COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.11.2025 N= 28490
(MOCNEOOBATENEHOCTE 0004)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

I'mumenmpun Kanon, 1 mr, TabieTku.
I'mumenmpun Kanon, 2 mr, TabiieTku.
I'mumenmpun Kanon, 3 mr, TabieTku.
I'mumenmpun Kanon, 4 mr, TabiieTku.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleiicTByIOIIEE BEIIECTBO: TTTUMETUPUI.

I'mumermmpun Kanon, 1 mr, TabierTku.

Kaxknas TabieTka cogepKuT 1 Mr rimMenupua.

BemecTBa, HamM4Me KOTOPBIX HA/I0 YIUTHIBATH B COCTABE JICKAPCTBEHHOTO IIperapaTa: MAaHHHUTOJL,
Hatpuii (cMm. paszzuen 4.4.).

T'mumenupun Kanon, 2 mr, TabJIETKH.

Kaxknas TabieTka coepKuT 2 MI INIMMETTUPHIA.

BemecTBa, HamM4KMe KOTOPBIX HA/I0 YIUTHIBATH B COCTABE JICKAPCTBEHHOTO Tperiapara: MaHHHUTOJL,
Hatpuii (cMm. pasznuen 4.4.).

I'mumenupun Kanon, 3 mr, TabJIeTKH.

Kaxxnas Tabnerka conepKUT 3 MI IIIMMENUpPUIA.

BemecTBa, HanMune KOTOPBIX HAZI0 YYUTHIBATh B COCTaBe JEKApPCTBEHHOT'O MpernapaTa: MaHHUTOJI,
HaTpuil (cM. pasaen 4.4.).

I'mumenupun Kanos, 4 mr, TaOJIETKH.

Kaxxnas Tabnerka conepKuT 4 Mr riiuMenupuia.

BemecTBa, HanMune KOTOPBIX HAZI0 YYUTHIBATh B COCTaBe JIEKApPCTBEHHOT'O MpernapaTa: MaHHUTOJI,
HaTpuil (cM. pasaen 4.4.).

ITosHBI IepedeHb BCIIOMOTaTeIbHbBIX BELIECTB IIPUBEACH B paszeie 6.1.
3. JEKAPCTBEHHAS ®OPMA

TabaeTku.

T'mumernmmpun Kanon, 1 mr, Tadnerku

TaGneTkn Kpyrible MIOCKOLMINHAPHYECKUE, ¢ hackoi, OEI0ro Uil MoYTH OeNIoro 1BeTa.

T'mumenupun Kanon, 2 mr, TabiieTku

TaGneTku Kpyrible MIOCKOUMINHAPHUYECKUE, ¢ (acKOW U pUCKOMN, O€I0ro Mk MouTH Oeoro 1Bera.
TabneTKky MOXKHO pa3eIuTh Ha PaBHBIE JO3bI.

Tnmumenupun Kanon, 3 mr, tabiieTku

TabyeTku Kpyribie MITOCKOUINHAPUYECKHE, ¢ (DacKoi, 6€7I0T0 WM MOYTH 0eJIoro IBeTa.
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I'mumenupun Kanos, 4 mr, TaOJIeTKH

TaGneTku Kpyribie IIOCKOUMINHAPUIECKUE, ¢ (haCKOW U PUCKOM, O€I0ro My mouTu 0enoro msera.

Ta6J'ICTKy MOXHO pa3aC/INTb Ha paBHBIC 1035bI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHHU IO

IIpenapat I'numenupua KanoH noka3aH K IpUMEHEHUIO y B3pOCIbIX crapiie 18 ner.

Caxapupiii guaGer 2 Tuna (B MOHOTEpalmMd WIM B COCTaBe KOMOMHHPOBAaHHOW Tepamuu C
MET(HOPMUHOM HITH UHCYITHHOM).

4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHHU

PexxuM no3upoBaHus

Kak mnpaBwmiio, no3a mpenapara ['numenupun KaHoH ompenensieTcs 1eiaeBON KOHIICHTpalUen
IVIFOKO3bI B KpOBHU. JlOJDKHA TPUMEHATHCS HAWMMEHbINAs J103a, JOCTaTOYHAs I JOCTHXKCHHS
HEO0OXO0UMOTO META00IUIECKOTO KOHTPOJIS.

Bo Bpems neuenus mnpenaparom [nmumenupun KaHOH HE0OXOIUMO pEryJsIpHO OIPEAETSITH
KOHIICHTPALIMIO TJIOKO3bl B KpoBU. Kpome 3TOro, peKOMEHIYeTCsl PeryJsipHBI KOHTPOIb
[JIMKMPOBAHHOT'O FE€MOIJIOONHA.

HenpaBunbHbIN npueM Ipenapara, HallpuMep, MPOMYCK IpUEMa O4YepEeIHOM 03bl, HUKOTJa HE
JOJKEH BOCHOIHATHCS IMyTEM MOCIEAYIOIIEro IIpuemMa 0ojee BEICOKOM JO3bI.

JlelicTBUS manMeHTa MpH omMOKax MpH MpUeMe Ipenapara (B YaCTHOCTH, IIPU MPOIYyCKe MpueMa
OUYEPEIHON 03Bl WM MPOIYCKE IPUEMA IUILHN) UIIU B CUTYaLlUAX, KOT/1a HET BO3MOKHOCTH NPUHSATh
npernapar, 10JKHbI 00roBapuBaThCsl MAlMEHTOM M BpauoM 3a0J1arOBPEMEHHO.

Hauanvnas 0oza u noobop 003wt
HauanpHas no3a cocrasnsier 1 Mr rmumenupuaa 1 pa3 B IeHb.

[Ipu HEOOXOAUMOCTH CyTOYHasi /1032 MOXKET OBITh IMOCTENEeHHO (C WHTepBajdaMu B 1—-2 Hem.)
yBeIMYEeHAa. PeKOMeHayeTcs yBeIWYeHHWE J03bl MPOBOJIUTH TOJ PEryJIspHbIM KOHTPOJIEM
KOHIIGHTPALlUU TJIFOKO3bl B KPOBU U B COOTBETCTBUU CO CJIEIYIOLIUM IIaroM MOBBIIMICHUS J103bI:
1 mr—2 mr—3 mr—4 mr—6 mr—8 mr.

Juanason 003 y nayuenmos ¢ Xxopouio KOHMpPOAUPYEeMbIM CAXAPHLIM OUabemom

OOBIYHO eXeJHEBHAs J103a y IMAIMEHTOB C XOPOIIO KOHTPOJIMPYEMBIM CaXapHBIM JTUa0ETOM
cocraBimsier 1-4 mr rnmuMenupuaa. ExxenneBHas mo3a Oornee 6 mr siBisieTcs: 6osee 3 peKTUBHON
TOJIBKO Y HEOOJBIIIOT0 KOJTMYECTBA MAIlEHTOB.

Bpems npuema mpenapara ¥ pacnpelneieHue 103 B TEYCHHE JHS YCTAaHABIMBAETCS BPAYOM B
3aBHUCHMOCTH OT O0pa3a >KM3HM NalleHTa B JaHHOE BpeMs (BpeMs MpuemMa MUIIH, KOJUYECTBO
(bUBUYECKUX HATPYy30K).
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CTIEPTHOMY OTYETY

9TOM CiIy4ae BCs 103a Iperapara IPUHUMAIACh HEIOCPEACTBEHHO IIEPE/] IOJHOLICHHBIM 3aBTPAKOM
WIN B cIy4ae, €CIM OHA He OblIa MPUHSTA B 3TO BPEMs, HEOCPEICTBEHHO MEPE/] IEPBHIM OCHOBHBIM
npueMoM nuiy. OYeHb BaXXKHO MOCIIE TprueMa TabJIeTOK He MPOITyCKaTh IPUEM IHIITH.

Tak kak  ynydiieHue  MeTa0OJIMYECKOIO  KOHTPOJS — aCCOLMHUPYETCS C  IMOBBILIEHUEM
YYBCTBUTEJILHOCTU K MUHCYJIUHY, B XOJI€ JICYCHHS] MOKET CHUXKAThCS MOTPEOHOCTh B MIMMENUPHIE.
Jlyisa Toro 4toObl U30ekaTh Pa3BUTHUS THIIOTTIMKEMUU, HEOOXOIUMO CBOEBPEMEHHO CHUXATh J03bI
WM NpeKpaiate npueM npenapara ['nmumenupua Kanon.

COCTOﬂHI/IH, IIPHU KOTOPBIX TaKKE MOXKET HOTpe6OBaTBC${ KOppE€KIUA A03bI IIp€apara:

® CHIDKEHHE MacChl TEIa;

e m3MeHeHHs 00pa3a KU3HU (M3MEHEHHE IUEThI, BpEeMEHH IpUeMa MUK, KOJINIecTBa (PU3HISCKUX
Harpy3oK);

® BO3HUKHOBEHHE JAPYruX (HakTOPOB, KOTOPBIC MPHUBOAAT K MPEAPACIIONIOKEHHOCTH K Pa3BUTHIO
TUTIOTJIMKEMHUH WJIA TUTIEPTIUKeMHUH (CM. pasnen 4.4).

