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OBIIASI XAPAKTEPUCTHKA JIEKAPCFBEHHOFO-HPEHAPATA

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA

Kontponok, 40 mr, TabJaeTK1 KUIIEYHOPACTBOPUMBIE, TOKPHITHIEC TIIEHOYHONW 000JI0YKOIA.

2. KAMECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JleficTByOIIIEE BEIIECTBO: MAHTOMPA30JL.

Kaxnast tabierka comepkut 40 Mr manTornpa3zoia (B BUIE CECKBUTUIPATA).

BcrmomorarenbHbpie BelecTBa, HAJIMYME KOTOPBIX HANO YYHTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: HaTpui (cM. pazzaen 4.4).

[TosHbIi epeueHs BCIOMOTaTeIbHBIX BEILIECTB MPUBEJIEH B paszeine 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku KUIIeYHOPACTBOPUMBIE, IOKPHITHIE IJIEHOYHOU 000JI0UKOM.

OBaJibHBIE JIBOSKOBBINYKJbIE TAaONETKHU, HOKPBITHIE IJICHOYHOM OOOJIOYKOM KEITOro IBeTa, ¢
AIpoM OT Oenoro 1o mo4tu Oenoro 1Bera. Ha oqHON cTopoHe TabJaeTKH KOPHYHEBBIMU YEPHIIIAMH
Hane4araHo «P40».

4. KIMHUYECKUE JAHHBIE
4.1. IToxazaHus1 K IPUMEHECHHUIO
KoHTpook mokazaH Kk MpUMEHEHHUIO Yy B3pOCIBIX U MTOJIPOCTKOB B Bo3pacte oT 12 no 18 ner:

- ractpos3odareanbHas pedirokcHas 0onezns (I'OPB).

KoHTpo10K 1oKa3zaH K IPUMEHEHUIO y B3POCIbIX:

- sa3BeHHass OOJIe3Hb JKENyAKa W JBEHAALATUIEPCTHON KUIIKK (B ¢aze oOocTpeHus),
OPO3UBHBI racTpuT (B TOM 4UHCJIE, CBSA3aHHbBIE C TPUEMOM  HECTEPOMIHBIX
IPOTHBOBOCTIAIMTENbHBIX NpenapaToB [HIIBII));

- CUHJpOM 30JUTMHTepa-DJUINCOHA;

— spaaukanus Helicobacter pylori B KoMOMHAIUU C aHTHOAKTEPHUATLHBIMHU CPEIACTBAMH.

4.2. Pesxum 103MpPOBaHUS U CIIOCO0 NPHMMEHEHHUS

PexxuMm mo3upoBaHus

B3pocnvie u noopocmxu 6 sozpacme om 12 0o 18 nem

Lacmposzoghaceanvras pegnrokcuas oonesus (I'IPH)

Opnna Tabnetka Kontpomnok 40 mr B ieHb. B oTIeNbHBIX CiIydasx 1032 MOXKET OBbITh YBETUYCHA B
nBa pasza (mo nByx tabnetok KonTpomok 40 mr B AeHB), OCOOCHHO B Cilydae, €CIH OTCYTCTBYET
OTBETHAs PeaKIus OpraHu3Ma Ha JAPYyroe JeUeHue.

Kypc neuenus I'DPB o0wbuHO cocraBnser 4 Hemenu. Eciim 3TOro BpeMEHM HEIOCTAaTOYHO,
32KUBIICHUE MOXKET OBITh JOCTUTHYTO B TEUCHHE MOCIEAYIONMNX 4-X HEeNb TEPAIUU.

Bspocnvie

Hszeennas bonesuv orcenyoka U 08eHAOUAMUNEPCIMHON KUWKY, DPO3USHBII 2acmpum (6 mom quciue,
CBS3AHHbIE C NPUEMOM HEeCmepoUuOHbIX NPOmMueoeocnaiumenvhoix npenapamos [HIIBII])
[To 40—80 Mr B CyTKH.
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3TOr0 BPEMEHHU HEIOCTATOYHO, TO 3)KUBJICHHE OOBIYHO MOXET OBITh JOCTUTHYTO B TEUYCHHE
MOCJIEIYIOMINX 2-X Henenb Tepanun. Kypc neuenus 4—8 Henenb mpu 000CTPEHNH SA3BEHHOM 00J1e3HN
KEJIy/1Ka U 3PO3UBHOM I'acTpPUTE.

Opadukayus Helicobacter pylori

Cnemyer yuuTBIBaTH OQUIIMAIBHOE MECTHOE PYKOBOJCTBO (HampuMmep, HaIMOHAIbHBIE

PEKOMEH/IalliK) OTHOCUTENBHO PE3UCTEHTHOCTH OaKTepuil M HAAJEKAIEro HCIOIb30BaHUS U

Ha3HA4YCHHS aHTUOAKTEPUAIbHBIX IIPENapaToB.

PexoMeH10BaHbI cIeIyIONIEe KOMOMHAITUY:

- Kontposok mo 40 mr 2 paza B cytku + amokcuuwuimH mo 1000 mr 2 paza B CyTKH
+ xsaputpomunH 1o 500 mr 2 pasa B CyTKH;

- Kontponok mo 40 mr pa3za B cytku + MerpoHuzaason mo 500 mr 2 pasa B CyTKH
+ xknapurpomunyi o 500 Mr 2 pa3a B CyTKU

- Kontponok mo 40 mr 2 paza B cytku + amokcuuwummd o 1000 mMr 2 pasza B CyTKd
+ meTpoHugazon no 500 Mr 2 pasza B CyTKH.

Kypc neuenuns — 7-14 nueil.

B 3aBHCHMOCTH OT XapakTepa YCTOMYHUBOCTH K aHTHOMOTHKAM W YPOBHS 3paJHKAINH, TAOJICTKU

naHTonpasona Hatpus (40 mMr nBa paza B JE€Hb) MOXHO Ha3HauaTh C aJbTePHATUBHBIMU

AaHTHOMOTHKAMU B CXEMax, KOTOPHIE BKIIOUYAIOT aJlbTCPHATHBHBIC AHTUOMOTHKH (HampuMmep,

TETPALMKINH, JeBO(IOKCAIIMH) ¢ WM 0e3 BUCMYyTa TPHUKAIMS AUIUTPATa B COOTBETCTBHH C

HAI[MOHAJTLHBIMHA PEKOMCHIAIIMSAMU WIIH PYKOBOACTBAMH 110 3paaukarmu uadexuu H. pylori.

Cunopom 3oanuneepa-Iniucona

JUIs  JJIMTENBHOTO JICYSHUS CHHIpPOMa 30JUTMHTEpa-DJUIMCOHA W JIPYTUX MATOJOTHYCCKUX
TUIEPCEKPETOPHBIX COCTOSIHUM, JICUeHUE CIIeIyeT HaYuHATh C CyTOYHOU /103bI 80 Mr (2 TabieTku
Kontponok mo 40 mr). 3atem, npu HEOOXOAMMOCTH, 03y MOKHO TOBBIINIATh WJIW YMEHBIIATH, B
3aBHCHMOCTH OT MOKa3aTese KUCIOTHOCTHU KeNyA0YHOro coka. J[o3bl Beimie 80 Mr B IeHb ClIeyeT
pa3neNaTh U MPUMEHSTH JIBa pa3a B JCHb. BO3MOKHO BpEMEHHOE TIOBBIIIICHHUE JI03BI MTAHTOINPAa30JIa
BbIlie 160 Mr, HO OHO HE JOJDKHO MPOJOJDKATHCS JOJbIIE, YeM 3TO TpeOdyeTcs A JOCTUKECHHS
KOHTPOJISI KUCJIIOTHOCTH. [IpOIOIDKUTEIIEHOCTD JICYCHUS MIPH CHHIpPOME 30JUTHHTEepa-JJUINCOHA |
IpU JAPYTUX TMATOJIOTHUECKUX THIIEPCEKPETOPHBIX COCTOSIHHUSIX HE OTPaHUUYEHA, U CPOKHU TEepariu
MOTYT ONPEJIEISITHCS B 3aBUCUMOCTH OT KIIMHUYECKOW HEOOXOUMOCTH.

Oco0nIe T'PYIIIBI TAIMCHTOB

Tayuenmur noscunozo eozpacma
He TpeGyeTcst KOppeKIuu 1036l Y TOXKUIIBIX MAIIUEHTOB (CM. pa3nen 5.2).

Ilayuenmoi ¢ HapyuwieHuem QyHKyuu novex

He tpeGyeTcst KoppeKIuu 1035l Y HAIIMEHTOB C TOYEYHOM HET0CTATOUHOCTBIO.

B cBsi31 ¢ 0OTCYTCTBHEM TaHHBIX O MPUMEHEHUH Tpernapara KOHTpoJIok B cocTaBe KOMOMHUPOBaHHON
aHTUMUKPOOHOH Tepanuu B oTHoIeHuu Helicobacter pylori y TallueHTOB C HApYLIEHUEM (QYHKIMU
MOYEK, MperapaTt MPUMEHITh He cieayeT (cM. pazaen 5.2).

