OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

VYnbromn, 40 Mr, Karcysl KUIIEYHOPACTBOPUMBIE

2. KAYECTBEHHBIN U KOJIMYECTBEHHbBIN COCTAB
JelicTBytollee BENIECTBO: OMENPa3ol.
Kaxxnas tabnerka comepxut 40 Mr omemnpasoda.
BcmoMoratenbHbIE BENIECTBa, HATHYNE KOTOPBIX HA/I0 YUUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara: HaTpui, caxapo3sa (cM. pazzaen 4.4.).

ITonnbI MEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB ITPHUBCACH 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 PO30BATHIM OTTCHKOM IBETA.

4. KIIMHUYECKHUE JAHHBIE
4.1. IToka3zaHusl K IPUMEHEHHUIO
Bspocnvie
- SI3Ba ABEHAAUATUIIEPCTHON KUIIKH;
- 53Ba JKEINy/Ka;
- HIIBII-accomuupoBaHHbBIE SI3BbI U 3PO3HH KEMYJIKA U JBCHAALATUIIEPCTHON KUIIKH;
- ospagukamnus Helicobacter pylori mpu s3Bennoit Oose3Hn (B KOMOWHAIIMH  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 crapiuie 2 net ¢ maccou tena He MmeHee 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 obecniedyeHus HIKEMPUBEIEHHOTO PEXKMMa JO3UPOBaHUS, BOZMOXKEH IpPUEM Ipernapara
VYbTon B Ipyroi 3aperucTpupoBaHHOM 103UpoBKe (Y IbTOII, Karcyibl KUILIECYHOPACTBOPUMBIE,
10 mr u 20 mr).

A36a 0seHadyamunepCmuol KUK

[TarueHTaM ¢ aKTHUBHOW $3BOM JBEHAIUATHIIEPCTHOW KHIIKH PEKOMEHAYETCsl MPUHUMATh
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 Te4eHHE 2 HeZlelb MOJTHOE 3a)KUBJICHHE S3Bbl HE HACTYIAET, 3a)KUBIICHUE
JOCTUTAETCS MPH MOCIEIYIOIeM 2-HeIeIbHOM IIpueMe mpenapara Y IbToIl.

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

Jns mpenoTBpallleHusT PEUUIUBOB TAllMeHTaM C $3BOM JBEHAALIATUIIEPCTHON KHUIIKU
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 — npenapar 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 MOBTOPHBIM 4-HENEIbHBIA KypC JE€UeHus, B
TE€4EHHE KOTOPOT'O TIOCTUTAETCsl 3aKUBJICHUE.

[TaruenTamM ¢ s3BOM KeNyAKa, Majo BOCHPUMMYHUBON K JIEYCHHIO, OOBIYHO HA3HAYAIOT
omerpasoi B 1o3e 40 Mr 1 pa3 B CyTKH; 3aKHUBIICHUE OOBIYHO JJOCTUTACTCS B TCUCHHE 8 HEICITb.
Jns mpenoTBpalleHUs] peUAMBOB MallMEHTaM C SI3BOM JKeIyJIKa PEeKOMEHIYIOT Mpernapar
Vnbron 20 mr 1 pa3 B cyTku. B ciydae HeoOX0AMMOCTH 103y MOKHO YBeIHUHTh 110 40 Mr 1 pa3
B CYTKH.

HIIBII-accoyuuposantbvle 536bl U dPO3UU HCENYOKA U 0BEHAOYAMUNEPCMHOU KUUKU

ITpn manmmuum HIIBII-acconnnpoBaHHBIX S3B KEyAKa, IBEHAAUATUIIEPCTHON KUIIKN WIH IIPU
racTpolyOJ€HAJIbHBIX 3PO3UAX y MALMEHTOB C MPOJOJIKAIOLIEICS Tepanuell HeCTEPOUHBIMU
npoTuBoBocanuTeNbHbIMM  npenapatamu  (HIIBII) wnmm  mocine ee  mpekpaiieHus
pekoMeHyemast fo3a mnpemapara Yiaston — 20 mMr 1 pa3 B cytku. [Ipemapar oGecneunBaer

OBICTPOE YCTpaHEHHE CHUMIITOMOB, y OOJIBIIMHCTBA IalMEHTOB H3JI€UCHUE HACTYIMaeT B
2



TedeHue 4 Henenb. Y TeX MAIMEHTOB, Y KOTOPBIX HE MPOU3OILIO H3JIEYEHHE B TEUEHUE
HAYaJBbHOTO TMEpPHOJa TEpaluM, 3KUBICHHE OOBIYHO JIOCTHTAeTCsl MPU TMOBTOPHOM 4-
HEJEeNIBFHOM MPUEME Mpenapara.

Jns npodunakTuku s3B, SpO3MM KellyAKa U JBEHAALATUIIEPCTHON KHUIIKKM U CUMITOMOB
nucnencuu, cBazanHbix ¢ npuemom HIIBII, pexomenaoBanHas nqo3a mpenaparta YJIbTON —
20 mr 1 pa3 B cyTKH.

Opaouxayus Helicobacter pylori npu sizéennoii 6onesnu (6 kombunayuu ¢ coomeemcmaeyiowetl
aHnmubaxmepuaibHoU mepanueti)

Peorcumul spaduxauuu Helicobacter pylori npu s3sennou 6oreznu

TpexKOMIOHEHTHAs cXeMa JICYCHUS

Owmenpazon 20 mr, amokcuuniutuH 1 T u kmapurpomuna 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

npenapat Yaston 40 Mr 1 pa3 B cyTkH, a Takke aMOKCHIWIIIMH 500 M 1 METpOHH1a30J1
400 mr 3 pa3a B CyTKH B TeUeHHE | HEIEH.

JIByXKOMITOHEHTHAs CXeMa JICUCHHS

[Tpenapat Ynbron 40-80 mMr exenHEeBHO M aMOKCHUIWUIMH 1,5 T eXeAHEBHO (103y cleayer
JIeTUTh Ha 4YacTH) B TeUeHHE 2 Henenb. Bo Bpems KIMHMYECKMX HCHBITAHUNA MPUMEHSIIN
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.

Jiis obecriedeHus MOJHOTO 3aKUBJICHUS JalbHElIIee JeueHre IPOBOJUTh B COOTBETCTBUU C
pEeKOMEHIalUsIMU B pa3zienax «S3Ba JBeHaaTUIIEPCTHON KUIIKI» U «SI3Ba KemyIKay.

B Tex ciyuasx, korga mociae MpOXOKAeHHsS Kypca sedenus Tect Ha Helicobacter pylori
0CTaeTCs MOJIOKHUTEIBHBIM, KypC JICUCHHUSI MOXKET OBITH TIOBTOPEH.

Pedghnrokc-330¢pacum

Pexomenyemas no3a omenpazona — 20 mr 1 pa3 B cytku. Omenpason obecrieunBaeT ObICTpoe
yCTpaHEHHWE CHUMITOMOB. Y OOJBIIMHCTBA MAIIEHTOB H3JICYCHUE 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.

[Tattmentam ¢ TspKenoi hopmoit pedurrokc-330¢aruta peKOMEHAYETCS MTPUMEHSATh IIpernapar

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



[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 no3a omenpasoia 20 mr 1 pa3 B cytku. OMenpaszon o0ecrieunBaeT ObICTpoe
yCTpaHEHUE CUMIITOMOB. TepaneBTHUECKUI 3()(PEKT MOKET OCTUTAThCS MPHU €KETHEBHOM
no3e 10 Mr, To3TOMY HE UCKITI0YAeTCsS UHIUBUIYATbHBINA 1T0100p A03bl. Eciu mocne 4-nenens
nedenus (omenpazon 20 mr 1pa3 B CyTKM) CHUMIOTOMBI HE MCU€3aIOT, PEKOMEHIYeTCs
JOTIOTHUTEIbHOE 00CieI0BaHUE MAlUEHTA.

