COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 17.07.2023 N= 13403

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBERHOTO TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Awmapwui, 1 Mr, TableTku

Awmapui, 2 Mr, TaOJIETKH

Awmapui, 3 Mr, TabJIeTKH

Awmapmui, 4 Mr, TaOJIeTKH

2. KAUECTBEHHbBIA U KOJIMYECTBEHHbII COCTAB
JlelicTBytol1I€€ BEMIECTBO: IITUMEIUPHIL.

Awmapwui, 1 mr, Ta0JIeTKn

Kaxxnas Tabnerka cogepkut 1 Mr rmuMenupuia.
BcrnomorarenbHble BelecTBa, HaM4YKUE KOTOPHIX HAJO0 YUYUTHIBATh B COCTAaBE JIEKAPCTBEHHOTO
npernapara: JJakTo3bsl MoHoruapar — 68,975 mr (cMm. pasznen 4.3, 4.4).

Awmapui, 2 Mr, TaOJIETKHA

Kaxxnas TabneTka conep uT 2 Mr TIIMMETTHPU/IA.
BcnomorarenbHble BellecTBa, HaJUYME KOTOPBIX HAJO YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
mpernapara: JJakTo3sl MoHoruapar — 137,2 mr (cM. pasaen 4.3, 4.4).

Awmapwi, 3 Mr, TaOJIETKHA

Kaxxnas TabneTka conep uT 3 Mr TIMMENHpU/IA.
BcnomorarenbHble BellecTBa, HaJIUYME KOTOPBIX HAAO YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
mpernapara: JJakTo3sl MoHoruapar — 136,95 mr (cMm. pasznen 4.3, 4.4).

Awmapwni, 4 mr, TaOJIETKHA

Kaxxnas TabneTka conep uT 4 Mr rIMMETTHPU/IA.
BCHOMOFaTe.HBHBIe BCIICCTBA, HAJIMYUC KOTOpBIX Haa10 y‘II/ITBIBaTI: B COCTaBC HeKapCTBeHHOI‘O

mpernapara: JJakTo3sl MoHoruapar — 135,85 mr (cm. pasznen 4.3, 4.4).

[TonHbIl TepeyeHb BCIIOMOTaTENbHbBIX BEIIECTB MPUBENICH B pa3aene 6.1.
3. JEKAPCTBEHHAS ®OPMA
Tabnerkn.

Awmapwui, 1 mr, Ta0JIeTKHn

TabyeTku pO30BOTO MBETA, MPOAOITOBATHIE, TUIOCKUE C Pa3ICTUTEILHON PUCKOM Ha 00erX
cropoHax. ['paBupoBka NMK u ctunmnsoBanHas «/h» Ha AByX CTOpOHAX.

Awmapui, 2 Mr, TabJIETKH
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TabneTku 3e1eHOro 1[BeTa, MPOJI0JITOBATHIE, MIQCKHUE C Q-Q;'g_'&ﬂ%%%TEE%BB%'E }

cropoHax. ['paBupoBka NMM u ctunuszoBaHHast «/» Ha IByX CTOpOHaX.

Awmapwui, 3 Mr, TaOJIETKHA

TabseTku 0J1eTHO-KENTOTO IIBETa, IPOI0JITOBAThIC, TIFIOCKUE C Pa3ACIUTEILHON PUCKOM Ha
obenx croponax. ['paBupoBka NMN u cTuinmn3oBaHHas «/h» Ha ABYX CTOPOHAX.

Awmapui, 4 Mr, TabJIETKH

Tabserku roay0o0ro 1BeTa, MPOI0JIrOBaThIC, INTIOCKUE C PA3EUTEIIbHON PUCKON Ha 00enx
cropoHax. ['paBupoBka NMO u cTuinn3oBaHHas «/» Ha IBYX CTOPOHAX.

4. KIMHUYECKHUE JAHHBIE

4.1 Iloxka3zaHusl K IPMMEHEHUI0

Caxapnpiii auaber 2 Tuma (B MOHOTEpAllMM WJIM B COCTaBE KOMOMHHPOBAHHOW TEpaluu C
MeT(GOPMUHOM WM MHCYJIMHOM) B JOIOJIHEHHE K JUeTe, PU3NYECKON Harpys3ke U CHIKEHHUIO
Macchl Tena.

4.2 PeskuM 103MPOBAaHUS H CIIOCO0 NPHUMEHEHHA

Kak npaBuno, no3a mpenapara AMapuil ONpEAesseTcsl LEeNIeBOM KOHLEHTpaluenl TIIIOKO3bl B
KpoBH. Jlo/KHA MPUMEHSTHCS HAMMEHbIIAs 71032, 10CTaTOYHAs 711 JOCTUKEHHS] HE0OXOAMMOr0

MeTa00JIUYECKOro KOHTPOJIA.

Bo Bpems nedenus mpenapatoM AMapui HEOOXOIUMO PETYIISPHO ONPEACIATh KOHIEHTPALHIO
IJIIOKO3bl B KpoBU. Kpome 5TOro, pekoMEHAYeTCsl peryisipHbII KOHTPOJb 3a YPOBHEM

TJIMKUPOBAHHOT'O reMOTJIOOHHA.

Bpems npuema mpemnapata AMapwil M pacHpelesIeHHe J03 B TE€UEHHE IHS YCTaHaBIMBAaeTCA
BpauoM, B 3aBHCHMOCTH OT 00Opa3a >KM3HM MaIMEeHTa B JaHHOE BpeMs (BpeMs NpHeMa IHIIH,

KOJIMYECTBO (PU3MUECKUX HATPY30K).
OOBIYHO JOCTATOYHO OJHOKPATHOTO MpHEMa Mpernapara AMapuil B TCYCHHE CYTOK.

