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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Jlonepamun AnbdakTuB, 2 MT, KariCyJbl.

2. KAUECTBEHHBIN 1 KOJUYECTBEHHBIN COCTAB

JlelicTBy1OllI€€ BEMIECTBO: JOMEPaAMU/I.
Kaxxnas xancymna coaeput 2 Mr jornepaMuza (B BUAE THAPOXIOPUIA).

BemectBa, HaMune KOTOPHIX HAJAO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Iperapara: JIaKTo3a,
KpacUTEIb COJIHEUHBIN 3aKaT KeNThI (cM. pazaen 4.4).

[TonHbIl TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB MPUBEIEH B paznene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancymbr.

Kancyns! TBepapie xkenatuHoBble Ne 2. Kopiryc CBETJIO-KENATOrO 1IBETA C KOPUUHEBATHIM OTTEHKOM,
KpBIIIEYKA KEJITOTO LIBETa, Herpo3payHble. CoaepKUMOe KaICyJl — CMECh IOPOIIIKa U TpaHyI1 0e10ro
Wi 0eJoro ¢ JKENTOBaThIM OTTEHKOM IBeTa. JomycKaeTcs YMJIOTHEHHE COAEPKUMOTro Kamcyi B
KOMKH I10 (pOpMe KamCyJibl, JIETKO pa3pyliaeMble MPU Ha/IaBIMBAHUHU CTEKIITHHOM MaJ0YKOH.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3aHusl K NPUMEHEHUIO

[Ipenapar Jlonepamua AnbdakTuB Moka3zaH K MPUMEHEHUIO Y B3POCIBIX U JIETEH B BO3pacTe OT 6 110
18 ner nns:

® CHUMIITOMATHYECKOTO JICUCHUS OCTPOM M XPOHHUYECKOH Iuapen (TeHe3a: ajuiepruvecKoro,
SMOIMOHAIBHOTO, JIEKAPCTBEHHOI'0, JYyYEBOr0; MPU H3MEHEHUU pPEKUMA MHTAHUS U
KaueCTBEHHOI'0 COCTaBa MHUILH, PU HAPYIIEHUH MeTa0O0JI3Ma U BCaChIBaHUS);

® B KAayeCcTBE BCIIOMOTaTeJIbHOIO JIEKAPCTBEHHOI'O CPENICTBA MpH Auapee HMHEPEKIHOHHOIO
reHe3a;

® pEryJsilMM CTyJa y MalueHTOB C UIEOCTOMOM.
[Ipenapat Jlonepamua AnbgpakTHB MOKa3aH K MPUMEHEHHIO y B3POCIIBIX B BO3pacTe OT 18 jeT ms:

® CHUMITOMAaTHYECKOIO JICYEHUS OCTPBIX OSIHM30J0B AMAPEH, CBS3aHHBIX C CHHIPOMOM
pasapaxenHoro kumeyHnka (CPK).

4.2. Pe:kxum 103MPOBaHUA U CIIOCO0 MPUMEHEHM s

PexxuM no3upoBaHusa

Bspocnvie

Ocmpas ouapes: HadanabHas 103a — 2 Karcynsl (4 Mmr); ganee mo 1 karcyne (2 Mr) mocie Kaxaoro
akTa nedexanuu (B cirydae >KHIKOTO CTyJIa).

XpoHnuueckas Ouapes: HadadbHas J103a — 2 KarcyJbl (4 Mr); Aaiee HadajdbHas 032 JOJHKHA OBITh
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CYTKH, 4YTO OOBIYHO TOCTHTAETCS MPU MOACPKUBAIOIIeH 103e oT 1 10 6 kancyn (2—12 Mr) B CyTKH.
MakcumanbHasi CyTOYHas 7103a He JI0/DKHA MpeBbImaTh 6 kancys (12 mr).
[Tpu HOpManu3anuy CTya UK TPU OTCYTCTBHUH CTyJia 6osee 12 4 mpenapar OTMEHSIOT.

Cumnmomamuueckoe e4enue oCmpblx 3NU30008 OUaApeU, C8I3AHHbIX C CUHOPOMOM PA30PANCEHHO20
kuweunuxka (CPK)

HauanpHas mo3a cocrtaBisier nBe Kamcyinbl (4 mr), 3atem mo 1 karicyne (2 Mr) mocie Ka)ioro
KHUJKOT'O CTyJia UJIK B COOTBCTCTBHUU C PCKOMCHAAIUAMU Bpaya. MakcumanbHas CyTO4YHAasdA J03a HC
JOJDKHA TIPeBBIMAaTh 6 karcys (12 mr).

Oco0ble rpynisl MalueHToOB

Jluya noosicunozo éozpacma

[Tpu neyeHnr MOXKUIIBIX MMAMEHTOB KOPPEKTUPOBKA J03bI HE TpedyeTcs.

