COOTBETCTBYET SKCTNEPTHO

ot 28.05.2026 N= 10553

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

MY OTYETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

O3oMmenpazon Kanon, 40 mr, nuodunuszar A OPUTOTOBICHUS pacTBOpa MJs BHYTPUBEHHOT'O
BBEJ/ICHMUS.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByIO1IEE BEIIECTBO: I30MENPA3O0L.
Kaxnapiit dhiaxon copepxut 40 Mr a3o0Mernpaszosia (B BHIE 330MeNpaszoiia HaTpHs).

BcromorarenbHbIE BeNIECTBa, HATUYHE KOTOPBIX HAJ0 YYHTHIBATH B COCTAaBE JICKAPCTBEHHOTO
npenapara: HaTpui (cM. pazzaen 4.4).

[TonHbIii IepevyeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Jlno¢punusar A MPUTOTOBJICHUS paCTBOPA AJIsi BHYTPHUBEHHOTO BBEJICHHUS.

HOpI/ICTaH Macca 0eJIoro Uiy IMOYTH OEI0T0 OBECTA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHus1 K NPUMEHECHHIO

[IpenapaT D30menpa3on KaHoH nmoka3zaH kK MPUMEHEHHUIO Yy B3pOCIBIX U eTel oT 1 roxa.

Bspociable B Bo3pacte oT 18 jeT

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

- mpu ractpoazodareanbHoit pedrokcHoi 6onesnu (I'9Ph) y nanurienToB ¢ 330¢arutoM u/nim
BBIPQ)KEHHBIMU CUMIITOMaMH peQuItOKCHOI 00JIe3HY;

- A 3aKUBICHUA  IENTUYECKHX  SI3B, CBA3AHHBIX C INPUEMOM  HECTEPOUIHBIX
IPOTHBOBOCTIANIMTENbHBIX NpenapatoB (HIIBID);

- nans npodUIAKTUKH TENTHYECKUX 3B, CBs3aHHBIX ¢ mpuémom HIIBII, y manmeHTtos,
OTHOCSILIUXCA K TPYIIIE PUCKA.

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 kadecTBe aJIbTEpPHATHBBI IEPOPATILHOMN TEPAITNH TP HEBO3MOKHOCTH €€ MPOBEICHUSA:

- npu I'DOPb y mnanueHTOB € 3pO3UBHBIM pedIIoKc-330()aruToM HW/WIM  BBIPAKEHHBIMU
CUMITTOMaMU peIIOKCHOM O0JIe3HU.

4.2. Pe:xxum 103MpPOBaHUA U CIOCO0 MPUMEHEHM I

PexxuM o3upoBaHus

Bspocnvie
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[Tpy HEBO3MOKHOCTHU MPOBEICHUS NEPOPATHLHON TEPANUK MAIUEHTaM MOXKET OBITh PEKOMEHI0BaH
330Menpa3oi napenrepaibHo B 103¢ 2040 mr 1 pa3 B CyTKH.

- Ilpu I'OPB y nanmenToB ¢ 330¢arutoM peKoMeHryercs 33o0Menpa3oi B 1o3e 40 mr 1 pa3 B CyTKH.
Hns neuenusa cumntoMoB ['OPb 330menpason npumensiercst B 1o3e 20 mr 1 pa3 B CyTKH.

- Jlud 3aKUBIEHUA NENTUYECKUX 3B, CBA3aHHbIX ¢ npuémom HIIBII, y mauueHToB, OTHOCAIIMXCS
K TpYIIE pUCKa, PEKOMEHAYETCS 330Menpa3on B o3¢ 20 mr 1 pa3 B CyTKH.

- Jlns mpoduIaKTUKK TMENTHYECKUX 3B, CBs3aHHBIX ¢ mnpuémom HIIBII, pexomenmgyercs
330Menpazoi B 1o3e 20 Mr 1 pa3 B CyTKH.

Kak npaBuiio, neproy JiedeHus: BHyTPUBEHHOH (POPMOI HEMPOIOJKUTENICH, TAIIMEHTa CIIEAYeT KaK
MO’KHO OBbICTpee NepPEeBECTH Ha IEpOPaNIbHBINA IPUEM 330Menpa3oJia.

s npod)wzakmuku peuudu@a KDOBOMEUCHUS. U3 Nenmu4ecKkoll s36bl_Nocje OHOOCKONUYECK020
cemocmasa

ITocae »HIOCKOIMYECKOTO TIEeMOCTa3a PEKOMEHIyeTcs 330Mmenpa3oil B go3e 80 Mr B Bujie
BHYTpUBEHHON uH(pY3un B TeueHue 30 MUHYT C MOCIEAYIOIIEeH NPOAJICHHOW BHYTPUBEHHOU
uH}y3Hel 330Menpasona B 03¢ 8 MI/4 B TedeHue 3 cyTok (72 4acos).

ITocne okoHYaHUs MapeHTEPAIbHON TEpANUy Ul HOJABICHUS CEKPELUU KHCIOThl PEKOMEHTyeTCs
aHTHCEKpeTOopHas Teparnus (Hanpumep, 33omenpaszon 40 mr 1 pa3 B CyTkH B TeUeHUE 4 HEJIEIb).

Oco0ble I'pYHIIBI MAalIMCHTOB

llayuenmul nodxxcunoco 6o3pacma
VY manueHToB NOKUIIOT0 BO3pacTa KOPPEKIMH 03Bl HE TpedyeTcs.
Tayuenmul ¢ nHapywenuem ynkyuu novex

Koppekuust 10361 npenapara J3omenpazon KaHOH y maneHToB ¢ HapylieHHeM (YHKIIUH TTOYeK He
Tpe6y€TC$[. B cBs3u ¢ OTpaHUYCHHBIM OITIBITOM IMPUMCHCHUA 230MCIIPa30Jjia y MalruCeHTOB C TSDKEIOU
MOYEYHON HEJIOCTaTOUHOCTHIO, CIIEYET COOM0IaTh OCTOPOKHOCTD MPH JICUCHUU TAKUX MAI[EHTOB
(cm. paznen 5.2.).

Iayuenmvi ¢ napywenuem hyHkyuu nevyeu

Lacmposzodazeanvras pedaiokcuas bonesHsb

Koppekuust 1o3sl npenapata I3omenpazon KaHoH y manueHToB ¢ HapylieHueM (yHKIUU MeueHU
JIETKOM M CpeJTHEN CTENEHH TSKECTH He TpeOyeTcs.

VY ManMeHToB ¢ TSKENbIM HapylieHHeM (DyHKIIUY TIeUeHH MaKCUMallbHasl CYTOYHAs 71032 COCTABIISIET
20 mr (cm. paznmen 5.2.).

Kposomeuenue uz nenmuuecxotl 5136l

Koppekuust 1o3s1 npenapata I3omenpas3on KaHoH y manueHToB ¢ HapylieHueM (QyHKIUU MeYeHU
JIETKOM U CpeZiHeN CTEeTeHH TSKECTH He TpeOyeTcs.

VY manueHToB C TKENBIM HapyIICHHEM (PYHKIMUA TIEYCHH PEKOMEHIYETCS CICAYIONIUH PEeXUM
BBeJleHUsl TpemapaTta D3omenpazon Kanon: 80 Mr B BuJe BHYTPUBEHHOW HMH(Y3MH B TEUYCHHE
30 MUHYT C TIOCJIEYIONIEH TPOJICHHOW BHYTPUBEHHON MH(Y3MEH B MaKCUMAJIbHON 03¢ 4 MI/4 B
tedenne 71,5 yacoB (cM. pazaen 5.2.).

C€TH
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e [lpu I'DPb y naumeHToB c 3po3uBHBIM peduroKc-330ParnToOM U I/IEJIJ;lll: |_B|I>'I 'aIKEHHEiMII/I
CHUMIITOMaMH PeQIIFOKCHOM O0JIE3HH — 330MeNpa3oil MapeHTepaibHo |1 pa3 B CyTKH, KaK 4acTb
kypca Tepanuu ' OPb (pekomenaanuu mo 103MpoBaHUIO MPEACTABICHBI B Ta0IHIE 1).

Kak mpaBwio, mepuoj JedeHus BHYTPUBEHHOW (GOPMOH JOKEH OBITh HEMPOIOHKUTEIHHBIM,
ManueHTa ciaeayeT Kak MOKHO ObICTpee MepeBeCcTH Ha MepopalbHbIi MpuéM mpernapara.

Tabnuua 1. Pexomennanuu no 103MpoBaHUIO 330MeIpa3oia s AeTel

Bo3pacrt JleyeHnue 3po3uBHOTO peduirokc-3zodarura CummromaTnieckoe
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 cyTkH
- Macca tena 20 xr u 6onee: 10 mr mwim 20 mr 1 pas
B CYTKHU
12-18 net 40 mr 1 pa3 B cyTKH 20 mr 1 pa3 B cyTKH

Cooco0 nmpuMeHeHust

BuyTtpusenHo.

Bspocnvie

Huvexuuu

Jlo3a 40 Mr: MpUrOTOBIEHHBIN PACcTBOP 330Menpasosna (5 mit, 8§ Mr/mir) BBOIUTCS BHYTPUBEHHO B
TEUCHHE HE MEHEe 3 MUHYT.

Jlo3a 20 Mr: MOJOBHHA MPUTOTOBIEHHOTO PacTBOpa 330Mernpaszona (2,5 mii, 8§ Mr/mMi) BBOAUTCS
BHYTPHUBCHHO B TEYCHUE HE MCHEE 3 MUHYT.

Heucnonp30BaHHbIE OCTaTKH pacTBOPA AOKHBI ObITh YTHIIN3UPOBAHBI.

