CocrTaB

delicmsyruw,ee geu,ecmeo: 330Menpas3or;

1 TabneTKa, MOKpHITast 000JIOUYKOM, COOEPKUT 330MeNpa30jia MarHusi TPUTUOPAT, YTO
cooTBeTCTByeT 20 MI 330MeInpa301a;

8cnomMozame/ibHble 8euLecmaed: TITULePUH MOHOCTeapaT, TUAPOKCUIIPOIUIILEIIIION03a,
TUIIPOMEJIJIO3a, MarHus cTeapaT, MeTAaKPUJIATHLIN COIIONIUMeD (Tun A), LeIIi0io3a
MHUKPOKpPUCTAINYecKasi, napa¢uH CUHTETUYECKHUM, MaKporoJi, nonucopobart 80,
KPOCIIOBHUAOH, HaTpUs cTeapuiadymapar, caxap chepudeCKuil, TalabK, TATaHA JUOKCHUL
(E 171), TpUSTUNIIUTPAT, KPAaCcUTENU: OJist TabneTok mo 20 Mr kKeje3a OKCHUL
KpacHoBaToO-Kopu4dHeBhil (E172), xkene3a okcupg xenteivd (E 172).

JIekapcTBeHHas1 popMa

TabeTKH, IMOKPHITHIE IIJIEHOYHOM 000JI0YKOM.

OcHogHble ¢pu3uko-xumudeckue ceolicmaa: TabneTka 20 MTI: CBETJIO-pO30Basi,
OBaJIbHBIE, MBOSTKOBBIMIYKJIbIE, ITIOKPBITHIE TIIIEHOYHOM 000JI0YKOM TabmeTKa C
otriedaTkoM 20 mG c ogHO# cTOpoHH u "A/EH" ¢ opyroii CTOPOHHI;

®dapMakoTepaneBTHYECKasi rpynmna

CpepncTBa [Jis TeYeHus sI3BeHHOU 00JIe3HM U racTpol33odareanbHor pedIIOKCHOM
6ose3nu. MHrubuTopsl npoToHHOM momiibl. Kog ATX A02B CO5.

(I)apMaKOJII/IHaMI/IKa

O30Menpas30J1 SIBISIETCS S-u30Mep oMeIllpa30Jjia, KOTOPLIM YMEHbIIaeT CEeKPEeIlnio
COJISTHOM KHUCJIIOTHI B JXKeJIyake Omaromaps creiuduieckomMy, HallpaBJIEHHOM
MexaHu3Ma nenctBusi. OH SIBISIETCS Cieu@UIecKUM UHIHOUTOPOM IIPOTOHHOM
IIOMIIBI TTAapUEeTaNIbHBIX KNTeTOK. Y R-, u S-u30Meprl oMenpas3oJia IIPOoSIBIISIOT MOI00HYI0
dbapmMakoguHaAMUYECKYI0 aKTUBHOCTb.

MexaHu3m Oelicmsus

930Menpa30J IpencTasisgeT coboi cnabyio OCHOBY, KOHIIEHTPUPYETCS U
IIpeBpalaeTcs B aKTUBHYIO (h)OPMY B CUJIBHO KUCJIOU Cpefe CEKPETOPHBIX KaHaJIbIleB
TapueTanbHBIX KJIETOK, Irme nuurubupyet pepment H + K + AT®-a3y - mpoTOHHOM
TIOMIIHI - ¥ TIOfIaB/IsieT KakK 0a3ajibHYIO, TaK U CTUMYJIMPOBAHHYIO CEKPEILNIO KUCIIOTHI.

dapmakoduHamuueckue 3ppexmeol



[Tocne npumenenus 20 u 40 Mr 330Menpa3oiia IIepopajlbHO Havajlo OeUCTBUS
npemnapaTta HaOJogaeTcsl B Te4eHUe OOHOTrO Yaca.

[Tocne mOBTOPHOroO IpuMeHeHus: 20 MI 330MeIpa30jia OJUH Pa3 B CYTKU B TeUEHHUE
IISITH OHEeMW, Ha MSTHIM JeHb CPeOHsss MaKCHUMaJlbHAs CeKPelusi KUCIIOTH ITOCIIe
CTUMYIISIIINY TIEHTaraCTPUHOM CHUXKaeTcs Ha 90% mpu usMepeHuu depe3 6-7 4acoB
IocJie IpueMa mpemnapara.

Yepe3 ATk JHeU NIpUMeHeHUs 330Menpas3osa B fo3e 20 mr u 40 Mr repopajibHO Y
HalueHTOoB C cuMiToMaTuyeckou 'OPE B Teuenue 24-4aCcoOBOT0O epruofa YPOBEHbD
BHyTpuxkenynounoro pH Brilite 4 nmogmepzKuBajioch B cCpegHeM B TedyeHue 13 u 17
4aCOB COOTBETCTBEHHO. [10/1s TalMeHTOB, Y KOTOPBIX IIOCJIE IIpUeMa 330Melpa3oiia B
mo3e 20 mr pH Xenyagka nogpepzkKuBajiach Ha ypoBHe Oonee 4 B TeyeHue 8, 12 u 16
4aCoOB COCTaBUJla COOTBETCTBEHHO 76%, 54% u 24%. COOTBETCTBYIOIVE IPOIOPIIUNA
alueHTOB IIPU IPUMeHeHuU 330Menpa3osa B fo3e 40 Mmr coctaBiuanu 97%, 92% u
56%.

C nomomipio AUC Kak OoIloCpenoBaHHOIO IlapaMeTpa KOHIIeHTpalluu IIpelapara B
IJjia3Me KpPOBHU Obllla IPOAEMOHCTPUPOBaHa 3aBUCUMOCTh MEXKAY YTHETEHUEM
CeKpeluu KUCIOTH U 9KCIIO3UIINMEeN I0CIie IIPUMEeHEeHUs mpelapara.

[Tpu npuMeHeHUU 330Menpa3osia B 1o3e 40 Mr npuMepHO 78% malueHTOoB C
pedIoKCHOM 330(haruToM BLI3TOPABINBAIOT Yepe3 yeThipe Hemenu, 93% - yepes
BOCEMb HeIeslb JIeYeHuUs.

Yepes ogHY HeOeo IpUMeHeHus 330Melpa3oiia B fo3e 20 Mr fBa pa3a B CYTKHA
BMECTE C COOTBETCTBYIOIIMMM aHTUONOTUKaAMU nNpuMepHO y 90% malimeHTOB
HabJIIomaeTcs ycIelHas spagukanus H.pylori.

[Tocrne spaguKaluy TeUyeHUe OJHOM Helenu HeT HeoOXOOUMOCTHU B JaTbHEeUIen
MOHOTEPAIINH aHTUCEKPETOPHBEIMHU ITpenapaTtaMu O 9(p¢GeKTUBHOTO TeYeHUs 3B U
yCTpPaHEeHUS CUMIITOMOB Yy IIAalJU€HTOB C HEOCJIOZXKHEHHBIMU S13BaMU
OBeHaAUaTUIIEPCTHOU KUIIKU.

B parmoMu3upoBaHHOM ABOMHOM CJIEIIOM, I11alie00-KOHTPOJIUPYEMOM KIMHUYECKOM
HCCIeJOBaHUU ITallMeHTOB C 9HAOCKOINYECKM JOKa3aHHOU KPOBOTEYEHNEM SI3BEHHOU
0ose3Hu Knacca la, u b, Ila unu IIb, (9%, 43%, 38% u 10% cOOTBETCTBEHHO) II0
doppecTOM paHOOMU3UPOBAIU B IPYINEl IPUMEHEHU npenapata Hekcuym, pacTBop
o nHy3un (n = 375) unu nnaiebdo (n = 389). ITocne 3HDOCKOIUYECKOTO TreMoCcTa3a
nangueHTaM BBOOWJIM UJIM 930Menpa3oil B fo3e 80 Mr B Buae UHPy3Uun
IPOAOIKUTENBHOCTHIO 30 MUHYT C OCHIEeOYIOeN AMUTEIbHOU NHPY3UEN CO
CKOPOCTBIO 8 Mr/dac unu mnanebo B TedeHue 72 yacoB. [Tocrie mepBoHaYanabHOTO 72-
4aCOBOT0 Ieprofa BCeX MallMeHTOB IEePEBOONIN Ha OTKPBITHIY IIE€POPAJIbHBIA IPUEM



npemnapata HekcuyMm B mose 40 Mr B TedyeHue 27 OHEU O/ MOOaBI€HUS KUCIOTHOM
cekpeluu. YacToTa IIOBTOPHOIO0 KPOBOTEYEHUS B TedeHue 3 CyTOK cocTtaBuia 5,9% B
rpynme npueMa Hekcuyma u 10,3% B rpymme npueMa maiie6o. Hepe3 30 gHel mocre
Tepalnuy YacTOTa MOBTOPHBIX KPOBOTEYEHUM B rpyIne npuema Hekcuyma u mnaiebo
cocTaBisinia cooTBeTCTBeHHO 7,7% u 13,6%.

B nmepuon neyeHusi aHTUCEKPETOPHBIMHU IIpenapaTaMy YPOBHS raCTPHHA B CHIBOPOTKE
KPOBHU PACTyT B OTBET Ha CHUXKEHNE CEKPELMU KUCJIOThEl. YPOBEHb XpOMOTpaHruHa A
(CgA) TakKe BO3pacTaeT BCIEeACTBHE YMEHBIIIEHUSI KUCJIOTHOCTU KETyOOYHOT0 COKa.
W3-3a noBhilieHUs YpoBHSA CgA BO3MOXKHOE BIIHUSIHUE Ha Pe3yIbTaThl 1ab0paTOPHBIX
HUCCJIeqOBAHUM 110 BHISIBJIEHUIO HEMPO3HOOKPUHHEBIX OIlyxoJiei. CoriacHo
OIMyOJTMKOBaHHBEIM JaHHBIM MUHUMYM 3a 5 JHeU [0 uaMepeHus ypoBHs CgA Tepamnuio
MHTUOMUTOPOM IIPOTOHHOM MOMITEI HE0OX0OUMO npeKpaTuTh. Ecimu ypoBenb CgA u
racTpriHa He HOpMaJIi30BaJIMCh Yepe3 5 OHEeU I10CJie OTMEHEl Tepanuu
930MeIIpa30JIoM, CllenyeT IIPOBECTU IIOBTOPHLEIE U3MepeHUusa yepe3 14 nHeu mocie ero
OTMEHBI.

Bo BpeMs OuTesIbHOM Tepanuu 330MeINpa30IoM KakK y [AeTel, TaK U Y B3POCIIBIX
HabJII0[1aI0Ch YBENTUYEHNEe KOMUYEeCTBa 9HTEepoXpoMapuHOIOAUOHBIX KIIETOK
(enterochromaffin-like cells, ECL), KoTopoe, BO3MOXHO, ObIJIO BLI3BAHO ITOBHIIIIEHUEM
CHLIBOPOTOYHBIX YPOBHEM raCTpUHA. ITU PEe3yIbTaThl CYUTAIOTCSA KIMHUYECKHA
HEe3HAaYMMBIMH.

Ha ¢oHe OnuTenbHOTO JIeYeHUsI aHTUCEKPETOPHBIMY IIperapaTaMy OTMEeYaaoCh
HEKOTOpPOe yBeJInYeHNEe YaCcTOTH 00pa30BaHMUs KeJIyJOYHBIX ITTaHOyTAPHBIX KUCT.
Takue u3MeHeHUs SIBISIOTCS (GU3UOJIOTUYECKUM CJIeICTBHEM BHIPAZKEHHOTO
YyTHETEHUSI CeKPeIuH XKeyI0YHOI0 COKa OHU NOoOpPOKavyeCTBEHHbIE 110 IIPUPOOe U
IIPOXOJST IIOCJIe 3aBEPIIEHUS JTeYeHUS.

