COOTBETCTEYET f-_' KCMNEPTHOMY OTYETY

ot 22.08.2024 N= 17578

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "%

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IPEITAPATA

Owmenpa3zon Penesan, 20 Mr, KarncyJibl KUIIIEYHOPACTBOPUMBIE.

2.  KAYECTBEHHBIA U KOJTMYECTBEHHBIA COCTAB

JleficTBy1olII€€ BEIIECTBO: OMENPA30JL.

Kaxxnas kancyna conepxut 20 Mr oMmernpasoa.

BcrniomorarenbHble BelecTBa, HaJM4KWe KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: caxaposa, JJaKTO3bl MOHOTHApAT, a3opyoun (kapmyasun) (E122) (cm. pasnen 4.4.).
[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Karicynbl kuie4yHOpacTBOPUMBIE.

TBepnple >xkemaTHHOBBIE Karcyidbl Ne2 ¢ Mpo3payHOW KpBIIMIEYKOH pPO30BOTO IIBETa U
IIPO3padyHbIM OecIBETHBIM KopirycoM. ConepKumoe Karcyia — cpepudeckue neuieTsl oT 0enoro
JI0 IoYTH OeJIoro 1Bera.

4.  KIIMHUYECKHUE JAHHBIE

4.1. Tloxka3aHus1 K NPUMEHEHUIO

Owmernpazon PeneBan mokaszan K MpUMEHEHHUIO Y B3POCIBIX B Bo3pacTte oT 18 et npu:

e S3BEHHOI 0OJIE3HHU KeNyAKa U TBEHAIATUIIEPCTHON KUIIKHU (JIeYeHHe U TPOPUITaKTHKA);

e spamukarnuu Helicobacter pylori npu si3BeHHOM 00JIe3HU KeNMy/Ka W ABEHAANATHIIEPCTHOMN
KHUIIKHY (B cocTaBe KOMOMHUPOBAHHOM TEpaIum);

e HIIBII-accounnpoBaHHBIX $3BaX M JPO3UAX JKEIyAKa MU JBEHAJAUATUIIEPCTHOU KHIIKHU
(J1leueHue u npoUIaKTHKA);

e  pedmrokc-30darure;

e cumnroMaruueckoi ['OPB;

®  JMCHENCHUH, CBA3aHHOM C MOBBIIIEHHON KUCIOTHOCTHIO;

e  cuHApOME 30JIIMHIepA-DIIMCOHA.

4.2. PeuM 103MPOBAHMSA U CNIOCOO MPUMEHEHU s

Pexxum go3upoBaHus

AHzeennas 6one3nb 08eHaA0YamMunepCmHou KUWKY

[Tpu oGocTpeHUH S3BEHHOW OOJIC3HW JBCHAIATUIICPCTHOW KHUIIIKH PEKOMEHIYETCS MPUHUMATh
npemnapat o 20 mr 1 pa3 B cyTku. OOBIUHO MPOJAOKUTENBHOCTh TEPANTUU COCTABIISIET 2 HEACTH,
pu HEOOXOJMMOCTH BO3MOXKHO YBEIMYEHHE Kypca Tepanuu emie Ha 2 Henenu. [lanueHtam

C SI3BEHHOM OOJIE3HBIO JBEHAAIATHIICPCTHON KHIIKHA, PE3UCTEHTHOM K JICYCHHIO, OOBIYHO
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pPEeLMIMBOB MAIMEHTaM C S3BEHHOW O0Je3HbI0 MBeHaanarunepctHor kumku — 20 mr 1 pas B
CYTKH; B HEKOTOPBIX CIIydasix MOXkeT ObITh gocraTtoyHo 10 mr 1 pa3 B cyTku (HEoOXomumo
IPUHUMATh Karcyisl, conepxkamue 10 mr omenpaszona). B ciyyae He06X0IMMOCTH 103y MOXKHO
yBeInuuTh 10 40 Mr 1 pa3 B CyTKH.

A3z6ennas bonesns dncenyoka

[Tpu obocTpeHHMH $3BEHHON OOJE3HU JKEIyJKa PEKOMEHJyemas [03a IMpernapara COCTaBIseT
20 mr 1 pa3 B cyrku. [IpogomkuTtensHOCTh Tepanuu — 4 Henenu. B Tex ciywasx, Korja mnocie
IEpBOr0 Kypca IPUMEHEHHUs Ipernapara IOJIHOE 3aKUBJIEHUE HE HACTyNaeT, Ha3HauyaroT
MOBTOPHBIA 4-HeNeNnbHbI Kypc JedeHus. [lammentam ¢ S3BEHHOH OOJE3HBIO JKENyNKa,
PE3UCTEHTHON K JIeYeHMI0, OObIYHO Ha3HauaroT npenapar 40 Mr 1 pa3 B CyTKH, 3a)KUBJIICHHE
OOBIYHO JOCTUTaeTCsl B TeueHHe 8 Hexenb. s mpodMIaKTUKK pelUIUBOB MNAIMEHTaM C
S3BEHHOM 0O0JIE3HBIO JKETy/IKa PEKOMEHIYIOT IPUHUMATh npenapar B o3e 20 Mr 1 pa3 B CyTKH.
B cirydae HE0OX0IUMOCTH 103y MOKHO YBeIHYHTh 70 40 Mr 1 pa3 B CyTKH.

Pexxumel spagukaruu Helicobacter pylori mpu si3BeHHO#M O0e3Hu:

— omernpazod o 20 mr, kiaputpoMuiiud no S00 mr, amokcuuiiuH 1o 1000 Mr o1HOBpEMEHHO
2 pa3a B CyTKM YyTPOM M BeUepoM B TeueHue | Hezeny;

— owmemnpazon no 20 mr, kiaaputpoMuimH no 250 mr (B kauyectBe anbrepHatuBbl 500 mr),
meTporuaazol mo 400 mr (wmm o 500 mr, wim TrHUIa301 Mo 500 MT) OJHOBpEeMEHHO 2 pasa B
CYTKH B TeueHMe | Henenu;

— omemnpazon no 40 Mr 1 pa3 B CyTKH, a Takke aMOKCHIMIUIMH 110 500 MI ¢ METPOHHA30JI0M IO
400 mr (wm o 500 mr, wim TuHEga3oaoM no 500 mr) oba 3 pasa B CyTKH Ha MPOTSDKEHHH
1 Henenm.

B Tex clIydasix, eciu rociie IIPOBEJIEHHOTO JICYEHUs MAIUEHT
Helicobacter pylori-monoxuTespHblil, BO3MOXKEH MOBTOPHBIN KYpC JICUCHHS.

Jleuenue s136eHHO-2PO3UBHBIX NOPANCEHULL HCENYOKA U O8EHAOYAMUNEPCIMHOU KUUWIKY, CEA3AHHBIX
c npuemom HIIBIT

Pexomennyemas noza omenpaszoina coctasisier 20 mr 1 pa3 B cytku. Kypc neuenus — 4 Henenu.
Jljis manueHToB, Y KOTOPBIX HE HACTYNUJIO 3QKUBJICHHUE SI3BbI, KYpPC MOXKET ObITh MPOJJICH ellle
Ha 4 Henenu.

IIpogunaxmuka A36eHHO-2PO3UBHBIX NOPANHCEHUL JHCEYOKA U OB8EHAOYAMUNEPCMHOU KUK,
ceazannvlx ¢ npuemom HIIBII

B xauectBe mnpodpunaktuku HIIBII-accounnpoBaHHBIX —S3BEHHO-3PO3UBHBIX MOPaKEHUM
KeIyJKa U ABEHAAaTUIIEPCTHON KHUILIKK y MALMEHTOB B IpymIe pucka (Bo3zpact dosee 60 ner,

SA3BCHHO-3PO3UBHBIC TMOPAXCHUA XKEIyAKa H HBeHaHHaTHHepCTHOﬁ KUIIKKW B AaHaMHE3C,
2
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omenpasoina 1 pa3 B CyTKH.