IIpooondxcumenvnocms nevenus
Jleuenne npenaparom [ mumenupun KaHoH 0OBIYHO MPOBOAUTCS UTHTEIBHO.
Ilepe6oo nayuenma c npuema 0py2020 2UNO2IUKEMULECKO20 CPeOCmEa

He cymecTByer TOUHOr0 COOTHOLIEHMSI MEXIY Ao03amu npenapara ['mumenupun Kanon u apyrux
TUIONIMKEMUUYECKUX CPEICTB Ul IprueMa BHYTpb. Koraa apyroe runoriinkeMHu4ecKoe CpeaCcTBO A
IpyueMa BHYTpPb 3aMeHsdercs Ha mnpenapar [nmmenupun KaHoH, pexkomeHnayeTcs, 4TOObI €ro
HayvaibHas 71032 ObLIa TAaKOM ke, Kak MpU MepBOHAYAJIbHOM Ha3HAueHUM Ipenapara [ numenupun
KaHnon, T.€. 1eueHue 10KHO HAUMHATBCS C HU3KOH 10361 | Mr (1a)ke B TOM cily4ae, eciii HalleHTa
nepeBoJAT Ha npenapat I mumenupua KaHoH ¢ MakCUMalIbHOM 103bI IPYroro rMIONIMKEMUUYECKOTO
npemnaparta Jiis IpreMa BHYTph). JIro0oe noBkllieHre 1036l CIEYET IPOBOAUTH O3TAITHO C YYETOM
3¢ GEKTUBHOCTH MNIMMENHUPHUIA B COOTBETCTBUH C IIPUBEACHHBIMU BBILIE PEKOMEHIALUSMHU.

HeoO6xomquMo  yuuThIBaTH CHJIy W MPOJOJDKUTENBHOCTh  dd@deKxTa  mpeamecTBYIOIEro
TUITOTIIMKEMUYECKOT'0 CPeJICTBA /ISl IprueMa BHYTpb. MoskeT noTpeOoBaThCs MpephIBaHKUE JICUEHUS
JUIsL TOTO, YTOOBI M30ekaTh Kakoi-nmubo cymmanuu 3¢ (eKToB, KOTOpas MOXKET YBEJIUYUTh PUCK
pa3BUTHS TMIIOTVIMKEMHUH.

Ilpumenenue 6 kombunayuu ¢ memgpopmuHom

VY manueHToB ¢ HEAOCTATOUHO KOHTPOJIUPYEMBIM CaXapHbIM 11Aa0ETOM MPH ITPUEME MaKCUMAJIbHbIX
CYTOUHBIX 103 TIUMENUpUIa Wik MeTHOpPMHUHA MOXKET OBbITh HAa4yaTo JieueHHEe KOMOMHAIUEN 3TUX
IBYX IpemnapatoB. [Ipu 3ToM MpoBoaMBIIEECs paHee JieueHUe MNIMMENUPUAOM WM MET(HOPMUHOM
MPOJOJKAETCd Ha TOM € CaMOM YpPOBHE J103, a JIONOJHUTENbHBI IpueM MeT(hOpMHHA WU
NIMMETNUPHUIA HAYMHAKOT ¢ HU3KOU J103bI, KOTOpas 3aT€M TUTPYETCS B 3aBUCHUMOCTU OT LIEJIEBOTO
YpOBHS METa00JINYECKOT0 KOHTPOJIS BIUIOTH /10 MAaKCUMaJIbHOU CyTOUHOM 03bl. KoMOUHMpOBaHHAS
Tepanus J0JKHA HAUWHATBCS O] CTPOIMM MEIULMHCKUM HAOII0ICHUEM.

prueHeHue 8 K0M6uHaz4uu C UHCYTTUHOM

[TaneHTam ¢ HETOCTATOYHO KOHTPOJIMPYEMBIM CaxapHbIM AMA0ETOM IMPH MpHUEME MaKCHUMAJIbHBIX
CYTOUHBIX /103 TIIUMENHUPUIA MOKET ObITh OJTHOBPEMEHHO HAa3HAYEHO BBEJEHHE MHCYIMHA. B 3TOM
Clly4ae MOCIeqHssd, Ha3HAYCHHAs MAalUeHTy 103a NNIMMEIUPHUIA, OCTaeTCsl HeM3MeHHOU. [Ipu s3ToM
JIeYeHUE HHCYJIMHOM HaYMHAETCs ¢ HU3KHX J103, KOTOPBIE IIOCTENEHHO IMOBBIIIAKOTCS TI0JT KOHTPOJIEM
KOHIIGHTPALlMU TJIIOKO3bI B KpoBH. KoMOMHHMpOBaHHOE JieueHHEe TpeOyeT THIaTeIbHOIo
MEIULUHCKOTO HaOII0AEHUS.
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HCIL}M@HWIIJZ C NOYeUHOU HedOCMAamo4HOCHbIO

HmeeTcst orpaHnYeHHOE KOJIMYECTBO MH(OPMAILIMK N0 MPUMEHEHUIO MNIMMENUpPHUIa y MAlUeHTOB ¢
MOYEYHON HEJIOCTATOYHOCThIO. IlamueHTsl ¢ HapymeHnneM (QYHKIMM TOYEK MOTYT OBITH Oojee
YyBCTBUTEJIbHBI K TUIOTIIMKEMUUECKOMY 3 dekTy raumenupuia (cM. pazaenst 4.3, 5.2).

HCIL}M@HWIIJZ C NeYeHOYHOU HeOOCMAamoO4HOCbIO

Wwmeercst orpaHHYEHHOE KOJTMYECTBO HH(OPMAIIMH 110 TPUMEHEHUIO MIMMETHPHU/IA TIPH ITEYSHOYHON
HEJI0OCTaTOYHOCTH (CcM. paznen 4.3).

C€TH

bezonacHocth u 3¢ dexkTuBHOCTE Mpenapata [ mumenupu Kanon y gereit B Bo3pacre 1o 18 met Ha
JTAHHBI MOMEHT HE YCTaHOBJICHBI.

Cooco0 nmpuMeHeH s

Tabnerku npenapara ['numenupua KaHoH NpUHUMAIOT BHYTPb, LIEJINKOM, HE pa3KeBbIBas, 3all1Bas
JIOCTaTOYHBIM KOJIMYECTBOM KUIKOCTH (0Kk0J0 0,5 cTtakaHa). TabneTku 2 Mr ¥ 4 M MO>KHO
pa3feauTh Ha paBHbIC J103BI.

4.3. IlpoTuBONOKA3aHUS

TUIEPYYBCTBUTEIBHOCTh K TIIMMEMUPHIY, K JIPYTHM TPOU3BOIHBIM CYJIb(OHUIMOYCBUHBI, K
cynb(haHWIAMHIHBIM TIperaparaM WM K JII0OOMy W3 BCIOMOTATEIbHBIX BEIICCTB,
MepEUYUCIICHHBIX B pazzene 6.1;

caxapHsblii quader 1 Tuna;
nabeTHYeCcKuil KeToalnua03, AMadeTndyeckas mpekoma 1 Koma;
TSDKEJIble HapyleHUs QyHKIMU IeueHH (OTCYTCTBUE ONbITa KIMHUYECKOTO TPUMEHEHHS);

TSDKEJIble HapylleHUsl (YHKUUU MOYeK, B T.Y. y MalMEHTOB, HaXOJAIIMXCS HAa TeMOAHAIN3e
(HETOCTaTOYHOCTh ONBITA KIMHUYECKOTO IPUMEHEHU );

OEpEeMEHHOCTD;
IpyAHOE BCKapMIIUBAHUE,

JeTcKui Bo3pact 1o 18 ner.

4.4. OcoOble yKkazaHus U MepPbl MPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

ITpu npuMeHeHHH npenapaTta cieayeT coOI0aaTh OCTOPOKHOCTh:

B NEPBLIC HCACIHN JICHCHU A (HOBBIH.ICHHBIfI PHUCK pa3sBUTUA FI/IHOTJII/IKCMI/II/I).

HpI/I HaIn4yun (I)aKTopOB pUCKa Ui pa3BUTHA THIIOTTIMKEMUU, MOKCT HOTpe60BaTLCSI KOppCKIUA
JA03bI I'NTUMCIIMPpHUIAa NN BCeH TCparnu.

[Tpu MHTEPKYpPPEHTHBIX 3a00JIEBAHUAX BO BpEMs JICUECHUS WM MPU U3MEHEHUM 00pasa >KHU3HU
NAlUEHTOB (M3MEHEHHE AMEThl W BPEMEHHU IpHUEMa IUIIM, YBEIUYEHHUE WM YMEHBIICHUE
bu3nYeCcKOil aKTUBHOCTH).

[Tpu HeOCTATOYHOCTH TITFOK030-6-PocharaeruaporeHass.
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e [lpu HapyleHHSAX BCacblBaHUS INHINKA U JIEKapd TBeHHH)';ﬂI I'e' l@g"ﬁa%g E’JEL'K')I'-'K 1 'Elrfilﬂll M
tpakTe (XKKT) (kumeunas HENpoxoAUMOCTb, 1ape3 KUIIEUYHUKA).

B 0cOOBIX KIMHHYECKHMX CTPECCOBBIX COCTOSIHUSIX, TaKUX KaK TpaBMa, XUPYPTrHYECKUe
BMEIIATENLCTBA, MHPEKINH, TpOTEeKatone ¢ GeOpuipHON TeMIiepaTypoii, BO3SMOXKHO YXYAIICHUE
METa0OJMYECKOT0 KOHTPOJIA Y TMAlMEHTOB C CaxXxapHbIM JUA0ETOM, U UM MOXET MOTpeOOBaThCs
BPEMCHHBI TIEPEBOJ] HA HMHCYIMHOTEPANUIO JUIA MOAJEPKAaHUsS aJCKBATHOTO METa0OIMYEeCKOTro
KOHTPOJISI.

