COOTBETCTBYET SKCNEPTHOMY OTHETY

o1 21.12.2023 N= 26845
MHCTPYKIWA ([MOCIEOCEATENEHOCTE 0002)

10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

ITAHTOIIPA30JI ABEKCUMA

PerncrpanuoHHblii HOMep:
Toprosoe nanmenoBanue: [IAHTOIIPA30JI ABEKCHMMA
MexayHnapoaHoe HenaTeHToBaHHOe HanMeHoBaHue (MHH): nmantonpason

JlekapcTBeHHas ¢opma: TaONIETKH KUIIEYHOPACTBOPUMBIE, TOKPHITHIE TFICHOYHOH 000JI0UKOI

Cocras

1 TadseTKa KUIIEYHOPACTBOPUMAS], NOKPBITAS MJIEHOYHOH 000J109KO0I, COTEPKUT:
Oeticmeyrowee eewecmeo. TAHTONPA30Jia HATPHUs CECKBUTHUApAT - 22,55 mr (B mepecuere Ha
nanromnpaszoin - 20,00 mr);

gcnomozamenvhble Geujecmeda (10po). MAHHUTOJN, HATpUs KapOOHAT OE3BOJHBIN, KPOCTIOBUIOH,
noBuoH K-30, kanbIus creapar,

obonouka: onanpait I1 85G280000 Genbiit™, HATPUS TUAPOKCHUA*™;

KULEUHOPACMEOPUMAsl 00010UYKA: TOTOBAs CMeCh «AKpII-u3» x)entbii 93092052*** | cumeTnkoHa

amyabcus 30 %****,

* onaapait I1 85G280000 Genbrii:

MOJIMBUHUJIOBBIM CHUPT 4acTH4HO Truaponu3oBaHHblil (E1203); tutana auokcun (E171); Ttambk
(E553b); makporoun (E1521); neumtun coessiit (E322).

** ncnonw3yercst 1 M pacTBop HaTpust TUApPOKCUAA 11 foBeaeHus pH pacTtBopa 00010UKH.

*** roToBas cMech «AKpUI-u3» xkenThiii 93092052:

METaKpHUJIOBOW KUCIOTHI M dTHiaakpuiata conoiumep [1:1], tamek (ES53b), turana muokcun (E171),
TPUATHIILIMTPAT, KPEMHUS JUOKCUJ KOJTOUAHBIN, HaTpust OukapOoonat (ES00 (ii)), kpacuTens xenesa
okcun xxentoiit (E172), narpus naypuncynbdar.

**** cumernkona smyinbcus 30 % B nepecuere Ha 100 % mOIMANMETHIICHIIOKCAH:

noJimauMeTHacHiIokcana 25,5-33,0 %; Boaesl ounniennoii 1o 100 %.

Onucanue: KPYTJIBIC OBOSKOBBIITYKIIBIC Ta0JETKH CO CKOIICHHBIMH KpassMH, TOKPBITBIC 000J104KOI

CBECTJIO-XKCJITOT'O IIB€TA, I''TaIKUEC C o0eunx CTOPOH.
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dapmakoTepaneBTHYeCKasi TPyNNa: CpeACTBa [Uis JIeUCHUL [ KuLioTe3aButHMEIX T3aG0iiEBanuii;

MIPOTUBOSI3BEHHBIC CPEJICTBA ISl JICUEHUs ractpol3odareanbHoil pedurokcHol Oone3nu (I'OPB);
UHTUOUTOPBI IPOTOHHOTO HACOCA.

Kox ATX: A02BC02

®apMakoJIOrH4ecKue CBoicTBa

Dapmakoounamuxa

Wuruburop nporornoro Hacoca (H/K'-AT®d-a3el). BlIokupyer 3aKIOUUTENLHYIO CTAAUIO CEKPELUH
COJISIHOM KHMCJIOTBI HE3aBUCHUMO OT IPUPO/Ibl pa3apakuTes.

[TanTOMnpa3ou sIBiIE€TCS 3aMEILEHHBIM O€H3MMM/1a30J10M, [TO/IABIISIOIIUM CEKPELIUIO COJITHON KHUCIIOTHI
B KelyJKe myTeM crennduueckoil 0J10Kaabl MPOTOHHBIX HACOCOB MAPUETANIBHBIX KIETOK.
[TanTompazon TpaHchopMupyeTcss B CBOIO aKTHUBHYIO (opMy B YCIOBHSIX KHUCIOW Cpeasl B
HapueTaabHBIX KJIETKaX, IJI€ OH MOJAaBIsSeT akTMBHOCTL (pepmenta H/K'-ATd-a3bl, T.€. OJIOKHpYET
3aKJIIOUYUTEIbHBIA ATall 00pa30BaHUs COJSHOM KHUCIOTHI B kenynake. [logaBiieHue akTUBHOCTH
SBIISIETCSA J0303aBUCHMBIM M, B pe3yjbTaTe, CHMUKACTCS Kak Oa3aibHas, TaK W CTUMYJIHUPOBAHHAS
CeKperus KUCIOTHL. [Ipu JledeHnn maHTonpa3oyioM, Kak U MpU HCIOIb30BAHUH IPYTUX UHTUOHTOPOB
MPOTOHHOTO Hacoca W OmokaTopoB Hz-penenTopoB, CHMXKAETCSI KUCIOTHOCTH B KEIYIKE H, TeM
caMbIM, NOBBILIAETCS YPOBEHb IacTpUHA MPOMOPILHOHATIBHO CHUKEHMIO KUCIOTHOCTHU. lloBbleHne
ypoBHS TacTpuHa oOpaTuMo. [lOCKONBKY TaHTOMpa3oyl CBS3bIBACT (EPMEHT AUCTAIBHO TIO
OTHOILIEHHIO K KJIETOYHOMY pELENTOpYy, OH MOXET HHIHOUPOBaTh CEKPELHUIO COJITHOM KHCIIOTHI
HE3aBHCHUMO OT CTUMYJISIIIUH IPYTMMH BEIECTBAMU (AlI€TUIIXOJIUH, THCTAMUH, TACTPUH).