YMeHbIlleHUe KUCJIOTHOCTH XKeJTyIOYHOr0 COKa C KaKUM-JTM00 IIpUYMHaM, B TOM YHUCJIe
BCJIeACTBUE IPUMEHEHNSI UHTUOUTOPOB IPOTOHHOU ITOMIIBLI, IPUBOOUT K YBEJINYEHUIO B
XKenyoke KolndecTBa OaKTepuil, KOTOpPbIe OOBIYHO IIPUCYTCTBYIOT B KEJTYIOYHO-
KHUIIIEYHOM TpakTe. JleueHre UHTUOUTOPaMHU ITPOTOHHOM ITOMITEI MOXKET HECKOJIBKO
YBeJIMUYHUBATh PUCK KEeJTYI0YHO-KUIIIeYHBIX NHPEKIINM, 00YCIIOBIE€HHBIX, HAIIPUMED,
Salmonella 1 Campylobacter, u y rocnutann3npoBaHHBIX TAlUEHTOB, BO3MOXKHO,
takxKe Clostridium difficile.

KauHuueckasa agp¢pekmusHocmb

B gByx nccnemoBaHUSAX C pAaHUTUOWHOM KaK aKTUBHBIM KOMIIapaTOpPOM OBIJIO TTOKa3aHO
nTy4Iiryio 3¢ PeKTUBHOCThE HekcuyMa B TeUYeHUHU XKeJIyOOYHBIX 3B Y IIallieHTOB,
npumeHsronux HITBII, B Tom uucie 1nukiaookcureHasa-2 (LIOI'-2) cenekTuBHBIE
HIIBII.



B oByx mccnemoBaHUSX C mianebo B KauyecTBe KoMIlapaTopa Oblia
MIPOOEeMOHCTPHUPOBaHa nydile 3ppeKTuBHOCTE Hekcuyma B npopuIakKTUKE SI3B
XKeJnyoKa U OBeHaOllaTUIIEePCTHOU KUIIKHU Y ITallieHTOB (B Bo3pacTe> 60 neT u/unu c
yKe uMepnencs 138ou), Koropele npumeHsoT HIIBII, B Tom yucne LIOT'-2
cenektuBHble HIIBII.

ITeOuampuueckas nonyasauus

B uccnepoBaHuu, IpoBeOeHHOM C y4acTUEM IleguaTpUdecKux nanueHToB ¢ ['OPE (B
Bo3pacTe oT <1 ;mo 17 neT), momy4aBUIUX OJIUTENbHOE JIeueHe UHIuOuToOpaMu
npotorHou oMkl (UIIII), y 61% peteit HaGmomanack runepiuiasusi ECL-kmeTok
He3HaYUTENIbHOM CTEIEeHU, B OTHOIIEHNN KOTOPOT0 KINHUYEeCcKasd 3HaYUMOCTh Obla
HEU3BECTHOU; PA3BUTHUSA aTPOPUUYECKOTO TaCTPUTa UTHM KapIHHOUAHOM OITyXO0Jiel He
0TMEeYaJioCh.

dapMaKOKHHETHKA

BcacwvlsaHue

930Menpa30JlI HEyCTOWYUB B KUCJION Cpefie, TI03TOMY AJIS IIepopaibHOTO IPUMeHEeHUs
HUCIIONIB3YIOT T'PaHyJIbl C KUIIEYHO ITOKPEITHEM. B yClIOBUSAX in Vivo JTHIIB
He3HauyuTeNIbHasl YacTh 930MeIlpa30Jiia npeBpailaeTcs B R-usomep. Ilpenapat GbICTPO
abcopbupyeTcs: MaKCUMaJllbHasi KOHIIEHTPAlXs B IIJla3Me KPOBU [JOCTUTaeTcs yepe3 1-
2 4Jaca mocie npueMa. bBUogoCTyIITHOCTh 930Menpa30iia II0Ccjie OQHOKPATHOT O IIpueMa
mo3sl 40 Mr cocTtaBisieT 64% u Bo3pacTaeT 0o 89% Ha ¢poHe exXXKeqHEeBHOI0 IIprueMa
OOVH pa3 B CyTKHU. [I1a go3el 20 MI 930Menpa30Jiia 3TU IToKa3aTesau cocTtaBisaioT 50% u
68% cooTBeTCTBeHHO. [IpreM Uil 3aMeniIsieT U CHUXKaeT BCcaChlBaHUE
930Menpa30iia, OOHAKO 3TO CYIIeCTBEHHO He BJIMSET Ha JeWCTBHE 330MeIllpa30Jjia Ha
BHYTPHUXKETYOOYHYIO KUCIOTHOCTD.

PacnpedeneHue

BripakeHHBIN 00bEM pacupeneneHus IIPU PaBHOBECHOM KOHIIEHTPALUM Y 300POBHIX
moOPOBOIBIIEB COCTABIIIET mpuMepHo 0,22 JI/KT MaccChl Tela. 930MeIrpa3oi Ha 97%
CBSI3bIBAETCS C OeIKaMu I1JITa3Mbl KPOBH.

Memaboausm

930Menpas30J1 IMMOJTHOCThI0O MeTab0MU3UPYETCS C y4aCTUEM CHUCTEMBI IImToxpoMa P450
(CYP). OcHoBHas yacTh MeTabonu3Ma 330Menpa30iia 3aBUCUT OT MOIUMOPPHOM
nsogopmel CYP2C19, KoTopasi oTBeYaeT 3a oOpa30oBaHue TUOPOKCU U
ne3MeTUIMeTaboIUuTUB 930Menpa3oiia. MeTaboIu3M OCTaBIIENCS YaCTH,
obecrneunBaeTcs gpyrou crnenudryeckou nsodpopmoii, CYP3A4, koTopas oTBedaeT 3a
oOpa3oBaHUe 330MeITpPa30i CylibhoHa, OCHOBHOTO MeTab0osInuTa, KOTOPHIH



o0OHapy>KMBaAETCS B IIJTa3Me KPOBH.
BuvigedeHue

[TapameTpsl, IpUBEeAeHHbIE HUXKE, OTPazxKaloT B OCHOBHOM XapaKTep
(papMakOKMHETUKY y ITalliUeHTOB C aKTUBHBIM ¢pepMeHTOM CYP2C19 (mauueHTHI C
aKTUBHBIM MeTab0JIM3MOM).

OOmIMit KIUPEHC COCTaBIIsIeT 0K0JIo 17 j1/4 mocjie OmHOKPATHOIO IIpueMa IIpernapara u
OpuUMepHO 9 J1/4 - mocIe MHOTOKpaTHOTO nnpueMa. [lepuon monyBeEIBEOEeHU S U3 I1JIa3MHbl
cocTaBisieT NpUuMepHO 1,3 yaca npu CUCTEeMaTU4YECKOM IIpueMe IpernapaTta 1 pa3 B
CYTKH. D30MeIpa30JI II0JIHOCTHIO BEIBOOUTCS U3 IIJIa3MBl KPOBU MEXy IpueMaMu U
TEHOEHIMU K ero HaKOIJIEHWIO B OpraHu3Me IIpU IPpUMEHEHUU OOUH pa3 B CYTKU He
HabmogaeTcH.

OcHOBHBIE MeTaA0OOIUTH 330MeIIpa30jia He BIUSAIOT Ha CEKPEINIO KeJIyIOYHOT0 COKa.
[Tpu nepopanbHOM IIpUMEeHeHUU 330Menpa3osa 00 80% BEIBOOUTCA B BULE
MeTabOIUTOB C MOYOM, OCTaJIbHasI YaCTh BEIBOOUTCS C KajoM. B moue
oOHapyxKuBaeTcs MeHee 1% Hen3MeHeHHOTr 0 330MeIllpa30Jia.

JIuHelHOCMb/HeAUHelUHOCMb

dapMaKOKMHETHKA 330MeIllpa30Jjia UCCIeoBasach B Cliydae IpHUMeHeHHU IIpernapara B
mo3e mo 40 Mr mBaxKabl B CyTKH. [Inomiaasb, orpaHUYeHHAss KPUBOM 3aBUCUMOCTH
KOHIIeHTPAllMH B IIJIa3Me KPOBU OT BPEMEHH, YBEJIMYNBAETCS IIPU IIOBTOPHOM IIpHUEME
930Memnpas3oiia. ITO YBeJIMYeHHE SBJISETCSA J0303aBUCUMBIM U IIPUBOOUT K
HEeJIMHENHOMY POCTYy «mo3a - AUC» mociie MOBTOPHOTO IIPUMEHEHU Ipenapara. JTa
3aBUCHUMOCTDb OT BpEMEHU U NO3bl 00yCJIOBIIEHA CHUXKEeHHeM MeTabonu3Ma IepBOro
MIPOXOKIOEHUSI U CUCTEMHOTO KJIIMPEHCa, BO3MOXKHO, CBSI3aHHLIM C yTHETEHUEM
dbepmenTa CYP2C19 330Menpas30sioM U/uiu ero cyibGoHMeTaboIuTOM.

ITauueHmul 0cobbIX 2pynn
MeodaeHHble Memaboau3amopbl

[TpumepHo 2,9 = 1,5% HaceneHusa He UMeeT PyHKIMOHAIbHOr0 ¢pepmeHTa CYP2C19 u
Ha3bIBaeTCs MeOJIeHHBIMU MeTabonu3aTopaMu. B Takux Uil MeTaboIu3m
930MeIIpa30iia, BEPOATHO, KaTanu3upyercs npeuMyiiectBeHHO CYP3A4. [Tocne
MHOTOKPATHOI'O IPUMEeHEHUs 330Melpa3oJsia B fo3e 40 MI' OIVH pa3 B CYTKU CpPenHAA
IIJIOIIAAb OO KPUBOM «KOHIIEHTPAIIMS B IJla3Me KPOBU-BpeMsi» Obljla IIPUMEPHO Ha
100% BrIllIe B MeJI€HHBIX MeTa00JIM3aTOPOB, YEM Y JIUI] C QYHKIIMOHAIBHBIM
depmenTom CYP2C19 (6pICTpEIX MeTab0IM3aTOPOB). MakcuManbHasi KOHIIEHTPAIUs B
IjIa3Me KpPOBHU ObljIa MOBHIIIIEHA TpUMeEPHO Ha 60%. OTu maHHBIE HE TPeOyIOT
U3MEHEeHUU B IO3UPOBKE 330Menpa3oria.



Ilon

[Tocne omHOKpATHOIO IPUMEHEHUs 330Menpa3osia B fo3e 40 MI cCpefHAs MJIolanb
10 KPUBOU «KOHIIEHTPALXs B IIJIa3Me KPOBHU-BPEMSI» Y XKEHIIWH ITpuMepHO Ha 30%
BHIIIE, YEM y MYKYMH. 3aBUCUMOU OT I0JIa Pa3HUILBlI HE OTMEeYaeTCs IIPU ITOBTOPHOM
IIpUMEHEeHUU IIpeliapaTta OOUH pa3 B CyTKU. JTU JaHHBIE HE BIUSIOT Ha JO3UPOBKY
330MeImnpaso’a.

