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OBINAS XAPAKTEPHCTHKA JI

1. HAUMEHOBAHMUE JEKAPCTBEHHOI'O ITPEITAPATA

TanarraMuH, 4 Mr, 8 Mr, 12 Mr, TabIICTKH, HOKPHITHE IEHOYHOH 00010YKOR

2. KAYECTBEHHbIN 1 KOJIUYECTBEHHBIN COCTAB

JleticTByto11ce BEIECTRO: ralaHTaMHH.

Kaxcnas TabsieTka 4 M cOAepIKAT 4 MI IaJlaHTaMHHa (B BUJIE THAPOOPOMUIA).

Kaxias Tablierka 8 MI' COAIEPKHT 8 MF raylaHTaMiHa (B BUE IHpodpoMua).

Kaxcnast Tabnerka 12 Mr comepxxuT 12 Mr rasiantamMuna (B BHE THApoOpoMHEIa).
BenomMoraTesIbHBIE BEIecTRa, HAIWYHEe KOTOPBIX HaJX0 YYHMTHIBATL B COCTABE JICKAPCTBCHHOTO
IIpeapaTa; JaKTO35 MOHOTHApAT (cM. pasuenst 4.3 u 4.4).

TTonAEIi HepedeHb BCHOMOTATENBHBIX BEIIECTB IPUBE/CH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaGaeTKH, MOKPHIThIE MIEHOYHOH 000I0UKOH.

Hosuposka 4 Mr

Kpyrisie JBOAKOBBOIYKIIEIE TaOJIETKH, MOKPBITHIE IDIEHOYHOW 000NouKoi Oeloro HIW IMOYTH
GeJIoro 1BeTa.

HosupoBka § Mr

Kpyriisie JBOSKORBINYKIIbIE TAGIKCTKA ¢ PUCKOH, TOKPHITHIC IUICHOYHOM! 000NI0TKOIH Genoro uiu
MoYTH HEI0T0 [BETA.

JozuposKa 12 MT

Kpyrnble nBosSKOBBITYKIGE TAGNETKH, [HOKPBITHIE TICHOUHOH 060s0uKOoH Oenoro wmm moyTu
Geroro peTa.
Ha nomepeurom paspese Talierxku mMoGoH MO3HPOBKM BHJHO sA1po ModuTH Oejoro upera u

ieHouHaA o0oJIouKa,

4. KIMHUYECKHUE JTAHHBIE

4.1. ITokaszaunsa K IpAMEHERHIO,

CHMIITOMATHYECKOE JICUCHUE JEMEHIHH aJIbHFeﬁMGPOBCKOFO THIA JETKOH | CpeﬂHeﬂ THIKCCTH,

4.2. Pe:XxuM A03HPOBAHUA ¥ CIIOCO0 IPHEMEHEHHS,

EO Hauana Tepalnn H€06XOJIHMO JOIKHBIM 06pa30M JHAarHOCTHPOBATE ACMCHITHIO TIPH 00/e3HK
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(cm. paznen 4.4).

PexwnM 1O3upOBaHN

Bapocavte/noacunsie

Hayanvnas dosa

PexoMen iyeMas HauajbHas 03a cocTasaier 8 Mr B cyTkW (O 4 Mr Ba pasa B CYTKH), €€
CIEJYET IIPUHUMATD B TEUCHUE 4 Hesellb.

Hoodoepacusarowaa 003a

Heofx0UMO PETYIApHO OLICHHBATH JIOCTATOUHOCTH JI03bI M NCPCHOCHMOCTh TaTaHTAMMHA,
PEANOYTHTENLHO B TEUEHME TPCX MeCAIeB IOCTe Hauana Tepanuu. Jlagee KIMHHTICCKYIO
TOJIB3Y IIpeTiapaTa i IEPeHOCHMOCTD €r0 MAIHEHTOM HEOOX0MMO OLICHHBATh B COOTBETCTBHH €
TeKYIIAME pEKOMeHJAEAME. [TOUIepKUBAIOLIYIO TEPATIHIO  CHEAYST [PONOJDKATH, [OKA
HMeeTcs TepameBTHYecKas IoNb3a M Habmozaercs yAOBICTBOPUTENbHAS IICPCHOCHMOCTS
npemnapara. [Ipy HCUE3HOBEHUY TEPANEBTHIECKOTO d((eKTa HilH HEIePEHOCHMOCTH Npenapara
NIEUCHHE OTMEHSIOT.

HavanbHas MOAAEPAHBAIONIAS 1038 COCTARIACT 16 MI' B CYTKH (10 8 MI' jiBa pasa B CYTKH),
AIAEHTH JOKHE] IPHEUMATE 3Ty 103y He MeHee 4 HEHCTb.

Bompoc o MOBBIIICHUM TOJUIEPKUBAIONIEH 035l 0 MaKCHMATbHO PEKOMCHIYeMOH 24 Mr B
cyTiH (110 12 MT JBa pa3a B CYTKH) CIIE/yeT PeIlaTh MOCHE BCECTOPOHICH OLEHKH KIIHHITICCKOM
CHTYaIuy, B YACTHOCTH JOCTHIHYTOro 3d/()eKTa ¥ HePECHOCHMOCTH.

V MalpeHTOB, He OTBEYAONHX HIIH HE IePEHOCAEX 24 MI' B CYTKH, JI03y CJICAYET CHM3HUTEL 10
16 MT" B CYTKH.

[locme peskoil OTMEHBI Hpemapata (Hampumep, NMPH MONTOTOBKE K OMNCPAIMH) ofocTpeHu
CUMIITOMOB HE BO3ZHHKAET.

Qcobble rpyNIel DaMEHTOR

Hemu

3HAUMMBIH ONBIT IIPEMEHEHUA [IPenapara y IeTei 0TCYyTCTBYET.

Hayuenmvl ¢ newenoHON HEOOCMAMOUHOCHIbIO

VY [ALMEHTOR ¢ TIEYEHOYHON HEZOCTATOYHOCTHIO CPEAHER MM THKEIOM CTETeHH INIasMeHHasd
KOHI[CHTPALHS FalanTaMIHa TTOBBILIAETCH.

VY  [JanHeHToB ¢ NeYeHO4HOH  HEHOCTATOUHOCTBIO  CPeAHEH  CTeIeHH, HCXO0Asd M3
hapMaKOKMHCTHYCCKOTO MOJIEIMPOBANT, HaualbHas /1032 TOJKHA COCTABIATE 4 MI' ORHH pas B
CYTKH B TedcHHe, IO MeHblIeH Mepe, 1 Hejems. 3aTeM TANMEHTOB CileAyeT NEPEBeCTH Ha 4 mr
2 pa3a B CyTKH B TCUCHHE, IO MeHbIIeH Mepe, 4 Heenb, Y ITHX MAlUCHTOB CYTOYHAd 1032 HE

JOJDKHA TIPEBHIIATE 8 MI' 2 pasa B CYTKH.
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I1p10) ramanTaMuH IPOTHBONIOKA3aH (cM. pazgen 4.3).