Hudyzuu

Jlo3a 40 Mr: npUroTOBJIEHHBIN PacTBOP I30MENpPa30jia BBOJAUTCS B BUJIE BHYTPUBEHHOU HHDY3UN
B TeueHue 10-30 MunyT.

Jloza 20 Mr: mMoIOBMHA TIPUTOTOBICHHOTO pPAacTBOpa 330MENpa3ojia BBOAMUTCS B BHJIE
BHYTpUBeHHON uH(Y3un B TeueHne 10-30 munyT. Hewncnonb3oBaHHBIE OCTAaTKU pacTBOpa
JIOJDKHBI OBITh YTHIIU3UPOBAHBEI.

Jlo3a 80 Mr: mpUrOTOBJICHHBIN PacTBOP I30MEMNpPa3oiia BBOJAUTCS B BUJIE BHYTPUBEHHOM HH(DY3UN
B TeueHue 30 MUHYT.

Jloza 8 Mr/4: NPUrOTOBIEHHBIH pPACTBOP H30MENpa3oiia BBOAMUTCA B BUJEC MNPOJJICHHOU
BHYTpUBEHHON MH(Y3uH B TeueHue 71,5 yacos (8 mr/u).

YcaoBusa u CPOK XpaHCHHS ITPUTOTOBJICHHOI'O paCTBOpPa CM. B Pa3aciic 6.3.

Jlemu 6 sospacme om 1 200a 0o 18 nem

Huvexuuu

- Jloza 40 Mr: mnpuroToBlIeHHBIM pacTBOp d30Mmenpaszona (5 M, 8 Mr/mi) BBOAMTCA
BHYTPUBEHHO B T€UEHUE HE MEHEEe 3 MUHYT.

- Joza 20 mr: mojoBMHA NPUTOTOBIEHHOTO pacTBOpa n33oMemnpaszoina (2,5 miu, 8§ mr/mui)
BBOJIUTCSI BHYyTPUBEHHO B TeUeHHE HE MeHee 3 MUHYT. Hencrnonp30BaHHBIE OCTaTKH pacTBOpa
JIOJKHBI OBITh YTHUIIU3UPOBAHBI.

- Jloza 10wmr: 1,25 My TPUTOTOBIEHHOTO pPacTBOpa 330Menpaszosia (8 Mr/mir) BBOJIUTCS
BHYTPUBEHHO B TE€UEHHE HE MeHee 3 MUHYT. Hencnonb3oBaHHBIE OCTATKH PACTBOPA JOJKHBI
OBITh YTHIIM3UPOBAHEI.
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Unoyzuu

- Jloza 40 mMr: mpuUroTOBJICHHBIA PacTBOpP 330MENpa3ojia BBOJUTCA B BHUAEC BHYTPUBEHHOU
nH(py3un B Teuenune 10-30 MuHyT.

- Jloza 20 Mr: mosioBMHa IPUTOTOBJIEHHOIO pacTBOpa 330MENpa3oja BBOJUTCS B BHJE
BHyTpuBeHHON MHGY3uu B TeueHue 10—-30 munyT. Hencronp30BaHHBIE OCTaTKH pacTBOpa
JOJKHBI OBITh YTUITH3UPOBAHBI.

- Jo3za 10 Mr: yerBepTb NPUTOTOBIEHHOIO pacTBOpa 330MEIPa30jia BBOAUTCA B BHUJE
BHYTpUBEHHOH MHQY3un B TeueHue 10-30 muHyT. Hemcrnonb3oBaHHBIE OCTAaTKU PacTBOpa
JIOJKHBI OBITh YTHUIIN3UPOBAHBI.

VYcnoBus U CpoK XpaHEHUsI IPUTOTOBICHHOTO pacTBOpa CM. B pazzene 6.3.

I/IHCTp}’KHI/II/I I10 MMPHUI'OTOBJICHUIO JICKAPCTBCHHOI'O ITpCIiapaTa nepea IpuMEHECHUEM CM. B pa3aciic
6.6.

4.3. [IpoTuBONOKA3AHUSA

L4 FI/IHep‘{YBCTBHTCHLHOCTB K 9330ME1pa3oy, 3aMCIICHHbIM GCHSI/IMI/I,HBBOJ'IEIM U1 J'IIO6OMy nu3
BCIIOMOI'aTCJIbHBIX BCHICCTB, IICPCUNCICHHBIX B pa3aCiic 6.1.

e Jlerckuii Bo3pacT 10 1 roxa u aetrckuii Bo3pact 1o 18 et no aApyrum nokaszanusm, kpome ['OPb.

e D30Mempa3oil HE JOJDKEH NPUMEHATHCS COBMECTHO C aTa3aHaBUPOM U HEl(PUHABHPOM
(cm. paznen 4.5.).

4.4. OcoOble yka3aHUs 1 MePbI NPEI0CTOPOKHOCTH NIPH PUMEHEHUH

[Ipu Hamuuuu J1OOBIX TPEBOKHBIX CUMIITOMOB (HampHMep, TaKUX Kak 3HAUYWTEIbHasl CIIOHTAaHHAs
MOTEpsl MAacChl TeJla, MOBTOPSIOMIASCS PBOTA, AUC(arus, pBoTa ¢ KPOBbIO WM MEJIEHA), a TAKXKe MPU
HaJIMYUU A3BBI JKeTyJKa (WIM IpU MOJO3PEHUU Ha S3BY JKEIYyJKa), CIEIyeT MCKIIOUUTh HaJU4uue
3J10Ka4€CTBEHHOT0 HOBOOOPa30BaHuUs, TOCKOJIBKY JI€UeHHE MpenapaToM J3omenpa3oi KaHoH MoxeT
IIPUBECTH K CTIIa)KMBAHUIO CHMIITOMATHKY U OTCPOYUTH IIOCTAHOBKY JUArHo3a.

B peakux ciydasx y MAIUEeHTOB, JUIMTENIbHOE BpeMs MPUHUMABIIUX OMENpa3o, MpU
TMCTOJIOTUYECKOM HCCIIEJOBAaHUM OHONTATOB CIM3UCTOW OOOJIOUKM Tejla JKEIyAKa BBIABIISUICS
aTpouyeckuii racTpur.

[lo pesympraTaM HCCIEIOBaHUM OTMeuYeHO (apMaKOKMHETHUYECKOe/(hapMaKoIUHAMUYECKOE
B3aMMOJICHCTBHE MEXAy KJIONMuAorpesnoM (HarpysouHas no3a 300 Mr um mojajepKuBaromias 703a
75 mr/cyT.) u 330MenpazonoM (40 MI/CyT. BHYTPh), KOTOPOE MPUBOIUT K CHHIKEHUIO IKCIIO3HIINH K
aKTUBHOMY MeTa0onuTy kKionujporpena B cpeaHeM Ha 40 % M CHIKEHMIO MaKCHUMAalbHOTO
uHruOuposanus AJ[®-uHAYIUPOBaHHON arperauuu TpoMOOIMTOB B cpenHeM Ha 14 %. [loatomy
creayeT n3beratb OJHOBPEMEHHOIO MPUMEHEHHUS 330MeNpasoia U Kionuaorpena (cM. pasaen 4.5).

OtnenpHble HAOIOJATENIbHBIE HCCIIEIOBAaHUS YKa3bIBAIOT Ha TO, YTO TEpanus HWHTHOMTOpaMu
IIPOTOHHOM ITOMIIBI MOXKET HE3HAYUTENIBHO MOBBIIIATH PUCK CBA3aHHBIX C OCTEOIIOPO30M IIEPETIOMOB,
OJIHAKO B IpYTUX MOAOOHBIX UCCIET0OBAHUSAX MTOBBIILIEHUE PUCKA HE OTMEUYEHO.

B pannoMu3supoBaHHBIX, ABOMHBIX CIENbIX, KOHTPOJMPYEMBIX KIMHUYECKUX HCCIIEI0BAHUSIX
OMeTpa3oJia U 330MeIpa3oiia, BKIIoYas 1Ba OTKPBITHIX UCCIIEIOBaHUS JINTENbHON Tepanuu (6osee
12 net), He ObUla MONTBEpPXkJEHA CBSA3b IEPEJIOMOB Ha (OHE OCTEONopo3a C NPUMEHEHUEM
MHTHOUTOPOB MPOTOHHOM MOMIIBI.

XO0Ts MPUYMHHO-CJIEICTBEHHAs CBSI3b MPUMEHEHHUSI OMeIpa3oiia / 330Merpas3oia ¢ IeperoMaMu Ha
(doHe ocTeonopo3a He YCTaHOBIICHA, TAIIMEHTHI C PHCKOM Pa3BUTHS OCTEOTIOPO3a HITH MEPEIOMOB Ha
ero (hoHe MOKHBI HAXOAUTHCS MO/ COOTBETCTBYIOIIUM KIMHUYECKUM HAOII0ICHHEM.
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BcnomMorarenpHEBIC BEISCTBA

JlanHbIH Tipenapat cogepkut MeHee 1 Mmons (23 Mr) HaTpust B 0THOM (pJIaKOHE, TO €CTh 110 CYTH
HE COJEP>KUT HATPHS.

4.5. B3aumoaeiictBue ¢ JPyrUMH JIEKAPDCTBEHHBIMH TMpenapaTaMu ¥ Jpyrue BH/bI
B3aMMOJAEHCTBUSA

I/ICCJICZ[OBaHI/ISI 0 HU3Yy4YCHHIO BSaHMOHeﬁCTBI/Iﬁ NpOBOAMIIMCE C YYaCTHUCM TOJIBKO B3POCJIBIX
INannMCcHTOB.