HapyweHue ¢pyHKUUU neyeHu

MeTtab0nu3M 330Menpa3osia y NallieHTOB C JIETKUMHU UJIU YMEPEeHHBIMU HapylIIeHUIMU
GYHKIMU TeueHU MOKeT OBITh HapyIIeHO. Y MaleHTOB C TSAXKEJILIMU HapyLIeHUusI MU
QYHKIIMU IeUYeHU CKOPOCTh MeTaboIu3Ma CHUKAETCs, B pe3yJibTaTe Yero Ijoianb
OO KPUBOM 3aBUCUMOCTH KOHIIEHTPAIIMU 330MeNnpa3oiia B Ijla3Me KPOBU OT BpeMeHU
BOo3pacTaeT BABoe. [ToaToMy MaKCcUMasibHas f03a IIpelapaTa y HalieHTOB C
TSKEJILIMU HapyLIeHUusIMU GYHKIIUY IIeYeHU He JOoJIKHa IpeBhIaTh 20 MT.
930Menpa30J1 UJIh ero OCHOBHBIE MeTaOO0JIMTH He IPOSBJISAIOT TEHOEHIIUYN K
HaKOMJIEHUIO IPU IPUMEHEHUY OOUH pa3 B CyTKHU.

HapyweHue ¢pyHKUUU noyek

He mipoBogunock uccinegoBaHUM C y4aCTHUEM ITAIIMEHTOB C HapylIeHueM QYHKIINU
nouek. [ToCKOIBKY IIOYKU OTBEUYAIOT 3@ BEIBeleHMe MeTabOoINTOB 930MeIllpa3oiia, HO He
3a BhIBEIeHUE OCHOBHOT'O COEQVWHEHUS, U3MeHeHUN MeTaboIu3Ma 330Menpasosia y
MMalMeHTOB C HapylleHueM QYHKIUYU II0YEK He 0XKUTAeTCs.

ITauyueHmbl NOJHCUI020 BO3PACMA

MeTab0mu3M 330Menpa30ojia He3HAYUTEJIbHO MEHSIETCS Y MMallieHTOB IT0XKUJIOTO
Bo3pacrTa (71-80 mner).

ITeOQuampuueckasa nonyaauus
Hemu 12-18 nem

ITocne MOBTOPHOI0 IPUMEHEHHUs 330Memnpa3osa B go3e 20 mr u 40 Mr ob1ras
skcno3unusa (AUC) u BpeMs 00 DOCTUXKEHUS MaKCUMaJIbHOM KOHIIeHTpalluu
ImpernaparTa B IJla3Me KpoBH (tmax) B Bo3pacTe 12-18 meT ObIJIM CXOKUMU CO
3HaueHusMu AUC u tmax y B3POCJILIX IPU MPUMEHEeHNN 000uX 103 3930MeIrpa3oJia.

ITloka3aHus

B3apoczsie

I'acmpos3opazeanvHas pepaokcHas 6ose3Hb (I'SPE):



e JIeUEeHHE 3PO3UBHOTO pPedIIIOKC-330(¢arur;

e IINTEJILHOE JIEYEHUE MallueHTOB C U3JIeYeHHBIM 330()aruToM s
IpenoTBPAllleHus PEeLUONBa;

e CUMIITOMATHU4YECKOE JIeueHle racTpod3odareanbHoi pedIioKCHOM 601e3HU
(I'9PB).

B couemaHuu ¢ coomeemcmayrouwumMu aHmubakmepuaabHbIMU A1€KAPCMBEHHbIMU
cpedcmeamu 045 apadukauuu Helicobacter pylori:

e JIeYeHUe SI3BHI IBEeHAOaTUIIEPCTHOM KUIIKHU, 00ycroBneHHou Helicobacter
pylori;

e IIPEeNOTBpAllleHUs peluanBa NeNTUYEeCKUX 3B y MTallieHTOB C I3BaMy,
BeI3BaHHBIMU Helicobacter pylori.

ITauuenmul, mpebyrow,ue 01umeabHO20 NPUMEHEeHUs1 HeCmepouOHbIX
npomueosocnaaumeibHuix npenapamos (HIIBII):

e 3aXXUBJIEHUE SI3B JKeJlyoKa, 00yCcIoBIeHHBIX npuMeHeHueM HITBII;
e MpoduIaKTUKA 3B XKeJlyaKa ¥ OBEeHaAIlaTUIIePCTHOM KUIIIKU, 00y CJIOBIEHHBIX
npumeHeHueM HIIBII y manieHTOB, OTHOCAINUXCS K I'PYIIIIE PUCKA.

I aumenvHOe nedeHue nocje BHyMmpueeHHO020 NPpUMeHeHUs npenapama 015
npogusakmuku peyudusa KpogomeveHus u3 NnenmuyeckKux s3e.

JleueHue cuHOpoma 304auH2epa-SA4UcoHd.

IleTu B Bo3pacTe oT 12 net

I'acmpos3zopaeeanvHas peparokcHas 6ose3Hb (I'OPE):

e JIeUEHUE SPO3UBHOTO PedITIOKC-330(arurT;

e IJINTENbHOE JIeYeHHEe MallieHTOB C U3JIeYeHHBIM 330(ParuToM [Jis
IIPeOOTBPAIeHUS PELUINBa;

e CHMIITOMATHYECKOE JIeUeHHNe racTpod30dareaabHoi pedIIIoKCHON 601e3HU
('SPB).

B coyeTaHuu c aHTUOMOTUKAMM IIPU JIeYEeHUU SI3BbI ABEHAAIIATUIIEPCTHON KUIIIKY,
obycnoBnenHou Helicobacter pylori.

HpOTHBOHOKaSaHHH

[ToBBIlIEHHAsT YYBCTBUTENIBHOCTh K OENCTBYIOIIEMY BEIIECTBY, 3aMeIeHHBIX
OeH3uMHUIA30JIa UIIH K JII000M U3 BCIIOMOTaTEeJIbHBIX BEIIeCTB.



930Menpas30i He CclIegyeT IIPUMEHSITh OODHOBPEMEHHO C HendguHaBupoM (cM. Pazgen
«B3amMopelncTBYE C APYTUMHU JIEKapPCTBEHHBIMHU CPEOCTBaMHU U OPYTHE BHUOEI
B3aUMOOENCTBUI»).

B3auMoOaeHCTBHE C IPYTrHMH JIEKapCTBEHHBLIMH CPEeICTBAMH H IPyrue BHObI
B3aUMOIEeHUCTBUH

HH2ubumopbsl npomeasul

OTmMmeuayiach B3aMOJIENMCTBHE OMeIIpa30jia C HEKOTOPHIMU MHTMOUTOpPaMH MPOTea3kl.
KnuHnyeckasi 3HaYMMOCTh 1 MEeXaHU3MBI TAKHUX 3apPETruCTPUPOBaHHBIX
B3aMMOJEUCTBUMN He Bcerga u3BecTHHI. [IoBhIIIIEHHBIE YPOBHU PH XKenygoYyHOro coka B
Iepuopn JIe4YeHus IIpenapaToM MOTYT U3MEHSITh BCaChlBaHNE UHTUOUTOPOB MPOTEa3HI.
I pyroy BO3MOXKHBIU MeXaHW3M B3aUMOOENCTBUS 3aK/II04aeTCsa B YTHETEHUU
aktuBHocTtu CYP2C19.

Coo011a10Ch, YTO IIPY OOHOBPEMEHHOM NPUMEHEHHUY C OMENPa30JjioM YPOBEHbD
aTa3laHaBUpa M HeJ(UHaBUpPa B CHIBOPOTKE KPOBU CHUIKAJIUCH, II09TOMY UX
OOHOBPEMEHHOE IIPUMEHEHUEe He PeKOMeHayeTcs. [Ipu OgHOBpEMEHHOM IPUMEHEHUN
omernpa3zona (40 Mr og¥H pa3 B CYTKH) BMecTe ¢ aTa3aHaBUPOM 300 MI/pUTOHaBUPOM
100 Mr y 3mOpOBHIX TOOPOBOJILIIEB 9KCIO3UIIMSA aTa3aHaBUpa CYyIlIECTBEHHO CHUXKalach
(3gavenue AUC, Cmax u Cmin yMeHbIIaJIUuCh IPUMEPHO Ha 75%). YBenudeHue J03bl
aTtaszaHaBupa 00 400 Mr He KOMIEHCUPOBAJIO BIIMSAHUS OMeIlpa30Jjia Ha 3KCIIO3ULINIO
aTtaszaHaBupa. [Ipu ofHOBpEMEHHOM NIpUMeHeHuun oMmenpa3sosia (20 Mr B CyTKH) C
aTtazaHaBupoM 400 mr/putoHaBupoM 100 Mr y 300pOBEIX TOOPOBOIBIIEB 0TMEYAIOCH
CHMIKEeHMe 3KCIIO3UIIMU aTa3aHaBupa npuMepHO Ha 30% 10 CpaBHEHUIO C
9KCHO3UIUEN, OTMEYEHHOU IIpu exkeqHeBHOM npumeHeHuu 300 Mr atasaHaBupa/100
MT' pUTOHaBUpPa 6e3 omenpa3oJsa B mo3e 20 Mr B cyTku. OHOBPEMEHHOE ITPUMEHEHME
oMmenpa3sosa (40 Mr B CyTKU) IPUBOAUIIO K YMEHBIIEHNIO CpefHuX 3HayeHuu AUC,
Cmax u Cmin HenduHaBupa Ha 36-39%, a cpenrue 3HadeHusa AUC, Cmax u Cmin
bapmakonmorunyecku akTuBHOT0o MeTabonuta M8 cHuxkanuck Ha 75-92%. M3-3a
cxomcTBa papMakoguHaMUYeCKUX 3¢ (HeKTOB U (hapMaKOKMHETUYECKUX CBOKCTB
oMeIpa30Jia U 330MeIllpa30jila He PeKOMEHOYeTCsa IIPUMEHSTh 330MeIIpa30JI
OIHOBPEMEHHO C aTa3daHaBUPOM (cM. Pa3men «OcoOeHHOCTU IPUMEHEHUSI»);
OOHOBPEMEHHOE IIPUMEHEHNE 330Menpa3oJia C HeJIQHHaBUPOM IIPOTUBOIIOKAa3aHo (CM.
«ITpoTUBOIOKA3aHUS»).

B xome comyTcTBYyIOIIEN Tepanuu oMenpa3osioM (40 Mr B CyTKH) COOOIIAIOCh, YTO IIPHU
IpUMEeHEeHNHN CaKBMHaBHPa (B COUeTaHUU C PUTOHABUPOM) €ro YPOBEHDb B CHIBOPOTKE
KpoBu pocinu (80-100%). JleueHus npenapaTtoM B 1o3e 20 MI B CYTKU He BJIMSAJIO Ha
9KCIIO3UIINIO lapyHaBupa (B cOYeTaHUU C PUTOHABUPOM) U aMIIpeHaBupa (B
COYeTaHUM C pUTOHaBUpPOM). JledeHUe 330Menpa30oM B fo3e 20 MI' B CyTKU He



BJIMSIJIO Ha 9KCIO3UIINIO aMIIpeHaBupa (B COYeTaHUM C PUTOHABUPOM U O0e3 HETro).
JleueHus npenapaToM B go3e 40 MI' B CyTKM He BJIHUSIJIO Ha 3KCIIO3UIIHIO JIONMMHABUPA
(B coueTaHUU C PUTOHABUPOM).

Memompekcam

y HEKOTOPHIX ITalTUEHTOB HaOII01aI0Ch MOBHIIIIEHNE yp0BHeﬂ METOTpPEeKCaTa Ha (1)0He
COBMECTHOTI'O ITPUMEHEHUAd C I/IHI"I/IGI/ITOpaMI/I IIPOTOHHOT'O HaCOCa.

