie 2 JIeT ¢ Maccoi Tena Oonee 20 KT Ha3HAYAIOT OMENpPa3oyl B 03¢
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20 mr 1 pa3 B cytku. [Ipm HEOOXOIMMOCTH BO3MOXKHO yBelaudeHHe 103kl 10 40 mr 1 pa3 B
CyTku. PexomeHmyemass MpOJOIKUTENBLHOCTh JICYCHHS B chydae peduirokc-330¢arnra
cocraBnsier 4-8 Henmenb. PekoMmeHayemass TPOJOJDKUTENBHOCTh JICUEHUS B CIydyae
cumirromatuueckon ['DOPB cocrasister 2-4 memenu. Eciu mociie 2—4 Henenp JieYeHUS
KOHTPOJIb CUMITOMOB 3a00jieBaHMsl HE ObUl JOCTUTHYT, PEKOMEHIyeTCs JOIMOJIHUTEIbHOE
o0cie10BaHUE MMALIUEHTA.

A36a 0senadyamunepcmuoil kuwiky, evizéannas Helicobacter pylori

[Ipu BBIOOpE CXeMbl Tepamuu ClEQyeT YUUThIBaThb O(QUIMATIbHBIE HaIMOHAJIbHbIE,
pErvoHalIbHbIE U MECTHBIE PEKOMEH AU, KaCcaIOIINecss Pe3UCTEHTHOCTH MUKPOOPTaHU3MOB
K aHTHOAKTEPHATHLHBIM CPEJICTBAM, IPOAODKUTEILHOCTH Tepanuu (Hanbosiee 4acto — 7 JHEH,
HO B psAne ciay4daeB — 10 14 nHel) W NpaBHIBHOTO MPHUMEHEHHS aHTHOAKTEpUaTbHBIX
MpernapaToB.

Tepamnuto He0OX0IMMO MPOBOJUTH MO HAOTIOACHUEM CIEIMAIINCTA.

s neteit B Bo3pacte crapiie 4 JeT peKOMEHAYEeTCs CIEAYIOasi CXeMa JIeUEHUS:

Macca Tesa CxeMa jJedyeHust

15-30 xr Owmernpazon 10 Mr, aMOKCHITWILIAH 25 MI/KT U KJIAPUTPOMHUIIMH 7,5 MI/KT.

Bce npenapatsl npuHUMaTh 2 pa3a B CYTKH B T€UEHHE HEJEIIH.

3140 xr [Ipenapat Yapron 20 Mr, aMoKcHIMIUIUH 750 MT ¥ KIIapUTPOMUIIMH
7,5 mr/xr.

Bce npenapaTtsl IPUHUMATD 2 pas3a B CYyTKHU B TCUCHUC HCICIIN.

> 40 kr [Tpenapat Yapron 20 mr, amokcumiumuH 1 T 1 kmaputpomunuH 500 mr.

Bce npenapaTsl npuHUMaTh 2 pa3a B CYTKH B T€UEHHE HEJEIIH.

Cnooco0 nmpuMeHeHus

Buytps. Kamncynbl pekoMenayeTcss mpuHUMaTh YTpPOM, MpOrjaTbiBas LEIMKOM W 3alnBas
ITOJIOBUHOM CTakaHa BOJbl. Karcyibsl Henb3s pa3KeBbIBATH WIIM U3MENIbYATh.

Hnsa nayuenmoe ¢ mpyoHocmaAMu 210manus u 05 0emeti, KOmopbule Mo2ym Rumb U 210Mamby
NOYmeepoylo nuwy

ITanMeHTBI MOTYT OTKPBITh KaIICyJly U IIPOIVIOTUTB COAEPKUMOE, 3alIUBas IIOJIOBUHON CTakaHa
BOJBI WJIM CMEIIaB COJEPKMMOE CO CJIeTKa KHUCIOW KHUAKOCThIO, HAPUMEp, C (PPYKTOBBIM
COKOM WJIM sIOJIOYHBIM IIOPE, WM C HErasupoBaHHOU Bojao#. [lamuentam cieayer mpuHATH
cycneH3uto HeMmemneHHO (wnum B TeueHue 30 muHyT). Cnemyer Bcerga pa3MelIMBaTh
MOJIYYCHHYIO CYCIIEH3UIO HETIOCPEACTBEHHO Nepe] ee yIoTpeOIeHHEeM U 3alIMBaTh MOJIOBUHON
CTakaHa BOJbl. B KauecTBe aJIbTepHATHUBBI ALMEHTHI MOTYT PAcCOCATh KAICyJly U POIJIOTUTh
NEJUIETBI, HaXOZSAIIMECs BHYTPH KalCyJbl, 3allMBas INOJOBMHOM cTakaHa BoAbl. [lemnersr

HCJIb3s PA3’KCBbIBATD.



4.3. [IpoTuBONOKA3aAHUS

e [ umepuyBCTBUTENBHOCTE K OMEINpPAa30iy, 3aMEIIEHHBIM OCH3MMHUAA30JIaM WIH K
1r000My U3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3jene 6.1.

e  OaHOBpEMEHHBIN MPUEM C IPIOTHHUOOM, T03aKOHA30JIOM.

e Jlerckuit BO3pacT 10 2 JieT.

e Jlerckuil BO3pacT cTaplie 2 JIeT IO IPYT'MM IOKa3aHUsM, KpoMe JiedeHus pedirokc-
330(arura u cumnromaruyeckoi [ OPb.

e Jlerckuii Bo3pacT ctapiie 4 JIeT 10 IpYTUM IOKa3aHUsM, KpoMe JieueHus: pedirokc-
330¢aruta, cumnromarnyeckod I'OPB U s3BBl JBeHaaUATUIIEPCTHOW KHILKH,
BeI3BaHHOM Helicobacter pylori.

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C OCTOpPOXHOCTBIO CleIyeT MPUHUMAaTh HNAallMeHTaM C OCTeoNnopo3oM. IIpu HamuuuM Takux
CHUMIITOMOB, KaK 3HAa4yMTelbHas CIIOHTaHHAs MOTEpsl Macchl Tela, yacTas pBOTa, aucdarus,
pBOTa C MPUMECHIO KPOBHU MJTH MEJICHA, a TAK)KE TIPU HATWYHUH S3BbI )KETy/IKa (WX IT0103PCHUN
Ha $3BY JKEIyAKa) CIeIyeT HCKIIOYHTh HAIWYHE 3JI0KAYeCTBEHHOTO HOBOOOPA30BaHMA,
MOCKOJIbKY JICUEHHE OMENpa30JIoM MOXET NMPHUBECTH K MACKUPOBKE CUMITOMOB M, TaKUM
0o0pa3oM, 3a/iep>KaTh MOCTAHOBKY JHArHO3a.