Jleuenue pegniokc-3zopacuma

Pexomennyemas no3a cocrapisieT 20 Mr omenpaszona 1 pa3 B cytku. Kypc jieueHust coctaBiser
4 nenenu. J1Jig malueHTOB, Y KOTOPBIX HE HACTYIUJIO U3JIEYEHHE 33 ITOT CPOK, KYpPC MOXKET OBITh
npouieH Ha 4 Hexenu. [lpu Tsxkenmom 33o¢arute pekoMmeHayemas jgo3a cocraBiser 40 mr
omenpasoiia 1 pa3 B CyTKH, U KypcC JICUCHHS COCTABIISIET 8§ HEEIb.

Jns nopnep)kuBarolield Tepanuy y MalueHTOB ¢ peduirokc-330aruToM pekoMeHayemas a03a
omernpazona cocrapisier 10 mr 1 pa3 B cyTku (He0OX0AMMO MPUHUMATh KAaICyJIbl, COAEpIKAIUe
10 mr omenpazona). [Ipu HeobxomuMocTH 1032 MOKeT ObITh yBenmndena a0 20—40 mr 1 pa3 B
CYTKH.

Cumnmomamuyeckoe nevenue I IPb

Pexomenayemas no3za — 20 mr 1 pa3 B cyTku. Bo3MokHa HHIMBUAYATbHAS] KOPPEKTUPOBKA JO3BI.
Ecnu cumnTomsl coxpaHstoTes mociie 4 Heienb JiedeHus B 03¢ 20 Mr oMenpasosa exeIHeBHO,
TO TpeOyeTcs JapHeiee oocae10BaHue.

Hucnencus, cea3aHHAs ¢ NOBBIUEHHOU KUCTIOMHOCMbIO

OO6brynHas no3a cocrapnsier 10 Mr B cyTku. MakcuMmanbHasi CyToYHas 103a Mpenapara He JI0JDKHA
npesbliath 20 Mr. MakcuManbHbeli  Kypc JsedeHuss — 14 gnueil. Ecim B TedeHue
2 Hemenb HE HAOMIOAAETCS OOJIETYCHHS CHUMITOMOB WJIM OHHU YCYTYOJISIFOTCS, HEOOXOAMMO
00paTHUThCS K Bpayy.

Jleuenue cunopoma 3onnuneepa-Innucona

Jloza ycraHaBIMBaeTcs WHAMBHIyalnbHO. PekomeHmyemass HadampHas no3a — 60wmr 1 pas
B cytku. Ilpm HeoOxomumocTn no3y yeenumumBaroT a0 80-120 mr B cytku. Ilpum mose Gonee
80 mr ee crneayeT pa3ieIuTh Ha 2 IpueMa.

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmul nodxcunozo eozpacma
V MOXWIBIX MAIMEHTOB KOPPEKINH PEKHUMa JO3UPOBAHUS HE TpeOyeTcs.
Tayuenmoi ¢ napywenuem ¢hyHKkyuu novex
[Tpu HapymieHn# QYHKIIMH TOYEK KOPPEKIMH PEKUMa JO3UPOBAHUS HE TpeOyeTcs.
llayuenmul ¢ napywenuem ynkyuu nevenu
[Ipu meyeHOYHOI HETOCTATOYHOCTH HazHavaroT mo 10-20 mr (MakcuMmasbHas CyTOYHas 103a
20 mr) 1 pa3 B CyTKH.
€T’
[Ipenapar mpoTuBoONOKa3zaH neTsM B Bo3pacte oT 0 g0 18 jeT B CBA3U C COIEpKAHHEM B €r0

COCTaBe BCIIOMOTATEIILHOTO BEIIECTBA KpacHuTelNs «a30pyouH (kapmyasuH) (E122)».
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Croco0 IIpuMeHeHus

BnyTps.

Karncysipl npuHUMAOT 00BIYHO YTPOM, MPEAIOYTUTEIBHO PA3ACIbHO OT €JIbl, TJIOTAIOT IETUKOM,
3anuBasi TOJIOBUHOW cTakaHa Bojbl. Kamcynbl Henb3si pa3kKeBbIBATh WIM H3MENbYaTh.
[Ipu 3aTpynHEHUU TIOTaHUS, COACPKUMOE KAaICyJbl MOCJIE €€ BCKPBITUS MOXKHO CMEHIaTh CO
CJIETKAa MOJIKMCIEHHON XKUAKOCTBIO (COK, HOI'YypT) U UCHOIb30BaTh B TeueHUE 30 MUHYT.

4.3. TlpoTuBomoKa3aHusA

e [umepuyBCTBUTENBHOCTh K OMEINpPA30iy WM K JIOOOMY M3 BCIOMOTATENIbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazzene 6.1.;

e OJHOBPEMEHHOE MPHMEHEHHE C KIAPUTPOMHUIIMHOM Y TAlMEHTOB C MEYEHOYHOH
HEJ0CTaTOYHOCTHIO; aTazaHaBUPOM, 3Bepoboem, APIOTUHUOOM, M03aKOHA30JI0M,
OJIHOBPEMEHHOE MPUMEHEHHE C MpernapaToM HelpHuHaBUD;

e jnerckuii Bo3pact or 0 mo 18 mer B cBfI3M C coAepkKaHHEM B COCTaBe Ipernapara
BCIIOMOTaTeNLHOTO BEIIECTBA KpacuTens «a3opyouH (kapmyasun) (E122)y.

4.4. OcoOble yka3aHUsl H MepPbI NPEA0CTOPOKHOCTH NPH NMPUMEHEHU U

C 0CTOPOKHOCTEIO

e HepmocrarouHocTh GYHKINH ITEYCHH;

®  HEJOCTaTOYHOCTh (PYHKIMH IOYEK;

®  OCTEOIOpO3;

®  OJHOBPEMEHHOE IPHMEHEHHE C KIAPUTPOMUIIMHOM, KIIOMUJIOTPEIOM, HTPAKOHA30JIOM,
Bap(aprHOM, IMJIOCTA30JI0M, Jua3zenamoM, (EHUTOMHOM, CaKBUHABHUPOM, TaKPOJIMMYCOM,
BOPUKOHA30JI0M, pU(aMIIUIIHOM;

e  3HAYMUTEJIbHOE CIIOHTAHHOE CHUKEHHE MACChI Tela;

e  [OBTOPSAIOLIASICS PBOTA, PBOTA C IPUMECKHIO KPOBH;

e  HapylleHHE ITIOTaHus;

* U3MEHEHHE I[BeTa Kaya (1erTeoOpa3HbIid CTY);

® [IpW HAIWYWHU SI3BBI )KETyAKa (WIA TPU MOJO03PCHUN Ha €€ HaJM4We) 0 Hayalla JICYCHUs
clIeflyeT UCKIIIOYUTh 3I0KaUeCTBEHHOE HOBOOOpPA30BaHKE, TOCKOJIBbKY JIeUeHHE MOXKET MPUBECTH
K MaCKHpPOBKE CUMIITOMOB M 33JiepXKaTh OCTAaHOBKY MPaBHJILHOTO AMArHO3a.

Oco0ble yKka3auus

Hepe;l Ha4YaJloOM TEparnunu HGO6XO)II/IMO HUCKIIIOYUTh HAJIMYHUE 3JIOKAYCCTBCHHOI'O IIponecca B
BCPXHHUX OTACIIAX KCIYAOYHO-KUIICUHOI'O TpaKTa ()KKT), TaK KaK IpHUEM OMCEIIpa3oJjia MOKCT
MAaCKUpPOBAaTb CHUMIITOMATHUKY H OTCPOYHUTH IMOCTAHOBKY IPABHUJIBHOTO JUArHO3a. CHIKCHHE

’KEJyI0YHON KHUCIOTHOCTH, B TOM YHCJIE€ U MPHU UCIOIb30BaHUH OJI0KATOPOB MPOTOHHOW MOMITHI,
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KHUIIEYHBIX UH(EKITHA.