B MEPBLIC HCACIN JICUCHUS MOKET BO3PACTATh PUCK PA3BUTUA THIIOTTIMKCMUU U ITIO3TOMY B 3TO BpEMA
Tpe6yeTc;1 0COOEHHO TH.IaTeJ'IBHBIﬁ KOHTPOJIb KOHOCHTPALIUHU I'NIFOKO3bI B KPOBH.

K ¢akropam, cnocoOCTBYIONIMM Pa3BUTHIO TUIIOTTTUKEMHIH, OTHOCSTCS:

e HEXEJIAaHHWE WU HECIOCOOHOCTh nmanucHTa (HaI/IGOJIee qacCcTo Ha6JIIOI[aIOH.II/IeCSI Y NanucHTOB
ITIOXKHJIOTO B03paCTa) K COTPYAHUYCCTBY C Bpa4OM;

® HCOOCAAHUC, Heperynﬂprlﬁ MMpUEM MU WU IIPOITYCKHU ITPpUCMa ITUIIH,

L4 ,I[I/IC68.J'I8.HC MCKAY (bPISI/I‘IeCKI/IMI/I Harpyskamu u HOTpC6JIeHI/ICM YriieBOAOB;

® HM3MCHCHHC NUCTHI,

L4 yrIOTpC6J'IeHI/Ie aAJIKOI'0JI4d, 0COOEHHO B COYETAHUH C MMpoIyCKaMH IIprueMa IuIiu;
® TXKCIIbIC HAPYIICHUSA (bYHKI_II/II/I IIOYCK,

® TsDKENble HapylleHUs (QyHKIUM MedeHu (y MAHMEeHTOB C TSHKEIBIMH HAPYHICHUSMHU (DYHKIIUH
ICYCHH II0Ka3aH I[epeBOJl HA HWHCYIMHOTEPAIHI0, [0 KpaiHel Mepe, 10 JOCTHIKCHHS
METa0OIMUECKOTO KOHTPOJIS);

® [Iepelo3UpOBKa MIIMMENHUPUIA;

® HEKOTOpBIE JCKOMIICHCUPOBAHHBIE 3HJIOKPUHHBIE PACCTPOMCTBA, HAPYIIAIOIIME YIJIEBOIHBIN
OOMEH WM aJpPEHEePrUYecKyl0 KOHTPPETYJSALMIO B OTBET Ha TUIOIIMKEMHUIO (Hampumep,
HEKOTOpble HapylieHUs (yHKUMU LIUTOBUJIHOM >Kele3bl W MEepelHero oTAena runodusa,
HEI0CTaTOYHOCTh KOPbI HAIOYEYHUKOB);

L4 OI[HOBpeMeHHHﬁ MMPpUEM HECKOTOPLBIX JICKAPCTBCHHLIX CPEACTB (CM. pasaein 45),
¢ [IpUCM TJIIMMETIMpUJa Ipru OTCYTCTBUU MMOKa3aHUH K €ro MPUMCHCHHUIO.

JledeHne mpPOM3BOAHBIMU CYJIb(QOHUIMOYCBUHBI, K KOTOPBIM OTHOCHUTCS H TIIMMEIUPHJ, MOXKET
MPUBECTH K PA3BUTHUIO TEMOJUTHUYECKON aHEMHH, MOITOMY Y MAIMEHTOB C HEIO0CTaTOUYHOCTHIO
TIII0K030-6-ocharaernaporenassl ciieyeT coOmoaaTh 0COOYI0 OCTOPOKHOCTh NMPU Ha3HAYCHUU
TIIMMETNUPHIA U Ty4Ille TPUMEHSTh THIIOTJIMKEMUYECKUE CPEACTBA, HE SIBISIFOIINECS TPOU3BOTHBIMU
CyJTb()OHUIMOYECBUHBI.

B cinyuae Hanuuus BBIIENEPEUUCICHHBIX (AKTOPOB pUCKA JUIS PAa3BUTHUS TUIOTIIMKEMUU MOXKET
noTpeboBaThCA KOPPEKLHMs J03bl TIIMMENUpUAA WIM BCeH Tepanmuu. JTO TakKKe OTHOCHUTCA K
BO3HUKHOBEHHUIO HHTEPKYPPEHTHBIX 3200J1€BaHN BO BpeMsl JISUEHUS WIIM U3MEHEHUI0 00pa3a )KU3HU
MTallHEeHTOB.

CHUMIITOMBI TUIIOTIMKEMHUH, KOTOPBIE OTPAXKAIOT aJPEHEPTUUECKYI0 KOHTPPETYJIISAILUI0 OPraHu3Ma B
OTBET Ha TUIOTIUKeMUIO (cM. pazzaen 4.8), MoryT ObITh €1a00 BBIPA)KEHHBIMU WM OTCYTCTBOBATh
[P IIOCTENIEHHOM DAa3BUTUU TUIOINIMKEMHM y NAIMEHTOB IIOKWJIOIO BO3pacTa, MAlUEHTOB C
HelponaTHell BereTaTMBHOW HEPBHOM CHCTEMbl WJIM  [AlMEHTOB, MoOJydarolux OeTta-
a/IpeHOOIOKATOPBI, KIOHUIWH, PE3epIUH, I'YaHETUIUH M JIPYTUE CHUMIIATOIUTHUYECKUE CPEICTBA.
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YCBaUBAIOLIUXCS YTIIEBOIOB (TJIFOKO3bI MJIU CaXapo3bl).

Kak u npu npueme Ipyrux MpOU3BOJIHBIX CYIb(OHHIMOUYEBHUHBI, HECMOTPSl Ha MEpBOHAYAIbHOE
YCTEIIHOE KYNMUPOBAHHE THUIOTIMKEMHM, THIOTJIMKEMHS MOXET BO300HOBHUTHCA. [loaTOMy
MAUEHTHI JOKHBI OCTaBaThCs MOJ] MOCTOSIHHBIM HAOII0ICHUEM.

[Tpu TsKENOM TUIOTIIMKEMHUH JTOTMOJHUTEIBHO TpeOyeTcss HeMeUIEHHOE JIeUeHHue W HabJroaeHne
Bpaua, a B HEKOTOPBIX CIy4asX — FOCHUTAIU3ALMS TAI[UEeHTA.

Bo Bpems nedeHus riamMenupuaoM TpedyeTcs IpOBEACHHUE PEryIsIpHOro KOHTPOJIsS (DYHKITUHU MTEYCHH
Y KapTHUHBI IeprEpUIecKoil KpoBH (0COOCHHO KOJIMYECTBA JICHKOIIMTOB M TPOMOOIIUTOB).

[TockonbKy oOTHEnbHBIE MOOOYHBIE NEHCTBHS, TaKUE KaK TsDKENas THIOTIMKEMHS, Cepbe3HBbIC
M3MEHEHHUS KapTUHBI KPOBH, TSKEJIble alNIepruyecKue peakiuu, Me4eHOYHas HeJO0CTaTOYHOCTb,
MOTYT TIPU OIPEIEIICHHBIX OOCTOATENbCTBAX MPEACTABIATh COOOM yrpo3y Ui KHU3HH, B CIIydae
Pa3BUTHS HEXKENATEIbHBIX WM TSDKEJIBIX PEaKIUil HallieHTy He00X0IuMO cpasy ke HHHOPMUPOBATH
0 HMX JIeHallero Bpaua MU HM B KOEM cCiydae HE MPOAOJKAaTh IPUEM IIpernapata 0Oe3 ero
PEKOMEHIALINH.

BcnoMorarenpHble BENIECTBA

[Ipemapar I'mumenupua KaHOH COAEPKHUT HE3HAYMTEIHLHOE KOJIMYECTBO MAHHHUTOJA, KOTOPBIH
MOJKET OKa3bIBaTh c1abd0€ CIIaOUTEIBLHOE IEHCTBUE.

[Ipenapat ['mumenupun Kanon cogepkut menee 1 Mmonb (23 Mr) Hatpus Ha 1 TaGneTky (103UPOBKH
1 mr, 2 mr, 3 MT 1 4 MI'), TO €CTh IO CYTH HE COJICPIKUT HATPHSI.

4.5. BzaumojeiicTBue ¢ JAPYrHMH JIeKADCTBEHHBIMH HpenapaTamMm W Jpyrue BH/bI
B3aUMO/IeHCTBUA

I'mumenupun metabonuszupyercs nutoxpomoM P4502C9 (CYP2C9), uTo 101KHO YUUTHIBATHCS IPU
€ro OJJHOBPEMEHHOM MPUMEHEHUU C UHIYKTOpamMH (Hanmpumep, pudaMIuiiH) WiIKM HHTMOUTOpaMu
(marmpumep, ¢irykonazon) CYP2COI.