V II4IHEHTOB C JIETKOH NMeYeH04HOM HEAOCTATOYHOCTRI) KOPPEKIHH 03B He TpeOyeTCH.
Hauyuenmer ¢ napyuwienuem QynKynn novex

V HAamHEHTOR ¢ NOYeUHOH HEJOCTATOYHOCTHIO CpefHCH HIIM THKENOH CTENCHH IIa3MCHHas
KOHILIEHTPAIHS T'a{aHTaMHHA [IOBBIIIAETCH.

V nammentos ¢ KapercoM kpearununa (KIK) Gonee 9 Mi/MuH KOPPCKITUE 03B HE TPEOYETCAL.
[MauuentaM ¢ Tmxenol nodednoi memoctarounoctrio (KK menee 9 mu/muH) ramantamMuH
TIpOTHROMOKa3aH (M. pasmel 4.3).

Kombunuposannan mepanusn

[Ipy OfHOBpEMEHHOM TIPUMEHEHHHM MOIINLIX HEruCHTOpoB n3ohepmento CYP2D6 wnu
CYP3A4 moxeT moTpeboBaThes CHEMKEHHE JI03EI (CM. pasnen 4.5).

Criocof npUMeHEHAS

TaaHTaMKH CIeAyeT NPHHAMATE BHYTPE Ba pasa B CYTKH, XENATEIBHO BO BPEMs YTPEHHETO H
peuepHero npuema numu. CieayeT yOenwrbes B MOCTYIUIICHHMH JIOCTATOYHOTO KOJNHYECTBA

KHATKOCTH B XOJI¢ Teparuu (cM. pasnen 4.8).

4.3, TiporuBonokazagus.

o ['MOepyyBCTBHTEIBHOCTS K TAJTAHTAMHHA THjApoOpOMHAY M JPYTMM KOMIIOHCHTAM
npenapara.

e B CBS3H ¢ OTCYTCTBHEM JIdHHBIX O TIPHMCHCHHM TANaHTaM{HA Y NalHCHTOB ¢ TKEIOHN
neueHouHoi (Bonee 9 Gamos no wkane Yakna-Ilsio) n Torenod novcuanoit (KK meHee
O MJI/MHH) HENOCTATOUYHOCTHIO, NMPUMEHEHHE TaJlaHTaMHHA Y OTHX [PYOI IIAIHEHTOR
TIPOTHROIIOKA3AHO,

e TajanTaMuH [IPOTHBOIOKA38H y HANUEHTOB C COYCTAHHBIM 3HAYMMBIM HAPYIICHAEM
OYHKIUM 04X M NICUeHH, TSOKenol GpoHxuansHol acTMol, 00CTpYKTMBHOH GONC3HEIO
JIETKHX, OCTPHIMH MHPCKIMOHHBIME 3a00IEBAHHAMH JICTKHX (HAIPHMEP, NHEBMOHMEH).

o Jletckmit Bospact jo 18 mer (HemocraroudHo JAaHHEIX 10 3(QeKTHBHOCTH H
De30macHOCTH).

e IlenepeHOCHMMOCTS JAKTO3Bl, HEJOCTATOYHOCTL JAKTA3hl WM CUHAPOM TIIHOKO30-

ranaKTo3no# Manpabcopbuum.

4.4, Ocobnle YRA3aHHA ¥ Mepbl IPEAOCTOPOKHOCTH IIPH NPHMEHEHAN,

Ocobule yKazaHKs

IanagTaMuH TOKA3aH JUIS JICUEHHS NEMEHIMHM albITCHMEpPOBCKOrO THIIA JIErKOoH H cpeaHei
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TsKecTH. D((EeKTHBHOCT: NPHMEHEHHS Tall
NEMEHIMH U APYTHMH pacCTpoiicTBaMy MaMSTH HE YCTaHOBAeHA. Takike He YCT4HOBIECHO
MOJIOXWHTENBHOr0 BIHMSHAA IPHMEHEHHS rajanraMuHa (B TEYeHUE 2 IIeT) Ha 3aMejNICHHS
KOTHHTHBHBIX HapyHICHHMH ¥ 3aMe/yIeHHC IEpexo[a B KIMHAYCCKH BBIPAKESHHYIO JACMCHIMIO Y
TAIMEHTOR C CHHAPOMOM «MSTKOT0» KOTHHTHBHOI'O CHYDKCHHS («MSTKME» THIIBI HapyIICHHS
NAMATH, HE COOTBETCTBYIOIIME KPUTEPHSM JEMEHIUA albIreiiMeposcKoro tuna). CMepTHOCTS B
rpYyIIle TalaHTaMuHa ObUIA 3HAUMTENHHO BHINE, YeM B rpynne mnanebo, 14/1026 (1,4 %)
HAlHEHTOB, NONyJaBmMx ranantaMus, 1 3/1022 (0,3 %) mamuenToB, MOTy9JaBIIAX miaieto.
TTpy9uHEI TETATBHEIX HCKOAOB OBUIM pas/iHbl, OKOJIO IONOBHHE! CILY4acB JETAIBHBIX HCX0/10B
B Ipynne ranagTamMuHa OBUIA OOYCHOBIEHBI DA3NMYHBIME COCYQUCTHIMU  OCIOMHCHUAMU
(urdapkT MEOKapa, MHCYJLT W BHE3ANHAs CMEPTh). 3HAYMMOCTH IONYICHHBIX AAHHBIX JUI
JCYcHMs MAIMEHTOE ¢ ACMEHIMeH anblreiiMepoBcKOoro THma HemsBecTHa. [lLimaneGo-
KOHTPOIMPYEMBIE HCCIIEJOBAHMS TAlMEHTOB C JICMEHOHEH ajbLIre¢HMEPOBCKOro  THMIA
IIPOBOJIUIIKCH TOJNBKO B TeUeHHE 6 Mecaues. B dTHX HCCHE[OBAHYAX CMEPTHOCTL B TPYILIC
rajJaHTaMHHA He YBEeIHUMBAIACE.

Jluarto3 anslrefMepoBCKoi ACMEHIMH JIOJDKEH BHICTABIATECS B COOTBETCTBHMHM C TEKYIIMMH
pexoMeHAaIMsME, JIeUeHHe JOIKHO TPOBOJUTECS IO HalIIO/ICHHEM Bpata, HMEIOIIET0 OlbIT B
BOHPOCAX JMAMHOCTHKE M JICUCHHS JCMCHIMH anblrelMepoBekoro Thma. TepallHio creiyeT
HAYMHATH TONBKO B TOM CIIy4Yae, €CIIM eCTh YXa)XHBAIOIIEe JHIO, KOTOpoe Oyjer peryisipHo
CEAUTH 38 PUEMOM JICKapCTBEHHOTO IIpenapata IarueHTOM.

V nanueHToB ¢ Gone3Hpo AbiirefiMepa CHIDKaeTCA Macca Tena. JleueHue XOMMHOMAMETHKaMH,
BKJIEOUAs FAJIAHTAMHAH, COOPOBOM/IAETCS CHIDKCHHEM MACCH TEld, II09TOMY BO BpEM: TEpALUH
CJIE/TyeT KOHTPOIMPOBATh 3TOT HOKA3ATCID.