Tayuenmvi ¢ noueunoii He0OCMamouHoOCmvio

[Tpu neyeHny NaMEHTOB C HAPYIICHUSAMHU (QYHKIUH ITOYEK KOPPEKTHPOBKA O3Bl HE TpeOyeTCs.
Iayuenmvi ¢ neueHOYHOU HEOOCMAMOYHOCHBIO

XoTs q)apMaKOKI/IHeTI/I‘-IeCKI/IG AAHHBIC Y MATUCHTOB C MEe4YCHOYHONI HEAOCTATOYHOCTBIO OTCYTCTBYIOT,
y TaKHX IMalMEHTOB JIONIEPAMH/T CIISAYET MPUMEHSITh C OCTOPOIKHOCTBIO BCJICJCTBHE 3aMEJICHHOTO
MIPECUCTEMHOT0 MeTabonu3ma (cM. pazzaen 4.4).

eTH
Jlemu om 0 0o 6 1em

be3onacnocts u addexTuBHOCTS Npenapata Jlonepamug AnbhakTuB y aerei B Bospacte oT 0 1o
6 JeT HEe yCTaHOBJIEHbI. JJaHHBIE OTCYTCTBYIOT.

Jlemu om 6 0o 18 nem

Ocmpas ouapes: HadanbHas n03a — | karcyna (2 mr), nanee mo 1 kamncyse (2 Mr) mocie Kaxaoro
aKTa nedeKalyy B CIrydae KUAKOTO CTYyIIa.

Xponuueckasn ouapes: HavyajbHasg qo3a — | kamcyna (2 Mr); gajnee HadajgbHas 1032 JOJDKHA OBITh
OTKOPPEKTHpPOBaHA TaKUM OOpa3oM, 4TOObI YAaCTOTa HOPMAJIBHOIO CTyjla cocTaBisuia 1-2 pasa B
CYTKH, 9YTO OOBIYHO TOCTHTAETCSI MPHU MOACPKUBAIOIIEH 103e oT 1 10 6 kancyn (2—12 Mr) B CyTKH.

MakcumanbHasi CyTO4Has 103a y AETeH pacCUUTHIBAETCS, HCXO U3 Macchl Tena (3 karcysnsl Ha 20 KT
MacchlI Tenna pebeHka), HoO He JO0JKHA MPeBbIaTh 6 kancyn (12 mr).

Jlemu om 0 0o 18 nem

ITo MOKa3aHNI0, CUMIITOMATHYCCKOC JICHCHHUC OCTPLIX 3MMU3040B AUApCHU, CBA3AHHBIX ¢ CHHAPOMOM
paznpaxenHoro kumednuka (CPK) y nereii B Bo3pacte ot 0 10 18 ner, He mpuMeHsIeTCS.

Cnoco0 mpuMeHeHus

BuyTpsb.

Kancynsl npornaTsiBath, HE pa3keBbiBasi, 3anuBas 100 M BOJbI.
4.3. IIpoTuBONOKA3aAHUSA

e [unep4yBCTBUTEIBHOCTh K JIONEPAMMIy W/WIM K JIIOOOMY M3 BCIIOMOTAaTENbHBIX BEIECTB,
IIEPEYUCIIEHHBIX B pa3zaene 6.1.
e B KkauyecTBe OCHOBHOM TEpanuu:
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BBICOKOM TEMIIEPATYpOH;

- Y HAIEHTOB C SI3BE€HHBIM KOJUTOM B CTaJUU 0OOCTPEHUS;

-y TalnuMeHTOB ¢ OaKTepUaIbHBIM  JHTEPOKOJIUTOM, BBI3BAaHHBIM  IATOTCHHBIMU

MHUKpOOpranu3mMamu, B Tom uucie Salmonella, Shigella w Campylobacter;

- y TAIMEeHTOB C TICEBAOMEMOpPAHO3HBIM KOJIMTOM, CBSI3aHHBIM C Tepamued aHTHOMOTHKAMU

HIMPOKOTO CHEKTPA NECUCTBUA.
[Mpemapar Jlonepamun AnbpakTUB HE CcIeAyeT NPUMEHSTh B CIIy4asx, KOTJa 3aMeJJICHHE
MEePUCTATILTUKN HEXEJIaTeIbHO U3-3a2 BO3MOXKHOT'O PHCKA Pa3BUTHUS CEPHE3HBIX OCIOXKHEHHM, B TOM
9yclie KHIIEYHOW HEMPOXOJUMOCTH, METakoJIOHa M TOKCHMYECKOro MerakonoHa. IIpemapar
Jlonepamua AnbpakTuB HEOOXOAMMO HEMEUIEHHO OTMEHHTHh IpPU TOSBIECHUU 3aropa, B3IyTHH
KUBOTA WM KUIIEYHOW HEMPOXOIMUMOCTH.

4.4. OcoOble ykazaHusi U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

JleueHue Auapeu JoncpamMnuaoM HOCUT TOJIBKO CUMITTOMATHYSCKHUH XapakTep.

B Tex cmyuasx, Korja BO3MOXXHO YCTaHOBUTh MNPUYHHY JUAped, HEOOXOIWMO MPOBOAMTH
COOTBETCTBYIOILYIO TEPAIIUIO.

VY nmanueHToB ¢ quapeeii (0co0eHHO y AeTel ) MOKET UMETh MECTO IMOTEPS )KUIKOCTH U DIIEKTPOJIUTOB.
B Takux clrydadax HGOGXOI[I/IMO NpoOBOAUTL COOTBCTCTBYIOUIYIO 3aMCCTUTCIIbHYIO TCpaIluto
(BOCTIOSTHEHHUE KHUIKOCTH U DJICKTPOJIUTOB).