Bausnue 930MCIIpa3ojia Ha d)aDMaKOKI/IHCTI/IKV APYIruXx JCKAapCTBCHHBIX IIPECIIapaTOB

CHMKXeHHe CeKpeluuu COJSIHOW KHCJIOTHI B JKEIyAKE INPU JICYCHUHM 330MENpPa30jIOM U IPYyTUMU
MHTUOUTOPaMHU MPOTOHHOW TIOMIIBI MOKET MPUBECTH K CHIIKCHHIO WM TOBBIIICHHUIO abcopOmmu
Apyrux IMpenapaToB, BCAChIBAHUE KOTOPHIX 3aBUCUT OT KHUCIOTHOCTH cpeabl. Ilogo6HO npyrum
mpenaparaM, CHI)KAIOIIMM KHCIOTHOCTh JKCIIyJLOYHOIO COKA, JICYEHHE 3I30MENPA30JIOM MOKET
IPUBECTH K CHMXKCHHMIO BCAChIBaHMsS KETOKOHA30Jla, WTPAKOHA30J1a M HJpJIOTHHHOA, a TaKke
ITOBBIIICHUIO BCACBIBAHUS TAKUX MPENAPATOB, KAK JIUTOKCHH.

CoBMmecTHBIH mpueM omenpaszona B o3¢ 20 Mr OoIuH pa3 B CYTKM M JMIOKCHHA IIOBBILIAET
o6uomoctynHOCTh qurokcuaa Ha 10 % (O0moaocTymHOCTh AUTOKCHHA TTOBBIIIATIACH HA BETUYUHY JI0

30 % y 20 % nanueHToB).

bbulo mokazaHo, YTO OMeNpas3oj B3aUMOJEHCTBYET C HEKOTOPHIMU AaHTUPETPOBUPYCHBIMU
npenaparamu. MexaHu3Mbl U KIMHUYECKOE 3HaYEHUE 3TUX B3aUMOJICHCTBUI HE BCEr/la U3BECTHBI.

VBenmnyenne 3HaueHuss pH Ha ¢oHE Tepamuu OMENpa3ojoM MOXKET BIUATH Ta BCACBIBAHUE
aHTUPETPOBUPYCHBIX IpenapaToB. Takke BO3MOXHO B3aHMMOJAEHCTBHE Ha YpPOBHE H30(epMeHTa
CYP2C19. Ilpu coBMecTHOM NPUMEHEHUU OMENpa3oja U HEKOTOPBIX AHTUPETPOBUPYCHBIX
IpenapaToB, TAaKUX KakK aTa3aHaBUp W Hel(dUHaABHP, HA (OHE TEepamuu OMENpa3zoyioM, OTMEYAETCs
CHIDKEHHE WX KOHLEHTpaluuh B ChIBOpOTKE. I[lo3ToMy HX OJHOBpeMEHHOE NpPUMEHEHHE He
pexomenayetcs. CoOBMECTHOE IpUMEHeHHe omernpasoia (40 Mr oluH pa3 B CYTKH) C aTa3aHaBUPOM
300 mr/putonaBupoM 100 Mr 3710poBbIMH  JOOPOBOJIBIIAMHM HPUBOJWIO K CYIIECTBEHHOMY
YMEHBIICHUI0 OMOJOCTYMHOCTH aTa3aHaBHpa (IUIOINAAb IO/ KPUBOM «KOHLEHTpalUsS—BpEeMs»,
MakcuManbHas (Cmax) U MUHUMQIBHAS (Cmin) KOHIEHTPALUU YMEHBIIAINCH NMPUOIM3UTEIBHO HA
75 %). YBenuueHue 1036l aTazaHaBupa 10 400 Mr He KOMIIEHCUPOBAJIO BO3IEHCTBUS OMENpa3osia Ha
OMOJOCTYTHOCTh aTa3aHaBHpa.

[Ipy ONHOBPEMEHHOM MPHUMEHEHMH OMEIpa3ojia M CaKBUHABHUpa OBLJIO OTMEYEHO TMOBBIIICHUE
KOHIOCHTpAallMKM CaKBHHaBHpa B CBIBOPOTKEC, IIpU TMNPUMCHCHHU C HCKOTOPBIMU JpYTUMU
QHTUPETPOBUPYCHBIMHM TpErapaTaMd HX KOHILIEHTpallusg HE MEHsIach. YUMTHIBAasl CXOIHBIC
(dhapMakoKMHETHYECKHEe W (DapMaKoJMHAMHYECKHE CBOMCTBA OMENpa3oiia M 330MENpas3onia,
COBMECTHOE TPUMEHEHHME H30MeEIpa3zoja C aHTUPETPOBUPYCHBIMU IpenaparamM, TaKMMH Kak
aTa3aHaBUP U HET(DUHABUD, HE PEKOMEHTYETCS.

330menpa3zon uaruoupyer CYP2C19 — ocHOBHOI n30(pepMeHT, y4acTBYIOIINNA B €ro METabOIU3Me.
CoBMecTHOE TpPHUMEHEHHE 330MelNpasoia ¢ APYTMMHU IpernapaTamM, B MeTaboiu3Me KOTOPBIX
npunumaer ydactue uzopepmeHT CYP2C19, takumMu Kak auazenam, LUTaJIoNpaM, UMUIPAaMUH,
KJIIOMHUIPaMUH, (PEHUTOUH U Jp., MOXKET MPUBECTH K MOBBIIIEHUIO KOHLIEHTPALUN 3TUX IIPEnapaToB
B IIa3Me M MOTpeboBaTh CHMXKEHUs J03bl. lIpum mepopasbHOM coBMecTHOM. mnpueme 30 mr
3oMenpazoia M Auasenama Ha 45 % cHuKaeTcs KIMPEHC [uasenama, KOTOPBIH sIBiISeTCS
cyoctparom uzodepmenta CYP2C19.

[Ipu coBmMecTHOM TpHeMe 330Memnpaszoiia nepopaibHo B A03¢ 40 Mr u ¢GeHUTOMHA y OOJIBHBIX
snuiencueit Ha 13 % moBsIIIanack OCTaTOYHAs KOHIEHTpalus ()eHUTONHA B I1a3Me. B ¢Bs3u ¢ aTuM
PEKOMEHIyeTCsI KOHTPOJIb KOHIIEHTpalu ()EHUTOMHA B TIa3Me B Hayase JICYCHHs H330MeNpa3oioM
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u npu ero otmeHe. Ilpumenenune omemnpasosa B a03e 40 Mp onnlr‘[-)laa"B' VTKH PUBOIMIIO K

YBEIMUCHUIO TUIOMAAN TOJ] KPUBOM «KOHIEHTparus—BpeMs» U Cmax BOpUKOHA30ma (cybcrpar
uzopepmenta CYP2C19) na 15 % u 41 %, cOOTBETCTBEHHO.

[Tpu nmpuMeHeHnH 330Menpa3zoiia NepopaIbHoO B A03¢ 40 MI MareHTaMu, OTy4alolMy BapdapuH,
BpeMs KOaryJisilud OCTaBajJOCh B Mpejenax IOMyCTHMMbIX 3HadyeHuil. OpHako cooOIanocs o
HECKOJIbKMX  Cly4yasX KJIMHMYeCKH 3Hauumoro mnosbimieHuss MHO  (MexayHapoaHoe
HOpMaJIM30BaHHOE OTHOLIEHHE) IPU COBMECTHOM NPUMEHEHUH BapdapHHa 1 330Menpa3zoia. B cBs3u
¢ 3TUM pexkomeHnayercst MoHuTopudir MHO B Hauane U 110 OKOHYaHUM COBMECTHOTO NPUMEHEHUS
9TUX MPEINapaToB.

[To pesynbraTaM UCCIEIOBAaHUN OTMEYCHO (apMaKOKMHETHUECKOoe/ (hapMaKOIUHAMUIECKOE
B3aMMOJICHCTBHE MEXIy KIOMHIorpeiaoM (Harpy3ouHas no3a 300 Mr m momiep)KMBaromias J103a
75 mr/cyT.) u 330Memnpa3onioM (40 Mr/cyT. BHYTPh), KOTOPOE MPUBOJIUT K CHIDKEHHUIO SKCIIO3UIIUN
aKTUBHOTO MeTabonuta Kionuaorpena B cpeaqHeM Ha 40 % W CHWKCHUIO MaKCUMAIIbHOTO
uHrnOnpoBanus AJl®-uHIYIMPOBAaHHON arperauy TPOMOOIIUTOB B cpeiHeM Ha 14 %.