Taxxe nosblmIaercs coaepxkanue xpomorpannia A (CgA) B CBIBOPOTKE KPOBH BCIIEJICTBUE CHUKEHUS
cekpenuu coyisiHOM kucnotThl. IloBwimeHHoe copepxanne CgA MOXKET HCKaXaTb pe3yJbTaThl
JTUArHOCTHYECKUX MCCIIEAOBAHUMN IS BBISIBJICHHSI HEHPOIHIOKPHUHHBIX OIYyXOJIEH.

Aumucexpemopuas axmuernocms. Ilocne mepBoro mepopaibHOro mnpuema 20 Mr MaHTONpa3olia
CHIDKEHHE CEKpeIUU KeIyAouyHOro coka Ha 24 % HactymaeTr uepe3 2,5-3,5 u u Ha 26 % uepes
24,5-25,5 4. [locne nepopaibHOTO TpHUeMa TTaHTOINpa30ja OJHOKPATHO B CYTKH B T€UEHHUE 7 JTHEH ero
AHTHCEKPETOPHAs aKTUBHOCTb, U3MEPEHHas depe3 2,5-3,5 4 mocie mpuemMa, Bo3pactaer Ao 56 %, a
cnycts 24,5-25,5 u - nmo 50 %. Ilpu s3BeHHOW OONE3HW JBEHAALATUNIEPCTHON KHIIKH,
accoruupoBannoii ¢ Helicobacter pylori, cHwkenune KenyqOYHONW CEKpEeNHMH  IOBBIIIAET
YYBCTBUTEJIHLHOCTh MHKPOOPTaHM3MOB K aHTHUOMOTHKaM. He BiHMseT Ha MOTOPHUKY >KEITyJOYHO-
KHUIIEYHOTO TpakTa. CekpeTropHas aKTUBHOCTh HOpPMalM3yeTcs 4epe3 3-4 OHS 1MOciae OKOHYaHUS
npuema.

[Io cpaBHEHUIO ¢ JPYrMMHM HMHTHOMTOpaMH HPOTOHHOIO HAacoca MAHTONPa3osl HWMEeT OOJbIIYIO

XUMHYECKYI0 CTaOMJIBHOCTH MpH HeWTpaibHOM pH, M MeHbIIMI MNOTEHIMall B3aUMOJICHCTBHS C
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OKCH/Aa3HOW CHCTEMO# IedeHH, 3aBucsmield ot |uuroxpoMal (P40, HadtonyH He Tatmioianocs

KJIIMHUYECKH 3HAUMMOT'0 B3aUMOJICHCTBUS MEX/1y IAHTOIIPA30JI0M U MHOTUMHU JIPYTUMHU IpenapaTaMu.
Dapmakokunemuxa

[TanTOmpazon ObICTPO BcachIBaeTcs MOCIE NMpUeMa BHYTPh. MakcuMallbHas KOHLEHTpAIMs B IUIa3Me
KpoBH (Cmax) IIpM NEPOPATBLHOM NPUMEHEHUHU JOCTUTAETCs YK€ mocie nepBod 1o3el B 20 mr. B
CpeHEM, NPUMEpPHO dYepe3 2-2,5 4 mocie npuemMa AOCTUIAETCs MaKCHUMajbHas KOHLEHTpalus B
chIBOpOTKE, 0K0J10 1,0-1,5 MKr/MiT 1 Cmax ¥ OCTA€TCSl IOCTOSIHHOM TTOCJIE MHOTOKPATHOTO IPUMEHEHUS
JAHHOTO Ipernapara.

@®apMaKOKMHETHKA [TAaHTOINPa30J1a 10CJIe OJJHOKPATHOI'O U MHOTOKPAaTHOIO IPUMEHEHUs O/IMHaKoBa. B
muana3one 103 10-80 mMr ¢apMakOKMHETHKA IMAHTOMPA30iIa B IJIa3Me KPOBH OCTACTCS JTMHEHHON Kak
[IpU NEPOPaAbLHOM, TaK U MPU BHYTPUBEHHOM MPUMEHEHUU. AOCONIIOTHAS OHOJOCTYITHOCTh Ta0JIEeTOK
naHTomnpasona coctaBisier okolio 77 %. CoOBMECTHBIM MpHeM NUIIM HE BIUSET Ha IUIOMAAb O]
KpuBOil «xoHueHTpanus-speMs» (AUC), Ha MakCHUMaldbHYIO KOHIEHTPAlMI0O B CBHIBOPOTKE H,
COOTBETCTBEHHO, Ha OMOAOCTYNHOCTb. IIpu cOBMECTHOM IpHeMe C MHULIEH MOKET BapbUPOBATHCA
BpeMs Hayana JeiictBus npenaparta. CBs3bpIBaHME TNAHTONpa3ojia € OJKaMy IUIa3Mbl  KPOBHU
cocraBmsieT 98 %. O0bem pacnpenenenus cocrasiset 0,15 a/kr.

Metabonuzupyercs TiaaBHbBIM 00pa3oM B medueHU. OCHOBHBIM METaOONMYECKUM ITYyTEM SIBISETCS
nemermnpoBanue ¢ nomompbio CYP2C19 ¢ mocnenyromeii cynbdaTtHoii koHbroranueii. K npyrum
METaOOIMYECKUM MyTSIM OTHOCUTCS OKHcIieHue ¢ momomnsio CYP3A4.

KoneuHbIil mepuoa MOMyBBIBEACHHSI COCTaBisieT mpuMepHo 1 wac, a kinupeHc okoino 0,1 m/u/kr.
BcenenctBue cnernuduyeckoro CBS3bIBAHUS MAHTONpPa30Jia C MPOTOHHBIMU HACOCAMHU MapUeTaNbHBIX
KJIETOK NIE€PUO/1 TIOJIYBBIBEACHHSI HE KOPPEIUPYET C ropasio 0ojee AITUHHBIM 110 MPOJOJIKUTEIbHOCTH
neiicTBUeM (MHIMOUPOBAHUEM CEKPELIMH KUCIIOTHI).

