COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 31.05.2024 N= 10857

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOFOTIPERAPATA 1701

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
[TanTonpason-OnaBanca, 40 wr, TaOJETKHM KHUIICYHOPACTBOPUMBIC, ITOKPBITHIC IJICHOYHOU
000JI0YKOH.

2. KAYMECTBEHHBIY M1 KOJIMYECTBEHHbIN COCTAB

JelicTByrolee BEIECTBO: MAHTONPA30J1

Kaxnas kumednopacTBopumMasi TabjeTKa, TMOKPBITasi UIEHOYHOW 000104KOH, conepxut 40 mr
naHToIpa3oa (B BUE HATPUS CECKBUTUIPATA).

BcenomorarenbHble BElECTBAa, HAJIUYUE KOTOPBIX HAJO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOI'O
npenapara: Hatpui (cM. pazzaen 4.4.).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTkn KUIIEYHOPACTBOPUMBIE, TOKPHITHIE MJICHOYHON 000I0YKOM.

Kpyribie JBOSKOBBINYKIIbIE Ta0JIETKH, TIOKPBIThIE 000JOYKOM KenToro nsera. Ha nmomnepeynom
paspese sApo oT 6eoro 10 MOYTH OEJIOTo IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NpUMeHEHHUI0

[Ipenapat IlanTompazosn-OaBaHcA NOKa3aH K IPUMEHEHHIO Yy B3pOCHBIX M IOAPOCTKOB B
BO3pacTe oT 12 jer:

* racrpodsodareanbHas pedirrokcHas 6one3ns (I'OPB).

[Ipenapar [TanTonpazon-3aBaHc TOKa3aH K TPUMEHEHHUIO Y B3POCIIBIX B BO3pacTe oT 18 Jer:

* s3BeHHas OOJe3Hb JKeIyAKa M JABEHaAuaTunepcTHodl kumku (B (aze obocTpenus),
OPO3UBHBIA  racTpuT (B TOM  4HCJIE, CBSA3aHHBIE C IPUEMOM  HECTEPOUIHBIX
IPOTHBOBOCIAIMTENBHBIX IpenapaTos [HIIBII]);

* CHHJIpOM 30JUTUHTEPA — DJUTHCOHA;

 opaaukanus Helicobacter pylori B komOuHaliu ¢ aHTHOaKTepHaTbHBIMU CPEACTBAMH.

4.2.  Pexxum 103MpPOBaHUS U CNIOCOO NPUMEHEHHA
Pexxum 1o3upoBanus

B3pocavie u noopocmku 6 éospacme om 12 nem

Tacmpoazopazeanvras pedokcrnas bonresuv (I’ IPF)

Opnna tabnerka mpemapaTta maHtomnpaszoia 40 Mr B JeHb. B OTHENBHBIX Cllydasx /1032 MOKET
OBITH yBETMYECHA B JBa pasza (0 ABYX TaOJIeTOK mperapata maHTompaszona 40 Mr B JCHB),
O0COOCHHO B Cllydae, €ClId OTCYTCTBYET OTBETHAs PEaKIisi OpraHu3Ma Ha APYyroe JeUeHue.

Kypc nedenuss 'OPb o0buHO coctaBisier 4 Hemenu. Ecim 3TOro BpeMeHHM HEIOCTATOYHO,
32KUBIIEHUE MOXKET OBITh JOCTUTHYTO B TEUCHHE MOCIEAYIONNX 4-X HEJeNb TEPAUH.

Bspocnvie 6 6ozpacme om 18 nem

AHzeennasn OonesHb dicenyoKka U 08eHa0UamunepCmuol KUWKY, 3PO3UBHbIL 2acmpum (8 mom
yucie, CeA3AHHLLE C NPUEMOM HECIepPOUOHbLX NPOMUBOsoCcnanumenvHulx npenapamos [HIIBII])
ITo 40 — 80 mr B CyTKH.

Kypc nedenns — 2 Hemenu mpu 00OCTPEHUU SI3BEHHOW OOJIE3HU JBEHAANATHIIEPCTHOW KHUIIKH,
€CJIM STOT0 BPEMEHHU HEAOCTAaTOYHO, 3aKUBIIEHHE OOBIYHO MOXKET OBITh JOCTHTHYTO B TE€UCHUE
nocienyronmx 2-x Heaenb tepanuu. Kypc nmeuenus 4 — 8 Henmenb npu 00OCTPEHUM SI3BEHHOU
00JIe3HU KeNyKa U IPO3UBHOM TacCTPUTE.
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Opaduxayus Helicobacter pylori (NOCNEOOBATENEHOCTE 0001)

Cnenyer yuuTBIBaTh O(QUIMATBLHOE MECTHOE PYKOBOJICTBO (HampuMmep, HalMOHAIbHbIE

PEKOMEH/IalMM) OTHOCHTEIBHO PE3UCTEHTHOCTH OaKTEepUil M HAJUICKAIIETO HCIIOJIB30BAHHS U

Ha3HAYCHHs aHTUOAKTEePUATIBLHBIX IPErapaToB.

Pexomen10BaHbI ciieaytone KOMOMHAIIH:

1. Ilpenapar nmanTonpaszoyia mo 40 mr 2 paza B cyTku + amokcummuiuH mo 1000 mr 2 pasa B
CyTKH + kiaputpoMuiiu o 500 Mr 2 pasa B CyTKH;

2. Ilpenapar manTonpasoia mo 40 Mr 2 pasza B CyTku + MeTpoHua30 1o S00 mr 2 pa3a B CyTKH
+ xiaputpomuvH 1o 500 mr 2 pasa B CyTKu;

3. IlpenapaT mantomnpazona mo 40 mr 2 pa3a B cyTku + amokcuiwuumiH o 1000 mr 2 pasza B
cyTkH + MerpoHuazon 1o 500 mr 2 pasza B CyTKH.

Kypc neuenus — 7 — 14 nuei.

B 3aBucuMocCTH OT XapakTepa yCTOHYMBOCTH K aHTUOMOTHKAM U YPOBHS 3paJUKaIK, TaOJIETKU
nanronpa3oynia Harpus (40 mMr gBa pasa B JIeHb) MOXHO Ha3HayaTh C ajJbTEPHATUBHBIMU
AHTUOMOTHKAMU B CXEeMaxX, KOTOpbIe BKJIIOYAIOT ajJbTEpHATUBHbIE AHTUOMOTUKH (HAIpHUMeEp,
TETPALMKIINH, JIEBO(IIOKCAIIMH) ¢ WiIK 0e3 BHCMyTa TPHUKAJIUS IUIMTPATa B COOTBETCTBUU C
HAIMOHAILHBIMH PEKOMEHIAIMSAME HIIH PYKOBOACTBAMH 110 3paaukanuu uadekuu H. pylori.

Cunopom 3oanuneepa — Inaucona

Jis nIUTensHOro JIeYeHUs CUHApoMa 30JUIMHTepa — DJUIMCOHA M JIPYTMX MATOJIOTHYECKHX
TUIEPCEKPETOPHBIX COCTOSHUM, JIEUEHUE ClIeAyeT HayuHaThb C CYTO4YHOH J103bl 80 mr (2
TablleTKu mpemnapara nanrtompaszona mo 40 wmr). 3areM, mpu HEOOXOIUMOCTH, J03Y MOXKHO
MOBBIIIATh WJIM YMEHBIIATh, B 3aBUCHUMOCTH OT MOKa3aTesied KUCIOTHOCTH KEIIYJAOYHOTO COKa.
Jo3bl Beimie 80 Mr B JIeHb CleQyeT pa3ieisaTh U MPUMEHSTh JBa pa3a B JeHb. B0O3MOXXHO
BPEMEHHOE TOBBIIICHHUE JT03bI TTAaHTOMpa3oJia Boiie 160 Mr, HO OHO HE JOJKHO MPOAOIKATHCS
JOJIBIIIE, YeM 3TO TpeOyeTcs Al JOCTHKEHHUS KOHTPOJISI KUCIOTHOCTU. [IpogomkutensHOCTh
JEYCHUS TPU CHHIAPOME 30JUTMHIepa — OJUIMCOHA U TPU  JAPYTUX TATOJIOTHYECKHUX
TUIEPCEKPETOPHBIX COCTOSHUSAX HE OrpaHHu€Ha, U CPOKH TEpaldd MOTYT ONpENeNaTbcs B
3aBHCHMOCTH OT KJIIMHHYECKOH HEOOXOIMMOCTH.