Knunuyeckass 3HaYMMOCTh 3TOTO B3aMMOJEUCTBUA HE sicHA. B MPOCIEKTMBHOM HCCIENOBAaHUH Y
MAIUEHTOB, MOJYYaBIINX TUTAe00 WM OMenpas3on B qo3e 20 MI/CyT. OJHOBPEMEHHO C Teparmen
KIIOMHJIOTPENIOM U aneTmicanuimioBoi kucinotor (ACK), u npu aHanm3e KIMHUYECKUX HCXOJI0B
MacmTaOHBIX PAaHIOMU3UPOBAHHBIX HCCIIEJOBAHUI HE OBLIO TTOKAa3aHO MOBBIIICHHS PUCKA CEPCTHO-
COCYMCTBIX OCIOXKHEHHUH TPU COBMECTHOM IPUMEHEHUH KJIOMUA0Tpeia 1 UHTMOUTOPOB MTPOTOHHOM
TIOMITBI, BKJIFOUAsi 330MEMPa3oil. Pe3ynbpratTel psiaa HaOMoaTeIbHBIX HCCIEI0OBAHUN TPOTHBOPEUUBBI
U HE JalT OJHO3HAYHOTO OTBETa O HAJIMYUM WM OTCYTCTBHUM MOBBIIICHHOTO pHUCKa
TPOMOOIMOOTMYECKUX CEPIACUHO-COCYTUCTHIX OCJIOXKHEHUH Ha (POHE COBMECTHOTO MPUMEHEHHS
KJIOMHJIOTPENIa 1 UHTUOUTOPOB MPOTOHHOM momIibl. [Ipy mpuMeHeHnH KIOMUI0rpesia COBMECTHO C
¢dukcupoBanHoii komOmHanmeir 20 mr s3omenpazona u 81 mr ACK »skcno3umus akTUBHOTO
MeTa0oJauTa KIomujorpena cHuswiach noyrd Ha 40 % 1o cpaBHEHMIO C MOHOTepamnuen
KJIOMTUAOTPENIOM, TPH A3TOM MaKCHMalbHble ypOBHH wuHTHOMpoBanus AJlD-uHmxynupoBaHHON
arperali TpOMOOLIMTOB OBbIIIM OJJUHAKOBBIMM, YTO, BEPOSTHO, CBA3aHO C OJTHOBPEMEHHBIM IIPUEMOM
ACK B HU3KOH 1103€.

[Ipumenenue omenpaszona B a03e 40 Mr oMH pa3 B CYTKM NPUBOJIUIO K YBEIHMYEHHIO Cpax U
TIJIOIA U TI0JT KPUBOM «KOHIIEHTpaIMsi—BpeMs» nuiioctazona Ha 18 % u 26 %, cOOTBETCTBEHHO; JIJIst
OJTHOTO M3 AaKTHBHBIX METa0ONUTOB IMJIOCTa30lla yBenudeHue coctaBuio 29 % u 69 %,
COOTBETCTBEHHO. Y 3/I0POBBIX OOPOBOJIHIIEB COBMECTHBIM MEPOPATBHBIA MPUEM I30MEIpasoja B
no3e 40 Mr u nu3anpuaa Ha 32 % NOBBIIAT BEJIWYMHY IUIONIAAM O] KPUBOM «KOHLEHTpALUsI—
BpeMs» (AUC) u na 31 % yBenmuuuBan mnepuon mnonyswiBenenus (T12) s musanpuna;
MaKCUMaJlbHbl€ KOHLEHTpalUuy LH3alpuia B IUIa3ME€ MPU 3TOM 3HAYUTENIBHO HE H3MEHSIIHCH.
Hesnauntensnoe ymnunenue wuHTepBaga QT, koTopoe HaOMOMAIOCh MPU MOHOTEPANUH
[U3ANPUAOM, TIPU JOOABICHUN 30MENPa3oia He YBEIUINBAIOCH (CM. pazaen 4.4).

[Ipy ogHOBpEMEHHOM NPUMEHEHUH 3I30MEINpa3oyia U TaKpoJiuMyca ObUIO OTMEUYEHO IOBBIIIEHUE
KOHILICHTPALUU TaKPOJIUMYCa B CBIBOPOTKE KPOBH. Y HEKOTOPBIX IMALIMEHTOB OTMEUYAIN IOBBIILICHHUE
KOHIIEHTPAllMl MEeTOoTpeKcaTa Ha (DOHE COBMECTHOIO NMPUMEHEHHS ¢ MHIMOMTOpaMu MPOTOHHOMN
nomnbl. [Ipy Ha3Ha4eHUM BBICOKUX J103 METOTpEKcara CJIeAyeT pPacCMOTPETh BO3MOXKHOCTH
BPEMEHHOM OTMEHBI 330MEIpa3oJa.

ITokazaHo, 4yTO 330MEMNpPa30Jl HE BHI3bIBAECT KIMHUYECKH 3HAUMMBIX U3MEHEHUH (papMaKOKHMHETHUKU
aMOKCHIIWJUIMHA M XUHUAWHA. VccienoBaHuil MO M3Y4YEHHIO B3aMMOJEHCTBUS 330MeNpaszoja C
JOPYTUMH JIEKaPCTBEHHBIMHU CpPEACTBAMM IIPU €r0 BHYTPUBEHHOM IPHUMEHEHHMH B BBICOKHMX J03aX
(80 Mr ¢ mocenyoUM BBEJIEHUEM B JI03€ 8 MI/4) HE TPOBOAMIOCH. BO3MOXKHO, TP TaKOM peKruMe
J03UPOBAHUS 330MENpa3oil OKaszbIBaeT Ooyiee BBIPAKEHHOE BIMSHHE Ha (APMAKOKUHETUKY
cyocrpaToB nzodepmernta CYP2C19. I[TosTomy narueHTsl JOHKHBI HAXOAUTHCS MO TPUCTATHHBIM
MEIULMHCKUM Ha0JII0JICHUEM BO BpeMs BHYTPHUBEHHOTO BBEJICHHS 330Menpa3oia.
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B merabonmusme »3omernpazona yuactByroT uzopepmentsl CYP2C19 u CYP3A4. CosmectHOE
nepopagbHOEe IPUMEHEHUE 30Merpa3oia U uaruontopa nzopepmenra CYP3A4, knapurpoMuiinHa
(500 mr 2 paza B CyTKHM) IPUBOJIUT K IBYKpaTHOMY yBenuueHuto 3HaueHust AUC 115 330Menpasoia.
CoBMecTHOE NpPUMEHEHHE »330Memnpa3ojia U KOMOMHHUPOBAHHOTO HMHTUOUTOpa U30(EPMEHTOB
CYP3A4 u CYP2C19, nanpumep, BOpUKOHA30J1a, MOKET MPUBOJIUTH Oojiee 4eM K 2-KpaTHOMY
yBenuuenuto 3HaueHuss AUC g s3omenpaszona. Kak mpaBmiio, B Takux ciaydasx He TpeOyercs
KOpPpeKIMH J103bl 330Melpaszoyia. Koppekuus [103bl 330MeNpaszona MOXKET MOTpeOoBaThCs Y
MAUEHTOB C TSOKENIBIM HapylleHueM (YHKIUU TEeYeHU U NpPU JUIUTEIHHOM €ro HMPUMEHEHHUHU.
JlexapctBennble npenapatsl, uHAyHupytomme uzopepmentel CYP2C19 u CYP3A4, takue kak,
pubaMnuuH U MOpenaparbl 3Bepo0O0s] MPOABIPSIBICHHOTO, MPU COBMECTHOM TPUMEHEHHH C
930MENPa30JI0M MOTYT IIPUBOJIUTH K CHM)KEHUIO KOHLEHTPALMU 330MEIpa3oiia B IJIa3Me KPOBH 3a
CUeT YCKOpPEHHS MeTa0oIM3Ma 330Menpasoa.

Jlis pacTBOpeHusi Ipemnapara JOJDKHBI HCIOJB30BAaThCA TOJIBKO JIEKAPCTBEHHBIE CPENICTBA,
yHOMSIHYTBhIE B pazjnene 6.6.

4.6. ®epTHIBHOCTH, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTB

B nacrosimee BpeMs JaHHBIE O TPUMEHEHHH 330MeNpasoia B Iepro]i 0epeMEeHHOCTH OTpaHuveHBL. B
UCCIICIOBAaHUSIX HA OJKUBOTHBIX HE BBIBIEHO KAakKOro-fubo MpsMOrO WM KOCBEHHOI'O
OTPULIATEILHOTO BO3JCHCTBUS 330MENpas3ojia Ha pa3BuUTHE SMOpHOHAa MM IUI0ja. BBeneHue
paleMu4ecKkoil cMecu Ipernapara Takke He OKa3bIBaJIO KaKOT0-JTM00 OTPHULIATEILHOTO BO3/IEHCTBUS
Ha )KMBOTHBIX B IIEPUOJ OEPEMEHHOCTHU, POJOB, a TAKXKE B IIEPHO/] IOCTHATAILHOTO PAa3BUTHSIL.

Haznauatb npemnapar B Nepuojg 6€peMCHHOCTI/I CJICAYCT TOJBKO B TOM ClIydac, KOraa OXuJgacmMast
IMoJib3a AJid MaTCPU MPEBLIIIACT BO3MOKHBIHN PHUCK IAJId 1j1o4a.

JlakTanus

Het nanHbIX 0 mpuMeHEeHUH Npenapara >KeHIIMHAMU B iepuo Jlaktauuu. He uzBectHo, BblienseTcs
JIM 330MEIpa3oil ¢ TPYJHBIM MOJIOKOM, IIOATOMY HE CJIEIyeT Ha3HaudaTh Ipernapar D30Menpasoll
KanoHn B nepuoa kopmienus rpyapto. B ciyyae He00X0IMMOCTH TE€panuy 330MENPa30JIoM B IIEPUO]L
JIAKTaILMU CIEAYET PACCMOTPETh BO3MOKHOCTb IIPEKPALLEHUS TPYTHOTO BCKaPMJIMBAHUS.

4.7. BiusiHue Ha CHOCOOHOCTH YHIpaBJIATh TPAHCHOPTHBIMHU CpEACTBAMU U paﬁoTaTL C
MEXaHM3MaMu

B cBs3u ¢ TeM, 4TO BO Bpems Tepamuu IpemnapaTtoM D3omernpa3zon KaHOH MoryT HabOoIaThCs
TOJIOBOKPY>KEHUE, HEYETKOCTh 3PEHHUS M COHJIMBOCTB, CIEAYET COOJIOAATh OCTOPOKHOCTH MpHU
YIPaBJI€HUHU aBTOTPAHCIIOPTOM U IPYTUMH MEXaHHU3MaMHU.

