OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

VYasTom, 20 Mr, KancyJsisl KUILIEYHOPACTBOPUMbIE

2. KAYECTBEHHBIN M KOJJMYECTBEHHBIN COCTAB
JelicTBytollee BENIECTBO: OMENPa3ol.
Kaxnas kancyna conepxut 20 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. JJEKAPCTBEHHAS ®OPMA
Kamncynel kune4HopacTBOpUMBIE.
TBepable KeNaTMHOBBIE JBYXLBETHBIE KaIlCyJbl: KOPIIYC KallCyjbl CBETJIO-PO30BOrO IIBETA,
KpBIIIEYKa KarcyJibl KOPUYHEBO-p030BOro 1BeTa. Colep:KuMoe Karcyll — MeJIeThl OT 0eI0ro

0 0eJI0ro CO ClIeTKa ’KEeJITOBATHIM HIIH ClIerKa PO30BAaTbIM OTTCHKOM IIBETA.

4. KIIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
Bspocnvie:
- s13Ba IBEHAALATUIEPCTHON KHILIKH;
- 53Ba JKEIy/JKa;
- HIIBII-accomuupoBaHHbBIE SI3BbI U 3PO3HH KEMYJIKA U JBCHAALATUIIEPCTHON KUIIKH;
- ospamgukanus Helicobacter pylori mpu s3BenHOl Oone3Hu (B KOMOWHAIMH  C
COOTBETCTBYIOIIEH aHTHOAKTEepUaTbHOM Tepamnueil);
- pedmrokc-330¢arur;
- CHMIITOMaTHYecKas racTpo-s3odareanpHas pedurrokcHas 6oie3nb (I'OPB);
- JIUCTIETICHSs, CBA3aHHAs C TIOBBIIIEHHON KHCIOTHOCTHIO;
- cuHAPOM 30JUTMHTepa-DIUTUCOHA.
Hemu u noopocmxu
Heru crapie 2 net ¢ maccou tena He meHee 20 Kr:
- pedurokc-330darur;
- cumnromaruueckas [ OPB.

Jletu crapuie 4 J1eT U NOJPOCTKHU:



- s3Ba JBCHAIIATUIICPCTHON KUIIKH, BbI3BaHHas Helicobacter pylori.
4.2. Pexxum 103MpOBaHNs U C1IOCO0 NPUMEHEeHUs!

PexxuM 103upoBaHus

Jlns obecriedeHns] HUKEMPUBEIECHHOTO PEKUMa J03UPOBAHUS BO3MOXKEH IMPHEM Ipernapara
VYbTon B Ipyroi 3aperucTpupoBaHHOM 103UpoBKe (Y IbTOII, Karcyibl KUILIECYHOPACTBOPUMBIE,
10 mr u 40 mr).

A36a 0seHadyamunepCmuol KUK

[TanpeHTaM C akTUBHOW $3BOM JBEHAJLATUIIEPCTHON KHUILKH PEKOMEHAYETCS INPUHHUMATH
npernapar Yiabron 20 mr 1pa3 B cytku. Ilpemapar oOecrieunBaeTr ObICTpOE YCTpaHEHUE
CHUMIITOMOB. Y OOJBIIMHCTBA NAIIMEHTOB 32)KMBIICHUE S3BBI HACTYIAET B TEUCHUE 2 Henenb. B
TeX CiIydasX, KOrja B Te€4eHHE 2 Heelb MOJIHOE 3aKUBJICHHE S3Bbl HE HACTYIIAET, 3a)KUBJICHUE
JIOCTUTAETCs MPU MOCIEYIOIEM 2-HeIeTIbHOM IIpUeME MpernapaTta Y IbTOIl.

[TarueHTaMm c A3BOM JBEHAALIATUTIEPCTHOMN KHUILIKH, MaJI0O BOCIPUUMYHUBON K JICUEHHUIO, OOBITHO
HazHaydaioT omenpason 40 mr 1 pa3 B cyTku. 3a)KUBJICHUE S3BbI OOBIYHO HACTYIIAET B TCUCHHE
4 Henenb.

Jns nmpenoTBpamieHuss PEUUAMBOB IMMALMEHTaM C SI3BOM JIBEHAALIATUIEPCTHOM KHILKH
pekoMeHaytoT omenpazon 10 mr 1pa3 B cyrku. B cinyyae HeoOXOAMMOCTH /103y MOKHO
yBenmuuTh 10 20—40 Mr 1 pa3 B CyTKH.

A36a sncenyoxa

Pexomennyemas nosa — npemnapar Yiasron 20 mr 1 pa3 B cytku. Ilpenapar oGecneunBaer
OBICTpOE YCTpaHEHHE CHMIITOMOB. Y OOJBIIMHCTBA NAllMEHTOB H3JIEYEHHE HACTYIAeT B
TedeHue 4 Henenb. B Tex ciaywasx, Korjaa mociie nNepBoro Kypca npruemMa mpernapara MojaHoe
3aKMBJIEHUE HE HACTyIaeT, OObIYHO Ha3HA4yaroT MOBTOPHBIA 4-HENEIbHBIA KypC JE€UeHus, B
TE€4EHHE KOTOPOT'O TIOCTUTAETCsl 3aKUBJICHUE.

[TaruenTam ¢ $3BOM KeNyjaKa, Majo BOCHPUUMYHUBON K JIEYCHHIO, OOBIYHO Ha3HAYAIOT
omenpa3on 40 mr 1 pa3 B CyTKH; 3a)KUBJIEHUE OOBIYHO JIOCTUTACTCS B TCUCHHE 8 HEEIb.

Jns mpenoTBpallieHUs] pelUAMBOB MallMEeHTaM C SI3BOM JKeIyJKa PEeKOMEHIYIOT Mpernapar
Vnbron 20 mr 1 pa3 B cyTku. B ciydae HeoOX0AMMOCTH 103y MOKHO YBeIHUHTh 110 40 Mr 1 pa3
B CYTKH.

HIIBII-accoyuuposanuble 536bl U IPO3UU HCENYOKA U OBEHAOYAMUNEPCMHOU KUUKU

IIpn Hammuum HIIBII-acconmnpoBaHHBIX S3B KEIMYyJKA, JABEHAALUATUIEPCTHOW KHIIKH WU
racTpolyOJ€HAJIbHBIX 3PO3UAX y MALMEHTOB C MPOJOJIKAIOLIEICS Tepanuell HeCTEPOUHBIMU
npoTuBoBocanuTeNbHbIMM  npenapatamu  (HIIBII) wnmm  mocine ee  mpekpaiieHus
pekoMeHayemasi fo3a mnpemapara Yiaston — 20 Mr 1 pa3 B cytku. [Ipemapar oGecneunBaer

OBICTpOE YCTpaHEHHE CHUMIITOMOB, y OOJIBIIMHCTBA MAllMEHTOB H3JI€UEHUE HACTYyNaeT B
2



TeueHue 4 Hemenb. Y TeX MAIMEHTOB, Y KOTOPHIX HE MPOU3OILIO H3JICUEHHWE B TECUCHHUE
HAYaJBbHOTO IEPHOJAa TEpAlHH, 3)KUBJICHHE OOBIYHO JIOCTHTACTCS IMPU TIOBTOPHOM 4-
HEJEeNIBFHOM MPUEME Mpenapara.

s nmpodunakTHKy 3B, SPO3UN KENyJKa W JBEHAIIATUIICPCTHOM KHUIIKH W CHUMIITOMOB
nucnencuu, cBazanHbix ¢ npuemom HIIBII, pexomenaoBanHas nqo3a mpenaparta YJIbTON —
20 mr 1 pa3 B cyTKH.

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

Peorcumul spaduxauuu Helicobacter pylori npu s3sennou 6oreznu

TpexKoOMIIOHEHTHAs CXeMa JIEUEHUS

[Mpenapat Yasron 20 mr, amokcumuuiiH 1 r 1 knaputpomunuH S00 mr. Bee mpenapatsr
NPUHUMATH 2 pa3a B CyTKH B TeUeHHe | Henenu

WIH

npemapatr Yiasron 20 mr, merpornnazon 400 mr (umu tuHEAa30i S00 MT) U KIapUTPOMUIIUH
250 mr. Bee mpenapatsl mpuHUMATh 2 pa3a B CyTKH B Te4eHue 1 Hemenu

WIH

npenapat Yneron 40 mr 1 pa3 B cyTku, a Takxke aMOKCHIWUIMH 500 MT U1 METPOHUAA307
400 mr 3 pa3a B CyTKH B TeUeHHE | HEeH.