[TockonbKy TIepCUCTUPYIOIAs Tuapest MOKeT OBITh IMOKa3aTellieM MOTEHIMALHO 00Jiee Cephe3HbIX
COCTOSIHMI, TIpenapaT He cieayeT MPUHUMATh B TeUEHUE JUIMTEIHLHOrO Meproja BpEMEHH, TI0Ka He
OyJeT BBISICHEHA OCHOBHASI PUYMHA TUAPEH.

[Ipu ocTpoii quapee, ecinu KIMHUYECKOE YIyUIICHUE He HAOMogaeTCs B TeueHrue 48 4acoB, mpuemM
JIoIepaMua CIEAYET NPEKPATUTE U IIPOKOHCYIJIHLTUPOBATLECS ¢ BPA4YOM.

[Tammmentsl co CIIM/loM, mpuHUMarOmKe JonepaMu ISl JICUCHHUS] AUapeH, OKHBI MPEKPATUTh
MpueM Impenapara NpH TMEPBbIX IMPU3HAKAX B3IYyTHS >KUBOTA, a TaKXKe MpPHU3HAKAX KHILIEYHOMN
HerpoxoauMocTH. [locTynanyu eTMHNYHBIE COOOIIEHUS O 3aI0Pe C MOBBIIEHHBIM PHUCKOM Pa3BUTHS
TOKCHYECKOro MerakosioHa y mnanueHtoB co CIIM/IoM um MHQEKIIMOHHBIM KOJUTOM BUPYCHOH H
OaKTepuaTbHOM ATUOJIOTHUH, KOTOPBIM IIPOBOUIIACH TEPAITHS JIOTIEPAMHIOM.

Jlomepamua HEOOXOAWMMO TMPUMEHSATH C OCTOPOKHOCTHIO y TAIMEHTOB C TICUYCHOYHOM
HEJIOCTATOYHOCTBIO, TAK KAK 3TO MOKET MPUBECTH K TOKCHYECKOMY BO3CHCTBUIO HA LIEHTPAIbHYIO
HepBHYyI0 cucremy (LIHC) BciencTBre OTHOCUTENBHOM MEpEI03HPOBKHU.

3noyn0Tpe6neHI/Ie HJIW HCIIPABUJIIBHOC ITPUMCHCHHUE JIOIIEpaMu/Jia B KaUC€CTBC 3aMCHUTECIIA OITMOU 0B
OIMUCBIBAJIN Yy JIUI] C OIMOUIHOM 3aBUCUMOCTBIO.

Ecnu nanueHTsl NPUHUMAIOT JIONEpaMMJl Ul KOHTPOJISA SMHU30[0B JHApeH, CBS3aHHBIX C paHee
auarHocTupoBanHbIM CPK, u kMHMYecKoe yyulieHue He HaOmro1aeTcs B TeueHne 48 4acoB, IpUeM
JonepaMusa ciaexyeT NPeKpaTuTh U MPOKOHCYJIbTUPOBATHCS ¢ BpauoM. [lanmenTam takxke cienyer
00paTUTHCS K Bpauy, €CJIM XapaKTep UX CUMIITOMOB MEHSETCS WM €CIIH MOBTOPSIOMINECS U305
IUapeu MpoAOIKAKTCs 0osee 2 Heleb.

Coobmanocy 00 ymauHeHuu wuHTepBaia QT M pa3sBUTHM KETyJOYKOBOW apUTMHHM, BKIIOYAs
TaxMKapaHuIO 110 TUILY «IIHPYIT», B CBSI3U C MEPEIO3UPOBKOH JIONIEpaMuUa, B HEKOTOPBIX CIy4asx CO
CMEPTENBHBIM UCX010M. Ilepeno3upoBka MOKET BBIABUTH CYLIECTBYIOIINNA CUHIpOM bpyraza.

Jlonepamu He clieTyeT UCMOJIB30BaTh B TEUCHHUE IJTUTEIHLHOTO TIEPHO/1a BpeMEeHH 0€3 HaOIoeHUS
Bpaya, TAIMEHTHl HE JOJDKHBI TPEBHINIATh PEKOMEHIYEMYIO J03y W/WIH PEKOMEHIYEeMYIO
MPOAOJKUTEIIBHOCTD JICUCHUSI.
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nuapeu, cBsizaHHbIX ¢ CPK, mOmKHBI COOMI0ONATHCS JOTIOTHUTEIBHBIC MEPHI MPEAOCTOPOKHOCTH MIPH
HUCIIOJIb30BAHUMU:

e [lanmeHThl JOJDKHBI MPUHUMATH Tpenapat s jJeueHus cumntomoB CPK, Tonbko ecnu panee
JaHHBIA AUarHO3 ObUT TOCTABIIEH BPAYOM.

e [lanmentam B Bo3pacte 40 JjieT M crapiie cieayeT MPOKOHCYJIbTUPOBATHCS C BpPauoM Iepen
MCIIOJIb30BaHUEM Ipenapata, eciau cumntoMel CPK He mposiBisiiuce B T€4eHHE HEKOTOPOTO
BPEMEHM WJIM €CIIM TeKylllasg CHUMIITOMAaTU4YecKas KapTUHA OTIMYAeTCsl OT MPEIbIIyIInX
cumnromoB CPK.