4.8. HexxennaTesibHbIE peakuu

Tabnuynoe pE310ME HEKEIATCILHBIX PEaKINI

Hwke npuBeieHbI HEXeENaTeIbHBIC PEaKI|K, CTPYIITMPOBAHHBIC 10 CUCTEMHO-OPTaHHBIM KJlaccaM U
9acTOTe MOsBIICHUS. YaCTOTy HEXeIaTeIbHBIX PEaKIMK KITacCH(DUITMPOBATH CIISAYIOIIUM 00pa3oMm:
oueHb yacto (> 1/10), vacto (> 1/100, o < 1/10), HeuacTo (> 1/1000, Ho < 1/100), penko (= 1/10000,
HO < 1/1000), ouensn peako (< 1/10000), gactoTa Hen3BeCTHA (HA OCHOBAHWU MMEIOIINXCS TAHHBIX
OLICHUTh YaCTOTY HEBO3MOXKHO).

CucTeMHO-OpraHHbIi KJace YacroTa HexenateabHble peaknuu

Hapymenust co CTOpOHBI KPOBH M | PENKO JICHKOTICHHS, TPOMOOIIUTOTICHHS
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OYEHb PEIIKO

T W o Bl B o O e ol ol o B
TR TELQUER TENTERAL
arpadyJIonuTO3, NAHITUTONCHWS

peakuuyd TUIEPYYBCTBUTEIBHOCTH  (Hampumep,
Hapymenust co CTOPOHBI enKo JTUXOPAJIKa, AHTUOHEBPOTHYCCKHI OTeK,
WMMYHHOU CHCTEMBI P aHauIaKTHUYeCKass —peakius/aHapUITaKTHICCKUH
LI0K)
HEYacTo nepuepuIecKue OTeKH
penko TUTIOHATPUEMUS
Hapymenns wmetabonmuzmMa w
UTAHHSL TUIIOMATHUEMUSI, TUTOKATBIIUEMHS BCIICICTBHE
OYEHb PEIKO TSDKEJION TUTIOMarHUEMUH, TUTIOKAJTUCMUSI

BCJIICACTBHUEC TMIIOMAaroHucMuun

Ilcuxuueckue HapyLIICHNS

HECYaCcTo

OeccoHHHUIA

penko

Jenpeccusi, BO30yKICHHE, 3aMeIIaTeIbCTBO

OYEHB PEIIKO

raJurronyuHanm, arpeCCUBHOC MMOBCICHUC

4acTo rojoBHast 00Jb
Hapyuienus co CTOPOHBI
o HEYacTo TOJIOBOKPYKEHHE, TAPECTE3NHN, COHIIUBOCTD
HEPBHOH CHCTEMBI
peaKo HapyllIeHne BKyca
Hapymienust co cTopoHsl oprana
peaxo HEYETKOCTh 3PEHUS
3peHus
Hapyuienus co CTOPOHBI
JIBIXaTETbHOW CUCTEMBI,
N peaxo OpoHXOCMIa3M
OpraHoB TpyOHONH KIETKH H
CpEeIOCTEHUs
4acTo 0oNb B JKUBOTE, 3amop, Juapesi, METCOPH3M,
TOIITHOTAa/pPBOTA
HEYacTo CyXOCTb BO PT
Hapymenns co CTOPOHBI Y Py
JKEITyJOUHO-KHILIETHOr0 TPAKTa pesIKo CTOMAaTUT, KaHAWJ03 SKEIyJOYHO-KHIIEYHOTO
TpaKTa
MUKPOCKOIIMYECKHH  KOJUT  (MOXTBEPKIACHHBII
OUYEHB PEIKO
TUCTOJIOTUYECKH)
MTOBBILIIEHHE AKTUBHOCTH «TIEYEHOYHBIX»
HEYacTo
(dhepMeHTOB
Hapymienust co CTOpOHBI IEUEHH | penko renaTurt (c )KeITyXou Ui 0e3)

" KCIIYCBBIBOAAIIINX HyTeﬁ

OYEHb PEIKO

IICYCHOYHAas1s HEAOCTATOYHOCTD, SHHe(baIIOHaTI/IH y
alMEeHTOB C 3a00JIeBaHUSIMH ITEUEHH

Hapyiienust co cTOpoHbI KOKU U
MOJIKO’KHBIX TKaHEH

9acTo peakIuy B MecTe BBEJICHUS mperapara*
HEYaCTo JEPMATHT, 3y, ChIIlb, KPAIIMBHULIA
peaxo asorenusi, HOTOCEHCHOMIN3AIHS

OYEHb PEIKO

MynsTHQOpMHas 3putema, cuHapoMm CTHBEHCa-
JxoHCOHa, TOKCHYECKUI SNUIAEPMAIIbHBII
HEKpPOJIN3, oCTpoit FeHEePaATU30BaHHBIN
9K3aHTEMAaTO3HBIN ITyCTyJIe3, IEKAPCTBEHHAS ChIb
¢ 203uHO(HWINEN W CHCTEMHBIMH CHUMITOMaMH
(DRESS-cuanpom)

Hapymienus co CTOPOHBI
MBIIIEYHOM, KOCTHOM u
COEJIMHUTENIbHOW TKaHU

penKo

apTpajrus, Muajarusa

OYEHB PEIIKO

MBIIIEYHas CJ1a00CTh
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OYEHB PEIIKO MHTEPCTUINATEHBIA HEPPUT
Hapymienust co CTOpOHBI MOYEK U

MOUYEBBIBOISIINX MyTeH

JacToTa
SPEKTHIIbHAS TUCHYHKITH

HEW3BECTHA
Hapymienus co CTOPOHBI
PENPOAYKTUBHOW CHCTEMBI H | OYEHB PEIKO THHEKOMACTHS
MOJIOYHBIX JKeJle3
OO01ue HapyIICHUS U PEaKiuu B
peaxo HEJOMOTaHue, TOTINBOCTD

MECTC BBCACHUA

[Ipumeuanus:

"Peakuuu B MecTe BBEJEHHs IIperapara, B OCHOBHOM, OTMEYAIHCh B KIMHUYECKOM HMCCIENOBAHUM IPH HA3HAYEHUH
330MeMnpas3ofia B BBHICOKOW J03€¢ B TeueHue 3 cyTok (72 daca). [Ipu JOKIMHUYECKOM H3YYEHHM 330Menpasona s
BHYTPHUBCHHOTO BBEJCHUS DPAa3IpaKarollero JCHCTBUSA BBIABICHO HE ObUIO, OJHAKO OblIa OTMEYeHa ciadas
BOCTIAJIMTENIbHAS PEAKIUs PH [OIKOKHOM BBEICHUU Mperapara, 3aBUCsIast 0T KOHIICHTPAIUH 330Menpa3oJa.

Coo0mianock 00 OTIENBHBIX Cllydyasx HEOOpaTMMOTO HapyLICHUs 3pEHHs NPU BHYTPUBEHHOM BBEJCHUM OMEIpa3oiia
MalMeHTaM B KPUTHYECKOM COCTOSHHUH, OCOOCHHO NPH BBEICHUH BBICOKHMX /03, MPUYMHHO-CIEICTBEHHOH CBS3U C
npuéMOM Ipenapara He yCTaHOBIICHO.

eTH
JlanHble 1O OE30HACHOCTH MNPHMEHEHHs 330Merpas3oyia y JAeTed COriacyrTcs ¢ mpoduieMm
0€30MaCHOCTH y B3POCIBIX.

COO6H.I€HI/IG O ITOJ03PCBACMBIX HCXKCIATCIAbHBIX PCAKIIHUAX

BaxHo coo0mare O NOJO3PEBAaEMBIX HEKEJIATENIbHBIX PEAKIMAX MOCIE€ PErucTpanuu
JIEKapCTBEHHOT'0 Iperapara ¢ LeJbl0 00eCrneueHUs] HeNpPepbIBHOIO MOHHMTOPUHIA COOTHOILIEHHMS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOro Ipenapara. MeAMIUHCKUM pa0OTHUKaM pPEKOMEHIYEeTCs
co00MIaTh O JIOOBIX M0I03PEBAEMBIX HEKENATENbHBIX PEaKIMIX JEeKapCTBEHHOTO Mpernapara yepes
HalmMOHAJIbHBIE CHUCTEMBbI COO6HI€HI/I$I 0 HCXKCIIATCIIBHBIX PEAKIHAX TOCYJapCTB — YJICHOB
EBpasniickoro 5KOHOMHUYECKOr0 COI03a.

Poccuiickas @enepanns

denepanbHas ciyx6a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBranzop)
Anpec: 109012, r. MockBa, CnaBstHCKas TUI0IIa1b, 1. 4, CTp. 1

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

DneKTpoHHAas MoYTa:

pharm@roszdravnadzor.gov.ru

win npr(@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHUMIITOMBI

Ha Hacrosmmii MOMEHT onMcaHbl KpalHe pEeIKHE CIydad YMBIIUICHHON nepeno3upoBku. [Ipu
nepopanbHoM npueme 280 Mr 330Menpasosia ObIIIM ONMUCAHBI CIA00CTh U CUMITOMBI CO CTOPOHBI
KEIyJJOYHO-KHUIIEYHOro TpakTa. Pa3oBelii mpuem 80 Mr 33omenpa3osia BHYTPb U BHYTPUBEHHOE
BBezieHne 308 mr B TeueHHe 24 4acoB HE BBI3BIBAIN KaKUX-TTHOO OTPHUIATEIbHBIX TOCIECTBHMA.