JIByXKOMITOHEHTHAsl CXeMa JICUEeHUs

Owmenpazon 40—80 Mr exxeTHEBHO U aMOKCUIIMIUIMH 1,5 T €XXeIHEBHO (J103y ClIeAyeT ACTUTh Ha
YacTH) B TeueHue 2 Hellelb. Bo BpeMs KIIMHUYECKUX UCTIBITAHUN MPUMEHSITH aMOKCUITILITUH
B cyTouHOU n103e 1,5-3 1, omenpazon 40 mr 1 pa3 B cytku u kinapurpomunna 500 mr 3 pasza B
CYTKH B T€UEHHE 2 HENEb.

Jiis obecriedeHus MOJHOTO 3aKUBJICHUS JalbHENIIee JeueHe IPOBOJUTh B COOTBETCTBUU C
pPEKOMEHIAIMsIMU B pa3jienax «SI3Ba IBEHAIIATUIIEPCTHON KUILITKM» U «SI3Ba KETyIKa.

B Tex ciyuasx, xorga mocie TpOXOKIAeHHsS Kypca yedenus tect Ha Helicobacter pylori
0CTaeTCs OJIOKUTENBHBIM, KYpC JIEYEHHSI MOXKET ObITh TOBTOPEH.

Pedghnrokc-330¢pacum

Pexomenryemas 1o3a — o oJjHo# karncyse npenapata Yasron 20 mr 1 pa3 B cytku. [Ipenapat
oOecrieunBaeT OBICTPOE YCTpPAHEHHUE CHUMITOMOB. Y OOJBIIMHCTBA IMallMEHTOB H3JI€UEHUE
HACTYyIIaeT B TeueHue 4 Hesenb. B Tex ciydasx, Korjaa 1nocie nepBoro Kypca npremMa rnpemnapara
MOJTHOE U3JICUYCHHE HE HACTyNnaeT, OOBIYHO HAa3HAYalOT MOBTOPHBIA 4-HENEeNbHBIH Kypc
JIEUYEHUs1, B TEUEHUE KOTOPOIO JOCTUTAETCS U3JICUECHHUE.

[Tattuentam ¢ Tsoxenoit hopmoit pedurrokc-330¢aruta PeKOMEHAYETCS TPUMEHSITh OMETPa30Jl

40 mr 1 pa3 B CyTKH, U3JI€UeHHE OOBIYHO HACTYIAET B TEUYCHHUE 8 HEEIb.



[Tattuentam ¢ pedurrokc-330(paruToM B CTAIMH PEMUCCHH Ha3HavYaroT omenpaszoi 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 noza npenapara Yiaston — 20 mr 1 pa3 B cytku. [Ipemapar obecrieunBaeT
ObICTpoe ycTpaHeHHE CHUMOTOMOB. TepameBTuueckuid 3()(eKT MOXKeT JOCTUTaThCs MpU
exeHeBHOM 03¢ 10 Mr, MOATOMY HE HUCKIIOYAeTCsl MHAUBUAYaJIbHBIN moadop no3bl. Eciu
nocine 4 Hexens yeyeHus (npenapat Yiabron 20 mr 1 pa3 B CyTKH) CUMOTOMBI HE HCYE3alOT,
PEKOMEHIyeTCsl OTIOTHUTEIbHOE 00CIeI0BaHUE MAllUEHTA.

Hucnencus, cesazannas ¢ noblUeHHOU KUCIOMHOCMbIO

Jns oGneruenust Ooneil W/wiM yCTpaHEHHs ONIYIIEHHH IHUCKOM(pOpTa B SIHUTacTPabHON
obnactu, ¢ W3Korod unu 0e3 M3KOTd, HazHaudaroT npenapar Yaston 20 mr 1 pa3 B CyTKU.
TepaneBtudeckuii 3pdext mMoxer mocturarbes mpu no3e 10 mr 1 pa3 B cyTKH, HMOSTOMY
JIeYeHHEe MOKHO HAa4MHAThH C 3ToW 103bl. Ecnu mocie 4 Henmenpb jeueHus (mpenapar YiabpTom
20mMr 1pa3 B CYTKH) CHMIITOMBI HE HCYE3al0T, PEKOMEHAYETCsS JOIMOJHUTEIHHOE
o0creoBaHUE MALUEHTA.

Cunopom 3onnunzepa-Innucona

[TanmenTam ¢ cHHAPOMOM 30JUTMHTEepa-DIDIHCOHA TperapaT Ha3Ha4alT B HHIUBUIYATbHON
no3e. JledeHne mpoI0IDKAIOT 10 KIIMHUYECKUM MOKa3aHUAM HACTOJIBKO JI0JITO, HACKOIBKO ITO
HeoOxonuMo. PekoMenayemass HauasnbHas J103a omernpaszoia — 60 Mr exemaHeBHO. Y Bcex
MAIMEeHTOB C TshKeNol ¢opMmoil 3aborneBaHMs, a TakKe B TeX CIydasx, KOTJa Apyrue
TEpaneBTHYECKUE METOJBI HE TPUBEIN K KEJTAeMOMY pe3yibTaTy, MPUMEHEHHE OMEeIpa3osa
0b110 3 pexTuBHEIM y Oonee 90 % mnamuentoB npu npueme 20-120 mr exxeaHeBHO. B Tex
cilydasix, KOTjia CyTO4YHasl 7j03a oMenpasosia npessiiiaer 80 Mr, 103y CleqyeT JeNUTh Ha JIBe
YacTU ¥ IPUHUMATH 2 pa3a B CYTKH.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmol ¢ napywenuem @yHKyuu novex

Jljis manueHToB ¢ HapylIeHneM (pyHKIIUH [TOYeK KOPPEKIH J03bI He TpedyeTcs.

Iayuenmel ¢ napywienuem @yHKyuy nevenu

VY manueHToB ¢ HapylieHHeM (QYHKIUHU TTeYeHH OMOJOCTYIMHOCTh M MEPUO]T TIOTYBBIBEICHHSI
(T"2) omenpa3ona u3 MmiIa3Mbl KPOBU yBeMUIUBaIOTCs. B cBsi3u ¢ atim f03a 10—20 Mr B cyTKH
ABJISIETCS JOCTATOYHOM.

THayuenmuwr nodwcunozo eospacma

JU1 maMeHTOB MOXKHUIIOTO BO3pacTa KOPPEKLUH 1035l HE TpeOyeTcs.

C€TH



Pegnroxc-230pacum u cumnmomamuuecxas I'OPF

Jetsm B Bo3pacte crapiie 2 JeT ¢ Maccoil Tena 6onee 20 KT Ha3HAYAIOT Mpernapar YJIbTOIl B
no3e 20 mr 1 pa3 B cytku. [Ipu HeoOX0IMMOCTH BO3MOXKHO yBenrueHue 10361 1o 40 Mr 1 pa3 B
cyTku. PexomeHayemass MpOJOJIKUTENBHOCTh JIEUEHHUsI B cliydyae peduirokc-33odarura
cocraBnsier 4-8 Henmenb. PexomeHnyemass NpPOAODKUTENBHOCTh JICUEHUS B Clydyae
cumrnromatuueckoi ['DOPB cocraBmser 2—4 menenu. Eciaum mocne 2—4 Henenb JiedeHUs
KOHTPOJIb CUMITOMOB 3a00JIeBaHMs HE OBUI JOCTUTHYT, PEKOMEHIYyETCS JOIMOJHUTEIBHOE
o0creioBaHUE MMALUEHTA.

A36a 0senaoyamunepcmuotl kuwiky, evizéannas Helicobacter pylori

[Ipm BBIOOPE CXEMBI TEpamuu CIEAYeT YYUThIBaTh O(QUIIMATbHBIC HAIMOHAIBHBIC,
pEruoHANIbHBIC M MECTHBIE PEKOMEHIAINH, KacalOlUecss PE3UCTEHTHOCTH MUKPOOPTaHHU3MOB
K aHTHOAKTEepHUaTbHBIM CPEICTBAM, IPOAOKUTEILHOCTHU Tepanuu (Hanboee 4acto — 7 AHEH,
HO B psje ciydyaeB — 10 14 nHedl) M TPaBHIBHOTO NPHUMEHEHHUS aHTHOAKTepUaIbHBIX
IIpenapaToB.

