COOTBETC TEn'ET IKCTEPTHI
ot 06062025 N= 143 II

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBE‘&HB%{‘)EHWHHA

MY OTUETY

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITIPEITAPATA

330Mmernpazon Kanown, 40 mr, nnodunuzar A OIpUroToBICHUs pacTBOpa AJsl BHYTPUBEHHOTO
BBEJ/ICHHUS.

2. KAMECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByOIIEe BELIECTBO: 330MEMPa30IL.

Kaxnprii hiakon cogepxut 40 Mr 330Menpazoiia (B BUIC 930MeIpa3oiia HaTpus).
BcnomoraTenbHbIe BEIeCTBa, HATMYHE KOTOPHIX HA0 YYUTHIBATh B COCTABE JICKAPCTBECHHOTO
npemnapara: HaTpuii (cM. pasaen 4.4).

[TonHbIii IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Jlno¢punusar A MPUTOTOBIICHUS PaCTBOPA JJIsi BHYTPUBEHHOTO BBEICHHUS.
[Topucras macca Georo WiIM MoyTH OEJIO0To LBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3zaHusi K IPUMEHEHHIO

[IpenapaT D30menpa3on KaHoH moka3zaH kK MPUMEHEHHUIO Y B3pOCbIX U eTel oT 1 roaa.

Bspocinsle B Bo3pacte oT 18 jeT

e B kadecTBe aJIbTEpPHATHBBI IEPOPATILHOMN TEPAIIMH NP HEBO3MOKHOCTH €€ MPOBEICHUSA:

- npu ractpossodareanbHoi peduirokcHol 601e3Hu (I'OPB) y nauenTos ¢ 330¢arutom n/umm

BBIPQ)KEHHBIMU CUMIITOMaMU peQIIIOKCHOM 00JIe3HU;

- JIIA 3aKHUBJICHU S IICTITUYCCKUX SA3B, CBA3aHHBIX C HpI/IéMOM HECTCPOHUIHBIX

POTUBOBOCTIAIUTENbHBIX NpenapaToB (HIIBII);

- g npodUIAKTUKK TENTUYECKHX 3B, cBs3aHHbIX ¢ mpuémom HIIBII, y manueHTtos,

OTHOCAIIUXCA K I'PYIIIIC pHUCKa.

L4 I[J'ISI HpO(bI/I.HaKTI/IKI/I peuuanBa KpOBOTCUYCHHUA U3 MENTHYECKOMN SI3BBI MOCIIE 3HIOCKOIIMYECKOTO

reMocTasa.

Jletu B Bo3pacte ot 1 roga go 18 jer

e B kauecTtBe AJIbTCPHATUBBI HepopaﬂBHOﬁ TCpaIu nNpu HEBO3MOKHOCTHU ec MMPOBCACHU:

- npu I'DOPb y mnanueHTOB € 3pO3UBHBIM peditokc-330(paruToM W/WIAM  BBIPAKEHHBIMU

CUMITTOMaMU peIIOKCHOM O0JIe3HU.
4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

Bspocnvie

B kauecmese anomepramusbl nepopaibHol mepanui nPu He8O3MONCHOCINU ee l’ll?06€a€HMﬂ
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330Menpason mapeHTepaibHo B q1o3e 20—40 mr 1 pa3 B cyTkwu.

- IIpu I'OPB y nmarueHTOoB ¢ 330(harutoM peKoMeHayeTCs 330Merpaso B 103e 40 mr 1 pa3 B CyTKH.
s neuenust cumntoMoB ['OPB 330menpazon npumensiercs B 103e 20 mr 1 pa3 B cyTku.

- [Ins 3aKuUBIIEHMS NENTUYECKUX A3B, cBsi3aHHbIX ¢ npuémom HIIBII, y manmenToB, oTHOCAIUXCS
K IPYIIIE pUCKa, PEKOMEHyeTcsl 330Menpasoin B 03¢ 20 mr 1 pa3 B cyTku.

- Jna npoduIaKTHKKA TENTHYECKUX s3B, CBs3aHHbIX ¢ mnpuémom HIIBII, pexomenmyercs
s30merpaszon B fo3e 20 mr 1 pa3 B CyTKH.

Kak npaBuiio, nepuoy JiedeHus: BHyTPUBEHHON (JOPMOI HEMPOIOJKUTENIEH, TAllUEHTa CIIeAyeT Kak
MOJKHO OBICTpEe MePEeBECTH Ha EPOPAILHBIA IPUEM 330MeTpa3oia.

s npod)uﬂakmuku peuuduea KDOBOMEYCHUS. U3 NEenmuU4ecKoll s36bl_Nocie OHOOCKONUYECKO20
cemocmasa

[Tocrme HSHIOCKONMMYECKOTO TeMOocTa3a PEKOMEHIyeTcs 330Menpa3oil B go3e 80 Mr B Buie
BHYTpUBEHHON uH(QYy3uu B TeueHue 30 MUHYT C MOCIEAYIOIIENH MNpPOAJEHHOW BHYTPUBEHHOU
uH(py3uei 330Menpazona B 103e 8§ Mr/4 B TeueHue 3 cyTok (72 4acos).

[Tocne okoHyaHUsI TApEHTEPATBLHON Teparuu ISl MOAABICHUSI CEKPEIMU KUCTIOTHl PEKOMEHIYETCs
aHTHCEKpeTOopHas Tepamnus (Hanpumep, 33omenpason 40 mr 1 pa3 B CyTkH B TedeHHE 4 HEJIEINb).

Oco0ble rpynIbl MalueHTOB

Hal/ﬂleHmbl noosKcus1020 eo3pacma
VY nanueHToB NOKUJIOro BO3pacTa KOPPEKLMH J103bl HE TpedyeTcs.

Ilayuenmul ¢ Hapyuenuem ynKyuu novex

Koppekiust 10361 mpenapara I3omenpa3oi KaHoH y MaleHToB ¢ HapymieHHeM (YHKIMH [TOYEK HE
TpeOyetcs. B cBsI3u ¢ OrpaHHUYEHHBIM OMBITOM MIPUMEHEHHS 330MENPa3olia y MalMeHTOB C TSKEIon
MOYEYHOM HEJOCTATOYHOCTBIO, CIIEYET COOI0IaTh OCTOPOKHOCTD NIPH JICUCHUH TaKUX MAIlMEHTOB
(cm. pazmen 5.2.).

Iayuenmul ¢ nHapywenuem Qynkyuu nevenu

LTacmposzopazeanvrasn pegrokcras bonesns

Koppeknust 10361 mpenapata D3oMenpa3on KaHOH y ManMeHToB ¢ HapymieHueM (yHKITHH TTCUYeHU
JIETKOW U CpeJHEH CTeNeH! TsHKeCTH He TpedyeTcs..

VY MamMeHToR ¢ TSHKEIBIM HapylieHHeM (DYHKIIUY TICUeHU MaKCUMAaJIbHAsI CYTOYHAs 1032 COCTABIISET
20 mr (cM. pa3gen 5.2.).

Kposomeuenue uz nenmuyeckoii sA36bi

Koppexmus 1036l npenapata D3oMenpaszon KaHOH y ManueHToB ¢ HapyleHueM (QyHKIMM MeYeHU
JIETKOM M CpeJTHEN CTENEeHHU TSHKECTH He TpeOyeTcs.

VY NanueHToB € TsHKENbIM HapyIIeHHeM (YHKIMHM TeYeHH PEKOMEHIYETCS CIECIYIOIUN peKuM
BBeJleHUsl mpemnaparta 2D3omenpaszon Kanon: 80 Mr B BuJe BHYTpUBEHHOW HMH(]Y3UH B TEUYeHHE
30 MUHYT ¢ Tocieayomeil MpoAIeHHON BHYTPUBEHHON MH(pY3Uel B MaKCUMAJbHOM 103€ 4 MI/4 B
teuenue 71,5 gacoB (cMm. pazgen 5.2.).

eTH
B kauecmee anbmepnamuevl nepopanbHoll mepanuu npu HeGO3MOICHOCIU €€ NPOBEOCHUs:
e [lpu I'DPb y mnanmueHTOB € 3pO3UBHBIM pPEQIIIOKC-330)aruTOM W/WUIH BbIPAXKECHHBIMU
CHUMIITOMaMU peQIIFOKCHOM O0JI€3HH — 330MeNpa3ofl MapeHTepaibHo |1 pa3 B CyTKH, KaK 4yacTb
kypca tepanuu ['OPb (pexomeHaanum no 103MpoBaHUIO MPEACTaBIEHBI B Tabnuue 1).
Kak npaBuio, nepuoj jeyeHHs BHYTPUBEHHOW (GopMoil JO0KeH ObITh HENpOIOKUTEIBHBIM,
NalMeHTa cIelyeT KaKk MOYKHO ObICTpee NEPEBECTH Ha IIEpOpalbHbIA IpUEM Mpenapara.
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100
Ta6muma 1. PekoMenmanmu 1mo 703MpOBAHMIO A30MENPA30Ia ,Z[J'Ig i

Bo3pacrt JleyeHue 3po3uBHOTO pedirokc-33odarnura CumnromaTnieckoe
P p P Jedenue I'JPB
1-11 ner - Macca tena menee 20 xr: 10 mr 1 pa3 B cyTku 10 mr 1 pa3 B cyTku
- Macca tena 20 xr u 6ojee: 10 mr wiu 20 mr 1 pas
B CYTKH
12-18 net 40 mr 1 pa3 B cyTKH 20 mr 1 pa3 B cyTKH

Cnoco0 nmpuMeHeHus

BnaytpuBenHo.