Pexomenayercsi, uToOBl BCA [03a mpemnapaTa AMapuil NPUHUMAaIach HEMOCPEICTBEHHO Iepen
MOJTHOLIEHHBIM 3aBTPaKOM WJIM B CiIy4ae, €ClId OHa He ObUla NpHUHATA B 3TO BpeM,

HEMOCPEACTBEHHO Mepe]] EPBbIM OCHOBHBIM IPUEMOM IHIIIH.
OdeHb BaXKHO TOCIIE TpHeMa MpernapaTa AMapuil He MPOIYyCKaTh MPUeM MHUIIIH.

Tak kak ydydmieHHe MeTabOJIMYECKOro KOHTPOJIA — acCOLMUPYETCS C  TOBBIIICHHEM
YyBCTBUTEIBHOCTH K MHCYJIMHY, B XOJ€ JICYEHUS MOMKET CHIDKAThCS MOTPeOHOCTh B
rnumenupuae. s Toro uroObl n36exaTh pa3BUTHS TUIOTTIMKEMUH HEOOXO0JMMO CBOEBPEMEHHO

CHIDKATh JI03bI WIIM MIPEeKpallaTh MpUeM Ipernapara AMapuil.

CocTosiHUS, TPU KOTOPBIX TaKkKe MOXKET MOTPeOOBATHCS KOPPEKIIMS 1035l IIUMENUPUAA:
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- UIBMCHCHHUC MAaCChI TCJIa ITallUCHTA,

- IBMCHCHUA 06p3321 KHU3HU ITanucHTa (I/I3MeHeHI/I€ AUCTBI, BpCMCHU IIpHUEMa MU, KOJINYCCTBA

(bU3HYECKUX HArPy30K);

- BOBHMKHOBEHHE JPYTUX (PaKTOPOB, KOTOPHIE MPUBOAAT K MPEAPACIOIOKEHHOCTH K Pa3BUTHIO

TUTMIOTJIMKEMUH WM TUNIEPTIuKeMun (cM. pasnen 4.3).

PexxuM no3upoBaHusg

Hauanvnas 0o3a u noobop 0ozl
Hauanenas no3a cocrasnsier 1 mr rmumenupuaa 1 pa3 B CyTKH.

[Tpr HEOOXOAMMOCTH CYTOUYHAsI J]03a MOXKET OBITh MOCTENEHHO (C MHTepBajiamMu B 1-2 Hemenn)
yBennueHa. PekoMeHJyeTcs YBETMYEeHHE J03bl MPOBOIAUTH TMOJ PETYISPHBIM KOHTPOJIEM
KOHIICHTPAIIUH TJIFOKO3BI B KPOBU M B COOTBETCTBHH CO CJICAYIOIINAM IIIarOM IOBBIIICHUS J035I: 1

MT - 2 MT - 3 MT - 4 Mr -6 mr (-8 mr).
Juanazon 003 y nayuenmos ¢ Xopouio KOHMpoIUpyemviM caxapHvim Ouabemom

OOBIYHO eXeTHEeBHAS /1032 Y MAIMEHTOB C XOPOIIO KOHTPOJIHPYEMBIM CaXapHBIM TUA0ETOM
cocraBisieT 1-4 mr rmumenupuaa. ExxeqneBras no3a 6osee 6 mr sBisercs 6onee 3G PpexTUBHOMI

TOJIBKO Y HEOOJIBIIION0 KOJIUYECTBA IMaIUuEHTOB.
HpOdOJZOfCMmeﬂbHOCWIb Jle4eHUus
JleueHue TIIMMCTIUPUIOM 0OBIYHO MMPpOBOAUTCA JJIUTCIIBHO.

Ilepesoo nayuenma c npuema 0py2020 2UNO2NUKEMUYECKO20 cpedcmaa Ol npuema 6Hympb Ha

npuem npenapama Amapun

He cymectByeT TOYHOrO COOTHOLIEHUS MEXAY J03aMM IIpernapata AMapwil W JIpYyTux
TUIONIMKEMUUYECKUX CPEICTB AJIs IpueMa BHyTpb. Koraa qpyroe runoriinkeMMuecKoe CpeaicTBO
JUIS TIpUeMa BHYTPb 3aMEHsIeTCsl Ha mpernapaT AMapuil, peKOMEHIyeTcs, YTOObl mpoleaypa ero
HazHauyeHMs ObLIa TaKoil ke, Kak MpH NMepBOHAYaIbHOM Ha3HAYeHHUH Npernapata AMapui, TO €CTh
JI€YEeHNE JOJDKHO HAUYMHATBHCS C HAdalbHOM J03bl 1 Mr (Jaxke B TOM cllydae, €Clid NalueHTa
IEpeBOJAT Ha IHpenapar AMapwil € MaKCHUMaJbHOM [103bl JAPYroro TUIOTIMKEMHUYECKOIO
npenapaTta A npuema BHYTpb). JIro6oe MoBbIlIeHHE J03blI CIAEAYeT MPOBOAUTH MOITAIHO C

YUYE€TOM pCaKIH Ha INIUMEIMMUPUA B COOTBETCTBUU C IPUBCACHHBIMHU BBIIIC PCKOMCHAAIIUAMMU.