Hojo6HO APYrHM XOJHHOMHUMETHKAM, TalaHTaAMMH CJIgJ[YeT ¢ OCTOPOXHOCTHIO IPHMCHATE NTPH
CHEYIOMHX COCTOSTHHUMX:

Hapywenun co cmoponst cepoun

Benenctere  GapMakoJoTHYecKoro  JieHcTBHA  XONMMHOMHMMETHKH — MOIYT  BBI3BIBATH
BaroToHuueckye d(pdexTs! (Hanpumep, Opaguxapaus). BerneacTsrHe 5TOTO TanaHTaMHH CleyeT
¢ OCTOPOJKHOCTBIO IPUMEHATH Y IALHEHTOB C CHHJPOMOM ClabOCTH CHHYCOBOTO y3/la H
APYrUMHA HapyLIEHHUSMH HaJPKCITYJOUKOBOH IPOBOJMMOCTH, TIPH ONHOBPEMEHHOM TEPaNluu C
JCKAPCTBEHHBIMH HPEeHapaTaMi, CHPDKAIOMUME YacToTy cepeunbix coxpamenuid (HCC)
{ITATOKCHE 1 Oera-aipeHOOIOKATOPEL), H Y TIAIMCHTOB ¢ HAPYIIEHHAMH JIIEKTPOIIUTHOrO 00MeHa
(THIepKanMeMus, THIOKAIMEeMHsS), B IEPHOJ IIOCHe NepPEeHECEHHOro ocTporo uH(apKTa
MHOKap/la, Up{ BICPBLle BEISBIHHOH (uOpmIAUMM Npejcepaui; y NANHEHTOB ¢

aTpHoBeHTpUKyIapHOM Guoxamolt I-III  cTenmenw, HecTaOWIBHOA —CTECHOKAp/MeHd WIH
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XpOHHYECKOH cepieTHol HEAOCTATOYHOCTERIO,
knaccudurarmn NYHA.

Ha ¢doHe Tepanmu raaHTAMEHOM JIEMEHIEH ANBLITCHMEPOBCKOTO THIA YBEIHYHBACTCA PHCK
PA3BUTHS HEKOTOPHIX HEKENATENBHBIX PEAKIHM CO CTOPOHBI CCPACTHO-COCY/IMCTOH CHCTEMEL
(cM. paznen 4.8).

Hapyuenun co cmoponsi 3cejtp00uHO-KHIMEYHOZ0 MPaKing

V NAIHeHTOB ¢ MOBLINEHHBIM PUCKOM PA3BUTHS SPO3HUBHO-A3BEHHBIX IOPAXKEHHH YKy IOUHO-
xumeuroro Tpakta (KKT) (sampumep, s3BeHHas GONC3HD JKETyAKa ¥ ABEHANATHIICPCTHOM
KUIIKH B AHAMAE3e, TEpamus HECTEPOM/IHBIME IPOTHBOBOCTIANMTENLHEIME IIPEIApaTaMiu)
HEeoOXOIMMO KOHTPOJIHPOBATH COCTOSHHE C LENBK PAHHETO BLIIBICHHS COOTBETCTBYIOLIHX
NATOJOTHUECKHX CHMIITOMOB. | aJlaHT@MMH He PEKOMEHAYETCS HNPHMEHATH Y NalHCHTOB C
oberpykimeit KKT wimm mocne HeaBHO TIEPEHECCHHOIO XHPYPrHYECKOTO BMEHIATENBCTBA Ha
AHKT.

HapyuieHun co crioponsl HEPEHOU CUCHEMbI

[TpuMeHenye XOIHHOMAMETHKOB MOMET BBI3BIBATH Cymopord. CiefiyeT IOMHHTB, HIO
CYJOPOKHAS aKTHBHOCTH MOXET OBITh IposBicHHeM camoit Gonesrn AnpureiiMepa. B peminx
CIyUasix yCHNEHHE XONHHEPTHUECKOTO TOHYCA MOXKET BHI3BATH YXYJIIECHHE TedeHMs DOJIC3HH
Ilapxuncona.

O6benuHeHHbI aHAIM3 HIaNe60-KOHTPOIMPYEMBIX HCCIEAOBAHMH Y TIAIMCHTOB C AeMEHIVeH
aIbHIeHMEPOBCKOTO THMA, [PUMEHSIOMNX TATaHTAMMH, [I0Ka3all HEYacTOe pasBUTHC
HepeSpPOBACKYIIPHBIX OCIHOXKHEHIH (cM. pazaen 4.8). Dto cnenyer ytmeIBaﬁ TIpH HA3HAYEHHU
ralaHTaMHHA TAIMEHTAM ¢ HepeOpoBacKyIsipHoll naToaorueH.

Hapywenus co cropoHsl ROYEK U MOYEEbI800MUX Hymell

TajaHTaMUH HE PEKOMEHAYETCS TMPUMEHATh Y HANHEHTOB ¢ OOCTPYKIMeH MOUYCBBIBOIMIIMX
MyTel WIK HEaBHO NEPeHECINX XHPYPrHIECKOS BMEIIATEILCTBO HA MOUEBOM IIY3EIpE.
Xupypzuueckue u MEOUHUHCKUE 6MEUIAMETbCEd

[amaHTaMuH, Oy/ydd XOIMHOMMMETHKOM, MOXET YCHIHTH ONOKamy HEPBHO-MBIIICTHOH
Tepedadn  JAeHONAPH3YIOIEr0 THIIA B XOJAE QHECTe3WH (IpW HPUMCHCHMH B KavecTBe
Iepu(EePUUCCKOTO  MHOPENIAKCAHTA — CYKCAMETOHMA), OCOOCHHO TpH  HEOCTATOYHOCTH
TICEB/IOXOMAHACTEPA3HI,

ITpH BHE3AMHOM [PEKPALICHHY JIEYCHHS (HAIPUMED, Iepe] XHPYPriYeCKaM BMELIATENILCTBOM )
CHHPOM «OTMEHBI» HE Pa3BHBACTCS,

BcenoMorarenbHBIE BeHIECTBA

Henepenocumocntv 1akmo3st

[lanuentam ¢ peaKo BCTpB“IaEOHI,CﬁCH HaCHeHCTBEHHOﬁ HCIICPEHOCHMOCTBI)  TalaKTO3bl,
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COOTBETCTEYET SKCNEPTHOMY OTYE

nehHIHTOM JTAKTA3BL MM TIIOKO30-TalaKTO3HO
penapar.

4.5, BzanmogeiicTee ¢ JPYrUMH JIEKADCTBEHHLIMH INpenaparaMi H Apyrde BHIbI
B3auMoJeiicTBHS.