Hucnencus, ceazannas ¢ noululeHHOU KUCIOMHOCMbIO

Jns obneruenust Ooneit ¥ (WIM) YCTpaHEHHs OLIYIICHHH JAUCKOM(POPTa B AIUTACTPAILHON
obnactu, ¢ u3Korod wunu 0Oe3 u3KOru, HasHauaoT omemnpaszon 20 mr 1 pas B CyTKH.
TepaneBtudeckuii 3pdext mMoxer mocturarbes mpu no3e 10 mr 1 pa3 B cyTKH, HMOSTOMY
JIieYeHrEe MOKHO HAYMHATH € 3TOH 10361, Eciiu mociie 4 Henens ieuenus (omernpazon 20 mr 1 pas
B CYTKH) CUMIITOMBI HE HCYE3al0T, PEKOMEHIyeTCs AOIOJIHUTENbHOE 00CIeJ0BaHNE AIUEHTA.
Cunopom 3onnuneepa-Innucona

[TaupenTam ¢ cuMHAPOMOM 30JUTMHIEPA-DIUIMCOHA Mpenapar Ha3HAyalT B UHAWBUAYAJIbHOMN
no3e. JledeHne npooyKaroT N0 KIMHUYECKUM MOKa3aHUSAM HAaCTOJIBKO J0JIT0, HACKOJIBKO 3TO
HeoOxouMo. PexoMeH Tyemast HauanbHasl J103a mpernapara YisTor — 60 Mr exxeTHeBHO. Y Beex
MAIMEHTOB C TsDKeNol ¢opMoil 3abojeBaHMs, a Takke B TeX CIydasx, KOrja Apyrue
TEepaneBTUYECKHE METOJIbl HE MPHUBEIH K KEITAeMOMY pe3yJbTaTy, IPUMEHEHHE OMEeIpasoja
0b110 2 dexTuBHBIM y 60stee uem 90 % narmentos npu npueme 20—120 Mr exxeHeBHO. B Tex
cilydasiX, KOrjla cyToyHas Jj03a Ipernapara npesbimaer 80 Mr, 103y cilenyeT AEIUTh Ha JBe
YacTU U IPUHUMATH 2 pa3a B CYTKH.

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmol ¢ napywenuem @yHKYuu nouex
Jl1s manmeHToB ¢ HapylleHneM (QyHKINY oYeK KOPPEKIHs 103l He TpeOyeTcs.
Iayuenmer ¢ napywienuem @yHKyuy nevenu
VY mauueHToB ¢ HapylleHueM (QYHKIUH MeYeHU OMOJOCTYMHOCTh U MEPUO]I TOTYBbIBEICHHS
(T'2) omenpazona U3 MmiIa3Mbl KPOBU yBeIUIUBaIOTCS. B cBsi3u ¢ atim 103a 10—20 Mr B CyTKH
SIBISETCST TOCTATOYHOM.
Tayuenmor noxcunozo 6ospacma
JUis manueHToB MOXKUIIOTO BO3pacTa KOPPEKLUs 103l He TpedyeTcs.
eTH

Pegnroxc-230pacum u cumnmomamuuecxas I'OPF



Hetssm B Bo3pacTe crapiie 2 JIeT ¢ Maccoi tena Oonee 20 KT Ha3HAYAIOT OMEIPa3oil B J103€
20 mr 1 pa3 B cyTtku. [Ipu HEoOX0IUMOCTH BO3MOKHO yBenwueHue 1036l 10 40 mr 1 pa3 B
CyTku. PexomeHmyemass MpOJOIKUTENBLHOCTh JICYCHHS B clydae pedurrokc-330¢arnra
cocraBnsier 4-8 Henenb. PexomeHnyemass NpPOAODKUTENBHOCTh JICUEHUS B Clydyae
cumirrtomatuueckon ['DOPB  cocraBiser 2-4 memenu. Eciu mociie 2—4 Henenp JieYeHUS
KOHTPOJIb CUMITOMOB 3a00JIeBaHMs HE OBUI JOCTUTHYT, PEKOMEHIyETCS JOIMOJIHUTEIBHOE
o0ce10BaHUE MMALIUEHTA.

A36a 0senaoyamunepcmuotl kuwiky, évizéannas Helicobacter pylori

[Ipu BBIOOpE CXeMbl Tepamuu ClEAyeT Y4YuThIBaTh O(QUIMATIbHBIE HaIMOHAJIbHbIE,
pETHOHABHBIC H MECTHBIC PEKOMEH/IAINN, KACAIOIINECs PE3UCTCHTHOCTH MUKPOOPTaHU3MOB
K aHTHOAKTEPHATBLHBIM CPEJICTBAM, IPOJAOKUTEILHOCTH Tepanuu (Hanbosiee 4acto — 7 JHEH,
HO B psje ciydyaeB — 10 14 nHedl) M TPaBWIBHOTO NPUMEHEHHUS aHTHOAKTepUaTbHBIX
MpernapaToB.

Teparnuto HEOOXOIMMO IPOBOIUTH O] HAOTIOACHUEM CIISITHAIIACTA.

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

Macca Teaa CxeMa jJeyeHHus

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

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

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

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

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

Bce npenapaTtsl IPUHUMATD 2 pas3a B CYTKHU B TCUCHUC HCACIIN.

Cnooco0 rmpuMeHeHus

BuyTps. Kamncynsl pexomeHyeTcs NMpuHUMaTh YTPOM IEpesa €10l WM BO BpeMms IMpHema
MUIIH, 3a1TUBasi HEOOJBIINM KOJIMYECTBOM BOJIbl. CO/Iep)KMMOE KarlCyJIbl HEb3s pa3’KeBbIBATh.
B 0co0bIx cityuyasix, Ipu BO3SHUKHOBEHUH TPYAHOCTEH C MPOTJIaThIBAHUEM IEJION Karcybl y
B3pPOCJIBIX U JETEH, MOXKHO MPOTJIOTUThH €€ COAEPKUMOE IOCIIE BCKPBITHUS WM PaccachblBaHUs
KalcyJsbl, a TaKK€ MOXHO CMeIIaTh COAEPKMUMOE KaICyJbl CO CJerKa IOAKUCIEHHOMN
KHUJIKOCTBIO (HampuMmep, C CokoM, Horyptom). llomyueHHas cycreH3us HOJKHA OBITh
ucnonb3oBaHa B TeueHue 30 MuHyT. YToOB! OBITH YBEPEHHBIM B MpUEME MOJIHOM 103bl, CHOBA
HaJIeliTe B CTaKaH XHJKOCTH HAIOJIOBUHY, B30OITaliTe U BHINICHTE.
4.3. [IpoTuBONOKA3aAHUS

- T'umepdyBCTBHTENHHOCTh K OMEINPA30ily, 3aMEIICHHBIM OCH3UMHIA30JaM M (M) K

J11000My U3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3jene 6.1.



- OgHOBpEMEHHBIH MPUEM C IPIOTHHHUOOM, ITO3aKOHA30JIOM.

- Jlerckuit Bo3pacTt 10 2 JieT.

- Jlerckuii Bo3pacT cTapiie 2 JIeT 1O IPYT'UM IOKa3aHUsM, KpoMe JieueHus: pedirokc-
330(arura u cumnromaruueckoi [ OPb.

- Jlerckuit Bo3pacT ctapuie 4 neT mo APYruM IMOKa3aHHUsIM, KpoMe JieueHus pedrokc-
a30daruta, cumnromarndeckoi I'DOPBb u s3BBI JBEHAIUATHIIEPCTHOW KHIIKH,
BeI3BaHHOM Helicobacter pylori.

4.4. OcoOble yka3aHHusl U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHHU U

[Ipy Hanumuuu "rOOBIX TPEBOXKHBIX CHMITOMOB Y TAalMeHTa (HampuMmep, TaKhX Kak
3HauUMTENbHAs CIIOHTaHHAas IOTEps Macchl Teja, MOBTOpHAs pBOTa, Aucdarus, pBoTa C
IIPUMECHIO KPOBU WJIM MEJIEHA), a TAK)KE IPU HAIMYUU SA3BbI JKEIyKa (MU MPU [10J103PEHUU
Ha $3BY JKEIyJKa) CJeAyeT HUCKIIOYUTh HaJIW4YMe 3JI0Ka4eCTBEHHOr0 HOBOOOpa30BaHUS,
MOCKOJIBKY JIEYCHHE OMEMPa30joM MOXKET HPHUBECTH K CIIAKHBAHUIO CHUMITOMATHKUA U
OTCPOUYUTH IIOCTAHOBKY JIMarHo3a.

He pexomenayercsi 0lHOBpEMEHHOE MPUMEHEHHE OMENpPa3ojia ¢ TaKMMM IpernaparaMmu, Kak
aTa3zaHaBUP U HEJI(PUHABUD.