HeoOxoguMo  yuuTHIBaTH CHWIIy H  TPOJODKUTEIBHOCTH d(QeKxTa MNpeamecTBYOmero

THIIOTTIMKEMHUYCCKOro CpeacTtBa Jid INpHeMa BHYTPb. Moxet HOTp€6OBaTBC}I BPCMCHHOC
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MOJKET YBEIUYUTh PUCK PA3BUTHUS TUIIOTIUKEMHUH.
Ipumenenue 6 kombunayuu ¢ memgpopmunom

Y m[anuMeHToB € HEAOCTATOYHO KOHTPOJUPYEMBIM CaXapHbIM IuUAa0ETOM IMpH IpHUeMe
MaKCUMAaJbHBIX CYTOYHBIX 103 WM TIUMENHPUAA, WIH METPOPMHUHA MOXKET OBITh HAYaTO
JeyeHre KoMOMHAIMen 3TuX ABYyX mpenaparo. [Ipu 3ToM mpoBoauBIIeecs: paHee JIEUYSHUE WU
TIIMMETTUPHUIOM, UM METQPOPMUHOM IMPOJOJIKAETCS B TOHM K€ J103€, a JOMOJIHUTEIbHBIA TpUeM
MeT(hOpMHHA WIH TNIMMENUpPHIa HAaUWHAIOT ¢ MUHUMAJIbHOM J103bI, KOTOpas 3aT€M TUTPYETCS B
3aBUCUMOCTH OT IIEJICBOIO YPOBHS METa0OJMYECKOT0 KOHTPOJS BIUIOTH JO0 MaKCHMAJIbHOM
CyTO4HOH 103bl. KoMOMHUpOBaHHas Tepamnus AOKHA HAYMHATHCS MOJ CTPOTHM METUITUHCKUM

HaOJIIOJEHUEM.
Ipumenenue 6 KomOUHAYUU C UHCYTUHOM

[TanimeHTaM C HENOCTaTOYHO KOHTPOJUPYEMBIM CaxapHbIM JIuabeToM TMpH  TpueMe
MaKCUMAaJIbHBIX CYTOUHBIX /103 TJIMMENHUPHIA MOXKET OBITh OJHOBPEMEHHO HAa3HAYEHO BBEJICHUE
MHCyJIMHA. B 3TOM cilydae, Ha3HA4YE€HHAs MAUEHTY 103a MIMMENHUPUIA, OCTACTCS HEM3MEHHOM.
IIpu 5TOM J€YEHME MHCYIMHOM HAaUYMHAETCS C HU3KUX [103, KOTOPBIE ITOCTENEHHO MOBBIIIAIOTCSA
MOJl KOHTPOJIEM KOHIIGHTpAllUU TJIOKO3bl B KpoBU. KomOuHupoBaHHOE jeuyeHHe Tpedyer

THIATETLHOTO METUITUHCKOTO HAOTIOICHHUS.
IIponyck npuema npenapama, ouwudbKU npu npueme npenapama

HenpaBunbHblii mpueM npenapara, HalpuMmep, IPOIYCK MpUemMa O4epeaHON 103bl, HUKOT/Aa HE

JI0JKEH BOCHOJHATHCS MyTEM MOCIEAYIOIEro IpruemMa 0oJiee BHICOKO JT03BI.

JleWicTBUS TNalMeHTa NpU OIIMOKaxX MNpH IpHeMe mpernapara Amapuwil (B YaCTHOCTH, MpH
HPOITYCKe NMpHUeMa 0YePEIHOMN 036l HIIH IPH MPOITYyCKe MPHEMa IHIIN), WM B CUTYaIHsIX, KOT/Ia
HET BO3MOYKHOCTH TIPHHSTH MpENapar, IODKHBI OOrOBapHBaThCS MALIEHTOM H BPadoM
3a0J1arOBpEeMEHHO.

Oco0ble rpynIbl MalueHTOB

Ilayuenmul ¢ Hapyuenuem ynKyuy novex

Hmeercss orpaHndeHHOE KOJIMYECTBO MH(POPMALUMU MO HCHOJIB30BAHUIO IIpenapara Amapui y
MAIMEHTOB C MOYEYHOW HEJ0CTaTOYHOCThIO. [1anenThl ¢ HapymeHHOH (PyHKIMEH MoYeK MOTYT

OBbITH OOJIee YyBCTBUTENBHBI K TUIOTTIMKEMUYEcKOMY 3¢ ¢dekTy rnumenupuia (cMm. pasaenst 4.3,

5.2).

Ilayuenmul ¢ Hapywenue hynkyuu neyeHu
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MEYCHOYHON HETOCTAaTOYHOCTH (cM. pazaen 4.3).

€TH

JIaHHBIX IO TPUMEHEHUIO Mpenapara AMapuiy AeTell HeJOCTaTOYHO.

Cnoco0 mpuMeHeHus

TabneTku MPUHUMAIOT, HE Pa3KeBhIBas, 3aMBAs JOCTATOUYHBIM KOJMYECTBOM JKUIKOCTH (OKOJIO
0,5 crakana). I[Ipu HEeoOXoAMMOCTH TaOJETKH MOTYT OBITh pa3/elieHbl BJOJb PHUCKH Ha JIBE
paBHBIC YaCTH.
4.3 [IpoTBONOKA3aHUA
e [UnepYyBCTBUTENHHOCTD K TIMMEMUPUITY, IPYTUM TMPOU3BOIHBIM CYJIb(OHUIMOUYEBUHBI,
IpyruM Ccynb(QaHUIaMUJAHBIM TIperapaTaM HWiId K JI000My €3 BCIIOMOTAaTEIbHBIX
BELIECTB, IEPEUNCIIEHHBIX B pa3aene 6.1.
e (Caxapnbiii quadeT 1 Tuma.
e J[mabeTnyeckuii KETOAIMI03, THa0eTHIECKas MPEKOMa U KOMa.
o Tsxenpie HapymeHuss (YyHKOUKM Te4eHH (OTCYTCTBHE  KIMHHYECKOTO  OMBITa
IIPUMEHEHUS]).
e Tspkenble HapymieHUss (YHKIMU TOYEK, B TOM YHKCIE, y TAIMEHTOB, HAXOMASIIUXCS HA
remMoauanuse (HeA0CTaTOYHOCTh OIbITa KIIMHUYECKOTO MPUMEHEHHUS).
e bepemMeHHOCTD.
e [lepuon nakramumu.
e JleTckuii Bo3pacT (HEIOCTATOYHOCTH OIBITA KIMHUYECKOTO IPUMEHECHHS).
e Penkue HacieaCTBEHHbIE 3a00NieBaHMs, TaKW€ KaK HEMEPEeHOCHUMOCTh TallaKTO3Hl,
HEJ0CTAaTOYHOCTD JIaKTa3bl WU TII0K030-TalakTo3Has MaibadcopOLus.
4.4 Oco0ble yKka3aHusi 1 MepbI PeI0CTOPOKHOCTH NPHU NPHUMeHeHHH