Bspocnvie

Huvexyuu

- Jlo3a 40 Mr: mpUroTOBJICHHBII pacTBOp 330Mernpa3zoia (5 mil, 8§ MI/Mi1) BBOJUTCS BHYTPHBEHHO B
TEYCHUE HE MCHEE 3 MUHYT.

- Jlo3za 20 Mr: mojioBHHA MPUTOTOBIEHHOTO PacTBOpa 330Memnpaszona (2,5 mii, 8§ Mr/mMi) BBOAUTCS
BHYTPHBEHHO B TEUCHUE HE MCHEE 3 MUHYT.

- Hewucnonp3oBaHHBIE OCTATKH PAaCTBOPA JOJIKHBI OBITh YTUIN3UPOBAHBI.

Unudyzuu

- Jlo3a 40 Mr: IpuUroTOBJIEHHBINA PACTBOP 330MeENpPa30Jia BBOJUTCS B BUJI€ BHYTPUBEHHONW HH(Y3UN
B TeueHue 10-30 MuHYT.

- Jloza 20 wMrI: MoJOBMHA MPUTOTOBJIEHHOIO pacTBOpa 330MeNpa3ojia BBOJAUTCS B BHUIE
BHyTpuBeHHOH WH(Y3un B Teuenne 10-30 munyr. Hemcmonp3oBaHHBIE OCTAaTKH pacTBOpa
JIOJKHBI OBITh YTUIIM3UPOBAHBI.

- Jlo3a 80 Mr: mpuUroTOBJIEHHBIN pacTBOP I30MENpa3oiia BBOJUTCS B BUJE BHYTPUBEHHON HH(DY3UU
B TeueHue 30 MUHYT.

- Jloza 8 MI/4: TUpPUTOTOBICHHBIH pAcTBOp 9530MeNpa3ojia BBOAUTCS B BHUAE MPOJICHHON
BHYTPHUBEHHOH nH(Y3uM B TeueHue 71,5 gacos (8 mr/4).

VYcaoBus U CPOK XpaHEHUs TPUTOTOBJICHHOTO pacTBOpa CM. B paszzene 6.3.

Hemu 6 6ospacme om 1 200a do 18 nem

Huvexyuu

- Jo3a 40 Mr: npuroTOBICHHBI pacTBOp 5330Memnpaszona (5 mi, 8 MI/mil) BBOJAUTCS
BHYTPUBEHHO B T€UEHHE HE MEHEE 3 MUHYT.

- Jo3a 20 mr: mojoBMHa NPUTOTOBJIEHHOTO pacTBOpa 33oMemnpaszona (2,5 ma, 8§ mr/mu)
BBOJUTCSA BHYTPUBCHHO B TCUCHHUEC HE MCHEC 3 MHUHYT. Hewuncnonp3oBaHHBIE OCTATKH pacTBOpa
JIOJKHBI OBITh YTUIIM3UPOBAHBI.

- Joza 10wmr: 1,25 M1 npuroToBIE€HHOIO pacTBOpa 330Merpaszonia (8 Mr/mi) BBOAMTCS
BHYTPHMBEHHO B T€U€HHE HE MeHee 3 MUHYT. Hencrnob30BaHHbIE OCTaTKU PacTBOPA JOJDKHBI
OBITh YTUIIM3UPOBAHBI.

Unoyzuu

- Jlo3a 40 Mr: mpUroTOBJIEHHBIM PAcTBOP 330MENpPa30jia BBOAUTCA B BHUJAEC BHYTPHUBEHHOU
uHOy3uu B Teuerue 10-30 MUHYT.

- Jloda 20 mMr: mOJOBMHA NPHUTOTOBJIEHHOTO pAacTBOpa 330MENpa30jia BBOJUTCA B BHJE
BHYTpUBeHHOH MHOY3uu B TeueHue 10-30 munyT. Hemcnonb3oBaHHBIE OCTaTKU pacTBOpa
JOJKHBI OBITh YTUIIM3UPOBAHBI.

- Joza 10 Mr: 4erBepThb NPHUTOTOBJICHHOTO pacTBOpa 330MEIpa30jia BBOAMTCA B BHUJE
BHyTpuBeHHON MHGY3uu B TeueHne 10—-30 munyT. Hencrnonp30BaHHBIE OCTaTKH pacTBOpa
JOJDKHBI OBITh YTUIIM3UPOBAHBI.
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VYcnoBus U CPOK XpaHEHUs MPUTOTOBIEHHOTO pacTBONA CM. B bggneng'ﬁ%:

WHcTpyKIMU 110 MPUTOTOBIEHUIO JIEKAPCTBEHHOTO Npenapara nepes IpUuMEHEHUEM CM. B pa3iesie
6.6.

4.3. IlpoTuBoONOKa3aHUS

e [ uUmepuyyBCTBUTENBHOCTh K 330MENpa3oily, 3aMEIICHHBIM OCH3MMHA30JlaM WIH JIO00MY U3
BCIIOMOTaTENIbHBIX BELIECTB, IEPEUNCIIEHHBIX B pasaene 6.1.

e Jlerckuii Bo3pact a0 | roga u nerckuii Bozpact 10 18 ner no apyrum nokasanusim, kpome ['OPB.

e D3oMenpa3osl He [JODKEH TNPUMEHATHCS COBMECTHO C aTa3aHaBUPOM U HEI(PHUHABUPOM
(cMm. pasgen 4.5.).

4.4. OcoOble yka3aHusl 1 Mepbl PeJ0CTOPOKHOCTH NPH NPUMEHEHUH

ITpyu Hanuuuu JOOBIX TPEBOXKHBIX CUMITOMOB (HampuMep, TAKUX KAaK 3HAUUTENIbHAs CIIOHTAHHAs
MOTEPst MACCHI TeJIa, MOBTOPSIOMIASCS PBOTA, AUC(arus, pBoTa ¢ KPOBBIO WIIM MEJICHA), a TAKXKE TPU
HQJIMYMU SI3BBI XKeNyJKa (WIK MpU MOJ03PEHUHU Ha s3BY JKeNyJKa), clelyeT UCKIYUTh Haludue
3JI0Ka4€CTBEHHOI0 HOBOOOPAa30BaHUs, IOCKOJIBKY JIEUEHHE NTpenapaToM J3omenpas3oi KaHoH MoxeT
IIPUBECTHU K CIIa>KMBAHUIO CUMIITOMATUKU U OTCPOYUTH IIOCTAHOBKY JUArHo3a.

B penkux ciydasx y TanMEHTOB, JUIMTSIBHOE BpeMs MPUHUMABIIMX OMEIPa3oJl, IpH
THCTOJIOTUYECKOM HCCIICIOBAaHUM OWOINTATOB CIIM3UCTONW OOOJIOUKM Tella JKEIyAKa BBISBISUICS
aTpO(UIECKHI TaCTpPUT.

[Io pe3ynpTaTam UCCIENOBaHUN OTMeuYeHO (apMaKOKHHETHYECKOe/hapMaKoJuHAMUIECKOe
B3aUMOJICHCTBHE MEXIy KiomuuorpenaoMm (Harpy3zounas no3za 300 Mr v mojazep:KuBaromas 1o03a
75 mr/cyT.) u 330Menpa3osioM (40 Mr/cyT. BHyTph), KOTOPOE MPUBOAUT K CHIDKEHUIO SKCIO3HUIIMH K
aKTUBHOMY MeTabonuty kionugorpena B cpeaHeM Ha 40 % W CHIKEHHIO MaKCUMAaJbHOIO
unruOupoBanus AJ[O-uHAYIMPOBAaHHON arperanuu TpoMOOIMUTOB B cpenHeM Ha 14 %. [Tostomy
cienyeT u30eraTh OJTHOBPEMEHHOTO TPUMEHEHUS H30MeTIpa3oJia U Kionuaorpena (cM. pasaen 4.5).
OtnenpHble HAOMIOATENBHBIE HCCIEIOBAaHUS YKa3bIBAIOT Ha TO, YTO TEpanus WHTHOUTOpaMU
MIPOTOHHOM ITOMITEI MOYKET HE3HAUMTENIFHO IMOBBIIIATH PUCK CBSI3aHHBIX C OCTEONIOPO30M ITEPETIOMOB,
OJTHAKO B IPYTUX MOJAOOHBIX UCCIEIOBAHUSIX MMOBBIIIEHUE PUCKA HE OTMEUYEHO.

B PAaHIOMHU3UPOBAHHBIX, I[BOfIHI)IX CJICTIBIX, KOHTPOJUPYCMBIX KIIMHHUYCCKUX HUCCIICA0OBAHUAX
OMENpasoJia U 330Mernpa3ofia, BKIOYas JBa OTKPBITHIX MCCIEIOBAHUS JUINTENbHON Tepanuu (Oosee
12 ner), He ObLIa TOATBEp)KIEHA CBSI3b NEPEIOMOB Ha (DOHE OCTEomopo3a C MPUMEHEHHEM
MHTUOUTOPOB MMPOTOHHOM MTOMIIBI.

XOTsl MPUYUHHO-CIIEACTBEHHAs CBA3b MPUMEHEHUs] OMENpas3oia / 330Menpas3ofa ¢ nepeJoMaMu Ha
(doHEe ocTeonopo3a He YCTAaHOBJICHA, AIIMEHTHI C PICKOM Pa3BUTHUS OCTEOTIOPO3a UITU IEPEIOMOB Ha
ero (hoHe JOKHBI HAXOAUTHCS TI0JT COOTBETCTBYIOIIUM KIMHUYECKUM HAOIIOICHUEM.

BcniomorarenbHbIe BENECTBA
JlaHHBIN npenapar coep>kuT MeHee 1 MmMoib (23 Mr) HaTpust B OJHOM (pJIakoOHE, TO €CThb IO CYTH
HE COJEPKUT HATpUS.