° HaI_II/IeHTBI JOJIKHBI IPOKOHCYJIBTUPOBATLCA C BpadoOM IICPEA UCITOJIb30BAHUEM IIpCIiapaTa, €CJIN
y HHUX: KAIIEYHOE KPOBOTEUEHHUE, CUIIBHBIN 3arop, TOUTHOTA WM PBOTA, MOTEPSI allleTUTa Uiu
CHIDKEHHE MacChl TeJa, TPYJHOCTH MK 00JIh IPYU MOYEHCITYCKAaHUH, BBICOKAst TEMIIEpaTypa Tena;
€CJIM MAIMEHThl HEJIABHO BhIE3KAU 3arpaHully.

Ecny cuMnOTOMBI yXyAIIArOTCS, €CIIM HOSIBISIIOTCSI HOBBIE CUMIITOMBI, €CIIM XapaKTep CHUMIITOMOB
MEHSETCS WM €ClIM IOBTOPSIOUIMECS SMHU30[bl AMApPEH IPOAOIIKAIOTCS Oojiee IBYX HENElNb,
HE00XO0IMMO HE3aMEeIIUTEIbHO OOPAaTUTHCS K Bpady.

BcnomMorarenpHBIE BEIISCTBA

[Tpenapar Jlonepamun Anb(pakTHB COAEPKUT JIaKTO3y. JlaHHBIM JIeKapCTBEHHBIN NpenapaTr He
clieyeT NPUHUMATh NAIUEHTAM C PEIKO BCTPEYAIOLIEHCS HACJIECICTBEHHOW HENEPEHOCHMOCTBIO
rajakTo3bl, JAKTa3HON HEJOCTATOYHOCTHIO MJIH TIIIOKO30-TAIAKTO3HON MajibabcopOuuneit.

[Ipenapar Jlomepamug Anb(hakTUB COIACPKUT KPACHTENb COJHEYHBIM 3aKaT JKENTBIM, KOTOPBIA
MOKCT BbI3BIBATH AJUICPIrUYCCKUC PCAKIIUU. MoxeT OKa3bIBaTh OTpULATCIIBHOC BJIMUAHUC Ha
aKTUBHOCTh U BHUMaHUE JETEH.

4.5. BzaumogeiictTBie ¢ JAPYIrHMH JIeKADCTBEHHBIMH IIpeniapaTaMM W Jpyrue BH/ABI
B3aMMOJAEHCTBHUSA

[To maHHBIM JOKIMHUYECKUX HCCIEIOBAaHUN JomepamMu sBisercs cyOcTpaTtoM P-rimkomnporenHa.
[Ipy onHOBpEeMEHHOM MPHUMEHEHUHU Jonepamuaa (OAHOKpAaTHO B J03e 16 Mr) M XWHHUIUHA WIH
pUTOHABUPA, ABJIAIOMINXCA I/IHFI/I6I/ITOpaMI/I P-FHI/IKOHpOTeI/IHa, KOHIICHTpAalus JoncpamMnaa B rjaasme
KpOBH yBenu4miach B 2—3 pa3a. KnnHuueckoe 3Haue€HHE OMUCAHHOTO (hapMaKOKHHETHYECKOTO
B3aUMOJICHCTBHSL C HMHrUOMTOpamMH P-rMkompoTenHa TIpy TNPUMEHEHUH JIolepamuaa B
PEKOMEH/I0BAaHHBIX /103aX HEU3BECTHO.

OnHOBpeMEHHOE MTPUMEHEHHE JIoTiepamMuia (0O JHOKPATHO B J03€ 4 MI') U UTPaKOHA30J1a, HHTHOUTOpa
m3odepmenta CYP3A4 u P-rmukonporenHa, MpUBEIIO K YBEIMUYCHUIO KOHIICHTPAIMH JIOTIepamMuia B
wia3mMe KpoBu B 3—4 pasa. B 3ToM ke MccienoBaHMM NPUMEHEHHUE MHTHOMTOpa M30(pepMeHTa
CYP2CS8, rempubdposuna, mpuBeIO K YBETUYCHUIO KOHIIEHTPAIIMU JIOTepaMua B Tjla3Me KPOBU
npubnusutenbHo B 2 pasa. Ilpu nmpuMeHeHMHM KOMOWHAIMM WTpakoHa3oja M remdudposmia
MaKcHUMajbHasi KOHIIEHTpalus JionmepaMuJa B IUIa3Me€ KpOBU yBenuywiack B 4 pasa, a oOrmias
KOHIIEHTpanus - B 13 pa3. 3To noBbIieHne He ObUT0 cBsi3aHo ¢ BiusHueM Ha [IHC, uTto onieHnBanoch
10 NICHUXOMOTOPHBIM TecTaM (T. €. CyObEKTHUBHOW OLIEHKE COHJIMBOCTH U TECTY 3aMeHbI IIU(POBBIX
CHMBOJIOB).