DapMaAKOOUHAMUHECKIUE 63AUMOOEICIMEUA

OHOBpeMEHHOE IPUMEHEHHE C JIPYFMMH XOJIHHOMHMETHKAaMH (aMOeHOHUA  XJIOpHJ,
HOUEME3MWI, HEOCTHIMMHA MEeTWICYIbGAaT, NHPHAOCTHIMUHA OpoMAJA, PHBAaCTHTMUH HIIH
THJIOKAPIMH CHCTEMHOTO JeHCTBHS) TPOTHBONOKA3aHO. l'ayaHTaAMMH SBJIACTCA AHTArOHHCTOM
AHTHXONHHEPTHYECKMX  IIpermapaToB. LIpW BHE3amHOM OTMEHE AHTHXOIHHEPIHYCCKOTO
mpenapara, HapuMep, arTpOIMHA, BO3MOXKHO ycwienue dhdexra raraHTaMuHa. Kax u npu
JIEUCHHM IPYTHMH XONMHOMHMMETHKAMH, BO3MOXKHO (hapMaKoMHaMIUIeCKOe B3aMMOJIeHCTBHE C
npenapatamu, crocoGersyrommmy  crrkeHmo YCC  (uroxcus, Oerta-apeobIoKaToPE),
HEKOTOPBIME OJI0KaTOpaMy «MEJUICHHBIX» Kanbimerbix xapanos (BMKK) u amuomapoHOM.
CrenyeT coOMIONATE OCTOPOKHOCTD TPH OJHOBPEMEHHOM TPHMEHEHUH NPenapaToB, KOTOPBIC
HMEIOT HOTEHIMANBHYIO BO3MOIKHOCTE BBI3BATH TOIMMOPQIYIO KEIY/I0YKOBYIO TAXUKAPIHIO 110
THIY «THEPY>T». B Taxux cyuasx HeoGX0 MO IPOBOTHTE Jeuerke 1ol KonTposeM IKI.
TanasraMuH, OYAyYH XONMHOMUMETHKOM, MOXKET YCHIUTh ONOKamy HEPBHO-MBIIICIHON
Nepeladd  JCTIONSIPU3YIOMEro THIA B XOJE AaHecTesdd (OpU NPUMEHEHHH B KAUECTBE
Mepu(pEPHIECKOT0  MUODEIAKcaHTa CYKCAMETOHHs), OCOOEHHO ~IIpH  HEAOCTATOYHOCTH
TICERJIOXOJIMHICTEPA3HL.

DapMaKoKUHeMULECKUE E3AUMODLHUCEUS

INUMAHAIAS TATAHTAMHHA NPOMCXOAWT OyTeM METa00NMYCCKHX PEakIUi ¥ OKCKPeIHH
HOYKaMA. PHCK pa3sBUTHA KJIMIMYECKH 3HAYAMOTO (hapMaKOKHHETHUECKOrO B3auMONEHCTBHA
mskuil. OfHAKO B OTACHLHEIX CIyYasx He HCKIIOICHO KITHHHYECKH 3HAYHMOC B3aUMOJICHCTRIC.
Ilprem nuimd 3aMeJUiseT BCACHIBAHME TajlaHTaMAHa, IPH 3TOM HE BIMAET Ha CICICHb
BCACHIBAHMA. | ANaHTAMHH PEKOMEH/lyeTCs NPHHAMATh BO BpEMsA €[BI, 9T00Bl YMEHBIIATH
BO3MOJKHBIE XOJHHEPTHUSCKHE HeXKeIaTeABHbIE PEAaKIMA,

Hpoune npenapamot, eauaiouiie Ha MeMABOIUIM 2ATAHMAMUIA

BHOJOCTYIIHOCT, TanaHTaMuHa MOBbUNAeTcs npuMepHo Ha 40% upd OAHOBPEMEHHOM
IPEMEHEHNH ¢ IIapOKCEeTHHOM (MOMHEIH HHrubuTop m3odepmenta CYP2D6) u na 30 % u 12 %
COOTBETCTBCHHO — HPH OJHOBPEMEHHOM NPUMEHEHHH C KCTOKOHA30IOM M 3PHTPOMALHHOM
(unrrbuTops H3opepmenta CYP3A4). Tlosromy B Havane JEUEHHS] MOUIHBIMA HHIHOHTODAMY
modepmenta CYP2D6 (Hanpumep, XUHHIMNHOM, NapOKCETHHOM HIH ()IyOKCETHHOM) HIIH
naruGuTopamu  m3odepmenra CYP3A4  (manpmmep, KCTOKOHA30JOM WJIM  PUTOHABHPOM)

BO3SMOJKIIO YBEAMYUCHHE YACTOTHI PasBHTHS XOJHHCPIHYCCKHX HEXEenaTe/ ILHBIX peaKme{,
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rIapHBIM  00pazoM, TOIIHOTEI M PBOTEL
HOAAePKUBAtOmEl 10361 Tipenapara (cM. pasjen 4.2).

OnHOBpEMEHHOE NPHMEHEHUE aHTaroHucTa perentopop N-mermir-D-acnaprara (NMDA)
MeManThHa B o3¢ 10 M OfEH pas B CYTKH B TedyeHue 2 OHell, a sarem no 10 Mr asa pasa B
CyTKHE B Teuemue 12 [Hed He BIMAT Ha PABHOBECHYIO (hapMaKOKMHCTHKY TalaHTaMMHA MTOCIE
npueMa 16 Mr rajaHTaMHHa B BEJC KAICYJ MTPOJOHIHPOBAHHOIO JEHCTBIA OJMH a3 B CYTKH.
Bauanue 2ananmamuna ne Memabonusm opy2ux 1eKapcmeeHblx Rpenapamos

["ananTaMuH B TepaeBTHUYECKHX j103aX (24 Mr/cyT) He BIHST Ha (QapMakOKHHCTHKY JIMIOKCHHA,
IIPH 5TOM He MCKmouaeTces HapMaKogHHAMMUECKOS B3aHMONCHCTBHE.

[ajanTaMuH B TepaleBTHUYECKHX 103aX (24 Mr/cyr) Taloke He BAMAT HA (DAPMAKOKHHETHKY

papapuHa i YTHHEHYEe TPOTPOMOHHOBOI0 BPEMEHH.

4.6. ®epTHIBLHOCTD, ePEMEHHOCTD U JIAKTANUA.

BepemeBHOCT

Kiunuyeckne JaHmbBle O OPMMEHEHMH TAHTAMHHA Y OCpPeMEHHBIX  OTCYTCTBYIOT.
VceyieioBanis Ha JKABOTHBIX BHIBHIHM PETIPOAYKTHBHYIO TokcmdnocTh. Creayer cobmomarts
OCTOPOIKHOCTH PH IPUMEHEHHH rajlaiTaMuHa y GepeMEHHBIX KCHIIH.

JlakTanms

Her j[aHHBIX O MPOHMKHOBCHHH TAJAHTAMHHA B TPYAHOE MOJIOKO. KITHHAYECKHE MCCIe/{0BANHS
y IKEHHIMH, KOPMAIIMX TPYABIO, HE NPOBOIWIKCE, HOITOMY HPH NPHMEHCHWH TajlaHTaMHHa

cleflyeT IPeKPaTHTE TPYAHOE BCKAPMIIHBAHKE.

4.7. BaIusiHHe Ha cHOCOGHOCThH YHPABJATL TPAHCHOPTHBIMH cpelcTBaMy u paboTaTts ¢
MeXaHM3MAMM,

TagauTaMul  OKassiBaeT jiaboe WM YMEPEHHOE BIWAHHE Ha CrnocoOHOCTh YIPABISTH
TPAHCTIIOPTHEIMH CPELCTBAMH H paboTy ¢ MeXaHM3MaMmu. JTO, B UMCIIE 1IPOUETo, 00YCIOBIEHO
TOMOBOKPYKEHHEM W COHIHBOCTBIO, 0COGEHHO B IEPBBIE HEZleNM IOCIC Hadvana teparnuu. B
IIEPHO JIEYeHH: CIACKYEST BO3JIEPMATLCA OT BOXJCHHS TPAHCHOPTHBIX CPCACTB U paboT ¢

MEXaHH3IMAaMH.