[To pe3ynbrataM HUCCIEIOBaHHI OTMeUEHO (PapMaKOKHMHETUYECKOe/(PpapMaKoIMHAMHUECKOE
B3aUMOJICCTBUE MEXKTY KIOTHAOTpesioM (Harpy3odHas 103a 300 Mr v moaep>KkuBaromias 103a
75 mr/cyT) u omenpazonoM (80 Mr/cyT BHYTpPb), KOTOPOE MPUBOIUT K CHIPKEHUIO IKCITO3UIINH
K aKTUBHOMY METa0OJUTY KIOMHIOTpeNa B cpeHeM Ha 46 % U CHUIKEHHIO MaKCHUMAlbHOTO
uHrnOupoBanus AJ|O-uHIynMpoBaHHOW arperanuu TPoMOOIMTOB B cpeaHem Ha 16 %.
[ToaTomy cienyet u3deraTb OJJHOBPEMEHHOTO IPUMEHEHMSI OMENPa3oiia U KJIonuaorpena (cm.
pasaen 4.5.).

OtnenpHble HAOMIOJATENBHBIE UCCIIEOBAHNS YKA3bIBAIOT HA TO, YTO TE€pANusl HHTHOUTOpaMuU
IIPOTOHHOTO HAacoca MOXET HE3HAYUTEJbHO IOBBILATh PUCK CBSA3AHHBIX C OCTEONOPO30M
MEPEIOMOB, OJJTHAKO B IPYTUX MOJAOOHBIX HCCIIEIOBAHUSAX MMOBBIILIEHUE PUCKA HE OTMEYEHO.

B pangoMu3npoBaHHBIX JBOWHBIX CIETBIX KOHTPOJIUPYEMBIX KIMHHUYECKUX HCCIEIOBAHUSIX
OMENpa3oyia M 330MEMNpa3oyia, BKIIOYas JIBa OTKPBITBIX HMCCIEIOBAHUSA C JJIUTEIBbHOCTHIO
Tepanuu Oosnee 12 ner, He OblIa MOJATBEpPXk/IEHA CBSA3b IEPEIIOMOB Ha (JOHE OCTEONOpo3a ¢
MPUMEHEHHEM HHTHOUTOPOB MPOTOHHOTO HACOCA.

XOTsl NPUYUHHO-CIIEICTBEHHAs CBSA3b MPUMEHEHHS] OMEIpa30Jia/330Menpasosa ¢ neperoMaMu
Ha (OHE OCTEONOpo3a HE YCTAHOBJICHA, MAIMEHTHI C PUCKOM PA3BUTHUS OCTEONOpPO3a WU
MepeIoMoOB Ha ero (OHE MOHKHBI HAXOAWUTHCS TMOJ COOTBETCTBYIOIIMM KIMHUYECKUM

HaOJIFOJEHUEM.



VY nanuMeHToB, MOJIYYaBIIMX OMENpPa30j Ha MPOTSHKEHUH, KaKk MMUHHUMYM, 3 MecsleB, Oblia
3aperucTpupoBaHa TsKeNas TUIIOMarHUEMUs, IMPOSBISAIOIIASACA TaKUMH CHUMITOMaMHU Kak
YTOMIIIEMOCTB, OpEJ1, CyIOPOTH, TOJIOBOKPYKEHHE U KEITyT0UKOBasi apuTMHsL. Y OOJBIINHCTBA
NAlMEHTOB TMIIOMarHueMusl KylupoBajach 1ocjie OTMEHbl HHTMOUTOPOB ITPOTOHHOIO Hacoca
Y BBEJICHUS NPENapaToB MarHus. Y MalUEHTOB, KOTOPHIM IUIAHUPYETCS AIUTEIIbHAS Tepanus
WIA KOTOPBIM Ha3HauYeH OMENPa3oll ¢ AUTOKCHHOM MJIM IPYTHMH MperapaTaMu, ClIOCOOHBIMU
BbI3bIBaTh FTMIIOMarHUEMHMIO (HalIpUMEp, TUYPETUKH ), CIEAYET OLIEHUTh COJIEpPKaHNuEe MarHus B
IUIa3Me KPOBH J0 Hayajla Tepaluu U NEPUOJUYECKH KOHTPOJIUPOBATH €r0 BO BPEMsI JICUCHHUS.
CornacHo pe3yibTaTaM HaOJIOJATENbHBIX WCCIIEAOBAHUM, HHTMOUTOPHl MPOTOHHON MOMIIBI
MOTYT MOBBIIATh oOmmii puck mnepenoma Ha 1040 %. OnpeneneHHas CTENEHb TaKOTO
MOBBIIIEHUS] MOXKET OBITh 0OyCIIOBIIEHa OPYrMMHU (akTopamu pucka. IlanmmueHTsl ¢ puCcCKOM
pa3sBUTUSA OCTEONOPO3a JOJDKHBI IOJIy4YaTh JICYEHHE B COOTBETCTBHM C JCHCTBYIOIIUMU
KJIMHUYECKMMH PEKOMEHJAMSMU U JOJDKHBI TOTPEOIIATh JOCTATOYHOE KOJIMYECTBO BUTAMUHA
D u kanbius.

Omenpason, Kak U BCE JIEKAPCTBEHHBIE CPEJICTBA, MIOHMKAIOIINE CEKPELUIO JKETIE3 JKeyIKa,
MOYKET IPUBOJUTH K CHUKCHMIO BCachlBaHMs BUTamMHHAa Bi2 (umanokobOanamuua). O6 sToM
HE00X0IMMO TOMHHUTh B OTHOIIEHUH MAI[MEHTOB CO CHMKEHHBIM 3aracoM BUTaMuHa Biz B
OopraHu3Me WM ¢ aKkTopaMu pHCKa HapyllIeHUs BcachblBaHUS BUTaMuHa B1z npu qumrensHON
Tepanuu OMeNpa3oIoM.

Y mnauuMeHToB, NPUHMMABIIMX BHYTPh B TEYEHHME JJIUTEIBHOTO BPEMEHHW IIpENaparsl,
MOHMXKAOIINE CEKPELUIO XKeJle3 KelyJIKa, Jalle 0TMEYaJoch 00pa30oBaHUe KEJIE3UCTHIX KUCT
B JKellyJKe. JTU SIBJIEHUsSI OOYCIIOBIEHBI (U3MOJIOTMYECKUMHU H3MEHEHUSIMH B PE3yJIbTaTe
MHTMOMPOBAHUS CEKPEIMH COJITHOM KUCIIOTHI U MO/ABEPratoTCsl 00paTHOMY pa3BUTHIO Ha (hoHE
IPOJOJKEHUS TEPAITUUA OMETIPA30JIOM.

CHUXEHUE CeKpeIH COJITHONW KUCIIOTHI B JKEITyAKe MO/ JeicTBUEM HHTMOUTOPOB MPOTOHHOM
MOMIIBl WM JIPYTUX KHUCIOTOMHTHOWPYIOIIMX AareHTOB MNPUBOAMT K MOBBIIIEHHIO pPOCTa
HOPMaJIbHOW MHUKpPOGIIOPHl KHILIEYHHKA, YTO, B CBOIO OUYEpelb, MOXET MPUBOAUTH K
HE3HAUUTEIIbHOMY YBEJIIMYEHUIO PHUCKA PAa3BUTUS KHUIICYHBIX HMHQEKIHMHA, BBI3BAHHBIX
oakrepusimu poaa Salmonella spp. u Campylobacter spp., a takxe, BeposiTHO, OakTepwHii
Clostridium difficile y rocnutain3aupoBaHHBIX TAIUEHTOB.

[IpuMeHeHre HMHTUOUTOPOB TNPOTOHHOW TOMIIBI CBSI3AHO C KpaHE PEeAKUMHU CIydasMu
pa3BuTHs TOAOCTpoit KokHOU kpacHoW Bomuanku ([TKKB). B cinyuae BO3HMKHOBEHUS
NaTOJIOTUYECKUX  M3MEHEHHH  KOXKHM, OCOOGHHO Ha  OTKPBITBIX €€  ydJacTKax,
COIIPOBOXKIAIOIIUXCA apTpaliruei, MalueHTy CcJelyeT He3aMeUIMTENIbHO OOpaTUThCs 3a

MEIUITMHCKOM TOMOIIIbI0. Bpauy ciemyer paccMoTpeTh BOpoc 00 OTMEHe mpernapaTa Y JIbTOIl.
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V nanuenTtos ¢ [IKKB Ha ¢one npeammecTByoIei Tepanii HHFTHOUTOPOM IMTPOTOHHOM TTOMITHI
YBEJIMUYEH PUCK €€ PA3BUTHS MPU MOCIEAYIONIEH Tepaniy JpyTUMHA HTHTHOUTOpaMH TPOTOHHON
nomiibl. [ToBbitienue koHeHTpaimu xpomorpaniaa A (CgA) B mrasMe KpOBH MOXKET BIIHSThH
Ha pPE3yJbTaThl UCCIENOBAHUM, MPOBOJUMBIX C II€JIbIO JUArHOCTUKU HEHPOIHIOKPUHHBIX
omyxojieil. Bo wu3bexaHue TaHHOTO BIMSHHS JIEYECHHE MpernapaToM YIbTON CJIeayeT
MPEKPATUTh HE MEHEEe YeM 3a 5 AHei 1o onpenenenus kouneHTpanuu CgA (cMm. pazmen 5.1.) B
a3me kpoBu. Ecim konnenTpanuun CgA u racTprHa B TUIa3Me KPOBU HE HOPMAIU30BAIIUCH
MocJie HAYaIbHOT'O U3MEPEHHs], CIIeIyeT IPOBECTU KOHTPOJIbHOE HUcciieloBaHue yepe3 14 nuei
nociie MpeKpaieHus JeYeHnss HHTUOUTOPOM MPOTOHHON TTOMITHI.