[Ipu Ha3HaYeHUU MeTOTPeKcaTa B BEICOKUX J03ax ClIeyeT paCcCMOTPETh BO3MOXKHOCTbD
BPEMEHHOU OTMEHBI 330MeInpaso’ia.

Takpoaumyc

[Tpu omHOBpPEMEHHOM IIPUMEHEHUN 330MeIpa3oiia coo0Inanoch 00 yBeTUuUeHUN
YPOBHSI TAKPOIUMYyCa B CBIBOPOTKE KpOoBU. Hy:KHO TPOBOOUTH YCUIEHHBI MOHUTOPUHT
KOHIIEHTPAIIMKN TaKPOJIUMYyCa, a TakKxkXe QYHKINUHU IToYeK (KITUPeHC KpeaTuHUHA) IpU
He0oOXOOUMOCTH - OTKOPPEKTUPOBATH A03Y TaKPOIUMYycCa.

JlekapcmeeHHble cpedcmad, 8Cacbi8aHUe KOomopbix 3asucum om pH

YraeTeHue XKenygo4YHOU KUCJIOTHOCTU IIPU JI€eYEeHUHU 930Melpa30jIoM U APyTruMHU
npemnapaTtamu rpymmnsl UITTT MokeT CHUKATh UITH MOBHIIIATL abCOpOIIMio
JiIeKapCTBEHHEBIX CPELCTB, BCaChiBaHUE KOTOPHIX 3aBUCUT OT pPH Xkenynka. Kak u B
cly4dae C OPyruMH JIeKapCTBEHHBLIMHU IIperapaTaMy, YMEeHbIIaIOIINMUI
BHYTPUXKETYIOUYHYIO KMCJIIOTHOCTh, aOCOpOIIMs TaKUX IIpenapaToB, KaK KETOKOHA30],
UTPaAKOHA30JI, a TaKxXKe 9PJIOTUHUO, MOXKET YMEHbBINAThCS, TOra KaK BCaChiBaHUE
penapaToB, KaK AUTOKCHUH, MOXKET MOBBIIIATHCA IPU JIEYEHUN 930Menpa30JIoM.
OpHOBpEeMEHHOe IpUMeHeHre oMenpa3osa (20 Mr B CyTKM) U OIUTOKCHHA Y 3TOPOBBIX
T0OPOBOJIBIIEB ITOBHIIIAI0 OMOTOCTYIHOCTL OUTOKCHHA Ha 10% (B OBYX M3 OeCSATH
uccnenyeMsnix null - 00 30%). PeOgko peruCcTpupoBaiuCh Ciiydau TOKCUYHOCTH,
BBI3BAHHOU ITPUMeEHeHueM gurokcuHa. OmHaKo ciiegyeT coOIoIaTh OCTOPOXKHOCTD
IIpU Ha3HaYE€HUU BHICOKMX 103 330MeIlpa3oJia y HalueHTOB I0XKUJIOr0 Bo3pacTa.
Heo0xoouMo yCUIUTh TepaleBTUYEeCKNM TeKapCTBEHHBIM MOHUTOPUHT JUTOKCHHA.

JlekapcmeeHHble cpedcmea, komopble Memaboausupyromcs npu ydacmuu CYP2C9

930Mernpa3oi aBnseTcs uaruoutopom CYP2C19, ocHoBHOrO hepMeHTa,
MeTaboIu3upyeTcs: 330Merpa30ii. COOTBETCTBEHHO, TPU KOMOMHAIIMU 930Menpa3oiia
C IIpemnapaTaMu, KOTophle MeTabonu3upyroTcs ¢ yaactueM CYP2C19, TakuMu Kak
ouasenaM, IIUTajgonpaM, UMUTIPpaMUH, KJIOMUIpaMUH, GEHUTOUH U T.II.,
KOHIIEHTPAalluU 3TUX IIperapaToB B IIJla3Me KPOBU MOTYT PacTH U MOXKEeT BO3HUKHYTh
He0oOXOOUMOCTh B YMEHBIIIEHUU UX J03bl. ITO, B YACTHOCTHU, CIIeAyeT UMETh B BULY,
KOTZla 930MeIpa30Jl IpefHa3HavyaeTCs OJ11 IPUMEHEHUS B PeKUMeE «II0



HEeOoOXOOUMOCTH ».
Huazenam

OpgHOBpEMEHHOE IIPUMEHEHME 330Menpa3s3oiia B 1o3e 30 MI' IPpUBOOUIIO K CHUXKEHUIO
KIupeHca gua3emnama, cyoctpata CYP2C19, Ha 45%.

deHumouH

ITpu omgHOBPEMEeHHOM IMPUMeHeHUU 330Melrpa3osia B fo3e 40 Mr y O0JIbHBIX
SIIUJIETICHEeN OTMedYaJsiCd POCT MUHUMAaIbHOU KOHIIeHTpanuu (PeHUTONHA B MJla3Me
KpoBu Ha 13%. PekoMeHOyeTCsTI KOHTPOJIMPOBATh YPOBEHb (PEHUTOHMHA B IIJITa3Me KPOBU
B Havajie Tepaluu 330Melpa30JIOM UJIU B CJIy4yae ero OTMEHHI.

BopukoHa3oa

I[TpumeneHune oMenpa3soa (40 Mr oguH pa3 B CyTKH) yBenuuuBaao Cmax u AUCT
BopuKoHa3oJa (cyoctpaTta CYP2C19) Ha 15% u 41% COOTBETCTBEHHO.

IHuanocmason

Owmenpas3oil, a TakK¥kKe 330Menpa30JI AercTBYIOT Kak uHruoutopsl CYP2C19. B xome
IIepPeKpPecTHOTr 0 UCCIIeHOBaHUsI ITPUMEeHeHusI oMenpa3oiia B go3e 40 M 3OpOBBEIM
mobOpoBonbiiaM mmoBwiano Cmax u AUC mmnocrta3ony Ha 18% u 26% cOOTBETCTBEHHO,
A OOHOTO M3 ero aKTUBHBIX MEeTa00JIUTOB - Ha 29% 1 69% COOTBETCTBEHHO.

Luzanpuod

Y 3m0pOoBEIX MOOPOBOJILIIEB IIPY OJHOBPEMEHHOM NPUMEHEHHHU C 330MeIrpa3osioM (40
MT') IIJIOIAb IO KPUMBOM 3aBUCHUMOCTH KOHIIEHTPAIIUU IIM3allpuaa B IIJla3Me KPOBU OT
BpeMmeHu (AUC) Bo3pacTasna Ha 32%, a mepuof ero noayBeiBegeHus (t%2) poc Ha 31%,
HO 3HAQYUTEIBHOI0 POCTa MaKCUMaJIbHOTO YPOBHS IM3anpHaa B IJla3Me KPOBU He
Habmroganock. He3aHaunuTenbHOMY yBenudeHUio nHTepBasna QTc, KoTopoe
HaOJII0OaI0Ch ITPU MOHOTEPAIINY IIU3allPUI0OM, IIPU OOHOBPEMEHHOM NPUMEHEeHUHN
II3anpuaa ¢ 930Menpas3ojioM He oTMedasnochk (cM. Takxke pa3gen «OCOOEHHOCTH
IPUMEHEHUS»).

BapgpapuH

B KknuHUYECKOM HCCIeqoBaHuH OBLJIO ITOKa3aHO, YTO IIPU OJJHOBPEMEHHOM
NIPUMEeHEeHNHN 330Menpa3oia B mo3e 40 Mr y maineHToOB Ha GpoHe Tepanuu BaphapruHOM
BpeMs KoaryJsliiyd OCTaBaJICs B IpUeMJIEMBIX npegenax. OgHako B
MMOCTPETHUCTPALIMOHHBIN ITePHOoM CO00IaroCh 0 HECKOJILKUX OTAEIbHBIX CIIy4YaeB
KJIMHUYECKU 3HaYMMOTO IOBHIIIEHUS HHAEKCA MEeXAYHAaPOOAHOTO HOPMaJIu30BaHHOT O
cootHoureHus (INR) Bo BpeMsi COBMECTHOTO IPUMEHEHHUS 3TUX JTeKapPCTBEHHBIX



cpencTB. PeKoMeHOyeTCcsI MOHUTOPUHT B Hadajie U 110 OKOHYaHHUH COBMECTHOTO
IIPUMEHEeHHUs 330Menpa3osia Ha ¢GoHe Tepanuu BaphapuHOM UIH OPYTUMHU
ITPOU3BOOHLIMHU KyMapHuHa.

Kaonudozpen

PesynbraTel papmakokuHetudeckoro (OK)/bapmakogmaamudeckoro (OJI)
B3aMMOJEUCTBUS MeXKIOy KionugorpeneM (Harpy3odHas mosa 300
Mr/mIoggepzKuBarllas go3a 75 MI' B CYTKU) U 930Menpa30JioM (mepopainbHo 40 Mr B
CYTKHM), IOTy4YeHHbIE B X0le IPOBEOeHNS UCCJIeJOBaHUU C y4aCTHEM 3TOPOBHIX
OOOPOBOIBIIEB, ITOKA3a/Iu CHUXKEHME 3KCIIO3UIIUU aKTUBHOTO MeTabouTa
Kionuporpensd B cpegaeM Ha 40% ¥ CHUKeHHe MaKCHUMaJIbHOTO IT0Ka3aTess
UHruOupoBaHus (MHOynupoBaHHOU AJI®) arperanuu TpoMOOIIUMTOB B cpegHeM Ha 14%.

Bo BpeMsi mpoBemeHusT UCCIEeI0BAaHUS C Y4aCTUEM 3[IOPOBBEIX HOOPOBOJIBIIEB, KOTIA
KJIOIIUOOTPeJI MPUMEHSJICS BMECTe C 330MeIIpa30JIOM UM alle TUJICATUIIUIIOBOM
kucnotoi (ACK) B pukcupoBaHHOU KoMOuHaIuu go3 (20 mr + 81 MI COOTBETCTBEHHO)
110 CPAaBHEHUIO C IIPUMEeHeHUeM KJIONUOOoTpeJisa B BUAe MOHOTepaIli, 0TMedalioCh
CHUJKEHNEe 3KCIIO3UIIMN aKTUBHOTI0 MeTabonuTa Kiaonumorpens nouTtu Ha 40%.

OmHako, MaKCUMallbHble YPOBHU MHTUOUPOBaHUsA (MHOyLupoBanHoU AJlI®) arperamnuu
TPOMOOIIMTOB Y 9TUX JIUII OBIIM OJMHAKOBBIMU B T'PYIIIle MPUMEHEHHUSI KO0 pesis B
KadyeCTBe MOHOTEPANMNM U B IPYIIe IPUMEHEHHUS KIOMUOOTrPesisd BMECTe C
s3oMemnpa3onom u ACK.

B HaGmogaTenbHBIX U KIMHUYECKUX UCCIIeOBAHUSAX OBIIH IIOJTYYEeHEI
MIPOTUBOPEYNBEIE JAaHHLIE O KIMHUYECKHUX acieKToB ®K/® ][I B3auMOeiCTBUA
930MeIIpa30Jjia OTHOCUTEIbHO OCHOBHEIX CEPIeYHO-COCYOUCTRIX SIBJIeHNI. B KauecTBe
MepHl IPeCceYeHusi OHOBPEMEHHOT0 IPUMEeHEeHUs 930MeIpa3oia U KIOMHIOTPesIs
HeoOxomuMo n30erarTs.