4.8, HexkenaTeabHbIC PeaKIIHH.

PezioMe HOKENATENBUBIX Peakui

Hinxe 060BIICHE! Pe3yIHTATH CEMH MIANEe60-KOHTPOIUPYEMBIX JBOMHBIX CHEMBIX KIHMHHUECKHX
pecnemoBanmii  (N=4457), TATH OTKPBHITHIX KIMHHYeCKHX MccuenoBanmd  (N=1454) u

NOCTPETHCTPAHONHBIX CHOHTARHBIX COOGIHCHHﬁ. Hambonee 4YacThiMH HEKENATEALHBIMH
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peaxmusive Opiti TommoTa (25 %) u peoTa (
GLUTH AIMH30/IMUCCKHAME, HAOMIOaiich pH HO0ope JIO3B! raJjaHTaMuHa ¥ NPOAC/DKAIACDH, B
GONBIIMHCTBE CIyYaeB, MeHee Heaenw. B 9THX cIydasx Nenecoo0pasHO  HPUMCHATH
TIPOTHBOPBOTHBIE CPEACTBA H 00ECTIeuuTh JOCTATOYHOE NOTPEOICHIE IKUIKOCTH.
Knaccudukanus d9acToThl pa3BuTEs noGouHex afQextoB  BeemupHO#d  opraEM3alu
appaBooxpanerus (BO3): ouens uacro (21/10), gacto (21/100 o <1/10), nevacro (=1/1000 1o
<1/100), penxo (=1/10000 mo <1/1000), ouens peaxo (<1/10000) m uacrora HEH3BECTHA
(HEBO3MOXHO OLCHATE Ha OCHOBAHHH HMEIOIIUXCS JAHHBIX).

Hapyuienus co cmopontel UMMYHIOU CUCHIEMbL, HeHACMO - THIEPYYBCTBHTEILHOCTS.

Hapywenus co cmoponvt 00Mena GeufeCng u numanui. HYacmo - CHIKCHHE aNIeTHTa,
AHOPEKCHS; Hevdcmo - 00e3BOKHBAHME (BIGIIOYAS, B PEIKUX CIIy4aiX, CCPhE3HOE, IIPHBO/IAIICE K
TOYEYHOM HEJOCTATOTHOCTH).

Hapywenus neuxuicy.; 4acmo - JASHPECcCHs, TAONHHANNE, HeYdcmo - 3PUTEILHLIE H CIIyXOBBIC
TALTFOLHHAAH.

Hopywenus co cmopowvi HepeHoil Cucmembl. 4acmo - TONOBOKDYXEHHe, TOI0BHAs G0k,
TPEMO, 3ATOPMOIKEHHOCTE, CORIIHBOCTR; HEYACMO — [CTER3HS, THIIEPCOMHRL, Cyaoporn™,
Hapywenus co cmoponsi 0peana 3peHus; 11e4acmo — HEYeTKOCTD 3PHTEIBHOT0 BOCIIPHATHL.
Hapyuienusi co cmopoHel opzana cayxa u 1abupunmusle HAPYWeHUs.! nevacmo - IyM B yIIax.
Hapyutenus co cmoponel cepoya: wacmo - OpajuKkapius; #eydacmo - aTpHOBCHTPHKYILSpHAs
6IoKaja NMepBo CTEMEeHH, OIIYyICHHe cepAUcOneHns, CYNPAaBeHTPHUKYIAPHAS YKCTPACHCTOIMA,
CHHYCOBas OpaguKapAus.

Hapywenust co cmopoHel cocy0o8: 4acmo — 2pTepUibHas TUIEPTEH3US, HeHdacmo —
aprepuanbHasl THIOTEH3HS, IIPHIHBELY,

Hapyuenusn co cmoponul JICeIy00YHO-KUUWEYHO20 MPAKMA, OYeHb Yacmo - TOIIHOTE, PBOTA;
yacmo - puapes, Goiib B KHBOTE, 00Nb B BepxHeM dYaCTH XXUBOTE, JMCHEIICHS, UyBCTBO
arckompopTa B KeIyIKE, TYBCTBO AHCKOMDOPTA B JKMBOTE; HeYdCHO — HO3bIBLI Ha PBOTY.
Hapywenus co cmoponst neveni U Jiceauesbl00Aux nymeil: 04eHb peoxo — TeIaTHT.
Hapywenust co cHoponbl KOJICU U HOOKOJICHBIX MKAHEH.! YdCmo — TUIICPTAAPO3.

Hapyuienust co CMOPOHbL CRENEMHO-MbIUIEHHON 1 COCOUNUMENbHOU MKAHU, HUCHO — CIA3MB
MBILIIE; Jieydcho - MBIIeuHas cabocTs,

Obwyue paccmpoticmea u HAPYUWeHUs 6 Mecime 66e0eHus; Yacmo - TIOBBIIICHHAs YTOMIISEMOCTE,
aCTeHHs, HEIOMOTaHHE.

Jlabopamopnbele U UHCTIPYMEHMAALHbIE OaHIble: YACmo — CHIKCHHE MACCH! Telld; Heudacmo —
[OBBILICHAC AKTUBHOCTH (ITEYEHOYHEIX» (epMEHTOB,

TP(IGMbl, UHMOKCUKAYUYU U OCHOIICHEHUA MaHunle}Zt{uﬁ.‘ yacmo — NagcHue, TPaBMaTH3M.
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*K  kmacc-odpdexram, ©  KOTOPHIX €00
AUETHIXONUHICTEPAsbl, TPUMEHIEMBIX [PH JEMEHLMH, OTHOCHICA CYROPOTA/IPHIIA/IKH
(cM. pasznen 4.4).

CoobnieHne 0 IOH03PEBASMbIX HEWKETATEIbHBIX PCAKIMAAX

BaxHo coofIIaTe 0 110£03PCBACMEIX HEXENATEILHEIX PEAKUHUIX TIOC/Ie PETHCTPALIY IIpenapaTa
¢ menpo  offecnedenys  HEIPEPHIBHOIO  MOHHTOPDUHIZ  COOTHOINCHMSA  «I10j1b32-PHCK»
JAEKapPCTBEHHOTO Ipenapata. MeyiHHCKEM PaboTHIKAaM PEKOMEHIYeTCs coobuath o Jodbx
HOJ03PEBAEMEIX HEXEIATeTPHBIX PEaKIHAX JIEKapCTBCHHOTO Npenapara 4epe3 HanuOHAIbHbIC
CHCTEMBI COOOIIGHMS © HEXENATEbHBIX PCaKIMIX IOCYAapcTB-ulICHOB EBpasuickoro
IKOHOMHIIECKOTO CO3A.

Poccuifckas @epepanys

109074, r. Mocksa, CnassHcKas 10omans, 1. 4, c1p. 1

degepanpuan ciayxba o Hagzopy B chepe sApaooxpanenys (Pocaapasuaznzop)

Tenedorst: +7 (495) 698-45-38, +7 (499) 578-02-30

dakc: +7 (495) 698-15-73

E-mail: pharm@roszdravnadzor.ru

www.roszdravnadzor.ru/people

4.9. llepenozupoBka.