OnHOBpeMEHHOE TPUMEHEHHE JionepamMuaa (OJHOKpPAaTHO B J03e 16 Mr) W KETOKOHa3o0Ia,
unruburopa mzodpepmenta CYP3A4 u P-rmukonporenHa, mpuBeiao K MATHKPATHOMY MOBBILICHUIO
KOHIIEHTPALUY JIONepaMK/ia B IUIa3Me KPOBU. DTO MOBBILIEHHE HE OBUIO CBA3aHO C YBEIMUYCHHEM
(bapMakoIMHAMHYECKOTO JCHCTBUS, OLICHEHHOTO M0 BEIMYMHE 3payKa.

[Ipr OIHOBpPEMEHHOM TEPOPATHLHOM MpPHUEME IEeCMOIPECCHHA KOHIEHTpAIHs JECMOIPECCHHA B
Ij1asM¢ KpOBH YBCINYWIACHL B 3 pasa, BCPOATHO, H3-3a 3aMCIJICHUA MOTOPHUKHU KCITYIJOYHO-

4
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(NOCNEOCBATENEHOCTE 0003)

KHIICYHOI'O TpaKTa.

Osxkujaercsi, 4TO Mpenaparbl cO CXOXKUMH (PapMaKOJIOTHUECKUMH CBOMCTBAMU MOTYT YCHUJIMBATh
JECHCTBHE JIONIEpaMuUa, a MIPENapaTel, yBEIMUNBAIOIINE CKOPOCTh IIPOXO0XKACHUSA YEPE3 JKEITYJOUHO-
KHILIEYHBIN TPAKT, MOI'YT YMEHBIIATh JCHCTBUE JIONIepaMUa.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALUS

bepemeHHOCTD

[IpenapaT He peKOMEH 1yeTCsl IPUMEHSTH BO BpeMsi OepeMEHHOCTH.

JlakTarus

[Ipenapar He peKOMEHIyeTCs K NMPUMEHEHHIO B NEPHOJ T'PYyAHOrO BCKapMiuBaHWs. B mepuon
JICYEHUs I'PyAHOE BCKapMIIMBAHUE CIIEYET IPEKPATUTD.

DepTUILHOCTE

BosneiicTBue Ha (hepTUIIBHOCTD Y JIIO/IEH HE OILICHUBAIOCH.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBLIMH CpeACTBAaMHM M PadoTaTh C
MeXaHNU3MaMu

B mepuon nedyeHus romepamMHIOM CIEIyeT BO3JCPKAThCS OT YIPABICHUS TPaHCIOPTHBIMU
cpcacTBaMu U 3aHSTUN APYIruMHU NMOTCHIUAJIBHO OMMACHBIMHU BUAAMU NCATCIBHOCTH, TPGGYIOH_II/IMI/I
MOBBIIIIEHHOW KOHIICHTPAIIMYA BHUMAHHUSI M OBICTPOTHI ICHXOMOTOPHBIX PEAKIIUH, TaK KaK JIOTICPaAMHUT
MOZKCT BBI3BIBATb I'OJIOBOKPYXKCHUC U JPYTUC HCIKCIATCIbHBIC PCAKIIUU, KOTOPBIC MOT'YT BJIMATH HA
yKa3aHHbIE CTIOCOOHOCTH.

4.8. He:xxennaTesbHbIE peakIuu

Pesrome mpoduiist 6e3onacHOCTH

I1o OannbiM KIUHUYECKUX UCCIeO08aAHUL

HexenatenbHble peakiuu, HaOmoAaBmuecs y > 1 % nanueHToB, NPUHUMABILNX JIONEPAMUT] MIPH
OCTpOil Tuapee: rooBHas 60Jb, 3a1I0P, METEOPU3M, TOIITHOTA, PBOTA.

HexenatenbHble peakiuu, HaOmoAaBmuecs y > 1 % nanueHToB, NPUHUMABIINX JIONEPAMUT] TIPU
XPOHUYECKON AMApee: TOJIOBOKPYKEHUE, METEOPU3M, 3aI10p, TOLIHOTA.

TaOau4yHOE pe3roMe HEXKENAaTeIbHbIX DEAKIINN

[TpuBeneHHbBIE HIDKE HEXKETIATeNbHbIC PEaKIIMU KIacCU(DUIIMPOBAIH CIEIYIONINM 00pa3oM:
odeHb yacto (> 1/10);

gacro (> 1/100, Ho < 1/10);

Heuacto (> 1/1000, o < 1/100);

penko (> 1/10000, Ho < 1/1000);

oudeHb peako (< 1/10000);

qJaCTOoTa HEU3BCCTHA (Ha OCHOBaHHMHM UMCIOIIUXCA AAHHBIX OLICHUTH HGBOBMO)KHO).