Oco0bIe I'pynnbl DaMCHTOB

Ilayuenmul nodxxcunoco 6o3pacma
He Tpebyercst KOppEeKIMHU T03bI Y MOKUIIBIX TMAIHEHTOB (CM. pasaen 5.2.).

Ilayuenmoi ¢ Hapywenuem QyHKkyuu novex

He TtpeOyercs KOppeKIMH 036l Yy TOXWIBIX MAIMEHTOB W MAaIMEHTOB C TOYEYHOH
HEJI0CTATOYHOCTBIO.

B cBsf3M ¢ OTCYTCTBMEM JaHHBIX O TPUMEHEHHM IIperapara MaHTONpas3ojia B COCTaBe
KOMOMHHPOBAHHOW aHTUMHUKPOOHOU Tepanuu B otHoureHun Helicobacter pylori y manuenTtos ¢
HapyIleHueM (YHKIUH MOYEK, TPerapaT MPUMEHSTh He cleayer (CM. paszaen 5.2.).

THayuenmor ¢ napywenuem @yHKyuu neyenu

VY HanuueHTOB C BBIPAKECHHBIMU HAPYIIEHUSAMH (DYHKIMH M€YEHU CYTOYHAs 03a MaHTOIpa3olia
He jaoipkHa npesbimarh 20 mMr B cyTku (1 Tabnerka manTompasona 20 mr). B cBa3u c atum,
OpUMEHeHHE TaHTompasoja B J03upoBke 40 Mr y JgaHHOM Tpynmbl NalMEeHTOB He
pexomenayercs. CrefyeT peryiasipHO KOHTPOJIUPOBATh YPOBEHb MEUYEHOYHBIX (DEPMEHTOB BO
BpeMs JIeUeHHs MTAaHTOIPa30I0M, 0OCOOEHHO MPHU UIUTENIbHOM MTPUMEHEHHUH Ipernapara. B ciyuae
TIOBBIIIICHUS YPOBHS IIEYCHOYHBIX (PEPMEHTOB JICUCHUE CIIEAYET MPEKPATHTb.

B cBa3u ¢ oTcyTcTBHEM JaHHBIX O MPUMEHEHUM IpenapaTa IaHTONpa3ojia B COCTaBe
KOMOMHHPOBAHHOW aHTUMHUKPOOHO# Teparnuu B oTHomeHun Helicobacter pylori y manuenTos co
CpeIHEe! U TSDKENOM CTENEeHbI0 eYeHOYHON HeI0CTaTOYHOCTH, IIpernapaT NPUMEHSTh HE CIeTyeT
(cMm. pasgen 4.4.).
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- (MOCNEQOBATENEHOCTE 0001)

Pexxum no3upoBanus uisl TOAPOCTKOB OT 12 10 18 et He oTinyaercs OT pekuma JO3UpOBaHUS
JUTSL B3pOCIIBIX TPH JISYCHUH racTpo33odareanbHoit pedaokcHoit 6onesnn (['DOPB).
[TarTomnpason-DaBaHC MPOTUBOIOKA3aH y aeTei B Bo3pacte oT 0 1o 12 set (cM. paszaen 4.3.).

Croco0 nmpruMeHeHust

Jliis mpremMa BHYTPb.

HpenapaT HaHTOHpa3OHa HpI/IHI/IMaIOT BHyTpB, A0 €4bI, HE pa3)KCBBIBaSI 1 HC U3MCJib4as, 3alluBas
JIOCTATOYHBIM KOJIMYECTBOM KUIKOCTH.

4.3. TlporuBomoxka3zaHus

e ['Unmep4yBCTBUTEIBHOCTh K IMAHTONPA30Iy WIU K JIFOOOMY M3 BCIIOMOTAaTENbHBIX BEIIECTB,
MIEPEYUCIICHHBIX B pa3zene 6.1., win K 3aMelleHHbIM O€H3UMUIa301aM;

* Jlucnencus HEBPOTUYECKOIO IT'eHE3a;

* Bo3pacr 1o 12 ner;

* BepeMeHHOCTb, epuo1 JIaKTaIuK (cM. pasnaen 4.6.).

4.4. OcoOble yka3aHusi 1 Mepbl MPeJI0CTOPOKHOCTH NPH NPUMeHEeHUH

[lepen HawyamoM JjeudeHUs NpenapaToM MAHTONpPa3ojia CIEAYeT MCKIOYUTh BO3MOYKHOCTh
3JI0Ka4YECTBEHHOI'0 HOBOOOPA30BaHMUsI, MIOCKOJIbKY IpenapaT MOXXET MacKUpOBaTh CUMIITOMBI U
OTCPOYUTH IPABUIIbHYIO IOCTAHOBKY JMarHo3a.

[TarueHTsl JOKHBI MPOKOHCYJIBTUPOBATBCA C BpPadOM, €CJIIM UM MPEACTOUT IPOBEACHUE
9H/IOCKOIIUYU MJIM MOYEBUHHOIO JbIXaTEJILHOTO TECTA.

[TanMeHTh! JOJDKHBI IPOKOHCYIBTUPOBATHLCS C BPAUOM, €CITH HMMEIOTCS CIICAYIOIIUE CIyYan:

d HereI[HaMepeHHaﬂ HOTCp?I BEcCa, aHEMU, )I(GJIYI[O‘IHO-KI/IIHGLIHOC KpOBOTe‘-IeHI/Ie,
paccTpOiCTBO IIOTAaHUs, MMOCTOSHHAS PBOTA WJIM PBOTA C KPOBBIO. B ATHX ciydasx mpuem
HpenapaTa MOXET HaCTHUYHO O6JICF'~II/ITI) CHUMIITOMBI 1 OTCpO‘-II/ITI) HpaBI/IJH)HyIO I[I/IaFHOCTI/IKy;

* paHee MEePEeHECEHHOE XUPYPrUYeCcKOe BMENIATEIbCTBO HA KEIYJOYHO-KUIIIEYHOM TPAKTE WU
SI3Ba JKETYIKA;

* HEMpepbhIBHOE CHUMIITOMATHYECKOE JICUCHHE AMCIICTICHM M U3KOTU B TeueHue 4 Heaenb U
Ooitee;

* 3a0oNeBaHUs NIEUYCHHU, B TOM YHCIIE JKENTyXa U IEYCHOYHAsI HEJJOCTATOYHOCTb;

e JpyTrue cepbe3HbIe 3a00ICBaHUS, YXYIIIAIONINE O0IIee COCTOSHUE 37J0POBbSI.

[TarueHTsl B BO3pacTe crapiie 55 JIeT, NPy HAJIWYUU HOBBIX WJIM HEJABHO W3MEHUBIIHMXCS
CUMITOMOB, IOJKHBI IPOKOHCYIBTUPOBATHCS C BPAYOM.