Ilayuenmsi ¢ napywenuem QyHKyuu neveHu

VY manueHToB ¢ BBHIPAKEHHBIMU HapYMIEHUSAMH (PYHKIIMU TIEYCHH CYTOYHAs J103a IMaHTOIpa3oia He
nomkHa npeBsimath 20 Mr B cyTku (1 Tabnerka nantomnpasona 20 mr). B cBsi3u ¢ 3TUM, MpuMeHEHHe
MaHTonpaszoia B A03upoBke 40 Mr y JaHHOW TpyNmbl NAalMEHTOB HE pekomeHayercsa. Cremyer
PETYJISIPHO KOHTPOJIMPOBATh YPOBEHB NMEYCHOYHBIX (PEPMEHTOB BO BpEeMsl JICUCHHUS TAHTOIPA30JIOM,
0COOCHHO IPH JUIUTETFHOM NMPUMEHEHHUH Mpernapara. B ciayyae MOBBIMIEHHUS YPOBHS NMEYEHOYHBIX
(hepMEHTOB JIeueHHUE CIeAyeT MPEeKPATUTh.

B cBsi3u ¢ 0TCYyTCTBHEM NaHHBIX O MpUMeHeHHH npenapara KoHTposok B cocTaBe KOMOMHUPOBAHHOM
AaHTUMHUKPOOHOM Tepanuu B oTHOIIeHUu Helicobacter pylori y mallueHTOB CO CpEeAHEH W TSHKETOM
CTENIEHBIO TEUYEHOYHOW HEAOCTAaTOYHOCTH, MpemapaT MPUMEHATh He ciemyeT (cM. pasnen 4.4).
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Iloopocmxku 6 sozpacme om 12 0o 18 nem
Pesxxum 103upoBaHus UTsl TOJIPOCTKOB OT 12 10 18 et He oTiIM4aeTcst OT pekuMa JT03UPOBAHMS JUIs
B3POCJIBIX TIPH JICYCHUHU TacTpod3odareansHoi pedrokcHoi 6onesan (I'OPB).

Jlemu 6 sozpacme om () 0o 12 n1em
bezonacHocTh 1 3 pekTuBHOCTH ManTonpaszona 40 mr y neteit B Bozpacte ot 0 10 12 5iet 1yis iedeHust
ractpoa3odareanbHOI pedIroKCHOI 00JIe3HH HE YCTaHOBJIEHBI. /JJaHHbBIE OTCYTCTBYIOT.

Croco0 npruMeHeHUst

Jlist mprueMa BHYTPb.

KOHTpOHOK HpI/IHI/IMaIOT BHYTpB J0 €4bI, HE pa3)KeBBIBaSI U HC U3MCJiIb4as, 3alluBasg JOCTAaTOYHBIM
KOJIMYECTBOM JKHIKOCTH.

4.3. [IporuBoNOKa3aHust

- TUIEPYYBCTBUTEIBHOCTD K JAEMCTBYIOLIEMY BEUIECTBY WM K JHOOOMY U3 BCIIOMOTATEIbHBIX
BEILIECTB, MIEPEUHCIICHHBIX B pazzeiie 6.1, uin K 3aMeleHHbIM OCH3UMH/1a30J1aM;
— JUCTICTICHSI HEBPOTUYECKOTO T'eHE3a.

4.4. OcoOble yKa3aHUs U MePbI MPEIO0CTOPOKHOCTH NPHU NMPUMEHEHHHT

Ilepen wawamom JedeHHss mnpenaparoM KOHTPOJIOK ClieqyeT HCKIIOYUTh BO3MOXKHOCTH
3JI0KAUYECTBEHHOTO HOBOOOpA30BaHWUs, MOCKOJIbKY MpernapaT MOXET MacCKUpPOBaTh CHMIITOMBI H
OTCPOYUTH MPABUIHHYIO IOCTAHOBKY JHArHO3a.

[TarueHTH! JOMKHBI TPOKOHCYIETUPOBATHCS C BPadOM, €CJIH UM MPEJICTOUT MPOBEICHUE YHIOCKOTTHH

HNJIX MOYCBUHHOTO ObIXATCIIBHOT'O TECTA.

[TarueHTH! TOJDKHBI TPOKOHCYJIETUPOBATHCS C BPAYOM, €CITH UMEIOTCS CIICTYIONIUE CITyJIan:

- HENpeJHAMEpeHHass ToTeps Beca, aHeMHs, JKEIyJOYHO-KUIIEYHOE KpPOBOTEUYCHHE,
paccTpoicTBO TIIOTaHUS, MMOCTOSIHHAS PBOTA WJIM PBOTA C KPOBBIO. B ATHX ciydasx mpuem
npenapaTa MOXET HaCTHUYHO O6J'ICF'~II/ITI) CHUMIITOMBI 1 OTCpO‘-II/ITI) HpaBI/IJ'IBHYIO I[I/IaFHOCTI/IKy;

- paHee MePeHECeHHOE XUPYPruiecKoe BMEIIATEIHLCTBO Ha KETYA0YHO-KHIIIEYHOM TPAKTE W
A3Ba JKETMYIKa;

- HENPEePHIBHOE CUMIITOMATUYECKOE JIEYCHHE IWCIIENICUU U W3KOTU B TeueHue 4 Henenb U
ooitee;

- 3a00JIeBaHUs TICUCHHU, B TOM YHCIIC XKEITyXa U MeYCHOYHAs HeJIOCTaTOYHOCTb;

- JPYTHE Cepbe3HbIe 3a00ICBaHUS, YXYAMIAIONINE 00IIee COCTOSHUE 37I0POBBSI.

[TarueHnTsl B BO3pacTe crapiie 55 JeT MpU HaJWMYUKA HOBBIX WM HEAABHO W3MEHHUBIIUXCS

CUMIITOMOB, O0JI?KHBI HpOKOHCYJ'IBTHpOBaTI)CSI C BpaqOM.

Kenynouno-kuiieynbie HHQEKIINH, BEI3BAHHBIC OaKTEPUIMHU

[Ipn npueMe mpenapaToB, CHIDKAOIMUX KHUCIOTHOCTD JKEIYJOYHOTO COKa, HE3HAYUTEIHHO
MOBBIIIACTCST PHUCK KENYAOYHO-KUIIEYHBIX HWHQPEKIUN, BO3OYAUTEISIMH KOTOPBIX SIBIISIOTCS
Oaktepuu poaa Salmonella spp., Campylobacter spp. wnmm C. difficile.

Bansinue Ha abcopbuuro Butamrna B

Y  nmanueHToB ¢ CHHAPOMOM  3O0JUIMHTEpa-DJUIMCOHA W JIPYTUMH  TATOJIOTMYECKUMU
THUTIIEPCEKPETOPHBIMU COCTOSIHUSIMHU, KOTOPBIM TPEOYETCS JUTUTEIIBHOE JICUCHHE, TAHTONPA30JI, KaK U
JIpyTUe Tpenaparhl, OJOKUPYIOIINE CEKPEIHIO KEITYJOUYHOTO COKa, MOXKET CHIDKAaTh B BCAChIBAaHUC
BUTaMuHa B2 (UMaHokoOanaMuH) M3-3a TMIO- M axJOPrHAPUU. DTO CHENYET y4uTHIBATh IIPU
JICYCHUW TAIMEHTOB CO CHIDKEHHBIMH 3armacamMd JaHHOTO BUTaAMWHA B OpraHu3Mme, WIH IpU
JJIMTELHOM JICYEHUM TAIMEHTOB ¢ (pakTopamu pHcka aeduunmTa BUTamMMHA B2, a Taxke mpu
HaOJIOJICHUU COOTBETCTBYIOIIMX KIIMHUYECKUX CUMITTOMOB.

JlnuTenbHas Tepaus




COOTBETCTBY

[IpoBesieHHEe IIMTENLHON Teparmuu, OCOOEHHO PO omruTeenod 510 -Gonee PG G Pdbver

PEryJIsipHOTO HAOIOICHUS 32 TAIlUEHTAMHU.

OaHOBpeMEeHHOE MpUMEHeHNe ¢ HHruouTopamu nporeas BUY

[TanTompazon He peKOMEHIyeTCsl MPUMEHSITh BMecTe ¢ uHruouropamu nporeas BUY, BcackiBanue
KOTOpPBIX 3aBUCUT OT pH cpezbl skenyika (HanpuMep, aTa3aHaBUP), U3-3a CYIIECTBEHHOTO CHUKECHHUS
ux OuonmoctymHocta (cM. pazzaen 4.5).