Tepanuro He0OOXOAMMO MMPOBOAUTH IO HAOIIOACHNUEM CIICIIHATTUCTA.

I[J'ISI z[eTeﬁ B BO3pacCTC CTapuic 4-x j1eT PEKOMCHAYCTCs CIICAYROIIAad CXEMa JICUCHUA:

Macca Tena CxeMa JeyeHHus

15-30 kr Owmenpazon 10 Mr, aMOKCUIIMIUTMH 25 MI/KT U KJIIQPUTPOMUIIMH 7,5 MI/KT.

Bce npenapaTsl IPUHUMATD 2 pas3a B CYTKHU B TCUCHUC HCACIIN.

31-40 xr IIpenapat Yapron 20 Mr, aMokcumiuinH 750 MI ¥ KIIapUTPOMULIVH
7,5 mr/kr.

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

> 40 kr IIpenapat Yapton 20 mMr, amokcuumiuiuH 1 T 1 kiaputpoMunuH 500 mr.

Bce npenaparTsl IPUHUMATDH 2 pas3a B CYTKHU B TCUCHUC HCACIIN.

Crroco0 nmpuMeHeHus

Baytpe. Kancynel pexkomenayercs NpUHUMaTh yTPOM IEepe] €J0M WIM BO BpeMs NpHeMa
MUIIIH, 3aTTUBasi HEOOBIIIMM KOJIMYECTBOM BOJIbI. COIeP)KMMOE KarCyJIbl Helb3s pa3KeBLIBATh.
B oco0pix crmydasx (py BOSHUKHOBEHHH TPYIHOCTEH C MPOTJIaTHIBAHHEM IIEJI0N KarlCylbl y
B3pOCJ'II)IX 158 )IeTeI\/’I) MOXHO BCKpBITL Kancyny nu HpOFJ’IOTI/ITB cc CO)Iep)KI/IMOG, 3arnBas
MOJIOBUHOW CTaKaHbl BOJbI, WJW MOXKHO CMEIIAaTh COJCPKUMOE KarCyJbl CO ClIeTKa
MOJIKMCIIEHHOM )KUIKOCTBIO (HAIpuUMep, ¢ COKOM, Horyptom). [lomyueHnHas cycrieH3us 10JDKHA
ObITh UCTONb30BaHa B TeueHHe 30 MUHYT. UTOOBI OBITH YBEPEHHBIM B IIPHEME MOJIHOW 03B,
CHOBA HAJICMTE B CTaKaH XUJIKOCTH HAIIOJIOBUHY, B30OJITANTE U BBHITICUTE.

4.3. [IpoTuBONOKA3aAHUS



- I'unmepuyBCTBUTENBHOCTh K OMEIPA30iy, 3aMELIEHHbIM O€H3MMUAa30naM U (WIu) K
JTr000MY U3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3jene 6.1.

- OJHOBPEMEHHBII NPUEM C IPJIOTUHUOOM, [103aKOHA30JIOM.

- Jerckuii Bo3pacT 10 2 JeT.

- Jlerckuii Bo3pacT cTapiie 2 JIeT IO IPYT'MM IOKa3aHUsM, KpoMe JieueHus: pedirokc-
a30darura u cumnromaruaeckoi I OPb.

- Jlerckuii Bo3pacT ctapiuie 4 JIeT 10 Ipyr'uM IOKa3aHUsM, KpoMe JieueHus: pedirokc-
330(arura, cumnTomarndeckoiir I['DOPb u 3Bl  JBEHAALIATHIEPCTHON  KUIIKH,
Bei3BanHoi Helicobacter pylori.

4.4. OcoOble ykazaHHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

[lpy Hamuuuu JIOOBIX TPEBOXKHBIX CHMOTOMOB Yy TAlMeHTa (HampuMep, TaKuX Kak
3HAYMTENbHAsl CIIOHTaHHAs IOTEps Macchl Tejla, IOBTOpHAs PBOTA, Aucharus, pBoTa ¢
IPUMEChI0 KPOBH HJIM MEJIEHA), a TAK)KE NPH HAJIMYUU SI3BBI JKeNyAKa (MM IPU MOA03PEHUN
Ha $3BY JKEIyJKa) CJIEeAyeT HUCKIIOYUTh HAJIWYME 3JI0KaYeCTBEHHOINO HOBOOOpa3oBaHUS,
MOCKOJIBKY JIEYEHHE OMENPAa30JOM MOXKET IPUBECTU K CIJIQKUBAHUIO CUMITOMAaTHUKUA U
OTCPOYUTH IIOCTAHOBKY JIMarHo3a.

He pexkomenyercss 0lHOBpEeMEHHOE IMPUMEHEHHE OMEIpa3oja ¢ TaKUMH NpernapaTaMu, Kak
aTa3zaHaBUP U HEIPUHABHP.

[To pe3ynbTaTam ucCleIOBaHHM, OTMEUEHO (hapMaKOKHWHETHYECKOe/(PapMaKkoIMHAMHYECKOE
B3aMMO/IEHCTBHE MEXTy KIOMUIOTpesoM (Harpy3ouHas g03a 300 Mr 1 mojiepKuBaroIas 103a
75 Mr/cyT) u omenpasonoM (80 MI/cyT BHYTph), KOTOPOE MPUBOJIUT K CHUKEHUIO SKCIIO3ULIUU
K aKTUBHOMY METa0OJUTY KJIOMMJOTpesia B cpeHeM Ha 46 % U CHMIKEHHMIO MAKCHUMAaJIbHOTO
uHruOupoBanus AJ|®-uHIynMpoBaHHOW arperanu TpPoMOOIMTOB B cpeaHemM Ha 16 %.
[TosToMy cienyer uzberarb OTHOBPEMEHHOTO IPUMEHEHUS OMENpa3olia U KIonuaorpeia (CM.
paznen 4.5.).

OtaenbHble HaOMIOJATENbHBIE UCCIIEOBAHNS YKA3bIBAIOT HA TO, YTO TE€pamus HHrMOuTOpaMu
MPOTOHHOTO HAacoca MOXET HE3HAYUTEJbHO IMOBBIIATh PUCK CBS3aHHBIX C OCTEONOPO30M
NEPEeIOMOB, OJJTHAKO B APYTHX MOJOOHBIX UCCIIETOBAaHHSIX MOBBIILICHUE PUCKA HE OTMEUYEHO.

B paHIoMu3npoBaHHBIX JABOMHBIX CIEMBIX KOHTPOJIUPYEMBIX KIMHUYECKHX HMCCIIEOBAHUSIX
OMerpa3oyia U 330MeIpa3ojia, BKIIOYas JBa OTKPBITHIX HCCIEIOBAHUS C JJIUTEIbHOCTHIO
Tepanuu Oosee 12 mer, He OblIa OATBEPIKIEHA CBS3h MEPEIOMOB Ha ()OHE OCTEONOopo3a C
IpUMEHEHHEM UHTHOUTOPOB MIPOTOHHOTO HAcoca.

XO0Ts MPUYUHHO-CIICICTBEHHAS CBSA3b MIPHUMEHEHHs OMENpa3oiia/330Menpasoa ¢ nepeioMaMu

Ha ()OHE OCTEONOpO3a HE yCTAHOBJIICHA, MAIMEHTHI C PUCKOM PAa3BHTHUS OCTEONOpPO3a WIIH



MEepeioMOB Ha ero (oOHE JOJDKHBI HAaXOAHWTHCS IO COOTBETCTBYIOIIUM KIMHUYECKHM
HaOJII0JICHUEM.

Octppiii TyOYJOMHTEPCTULMANBHBIA HEPpUT HAOMIONAICAd y MALUMEHTOB, MPUHUMAOLINX
omernpaszon. OH MOKET BO3HUKHYTh Ha JJFOOOM dTare Tepanuu oMenpa3oiioM (cM. pasnen 4.8.)
U TPOrpeccupoBaTh J0 IOYEYHOM HENOCTAaTOYHOCTH. [IpyM TOMO3pEeHMH HA OCTPBIA
TyOyJOMHTEPCTUIMANBHBI ~ HEPUT  CIEAyeT MPEeKpaTHUTh MpUEM OMenpasojia H
HE3aMeIUTEIHHO Ha4aTh COOTBETCTBYIOIIIEE JICUCHHE.