OcHOBHOW MyTh BbIBeJEHUS - yepe3 Mouku (okono 80 %) B BuJe METAaOOIMTOB MAaHTOINpa30Ja,
ocTajbHas YacTh BBIBOAUTCS C KaioM. OCHOBHBIM METaOOJIMTOM B IMJIa3Me KPOBH U B MOYE SIBJISIETCS
JECMETUJIIAHTOINPa30Jl, KOHBIOTHpPYIOIMA C cyiabpaToM. Ilepuon mMonMyBbIBEAEHHUS OCHOBHOTO
MeTabonuTa CoCTaBisieT OKolo 1,5 4, YTO HEHaMHOIO NPEBBIIIAET MEPUOJ IOJIYBBIBEACHUS
MIaHTOIIpa3oJIa.

[Ipy mpuMeHeHMHM MaAHTOIpa3ojia y TMAIlMeHTOB C OTrPAaHUYCHHBIM (YHKIIMOHUPOBAHHUEM TIOYEK
(BKJIOYAsl MAIlMEHTOB, HAXOMSIIMXCS Ha TEeMOAMANN3€) CHM)KEHUs J103bl He Tpedyercs. Kak u y
3IOPOBBIX  JOOPOBOJBIIEB, TEPUOJA  TOJYBBIBEACHHMS  MAHTOIpa3ojia  SBISETCS  KOPOTKUM.
Junanusupyercs TOTbKO OYeHb HEOOIbINas 4acTh mpemnapara. HecMoTps Ha YMEpPEHHO ATUTENbHBIN
NEepuoJ TOJTYBBIBECHUSI OCHOBHOIO MeTa0oiuTa (2-3 9), ero BBIBEJIEHUE NMPOUCXOAUT JOCTATOYHO
OBICTPO, Y TOATOMY HAKOIIJICHHS HE TPOUCXO/IUT.

VY marnueHToB ¢ muppo3oM nedeHu (kimaccoB A u B mo knmaccudukanuu Yaitna-I1er0) Bpems nepuoaa
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NOJTYBBIBEICHHSI yBEIUUUBaeTcs 10 3-6 u, 3HaueHus AUQBOBPACTAOR 8] BShLpa3/_ MaktiManpHas

KOHIIGHTpAIlKs B CHIBOPOTKE MOBBIIIAETCS HE3HAYUTEIBHO, JIUIIG B 1,5 pa3a B cpaBHEHUH C TAKOBOH y
3JI0POBBIX JOOPOBOJIBLIEB TP MPUMEHEHHUH MTAHTOIpa30Jia B 103upoBKe 20 Mr.
He6onpmoe mnoBeimenne mnokazatenss AUC u Cmax Y TOXHIBIX JIFOACH 10 CPaBHEHHIO C

COOTBCTCTBYIOIIMMHU IMOKA3aTCIIAMU Y Ooitee MOJIOABIX JIMII HE ABJIACTCA KIMHUYCCKH 3HAYHMMbBIM.

Ioka3anuu K NPpUMEHEHH IO
Jleyenue cuMNTOMOB ractpodsodareanbHOl peduIrOKCHON 00JI€3HU JIETKOW CTENEeHU BBIPAXKEHHOCTH

(Takux, KaKk U3K0ra, KUcjiasi OTPbIKKA) Y B3POCIBIX.

IIpoTuBONOKa3aHMS

. ['Mnep4yyBCTBUTENBHOCTS K JEHCTBYIOIIEMY BEUIECTBY HIIM K JIFOOOMY M3 BCIIOMOTATEIbHBIX
BEIIIECTB Mpemnapara, a Takke K 3aMelIeHHbIM OCH3UMU1a30J1aM;

. JUCIIETICHS HEBPOTUYECKOTO T'€HE3a;

. npueM HHruoutopoB mporeasbli BUY, Takux kak arasaHaBup u HendunHasup, adbcopOuus

KOTOPBIX 3aBUCHUT OT KucioTHocTH (pH) sxemymnodHoro coka;

) Bo3pacT a0 18 ner;
. OCpEMEHHOCTb;
. MEePUOJI TPYAHOTO BCKAPMITUBAHHUS.

IIpumeHeHne nNpu 6epeMEHHOCTH U B IEPHO/ TPYAHOT0 BCKAPMJIMBAHUSA

Ilpumenenue 60 epems bepemenHocmu

B cBsi3u ¢ oTCyTCTBHEM JMAaHHBIX O MPUMEHEHHMH MaHTOMpasosia y OepeMEeHHBIX JKEHIIHH, B KaueCTBe
MEpBl MPEJOCTOPOKHOCTH, HEOOXOJUMO UCKIIOYWTH HCIOJB30BAaHUE TIpenapara BO Bpems
OEpEeMEHHOCTH.

I'pyonoe ecxapmnusanue

[TanTOMmpazon U ero MeTaboIuThl OB OOHAPYKEHBI B TPYAHOM Moloke. D¢ deKT maHTompasona Ha
HOBOPOXJICHHBIX/JIETEH TPYTHOTO BO3pacTa HewsBecTeH. [laHTOmpa3zon He cleayeT NTPUMEHSTH B
nepuoi KOpMJICHUS Tpybio. B cirydae HE0OX0AMMOCTH TTPUMEHEHHUS Tpenapara B Mepruoj JaKTauu
TPYJHOE BCKapMJIMBAHUE CIEAYET MIPEKPATUTb.

DepmunbHocmy

JlanHbIE O BO3/IEHCTBUH MAHTOIIPa30ja Ha (PEPTUILHOCTh y YEIOBEKA OTCYTCTBYIOT. JIOKIMHUYECKHE

UCCIIEIOBaHMs [TOKAa3aJId OTCYTCTBHE () (eKTa Ha MYKCKYIO UM KEHCKYIO (DepTUIBHOCTb.
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Cnoco6 npuMeHeHHUs H 103b1 (MOCNEOOBATENEHOCTE 0002)

[TanTONpa30J1 MPUHUMAIOT BHYTPb, 1O €1bl, HE Pa3’KEBbIBAsl U HE M3MeENbyasi, 3aluBas JOCTaTOYHBIM
KOJINYECTBOM KHUJKOCTH 10 20 MI' B CYTKH.