CHCcTeMHO-OpPraHHbIN KJIace \ Yacrora \ HesxenarenbHble peakunu

I1o 0annbimM nocmpe2ucmpayuoHHbIX UCCAeO008AHULL (CHOHMAHHBIX COOOUEHUTI O HEHCEeNANENbHbIX
Peaxkyusax u KIUHUYeCKUX Uil INUO0eMUOI02ULeCKUX UCCIe008aHUlL)

Hapymenust co cropons! | Penko peakuuu TUIEePYyBCTBUTEIBHOCTH,
VMMYHHOU CUCTEMBI aHaUIAKTHUECKUE  pPEaKLUHu,  BKIIOYas
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anaQuuAkiRaecki ok o Oy
aHa(pUIAKTOUTHbIC PEaKIINH
Hapymenusst co  cropons! | Hacro roJIoBHasi 00JIb, TOJIOBOKPYKEHUE
HEPBHOM CHUCTEMBI
Heuacro COHJIMBOCTD
Penko HapylleHUEe  KOOpJAMHALIMH,  YTHETCHUE
CO3HAHHUs, TUIEPTOHYC, NOTEps CO3HAHMS,
CTYIIOp
Hapymenuss co  cropons! | Penko MHO3
Oprasa 3peHust
Hapymenuss co  croponsl | Hacto 3amop, TOLIHOTa, METEOPU3M
KEITYJOUHO-KHUILIEYHOTO
TpakTa Heuacto 00Jb B KUBOTE, AUCKOMMOPT B 001acTH
KUBOTA, CyXOCThb BO pTy, OOmb B
AMUTacTpalibHOM 00JacTH, pBOTA, AUCTICTICUS
Penko B31yTHE KUBOTA, KHIIIeYHast
HEMPOXOAUMOCTD (B TOM quclie,
MapajauTH4eCcKas KHILIeYHast
HEMPOXOUMOCTD), METaKOJIOH (B TOM YHUCIIE,
TOKCHYECKUI METaKOJIOH), [JIOCCANITHS
YacroTa OCTpBII MaHKPEATUT
HEU3BECTHA
Hapymenuss co  croponsl | Hewacto KO>KHasl ChIlb
KOXXH U IIOJKOKHBIX TKaHel
Penxo AHTMOHEBPOTUYECKUI OTEK, KOXHBIN 3y,
KpanuBHUIA, OyJUIe3HAs ChIllb, BKIIIOYAs
CHUHJIPOM CruBeHnca-/I>koHCOHa,
TOKCUYECKUH 3IHUACPMAIbHBI HEKPOIU3 U
MHOTO()OPMHYIO IPUTEMY
Hapymwenuss co  cropons! | Penko 3a7epiKKa MOYU
IIOYEK W MOYEBBIBOISAIIUX
yTen
O6mme HapyUIECHUS u | Penko YTOMJIIEMOCTh
pEeaKIu B MECTE BBEJICHHUSI

COO6I.H€HI/IG 0 IMOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxxHo cooOmare O TMOAO3PEBAEMBIX HEKENATEIbHBIX PEAKIUAX TIOCIEe PETUCTPALUU
JIEKapCTBEHHOI'0 TIperapara C Ledbl0 O0ecreueHus: HEeMpPepbhIBHOIO MOHUTOPHHIA COOTHOIICHUS
«IMoNb3a — PHCK» JIGKAPCTBEHHOTO TMpernapara. MEIUIIMHCKUM pa0OTHHUKAM pPEKOMEHIYeTCs
COO00IIaTh O JIOOBIX MOI03PEBACMbIX HEXENATEbHBIX PEeaKIHIX JIEKAPCTBEHHOTO Mpernapara uepes
HAaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIATCIIbHBIX PCAKOUAX TOCyaapCTB — YJIICHOB
EBpa3uniickoro 3kOHOMHUYECKOTO COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3paBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl Iiiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexTpoHHas mouta: pharm@roszdravnadzor.gov.ru wmm npr@roszdravnadzor.gov.ru




COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 31.03.2026 N 6554

Caitt B WH(pOPMAITMOHHO-TEIIEKOMMYH KaHI/IOH%lI?'I_I =l E"]"?c@;r:iaTEn bH '%Elﬁ?egi;'e-%;:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHUMIITOMBI

[Ipu nepeno3upoBke (B TOM 4YHCIE MPU OTHOCUTEIHHOM MEpel03UPOBKE BCIEACTBUE HApPYIICHUS
(GYHKIMM TIEYCHH) MOTYT TMOSBUTHCS 3aJepXKKa MOYEHUCIYCKaHUs, MapaJuTHYecKas KHIICYHas
HENpPOXOJUMOCTh, 3amop, mnpuzHaku yrHeteHuss I[IHC (yrHerenue npixaHusi, OOCTPyKLHUs
JbIXaTEeNIbHBIX IyTeH, pBOTa C HApPYLIEHUWEM CO3HAHMs, CTYNOp, HAapylIEHHWE KOOpAUHALMH,
COHJIUBOCTb, MUO3, TUTIEPTOHYC MBIIIILT).

ILGTI/I 1 MallUCHTHI C HAPYIICHUCM (1)yHKI_[I/II/I MEYCHU MOTYT 6I:ITB 60.]166 YYBCTBUTCIIbHBI K BJIUSHHUIO
nmonepamuaa Ha [JHC, yem B3pocibie.