Jleuenue

AHTUJIOT 330MeMpa3oiia HEU3BECTEH. D30MEMPa30Jl XOPOIIO CBS3BIBACTCA C OENKaMU IUIa3MBI,
nmodToMy  jguanu3  MmanodddexruBeH. I[lpm  mepemo3upoBke  HEOOXOAUMO  MPOBOJIUTH
CUMIITOMAaTHYECKOE U 00IIIee MOIIePKUBAIOIIEE JICUCHHE.


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/
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5. PAPMAKOJIOTMUYECKHUE CBOMCTBA (MOCTIEQOBATENEHOCTS 0007)

5.1. ®apmakoanHaMHu4ecKHe CBOCTBA

dapmakoTepaneBTHUECKasi TPYIIa: Mpernaparbl sl JICYCHUs 3a00JICBaHHMN CBSI3aHHBIX C
HapyIICHHEM KHCIOTHOCTH, TMpemnapaThl JUIs JICUYCHHUS SI3BEHHOW OONE3HM IKemynka u
JIBEHAJIIIATUTICPCTHON KUIITIKU U racTpod3odareansHoit pedirokcHol 6omesnn (I'OPB); nuHruoéutops
MPOTOHHOT'O Hacoca.

Kog ATX: A02BCO05

MexaHusMm aelcTBus ¥ GapMakoauHaMudeckue 3O eKThI

930Menpa30n ABIACTCA S-I/ISOMepOM OMC€IIpa3ojla U CHHXACT CEKPCIHIO COJITHOM KHCJIOTHI B
KCIIYAKE IMyTEM CHeI_II/I(i)I/IlIGCKOFO I/IHI‘I/I6I/Ip0BaHI/ISI HpOTOHHOfI IOMIIbI B MAapPUCTAJIbHBIX KJICTKaXx
JKEJIyAKa. S-nu R-I/ISOMep OMCIIpa3ojia 06J'Ia,[[aIOT CXOI[HOI71 (i)apMaKO,HHHaMquCKOﬁ AKTUBHOCTBIO.

3D30Menpa3oi SBISETCs CI1a0bIM OCHOBAaHHEM, KOTOPOE MEPEXOAUT B aKTHBHYIO (POpPMYy B CHIIBHO
KHCJION cpelle CeKPETOPHBIX KaHaJbLIEB MapUETAIbHBIX KJIETOK CIM3UCTOM 00O0JIOYKHU JKelyAKa U
MHTUOMPYET MPOTOHHYIO nomiy — ¢pepment HY/K'-AT®a3y, npu 3T0M MPOMCXOAUT HHIMOUPOBAHKE
Kak 0a3aJIbHOM, TaK U CTUMYJIMPOBAHHOM CEKPELIMH COJITHOM KUCIIOTHI.

Brusnue na cekpeyuro COISIHOU KUCTIOMBbL 8 Ofcefzydke

[Tocne nmpuema BHYTpb 330Merpazona B 1o3e 20mr unu 40 mr B Teuenue 5 aueit nauuertamu ¢ ' 9Pb
C HAJIUYUMEM CHUMIITOMOB OTMEUAJIOCh CHIKEHHUE CEKPELUHU COJISTHOM KHUCIOTHI B KEIYIKE Ha
MPOTSHKEHUH OOJbIIel YacTu CyTOK. J(hdeKT OblI OAMHAKOB MPU BHYTPUBEHHOM BBEACHHUM U MPU
IIpUEME BHYTPb.

AHanu3 (papMaKOKMHETHYECKUX JAaHHBIX TO3BOJIWII BBISIBUTH B3aUMOCBSI3b MEXK/1y HHTMOMPOBAaHUEM
CEKpEINU COJITHOM KHCIOTHI M KOHLIEHTPALMeH 330Menpa3osia B IIa3Me Mociie MpruéMa BHYTPb (A1
OLIEHKU KOHIIEHTpauuu ucnoib3oBaiu napamerp AUC — ruiomans noJ KpUBOH «KOHLIEHTpAIUs—
BpEMSI»).

Ha ¢one BHyTpuBeHHoro BeeneHuss 80 Mr szomenpazonia B TeueHHe 30 MUHYT C MOCIEAyIOLIeH
IIPOJUIEHHOM BHYTPUBEHHON HH(Y3HeH 330Menpasosa B 103€ 8 Mr/4 B TeueHue 23,5 yacoB 3HaUCHHE
xemynouHoro pH 6b110 BbllIe 4 B TeUeHUeE, B cpeiHeM, 21 yaca, u Bbime 6 — B TedyeHue 11-13 vacos.

Tepanesmuueckuii 3¢pgpexm, Odocmucaemvlii 6 pe3yabmame UHSUOUPOBAHUS CEKpeyuu CONAHOU
KUCTIOMbl

3axxuBieHue pedarokc-330¢haruTa npy nepopaibHOM IpuéMe 330Mernpasoia B 1o3e 40 Mr HacTymaeT
npubIM3uTENBHO Y 78 % manueHToB yepe3 4 Hexenu Tepanuu Uy 93 % naiueHToB yepes 8 Helelb
tepanuu. [lokazana >@QexkTuBHOCTH mpemnapara 2J3omenpazon KaHOH NHpu KpOBOTEUEHUH U3
MENTUYECKON A3Bbl, IOATBEPKACHHOM 3HIOCKOMUYECKH.

Lpyaue a¢pgpexmul, ceazannvle ¢ uHeUOUPOBAHUEM CEKpeyUU CONAHOU KUCIOMbL

Bo Bpemsi nedeHMs mpenaparaMiy, MNOHWKAIOIIMMU CEKPELUIO JKEJIE3 JKENyAKa, KOHLEHTpalus
racTpuHa B IJIa3M€ MOBBILIAETCS B PE3YJIbTaTe CHIKEHUSI CEKPELIH COJITHOM KUCIOThL. Benencreue
CHIDKEHMSI CEKPELUHM COJSIHOM KHCJIOTHI IMOBBIIIAETCS KOHIEHTpauus xpomorpanuHa A (CgA).
[ToBpimenne koHueHTpauuu CgA MOXET OKa3bIBaTh BIMSHUE Ha pe3yJbTaThl 00CIETOBaHUM is
BBISIBJICHMSI HEMPO3HIOKPUHHBIX omyxoJyied. s mpenoTBpalleHMs] JaHHOTO BIMSHHS TEPAIUIO
MHTUOUTOpaMU MPOTOHHOW MOMIIBI HEOOXOAMMO MPUOCTAHOBUTH 3a 5—14 nmHEN 10 mpoBeAeHUs
uccinenoBanus koHueHtpauuun CgA. Ecim 3a 310 Bpems koHueHtpauus CgA He BepHyJach K
HOPMaJIbHOMY 3HA4YEHHIO, NCCICJOBAHUE CIIETYET IOBTOPUTD.

VY nereit ¥ B3pOCHBIX MAIMEHTOB, MPUHUMABIIKX 330MEIPa30i BHYTPb B TEUEHUE JIUTEIHHOTO
MPOMEXYTKa BpPEMEHH, OTMEUAJIOCh YBEIWYEHHE KOJMYEeCTBA 3SHTEepoxpomMadHruHONOJ00HBIX
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COOTBETCTEY
oT 28.(

(nac BL HC TR Q007
KJIETOK, YTO, BEPOATHO, CBSI3aHO C YBEIMYEHUEM KOH eHTDaHI/IE Td a E"HE%HKHMIW&%CKOH

3HAYUMOCTHU JaHHOC SABJICHHUC HC UMCCT.

VY nanueHToB, NPUHMMABLIMX MEPOPAIbHO B TEUEHUE JIUTEIBHOTO BPEMEHU IpernapaThl,
MOHMKAIOIIUE CEKPEIHI0 JKeJe3 KeNyJKa, Yalle OTMEeUYaloch 00pa3oBaHHE >KEIE3UCTBIX KUCT B
Kelmyake. OTH  SIBICHUA OOYCIOBJICHBI (DU3MOJIOTMUYECKMMHU W3MEHEHUSMU B pe3yJibTare
WHTHOWPOBAHUS CEKPEIMH COJSIHOW KUCIOThL. KHCTBI MOOpOKaueCTBEHHBICE W TIOJBEPraroOTCs
o0paTHOMY Pa3BUTHIO.

[TpuMeHeHue JIeKapCTBEHHBIX MPETapaToB, MOIABISIONINX CEKPEIIUIO COJISTHOM KUCIOTHI B XKEIyIKE,
B TOM YHCJIC, UHTHOMTOPOB NMPOTOHHOW ITOMIIBI, COTIPOBOXIACTCS YBEIHMUCHHEM COJICPYKAHHS B
KeIyJKe MHUKPOOHOW (IIOpel, B HOpPME MPHUCYTCTBYIOIIEH B IKETYJOYHO-KUIIEYHOM TPAKTE.
[TpumMeHeHre HHTHOUTOPOB MMPOTOHHOM IIOMITBI MOYKET IIPUBOJINTH K HE3HAYUTEIIBHOMY YBEJINICHUIO
prcka HH(EKIMOHHBIX 3a00JI€BaHUH KETyJOUYHO-KUIIEYHOTO TPAKTa, BbI3BaHHOTO Salmonella spp.,
Campylobacter spp. 1, y TOCHUTAIM3UPOBAHHBIX MAIMEHTOB, BepoaTHO, Clostridium difficile.