['Mnomarauemus

HwmeroTcs peaxue coOOLIeHHs O Pa3BUTHH TSDKEJNOM TMIIOMArHUEMHUHW Y MAIMEHTOB, MOTYyYaBIIMX
uHruouTopsl nporonHoro HaxHoca (MIIH) B Teuenue He MeHee 3-X MecsleB, a B OOJBILIMHCTBE
CJIy4aeB — B T€YEHHE roJja. MOryT BO3HUKHYTh TAKHE CEPHE3HBIE MPOSIBICHUS TUIIOMArHUEMUH, KaK
IIOBBIIIEHHAs] YTOMJISIEMOCTb, TETaHUs, Open, CYIOpOrH, TOJOBOKPYKEHHUE M IKEIyA04KOoBas
apUTMUS, OJIHAKO TMIIOMarHMEMMsI MOXKET pa3BUBAaTbCA HE3aMETHO M CBOEBPEMEHHO HE
pacrio3HaBaTbcs. ['MmoMarHueMust MOXKeT MPUBECTH K MMIIOKAIBLIUEMHUH W/UIIH THIIOKAIMEMHH (CM.
pazznen 4.8). Y OONBIIMHCTBA MAIMEHTOB C THIIOMAarHUEMHEW (M CBSI3aHHBIC C THIIOMAarHHUEMHUEH
TMIOKAIBLMEMHs] W/WINM TUINOKAJIMEMHUs) OHA YMEHbBINACTCA IIOCIE 3aMECTUTENIbHOW Tepanuu
npenaparamu Maraus ¥ otMensl MITH. YV nanueHnToB, KOTOPBIM IUIAHUPYETCS JUIMTENIBHOE JICUEHUE,
Wi 'y nanuenTtos, nomydaroumx WITH Bmecte ¢ aurokcuHom au0o ¢ ApYrUMM IIpenaparami,
CTIIOCOOHBIMU  BBI3BIBaTh T'HIIOMAarHUEMHIO (HAampUMeEp, TUYPETUKH), HEOOXOIMMO IPOBOAMTH
UCCIIEIOBAHUE COJEP)KaHMUsA MarHus B CBIBOPOTKE KpoBHM nepen Hawanom JjedeHus UIIH nu
NIEPUOJNYECKH BO BPEMsI JICUECHHUS.

Brausinue Ha nepenoMbl KOCTEN

NITH, ocoOeHHO MpH MCIOJIb30BAHUN BBICOKUX JI03 M B TEYCHHE UTUTEIHLHOTO BpeMeHu (> 1 romaa),
MOTYT yMEPEHHO MOBBIIIATh PUCK BO3SHUKHOBEHHS MEPETOMOB OEIPEHHON KOCTH, KOCTEH 3aIsICThs U
MMO3BOHOYHHUKA, TPEUMYIIECTBEHHO Y TTOKUJIIBIX JIFOACH UITW MPU HATUYUU APYTUX OOMIETPU3HAHHBIX
daktopoB pucka. HabGmronmatenbHble uccleqoBaHMs yKa3biBaloT Ha To, uro WMITH moryt
MOBBIIIATH OOLUI PUCK BOSHUKHOBEHUS nepenomoB Ha 10—40 %. HexkoTopsle U3 3THX NEeperoMOB
MOTYT OBITh O0YCIOBIIEHBI HAMYHEM JIPYTuX (HakTopoB pucka. [TarueHTsl ¢ puckoM ocTeomnoposa
JOJDKHBI TIOJTy4aTh JICUEHHWE B COOTBETCTBHH C JCUCTBYIOIIMMHU KIMHUYECKHUMH PYKOBOJICTBAMH
JIOCTATOYHOE KOJIMYECTBO BUTaMUHA D M KalbIusl.

Tskenble KOKHBIE HEXKENATEIbHBIC PEAKIIUT

[Ipy mpuMeHEHHM MaHTOIpa30ia OBLIM 3apPErHMCTPUPOBAHBI TSKENble KOXHbBIE HeXKeslaTelbHbIe
peaxkiuu, BKIIOYarole MHOTOQOPMHYIO 3puTeMy, cuHapoM CrtuBeHca-/[>KOHCOHA, TOKCUYECKUI
SMUEPMaTbHBIN HeKkponu3 (cuHIpoM Jlailemna) u JeKapCTBEHHYIO PEakIUI0 C S03MHOPHINEH U
cucreMHbiMU cumntomMamu (DRESS-cunznpom), kotopbie MOTYT OBITh JKM3HEYTPOKAIOIIUMHU WU
JeTalbHBIME (CM. pasnen 4.8).

[Ipn Ha3HaueHWH MperapaTa MAlMEHThl JOJDKHBI OBITH NMPOMH(DOPMHUPOBAHBI O MpPU3HAKAX U
CUMIITOMAaxX TsDKEIBbIX KOXHBIX HEXKEJATEeIbHbIX pEakUMi M HaxOIUThCA I10J TLIATEIbHBIM
MEAUIMHCKUM HabmoeHueM. [lpu nosBaeHNN NpU3HAKOB U CUMITOMOB, CBUAETEIHCTBYIOMIUX O
Pa3BUTUU JTUX HEXEJATEIbHBIX PEaKlMil, CIEAyeT HEMEUICHHO IIPEKpaTUTh IIPUEM IIperapara
KoHTpoI10K 1 paccMOTpeTh BO3MOKHOCTh Ha3HAYECHHSI AJIbTEPHATUBHOIO JICYECHHUS.

Ioxoctpas koxkHas kpacHas Bomdanka (ITKKB)

[Ipu neuennn MIIH ouenp peaxo ormeuaercs pazputhe [IKKB. [Ipn BO3HMKHOBEHMM MOpaXKeHUN
KOXXM, OCOOCHHO Ha YYacTKaxX, MOJBEPIIIMXCS BO3JECHCTBHIO COJIHEUHBIX Jy4el, a Takxke Mpu
HaJIMYUU COMYTCTBYIOLIEH apTpairuu, MalyueHT J0JDKEH HEMEUIEHHO 0OpaTUThCS 32 METUIIMTHCKOM
MIOMOIIBIO, K MEIPAaOOTHUKY CIIEyeT OLIEHUTh HE0OX0AUMOCTh MPEKPAICHUS JICUYSHUS TIPenapaToM
Kontposok. Bozuuknosenue IIKKB mnocne npeamectytromero ynedenuss UITH moxeT moBBICUTH
puck passutus [IKKB npu neuenun npyrumu UITH.

Bimsinne Ha pe3ynbTaThl 1a00PATOPHBIX UCCIICTOBAHUI
IIpu npoBeneHHH I1AOOPATOPHBIX HCCIENIOBAaHUNA HEOOXOJUMO YYHUTBHIBATh, YTO IOBBIIIEHHOE
conepxkanue xpomorpanuHa A (CgA) B CBHIBOPOTKE KPOBH MOXKET HCKaXKaTh pPE3yIbTaThl
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9TUM, NpUMEHEeHHe mpenapara KOHTPOJIOK cienyeT MpeKpaTUTh HE MEHee 4YeM 3a S5 JHeH 10
nmpoBeAicHUsT uccienoBanus coxepxkanuss CgA (cm. pazmen 5.1). Ecmu comepkanune CgA u
racTpuHa HE€ BO3BPAaTWJIOCh K HOPMAaJbHBIM 3HAYEHUSAM IIOCJIE TIEPBOrO ONpPEAENeHUs, TO
HCCIIeIOBAHUE CIIEAYET MOBTOPUTH uepe3 14 auelt nocie npekpaienus npuema MITH.

BcnomMorareinHble BEIIECTBA
[Ipenapar comepxut meHee 1 Mmoib HaTpus (23 Mr) Ha TabJETKY, TO €CTh, IO CYTH, HE COJACPKHUT
HaTpHs.

4.5. BzaumoneiicTBue ¢ JPYrHMHM JIEKAPCTBEHHBIMM TMpenaparaMd M Jpyrue BHJbI
B3aMMO/1eliCTBUSA

He pexomennyercst oqHoBpemenHoe npuMenenue apyrux UITH wim 6nokatopoB Hr-rucraMuHOBBIX

penenTopoB 6€3 KOHCYJIbTAllMK Bpaya.

OpHoBpeMeHHOE TpUMEHeHUe npenapata KoHTpoIok MOKeT YMEHBIIUTh BCACHIBAHUE TPENapaToB,

OMOIOCTYITHOCTh KOTOPBIX 3aBUCHT OT pH cpernbl xemynka (Hanmpumep, KETOKOHA301, UTPAKOHA30,

M03aKOHA30J1 U APYTUX JIEKAPCTBEHHBIX CPEJICTB TAKUX, KaK IPJIOTUHUO).