He pexomeHnmyercss oJHOBpeMEHHOE MPUMEHEHHE OMEIpa3ojia ¢ TAKUMH TIperapaTaMu, Kak
aTa3zaHaBUP U HEIPUHABHP.

[To pe3ynbratam wHccieOBaHUN OTMEUYEHO (apMaKOKHHETHYecKoe/(hapMaKoINnHAMHUECKOe
B3aMMO/IEHCTBHE MEXTy KIOMHUIOTpeoM (Harpy3ouHas A03a 300 Mr 1 mojiepKuBatoas 103a
75 mr/cyT) u omenpazonoM (80 Mr/cyT BHYTpPb), KOTOPOE MPUBOJIUT K CHIKEHUIO IKCIIO3UIINH
K aKTUBHOMY METa0OJUTY KJIIOMUJIOTpesia B cpeHeM Ha 46 % U CHMKEHHMIO MaKCUMAaJIbHOTO
uHrnouposanuss AJIP-MHIYUMpPOBAaHHON arperanuu TpoMOOIMTOB B cpeaHeM Ha 16 %.
[TosToMy cienyer nzberarb OTHOBPEMEHHOTO IPUMEHEHHS OMENpa3oiia M KIOMuorpesna (CM.
paznmen 4.5.).

OtnenbHBIE HAOMIONATENIFHBIC UCCIIEOBAHUS YKA3bIBAIOT HA TO, YTO TE€PAIHs HHTHOUTOpaMH
POTOHHOTO HAacOCca MOXKET HE3HAYMTEIHHO IOBBIIATH PUCK CBS3aHHBIX C OCTEOMOPO30M
NEPeIOMOB, OJTHAKO B APYTHX MOJOOHBIX UCCIETOBAaHUX MOBBIILICHUE PUCKA HE OTMEUEHO.

B paHIoMu3HpOBaHHBIX JABOMHBIX CIEMBIX KOHTPOJIUPYEMBIX KIMHUYECKHX HMCCIIEJOBAHUSIX
OMEIpa30oia M 3I30MEINpas3oja, BKIKOYAs J1Ba OTKPBITBIX HCCIEIOBaHMS C UINTEIBHOCTBIO
Tepanuu Oosee 12 mer, He OblIa OATBEPIKIEHA CBS3h MEPEIOMOB Ha (hOHE OCTEONopo3a C
NpUMEHEHHEM UHTHOUTOPOB MPOTOHHOTO HAacoca.

XO0Ts MPUYUHHO-CIICICTBEHHAS CBSA3b IPUMEHEHHS OMENpa3oiia/330Menpasosa ¢ nepeioMmaMu

Ha ()OHE OCTEONOpO3a HE yCTAHOBJIICHA, MAIMEHTHI C PUCKOM PAa3BHTHUS OCTEONOpPO3a WIIH
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MepeioMOB Ha ero (oOHE JOJDKHBI HAaXOAHMTHCS TIOJA COOTBETCTBYIOIIUM KIMHUYECKAM
HaOJII0JICHUEM.

Octppiii TyOYJOMHTEPCTULMANBHBIA HEPpUT HAOMIONAICAd y MALUMEHTOB, MPUHUMAOLINX
omernpaszon. OH MOKET BO3HUKHYTh Ha JJFOOOM dTare Tepanuu oMenpa3oiioM (cM. pasnen 4.8.)
U TPOrpeccupoBaTh 0 IOYEYHOH HEINOCTAaTOYHOCTH. I[IpM TOMO3pEeHHMHM Ha OCTPBIN
TyOyJOUHTEPCTHUIMANBHBI ~ HE(PUT  CIEAyeT MPEeKpaTHUTh MpUEM OMenpasojia H
HE3aMeIUTEIHHO Ha4aTh COOTBETCTBYIOIIIEE JICUCHHE.

[ToBbiienue koHieHTpaiuu xpomorpanuda A (CgA) B mia3mMe KpOBH MOXET BIHSTH Ha
pe3yabTaThl HUCCIEJAOBAHHUM, TPOBOJUMBIX C LEIbK JUATHOCTHKH HEHPOIHIOKPUHHBIX
omyxonei (cMm. pazgen 5.1.). Bo m3bexaHue NaHHOTO BIMSHHS TEPANUI0 WHTHOUTOpaMU
MPOTOHHOTO Hacoca CIeAyeT TNPEeKpaTUTh HE MEHee YeM 3a S5 AHEeH 10 ompeiciieHUs
koHueHTpanuun CgA B rurasme kpoBu. Eciu 3a 310 Bpemst konueHtparu CgA u ractpuHa B
IUIa3Me KPOBU HE BEPHYJIMCh K HOPMAJIbHOMY 3HAUCHHIO, CIICIYET MPOBECTH KOHTPOJIHHOE
uccieoBanme yepe3 14 mHel mocie npekpaiieHus mprueMa oMenpasoia.

Kancyay ruapocop6eHTa, BIAsSHHYIO B KPBIIIKY (pJIaKOHA, HE CJIeAyeT MPOorjaaTbiBaTh!

BcnomorarensHbIe BEIECTBA

Hampuu

JlaHHbI JIeKapCTBEHHBIN Mpenapar coAepKUT MeHee 1 Mmonb Hatpus (23 mr) Ha | kancyimy,
TO €CTb, IO CYTH, HE COACPKUT HATPHSL.

Caxaposza

[TanvenTamM ¢ peako BCTpedarolleiicss HacleACTBEHHOW HENepeHOCUMOCThIO (PPYKTO3bI,
[JIF0K030-TaJIaKTO3HOM MalibabcopO1uen nim 1eUuInuToM caxapasbl-u30MaibTa3bl HE CIETYET
NPUHUMATD ATOT Mperapar.

4.5. B3aumojgeiicTBHe ¢ JPYTHMH JICKADCTBEHHBIMH MpenapaTtaMH M [pyrue BHIbI
B3aMMO/EHCTBHA

Bansane OMCEIIpa3oJja Ha d)aDMaKOKI/IHeTI/IKV APYIUuX JEKAPCTBCHHBIX MIPETIapaToB

CHMKEHHUE CeKPEeLMH COJITHOM KHCJIOTHI B JKETyJIKE MPU JICYEHUH OMEIPa30jioM U JIPYTUMU
MHTUOMTOpAaMH MPOTOHHOIO HAacoca MOXET MPHUBECTH K CHIDKEHUIO WM IOBBIIICHUIO
abcopOuMu APYrux NpenapaToB, BCAChIBAHHE KOTOPBIX 3aBUCUT OT KUCIOTHOCTHU CPEJIBI.