[Ipn mpueme mpenaparoB, CHWKAOIIUX KHCIOTHOCTh MKEIYJIOYHOTO COKa, HE3HAYUTEIIBHO
MOBBIIIAETCS PUCK JKETYJOUYHO-KUIICYHBIX WHGEKIHA, BO3OYIUTEISIMH KOTOPBIX SIBISIOTCS
oaxtepun poaa Salmonella spp., Campylobacter spp. wmu C. difficile.

Y manuMeHToB € CHUHAPOMOM 3O0JUIMHTEepa — OJJUIMCOHA M JPYTMMHU TATOJOTMYECKUMHU
TUTIEPCEKPETOPHBIMUA COCTOSIHUSIMH, KOTOPBIM TPEOYeTCS JUTUTEIBHOE JICYSHHE, MMaHTOMPa3ol,
KaKk W Jpyrue mpemapaThl, OJOKUPYIOIIME CEKPEIHI0 KEIYJAOYHOTO COKa, MOXET CHHUXKATh
BCcachiBaHWE BHUTamMuHa Biy (ImaHokoOalaMHWH) W3-3a THIO- W aXJOPTUAPHUH. OTO CIEayeT
VUUTHIBATh TPU JIEYCHUH TAIMEHTOB CO CHUXCHHBIMH 3alacaMy JIaHHOTO BHUTaMUHA B
OpraHu3Me, WM TPH JUTUTSIIEHOM JICUSHUH TAIMeHTOB (DaKTOpaMH pUCKa pa3BHTHS JedUIINTA
BUTaMUHA B12, a Takxke Mpu HAOIIOACHUH COOTBETCTBYIOIINX KIMHUYECKUX CUMIITOMOB.
[IpoBenenne IUTENBHON Tepanuu, OCOOCHHO MPOAOIKHUTEIHHOCThIO Oonee 1 roma, Tpedyer
PETyISpHOTO HAOMIOACHUS 32 MallieHTaMHU.

[TanTOmpa3ol HE pPEKOMEHIyeTCs IPUMEHSATh BMECTe C HWHTHOMTOpaMH IpoTea3 BHpYca
umMmyHonedunura denoBeka (BUY), BcachiBaHME KOTOPBIX 3aBHCHUT OT PH cpembl skenynka
(HampuMep, aTa3aHaBHUp), W3-32 CYIMIECTBEHHOTO CHIDKCHHMS HX OHOJOCTYHMHOCTH (CM. pa3men
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45). (MOCNEQOBATENEHOCTE 0001)

Hmerorcss cooOuieHus O pa3BUTUU THKEIOW TUINOMArHUEMHUHM Yy TAIlMEHTOB, MMOJTYYaBIIUX
UHruOUTOpHI MpoToHHOro Hacoca (MITH) B TeueHue He MeHee 3-X MecsIeB, a B OOJBIIMHCTBE
CIy4aeB — B T€YEHHUE roja. Moryr BO3HUKHYTh TAKHUE CEPbE3HbIE MPOSBICHUS TUIIOMArHUEMHUH,
KaK TOBBIIIICHHAS YTOMJISIEMOCTb, TE€TaHUs, OpeJl, CyIOpOTH, TOJIOBOKPYKEHUE U JKEITYyI0OUKOBast
apuUTMUs, OJHAKO TUIIOMAarHUEMHs MOXKET pPa3BUBAaTbCAd HE3AMETHO M CBOEBPEMEHHO HeE
pacrio3HaBaTtbCs. Y OOJIBIIMHCTBA MAIMEHTOB C THIIOMAarHMEMHEH OHAa YMEHBIIAeTCs MOcCie
3aMECTUTENIbHOW Tepanuu npenaparaMu maravss u orMensl MIIH. ¥V manuwenTtoB, koTOpbIM
IUIAHUPYETCS UIMTENBHOE JIEYEHHME, WM Yy ManueHTtos, noaydarommx HWMIIH Bmecte ¢
JUTOKCHUHOM JHOO ¢ JpyrMMH IperaparaMmy, CIIOCOOHBIMH BBI3BIBATH TUIIOMArHUEMUIO
(HampuMep, OUYPETUKH), HEOOXOIUMO IPOBOIUTH HCCIECIOBAHUE COJEP)KAHMS MarHus B
CBIBOPOTKE KpoBH nepes HauanoMm Jieuenus VUITH u neproauuecku Bo Bpems JIeUEHUS.
WMHruburopsl MpOTOHHOTO HAacoca, 0COOEHHO MPHU HCIOJIB30BAaHUM BBICOKMX 103 M B TEUCHHUE
JUIUTETILHOTO BpeMeHu (>1 roaa), MOTyT yMEpPEHHO IMOBBIIIATh PUCK BOZHUKHOBEHUS MIEPETIOMOB
OelpeHHON KOCTH, KOCTEW 3aIlCThsi M NO3BOHOYHHUKA, MPEUMYILIECTBEHHO y MOKUIIBIX JIIOJEH
WM TIPU HAJTMYUK IPpYTUX oOLIenpu3HaHHbIX (hakTopoB prcka. HabnroaarenbHbie UCCIIeJOBAHUS
YKa3bIBAalOT Ha TO, YTO HHIMOUTOpPHI NMPOTOHHOIO HAacoca MOTYT IOBBILIATH OOIIMH pHUCK
BO3HUKHOBeHHUs mepenomoB Ha 10 — 40 %. Hekotopble M3 3THX IMEPEIOMOB MOTYT OBITh
00yCJIOBJICHBI HAJTMYUEM JIPYTUX (aKTOPOB pHCKa. [lamMeHThl ¢ pUCKOM OCTEOmOpo3a AOJKHBI
MoJIy4aTh JICYEHUE B COOTBETCTBUM C JEHCTBYIOIIMMHU KIMHUYECKUMH PYKOBOJACTBAMHU U
JI0OCTaTOYHOE KoJu4ecTBO BuTamMuHa D u kamprus.

[Ipu neyeHun UHrUOUTOpPaMU MPOTOHHOIO HACOCA OYEHb PEAKO OTMEYaeTCs pa3BUTHE
nojnoctpoil koxkHoi kpacHod BomvyaHku (IIKKB). Ilpu BO3HMKHOBEHMM MOpaK€HUH KOXKW,
0COOCHHO Ha y4acTKaX, MOABEPTIINXCS BO3JICHCTBUIO COTHEYHBIX Jy4eil, a TakKe MPH HATUYUU
COIYTCTBYIOILIEH apTpalruy, MalMEeHT JOJDKEH HEMEUIEHHO OOpaTHThCS 3a MEAMLIMHCKON
MOMOIIbIO, U MEAPAOOTHUKY CJEAYeT OIEHUTh HEOOXOAMMOCTh MPEKPALICHUS JIeYCHUS
npenaparoM nadrornpasoyia. BosnukHoBenune I[IKKB mocne mnpenmecTByromero JjaeyeHus
MHTHOUTOPOM MPOTOHHOTO Hacoca MOKeT NoBBICUTH puck pa3Butus [IKKB mpu nedenun
JpYTMMH HHTMOUTOpaMU IPOTOHHOT'O HAacoca.

[Tpu mpoBeneHHM J1aOOPATOPHBIX HCCIEAOBAHUI HEOOXOAMMO YUYUTHIBATh, YTO IMOBBIIIEHHOE
comepxanue xpomorpannHa A (CgA) B CHIBOPOTKE KPOBHM MOXET HCKaXaTh PE3YJbTAaThl
JUArHOCTHUYECKUX HCCIIENOBAaHUM Ul BBISIBICHHUS HEHMPOIHIOKPUHHBIX OIyxose. B cBssu ¢
3TUM NpPUMEHEHHUE Mpenapara NaHTOoINpa3oJia CielyeT NMPeKpaTUTh HE MEHee YeM 3a 5 JHell 1o
npoBesieHust uccienoBanus copepxanus CgA (cm. pasgen 5.1.). Ecim comepxanne CgA u
racTpyHa HE€ BO3BpPAaTWJIOCh K HOPMAJIbHBIM 3HAYEHHUSIM IIOCJI€ IE€PBOrO OINpEAETeHUs, TO
UCCIIeIOBaHUE CIIEeyeT MOBTOPUTH uepe3 14 nHell mociie mpekpaiieHus: npuemMa WHrHOUTOpa
IIPOTOHHOT'O Hacoca.