C 0CTOPOKHOCTBIO

e B nepBbic Hepeny aeueHUs (MOBBIIIEHHBIA PUCK PA3BUTHUS TUIOTIIMKEMUHN ).

e [lpu Hamuuuu (aKTOPOB pHCKA ISl Pa3BUTUS THIOTTUKEMHH (MOXKET MOTPeOOBaThHCS
KOPPEKLHUs 103bI TIIMMENUPUIA WIH BCEH Teparun).

e [Ipu uHTEpKYppEHTHBIX 3a00JICBaHUAX BO BpeMs JICUEHUS WIM IPU W3MEHEHHH oOpasza
KNU3HU IMalIUuCHTOB (I/I3MGH€HI/I€ AUCTBI WU BPCMCHU IpHEMa MNUIIH, YBCIWUCHUC WU
yMEHbIIIeHUE (PU3NYECKON aKTUBHOCTH).

e [lpu HEMOCTATOYHOCTH TIIOK030-6-(hochaTmeruaporeHasspl.
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e Jlpu HapylIEHHAX BCAChIBaHUSA UL

KHIICYHOM TPAKTC (KI/IH_IG‘IHEUI HCIIPOXOAUMOCTD, ITape3 KI/IH_IGLIHI/IKa).

Oco0ble yKa3zaHus

Bpemenusiii nepesoo na uncyrunomepanuto

B 0COOBIX KIMHHYECKMX CTPECCOBBIX COCTOSHUSIX, TaKMX Kak TpaBMa, XHPYpPrHUECKHUE
BMEIIATENbCTBA, WHGEKIHHU, TMpoTekammue ¢ (GeOpuIbHOi TemmepaTypoil, BO3MOXKHO
YXyAIIEHHE METa0OIMYEeCKOro KOHTPOJIA Y MAIMEHTOB C CaxapHBIM TUa0ETOM, U UM MOXKET
noTpeOOBaThCsl BPEMEHHBIN IEPEeBOJ] Ha MHCYJIWHOTEPANHUIO ISl TOAJEPKAHHS aJCKBATHOTO

MeTa00JIMYeCKOT0 KOHTPOJIS.
Tunoznuxkemus

B MEPBLIC HCACIHN JICUCHUA MOXKCT BO3pAaCTaTh PUCK Pa3BUTUA THIIOTTIMKCMUHA U ITO3TOMY B 3TO

BpeMs TpedyeTcsi 0COOCHHO TIIATENbHBIA KOHTPOJIb KOHIEHTPALMHU TIIOKO3bI B KPOBH.
K daxTopam, criocoOCTBYIOMNUM Pa3BUTHIO TUIIOTIIMKEMHH OTHOCSATCS:

® HEXEJlaHWE WM HECIOCOOHOCTh mareHTa (0osee yacTo HaOI0A0MAsICs Y MallieHTOB
MOKUJIOTO BO3PACTa) K COTPYAHUUYECTBY C BpauoM;

e HEJOeNaHue, HEPETYJISIPHBIN IPUEM MUY WX IIPOIYCKU IPUEMa MHILH;

® U3MEHEHHE JUETHI;

e nucOanmaHc MeXAy GU3NIECCKUMH Harpy3KamH U MOTPEOJICHUEM YTJIEBOJIOB;

e ynoTpebieHue aKorois, 0COOEHHO B COUETAaHUH C MPOIyCKaMu IpUeMa MUIIIH;

® TSDKEJbIC HapyIIeHUs! PYHKINU TTOYEK;

® TSDKEJble HapylIeHUs (QYHKUMU TedeHH (y MalMeHTOB C TSOKEIBIMH HapYLICHUSMHU
(GyHKIMM TI€YeHW TOKa3aH MEepeBOJ Ha HHCYJIMHOTEpAIuio, IO KpaiHed wmepe, 10
JOCTUKECHHSI METa0OJIUIECKOTO KOHTPOJIS).

e [epel03UPOBKA IITUMENUPUIA;

® HEKOTOpbIE JICKOMIIGHCHPOBAaHHBIE DJHJIOKPHUHHBIE  PACCTPOWCTBA,  HAPYIIAIOIIHE
YTJIEBOAHBIN OOMEH WM aJJpEHEPrHUECKYI0 KOHTPPETYIISAILHUIO B OTBET HA TUIIOTIIMKEMUIO
(HampuMep, HEKOTOpPbIe HAapyIIEHUS PYHKLINHU IIUTOBUIHOM JKeJIe3bl U MepeIHEro OTAea
runodusa, HeJOCTATOYHOCTh KOPHI HAAIIOUYEYHHUKOB);

® OJIHOBPEMEHHBIN MPHUEM HEKOTOPBIX JIEKAPCTBEHHBIX CPEACTB (CM. pazaen 4.5);

® [pUEM IIIUMENUpUAa MPU OTCYTCTBUU MOKA3aHUH K €ro IpUeMy.