Bo Bpems wmccienoBaHWi 1O M3YYEHHIO JIEKAPCTBEHHOTO B3aMMOJCHCTBHSI HE OBLIO BBISBICHO

KIIMHUYECKH 3HAYMMBIX B3aUMOJCHUCTBUIA MPU MpUMEHEHUHU mpernapata KOHTPoOIOK B cleayromux

cllyyasix:

— y MalMEHTOB C 3a00JIEBaHUSIMU CEPAEYHO-COCYUCTON CUCTEMBbI, IPUHUMAIOIINX CEpJCUHbIE
TJIMKO3UIBI (UTOKCHH), OJIOKaTOPhl MEIJICHHBIX KAJIBIIMEBLIX KaHaIoB (HU(eaunuH), oera-
aapeHo0I0KaTOPhI (METOIIPOIION);

- y HaIMEeHTOB C 3a00JIEBaHUSAMH KETyJOUHO-KUIIEYHOTO TPAaKTa, IPUHUMAIOIIUX aHTalU/IbI,
AHTUOMOTHKY (AMOKCHULIMJIINH, KITApUTPOMUIIMH);

- y MalMEeHTOB, MPUHUMAIOUINX [TEpOpalIbHbIE KOHTPALIETITHUBBI, COAEepKAIlKe JEBOHOPTeCTpe
U 3TUHWIACTPANOI;

- y TAaIUeHTOB, NPUHUMAIONIMX HECTEPOHHbIE MPOTHBOBOCHANNUTENbHbBIE TMpenapaThl
(IukIOoQeHax, HapOKCEeH, MUPOKCUKaM);

- y MalUeHTOB C 3a00JIEBAHUAMM SHJIOKPUHHOM CHCTEMBI, MPUHUMAIOUINX TIHOEHKIaMUJ,
JIEBOTUPOKCHH;

- y TMalMeHTOB C TPEBOXXKHBIMU COCTOSIHUSIMH M PpacCTpOMCTBaMM CHa, NPUHUMAIOIIUX
Jras3ernam;

- y HAIlMEHTOB C SMUJIETICHEN, MPUHUMAIOLINX KapOaMa3enuH U (PeHUTOUH;

- y TAlMeHTOB, NPUHUMAIOUIMX HENpsMble AaHTUKOAryJsSHTHI, Takue Kak BaphapuH U
(GeHnpoKyMOH, TOJ KOHTPOJEM MPOTPOMOMHOBOIO BpPEMEHH M  MEXIAYHApOIAHOIO
HOopManu30BaHHOTo oTHomieHuss (MHO) B Havane M 1o OKOHYaHMU JIEYEHHUS, a TAKXKE BO
BpeMsI HEpEryJspHOro Ipuema mnaHTomnpazoyna. OJHOBPEMEHHO HYXHO OTMETHTb, UTO
u3BecTHbl ciaydan ysenuueHuss MHO u npoTpoMOMHOBOTO BpeMEHM Yy NAalMeHTOB,
nonydaBmux MITH Bmecte ¢ BapdapunoMm wiu ¢ ennpokymoHoM. Ysennuenne MHO u
IPOTPOMOMHOBOTO BPEMEHHM MOXET MPUBOAUTH K TATOJOTHYECKUM KPOBOTEUECHUSIM,
OMAaCHBIM JUISI KHW3HH. B CBS3M C OTHM, TaKWe NAlWEHTHl OJKHBI HAXOAUTHCS MOJ
HaOJr0IeHueM Ha IpeaAMeT BblsiBiIeHUs yBenunueHust MHO u npoTpoMOWHOBOTO BpEeMEHH.

Taxxke OTMEUEHO OTCYTCTBHE KJIMHHYECKM 3HAYMMOTO JIEKAPCTBEHHOTO B3aWMOJICHCTBUSA C

KO(enHOM, 3TaHOJIOM, TEO(PUIUTMHOM.

HmeroTcs cooOIIeHUs O MOBBIIIEHUH YPOBHSI METOTPEKCaTa B KPOBH Yy HEKOTOPBIX MAIEHTOB IpU

€ro COBMECTHOM TNPHMEHEHHUH B BBICOKMX Ao03ax (Hampumep, 300 mr) ¢ UIIH. Iloatomy mpwu

MCTOJIb30BAHUH BBICOKHX JI03 METOTpPEKCaTa, HalpuMep, IPU paKke Ui IIcopra3e, MOKET BOZHUKHYTh

He00XO0MMOCTh B PACCMOTPEHHUH BOIIPOCA O BPEMEHHON OTMEHE MaHTOMpa3oJa.

Takue unaruburopsl aktTuBHOCTH M3odpepmenta CYP2C19, kak ¢(myBokcaMHH, MOTYT MOBBIIIATH

CUCTEMHYIO SKCIIO3MILIMIO MaHTompa3oja. CHIKEHHE [03bl MOXKET MOHAJAOOUTHCS MalleHTaM,

MOJYYaloIUM JUIMTENIFHOE JICUEHHE BBICOKMMHU J103aMM IIaHTOIPA30Ja, WIM IalUueHTaM C
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Takue wunmykTOpsl aktuBHOCTH H30(epmeHToB CYP2C19 m CYP3A4, xak pudamnuuuH u
3Bepoboit  (Hypericum perforatum), MOTYT CHWXaThb KOHIeHTpanuioo B 1miasme MIIH,
META0OIU3UPYIOMIUXCS C TIOMOIIBIO 3TUX (DEPMEHTHBIX CUCTEM.

[TanTOnpazon He peKOMEHAyeTCsl MPUMEHATh BMecTe ¢ HHrubutopamu nporea3 BIY, BcackiBanue
KOTOPBIX 3aBUCHUT OT pH cpenbl xenmynka (HarpuMep, ara3aHaBup), U3-3a CyIIECTBEHHOTO CHIKEHHS
UX OMOOCTYIMHOCTH (CM. pazaen 4.4).

B cmyuae, ecnum coBmecTHoe mpuMeHeHHe UHruouropoB mnporeas BHUY wu HUIIH Bce xe
HE0OXO0UMO, PEKOMEHIYeTCSl MPOBOJIUTH TINATENbHBIM KIMHUYECKUH KOHTPOJIb (HAmpumep,
onpeereHue BUPYCHOM Harpy3ku). [lo3za manrompazona He A0bKHA npeBbiaTh 20 MI B JCHb.
Takxe MOXeT MoTpedoBaThCsi KOPPEKTHUPOBKA JO3UPOBKU HHTHOUTOpa nporea3 BHUY.

Bausuue Ha 1ab0paToOpHBIE TOKA3aTEIN

HmeroTcst cooOIeH sl O JIOKHOIIOJIOKUTEIILHBIX PE3yJbTaTaX HEKOTOPBIX CKPHHUHTOBBIX TECTOB
MOYH Ha TCTpaFI/IIIPOKaHHa6I/IHOJI y IanucHTOB, HpI/IHI/IMaIOHII/IX HaHTOHpaBOJI. I[JI?I HOIITBep)KI[eHI/ISI
MOJIOYKUTEIBHBIX PE3YJITATOB CJICIYET PACCMOTPETh AIBTEPHATHBHBIA METOJ] TUATHOCTUKH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepeMeHHOCTH
B kadectBe Mephl TPEIOCTOPONKHOCTH HEOOXOAMMO UCKIIOUHUTH HCIOJIb30BAHUE Mperapara

KoHnTponok Bo Bpemst 0epeMEeHHOCTH.

JlakTamnus

[To mpuumHe HemoCcTaTOYHOUW HH(OPMAIMK O MPUMEHEHUH mpenapara KOHTPOIOK y KEHIIWH B
MepuoJ  TPYIHOTO  BCKApMJIMBAHUS, HENB3S  UCKIIOYUTH  TMOTEHUUANBHBIA  PUCK IS
HOBOPOXKIEHHBIX W MJAJCHIEB, HAXOJAIIMXCSA Ha TPyJHOM BCKapMJIMBaHWHM. B cBs3u ¢ 3TuM,
HEOOXOAMMO TIPUHSATHE pEHIEHUsT O TMPEKpaleHUd TPYAHOTO BCKApMIIUBaHMS, JHO0 00
OTMEHE/TIPUOCTAHOBIICHUH JIeYeHHs mpenaparoM KoHTpoIok.

DepTHIILHOCTh
Jlanable o Bo3zaeiicTBuM mpemapata KoHTponok Ha (epTHIBHOCTH y 4YENOBEKa OTCYTCTBYIOT.

JIOKIIMHUYECKUE HCCIICIOBAHUS TIOKa3all OTCYTCTBHE A (deKkTa Ha MYKCKYI0 WA KEHCKYIO
(epTUIBHOCTS.

4.7. BiusiHue Ha CIOCOOHOCThH YIPaABJIATHh TPAHCIOPTHBIMH CpEACTBAMH H paﬁoTaTb C
MEXaHM3MaMHu

[TanTomnpazos He BIUSAET WU OKa3bIBAET HE3HAUYNUTENIbHOE BO3/IEHICTBHE HAa CHOCOOHOCTD YIIPaBJICHUS
TPAHCIOPTOM M Ha pabOTy C MEXaHU3MaMHU.