4.5. BzaumojeiictTBue ¢ JApPYIrMMH JIEKAPDCTBEHHbBIMH INpenapatamMM W Jpyrue BH/bI
B3aNMOIeHCTBUSA

I/ICCHGHOBaHI/IH 0 H3Y4YCHHIO BSaHMOHeﬁCTBHﬁ MDpPOBOAWIINCE C YYAaCTHUEM TOJIBKO B3POCIIBIX
IIannMcHTOB.

Bnusinue 330Menpa3ona Ha papMaKOKHMHETUKY APYTUX JIEKAPCTBEHHBIX MpenapaToB
CHMKEHHE CEeKpEelUU COJISIHOM KUCJIOTHl B JKEJIYAKE IMpHU JICYEHUHM 330MENPA30jOM U JIPYyruMU
MHTHOUTOpaMU MPOTOHHOM MOMITBI MOXET MPUBECTH K CHUKEHHIO WJIM TOBBIIIEHUI0 abcopOuuu
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JIPYTUX TPenapaTroB, BCACHIBAHWE KOTOPBIX 3aBUCHT_OT KHCJE)THUEM:LCD'&[H- rE),Z[OGHO ,I[DVI“I/IM

npemnaparaM, CHHXAOMMUM KHCIOTHOCTb JKCIYAOYHOI'O COKa, JICUCHUC 330MCIIPA30JIOM MOKCT
INPpUBECTH K CHHIXXCHUIO BCAChIBaHUA KCETOKOHA30Jia, HMTPAKOHAa30Jia Hu 3pJ'IOTI/IHI/I6a, a TaKXKC
IMOBBIINICHWIO BCACBIBAHUA TAKUX IIPCIIAPaTOB, KAK JUT'OKCHUH.

CoBMecTHBI TpueM omenpasoia B o3¢ 20 MI' OAMH pa3 B CYTKM M JUTOKCHHA IOBBINIAET
o6uomoctynmHocTh qurokcuaa Ha 10 % (OnomocTymHOCTh AUTOKCHHA TTOBBIIIANACH HA BEIMYUHY 10
30 % y 20 % nanueHToB).

bbuto mokazaHo, YTO OMeNpa3oil B3aUMOJEHCTBYET C HEKOTOPBIMU aHTHPETPOBHPYCHBIMU
npenaparamM. MexaHu3Mbl ¥ KIMHUYECKOEe 3HAYCHUE ITHX B3aUMOJICHCTBHUI HE BCET/1a H3BECTHBHI.
VBennuenune 3HaueHuss pH Ha ¢oHe Tepamuu OMENpa3ojoM MOXET BIHUATh T4 BCACBIBAHUE
AHTUPETPOBUPYCHBIX NpemnaparoB. Takke BO3MOXHO B3aUMOJCHCTBHE Ha YPOBHE HM30(epMEeHTa
CYP2C19. Ilpu coBMecTHOM NPUMEHEHUU OMENpa3ojda U HEKOTOPBIX AHTUPETPOBUPYCHBIX
IpenaparoB, TaKMX KakK ara3aHaBUp W HEJI(PHHABHUP, HAa (OHE TEpalMK OMENpPa30jIoM, OTMEYACTCs
CHIDKEHHE WX KOHIIEHTPAIMM B CBHIBOPOTKE. [l03TOMYy HX OIHOBpEMEHHOE NpPHMEHEHHE He
pekomenayercs. CoBMeCTHOE pUMeHeHue omernpasona (40 Mr oJMH pa3 B CyTKH) C aTa3aHaBUPOM
300 mr/putonaBupoM 100 Mr 370pOBBIMH  TOOPOBOJIBLIAMH ~MPHUBOJWIO K CYIIECTBEHHOMY
YMEHBIICHUIO OMOJOCTYITHOCTH aTa3aHaBupa (IUIOLIaab I0Jl KPUBOW «KOHIIEHTPALUS—BpPEMS»,
MakcuManbHast (Cmax) 1 MuHHManbHas (Cmin) KOHIEHTPAIMU YMEHBINAINCH MPUOIM3UTENBHO HA
75 %). YBenuuenue 10361 atazanaBupa 10 400 Mr He KOMIIEHCUPOBAJIO BO3CHCTBHS OMENpasoia Ha
OMOIOCTYITHOCTD aTa3aHaBHPA.

[Ipy ONHOBPEMEHHOM MPHUMEHEHHH OMEIpa3ojia U CaKBUHABHUpa OBLJIO OTMEYEHO TIOBBIIICHUE
KOHLEHTPAallMd CaKBUHABUPAa B CHIBOPOTKE, IPU MPUMEHEHUH C HEKOTOPBIMU JIPYTUMU
AHTUPETPOBUPYCHBIMU MpENapaTaMd HX KOHLIEHTpAlUs HE MEHsIach. YUMUTHIBAs CXOIHBIC
bapMakokuHeTHYeCKHEe M (papMaKOJMHAMHUYECKHE CBOMCTBA OMeEIpa3oja W 330MENpa3ona,
COBMECTHOE IPUMEHEHHME 330MEINpa3oyla C aHTHUPETPOBUPYCHBIMM IIpeNapaTaMH, TAKUMHU Kak
aTazaHaBUp U HEN(PUHABHUP, HE PEKOMEHIYETCS.

330menpa3zon naruoupyer CYP2C19 — ocHOBHOI n30(pepMeHT, y4acTBYIOIINNA B €ro MeTaboIU3Me.
CoBMecTHOE NPUMEHEHHE 330MeNpasosia ¢ APYTUMH IpernaparaMu, B MeTaboIu3Me KOTOPBIX
npunumaer ydactue nzopepmeHT CYP2C19, TakuMu kak auazenam, LUTAJIONpaM, UMUIIPAMUH,
KJIOMHUIIPaMUH, (PEHUTOUH U JIp., MOXKET NMPUBECTH K MOBBIIIEHUIO KOHLIEHTPALUN 3TUX IIPENapaToB
B IJIa3Me M MOTpeboBaTh CHMXKEHUs J03bl. lIpum mepopasbHOM coBMecTHOM. mnpueme 30 mr
3oMenpaszoia M Auasenama Ha 45 % cHuKaeTcss KIMPEHC [auasenama, KOTOPBIH sBIisSeTcs
cyoctparom nzopepmenta CYP2C19.

[Ipu coBMecTHOM mpHeMe 330Menpasoja nepopanbHO B a03e 40 Mr u (eHutronHa y OOJIbHBIX
snuiencueit Ha 13 % noBslIanack OCTaTOYHAs KOHIEHTpalus (eHUTONHA B IJ1a3Me. B ¢Bs3U ¢ aTUM
PEKOMEHIyeTCsl KOHTPOJIb KOHIIEHTpaIM (PEHUTOMHA B IJIa3Me B Havaje JISYSHUS I30MENpPa30JioM
u npu ero ormene. llpumenenune omenpazona B go3e 40 Mr oIuH pa3 B CYTKH NPHBOIHIO K
YBEIUYCHUIO TUIOMIAJN TIOJI KPUBOM «KOHIEHTpamusi—BpeMs» U Cmax BOpHUKOHa3oja (cybcTpar
uzopepmenta CYP2C19) Ha 15 % u 41 %, COOTBETCTBEHHO.

[Ipu npuMeHeHnn 30Mernpa3oia nepopaibHo B A03€ 40 MI marueHTaMu, MoIyJyarouMy BapdapuH,
BpeMs KOaryJisiiud OCTaBajJOCh B TMpenenax JOMYCTUMBIX 3HaueHui. OpHako cooOIanoch O
HECKOJIbKUX  cly4dasiXx  KJIMHMYecKH 3HauuMmoro mosbimieHus MHO  (MmexayHapoaHoe
HOpMAaJIM30BaHHOE OTHOLIEHKE) IIPU COBMECTHOM ITPUMEHEHUH Bap(hapHHa 1 330Menpasona. B csi3u
C 3TUM pekoMeHayercss MoHuTopuHr MHO B Havane M 1o OKOHYaHUM COBMECTHOTO IMPUMEHEHUS
9TUX MPENapaToB.

[To pesympraram wuccienoBaHWii OTMeUEHO (apMaKOKHHETHYeCKoe/ (HapMaKoIMHAMHYECKOE
B3aMMOJICICTBUE MEXIY KJIONMUAOrpenaoM (Harpy3ouHas no3a 300 mMr v mojjaep:kuBarolias 103a
75 Mmr/cyt.) u 330Menpa3onoM (40 Mr/cyT. BHYTPh), KOTOPOE MPUBOJIUT K CHUKEHUIO DKCIO3UIINU
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aKTUBHOTO MeETa0oJIUTa KJIOMHUIOTpPENa B CpPEIHEM Ha 40”/()‘ 'I/I—l'c;( AKCUMATBEHOTO

uHrn6upoBanus AJlO-UHAYIIMPOBAHHON arperaiui TPOMOOIIUTOB B cpeiHeM Ha 14 %.