Ilomenyuposanue 2uno2iukemuyecko20 Oeucmeus U 6 HeKOMOPbIX CLYYAAX CEA3AHHOe C SMUM
B03MOJICHOE pazeumue SUno2iuKemMuy MoOKeT HabII0AaThCs IPU COUYETAHUU C OJTHUM U3 CIIETYIOLINX
MIPEeTapaToB: WHCYJIWH U JIPYTHe THIIOTIMKEMHYECKHE CPEJCTBA I IpUeMa BHYTPb, HHTHOUTOPHI
aHruoTeH3uHNpenpamaonero gepmenra (AIID), anaboarueckue CTepPoOUIbl U MYKCKHE MOJIOBbIE
TOPMOHBI,  XJIOpaM(QEHHUKOJI, TMPOU3BOAHBIE KyMapuHa, LUKIodochamMu, AU3ONHUPAMUL,
benduypamus, ¢deHupamunon, ¢uodparsl, (GIyoKCeTHH, TyaHeTHIUH, UdochamMu], HUHIHOUTOPHI
MOHOAMHHOOKCH/IA3bl,  (UIyKOHA30J, Mapa-aMHHOCATHIMIOBAS  KHCJIOTA, IEHTOKCH(HUILTIH
(BBICOKME TIapeHTepalibHbIe J103bl), (peHmn0yTa30H, a3anpona3oH, oKCU(peHOyTa30H, IPOoOEHEI ],
XMHOJIOHBI, CAINIIMIATHI, CYIb()UHITUPA30H, KIAPUTPOMHUIIMH, CYJIb()aHWIaAMUIbI, TETPAI[MKIAHBL,
TPUTOKBAINH, Tpodochamu.

Ocnabnenue 2uno2nuKemMu4ecko2o Oeucmeusi U CeA3aHHOe C SMUM NOBbLULeHUE KOHYEeHMpayuu
2NI0KO3bl 8 KpOBU MOXKET HaONI0JaThCcs MPU COYETAHWU C OJHUM M3 CIEIYIOUIMX IMpEernapaToB:
arierazojamusl, 0apOUTYpaThl, TITIOKOKOPTUKOCTEPOUAbI, JUA30KCUMA, NUYPETHKU, SMUHEDPUH U
JApyrue CUMIIATOMUMETHYECKUE CPEJCTBA, TJIIOKAroH, Cla0UTENbHbIE CPEACTBA (MPH JAITUTEILHOM
MPUMEHEHUH), HUKOTMHOBas KHCIOTa (B BBICOKMX J03aX), O3CTPOr€Hbl U MPOrecTareHsbl,
(beHoTnasnHbl, PeHUTONH, pUPaMITUIIH, HOICOAepIKaIe TOPMOHBI IIIUTOBUTHOM JKEJIe3bl.

Bnoxamopuvr  Hz-eucmamunosvix peyenmopos, Oema-aopenobiokamopul, KIOHUOUH U pe3epnuH
CIOCOOHBI KaK yCHJIMBAaTh, TaK M OCIAONIATH THIOTIMKEMHUYECKOe IeicTBue riaumenupuaa. [lox
BJIUSTHUEM CHUMIATOJUTUYECKUX CpPEICTB, TaKuX Kak OeTa-aJpeHOOJIOKATOpbl, KJIOHUIMH,
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MOTYT YMCHbBIIATHCA UJIA OTCYTCTBOBATD.

Ha ¢one mpuema rammenupuaa MoxeT HAOMIOJAThCS yCUJICHHE WIM OCialleHue AelCTBUA
MIPOU3BOIHBIX KyMapHuHa.

OdHOKpaWZHOe Uuiu XpoHudeckoe ynompe@zenue ajnkoeojist MOXET KaK YCHUIIMBAThb, TaK U 0Ca0IATh
TUIIOTTIMKEMHUYCCKOC I[efICTBI/Ie rimmMenpuaa.

Cexsecmpanmul JiCeNyHbIX KUCAOM: KOJIECEBEIAM CBSA3BIBACTCA C INIMMENHUPUAOM M YMEHBIIAET
BcaceiBanue rimumMenupuaa u3 XKT. B cinydae npumenenus rimMenupuia, no KpaitHeit Mepe, 3a 4 u
70 IpHeMa KoJieceBellaMa, HUKAKOro B3aMMOJAEHCTBHS He HaOmonaercsa. Ilostomy rammenupun
HE00X0AMMO MTPUHUMATH, IO KpaiiHel Mepe, 3a 4 4 710 mpueMa KojeceBenama.

4.6. ®epTUIBHOCTH, 0EPEMEHHOCTDH U JIAKTALMS

bepemeHHOCTD

FJ'II/IMGHI/IpI/II[ IMPOTUBOIIOKA3daH K IIPUMCEHCHUIO Y 6epeMeHHbIX KCHIIIMH. B cjrydace HHaHpreMOfI
6€p€M€HHOCTI/I WKW IMpU HACTYIUICHUU 6€p€MeHHOCTI/I JKCHIONMHY CICAYCT ICPCBECTU HaA
HHCYIIMHOTCPAIINIO.

JlakTarms

['mumenupun mpoHWKaeT B TpyaHoe Mosioko. [IpumeHeHue mpemapaTa MPOTHUBONOKA3aHO MPH
nakTanuu. B 3ToM ciiydae HEOOXOAUMO MEPEUTH HA UHCYIMHOTEPAIUIO HIIM MPEKPATUTh TPYIHOE
BCKapMJIMBaHUE.

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJjsAATh TPAHCHOPTHBIMM CpeACTBaAMHM H paﬁoTaTb C
MEXaHM3MaMHu

B ciyyae pa3BUTHSI TUNIOTIMKEMHUHN WM TUIIEPTIMKEMUHU, OCOOEHHO B Hayalle JICUEHHUS WK Mocie
U3MEHEHUs JICYECHMs, WIM KOTJa IIpenapar He NPUHHUMACTCS PEryJsipHO, BO3MOXHO CHHUIKECHHE
BHUMaHHUS U CKOPOCTU NCHXOMOTOPHBIX peakiuil. ITO MOXET HapyIIUTh CIIOCOOHOCTh MalMeHTa
YIPABJIATH TPAHCIIOPTHBIMU CPEACTBAMU WU APYTMMHU MEXAHU3MAMH.

4.8. HexkesaTeibHbIE peaKkuu

Pe3roMe HexxenaTeabHbIX PeAKIIUM

[IpencraBneHHbIe HIKE JaHHBIC IO HEXKENNATEILHBIM PEAKIMSAM KIaCCU(PHUIIMPOBAHBI TI0 CUCTEMHO-
opranubiM kiaccaM (COK) m yactoTe BO3HMKHOBEHHs. YacToTa BOSHMKHOBEHHS HEXKEJIATEIbHBIX
peakuuii ompenenssach B COOTBETCTBUM ¢ Kiaccudukauumed BceemupHoit Opranuzanuu
3npaBooxpaHeHus: o4eHpb yacto (> 1/10), gacro (> 1/100 u < 1/10), Hedacto (= 1/1000 u < 1/100),
peako (= 1/10000 u < 1/1000), ouens peakxo (< 1/10000), yactoTa HEM3BECTHA —HAa OCHOBAHUU
UMEIOIIUXCS JAaHHBIX OLEHUTh HEBO3MOXKHO.

Hapywenus co cmoponvl kposu u numgamuueckou cucmemul
Pedko: TpoMOoLIUTOTICHHS.

Yacmoma HeuseecnmHa. HeﬁKOHeHHH, TEMOJIMTHYCCKaA aHEMU, SPUTPOLUTOIICHH,
I'pa”HyJIOOHUTOIICHHUA, arpaHyJIONUTO3 U MAHIUTOIICHU.

[Ipy TOCTPETrMCTPAlMOHHOM TNPUMEHEHHH Iperapara CcooOIagoch O CIy4asxX —TsKEIOH
TPOMOOIMTONIEHUH C KOIW4ecTBOM TpomOoiuToB MeHee 10000/MKI U TPOMOOIUTONIEHUYECKOM

mypIype.
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Hapywenus co cmopoHnvl ummynHotl cucmembl

Peoko: AJUICPIrUYICCKHUEC U TICCBAOAJUICPIHYCCKHUC PCAKIMU, TAKUC KaK 3y, KpallMBHHIIA, KOXXHasd
CBIIIb.

Takue peakuu MOYTH BCEria HOCAT JIETKYIO (hopMy, OTHAKO MOTYT MIEPEHTH B TSKEIIbIE PEAKIIMU C
OJIBILIKON, PE3KUM CHMKEHHEM apTepuanbHOro nasieHus (AJl), KoTopble MHOIIA IPOrPECCUPYIOT
BIUIOTh J0 aHA(pHIAKTHYECKOro InoKa. [IpM TOSBIEHHMM CHMITOMOB KpPANWBHUIBI CIEIYET
HEMeJUIEHHO 00paTUThCs K Bpady. Bo3MoxkHas nepekpecTHas ajljieprus ¢ JpyruMu IpOU3BOAHBIMU
Cy/b(OHMIMOUEBUHBI, CyIb(haHMIAMUIAMHU WU IT0I00HBIMHA UM BELIECTBAMHU.

Yacmoma neuzsecmua: aJ'IJ'ICpl"I/ILICCKI/Iﬁ BAaCKYJIUT.

Hapywenus memabonuzma u numanus
Peoko: runornukemus.

B pesynbrare runornmkeMudeckoro nerctsus npenapara [nmmmenupun KaHOH MOKET pa3sBHTHCS
TUIOTJIMKEMHUS, KOTOpasl, KaK M IPH NPUMEHEHUH APYTUX MPOM3BOJHBIX CYIb()OHUIMOUEBHHBI,
MOKET OBITh POAOIKUTEIHHOM.