Kancyay ruapocop0enTa, BHasSHHYIO B KPBIIIKY (JIaKOHA, He cJlelyeT NPorjaTbiBaTh!

BcrnoMmorarensHble BellecTBa

Hampuii

JlaHHbIi TeKapCTBEHHBIN Mpenapar coaepKUT MeHee 1 Mmonb (23 Mr) HaTpus Ha | kancymy,
TO €CTh, TI0 CYyTH, HE COACPKHUT HATPHS.

Caxaposza

[TarueHTamM ¢ peaKo BCTpEYAIOIIEHCs HACIEACTBEHHOW HENEPEeHOCHUMOCThI0 (PPYKTO3BI,
TJIFOK030-TaJIaKTO3HON MalibabcopOIHei uin neuIuTom caxapasbl-u30MainbTa3bl HE CIETYET
MIPUHUMATH TOT TIperapar.

4.5. B3zaumojaeiicTBHe ¢ JAPYrHMH JIEKADCTBEHHBIMH MNpeNapaTamMu M Jpyrue BH/bI
B3aUMOJACHCTBUSA

BausHMe oMenpa3olia Ha d)aDMaKOKI/IHeTI/IKV APYIUuX JCKAPCTBCHHLBIX IIPECTIapaTOB

CHIDKEHHE CEKPEIMU COJITHOM KUCJIOTHI B JKEIYJIKE TIPH JICUEHUH OMEINpPa30JioM U JIPYyTUMHU
WHTHOUTOpAaMU TPOTOHHOTO HAcoca MOXKET TPHUBECTH K CHIDKCHHIO WM TIOBBIIIEHUIO
abcopOuuu ApyTUX MpenapaToB, BCACKIBAHUE KOTOPBIX 3aBUCUT OT KUCIOTHOCTHU CPEJIBI.

[TomobHO npyruM mpemapaTaM, CHIDKAIOIIAM KHCIOTHOCTh JKETYJOYHOTO COKa, JIeUCHUE
OMENPA30JIOM MOXET TMPUBECTH K CHIDKCHHMIO BCACHIBaHMS KETOKOHA30J1a, WTPAKOHA307a,
M03aKOHA30JIa M JPJIOTUHHUOA, a TAaK)KE TMOBBIIMICHUIO BCACBIBAHUS TaKUX TMPEMapaToB, Kak
nurokcuH. OTHOBpEMEHHBIN IpHeM omernpazona B go3e 20 Mr 1 pa3 B CyTKHM M JIUTOKCHHA
MOBBIIIAET OMOIOCTYMHOCTh AUTroKkcruHa Ha 10 % (O0MOIOCTYMHOCTh TUTOKCHHA TOBBIIIANACH
Ha BenuuuHy 110 30 % y 20 % mnanuentoB). OMHOBpEMEHHBIA MPUEM TIpermapara YJIbTOM ¢
SPIOTHHUOOM WJIM TT03aKOHA30JI0M ITPOTUBOMOKAa3aH (cM. pasznen 4.3.). beuto mokazaHo, 4To
OMENpa3oJl B3aUMOJICMCTBYET C€ HEKOTOPHIMU aAHTUPETPOBUPYCHBIMH  IpenapaTamu.
MexaHu3mMbpl M KIMHUYECKOE 3HAYEHUE OSTUX B3aUMOACHCTBUM HE BCErJa HW3BECTHBI.
VYBenuuenue 3HaueHus PH Ha (oHe Tepanmuu oMenpa3zoioM MOKET BIMITh HAa BCACHIBAHUE

AHTUPETPOBUPYCHBIX TpenaparoB. Takke BO3MOXXHO B3aUMOJICHCTBHE Ha ypOBHE
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nzoepmenra CYP2C19. ITlpu oaHOBpEeMEHHOM IPUMEHEHHU OMENpa3ojia W HEKOTOPHIX
AHTUPETPOBUPYCHBIX TMPEMapaToB, TAKUX Kak aTa3aHaBUp W HEN(PUHABHP, OTMEYAeTCs
CHIDKEHHE WX KOHLIEHTpAIlMM B CHIBOPOTKE KPOBU. B CBSI3M ¢ 3TUM OJHOBpEMEHHOE
MPUMEHEHHE OMEINpa3oyia ¢ aHTUPETPOBUPYCHBIMH MpernaparaMu, TAKUMHU Kak aTa3aHaBUp U
HelnpUHABUP, HE PEKOMEHIYeTCsl.

[Tpu onHOBpEMEHHOM MPUMEHEHUH OMEIpa30ja U CAKBUHABUPA OBLIIO OTMEYEHO MOBBIIIICHHUE
KOHIICHTPALMN CaKBUHABHPA B CHIBOPOTKE KPOBH, NMPH MPUMEHEHUHU C HEKOTOPHIMU JIPYTHUMHU
AHTUPETPOBUPYCHBIMH MpenapaTaMu UX KOHIEHTPAIUsl HE MEHSIACh.

Omenpazon wunrubupyer CYP2C19 — ocHoBHOM wu30hepMEHT, Yy4YacCTBYIOIIMA B €ro
metabonu3me. OIHOBpEMEHHOE NpPUMEHEHHE OMeNpaszoyia C JAPYTMMH [pernapaTamu, B
MeTabonmm3Me KOTOphIX nmpuHuMaeT ydactue mzopepmeHt CYP2C19, takumu Kak auaszernam,
Bapapun (R-BaphapuH) win apyriue aHTaroHKCThl BuTamMuHa K, deHuronH u musaocrason,
MOKET TPUBECTH K 3aMeJIeHHI0 MeTabonu3ma »JTUX IpernapaTtoB. Pexkomenmyercs
HaOJroZleHne 3a TalMeHTaMH, T[PUHUMAIONIMMUA (EHUTOMH H  OMENpPa3ol, MOXKET
noTpeOOBaTHCS CHUKEHHUE J103bI peHnTONHA. OTHAKO COITYyTCTBYIOIIEE JICUEHUE OMENPa30I0M
B CYTOYHOI J103¢ 20 MT HE BIMSET Ha KOHLIEHTPALU0 (PeHUTOWHA B IJIa3Me KPOBHU Y MAI[EHTOB,
JUINTETIbHO TpPUHUMAlOMUX Tnpemnapar. [lpu mnpuMeHeHuM omenpaszona y MalUeHTOB,
MOJYYaroIIuX BappapuH WU JPYTHe aHTaroHWCTHl BUTamuHa K, HEOOXOIMM MOHHMTOPUHT
MEXIyHapoaHOro HopManuizoBaHHoro otHomeHuss (MHO); B pszge ciydaeB MOXET
MOHAIOOUTHCS CHIDKEHHUE 03Bl BapdapuHa UK Ipyroro anraronucra sutamuaa K. B to xe
BpeMsl COIyTCTBYIOIIEE JIEUEHHE OMENpa3ojioM B CyTOYHOM a03e 20 MI He HPUBOAUT K
W3MEHEHHI0O BPEMEHW KOAryJSIMKA Yy TAIMeHTOB, JUIMUTEIHHO NPUHUMAIONINX BapdapHH.
[Ipumenenue omenpazona B go3e 40mMr 1lpa3 B CyTKM TPHUBOJAWIO K YBEIUYEHUIO
MaKCUMaJIbHOW KOHIIGHTpauu B 1uia3Me KpoBH (Cmax) W IUIOIIAAM TOJ  KPUBOWM
«xoHueHTpanusi-Bpemsi» (AUC) mumocraszona Ha 18 % 1 26 % coOTBETCTBEHHO; ISl OTHOTO U3
AKTHUBHBIX META0O0JIUTOB ITUIOCTA30J1a YBEIUYCHHE cOCTaBWIIO 29 % 1 69 % COOTBETCTBEHHO.
[To pe3ynbraram HCCIEeIOBAaHUNA OTMEYECHO (hapMakoKWHETHUYECKOe/(papMaKoIMHAMHUYECKOE
B3aMMO/IEHCTBHE MEXTy KIOMHUIOTpesioM (Harpy3ouHas go3a 300 Mr 1 mojiep>KuBaroIas 103a
75 mr/cytkn) u omenpaszonoM (80 MI/CyTKM BHYTpb), KOTOpPO€ HPUBOAUT K CHUKECHUIO
HKCMO3UIMN AKTUBHOTO MeTa0oyMTa Kiomuaorpena B cpeaHeM Ha 46 % U CHUKEHUIO
MaKCHUMaJbHOTO HHTHOMpoBanus A JID-nHAYIMPOBaHHON arperauy TPOMOOITUTOB B CPETHEM
Ha 16 %. KnuHuueckas 3HAYMMOCTH ATOTO B3aMMOJCWCTBUS He sicHAa. lloBbIlieHHWE pucka
CepACYHO-COCYTUCTHIX OCJIOKHEHUH TpU OJHOBPEMEHHOM INPUMEHEHUHU KIONMUIOTpeNa U
MHTHOUTOPOB NPOTOHHOTO HAacoca, B TOM YHCJIE OMEMNpas3ojia, He ObUIO MOKa3aHO B