[TonobHO npyruMm mpemnapaTaM, CHIKAIOIIUM KHCJIOTHOCTh JKETYJOYHOTO COKa, JeueHue
OMETIPa30JIOM MOKET MPHUBECTH K CHUKEHHMIO BCAChIBAHMS KETOKOHA30Ja, UTpaKoHa30ia,
MI03aKOHA30JIa U SPJIOTUHUOA, a TAaKXKE MOBBIIMICHUIO BCACBIBAHUS TAaKUX MPENapaToB, Kak
qurokcuH. OTHOBPEMEHHBIN IpueM omernpasona B no3e 20 mr 1 pa3 B CyTKM M JUIOKCHHA
HOBBIIAET OMOJOCTYIHOCTh AUrokcuHa Ha 10 % (6MOAOCTYNHOCTh TUIOKCHHA MOBBIIIATIACH

Ha BennuuHy 10 30 % y 20 % mnanuenToB). ONHOBpPEMEHHBIN MpueM mpenapara YJIbTON ¢
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SPJIOTUHHOOM WIIHM TT03aKOHA30JI0M MPOTHBOMOKa3aH (cM. pasaen 4.3.). beuio mokasano, 4ro
OMEIpPa30J  B3aUMOJCHCTBYET C HEKOTOPHIMH aHTUPETPOBHUPYCHBIMH  IperapaTaMH.
Mexanu3mbpl M KIMHUYECKOE 3HAYEHHWE OSTUX B3aUMOACHCTBUM HE BCErJa W3BECTHBHI.
VYBenuuenue 3HaueHus PH Ha (oHe Tepanmuu OMenpa3oyioM MOXKET BIMITh HAa BCACHIBAHUE
AHTUPETPOBUPYCHBIX MpenaparoB. Takke BO3MOXXHO B3aUMOJICHCTBHE Ha ypOBHE
uzopepmenra CYP2C19. [lpu ogHOBpEMEHHOM NPHUMEHEHHUH OMEIpa3ojia M HEKOTOPBIX
AQHTUPETPOBHPYCHBIX MpenaparoB (TakuX Kak ara3aHaBUp M HeIN(UHABHUDP), OTMEUACTCS
CHI)KCHHE WX KOHIEHTPAllMd B CHIBOPOTKE KPOBU. B CBSI3M € 3TUM OJHOBPEMEHHOE
MPUMEHEHHE OMEINpa3oyia ¢ aHTUPETPOBUPYCHBIMH MpernaparaMu, TAKUMU Kak aTa3aHaBUp U
Hen(duHABUP, HE PEKOMEH Ty €eTCSl.

[Tpu onHOBpEMEHHOM MPUMEHEHUH OMENpPa30Jia U CAaKBUHABUPA OBLIIO OTMEYEHO IOBBILICHHUE
KOHIIEHTPAllUU CAaKBUHABHPA B CBIBOPOTKE KPOBH, MPU MPUMEHEHUH C HEKOTOPBIMU JIPYTUMHU
AHTUPETPOBUPYCHBIMH MpenapaTaMu UX KOHIEHTPAIUs HE MEHSIACh.

Owmenpazon uaruoupyer mzodpepment CYP2C19 — ocHoBHOM H30(epMEHT, YIaCTBYIONINI B
ero merabomm3me. OZHOBpEeMEHHOE NPUMEHEHHE OMEMpas3oia ¢ APYTUMH TpernapaTaMu, B
MeTabonu3Me KOTOpbIX npuHuMaet ydactue uzopepment CYP2C19, takumu Kak auaszenam,
Bapdapun (R-BapdapuH) wim apyrue aHTaroHucTsl BuTamuHa K, (CHUTOMH M 1IMIOCTA301I,
MOXKET TIPUBECTH K 3aMEUICHHI0 MeTaboim3Ma »JTHUX TNpenapaToB. PexomeHmyercs
HaOJroZleHWe 3a TalueHTaMH, TPUHUMAIONIMMHA (EHUTOMH H  OMENpPa3ol, MOXKET
noTpeOOBATHCS CHUKEHHUE J103bl eHUTOMHA. OJTHAKO COITYyTCTBYIOIEE JICUEHUE OMENPa30IoM
B CYTOYHOI J103¢ 20 MT HE BIMSET Ha KOHIIEHTPaLKIO0 (PEHUTOWHA B IJIa3Me KPOBH y TAIIHEHTOB,
JUITENIFHO TIPUHUMAKOMMX Tmpenapar. [lpy mnpumeHeHun omemnpaszona y MaIHeHTOB,
MOJTyJaromuX Bap(apuH WIM JPyrHe aHTaroHUCTHl BHUTaMuHA K, HE0OXOIMM MOHHUTOPUHT
MEXIyHApOJAHOTO HopManu3oBaHHOro oTHoienus (MHO); B psge ciaydaeB MOXKeT
MOHAIOOUTHCS CHIDKEHUE 03Bl BapdapuHa UIu Jpyroro anraronucra suramuna K. B to xe
BpEMs COIYTCTBYIOIIEE JICUEHUE OMENpPa3ojoM B CYTOYHON n03e 20 Mr HE TPUBOIUT K
W3MEHEHHI0O BPEMEHW KOAryJSIIIMM Yy TMAIMEeHTOB, JIUTEIHFHO NPUHUMAIOMUX BapdapuH.
[Ipumenenue omemnpazona B 1go3¢ 40 mr 1pa3 B CyTKM NPUBOAMIO K YBEIUYCHHIO
MaKCUMaJdbHOW KOHIIEHTpamuu B 1azMe KpoBU (Cmax) M TIIOMAAM MO  KPUBOH
«xouteHrpanus-speMsd» (AUC) nunocrazona Ha 18 % u 26 % COOTBETCTBEHHO; TSI OJJHOTO U3
AKTHUBHBIX META0O0JIUTOB ITUIIOCTA30J1a YBETUIeHHE cocTaBIiIo 29 % 1 69 % COOTBETCTBEHHO.
[To pe3ymbraraM HUCCIEIOBAHHIA OTMEUEHO (PapMaKOKHHETUYECKOe/(PpapMaKoIMHAMHYECKOE
B3aMMOJIEMCTBHIE MEK Y KIOMUIOTpeaoM (Harpy3ouHas 1o3a 300 Mr 1 noaaep kuBaroIas 103a
75 mr/cyT) u omenpa3zonoM (80 Mr/cyT BHYTpPh), KOTOPOE MPUBOIUT K CHIPKEHUIO IKCITO3HUITHH