JUis TOCTMXKEHHUs TOJIOKUTENIbHOW JMHAMMKM B YCTPAHEHMHM CHMIITOMOB MOXET IOTPEOOBATHCS
IpUEeM Ipernapara B TeuyeHue 2-3 IHEH, OJHAKO, JUIsl IOJIHOTO YCTPAHEHHUS CHUMITOMOB MOXET
oTpedoBaThCsl MPUMEHEHHUE IpenapaTa B TeueHue 7 gHeil. [lpu yxXyameHun coCcTOsSHUS B TEUYEHHE
HEepBbIX 3 AHEH JIeYeHUs] PEKOMEHIyeTCsl KOHCYJIbTallus Bpaya.

[Tpuem npenapara ciieyeT NpeKpaTuTh cpa3y MNOCIe UCUE3HOBEHUS CUMIITOMOB.

[Tpuem mpenapara 6e3 KOHCYJIbTAllMM Bpada HE JOJDKEH NpeBblath 4 Henenb. Ecnau B TeueHue 2
He/elnb HEMpPEepBIBHOTO IpHEMa Mpernapara MOJIOKUTENbHAs AMHAMHUKA OTCYTCTBYET, HEOOXOIMMO
IPOKOHCYJIBTHPOBATHCS C BPAUOM.

He cienyer npuHMMAaTh NaHTOMPA30J1 B LESAX IPOPHIAKTUKY.

He tpeOyercss KOppeKIUH 103bl y MOXKUIBIX MAMEHTOB M MAaLMEHTOB C MOYEYHOM WM NEUYEHOYHOH

HEAOCTAaTOYHOCTHBIO.

ITo0ouyHOE nelicTBUE

IIpu npueme npenapata ITAHTOIIPA30JI ABEKCHMA B COOTBETCTBUM C IOKa3aHUSIMU U B
PEKOMEHAYEMBIX J103aX HEXKeJaTeJIbHbIE PEeaKkIMH BO3HHKAIOT KpaitHe penaxo. Hambonee wacTeiMu
HE)KENAaTEIIbHBIMUA PEAKLUsIMU SIBIISIIOTCS TMapesi M TOJIOBHAs O0ub - HaOmogaroTest mpuMepao y 1 %
MAIUEHTOB.

JlaHHBIE O HEXKENATENbHBIX PEAKIUAX MPUBOAITCS B 3aBUCIMOCTH OT YaCTOTHI UX BOSHUKHOBEHHUS:
Ouenp yacto > 1/10; wacto > 1/100 u <1/10; mewacro > 1/1000 u < 1/100; peaxo > 1/10000 u
< 1/1000; ouens peaxo <1/10000, BkIrOUast OTAEIbHBIE CIydyau; YacTOTa HEU3BECTHA (HEBO3MOXKHO
OIICHUTh HA OCHOBAaHUH MMEIOIIUXCS TaHHBIX ).

Hapywenus co cmoponwl Kpo8eHOCHOU U TUM@amuueckou cucmemvl.

Peoko: arpanynonuTos.

Ouenb pedko: TPOMOOITUTONICHHUS, JIGWKOTICHH S, ITAHITUTOTICHHSI.

Hapywenus co cmopoHul HepeHOll cucmemvi.:

Heuacmo: ronoBHas 60I1b, TOJIOBOKPYKEHHE.

Peoko: napymenus Bkyca.

Yacmoma neuzeecmua: NapecTe3ns.

Hapywenus co cmopoHvl op2ana 3spenusi:

Peoxo: napyuienue 3peHus (3aTyMaHUBaHUE).

Hapywenus co cmoponvl s1ceny0ouno-Kueuno2o mpakma.

Yacmo: nonumnsl GyHAAUTBHBIX JKeJe3 JKeyiKa (100pOKaueCTBEHHBIE).
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Heyacmo: nuapesi, TOIIHOTA/pBOTA, B3AyTHE >KHBOTa W[ METEOpHLENE ‘3amoi;HEyxoertlBA) pTy,

TUCKOM(DOPT U OOJIH B KHUBOTE.

Yacmoma neussecmna: MUKPOCKOITMYECKUN KOJIUT.

Hapywenus co cmopoHbl nouex u Mouesbleo0AWUx nymei:

Yacmoma Heussecmmua: SpEKTWIbHAsA IUCHYHKUHUS, WHTEPCTHLHAIBHBIA HEPPUT, PUCK Pa3BUTHA
OCTPOro TyOYJIOMHTEPCTHLHMAILHOTO HepuTa (C BO3MOXKHBIM IMPOrPECCHUPOBAHUEM JIO MOYECUHOU
HEI0CTaTOYHOCTH).

Hapywenus co cmopoHbl Kodicu u NOOKONCHBIX MKAHEU.

Heuacmo: sx3aHTEMa/CHINB, 3y, AEPMATHUT.

Peoxo: xpanuBHHIIA, aHTHOHEBPOTHYECKUI OTEK.

Yacmoma neuzgecmua: 310Ka4eCTBEHHAs SKCCyAaTUBHas sputeMa (cuHapom CtueHca- J[)KOHCOHa),
9KCCyJaTHBHas  MHOTOQOpPMHAas  JpUTEMa,  TOKCHYECKHMI  SOMIEpPMalbHbI  HEKpOJIu3,
CBETOUYBCTBUTEIBHOCTD, IOJOCTPAst KOXKHAsL KpacHasi BOJTYAHKA.

Hapywenus co cmopoHbl CKenemHo-mulueyHOU U COeOUHUMENTbHOU MKAHU.

Heuacmo: niepenom 3amscTbs, 0eipa U MO3BOHOYHUKA.

Peoko: apTpanrus, MUaITUs.

Hapywenus co cmoponvl obmena sewecms:

Peoko: runepnunueMusi U MOBbIIIEHHAs KOHIEHTpPALUs JIMIUIOB (TPUIVIMLIEPUIOB, XOJIECTEPUHA),
M3MEHEHHUE Macchl Tela.

Yacmoma neuzgecmuna: TUINOHATPUEMHUS, TMIIOMArHUEMHs, THUMOKAJIbIMEMHUS (TUIIOKAJIBIUEMUS B
COYETaHUH C TUIIOMarHueMueil).

Obwue paccmpoiicmsa.

Heuacmo: acTeHus, yCTaJIOCTh U HEJOMOTaHUE.