MPOCMEKTUBHOM PaHJOMHU3UPOBAHHOM HE3aBEPIIEHHOM HCCIEIOBAaHUHU C ydacThuem Ooliee
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3760 manueHToB, MOTY4YaBIIUX IUIaIe00 WM OMENpPa3ost B 103¢ 20 MI/CyTKH OJJHOBPEMEHHO C
Tepanuen KJionuaorpeaomM u anerwicaunmioBoit kuciaoroi (ACK), u He mOATBEPKIEHO
JIOTIOJTHUTEIILHBIM HEPaHIOMU3HPOBAHHBIM AaHAIN30M KIMHUYECKHX HCXOJOB MacIITaOHBIX
MIPOCIICKTUBHBIX PaHIOMHU3HPOBAHHBIX HCCIeoBaHuM ¢ yuactueM oosiee 47 000 mamueHToB.
Pe3ynbTathl psiga HaOMI0IaTEIbHBIX UCCIIEOBAHUNM IPOTUBOPEUHBHI M HE IAI0T OJJHO3HAYHOTO
OTBETa O HAJMYUHM WM OTCYTCTBUHU MOBBIIMIEHHOTO PHCKA TPOMOOIMOOINYECKHX CEpACUHO-
COCYIUCTBIX OCJIO)KHEHHH Ha (OHE OJHOBPEMEHHOTO0 TPUMEHEHHUS KIOMUAOIrpeNna u
MHTHOUTOPOB MPOTOHHOTO HACOCA.

[Ipy mpuMeHEeHHH KIOMUAOTrpesa OJHOBPEMEHHO ¢ (PMKCHpOBaHHOW kKoMOuHammer 20 mr
s3omenpasoia v 81 mr ACK skcno3unus K akTHBHOMY META0O0JIUTY KJIONUA0IpeIa CHU3WIACh
nouty Ha 40 % 10 CpaBHEHHIO C MOHOTEpaNUel KIOMUIOTPENIOM, IIPU 3TOM MaKCHUMalbHbIE
ypoBHU  uHruOupoBaHus AJlO-UHAyHMpPOBAaHHOW  arperafuu  TPOMOOLMTOB  ObLIN
OJINHAKOBBIMH, YTO, BEPOSATHO, CBA3aHO ¢ 0 HOBpeMeHHbIM rpueMoM ACK B HU3KOI 103e.
Owmemnpa3on He BIMSET HA METaOOJM3M IMPErnapaTroB, METabOIM3UPYEMBIX H30(epMEHTOM
CYP3A4, takux Kak NWKIOCIIOPUH, JUJIOKAWH, XUHHUIUH, SCTPAAHON, SPUTPOMHIMH U
OyJecoHus.

He BbIsBIIEHO B3auMOJEHCTBHS OMeNpazoyia cO CIEAYIOUMMM IpenapaTaMy: aHTaIUIHbIE
cpenctBa, KodewH, TeopwniuH, S-BapdapuH, TUPOKCHKAM, IUKIOPEHAK, HAIPOKCEH,
METOIIPOJIOJI, MPOIPAHOJION U ITAHOI.

[Tpu o1HOBpEMEHHOM NMPUMEHEHUH OMENpa3oiia U TAKpoJIUMyca OblJI0O OTMEUYEHO MOBBIILICHHUE
KOHIIEHTPALMU TAaKPOJIMMYCa B CBIBOPOTKE KPOBH.

Y HEKOTOphIX TMAlMeHTOB OTMEYaJM HE3HAYUTENIbHOE TOBBIIIEHHE KOHUEHTPaLUH
MeTOoTpeKcaTa Ha ()OHE OJJHOBPEMEHHOI0 MIPUMEHEHHUSI ¢ MHTUOMTOpPAMU MPOTOHHOTO Hacoca.
IIpy Ha3HaYeHHMM BBICOKMX 103 METOTpEKcara CJEIyeT pacCMOTPETh BO3MOKHOCTh
BPEMEHHOI'0 IIPEKpaleHust TpreMa OMeNnpazoa.

Bansane JICKAPCTBCHHBIX ITPCIIapaToB Ha (ba[)MaKOKI/IHeTI/IKV oMceIIpa3soja

B wMeraGomm3me omenpazona ydactBytor wu3zodepmentel CYP2C19 u CYP3AA4.
OnHOBpeMEHHOE TNpPHUMEHEHHEe oMmerpas3oja W HHruoutopo uzodpepmentoB CYP2C19 u
CYP3A4, Takux Kak KJIapUTPOMULIMH U BOPUKOHA30J, MOXKET MPHUBOAUTH K MOBBHIIICHUIO
KOHIICHTPAILIMK OMETIpa3oJia B IIa3Me KPOBH 3a CUET 3aMeUIeHHs MeTaboIi3Ma OMenpasona.
OpHOBpeMEHHOE TpHMEHEHHE BOPHKOHA30JIa W OMENpa3oyia MPUBOJWT K Oolee dYeM
nBykpatHoMmy yBennueHnio AUC omerpasona. B cBsi3u ¢ xoporeil nepeHOCHMOCThIO BRICOKHUX
7103 OMENpa3oia, MHpPU HEMPOJOHKUTEIBHOM OJHOBPEMEHHOM NPHMEHEHHHM YKa3aHHBIX
IpenaparoB He TpeOyeTcs KOPPEKIIMH 036l OMENpPa3oa.

O,HHOBpCMeHHI)II;'I IMpueEM OoMeIIpa3oia ¢ aMOKCUIIUIUIMHOM HUJIM METPOHKUAAa30JI0M HE BIIUACT HaA
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KOHIEHTPAIMIO OMEIPa30Jia B IIa3Me KPOBH.
JlexapcTBeHHbIe penapatsl, HHAyIupytompe uzohpepmentsl CYP2C19 u CYP3A4, Takue kak
pudaMIUIMH U TIpernapaTsl 3Bepo00st TPOABIPSIBICHHOTO, IPU OJJHOBPEMEHHOM MPUMEHEHUHU
C OMEMpPa3ojoM MOTYT MPUBOAUTH K CHHXKEHUIO KOHIIEHTPAIIMU OMEIpa30Jia B IIa3Me KPOBU
3a CYeT yCKOpeHusl MeTaboin3mMa oMernpas3oa.

4.6. DepTHIBLHOCTD, 0€PEMEHHOCTD U JIAKTALHSA

bepemeHHOCTB

Pe3ynbpTaThl MccrneqoBaHMN MMOKa3add OTCYTCTBHE MOOOYHOrO AEMCTBHS OMempas3ojia Ha
3/I0pOBbE OEPEMEHHBIX JKECHIIWH, Ha IJI0]1 MJIK Ha HOBOPOXAEHHOTO. [Ipenapar Yiapron MoxeT
MPUMEHSTBCS BO BpeMsi OEPEeMEHHOCTH.

JlakTanus

OmMenpason NpOHUKAET B IPYAHOE MOJIOKO, OAHAKO NMPU IPUMEHEHUH €r0 B TePANeBTUUECKUX
J103aX BO3/IEHCTBUE HA peOeHKa MaJIOBEPOSITHO.