VY nereii B Bo3pacte MeHee 1 mecsua u B Bo3pacte 1—11 mecseB Ha QoHe npreMa mepoparbHOro
a3oMemnpaszona B go3e 0,5 Mr/kr u 1,0 MI/Kr, COOTBETCTBEHHO, OTMEYEHO YMEHBIIECHHE CPEIHETO
MPOIEHTa BPEMEHH CO 3HaueHWeM BHyTprkenygounoro pH menee 4. Ilpodwis 6e3onacHocTu
930Mernpa3oia y AeTeH CX0XK C TAKOBBIM Y B3POCIBIX.

5.2. @apmakoknHeTHYECKHE CBOIiCTBA

Pacnpenenenue

Kaxymuiics o0beM pacrpeeneHus: Ipu paBHOBECHOM COCTOSIHUM Y 370POBBIX JIFOJICH COCTaBIISAET
npubau3uTenbHo 0,22 J1/Kr Macchl Tena. D30Mernpa3oll CBA3bIBaeTCs ¢ Oeakamu 1ia3msl Ha 97 %.

Bbuorpancdopmaliis u DIIMMHHALIAS

D30Menpa3ol TMOJBEpPraercss MOJHOMY METabolIM3My C ydacTHeM CHCcTeMbl IuToxpoma P450.
OcHOBHas 4acTh METAOOTUZUPYETCS MPHU YUACTHH CIIEIH(PUIECKOTO TOJIUMOPGHOTO M30dhepMeHTa
CYP2C19, npu 3TOoM 00pa3yroTcsi T'MJIPOKCHIMPOBAHHBIE U JECMETHIIMPOBAHHBIE META0OIUTHI
a3oMmenpasoia. Merabonau3zM ocraBieiicss yactu ocyuiectsisiercss nzopepmentom CYP3A4; npu
3TOM o0pasyercs Cyiab(ONPOU3BOJHOE HZOMEIPA301a — OCHOBHOW METaOOJUT, ONpenenseMblii B
a3Me.

[TapameTpsl, TpPHUBEACHHBIE HIDKE, OTPAXarOT, B OCHOBHOM, XapakTep (apMakOKMHETUKH Y
MAIMEeHTOB C MOBBIIIEHHON akKTUBHOCTHIO n3odepmenta CYP2C19.

OOmwmii MiIasMEeHHBIH KIMPEHC COCTaBIsieT HpUMEpHO 17 /4 mocie OJHOKPATHOTO BBEICHHUS
npenapara u 9 J1/9 — mpu MOBTOPHBIX BBEJAEHUSX, [lepro momyBeIBeACHUS cocTaBiseT 1,3 yaca mpu
IIOBTOPHBIX BBEJICHUSAX Mpenapara oJ1H pa3 B CyTKH. [Imomaas mo KpuBoi «KOHLEHTPALUI—BPEMS
(AUC) yBenuuuBaeTcs TIpU TOBTOPHOM BBEIEHHUH. OTO YBEIMUYEHHE SBISIETCS BpeMs- U
J10303aBUCUMBIM, YTO SIBJISIETCS CIIEJCTBUEM CHIDKEHHSI META00IM3Ma TP «TIIEPBOM IPOXO0XKICHUI»
yepe3 IMeuYeHb, a TaKKe CHIKEHHUS CHUCTEMHOIO KJIMPEHCA, BEPOSATHO, BBI3BAHHBIX TEM, 4YTO
930MeMNpa3od W/WiM ero cyibdonpousBogHoe uHruOupyror wuszopepment CYP2C19. Ilpu
€KETHEBHOM MPUMEHEHUU OJMH pa3 B CYTKH 330MEIpPa30Jl MOJTHOCTHIO BBIBOJUTCS U3 IUIa3Mbl B
IIEpEpPBIBE MEXKAY BBEIECHUSAMU, TEHJEHIINY K KyMYJISILIUM 330MENpa3ojia He OTMEUYAETCsl.

[Ipy MOBTOPHOM BHYTPMBEHHOM BBEIEHUM 330Merpasoia B o3¢ 40 MI cpelHsAs MakCHUMaJIbHAast
KOHIIGHTpALUs B IJIa3Me COCTaBIsIeT MPUOIN3UTENbHO 13,6 MKMOIIB/II.

[Ipn mpueMe BHYTPh aAHAJIOTHYHBIX 03 CPEOHSS IUIa3MEHHAs MaKCHMalbHas KOHIICHTpAIUs
cocTaBiseT 4,6 MKMOJIb/II.

Heckonbko MeHbIle yBenuuuBaeTcs oOmas oskcrno3unus (mpubnusurensHo Ha 30 %) mnpu
BHYTPHBCHHOM BBCJICHHHU 330MCIIPAa30Jia 10 CPaBHCHUTIO C ICPOPAJILHBIM IPUCMOM.
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ot 28.05.2026 N= 10533

[Ipu BHYTpUBEHHOM BBEACHUH 330Memnpa3oia B n03aK 40 mr, '%EMFTEQMQ%Tﬁﬂﬁh c

COOTBETCTBYET ZKCNEPTHOMY OTUETY

MOCIIEAYIOMUM BHYTPUBEHHBIM BBEJCHHEM B J03¢ 4 Mr/d unu 8 mMr/d B Teduenue 23,5 4 Obuta
nokaszaHna juHeitHas 3aBucuMocTbh AUC oT BBOauMO# 103bl. OCHOBHBIC META0OJIMTHI 330MEIpasoa
HE BIUSIOT HAa CEKPELHIO COJSTHOM KUCIOTHI B xkenyake. [Ipu nepopansuom npumenenuu a0 80 %
JI03bl 930MeEIMpa3o0Jia BHIBOJUTCS B BUAEC META0OIUTOB MOYKAMHU, IPyras 4acTh — KUIIEYHUKOM. B
Moue oOHapyx)uBaeTcst MeHee | % HEeM3MEHEHHOTO 30Mempasoa.

CHmxeHHAsl aKTUBHOCTh I/I30(beDMeHTOB

[Mpubnusurensho y 2,9+1,5 % nacenenust cHUXeHa akTUBHOCTH uzodepmenta CYP2C19.

VY Takux NanMeHTOB MeTa0oJU3M 330MeNnpa3ojia, B OCHOBHOM, OCYILECTBIIETCS C IOMOLIbIO
CYP3A4, u npu noBTOpHOM npueme BHyTpb 40 Mr 330Menpazona OJHOKPATHO B CYTKH CpEIHSS
IJI0IIaAb MOJi KpUBOM «KOHIEHTpanusa—Bpems» Ha 100 % Brilie, 4eM y NAallUEHTOB C MOBBIIICHHON
akTuBHOCTHIO M30depmenta CYP2C19. Cpennue 3HaueHUSI MAKCUMAIIbHBIX KOHIIEHTPAIMH B TIJIa3Me
y HaIMEHTOB CO CHMKEHHOM aKTUBHOCTBbIO M30()€pMEHTa MOBBIMIEHBI NMPHOIM3UTENbHO HA 60 %.
CxonHble pa3/inyusl BbBISBICHBI IPU BHYTPUBEHHOM BBEIECHHUU 330Merpazosia. OTMEdYeHHbIE
0COOEHHOCTH HE BIHAIOT Ha JJ03Y U CIIOCOO MIPUMEHEHHUS H30MEIpa3oia.

IleueHouHas HEAOCTAaTOYHOCTD

VY manuueHToB C JIETKUM U YMCEPCHHBIM HAPYIICHHUEM (bYHKI_II/II/I IeYeHn MeTa00I1u3M 930MCIIpa3ojia
MOKCT HapymaTbCH. Y manmeHToOB C TSKEIIBIM HapylmCcHHuEM (1)YHKHI/II/I ME4YCHU CKOPOCTH
MeTabdoaMu3Ma CHHMIKCHA, YTO MPHUBOJUT K YABOCHHUIO IJIOIIAAU I10J KpHBOﬁ CKOHHOCHTpalUuA—BpEMA»
AJIL 330MEIIpasoJia. TengeHnnu K KyMyJIUuu 330MCIIpa3ojia U €ro OCHOBHBIX MeTa00IUTOB npu
BBCICHHUU IIpCTiapaTa OAWH pa3 B CYTKU HEC OTMCUACTCA.

TloyeyHas HETOCTATOYHOCTD

N3yuenne (apMakOKMHETHKH Y TMAlMEHTOB CO CHMKEHHOH (DyHKIMEW MOoYeK He MPOBOIMIIOCE.
ITockonbKy uepes MOYKH OCYIIECTBISAETCS BBIBEJCHUE HE CaMOTr0 330MENpa3oia, a €ro MeTaboJInTOB,
MO’KHO T10JIaraTh, 4YTO METa00IM3M 330MENpPa3oia y NallMeHTOB ¢ HapylIeHneM (YHKIHHU MTOYeK He
U3MEHSIETCS.

JIulia moXMI0ro Bo3pacra

VYV mammenToB mnoxwmioro Bo3pacta (71-80 mer) merabonusMm »30Memnpasonia CyIMIeCTBEHHO HE
WU3MEHSETCA.

€T

N3ydenne hapMakoKUHETHKH 330MeTpa3ona y aere B Bo3pacte oT 0 10 18 jeT mpoBoAUIOCH MOCIie
3-MMHYTHOM BHYTPUBEHHON HHBEKLIHMH OIUH Pa3 B CyTKH B TeueHHe 4 qHel. MakcHMallbHYO
PaBHOBECHYIO KOHIIEHTpaIuio mpemnapaTa B miazMe KpoBU (Cssmax) OIIEHUBAIU Yepe3 5 MUH MOCHe
BBEJICHHS JIO3bI Y JIET€H BO BCEX BO3PACTHBIX TPYIINAX, a Y B3POCIBIX MAIMEHTOB — Yepe3 7 MUHYT
nocie BBeJeHus 10361 40 MI ¥ 110 OKOHYaHHUI0 HHY3uH 10361 20 MT.