B cnyyae Hanuuus BbIIIENEPEUNCIEHHBIX (PaKTOPOB PUCKA JJISL PAa3BUTHS TUIIOTIIMKEMUU MOXKET

noTpebOoBaThCA KOPPEKIUsS N03bl MIIMMENHUpUAa WIA BCeM Tepamuu. JTO TakkKe OTHOCHUTCS K
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BO3HUKHOBEHHUIO MHTEPKYPPEHTHBIX 3a00s1eBaHUN_BO B e e T A3Me et ﬁ';')%-{_)ma

KH3HU ITalITMCHTOB.

CUMIOTOMBI THITOTIIMKEMHH, OTPaXKAIOIIUE aJPEHEPTHYECKYI0 KOHTPPETYJSIHI0 OpraHu3Ma B
OTBET Ha THUNOTIUKeMHIO (cM. paszmen 4.8), MoryT OBITh CJ1a00 BBIPAXKEHHBIMU MM
OTCYTCTBOBAThH IMPHU MOCTCIICHHOM PA3BUTUU THIIOTTIMKECMUHU, Y MAOUCHTOB IMOXUJIIOTO BO3pacCTa,
y TalMEHTOB ¢ JUC(YHKIMEH BEreTaTMBHOW HEPBHOH CHCTEMBI, Y MAI[MEHTOB, MOJYYaIOLINX
Oera-apeHo0IOKaTOPBI, KIOHUIWH, PE3epPIUH, T'YaHETHIIUH WM JPYTUe CHMITATOJUTHYECKHE

Cpe/ICTBa.

['unornukemuss MoOKeT OBITH OBICTPO YCTpaHEHa MpPH HEMEAJICHHOM TIpHeMe OBICTPO

YCBaMBAIOLIUXCS YTIIEBOIOB (TJIFOKO3BI MJIH CaXapOo3bl).

Kak u npu npueme Apyrux mpou3BOJHBIX CYJIb(POHUIMOYEBIUHBI, HECMOTPSI Ha TIEPBOHAYATILHOE
yCHEIIHOe KYMUPOBAHME THIOTJIMKEMHH, TUIOTJIUKEMHUS MOKET B0300HOBUTHCH. [loaTomy

HNannuCHTHI JOJI2KHBI OCTaBaThCA 1104 ITOCTOSAHHBIM Ha6JIIOI[eHI/IeM.

[Tpu TsKEnoi TUMOTTIMKEMHH IOTIOHUTENLHO TpeOyeTcsl HEeMeUIEHHOE JIeueHUe 1 HaOIi0IeHHe

Bpaua, a B HEKOTOPBIX CIyYasiX - TOCIHTAIH3AIHS AIlHCHTA.
Tayuenmul ¢ HeOocmamournocmwvio 210K030-6-ghocghamoezudpozerasvl

Jleyenune IMPOU3BOAHBIMU Cy.HB(bOHI/I.HMO‘IeBI/IHBI, K KOTOPBIM OTHOCHUTCA U TJIMMCHHUPUI, MOXKCT
MNPUBCCTHU K PAa3BUTUIO reMOJINTHYECKON AHCMHH, MTOSTOMY Yy MNAUCHTOB C HEAOCTATOYHOCTBHIO
TII0K030-6-pocdaTaeruaporeHassl  clieyer coOomaTh  0COOyH0  OCTOPOKHOCTh — TIPH
Ha3HAYCHUH MITMMENUPUAA U JTyYIle TPUMEHSATh THITOTIIMKEMUYECKHE CPEIICTBA, HE SBISIOIIUCCS

MIPOU3BOIHBIMH CYJIb()OHUITIMOYCBUHBI.
Konmponv ¢pynkyuu nevenu u kapmunsl nepughepuieckoti Kposu

Bo Bpems siedeHHs TIUMENTHPUAOM TpeOyeTcsi MPOBEICHUE PETYISPHOTO KOHTPOJS (PYHKITUH
MEYeHW W KapTUHBI TepupepudecKoil KpoBHU (OCOOEHHO KOJIMYECTBA JICUKOIIMTOB |

TPOMOOITUTOB).
Hononrnumenvnas ungopmayus

ITockonbKy OTAEIbHBIE MOOOYHBIE AEHUCTBUS, TAKME KaK TsXKejas TMIIOIIIMKEMHUs, CEepPbe3HbIE
U3MEHEHUs KapTUHBI KPOBH, TSKEIIbIE aJUIEPrUYECKUE PEAKLUH, IEYCHOUHAss HEJOCTaTOYHOCTD,
MOTYT TPHU ONPEAETICHHBIX 00CTOSTENbCTBAX MPEACTABIATH COOON Yrpo3y AJIS KU3HU, B Cllydyae
pPasBUTH HEXENATeNbHBIX MM TDKEJIBIX pPEAaKUUi MalMeHTy HeoO0XOIUMO cpasy xKe
MHGOPMHUPOBATH O HUX JICUAIIETo Bpaya M HU B KOEM Cllyyae HE MPOJ0IDKATh MPUEM TpenapaTa

0e3 ero peKoOMeH/IaInH.
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BcnomorarennHble BEIIECTBA

IIpenapar comepKUT JIAKTO3bI MOHOTMAPAT, II03TOMY IIPOTUBOIIOKA3aH NALMEHTaM C PEIKUMH
HacJIe/ICTBEHHBIMU  3a00JI€BAHUSAMHM,  TaKUMM  KaK  HENEPEHOCUMOCTb  TaJaKTO3bl,
HEI0CTaTOYHOCTh JIAKTa3bl WM TIIIOK030-TaJIakTO3HAasi MaibabcopOIusl.