aKTHBHOTO METa0OoJIUTa KJOMHaorpena B cpeaHeM Ha 46 % W CHIDKEHHIO MaKCHMaJIbHOTO
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uHruoupoBanus AJlO-uHAyIMpPOBAaHHON arperanud TPOMOOUMTOB B cpeaHemM Ha 16 %.
Knnnnyeckas 3HaYMMOCTh 3TOr0 B3aUMOJEHCTBHUS HE sAcCHA. lIoBbIIEHHWE pHUCKA CEpIIEUHO-
COCYJIUCTBIX OCJIO)KHEHUH MPU OJTHOBPEMEHHOM MPUMEHEHUH KIJIOMUI0TpeNa U UHTMOUTOPOB
IPOTOHHOTO Hacoca, B TOM YHCJIE OMeIpa3ojia, HE ObLUIO IMOKa3aHO B IPOCHEKTUBHOM
PaHIOMU3UPOBAHHOM HE3aBEPUICHHOM HCCIEJOBaHUU C ydacTheMm Oojee 3 760 mamueHTOB,
MOJTy4aBIIUX Ianebo wim omenpaszon B Jo3e 20 Mr/cyT OJHOBPEMEHHO C Tepanuei
KIOMUIOTpeNIoM U auerwicanuumioBoil  kucinoroin (ACK), u He mNOATBEPKAECHO
JOTIOTHUTEIbHBIM HEPaHIOMU3UPOBAHHBIM aHAIM30M KIMHUYECKUX HMCXOJI0B MacCIITaOHBIX
MPOCHEKTUBHBIX PaH/IOMU3UPOBAHHBIX UCCIeN0BaHM ¢ yuactueM 6onee 47 000 manneHTos.
Pesynbratsl psaja HabII0AATENBHBIX UCCIEAOBAHUI MPOTUBOPEUMBHI  HE JAIOT OJJTHO3HAYHOTO
OTBETa O HAJMYUU WU OTCYTCTBUU IMOBBIIICHHOTO PUCKAa TPOMOOIMOOIMUYECKUX CEPICUHO-
COCYAMCTBIX OCJOKHEHUN Ha (QOHE OJHOBPEMEHHOIO0 NPHUMEHEHHUs KIONUAorpena u
MHTHOUTOPOB MPOTOHHOTO HACOCA.

[Ipy nmpuMeHeHHMH KJIOMUAOTpeNia OAHOBPEMEHHO C (HUKCHpOBaHHOW KomOuHarmei 20 mr
s3omenpasona u 81 mr ACK 3kcno3uiius K akTHBHOMY METAa00JIUTY KIIOMUA0TIPENa CHU3UIIACh
noutu Ha 40 % MO CpaBHEHUIO ¢ MOHOTEpANUel KIOMHUIOTPENIOM, PU 3TOM MaKCUMAaJbHbIE
ypoBHU  uHrUOMpoBaHUS  AJ|DO-UHAYyNIMpPOBAaHHOW  arperauu  TPOMOOLMTOB  ObLIN
OJIMHAKOBBIMH, YTO, BEPOATHO, CBA3AHO ¢ OAHOBpeMeHHbIM npueMoM ACK B HU3KOH 103€.
OmMernpaszon He BJIMSIET Ha MeTa0oJIU3M IMpenapaToB, METaAO0OTU3HPYEMBIX H30(EPMEHTOM
CYP3A4, takux Kak NMKJIOCHIOPHUH, JHUIOKAWH, XWHUIUH, ICTPAIANOJ, DPUTPOMUIUH U
OyJIecoHus.

He BbIsIBIEHO B3auMOJEHCTBHSI OMeEIpa3oja CO CIEAYIOUIMMHU TpernaparaMu: aHTallUIHbIE
cpenctBa, kKodewH, TeodwuivH, S-BapdapuH, NHUPOKCHKAM, ITUKIOPEHAK, HAIPOKCEH,
METOIPOJIOJI, TPOMPAHOIION U 3TAHOJ.

[Tpu ogHOBpEMEHHOM NMPUMEHEHHH OMENPa30Jia U TAKPOIUMYyca ObLIIO OTMEUYEHO MOBBIIICHUE
KOHIICHTPAIlUX TaKpOJIMMYCa B CBIBOPOTKE KPOBH.

Y HEKOTOpBIX TMAIMEHTOB OTMEUYaJId HE3HAUYNUTEIHbHOE TIOBBIIMICHHE KOHIEHTPAIUH
MeTOTpeKcaTa Ha ()OHEe OJJHOBPEMEHHOTO MPUMEHEHHUsI ¢ HHTUOMUTOPaMU MPOTOHHOTO HAacoca.
[Ipy Ha3HaueHUM BBICOKUX JI03 METOTpPEKcaTa CIEIYyEeT PacCMOTPETh BO3MOXHOCTh
BPEMEHHOTO TIPEKpaIeHus IprueMa OMenpasoa.

Bansane JICKAPCTBCHHBIX ITPCIIapaToB Ha (ba[)MaKOKI/IHeTI/IKV oM€E1Ipa3oia

B wmerabonmsme omempaszona ywyactByroT uzodpepmentsl CYP2C19 wu CYP3AA4.
OnHOBpeMEHHOE TNpHUMEHEHHEe omernpazoia U MHruouropo uzodpepmentoB CYP2C19 u
CYP3A4, Takux Kak KJIAPUTPOMHUIIMH M BOPHUKOHA30JI, MOXET MPUBOJIUTH K TOBBIIICHUIO

KOHICHTPAIMKX OMEIIPAa30jia B IJIa3ME KPOBHU 3a CUCT 3aMCIJICHUA MeTaboIm3Ma oMceIIpa3oia.
9



OpnHOBpeMEHHOE IPUMEHEHHE BOPHKOHA30Jla W OMeENpa3ojia MpUBOAUT K Oosee 4veM
nBykpatHoMy yBennueHnio AUC omerpasona. B cBsi3u ¢ xopouieil nepeHOCHMOCTBIO BRICOKHUX
7103 OMeIpa3oja NpU HENPOJODKUTEIIFHOM OJHOBPEMEHHOM TPUMEHEHUH YKa3aHHBIX
npenapaToB He TpeOyeTcss KOPPEKIMHU 103kl OMENpas3oJa.

OnHOBpEMEHHBIH TPUEM OMeNpa3ojia ¢ aMOKCULIMIUIMHOM WJIM METPOHHMIA30JI0M HE BJIMSET Ha
KOHIICHTPALMIO OMENPa30Jia B IIa3Me KPOBH.

JlexapcTBeHHbIe ipenapaThl, uHAyupytomue nzopepmentsl CYP2C19 u CYP3A4, takue kak
pudaMIuIuH 1 npenapaTsl 3Bepo00st MPOIBIPSABIEHHOIO, IPU OAHOBPEMEHHOM ITPUMEHEHUN
C OMEIIPA30J0M MOTYT MPUBOJIUTH K CHUKEHUIO KOHLEHTPALlMK OMeIpa3oJjia B Ija3Me KpoBU
3a CYeT YCKOpEHHs MeTaboM3Ma OMenpasoa.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTH U JIAKTALUSA

bepemeHHOCTD

PesynbTaThl MccieqoBaHUN TMOKa3add OTCYTCTBHE MOOOYHOTO JeHCTBHS OMeEIpas3ojia Ha
3I0pOBBE OEPEMEHHBIX KEHIIIH, Ha TUIOJ MM Ha HOBOpOXKIeHHOTO. [Ipenapat YiapTon MoxeT
IPUMEHATHCS BO BpeMsi OEpEeMEHHOCTH.