KnuHuueckast 3Ha4MMOCTb 3TOrO B3aUMOJCHCTBUSA HE sACHA. B IMPOCHEKTMBHOM MCCIEJOBAHUU Y
MAIMEeHTOB, MOJIyYaBIIKMX TUIane0o wiu oMenpason B jgo3e 20 MI/CyT. OTHOBPEMEHHO C Tepamuen
KJIONUAOIPpeNIoM M anetwicanuuuioBoi kuciaotoi (ACK), u npu aHanm3e KIMHUYECKUX MCXOJO0B
MaciTaOHBIX PAHOMU3UPOBAHHBIX HCCIIEJOBAHNH HE OBUIO TOKA3aHO MOBBIIICHHS PUCKA CEPCUHO-
COCYIUCTBIX OCJIO)KHEHHUH IPU COBMECTHOM ITPUMEHEHHUH KJIOIHMI0Tpeia U UHTHOUTOPOB IPOTOHHOM
TIOMITBI, BKJIFOUAsi 330MeMpa3oi. Pe3ynbraTsl psijia HaOMo aTeIbHBIX HCCIIEI0OBAaHUN TPOTUBOPEUUBEI
U HE JalT OJHO3HAYHOI'O OTBETa O HAJIMYUU WJIM OTCYTCTBHUM IOBBIIICHHOIO pHUCKa
TPOMOOIMOOITMYECKUX CEPICUHO-COCYIUCTBIX OCJIOXHEHUH Ha (POHE COBMECTHOTO MPUMEHEHHS
KJIONUAOIpesia U MHTUOUTOPOB POTOHHOM nomibl. [Ipu npuMeHeHun KIonuaorpesia COBMECTHO ¢
¢ukcupoBanHoii komOuHarmeit 20 mr s3omenpazona u 81 mr ACK »skcno3unus akTUBHOTO
MeTaboJauTa KIomujorpena cHuswiach noyrd Ha 40 % 1o CcpaBHEHMIO C MOHOTepamnuen
KJIOMIUAOTPENIOM, TPHU A3TOM MaKCHMalbHble YpOBHH wuHTHOMpoBanus AJlD-uHIynupoBaHHON
arperali TpOMOOLMTOB OBbIIIM OJJMHAKOBBIMHM, YTO, BEPOSITHO, CBA3aHO C OJTHOBPEMEHHBIM IPUEMOM
ACK B Hu3Kol 103€.

[Ipumenenue omernpazona B o3¢ 40 Mr OMH pa3 B CYTKH MPHUBOJIWIO K YBEIHUEHUIO Cmax H
TIJIOIAIU TI0JT KPUBOM «KOHIICHTpalMsI—BpeMs» 1uiiocTtazona Ha 18 % u 26 %, cOOTBETCTBEHHO; JJIs
OJTHOTO M3 AaKTHBHBIX METAa0ONUTOB IIWJIOCTa30lia yBenuueHue coctaBuio 29 % u 69 %,
COOTBETCTBEHHO. Y 3JI0POBBIX JTI0OPOBOJIBIIEB COBMECTHBIA MEPOPANBHBIA MPHUEM H30MEIpa3oja B
no3e 40 Mr u nuzanpuaa Ha 32 % NOBBIIAT BEJIMYMHY IUIOMIAAN O] KPUBOM «KOHIIEHTPALMSI—
Bpemsi» (AUC) u nHa 31 % yBenmuuBan mnepuoxa mnonyBeiBeneHus (Ti2) ansa nusanpuna;
MaKCUMaJIbHbIC KOHIICHTpAIlMW [HM3alpuaa B IUIa3Me IPU ATOM 3HAYHMTEIIBHO HE W3MCHSUIIHCH.
HesnauntensHoe yanmuHenue wuHTepBaia QT, KkoTopoe HaOMIOMaIoCh TPH MOHOTEPAIUAU
[U3ANPUAOM, IPU J00ABICHUHN 30MENpa3oia He yBeININBAIOCH (cM. pazaen 4.4).

[Ipy 0JHOBpEMEHHOM NPUMEHEHUHU 330MEINpa3oyia U TaKpoJMMyca ObUIO OTMEUYEHO IOBBIIIEHUE
KOHILICHTPALUX TaKPOJIUMYCa B CBIBOPOTKE KPOBH. Y HEKOTOPBIX IMALIMEHTOB OTMEYAI MOBBILLICHHUE
KOHILIEHTpAllUl MEeTOTpeKcaTa Ha (pOHE COBMECTHOIO NMPUMEHEHHUs ¢ MHTHOMTOpPAMH MPOTOHHOM
nomnbl. [Ipy Ha3HAYeHUM BBICOKUX JI03 METOTpEKcara CIeAyeT pPacCMOTPETb BO3MOXHOCTb
BPEMEHHON OTMEHBI 330MEIpa3oJa.

[TokazaHo, 4TO 330MEMNPa30i HE BHI3bIBACT KIMHUYECKU 3HAYMMBIX WU3MEHEHUN (hapMaKOKUHETHKU
aMOKCUIIWJIJIMHA M XUHUAMHA. VccrnenoBaHuil MO M3Y4YEHHMIO B3aWMOJEWCTBHS 330MeIpas3olia ¢
JPYTUMU JIEKapCTBEHHBIMU CPEACTBAMU IPU €r0 BHYTPUBEHHOM NPHUMEHEHUU B BBICOKHUX J03aX
(80 mr ¢ moceayronMM BBEACHHEM B J103€ 8 MI/4) HE MPOBOAUIOCH. BO3MOXKHO, TPH TAKOM PEKHUME
JO3UPOBAHUSI D30MEMpPa30Jl OKa3bIBaeT Ooliee BBIpaXEHHOE BIHMSHHE Ha (HAaPMAKOKUHETHKY
cyocrpaTtoB nzodepmernta CYP2C19. I[TosTomy marueHThl JOHKHBI HAXOAUTHCS MO TPUCTATHHBIM
MEIUIIMHCKUM HaOIIOJCHHEM BO BPeMsi BHYTPUBEHHOT'O BBEJICHUS 230MEMpPa3oia.

BimsiHue 1ekapCTBEHHBIX IIPENapaToB Ha GapMakKOKHMHETHKY mpernapara D3omenpason Kanou

B merabonusme »3omemnpaszona ydactBytoT uzopepmeHtsl CYP2C19 u CYP3A4. CoBmecTHOE
nepopajibHOe MPUMEHEHNEe 330Mernpa3oiia u nuruouropa nzopepmenta CYP3A4, knapuTpoMuLivHa
(500 mr 2 pa3a B CyTKHM) IPUBOJHT K IByKpaTHOMY yBenndeHuto 3Hadenuss AUC s 330menpasona.
CoBMecTHOE TPUMEHEHHE 730Menpa3oia M KOMOWHHUPOBAHHOTO HMHTHOMTOpa H30(hepMEHTOB
CYP3A4 u CYP2C19, Hanpumep, BOPUKOHA30J1a, MOKET MPUBOJIUTH Oojiee 4eM K 2-KpaTHOMY
yBenudeHuto 3HaueHuss AUC mis 33omenpaszona. Kak mpaBuio, B Takux ciydasx He TpeOyeTcs
KOPpEeKIMH 11036l 330Memnpasona. Koppekuus 10361 330MENpas3oia MOXKET IMOoTpedoBaThes y
MAIMEHTOB C TSKENbIM HapylleHueM (QYHKIUU MEeYeHU U NpU UIUTEIHHOM €ro HMpUMEHEHUHU.
JlexapcTBeHHble npenapathl, nHAynHpyomme uzopepmentsl CYP2C19 nu CYP3A4, takue Kak,
pupaMIuIUH M Ipenaparsl 3Bepo00sl MPOABIPSBIEHHOIO, NPU COBMECTHOM IPUMEHEHUH C
330MENPA30JI0M MOTYT IIPUBOJIUTH K CHMIKEHUIO KOHIEHTPALMU 330MEIpa3oiia B IJIa3Me KPOBH 3a
CUET YCKOpPEHMsI MeTaboIM3Ma 330Menpasoa.
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Jlnst  pacTBOpeHMsI Tipenapara JOKHBI  MCIOJIb3QBATHCS '%%&EE%;@vJ%r—é-Epencg

My OTUETY

YIOMSHYTBIE B pa3zzene 6.6.

4.6. ®epTUIBLHOCTH, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

B Hacrosiee BpeMst JaHHBIC O TPUMEHEHHH 330MeNpa3olia B epruo,1 0epeMEHHOCTH OTpaHUYCHEL. B
HUCCIICA0OBAHUAX Ha JXHUBOTHBIX HE€ BBbIIBJICHO KaKOFO'HI/I6O npsaMoro HWjimM KOCBCHHOI'O
OTPHIIATEIIFHOTO BO3JEHCTBHS 330MENpa3ojia Ha pPa3BUTHE SMOpHOHA WM IUI0Ja. BBenenue
paLeMHYEeCKOi CMECH TperapaTa Tak)Ke He OKa3bIBaJI0 KAKOT0-TH00 OTPHUIIATEILHOTO BO3ICHCTBHS
Ha JKUBOTHBIX B IEPHOJ OEPEMEHHOCTH, POJIOB, a TAK)KE B TIEPHOJ] TIOCTHATAILHOTO PA3BUTHSI.

Hasnauare npenapar B nepuoj O€peMEHHOCTH CIEIyeT TOJIBKO B TOM CIydae, KOrja OXHIaeMas
10J1b3a JIJIs1 MAaTepU IPEBbIIAET BO3MOXKHBIN PUCK JUIS IIJI0/A.

JlakTarms

Het nanHpIx 0 mpuMeHeHUH Npenapara >KeHIIMHAMY B Iepuo1 JakTauu. He u3BecTHO, BbIIeNseTCS
JIM 330MEIpa3oil ¢ TPYJHBIM MOJIOKOM, IIOTOMY HE CJENyeT Ha3HauyaTh Ipernapar D30Menpasoll
KanoHn B nepuo kopmieHus rpyabto. B ciaydae He0OX0AUMOCTH Teparnuy 330MeNpazoioM B epUol
JIAKTAIMH CIIEYET PACCMOTPETh BO3MOKHOCTD MPEKPAIIEHUS TPYTHOTO BCKApMIIMBAHUSI.