[ToBbiienue koHieHTpaiuu xpomorpanuda A (CgA) B mia3mMe KpOBH MOXET BIHSTH Ha
pe3ybTaThl HUCCIEAOBAHHMA, MPOBOAMMBIX C IENbI0 JHATHOCTHKH HEHPOIHIOKPUHHBIX
omyxoneit (cMm. pazgen 5.1.). Bo usbexanwe NaHHOTO BIMSHUS TEPANUI0 WHTHOUTOpaAMU
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 rugpocop6eHTa, BIASHHYIO B KPBIIIKY (DJIAKOHA, He cJIeyeT MPOorjiaTbiBaTh!

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 BCTpeyarolleiicsi HAcC/IEICTBEHHOM HENepeHOCUMOCTbIO (PPYKTO3bI,
[JIF0K030-TaJIaKTO3HON MalibabcopO1uen nim 1euInuToM caxapasbl-u30MaibTa3bl HE CIETYET
NPUHUMATD ATOT Mperapar.

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

Bansane OMCEIIpa3oJjia Ha d:)a]f)MaKOKI/IHeTI/IKV APYTIUX JCKAPCTBCHHBIX IIPETIapaToB

CHIDKEHUE CEKPEIMH COJITHON KHCJIOTHI B JKEIYJKE MPH JICYCHUH OMEIPa30JIoM U JAPYyTUMHU
WHTHOUTOpAaMU TPOTOHHOTO HAcoca MOXKET MPHUBECTH K CHIDKEHUIO WM TOBBIIICHUIO
abcopOuuu ApyTUX MpenapaToB, BCACKIBAHUE KOTOPHIX 3aBUCUT OT KUCIOTHOCTH CPEIbI.

[TomoOHO npyruM TpermapaTaM, CHIDKAIOIIAM KHCJIOTHOCTH JKETYJIOYHOTO COKa, JICUCHHUE
OMETIPA30JIOM MOXKET IMPHUBECTH K CHUIKCHHIO BCAChIBAaHHS KETOKOHA30j1a, MTPaKOHA30JIa,
M03aKOHA30JIa M JIPJIOTUHMOA, a Tak)Ke IMOBBHIIICHUIO BCACBIBAHHS TaKUX IPEMapaToB, Kak
qurokcuH. OTHOBPEMEHHBIN IpueM omernpasona B no3e 20 mr 1 pa3 B CyTKM M JUIOKCHHA
MOBBINIAET OMOAOCTYNHOCTh nurokcuHa Ha 10 % (OMOZOCTYITHOCTh AMTOKCHHA TTOBBIIIANIACH

Ha BennuuHy 10 30 % y 20 % namuenToB). ONHOBPEMEHHBIN MpUEM Mpenapara YJIbTON ¢
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SPJIOTUHHOOM WIIHM TT03aKOHA30JI0M MPOTHBOMOKa3aH (cM. pasaen 4.3.). beuio mokasano, 4ro
OMEIPa30i  B3aUMOJCHCTBYET C HEKOTOPHIMH aAHTHPETPOBUPYCHBIMU  IIperapaTramH.
Mexanu3mbpl M KIMHUYECKOE 3HAYEHHUE HTUX B3aUMOJCHCTBUM HE BCErJa W3BECTHBL.
VYBenuuenue 3HaueHus PH Ha (oHe Tepanmuu OMenpa3oyioM MOXKET BIMITh HAa BCACHIBAHUE
AHTUPETPOBUPYCHBIX MpenaparoB. Takke BO3MOXXHO B3aUMOJICHCTBHE Ha ypOBHE
uzopepmenra CYP2C19. [lpu ogHOBpEMEHHOM NPHUMEHEHUU OMEMNpa3ojia W HEKOTOPBIX
AHTUPETPOBHUPYCHBIX NPEMAPaTOB, TAKMX KaK aTa3aHaBUp W Hel(UHABUP, HA QOHE Tepanuu
OMETIPa30JIOM OTMEUAETCs] CHIPKEHHUE UX KOHIEHTPAIMU B CHIBOPOTKE KPOBH. B cBA3M ¢ 3 THM
OJIHOBPEMEHHOE MPUMEHEHHE OMENpPa3oia C aHTUPETPOBUPYCHBIMU MperapaTaMu, TAKUMHU KaK
aTa3aHaBUp U Hel(UHABHUD, HE PEKOMEH Ty ETCSI.

[Tpu onHOBpEMEHHOM MPUMEHEHWH OMEIpa30jia U CAKBUHABUPA OBLIIO OTMEYEHO TOBBIIICHHUE
KOHIIEHTPAllUU CAaKBUHABHPA B CHIBOPOTKE KPOBH, MPU MPUMEHEHUH C HEKOTOPBIMU JIPYTUMU
AHTUPETPOBUPYCHBIMH MpenapaTaMu UX KOHIEHTPAIUs HE MEHSIACh.

Owmenpazon uaruoupyer mzopepment CYP2C19 — ocHOBHOM H30(hepMEHT, YIaCTBYIONINI B
ero merabommsme. OZHOBpEMEHHOE NMPUMEHEHHE OMEMpas3oiia ¢ APYTUMH TpenapaTamu, B
MeTabonu3Me KOTOpbIX npuHuMaet ydactue uzopepment CYP2C19, takumu Kak auaszenam,
Bapdapun (R-BapdapuH) nim Apyrue aHTaroHucTsl BuTamuHa K, GeHHTOMH W mmiocrasoun,
MOXKET TIPUBECTH K 3aMEUICHHI0 MeTaboim3Ma »JTHUX TNpenapaToB. PexomeHmyercs
HaOJroZleHWe 3a TAalWeHTaMH, T[PUHUMAIOMMMH (EHUTOMH H  OMENpaszosl, 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 TIPUHUMAIOMMX Tmpenapar. [Ilpy mnpuMeHeHWH omernpas3ona y TMaIlUeHToB,
MOJTyJaromuX Bap(apuH WIM JPyrHe aHTaroHUCTHl BHUTaMuHA K, HE0OXOIMM MOHHUTOPUHT
MEXIyHapOAHOTO HopManu3oBanHoro otHomenus (MHO);, B psame ciy4aeB MOXKET
MOHAIOOUTHCS CHIDKEHHUE J103bl Bap(apuHa UM Jpyroro antaronucra suramuaa K. B o xe
BpEMs COIYTCTBYIOIIEE JICUEHUE OMENpPa3ojoM B CYTOYHON n03e 20 Mr HE TPUBOIUT K
U3MEHEHHI0O BPEMEHW KOAryJSIIMA Yy TAIMeHTOB, JUTMUTEIHHO NPUHUMAIONINX BaphapwH.
[Ipumenenue omemnpazona B 1go3¢ 40 mr 1pa3 B CyTKM NPUBOAMIO K YBEIUYCHHIO
MaKCUMaJdbHOW KOHIIEHTpamuu B 1ia3Me KpoBU (Cmax) M TIIOMAAM MO  KPUBOH
«xouteHrpanus-speMsd» (AUC) nunocrazona Ha 18 % u 26 % COOTBETCTBEHHO; TSI OJJHOTO U3
AKTHBHBIX META0O0JIUTOB ITUIIOCTA30JIa YBEIUYCHHE cOCTaBWIIO 29 % 1 69 % COOTBETCTBEHHO.
[To pesynpTaram HccienoBaHUi, OTMEUYEHO (papMaKOKHMHETHYECKOe/(PpapMaKoIMHAMHUECKOE
B3aMMOJIEMCTBHIE MEK Y KIOMUIOTpeaoM (Harpy3ouHas 1o3a 300 Mr 1 noaaep kuBaroIas 103a
75 mr/cyT) u omenpazonoM (80 Mr/cyT BHYTpPh), KOTOPOE MPUBOIUT K CHIPKEHUIO IKCITO3UIIHH