BcnomorarenbHbIe BelECTBa
JanHbIii nipenapat cogepxkut MeHee | MMoinb (23 mr) Hatpust Ha Tabnetky 40 Mmr, TO ecTh, IO
CyTH, HE COACPKUT HATPUS.

45. B3aumopeiicTBHe C JPYIrMMH JIeKApPCTBeHHbIMH NpenapaTamMH W JApyrue BH/bI
B3aHMO/AeliCTBUA

He pexomenayeTcst ofHOBpeMEHHOE PUMEHEHHUE IPYTUX MHTHOUTOPOB IPOTOHHOT'O HAcOCa MIIH
6110kaTopoB H2-rcTaMHHOBBIX pPEeLENTOPOB 0€3 KOHCYJIbTAllUK Bpaya.

OnHOBpeMEHHOE TIPUMEHEHHME IIpenapara IaHTONpPa3oja MOXKET YMEHBIIUTh BCACHIBAHUE
IpenapaToB, OHOJOCTYINHOCTh KOTOpPBIX 3aBUCHUT OT PH cpeasl xenyaka (Hampumep,
KETOKOHA30JI, UTPAKOHA30J, I03aKOHA30J MU JPYrMX JIEKAPCTBEHHBIX CPENCTB, TaKHX, Kak
APJIOTUHUO).

Bo Bpemst uccienoBaHui 10 U3YYEHHIO JIEKAPCTBEHHOTO B3aUMOCHCTBUS HE OBUIO BBISIBICHO
KJIMHUYECKH 3HAUYMMBIX B3aUMOJEMCTBUM IpU TNpPUMEHEHUHM T[penapara MaHTOoIpas3ojia B
CIIEYIOIINX CIIydasx:
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* TAIMEeHTaM C 3a00JEBAHUSMU CEPACUHO-CO( ngCToﬁ%éTlﬁégfﬁmlﬁrﬂEﬂd&hﬁ %éi;)%—:l{"l{ble

TJIMKO3UIBI (IUTOKCHH), OJIOKaTOPhl MEIJICHHBIX KaJTbIIMEBBIX KaHaioB (HudenunuH), Oera-
aapeHo0I0KaTOPsI (METOIIPOIION);

* QalnueHTaM c 3a00JIeBaHUSAMHU SKETyJOYHO-KUIIEYHOTO TPaKTa, MPUHUMAIOLIUM aHTalUdbl,
AHTUOMOTHUKY (AMOKCULIUIUTHH, KIIAPUTPOMHUIIUH);

* [alMeHTaM, MPUHUMAIOIINM MepopabHble KOHTPALECNTUBBI, COJepKaIlIKe JIEBOHOPTeCTpell U
STUHHIACTPATNOI;

* QalMeHTaM, [PUHUMAIOIIUM  HECTEPOUJHBIE  MPOTUBOBOCIAIUTENIbHBIE  IMpEenapaTsl
(mukIO(eHaK, HAMPOKCEH, MUPOKCHKAM);

* manueHTaM ¢ 3a00JIeBaHUSMU SHAOKPUHHOW CHUCTEMbl, MPUHHUMAIOIIUM TIMOCHKIAMU]I,
JICBOTHUPOKCHH;

* TAIMEeHTaM C TPEBOKHBIMU COCTOSIHUSIMHU M PACCTPOMCTBAMU CHA, MPUHUMAIOIINM JIHA3ETaM;

* TAIMEHTaM C JMIICTICUEH, MPUHIUMAIOIINM KapOama3enuH u (eHUTONH;

* QalMeHTaM, MPUHUMAIOIIUM HENpsMble AaHTUKOATYJISHTHI, Takue Kak BaphapuH H
(GEeHNPOKYMOH, TOJi KOHTPOJEM MPOTPOMOMHOBOTO BpEMEHH H  MEXKIYHAPOIHOTO
HopManu3oBaHHoro oTtHomenus (MHO) B Hauane ¥ MO OKOHYAHUIO JICUEHUS, a TAKKE BO
BpeMsl HEPEryJIpHOrO TpueMa MaHTonpazoina. OJIHOBPEMEHHO HYXHO OTMETHTh, 4TO
u3BecTHbl ciydan yBenuueHus MHO u  mpoTpoMOMHOBOTO BpeMEHH Yy MAIlMEHTOB,
MOJIy4aBIINX HWHTHOUTOPHI TPOTOHHOTO Hacoca BMecTe C BaphapuHOM WIH C
dbennpokymonom. YBenunuenne MHO u npoTpoMOMHOBOTO BpEMEHH MOKET MPHUBOJIUTH K
MATOJIOTUICCKUM KPOBOTCUCHHUSAM OINACHBIM JIJISl JKU3HH. B CBSI3M C 3TUM, TaKWe TAICHTHI
JOJKHBl HAXOAWUThCA TOJ HaOJIOJeHHEeM Ha MpeAMeT BblsaBieHus yBenuueHus MHO u
IPOTPOMOMHOBOTO BPEMEHHU.

Taxke OTMEYEHO OTCYTCTBME KIMHUYECKH 3HAUYMMOTO JIEKAPCTBEHHOTO B3aWMOJICHCTBHSA C
Ko(hermHOM, 3TaHOJIOM, TEOPHUILTHHOM.

HmeroTcs cooOIeHus O MOBBIIICHUN YPOBHS METOTPEKCaTa B KPOBH y HEKOTOPBIX MAIIMEHTOB
IPU €ro COBMECTHOM IPUMEHEHHM B BBICOKMX J03ax (Hampumep, 300 mr) ¢ mHruburopamu
IPOTOHHOTO Hacoca. [103ToMy mpu MCTIOIb30BaHNH BBICOKHX /103 METOTpEKcaTa, Halpumep, Ipu
paKe WM Icoprase, MOKeT BOBHUKHYTh HEO0X0IMMOCTh B pACCMOTPEHHH BOIIPOCa O BPEMEHHOI
OTMEHE MaHTOIPa30Ia.

Taxue nHruobuTops! akTuBHOCTU M30(hepmenta CYP2C19, kak ¢iyBoKkcaMuH, MOTYT MOBBIIIAThH
CHCTEMHYIO SKCIIO3UIMIO TaHTomnpa3ona. CHIKEHHE 03bl MOXKET TOHAJO0OWTHCS TAalMeHTaM,
HOJYYalOIUM JUIUTENIbHOE JIEYEHUE BBICOKMMH JI03aMHU IIaHTONpPA30jia MM MalUeHTaM ¢
IIEYEHOYHOHN HEJOCTATOYHOCTHIO.

Takue uHaykTophel akTuBHOCTU H30depmeHToB CYP2C19 m CYP3A4, xak pudaMnunud u
3Bepoboii (Hypericum perforatum), mMoryr cHWXaTh KOHIIEHTpAIMIO B IUIa3M€ HHTHOHWTOPOB
IPOTOHHOT'O HAcOCa, META0OIM3UPYIOIUXCS C TIOMOLIBIO 3TUX (PEPMEHTHBIX CUCTEM.
Wurubutopsl nporeas BUY.

[TanTompa3zosn He pPEKOMEHJyeTcss NpPUMEHSTh BMecTe C MHruoutopamu mnporeas BUY,
BCaChIBaHME KOTOPHIX 3aBHCUT OT PH cpenbl skenyaka (HampuMmep, ara3aHaBUp), H3-3a
CYIIECTBEHHOI'O0 CHWXKEHHSI UX OMOAOCTYITHOCTH.