[ToBbieHNE KOHLIEHTpauuu xpoMorpanuHa A (CgA) MOXKET 0OKa3blBaTh BIMSHUE HA PE3YJIbTAThI
o0cieZIoBaHU Ul BBISIBIICHUS] HEHPOSHIOKPUHHBIX ornyxoJeil. [l npenoTBpalieHus 1aHHOrO
BIMSIHUSA HEOOXOAMMO BPEMEHHO MPEKpaTUTh IpUEM OoMempasosia 3a 5 AHEH 10 HpOBEAEHUs
uccienoBanus koHueHTpauuu CgA. Ecinu koHueHtpanuun CgA u racTpuHa B IUIa3Me€ KPOBU HE
HOPMAJIM30BAJINCh  II0OCJIE€ HAYaJbHOTO HW3MEPEHMs, CIEAyeT IIPOBECTH KOHTPOJIbHOE
uccienoBaHue yepes 14 qHel mocie npekpaiieHus JeueHus HHTMOMTOPOM ITPOTOHHOW HOMIIBL.
VY NanueHTOB C BBIPAKEHHOW HEAOCTATOYHOCTBIO (DYHKIUHM IEUYEHH HEOOXOIUMO PperyJsipHO
KOHTPOJIMPOBATH NOKA3aTEIH «II€YCHOYHBIX» ()EPMEHTOB BO BPEMSI T€PAITMH OMEIPA30JIOM.

[Ipu Tepanuu s3BEHHO-IPO3UBHBIX MOPAXKEHUH, CBSI3aHHBIX C IPUEMOM HECTEPOMIHBIX
npoTuBOBocHaIuTeNbHbIX — mpenaparos  (HIIBII), cimemyer  TmiatenbHO — paccMOTpeETh
BO3MOXKHOCTb ~ OrpaHuYeHus win npekpamenus npuema HIIBII  nng  noBbimeHus
3 PEKTUBHOCTH MTPOTHBOS3BEHHOM TEPATIHH.

[Ipenapat comep UT HaTPUl, YTO CIAEAYET NPUHATH BO BHUMAHHUE Yy MNAIlMEHTOB, HAXOISAIINXCS
Ha KOHTPOJINPYEMOU HaTpUEBOU JUETE.

Crnenyer peryiasipHO OLIEHMBaTh COOTHOILIEHME pUCKa M IOJb3bl JUIMTENbHOM (Oosnee 1 roma)
NOJJEPKUBAIOLIEN  Tepanmuu omemnpa3oioM. MMmeroTcs JaHHbIE O TIOBBIIIEHUH pHUCKa
BO3HUKHOBEHHUSI IIE€PEIOMOB TI03BOHKOB, KOCTEH 3amscTbs, TOJOBKM O€IpeHHOW KOCTHU
IIPEUMYIIECTBEHHO y NOXKWJBIX NAIUEHTOB, a TaKKE INPU HAIUYUU TPEAPACHOJIAraroIIuX
¢dakTopoB. [lanmeHTaM ¢ pPUCKOM pa3BUTUS OCTEONOpPO3a CIEeNyeT OOECleUHTh aJeKBATHOE
notpebsenue BuTaMuHa D u kanbuus.

Hmerorcss cooOlieHuss O BO3HMKHOBEHMM BBIPAKEHHOM T'MIIOMarHUEMHHM Y TMAalMeHTOB,
MOJIYYaIOIUX TePaNuio0 HHIMOUTOPaMU IPOTOHHOTO HAacoca, B TOM YHUCIIE OMEINPA30JI0M, CBBIIIE
1 rona.

[TaruenTam, MOTy4arOMUM TEPAIHIO OMENPA30JIOM B TEUEHUE JUTUTEILHOTO BPEMEHU, OCOOCHHO
B COYETAHHMH C JUTOKCHHOM WJIM JPYTHMHU IperapaTaMy, CHIDKAIOIIMMU COJEp)KaHUE MarHus B
Ila3Me KpoOBU (IMypeTHKaMu), TpeOyeTcs peryJspHblii KOHTPOJb COJAEP)KaHUs MAarHus.
Omenpason, Kak ¥ BCe JIEKAPCTBEHHBIE CPEJCTBA, CHUXKAIOIINE KUCIOTHOCTh, MOXKET NPUBOINUTH
K CHIDKEHMIO BcachlBaHMs BUTaMuHa B12 (unanokob6anamuHa). O6 3TOM HEOOXOAMMO MOMHUTh
B OTHOIICHWM I[IallUEHTOB CO CHWXXEHHBIM 3amacoM BuTamMmHa Bl2 B opranusme wim
¢ (pakTOpaMu pucKa HapylIeHHUs BcacblBaHUs BUTaMuHa B12 mpu qymTensHON Tepanuu.

VY nanueHToB, NMPUHUMAaBUIMX IE€POPAIBHO B TEUEHHUE MJIUTENBHOIO BPEMEHH IIpenaparsl,
MOHMKAIOIUE CEKPELHIO XKelle3 KelyJKa, yalle OTMEeYasoch 00pa30BaHHE KEIE3UCTBIX KHUCT

B JKEIyJKe. OTU SIBI€HHUS OOYCIOBIEHBI (PU3NOJIOTMYECKUMU H3MEHEHHUSIMH B pe3yJbTaTe
5
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MIPOJIOJKEHUSI TEpAIUU.
CHIDKEHHE CEKpELUMH COJITHOW KHUCIOTHl B JKEIYyJKE MPUBOAUT K TMOBBIIICHUIO pPOCTa
HOPMaJIbHOW MHUKPO(DIOpPHl KHUIIEYHHKA, YTO, B CBOIO OYE€pedb, MOXKET MPHUBOJIUTH K
HE3HAYUTEIIbHOMY IMOBBIIICHUIO PHUCKAa Pa3BUTUSl KHUIIEYHBIX HWHQPEKUUH, BbI3BAaHHBIX
Oaktepusimu  poma Salmonella spp. u Campylobacter spp., a Takxke, BEpOSTHO,
Clostridium difficile.

[IpumeneHre WHTHOUTOPOB MPOTOHHOM TIOMIIBI CBS3aHO C KpalHE PpEIKUMHU CIIy4asMH
nogocTpoit kokHOU kpacHod BoimvaHku (IIKKB). B ciydae BO3ZHMKHOBEHHsI MATOJOTHUECKHX
W3MEHEHUN KOXKM, OCOOEHHO Ha OTKPBITHIX €€ y4acTKaX, COMPOBOXKIAIOIIMXCA apTpajruew,
NALUEHTY CIEAYeT He3aMeUIMTEIbHO 00paTUThCS 3a MEIUIMHCKON moMoleto. Bpauy cinenyer
paccMoTpeTh Bompoc 00 oTMmeHe owmemnpaszona. Y mamueHtoB ¢ [IKKB Ha ¢Qone
MPEIIeCTBYIONIEH Tepanui HTHrHOUTOPOM MPOTOHHOM MOMIIBI YBEIHUYEH PUCK €€ Pa3BUTHUS MPU
MOCIICAYIOMICH Tepanuy IPYruMH HHTHOUTOPAMHE ITPOTOHHOW TIOMITHI.

BcnomMorarennHble BelecTBa

IIpenapam codeparcum caxapo3y

[TaupenTaM ¢ peaKo BCTpEyaroIIENCsl HACIEICTBEHHON HENepeHOCHMOCThIO (PPYKTO3BI,
[II0KO30-TAIAKTO3HON ManbaOcopOIue wim JepUIMTOM caxapas3bl-M30MalbTa3bl HE CIEIYeT
NPUHUMATD ATOT Mperapar.

IIpenapam codepaxcum 1axmo3vl MOHO2UOPAMm

[TaenTaM C peAKo BCTpEYAIOUIEWCs HACIEICTBEHHONH HENEpEeHOCUMOCThIO TalaKTO3bl,
neUIUTOM JaKTa3bl JONaped WM TJII0KO030-TalaKTO3HOW ManbaOcopOiueil He cienyer
NPUHUMATD ATOT Mperapar.

Ilpenapam cooepoicum azopybun (kapmyaszun) (E122)

A3zopy6uH (kapmyas3uH) (E122) MokeT BbI3bIBATh aJUIEPTHUECKUE PEAKIIHH.

4.5. B3auMmopeiicTBHe ¢ JAPYrHMH JIEKAPDCTBEHHBIMH IIpenapaTtamMd W JApyrue BHJbI
B3aUMO/1eiCTBUA

AxTuBHBIE BenecTBa ¢ pH-3aBucuMoi a6COD6HHCﬁ

CHM)KEHNE KHUCIOTHOCTH KEIyJJOYHOIO COKa IMPH NPUMEHEHUU OMENpa30ja MOKET MOBBIIIATh
WM TTOHMKaTh abcopOLrio (hapMaKoIOruuecky akKTHBHBIX BEILIECTB.