aKTHBHOTO METa0OJINTa KJIOMHUAorpesa B cpenHeM Ha 46 % W CHIDKEHHIO MaKCHMaJIbHOTO
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uHruoupoBanus AJlO-uHAyIMpPOBAaHHON arperanud TPOMOOUMTOB B cpeaHemM Ha 16 %.
Knnnnyeckas 3HaYMMOCTh 3TOr0 B3aMMOJEHCTBHUS HE sAcHA. lIoBbIIEHHWE pHCKa CEpAEYHO-
COCYAMCTBIX OCJIOKHEHUH MPU OJHOBPEMEHHOM MPUMEHEHUU KIIOMHUIOTPENIa 1 HHTHOUTOPOB
IPOTOHHOTO Hacoca, B TOM YHCJIE OMeIpa3ojia, HE ObLUIO IMOKa3aHO B IPOCHEKTUBHOM
PaHIOMU3UPOBAHHOM HE3aBEPUICHHOM HCCIEJOBaHUU C ydacTheMm Oojee 3 760 mamueHTOB,
MoJydaBIUX Ianebo win omenpazon B go3e 20 Mr/cyT OJHOBPEMEHHO C Tepanuein
KIOMUIOTpeNIoM U auerwicanuumioBoil  kucinoroin (ACK), u He mNOATBEPKAECHO
JOTIOTHUTEIbHBIM HEPaHIOMU3UPOBAHHBIM aHAIM30M KIMHUYECKUX HMCXOJI0B MacCIITaOHBIX
MPOCHEKTUBHBIX PaH/IOMU3UPOBAHHBIX HUCCIeN0BaHui ¢ yuactuem Oosee 47 000 manueHToB.
Pe3ynbratsl psajia HabIOAATENIBHBIX UCCIEA0OBAaHUHN MPOTUBOPEUUBHI M HE JAIOT OJTHO3HAYHOTO
OTBETa O HAJMYUU WU OTCYTCTBUU IMOBBIIICHHOTO PUCKAa TPOMOOIMOOIMUYECKUX CEPICUHO-
COCYAMCTBIX OCJOKHEHUN Ha (QOHE OJHOBPEMEHHOIO0 NPHUMEHEHHUs KIONUAorpena u
MHTHOUTOPOB MPOTOHHOTO HACOCA.

[Ipy mpuMeHeHHMH KJIOMUAOTpENa OJHOBPEMEHHO ¢ (HUKCHPOBaHHOW KomOmHarmeir 20 mr
s3omenpasona u 81 mr ACK 3kcno3uiius K akTHBHOMY METAa00JIUTY KIIOMUA0TIPENa CHU3UIIACh
noutu Ha 40 % MO CpaBHEHUIO ¢ MOHOTEpANUel KIOMHUIOTPENIOM, PU 3TOM MaKCUMAaJbHbIE
ypoBHU  uHrUOWpoBaHuS  AJlD-uHAyHIMpOBaHHOW  arperauu  TPOMOOLMTOB  ObLIH
OJIMHAKOBBIMH, YTO, BEPOATHO, CBA3AHO ¢ OAHOBpeMeHHbIM npueMoM ACK B HU3KOH 103€.
OmMernpaszon He BJIMSIET Ha MeTa0oJIU3M IMpenapaToB, METaAO0OTU3HPYEMBIX H30(EPMEHTOM
CYP3A4, takux Kak LMKJIOCTIOPHH, JHUIOKAWH, XWHUIUH, JCTPAAUON, SPUTPOMHUIMH H
OyJIecoHus.

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

[Tpu oHOBpEMEHHOM MPUMEHEHHH OMEMPa30iia U TAKPOIUMYca ObLIIO OTMEUYEHO MOBBIIICHUE
KOHIICHTPAIlUX TaKpOJIMMYCa B CBIBOPOTKE KPOBH.

Y HEKOTOpBIX TMAIMEHTOB OTMEUYaJId HE3HAUYNUTEIHbHOE TIOBBIIMICHHE KOHIEHTPAIUH
MeTOTpeKcaTa Ha (JOHEe OJTHOBPEMEHHOTO MPUMEHEHHUs ¢ HHTHOUTOpaMH IPOTOHHOTO Hacoca.
[Ipy Ha3HaAYeHUM BBICOKHMX [03 METOTpPEKcaTa CIEAyeT pPacCMOTPETh BO3MOXKHOCTD
BPEMEHHOTO TIPEKpaIeHus IprueMa OMenpasoa.

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

B wmerabonmsme omempaszona ywyactByroT uzodpepmentsl CYP2C19 wu CYP3AA4.
OnHOBpeMEHHOE TNpPHUMEHEHHE oMmerpas3oja W HHruoutopo uzodpepmenroB CYP2C19 u
CYP3A4, Takux Kak KJIAPUTPOMHUIIMH M BOPHUKOHA30JI, MOXET MPUBOJIUTH K TOBBIIICHUIO

KOHICHTpAMK OMEIIPpa3ojia B IJI1a3ME KPOBHU 3a CUCT 3aMCIJICHUA MeTabor3Ma oMc€IIpa3ojia.
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OpnHoBpeMeHHOE TNpPUMEHEHHWE BOPUKOHA30Jla M OMeENpa3oyia NPUBOJUT K Oojee yem
nBykparHomy yBenuderno AUC omemnpazona. B ¢Bs3u ¢ xopoiiei mepeHOCUMOCThIO BRICOKHX
03 OMeMpaszojia MPU HEMPOJODKUTEIIBHOM OJHOBPEMEHHOM TPUMEHEHUH YKa3aHHBIX
[pernapaToB He TpeOyeTcs KOPPEKIHUU J03bl OMENpa3oJia.

OnHOoBpeMEeHHBIN MpUeM OMenpas3oia ¢ aMOKCULIMJUTMHOM MU METPOHUIA30JI0M HE BIIHUAET Ha
KOHIIEHTPAIUIO OMETPa30Jia B TIa3Me KPOBH.

JlexapcTBeHHbIe penapatsl, HHAyIupytompe uzohpepmentsl CYP2C19 u CYP3A4, Takue kak
pudaMIuUIMH U IpenapaTsl 3Bepo00si IPOABIPSIBICHHOTO, IPU OJJHOBPEMEHHOM MPUMEHEHUU
C OMEMpa3zojoM MOTYT MPUBOAUTH K CHIYKEHUIO KOHIIGHTPAIIMKU OMEIpa30iia B IIa3Me KPOBU
3a CYET YCKOPEHHUs1 MeTaboIn3Ma OMerpas3oda.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALMA

bepemeHHOCTD

Pe3ynbpTaThl MccrneAoBaHUN MMOKa3add OTCYTCTBHE MOOOYHOrO ACMCTBHS OMempasoja Ha
3JI0pOBbE OEPEMEHHBIX KESHINWH, Ha TUTO/ WJIH Ha HOBOPOKIeHHOTO. [Ipenapar YibTon MOXeT
MPUMEHSTBCS BO BpeMsi OEPEeMEHHOCTH.

Jlakranuys

OmMenpaszon NpoOHUKAET B TPYAHOE MOJIOKO, OHAKO MPU MPUMEHEHUH €r0 B TEPANEBTUUYECKUX
J103ax BO3JICHCTBUE HAa PEOCHKA MAJIOBEPOSITHO.

4.7. BiusiHue HAa CMOCOOHOCTH YNPABJISITh TPAHCIOPTHBIMH CPEACTBAMH U padoTaTh C
MeXaHU3MaMH

OTCYTCTBYIOT JaHHBIE O BIUSHUM OMEIpa30jia Ha CIIOCOOHOCTh YIPABIATH TPAHCIIOPTHBIMU
CpeICTBaMU U padoTaTh ¢ Mexanu3MaMu. OJTHAKO, B CBSI3H C TEM, UTO BO BPEMs TEpaITUi MOTYT
HAOJIO/IATHCSl TOJIOBOKPY)KCHHE, HEUETKOCTh 3PEHUS W COHJIMBOCTB, CIEAYyeT COOII0aTh
OCTOPOKHOCTh TIPU yIPABICHUH TPAHCTIOPTHBIMU CPEACTBAMH U PaboTe ¢ 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.