CumnToMamy TUIOTTIMKEMHUH SIBIISIOTCS: TOJIOBHAs 00J1b, OCTPOE YyBCTBO r'ojI0jia, TOIHOTA, PBOTA,
YYBCTBO YCTaJOCTH, COHJMBOCTb, HapyIIEHHE CHA, OECHOKOHCTBO, arpecCHBHOCTb, HapYyIICHUE
KOHLEHTPAallMM BHHMMAHHUA M CKOPOCTHM IICUXOMOTOPHBIX PpE€aKLMH, Jenpeccus, CIYyTaHHOCThb
CO3HAHUS, HapylmleHHus pedd, adasus, HaApyIEHWs 3pEHUs, TPEeMOop, Tape3, HapyIICHUs
YYBCTBUTEIBHOCTH, TOJOBOKPY)KEHUE, TIOTeps CaMOKOHTpOJIA, OECIOMOIIHOCTb, JEJIUPUH,
1epeOpabHbIe CyJJOPOTH, COMHOJICHIIUS WJIA TIOTEPsi CO3HAHUS, BILIOTH JI0 KOMBI, TIOBEPXHOCTHOE
IbIXaHue, OpaguKapausl.

Kpome »TOro, MOryr BO3HMKAThb IpPOSIBICHHUS aJpPEHEPTMYECKOW KOHTPPEryJslMA B OTBET Ha
pa3BUTHE TMIIOTIMKEMHUH, TAKKE KAK: MOBBILIEHHOE IIOTOOTAEIEHUE, XOJIOAHBIE U BIaKHBIE KOYKHBIE
ITIOKPOBBI, IOBBIIMICHHAs TPEBOXKHOCTb, TaxuUKapAus, nosblieHne AJl, CTEHOKAapAus, OIIYIIECHHE
cepALeONeHNs U HapyIIEHUs CEPIEYHOTO0 PUTMA.

Knuanaeckas KapThuHa TSOKEJIONM TUIIOTJIMKEMHU MOJKET OBITh IOXO0XKa Ha HUHCYJIbT. CUMIOTOMBI
TUIIOTJIMKEMHUH TTOYTH BCErla UCYE3aI0T ITOCJIC €€ YCTPAaHCHMU.

Yacmoma Heuzsecmua: YBCIIMUCHUEC MACCHI TCJIA.

[Ipy mpueme rIUMeNUpHAa, KaKk W JAPYTrUX MPOU3BOIHBIX CYJIb(OHUIMOUYEBUHBI, BO3MOKHO
YBEITUYCHUE MACCHI TeJa (4acToTa HEM3BECTHA).

Hapywenus co cmoponsl opeana 3penus

Yacmoma neussecmua: BO BpeMsl JedeHHs (OCOOEHHO B €ro Hayaje) MOTYT HaOJ0JaThCs
TPaH3UTOPHBIE HAPYILIEHUS 3pEHHsI, 00YCIOBIEHHBIE U3MEHEHUEM KOHIIEHTPAIIH TJIFOKO3bI B KPOBH.
Ux mnpuunHOW ABIsSETCS BPEMEHHOE HW3MEHEHHE HalyXaHHs XpycTalHKa, 3aBUCALIEE OT
KOHILIEHTPAallUM TJIOKO3bl B KPOBHM, M 3@ CUET JTOI0 M3MEHEHHWE TIOKa3aTess IpPeJOMIIEHUS
XpycTajauka.

Hapywemm CO CMOpPOHDBI cheflyaOllHO'KumellHOZO mpakma

Peoko: TomHOTa, pBOTA, OUIYIICHUE TSHKECTH HIIM TIEPETIOTHEHUSI B 00JACTH 3MUTACTpHsi, 60U B
KUBOTE, TUApes.

Yacmoma Heuzsecmna: nucreB3us (HapyIlIeHUs BKyca).

Hapywemm CO CMOPOHbL neverHu u 9!C€ﬂ1l€6bl6’06ﬂu4ux nymeﬁ
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KEJNTyXa, KOTOPbIE MOT'YT POTPECCUPOBATH J0 YTPOKAIOIIEH )KU3HU ITE€YEHOYHON HEJIOCTATOUYHOCTH,
HO MOT'YT MOJBEPTHYThCSI 0OpaTHOMY Pa3BUTHIO IIPU OTMEHE Ipernapara.

Hapymesz CO CMOPOHBL KOJHCU U NOOKOJCHBIX MKAHEl

Yacmoma neuzsecmua: aJIoIICu A, (1)0TOC€HCPI6I/IJII/I33HI/I)I.

Jlabopamopnvie u uncmpymenmanvHvle OaHHble

Yacmoma neuzsecmua: TUIIOHATPHUEMH .

COO6IJ_[€HI/IG 0 TOA03PEBACMBIX HEXKCIIATCIIbHBIX PCAKITMAX

BaxHo coo0marb O NOJO3pEBAaEMbIX HEXKEJIATENbHBIX PEAKUUAX IMOCIE€ PErucTpanuu
JICKApCTBEHHOTO Ipernapara ¢ I[ebl0 00ecreueHus] HEMpPepbIBHOIO MOHHMTOPHUHIA COOTHOIICHHUS
«II0JIb3a — PUCK» JIEKAPCTBEHHOro Ipenapata. MeAMLIMHCKUM pPaOOTHUKAM pPEKOMEHYeTCs
co00IIaTh O JTIOOBIX IO03PEBAEMBIX HEXKENIATEIbHBIX PEAKIHSIX JIEKapCTBEHHOTO IIperapaTa yepes
HallMOHAJIbHbIE CHCTEMBl COOOLIEHHMSI O HEXENATeNbHbIX pPEaKLUUsAX TroCylapcTB — YICHOB
EBpa3niickoro 5KOHOMHUYECKOr0 COI03a.

Poccuiickas @enepanus

denepanbHas ciryx0a 1o Hag30py B cdepe 3npaBooxpanenus (Poc3apaBruanzop)
Anpec: 109012, r. MockBa, CiiaBssHCKasl muiomanp, 1. 4, ctp. 1

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

DNeKTpOHHAas MoYTa:

pharm@roszdravnadzor.gov.ru

win npr(@roszdravnadzor.gov.ru

CaiiT B nH(GOPMAIIMOHHO-TEIEKOMMYHUKAITMOHHON ceTn «HTepHeT»:
www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMIITOMBI

OCTpafl MNEpCA03UPOBKA, a TAKKE NJIUTCIIBHOC JICUCHUC CIMIIKOM BBICOKMMHU J03aMU TNIMMEIIUpPUIA
MOKCT MPUBOJUTH K PAa3BUTHIO TSKENIOoi yrpomalomel‘/'l KHU3HU T'HIIOTJIMKEMUH.

Jleuenue

Kak tonpko Oymer oOHapykeHa Nepeao3upOBKa, HEOOXOAMMO HEMEUICHHO COOOIIMTH 00 3TOM
Bpauy. ['UmornukemMusi moYTH BCErJa MOXKET ObIThb OBICTPO KyNHpPOBaHA HEMEIJIEHHBIM IPUEMOM
yIIIeBOAOB (TIIFOKO3BI WIIM KYyCOYKa caxapa, CIaJIKoro (ppykToBOTO coKa WM 4as). B cBs3M ¢ ATHM,
NAalMeHT JOJDKeH Bcerja HMMeTh npu cebe He MeHee 20T mIOKo3bl (4 Kycodka caxapa).
CaxapozameHuTenu HedpHEKTUBHBI B JICHEHUH TUIOTIIMKEMUU.

Jlo TOro MOMEHTa, MMOKa Bpad HE PEIIUT, YTO MAI[MeHT HAaXOAWTCS BHE OMAaCHOCTU, HEOOXOAMMO
TIIATEILHOE MEIUIIMHCKOE HAOMIOAeHHe mamueHTa. | MIOrIuKeMUsT MOXKET BO30OOHOBUTLCS IIOCIIE
[IE€PBOHAYAIBHOIO BOCCTAHOBJIEHUSI KOHUEHTPALIMH TIIFOKO3bI B KPOBH.

Ecnu nmanuenTta ¢ caxapHbIM AMa0eTOM JieyaT pa3Hble Bpadud (HampuUMep, BO BpeMsl MpeObIBaHUS B
OO0JIbHUIIE TIOCIIE HECYACTHOTO CiIy4ast, TpH 3a00JIeBaHUH B BBIXOJIHBIE THH ), OH JIOJDKEH 0053aTeIbHO
COOOMINTH UM O CBOEM 3a00JIEBAaHUH U TIPEAIIECCTBYIOIIEM JICUCHUH.

I/IHOFI[a MOXET HOTpe60BaTLCH rocryTaln3alnuda IIalnuMeHTa, XOTs OBl AaKE B KauCCTBC MCPLI
MpeaOCTOPOKHOCTH. 3HaunTEeNLHAS NEPECA0O3UPOBKA U TAKEIIasd pCaKIUA C TAKUMU ITPOABICHUAMU,
KaKk TIOTCpsA CO3HAaHUA WM JPYTruc€ CCPbC3HLIC HCBPOJIOTHMYCCKUC HAPYUICHUA ABJIAIOTCA
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rocruTaIu3anmm.