Hengunasup, amasanasup

[Ipy oxHOBpEeMEHHOM MPUMEHEHMH C OMEMNpPA30JIOM MOXET HaOJoJaTbCcsd 3HAUYUTENILHOE
CHIDKEHHE TUIa3MEHHON KOHIIEHTPALMH aTa3aHaBUpa U Hel(uHaBUpA.

OnHOBpeMEHHOE NPHUMEHEHHE OMelpas3oja M HelpuHaBHpa NpOTHBONOKa3aHo. CoBMecTHOE

npuMeHeHne omemnpaszoija (40 Mr B CYTKM) CHIDKAaeT OKCHO3WIUIO  HelpuHaBHpa
6
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M8 cumxaercs Ha 75-90%. Bo B3auMoneHCTBMM MOXET YYacTBOBATh MEXaHU3M
unruouposanusi CYP2C19. OnHoBpeMeHHOE NPUMEHEHHE OMeIpasoja C aTa3aHaBUPOM HeE
pexomennyercs. CoBMecTHOE NpHUMEHEHHE omenpaszoia (40 Mr B CyTKHM) M aTa3zaHaBUpa
300 mr/putonaBupa 100 Mr 370poBbBIMU JOOPOBOJBIIAMH HPUBOIWIO K 75 % CHHKEHUIO
9KCIo3uLMMU ara3aHaBupa. lloBblieHne 103bl atazaHaBupa 10 400 Mr HE KOMIIEHCHPYET
BIIMSIHAE OMENpa3oJia Ha SKCIO3UIMI0 atazaHaBupa. [Ipumenenne 20 Mr omenpasona B CyTKH ¢
400 mr atazanaBupa u 100 Mr puToHaBUpa 3AOPOBBIMH JOOPOBOJIBLIAMU  MPUBOJAUIIO
npuban3uTenbHO K 30 % CHIMKEHUIO HSKCHO3UIMH aTa3aHaBUpa U COMOCTABUMO C SKCIIO3ULIMEH
npu oxHokpatHoMm mnpueme 300 mr arazanaBupa u 100 mr putonaBupa. Ecnm uckirounTh
COBMECTHOE IIPUMEHEHHME aTa3aHaBUpa M OMENpa3oyia HEBO3MOXHO, PpPEKOMEHAYETCs
OCYIIECTBIISITH TIIATEIbHOE HAOIIOACHHE 32 MAI[IEHTOM, a TaKXKe YBEJIMYUTH /103y aTa3aHaBHUpa
1o 400 Mr ¢ npuMeHeHreM puToHaBupa B j103¢ 100 Mr, mpu 3TOM 1032 OMEMNpas3oJia He JT0KHA
npeBbimaTh 20 MT B CYTKH.

Jlueoxcun

ConyrcTBytomee JedeHue omemnpaszonioM (20 Mr B CYTKM) M JUTOKCHHOM Yy 3JIOPOBBIX
TOOPOBOJBIIEB TMOBBIINIATO OHOMOCTYHHOCTh AurokcuHa Ha 10 %. Hecmorps Ha TO, 4TO
[JIMKO3M/IHAs MHTOKCHKAlMS Ha (poHe mpuema oMernpasosia He SIBISETCS 4YacThIM COOBITHEM,
HEOOXO/JUM YCWJICHHBIH MOHHUTOPHHT, OCOOCHHO TIpU JICUCHUH TIOXKHIIBIX TAIMEHTOB.
Knonuooepen

OtmeueHo (bapMakokuHeTHYECKOe/(hapMaKoIMHAMHUECKOE B3aUMO/JIeHCTBHE MEXY
kionugorpenoM (Harpy3zouHas jgo3a 300 mr, moamepkuBaromas 103a /5 MI/CYyTKH) U
omenpaszosnioM (80 MI/CyTKH BHYTPh), KOTOPOE CHIXKAET HKCIIO3HIIMI0 aKTHBHOTO METa0OJIMTa
knonuaorpena Ha 46 % (B 1-it genp) u 42 % (Ha 5-i1 eHb) M COKpaIlaeT CpeAHee Bpems
MHTUOMpOBaHUs arperanuu TpoMoOouuToB Ha 47 % (24 uaca) u 30 % (Ha 5-i1 nens). Takxe
MOKa3aHO, YTO MpHEM KJIOMUJOTpesia U OMeIpa3ojla B pa3HOE BpeMs HE NpPeJoTBpaIlaeT HX
B3aMMOJICHCTBHS, YTO, BEPOATHO, OOYCIOBJIEHO WHTHOMPYIOIIUM BIMSHHEM OMeENpas3oja Ha
CYP2C19. Pesynprarel psiaa HaOMOJATEIbHBIX MCCIEIOBAHUI MPOTUBOPEUMBHI M HE JAIOT
OJIHO3HAYHOT'O OTBETA O HAJMYMU WJIM OTCYTCTBUU IMOBBIIIEHHOTO PUCKa TPOMOO3IMOOIHMUECKUX
CEpJICYHO-COCYIUCTHIX OCTOKHEHUI Ha ()OHE OJHOBPEMEHHOTO NMPUMEHEHHS KIIOMHUAOIpena U
MHTHOUTOPOB MPOTOHHOTO HACOCA.

Jpyrue 1eKapCcTBEHHBIE CPEACTBA

AOcopOumsi TO3aKOHA307a, JPIOTHHHOA, KETOKOHA30lla W UTPAaKOHA30jda 3HAYUTEIHHO
CHU)KAETCs, COOTBETCTBEHHO, YXYyALIaeTcs uX KiuHudeckas a¢dektuBHoCTh. CreayeT n3berarhb

COBMCCTHOTI'O IIpreMa OMEIpa3ojia ¢ II03aKOHa30JI0M HIIN 3pJ'IOTPIHPI6OM.
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Owmenpazon ymepenno uaruoupyer CYP2C19, ocHoBHOI (epMeHT MeTaboim3Ma oMernpas3oda.
Takum 00pazom, MeTaboNM3M JPYIHX JIEKAPCTBEHHBIX CPEICTB, TAaKXKe META0OIM3HPYEMBIX
CYP2C19, MmoxeT ObITh CHHIKEH, @ MX CHCTEMHOE BO3JICHCTBHE — yBenndeHo. [I[puMepamu Takux
JIEKapCTBEHHBIX CPEACTB ABIAIOTCS R-BapdapuH u apyrue aHTaroHUCTsl BuTamuHa K,
mIocTazon, auasenaMm  u QpenutoumH. Ilpm mpuMeHeHMHM —omemnpa3ojia  HAMEHTaMH,
NOJYYaoIUMH Bap(papuH WM APYrHe aHTarOHUCTHl BUTaMuHa K, HEOOXOOMM MOHHUTOPHHT
MEXIYHapOJAHOrO HopMmanu3oBaHHoro otHomenus (MHO); B psae ciaydaeB MOXKET
MOHAIOOUTHCS CHIDKEHHE J103bI BapdapuHa uiu Jpyroro aHtaronucra suramumHa K. B 1o xe
BpeMsi COIYTCTBYIOIIEE JICYCHHE OMENPa3ojioM B CYTOYHOM 03¢ 20 Mr HE NPUBOAUT
K M3MEHEHMIO BPEMEHM KOaryJsiuu y MAalUEeHTOB, [UIMTEIbHO NPUHUMAIOIIUX BapQapuH.
Omenpazon He BIMsIeT Ha MeTabOIM3M MpemnapaToB, METa0OJIM3UPYEMBIX H30(epMEHTOM
CYP3A4, takux Kak UUKIOCIOPUH, JHJOKAaWH, XWUHUIUH, OSCTPagUON, JPUTPOMUIIUH
1 Oy/IeCOHUI.

He BbIiABIEHO B3aMMOJEHCTBHUS OMeNpaszoia CO CIEAYIOIMMHU IpenaparaMu: aHTalWUIHbIE
cpenctBa, KodeuH, TeobwiuH, S-BapdapuH, NHUPOKCUKAM, JIUKIOPEHAK, HAMPOKCEH,
METOIPOJION, POMPAHOJION U ITAHO.