Jlakranuys

Omenpa3oi1 NPOHHUKAET B IPYJTHOE MOJIOKO, OJJTHAKO MTPU MPUMEHEHHUH €r0 B TepaleBTUYECKHX
J103ax BO3JIeHiCTBHE Ha peOeHKa MaJlOBEPOSTHO.

4.7. Bausinue Ha COCOOHOCTH YNPABJAATH TPAHCHOPTHBIMH CPeACTBAMHU M padoTaTh ¢
MeXaHUu3MaMH

OTCyTCTBYIOT JIJaHHBIE O BIMSHHUU OMEIpa3oia Ha CIIOCOOHOCTH YNpaBlIATh TPAHCHIOPTHBIMU
cpeacTBaMu U paboTath ¢ Mexann3MaMu. OHAKO, B CBSI3U C TEM, YTO BO BPEMs TEPAITUU MOTYT
HaOJIOaThCSl TOJOBOKPY)KEHUE, HEYETKOCTh 3PEHHS M COHJIHMBOCTB, CIEIyeT COOTI0AaTh
OCTOPOKHOCTH MPH YIPABICHUU TPAHCIIOPTHBIMHU CPEJICTBAMU U PabOTE C MEXaHU3MaMH.

4.8. HexxesnaTesibHbIE peaKIUU

Pe3roMe HexenaTeabHbBIX PEAKIIUM

Hwxe TpuBeICHB HEXelaTelbHBIE PpEaklid, HE 3aBHCANIUME OT PEKHUMA JO3HPOBAHHS
OMeTpa3oia, KOTOpble ObUIM OTMEYEHBI B XO0JI¢ KIMHHUYECKHX HCCIEAOBAHUN, a TaKXKe MPHU
MOCTPETUCTPAIIIOHHOM MPUMEHEHHH.

YacToTa BCTpeYaeMOCTH ONpeieiicHa CIeAyoIuM oOpa3zom: oudeHb wacto (> 1/10), gacrto
(> 1/100, 1o < 1/10), Hewacto (> 1/1 000, Ho < 1/100), peaxo (> 1/10 000, vo < 1/1 000), oyeHb
penko (< 1/10000), wacrora HeusBecTHa (Ha OCHOBAHWU HMEIOIIMXCS JAHHBIX OICHUTH
HEBO3MOXHO). HexenarenbHble peakiuu CrPYIITUPOBAHBI B COOTBETCTBHM C TOPSIAKOM Ha
OCHOBaHHUU CUCTEMHO-OpraHHbIX KiaccoB (COK).

Hapywenus co cmoponvl kposu u aumgamuueckou cucmemvl.
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penKo — NeHKOneH s, TPOMOOLIUTONEHHS, arpaHyJIOIUTO3, TAHIIUTONIEHUSI.

Hapywenus co cmopoHvl UMMYHHOU cucmembl:

pPEIKO — peaKluu THIEPIYBCTBUTEIHHOCTH (HAMPUMEDP, JIMXOPAJKA, AHTHOHEBPOTHUYECKUN
OTeK, aHa(UIIAaKTHIECKas peaKIus/aHaQUIaKTHISCKUN 110K ).

Hapywenus memabonuzma u numanus:

PENKO — TUTIOHATPUEMUS;

9acTOTa HEWU3BECTHA — TUIOMArHUEMHsS, THUMOKAIBIIMEMHUS  BCICIACTBUE  TSKEION
TUIIOMarHUeMHH; TUTIOMAarHUEMHSI MOXKET aCCOLIMMPOBATHCS C TUIIOKAIMEMUEH.

Tcuxuyeckue napywenus:

HEYacTo — OECCOHHMIIA;

penKo — Bo30yKIIeHHE, 3aMeIaTeNIbCTBO, IENPECCHS, arpecCus, TAJLTIOIUHALINN.

Hapywenus co cmoponvl HepeHoll cucmemvi:

4acTo — TOJIOBHAs 0OJIb;

HEYacTO — TOJIOBOKPYKEHHUE, ApeCcTe3usi, COHJIMBOCTH;

pEnKO — HapyIIeHHE BKyca.

Hapywenus co cmoponvl opeana 3penus:

PENKO — HEYETKOCTh 3PUTEIHHOTO BOCTIPUSATHS.

Hapywenus co cmoponsl OvixamenbHOU cucmemyl, 0Op2aHos epyOHOLL KIemKU U CPeO0O0CmeHUsL:
penKo — OpOHXOCTIa3M.

Kenyoouno-kuuieunvie HapyueHus:

94acTo — TOLTHOTA/PBOTA, OOJb B )KUBOTE, TUAPES, 3aII0P, METEOPU3M;

PEAKO — CYXOCThb CIU3UCTOM OOOJIOUKHM MOJOCTU pTa, CTOMATUT, KaHAMI03 >KEITyJO4YHO-
KHIIIEYHOTO TPAKTa, MUKPOCKOITMYECKUH KOJIUT.

Hapywenus co cmoponuvl neuenu u scenueblo0Auux nymel.

HEYaCTO — MOBBIIICHHE aKTUBHOCTH «IEYCHOYHBIX» ()EPMEHTOB B TIa3Me KPOBU;

peaKo — rematut (C KEeNTyxou uinu 0e3), medeHouHass HeJ0CTaTOYHOCTh, dHIedamonaTus y
MMAIMEHTOB C 3a00JI€BaHUSAMU [IEUYCHU.

Hapywenusa co cmoponbvl Kodtcu u NOOKOHCHBIX MKAHEUL:

HEYaCTO — JIEPMATHUT, KOXKHBIN 3y, KOXKHAsI ChIb, KPAIIMBHHUIIA;

penko — peaknus (QOTOCEHCHOWIM3AalWHU, aJoOMNelus, OCTPBIH TI'eHepaln30BaHHBIN
9K3aHTEMATO3HBIM TYCTyJIe3, JICKAPCTBCHHAs CBITb C DJ03WMHOQDWIMEH ¥ CHCTEMHBIMHU
cumntomamu (DRESS-cunnmpom), MHOrodopMHasi SKCCydaTHBHAs dpUTEMa, CHHAPOM
CruBeHca-/[’>KOHCOHA, TOKCUUYECKUI 3MHIEPMaJIbHBIM HEKPOJIN3.