Peoxo: noBblIlIeHNE TeMIIEpaTyphl Tea, nepudepuyeckre OTeKH.

Hapywenus co cmopoHsl uMMYHHOU CUCTEMbL:

Peoko: runepuyBCTBUTENBHOCTH (B TOM uucie aHAQUIAKTHUYECKHE PEaKIUU U aHapUIaKTHYECKUN
II0K).

Hapywenus co cmoponul neuenu u jceniesvleo00auux nymei.

Heuacmo: MOBBILLIEHUE aKTUBHOCTH MIEYEHOYHBIX bepMeHTOB (TpancamuHas,
Y-TIyTaMUHTpaHcepasbl).

Peoko: noBblllIeHNE YpOBHS OMIMpyOUHa.

Yacmoma mHeuszsecmua: TENATOLEIUIIOJISIPHBIE TOBPEXKIEHUS, KEITyXa, IE€YEHOYHO-KIETOYHAs
HEJ0CTaTOYHOCTb.

Hapywenus co cmopoHbl no106bIX 0p2aHo8 U MOJOYHOU JHCeNe3ol:

Peoxo: THHEKOMACTHS.



COOTBETCTBYET SKCNEPTHOMY OTHETY

or 21.12.2023 N= 26845
Hapywenus co cmoponvl ncuxuxu: (MOCNEOOBATENEHOCTE 0002)

Heuacmo: Hapymienus cHa.

Peoko: nenpeccus (Bkiro4das 000CTPEHHS UMEIOIINUXCS PACCTPONCTB).

Ouenb pedxo. ne30pueHTaIys (BKII0Yass 000CTPEHUsT UMEIOIIUXCSl PACCTPONCTB).

Yacmoma  HeuzgecmHa:  TAUTIONUHALMK, CIYTAHHOCTh  CO3HaHUSA (B OCOOEGHHOCTH Y
MPEIPACIIONOKECHHBIX K 3TOMY IMAllMEHTOB), a TAK)K€ BO3MOXKHOE OOOCTPEHHE CHMITOMOB IPHU UX

CYIICCTBOBAHHNH A0 Ha4Yajla TCparnu.

Ilepeno3upoBka

CHMITOMBI

Jlo Hacrosiliero BpeMEHHU SBICHUI Mepeo3UpPOBKU B pe3ylbTaTe MPUMEHEHHs [MaHTOMpa3oia
oTMeueHo He Obuto. J{03b1 10 240 Mr BBOAWINCH BHYTPUBEHHO B T€UEHUE 2 MUHYT U MEPEHOCUIIHCH
XOPOIIIO.

JleueHme

B cinyuae mepeno3upoBKM NMpU HAIMYUM KIMHHUYECKUX MPOSBICHUNW WHTOKCHUKAIIUU TPOBOJIUTCS
CUMITTOMAaTHYECKAasl U MOICPIKUBAFOIIAs TEPAITHsL.

HaHTonpa30n HEC BBIBOAUTCA IMOCPEACTBOM I'€MOJHAIN3A.

B3aumopneiicTBHe ¢ APYTMMH JIeKAPCTBEHHbIMHU IIpenapaTaMu

He pexomeHayeTcs OAHOBpPEMEHHOE NMPUMEHEHUE APYIMX HHTHOUTOPOB IMPOTOHHOTO HAcoca HIIU
650kaTOpoB H2-THCTaMMHOBBIX peLienTOPOB 6€3 KOHCYIbTALMHU Bpaya.

OpnnoBpemenHoe npumeHenue mpenapata [TAHTOIIPA30JI ABEKCHUMA MoXeT yMEHBUIUTH
BCAaChIBaHME IIpeNnapaToB, OMOJOCTYMHOCTh KOTOPBIX 3aBUCUT OT pH cpeabl xemynka (Hampumep,
KETOKOHA30J1, UTPAKOHA30J1, M03aKOHA30J1 U JPYTUX JIEKAPCTBEHHBIX CPEICTB TAKHUX, KaK 3PJIOTHHUO).
CoBMecTHOE TNpUMEHEHHE NaHTompaszona W uHruouropoB BUU-mporeassl, abcopOIMs KOTOPBIX
3aBUCHUT OT KUCIOTHOCTH (pH) *KemyaoyHoro coka, Takux Kak ara3aHaBUp, HEI(PHUHABUP, 3HAUUTEIHHO
CHIKAET UX OMOJOCTYITHOCTD.

Bo Bpems uccriefoBaHuil MO M3YyYEHHIO JIEKAPCTBEHHOI'O B3aMMOJEHCTBHS HE OBLIO BBIABICHO
KJIIMHUYECKH 3HAYUMBIX B3aMMOAECHCTBUI ITPU IPUMEHEHUH [TAHTOIPA30J1A B CIEIYIOIIMNX CIIydasix:

o y HAIUEHTOB C 3a00JIEBaHUSMHU CEPAECYHO-COCYTUCTON CHCTEMBbI, MPUHUMAIOLIUX CEepJeUHbIe
[JIMKO3UABl  (IMTOKCHH),  OJIOKATOpPHl ~ MEMJICHHBIX  KaJbIUEBBIX  KaHATOB  (HUGDEIUIUH),
OeTa-aipeH0OI0KATOPHI (METOMPOIION);

o y MalMeHTOB C 3a00JeBaHUSAMHU SKETyJOYHO-KUIIEYHOTO TPaKTa, MPUHUMAIOIINX aHTAIlH/bI,
QHTUOMOTHKY (AMOKCHULIMJIINH, KITApUTPOMUIIMH);

° Y NauCHTOB, IMIPUHUMAIOIIUX TICPOPATIBHBIC KOHTPALCTITUBLI, COACPIKAIINC JICBOHOPI'CCTPLII U
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TUHWIICTPAIHOI; (MOCNEOOBATENEHOCTE 0002

° y NanmMucHTOB, MNPpHUHUMAOIUX HECTCPOUAHBIC MMPOTHUBOBOCIAJIMNTCIBHBIC npenaparbl

(mukIoQeHaK, HAMPOKCEH, MUPOKCHKAM);