B cimydae Gecco3HaTeNbHOTO COCTOSIHUSI TAIlMeHTa HEoOXOJMMO BHYTPUBEHHOE BBelCHHE (B/B)
KOHIIEHTPUPOBAHHOTO PACTBOpa JNEKCTPO3bl (TIHOKO3bI) (y B3pochbix — HauwHas ¢ 40 mu 20 %
pactBopa). B kauecTBe aibTepHATUBBI B3POCIBIM BO3MOXHO BHYTPUBEHHOE, IOJKOXKHOE WM
BHYTPHUMBIILLIEYHOE BBEJICHUE TJIFOKaroHa, Harpumep, B go3e 0,5—1 mr.

HpI/I JCYCHHUHU TUIIOTTIMKEMHHU BCICICTBUC CJIy‘I&fIHOI‘O InprueMa npcerapara MjiaicHaMu Ujin J1€TbMHA
MJIaamero Bo3pacra gos3a BBOI[HMOfI ACKCTPO3bl AOJKHA THIATCIBHO KOPPEKTUPOBATHCA C TOYKH
3pC€HHA BO3MOKHOCTH BO3HUKHOBCHUA OITacHOM TUICPriInKEMU, U BBCACHUC NCKCTPO3bI JOJIPKHO
IIPOBOAUTECA IMOA ITOCTOAHHBIM KOHTPOJIEM KOHICHTpPAIWHU I''TFOKO3bI B KPOBH.

[Tpu mepeno3upoBKe TIMMENUPHIA MOXKET MOTPeOOBaThCS MPOBEACHUE MPOMBIBAHUS KETyAKa U
[IpUEM aKTUBUPOBAHHOTO YIJIA.

[Tocne OBICTPOrO BOCCTAHOBJICHUSI KOHIEHTPAIMU TIIOKO3bI B KDOBH HEOOXOIMMO TPOBECHHE B/B
uHQY3UH pacTBOpa JIEKCTpO3bl B 0Oojee HU3KOH KOHUEHTpalMHU M MpeAoTBpAIlECHUs
BO300HOBJICHUS THINIOrTIUMKeMUU. KOHIEHTpaus IJ0K03bl B KPOBH Y TaKMX IMAllMEHTOB JIOJKHA
IIOCTOSIHHO KOHTPOJIMPOBaThCsl B TeueHHe 24 4. B TsKenbIX cilydasx ¢ 3aTsHKHBIM TEUCHHEM
TUIOIVIMKEMHUH OMACHOCTb CHMKEHUS KOHLIEHTPALUU TJIFOKO3bl B KPOBU JI0 TMIIOIVIMKEMHYECKOTO
YPOBHS MOKET COXPAHATHCS B TEUEHUE HECKOJIBKUX JTHEH.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. @apmakoauHaMHYecKHe CBOiicTBA

dapmakoTepaneBTHUECKass ~ Ipylma:  CpeiacTBa A JIYEHUS — caxapHOro  jamadera;
TUITOTJIMKEMUYECKHE CPEICTBA, KPOME MHCYJIUHOB; TPOU3BOIHBIE CYIb(OHMIMOUEBUHBI.
Kox ATX: A10BB12.

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC B(bd)eKTLI

['mumenupu CHUXKAET KOHIIEHTPAIMIO TIFOKO3bI B KPOBH, TJIABHBIM 00pa30M 3a CUET CTUMYJISIIUH
BBICBOOOXKJIEHUSI MHCYJIMHA U3 OeTa-KJIeTOK MOKEeNyAo4HOW skenme3bl. Ero  addekr
MPEUMYIIECTBEHHO CBSI3aH C YJIYYIIEHHUEM CIIOCOOHOCTH O€Ta-KJIETOK IMOJPKETyJOUYHON >Keye3bl
pearupoBath Ha (PU3MOIOTUYECKYIO CTUMYISIUIO TI0K030M. [1o cpaBHEHHIO ¢ TTHOCHKIAMUIOM
MPUEM HU3KHUX J103 TIIMMEMUPH/IA BHI3BIBACT BHICBOOOXKICHHE MEHBIIIETO KOJIMUECTBA UHCYIIHHA TIPU
JOCTUKEHUH TPUOTUZUTETHHO OJMHAKOBOTO CHIDKEHHUS KOHIEHTPALMU TIIOKO3bl B KPOBU. DTOT
(akT CBHUIETEILCTBYET B TOJb3y HAIMYUAS y TIMMENHUPUIA OKCTPAIlaHKPEATHUYECCKUX
TUMNOTIIMKeMUYecKuX 3(QexToB (MOBBIICHHE YYBCTBUTEIHLHOCTH TKaHEH K WHCYIHHY U
WHCYJIMHOMUMETHYECKUH 2 (exT).

Cexpeyus uncyiuna

Kak u Bce npyrue mpousBOIHBIE CYIb(OHHUIMOYEBUHBI, TIUMEMUPHUI PETYIUPYET CEKPEIUIO
WHCYJUHA 32 cueT B3auMo/ieicTBUs ¢ AT®-uyBCTBUTEIHHBIMU KAJIMEBBIMH KaHATaMH Ha MeMOpaHax
Oera-kjaeTok. B ominume OT Jpyrux MPOU3BBOJAHBIX  CYJIb(QOHUIMOYEBUHBI TIUMEMUPUT
n30UpaTenbHO CBS3bIBAaCTCA C OCIKOM C MOJIGKYJISIpHOM Maccod 65 kunonansToH (k/a),
HaxoasImUMcsT B MeMmOpaHax OeTa-KJIeTOK TMOKETyI0YHOM JKele3bl. OTO B3aMMOJICHCTBHE
TIIMMETUPHIa CO CBSA3BIBAIOIIMMCS C HUM OCIKOM PETyIUpyeT OTKphITHE Wi 3akpbitie ATO-
T-IyBCTBI/ITC.]'II:;HI)IX KAJIMCBBIX KAaHAJIOB.
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MNPUBOAUT K OTKPBITUIO BOJIBTAXK-UYBCTBUTCIIbHBIX KAJIBIIUCBLIX KAHAJIOB U MOCTYIINICHUIO KAJIbIIWA
BHYTPb KIJICTKH. B HUTOrc, NOBBINICHUC BHYTpHKHeTOqHOﬁ KOHILCHTpAlMKW KaJIbIsA aKTUBHUPYCET
CCKPCLUIO MHCYJIMHA ITYTEM 3K301IHUTO34.

['mumenupun ropasno ObICTpee M, COOTBETCTBEHHO, Yallle BCTYMAECT B CBSA3b M BHICBOOOXKIACTCS U3
CBSI3H CO CBSI3BIBAIOIIMMCS C HUM OellkoM, ueM rimbenkinamu. [Ipeamonaraercs, 4To 3T0 CBOWCTBO
BBICOKOI CKOpOCTH OOMEHa IIIMMENHPHIA CO CBSI3BIBAIOIIUMCS C HUM OEIKOM OOYCIIaBIMBAET €ro
BbIpaXeHHBIN 3 (hekT ceHcnbunmzanuu O0eTa-KJIETOK K IIIIOKO03€ M UX 3aIIUTY OT JeCeHCUOMIH3aun
U TIPEXKIEBPEMEHHOTO UCTOILICHUSI.

Dghdpexm nosviuenusa uyscmeumenbHOCMu MKAHEU K UHCYIUHY

I'mumenupun ycunuBaeT 3((eKkTbl HWHCYIMHA Ha IMOTJIOLIEHUE TIIIOKO3bl IMepupepUIeCKUMU
TKAHSIMH.

Hncynunomumemuyeckuii 3¢ghgpexm

'mamenupun obnagaer 3¢dexramu, mogo0HBIMU dPPeKTaM WHCYIMHA Ha MOTJIOMEHUE TIIFOKO3BI
nepuepuYeCKUMH  TKaHSMH H  BBIXOJ IJIFOKO3bI M3 TIeueHHW. [lOryolieHue TITFOKO3bI
nepuepuIeCKUMU TKaHSIMH OCYIIECTBIIICTCS IyTEM €€ TPAHCIIOPTAa BHYTPh MBIIICYHBIX KIETOK U
aJIMTIONUTOB. [JIMMENUPUI HEMOCPEACTBEHHO YBEIUYMBACT KOJMUYECTBO TPAHCHOPTHPYIOLIMX
TJIFOKO3y MOJICKYJI B TUTA3MEHHBIX MEMOpaHaX MBIIMICYHBIX KJICTOK W aJUIOIUTOB. [loBEIIICHHE
MOCTYIUICHUSI BHYTPh KIIETOK TJIFOKO3bI MPHUBOJUT K aKTHBALWHU TIIMKO3WIPOCHaTHIUINHOZUTOII-
cnenuduueckoi pocdonumnazer C. B pe3ynpTaTe 3TOr0 BHYTPHKJICTOYHAS KOHIICHTPAIIUS KaJbIUs
CHIDKACTCSI, BbI3bIBAsl YMEHBIIICHUE aKTUBHOCTH MPOTEUHKUHA3BI A, YTO B CBOIO OUEpe/lb IPUBOIUT
K CTHMYJISIIIHA METa0O0JIM3Ma TIIOKO3BI. [ TMMenMpu MHTHOMPYET BBIXOJ TITFOKO3bI M3 MEYCHH 32
C4eT  yBEJMYEHHUS  KOHIEHTpamuu  ¢Gpykro30-2,6-6uchocdara, KOTOphId  HHTHOUpYET
TITIOKOHEOTeHE3.