Hapywenus co cmoponvl mvluieyHotl, ckeliemHou 1 COeOUHUMeNbHOU MKAHU:

PEIKO — MUAJITHS, apTPANITHUs, MbILIIEUHAs CI1a00CTh.
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Hapywenus co cmoponsl nouexk u Mouesvbi800auux nymeii.

PEIKO — OCTpPBI TyOYJIOMHTEPCTULMAIBHBIA HEYPUT (C BOZMOKHBIM IPOTPECCUPOBAHUEM 10
MOYEYHON HEJOCTATOYHOCTH);

4acTOTa HEU3BECTHA — DPEKTUIIbHAS TUCHYHKIHUS.

Hapywenus co cmoponsl penpoO0yKmusHoU cucmemvl U MOJIOYHbIX HCelle3:

PEIKO — THHEKOMACTHSL.

Obwue HapyweHus u peakyuu 8 Mmecme 66€0eHUsL:

HEYacTO — HEeIOMOTaHHUE;

PENKO — MOBBIIIEHHOE MTOTOOTACTICHHE, TepU(epuIecKre OTEKH.

Coobmanoch 0 ciay4asx 0Opa30BaHMS KEJNE3UCTHIX IOJHMIIOB B JKEIyJIKE Yy MaIHEeHTOB,
NPUHUMAIOIINX JICKAPCTBEHHBIC IPETaparhl, MOHIKAIOIINE CEKPEIHI0 JKEeJIe3 JKeNylKa, B
TE€YCHHE JIMTEIBHOTO NPOMEXKyTKa BpemeHH. llomumbel qoOpOKauecTBEHHBIC, MPOXOMAST
CaMOCTOSITENLHO Ha (DOHE MPOJIOIDKEHUS TepaInu.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxHo cooOmare O MOM03peBacMbBIX HEXKENATENbHBIX pPEaKUUsAX [O0CIe PETUCTPAIud
JIEKapCTBEHHOIO Mpenapara ¢ I[elblo 00ecleyeHus HEeMpepbIBHOTO MOHHTOPHHTA
COOTHOIIEHUS «IO0JIb3a — PUCK» JIEKAapCTBEHHOrO Tpernapara. MeaulIuHCKUM pabOTHHKaM
peKOMeHAyeTcsT  cooOmarb O JFOOBIX  IM0J03PEBAEMBIX  HEXKENATENbHBIX  PEaKIMAX
JIEKapCTBEHHOTO TIperapara 4epe3 HallMOHAIBHBIE CHCTEMBI COOOIICHHS O HEKETaTeIbHBIX
peaKIMAX rocy1apcTB — wieHOB EBpa3uiickoro 5KOHOMHUYECKOT0 COr3a.

Poccuiickaa ®edepayus

109012, r. Mocksa, CraBsiHCKasl Tuiomiaib, 1. 4, ctp. 1

®denepanbHas cnyx0a Mo Haa30py B chepe 3paBoOOXpaHEHUs

Tein.: +7 800 550 99 03

Anpec 311. moutsl: pharm@roszdravnadzor.gov.ru

Be0-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

PazoBpie mepopanbHble 70361 oMemnpaszona g0 400 Mr He BBI3BIBATH KaKUX-THOO TSKEIBIX
cumntomoB. Ilpm mnpueme B3pocaeiMu 560 Mr omenpazojia OTMEYanach yMEpeHHas
NHTOKCHUKAIINA. HpI/I YBCIMYCHUHN O03bI CKOPOCTH JJIMMHUHAIMU IIPCliapaTa HC H3MCHAIACH
(KMHETHKA MepBOTo MOpsAKa), crelupuyeckoe JeueHue Mpu 3TOM He TpebOoBaIoCh.
CuMITOMBI

FOHOBOpr)I(eHI/IC, CIIYTAHHOCTb CO3HAHUWA, alaTus, TOJIOBHAA 6OHI>, Auiartanusga COoCyloB,
TaxHKapus, TOUTHOTA, pBOTA, METEOPU3M, AUAPEsl.

JleueHue
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CuMIIToMaTHIeCcKoe JICYCHUE, IIpHU HGO6XO,Z[I/IMOCTI/I IIPOMEBIBAHUEC KEIIYyAKa, Ha3HAUYCHUC

AKTUBHUPOBAHHOTI'O YTJIA.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoauHaAMHYeCKHE CBOMCTBA
dapmakoTepaneBTUUYECKas TPYIIa: CPEICTBA VIS JICUCHHUS KUCIOTO3aBUCUMBIX 3a00JICBaHMIA;
MIPOTUBOSI3BEHHBIE CPEJCTBA M CPENCTBA IS JICYCHHS TacTpod3odareanbHo pedIoKCHON
6one3nn (I'OPB); HrHOUTOPBI IPOTOHHOTO HAcOCa
Kox ATX: A02BC01

MexaHu3M ASHCTBHUS

Omenpason sBisiercs ciaadbbiM ocHoBaHUEM. KoHILIEHTpUpyeTcs B KUCIION cpesie CEKPETOPHBIX
KAaHaJbLEB [ApUETAIIbHBIX KJIETOK CIM3UCTOH OOOJIOUKM IKENlylKa, aKTUBUpPYETCS U
VHIHOUPYET NPOTOHHBIM Hacoc — (epment H/K'-AT®asy. Bimsuue omenpasona Ha
MOCIEAHIO CTaJMI0 Tpoliecca OOpa3oBaHMs COJISHOW KHCIOTHI B JKETyJKE SBISETCS
JI0303aBUCUMBIM M 00ECTeYrBaeT BBICOKOA(P(GEKTUBHOE HMHTHOMpOBaHHE Oa3albHONH H
CTHMYJIMPOBAHHOW CEKPEIMH COJISTHOW KUCIIOTHI HE3aBUCUMO OT CTHMYJIMPYIOMIETO (akTopa.

dapmakogngamuyeckue 3P HeKTol

Brusnue na cexpeyuto sicenyoounoco coxa

OmMmenpazon mpH €XKEAHEBHOM IMpHEME BHYTPh oOecrmeunBaeT ObIcTpoe U 3P (PEeKTUBHOE
MHTMOMPOBAaHNE JHEBHON M HOYHOW CEKpelMil CoJsiHOM KHucnoThl. MakcuManbHBIA 3pQexT
JIOCTUTAETCS B TeueHue 4 qHel JiedeHus. Y MaIMeHTOB C S3BOM JIBEHAIIIATUIIEPCTHON KUIIIKH
OMENpPa30Jl BBI3BIBAET YCTOMUMBOE CHI)KEHME 3HA4Y€HHUs] 24-4acOBOM  KEIyJOYHOM
kucioTHocTH He MeHee 4eM Ha 80 %. Ilpu 3TOM [OCTHTaeTcsi CHMXKEHHE CpeaHei
MaKCHUMaJIbHOW KOHIEHTPAIIUU COJISTHOM KHCJOTHI TOCJIE CTUMYJISAINHN TEHTAaraCTpPUHOM Ha
70 % B Teuenue 24 4acos.