4.7. BiusiHue HA CTOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CPeACTBAMH U pPadoTaTh ¢
MeXaHu3MaM#

OTCYTCTBYIOT JaHHBIE O BIUSHUM OMEIpPa30Jia Ha CIOCOOHOCTh YIPABIATH TPAHCIIOPTHBIMU
cpeacTBaMu M MexaHu3mMamu. OJHaKo, B CBA3M C TeM, YTO BO BpeMs Tepamud MOTYT
HAOJIO/IATHCSl TOJIOBOKPYKCHHE, HEUETKOCTh 3PEHUS W COHJIMBOCTB, CIEAYyeT COOII0aTh
OCTOPOXXHOCTh TIPH YTIPABIICHUH TPAHCIIOPTHBIMU CPEJACTBAMH U MEXaHU3MaMHU.

4.8. He:xesnaTesbHbIEC peaKIUU

Pe3roMe HeXeIaTeIbHbIX PEeaKInui

Hwmxe mnpuBencHBl HEKeENAaTeIbHBIC PEAKIMH, HE 3aBUCAIIAE OT pPEXUMa JO3UPOBAHUS
OMeTIpa3oia, KOTOpble OBUTM OTMEUYECHBI B XO0JI¢ KIMHUYCCKHX HCCICIOBAHUN, a TaKXKe MPHU
MOCTPETUCTPAIIIOHHOM MPUMEHEHHH.

YacroTra BCTpeuaeMOCTH OIpenesieHa CIeAyrImuM oOpa3oM: odeHb dacto (= 1/10), wacto
(ot > 1/100 mo < 1/10), Hewyacto (ot > 1/1000 o < 1/100), peaxo (ot > 1/10000 mo < 1/1000),
oueHb penko (<1/10000), HewsBecTHO (MCXOAsI W3 WMEIOIIMXCS JAHHBIX, YaCTOTY
BO3HUKHOBEHHUS ONpPEICIUTh HEBO3MOXHO). B mpenmenax KaxAaoW Tpynmbl YacTOTHI
BCTPEUAEMOCTH HEXKeJaTeNIbHbIC PEaKIMU YKa3aHbl B TMOPSIKE YMEHBIICHHS CEPhE3HOCTH.
HexenaTelbHBIE peaklMU CTPYIIAPOBAHBI B COOTBETCTBHH C TIOPSAKOM Ha OCHOBAaHUHU
CUCTeMHO-opranHbIxX kinaccos (COK).

Hapywenusa co cmoponul kpo6u u tumgpamuueckou cucmembl.

PEIKO — JICHKOTICHUS, TPOMOOIUTOTICHHUS;

OUYCHb PENIKO — arpaHyJIONHUTO3, MAHIIUTOTICHUSI.

Hapywenus co cmopoHvl UMMYHHOU cucmembl:
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pPEIKO — peakUUH TUIEepUYyBCTBUTENBHOCTU (HAIIPUMEp, JIMXOPAJIKa, AHTMOHEBPOTHUYECKHUH
OTeK, aHa(puIaKTHUECKas peaKiys/aHauIaKTUYECKHH MI0K).

Hapywenus memabonauszma u numanus:

PENKO — TUIIOHATPUEMHUS;

4acToTa HEU3BECTHA — TUIOMAarHueMus, THUIOKaJIbLIMEMHUS BCIEIACTBHE  TSXKEJIOH
THIIOMarHUeMHUH, TUTIOMAarHUEMHSI MOKET aCCOLIMMPOBATHCS C TUIIOKATUEMHUEH.

Tcuxuueckue napyuenus:

HEYacTo — OECCOHHHULIA;

penko — Bo30yKJeHHE, CIIyTAHHOCTh CO3HAHUS, IETPECCUs;

OYEHb PENIKO — arpeccusi, FaJUTFOIIMHAIIH.

Hapywenus co cmopoHbl HepeHOUl cucmembl:

4acTO — roJI0BHAast 00JIb;

HEYacTo — I'OJIOBOKPY’KEHHUE, NApeCcTe3Hsl, COHJIMBOCTbD;

pEIKO — HapyIIeHHE BKyca.

Hapywenus co cmoponbl opeana 3penusi:

PENIKO — HEYETKOCTh 3PUTEIIBHOTO BOCTIPUSATHSL.

Hapywenus co cmoponul opeana cayxa u aabupunma:

HEYacTo — BEPTUTO.

Hapywenus co cmopoHbl 0biXxamenbHOU CUCEMbL, OP2AHO8 2PYOHOU KIIeMKU U CPeOOCMEeHUs.:
penko — OpoHXocHa3M.

Kenyoouno-kuweunvie napyuienus:

yacTo — 00Jb B JKUBOTE, AHapes, METEOpU3M, TOIIHOTA/pBOTA, 3arop, AOOpOKaYeCTBEHHbIE
KEJIE3UCTHIE TTOJIUTIBI B )KEITYIKE;

pPEeIKO — CYXOCThb CIU3UCTOH OOOJIOYKM MOJOCTH pPTa, CTOMATUT, KAaHAWIO3 >KEIyJA0YHO-
KUIIEYHOT'O TPAKTa;

4acTOTa HEM3BECTHA — MUKPOCKOTTMYECKHH KOJIUT.

Hapywenus co cmopoHbl neuenu u s#ceniesbl800sauux nymeti:

HEYacTO — MOBBIIIEHHE AKTUBHOCTHU «TI€YEHOUYHBIX» ()EPMEHTOB B IJIa3ME KPOBH;

pelKo — renaTur (C XKenTyxoi uimu 0e3);

OYEHb PEIIKO — IIEYCHOYHAs! HEAOCTATOUYHOCT, YHIIe(aIonaThs y MarueHToB ¢ 3a00JeBaHISIMA
TICUCHH.

Hapywenus co cmoponbl Kodicu u NOOKOACHBIX MKAHE.

HEYacTo — AEPMAaTUT, KOXKHBIHN 3y[l, KOXKHAs CBIITb, KPAITMBHUIIA;

penako — amonenus, (HOTOCCHCHMOMIM3AIUS, OCTPhIH TCHEPATU30BAHHBIA SK3aHTEMATO3HBIN

MyCTyJie3, JIEKapCTBEHHAs ChINb C 203uHO(MImMed u cucreMHbiMH cumntomamu (DRESS-
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CHHJIPOM);

OYCHb PEIKO — MyJIbTU(OpMHas sputema, cuHapoM CTHuBeHca-/[KOHCOHA, TOKCHYECKHA
ANUJAEPMAIIBHBINA HEKPOJIN3;

4acTOTa HEM3BECTHA — MOIOCTpasi KoxkHas KpacHas BodaHnka ([IKKB).

Hapywenus co cmoponvl mbluieunotl, CKeiemHotl u cOeOUHUMeNbHOU MKAHU.:

HEYacTo — IepesioM Oesipa, KOCcTel 3asiCThsl U I03BOHOYHHUKA,

PEAKO — apTpaITusi, MUAIITHUS;

OUYEHb PEJIKO — MBIIIEYHAs! CTTA00CTh.

Hapywenus co cmoponsl nouek u Mouesvbi800auux nymeii.

PEIKO — OCTPBIN TyOyJTOUHTEPCTHIHATBHBIN HEPPUT (C BO3MOKHBIM ITPOTPECCUPOBAHUEM JI0
MOYE€YHON HEAOCTaTOYHOCTH);

4acTOTa HEU3BECTHA — IPEKTUIIbHAS TUCHYHKIIUS.

Hapywenus co cmoponvl penpo0ykmusHou cucmemvl U MOJIOYHbIX JHCelle3:

OUYEHb PEJIKO — THHEKOMACTHSI.

Obwue Hapywenus u peakyuu 8 Mecme 66€0eHUsL:

HEYacTo — nepudepuieckre 0TeKu, HeIOMOTaHHE;

PENKO — YCUJIEHHE TOTOOTIEIICHHUS.

CooOmanioch 0 ciydasgx oOpa3oBaHMs JKEIE3UCTBIX IOJMIIOB B KEIyAKE Yy MalMeHTOB,
NPUHUMAIOIINX JIEKAPCTBEHHBIE IpenapaThl, MOHWKAIOLIUE CEKPELHI0 JKele3 KelylKa, B
TE€YCHHE JIMTEIBHOTO MPOMEXYTKa BpeMmeHH. [lomumbl J0OpOKauyecTBEHHBIC, MPOXOMAST
CaMOCTOSITENILHO Ha (DOHE MPOJIOIDKEHUS TepaIvu.