JlekapcmeeHHble cpedcmea 6e3 KAUHUYeCKU 3HauuMo20 83aumooeticmausi
AMOKCUUUAAUH U XUHUOUH

BeI710 OTMEeYeHOo, 4TOo 930M€EITPAa30JI HEe OKa3hbIBAJl KIIMHUYECKU SHAYMMOTI'O BIIMAHUA Ha
(l)apMaKOKI/IHeTI/IKy dAMOKCHUIIUJITIMHA UJIN XUHUOWHA.

HanpoxceH uau pogpexkokcub

B TeueHMe KpaTKOBPEMEHHBIX MCCIIEIOBAHUN COIYTCTBYIOIIETr0 MPUMEHEeHHU
930Melrpa30Jia C HallPOKCEeHOM uiu podeKokcuboM Hu (hapMaKOKUHETUYECKOT O
B3aMMOIENCTBUS 3aMe4YeHO He ObIIIO.

BausaHue Opyeux /AeKadpCmeeHHbBIX cpe@cme Hd d)ClpMCZKZOKUHemUKy a3oMenpasona



JlekapcmeeHHble cpedcmea, Komopble nodasasaom akmueHocmbs CYP2C19 u/uau
CYP3A4

93omMmenpa30i1 MeTabonu3upyeTtcs ¢ moMmoinbio pepmerToB CYP2C19 u CYP3A4.
OpmHOBpeMeHHOe MpUMeHeHNe 330Melrpa3ojia u nuruoburopa CYP3A4
Kinaputpomuiinaa (500 Mr gBaXabl B CYTKH) IPUBOOUT K yaABOeHUI0 skcno3unuu (AUC)
a3oMernpa3osia. OmHOBpeMeHHOe IIPUMEeHEeHHe 330Menpa3ojia ¥ KOMOMHUPOBAHHOT O
uaruoutopa CYP2C19 u CYP3A4 MoxkeT IpUBECTH K 60jiee 4eM IBYKPATHOMY POCTY
sKkcro3uiuu 3zomenpasona. Maruébutop CYP2C19 u CYP3A4 BOpuMKOHA30JI ITPUBONII
K noBeireHn0 AUCT omenpa3ora Ha 280%. Koppekiiusa mo3sl 330Menpa3oiia, Kak
IIpaBUJIO, He Hy2KHa B JIt000M u3 3Tux cutyanuii. OgHaKo, CIeoyeT paCCMOTPETh
BOITPOC O KOPPEKLMU AO3HI [JI MallMeHTOB C TAXKEeJIBIM HapyIlleHueM QyHKIIUU ITe4YeHU
U B ClIy4ae, eCJiM II0Ka3aHOo OJIUTEJIbHOE JIeYeHue.

JlekapcmeeHHble cpedcmaea, komopbsle uHOyuupyom akmusHocms CYP2C19 u/uau
CYP3A4

IIpemapaTthl, KaK U3BeCTHO, MHAYLUUPYIOT aKTUBHOCTE CYP2C19 unu CYP3A4 unu
oboux pepMeHTOB (Hanmpumep, pudpamMnoulvH 1 3BepoO0ii), MOTYT IPUBOOUTH K
CHUZKEHUIO YPOBHEMN 330MeIpa30ia B CLIBOPOTKE KPOBU IIYTEM YCKOPEHUS CKOPOCTHU
ero metabonu3Mma.

ITeOQuampuueckasa nonyaauus

HccnemoBaHus 1€KapCTBEHHOTO B3aUMOIEMCTBUS ITPOBOOUIINCH TOJILKO C Y4aCTUEM
B3POCIJIBIX.

Oco0eHHOCTH IPUMEHEeHHSs

[Tpu HanMM4yuu IIO0BIX TPEBOXKHBIX CUMIITOMOB (HalpuMep, TaKUX KakK CyIIeCTBEHHOe
CIIOHTaAHHAas IIOTEePs MacCHl Tejla, IepUoAnYecKoe PBOTa, oucdarus, pBoTa C
IIPUMECHIO KPOBU MJIM MOJIOTHIN), a TaKKe ITPU HaJIUYUHU SI3BHI XKeJlyaKa UIU IIpu
IIO03PEeHNUHN Ha Hee HYKHO HCKITIOUUTh Hallnyue 3JI0Ka4YeCTBEHHOT0
HOBOOOpa30BaHUs, ITOCKONBKY JieueHre HekcuyMa MOXKET IPUBECTU K CTIIa’KUBaHUIO
CUMIITOMATUKM U OTCPOYUTH YCTAHOBIIEHNE AUarHo3a.

IloneocpouHoe npumMeHeHuUe npenapamada

IMamueHTH, TPUHUMAIOIINE IpernapaT B TeueHue OIUTEeJIbHOTO Iepuoaa (0CoOOeHHO
MaIlMeHThl, KOTOPHIE MOJIYYaloT JieueHus 0ojee roga), JOJIKHB HAXOOUThCS MO
PETYISIPHLEIM HaOITIOAeHUEM Bpayva.

JleyeHue no Heobxodumocmu



[TanueHTHI, MpUHUMalone HekcuyM 1o He0OXOOUMOCTH, OOJI?KHEI OBITH
ITPOUHCTPYKTHUPOBAHLI 0 HEOOXOIMMOCTH CBSI3aThCSI CO CBOMM BPAa4YOM IPU U3MEHEHUU
XapakTepa CUMIITOMOB.

9padukauusa Helicobacter pylori

[Tpu Ha3HaYeHUU 330Melpa3oia A spagukanuu Helicobacter pylori cnegyet ydecTh
BO3MOZXKHOCTb JIEKAPCTBEHHLIX B3aUMOLENCTBUN MeXAYy BCEMU KOMIIOHEHTaMU
TPOMHOM Tepanuu. KimapuTpoMUIIUH IBseTCs MOIIHBIM uHruoutopom CYP3A4,
[I03TOMY IIpYU Ha3HaYeHUU TPOUHOU Tepalluu IalueHTaM, II0JIy4alluM gpyrue
ImpernapaThl, KOTopble MeTabonu3upyTtcsa ¢ yuactuem CYP3A4 (HanpuMep LM3anpumn),
HeoOXOOUMO YUYUTEIBATh BO3MOXKHEIE IIPOTUBONOKA3aHU U B3aUMOAEUCTBUS
KJIapUTPOMMUIIMHA C 3TUMU JIEKAPCTBEHHBEIMU CPEOCTBaMMU.

2KenyOouHo-KuweuHble UHpeKyuu

[IpuMeHeHUE UHTUOUTOPOB ITPOTOHHOM ITOMITHI MOXKET HECKOJIBKO IMTOBLEICUTH PUCK
Pa3BUTHUSA KeTyAO4YHO-KUIIIeUHbIX NHPEKINM, TaKuxX Kak Salmonella u Campylobacter
(cMm. Pazgen «®apMaKOJIOTUYECKUE).

BcacwisaHusa sumamuHa B12

930Menpa3o0J1, KaK U BCe JIeKapCTBEHHBIE CPELCTBA, KOTOPhie OJIOKUPYIOT AelCTBUE
COJISHOU KUCJIOTHI, MOXKEeT YMEHbIIIaTh BCacblBaHWe BUTaMuHa B12
(mnaHokoOanaMyHa) BCJIECTBHE PA3BUTUS TUIIO- UJIM aXJIOPTUAPUU. DTO CIEOyeT
VYUTEIBATH IIPU IIPOBEEHUHU [OJITOCPOYHOI'0O JIeUHeHUs allueHTOB C IOHUXKEeHHBIMU
3armacaMu BuTaMuHa Bl2 B oprarusMe unu nauyveHTOB ¢ PaKTOpaMU pUCKa
IIOHUXKEHHOT'0 BCacklBaHUs BuTaMuHa B12.

I'unomaeHuemus

O Taxenoi ¢opMoM rUIIOMarHueMUU CO00IIAaJIOCh V MAllMeHTOB, MOJIyYaBIINX
JledeHre UHTuOUuTOpaMu MPoTOHHOM rmomnsl (MIIIT), TaKuMU KaK 330MeIpa3071, II0
MEHBIIIEN Mepe B TeUeHHNe TpeX MeCSIeB, a B OOJBIINHCTBE CJIy4aeB - B TeYeHUe roja.
MoryT HabO/nII0gaThCs Cepbe3HbIe IPOSIBIIEHUS TUIIOMariueMuy, Takue KakK yCTaloCTh,
TeTaHWUs, OeJINPUM, CyOOPOTrH, TOJIOBOKPYXKEHUE U XKeJIygOYKOoBasd apuTMUs, HO 9TH
CUMIITOMBI MOT'YT HauaThCs HE3aMETHO U UX MOXKHO IIPOITyCTUThL. B OONBIINHCTBE
CllydaeB COCTOsSIHUE TTAllMeHTOB, Y KOTOPHIX HabJioanach TuIioMarHueMus,
YJIy4IIaJIOCh I0CJIe 3aMEeCTUTEJILHOU Tepaluu MarHueM U IIpeKpalleHusa JIe4YeHusa
UIIIL.

[To mamMeHTOB, KOTOPhIE, KaK 0XKHUAaeTcs, OyOyT HaXOOUThCS Ha OJIUTEJIbHOM
JIeYeHUH, UJIU 110 MallMeHTOB, Noy4yalomux neuenue UITII coBMeCTHO C IUTOKCUHOM
WJIV JIEKAPCTBEHHLIMHU IIpelrapaTaMiu, KOTOPhle MOTYT IMPUBECTU K PA3BUTHUIO



runoMarHueMuu (HaopuMep OUYPEeTUKU), MeOUIIMHCKUM PabOTHHUKAM ClIeoyeT
paccMoTpeTh Bonpoc 00 onpenesieHUN YPOBHENW MarHUs IIepeq HadajioM JIeYeHUs
HIIII u nepuoguyecKu BO BpeMs Tepaluu.

Puck 803HUKHOBEHU A nepesiomMmos

WNHrubuTopsl IPOTOHHOU MOMIHB], 0OCOOEHHO IIPU IIPUMEHEHUU B OOJBIINX J03aX U B
TeuyeHUe OJIUTEeJIbHOTO JleueHusd (> 1 roga), B onpenesieHHON CTEeIIeHU MOTYT
MOBBIIIIATh PUCK TepenoMa Oepa, 3ansiCThbsI U TO3BOHOYHHUKA, TJIaBHLEIM 00pa3oM y
Mal¥eHTOB IIOXKMUJIOT0 BO3pacTa UIX IPU HaJlu4Yuu OPYyrux pakToOpoB puUcKa. [laHHEIE,
MOJIy4eHHbIEe B X0Ae HaOJogaTeIbHBIX UCCIeNOBaHUM, CBULETEILCTBYIOT O TOM, YTO
MHTUOUTOPHI IPOTOHHOM MOMIIBI MOTYT ITOBBIIIIAThH OOIIINU pUCK mepesioMoB Ha 10-40%.
HekoToprie cimydan TaKOro yBeJIMYEeHUS KOJMYeCTBa IIepPeloOMOB MOTYT OBITh CBSI3aHBI
Cc opyrumu paKTopaMu puckKa. [lallMeHTHl C PUCKOM Pa3BUTHUS OCTEOIIOPO03a HOIXKHEI
[IOJIy4YaTh JIe4YeHNWe B COOTBETCTBUHU C OEUCTBYIOIMIUMHU KINHUYECKUX PEKOMEHOalul 1
aZleKBaTHOE KOJIMYEeCTBO BUTaMUHa D 1 Kanbius.