YacTtora BCTpedaeMOCTH oOmpeserneHa CAeAYIIMMM o0pa3oM: oudeHb vacto (> 1/10), gacto
(> 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
HEBO3MOXXHO). HexenarenbHble peakiuy CrPYIIHPOBAHBI B COOTBETCTBHU C TOPSIKOM Ha
OCHOBaHHUU CUCTEMHO-OpraHHbIX KiaccoB (COK).

Hapywenus co cmoponvl kposu u aumgamuueckou cucmemvl.
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penKo — NeHKOneH s, TPOMOOLIUTOMNEHHUS], arpPaHyJIOIUTO3, TAaHIIUTONEHUSI.

Hapywenus co cmopoHvl UMMYHHOU cucmembl:

pPEelIKO — peaKIUH THIEePUYyBCTBUTEIBHOCTU (HAIPUMEp, JHUXOPAIKa, AHTHOHEBPOTHYECKHMA
OTeK, aHa(UIIAaKTHIECKas peaKIus/aHaQUIaKTHISCKUN 110K ).

Hapywenus memabonuzma u numanus:

PEIKO — TUIIOHATPUEMHUS;

YacTOTa HEM3BECTHA — THIOMAarHUEMHs, THIOKAJIbIIMEMHUSI BCIEACTBHE  TSIKEIOU
TUIIOMarHUeMHH; TUTIOMAarHUEMHUSI MOXKET aCCOLIMMPOBATHCS C TUIIOKAIMEMUEH.

Tcuxuyeckue napywenus:

HEYacTo — OECCOHHMIIA;

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

Hapywenus co cmoponvl Hep8Hotl cucmemsl:

4acTo — TOJIOBHAs 0OJIb;

HEYacTO — TOJIOBOKPYKEHHUE, TAPECTE3Hsl, COHJIMBOCTD;

pEnKO — HapyIIeHHE BKyca.

Hapywenus co cmoponvl opeana 3penus:

PENIKO — HEYETKOCTh 3PUTEIIEHOTO BOCTIPUSATHS.

Hapywenus co cmoponsl OvixamenbHoU cucmemsl, Op2aHos8 epyOHOU KIemKU U CPeOOCMeHU:
penKo — OpOHXOCTIa3M.

Kenyoouno-kuuieunvie HapyueHus:

4acTO — TOLIHOTA/pPBOTA, OOJIb B )KMBOTE, AUAPES], 3aII0P, METEOPU3M;

PENKO — CYXOCTh CIIM3UCTOH OOOJIOUKM TOJIOCTH PTa, CTOMATHT, KaHAMI03 >KEIyIOYHO-
KHAIIEYHOTO TPAKTa, MUKPOCKOITMYECKUH KOJIHT.

Hapywenus co cmoponuvl neuenu u scenueblo0Auux nymel.

HEYacTO — MOBBIIIEHHE AKTUBHOCTH «IICUEHOYHBIX» (PEPMEHTOB B IJIa3Me KPOBH;

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

Hapywenusa co cmoponwvl Kodtcu u NOOKOHCHBIX MKAHEL:

HEYaCcTO — JIEPMATHUT, KOXKHBIN 3y, KOXKHAsI ChITb, KPAITMBHHULIA;

penko — peaknus (QOTOCEHCHOWIM3AalWHW, aJONelHs, OCTPhIi TI'eHepaTU30BaHHBIN
DK3aHTEMATO3HBIA TYCTyJe3, JIeKapCTBEHHasl ChIIb C J03WHO(DHIMEH W CHUCTEeMHBIMU
cumnromamu (DRESS-cunapom), mynbTHdOpMHaAs 3KCCydaTWBHAS HpUTEMa, CHUHAPOM
CruBeHca-/[’>KOHCOHA, TOKCUYECKUH 3MHIEPMAJIbHBIM HEKPOJIN3.

Hapywenus co cmoponul mbiuieyHotl, ckenemHotl U coeOUHUmMenbHo MKAHU:

PEIKO — MUAJITHS, apTPANITHUs, MbILIIEUHAs CI1a00CTh.
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Hapywenus co cmopoHbl nouex u Mouesbleo0AUUx nymeil.:

PEIKO — OCTPBIN TyOYJIOMHTEPCTULUANBHBIA HEQPHUT (C BOSMOXKHBIM MPOTPECCHPOBAHUEM IO
MOYEYHON HEJOCTATOYHOCTH);

4acTOTa HEM3BECTHA — HPEKTUIIbHAS TUCHYHKIIHUS.

Hapywenus co cmoponbl penpoO0yKmuHot cucmembvl U MOTOUHBIX JCeNe3:

PEIKO — THHEKOMACTHSL.

Obwue napyuienus u peakyuu 6 Mmecme 66€0€HUsL:

HEYacToO — HEIOMOI'aHUE;

PENIKO — MOBBILLIEHHOE NTOTOOT/eNIeHHE, IepUPEepuIecKre OTEKH.

Coobmanoch 0 ciay4asx 0Opa30BaHMS KEJNE3UCTHIX IOJHMIIOB B JKEIyJIKE Yy MaIHEeHTOB,
NPUHUMAIOIINX JICKAPCTBEHHBIC IPETaparhl, MOHIKAIOIINE CEKPEIHI0 JKEeJIe3 JKeNylKa, B
TEYEHUE JUIMTENILHOIO NPOMEXYyTKa BpeMeHM. llomumbl p00poKauecTBEHHBIE, MPOXOISAT
CaMOCTOSITENIHO Ha (pOHE MPOJODKEHUS Teparuu.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxxHo cooOmare O TMOA03PEBAEMBIX HEXKEIATCIbHBIX PEAKIUSIX IOCJIE€ PErucTparuu
JIEKapCTBEHHOTO TMpemapara ¢ [enblo 00ecleyeHus HEeNPEepbIBHOTO MOHHUTOPHHTA
COOTHOIIEHUS «IO0JIb3a — PUCK» JIEKAapCTBEHHOrO Tpernapara. MeaulIuHCKUM pabOTHHKaM
peKOMeHyeTcsi cooOmaTh O JIFOOBIX TMOJO3PEBAEMBIX  HEXKEJIATEIbHBIX  PEaKIMIX
JIEKApCTBEHHOT'O TperapaTa 4epe3 HAIlMOHAJIbHBIE CUCTEMBI COOOIICHHUS O HEXKeIaTeIbHBIX
peaklMsIX rocy1apCTB — WieHOB EBpa3uiickoro 3KOHOMUYECKOTO COI03a.

Poccuiickaa ®edepayus

109012, r. MockBa, CraBsinckas 1., a. 4, cTp. 1

®denepanbHas cnyx0a Mo Haa30py B chepe 3paBoOOXpaHEHUs

Temn.: +7 (800) 550 99 03

Anpec 31. moutsl: pharm@roszdravnadzor.gov.ru

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

Pecnyonuxa Kazaxcman

010000, r. Acrana, paiion baiikonslp, yi. A. manosa, a. 13, BL «Hypcayzer 2»

PI'TI na [IXB «HauuoHanbHBIN LHEHTP DKCHEPTU3BI JICKAPCTBEHHBIX CPEACTB U MEAULIMHCKUX
m3nenuit» Komurera MemumuHCKOro #  (apMareBTUYECKOTO KOHTpoJii MUHHCTEpCTBa
3npaBooxpanenus PecyOnuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 31. moutsl: farm@dari.kz

Be06-caiit: www.ndda.kz

4.9. Ilepeno3upoBka
12


https://roszdravnadzor.gov.ru/

[Tpu nmpueme BHYTPB B pa3oBoi 103e 10 400 Mr oMenpasoi He BhI3bIBAT KAaKUX-THOO THKEITBIX
cumnToMoB. IIpu mnpueme B3pociapiMu 560 Mr omemnpazosia OTMedYajgachb yMEpEeHHast
uHTOKCcUKaus. [Ipu yBenudeHUM 103bl CKOPOCTh 3JIMMMHALIMM Tpernapara He HU3MEHsUIAch
(KMHETHKa TIEPBOTO MOPSIKA), CIEIU(UISCKOE JICUCHHUE ITPHU ATOM HE TPEOOBAIIOCH.
CuMnOTOMBI

['onoBOKpy’KeHUE, CIyTaHHOCTb CO3HAHUS, amaTws, roJIoBHas 0Ojb, AWJIaTallUs COCYJIOB,
TaxuKapus, TOUIHOTA, pBOTA, METEOPU3M, AUAPESL.