B cnydae mosiBieHusi HEXeNaTeNbHBIX PEakldid, HE YKa3aHHBIX B JaHHOW WHCTPYKIIUH,
HE00X0JUMMO HEMEJIEHHO 00paTUTHCS K Bpauy.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo cooOmare O mOA03peBacMbIX HEXKENATeNbHbIX pEaKUUsAX I[Oocie perucTpanuu
JIEKapCTBEHHOI0 TMpernapara ¢ Lelblo O0ecleueHus HENpPepbIBHOTO MOHUTOPHHTA
COOTHOILEHUS «I0JIb3a — PUCK» JIEKAPCTBEHHOro mpemnaparta. MeaunuHcKkuM pabOoTHHKaM
pekoMeHayeTrcs coolmmark O JIIOOBIX  IMOJ03PEBAEMBIX  HEXKEJAaTeIbHBIX  PEaKLUsAX
JIEKapCTBEHHOTO Tperapara 4epe3 HalMOHAIbHbIE CHCTEMBI COOOIIEHHS O HEXEeIaTelbHbIX
peaKkuaX rocy1apCcTB — 4JI€HOB EBpa3niickoro 3kOHOMHUYECKOTO COI03a.

Poccuiickaa ®@eoepayus

109012, r. Mocksa, CnaBsinckas 1., 4. 4, cTp. 1

®denepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHEHHUS

Ten.: +7 (800) 550 99 03

Anpec 3. moutsl: pharm@roszdravnadzor.gov.ru
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4.9. Ilepeno3npoBka

PazoBeie 10361 penapata Yasron 10 400 Mr ams npreMa BHYTPb HE BBI3BIBAIHM KaKUX-JTHOO
TSDKEbIX cuMnToMOoB. [Ipu npueme B3pocnbiMu 560 Mr omenpaszosia OTMeUallach yMepeHHast
UHTOKCUKanus. [Ipu yBenuueHHH 103bI CKOPOCTh 3JIMMHMHALMM Ipenapara He U3MEHsUIach
(KMHETHKa TIepBOTO MOpsAKa), Cienu(pUIecKoe JeUSHHE IPU ITOM HE TPeOOBAIOCH.
CuMnOTOMBI

["0s10BOKpY’K€HHE, CIYTaHHOCTb CO3HAHMs, amaTus, ToJoBHas O0Jib, AWIATAlUs COCYJOB,
TaXWKap/aus, TOIIHOTA, pBOTA, METEOPHU3M, TUapesl.

Jleuenue

CuMnToMaTHYECKOE JICUYCHHE, MPHU HEOOXOAMMOCTH IPOMBIBAHUE JKEIyIKa, HAa3HAYCHHE

AKTUBHUPOBAHHOT'O YTJIA.

5. ®APMAKOJIOT'MYECKHE CBOVMCTBA
5.1. ®apmakoauHaMHYecKHe CBOIiCTBA
dapmakoTepaneBTHUECKas TPYIINA: CPEACTBA IS JICYSHHUS! KUCIOTO3aBUCUMBIX 3a00JICBaHUN;
IPOTHBOS3BEHHBIE CPEJCTBA U CPEJCTBA JUISL JIEUEHUS TacTpo33odareaabHOl pedaroKCHON
6one3uu (I'OPB); HHrHOUTOPHI IPOTOHHOTO HAacoca
Kon ATX: A02BCO1

Mexanusm geificTBus

Owmenpason sBisgeTcs cnaObiM OCHOBaHHEM. KOHIIEHTpUPYETCs B KUCIION Cpelie CEKPETOPHBIX
KaHAJIbLIEB MapHeTalbHBIX KIETOK CIU3UCTOH OOOJIOUKM JKEIyJKa, AaKTUBUPYETCS U
MHTUOMpPYET MNPOTOHHBIM Hacoc — (epment H/K'-AT®a3y. Biusuue omenpasona Ha
NOCJIEHIO CTAaJUI0 Ipolecca OO0pa30BaHMs COJITHOW KHCIOTBI B JKEIIyJIKE SIBISETCA
JI0303aBUCUMBIM U 0OOecreunBaeT BBICOKOA(P(GEKTHUBHOE HHIHOMpOBaHHE Oa3zadbHOW U
CTUMYJINPOBAHHON CEKPEIMH COJISTHON KUCIIOTHI HE3aBUCUMO OT CTUMYJIMPYIOIIETo akTopa.

dapmakoauaamuyeckue d3PHeKTol

Busanue na cekpeyuio sceny0ouno2o coka

Omenpason npu eXeAHEBHOM MPUMEHEHUU BHYTpPb oOecreuuBaeT ObICTpoe U 3P PEeKTUBHOE
MHTUOMPOBAaHUE THEBHOM M HOUHOW CEKpEIMH CONSIHON KHUCIOTHl. MakcuManbHBIN 3¢ et
JIOCTUTAETCs B TeUEHUE 4 AHEN JiedeHMsl. Y MallMeHTOB C A3BOM ABEHAALIATUIIEPCTHON KHUILIKU
OMEINpPa30Jl BbI3BIBAET YCTOWYMBOE CHIDKEHUE 3HAUYCHUS 24-4acOBOW  KEIyJIOYHOH
KUCIOTHOCTH He MeHee uyeM Ha 80 %. Ilpu »TOoM pocTthraercss CHUXKEHHE CpeaHen
MaKCHMaJIbHOW KOHLEHTPALUU COJIIHOM KHUCJIOTBHI TOCJIE CTUMYJISILIMM IEHTaracTpUHOM Ha
70 % B Teuenue 24 yacos.
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VY mauueHToB ¢ S3BOM IBEHAAIIATUIIEPCTHON KUILIKU OMEIPa30Jl PH €KeTHEBHOM IPUMEHEHU U
BHYTPb TOAJCPKHBACT BO BHYTPIKEIYIOYHOH cpelie 3Hau€HHE KHCIOTHOCTH Ha YpPOBHE
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)KHUBIICHHS JE(PEKTOB CIM3UCTONW OOOJOYKH JKEITyI0YHO-KHIIEYHOTO
TpakTa U JUIMTEIbHOM PEMHUCCHEHN S3BEHHOM OOJIE3HU, UYTO CHUXKAET BEPOSITHOCTH TAKOIO
OCIIO’)KHEHUS, KaK KPOBOTEUEHHE, TaK ke () (PEeKTHUBHO, KaK U MOCTOSIHHAS TIOCPKUBAIOIIAs
Teparnus.

pyaue 3¢pghexmui, céazannbie ¢ UHSUOUPOBAHUEM CEKPeYUU CONSIHOU KUCIOMbL

VY ManueHToB, NPUHUMAIONIUX TpenapaTsl, MOHIKAIOIINE CEKPELHIO JKele3 KeIyJKa, B
TE€YCHHE JJIUTEIBHOTO MPOMEKYTKAa BPEMEHH, Yalle OTMEUYaeTcsi 00pa30BaHUE >KENE3UCTHIX
KUCT B okenyake. Kuctsl noOpokadecTBEHHbIE U TPOXOJSAT CaMOCTOSATENbHO Ha (oHE
NPOJIOIDKEHHS Tepauu. DTU SIBICHUS OOYCIOBICHBI (DPU3MONIOTHYECKIMU H3MEHEHUSIMH B
pe3ysbTaTe MHTrHOMPOBAHUS CEKPEIIMH COJISTHON KUCIIOTHI.

CHMXEHUe CeKpeLnn COJITHOM KUCIIOTHI B JKeNyAKe MO IeHCTBUEM HHTHOMTOPOB MIPOTOHHOTO
Hacoca MM JIPYTHX CHIXKAIOLIUX KHUCIOTHOCTH JKENy/Ka CPEJICTB, MPUBOJUT K MOBBIIICHUIO
pocta HOpMalbHOW MHUKPO(MIOPH KHUINEYHHKA, YTO B CBOIO OYEpENb MOXKET MPHUBOAHMTH K
HE3HAUMTEIIFHOMY YBEIIMYCHUIO pPHUCKAa PAa3BUTHS KHUIICYHBIX HWHQEKIHA, BBI3BAHHBIX
oaktrepusimu poma Salmonella spp. u Campylobacter spp., a y rocnuTanu3aupoBaHHBIX
NalMEeHTOB, BEPOATHO, Takxke Oaktepuei Clostridium difficile.