B cnyuae, eciu coBMecTHOe NpuMeHEeHHE HHruoutopoB mnporeas3 BUY wu wuHrudburopos
OPOTOHHOTO Hacoca Bce K€ HeoOXOAMMO, PEKOMEHIYeTCsl MPOBOAUTH TIIATEIbHBINA
KJIIMHUYECKUI KOHTPOJIb (HaIpuMep, Onpe/ieieHrne BUPYCHOU Harpy3kH). Jlo3a ma"Tonpasomna He
JOJDKHA TpeBblmath 20 Mr B JieHb. Takyke MOXKET MOTpeOOBaThCSI KOPPEKTHPOBKA JO3MPOBKH
uHruburtopa nporeas BUY.

4.6. @epTHWIBLHOCTH, 0EPEMEHHOCTH U JIAKTAIUS

bepemeHnHoCTL

B kauectBe Mephl TPEIOCTOPONKHOCTH HEOOXOAMMO HCKIIOYHUTH HCIIOJIb30BAaHUE Tpermapara
MAHTOIPa30Jia BO BpeMsi OEpeMEHHOCTH.
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[To npuymHe HEAOCTATOYHON MH(OPMALIMK O IPUMEHEHUH Iperapara MaHTonpas3ofa y >KeHIIUH
B IIEpUOJ TPYAHOIO BCKapMJIMBaHUS, HENb3s MWCKIIOUUTh IOTEHUMAIbHBIM PpUCK IS
HOBOPOXJECHHBIX M MJIQJICHLEB, HAXOJAIIUXCS HA IPYJHOM BCKapMJIMBaHUU. B CBA3M C 3TUM,
HEOOXOMMO TPUHATHE PEUICHUsS O TPEKpalleHuH TPYIAHOTO BCKapMIIMBaHUs, Ju0OO0 00
OTMEHE/TIPUOCTAHOBJICHUH JICUEHUS TperapaToM MaHTompas3oa.

DepTUIIBEHOCTD
JlanHble 0 BO3JEHCTBUM Mpenapara NaHToIpa3oia Ha PepTUIHbHOCTh Y YeJIOBEKa OTCYTCTBYIOT.
JIOKJIIMHUYECKUE HCCIEIOBAaHUs TOKa3all OTCYTCTBHE 3(dekra Ha MYKCKYH WU KEHCKYIO
(bepTUIBHOCTD.

4.7. BJausiHHMe HA CMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeACTBAMHU U PadoTaTh ¢
MeXaHu3MaMu

Crnenyet Bo3AepkKaTbCsl OT YIPABICHUS TPAHCIOPTHBIMU CPEICTBAMU U JPYTHUMU MEXaHU3MaMH,
TpeOYIOIKUMH TOBBIIIEHHOTO BHUMAaHUS, U3-32 BEPOATHOCTU TOJOBOKPYXEHUW M HapYIICHUS
3penus (cM. pasmen 4.8.).

4.8. He:xenaTejbHble peakHu

Pesrome npoduiis 6e3onacHoCTH

[Ipu mpueme mpemapaTa MaHTONPa30ja B COOTBETCTBUU C MOKAa3aHUSIMHU U B PEKOMEHIYEMBIX
J03aX  HEeXeJaTeJIbHbIE pEaKIWW BO3HUKAIOT KpaiHe penko. Hawbomee wacTeiMu
HE)KeNaTeIbHBIMU PEaKIUsIMU SIBISIFOTCS JUapes ¥ rojioBHasi 00k - HAOMIOJAIOTCSl PUMEPHO Y
1% nanneHToB.

Pestome HexkenaTeabHbIX peakiui

Uacrtota pa3BuTus 1MOOOYHBIX  3(PQPEKTOB  KiIacCHPHUIMpOBaAaHA B  COOTBETCTBUU C
pexomenaanusaMu BeemupHoii opranuzaiuu 3apaBooxpanenus (BO3):

oueHb vacto (> 1/10), wacro (> 1/100, o <1/10), Hewacto (> 1/1000, Ho <1/100), peaxo

(> 1/10000, o <1/1000), ouennr peaxo (<1/10000), gyacTora HemsBecTHa (4aCTOTa HE MOKET
OBITH IIOJICYMTAHA IO JOCTYITHBIM JAHHBIM).

Hapywenus co cmoponvl kposu u aumgamuieckou cucmemol
Penko: arpanynonuTos.
OueHb peako: TPOMOOIMTONEHUS, ICHKOTIEHH s, TAaHIIUTOTIEHUSI.

Hapywenus co cmopoHbl UMMYHHOU CUCTEMbL
Penko:  rumepuyBCTBUTENBHOCTH (B TOM  yHcle  aHaQWIAKTUYECKHE  PEaKIMH |
aHaQUIAKTUYECKUN IIOK).

HapymeHuﬂ CO CMOPOHbL Memabonuzma u NUMAaHus

PGILKOI TUOCPIMINUACMAA W TOBBIIICHHAA  KOHLCHTpalusa  JUIIUI0B (TpI/IlTII/IHepI/IILOB,
XOHCCTepI/IHa), HU3MCHCHHUEC MACChI TCJIA.

YacroTa HEM3BECTHA: TUIIOHATPUEMHUA, THIIOMAaroHnueMus, FI/IHOKaJ'II)III/IeMI/Ifll, THUIIOKaJIMEMU.

Ilcuxuuecxue HAapyuweHusl

Heuacro: Hapymenue cHa.

Penxo: nenpeccus (BKiIrouasi 000CTpEHHs] UMEIOIIMXCS] pACCTPOMCTB).

OueHb peaxo: Ae30pHeHTalys (BKI4as 000CTPEHUS UMEIOLIUXCSl PACCTPONUCTB).

YactoTa HeW3BECTHA: TaJUIIOLMHAIMM, CIYTaHHOCTb CO3HaHMA (B OCOOEHHOCTH Y
MIPEAPACIIONOKEHHBIX K 3TOMY MallMeHTOB), a TaK)Ke€ BO3MOXXHOE OOOCTPEHHE CHUMIITOMOB IMPH
UX CYILIECTBOBAaHUM /10 HayaJla TEPAINH.

Hapywenus co cmoponvl nepsHoti cucmembl
Heuwacto: ronoBHas 601k, TOJIOBOKPYKEHHE.
Penko: HapyiieHue BKyca.

YacToTa HEM3BECTHA: MTAPECTE3NS.
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Penko: Hapyimienne 3peHus (3aTyMaHUBaHUE).

Kenyoouno-kuweunvle napyuienus

Yacto: nmonunsl pyHIATBHBIX XKeNe3 Kelyaka (Jo0poKaueCTBEHHBIE).

Heuacro: nmapes, TomHOTa/pBOTa, B3IyTHE >KMBOTa U METEOPHU3M, 3amop, CyXOCTb BO PTY,
JTUcKOM@OPT U 00U B )KHBOTE.

YacToTa HEU3BECTHA: MUKPOCKOTTUYECKHIA KOJIHT.

Hapywenus co cmopoHbl neyenu u dHceniesbi800sauux nymeti

Hewacto: moOBbBIIICHHME  aKTUBHOCTH  MEYCHOYHBIX  (epMeHTOB  (TpaHcamMuHa3, Y-
rIyTaMUHTpaHchepassl).

Penko: noBbliieHre ypoBHS OMITUPYyOHHA.

YacToTa HEHM3BECTHA: TEMaTOLCIUTIOJSIPHBIC IMOBPEXKICHHS, JKEITyXa, MEYEHOYHO-KICTOYHAS
HEI0OCTaTOYHOCTb.