MoryT BO3HUKHYTbh TaKue€ HEXeJlaTeIbHbIE PEAKINH, KaK FOJIOBOKPYKEHHE M HapyLICHHE 3pEHUS
(cM. paznen 4.8). Ilpu ux pa3BUTHH MAIMEHTHI HE JOJDKHBI YIIPABIATH TPAHCIIOPTOM HITH paboTath ¢
MEeXaHU3MaMH.

4.8. HexxennaTesibHbIE peakuuu

Pe3roMe mpodumirst 6€301acHOCTH

[Tpu mpueme npenapata KoHTPOIOK B COOTBETCTBUU C MOKA3aHHUSIMH M B PEKOMEHAYEMBIX J03aX
HEXKeNlaTeIbHBIC pEeakIMd BO3HUKAIOT KpaiHe peako. Hawmbosiee 4YacThIMM HEXKeTaTeIbHBIMU
peaKusIMU SBISIOTCS AUApes ¥ TOJI0OBHAs 00J1b — HAaOII0Jar0TCsl MpuMepHO y 1 % manueHTos.

TabauyHoe pe3roMe HeKenaTedbHbIX PeaKIii

HexenarenbHble peakiiny, BOZHUKABILKE IPU NpueMe npenapara KoHTpoIlok, mepeunciieHbl HIXKE B
COOTBETCTBUHM C TEPMHUHAMH MPEANOYTUTENBHOTO yHnoTpedseHus: MeauIMHCKOro cioBaps i
perymnstopaoit nestensHoct (MedDRA), cicTeMHO-OpraHHBIME KJTACCaMU U a0COTIOTHOM YaCTOTOM
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BCTPEYaEMOCTH. (NOCNEOCBATENEHOCTE 0013)

YacToTy omnpenessioT cIeayommuM odbpazom: odeHb dacto (> 1/10), wacto (> 1/100, vHo < 1/10),
Heyacto (> 1/1000, Ho < 1/100), peaxo (1/10000, vo < 1/1000), ouens peako (< 1/10000), vactoTa
HEM3BECTHA (Ha OCHOBAHUN UMEIOIIMXCS IAHHBIX OIICHUTh HEBO3MOIKHO).

BHyTpH Ka)10# 4acTOTHOW TPYNIIbl HEXKEJIaTeIbHbIC PEaKIUi EPEYHUCIICHBI B MOPsAKE yObIBAHUS
CephE3HOCTH.

TaGJmua 1. HexenaTeabHbIe pP€aknuu, CBA3AHHBLIC C HCIOJbB30BAHUEM IIAHTOIIPA30J1a B

KIMHUYCCKHUX UCCJICA0BAHUAX U B nonpernnpaunonnmﬁ nmepuoa.

Yacrora
Yacrora
CucrtemHo- Yacro Heuacto Penxo OueHb peaxo
P— HeHU3BeCTHA
KJIACCHI
Hapywenust co Arpanynonu- TpombomuTo-
CTOPOHBI TO3 TICHUS,
KpPOBHU U Jlelikonenus;
mumdarugec- [NaamuroneHws
KOW CHUCTEMBI
Hapyuenus co l'unepuyBcTBU-
CTOPOHBI TENBHOCTE (B
MMMYHHOH TOM qyucie
CHCTEMBI aHauIaKTH4e
CKHE pEeaKIiu
1 aHa(UITAKTH-
YECKHH IOK)
Hapymenus lNunepnunune- TI'unonatpu-
MeTadoIM3Ma MHS M TIOBHI- eMUS;
Y IUTaHUS HIEHHasl  KOH- l'inomarau-
HEHTpaIus JIH- emus (CM.
nuaoB  (Tpu- paznen 4.4);
TIIULEPUIOB, I'nmokaneim-
XOJIECTEPHHA); emus';
N3menenue T'unokanu-
MAacchl Tena emus’
ITcuxnueckue Hapymienuss | Henpeccus Jesopuentanust | [ammronuHa-
HapYIICHUS CHa (BrITROUAs (BrITROUAs U,
obocTpeHust obocTpeHust CrryTaHHOCTB
UMEFOIIUXCS MUMEIOLINXCS co3HaHUs (B
paccTpoicTB) paccTpoicTB) 0COOEHHOCTH Y
mpepacrio-
JIOKECHHBIX K
3TOMY
MAIMEeHTOB, a
TaKxKe
BO3MOXHOE
obocTpeHue
CHUMITTOMOB
MIpH UX
CYIIECTBOBA-
HUU JI0 Hava-
J1a TepaITHH)
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Yacrorta
CucremHo- Yacro Heuacto Peaxo OueHb peako
opraEEbie HeHU3BeCTHA
KJIACChI
Hapywmenus co I'onosHas Hapymenus ITapecresus
CTOPOHBI 00uB; BKyca
HEpPBHOU T'onoBokpy-
CHCTEMBI JKEHUE
Hapywenus co Hapymenue
CTOpPOHBI 3peHust
oprasa 3peHus (3aTymanuBa-
HHE)
Kenynouno- Tlomums Huapes; Mukpocko-
KHIIICYHBIE ¢ysnaneusl | Tommora/ TTIECKUi
HapyIIEHNS X JKene3 | pBOTa; KOJIUT
JKeTyiKa B3anytue
(mobpoxka- JKUBOTAa |
YECTBEHHBIE) | METEOPU3M;
3arop;
CyxocTh BO
pTYy;
Jlnckom-
¢dopt u 60H
B )KHBOTE
Hapywmenust co [oBpiuenue | IloBbimieHue I'enaronesmito-
CTOPOHBI YPOBHS YPOBHS JSIpHBIE
MEYCHN u MEYCHOUYHbIX | OmnmpyOuHa HOBPEXICHUS,;
YKEITIEeBBIBOIS- (dbepMeHTOB Kenryxa;
KX TyTen (Tpancamu- IleuenouHo-
Has3bl, Y- KJIETOYHAsI
Iy TaMuUJI- HEJIOCTaTOYHO
TpaHcdepa- CTb
3bI)
Hapymenus co Ok3aHTeMa/ KpanusHuia; 310KaYeCTBEH-
CTOPOHBI KOXKH CBIIIb; AHTHOHEBpO- Has
1 TIOAKOXKHBIX 3yx; THUYECKHUI OTeK JKCCyAAaTHBHAS
TKaHel Hepmartut spUreMa
(cungpom
CrtuBeHca-
JxoHcoHa);
Tokcnuecknit
SMHIEpPMAaITb-
HBII HEKpoIH3
(cunzmpom
Jlaitemna);
JlexapcTBeH-
Hasl peaxius ¢
903UHOPHITH-
el u
CHUCTEMHBIMH
CHUMIITOMaMH
(DRESS-
CHHAPOM);
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Yacrora
CucremHo- Yacro Heuacto Peaxo OueHb peako
opraEEbie HEU3BECTHA
KJIACCHI
DKCCyIaTHUB-
Hasi MHOTO-
¢dhopmHast
3pUTEMA;
CaeTouyBCT-
BUTENTLHOCT;
Ilonoctpas
KOXKHAs
KpacHas
BOJTUAHKA (CM.
paznen 4.4)
Hapyenus co Ilepeom Aptpanrus Cnaszm mpir?
CTOPOHBI OenpeHHON Muanrus
MBIIIICYHOM, KOCTH,
CKEJIETHOM U KOCTEH
COCIMHUTEIh- 3aISICTHS
HOW TKaHU I
MO3BOHOY-
HUKa  (CM.
paznen 4.4)
Hapymienust co TyOynountep-
CTOPOHBI CTHIIUAITEHBIT
TOYeK u HepuT (c
MOYEBBIBOJISI- BO3MOYKHBIM
X myTei IIPOrPECCUPO-
BaHHEM bi (o)
MIOYE€YHOMN
HEeI0CTaTOu-
HOCTH)
Hapywenus co ['unekomMacTus
CTOPOHBI
PEeNpOyKTHB-
HOU CHCTEMBI U
MOJIOYHBIX
Keles3
OO01ue Acrtenus, [ToBellIeHNE
HapylmieHus u YCTaIOCThb U | TEeMIepaTypbl
peakuuu B HEJIoMoTa- Tena;
MecTe HUE [epudepuuec-
BBEJICHUS KHE OTEKH

! TunoxanbIUeMus H/MIIU TUTIOKATUEMHUS MOTYT OBITh CBSI3aHBI C BOSHMKHOBEHHEM TMIIOMArHMEMHH (cM. paszien 4.4).
2 Cnia3sM MBIIII BCJIEACTBUE HAPYILIEHHUS SIEKTPOJIUTHOTO GaaHca.

COO6H_ICHI/IG O MOJ03PEBACMBIX HEXKEIATCIIbHBIX PCAKIIMAX

BaxxHo coo0miate 0 MoJ03peBacMbIX HEKEIATENBHBIX PEAKIIHIX TTOCIIEe PErHCTPAllMU Mperapara ¢
[eNTbI0 00eCTIeueHUsT HEPEPHIBHOTO MOHUTOPUHTA COOTHOIIIEHUS «IT0JIb3a — PUCK) JIGKAPCTBEHHOTO
npenapara. MeTUIMHCKUM paOOTHUKAM PEKOMEHIYETCS COOOIIaTh O JIFOOBIX T0JI03PEBAaEMBIX
HCKCJIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOTO NpCriapara 4€pe3 HAIMOHAJILHBIC CUCTCMbI COO6IJ_ICHI/ISI
0 HEXKEJATENBHBIX PEaKIUsIX TOCYJAPCTB — WICHOB EBpa3niicKoro SKOHOMHYECKOTO CO03a.