. y TAIMEeHTOB ¢ 3a00JEBAHUSAMHU DHIOKPUHHOH CHUCTEMbI, NPUHUMAIOMINUX TIHOCHKIAMUI,
JIEBOTUPOKCUH;

. y MAallMEHTOB C TPEBOXXHBIMHU COCTOSIHUSMH U PaCCTPOMCTBAMU CHA, IPUHUMAIOIIUX JHA3EIaM;

. y HMAIMEHTOB C AMUJICTICHUEH, TPUHUMAIOIINX KapOaMa3enuH 1 (heHUTOHH;

. y TAalWeHTOB, TPHUHUMAIOMIUX HENpsAMbIE AaHTUKOATYJSHTBI, TaKHue Kak BappapuH u

(EHIPOKYMOH, IO/ KOHTPOJEM MHpOTpoMOMHOBOro BpeMeHn u MHO B Hayane W MO OKOHUAHHUH
JICYCHUsI, @ TAKIKE BO BPEMsI HEPETYIISIPHOTO MPUEMa ITAHTOMpa3oJa.

OnHOBpEMEHHO HYXHO OTMETUTh, YTO M3BECTHBI ciydau yBeiauueHus MHO u nporpomOuHOBOIO
BPEMEHU Y MALMEHTOB, MOJIYYaBIIMX HHTHOUTOPHI IPOTOHHOTO HACOCa BMECTE C BaphapuHOM WIIHU C
dennpokymonom. Ypenmnuenne MHO u  npoTpoMOMHOBOTO BpPEMEHH MOXET HPUBOIUTH K
MaTOJOIrMYCCKUM KPOBOTCUCHUAM OIIACHBIM JIA KHU3HMH. B cBs3u ¢ O9THM, TAaKHUC IMAIITUCHTBI JOJI?KHBI
HaXOJUTbCSI TOJ HAaONIOJIEHHEM C IEJbI0 CBOEBPEMEHHOro BbIsBIeHUsS YyBenuueHus MHO wu
IPOTPOMOUHOBOTO BPEMCHHU.

Tax)ke 0OTMEYEHO OTCYTCTBUE KJIMHUYECKH 3HAYMMOTO JICKAPCTBEHHOTO B3aUMOICHCTBUS C KOEenHOM,
ATaHOJIOM, TEOPHILTUHOM.

HmeroTcst cooO11eHNs 0 TIOBBIIIEHUH YPOBHS METOTpPEKCaTa B KPOBH Y HEKOTOPBIX MAllMEHTOB IIPU €ro
COBMECTHOM MPHMEHEHUU B BBICOKMX Ja03ax (Hampumep, 300 Mr) ¢ MHrHOMTOpaMH MPOTOHHOTO
Hacoca. [losToMy mpHM HCMIONB30BAaHMM BBICOKHX 103 METOTpeKcaTa, HampuMmep, MpU pake WA
rcopuase, MOXET BO3HHUKHYTh HEOOXOIMMOCTh B PACCMOTPEHHHM BOIpPOCa O BPEMEHHOW OTMEHE

HAHTOITPa3o0Jia.

Oco0ble yka3aHuu

[lepen wnawamom nedenust mnpenapatom [IAHTOIIPA30JI ABEKCUMA cnenyer HCKIIOYUTH
BO3MOXXHOCTh 3JI0KQUE€CTBEHHOT0 HOBOOOpa30BaHMs, IOCKOJIbKY IpenapaT MOXKET MacKUpOBaTh
CHUMIITOMBI U OTCPOUYUTH MPAaBUIIbHYIO TOCTAHOBKY JMAarHo3a.

[TanMeHThl 1OMKHBI MPOKOHCYJIBTUPOBATHCS C BPAuOM, €CIIM UM MPEICTOUT MPOBEACHUE SHIOCKOIUN
WM YPEa3HOro JbIXaTeIbHOTO TECTa.

[TarueHTH! OTKHBI POKOHCYJIBTUPOBATHCS C BPAauoOM, €CIM UMEIOTCS CeAYIOIUE CIydau:

. HeTlpeaHaMepeHHas oTepsl Beca, aHeMHUsl, )KeJTyJOUYHO-KUILIEYHOE KPOBOTEUEHHE, pACCTPOUCTBO
[JIOTaHMsl, TMOCTOSIHHAsE pBOTa WJIM pPBOTa C KPOBbIO. B 3TuX ciyyasx mpueMm mnpenapara MOXKET
YaCTUYHO OOJIETYUTH CUMIITOMBI U OTCPOYUTH MPABUIBHYIO JHATHOCTUKY;

L4 paHee NCPCHCCCHHOC XHUPYPrud4€CKOC BMCHIATCIBLCTBO HaA KCITYAOYHO-KHUIICYHOM TPAKTC WA
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SI3Ba KEITYIKA; (MOCNEOOBATENEHOCTE 0002

. HEMPEPHIBHOE CUMIITOMATUIECKOE JICUCHUE TUCIIETICH U U3)KOTH B TeUeHUE 4 Helenb U Ooiee;
. 3a00JIeBaHUs TIEYCHH, B TOM YHCIIE )KENTyXa U MeYCHOYHAs HEJIOCTATOYHOCTD;

o Jpyrue cepbe3Hble 3a00JIeBaHus, YXY/IIIAI0IIKe 00IIee COCTOSHUE 3/JOPOBbSI.

[TanuenTs! B Bo3pacTte crapiue 55 JIeT, IPU HaJIM4UU HOBBIX WM HENaBHO U3MEHHUBIIUXCS CHMIITOMOB,
JIOJIKHBI IPOKOHCYJIbTUPOBATHCS C BPAYOM.

[TatmenTam He cleqyeT pacCUUTHIBATh HAa MIHOBEHHOE YCTPAaHEHHWE CHUMITOMOB 3a00JCBaHMA.
OOneryeHne CHUMITOMOB BO3MOXHO IOCJ€ NPUOIM3UTEIBHO OJHOIO IHs NpHEMa MaHTOIpPa3ola,
TaKXKe HEOOXOIUMO YYUTBIBATh, YTO Ui IIOJIHOTO YCTPAHEHHUS M3KOTU MOXKET MHMOHAIOOMThCA
IpUOIU3UTENBHO 7 AHEH.