Cumnmomboi

CHMIITOMBL IEPEJO3UPOBKE TATaHTAMUHOM HOJ00HEl CHMOTOMAM IIEPE/IO3MPOBKH APYFUMHU
XONHHOMHEMETEKaMH. OOBMHO OTMEUAIOTCS HM3MEHEHHS CO CTOPOHBI LEHTPAILHOH HECPBHOH
CHCTEMEI, IAPACAMIIATHYECKOH HEPBHON CHCTEMBI H HEHPOMEINIIEYHOTO COIEHEHH. BO3MOIKHEI
MBIeuHas cnabocth WM (QacHUKYISAIAs, & TaKke HEKOTOPHIE HJIH BCE CHMIITOMBI
XONMHEPTHIECKOTO KpM3d: BEIDAXCHHAs TONIHOTA, PBOTA, cHacThyeckas Oonb B JKHBOTE,
[IOBLIIEHHOE CIIOHOOTHEICHHE, CIe30TEUeHHe, HEACPKaHWEe MOYHM W Kaja, IOBBIICHHAR
HOTIHBOCTh, OpajguKapiFs, CHIKEHHE apTePHANBHOIO JABIeHHs, KOIANC M CYJAOpOrH.
HapacTalomas MBIIEYHAd CIAGOCTh B COUETAHMM € THIIEPCEKPEHHEH CIM3MCTOH OOOTOUKE
Tpaxed ¥ OpOHXOCIHA3MOM MOTYT NPHBECTH K YIPOXKAIOUEMY IKH3HM HapYIIEHHIO
TIPOXOUMOCTH JIbIXATEIbHBIX ITyTEH.

[Ipr mOCTPerucTpauonHOM HAGIIONEHHH 3apCTHCTPHPOBAHB! COODIIEHNS O JIBYHANIPABIEHO-
BepeTeHoo6pasHoi (moauMOpGhHOI) JKCITYIOYKOBON TaXHKap(HX THIA «ITHPYIT», YUIHHCHUH
unTeppana QT, Opajukapiuy, KeIyNOYKOBOH TaXUKApIHA € KPAaTKOBPEMCHHOH mOTeped
CO3HAHMS IIPH HENPEIHAMEPEHHOH Nepe/lo3upoBKe rajanraMuHa. B OTHOM M3 3THX CIydacB

HAIMEHT 3a OAWH JeHB IPHHSIT BHYTPh 32 MI FallaHTaMuHa.
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Kpome TOro, OmMCcaHBl jABa Cilydas CIydalH
(TOMHOTa, PBOTA H CYXOCTh CIM3MCTOH OBONOYKH IONOCTH pPTa; TOLIHOTA, pBOTa H O0iib 32
IPYIHHON) ¥ omuH ciydyail — B mose 40 M (pBOTA) C IOJHBIM BbI3/[OPOBICHHUEM. Y ojHOTO
IaIeRTa ¢ TaUTONAHAIMAME B aHAMHE3€ B TeuCHHE TPEABLIYIMX JBYX JICT (KoTopomy O5UIo
Ha3sHadeHO 24 MI/cyT) TpH HETpeJHAMEPCHHOM NPUMEHEHHH TanaHTaMuHa B ji03e 24 Mr
JBRKIEL B CYTKA B TeueHWe 34 OHeH pasBHIMCh TalUTIONUHALMM, HOTpeOOBaBLIME
rociuraMzanui. Y Apyroro nanuenta (KoTopoMy OBINO HasHa4eHo 16 MI rajasHTaMHHA B
CYTKWM, PACTBOPA JUIS IPHEMa BHYTPB) Yepes 4ac MOocie CAyYaiHoro npUMEHEHH)A FaJlaHTaMKHA B
no3e 160 mr (40 M1 pacTBOpa JUIS IIPHEMA BHYTPD) PA3BHIIACEH TOBBIHICHHAN NOTIXBOCTD, PBOTA,
6pajykapEs 1 COCTOAHME OIH3KOoe K 06MOPOKY, YTO TOTPefOBAIO TOCTIATAIN3ALMH HAIMENTa.
CHMITOMBI HEPEJO3UPOBKY Pa3pelIAIiCh B TeueHue 24 1.

Heuenue

Kax ¥ mpy Hepemo3npoBKe JHoGOro APyroro Hpenapara, HeoOXoMMMO OCYMIECTBIATE OOBIYHBIE
TIOJUIEPIKABAIONIME MEPONPHATAL. B TMKENBIX ciiydasx B XayecTBe OOINEro aHTHAOTA MOXCHO
HCIIONB30BATE TAKHE AHTHXONYMHEPTHYECKHE TIPEapaTsl, KaK aTpolui. BHavale pekoMeHAyeTcsa
BBecTH 0,51 M BHYTPHBEHHO, YaCTOTA H BENHYHHA MOCICAYIOMUX JO3 3aBUCAT OT AHHAMUKH
KIIMHHYECKOTO COCTOMHMS alMEHTa,

CrpaTeruy J€YeHHs NEePeHO3HPOBOK IOCTOAHHO COBEPUICHCTBYIOTCH H IOJITOMY ClIEAyeT
obpamaThes B OMmKaiimuil HEHTP N[O JICUCHHIO OTPABIICHHI T HONYYCHHA IOCICAHHX

peKOMGHI[aI.[Hﬁ IO JISUCHHIO TIIEPCAO3HPOBKH TaIaHTAMHHOM.

5. DAPMAKOJIOTHYECKHUE CBOMCTBA

5.1, ®apMakoTHHAMHYECKHME CBOMCTBA.

dapmakoTepaneBTHIeCKas IPyIIIa: CPEICTBa LT JCHEHMS NEMCHIIHH

Kox ATX: N0O6DAOG4

Mexauusm JicHcTBHS

T"ajfaHTaMUH (TPETHIHBIH ATKANOUN) — CENeKTUBHEIN, KOEKYPEHTHBIH 1 00paTMBI MHIAOHTOD
ANCTHIXONHHACTEPa3sl. KpoMe aToro, rajaHTaMHH YCHMAHBaeT ACHCTBHE ANETHIXONIMHA Ha
HHKOTHHOBBIE DPELENTOpbl, BEPOATHO, 3@ CUET CBA3BBAHUS C AMIOCTEPHUECKMM yIaCTKOM
penenTopa. biarojaps [OBBICHHIO AKTHBHOCTH —XOINWHEPTHYECKOH CHCTEMEl, MOXET
YIIy4IIaThCs KOTHATHBHAS (HYHKUHS y HAIHEHTOB ¢ JIEMEHIHEH albli' ¢MMEPOBCKOTO THIA.

5.2. GapMaKOKHHETHYECCKHE CBOMCTBA,

[aTaHTaMyEH — 3T0 OCHOBHOE COeJMHEHHE ¢ OJHOH KoHcrauToif muccoumanuu (pKa 8,2).
O6aagaeT cnaboli NuNOGHIBHOCTEIO ¢ KosdduuuentoM pacnpemencaus (LogP) mexry

H-oxtanonoM u Gydepusm pacteopom (pH 12), paasmv 1,09. Pactsopumocts B Boge (pH 6)
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coctasuser 31 mr/mn. lanantaMud umeer
ABJISIETCH €CTCCTBEHROM (MpHpoAHOH). ['aaHTaAMHH YaCTHIHO META00IM3UPYETCA C TIOMOIIBIO
PA3IHYHEIX IHTOXPOMOB, B OCHOBHOM, u3odpepmentavn CYP2D6 u CYP3A4. Hexotopsle u3
MeTaboIUTOR, 00Pa3yIOIUXCs B IPOoLEecce JErpa/laliii raliaHTaMyuHa, aKTHBHB B yCIIOBHMAX
in vitro, HO He UTPAIOT 3HaYHMOH POJIH B YCIOBUSAX in VIVO.