Hapywenus co cmoponsl Kodtcu u NOOKOINCHbIX MKAHell

Heuacro: sx3anTeMa/ChlINb, 3y, 1ePMATHUT.

Penko: kpanuBHUIIA, aHTHOHEBPOTUYECKHUI OTEK.

YacTora HeW3BeCTHA: 3JI0KAYeCTBEHHAsh OJKccyldaTuBHas osputeMa (cuuapoMm CruBeHca-
JI>koHCOHA), SKCCyNaTUBHAS MHOTO(OPMHAs 3pUTEMa, TOKCUYECKUHN dMUACPMAIbHBIN HEKPOIU3,
CBETOYYBCTBHUTEIBHOCTD, OJOCTPasi KOJKHAsI KpacHasi BOTYaHka (cM. pasnen 4.4.).

HapymeHuﬂ CO CNiOpPOHbI MblmeLIHOZZ, cKelemnoll U coeOUHUmMeNbHOl MKAHU

Heuacro: nepenom OepeHHON KOCTH, KOCTEH 3aIACThs WK MO3BOHOYHUKA (CM. paszien 4.4.).
Penxo: apTpanrus, Muairus.

YacToTa HEM3BECTHA: CIIA3M MBIIIILZ.

Hapywenus co cmopoHbvl nouex u Mouegblo0sauux nymetl
UacTtoTa HEW3BECTHA: PHUCK PAa3BUTHS OCTPOTO TYOYJIOMHTEpCTHIHAIBLHOTO Hedputa (C
BO3MOKHBIM MPOTPECCHPOBAHUEM JI0 IOYEUYHON HEJOCTATOYHOCTH ), SPEKTUIIbHAS TUCHYHKITHUS.

Hapywenus co cmoponvl penpo0ykmusHou cucmembvl U MOTOYHBIX Hcele3
Penko: runekoMactus.

Obwue napywenus u peakyuu 8 mecme 68e0eHUs.
Heuacro: cnabocTs, yToMIIIEMOCTh U HEJJOMOTaHHUE.
Penko: moBeIIIeHHE TEMIIEPATyPhI TeJa, MePUPEPUISCKUE OTEKH.

! FunOKdﬂbL]ueMuﬂ 6 couemanuu ¢ cunomacHuemuerl
2 Cnasm Mboliy gcieocmeue Hapywernus 31eKmpOolumHnoco bananca.

CooO1u1eHus 0 10/103pEBAEMbIX HEXEJIaTeIbHbIX PEaKIUsiX

BaxHo coo0marh 0 TM0J03pEBAEMBIX HEXKeNaTeJIbHBIX pPEaKLUUsAX MOocie pPerucTpanuu
JIEKapCTBEHHOI'0 Tperapara ¢ 1eIbl0 00ecnedyeHrs HeNpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIO Mpenapara. MeIuIUMHCKUM pPaOOTHHKAM pPEKOMEHAyeTcCs
co00IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENIbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOIEHHUS O HEeXKEJIaTeNIbHBIX PeakIUsIX TOCYAapCTB — YICHOB
EBpazniickoro 3K0HOMHUYECKOT0 COI03a.

Poccniickas @enepanvs

Anpec: 109012, r. MockBa, CriaBstHCKas II0IIa1b, 1.4, cTpoeHue 1

®denepanbHas ciyx0a 1o Haazopy B cdepe 3apaBooxpanenus (POC3APABHA/I30P)

Temedon: +7 800 550 99 03

daxc: -

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Anpec B uHTepHETE: WWW.roszdravnadzor.gov.ru
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COOTBETCTEYET 2K oMY OTUYETY
ot 31.05.2024 Nz 10857
49. Tiepenosuposka (MOCNEOQCBATENEHOCTE 0001)
CHUMIOTOMBI

Jo HacTosIero BpeMEHHU SBJICHHM MEPEIO3UPOBKH B pPE3yJIbTaTe MPUMEHEHHUS Mpenapara
MaHToNpa3oyia oTMeueHo He Obw1o. Jlo3el 10 240 Mr BBOAWJINCH BHYTPUBEHHO B TEUYCHUE 2
MHUHYT U IIEPEHOCUIUCH XOPOIIIO.

JleueHue

B cnyqae HCpCI[O3I/Ip0BKI/I HpI/I HaJIMYNU KIMHHUYCCKUX HpOSIBJIeHI/Iﬁ HNHTOKCHKAIIUN HpOBOI[I/ITCH
CUMITTOMATHYECKasl U MOICPIKUBAFOIIAS TEPATTHSL.

[TanTompa3os HE BHIBOJUTCS TOCPEICTBOM I'e€MOIUAITN3A.

5. ®PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. dapmakoamHaMUYecKHe CBOICTBA

@®apMakoTepaneBTUYECKasl Ipymma: CpeacTBa Ui JIEYEHHUs KUCIOTO3aBUCUMBIX 3a00JI€BaHUIl;
IPOTUBOS3BEHHBIE CPEACTBA M CpEACTBA MAJS JIEUEHHUs TIacTposs3odareanbHoi pedaroKCHON
6one3nn (I'OPB); ”HrHOUTOPBI IPOTOHHOTO HACOCA.

Koxg ATX: A02BCO02

MexaHu3m AeCTBUS

Wuruburop nporonnoro Hacoca (H K' AT®d-asel). BlokupyeT 3aKIHOYHMTENLHYIO CTaIHIO
CEKPELIUU COJISTHOM KUCIOTHI HE3aBUCUMO OT IIPUPOJIBI PA3IPAKUTEIIS.

[TanTOmpazon sBIAETCS 3aMEUICHHBIM OCH3MMHUIA30JI0M, MOJABJISIONINM CEKPELHUI0 COJSTHON
KHCIIOTBI B JKEIYyJIKE IyTeM CHernupuIecKoi OIOKaabl MPOTOHHBIX HACOCOB MapHETATBHBIX
KJIETOK.

[TanTOompazosn TpaHCHOPMHUPYETCSI B CBOI aKTHBHYIO (OpPMY B YCIOBHSIX KHCIIOH CpeIbl B
HapueTaabHBIX KIETKax, IJI€ OH MOJaBJIAeT aKTHMBHOCTH (epmenta H' K AT®d-aswl, T.e.
OJIOKMPYET 3aKJIIOUUTEIIbHBINA ATan 00pa30BaHUSI COJISTHON KHUCTIOTHI B KEITY/IKE.

[TonaBneHne akTUBHOCTH SIBJISIETCS 10303aBHCUMBIM U B Pe3YJIbTaTe CHIIKACTCS Kak Oa3alibHas,
TaK W CTUMYJIMPOBAHHAs CEKpeuus KHUCIOTHL. [lpu seueHun naHTONMpazojgoM, Kak W MpHU
UCIIOJIb30BAaHUU JPYTUX HHTHOUTOPOB MPOTOHHOTO Hacoca M OinokatopoB Hz-penentopos,
CHWIKAETCS KHCIOTHOCTh B JKEIyIKE, M TEM CaMbIM TIOBBIIIAETCS YPOBEHb TacTpUHA
MPOMOPLUHOHAIEHO CHUKEHHIO KHUCIOTHOCTH. [loBBIIIEHHME YypOBHS TacTpuHa 0OpaTHMO.
[TockonpKy MaHTOINpPaA30d CBS3bIBAET (PEPMEHT MAUCTAIBHO IO OTHOIICHHIO K KJIECTOYHOMY
pEelenTopy, OH MOXKET MHTUOMPOBATH CEKPEINIO COJITHON KUCIOTHI HE3aBUCUMO OT CTUMYIISAILIUN
JPYTUMU BEIECTBAMH (ALIETUIIXOJIMH, THCTAMUH, TACTPHH).