[Ipu mnpueme mnpenaparoB, CHIKAIOIIKUX KUCIOTHOCTh JKEIYJIOYHOI'O COKa, HE3HAYUTEIbHO
HOBBIIIACTCS PUCK JKETYJOYHO-KUIIEYHBIX MH(EKIUN, BO3OYIUTEIIMA KOTOPBIX SBJIAIOTCA OaKTepun
poxa Salmonella spp., Campylobacter spp. unu C. difficile.

[Tpu neyeHMM MHrHOMTOpPaMH IMPOTOHHOIO HACOCA OYEHb PEIKO OTMEYAETCS Pa3BUTHE MOJOCTPOU
koxHOU KpacHoU BomuaHku (ITKKB). [Ipu BO3HMKHOBEHUH MOPa)k€HUM KOXKH, OCOOEHHO Ha ydacTKax,
MOJIBEPIILMXCSI BO3JICHCTBUIO COJHEUHBIX JIy4el, a TaKKe MPU HAJUYUU COIMYTCTBYIOLIEH apTpajruu,
HAlMEHT JIOJDKEH HEMEJICHHO OOpaTHThCS 3a MEIMIIMHCKOM MOMOINBIO, U Bpauyy ClEAYyeT OLIEHUTh
HeoOXoauMocTh  mpekpamienus  jedeHuss — npemapatom  [TAHTOITIPA30JI  ABEKCHMA.
Bosuuknosenune IIKKB mocne mpenmiectByromiero jieyeHuss OAHMMHM HHTHOMTOpaMHM HPOTOHHOTO
Hacoca MOKeT noBbIcuTh puck pazsutus [IKKB npu neuenun npyrumu MHrMOMTOpaMH MPOTOHHOTO
Hacoca.

[Ipu mpoBeaeHHUH 1a0OPATOPHBIX HCCIEAOBAaHUM HEOOXOJUMO YYHMTHIBaTh, YTO MOBBIIIEHHOE
conepkanue CgA B CHIBOPOTKE KPOBU MOKET UCKaXKaTh PE3YJIbTaThl JUArHOCTUUECKUX UCCIIEIOBAHUN
JUIsL BBISIBJICHUS HEWPOSHIOKPUHHBIX oOIyxoned. B cBf3M ¢ 3TUM npUMEHEHUEe Mpernapara
I[TAHTOIIPA30JI ABEKCHUMA cnenyer nmpekpaTuTh HE MEHEE 4YeM 3a S5 JHeH 10 MpPOBEACHUs
uccienoanust coxepxkanust CgA. Ecoum comepxkanne CgA M racTpuHa HE BO3BPaTUIOCh K
HOpPMaJIbHBIM 3HAYEHHUSM T0CJI€ MEPBOI0O ONpEAENICHUs, TO UCCIEI0BAaHUE CIIEYeT MOBTOPUTH Yepe3
14 nHeli mocne npekpaiieHus npruemMa HHruouTopa MpOTOHHOTO Hacoca.

[Tpenapat npeaHasHaueH AJi1 KPaTKOCPOUYHOTO IIPUMEHEHUS (110 4 HENEND).

[lpy anuTen HOM NpueMe Mpernapara MOTYT BO3HHUKATH JIONOJHUTENIBHBIE PUCKH, M HEOOXOIMMO
oOpaTuThcsl K Bpady Ui Ha3HAYeHUs IMpernapara C MOCIEAYIOIIMM PETYJISPHbIM METUIUHCKUM
HaOJIFOJEHUEM.

Crnenyromme TONOJHUTENBHBIE PUCKU CUHUTAIOTCS 3HAYUTENBHBIMHU NPU MPOAOJKUTEIBHOM IIPUEME

npemnapara:



COOTBETCTBYET SKCNEPTHOMY OTHETY

or 21.12.2023 N= 26845
Brusnue na abcopbyuio Bumamuna B12 (MOCNEOOBATENEHOCTE 0002)

[TanTOMmpa3o0i1, Kak BCe MHIHOUTOPHI MPOTOHHOTO HACOCA, MOKET CHU3UThH abcopOIuio BUTaMuHa Bio
(nmaHokoOaaMrHa) B PE3yJIbTATe TUIIO- WK aXJOPTHAPUU. DTO CIICYEeT YUUTHIBATh Y MAIIMEHTOB CO
CHIDKEHHBIMH 3allacaMHi B OpTraHW3Me WU (aKTOpaMu PHCKa CHWIKEHHUs abcopOriuu BuUTamMuHa Bi1o
MIPU JUTUTEIBHON Teparuy Wid IPU HATMYUU COOTBETCTBYIOIMIUX KIMHUYECKUX CUMIITOMOB.

Brusanue na nepenomsi kocmeii

NHrubuTopsl MPOTOHHOTO Hacoca, 0COOCHHO B OOJBIIUX 033X M MPH MPOAOKUTEIHHOU Tepanuu
(>1 roma), MOTYT HE3HAYMTEIIPHO YBEIMYHMBATh PUCK Ieperaoma Oeapa, 3amsiacThs U MO3BOHOYHHKA,
MPEUMYIIECTBEHHO y TOXWIBIX JIIOJCH WU TPH HAIWYUHM JAPYTUX HM3BECTHBIX (DAKTOPOB pHCKA.
HaGmronenus mokasainu, 4TO WHTHOUTOPBI MPOTOHHOTO HACcOCa MOTYT YBEIWYUTH OOIIMA PHUCK
nepenomoB Ha 10-40 %. DTo yBennueHHne YaCTUYHO MOXKET OBbITh O0YCIOBIEHO APYrUMU (aKToOpaMu
pucka. [lalueHTbl ¢ PUCKOM Pa3BUTHS OCTEONOPO3a JAOJKHBI MOJIYy4aTh JICYEHUE B COOTBETCTBUM C
JNEUCTBYIOIIMMU KIMHUYECKUMH PEKOMEHJALUAMU, U y HHUX JIOJDKHO OBITh COOTBETCTBYIOIIEE
MOCTYIJIEHWE BUTaMUHA D ¥ KaibIusi B OpraHu3M.