4.5 B3aumoneiicTBHe ¢ JPYTMMH JIEKADCTBEHHBIMH MpenapataMu W JApyrue ¢(opMbl

B3aNMO/IeHCTBUA

JlekapCTBEHHEBIE CPENICTBA, ABJSIIOIIMECS HHAVKTOpaMi U narnontopamu nsodbepmenta CYP2C9

I'mumenmpun Metabommsupyercs nuroxpomom P4502C9 (CYP2C9), uTo MOKHO YYHTHIBATHCS
IpU €ro OJHOBPEMEHHOM NPUMEHEHMH C HWHAYKTOpaMH (Hampumep, pH(PaMIIUIUH) HIH

uHTHOUTOpamMu (Hanpumep, paykonazon) CYP2C9.

JlekapCTBEHHBIE CPEJICTBA, YCHIMBAIOIIME THIOTITNKEMHUYECKOE JICHCTBHE TITUMEIUPHIA

YcuneHne THUIOTIUKEMHYECKOTO JEHCTBUS W B HEKOTOPBHIX CIydasX CBS3aHHOE C OTHM
BO3MOXXHO€ Pa3BUTHE TUTOTIMKEMHU MOXKET HAONIOAAThCA TPU COYETAaHWUU CO CIECIYIONIMMHU
mpermapaTaMu: WHCYJIMH H JPYTHe TUIIOTITUKEMUYECKHE CpeACTBa i MpHEeMa BHYTPb,
WHTUOUTOPHI aHTHOTEeH3WHIIpeBparatoniero ¢epmenta (AIID), anabonudeckue CTEpoUABl U
MY)KCKHE TIOJIOBBIE TOPMOHBI, XJIOpaM(EHUKOJ, MPOU3BOJHBIC KyMapHHA, MHKIO(Oochammu,
muszonupamuy, Gdendaypamusd, ¢denupamunon, Gubparsl, (GIyoKceTHH, TyaHETHIWH,
udochamua, HHrHOUTOPHI MOHOamMHHOOKcHAa3zel (MAOQO), ¢uykoHa30J, MHUKOHA30], Mapa-
AMHHOCAJIMIIMIIOBAasE ~ KHUCJIOTa, TEHTOKCU(QWIIMH  (BBICOKHME  IapeHTepalbHBIC  JI03BI),
(dbennnOyTa3oH, asampomna3oH, OKcHU(PeHOyTa30H, MPOOCHEIU ], XHHOJOHBI, CATUIIUIIATHI,
Cynb(UHIUPA30H, KIAPUTPOMHUIIMH, Cylb(paHUIAMUABI, TETPALUKINHBI, TPUTOKBAJIWH,

tpodochamu.

JIekapCTBEHHBIE CPEJICTBA, 0cna6n51101une THIOTTTUKEMHUYCSCKOE JICHCTBHE TITUMEIUPHIA

OcnabneHne TUMOTIIMKEMUYECKOTO JACHCTBUS U CBS3aHHOE C STUM MOBBIIICHHE KOHIICHTPAIHH
TJIIOKO3bI B KPOBM MOKET HAOJIOAAThCS NPU COYETAHHWU CO CIEAYIOIIMMH IpernapaTamu:
arerazosiaMuj, O0apOUTYpaThl, TIIOKOKOPTHKOCTEPOHIBI, JHA30KCHUI, NUYPETUKH, STHHE(PPUH
(ampeHavH) U ApYrHEe CUMIIATOMHMETHYECKHE CPENICTBA, TIIIOKATOH, CIAOWUTENBHBIE CPEACTBa
(mpu MTETPHOM TPUMEHEHWH), HUKOTMHOBAs KHCJIOTa (B BBICOKHMX J103aX), 3CTPOTEHBI H
nporectareHsl, peHOTHa3UHbI, GEHUTONH, pU(aMIUIIMH, TOPMOHBI ITUTOBUIHON KEJE3bl.

baokatopsl Hy-rHCTaMUHOBBIX PELIEOTOPOB, 6€Ta-aI[DeHO6HOKaTODBI, KJIOHUJWH, PC3CPIHNH

bnokaropel Hz-rucTaMUHOBBIX peLENITOPOB, OeTa-aIpeHOO0I0KATOPhl, KJIOHUAMH U PE3epIHUH
CIIOCOOHBI KaK YCHJIMBATh, TAK U OCIA0JIATh THIIONIMKEMUYECKOE JIeHICTBUE TTIMMENNpPU/IA.

BeTa-aI[DeHO6J'IOKaTODI)I, KJIOHMJVH, TYAaHCTUJINH 1 PE3CPIITNH
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TTo7 BIMAHWEM CHMIATOTHTHHUCCKHX CPE/CTB,|TaKiX Kak- Geta-anpetio6ocatopst, “Kaos i

TYaHETUIMH W DPE3EpIUH, I[PU3HAKU aJPCHEPrUYECKOM KOHTPPETYJSLUU B OTBET HA

THIIOTTTUKEMHUIO MOTYT YMCHBIIATHCA WX OTCYTCTBOBATD.

IIpousBoaHEIE KYMapyuHa

Ha ¢one mpuema ramMenupua MOKET HaOMIOAATHCS YCWIEHHE WIM ocialleHue eHCTBUS

IIPOU3BOJHBIX KYMapHHa.

Dranoi (aJIKOoroJin)

OpHOKpaTHOE WJIM XPOHMYECKOE YHOTpeOJEHHE alKoroyii MOXKET KaK YyCHIMBaTh, TaK U

0CIa0IATh TUIIOTTIUKEMUYECKOE ,Z[GI\/'ICTBI/IG TIMMenIupuaa.