Brusnue na acpezayuro mp0M60L;um06

[uMenupu yMEHBIIAET arperaliio TpoMOOIUTOB IN VItro u in vivo. DToT 3G ¢eKT, mo-BUIUMOMY,
CBSI3aH C CEJICKTHBHBIM MHTHOMPOBAHUEM IMKJIOOKCHI'€HA3bl, KOTOpas OTBeyaeT 3a oOpa3oBaHME
TpoMOOKcaHa A, B&)KHOTO YHIOTCHHOIO (haKTopa arperaiuu TPOMOOIIMTOB.

Anumuamepoeennoe oeticmeue npenapama

FJ’II/IMGHI/IpI/I}I CHOCO6CTByCT HOpMaIM3aluu COACPKAHUA JIMIIUAO0B, CHHUKACT COACPKAHUC
MaJIOHOBOT'O aJIbZACTrnJia B KPOBHU, YTO BCACT K 3HAUYUTCIIbHOMY CHHUKXCHUIO IICPUKUCHOTO OKHUCIICHUA
JIUITUTOB. VY  KMBOTHBIX TIMMEnupua HOpUBOJUT K 3HAYMMOMY YMCHBUICHUIO 06pa3013aH1/1;1
ATCPOCKIICPOTHICCKUX OJISIIIICK.

Cruorcenue 6blPAINCEHHOCMU OKUCIUMENTbHO20 cmpecca

CHmKCcHUE BBIPAXKCHHOCTHU OKHUCIUTCIIBHOTIO CTpEcCcCa, KOTOpLIﬁ MOCTOAHHO TIPUCYTCTBYCT Y
ManuEHTOB C CaxXapHbBIM }II/Ia6eTOM 2 TuIa. FJ'II/IMGHI/IpI/Il] IMOBBIIIACT COACPKAHUEC DHAOICHHOIO O-
TOKO(I)CpOJ'Ia, AKTUBHOCTD KaTaJla3bl, INMTIOTATUOHIICPOKCHUAA3bl U CYIICPOKCUAAUCMYTA3bI.

Cepoeurno-cocyoucmule 3¢hghekmuol

Yepez  AT®-uyBCTBUTENIBHBIE  KalMeBblE  KaHajibl  (CMOTPM  BBIIIE)  NPOU3BOJHBIC
CyJab(OHUIMOUYEBUHBI TaKXKe OKAa3bIBAIOT BO3/AEHCTBHE Ha CEplIeYHO-COCYAUCTYIO0 cucremy. [lo
CPaBHEHUIO C TPAJAMIIMOHHBIMU TPOU3BOIHBIMU CYIb()OHUIMOYEBUHBI, TIUMEMUPHU]T OKA3bIBACT
JOCTOBEPHO MEHBIINNA 3(P(EKT Ha CcepAeYyHO-COCYAUCTYIO CHUCTEMY, YTO MOXKET OOBACHATHCA
crenupuIeckod MPHUPOION €ro B3aMMOACHCTBHS CO CBS3BIBAOIIMMCA ¢ HUM Oenkom AT®-
YYBCTBUTEJIbHBIX KAJIMEBBIX KAHAJIOB.
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DddexT rmumenupua sBIsSeTCs J0303aBUCUMBIM H BOCTIPOU3BOAUMEIM. DH3uoI0ornyecKas peakius
Ha (PU3MYECKYIO Harpy3Ky (CHM)KEHHE CEKPEllMU HHCYIUHA) TIPU IPUEMe TITMMENUpPHIa COXPaHSIeTCs.

OTCyTCTBYIOT JOCTOBEpHBIE pa3inuus B 3((ekre B 3aBUCHMOCTH OT TOTO, OBLII MPUHST Ipernapar 3a
30 MUHYT 10 €/1bl WJIM HEMOCPEACTBEHHO Nepesl €0, Y MalueHTOB ¢ caXapHbIM 11abeTOM MOXKHO
JOCTHTaTh JTOCTATOYHOTO METabOJIMYECKOrO KOHTPOJs B TedyeHHEe 24 4YacoB IMPH OJHOKPATHOM
npueMe Impemnapara. B KIMHUYECKOM wucchnenoBaHuu y 12 u3 16 mamueHToB ¢ MOYE€YHOH
HE/IOCTaTOYHOCTBIO (KJIMpEeHC KpeaTnHuUHa 4—79 MiI/MUH) Takke ObT AOCTHTHYT JOCTaTOYHBIN
MeTa0O0INYECKUI KOHTPOJIb.

Kombunuposanuas mepanusi c memegpopmurom

VY nHanueHToB ¢ HEIOCTATOYHBIM METa0OJUYECKHMM KOHTPOJIEM MpPU MPUMEHEHUU MaKCUMAalIbHON
7036l TIUMENHUpPUIA, MOXKET OBITh Hadara KOMOWHHMpOBAHHAs Tepamus TIUMEIUPHIOM U
MeThopMUHOM. B NByX wHCClneIoOBaHUAX NpU MPOBEIECHUU KOMOMHHUPOBAHHON Tepamuu ObLIO
JIOKA3aHO YJIy4IlIEeHnE META0OIUIECKOTO KOHTPOJIS 110 CPABHEHUIO C TAKOBBIM IPH JICUEHUHN KaXIbIM
U3 3TUX IMPEnapaToB B OTAEIHHOCTH.

Kombunuposannas mepanus ¢ uncyiurom

VY naueHToB ¢ HeI0CTaTOYHBIM METa00INUYECKUM KOHTPOJIEM ITPU IPUMEHEHUH MaKCUMAJIbHBIX /103
TIIMMETIHpHIa MOKET OBITh HauaTa OJHOBPEMEHHas Tepamus MHCyTuHOM. [lo pesynbpratam IBYX
UCCIICIOBAaHUM NPU TPUMEHEHUU 3TOW KOMOMHAIMM JOCTUraeTCs TaKoe K€ YIydlleHHe
MeTab0IMUECKOr0 KOHTPOJIS, KaK M IMPU MPUMEHEHUU TOJbKO OJHOIO HMHCYJIMHA; OJHAKO, NpU
KOMOMHUPOBaHHOH Tepanuu Tpedyercs 0ojiee HU3Kas 1032 UHCYJIMHA.

€T

Hmeercst HEOCTATOYHOE KOJIMYECTBO JAHHBIX 1O JOJATOCPOYHOH 3(h(heKTHBHOCTH U O6e301acHOCTH
IIPUMEHEHHs IIperapara y JeTei.

5.2. dapmakoKUHEeTHYECKHUE CBOIiCTBA

AOGcopOrus

[Tpu MHOTOKpaTHOM MpUeMe TIIMMENUpPUIa B CYTOYHOM 7103 4 MI' MaKCUMaJIbHasi KOHIIGHTPALUs B
chIBOPOTKE KpOBU (Cmax) JOCTUTAETCS MpUMEPHO uepe3 2,5 u u cocrasinsgeT 309 ur/mi. CymiecTByer
JIMHEWHOE COOTHOLIEHHWE MEXKIY [JO030H M MaKCUMaJIbHOW IUIA3MEHHOM KOHILICHTPALMEH
rinaMenupuia (Cmax), a TaKkKe MEXKIY J030M U IUIOLIA/bIO MOJ KPUBON «KOHIIEHTpALMs — BpEMSI»
(AUC). Ilpu mpueme BHYTpb MIMMENHPHIA €ro abCOMOTHAS OMOIOCTYIMHOCTD SIBIISICTCS TOJTHOM.
[Ipyem mnumom HE OKa3blBae€T CYIIECTBEHHOIO BIMSHHUS Ha aOcopOuMio, 3a HCKIIOUEHUEM
HE3HAYUTENIBHOTO 3aMEJIEHUS €€ CKOPOCTU

Pacnopenenenne

Jnsg  rnuMenupuua XapakTepeH OueHb HHU3KMM o0beM pacmpeaencHus (okono 8,8 1),
MPUOTU3UTEIFHO PaBHBIA 00BEMY paclpeielieHus] aTbOyMUHA, BBICOKAs CTEIICHb CBSI3BIBAHHUS C
6enkamu 11a3Mel (6oee 99%) u HU3KHA KIMpeHc (0Koo 48 MII/MUH).

buorpancdopmars

I'mumenupu MeTabomu3upyeTcs B IeYeHHu (IJ1aBHbIM 00pa3oM npu yuactuu uzopepmenra CYP2C9)
c o00pa3oBaHHEM [JIByX METa0OJIMTOB - THIPOKCWIMPOBAHHOIO M KapOOKCHIMPOBAHHOIO
MIPOU3BO/IHBIX, KOTOPBIE OOHAPYKUBAIOTCS B MOYE U B KaJIe.

OIMMUHAIHS
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— Yepe3 KUIIeYHUK. Hen3MeHeHHbIN TTUMENUpH] B MO4e He 0OHApY>KUBAETCSL.

Cpennnii nepuon nonyBbiBeaeHus (T12), onpenensieMblii MO CHIBOPOTOYHBIM KOHIIEHTPALUAM B
YCIOBHSIX MHOTOKPATHOTO NpUEMa MpenapaTa, COCTaBisieT npubnmusurensHo 5—8 u. [Tocie npuema
BBICOKHX J[03, OTMEUAEeTCsl He3HAUUTEIbHOE yBenudeHue T1/.