Bo Bpemst siedeHns mpenapaTtamMu, MOHMKAIOIIAMHI CEKPEIHIO JKeTie3 )KeTyIKa, KOHIIEHTPAIHs
racTpuHa B CBIBOPOTKE KPOBH TIOBBIMIACTCS. BCIEICTBHE CHIDKEHUS CEKPEIHH COJISTHOW
KUCJIOTHI NoBbIIaeTcs konueHtpanus CgA B minazme kposu. [loBeimenne konuenTpauu CgA
B IUIa3M€ KPOBHM MOXXET OKa3bIBaTh BIMSHUE Ha PE3yJIbTaThl OOCIICAOBAHUM ISl BBISBICHUS
HEWPOIHIOKPUHHBIX omyxoJyiei (cM. pazzaen 4.4.). Jlns mpemnoTBpanieHus: JaHHOTO BIIMSTHUS
TEpanui0 HHTUOMTOpPaMH IMPOTOHHOIO Hacoca HEOOXOAMMO MPHOCTAHOBHUTH 3a 5 AHEH 10
IPOBEICHUS HCCIIeI0BaHus onpenenenus: KonuenTpanuun CgA B tutasme kposu. Ecim yepes
5 nueit xoHueHtpamuu ractpuHa u CQA B mia3Me KpOBH HE BEPHYJIUCh K HOPMaJbHBIM
3HAYEHUSAM, HCCIEJIOBAaHUE CIEAyeT MOBTOPUTh uYepe3 14 qHeld mociae NpeKpalieHus

NPUMEHEHHS OMETPa3oJia.
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VY nereld W B3pOCIBIX MAIMEHTOB, IUTEIHHO MPHHUMABIIAX OMEMPAa30J, OTMEYaIOCh
YBEJIMUEHUE KOJIUYECTBa JHTEPOXpoMadGUHONOMOOHBIX KJIETOK, BEPOSTHO, CBS3aHHOE C
YBCIMUCHUCM KOHICHTpAMHU TraCTpuHa B CBIBOPOTKE KPOBH. Kinunndueckoil 3Ha4MMoOCTH
JTAHHOE SIBJICHHE HE MMEET.

5.2. @apmMakoKHHeTHYeCKHE CBOIiCTBA

AOcopO1us U pacupeaelicHue

Omenpazon abcopOupyeTcsi B TOHKOM KHIIIKe OOBIYHO B TeueHHe 3—6 gacoB. bruogoctymHoCTh
1ocsie TpueMa BHYTPh cocTaBisieT mpuoiamsurensHo 60 %. Ilpumem numum He BiMseT Ha
OMOIOCTYITHOCTH OMETNpa3oJa.

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

BI/IOTDaHCd)ODMaI_[I/IH

Omernpa3oi1 MOJIHOCTBI0 METa00IM3UpyeTcs B nedeHu. OCHOBHBIC (DEPMEHTBI, YYaCTBYIOIIHUC B
nporecce Meradbonmsma, — m3opepmenTsl CYP2C19 u CYP3A4. O6pa3syromiuecst MeTabOIHTHI
— cynb¢oH, cynb(Ua U TUAPOKCH-OMEINPA30J — HE OKa3bIBAIOT 3HAYMUTEIBHOTO BIMSHUS HA
CEKPEIUIO COISTHON KHCIIOTHI.

OO6muii tmasmeHHbld kaupeHc cocrtapnsieT 0,3-0,6 n1/muH. bBrogocTymHOCTh omernpaszolna
yBeJIMYUBaeTcs Npuoin3uTenbHo Ha 50 % npu NOBTOPHOM IpHUEME IO CPABHEHUIO C TPUEMOM
pa3oBOM JO3BI.

DJIMMUHALNS

T'. coctaBnser okono 40 mun (30-90 Mun). Okono 80 % BeIBOOUTCS B BUAEC METaOOIUTOB
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 (yHKIHMM TEYeHW OTMEYaeTcsl YBEeTUYeHHe OMOJOCTYMHOCTH OMeEIpa3oyia U

SHAYUTCIBHOC YMCHBIICHHUE TNIA3MCHHOT'O KIIMPCHCA.

6. ®DAPMAIIEBTUYECKHUE CBOHCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
[TemieTnt
CaxapHas KpyIka:

- caxapo3sa

- IaToKa KpaxMajabHas
I'unponosa
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Marnus ruapokcukapOoHaT

Caxapo3sa

Kpaxman KkyKypy3HbIi

Hatpus naypuiicynbdar

MerakpuiioBoi KHCIOTHI U dTHIakpuiara comonumep [1 : 1], 30 % aucnepcus
Tanpk

Maxporon 6000

Twutana qguokcung

Hatpus ruapoxcun

TBCDI[I)IC KCJIIATHHOBBIC KAIICYJIbI

Kopnyc

Kenatun

Turtana auokcun (E171)

Kpacutens xene3za okcup kpachblil (E172)

Kpviweuxa

Kenatun

Tutana quokcun (E171)

Kpacutens xene3a okcup kpacHblil (E172)

6.2. HecoBMecTUMOCTH

Henpumenumo.

6.3. Cpok romHocTH (CPOK XpaHEeHHs)

3 roza.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
[Tpu Temneparype He Boiiie 25 °C, B OpUTHHAIBHOM yIIaKOBKE.
6.5. Xapakrep u coaepkaHue NEPBUYHONH YIIAKOBKH

[Tpu mpoussonctee HAa AO «KPKA., n.1., HoBo mectoy, CiioBeHHUs

[To 14 wmm 28 Karcyn TMOMEMAIOT B TMOJMHATUICHOBBIN (DJIAKOH C TMOJTHIPONUTICHOBOM
3aBUHYMBAIOIICHCS KPBIIIKOM ¢ KOHTPOJIEM MIEPBOTO BCKPBITHS U KarCyIoi ruapocopoenTa. B
MOJIMATUIICHOBBIN (hiakoH ¢ 28 kancynamu mo 40 M MOMENAIoT AOMOIHUTEIBHYIO KalCyy
ruapocopOeHTa.

1 ¢pnaxon BMecTe ¢ HHCTPYKIMEHN 110 MPUMEHEHUIO TOMELIAIOT B TaUYKy KAPTOHHYIO.

ITpu opoussonactee Ha OO0 «KPKA-PYCy, Poccus

[To 7 xancyn B Onuctep u3 komOunupoBanHoro wmarepuana OITA/An/TIIBX u ¢onbsru
AIFOMUHHUEBOM.

2 wim 4 6mcTepa BMECTE ¢ MHCTPYKITUEH TI0 MPUMEHEHUIO TIOMEIIAI0T B TTAYKy KapTOHHYIO.
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He Bce pa3mepsl yITakOBOK MOTYT OBITh IOCTYITHBI JUISI PEeaTU3alliu.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH YHUYTOKEHUM HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 TMpenapara WIH OTX0A0B, TMOJYYEHHbIX TMOCjJd€e TNPUMEHEeHHSs
JIEKAPCTBEHHOT0 Npenapara, u Ipyrue MaHUMYJISIUH C PenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA
CnoBenus
AO «KPKA, n.1., HoBo mectoy», lImapsenika necra 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
@axc: +386 7 332 15 37
Anpec 3. moutsl: info@krka.biz
7.1. IlpeacTaBUTENb A€PsKATE/Is] PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3un HOTD66HTCHCﬁ HAaIpaBJIATH I10 aApECy.

Poccuiickasa ®eoepayus

000 «KPKA-PYCy», 143500, MockoBckas 001., r. McTpa, yin. Mockosckasi, a. 50
Ten.: +7 (495) 994 70 70

®daxc: +7 (495) 994 70 78

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

8. HOMEP PETUCTPAIIMOHHOI'O Y/IOCTOBEPEHUSI
JITI-Ne(002025)-(PT-RU)

9. JJATA NMEPBUYHOI PETUCTPALIMUA (IMOATBEPXKIEHUSI PETMCTPALIMU,
MEPEPETMCTPALIAN)

[ara nepBoii peructpauuu: 22 mapta 2023 r.

10. JATA IEPECMOTPA TEKCTA
01 mexabpst 2023 r.

OO61as xapakTepuCcTHKa JIEKAPCTBEHHOTO MpernapaTa YJIbTOI JOCTyTHA Ha HH(OPMallMOHHOM

noprtaje EBpa3HﬁCKOF0 OKOHOMHUYECCKOI'o COr03a B I/IH(I)OpMaI_II/IOHHO-KOMMyHHKaHHOHHOﬁ CCTHU

«Murepuet» https://eec.eaeunion.org.
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