Abcopbuns

Cropocts aGcopbuuy BBICOKasi, BpeMS JOCTIDKCHHS MaKCUMAILHOH KOHICHTPALUH (TCrnax)
cocTapmsieT oxono 1 u. AGCoNOTHAS GHOJOCTYINHOCTL TajaHTaMMHa BRICOKag — 88,5+5 4 %.
JIprem T CHMKAET CKOPOCTH abCopOuvM W yMEHBIIAET MAKCHMAIBHYH) KOHLCHTPALMIO
(Cumax) TIpEMepHO Ha 25 %, He BiHss Ha crenens abcopbuun (AUC).

Pacnpenencnue

Cpenrmit o6nem pacnipenenenns (Vd) cocrapaser 175 i1, CBa3b ¢ Genkamu M1a3Mbl HU3Kas |
cocrasiger 18 %.

brotpagchopmanug

HccnepoBanns in vifro TOKA3alM, YT0 OCHOBHBIMH H30(epMeHTAMH CHCTEMBI HHTOXpOMa
P450, ydacTBylOUMMH B OMOTpaHC(OPMANMH TaJaHTAMMHA, ABIAIOTCA — CYP2D6 u
CYP3A4. Mzodepment CYP2D6 yuacteyer B ofpasosanum O-gecmermiralaHTaMHHa, 2
msodepment CYP3IA4 — N-okcuji-ralaHTaMyuHa, DKCKPENs PajiOaK THBHOM O3B MOYKAMH
¥ uepes KHIIEYHHK HE OTIMYACTCS y INAlHeHTOB ¢ «MEUICHHBIM»® M  «OBICTPRIMY
MeTaBonH3MoM (HH3KoH M BBHICOKOH akTHBHOCTBIO M3odhepmenta CYP2DO, COOTBCTCTBEHHO).
B miazMe IAmHEeHTOB ¢ «OBICTPBEIM» M «MEJUICHHBIM» MeTaboJIM3MOM OCHOBHYK 4acThb
PAIMOAKTHBHEIX BEINCCTB COCTABJBIOT HEM3MEHEHHBIM rajaHTaMMH M €r0 [JIOKYPOHHI.
[Tocie OJHOKPATHOTO MpHeMa TCaaHTAMUHA HH ONMH U3 AKTHBHBIX MCTabONHTOB
ranaHTaMuba (Hopranantamui, O-mecMmerwiranantTaMHe H O-J€CMETHIHOPrajlaHTaMuH) HE
ONpENeNsTHCh B HEKOHBIOTHPOBAaHHON (opMe B TUIA3ME NAIMEHTOB C «OHICTPHIM» U
«MeIeHHEIM Y MeTaboumamoM. Hoprananramu oOHApYXKHBAJICA B 11JIa3MC NAIMEHTOB IOCHE
JUIATENBHOTO [IpHeMa IIPENapaTa, Py 3TOM ero KOHLEHTparus cocTapasina ve 6onee 10 % ot
KOHIEHTPANAH TaTanTaMHiHa. VICCIeIOBAHMS B YCIOBHAX in Vifro CBHACTENBCTBYIOT 00 OUCHB
HH3KOH CIOCOGHOCTH OCHOBHBIX H30(EpMEHTOB CHCTeMBI nutoxpoma P450 uenobexa
HHruOMpPOBATH TaTaHTAMHH.

AUMHUHAIEA

BriBefeHUE TalaHTAMHHA HOCHT OMOKCIIOHEHIMANBHBIA XapakTep. KoHeuHBIH HEpHON
nonyseiBesieHus (T1/2) ¥ 370poBbIX 06poBokies cocTapisteT 7—8 u. 1o pesynpTaTam M3y4eHus
rajJanTaMUuHa HeMeUISHHOTO BBICBOOOIK)ICHHS B IIOYJIIIIMOHHEIX HCCIETOBAHUNAX, KIHPCHC IIPH

IpHUeMe TralaHTaMHHA BHYTPb B MCICBOH HONYJAIMK, KaK IPEBHJIO, COCTABIET OKOJIO
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COOTBETCTBYET SKCNEPTHOMY OTYETY

omHOKpaTHOro mpmeMa BHYTph 4 Mr 3H-ramapramusa 90-97 % paamoakTEBHOH 03k
BBIBOIMTCS TIOUKAMH B BHjie HCH3MEHEHHOTO rananTtaMuma u 2,2-6,3 % — xumeunukom. [Tocie
BHYTPHBEHHOTO BBEZICHHSA U IpHeMa BHYTPh 18-22 % N03BI BBIBOAUIIOCE B BHAE HEM3MEHCHHOTO
raTaETaMHHA TOYKAMH B TeueHHe 24 u, Ilodeunsii xmupenc cocrasmn 68,4122 mu/mun (20-
25 % o01Iero MIa3sMeHHor0 WIMPEHCa).

Juneiinocms apmaxoxunemuru

dapMaKoKHHETHKA JHHeHHA B jpanazone 4—16 Mr npu npueme 2 pasa B CYTKH. Y IAIHEHTOB,
IPYMHEMABIIMX TajaHTaMHiH B Jo3¢ 12 mMr uam 16 Mr 2 pasa B CyTKH, KyMyJISLUUH B HHTEPBANC OT
2 no 6 MecdleR He HabIIoanoch,

Ocobple TPV NaIHEHTOB

PeaynpTaThl KIHHMICCKAX MCCIE/OBAHUN IIOKasalnH, |ro y TAOHEHTOB ¢ OO0nesHbio
ANpIreiiMepa KOHNEHTpAIMs rajlagTaMuHa B maasme Ha 30-40 % Bbpime, ueM y MOJIOABIX
370poBAIX ui. OCHOBHIBA’AChH Ha aHanu3e FaHHBIX HONYJSIUMOHHOH  (apMakOKHHCTHKH,
KIMpeHe y skeHrwH Ha 20 % Huxe IO CPaBHEHMIO ¢ Myxcuunamu. Kiupesc rananraMHHa y
HAMCHTOB ¢ HH3KoH akTuBHOCTRIO m3odepmenta CYP2D6 Ha 25 % HuKe MO CPaBHCHHKO C
TAIHEHTaMH ¢ «OLICTPEM» MeTaboIH3MOM, IIPH 3TOM OWMOJAIBHOCTH B TONYJAIMH HE
Habimopaercs. Taxum oGpazoM, MeTaGoIHUeCKUi CTaTyC MAMCHTA HE CUMTAETCs KIHHHICCKH
3HAYAMBIM B 00LIeH YHCITeHHOCTH HACEICHHS,

Hayuenmsl ¢ napywenuenm QynKyuu nevenu

V NanMeHToB ¢ JNErKuM HapymesdeM Qynkimuy nedenw (5-6 6amnos mo mxane Yaina-Iisio)
(hapMaKOKMHETHYECKHE IapaMeTpsl lajlanTaMuua ObUIM CXOJHBI C TaKOBEIMH Y 3/0POBBIX
aroeit. YV HanycHTOB ¢ HapylureHHeM (QYHKIME NeveHy cpefnelt crenenu (7-9 Gajuios 1Mo mKae
Uaitan-I1p10) mwiomanp oy GpapMaKoKMHETHIECKOH KpuBol «xonnenTparus-spemay (AUC) n
T2 rananTaMuHa ObUIH OBBHIEHE IpuMepHo Ha 30 % (eMm. pasnen 4.2).