Poccuiickas ®edepayus
®denepanpHas ciryk0a mo Haa30py B cdepe 3apaBooxpanenust (Poc3npaBranzop)
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(NOCNENOBATENBHOCTL 0013)

109012, r. Mocksa, CraBsiHCKas omaap, 1. 4, ctp. |

Tenedon: +7 800 550 99 03
DnekTpoHHas mourta: pharm@roszdravnadzor.gov.ru
Anpec B untepHere: https://www.roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman

PI'TI na IIXB «HaunonanbHbil LleHTp sKCOEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIULIMHCKHUX
m3nenuit»y  Komurera MeauuMHCKOro u  (apManeBTHYECKOro KOHTposii  MuHuUCTEpcTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

010000, r. Actana, yi. A. Umanosa, 13, B «Hypcayiner 2»

Tenedon: +7 7172 23 51 35

DnektpoHHas noura: farm@dari.kz

Anpec B untepuere: www.ndda.kz

Kuipevizckas Pecnyonuxa

JlemapTaMeHT JIEKapCTBEHHBIX CPEICTB U MEIUIIMHCKUX M3/ MHUHHACTEPCTBA 3IpaBOOXPAHCHUS
Koipreizckoit pecriyOiauku

Ksipreizcran, 720044, r. bumikek, yiu. 3-s1 quaus, 25

Tenedon: (996) 312 21-92-86

dakc: (996) 312 21-05-08

OnexrponHas noura: pharm@dlsmi.kg

Anpec B unteprere: https://www.dlsmi.kg/

Pecnybnuxa Apmenus

«leHTp 3KCHepTU3bI JIEKAPCTB U MEAULMHCKUX TexHoaoruii» ['HKO
Apwmenus, Epesan 0051, p. Komuraca 49/5,

Tenedon: +374 60 83 00 73, +374 44 83 88 33

OnextpoHHas noyra: info@ampra.am

4.9. Ilepeno3upoBka

Jlo HacTosAIEero BpPEMEHU SIBICHHH INEPENO3UPOBKM B pe3yjibTaTe IPUMEHEHHs IIpernapara
KonTponok ormeueHo He 6b110. J{03b1 10 240 Mr BBOAMIUCH BHYTPUBEHHO B T€UEHUE 2 MUHYT, H
MIEPEHOCWIIMCH XOPOLIO.

B ciydae mepeno3upoBKM MpH HAJIWYUM KIMHUYECKHUX MPOSBICHUN MHTOKCHKAIMM MPOBOJUTCS
CUMIITOMAaTU4ecKasi U MOAEP/KUBAOIAs TEPAIIU.

ITanTonpazos He BEIBOAUTCS MOCPEACTBOM FeMOIUAIN3A.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoanHaMH4YecKHe CBOICTBA

dapMakoTeparnieBTU4YecKasi TpyIna: CpeAcTBa s JICUEHUS KHUCIOTO3aBUCHUMBIX 3a00JIeBaHU;
MIPOTUBOSI3BEHHBIE CPEJICTBA U CPEICTBA JUIS JICUEHUS TacTpo330dareanbHoil pedirokCHON 6oe3Hn
(I'OPB); uHruOGUTOPHI MPOTOHHOTO HAcOCa.

Kon ATX: A02BC02

MexaHu3Mm JIeHCTBUS

Wurudurop nporonnoro Hacoca (H' K' AT®-aswl). BIOKMPYET 3aKIIOUUTENLHYIO CTaIHIO
CEKpEeLMH COJITHON KUCIIOTHI HE3aBUCUMO OT MPUPOIBI Pa3ApakKHUTENs.

[TanTompazon sBIsIETCS 3aMEIMICHHBIM OCH3UMUIA30JI0M, TOJABISIONIUM CEKPEIUI0 COJSTHOU
KHCIIOTHI B JKETyJKe MyTeM crerupuieckoi 6J10Kabl IPOTOHHBIX HACOCOB MapHUETaIbHBIX KIETOK.
[TanTompazon TpaHchopMUpYeTCS B CBOIO aKTUBHYIO (GOpMYy B YCIOBHSX KHCJIOH CpEelbl B
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NapueTaJbHBIX KJIETKaxX, A€ OH IMOJAaBJISICT AKTHBHOCTDH Il&)lgt):MlE IZ%T%EIK%&)I%&, ]I:Ié

OJIOKHMpYET 3aKITIOUUTENLHBIN 3Tall 00pa30BaHMS COJTHON KUCIIOTHI B eIy IKE.

[TonaBneHue akTUBHOCTH SIBJIAETCS 10303aBUCHMBIM U, B Pe3yJIbTaTe, CHIXKAETCS Kak Oa3alibHasi, Tak
U CTUMYJUPOBAaHHAs ceKpeuus KUCIOThl. [Ipu J5edeHun maHTOmpaszojioM, Kak M IpH
ucnonb3osanuu 1pyrux UITH n 61okaTopos H2-penentopos, CHUKAeTCS KUCIOTHOCTD B HKENYIKE U,
TEM CaMbIM, IIOBBIIIAETCS YPOBEHb TacTpUHA MPOMOPLHOHAIBHO CHIKEHUIO KHCIOTHOCTH.
[ToBpIieHue ypoBHs racTpuHa 00paTuMo. [10CKOIBKY TaHTOIPA30J1 CBSA3BIBAET (PEPMEHT AUCTAILHO
[0 OTHOUICHUIO K KJIIETOYHOMY PELENnTOpPY, OH MOKET UHTUOUPOBATh CEKPEIUIO COJISTHON KHUCIOTHI
HE3aBHCHMO OT CTUMYJISILIUM JPYTMMHU BELIECTBAMM (ALE€TUIIXOJIMH, TUCTAMUH, TaCTPUH).

D¢ dexT npu nepopanbHOM U BHYTPUBEHHOM NIPUMEHEHHH TIpernapaTa OJMHAKOB.

dapmakoguHamMudeckue 3G HEKTEI

Taxxe mosblmaerca cojepkanue CgA B CHIBOPOTKE KpPOBU BCIEACTBHE CHIDKEHHUS CEKpeLUu
constHOM KucoThL. [loBeIIeHHOE conepkanne CgA MOXKET UCKaXaTh Pe3yJIbTaThl TUArHOCTUICCKIX
WCCIICIOBAHU ISl BBISIBIICHHSI HEHPO3HJOKPUHHBIX OITyXOJICH.

Anmucexpemophas akmusHoOCmb

[Tocne mepBoro mnepopanbHoro mnpuema 20 Mr mnpenapata KOHTpPOIOK CHHMKEHHE CEKpeluu
XKEITyJJOUHOTO0 coKa Ha 24 % Hacrtymaet yepe3 2,5-3,5 u u Ha 26 % uepes 24,5-25,5 u.

[Tocne mepopanbHOrO MpUeMa IMAHTOMNpa3oja OJHOKPATHO B CYTKM B TeUYeHHE 7 JHEH ero
aHTHCEKPETOpHas aKTUBHOCTb, U3MEpEeHHas 4epe3 2,5-3,5 4 mocie mnpuema, Bo3pacraer 10 56 %,
a coycra 24,5-25,5 u — go 50 %. Ilpu s3BeHHO# 0OJE3HU JIBEHAIATHIIEPCTHOW KHUIIIKH,
accoumupoBanHou ¢ Helicobacter pylori, CHWXEHHE KEIyJOYHON CEKpPElMU IOBBIIIACT
YYBCTBUTEJILHOCTh MUKPOOPTaHM3MOB K aHTHOMOTHKaM. He BiuseT Ha MOTOPHKY >KEIyJOYHO-
KHIIEYHOro Tpakta. CekpeTopHas aKTUBHOCTb HOpManu3yercs uepe3 3—4 [Hs mocie OKOHYAHUS
prema.

[To cpaBuenuro ¢ npyrumu UITH KoHTponok umeeT OGONBIIYI0O XUMHUYECKYIO CTaOMIIBHOCTB MPHU
HEeWTpasibHOM pH, M MEHbIIMI MOTEHLMAaN B3aMMOJEUCTBUS C OKCUIA3HOM CHUCTEMOM IIEUYEHH,
3aBucsnierr ot mutoxpoma P450. Ilostomy He HaOmIOIAIOCh KIWMHUYECKH 3HAYMMOTO
B3aUMOJICHCTBUS MeX Iy npenapaToM KoHTpOIOK 1 MHOTUMHU JPYTUMU IIpenapaTaMu.