4.7. BiusiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMH CpeACTBAMHM M padorarh ¢
MeXaHHu3MaMu

B cBs3u ¢ TEM, 4TO BO BpPCMs TCpAIIUH IIPCIIapaTOM 930M6Hp330.]1 Kanon MOTYT Ha6J'II-OI[aTBC$I
T'OJIOBOKPYKCHHUEC, HCUCTKOCTL 3pPCHHUA W COHJIIMBOCTH, CICAYCT CO6JIIOI[3.TI) OCTOPOKHOCTL IIpHU
YIIpaBJICHUU aBTOTPAHCIIOPTOM U APYIr'UMH MEXaHHU3MAMU.

4.8. HexkesaTeibHbIE peaKkuu

Tabnuunoe pEe3rOMe HeXKellaTelIbHbIX pPEaKIINi

Hwxe mpuBeIeHBI HeXellaTeIbHbIC PEaKIIUd, CTPYIITUPOBAHHBIC TI0 CHCTEMHO-OPTaHHBIM KJIaccaM H
4acToTe MosBIeHUs. YaCcTOTy HeXKeNIaTeNbHBIX Peakinii KiaccuGpuiupoBaiu CleayrIuM 00pazom:
oueHb yacto (> 1/10), vacto (> 1/100, vo < 1/10), Heuacto (> 1/1000, ro < 1/100), penxo (> 1/10000,
HO < 1/1000), ouens peaxo (< 1/10000), yacToTa Hen3BecTHA (Ha OCHOBAaHUHM MMEIOIIUXCS JaHHBIX
OLIEHUTb YaCTOTY HEBO3MOJKHO).

CHCTCMHO'OpFaHHBIﬁ KJ1acc YacrTorTa HexenaTeabHble Pe€aKIIuu
Hapy]_ueHH;[ CO CTOPOHBI KPOBH pPEAKO HeﬁKOHeHHH, TpOM60HI/ITOHeHI/I5[
U TUMQPaTHIECKOH CUCTEMBI OYECHB PEJKO | arpaHy/IOLXTO3, MAHI[UTOICHHS

peaxiuy runepIyBCTBUTEbHOCTH
Hapymenuns co cropoHst KO (HanpuMmep, JIMXOpaaKa, aHTMOHEBPOTHYECKUH OTEK,
MMMYHHOU CHCTEMBI pea aHa(UITaKTHYeCKas

peakius/aHaQUIAKTHIECKHI 10K)

HCYaCToO nepn(bepnqecm/le OTCKH

pPEaAKo TUINIOHAaTPUCMUSL

Hapymenns metabonnzma
U IUTAaHUA THIIOMarHucMus; THIIOKaJIbIITUCMHUA

OYCHb PEAKO | BCIIEICTBUE THKEIOW TUTIOMArHUEMUH, TUIIOKATMEMHS]
BCJICICTBHC TUIIOMarHueMUU

HEYacTo OeCcCOHHHUIIA

Ilcuxuueckue HapyHICHUA

penKo JieTpeccusi, BO30YKICHHE, 3aMEIIaTEILCTBO
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OYEHB PEIIKO

raHONMHAINY, AMPECCHBHOE ToBE femie — | — = = ==/

1 KEITIEeBBIBOISAIINX YT

4acTo roJoBHas 00JIb
HapymeHnust co cTopoHbl HEPBHOM
HE4acTo TOJIOBOKPY>KEHHE, 1aPECTE3UH, COHIINBOCTD
CHCTEMBI
peaKo HapylIeHHe BKyca
Hapymenus co cropoHst
penko HEUYETKOCTh 3PEHUS
OpraHa 3peHHs
Hapymenuns co CTOPOHBI
JBIXaTEIbHONW CUCTEMBI,
N peaxo OpoHxocmnazm
OpPraHoB TIPYIOHOM KIETKH U
CPEIOCTEHUs
4acTo 0omb B KHMBOTE, 3amop, JAWapes, METEOpH3M,
TOIITHOTA/pBOTA
HEYacTo CYXOCTb BO PT
Hapymenus co CTOPOHBI yx pTy
eIy JOYHO-KUIIEUHOI'0 TPAKTa penko CTOMAaTHUT, KaHIUA03 ey T0YHO-KUILIEYHOTO TPaKTa
MHUKPOCKOITUYECKHI KOJIUT MTOATBEPKACHHBIH
OYEHb PEIKO P (noaTBep L
THCTOJIOTHYECKH)
HEYacTo TIOBBIIIICHHE aKTHBHOCTH «IICUCHOYHBIX» ()EPMEHTOB
Hapy1ienns co CTOpOHBI IEYCHH | pejko renaTur (c )KeATyXoi Ui 0e3)

OYEHb PEIIKO

IICYCHOYHAas1 HCEJOCTAaTOYHOCTH, E)H]_[C(I)EUIOH?ITI/ISI y
[MALMEHTOB C 3a00JIEBAHUAMU [IEYEHU

Hapymenus co cTopoHbl KOKU
M TTIOJKOKHBIX TKaHEH

9acTo peakiiy B MECTe BBEJCHUs Ipernapara*
HEYacTo JIEPMATHT, 3y/]I, ChIllb, KPAITHBHHUIIA
peaKo ajonenus, GoToceHCHOMITH3aIHS

OYEHb PEIIKO

MynsTUGOpMHAs dpureMa, cuHApoMm CTuBeHCa-
JIOHCOHA, TOKCUUECKUI MUAepMalIbHBIA HEKPOJIU3,
ocTpoit re€HepaIn30BaHHBIN 9K3aHTEMAaTO3HbIN
MyCTyJe3, JIEKApCTBEHHAS CHIMIb C 303WHO(MINEH U
cucteMHbIME cuMiitoMmamu (DRESS-cunnpom)

Hapymienus co CTOPOHBI
MBEITIICYHOH, KOCTHOH n
COEIUHUTEILHON TKaHU

peaxo

apTpajrus, MUaITHs

OYEHb PEIIKO

MBIIIEYHAs CI1a00CTh

Hapymenuns co cTopoHsl modek
1 MOYEBBIBOASIIMX ITyTeH

OYEHb PEIKO

WHTEPCTUINATIBHBIA HEQpPUT

Hapymienus co CTOPOHBI
PETPOTyKTUBHON CUCTEMBI
Y MOJIOYHBIX JKEJIe3

OYEHb PEIKO

THHECKOMAaCTHA

OO01re HapyIICHUS U PEAKIIMU
B MECTE BBEJICHUS

penKo

HECOAOMOTaHUEC, IIOTJIUBOCTH

IIpumeyanus:

*PeaKHI/II/I B MECTC BBCICHHA IpE€riapata, B OCHOBHOM, OTMCYAJINCh B KIIMHUYCCKOM HCCJICIOBAHUM IIPU HA3HAYCHUUN
930Menpas3ofia B BBICOKOW J03€¢ B TeueHHe 3 cyTok (72 daca). [Ipu MOKIMHUYECKOM H3YYCHHH 330MENpasona Jjis
BHYTPHBEHHOTO BBEICHHS DPAa3IpaXKaroIeTo JeHCTBHA BBIIBIEHO HE OBUIO, OxHAKO ObUTa oTMedeHa ciabas
BOCIAJIUTENbHAs PEAKIHs IPH [TOJKOXHOM BBEJICHHUH ITperiapaTa, 3aBucsas OT KOHIEHTPaUHU 930MeNpa3oia.

C006H12U'IOCI) 00 OTACJIBHBIX Clly4dasax HeO6paTI/IMOFO HapyHaieHus 3pCHHd NMPU BHYTPUBCHHOM BBCACHUHM OMCIIpA3ojia
nagueHTaM B KPUTHYCCKOM COCTOSIHUU, 0COOEHHO Ipyu BBEACHUU BBICOKUX 103, HpI/I‘{I/IHHO-CHCﬂCTBCHHOﬁ CBsA3U C

npuéMOM IpenapaTa He YCTaHOBIICHO.
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(MOCNEQOBATENEHOCTE 000%)

CTH

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JlanHple 1O 0E30IacCHOCTH NPHMEHEHHs 330Mempaszoyia y JeTeil coracyrorcss ¢ mnpoduiem
0€30IacHOCTH y B3pPOCIBIX.

COO6IJ.[€HI/IG 0 TOA03PECBACMBIX HCXKCIIATCIbHBIX PCAKIIHMAX

Baxxno coo0mare O MOJ03pEBAaEMBIX HEXKENATeIbHBIX pEaKUusX I[OClie PEerucTpanuu
JIEKapCTBCHHOTO TIperapara C Iebl0 OO0ECTIeUeHUs HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHUS
«oNb3a — PHUCK» JIEKAPCTBEHHOrO Impernapara. MeTUIUMHCKAM paOOTHUKaM pPEKOMEHIYeTCs
COO00IIATh O JIOOBIX MOI03PEBACMBIX HEXKEIATEIIBHBIX PEAKIIHMIX JIEKAPCTBEHHOTO Tperapara uepe3
HAI[MOHAJIbHBIE CHUCTEMBbI COOOIIEHUS O HEXKEeJIaTeNbHbIX peakUusX TOoCyJapCcTB — UJICHOB
EBpa3uiickoro 5KOHOMHU4ECKOr0 COI03a.

Poccuiickas @enepanus

denepanbHas ciyx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

Anpec: 109012, r. MockBa, CnaBsiHcKast miiomiazisp, A. 4, crpoeHue 1

Tenedon: +7 (800) 550-99-03

DnextponHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B MH(OPMaLOHHO-TEIEKOMMYHUKAI[UOHHOMN CeTH «MHTEpHET:
https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMIITOMBI

Ha Hacrosmuii MOMEHT omMcaHbl KpallHE PENKHE CIyd4ad YMBIIUIEHHOM Iepeno3upoBku. llpu
nepopanbHoM npueme 280 Mr 33oMenpasosia OblJIM ONUCAHBI CIA00CTh U CUMITOMBI CO CTOPOHBI
KEJIyI0YHO-KUIIEYHOTo TpakTa. Pa3zoBbiii mpuem 80 Mr 33omemnpasona BHYTPb U BHYTPUBEHHOE
BBezieHne 308 Mr B TeueHue 24 4acoB HE BBI3BIBAIN KaKUX-TTMOO OTPHUIATEIbHBIX OCIECTBHUM.