Ilaynenmsl ¢ HapyuwieHuem QYHKyuU HOHeK

INUMHHAIIHS TATaHTaMHHEA CHIXKaeTes BMecTe co cHmkeHueM KK (pe3ynnTaTsl HCCNEOBaHMS Y
cy6bexToB ¢ HapymenmeM ¢yHkuun nouek). [fo cpaBeenmio ¢ manweHTamMH ¢ OONe3HBIO
AsprreiiMepa, MAKCHMATHHEAS 0 MMHEMMAIHAS IVIA3MEHHAS KOHUGHTpanus y nanuentos ¢ KK 2
O Ma/MEH He noBsimaiack. ClefoBaTeNbHO, IIOBLIMCHIS YACTOTHL HEXKENATeILHBIX ABJCHHA He
OIKHIAETCS, KOPPEKIHE JIO3H He Tpebyeres,

DaAPMAKOKUHEMUHECKO-PAPMAKOOUHAMUYECKAA 63AUMOCEATL

B KpymubIX Hecnenobannsx 11 Gassl ¢ pe:xuMOM JO3MPOBANES rananTamuna 12 mr u 16 Mr apa

pasa B CyTkM He HAOMIOAANOCh BHAHRMOM KOppENSMM MEXZY CPeJHHMM IUIA3MCHHBIME

Crpanunia 12 u3 14




COOTBETCTBYET 2KCNEPTHOMY OTYETY
25 01,2022 Ne 1435

OT L2 U0 £U0LL

KOHIEHTPAI[HAMY ¥ HOKazaTensMu >0 QexTrn
CIBIC-plus Ha 6-0M Mecdre Tepanuy).
KOoHIEeRTpalyy B miia3Me KPOBH Y IAIHEHTOB ¢ 00MOpoKaMy OBLIM B TOM JKe AUATIA30HE, YTO H Y
JPYTUX TMATMEHTOB, IPHHUMAIOIIUX TY KE A03Y.

BO3HUKHOBEHME TOMIHOTEI KOPPEIMPYET ¢ TIOBBIMEHHOM MaKCHMalbHOH IIa3MeHHOH

KOHIICHTPAIIHEH.

6. DAPMAIEBTHYECKHUE CBOMCTBA

6.1. ITepeyenn BenoMOrare/IbHLIX BEMECTB.

Sapo TabieTkn:

® JTAKTO3LI MOHOTHApPAT;
s 1esnono3a Mukpokpucraingeckas (MKIT[-101);
*  KPOCKapMeno3a HaTpus;
¢ rnoBUAoH-K25;
e MarHms CTeapar;
®  XPeMHHS AAOKCH[ KOJLIOHIHBIH.
[ renounas obog04Ka:
e THIPOMEIUIO3a;
& THUTaHA JUOKCHJL;
o Makporoa-4000.
6.2. HecoBMecTHMOCTD.
He nprMeruMo.
6.3. Cpok rojgHoctu (CpoOK XpaneHus).
3 roma.
6.4. Ocofs1e Mepbl NPeJOCTOPOKHOCTH NP XPAHCHHUH,
Iipm Temmepatype He Boiie 25 °C.
6.5, XapakTep # cofeprkaHie NEPBUYHOH YIAKOBKH.
IIo 10, 14, 25, 30 wim 50 Tabnerok B KOHTYPHYK S4EHKOBYIO YIIAKOBKY H3 IUICHKH
HOJIUBHHWIXIOPHANON, 100 INICHKA ITOIHBUHIIIXIIOPUAHON/ TOTUBHHUMHACHXIOPHAHOH |
(ONEIH AMOMHHHEBOI TIEHaTHON JIAKHPOBAHHOM,
Wz no 10, 14, 25, 30 wm 50 TabneTOK B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY H3 MaTepHala
KOMOUHHPOBAHHOTO Ha OCHOBE (ONLIH (TPeXCIIOHHBIH MaTeprall, BKINOUAIOIMHY aTIOMIHHECBYIO
(OTIBTY, TINEHKY H3 OPHEHTHPOBAHHOTO TONMAMEIA, TOIUMBHHHIDUIOPHHYIO IUICHKY) H (OB

ATFOMHHUEBOH ITEUaTHON JIAKMPOBAHHOM,.
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1, 2, 3, 4, 5, 6 wnmu 10 KOHTYpHBIX s4€
NPYUMEHCHHIO TTOMEITAIOT B KAPTOHHYIO YIIAKOBKY (0IaUKy).

6.6. Ocobble Mmepbl TPEIOCTOPOKHOCTH MNPH  YHHYTOKEHHM  HCHOJB30BAHHOTO
JeKAPCTBCHHOIO  NpenapaTa MM OTX0A0B, IHOJIYYeHHBIX INOCIe NpHMEHEHHS
JIEKAPCTBEHHOTO MPENapaTa i Apyrue MAaHUITYJIAIAH ¢ IPenapaToM.

Ocobrie TpefoBanus OTCYTCTBYIOT.

7. AEPZKATEJb PETUCTPAITUOHHOT'O YAOCTOBEPEHIA
Poccuiickan Qenepanus
Q00 «Atoim»

Poccus, 445351, Camapexas o6, r. JKurynesck, yiu. I'mapocrpouTenei, 1. 6.

7.1, HpeicTaBUTE/b IEPKATENS] PETHCTPAIIMOHHOT0 YIOCTOBEDCHN,
Hpetensun norpebureneii HAIPaBIAATE [I0 aipecy:

000 «Oz0n»

Pocers, 445351, Camapexas o6, T. O. Xurysesck, r. JKurynencx, yi. 'uapoctporTesies, . 6.
Texn.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PET'UCTPAIXMOHHOTI'O YAOCTOBEPEHUS

9. JATA TEPBUYHOH PETMCTPAIMM (MOJATBEPIKIEHVS
PETHCTPALIUM, IIEPEPETICTPAIHH)

JaTa neproi perucTpanuu
10. JATA IIEPECMOTPA TEKCTA

Obmas  xapaKTepHUCTHKAa JIEKapCTBCHHOTO  Ipenapara l'amanTtamMuH, JocTynHa  Ha
MHQOPMAIMOHEOM HoOpTajie LBPasHiicKOro 3KOHOMHYECKOTO C€0i03a B  HH(OPMAIHOHHO-

KOMMYHHEKAIHOHHEOH ceT «VHTepHeT» hitp://www.eurasiancommission.org.

Tpencrasarens OO0 «Atomn»
TI0 IOBEPEHHOCTH

bamuna E.1O.
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