T'unomacnuemus

VY manueHToB, NPUHUMAIOIITUX HHIHOUTOPHI MpoToHHOTO Hacoca (MITH), B Tom umciie manTomnpason, B
TEYCHHE KaK MHUHMMYM TpeX MECALEeB, a B OONBIIMHCTBE CllydaeB B TEUYEHHE Trojia, HaOJI0aanach
TsDKenas runomMaruremMusi. [Ipy 3ToOM BO3MOXXHO pa3BUTHE TSKENIBIX MPOSBICHUN TUIIOMarHUEMUU,
TaKMX KaK YTOMJISIEMOCTb, T€TaHHs, Opell, CyJIOpPOTH, TOJOBOKPYXKEHUE U KEITYJOUKOBasT apUTMUs,
OHHM MOTYT HAYMHATHCS HE3aMETHO U OBITh MPOMYIICHBI. Y OOJBIIMHCTBA MAlMEHTOB C MOJOOHBIMH
HapYIICHUSIMH THIIOMarHueMusi Obljla CKOPPEKTHPOBaHA MOCJE 3aMECTUTENILHON Tepaniuy MarHueM u
npekpamienus npuema UITH.

VYV namueHToB, KOTOPBIM TPEACTOUT JJIUTEIBHOE JICUCHHE, WIM TalueHtaMm, npuHumatommm MWITH
COBMECTHO C JMTOKCMHOM WJIM JIPYTMMH IpernapaTamMu, KOTOPbI€ MOTYT BbI3BaThb T'MIIOMAarHUEMHUIO
(Hampumep, AMYPETUKH), CIIeyeT MPOBECTH HCCIEA0BaHNE COJEP)KAHUSI MarHus B CHIBOPOTKE KPOBHU
nepea Havaiaom JedeHust UITH u nepuoandeck ocymecTBIsITH €ro KOHTPOJIb BO BPEMSsI JICUCHHS.

BcnomorarennHble BellecTBa

Hampuu
JlanHblil penapaTt coiepXKuT MeHee | MMoib (23 Mr) HaTpus Ha OJHY TaOJIeTKy J03UpoBKOH 20 M,

TO €CTh IO CYTH HE COJEPKUT HATPHSI.

Biiusinue Ha cIOCOOHOCTH YNIPABJICHUS] TPAHCIIOPTHHIMM CPeICTBAMH, MEXaHU3MAMU
[TAHTOIIPA30JI ABEKCHUMA He oKa3plBaecT WM OKa3bIBAECT HE3HAUYUTEIILHOE BIIUAHHUE HA
CIOCOOHOCTH YIPaBJIEHUS TPAHCIOPTOM M Ha paboTy ¢ MexaHum3Mamu. OIHAKO MOTYT BO3HHUKHYTH

He)KeJlaTeJIbHbIE PEeaKIMH, TAKHe KaK TOJI0OBOKPYKEHUE U HapylieHue 3peHus (cM. pazaen «Ilobounoe
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neiictBuey»). [Ipn WX pa3BUTUM TAIMEHTH HE APIDKHBI HpABIAFTE tpadcioproM_ aLpatioiats c

MCXaHU3MaMMU.

®opma BBINLYCKA

TabneTku KUIIEYHOPACTBOPUMBIE, TOKPHITHIE IIJICHOYHOM 0005109K0ii, 20 MT.

[To 10 TabneTok B KOHTYPHYIO SYCHKOBYIO YMAKOBKY M3 IUICHKH HMOJMBHHWIXJIOPUIHON M (HOIBIU
AJTIOMUHUEBOM NI€YaTHOMN JJaKUPOBAHHOM.

[To 10 mwim 20 Tabietok B OaHKy W3 MOJUATUICHA HU3KOIO JIABJIEHUS, YKYIIOPEHHYIO KPBILIKOW C
YILUIOTHSIFOIIMM 3JIEMEHTOM M KOMIIEHCATOPOM IOJIMMEPHBIM.

ITo 1, 2, 3 unu 4 KOHTYypHBIE STYEHKOBBIE YIAKOBKH, WK 1 OaHKY C MHCTPYKIHEW O MEIUIIMHCKOMY

MMPUMCHCHHUIO ITOMCHIAIOT B ITAYKy U3 KapTOHA.

YciaoBus xpaneHust
XpaHUTh B 3aIUIIEHHOM OT CBETa MECTE MpHU TemiiepaType He Boite 25 °C.

XpaHUTb B HEOCTYITHOM JUIsl IETEU MECTe.

Cpox roaHocTu
2 rona.

He ncnonp30BaTh NOCiae HCTCUCHUS CpOKa roaAHOCTH.

YcaoBus ornycka

OrtnyckaroT 0e3 perenra.

HanmenoBanme aepskartenss (BJiaje/blia) PerucTPAlMOHHOIO YyAocTOBepeHun/Opranusanus,
NPUHUMAKIIAA IPEeTeH3UU

OAO «ABekcumay»

125284, Poccus, r. MockBa, JIeHuHTpaackuii mpocnekt, 1. 31A, ctp. 1.

Ten.: +7 (495) 258-45-28.

IIpousBoaurenn™

OAO «Hpbutckuii xuMpapmM3zaBoa»

623856, Poccus, CepanioBckas 061., . Upowur, yin. Kuposa, a. 172.
Ten./akc: (34355) 3-60-90.

Anpec mpou3BOJICTBA!

CeepamnoBckast 001., T. Upout, yn. Kapma Mapkca, 1. 124a.
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IIpousBoauTenb **
000 «ABekcuma Cubupb»
652473, Poccust, KemepoBckas 001. - Ky30acc, r. Amkepo-CymkeHck, yiu. ['epriena, . 7.

[Ipumeuanue:

* - naHHBIE pa3/ienbl yKa3blBatoTcad B MHCTpYKIMU 110 MEIUIIMHCKOMY IPUMEHEHUIO JUIsl Ipenaparos,
npousBeaeHHbIX Ha OAQO «pourckuii XumpapmsaBo.

** - naHHbIe pa3/eibl yKa3blBaloTCs B MHCTPYKIMM 110 MEJULIMHCKOMY IPUMEHEHUIO /IS IPEenaparos,
npousBeaeHHbIXx Ha OO0 «ABekcuma CuOUpHY.
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