Jleuenue

CumnromaTHueckoe JeueHUe, NpU HEOOXOAMMOCTH MPOMBIBAHHE >KETyJKa, Ha3HauCHUE

AKTUBHUPOBAHHOT'O YIJIA.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoauHaMHYeCKHE CBOMCTBA
®dapMakoTepaneBTUYECKas IpyIa: CpeAcTBa s JICUCHHS KUCIOTO3aBUCUMBIX 3a00JI€BaHUM;
MIPOTUBOSI3BEHHBIC CPEJCTBA M CPEICTBA IS JICUYCHHS TacTpod3odareaabHol pedIoKCHON
6one3nu (I'OPB); nHrUOUTOPHI MPOTOHHOTO Hacoca
Kon ATX: A02BCO1

MexaHN3M e CTBUS

Owmenpazon sBisieTcs cnabbiM ocHOBaHUEM. KOHIIEHTpUpYyeTCs B KHCIION cpelie CEKPETOPHBIX
KAaHAJBIEB IMAPUETATBHBIX KJICTOK CIIM3UCTOH OOOJOYKH IKeNyaKa, aKTUBHPYETCS |
MHTHOUPYET TPOTOHHBIA Hacoc — ¢epment H'/K'-AT®asy. Biumsuue omemnpasona Ha
MOCTEAHIO CTaJMI0 Tpollecca OOpa3oBaHMsI CONSIHOW KHUCIOTHI B JKEIyIKe SBISETCS
J0303aBUCUMBIM U oOecreurnBaeT BbICOKOA((GEKTHBHOE WHTHOMpOBaHUE Oa3albHON U
CTUMYJTUPOBAHHOM CEKPEITUU COJISTHOW KHCIOTHI HE3aBUCHMO OT CTUMYJIMPYIOMIETO (haKkTopa.

dapmakoagnaammdeckne YO HeKTol

Brusinue na cexpeyuro sicenyoouno2o coxa

OmMenpa3on mpHu €XKETHEBHOM IIpHEeMe BHYTPh oOecmeunBaeT ObicTpoe U 3¢ (deKTHBHOE
MHTMOMPOBAaHNE JTHEBHON M HOYHOW CEKpelMid COJSHOW KUCIOThl. MakcumanbHbIi 3¢ dexT
JIOCTUTAETCS B TeUeHUe 4 THEH JeueHus. Y MalMeHTOB C SI3BOM JBEHAAIIATUIIEPCTHOW KHUIIKH
OMENpPa30Jl BBI3BIBAET YCTOMUMBOE CHIDKEHHE 3HAueHUs 24-4acOBOM  KeNyJAO0YHOM
KucioTHOCTH He MeHee 4emM Ha 80 %. Ilpu 3TOM JOCTHraeTcsi CHMXKEHHE CpeaHei
MaKCUMAJIbHON KOHIEHTPALMM COJITHOM KHCIOTHI MOCJE CTUMYJIAILMU MEHTAaraCTpUHOM Ha

70 % B Teuenue 24 4acos.
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VY nanueHToB C S3BOM JBEHAALATUIIEPCTHOM KHUIIKH OMEINPA30Jl MPU €KEIHEBHOM IpPUEME
BHYTpPb IOJAJEPKUBAECT BO BHYTPMIKEIYJIOUHOM cCpele 3Hau€HUE KUCIOTHOCTH Ha ypOBHE
pH >3 B cpennem B TeueHue 17 yacoB B CyTKHU.

WurubupoBanue cekpenuu cojsHoi kucinoTsl 3aBucut oT AUC omemnpaszona, a HE OT
KOHIIEHTpAIMU Mpernapara B Iia3Me KpOBU B JaHHBIII MOMEHT BPEMEHHU.

Heticmsue na Helicobacter pylori

Owmernpason obsagaer 6akrepunuaabM 3ddexkrom Ha Helicobacter pylori B ycmosusix in vitro.
Opamukamus  Helicobacter pylori npu npumeHeHnn omenpasona OJHOBPEMEHHO C
aHTHOAKTepUATbHBIMU CPEICTBAMHU COIMPOBOXKAAECTCA OBICTPHIM YCTPAHEHHUEM CHMIITOMOB,
BBICOKOM CTETEHBIO 3)KHUBICHHS JE(PEKTOB CIM3UCTONH OOOJOYKH JKEITyI0YHO-KHIIEYHOTO
TpakTa U JUIMTEIbHONM PEMHUCCHEN S3BEHHOM OOJIE3HH, UTO CHUXKAET BEPOSATHOCTH TAaKOI'O
OCIIO’)KHEHUS, KaK KPOBOTEUEHHE, TaK ke () (PEeKTHUBHO, KaK U MOCTOSIHHAS TIOCPKUBAIOIIAs
Teparnus.

Hpyaue 3¢pghexmoi, céazannbie ¢ UHSUOUPOBAHUEM CEKPeYUU CONSAHOU KUCIOMbL

VY nauuveHToB, NPUHUMAIOIIMX Ipenaparbl, MOHWKAIOLIUE CEKPELUIO JKEJIe3 JKEIylKa, B
TE€YCHHE IUTEIHLHOTO MPOMEXKYTKAa BPEMEHM Halle OTMEYaeTcs 0Opa3oBaHUE KENe3UCThIX
NOJHUNoB B kenynke. [lonunel 106poKauecTBEHHbIE U MPOXOAT CaMOCTOSATENBHO Ha (hoHe
MPOJODKEHUsSI Tepanuu. OTH SBJIEHUS O00YCIOBIEHBI (U3MOIOTMUYECKUMHU U3MEHEHUSIMU B
pe3ynbTare UHIUOMPOBAHUS CEKPELIMH COJITHON KUCIIOTHI.

CHMXEHUe CeKpeLnu COJITHONM KUCIIOTHI B JKeNTyAKe MO/ IeHCTBUEM HHTHOMTOPOB IPOTOHHOT'O
HAcoca WM JPYTUX CHIKAIOMIMX KUCIOTHOCTH JKEIYJKa CPEICTB, IPUBOIUT K MOBBILICHUIO
pocTa HOpMaJIbHOM MHUKPO(JIOpHI KHMILIEYHHKA, YTO B CBOIO OYEPEIb MOXKET MPUBOIUTH K
HE3HAYUTEIbHOMY YBEJIMYEHUIO pPHUCKA Ppa3BUTHUSI KHUIIEYHBIX HWHQPEKIUH, BBI3BAHHBIX
oaktepusimu poma Salmonella spp. u Campylobacter spp., a y rocnuTtanu3upoBaHHBIX
NalMEeHTOB, BEpOATHO, Takxke Oaktepuei Clostridium difficile.

Bo Bpewms sieueHus npenaparaMu, MOHMKAIOIUMU CEKPELHIO JKeJe3 KeNyaKa, KOHIIEHTPpaIUs
racTpuyHa B CBIBOPOTKE KpPOBHU TMOBBIIIAeTCS. BcelieCcTBHE CHUXKEHHSI CEKPElUH COJISTHON
KUCJIOTHI oBbIIIaeTcs konueHtpaus CgA B miazme kposu. [loBeimenne konuenTpauu CgA
B IUIa3M€ KPOBHM MOXXET OKa3bIBaTh BIMSHUE Ha PE3yJIbTaThl OOCIICAOBAHUM ISl BBISBICHUS
HEWPOIHIOKPUHHBIX OmyXxoiei (cm. pasmen 4.4.). Jlns mpenoTBpailieHus TaHHOTO BIIASHUS
TEepanui0 MHTUOMTOpPAaMH IMPOTOHHOIO HAcoca HEOOXOJUMO IMPHOCTAHOBUTH 3a 5 AHEH 10
ompenenenuss kKoHneHtpauuu CYA B miuasme KkpoBu. Eciam depe3 5 qHel KOHLEHTpauu
ractpuHa u CQA B 1u1a3mMe KpOBH HE BEPHYJUCh K HOPMaJIbHBIM 3HAYCHHSIM, UCCIICIOBaHHE
CIeayeT MOBTOPUTH uepe3 14 aHel mocie nmpekpalieHus IpUMEHEHUsT OMEIpas3oia.

vy z[eTeﬁ N B3POCJIBIX MNAOWUCHTOB, IAJUTCIIBHO IIPUHHMABHIUX OMCIIPa3oj, OTMEYaIOoCh
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YBEITUYCHUE KOJIMYECTBA HHTEPOXPOMa(PPHUHONOMOOHBIX KIETOK, BEPOATHO, CBS3aHHOE C
YBCIMUCHUCM KOHICHTpAMHU TraCcTpuHa B CBIBOPOTKE KpPOBH. Kinunnyueckoil 3Ha4MMOCTH
JAaHHOE SIBJICHHE HE UMEET.