VY nui, npeaHaMepeHHO NPUHSABLIMX Ype3MepHyIo 103y (oT 40 Mr g0 240 mr/cyTku) jJonepaMuia,
oTMeuanoch yummHeHue uHTepBania QT m kommiekca QRS w/uimm cepbe3HbIC KETYTOYKOBBIC
apUTMHHM, BKJIOYas TaxXUKapIUI0 IO THUIy «IIHPYIT»; OCTAHOBKA cepima, oOMopok. Taxke
OTHCHIBAIUCH CIy4Yau CMEPTENIbHOTO UCX0/1a IIPH MPeTHaAMEPEHHON NIEpeI03UPOBKE.

3noynorpebiieHue, HENpaBUIbHOE TPUMEHEHHE W/WIM TEPeo3UpPOBKAa BBICOKMMHU JI03aMHU
JI0TIepaMHIa MOKET IPUBECTH K KIIMHUYECKOMY IIPOSIBICHUIO CMHApoMa bpyrana.

Jleuenue

B cnyuae mepeno3upoBkn HeoOxomumMo HadaTh DKI'-MOHUTOPHHT A BBISIBICHUS YIJIMHCHHS
untepBasna QT. Ilpu mnosBiIEHMM CHUMITOMOB IEPENO3UPOBKM B KAueCTBE AHTHUJOTA MOYKHO
UCIIOJIb30BaTh HAJTOKCOH. [10CKONBbKY AMUTENBHOCTD AEMCTBHS TonepaMuia OoJIblie, 4eM HaJJOKCOHA
(1-3 1), MoxxeT mOTpeOOBaTHCS TMOBTOPHOE NpPUMEHEHHE HalokcoHa. [loaTromy HeoOXxoaumMo
THIATENbHO HAOMIOAATh 3a COCTOSIHMEM IallMeHTa B TEYEHHE KaK MUHUMYM 48 4 C IeNblo
CBOEBPEMEHHOTO O0HApYKeHUS MPU3HAKOB BO3MOkHOTO yrHeTenus [[HC.

B cBsi3u ¢ TeM, 4TO TaKTHKa KyMTUPOBAHUS MIEPEIO3UPOBKH TTOCTOSTHHO U3MEHSIETCS, PEKOMEHTYEeTCSI
CBSI3aThCS C TOKCHKOJIOTUYECKUM IIEHTPOM (IIPH HATUYHUK) JJIs TIOMydeHUs: Hanboyiee aKTyallbHbBIX
PEKOMEHIAIU 110 JICUCHUIO TIEPEI03UPOBKH.

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTeparieBTUYECKas rpynna: IIPOTUBOAMAPEIHBIE, KHILEYHbIE
MIPOTUBOBOCIIANIUTENIbHBIE/IPOTUBOMUKPOOHBIE  CPENICTBA; CPEACTBA, CHIKAIOUIUE MOTOPUKY
KEITyJOYHO-KUIIEYHOT O TPAKTA.

Kong ATX: AO7DAO3

Mexanusm aeiicteus U hapMakoauHamMuueckue 3O GEKThI

Jlonepamun, CBA3BIBAACH C ONMOMIHBIMH PELENTOPAMH B CTEHKE KHIICYHHMKA, IOJABIISET
BBICBOOOXK/ICHHE AI[CTUIIXOJIMHA M MPOCTArJIAHAMHOB, 3aMeUIsAs TAaKUM 00pa3oM MEPUCTAIBTUKY U
YBEIMYMBAsg BpPEMs MPOXOXKACHUS CONEPKUMOTO MO KHIIEYHHKY. IIoBbIIaeT TOHYC aHAIBHOTO
CUHKTEpa, yMEHbIIas TEM CaMbIM HEJEepKaHHE KaJOBBIX MAacC H MO3BIBHI K 1e(EKaIIH.

B pesynpTare KIMHMYECKOIO HCCIIEJOBAaHUS ObUIM MOJYYEHBl JaHHblE O TOM, YTO
MPOTUBOAMAPEHHBIN 2P PEKT HacTymaeT B TE€UEHUE OJJHOTO Yaca IOcJie MpHeMa OJHOKPATHON JT03bI
(4 mr).
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5.2. ®apmMakoOKHHEeTHYECKHE CBOMCTBA

AOGcopbrms

Bosbmiast vacTh ornepaMuia BCaChIBaeTCS B KUIIEYHHUKE, HO BCIIEICTBUE aKTUBHOTO IPECUCTEMHOTO
MeTabonmu3Ma, CuCTeMHast OMOJJOCTYTHOCTh cocTaBiseT npumepHo 0,3 %.

Pacopenenenune

JlaHHBIE JOKJIMHHYECKUX HCCIICAOBAHUM CBHUICTEIBCTBYIOT O TOM, YTO JIONEpaMHJ SIBISETCA
cyocrpatom P-rinmkonporenna. CBs3b jtonepaMua ¢ OenKaMu 11a3Mbl KPOBH (IPEMMYIIIECTBEHHO €
abOyMUHOM) cocTaBisieT 95 %.