5.2. @apmakoknHeTHYECKHE CBOIiCTBA

AGcopOrms
[TanTompasosn OBICTPO BCAachIBaETCS IOCIE IMPHEMa BHYTpb. MakcuMallbHas KOHIICHTpAIus B

wia3mMe KpoBH (Cmax) Ipu MEpopanbHOM NMPUMEHEHHHM JOCTUTAeTCsl YK€ IOcie MEepBOil 103bI B
40 mr. B cpeanem, npuMepHo yepes 2,5 4 nocie npueMa JOCTUTaeTCsl MaKCUMallbHasi KOHUEHTpalus
B CBIBOPOTKE, 0K0JI0 2,0-3,0 Mxr/mi 1 Cmax OCTaeTcsi MOCTOSAHHOM I10CJIE MHOTOKPATHOTO IIPUEMa
JAHHOTO Iperapara.

dapMaKOKMHETHKA ITaHTOIPa30J1a MOcie 0JJHOKPATHOIO U MHOTOKPAaTHOTO MTPUMEHEHHsI OIMHAKOBA.
B nuanazone no3 10-80 mMr ¢papmakokrHeTHKa MaHTOMNpa3oia B MIa3Me KPOBU OCTAeTCs JIMHEHHOM
KaK IpH NepOPaTbHOM, TaK U IIPU BHYTPUBEHHOM ITPUMEHEHHH.

AOcooTHasE OMOJOCTYITHOCTh TaOJIETOK MAaHTOMpa3ojia cocTaBisieT OKojo 77 %. COBMECTHBIH
IpueM THUINM He BIUSET Ha IUIOHIAJb TOJA KpUBOM «KoOHIeEHTpanus-Bpems» (AUC),
Ha MAaKCUMAIIbHYIO KOHIICHTPAIIMIO B CHIBOPOTKE M, COOTBETCTBEHHO, Ha OMOIOCTYMHOCTH. [Ipn
COBMECTHOM IIpUEMeE C MUIIEH MOKET BapbHPOBATHCS BpeMs Havyalsia IeHCTBUS Mpernapara.

Pacnpenencuue
Cas3pIBaHME MAHTOIpa30ja ¢ Oe’IKaMH IUIa3Mbl KpOBU cocTaBiseT 98 %. O0beM pacnpeneneHus
cocrtasisaeT 0,15 j/kr.

Buorpancdopmarus
Mertabonusupyercs IiIaBHbIM 00pa3oM B nedeHH. OCHOBHBIM META0OIMUYECKUM IyTEM SIBIISETCA
nemetminpoBanue ¢ nomouibio CYP2C19 ¢ mocnenyromeit cynbhatHol Konbloranueit. K apyrum
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COOTBETCTBY

DIUMUHAIIHS
KoHeuHbIil epro1 MoTyBBIBEICHUST COCTaBIIsIeT MpuMepHO | dvac, a kimupeHc okojo 0,1 n/u/kr.

Bcenenctue cnenuduueckoro CBA3bIBaHUS MAHTOMPA30J1a ¢ MPOTOHHBIMHU HACOCAMH MTapHETAIbHBIX
KJIETOK TIEpUOJ TOJYBBIBEACHHMS HE KOppelupyer ¢ ropa3go Oosee UIMHHBIM IO
MPOJOIDKUTEIBHOCTH JEHCTBUEM (MHTHOMPOBAHNEM CEKPEIIMU KUCIIOTHI).

OcHOBHOHM TyTh BbIBeZleHHsI — depe3 mouku (okosno 80 %) B BuAe MeTaOOJIMTOB IMaHTONPA30Ja,
ocTajbHasi YaCTh BBIBOAUTCS € KaioM. OCHOBHBIM METa0OJUTOM B IUIa3ME KPOBU U B MOYE SABJIIETCS
JEeCMETUIIIAHTOIPa30Jl, KOHBIOTHpYIONMA ¢ cyibdaToM. I[lepuon moiyBbeIBeleHUST OCHOBHOIO
MeTabonMTa COCTaBiIsIeT OKoJo 1,5 9, 4TO HEHaMHOIO IPEBBINIAET IE€PHOJ I0JIYBbIBEACHUS
MaHTOIpa3oa.

VY s ¢ HU3KOH (YHKIMOHATBHOW akTUBHOCTBHIO u3odepmenta CYP2C19 (T.H. MeICeHHBIX
MeTabonu3aToOpoB), MeTaboNM3M MAaHTONpa3oja OCYLIECTBISIETCS, BEPOSTHO, B OCHOBHOM
nzopepmentom CYP3A4. [locne omHOKpaTHOTO IpweMa 103bl maHTompaszona 40 mr cpenHss
IUIOUIA/b TOJ KPUBOM «KOHILIEHTpAlUs — BpeMs» Obula MPUMEPHO B 6 pa3 Ooiblile Yy MEJICHHBIX
METa0OIM3aTOPOB, YeM Y JIHI, MMEIoUMX (yHKIHMOHATBbHO akTuBHBIA H3odepment CYP2C19
(ObicTprie  MeTabommzaTtopsl). CpenHue 3HAUYEHUS MAKCUMAIBHBIX KOHIICHTpAlMil B IIJIa3Me
MOBBIIICHBI TpUMEPHO Ha 60 %. YkazaHHbIe 0COOEHHOCTH HE BIMUSIOT HA JO3UPOBKY MAHTOIPa30JIa.

[TovyeyHas HEIOCTATOYHOCTD

[Ipy mpuUMeHEHWHM NaHTONpa3ojia y MMAlWEHTOB C HApyIICHUSIMH (QYHKIMH TOYeK (BKIOYas
MalMEHTOB, HAXOJIIMXCS HAa TeMOJIUANN3e) CHIKEHHUS 03Bl He TpeOyercs. Kak m y 310poBBIX
T0OPOBOJIBIIEB, IEPHO/I ITOTYBBIBEACHHUS TAHTONPA30JIA ABIISETCS KOPOTKUM. J{Hanu3upyercst TOIbKO
O4YeHb HeOOJIbIIas YacThb npenapara. HecMoTpsi Ha yMEpeHHO IUTEIbHBIIN EpHO/ MOJTyBBIBEACHUS
OCHOBHOr0 MeTabonuTta (2—3 4), ero BbIBEIEHHE MPOMCXOAUT JOCTATOYHO OBICTPO, M MO3TOMY
HAKOIJICHUS HE MPOUCXO/HUT.

[TeyeHOYHAsI HEIOCTATOYHOCTh

VY manueHToB ¢ Huppo3oM nedeHu (kiaccoB A u B no knaccudukanuu Yaitna-I1s10) Bpems nepuoaa
MOJTYBBIBEJICHUS yBennuuBaercs 10 7—9 4, 3Hauenuss AUC Bo3pacTatoT B 5—7 pa3, MakCUMabHas
KOHIIGHTpAllUsl B CHIBOPOTKE IMOBBINIAETCS HE3HAUUTENIBHO, JHUIIb B 1,5 pa3a B CpaBHEHUU C
TaKOBOM Y 3JIOPOBBIX JI0OPOBOJIBIIEB.

JInna moKmiioro Bo3pacra
He6onpmoe mnoBeimenue mokazarens AUC um Cmax Y MOXWIBIX IOJAEH 1O CPaBHEHHIO C
COOTBeTCTBYIOHlI/IMI/I ITOKa3aTcIIsIMA y 60nee MOJOABIX JIUI HE ABJISICTCA KIMHUYCCKU 3HAYNUMbIM.

5.3 lanHble TOKJIUHUYECKOH 0€30MACHOCTH

HUcxons w3 CTaHAApTHBIX WCCIENOBAaHUNM (apMaKOIOTHIECKONH Oe30MacHOCTH, TOKCHYHOCTH
MOBTOPHBIX 7103 W TE€HOTOKCHYHOCTH, B JOKIMHMYECKUX IaHHBIX HE OBLJIO BBIABIEHO O0COOOM
OIIACHOCTH JIsI YEJIOBEKA.

B ABYXrOoAMYHBIX  HCCIEIOBAaHUSAX  KAHIEPOTCHHOCTH y  KpbIC OBIM  OOHApy»EHBI
HEHpPOIHAOKpUHHBIE ommyxonu. Kpome Toro, B KapJualbHOM OTAENE >KeIyJKa y KpbIC ObuIH
BBISIBJICHBI TIOCKOKJIETOUHBIE MANMWLIOMBl. MeXaHu3M 00pa3oBaHUs 3JI0KAYECTBEHHBIX OIyXOJe
KellyJKa T1OJ] BO3JACWCTBUEM 3aMELIEHHBIX OEH3MMHAA30J0B TIIATENIbHO H3ydascs, 4To
MO3BOJIMJIO CIIENaTh BBIBOJ O TOM, YTO OOpa30BaHHE OMYXOJH SIBIISIETCS BTOPUYHOW peakiued Ha
BBIPQKCHHOE TMOBBIIIEHUE YPOBHS TacTPUHA B CHIBOPOTKE, BO3HHUKAIOLIEE Y KpBIC BO BpeMms
JUIMTEIIbHOTO JICYCHHUS] BBICOKUMHU J03aMU. B JIBYXTOAMYHBIX MCCIEOBAHUAX Yy TPHI3YHOB
Ha0J110/1a710Ch MOBBIIIEHHOE KOJMYECTBO OIMYXOJIeH MEYEHH Y KPbIC U Y CaMOK MbIIIEH, 4TO ObLIO
MPU3HAHO CBS3aHHBIM C BBICOKUM YPOBHEM METa0OIM3Ma MaHTOIPa30Jia B IEUSHHU.