VYV nmanuMeHToB ¢ S3BOM ABEHAAIATUNEPCTHOM KHUIIKKA OMEIpPa3oi MpU €XKEAHEBHOM IpHUEME
BHYTPb NOJJIEP)KMBAET BO BHYTPMIXKEIYJOYHOM Cpele 3HAUE€HHWE KHUCIOTHOCTHM Ha YpPOBHE
pH > 3 B cpenneM B Teuenue 17 4acoB B CyTKH.

WNurnbupoBanne cekpernuu coiisiHoi kucnoThl 3aBucuT oT AUC omenpasoma, a He OT
KOHIIEHTpAllMKU MIpenapara B 1jia3Me KpOBU B JaHHBIM MOMEHT BPEMEHH.

Heticmsue na Helicobacter pylori

Owmemnpason obnamgaer bakrepuruanbiM dddexrom Ha Helicobacter pylori B yemosusix in vitro.
Opamukaius  Helicobacter pylori npu npumeHeHnn omemnpasona OJHOBPEMEHHO C
AHTUOAKTEpUATHHBIMU CPEJICTBAMHU COIMPOBOXKAACTCA OBICTPHIM YCTPAaHEHHEM CHUMIITOMOB,
BBICOKOW CTEMEHBIO 3QXKHBICHUS IEPEKTOB CIU3UCTON OOOIOUYKH KEITyJTOYHO-KHIIEYHOTO
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TpakTa W JUIUTEILHONH PEMHCCHEH SI3BEHHOW OO0JIE3HH, YTO CHIXKAET BEPOSTHOCTH TaKOTO
OCJIOXHEHHSI, KaK KPOBOTEUCHHUE, TaK ke dPPEKTUBHO, KaK U MOCTOSHHAS TOIEP>KUBAIOIIAs
Tepanusi.

Lpyaue a¢hghexmul, ceazannvle ¢ uHeUOUPOBAHUEM CEKpeyUl CONSAHOU KUCTOMbL

Y NanuMeHToB, MPUHUMAIOIIMX IpenapaThl, MOHWKAIOUINE CEKPEIHUI0 JKeJe3 >KeIylKa, B
TEYEHHUE JTUTEILHOTO MPOMEXKYTKa BPEMEHHM, Yallle OTMeUYaeTcs 00pa3oBaHHE HKEJIE3UCThIX
NoJUIoB B xkemynke. [lonumel 1o6pokayecTBEHHBIE M MPOXOAAT CAMOCTOSITEIHLHO Ha (oHE
MNPOJODKEHUSI TEpanuu. DTH SBIEHUS O0YCIOBIEHBI (U3MOIOTHUYECKUMU U3MEHEHUSIMU B
pe3ylibTaTe HHTMOMPOBAHUS CEKPELIUU CONISTHOM KUCIOTHI.

CHM)KEHHUE CeKpeLu COJITHOM KUCIIOTHI B XKeJyIKe M0J1 IeCTBUEM UHTMOUTOPOB IIPOTOHHOTO
HAcoca WM JIPYTUX CHUKAIOMIMX KUCIOTHOCTH JKEIyJKa CPEJICTB, IPUBOJUT K MOBBILICHUIO
pocTa HOPMalbHOM MHUKPO(DIOpPHl KUIIEYHHKA, YTO B CBOIO OYEPEIb MOXKET MPUBOIUTH K
HE3HAYUTEIbHOMY YBEJIIMYCHHIO pHUCKA PpA3BUTUS KHUIIEYHBIX HHQEKIUI, BBI3BAHHBIX
Oakrepusimu poxa Salmonella spp. m Campylobacter spp., a y rocnuTamu3upoBaHHBIX
NalMEHTOB, BEPOATHO, Takxke Oakrepueit Clostridium difficile.

Bo Bpewms sieueHus npenaparaMu, MOHMKAIOIUMEI CEKPEIIHIO JKeTIe3 KeNyAKa, KOHIICHTPAIHs
racTpuHa B CBIBOPOTKE KpPOBHM IIOBBIIAETCS. BCIIENCTBHE CHUKEHMS CEKPELUHU COJISTHON
KHCIIOTHI oBbIIIaeTcst konneHTpamus CgA B mmazme kposu. [loBeimenne konneHTparmu CgA
B IJIJa3M€ KPOBU MOJKET OKa3bIBaTh BIMSHHE Ha pe3yJbTaTbl 00CIE€I0BAaHUM JIs BBISBICHUS
HEHPOIHAOKPUHHBIX omyxoJeil (cMm. paszaen 4.4.). lns nmpenoTBpaiieHuss JAaHHOTO BIIMSTHHS
TEpanuil0 MHTMOUTOpaMHM MPOTOHHOTO HAacoca HEOOXOIMMO HPUOCTAHOBUTH 3a 5 AHEH 10
onpenaenenuss konneHtpamumun CQA B miasme kpoBu. Eciam depe3 5 qHeW KOHIGHTpaIuu
ractpuHa U1 CQA B 1u1a3Me KpOBH HE BEPHYIUCh K HOPMaJbHBIM 3HAYCHHSIM, UCCIICIOBAaHHE
ClIelyeT IOBTOPUTH uepe3 14 nHel nocie npekpaiieHus NIpUMEHEHHs OMENpasoa.

VYV nereil W B3pOCHBIX MALKUEHTOB, JINTENBHO IPUHUMABIIMX OMEIPA30Jl, OTMEYAIOCh
yBEJIMYEHUE KOJMYECTBa 3HTEpoXpoMadGUHONOTOOHBIX KJIETOK, BEPOSTHO, CBS3aHHOE C
YBEJIMYEHUEM KOHIEHTpPAllMd TacTpUHA B CBHIBOPOTKE KpoBHU. KimmMHMuYeckoil 3HaYMMOCTH
JAaHHOE SIBJIEHUE HE UMEET.

5.2. dapmakoknHeTHYECKHE CBOHCTBA

AOGcopOnus

Omenpazon abcopOupyeTcss B TOHKOW KHIIIKe OOBIYHO B TeueHHe 3—6 gacoB. brogocTymHOCTh
moclie TpHeMa BHYTPh cocTaBisieT npuOmmsutensHo 60 %. [lpuwem muimy He BIUSET Ha
OMOIOCTYITHOCTH OMENpPa3oa.

Pacnopenenenue
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CBs3b ¢ OenKamMu IU1a3Mbl KPOBU COCTaBIIsIET 0KoJo 95 %, o0beM pacnpeneneHus: COCTaBiseT
0,3 n/xkr.