Memompexcam

Y HEKOTOpBIX MalMEHTOB OTMEYAIN HE3HAYUTEIbHOE MOBBIIIEHNE KOHLIEHTPAllUU METOTpeKcarTa
B IJIa3Me KPOBH Ha (hOHE OJJHOBPEMEHHOT'O MPUMEHEHHUsI C HHTHOUTOpaMH MIPOTOHHOI'O HAcoca.
ITpu Ha3HaueHUM BBICOKUX 103 METOTpPEKCaTa CIEAYeT pacCMOTPETh BO3MOXKHOCTh BPEMEHHOIO
MPEeKpaIeHHs pueMa OMenpasoJa.

Hunocmaszon

ITpumenenne omenpaszoina B 1o3e 40 Mr 1 pa3 B CyTKM NPUBOANIIO K YBEIMUEHUIO MaKCUMaJIbHON
miasmMeHHol koHueHTpaunn 1 AUC mutoctaszona Ha 18 % u 26 % cOOTBETCTBEHHO, AJI OAHOIO
W3 aKTUBHBIX META0OJIMTOB IIMJIOCTA30J1a YBEIMYCHUE cOCTaBmiIo 29 % u 69 % cooTBETCTBEHHO.
Denumoun

MOHUTOPHHT TJIa3MEHHON KOHIEHTpalMu (EHUTOMHA PEKOMEHIOBaH B TEUEHHE IEPBHIX
2 Heienb MOCJE Hayala Tepamud OMENpa3ojioM U B Cllydyae KOPPEKUIMH J03bl (PEHUTOWHA;
MOHHMTOPHHT U MOCEAYIOLIYIO KOPPEKIUIO J103bl PEHUTONHA CIIEAYeT MPOBOAUTD 10 OKOHYAHUS
JICUEHUSI OMETIPA30JIOM.

HensBecTHBIN MEXaHU3M B3aWMOJIENCTBUS

Caxkeunasup
CoBMECTHBII TIpHEM OMENpa3oyia W CAKBHHABHPA/PUTOHABUPA XOPOIIO IEPEHOCHTCS

y BUY-uHGUIMPOBAaHHBIX TAIMEHTOB, a TakK)Ke NPHUBOJAWT K TOBBIIICHUIO IJIA3MEHHOM
8
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Taxpoaumyc

CoBMeCTHBIN MTPUEM C OMENPA30JIOM IOBBIIIAET CHIBOPOTOUHYIO KOHIIEHTPALUIO TaKPOJIUMYyCa.
Crnenyer npoBOJIUTh YCHIJIEHHBIH MOHUTOPHHI KOHLIEHTPALUK TAKpOJUMyca U (PYHKLUHU IOYEK
(KJIMpEeHC KpeaTUHUHA) ¢ KOPPEKIMeH J03bl TAKpOJIMMYyca IIPU HEOOXOAUMOCTH.

BiusHue Apyrux JgekapcTBEHHBIX CPEICTB Ha (papMaKOKMHETHKY OMENpas3ona

Hueubumopot uzogpepmenma CYP2C19 u/unu CYP3A4

YuuteiBas Merabosm3M omernpaszoia ¢ ydactuem uzodepmerntoB CYP2C19 u CYP3A4,
JICKapCTBEHHBIE  CPEJCTBA, CIIOCOOHBIE MHTUOMpPOBaTH ATH  (EepMEeHTHl (Takue Kak
KJIQPUTPOMULIMH W BOPHUKOHA30J), MOTYT IIOBBIIIATh CHIBOPOTOYHYIO KOHIIEHTPAIUIO
OMeIpa3oya, 3aMemIsisi CKOpocThb ero Merabonusma. OJHOBPEMEHHOE IPUMEHEHUE
BOPUKOHA30Ja M OMeENpaszojia MNPUBOAUT K Oonee dveM JBYKpatHoMy yBenuueHuto AUC
oMmemnpasona. B cBsiz3u ¢ Xopomiel NEPeHOCHMMOCTHIO BBICOKMX JI03 OMeEIpa3oiia, Ipu
HENPOAOHKUTEILHOM OJHOBPEMEHHOM IIPUMEHEHUU YKa3aHHBIX IIpenapaToB HE TpeOyeTcs
KOPPEKLIMHU 7103l OMETNPa3oJia.

OIHOBpPEMEHHBIN NIPUEM OMEIpPa3oja ¢ aMOKCULIMJIZIMHOM WJIM METPOHUJA30JI0M HE BIMSET Ha
KOHIIEHTPAIIMIO OMEINPa30Jia B MIa3Me KPOBH.

JlexapcTBennsle npemnapatsl, uHayIupytomue uzopepmentel CYP2C19 u CYP3A4, takue kax
pudaMnuuuH U npenaparsl 3Bepo00si MPOABIPSBIEHHOT0, TP OJHOBPEMEHHOM NPUMEHEHHUH C
OMETIPa30JIOM MOTYT IPUBOJAUTH K CHMKEHHIO KOHIIEHTpAallMM OMEIpa3ojia B IUIa3Me KPOBH 3a
CUeT YCKOpeHHs MeTaboJIn3Ma OMenpasona.

4.6. @epTUIbHOCTH, 0EPEMEHHOCTH U JAKTALUS

bepeMeHHOCTB

Pe3ynbrathl nccnenoBaHuil yKa3bIBalOT HA OTCYTCTBHE HEONArOMPHUITHOTO BIMSHUS Ha TEUCHUE
OepeMEeHHOCTH, 3/I0POBbE IJI0Ja U HOBOPOXKJIEHHOro pedeHka. OMenpa3oia MOKHO NMPUMEHATh
npu OEPEMEHHOCTH C OCTOPOKHOCTBIO.

JlakTanus

OmMernpazon BBIAEHSAETCS C TPYIHBIM MOJOKOM. OJIHaKO MpH MPUMEHEHHH B TEPaneBTUYECKUX
J103ax BO3JieiicTBHE Ha peOeHKa MaJIOBEPOSTHO.

4.7. Bausinme Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAMH M padorarh ¢
MeXaHUu3MaMHu

VYuuThiBasi BO3MOXHOCTb TOSIBIICHUSI HEXKEJIATEJNbHBIX PEAKIUHA CO CTOPOHBI LIEHTPAIbHOMN
HEPBHOM CHCTEMBI M OpraHa 3peHHsl, B IEPUOJI JICYEHUSI OMENPa30JIoM HEOOXOJUMO COOII01aTh
OCTOPOXKHOCTh MpPH YIPABJIEHWU TPAHCIOPTHBIMH CpPEACTBAMH M 3aHSATUU MOTEHIHAIBHO

OIIaCHBIMU BHJIaAMHU JCATCIbHOCTH, Tpe6yIOH_[I/IMI/I MOBBIIICHHOMN KOHICHTPAllMKM BHHUMAHHA U
9
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OBICTPOTHI ICUXOMOTOPHBIX PEaKLIUM.
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4.8. HexenarejabHble peakuu

PesroMe HexxenaTeabHbIX PeaKIi

Hwxe npuenensl HexenarenbHble peakuuu (HP), koTopble OblIM BBIABIEHBI B XOJ€
KIIMHUYECKUX MCCIICIOBAaHUM, a TAKXKE IIPU IPUMEHEHUH OMEIPa30Jia B KIMHUYECKON IIPAKTHKE.
Jdns ouenku wactoTel HP wmcmonk3oBaHbl cheayromme KpuTepuu: odeHb dvacto (> 1/10);
gacto (> 1/100, o < 1/10); mewacto (> 1/1000, Ho < 1/100); penxo (> 1/10000, no < 1/1000);
oueHb peako (< 1/10000), yactora HensBecTHa (Ha OCHOBAHMU HMMEIOIIMXCS JAHHBIX OICHHUTH
HeBO3MOXkHO). HP crpynnupoBaHbl B COOTBETCTBUM C CHUCTEMHO-OPraHHBIMM KJIaCCaMHU
MEAMIIMHCKOTO CJIoBaps Il HOpMaTUBHO-TIpaBoBoW nesarenbHocTd MedDRA, B mpenenax
Kaxaoro kiacca HP nepeunciiensl B nopsiike yObIBaHMSI YaCTOThl BCTPEYAEMOCTH, B Mpezeax
KQKIOW TPYIIbI, BBIACIEHHOW IO yactore BcTpedaemoctd, HP pacnpenenensl B nopsiake
YMEHBILIEHUS UX Ba)KHOCTH.