5.2. DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopOuus

Omenpazon abcopOupyeTcsi B TOHKOW KHUIIKe OOBIYHO B TeueHHe 3—6 yacoB. brogoctymHoCTh
nociie mpreMa BHYTPh cocTaBisieT npuOnm3utenbHo 60 %. [lpuem muimu He BIUSET Ha
OMOOCTYITHOCTh OMENPa30Jia.

Pacupenenenue

CBs3b ¢ Oenkamu IU1a3Mbl KPOBU COCTaBIIsIET 0KOJI0 95 %, 00BbeM paciipeiesIeHUs] COCTaBISET
0,3 n/kr.

BI/IOTDaHCd)ODMaI_[I/IH

Owmerpa3oJ1 MOJIHOCTBI0 METa00IM3UpyeTcs B nedeHru. OCHOBHBIC (DEPMEHTHI, YYaCTBYIOIIUC B
nporecce Metabonmsma, — m3opepmenTsl CYP2C19 u CYP3A4. O6pa3syromiuecst MeTaOOIHTHI
— cynb¢oH, cynb(Ua U TUAPOKCH-OMEINPA30J — HE OKa3bIBAIOT 3HAYMUTEIBHOTO BIMSHUS HA
CEKPEIUIO COISTHON KHCIIOTHI.

OO6muii tnazmeHHbld kaupeHc cocrtapnsieT 0,3-0,6 1/muH. bBrogocTymHOCTh omernpa3zolna
yBeJIMYUBaeTCs Npuoin3uTenbHo Ha 50 % npu NOBTOPHOM IpHUEME IO CPABHEHUIO C TPUEMOM
pa3oBOM JO3BI.

DJIMMUHALNS

T', coctaBnser okosno 40 mun (30-90 mun). Okono 80 % BBIBOAUTCS B BHAE METaOOIHUTOB
MOYKaMH, a OCTaJIbHAs YacTh — Yepe3 KUIICYHHK.

Oco0ble TPVIIILI TAIKEHTOB

He oTMedyeHO 3HaYMTENbHBIX M3MEHEHHH OMOJIOCTYIHOCTH OMENpa3ojia y MalueHTOB
MOXKWJIOTO BO3pacTa WM y MAlMEHTOB C HapylleHHeM (YHKIMM TOYeK. Y MaIHeHTOB C
HapylieHueM (yHKIMU TEYeHH OTMeuaeTcsl YBEeIU4YeHHEe OMOJOCTYMHOCTH OMeIpa3oyia U
3HAYNUTEJIPHOE YMEHBIIICHHE IIA3MEHHOTO KIMPEHCa.

Nmeromuecst JaHHble 0 JeTax (B Bo3pacTe | rog M crapiie) No3BOJSIOT MPEANOI0KHUTh, YTO

(I)apMaKOKI/IHCTI/IKa B pCKOMCHAYCMBIX N03aX aHAJIOT'MYHa TaKOBOI Y B3pPOCIIbIX.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Ilennerst
CaxapHas Kpynka:

- caxapo3a
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- IaToKa KpaxmajabHas
I'unponosa
Marnus ruipokcukapooHat
Caxapo3a
Kpaxman kykypy3Hblid
Hatpus naypuiicynsgat
MeTakpuiIoBOii KUCIOTHI U dTHiIaKkpuiaTa comonumep [1 : 1], 30 % mucnepcust
Tanbk
Makporoa 6000
Turana nMoKcUI
Harpus ruapoxcun

TBepable :KeTaTUHOBLIC KANCYIbI

Kopnyc

Kenatun

Tutana auokcun (E171)

Kpacurens xene3a okcua kpacHsiil (E172)
Kpviweura

Kenatun

Tutana auoxcun (E171)

Kpacurens xene3a okcua kpacuslil (E172)
6.2. HecoBMecTHMOCTH

Henpumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHSs )

3 roga.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

ITpu npousBoactee Ha AO «KPKA, a.1., HoBo mectoy, CiioBeHust

XpaHuThb 1pu Temrepatype He Boiie 25 °C, B OpUrHHAIBHOM MOJIUAITUIICHOBOM (IaKOHE.

ITpu opousBoactae Ha OO0 «KPKA-PYCy», Poccus

XpaHuTh Mpu TemIepaType He Boiie 25 °C, B OpuriHaIbHOM OIUCTEpE.
6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

ITpu mpoussonctee Ha AO «KPKA., n.1., HoBo mectoy, CiioBeHHUs

[To 14 wim 28 xamncyn MOMENIAIOT B IMOJUATUICHOBBIA (DIAKOH C MOJUIPONUICHOBOU
3aBUHYMBAIOIIENCS KPBILIKON C KOHTPOJIEM IIEPBOT0 BCKPBITUS U KAIICYJIOW TMAPOCOPOEHTA.
1 (pnakoH BMecCTE C TMCTKOM-BKJIA/IbIIIEM IOMEIIAIOT B AUKy KAPTOHHYIO.

ITpu npousBoactee Ha OO0 «KPKA-PYCy», Poccus
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[lo 7 xancyn B Onucrep wu3 KOMOMHUPOBAHHOTO MarepHajla OPHUEHTHPOBAHHOTO
HOJIMAMHM/IA/ATTFOMUHUSY/ TIOJMBUHIIIXJIOPU/IA U (POTIBTY AIFOMUHUEBOH.

2 nnu 4 GiucTepa BMECTE € JIMCTKOM-BKIIAIBIIIEM MTOMEIIAIOT B MaYKy KapTOHHYIO.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIIHBI JIJISl pealn3aliu.

6.6. QOcoOble Mepbl TNPEIOCTOPOKHOCTH TMPH YHUYTOKEHHMH HCIOJb30BAHHOIO
JICKAPCTBEHHOI0 Ipenapara MWJIH OTX0A0B, IOJYYEeHHBbIX IOCJIe TPUMEHEHHS
JICKapCTBEHHOI'0 Npenapara, 1 Apyrue MaHuNyJIsiiMu ¢ penapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMU S
CrnoBeHus
AO «KPKA, n.1., HoBo mectoy, llImapwemnika necra 6, 8501 HoBo mecto
Ten.: +386 7 331 21 11
®akc: +386 7 332 15 37
Anpec 3. moutsl: info@krka.biz
7.1. llpeacraBuTe/Ib JepKATENsA PETHCTPALMOHHOIO Y10CTOBEPEHHUS

[Iperen3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy:

Poccuiickaa ®edepayus

000 «KPKA-PYCy», 143500, MockoBckas 061., T. Uctpa, yn. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec s1. moutsr: Krka-rus@krka.biz

Pecnybnuxa Kazaxcman

TOO «KPKA Ka3zaxcran»

050040, r. Anmater, Mukpopaiton KOKTEM-1, nom 15A, oduc 601

Ten.: +7 (727) 311 08 09

Anpec 3. moutsl: info.kz@krka.biz

8. HOMEP PETUCTPALIUOHHOI'O YOCTOBEPEHUS
JITT-Ne(002061)-(PT-RU)

9. IATA NEPBUYHOHN PETMCTPAIIMM (IMOATBEPKJIEHHS PETHMCTPAIIUMH,

IHHEPEPEI'UCTPALINN)

[ara nepsoii peructpauuu: 29 mapra 2023 r.
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10. JATA NEPECMOTPA TEKCTA
6 okTs0ps 2025 1.
OO1m1ast XxapakTepUCTHKA JISKAPCTBEHHOTO Mpernapara YIJIbTOIl JOCTYITHA Ha HH(POPMAITMOHHOM
noprane EBpa3uiickoro 5k0HOMHYECKOT0 COr03a B MTH()OPMAaMOHHO-KOMMYHHUKAIIMOHHON CETH

«Hurepuer» https://eec.eaeunion.org.
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