Buorpancdopmarus

OmMenpasos NOJIHOCTHI0 MeTabou3upyeTcs B neueHu. OCHOBHbIE JePMEHTHI, YYaCTBYIOIINE B
nporecce Merabonmsma, — uzopepmentsl CYP2C19 u CYP3A4. Obpasyromuecss MeTabOJIUTHI
— cynboH, cyIbPHUI U TUIPOKCH-OMENPA30T — HE OKA3bIBAIOT 3HAYUTEIBHOTO BIIUSHUS HA
CEKPELHIO COJITHOM KHUCIIOTHI.

OO6mmit TmazmeHnHbiii kiupeHc cocraBmsier 0,3-0,6 i/MuH. bruomocTynmHOCTh omenpasosia
YBEJIMYUBACTCS NMPUOIU3UTENHHO Ha 50 % Mpy NOBTOPHOM MpHEME 0 CPAaBHEHUIO C TPUEMOM
pa3oBOM JO3BI.

DJIMMHUHALHS

T'2 cocraBiser okono 40 muH (30-90 muH). Okono 80 % BeIBOAUTCS B BUIE METaOOIMTOB
MOYKAaMHU, a OCTAJIbHAS YacTh — Yepe3 KUIICUHUK.

Oco0Bble IPVIIIBI TAIUEHTOB

He oTmedeHo 3HAYMTENBHBIX HU3MEHEHHH OWOJOCTYMHOCTH OMEIpa3oia y IMalleHTOB
MOKUJIOTO BO3pacTa WM y MAalMEeHTOB C HapylleHHeM (YHKUWU TOYeK. Y MalUeHTOB C
HapylieHneM (yHKIUM TEYeHH OTMEuaeTcsl YBETUYeHHE OMOJOCTYMHOCTH OMeIpa3oyia U
3HAYUTEIbHOE YMEHBIIEHUE IIA3MEHHOTO KIIUPEHCA.

eTH
Wmeromuecs: JaHHbIe 0 JeTsIX (B Bo3pacTe 1 roa W cTapiie) Mo3BOJSIOT MPEANONI0XKUTh, YTO

q)apMaKOKI/IHeTI/IKa B PCKOMCHAYCMBIX NO3aX aHAJIOT'MYHa TaKOBOM Y B3pOCJIbIX.

6. ®APMAIIEBTUUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Ilennerst
Caxapnas Kpynka:

- caxaposa

- TaToKa KpaxmajbHas
I'nnponosa
Marnus ruipokcukapooHat
Caxaposa
Kpaxman kykypy3Hblid
Hatpus naypuncynsdar
MetakpuaoBoi KUCIOTHI B dTWiakpuiara comonumep [1 : 1], 30 % aucnepcus
Tanpk
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Makporoa 6000
Turana quokcug
Harpus ruapokcun

TBepapIe KEIATUHOBBIC KAIICYIIbI

Kopnyc

Kenatun

Tutana auokcun (E171)

Kpacurens xene3a okcuy kpacHsiil (E172)

Kpvuueuxa

Kenatun

Tutana auoxcun (E171)

Kpacurens xene3a okcu kpacHsiil (E172)

6.2. HecoBmecTUMOCTH

Henpumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU
XpaHuTb 1pu TeMieparype He Boiie 25 °C, B OpUrMHAIbHOMN YIIaKOBKeE.
6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKHU

ITpu opousBonactee Ha AO «KPKA., n.1.. HoBo MmecToy, Ci1oBEHUS

[To 14 wnu 28 kamcyn MOMEIIAIOT B TOJMATUIICHOBBIM (DIAaKOH € TMOJUIPONUICHOBON
3aBUHYHUBAIOMICHCS KPBIIIKON C KOHTPOJIEM MEPBOT0 BCKPHITHS U KaICyJsou ruapocopOenTa. B
MOJIMATUIICHOBBIN (uiakoH ¢ 28 kancynamu 1o 40 M MOMEIIAI0T JIOMOJHUTEIBHYIO Karcyiy
TrHJIpocopOeHTa.

1 ¢nakoH BMecTe C TMCTKOM-BKJIQIBIIIEM ITOMEIIAIOT B MAYKy KAPTOHHYIO.

ITpu npousBoactee HAa OO0 «KPKA-PYCy, Poccus

I[lo 7 xancynm B OnucTep ©3 KOMOMHUPOBAHHOTO MaTepuaja OpPHUEHTUPOBAHHOTO
MOJTMaMU1a/ATFOMUHUS/ TIOTUBUHIITXIIOPUAA U (DOJTBTY ATFOMIUHHEBOU.

2 unu 4 GrucTepa BMECTE C TUCTKOM-BKJIA/IBIIIEM MOMEIIAIOT B TAYKy KAPTOHHYIO.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYTIHBI JUISl peau3aliy.

6.6. QOcoOble Mepbl TNPeIOCTOPOKHOCTH TMPH YHUUYTOKEHUH HCHOJb30BAHHOIO
JIEKAPCTBEHHOI'0 TMpenapara MJIH OTX0A0B, IMOJYYEHHBIX TOCJe NPUMEHEeHUs
JIEKAPCTBEHHOI'0 NMpPenapara, u Apyrue MAaHUIYJISIIUN ¢ PenapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.
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7. JEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
CnoBenus
AO «KPKA, n.1., HoBo mectoy», llImapwenika necra 6, 8501 HoBo mecto
Ten.: +386 7 331 21 11
dakc: +386 7 332 15 37
Anpec 3. moutsl: info@krka.biz
7.1. IlpeacTtaBuTE/Ib A€PKATES PErHCTPANMOHHOIO YA0CTOBEPEHHS

[Iperen3zun HOTDC6I/ITCJIGI>'I HaIpaBJIATH 110 apECy.

Poccuiickasa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 00u1., r. Mctpa, yin. MockoBckasi, 1. S0
Ten.: +7 (495) 994 70 70

®dakc: +7 (495) 994 70 78

Anpec 2. moutsl: Krka-rus@krka.biz

8. HOMEP PETUCTPAIIMOHHOT' O YJJOCTOBEPEHMSI
JITI-Ne(002025)-(PT-RU)

9. JJATA NMEPBUYHOI PETUCTPALIMUA (IOATBEPXKIEHUSI PETMCTPALIMU,
MEPEPETMCTPALIAN)

[ara nepsoii peructpauuu: 22 mapra 2023 r.

10. JATA IEPECMOTPA TEKCTA
25 centsa0ps 2025 r.

OO61mas xapakTepUCTHKa JIEKAPCTBEHHOTO MpernapaTa Y IbTOIl JOCTyITHA Ha HH(OPMallMOHHOM
noptasne EBpa3zuiickoro 5kOHOMHYECKOr0 COI03a B MH(OPMAITMOHHO-KOMMYHHUKAIIMOHHOHN CETH

«uTtepueT» https://eec.eaeunion.org.
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