B Tabnuue mpencraBieHbl pe3ysbTaThl OLEHKM CHUCTEMHOW HSKCIO3MLUHU 330MENpa3oyia B BHUJE
TreOMETPUUYECKUX CPEAHUX (Mana3oHa):

Bo3pacTHas rpynna Jo3a AUC, MKMOJIb " 4/J1 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 jet 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 yer 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(3,4-294)
19217 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)
Bapocbie 20 mr (n=22) 5,1 (1,5-11,8) 3,9 (1,5-6,7)
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COOTEETCTEY

ot 28.05.2026 N= 1053

[40 wr (n=41) (1266 (48217 =TTEATRS (SAH761-T5 1

IIpumeuanus:

* BozpactHass rpymma ot 0 mo 1 Mecsna BKIIOYaJda NalMEHTOB CO CKOPPEKTUPOBAaHHBIM BO3pacToM (cymma
BHYTPUYTPOOHOTO BO3pacTa U BO3pacTa I10Cje POXK/ICHUS B IIOJIHBIX HENeIIsX ) >32 MOJHBIX Helelb 1 <44 MOJHBIX HeNlelb.
Bospacrthaas rpynmna ot 1 1o 11 MecsieB Bkirouana NalueHToB cO CKOPPEKTUPOBAHHBIM BO3PACcTOM >44 MOJHBIX HEJENb.

*#* JlBa mamueHTa OBUTH UCKITIOYCHBI — OJTMH B CBSI3M CO CHIDKCHHOM akTHBHOCTHIO M3odepmenta CYP2C19, Bropoii — B
CBSI3U C COIyTCTBYIOIIMM IPUMEHEHNEeM nHruouropa mopepmenta CYP3A4.

CornacuHo moctpoeHHOH Moaenu Css max IOCIE B/B BBEICHHS 330Memnpasona B Buae 10-muHyTHOH, 20-MUHYTHOH 1 30-
MHUHYTHOH HH(Y3UH YMEHBIIUTCS, B cpeHeM, Ha 37-49 %, 54—-66 % u 61-72 %, COOTBETCTBEHHO, BO BCEX BO3PACTHBIX
IpyIIax W rpymmax J03UPOBAHMS [0 CPABHEHHIO CO 3HAUCHUEM Csgs, max TOCIIE 3-MUHYTHOH HHBEKLIUH.

6. PAPMALLEBTUYECKUE CBOWCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

Harpus snerar

Hatpus ruapoxcu
6.2. HecoBMecTHMOCTD

JlaHHBIN JIEKapCTBEHHBIM TMpemapaT He CcleAyeT CMEIIMBaTh C APYTMMH JIEKapCTBEHHBIMU
npenaparamu, 3a UCKIFOUEHUEM YIIOMSHYTBIX B paszzeine 6.6.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

2 roja.

IIpuroroBiIEeHHBIN PACTBOP

[IpuroToBneHHBIN pacTBOP CIEAYET UCIIOIB30BaTh B TeueHHE 12 yacoB. XpaHUTh MPU TEMIIEPAType
He Boimie 30 °C.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUH

ITpu Temnepartype He Bbie 25 °C BO BTOPHUHON yIaKOBKe (MayKe KapTOHHOMN).

VYcnoBust XpaHeHUsI TOCTIE BOCCTAHOBIICHMS JIEKAPCTBEHHOTO Tperapara cM. B paszzene 6.3.).

6.5. XapakTep u coaepkaHue yIAaKOBKH

ITo 46 mr BO (prrakoHBI 00bEMOM 5 MJT OECLIBETHOTO CTEKJIa, YKYNOPEHHBIE MPOOKaMU PE3NHOBBIMU,
3aKaTaHHbIE KOJMauyKaMH U3 (OJIbrU ATFOMUHUEBOM € TIIACTUKOBOM KPBILIKOM.

Ha ¢nakoHbI HaKJIEMBAIOT CAMOKJIESIINECS STUKETKH.

IIo 5 ¢nakoHOB B KOHTYpPHYIO SIUEHKOBYIO YMAKOBKY M3 IJICHKH MOJIMBHHUIXJIOpUAHOU. [lo 2

KOHTYPHBIX STYEHKOBBIX YIHaKOBKH BMCCTC C JINCTKOM-BKJIAJIBbIIICM IMTOMCIIAIOT B ITAYKY U3 KAPTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NMPH YTUIM3ANMU MCIOJIb30BAHHOIO JEKAPCTBEHHOT0
npenapara MM OTXO0H0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHUsl JIEKAPCTBEHHOI0 Npenapara, u
Apyrue MaHUIYJIAIUH ¢ IPenapaTomM

IIpuroroBiieHne pacTBopa
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ot 28.05.2026 N2 ‘ll'l'::""

Jlerpananusi IpUroTOBICHHOTO pacTBOpA INIaBHBIM 00pa3oM 3a&cm])§g}m%egm B CBﬂgI/rc tIeM

COOTBETCTBYET ZKCNEPTHOMY OTUETY

IJISL PAaCTBOPEHHUS IIpernapaTa J0KeH ObITh UCII0IBb30BaH ToIbKO 0,9 % pacTBOp HaTpUs XJIOpHUIA AT
BHYTPUBEHHOT'O BBEJICHHSL.

[IpuroToBIEHHBIN pPAacTBOpP HE JOJDKEH CMEUIMBAaTHCS WM BBOJMUTHCS COBMECTHO C JPYTHMH
JIEKApCTBEHHBIMU CPEACTBAMU.

[lepen mpuMeHEHHEM pPACcTBOP CIEIyEeT OICHHUTh BU3YAIBHO Ha TPEAMET OTCYTCTBHS BHIUMBIX
MEXaHUYECKUX MpPUMECeH W HW3MEHEHHs IBeTa. TOJIbKO TPO3PAavHbId pPacTBOP MOXET OBITh
UCTOJIb30BaH. [IpUTOTOBIIEHHBIN PacTBOP PEKOMEHIYETCSl BBOJUTE Cpa3y IMOCIE MPUTOTOBICHUS (C
MHUKPOOHOJIOTHYECKON TOYKU 3PCHHUS ).

Unvexyus 40 me

PactBop nns unbekuuid (8 mr/mi) roroButcs nytem nobasnenus 5 miu 0,9 % pactBopa HaTpus
XJIOpUJIA Il BHYTPUBEHHOTO BBeJeHUS BO (biakoH ¢ 40 Mr 330Menpasona. Pa3BeneHHbIi pacTBOp
330Menpasoia MpeICcTaBiIsieT co00i MPO3pavyHyI0 KUIAKOCTh OT OECHBETHOrO A0 OJeIHO-KENTOro
1IBETA.

Unghysus 40 me

WHby3HnOHHBII pacTBOp TOTOBUTCS IIYTEM PACTBOPEHHS COIACPKHUMOTO onHOro ¢urakoHa ¢ 40 mr
33oMernpazona B 100 mu 0,9 % pactBopa HaTpust XJI0puaa A1k BHYyTPUBEHHOI'O BBEIACHUSI.

Unghysus 80 me

WNH}y3uoHHBI pacTBOp TOTOBUTCA IYyTEM pPACTBOPEHHUS COJACPKUMOIO JBYX (JIAKOHOB C
a3omenpasoiaom 40 mr B 100 mut 0,9 % pactBopa HaTpust XJI0pHAa AJii BHyTPUBEHHOTO BBEACHMUS.

PasBeneHHbII pacTBOp 330MeIpa3osia MPeICTaBIseT cO00H MPO3PavYHYO KUIAKOCTh OT OECIIBETHOTO
110 OJI€THO-KEIITOrO IIBETA.

VYmunuzayus

Becws ocraBmmiics HeKapCTBeHHI)IfI npenapar u OTxXoAbl CICAYCT YHHUUYTOXKUTH B COOTBCTCTBHU C
YCTAHOBJICHHBIMH HAlIHOHAJIbHBIM 3aKOHOAATCILCTBOM Tpe60BaHI/I$IMI/I.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Pocculickas @enepanns

3A0 «KanoHdpapma mpogakirH»

141100, MockoBckas 0011, r.0. lI{énkoBo, r. ll[énkoBo, yu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

Anpec 31eKTpoHHOM mouThl: safety@canonpharma.ru

7.1. IlpencraBureib AepsKaTesisi perUCTPALHOHHOIO YAOCTOBEPEHUS

[Iperen3uu noTpeduTeneil HaNPaBIATH 110 aPECy:

Poccuiickas @enepanns

3A0 «Kanondpapma npoJaxIs»

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

+7 (800) 700-59-99 (6ecrmaTHas ropsiyas TUHUS 24 daca)

Anpec 31eKTpoHHOM mouThl: safety@canonpharma.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

JITT-Ne(005346)-(PT-RU) ot 02.05.2024
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 28.05.2026 N= 10553

9. KATETOPHS OTITYCKA JEKAPCTBEHHOT'O MIPENAPATA - EATENEHOCTE 0007)

JlexapcTBeHHBI ~ @IpemaparT  OTHOCHTCA K KaTeropuM  OTHyCKa MO  PELENTy.

OOmiast xapakTepUCTHKA JIEKAPCTBEHHOTrO Tpemnapara J3omemnpa3on KaHoH ocTynmHa B eIMHOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpa3niickoro S3KOHOMHUYECKOTO COI03a U Ha
odumaTEHOM caiite YIOJHOMOYECHHOTO oprasa (3KCTIepTHOM OpTaHHU3AIIH)
https://lIk.regmed.ru/Register/EAEU_SmPC.
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