Buorpancdopmariis

Jlomepamu mpEeUMyIIECTBEHHO METAa0O0IM3UPYETCS B TEUYCHU, KOHBIOTUPYETCS W BBIICISCTCS C
xkemubto. OxucnuTenbHOe N-IeMETHIMPOBAHUE SIBISIETCS OCHOBHBIM IyTeM MeTaboiu3ma
JonepaMuia ¥ OCYULIECTBISIETCS MpPEeUMYyIIecTBEHHO npu ydactuu uzopepmeHtoB CYP3A4 u
CYP2CS8. BcnencrtBue akTMBHOTO MPECHCTEMHOTO MeTaboIM3Ma KOHIIGHTpAIus HEM3MEHEHHOTO
JIOTIEpaMK/Ia B IJIa3ME KPOBU HUYTOXKHO MaJia.

OIMMUHAIMS

VY 4yenoBeka nepuo] MOJyBbIBEACHUS JOMEpaMu/ia COCTABISIET B cpenHeM 11 4, Bapeupys ot 9 1o
14 4. HewsMeHEHHBIM JiomepamMu M €ro MeTaOONHMTHl BBIBOJSATCA IPEUMYIIIECTBEHHO Yepe3
KHUIIICYHUK.

€TH

dapMakOKMHETUYECKME  MCCIEAOBaHUA y JeTedl He mnpoBoawiuch. Oxupaercs, 4TO
(dhapMakOKHMHETHKA JIONEpaMUJa U €ro B3aUMOJACHCTBHUE C JPYTMMH JIEKAPCTBEHHBIMU CPEJICTBAMU
OyAyT aHAJIOTUYHBI TAKOBBIM Y B3POCIIBIX.

6. PAPMALIEBTUYECKUE CBOMCTBA
6.1. IlepeyeHb BcIOMOraTe/ibHbIX BelIECTB

JlakT0361 MOHOTHAPAT (Caxap MOJIOYHBIH )
Kpaxman kykypy3HbIit

Tanbk

Marnus creapat

CocraB Kopnyca KaICyJbl:
Kpacurens xene3a okcua KpacHbI
Kpacurens xene3a okCcu1 sKeJIThIN
TuTaHa IUOKCHI

Kenarnn

CocTaB KpbIIIEYKH KaCyJIbl:
Kpacurenb XMHOJIMHOBBIN KENTHIN
KpacuTrenb coHeuHbIN 3aKaT KENThII
Tutaga TMokcun

Kenatun

6.2. HecoBMecTHUMOCTD

He nmpumenumo.
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6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. OcoObie Mepbl MPEAOCTOPOKHOCTH NPHU XPaHEHUU
XpaHuTh Npu TEMnepaType He Boie 25 °C.

6.5. XapakTep u coaepkaHue YNIAaKOBKH

ITo 7, 10 kamcyn B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY W3 IUICHKH HOJMBHHUIXJIOPUIHON JTHOO
IUIEHKW TOJIMBUHUIXJIOPUIHON/IOJUBUHUINICHXIOPDUIHON MIM B KOHTYPHYIO SIYEHKOBYIO
YIaKOBKY W3 MaTepHaja KOMOMHHPOBAHHOTO Ha OCHOBE (HoJIbIM (TPEXCIOWHBIA MaTepual,
BKJIIOYAIOIIMI  QJIIOMUHUEBYIO  (OJbry, IUIEHKY W3  OPHUEHTUPOBAHHOTO  IOJMAMUJA,
MOJUBUHWIXJIOPUIHYIO TUIEHKY) U (DOJIBIY AIFOMUHUEBON MEYaTHOM JTaKUPOBAHHOIA.

I, 2, 3, 4 win 10 KOHTYpPHBIX SYEHKOBBIX YIMAKOBOK BMECTE€ C MHCTPYKIIMEH MO MEIUIIMHCKOMY
IIPUMEHEHHIO (JTMCTOK-BKJIAJIBIII) TOMEILAIOT B KAPTOHHYIO YIIAKOBKY (IIAUKY).

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPHU YTHIH3AMUM MCIOJIb30BAHHOIO JIEKAPCTBEHHOTO
npenapara WM OTXO0JA0B, MOJYYEHHBIX MOCJe NMPUMEHEHHUs] JEeKAPCTBEHHOr0 mpemnapara, u
Apyrue MAaHUINYJSIIMHU ¢ IpenapaToM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

Poccus
000 «O308»
445351, Camapckas 00:1., . XKurynesck, yi. Ilecounas, 3a. 11.

7.1. IlpeacraBuTeib AepKaTeJisl PeruCTPALMOHHOT0 YI0CTOBEpEeHUs

[Tperen3un norpeduTeNelt HaPaBIATh IO aIPecy:

Poccus

000 «O308»

445351, Camapckas 00:1., T.0. XKurynesck, T. Kurynesck, yi. ['uapocrpoureneii, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

JITI-Ne(001609)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KaTeropuH OTIycka 0e3 perenra.

OOm1ast xapakTepuCTHKa JIEKapCTBEHHOTO rpemnapara Jlonepamua Anb(pakTUB TOCTYyIIHA B €IUHOM
peecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB EBpa3uiickoro SKOHOMHYECKOTO COI03a M Ha

9



opUIHaTEHOM caiite YHOJHOMOYEHHOTO

(https://Ik.regmed.ru/Register/EAEU_SmPC).
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