Cpennnii Ti2 THAPOKCHWIIMPOBAHHOTO U KapOOKCHMIMPOBAHHOTO META0OJIMTOB TIIMMEMUPHIA
cOCTaBJIAET 3—5 U 5—6 4, COOTBETCTBEHHO.

['mumenupu NPOHUKAET B IPYIHOE MOJIOKO M Yepe3 IJIaleHTapHbIA 6apbep.

CpaBHeHHE OJHOKPATHOTO U MHOTOKPATHOTO (OJIMH pa3 B CYTKH) IpHeMa TITUMENUpPU/Ia HE BbISIBUIIO
JIOCTOBEPHBIX pa3iuuvii B (apMaKOKMHETHUECKUX IMOKA3aTeNsX; HAOII0AaeTCs UX OYCHb HU3Kas
BaprabeIbHOCTh MEXK/y Pa3HBIMU MallMeHTaMU. 3HAUMMOE HAKOIJICHUE TIperapara OTCYTCTBYET.

dapMaKOKMHETUYECKUE TTapaMeTPbl CXOHBI Y NAIMEHTOB PAa3HOIo I10JIa U Pa3IMYHbIX BO3PACTHBIX
IpyIIL.

Oco0ble rpynIbl MalueHTOB

Toueunas neoocmamoynocme

VY MmanMeHToB ¢ HAPYHMICHUSAMHU (PYHKIIUH MOYEK (C HU3KUM KIMPEHCOM KpEeaTHHHHA) HAOIIoaaeTcs
TEHJICHLUS K YBEJIIMYEHUIO KIMPEHCA MIIMMENUPHUIA U K CHIXKEHHUIO €r0 CPeHUX KOHILIEHTpalul B
CBIBOPOTKE KPOBM, YTO, IO BCEHl BEPOSATHOCTH, OOYCIOBJIEHO 00Jee OBICTPHIM BBIBEJECHUEM
mpenapaTta BcejencTBUE Oojee HU3KOrO CBSI3bIBaHUS ero ¢ OenkoM. Takum obOpaszom, y AaHHON
KaTerOpUM NalMEHTOB OTCYTCTBYET JOIIOJIHUTENIBHBIA PUCK KYMYJISILIUY IIperapara.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Hepeqeﬂb BCIIOMOraTeJIbHbIX BCIICCTB

I'mumenupun Kanos, 1 Mr, TaOJIETKH.

Kanpuus runpodocdara nuruapar
Kpockapmeriosa HaTpus
Kpaxman kykypy3HbIi

MannuTton

Maruus creapat

ITosBugon K-30

T'imumermmpun Kanon, 2 mr, TabJIETKH.

Kanpius ruapodocdara nuruapar
Kpockapmennosza Hatpust
Kpaxman kykypy3HbIii

MannuTOoN

Marnus creapar

ITosunmon K-30

T'mumenupun Kanos, 3 mr, TaOJIETKH.

Kanpuus runpodocdara nuruapat
Kpockapmemnnosa HaTpus
Kpaxman kykypy3HbIi
Mannurton
13
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Maruus creapat

IMoBunon K-30

I'mumenupun Kanos, 4 Mr, TaOJIETKH.

Kaneius runpodocdara nuruapar
Kpockapmennosa HaTpust
Kpaxman kykypy3HbIi

MannauTON

Maruus creapat

IToBumon K-30

6.2. HecoBMmecTUMOCTH

He npumenumo.

6.3. Cpok roaHocT (CpOK XpaHeHHs)

3 rona.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPH XPAHEHHH

[Tpu Temmnieparype He Bbiie 25 °C BO BTOpUYHON YIIaKOBKE (MTaYKe KaPTOHHOM).
6.5. XapakTep u cogep:kaHue YNAKOBKHU

I'mumenupun Kanos, 1 Mr, TaOJIETKH.

ITo 10, 20 unu 30 TabnaeTOK B KOHTYPHYIO SIMEHKOBYIO YIAKOBKY U3 IJIEHKU MMOJMBUHUIXJIOPUIHON
i twienku [IBX/TIBJIX u ¢onbru amoMHUHUEBOH e4aTHON JTaKMPOBAHHOM.

ITo 1, 3, 6 KOHTYPHBIX STYEHKOBBIX YNMaKoOBOK 1o 10 TabmeTok miu mo 3, 5 KOHTYPHBIX STYEHKOBBIX
ymakoBok 1o 20 tabnerok, wiu mo 1, 2, 3, 4 KOHTYPHBIX SYEHKOBBIX ymakoBKu 1o 30 TabieTok
BMECTE C JTUCTKOM-BKJIQIBIIIIEM TIOMEIIAIOT B MAYKy U3 KapTOHA JJIsi MOTPEOUTETHCKON Taphl.

I'mumenupun Kanos, 2 Mr, TaOJIETKH.

ITo 10, 20 nnu 30 TabnaeTOK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY M3 IJICHKU MOJIMBUHUIXJIOPUAHON
i tienku [IBX/TIBAX u ¢oibru amoMiUHUEBOH e4aTHON JTaKMPOBAHHOM.

ITo 1, 3, 6 KOHTYPHBIX STYEHKOBBIX YNMaKOBOK 1o 10 TabmeTok miau mo 3, 5 KOHTYPHBIX SYEHKOBBIX
ymakoBok 1o 20 tabnerok, wiu mo 1, 2, 3, 4 KOHTYpHBIX SYEHKOBBIX ymakoBkH mo 30 TabieTok
BMECTE C JTUCTKOM-BKJIQIBIIIIEM TIOMEIIAIOT B TTAYKY M3 KapTOHA /IS MOTPEOUTETHCKOM Taphl.

T'mumenupun Kanos, 3 mr, TaOJIETKH.

ITo 10, 20 unu 30 TabnaeTOK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY M3 MJICHKU MOJMBUHUIXJIOPUIAHON
i twienku [IBX/TIBIX u Gonbru amoMHUHUEBOH e4aTHON JTaKMPOBAHHOM.

ITo 1, 3, 6 KOHTYPHBIX SYEHKOBBIX YHMaKoBOK 1Mo 10 TabmeTok wiau mo 3, 5 KOHTYPHBIX STYEHKOBBIX
ymakoBok 1o 20 tabnerok, wiu mo 1, 2, 3, 4 KOHTYPHBIX SYEHKOBBIX yMakoBKH Mo 30 TabieTox
BMECTE C JTUCTKOM-BKJIQJIBITIIIEM TIOMEIIAIOT B TIAYKy W3 KapTOHA JJIsi MOTPEOUTETHCKON Taphl.

T'mumenupun Kanos, 4 Mr, TaOJIETKH.

ITo 10, 20 unu 30 TabnaeTOK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY M3 MJICHKU MOJMBUHUIXJIOPUAHON
i twienku [IBX/TIBIX u Gonbru amoMHUHUEBOH e4aTHON JTaKMPOBAHHOM.
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ITo 1, 3, 6 KOHTYPHBIX SYEHKOBBIX YIMAaKOBOK 1Mo 10 Ta6IeTOK: Q}r}/rr;@g'SEkB%x 'y éﬁ'}tlbialf}lk

yrnakoBok 1o 20 tabnerok, uiu 1o 1, 2, 3, 4 KOHTYPHBIX SYCHKOBBIX ymakoBKu 1o 30 TabieTok
BMECTE C JIUCTKOM-BKJIQJIBIIIIEM TIOMEIIAIOT B MIAYKy M3 KapTOHA JJIsl TOTPEOUTETLCKON TapHhl.

6.6. Ocodble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3AUUH MCIOJIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara WJid OTX0J0B, IOJYYeHHBIX IoOcJie NMPUMeHEeHHs JeKAPCTBEHHOro mnpenapara, u
Apyrue MAaHUMYJISIIMHU € MIPeNnapaTomM

Oco0blie TpeOOBaHMS OTCYTCTBYIOT.
7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUSA

Poccuiickas @enepanus

3A0 «KanoHdpapma npoJaKIIH»

141100, MockoBckas 0011, r.0. Ll{énkoBo, r. Ll{é€nkoBo, yi. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

OnexrpoHHas noura: safety@canonpharma.ru

7.1. IlpeacraBuTeNb AEpKATE/IS] PETHCTPAIMOHHOIO YA0CTOBEPEeHUs!

IIpeTen3umn HOTDCGHTeHCﬁ HAaITpaBJIATh 11O aAPECy.

Poccuiickas @enepanns

3A0 «KaHoHdapma MpoJaKIIH»

141100, MockoBckast 00u1., T.0. lIlénkoBo, r. LlénkoBo, yi. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

OnektponHas mouta: safety@canonpharma.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

JITT-Ne(006632)-(PT-RU)

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
JlexapcTBeHHBIN Npenapat OTHOCUTCS K KaTErOpUU OTITYCKa IO PELenTy.
OOmias xapakTepucTUKa JieKapcTBEeHHOro mnpenapata [numenupua KanoH pocTynHa B eAMHOM
peecTpe 3aperucTpupOBaHHBIX JIEKAPCTBEHHBIX CPeICTB EBpazniickoro 3KOHOMHUYECKOI0 COI03a U Ha

ouIMaTEHOM canTe YIOJIJHOMOYEHHOTO oprasa (axcrepTHOM OpraHHu3aIiH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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