KombuHauus ¢ Opy2umu n1eKapcmeeHHbIMU cpedcmaeamu

CoBMeCTHOe MpUMEHEeHME 930Menpa30iia C aTa3aHaBUPOM He peKOMeHayeTcs (CM.
Pa3gen «B3auMopeiicTBre C OPYTMMU JIEKapPCTBEHHBIMU CPEACTBAMU U OPYyrue BUIBI
B3auMoOIeuncTBU»). Ecmu KoMOMHAIMM aTa3aHaBUpa C UHTMOUTOPOM MPOTOHHOM
oMIIbl n30eKaTh HEBO3MOXKHO, PpEKOMEHAYETCS TIIaTeJIbHO CIEAUTh 3a MalieHTaMU B
YCJIOBHUSIX CTallMOHapa, a TaKzKe IIOBLICUTh 403y aTa3daHaBupa a0 400 mr co 100 mr
PUTOHABUPA; 003y 330Melpa3osa 20 Mr IIpeBHIIaTh He CIIenyeT.

93omemnpa3on sBaseTcsa uuruoutopom CYP2C19. IToaTomy B Hadasie UIu BO BPEMS
OKOHYaHMS JIeYeHUsI 330MeITPa30JIoM CIeyeT UMETh B BUOY BO3MOXKHOCTh
B3aMMOOENCTBUS 330Melpa30iia C IeKapCTBEHHLEIMHU CPeICcTBaMu, MeTab0Iu3M
KOTOPBIX ITpoxonuT ¢ ydactueM CYP2C19. BaaumopericTBre HabI0IaeTCsa MEXIY
KJIOIIUAOTPEeJIEM M 930Menpa30iioM (CM pa3zen «B3aumopgencTBue ¢ oPyruMu
JIeKapCTBEHHBIMU CPEACTBAMHU U OPYyrue BHUObI B3aUMOOENUCTBUN»). KIUHUYECKas
3HAYMMOCThH 3TOT0 B3aUMOOENCTBUS OCTAETCS HeonpeaereHHOoW. B KauecTBe MepH
IIpecedyeHnsI OOHOBPEMEHHOTO IPUMEHEHHUS 930MeNpa30iia U KIOIMUOoTrpes
HeoOxoouMo u3berarsb.

Ha3Haugas 330Memnpasor1 O IPUMeHEeHHs B PeKnuMe «II10 TpeOOBaHHUI0», B CBSI3U C
KoneOaHUSIMU KOHIIEHTPalui 330MeIllpa30Jjia B jla3Me KPOBU CJIeAyeT YUYUTHIBATh
MIOCJIEACTBUS B3aUMOAENCTBUSA C OPYTUMU JIEKaPCTBEHHBIMHU CPEOCTBaMH, CM. pa3menn
«B3auMopenicTBUE C OPYTUMU JIEKapCTBEHHBIMU CpeNCcTBaMU U OPyTUue BUOEL
B3aMMOOENCTBUHN».

Caxapo3sa



IlaHHOEe JIeKapCTBEHHOE CPEICTBO CONEPKUT caxapo3y. ITalimeHTaM C peaKomn
HACJIeICTBEHHOI HEIIePEeHOCUMOCTLIO0 PPYKTO3EI, TIIIOKO30-TaJIaKTO3E
MababcopOIel UK CaXxapo30-u30MaJIbTa3HOH HeJJOCTAaTOYHOCTRIO He CIIeyeT
IIPUHUMATh 3TOT IIperapar.

BausiHue Ha pe3yabmambsl 1a60PAMOpPHbIX UccaedosaHull

W3-3a moBHIIEHUST YPOBHS XpoMorpaHuHy A (CgA) BO3MOXKHOE BIIMSTHUE Ha
pe3ysbTaThl 1abopaTOPHBIX UCCIIeAOBaHUM I10 BEISIBIEHUIO HENPOIHIOKPUHHBIX
omyxone. YToOwl n36eKaTh TaKOT0 BO3AEUCTBUS, JIeUeHNEe 330MeIIPa30JIoM HYKHO
peKpaTuTh He MeHee 4eM 3a O JHel [0 udMepeHus ypoBHeu CgA (cMm. Pazpmen
«PapMaKOJIOTUYECKUE»).

CnoCcoOHOCTH BIMSITHh Ha CKOPOCTH PEaKIHH [IPH yIIPaBJIeHUH
ABTOTPAHCIIOPTOM HJ/IM PadoTe C MeXxaHHu3MaMH

930MeIpa30Jii OKa3klBaeT MUHUMAJIbHOE BIUSHUE Ha CIIOCOOHOCTDH YIIPaBIIATh
TPAHCIOPTHBEIMU CPeACTBaMU UIU paboTaThk C APyruMu MexaHuaMamMu. CoobIaeTcs o
TaKUX MOOOYHBIX PeaKIuii, KaK I'OJIOBOKPYKeHUe (PeIKo) U HEeYEeTKOCTh 3PEeHUST
(penko) (cMm. Pazmen «ITo6ouHbIe peakiuu»). Eciiiu TakKue pacCTPOMCTBa
HaOJIogaloTCs, MaleHTaM He CJIeqyeT YIPaBJIsATh TPAHCIIOPTHBIMU CPEICTBAMU UIIU
paboTaThk C OPYTUMU MEXaHU3MaMHU.

IIppuMeHeHHe B mepHO]] 0EPEMEHHOCTH H/IIH KOPMJIEHHUS I'PYIbIO

B HacTosIee BpeMst HET MOCTAaTOYHOT0 KOJIMYEeCTBa MaHHLIX O MpuMeHeHun Hekcuyma
BO BpeMsi OepeMeHHOCTH. HecKombko O0bIillee KOTUYECTBO TaHHBIX
SIUIEMUOJIOTUYECKHX UCCIeNOBaHNI IIPUMEeHeHUs palleMUYeCcKoil CMecHu oMeIlrpa3oJia
B IIepuoq 6epeMeHHOCTH CBUOETEIbLCTBYeT 00 OTCYTCTBUY BPOKOEHHEBIX ITOPOKOB U
(heTOTOKCHUECKOTr0 BO3MEHCTBUsI. B HCCcIemoBaHUIX 930MeIpa30iia V JKUBOTHEIX He
OBIJIO BBISIBJIEHO MPSIMOTO MJIXM KOCBEHHOTO BPEOHOT0 BO3OEMCTBUS Ha
samOproHanbHOEe/peTanbHOe Pa3BUTHE. B MCccieqoBaHUIX palleMUYeCcKol CMecH Ha
KUBOTHBIX He OBIJIO BBEISIBIIEHO MPSIMOIO UJIM KOCBEHHOTO BIIMSTHUS HAa TEYEHUE
OepeMeHHOCTH, POObl U ITIOCTHATaIbHOE pa3BuTue. ClegyeT C OCTOPOKHOCTHIO
Ha3HayaTh nperapaTr 6epeMeHHBIM XeHITHHAM.

YMepeHHOEe KOJTNYeCTBO TaHHBIX 0 OepeMeHHBIX )keHIMUH (0T 300 mo 1000 cinyyaeB
OepeMeHHOCTH) YKa3bIBaeT Ha OTCYTCTBUE MalibopMaTUBHUX 3P PEKTOB UIHN
TOKCHYECKOT0 BO3OENCTBUS 330MeNpa30jia Ha COCTOSTHUE IJI0Oa/300POBEE
HOBOPOXKEHHOT0 pebeHKa.

Pe3ynbTaTe HcCcriemoBaHUY Ha XKUBOTHBIX CBUAETEIBCTBYIOT 00 OTCYTCTBUHU IIPSIMOU
WU KOCBEHHOM BPEIHOTO BO3[IENCTBUS IIpenapaTa Ha PENPOAyKTUBHYI0 GYHKIIHUIO 3a



CYeT ero TOKCUYEeCKOT0 BO3OeNCTBUS.
KopmaeHue 2pyovio

HewnsBecTHO, 330Menpa30il IPOHUKAaET B IpygHOe MOoIoKo. MHpopMaluu o
MOCJIEACTBUSX BO3[AEUCTBUS 930MeITpa30jia Ha HOBOPOXKAEHHBIX/TPYAHBIX JeTel
HeOoCTaTO4YHO. D30MeIpa30il He ClIeAyeT IPUMEHSTh BO BpeMs KOPMJIEHUS T'PYyObIO.

depmusbHOCMb

Pe3ynbTaTe MCCIeIOBAaHUM pPalleMHUYeCKOM CMEeCH OMemnpa30jia Ha XKHUBOTHBIX
YKa3bIBAIOT Ha OTCYTCTBHE BIUSHUS OMeIlpa30ijia Ha (GepTUILHOCTE B ClIydae
IIepopasIbHOTO BBEIEHUS IIperapara.

Cnnoco0 nmpuMeHeHUsI U 1036l

B3pocvle

I'acmpos3opazeanvHas pepaokcHas 6oae3Hs (I'OPE)
JleueHue 3po3uBHO20 pedaroKkc-330¢azum
e 40 Mr oguH pa3 B CYyTKU B TeueHUe 4 HeOelb.

I[TarmmeHTaM C HEBBIJIEYEHHBIM 330(1)&1"I/ITOM WJIN CTOMKHMH CUMIITOMaMH
PEKOMeHOYeTCsA OOIIOJTHUTEJIbHO IIPDUMEHMATD IIPpellapaT B TeYeHHue 4 Henenb.

IIanumesvbHOE neyeHue nauueHmos ¢ u3/e4eHHbIM 330(ha2umom 015
npedomaepauieHus peuyuousa:

e 20 MI OOUH pa3 B CyTKHU.
Cumnmomamuueckoe jse4yeHue 2acmpoa3opazeavHoll peparokcHou b6oae3Hu (I'SPE)

Ilo3a gmns mamueHTOB 0e3 330¢aruTa coctaBnsgeT 20 Mr oOuH pa3 B CyTKHU. Ecnu mmocre
4 Hepenb JIe4eHUSI KOHTPOJIS Haf CUMITOMaMHU JOCTUYb HE yOasioCh, TallMEeHTy
clenyeT IMMPOUTHU OONOJIHUTEIbHOEe o0cyiemoBanue. Ilocie NCYe3HOBEHUSI CUMIITOMOB
OJIS UX JaJIbHEMIIero KOHTPOJII MOXKET OBITh MOCTAaTOYHBIM ITpuMeHeHus 20 MI oquH
pa3 B CyTKHU. [Ipu HE0OXOOUMOCTH MOXKHO IEPEUTH Ha IPHUeM ITpellapaTa B PeXuMe
«110 TPeOOBaHUIO», TO €CTh IPUMEHSATH npemnapar 1o 20 Mr oguH pas B CyTKU. He
PEKOMEHAYEeTCs ITPUMEeHEeHMe IIpelapaTa «I10 HeoOX0OUMOCTU» [JIsI TTOCIIEAYIOIIETO
KOHTPOJIS 3a CUMIITOMaMH ITallueHTaM C PUCKOM Pa3BUTUS A3B XKeJyoKa U
OBEeHaOlaTUIIePCTHOU KUIIKY, npuHuMatomnux HIIBIT.

B couemaHuu ¢ coomgemcmayrwumMu aHmubakmepuaabHbIMU 1eKapCmeeHHbIMU
cpedcmeamu 045 apadukauuu Helicobacter pylori, a makaice 0a4



e JIeUeHHe SI3BHl ABEHAOIlaTUIIEPCTHOU KUINKY, BEI3BaHHOU Helicobacter pylori, u
e IIPEOOTBpAllleHUs pelUAnBa IIEeNTUUYECKUX SI3B Yy MallUeHTOB C sI3BaMH,
BEI3BaHHBIMU Helicobacter pylori:
o 20 mr HekcuymMma c 1 r amokcununnHa 1 500 Mr K1apuTpOMULIMHA OBaXKAbI
B CYTKU B TeYeHUE 7/ OHEWU.