Jleuenue

AHTUJOT 330MeMpa3ojia HEM3BECTEH. D30MENpa3osl XOPOIIO CBS3bIBACTCA C OeIKaMu IJIa3Mbl,
nodToMy  nuanu3  MmanodddexrtuBeH. [lpu  mepemo3upoBke  HEOOXOIMMO  MPOBOAWTH
CUMITOMAaTHYeCKOe U 00I1Iee MoIepKUBAIOIIEE JICUCHHE.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA
5.1. dapmakoaUHAMHYECKHUE CBOHCTBA

dapMmakoTepanieBTUYeCcKasi Tpynmna: TMpenapaTbl s JiedeHHs 3a0o0JeBaHUIl CBA3aHHBIX C
HapylIeHHEeM KHUCIIOTHOCTH; TpemnapaTbl JUid JIEYeHUS S3BEHHOH OOJe3HM IKelyaka u
JIBEHA/ILIATUIIEPCTHOM KUIIKU U racTpos3odareanbHol peduirokcHoi 6ones3nu (I'9PB); uHruéuropst
IIPOTOHHOI'O HAacoca.

Kon ATX: A02BCO05

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/IC Bd)d)eKTLI

D30Menpas3oi SBISIETCS S-U30MEPOM OMENpas3ojia U CHIXKAET CEKPELHI0 COJITHOM KHUCIIOTHI B
KeIyJKe MyTeM CHeun(puIeckoro MHruOMpoBaHUs MPOTOHHOM MOMITBI B MapUeTalbHBIX KIETKax
xKemyaka. S- u R-u3omep omenpaszona 001aialoT cXoaHoW papMakoTMHAMUYECKON aKTHBHOCTHIO.
D30Menpa3oi sABISEeTCs Cc1a0blM OCHOBAaHHEM, KOTOPOE MEPEXOJUT B aKTHUBHYIO (pOpMy B CHIIBHO
KHCIION Cpelleé CEeKPETOPHBIX KaHaJbIIEB MapHETAIbHBIX KJIETOK CIM3HCTON OOOJOYKHM KETyaKa U
UHTHOUPYET MPOTOHHYIO oMty — hepmert HY/K*-AT®a3y, npu 5TOM MPOUCXOIUT HHTMOUPOBAHUE
Kak 0a3aJbHOM, TaK ¥ CTUMYJUPOBAHHON CEKPEIUU COJITHON KHCIIOTHI.


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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Brusnue na cekpeyuro COJIAHOU KUCTIOMDbL 8 ofceﬂydke

[Tocne mpuema BHYTpB 330Merpazosna B go3e 20mr unu 40 mr B TeueHue 5 aueit nauuenramu ¢ ' 9Pb
C HaJM4MeM CHMITOMOB OTMEYajoCh CHIKEHUE CEKPELUUU COJISHOW KHUCIOTHI B JKEIyJIKe Ha
NPOTSDKEHUH O0JbIIei yacTu cyToK. DPQeKT OblI OAWHAKOB MPU BHYTPUBEHHOM BBEACHUU U IIPU
MpUEME BHYTPb.

Ananu3 papMaKOKMHETHYECKUX JAHHBIX MTO3BOJIMII BBISIBUTH B3aUMOCBSI3b MEXK/1y HHTHOUPOBAaHHEM
CEKpEeLMH COJISTHON KUCIOTHI U KOHIEHTpalMel 330Menpa3oia B 1jia3Me nocje npuéma BHYTph (11
OLIEHKM KOHIIEHTpauuu ucnoip3oBainu napamerp AUC — miomans noj KpuBOM «KOHLIEHTpALMsi—
BpEMsI»).

Ha ¢done BHyrpuBeHHOro BBeAcHHs 80 Mr s3omemnpaszoiia B TedeHue 30 MUHYT C MOCIEIYIOIICH
MPOJIJIEHHON BHYTPUBEHHOU MH(DY3HEH 330Mernpasoa B 103€¢ 8 MI/d B TedeHue 23,5 yacoB 3HAUCHHUE
xemynounoro pH Obu10 BhIlIe 4 B TeUeHue, B cpeineM, 21 vaca, u Boie 6 — B reyenue 11-13 gacos.

Tepanesmuueckuii 3¢pgexm, Odocmucaemviti 6 pe3yibmame UHSUOUPOBAHUS CeKpeyuu COJSHOU
KUciomaol

3axkuBieHue pediokc-33odarura npu nepopaibHOM NpuéMe 330Menpasona B go3e 40 Mr HacTymnaer
npuOIM3nuTENBHO Y 78 % manueHToB yepe3 4 Hexenu Tepanud Uy 93 % nanueHToB yepes § Henelb
tepanuu. [lokazana >pQexTUBHOCTh mpemapara 23oMenpazosn KaHOH mpu KpoOBOTEUEHHH U3
NeNTHYeCKOH SA3BBI, IOATBCPKACHHOM SHIOCKOIINYCCKU.

Lpyeue a¢hghexmul, ceazannvle ¢ uHSUOUPOBAHUEM CEKPeYUU CONAHOU KUCTIOMbL

Bo Bpemsi nedyeHus mpenaparaMmy, MOHWKAIOIIMMU CEKPELHUIO JKEJe3 JKeNyAKa, KOHLUEHTpalus
racTpUHa B IJIa3Me MOBBILIAETCS B pe3yJIbTaTe CHUKEHHSI CEKpeLlMU COISIHOM KucinoTel. Benencreue
CHMIKCHUSI CEKPCIIMU COJISIHOW KHCJIOTHI TOBBIIIACTCS KOHIECHTpaius xpomorpanuHa A (CgA).
IToBbiienue koHueHTpauun CYA MOXeT OKas3bIBaTh BIMSHUE HAa PE3ysbTaThl 00CIEIOBAHUN UIs
BBISIBJICHUSI HEMPO3HJIOKPUHHBIX omyxoJied. s mpenoTBpalleHus] JTaHHOTO BIMSHHS TEpPaNUIo
MHTUOMTOpaMU NPOTOHHOM MOMITBI HEOOXOJMMO MPUOCTAHOBUTH 3a 5—14 nHelt 10 mpoBeneHUs
uccnenoBanus koHueHtpauun CgA. Eciu 3a 310 Bpems koHueHTpauuss CYgA He BepHylach K
HOPMaJIbHOMY 3HAUYEHUIO, UCCIIEJOBAHUE CIIEYET IOBTOPUTD.

VY nereit U B3pOCHBIX MAIMEHTOB, MPUHUMABIINUX 330MEIPa30j BHYTPh B TE€UEHHUE JIUTEIHHOTO
MPOMEXYTKa BpPEMEHH, OTMEUAIOCh YBEIWYEHHE KOJMYecTBa dSHTepoxpomMadGUHOMOT00HBIX
KJIETOK, YTO, BEPOSITHO, CBSI3aHO C YBEJIMUCHUEM KOHIIEHTpAIlMU racTpuHa B miazme. Kimmauueckoi
3HAUYNMOCTH JaHHOE SIBJICHUE HE MUMEET.

VY manveHToB, NPUHUMABIIMX TMEPOPATLHO B TEUYEHUE JUIMTEIIBHOTO BPEMEHH IIpernaparhl,
MOHIKAIONIUE CEKPEINI0 JKelle3 JKeNmyJlKa, ydalle OTMeJalloch 00pa3oBaHUE JKEJIE3UCTHIX KUCT B
KEeITyaKke. OTU sBICHUS OOYCIIOBIEHBI (U3MOJOTHUYECKUMU HW3MEHEHUSIMU B PE3yJIbTaTe
WHTHOUPOBAHUS CEKPEIMH COJISTHOM KHUCIOTBL. KuHCTBI JOOpOKauecTBEHHBIE U IMOABEPTAIOTCS
o0paTHOMY Pa3BUTHIO.

[IpuMeHeHne JeKapCTBEHHBIX MPENapaToB, MOJABISIOMIUX CEKPELIUIO COJSTHON KUCIOTHI B )KEIY/IKE,
B TOM YHCJIE, HHTHOUTOPOB MPOTOHHOM IOMIIBI, COTIPOBOXIACTCS YBEIUUCHUEM COJEP)KAHUS B
KeIyIKe MUKPOOHOW (IIOphl, B HOpPME NPHUCYTCTBYIONIEH B JKEITYJOYHO-KUIIEYHOM TpPAKTE.
[IpuMeHneHne THTHOUTOPOB TPOTOHHOM MTOMITBI MOKET IPUBOIUTH K HE3HAYUTEILHOMY YBEIIMUCHUIO
pricka MH(EKIIMOHHBIX 3a00JICBaHUI KETyJ0YHO-KUIIIEYHOTO TpakTa, Bei3BanHOTo Salmonella spp.,
Campylobacter spp. u, y rocnutaiu3upoBaHHBIX MaMeHToB, BeposaTHo, Clostridium difficile.

VY nereit B Bo3pacte meHee | Mmecsia u B Bo3pacte 1-11 mecsneB Ha poHe nmpuema nmepopaibHOTo
a3oMenpasona B go3e 0,5 mr/kr u 1,0 MI/Kr, COOTBETCTBEHHO, OTMEUEHO YMEHBIICHUE CPEIHETO
MPOLIEHTa BPEMEHU CO 3HaueHweM BHyTprxkemygouHoro pH menee 4. Ilpoduns OGe3omacHocTH
930MeTpasoia y AETeil CX0XK C TAKOBBIM Y B3POCIBIX.
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5.2. dapMaKoOKHHeTHYECKHE CBOlicTBA

Pacopenenenne

Kaxymuiics 00beM pacrpe/ie/ieHus: P PaBHOBECHOM COCTOSHHH Y 3I0OPOBBIX JIFOJICH COCTABIISIET
npubmu3uTenbHo 0,22 J1/KT Macchl Tena. D30Memnpa3oli CBs3bIBaeTCs ¢ Oenkamu 1a3mel Ha 97 %.