HeGonpmioe moBbIIIEHHE YacTOThl HOBOOOpPA30BaHUN B IIMTOBUIHOW >Kelie3e HaOII0anoCch B
rpyIMIie KpbIC, MOTY4YaBIINX HaUBHICIITYIO 7103y (200 Mr/kr). Bo3HUKHOBEHHE STHX HOBOOOpA30BaHUN
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COOTBETCTBYET 3KI(

ot 23.05.2026 N= 10733

i
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CBs3aHO C BBI3BAHHBIMU ITAHTOITPA30JI0M U3MCHCHUA B npo]_'igt;l(_:l:e: %%@?E%%‘%Tiége}&'%’

-NEFTHOMY OTYETY

KpbIc. [IoCKOIBKY TepaneBTHUYECKas 103a y JI0Iel HU3Kasi, BPEIHOTO BO3ACUCTBUS HA IIUTOBUIHYIO
JKeJesy y JIoAel He 0KHUIAeTCs.

B mpe- u mocTHaTambHOM pPENPOAYKTUBHOM HCCIEIOBAaHMM HA KpbICAaX, MpeIHa3HAYEHHOM JUIS
OLICHKH Pa3BUTHUS KOCTEH, MPU3HAKOB TOKCHYHOCTH y OTOMCTBA (CMEPTHOCTh, YMEHBIIEHUE MACCHI
TeJa, HU3Kask CpeiHsist MpubaBKa MacChl TeJla M CHIDKEHHE pocTa Koctei) npu Bosaeicteun (Cmax)
IpUMEPHO B 2 pasa OoJbllle, YEM NP KIMHUYECKOM Bo3zeiicTBuuM Ha yenoBeka. K KOHIYy ¢da3zbl
BOCCTAHOBJICHHUS ITapaMeTPhl KOCTEH OBIIM CXOKH I10 TPYIIaM, U BEC Tella TAKXKE UMeI TeHICHIIHIO
K 00paTMMOCTH TIOCJIE€ NEepUoJia BOCCTAHOBJICHUS Oe€3 MpuMeHeHHs mpenapara. [loBbimieHHas
CMEPTHOCTh OTMEYAETCs TOJIBKO y KPbIC B IIEPHO/ IPYIHOTO BCKapMIIMBaHHA (Bo3pact 10 21 nHA),
KOTOPBI, IO OLIEHKaM, COOTBETCTBYET MJIa/ICHIIaM B BO3PACTE A0 2 JIeT. YMECTHOCTh 3THUX JaHHBIX
IUISL TIeANATPUUECKON TOMyNsiuK HescHa. llpensiayiiee mpe- M IMOCTHATaJbHOE UCCIIEIOBAHUE
Ha KpbICaX B HECKOJIBKO MEHBIINX J03aX HE 00HAPYKMIM HUKAKKX MOOOYHBIX AP PEKTOB MPpH 3 MI/KT
10 CPaBHEHUIO C HU3KOH JJ030# 5 MI/KT' B 3TOM HCCIICJOBAaHUHU.

HccnenoBanvst He BBISIBUIN MPU3HAKOB HAPYIICHHS (DEPTHIILHOCTH MIIH TEPATOTEHHBIX (D (PEKTOB.

IIpoHHMKHOBEHUE IIpenapara B IIALEHTY U3Y4YalloCh Y KPbIC, U ObLIO BBISABIIEHO MOBBIIIEHUE YPOBHS
IIPOHUKHOBEHUSI C YBEJIMYEHHEM CpOKa OepeMeHHOCTH. B pesynbTare 3TOro NOBBIILIEHHAS
KOHLEHTPALUs NaHTOIIPA30JI1a ONPEACIIAETCS B OPraHU3ME ILI01a HE3aJ0JIT0 10 POXKICHUS.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOTaTEJbHBIX BelIECTB

SAnpo

Hatpus kapOoHat 6e3B0IHBII
MaHHHUTOI

Kpocnosuon

[ToBumon K90

Kanbsuus creapar

Boga ounmennas

Ob6onouka

I'nnpomennosa-2910

IToBugon K25

Turana nuokceua E171

Kpacurens xxene3a okcun xxentsiid E172

[IponuneHramkob

30 % aucIepcHs COMOIMMEPa METAKPHIIOBOI KHCITOTHI M dTunakpunata [1:1]°
TpuaTunuurpar

*Cocta 30 % AuCIIepCHE COMOIMMEPa METAKPHIIOBOH KHCJIOTHI M dTHiIakpuiara [1:1]
MeTakpuiioBO# KUCIOTHI M dTHJIaKpuiiaTa cormomaumep [1:1]

[Tonucop6ar 80

Hatpus naypuncynbdar

Kopuunessie yepnuna Opacode S-1-16530 s HaHeceHUsI MAPKUPOBKH Ha TA0JICTKH
[emnak

Kpacutens xene3a okcug kpacHelii E172

Kpacurens xenesza okcun yepHsiit E172

Kpacurens xene3a oxcup sxentoiit E172

AMMMaKa pacTBOp KOHUEHTPUPOBAHHBIN 25 %
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 29.05.2026 N= 10739

(MOCNEOOBATENEHOCTE 0013)

6.2. HecoBMecTHUMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CpOK XpaHeHus)

3 roga.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHEHUH

XpaHuTh 1py TeMIieparype He Boiue 25 °C.

6.5. XapakTep u conepxaHue NePBUYHON YIAKOBKHU

[To 14 rabmetok B Onmcrep w3 amoMuHUEBOW (onbru (amomMuHuit/amomuanid). Ilo 1 wmm
2 6mucTepa BMECTE C JIMCTKOM-BKJIQJIBIIIEM ITOMEUIAIOT B TAYKy KAPTOHHYIO.

6.6. OcoOble MepbI NPEIOCTOPOKHOCTH MPH YHUUTOKEHHH MCII0JIb30BAHHOTO JIEKAPCTBEHHOT0
npenapara Win OTXO0J0B, MOJYYEHHBIX MOCJe MPUMEHEHHs JIEKApCTBEHHOT0 mMpemnapara,
Apyrue MAHUMYJISIIUHU ¢ PenapaTomM

Becb ocraBmiuiics JeKapCTBEHHBIN MpenapaT U OTXOAbI CIEAyeT YHUUYTOXKUTh B YCTAaHOBIEHHOM
TIOPSJIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Takena I'm6X, 'epmanus
Takeda GmbH, Germany
Byk-Gulden-Strasse 2, D-78467 Konstanz, Germany

7.1. Hpe}ICTaBl/ITeJIb JAepKaTe/isd PEruCTPaAalluOHHOIr0 YI10CTOBEPCHUA HA TEPPUTOPUH Coro3a

IIperen3uu norpeOuTeneil HanHPaBIATh N0 aJIPECY:
Poccutickas ®@edepayus

000 «Takena @apMacbIOTHKAIC)

119048, r. Mocksa, yi. ¥Ycauesa, a. 2, cTp. 1
Tenedon: +7 (495) 933 55 11

dakc: +7 (495) 502 16 25

DnexkTpoHHas noura: russia@takeda.com

Pecnyonuxa Kazaxcman (6 mom uucne, ons npemen3uti nompeoumeneti uz Koipevizckoti Pecnyoauxu u
Pecnyonuxu Apmenus)

TOO «Takena Kazaxcran»

050000, r. Anmarsl, yi. Kynaesa, 77

Tenedon: + 7 727 244 40 04

OnektponHas moura: AE.AsiaCaucasus@takeda.com

8. HOMEP PEIT'UCTPAIIMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(001852)-(PT-RU)
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9. IATA TIEPBUYHOW PETMCTPALIMM (OATBEPKIEHMGE | PEFHCTPATIN,

IHEPEPET'MCTPAIIN)

Hara nepsoii peructpanuu: 27.02.2023

10. JATA IEPECMOTPA TEKCTA

OO11ast XxapaKTepHCTUKA JICKApCTBEHHOTO mpernapata KOHTpOIOK nocTynHa Ha WH()OPMAIMOHHOM
nopraie EBpa3uiickoro 3KOHOMHYECKOrO COr03a B MH()OPMAIMOHHO-KOMMYHHUKAIIMOHHON CETH
«MutepHer» https://eec.eacunion.org/.
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