ITayueHmol, mpebyrowue 0a1umenbHO20 NPUMEHeHUA HecmepoudHblX
npomuesosocnaaumeibHblx npenapamos (HIIBII)

JleueHue s138vl Jicenyoka, obycaoeaeHHbix npumeHeHuem HIIBII:

e OOBIYHAS J03a cocTaBssieT 20 MI OOUH pa3 B CyTKU. [IpOmOIKUTETbHOCTD
JIeYyeHUsI cocTaBjsaeT 4-8 Henelb.

ITpoppunakmuka 538 dHceayoka u 0eeHaduamunepcmHol KuwKu, o00yc108/1€HHbIX
npumeHeHuem HIIBII y nauueHmos8, OMHOCAUW,UXCA K 2pynne pucka:

e 20 Mr oguH pa3 B CyTKHU.

IaumenvHoe nedeHue nocjae BHympueeHH020 NpuMeHeHUs npenapama 015
npoguasakmuku peyudusa KposomedeHus u3 Nnenmu4eckux s3e:

e 40 Mr oguH pa3 B CYyTKU B TeueHUe 4 HeleJlb II0CJie BHYTPUBEHHOTO IPUMEHEHU T
npernaparta s IpoguIakKTUKU PelluarBa KPOBOTEYEHHUSI U3 MEeIITUYEeCKUX S3B.

JleyeHue cuHOpoma 30aauH2epa-SaaucoHa

PexomeHnpoBaHHas HayanbHas no3a Hekcuyma cocrtasnsieT 40 MI fBaXKabl B CyTKU. B
OajbHEUIIEeM 003y KOPPEKTUPYIOT MHAUBUAYAIbHO; JIe4YeHNUe IPONOIKAaeTC Tak
OOJITO, KaK 3TOTr0 TpeOyIoT KIUHUYEeCKUe MoKa3aHus. McxoOs U3 UMeIOIuXCs
KJIMHAYECKUX MaHHBIX, y OOJBIINHCTBA NallMeHTOB KOHTPOJIb COCTOSTHUS MOKET OBITh
OOCTUTHYT npu mo3ax oT 80 go 160 Mr s3omMenpa3oia B CyTKU. ECIu O3Bl IIPEBHIIIAIOT
80 Mr B CyTKH, 03y ClenyeT pa3neinTh U IPUMEHATh OBaXXAHl B CYTKHU.

ITauueHmul 0cobbIX 2pynn
ITauueHmbl ¢ HapyweHuem GyHKUUU NOYeK

[TaumeHTaM C HapylleHueM QYHKIIUY ITOYEeK KOPPEeKIUs O03k He TpebyeTcs. M3-3a
OrPaHMYEHHOCTH OIIbITa IPUMEHEHUS IIpernapara maliqueHTaM C TSIXKeJIOU IT0YeYHOu
HEeIOOCTAaTOYHOCTBIO IIPU JIeUeHUN TaKUX MallMeHTOB cjiefyeT COOII0aaTh
OCTOPOKHOCTE (cM. Pa3zmen «PapMaKOKUHETUKA»).

ITauueHmul ¢ HapyweHHOU neyeHoYHOoU (pyHKYuel



[TanyeHTaM C HapylleHueM QYHKIUY IIeUeHU OT CJIa00ro 10 YMEPEHHOIr 0 CTEeIleHH’
TSI2KECTU KOPPEKIIUs 03kl He TpebyeTcss. MakcuMasibHas mo3a Hekcuyma Ojist
MaUueHTOB C HapylmieHueM QYHKIUU IeYeHHU TSIKeJION CTEeIIeHU He OOJI2KHa
npesBuimaTth 20 Mr (cM. «QapMaKOKMHETUKA»).

ITauyueHmbl NOJHCUI020 8O3PACMA
[TareHTaM IMOXKUJIOTO BO3pacTa KOPPEKIIMs HO3HI Mpernapara He TpebyeTcs.

ITeQuampuyeckas nonyasauus

Ilemu cmapwe 12 aem
I'acmpos3zopaeeanvHas pepaokcHas 6oae3Hs (I'SPE)
JleueHue 3po3uBHO20 pedaroKkc-330¢azum:

e 40 Mr OoUH pa3 B CyTKHU B TeuyeHUe 4 Helellb.

[TarimeHTaM C HEBBLIJIEYEHHBIM 330(1)&1"I/ITOM UJIN CTOMKHMH CUMIITOMaMH
PEKOMEHOYETCA ONOIIOJIHUTEJIFHO IIPMMEHATE IIpellapaT B TeYeHHue 4 Henenb.

IlanumenvHOE nedeHue NnayueHmos C u3/1e4eHHbIM 330(pa2umom 015
npedomaepauieHus peyuousa:

e 20 Mr oguH pa3 B CyTKH.
Cumnmomamuueckoe se4deHue 2acmpoa3opazeanvHoll peparokcHol b6oae3Hu (I'SPE)

Ilo3a mst manueHTOB 6e3 330daruTa cocraBnset 20 M OOUH pa3 B CyTKu. Ecmu mocre
4 Hemenb JIeYEHUS KOHTPOJIS Hal CUMIITOMaMM JOCTUYD HE YIaJI0Ch, IIAIIUEHTY
cliefyeT IPOUTH [OIOJIHUTENbHOE o0cmenoBanue. ITocie KynmupoBaHusi CUMIITOMOB
MIOCJIeYIOMINE KOHTPOJIb Hal HUMUA MOXET OBITh JOCTUTHYT IIyTEeM IMPUMEHEeHUS
mpernapara B mo3e 20 MT OMH pa3 B CYTKH.

JleueHue s138b1 08eHaOuamunepcmHou KUuwkKu, evi38aHHoU Helicobacter pylori

[Tpu BEIOOPE COOTBETCTBYIOIEN KOMOMHUPOBAHHOM Tepaluu CIeayeT YYUTHIBATh
oduimanbHBIe 00IIEroCyqapCTBEHHBIE, pETHOHAIbHBEIE 1 MECTHBIE PEKOMEHOaIuM 110
OaKTepualbHOU PE3UCTEHTHOCTHU, OJIUTEILHOCTH JIeueHusa (00BIYHO 7 OHEeW, HO UHOrda
mo 14 gHel) U HapAJiexXKalllero IpUMeHeH!sT aHTUOaKTepHUalbHLIX IPenapaToB.
JledyeHre OONMXKHO ITPOBOAUTHLCS IOJ HaOJIIOAeHUEM CIelhaucTa.

PekoMeHmanuu 1o MO3UPOBKE IIperaparTa



Macca Tena Io3upOBKHU

B coyeTaHuu c OByMs aHTUOUOTUKAMU:
HekcuyMm 20 mr, aMOKCULIMINIUH 750 MT U
KJIAPUTPOMUIIMH 7,5 MI'/KI' MaCCHI TeJa -
30-40 kr
BCe IIpenapaThl IPUMEHSATCS
OLHOBPEMEHHO [IBa pa3a B CYTKU B

Teé4deHHne HeOelIu.

B coueTanuu c OAByMsi aHTUOMOTUKAMU:
Hekcuym 20 Mr, aMOKCUIIUJIJIUH 1 T U

> 40 Kr Kinaputpomulind 500 Mr - Bce mperapaThbl
NIPUMEHSAI0TCS OOHOBPEMEHHO IBa pa3a B
CYTKH B TeUeHUEe HeIOeJlu.

ITemu 0o 12 nem

Hekcuym He crnegyeT MPUMEHSTD AeTsAM 0o 12 JeT, HOCKONIbKY HaHHBIE 0 TaKOTO
MIPUMEHEHUS OTCYTCTBYIOT.

Cnocob npumeHeHu s

TabneTKy cnenyeT I10TaTh LIETUKOM, 3alliBasi XKUIOKOCThI0. TabieTKu He CclieoyeT
pa3keBLIBAaTh UM U3MENbYaTh.

[I71s MallMeHTOB, KOTOPbIe UCIIBITHIBAIOT TPYAHOCTH MPU T'JIOTaHUYU, TAaOTETKU MOXKHO
pacTBOPUTH B IIOJIOBUHE CTaKaHa Hera3mpoOBaHHOU BoObl. He crenyeT UCmoab30BaTh
OpyTUe XKUOKOCTH, ITIOCKOJIbKY OHU MOTYT PaCTBOPUTH KUIIIEYHO 000/104KYy. Pa3dmeniaTh
oo pacnapga TabIeToK, IIocie Yero CyCIIeH3HuI0 IPaHyl clieAyeT BEIIUTEL Cpa3y WU B
TeueHue 30 MuHYT. HarmoTHUTL CTaKaH BOOOW HAIIOJIOBHHY, pa3MellaTh OCTaTKU U
BuIIUTh. He crenyeT pa3kKeBhIBaTh WU U3MeIb4YaTh I'PAaHYIIbL.

II71s1 malueHToB, KOTOPLIe He MOTYT IJIOTaTh, TaOJIeTKH CIIeOyeT PAaCTBOPUTL B
HerasupOBaHHOU BOMe ¥ BBECTH Yepe3 KeJIyNOUHBIM 30HI. BaxXHO TIIaTEeIbHO
ITPOBEPUTH IIPUTOTHOCTDL BEIOPAHHOTO IIMTPUIIA ¥ 30HAA. MHCTPYKIIMY 110 IOATOTOBKE U
BBeEeHHe IpenapaTa yepes3 30H[ NPUBEedeHbl HuXKe.

BeedeHue npenapama uyepes 3#ceay00UHbllU 30HO

1. TTomecTuTe TabIeTKy B COOTBETCTBYIOILMU IINPUI] 1 HAaOEPUTE B IITIPHUILI
MIPHUMEPHO 25 MJI BOOBI U OKOJIO 5 MJI Bo3ayxa. I HEKOTOPHIX 30HIOB MOXKET
nmorpeboBaTLCS pa3BefeHue npernapaTta B 50 MJI BOIOLI [IJIsT TOTO, YTOOBI 130e3KaTh
3abuBaHUs 30HIA I'paHy/laMu TabOJIeTKU.

2. Cpa3sy ke BCTPAXHUTE IUIIPUL] B TeUeHNEe IPUMEPHO 2 MUHYT [JIsI PpaCTBOPEHUS
TabJIeTKH.



3. IepxXKuTe MIIPUI] HAKOHEYHUKOM BBEPX U YOeOUTEeCh B TOM, UTO HAKOHEYHUK He
3aCOpPUJICA JIH.

4. TlogkirouuTe WIIPUIL K 30HAY, IPOOOJIXKas yOepKUBaTh LINIPULL HallpaBJIeHHEIM
BBEPX.

5. BCTpsxXHUTE IUIIPULl U IIEPEBEPHUTE €0 HAKOHEYHUKOM BHU3. HeMenieHHO
BBenuTe 5-10 M1 paCTBOPEHHOTO IIpemnaparta B 30HA. [locie BBefeHUsI BEPHUTE
IITIIPUIL B ITPEKHEE TTOJI0KEHNE U BCTPSAXHUTE (IIIPUI] HY?KHO yAEPXKUBaTh
HAKOHEYHUKOM BBEPX BO m30exXaHUe 3aCOPEeHUsT HAaKOHEYHUKaA).

6. IlepeBepHUTE MINPHUI] HAKOHEYHHKOM BHHU3 U BBeOure elle 5-10 My mpenapaTa B
30HA. [IoBTOPHUTE 3TY NPOLIEAYPY OO0 IIOJIHOTO OIIOPOXKHEHU LINpUIla.