CGKBGCTDaHTbI KCJITYHBIX KUCJIOT

KoneceBenam cBs3bIBaeTCs € TJIIMMENUPHIOM M YMEHBILIAET BCACBIBAHWE TJIMMENUpPHUIA U3
YKETyJOYHO-KUIIIEYHOT 0 TpakTa. B ciiyyae npumMeHeHus rauMenupuaa, o Kpaitnen mepe, 3a 4 4
710 TIpueMa KoJieceBeslaMa, HUKAKoTO B3auMOJIeHCTBHs He HaOmoaaercs. [loaromy rimuMenupun
Heo0X0uMO MMPUHUMATH, IO KpaliHel Mepe, 3a 4 4 10 mprueMa KoJieceBenama.

4.6 PepTHIBHOCTD, 0€PEMEHHOCTD U JIAKTAIUA

bepeMeHHOCTD

Puck, ceasannviii ¢ caxapuvim ouabemom

Bo Bpemsi 6epeMEHHOCTH KOHILIEHTpAIUS TJIIOKO3bl B KPOBM, OTJIMYHAsE OT HOPMBI, CBS3aHA C
0oJiee BHICOKOM YaCTOTOM BPOXKACHHBIX aHOMAJIMKA U IepUHATAILHON CMEPTHOCTHIO. [ToaTOMY BO
BpeMsi OEpeMEHHOCTH HEOOXOAMMO TIIATEIbHO KOHTPOJHUPOBATH KOHLIEHTPALUIO TIIIOKO3bI B
KpOBH, 4TOOBI M30€XKaTh TEPATOTEHHOTO pucka. [Ipu HacTymieHnM GepeMEHHOCTH MalueHTKa
JOJKHA OBITH TEpeBelieHa Ha WHCyIuHoTepamuio. [Ipu TUTaHUpOBaHMM OEPEMEHHOCTH
MalUeHTKa J0JKHA COOOIIUTE 00 3TOM CBOEMY JieHallleMy Bpady.

Puck, ceazannwiii ¢ enumenupudom

OTCYTCTBYIOT NOCTaTOYHBIC JAaHHBIE O MPUMEHEHHH TIMMENUpHIa Y OCpEeMEHHBIX JKEHIIUH.
HccnenoBanuss Ha >KMBOTHBIX TOKAa3aldW HaJIW4YUe PENPOAYKTHBHOW TOKCHYHOCTH, KOTOpas,
BEpOSITHO, ObUIa CBsi3aHa ¢ (HAapMaKOJIOTHYECKUM  (THUIIOTJIMKEMUYECKHM)  JIEHCTBHEM
TIIMMENUpHIa.

['mumenupu He cieayeT IPUMEHATh BO BpeMst Bcelt OepeMeHHOCTH (cM. paszzaen 4.3).

B crnywae neyeHus TIIMMENUPHUAOM, €CIH TAIMEHTKA IUIAHUPYET 3a0epeMEHEeTh WM MpH

HACTYIIJICHUM OEpEeMEHHOCTH, CIEeAyeT KaK MOXKHO CKOpee NEpeUTH Ha HHCYIMHOTEPAIHIO.

JlakTamus
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HeunsBecTHO, BBIAENSETCS JIM TIMMENHPHI B HOE %nMSJ&QEﬁ&Ql@gaﬁﬁﬁ Ha

KUBOTHBIX MMOKA3aJH, YTO TIITUMENUPHU] MPOHUKAET B MOJIOKO JIAKTUPYIOMIMX KpbIC. [lockonbKy
Ipyrue TMPOU3BOJAHBIE CYIh(GOOHUIMOUEBUHBI BBIIEISIOTCS B TPYAHOE MOJIOKO YellOBeKa U
CyLIECTBYET PpHUCK PpAa3BUTHUS TUIOINIMKEMUU Yy JETeM, HaXOASIIMUXCA Ha TPYyAHOM
BCKapMJIMBaHUHU, BO BpEMs JICUEHUsS TJIMMENHUPUIOM PEKOMEHIYETCSl MPEKPATUTh KOPMIICHUE
IpyAbIO.

DepTUILHOCTD

JlaHHbIE O (PEePTUIBHOCTH OTCYTCTBYIOT.

4.7 BansiHMe HAa CHOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMH CpeACcTBAMHM M padoTath C
MeXaHU3MaMH

B cimyuae pa3BUTHsI T'MIIOTIIMKEMHMH WM THIEPIIIMKEMHMH, OCOOCHHO B Hauajle JICYEHUS WIIH
1ocjae W3MEHEHMs JICYEHHUs, WM KOrja IpenapaT He MPUHHUMAETCS PEryJsIpHO, BO3MOXKHO
CHIDKEGHHE BHHMMAHMS M CKOPOCTH IICUXOMOTOPHBIX peakUuid. OTO MOXKET HapylIUTh
CII0OCOOHOCTD ManucHTa yOpaBJIdTh TPAHCIIOPTHBIMU CPEACTBAMU UJIU APYTUMH MCXaHU3MaMMU.
4.8 HexxestaTesibHbIE peakiuu

Pesrome mpoduiist 6e3onacHOCTH

VYka3aHHbIE HIDKE HEXKENATEIbHBIE PEaKIHU MPEICTABICHBl B COOTBETCTBUHU CO CIIEIYIOINIMMH
rpajaysaMi 9acTOThl MX BO3HHUKHOBEHHS: O4eHb dacto (> 1/10); gwacro (> 1/100, vo < 1/10);
Hewacto (> 1/1 000, vHo < 1/100); penko (= 1/10 000, o < 1/1 000); ouens peako (< 1/10 000);
94acTOTa HEM3BECTHA (HA OCHOBAHUHU MMECIOIIMXCS JJAHHBIX OIICHUTHh HEBO3MOXKHO ).

Hapyienus co cTopoHbI KPOBU M JIMMGATUYECKON CUCTEMBI

Penxo: TpomboruTONIeHNSI.