BI/IOTDaHCd)ODMaHI/IH W 3JIMMHHAaIsA

D30Menpa3onl TMOABEPraeTcsl MOJHOMY METaboNM3My C ydacTHEeM CHCTeMbl IuToxpoma P450.
OcHoBHast yacTb MeTabOIU3UPYETCs MPU y4acTUU creruduieckoro noaumophHoro uzodepmeHta
CYP2C19, npu stom 00pa3yrOTCsi THAPOKCHIMPOBAHHBIE U JECMETHIMPOBAHHBIE METAOOIHUTHI
a30Mernpasojia. MeTaboausM ocrtaBiieicss yactu ocyimectBisiercs uzopepmenrom CYP3A4; mpu
3TOM 0Opasyercst Cynb(OIPOU3BOIHOE I30MEIPa30iia — OCHOBHOW METaOOJHT, ONpeAesieMblil B
mia3Mme.

[TapameTpsl, TpPUBEICHHBIE HUXKE, OTPAXKAIOT, B OCHOBHOM, XapakTep (apMaKOKWUHETHKH Y
MAIMEHTOB C MOBBIIICHHON aKTUBHOCTHIO n30depmenta CYP2C19.

OOmmii TIa3MEHHBIA KIMPEHC COCTaBIsIET NpPUMEpHO 17 /4 mocie OJHOKPATHOTO BBEICHHUS
npemnapata u 9 11/4 — npu NOBTOPHBIX BBeICHUSAX, [lepro momyBeIBeaeHus cocTaBiset 1,3 yaca nmpu
IIOBTOPHBIX BBEJICHUSX Mpenapara ouH pa3 B CyTKHU. [1omaas mox KpuBoil «<KOHLEHTPALUS—BPEMSI»
(AUC) yBenuuuBaeTcs MpU TOBTOPHOM BBEACHUH. OTO YBEIWYCHHUE SBISIETCS BpeMs- U
J10303aBUCUMBIM, YTO SIBJISIETCS CJIE€ACTBUEM CHUKEHUSI METa00IM3Ma IPU «IIEPBOM ITPOXOKIACHUM
yepe3 IMeuYeHb, a TaKKe CHIDKEHUS CHUCTEMHOrO KJIIMPEHCA, BEPOATHO, BBI3BAHHBIX TEM, YTO
930MEMpa3oa  W/wim ero cyiabponpousBogHoe HHrHOUpyoT uzopepment CYP2CI19. Ilpu
€KEeHEBHOM MPUMEHEHUU OJUH pa3 B CYTKH 330MEIpPa30Jl MOJTHOCTHIO BBIBOJUTCS U3 IUIa3Mbl B
IIepephIBE MEXKY BBEJICHUSIMU, TEHJICHIIUHN K KyMYJISILIUM 330MeIpa3oJia HE OTMEYaeTCsl.

[Ipy MOBTOPHOM BHYTPHUBEHHOM BBEACHHMM 330Mempaszoiia B 1o3e 40 Mr cpeaHsisi MaKCUMallbHas
KOHLEHTpALUs B IUIa3Me COCTaBIISIET NPUOIN3UTENBHO 13,6 MKMOJIB/I.

IIpyu mpuemMe BHYTpPb aHAJOTMYHBIX /03 CPEOHsS IUIa3MEHHas MaKCHMallbHash KOHIIEHTpaLus
cocTaBisieT 4,6 MKMOJIL/JI.

Heckonbko MeHble yBenuuuBaercs oOmas skcno3uuus (mpubmusurensHo Ha 30 %) npu
BHYTPHMBEHHOM BBEJCHHMH 330MEMPa30Jia M0 CPABHEHUIO C MEPOPATILHBIM IPUEMOM.

IIpn BHYTpUBEHHOM BBeJeHUU 330Menpaszona B go3ax 40 mr, 80 mr u 120 mr B Tedyenne 30 MuH ¢
MOCJICIYIOIMM BHYTPUBEHHBIM BBEJCHHEM B J103¢ 4 Mr/4 win 8 Mr/4 B Tedenue 23,5 u Oblia
nokaszaHa JuHelHas 3aBucuMocTb AUC oT BBOAUMOI 103bl. OCHOBHBIE META0OIUTHI 330MENpPa3oa
HE BJIMSIIOT Ha CEKPELMIO COJITHOM KUCIOTHI B xkenynke. [lpu nepopansHom npumenenuu 1o 80 %
JI03bI H30MEMPa30ia BHIBOJUTCS B BUAEC METAOOJMTOB MOYKaMHM, Jpyras 4acTh — KUIIEYHUKOM. B
Moue oOHapyX HuBaeTcst MeHee | % HEeHM3MEHEHHOI 0 A30MeInpasoa.

CHIXCHHAS aKTUBHOCTD I/I30d)CDMeHTOB

[TpubnuzurensHo y 2,9+1,5 % HaceneHus cHukeHa akTuBHOCTH n3odepmenta CYP2CI19.

VY Takux MNAIMEeHTOB MeTa0OIU3M 330MENpasoyia, B OCHOBHOM, OCYIIECTBIISETCS C IOMOIIBIO
CYP3A4, u npu noBTOpHOM Inpueme BHYTpb 40 MI 330Memnpazosa OJHOKPATHO B CYTKU CpPEIHSS
IIoUIalb MOJ KpUBOH «KOHIEHTpanusa—BpeMs» Ha 100 % Bbllie, 4yeM y NallMEHTOB € MOBBIILIEHHON
akTuBHOCTBHIO H30(epmenta CYP2C19. Cpennue 3HaueHHs] MaKCUMaIbHBIX KOHIIEHTPALHi B IJ1a3Me
y TalMEeHTOB CO CHMKEHHOM aKTMBHOCTHIO M30(epMEHTa MOBBIIIEHBI MpHOIM3uTEabHO Ha 60 %.
CxonHble pa3nuuusl BBIABICHBI IIPU BHYTPUBEHHOM BBEACHUHM 330Menpasona. OTMedeHHbIE
0COOEHHOCTH HE BIHUAIOT Ha JI03Y U CIOCO0 MPUMEHEHUS 330MENpa3oa.

[leueHOYHAsI HEIOCTATOYHOCTD

VY ManueHToB ¢ JIETKUM U YMEPEHHBIM HapylleHueM (QyHKIMHM NMeueHH MeTaOoIu3M 330Menpasoia
MOXKET HapylmaTbcsi. Y TAalMeHTOB C TSKENIbIM HapylleHHeM (YHKIUU [E€YeHH CKOPOCTh
MeTa0oIM3Ma CHUKEHA, YTO MPUBOAUT K YBOCHUIO TUIOIIAAN MOl KPHBON «KOHIIEHTPALUA—BPEMSI»
Ui 330Mernpasonia. TeHIeHIMH K KyMYJISIUM 330MEIpa3oia U €ro OCHOBHBIX METabOJIMTOB IpU
BBEJICHUM IIpeIapaTa OJUH pa3 B CYTKH HE OTMEYacTCsl.

11
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(NOCNENOBATENLHOCTL 0005)

IloyeuHnas HeJOCTATOYHOCTD

W3yuenne ¢papMakOKMHETHKH Yy TMAIMEHTOB CO CHIDKEHHOH (YHKIMEH MOYeK HE MPOBOJIMIOCH.
ITockonbKy yepes MOYKH OCYLIECTBISAETCS BbIBEJCHUE HE CaMOTr0 330MeNpa3oia, a ero MeTaboJIuTOB,
MO>KHO T10JIaraTh, 4YTO META00IM3M 330MENPa30ia y MalUeHTOB ¢ HapylIeHneM (yHKINU MOYEK He
U3MEHSETCA.

JInna moXmjioro Bo3pacra

VY namuenToB moxkmioro Bospacta (71-80 jer) meraboam3Mm 330Menpasosia CyHIECTBEHHO He
HU3MECHSICTCA.

C€TH

W3zyuenne papMakOKMHETHKH 30MeIpa3oia y aereit B Bozpacte ot 0 10 18 et mpoBoauiock nocie
3-MHUHYTHON BHYTPUBEHHON HWHBEKIIMM OJUH Pa3 B CYTKU B TedueHHe 4 qHed. MakcCHUMallbHYIO
PaBHOBECHYIO KOHIEHTpaLUIo IpenapaTa B miaazMe KpoBU (Cssmax) OLIEHUBAIIU Y€pe3 5 MUH MOCHE
BBEJICHUS J103bl Y JIeTel BO BCEX BO3PACTHBIX I'PYIIAX, a Y B3POCIBIX NAIMEHTOB — Yepe3 7 MUHYT
nocye BBeeHHs 0361 40 MI ¥ IO OKOHYAaHUIO HH(Y3uH 10361 20 MT.