7. HabGepuTte B mmpui 25 MJI BOOLI U 5 MJI BO3A4yXa U MOBTOPUTE IIYHKT 5, €ClIN
HY?KHO, YTOOBI CMBITh OCAJIOK OCTaJICs B IIpuiie. [I1ss HEKOTOPHIX 30HIOB B
cnydyae HeoOXOOUMOCTH HY2KHO HabupaTh 50 MJI BOOHL.

HeTn

HeKCI/Iy'M He ciieyeT MPUMEHATh OeTAM OO 12 ner, IIOCKOJIBKY OAaHHEI€ ITO TAKOMY
IIPUMEHEHUIO OTCYTCTBYIOT.

[TpuMeHAOT OeTaM cTapile 12 jieT Ipu TaKUX IOKa3aHUAX:
I'acmpos3opazeanvHas pepaokcHas 6oae3Hb (I'OPE)

e JIeYeHNEe 3PO3UBHOr0 pedIroKCc-330paruTa;

e INTEJILHOE JIeYeHUE MallueHTOB C U3JIeYeHHBIM 930()aruToM s
MIpenoTBPAllleHUs PEeIuauBa;

e CHUMIITOMATHUYECKOE JIeUeHte racTpoa3odareanbHoN pedIIIoKCHON 60Ie3HN
(I'SPB).

B couemaHuu ¢ ahnmubuomukamu npu Ae4yeHuu s138bl 08eHadu,amunepcmHol KUukKu,
obycaoeaeHHolu Helicobacter pylori.

Ilepeno3upoBka

B HacTosIIee BpeMs JaHHBIE O TpedHAaMEPEHHOM IIEPEI03UPOBKM OYE€Hb OTPaHUYEHHI.
CuMIITOMEBI, OIMCaHHBIE IIPU IIPUEeMe Ipernapara B go3e 280 Mr, BKII0YaIu CUMIITOMBI
CO CTOPOHBI XKeTYyIOYHO-KUIIIEYHOTO TPaKTa 1 ci1aboCcTh. Pa30oBheIl ITpueM
930MeIrpa3oia B Jo3e 80 Mr He BbI3bIBAJl HUKAKUX HETaTUBHBIX MOCJIEICTBUMN.
CrnenududyecKuil aHTUIOT HEU3BECTEeH. J30MeNpPa30yl 3HaYUTEJIbHEIM 00pa3oM
CBSI3bIBAETCS C OeJIKaMU IJIa3Mbl KPOBU, IIO3TOMY BEIBOIA C ITOMOIITBIO IHAIA3a
He3HauuTenbHOe. Kak u npu 11000 mepemo3upoBKe cienyeT MpegoCTaBUTh
CUMIITOMaTHYeCcKoe U o0llee moaaepKuBalolee JedeHue.



ITo6GouHBbIE peaKIuu

Pes3tome npoguas 6ezonacHocmu

Cpenu mo6ouHbIX 3¢ (GHEKTOB, KOTOPLIe Hanbojiee 4aCTO BCTPEYalTCs B Xome
IPOBEEeHUS KINHNYECKUX MCCIIeIOBaHUU (a TaKXKe B IIEPUOL,
IMOCJIEPETUCTPALIMOHHOT O IIPUMEHEHU S ITpellapaTa), 0TMe4aloTCcs rojioBHas 60J1b, 6011b
B XKHMBOTE, IMapes U TolIHOTa. Kpome Toro, mpodunb 6€30MacHOCTY ITPUMEHEHU S
npernapaTa sIBIsieTCS OOMHAKOBBLIM [JIS PA3IUYHBIX JIEKapPCTBEHHHBIX (pOpM IIperapara,
IMOKa3aHMWM OJIs Ha3HAYEeHUS JIeYeHUsI, BO3PACTHBIX T'PYIII U MOIIYJISIIUY ITallieHTOB.
I10303aBUCUMBIX HEeXKeJlaTeJIbHBIX PeaKIui BhISIBIEHO He OBIJIO.

ITepeueHb HedceramesbHbIX peakyull, 8biNOAHEeHHbIU 8 8ude mabauu,bl

Huxe yka3aHbl HexKeJlaTeJIbHbIE PeaKIMM Ha 330MeIIpa30Ji, BO3BHUKHOBEHNE KOTOPHIX
PErucTpUpPOBaIn UIU IIOA03PEBAIM BO BpeMs KINHNYECKUX NCCIIeqOBaHUM IIpemapaTa
U B IOCJIEPEruCTPallMOHHLIN IIepUO IIPUMEeHEeHU nmpenapaTta. Hu ogHa U3 peaknuu
He OKa3ajlaCh OT HO3bl. Peakiiuu npuBedeHbl B COOTBETCTBUM C YaCTOTOU UX
BO3HUKHOBEHHUSI: oUueHb YyacTo (> 1/10); gacTto (oT = 1/100 mo <1/10); HeuacTo (OoT =
1/1000 mo <1/100); peaoko (ot = 1/10000 mo <1/1000); ouens penko (<1/10000);
YacTOTa Heu3BecTHa (He MoxKeT OBITh OIleHeHa Ha OCHOBE MMEIOINXCS JaHHBIX).

Krnacc cucrtem opraHos YacTtoTa HexemnatenbHbil 3QHEKT

JleukomneHus,
Peoko
Co CTOpPOHBI KPOBU U TPOMOOIIMTOIIEHUS

muM@aTUYECKON CHUCTEMEI ATrpaHyJIOLIUTO3,
OueHb pegko
MaHIIUTOIEHUS

Peakuuu
TUIIEPYYBCTBUTEIBHOCTH,
Co CTOpPOHBI UMMYHHOU p HaIpuMep nuxopanka,
CHUCTEMBI CARO AQHTHMOHEBPOTUYECKHUI OTEK
1 aHaunakTudeckas

pPeaKIusi/IIoK

HeuacTto [Tepudepuyeckue OTEKHU
Co cTopoHBI 0OOMeHa

BEeIlleCTB U NUTaHUSI
Penko ['mnoHaTpuemMus




['mnoMarHueMus (CM.
Pasgen «OcobeHHOCTH
MIPUMEHEHUS»); TAXKesas
¢dopMa runomMariueMuu
YacToTa HEM3BEeCTHA MOXKeT KOPpPeJIUupoBaTh C
TUIIOKAJIbIINEeMUEeH.
['MmoMarHueMusi TakxKe

MOXKeT OBITH CBA3aHa C

TUIIOKaJIuEMUEMN.
Heuacrto BeccorHuia
Bo30yxkpgeHue, COyTaHHOCTD
CoO CTOpPOHBI IICUXUKHU Penko
CO3HaHUS, Aelpeccus
OyeHb pegko Arpeccus, rajTlou¥HaLUuN
Yacto l'omoBHas 607k
Co CTOPOHBI HEPBHOU ['010BOKpYyXKEHUE,
Heuacrto
CHUCTEMEI rnapecTe3nuu, COHJIUBOCTD
Penko HapyimeHnue Bkyca
Co CTOpPOHHBI OPraHOB
Penko HedyeTKkOCTh 3peHUAa
3peHus
Co CTOpPOHEBI OPraHOB Cllyxa
Heuacto Bepturo
1 paBHOBECUS
Co CTOPOHHI ObIXaTEeIbHOU
CHUCTEMBI, OPraHOB rpyAHOU Pegko bpouxocmnasm
KJIETKU U CPEeOOCTEeHUs
Bonb B XKuBOTE, 3am0p,
YacTto ouapesi, METEOPU3M,
TOIIIHOTa/pPBOTa
TOPOHBI
Co cTopo HeuacTto CyxoCTb BO PTY
MUIIEeBAaPUTEJIbHOU CUCTEMEI
CTtoMaTuT, XKeJIyoo4yHo-
Penko o
KUILIEYHbIU KaHOUO03
YacToTa HEM3BECTHA MUKDPOCKOIUYECKUU KOJITUT
[ToBrIlIEHVE YPOBHA
Heuacto
Co CTOpPOHBI TEYEHU U IMe4YeHOYHLIX (epPMEHTOB
KeJI4YEeBbIBOOAIINUX IyTeU p lenaTuUT C XXKEeNTyxXOu UJIU
eKO
0e3 Hee




OueHb pegkKo

[TleyeHOUYHBIE PEAKIINH,
BKJTIOYasi ITI€YEHOYHYIO
HeJIOCTAaTOYHOCTh,
sHIedanonaTus y
TMallieHTOB C yKe
MMEIOIIUMUCS
3a0071eBaHUSIMU IeYeHU

CoO CTOPOHHBI KOXKHU U
IIOOKOXKHOM KJIeTYAaTKU

Heuacto

IlepMaTuT, 3yQ, CHIIb,
KpalnuBHUIA

Penxko

Anomnenus,
CBETOUYYBCTBUTEJILHOCTh

OuyeHb pegko

KoxxHbIe peakKliuu, BKI0O4asa
MOJIMMOPGHYIO 9pUTEMA,
cuHaopom CTHUBEHCa-
II>KOHCOHA, TOKCUYECKHUU
snuaepMabHBIM HEKPOJIN3

Co CTOPOHBEI OIIOPHO-
OBUTATEJIbHON CUCTEMEBI U
COeOUHUTEIbHON TKAaHU

[Tepenom Genpa, 3amsACThs
WJIA IIO3BOHOYHUKA (CM.

HeuacTo
Pazpgen «OcobeHHOCTH
MIPUMEHEHUS»).

Penko ApTpanrus, MUaiarus

OuyeHb pegko

MezirieuyHasi cj1aboCcThb

Co CTOpPOHBEI TTIOYEK U

HNHTepCcTUIIMATbHEIN
He(pPUT Y HEKOTOPHIX

MOYEBBIAEIUTEIIbHOU OuyeHb pegko ManueHTOB OOHOBPEMEHHO

CUCTEMBI Cco00IIIaeTCs 0 TOYEYHOU
HEeJOCTAaTOYHOCTH.

Co cTOpOHBI

PEnpPOAYKTUBHOU cUCTeMBl |O4YeHb PEaKO ['maekoMacTusa

1 MOJIOYHBIX 2KeJIe3

OO1re paccTporcTBa

Penoko

Hepmomoranue, ycuieHHOe
IIOTOOTHOEJIeHNEe




CpoK rogHoctu
3 rofa.
YcnoBusi xpanenusi

XpaHuTth n1pu TeMnepartype He Boimle 30 °C. XpaHUTh B HEJOCTYIIHOM IJI AeTel
MecCTe.

XpaHUThH B 6JIMCTEPE C LEJIBI0 3alIUTHl OT IIPOHUKHOBEHUS BIaTrH.
VYnakoBka

ITo 7 TabneTok B 6;ucTepe, 1Mo 2 6/11ucTepa B KAPTOHHON KOPoOKe.
Kareropus ornycka

[To penenrty.

IIpousBoouTenb

Actpa3eneka AB.

MecTOHax0OXKIOeHHe IIPOU3BOIAHUTEJIsA M €0 aJipeC MeCTa OCyIIeCTBJIICHHUA
oesiTeJIbHOCTH

I'epryHeBereH, Comeptanbe, 151 85, llIBenus.
N CTOYHUK UHCTPYKIIUHA

HNHCTpyKIUS TIEKAPCTBEHHOTO CPeACcTBa B3siTa U3 0PUIHMATFHOTO UCTOYHUKA —
"ocymapCTBEHHOT0 peecTpa JIeKapPCTBEHHBIX CPEeACTB YKPauHHI.



http://www.drlz.com.ua/