Hapywenuss co cmopouwvt Kposu u Jaum@amuyeckou cucmemvl. PEAKO — THUIOXPOMHAas
MUKPOIMTAPHAS aHEMHUs Y JETe; OYeHb PEAKO — oOpaTUMasi TPOMOOIUTONEHHS, JICUKOTICHHS,
NAHUTOIIEHUS, arpaHyJIOLUTO3.

Hapywenus co cmoponbt uMmyHHOU cucmembl: OYEHb PEIKO — ChIIlb, IIOBBIIICHUE TEMIIEPATYPbI
Telna, AHTMOHEBPOTHMYECKUIl OTeK, OpOHXocMa3M, aIepru4ecKuil BacKyJIuT, JUXOpaJKa,
aHapUIAKTUYECKHE PEaKIMU/IIOK.

Hapywenus co cmopomnvl HepeHOU cucmembl. 4aCTO — TOJIOBHAs 0O0Jb, COHJIMBOCTb, BSJIOCTb
(nepeurcnenHble HP oOHapyXuBalOT TEHAEHIMIO K YCYT'YOJICHHIO IPU JUIMTEJIBHONW Tepamnun);
HE4YacTo — OECCOHHHWIA, TOJIOBOKPY)KEHHE; DPEIKO — MapecTe3UH, CIIyTaHHOCTb CO3HAHWUS,
TAJTIOUUHAIMN, OCOOEHHO Y MOXKWJIBIX MAI[MEHTOB WM IPH TSKEIOM TEUEeHUU 3a00JIeBaHUS;
OUYCHb PEIKO — OECIOKOMCTBO, AETpeccusi, 0COOEHHO Y MOKUIIBIX MALMEHTOB WIH MPH TSKEIOM
TE4YEeHUH 3a00JIeBaHMSL.

Hapywenus co cmoponvl opeana 3penus: HEYacTO — 3pUTENIbHBIE HApPYIIEHHS, B TOM YHUCIE
yYMEHbILIEHUE T0JIeH 3pEHUS], CHU)KEHUE OCTPOTHI U UETKOCTH 3PUTEIHLHOTO BOCHIPUATHUS (OOBIYHO
IPOXOJAT TOCIIE MPEKPALCHUS TEPATTUH ).

Hapywenua co cmoponvl opeana cayxa u 1adupunma. HEYACTO — BEPTHrO, HAPYIICHUS
CIIyXOBOT'O BOCHPHUSATHS, B TOM YHCII€ «3BOH B yIIax» (0OBIYHO MPOXOJAT MOCIIE MPEKpaLIeHHs
TeparnuH).

Kenyoouno-kuweynvle Hapyuienus: 4acTo — TOIIHOTA, PBOTA, METEOPU3M, 3amop, Auapes, 60Jb
B KHMBOTE (B OOJBIIMHCTBE CIy4aeB BBIPAXKEHHOCTb IEPEUYHCICHHBIX SBJICHUN HapacTaeT ¢
IPOJOJDKEHUEM  TEpalluu), JKEJIE3UCThle  MOJMUNbl  (QyHIAIBHOTO  OTAeNna  JKeIyJKa

(moOpoKavecTBEHHBIC); PEIKO — HapylleHHWe BKycCa, U3MEHEHHE I[BETa SI3bIKa 0 KOPUYHEBO-
10
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UCIIONIB30BAHUU C  KIAPUTPOMUIIMHOM  (SIBICHUS HOCSAT OOpaTUMBIA XapakTep IMOcCIe
MPEKpAIIECHUS Tepanuu), MHKPOCKONMUYECKHA KOJHT, OYEHb PEIKO — CYXOCTh CIIHM3UCTON
000JI0YKH pTa, CTOMATHUT, KaHJIU03, TAHKPEATHT.

Hapywenus co cmoponsbi neueHu u icenyesvi8O0AWUX nymel: HEYACTO — HU3IMEHEHUS
MOKa3aTeIe aKTUBHOCTH «TICYCHOYHBIX» (PEPMEHTOB (0OpaTUMOro XapakTepa); OYeHb PEAKO —
TeMaThT, JKEITyXa, MeYCHOYHAs! HEJO0CTaTOYHOCTh, dHIle(anonaTus y MamueHToB ¢ (OHOBBIMHU
3a00JIeBaHUSMU MIEUYCHU.

Hapywenus co cmoponvl Kodicu u noOKOJNCHbIX mMKAHell: HEYacTO — KPalMBHUIA, ChINb, 3YI,
ayonenusi, MyJIbTH(QOpPMHAs 3puUTeMa, (HOTOCCHCHOMIM3AIMS, TOBBIIICHHOE TMOTOOTACIICHUE;
04YeHb peako — cuHapoM CTuBeHca-/[KOHCOHA, TOKCUYECKUM MU IePMaTIbHBIN HEKPOJIU3.
Hapywenus co cmopoHvl MmvluieuHou, CKelemHoU U COeOUHUMeNbHolu MKAHU. HEYacTo —
MepeIOMbI TIO3BOHKOB, KOCTEH 3aIlCThs, TOJIOBKH OeipeHHON KocTH (cM. pa3aen 4.4.); peako —
MUAJITHUS, apTPAITHS; OYCHb PEAKO — MBIIIICYHAS CITA00CTh.

Hapywenus co cmoponvt nouexk u mouegbleoOawux nymeii. PEIKO — HHTEPCTULUAIbHBIN
He(PUT; YaCTOTa HEM3BECTHA — IPEKTUIIbHAS AUCHYHKIIHUS.

Puck  pa3ButHs ~ ocTporo  TyOyJIOMHTEpCTHLHMaIbHOrO  Hepputa (C  BO3MOXKHBIM
POTPECCUPOBAHUEM 0 TIOYEYHON HETOCTATOYHOCTH).

Obwue napyuieHus u peakyuu 8 mecme 68e0eHus. HeyacTo — nepudepudeckue oTeku (0ObIYHO
OPOXOIIT  TOCTEe  TpeKpalleHus  Tepamuu); peaKo —  TUMOHATpUEMUS;  O4YEHb

PCAKO — THHCKOMACTHA; YaCTOTAa HCU3BECTHA — THIIOMArHueMuA (CM. pa3aci 44)

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo coobuiaTh 0 MoJ03peBaeMbIX HeXeNaTeNbHbIX PEaKLUsAX MOCe PerucTpaluy rnpemnapara
C Lenblo oOecreyeHHs HEeNpepblBHOTO MOHMTOPUHIA COOTHOLICHMS <«II0Jb3a — PHUCK»
JIEKapCTBEHHOI'0 Mpernapara. MeIuuHCKUM pabOTHHKAM PEKOMEHIYeTCs COOO0IaTh O JIF0ObIX
M0JI03PEBAEMbBIX HEXKEIATEIbHBIX PEaKIUIX JIEKAPCTBEHHOrO IMpernapaTa yepe3 HallMOHaIbHbIE
CHUCTEMBl COOOIEHUSI O HEXeNaTeIbHBIX pEaKIMsIX TocydapcTB — ujeHOB EBpasuiickoro

9KOHOMHYECKOT'O COIO3a.

Poccuiickas @enepanns.

®denepanbHas cayx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUS.
Anpec: 109012, r. MockBa, CnaBsiHcKas rmiomanis, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

OnexkTponHas noyra: pharm@roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBkKa

CuMITOMBI

PBora, 601k B )KHBOTE, JUapes, TOJOBOKPYKEHHUE, ENPECcCHs, HapyIICHHE 3pEHUS, COHIIMBOCTb,
BO30YXKICHHE, CITyTAHHOCTh CO3HAHMUS, TOJIOBHASI 0O0JIb, MOBBIIIEHUE TTOTOOTACIICHUS, «CYXOCTh)
BO PTY, TOLTHOTA, QpUTMHUSL.

Jleuenue

[IpoBeneHNE CHMIITOMATHYECKOW  TepamwH, TEeMOJHMATN3 HEAOCTaTOYHO 3¢ (EKTHUBCH.
Crnenuduyuecknii aHTHIOT HEU3BECTCH.