OddexT npu nepopaaTbHOM U BHYTPUBEHHOM MPUMEHEHHUH MpenapaTa O JUHAKOB.

Taxoke moBbimaercst cojepxkanue xpomorpanuHa A (CgA) B CHIBOPOTKE KPOBH BCIIEJCTBHE
CHI)KCHUSI CEKpelUu CoNsHON KucioThl. [loBbimenHoe conepxkanue CYA MOXKET HCKaKaTh
pe3yabTaThl TUarHOCTUYECKUX MCCIICOBAHUMN TSI BBISIBJICHUS! HEHPOIHTOKPUHHBIX OTTYyXOJICH.
AHTHCEKPETOpHas aKTUBHOCTh

[Tocne mepBoro nepopanpHOro mnpuema 20 Mr mpenapara MaHTONPA30Ja CHUKEHHE CEKpeLuu
JKEIyJIOYHOro coka Ha 24 % nactynaer uepes3 2,5 — 3,5 u u Ha 26 % uyepe3 24,5 — 25,5 u. [locne
MepopajbHOTO TIpHeMa TMaHTOMpa3ojia OJHOKPAaTHO B CYTKM B TEUEHHME 7 JHEH ero
AHTUCEKPETOPHAsi aKTUBHOCTb, U3MEpPEHHas 4epe3 2,5 — 3,5 4 nmociie mpuema, Bo3pactaer a0 56
%, a coycrst 24,5 — 25,5 4 — g0 50 %. Ilpu s3BeHHOI OOJIE3HU JABEHATIATUTIEPCTHON KHUIIKH,
accoruupoBanHoit ¢ Helicobacter pylori, cHwkeHue >kenymoOYHOW CEKPEUUU TOBBIMIACT
YyBCTBUTEIHLHOCTH MUKPOOPTAaHU3MOB K aHTHOMOTHKAM.

He Bamser Ha MOTOpPUKY JKETyJOYHO-KHIIEUYHOrOo TpakTa. CekpeTopHas aKTUBHOCTb
HOpManu3yercs yepe3 3 — 4 qHs Mociie OKOHYAHUS ITpUeMa.

[To cpaBHEHMIO C IPYTUMH MHTHOMTOpPAMH MPOTOHHOTO HACOCA Mperapar MaHTOMpa3oia UMeeT
OOJBIIYI0 XMMHYECKYI0 CTAa0WJIBHOCTh NpU HEUTpadbHOM PH, W MeHbIIMA MOTeHIHAa
B3aUMOJICUCTBUS C OKCUJA3HOW CUCTEMOM MeUYeHH, 3aBucsiel ot uuroxpoma P450. [Toatomy He
HaOJIIOAIOCh KIIMHUYECKH 3HAYMMOTO B3aWMOJCHCTBUS MEXIY MpernapaToM MaHTOMpas3oJia u




COOTBETCTEYET 3KI
ot 31.05.2024 N2 1085
WoTE 00017

MHOTHMH JIPYTUMH TIPEIapaTaMu. (MOCNENOBATENEHO

OMY OTUETY

5.2. ®@apmMaKoKHHeTHYeCKHe CBOHCTBA

AOGcopOuus
[TanTompa3on OBICTPO BcackIBacTCA TOCTE MpHeMa BHYTPh. MakcuManbHas KOHIIGHTPAIUS B

ma3Me KpoBH (Cmax) PU TIEPOPaTLHOM MIPUMEHEHUH JOCTUTAETCS yIKE MOCIIe MepBo 10361 B 20
mr. B cpemnem, mpumepHO uepe3 2 — 2,5 W moclie TpHEMa JOCTUTACTCS MaKCHUMallbHast
KOHIIGHTpaIus B ChIBOPOTKe, okojio 1,0 — 1,5 MKr/Mi 1 Cmax 1 OCTae€TCsl TIOCTOSIHHOW TOCIIE
MHOTOKPAaTHOTO IPUMEHEHUS JAHHOTO Tpernapara.

dapMaKOKMHETHKA TAHTOMpa30Jjia II0C]Ie OJHOKPATHOTO W MHOTOKPAaTHOTO MPHUMEHEHUS
onuHakoBa. B numamnasone no3 10 — 80 mr ¢dapMakokMHETHKa MAaHTONpa3oja B IUIa3Me KPOBU
OCTaeTCs JIMTHEWHOU KaK IPH MEPOPAIbHOM, TaK U IPU BHYTPUBEHHOM MPUMECHECHHH.
AOcomoTHas OMOJOCTYITHOCTh TabJETOK MaHTOMNpasoia cocTaBisieT okoyo 77 %. CoBMeCTHBIN
pUEeM TMHIIM HE BIMSIET Ha IUIOMAAbL IOJ KPUBOW «KoHIeHTpanus — Bpems» (AUC), nHa
MaKCUMaJbHYI0 KOHIIEHTPAIIMI0O B CBHIBOPOTKE M, COOTBETCTBEHHO, Ha OMONOCTYMHOCTH. [Ipm
COBMECTHOM IIPHEME C MMHIICH MOXKET BapbUPOBATHCSA BPEMs Havalla JeHCTBHSI Mperapara.

Pacnpencnenue
Cpsi3pIBaHUE MAHTOIPA30J1a ¢ OeIKaMu IUTa3Mbl KpOBHU cocTaBiisieT 98 %. O0beM pacnpeaeiieHus
cocrasiseT 0,15 n/kr.

buotpanchopmanus

Mertabonu3upyeTcst TJIaBHBIM 00pa3oM B rniedeHU. OCHOBHBIM METa0O0IMYCCKUM ITyTEM SIBIISICTCS
nemetunupoBanue ¢ mnomompbo CYP2C19 ¢ mocnemyromiedt cynbgaTHOW KoHbroranuend. K
JpYTMM METabOIMYECKUM IIyTSIM OTHOCUTCA OKucieHue ¢ nomoinbio CYP3A4.

OIUMUHAIMA
KonHeuHslii mepro; moTyBBIBEICHUSI COCTABIISIET MPUMEPHO | vac, a kiaupeHc okoio 0,1 n/a/kr.

Benencreue  crenuguueckoro  CBA3bIBaHUS — IAHTONpa3oja C  MPOTOHHBIMM — HACOCAaMHU
NapueTATbHBIX KIETOK MEePHO/ TOTYBBIBEICHHUS HE KOPPEIUPYET ¢ ropas3io 0ojee JITUHHBIM 0
HPOJIOJDKUTEIBHOCTH JEUCTBUEM (MHTHOMPOBAHUEM CEKPELIUU KUCIIOTHI).

OcHoBHOM NyTh BbIBeIEHUS — uyepe3 nouku (okoio 80 %) B Buae MeTabOIMTOB MAHTOIPa30Jia,
OCTaJIbHasl 4acTh BBIBOJAUTCA ¢ KajoM. OCHOBHBIM MeTabOJIMTOM B IJIa3M€ KPOBU U B MOYe
ABIIIETCS JIECMETHIINAHTONpPa30J, KOHBIOTUpYIOUM ¢ cyinbdarom. Ilepuon monyBbIBeneHUS
OCHOBHOTO MeTa0oJuTa COCTaBiIse€T OKoJOo 1,5 49, YTO HEHAaMHOIO IMPEBBIMIAET MEPUOJ
MOJTYBBIBEIEHUS TAHTOIPA30J1a.