B Tabnuue npencraBieHbl pe3yiabTaThl OLEHKM CUCTEMHOM SKCIO3MLMU 330MENpas3osia B BUJE
reOMETPUYECKUX CPEAHMX (JIMana3oHa):

Bo3pacTHasi rpynna Jo3a AUC, MKMOJIB-9/JT Css,max, MKMOJIB/JI
0-1 mec* 0,5 mr/kr (n=6) 7,5 (4,5-20,5) 3,7 (2,7-5,8)
1-11 mec* 1,0 mr/kr (n=6) 10,5 (4,5-22,2) 8,7 (4,5-14,0)
1-5 ner 10 mr (N=7) 7,9 (2,9-16,6) 9,4 (4,4-17,2)
10 mr (n=8) 6,9 (3,5-10,9) 5,6 (3,1-13,2)
6-11 ner 20 mr (n=8) 14,4 (7,2-42,3) 8,8 (3,4-29,4)
20 mr (N=6)** 10,1 (7,2-13,7) 8,1 (3,4-29,4)
12-17 ner 20 mr (n=6) 8,1 (4,7-15,9) 7,1(4,8-9,0)
40 mr (n=8) 17,6 (13,1-19,8) 10,5 (7,8-14,2)
Bapocisie 20 mr (n=22) 5,1 (1,5-11,8) 3,9 (1,5-6,7)
40 mr (n=41) 12,6 (4,8-21,7) 8,5 (5,4-17,9)
IIpumeuanus:

* BospactHas rpymma oT 0 mo | Mecsma BKiIIOYana IAIMEHTOB CO CKOPPEKTHPOBAHHBIM BO3pacToM (CymMma
BHYTPHYTPOOHOTO BO3pacTa ¥ BO3pacTa Iocjie PO>KACHUS B OJTHBIX HEAETAX ) >32 MOITHBIX Helelb U <44 MOJTHBIX HEJelb.
Bospacthas rpynma ot | 1o 11 MecsieB Bkiroyana MaueHToB O CKOPPEKTUPOBAHHBIM BO3PAcTOM >44 MOHBIX HEJlENb.
** JlBa mauyeHTa ObIJIM UCKITIOUYEHBI — OJJMH B CBSI3M CO CHIKEHHOI akTHBHOCTBIO n3odpepmenta CYP2C19, Bropoii — B
CBSI3H C COITYTCTBYIOIIMM IIPUMEHEHUEeM nHruouropa mogpepmenta CYP3A4.

CornacHo moctpoeHHOH Moaenu Css max IIOCIIE B/B BBEJCHHS 330Menpasona B Buae 10-munyTHOU, 20-MUHYTHOIH 1 30-
MHUHYTHOH MH(Y3UU YMEHBIIUTCS, B cpetHeM, Ha 37—49 %, 54-66 % u 61-72 %, COOTBETCTBEHHO, BO BCEX BO3PACTHBIX
TPyIIAaxX U rpymnIax J03UpOBaHMUS 110 CPABHEHHUIO cO 3HAUCHHEM Css, max OCIIE 3-MUHYTHOW MHBEKIINH.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BcnoMoraTebHbIX BellleCTB

Harpus sperar
Harpus runpokenn

6.2. HecoBMeCTUMOCTD

JIaHHBIA JIEKapCTBEHHBIM MpenapaT He CleAyeT CMEIIMBAaTh C JPYTMMH JIeKapCTBEHHBIMHU
npernapaTam, 3a UCKJIFOUSHHEM YITOMSHYTHIX B pasnene 6.6.
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6.3. Cpok rogHocTH (CPOK XpaHeHMusl)

2 roja.

IIpuUroToBIEHHBINA PACTBOD
[IpuroroBneHHBII pacTBOp ClEAYET UCIIOIB30BaTh B TeueHHE 12 yacoB. XpaHUTh MPU TEMIIEpaType
He Boi1e 30 °C.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

[Tpu Temneparype He Bbiiie 25 °C BO BTOPUYHOM yIaKOBKE (TTauKe KapTOHHOM).
VY cnoBusi XpaHeHHs TOCIIe BOCCTAHOBIICHHS JIEKAPCTBEHHOTO TIperapara cM. B paszene 6.3.).

6.5. XapakTep u coaep:KkaHue YNIAKOBKH

ITo 46 mr Bo (hakoHBI 00bEMOM 5 MJT OECIIBETHOTO CTEKJIA, YKYTIOPEHHBIE TPOOKaMH PE3UHOBBIMH,
3aKaTaHHBIE KOJIAaYKaMu U3 (HOJIBTY aJTFOMUHUEBOH C MJIACTHKOBOM KPBIIIKOM.

Ha ¢raxoHbI HaKJIEMBAIOT CAMOKJIESIINECS STUKETKH.

[To 5 ¢nakoHOB B KOHTYpPHYIO SYEHKOBYIO YIAKOBKY W3 IUICHKH MOJMBHHWIXJIOpUAHOH. [lo 2
KOHTYPHBIX SYEHKOBBIX YITAKOBKH BMECTE C JIMCTKOM-BKJIAIBIIIIEM IIOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble MepbI NPEAOCTOPOKHOCTH NMPH YTHIN3ANHUN HCHOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara MM OTXO0J0B, MOJYYEHHBIX TOC/Je NMPUMEHEHHsl JIEKAPCTBEHHOr0 mNpemnapara, u
Apyrue MAHUIYJSIUU € TPenapaTom

IIpuroroBiaeHue pacTeopa

Jlerpananus mpuroToBJICHHOTO pacTBOPA IIIaBHBIM 00pa30M 3aBUCHT OT 3HaueHHs pH, B CBsI3U ¢ yem
JUIS pacTBOPEHUS Npernapara JoKeH ObITh UCII0Ib30BaH TOJIbKO 0,9 % pacTBOp HATpus XJI0pUIa IS
BHYTPUBEHHOT'O BBEJICHMSI.

[TpuroToBNEHHBI pPacTBOpP HE JOJDKEH CMEIIMBATHCS WM BBOJIUTHCS COBMECTHO C JIPYTHMU
JIEKapCTBEHHBIMH CPEJICTBAMHU.

[lepen mpuMeHEHHEM pacTBOp CJEIYET OIEHHTh BH3YaIbHO Ha MPEIMET OTCYTCTBHS BHIWMBIX
MEXaHHYECKHUX MpHUMecel W H3MeHEeHHs IBeTa. TOJIbKO MNpO3pauHblii pacTBOpP MOXKET OBITh
UCTOJB30BaH. [IpUTOTOBIEHHBIN PACTBOP PEKOMEHIYETCsI BBOJUTH Cpa3y MOCIE MPUTOTOBICHHS (C
MHUKPOOHOIOIHYECKON TOUKH 3pEHHS).

Hnvexkyus 40 me

PactBop nns unbekuuii (8 mr/mi) rotoButcs nyteM nobasnenus 5 mu 0,9 % pactBopa HaTpus
XJIOpUAa JJIs BHYTPUBEHHOTO BBeJeHUs BO ¢iiakoH ¢ 40 Mr 33oMmenpasoiia. Pa3BeeHHBIN pacTBOp
330MeNpasoia MpeICTaBIsieT co00i MPO3pavyHyIO KUIKOCTh OT OECIBETHOTO 10 OJeTHO-)KENTOro
IIBETA.

Hupyszua 40 me
WNH(py3noHHBIN pacTBOp TOTOBUTCS IYTEM PACTBOPEHUSI COAEPKUMOTro onHOro (uakoHa ¢ 40 mr
a3omenpasona B 100 mi 0,9 % pactBopa HaTpust XJI0pHAa Uil BHYTPUBEHHOI'O BBEJCHMUS.

Unepyzus 80 me

Nu¢py3noHHBIE pacTBOp TOTOBHUTCA IYTEM pPACTBOPEHUS COACPKUMOIO JBYX (PIaKOHOB C
a3omernpazosom 40 mr B 100 M1 0,9 % pacTBOpa HaTpus XJIOpHUAA IJIs1 BHYTPUBEHHOTO BBE/ICHHS.
Pa3BeieHHbII pacTBOp A30MeMNpasoia MpeAcTaBiIseT cO00M MPO3pPauHyIO KUIKOCTh OT OECI[BETHOTO
110 OJI€THO-KEIITOTO IIBETA.

VYmunuzayus
Bech ocraBmmiicst TeKapCTBEHHBIM Mpenapar U OTXOIbI CIAEAYeT YHHYTOXHTh B COOTBETCTBHH C
YCTaHOBJICHHBIMU HAI[MOHATHHBIM 3aKOHO/IATEIHCTBOM TPEOOBAHUSIMH.
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7. IEPJKATEJb PETUCTPALIMOHHOIO YIOCTOBEPE st~ 54 TEITEHOCTS 0005)

Poccuiickas ®@enepanus

3A0 «Kanonhapma mpoakiims»

141100, MockoBckast 0011, r.0. [I{énxoBo, T. Lll[énkoBo, yu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

Anpec anekTpoHHOU mouThl: safety@canonpharma.ru

7.1. IlpeacraBuTeNb A€prKATE/IS] PETHCTPALMOHHOIO YA0CTOBEPEHUsI

[IpereH3un nmotpeduTeNIei HANPABIATH IO AAPECY:

Poccuiickas @enepanus

3A0 «KanoHdpapma npoJaKIIH»

141100, MockoBckas 00u1., T.0. lI[énkoBo, r. IlénkoBo, yi. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecmnaTHas ropsiuast TuHEs 24 daca)

Anpec anekTpoHHOU mouThl: Safety@canonpharma.ru

8. HOMEP PETUCTPALIUOHHOI'O YAOCTOBEPEHUSA

JIT-Ne(005346)-(PT-RU) ot 02.05.2024

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlekapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUH OTITYCKA 10 PELENTY.

OO6mrast xapakTepuCTUKa JIEKApCTBEHHOTO Tpemnapara J3omenpa3on KaHoH gocTynmHa B €IHMHOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX cpeCTB EBpazniickoro 3kOHOMMUYECKOI0 CO03a U Ha
opUIHMaTEHOM caure YIIOJIJHOMOYEHHOTO opraHa (3xcnepTHOM OpraHu3aIlim)
https://eec.eaeunion.org/.
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