5.  ®APMAKOJIOTMYECKUE CBOMCTBA

5.1. d®apmakoauHamMH4ecKHe CBOIiCTBa

dapMakoTepareBTUYECKasl Tpymma: CPeACTBA IS JICYCHHUS KUCIOTO3aBUCHMBIX 3a00JICBaHUIA;
MIPOTUBOSI3BCHHBIC CPEACTBA M CPEACTBA IS JICUEHHUsS TacTpodzodarcaibHON pedIrrokcHON
6one3nu (I'OPB); UHrUOUTOPBI MPOTOHHOTO Hacoca.

Koxg ATX: A02BCO1

Mexanusm ngeiicTBus

Omenpason sBiseTCsl cladbIM OCHOBAHMEM, NEPEXOJIUT B aKTUBHYIO (opMy B KHUCIIOHN cpere
KaHaJIbLIEB KJIETOK MPHUCTEHOYHOIO CJIOS CIM3UCTON OOOJOYKH XKenmyiKa, I/ie aKTUBHPYeTCs U
unrubupyer H'/K'-AT®-a3zy nporoHHOM mommbl. OKa3biBa€T 10303aBHCHMMOE JEHCTBUE Ha
MOCJIEAHUM 3Tal CUHTE3a COJITHOM KUCIIOTHI, yTHETAeT Kak 0a3albHYl0, TaK U CTUMYJIHMPOBAHHYIO
CEKpEeIMI0 HE3aBUCUMO OT CTUMYJIMPYIOLIEro GpakTopa.

Brusinue na cexpeyuto sicenyoounoco coxa

[Tocne mepopaipHOrO NPUMEHEHHUS OMemnpas3oia 1 pa3 B CYTKH TPOUCXOAMUT OBICTpOE U
3¢ exTBHOE HMHrHOMpPOBAHME JHEBHON M HOYHOM CEKpELUMU COJITHOM KHCIOTBHI, KOTOpOE
JIOCTUTaeT MaKCUMyMa B T€UEeHHE 4 JHEH JICUEHUS.

VY mnauueHToB C A3BEHHON OOJE3HBIO JIBEHAALATHIEPCTHOM KHUIIKKM mnpuMeHeHue 20 mr
OMETIPa30Ji1a BbI3bIBAET YCTOMYMBOE CHUKEHUE 24-4acOBOM JKETYJOUHOM KUCIOTHOCTH HE MEHEE
yeMm Ha 80 %. Ilpu 3TOM CHMKEHHE CpeHEeH MaKCUMAaJIbHOW KOHIICHTPAIIMH COJISTHON KHUCIIOTHI
MoCJIe CTUMYJISIIIAU TeHTaracTpuHoMm Ha 70 % mocturaercst B TeueHue 24 vacos. ExenHeBHbIN
nepopaibHblii  mpueM 20 Mr  oMemnpaszona |y THAIMEHTOB C  fA3BEHHOH  OOJe3HbIO
JBEHAALIATUIIEPCTHON KUIIKM MOJJCPKUBAET 3HAUEHHE KHUCIOTHOCTM Ha ypoBHe pH >3 B
cpenHeM B TeueHue 17 Jyacos.

CreneHb yrHETEHUST CEKPEUMH COJSTHOM KHCJIOTHI TPOIMOPIMOHAIbHA IUIOMIATU  TIOJ
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IIPONOPLUMOHAIIBHA JEHCTBUTEIBHONM KOHLEHTPALMU Ipernapara B IUIa3ME KPOBU B JIaHHBIN
MOMEHT BpeMeHHU. Bo BpeMs JIeueHHst OMEnpa3ooM TaxXu(pHIaKCusi He 0TMEYaIach.

eticmeue na Helicobacter pylori

Owmemnpason obaamaet OakrepunuaHbIM Aericteuem Ha Helicobacter pylori in vitro. Dpagukarius
Helicobacter pylori mpu mnpumeHeHHH oOMenpa3ojia COBMECTHO C aHTHOAKTEPHAIbHBIMH
CPEACTBAMHU CONPOBOXAACTCS OBICTPBIM YCTPAHEHHWEM CHUMIOTOMOB, BBICOKOM CTETEHBIO
sakuBieHus jaedektoB ciauzuctod o6onoukn JKKT wu jmouTenpHOM pemMuccuen s3BEHHON
00JIe3HH, UYTO CHI)KAeT BEPOATHOCTh TAKUX OCJIIOKHEHHUH, KaK KPOBOTEUEHHUS, TaK Ke
3 PEKTUBHO, KaK ¥ MOCTOSTHHAS TTOICPKUBAIOIIAS TEPAITHSL.

Hpyaue 3¢pghexmui, céazannbie ¢ UHSUOUPOBAHUEM CEKPEYUU CONAHOU KUCTOMbL

VY nanueHToB, MPUHUMAIOIINX MPEnapaThl, MOHWKAIOIINE CEKPEIUIO JKeJe3 Kelly/IKa, B TEUCHUE
JUIUTETILHOTO TMPOMEKYTKa BPEMEHHU 4Yallle OTMEYaeTcsi OOpa3oBaHME >KENE3UCTHIX KHUCT JIHA
xemyaka. Kucrel 1oOpokadecTBEHHBIE M MPOXOIAT CaMOCTOATENBHO Ha (POHE MPOIOIDKEHHS
Tepanuu. OTH SBICHHUS OOYCIIOBIEHBI (DU3HONIOTHUYECKIMHA W3MEHEHHSIMH B pe3yibTare
WHTHOUPOBAHUS CEKPEIUH COJISTHON KUCTOTHI.

CHIDKEHHE CEKpeLUU COJITHOM KUCIIOTHI B XKEIYAKE MOJ ACHCTBUEM WHTHOUTOPOB MPOTOHHOTO
Hacoca WM JIPYIMX CHMJKAIOLIUX KHCJIOTHOCTH JKENyJKa CPEICTB, MPUBOJIUT K IMOBBIIIEHUIO
pocTta HOpMalbHOM MHKpPO(MIOpPHl KHUILIEYHHKA, YTO B CBOIO OYEpENb MOXKET NPUBOAMUTH K
HE3HAYUTENFHOMY YBEIMUEHUIO PHCKA PAa3BUTUS KHUIIEYHBIX HH(EKIUi, BBI3BAHHBIX
6akrepusimu poma Salmonella spp. u Campylobacter spp., a y rocmuTaaM3upoOBaHHBIX
NaIMEeHTOB, BEpOsTHO, Takxke Oaktepuit Clostridium difficile.

Bo Bpemst nedeHus mpenapaTamMu, NOHMKAIOIIMMH CEKPELUIO JKelle3 Kelly/lKa, KOHIEHTpalus
racTpvHa B CBIBOPOTKE KPOBHU IMOBbIIIAETCS. BeaeaCTBUE CHUKEHUS CEKPELIMH COJISTHON KUCIOTBI
noBsiaercs konueHtpauus CgA B muasme kpoBu. [loBbienue koHreHTpauu CgA B mia3me
KPOBHM MOXXET OKa3blBaThb BIUSHUE Ha pe3ylbTaTbl O0OCIEIOBaHUN Ui  BBISIBICHUS
HEHPOZHJIOKPUHHBIX  OmyxoJied. Jlms mpenoTBpalleHuss [aHHOIO  BIUSHHS — TEparuio
MHTUOUTOpAaMH MPOTOHHOTO HAacoca HEOOXOJIUMO IMPHOCTAHOBUTH 3a 5 JIHEH 10 NMpoBEeIEHUs
UCCIIEIOBaHMs oOmpeneneHns KoHueHTtpauuun CgA B mnasMe KpoBH. Eciom uepes 5 nHen
KOHIeHTpauuu ractpuHa u CgA B I1a3Me KpOBH HE BEPHYJIUCh K HOPMaJbHBIM 3HAUEHUSIM,
HCCJIEIOBAHNE CIIEAyeT MOBTOPUTh dYepe3 14 paHell mnocine npekpanieHuss TPUMEHEHUs
OMeTIpa3oa.