VY nun ¢ HU3KOM (yHKIIMOHANBHOM akTUBHOCTHIO m3opepmenta CYP2C19 (T.H. MeIIeHHBIX
MeTaboIM3aTOPOB), META0OIM3M TMAHTOMPa30Jia OCYIIECTBISETCA, BEPOSITHO, B OCHOBHOM
uzopepmentom CYP3A4. Ilocne omHOKpaTHOro mpHeMa a03bl maHTonpaszona 40 mr cpenHss
IUIOLIA/lb MOJ KPUBOM «KOHIEHTpALUsl — BpeMs» OblUla MPUMEPHO B 6 pa3 O0JbIIe Y MEAJIEHHBIX
MeTa0O0IM3aTOPOB, YEM Yy JIMI, UMEIOIUX (YHKIMOHAIBHO akTHBHBIN n3opepment CYP2C19
(ObicTpple MeTabonuzaTophl). CpenHue 3HAUYEHUS MAKCUMAJbHBIX KOHIICHTPAIMM B IUIa3Me
NOBbIIIEHBl TNpuUMepHO Ha 60 %. VYka3aHHble OCOOCHHOCTH HE BIMSAIOT Ha JIO3UPOBKY
MaHTOIpa3oa.

[ToyeyHas HEJOCTATOYHOCTh

[Ipyn mpuMeHEHUH MAaHTOMpa30Jia y MalMEHTOB C OTPaHUYCHHBIM (DYHKIIMOHMPOBAHUEM IMOYEK
(BKJTFOYAsI MAIMEHTOB, HAXOSAIINXCS HAa TeMOJIMATHN3E) CHUKEHHS 103kl He TpeOyercsa. Kak u y
3I0POBBIX JOOPOBOJIBIIEB, TIEPHOJ TIOTYBBIBEICHHS TAHTOMNPA30Jia SBISETCA KOPOTKHM.
Juanusupyercs TONBKO OYeHb HEOOJbIas YacTh IMpemapaTa. HecMoTpss Ha yMepeHHO
JUTUTENIBHBIA TIEPUOJ TOJTYBBIBEICHUS OCHOBHOTO MeTabonuta (2 — 3 d), ero BBIBEJACHHUE
MPOUCXOUT JOCTATOUHO OBICTPO U MOITOMY HAKOTUICHHUS HE TIPOUCXO/IUT.

ITeyeHOYHAsI HEAOCTATOYHOCTh
VY manueHToB ¢ Uppo3oM mnedeHu (knaccoB A u B mo knmaccuduxarum Yaitng — [1e10) Bpems
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nepuoja MoJyBbIBEACHUS yBEIUUUBaeTcs 10 3|— 6 4, 3%@%%&%%@%‘&%9%5‘%1_}? 004 :'pa3,

MaKCHUMaJibHasi KOHIIEHTpAIUsl B CHIBOPOTKE IMOBBINIACTCS HE3HAYMTENBHO, JIUIIb B 1,5 pa3a B
CpPaBHEHUU TAKOBOH Yy 3/I0POBBIX JOOPOBOJIBLEB MPU MPUMEHEHUHU MAHTONPa30Jia B JO3UPOBKE
20 mr.

JInna noxusioro Bo3pacra
He6onpmoe mnoseimenne mokazareinss AUC u Cmax Y TOXHIBIX JIFOJAEH 1O CPaBHEHHIO C
COOTBETCTBYIOIIMMH MOKAa3aTeISIMK Y 00JIee MOJIOIBIX JIUI] HE SBIISETCS KIMHHYECKH 3HAUUMBIM.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTaTeJbHBIX BEelECTB

SAnpo

Hatpus kapOonat
Manuurton
KpocnoBugon
IMosumon K-90
Kanbuus creapar

O6on0uka
T'omosoe noxkpvimue WT-TR-5002 npo3paunsiii — runipomerniosa, makporoia 400

Kuweunopacmeopumas ob6onrouka ACRYL-EZE® 934220026 oicenmwiti - METAaKPUIOBON
KHACJIOTHl M ATHJIAKPHJIATa COIOJIUMEp, TalbK, TUTaHA JHOKCH, KPACHUTENIb XeJe3a OKCHU]I
JKEJITHIN, KPEMHUS JUOKCH]T KOJUIOUTHBINA, HATPUS THAPOKAPOOHAT, HATPUS JTAYPHUIICYTh(DAT.

Tpustunuurpar

6.2. HecoBmecTUMOCTH
He npumenumo.

6.3. Cpox rogHocTH (CPOK XpaHeHUsl)
2 roja.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NMPH XPAHEHUH
XpaHUTh B 3aIUIIIEHHOM OT CBETa MECTE MpH Temrieparype He Boitie 25 °C.

6.5. XapakTep u coaep:KaHHe MEPBHYHOI YTAKOBKH

ITo 10 Tabnerok B GuncTep U3 MIeHKH nonuBuHMIXJIopUaAHON (IIBX) 1 amoMunmneBoit Gpoibru.
ITo 1, 2 win 3 Gnucrepa BMeCTe ¢ MHCTPYKIMEH MO MEAUIIMHCKOMY MPUMEHEHHUIO B MAUKy U3
KapTOoHa Ul NOTPeOUTETHCKON Taphl THUIA XPOMOBBIN HIJIM XpOM-3p3all.

ITo 10, 20, 30 TabmeTok B MJIACTHKOBBIE OAHKH W3 IMOJMATHWIECHTEpedTanaTa, yKylnOpeHHbIE
IUTACTUKOBBIMHU KpBIIIKAMH M3 TOJMATUJIEHA BBICOKOW IUIOTHOCTH M HM3KOTO JABJICHUS, C
KOHTpPOJIEM NEpBOro BCKphITUA. Ha OaHKy HakieuBarOT STUKETKY M3 OyMmaru mnucueil uiu
TUKETOYHOM.

1 GaHKy BMecTe C MHCTPYKLHUEH M0 MEIUIIMHCKOMY MPUMEHEHHMIO B MauyKy W3 KapTOHA s
NOTPEOUTENHCKON Taphl THIIA XPOMOBBIN M XPOM-3p3all.

6.6. Oco0Oble Mepbl MNPeIOCTOPOKHOCTH TPH  YHHYTOXKEHMH HMCHOJIb30BAHHOIO
JIEKApPCTBEHHOI'0 NMpenapara Uil 0TX0J0B, NOJYYeHHBIX MocJe MPUMeHeHHsl Npenapara u
ApPYrue MaHMMYJISILMY C TIPenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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7. IEPAKATEJB PETHCTPALIMOHHOI'Q YAOCTOBEPE G |/ 1EHUCTE D00T)

Poccniickas @enepanvs
000 «OnBancn Dapmar»

308010, benropozackast 00J1., MyHUIIMNIAIBHEIN paiioH benropojackuii, r.n. nmocenok CeBepHbIH,
nrt. CeBepHbll, yi. bepe3osas, 31. 5.

Ten.: +7 (4722) 20 23 19
Anpec anekrponnoii moutsl: factory@atcl.ru

7.1. IlpeacraBuTeib Jep:KaTelisi PerHCTPALMOHHOIO YI0CTOBEPEeHHU
[Iperen3un norpeduTesiell HaPABIATH 110 AJPECY:

Poccuiickas @enepanus
000 «2aBancy @apmar
308010, benroponackast 06:1., benropoackuii paiton, nrr. CeBepHbIii, yi. bepe3osas, 31. 5.

Ten.: +7 (4722) 20 23 19
Anpec snexkrponnoii moutsl: factory@atcl.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. IATA NMEPBUYHOI PETMCTPALMM (IIOATBEPKIEHMSI PETMCTPALMM,
MEPEPET'MCTPALIMN)
JlaTa nepBoii peructpaiuu:

10 JATA HEPECMOTPA TEKCTA

OOmas xapakTepuCTHKa JICKapCTBEHHOTO Tmpenapara llanTompaszon-DnBaHca TOCTyNHA Ha
UHPOPMAIIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHUYECKOTO COK3a B HH(GOPMAIIMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.

11


mailto:dmitry@atcl.ru
mailto:dmitry@atcl.ru