YV ngereil W B3pOCHBIX MAlMEHTOB, JJIATEIBHO MPUHUMABIIMX OMEINPA30J, OTMEYaIOCh
YBEJIUYCHUE KOJUYECTBA HHTEPOXpoMadHUHOMOMOOHBIX KIIETOK, BEPOSTHO, CBSI3aHHOE C

YBCIUMUYCHUEM KOHIOCHTpaIWH raCTpuHa B CBIBOPOTKE KPOBH. Knuangeckoi 3HaYUMMOCTH JaHHOC
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SIBJICHUEC HC UMECCT.

dapmakoauaamuyeckue d3PHeKTol

Omenpason ABISETCS paleMUUYECKOH CMECBIO IBYX SHAHTHOMEPOB, CHUKAET CEKPELUIO COJITHON
KHUCJIOTHI 32 CYET Cenu(pPUUecKoro MHruOUpOBaHUs MPOTOHHOM MOMITBI MAPUETAIBHBIX KJIETOK
xenyaka. Ilpu ogHOKpaTHOM NpPUMEHEHHH OBICTPO JAEWCTBYET M OKasbIBaeT oOpaTumoe
YTHETEHUE CEKPELUU COJITHOM KUCIIOTHI.

5.2. dapmakoKHHeTHYeCKHe CBOIiCTBa

AOGcopbuus

Owmenpazon OwicTpo BcackiBaercs u3 JKKT, makcumanbaas koHieHTparus (Cmax) B IUIa3Me
nocturaercs yepe3 1-2 gaca. AGcopOupyeTcs B TOHKOH KUIIKE OOBIYHO B TEUCHHE 3—6 YacoB.
bronmoctynmHOCTh MMOCHEe OIHOKPAaTHOTO IMpHEeMa BHYTPh cocTaBisieT npubmmsutensHo 40 %,
nociie TOCTOSIHHOTO mpuema | pa3 B CyTKM OHMOJOCTYNHOCTh YyBenuuuBaerca 10 60 %.
OnHOoBpeMEeHHBIN TPUEM MUIIH HE BIUSIET Ha OMOJOCTYITHOCTh OMEIpa3oJia.

Pacnpenenenne

Ces3p  oMempaszona ¢ OenkaMu IUIa3Mbl  KPOBM  COCTaBIIsIeT oOkojo 95 %, o0bem
pacupenenenus — 0,3 J/kr.

BI/IOTDaHCd)ODMaHI/IH

Owmernpa3od MOTHOCTRIO MeTabomu3upyercs B neueHn. OCHOBHBIE N30(EPMEHTHI, YIaCTBYIOIINE
B nporecce merabommsma, — CYP2C19 u CYP3A4. I'uapokcromenpason sBIsSETCS OCHOBHBIM
MeTaboauTOM, oOpa3yromumes noa aeiicrsuem nzodpepmenta CYP2C19. MetaGonutsl CyiabpoH
U cylb(U]] He OKa3bIBAIOT BIMSAHUSA HAa CEKPELUIO COJISTHOM KUCIOTHI.

OJIUMUHAINS

[Tepuon nonyssiBenenus (T'2) cocraBnser okono 40 munyr (30-90 munyt). Oxono 80 %
BBIBOJMTCS B BHJI€ META0OJIUTOB MMOYKAMH, OCTAJIbHAS YacTh — Yyepe3 KUIICYHHK.

[loyeuyHas HEAOCTATOYHOCTh

VY nanueHToB ¢ HapyueHueM QyHKIUHU MOYeK KOPPEKIUs 036l He TpeOyeTcs.

IIeueHOUHAS HEAOCTATOYHOCTDH

MeTtabonu3m OMCIIpa3oJjia y MAalUCHTOB C HAPYUICHUCM (I)YHKI_II/II/I NCYCHU 3aMCIJIACTCA, 4YTO
MMPUBOAUT K YBCIIMUYCHUIO €TI0 6I/IO,ZLOCTYHHOCTI/I.

JInia moKuJioro Bo3pacra

Y noxwibix manueHToB (75-79 5eT) OTMEYEHO HE3HAYUTEIbHOE CHIKCHHE MeTa0omM3Ma
OMeTIpa3oa.

6. ®APMAIEBTUUYECKHUE CBOWCTBA

6.1. IlepeyeHb BCIOMOTaTeJbLHBIX BeleCTB

e (Caxapo3sa;
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e MaHHHUT (MAHHHUTOM);

® KpaxMaj KyKypy3HbIH;

® JIaKTO3bI MOHOTHPAT;

e HaTpusd Jaypuicyiabdar;

e Harpus ruapodocdar;

® TUJIPOKCUIIPONUIMETHIILEIUII0N03a (THITPOMEIIO3a);

BCIIOMOTaTCJIBbHBIC BEHICCTBA ITOKPHITHA:

® METaKPHUJIOBOM KHCIOTHI COMOJIUMED TUCTIEPCHUS;

® THIPOKCHIIPONMIMETHIIICIUII0I03a (THIIPOMEILI03a);
® TIPONMJICHTIINKOJIB;

® [ETUJIOBBIN CIUPT;

® THUTaHa TUOKCHU];

e MaHHUT (MAHHUTO);

e mnomucop6ar-80 (TBuH-80);

® HaTpUs THAPOKCH;

Kancyna tBepaas keJIaTHHOBAS:

[cocmas kopnyca kancynor:

® KEJIaTHH;

COCMag KpulueuKy Kancyuvi:

® KEIIaTHH;

e a3opyouH (kapmyasun) (E122)].

6.2. HecoBmecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs1)

3 rozxa.

6.4. Oco0ble Mepbl MPEeI0CTOPOKHOCTH MPH XPaHEHHH

Xpanuts ipu Temnepatype Hke 30 °C.

6.5. XapakTep M cojiep:kaHue NePBUYHONH YIAKOBKH

ITo 7, 10, 15 xancyn B KOHTYpHYIO SUEHKOBYIO YMaKOBKY M3 IUIEHKH MOJUBUHUIXJIOPHIHON U
¢boJIbru aMOMHUHNEBOM MeYaTHON JTaKUPOBAHHOM.

4 KOHTYpHBIEC SYECUKOBBIC YIAKOBKHU IO 7 Kamncyn wid 3, 5, 6, 9, 10 KOHTYpHBIX SYEHMKOBBIX
ynakoBok mo 10 kamcyn, man 2, 4, 6, 8§ KOHTYpHBIX SUEHKOBBIX YNAKOBOK Mo 15 kamcyn
C MHCTPYKIHMEH MO MEAMIMHCKOMY IPUMEHEHHUIO IIOMEINAI0T B MAaykKy M3 KapToHa s
MOTPEOUTEITLCKON TaphI.
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6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH __NPH '-nIv'ﬁnmﬁéﬁl];ﬁﬂtlﬂhﬁnl%ﬁﬁﬂom

JIEKAPCTBCHHOI'0 nmpemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mnmocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'0 IIpenmapara, 1 Apyrue MaHunyJasiiuu € nmpemnaparom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAIHUMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

Axkuuonepnoe obmiectBo «IIpousBoncTBennas dpapmanepruueckas komnanuss OOHOBICHHE
Opunnuecknit  ampec: 633621, HoBocubupckas o001., Cy3yHckuii paiion, pr. Cy3syH,

yi1. Komuccapa 3sTpkoBa, 1. 18.

Ten./dakc: 8 (800) 200-09-95.

7.1. TlpencraBuTe/ib JAep:KaTessi PerucTPAIMOHHOIO YI0CTOBEPEHHS.

[Iperen3un norpedbuTENEH HAIPABIATE 110 aIPECY:

Poccniickas @enepanys

Axkuuonepnoe obmiectBo «IIpousBocTBennas dapmanepTuueckas komnanuss OOHOBICHHE
630096, r. HoBocubupck, yin. CtanimonHsas, A. 80.

Ten./dpaxc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8. HOMEP PETHCTPALIMOHHOI'O YJOCTOBEPEHMS
JITT-Ne(001085)-(PT-RU)

9. JATA NEPBUYHOWM PETUCTPAILIMU (ITOJATBEPKJIEHUS PETUCTPAILIUU,
NEPEPETUCTPAILIUN)
Jara nepBoii peructpanun: 02.08.2022

10. JATA NEPECMOTPA TEKCTA

OOmast xapakTepUCTHKa JICKapCTBEHHOro mnpemapara Owmenpa3on PeHeBan JocTynmHa Ha
WHPOPMALIMOHHOM TIOpTajie EBpa3suilckoro SKOHOMHUYECKOTO COK3a B HWH(POPMAIMOHHO-

KOMMYHHKaIMOHHOH cetn «MuTepHeT» http://eec.eaeunion.org/
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