YacroTa  HEW3BECTHA:  JICWKONEHWS, TE€MOJHMTHYECKAass  aHEMHsS,  JPHUTPOLUTOICHHUS,
IPaHyJIONUTONCHNUS, arPaHyJIOUUTO3 M MAHIUTONCHNUS; P MOCTPETUCTPAIMOHHOM IPUMEHEHUT
mpernapara cooduanoch O CIy4asx TSDKEIOH TPOMOOIMTONEHUH C KOJIMYECTBOM TPOMOOILIUTOB
menee 10000/MKIT ¥ TPOMOOIIUTOTICHHYECKOH Iy pIType.

Hapvyiesnsa co cTopoHbl HMMYHHOU CUCTEMEI

Penko: anneprudeckue u nceBAOaUIEPruuecKue peakluy, TaKUe KaK 3yJ, KpalluBHUIA, KOKHAS
chilib. Takue peakiuu MOYTH BCET/Ia HOCST JIETKYI0 (hOpMy, OJHAKO MOTYT MEPEUTH B TSHKEIbIC
pEaKkUMu C OJBIIMIKOM, PE3KUM CHUKEHUEM apTepUaNbHOIO JaBJEHUS, KOTOpbIE HWHOTIA
IPOTPECCUPYIOT BIUIOTH 10 aHAa(UIAKTHYECKOro IIOKa. [Ipy MOSBIEHUH CHMITOMOB
KpanuBHUIIBI ClieAyeT HEMEAJIECHHO 0OpaTUThCS K Bpady. Bo3MokHa mepekpecTHas ajuieprus
OPYTUMU TPOU3BOAHBIMHU CYJIb(DOHUIMOYEBUHBI, Cylb(paHUIaMUAAMU WIW TMOAOOHBIMH UM
BELIECTBAMH.

YacroTa HEU3BECTHA: aJUIEPTUUECKUI BACKYJIUT.
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Hapymenus MeTa00aM3Ma ¥ TUTAHUS

T'unozcnukemus

B pesynbrare rUmoOTIMKEMHYECKOTO ACHCTBUA MpernapaTta AMapuil peaKo MOXET Pa3BUTHCS
TUIIOTJIUKEMHUSI, KOTOpasi, KaKk M NP MPUMEHEHUU APYTUX MPOU3BOIHBIX CYJIb(OHHUIMOYCBHUHEI,
MOJKET OBITh IPOAOIKUTEITHHOM.

CuMrnromMamMyl THIOTJIMKEMHH SIBJISIOTCS: TOJIOBHAsh O0JIb, OCTPOE UYyBCTBO TOJIOJA, TOIIHOTA,
pBOTa, YYyBCTBO YCTAJIOCTH, COHJWBOCTH, HApPYIICHHUS CHa, OECIOKOWCTBO, arpeCCHUBHOCTb,
HapyIIeHHE KOHIICHTpPAIlMd BHUMAHHUS W CKOPOCTH TICHXOMOTOPHBIX PEaKIHi, ACTpeccHs,
CIyTaHHOCTh CO3HAHWSA, HapyILIeHWs peuyd, adasus, HapyIICHHs 3pEHHs, TPEMop, Imapes,
HapYIICHHUs] YyBCTBUTEILHOCTH, TOJOBOKPYKEHHE, TOTEPs CAMOKOHTPOJISI, OECIOMOIIHOCTD,
JENUPUNA, TIepeOpaTbHbIE CYIOPOTH, COMHOJCHIIUS WX TOTEps CO3HAHHUS BIUIOTh JIO KOMBI,
MMOBEPXHOCTHOE JIbIXaHUE, OpaguKapausl.

Kpome 3toro, Moryr BO3HUKaTh MPOSIBJICHUS aIPEHEPTUYECKON KOHTPPETyJsiIUA B OTBET HA
pa3BUTHE TUIOTVIMKEMUHU, TaKWe KaK: TMOBBIIIEHHOE MOTOOTIEICHUE, XOJIOAHBIE U BIIAXKHBIC
KO)KHBIE TIOKPOBBI, TIOBBIIICHHAS TPEBOXKHOCTh, TaXUKApAHs, TIOBBIIICHUE apTEPHATBHOTO
JABJICHUS, CTEHOKAPAMS, OUTYIICHUE CePAIICONCHUS U HApYIIEHUS CEPACYHOIO PUTMA.
Knunndeckast kapTUHA TSHKENIOW TUTOTIIMKEMHUH MOYKET OBITh TTOX0Ka HA HHCYJIBT.

CUMIOTOMBI TUIIOTIIMKEMUH TTIOYTH BCET/1a UCUE3AI0T MOCIIE €€ YCTPAHEHHUS.

Veenuuenue maccor mena

[Ipu mpueme riammenupuaa, Kak U IPYTHX TPOU3BOJHBIX CYJIb(POHHIMOYCBUHBI, BO3MOXKHO
YBEJIMYEHUE MACChI TeJia (4acTOTa HEM3BECTHA).

HapyleHus: co CTOpOHBI OpraHa 3peHus

Bo Bpems sieuenus (0coOEHHO B €ro Havajie) MOTYT HaOIIOJAThCS TPAH3UTOPHBIE HAPYIICHUS
3peHHsi, OOYCIIOBIICHHBIC HM3MECHEHHUEM KOHIICHTPAIlMA TIIIOKO3bI B KPOBU. MX TpUYHHOM
ABJIICTCA BPCMCHHOC HU3MCHCHUC Ha6yxaHH;1 XpyCTajinka, 3aBUCAIICC OT KOHICHTpALUH
TJIIOKO3BI B KPOBH, U 32 CYET ATOTO U3MEHEHHE MTOKA3aTeNsl MPETOMIICHHSI XPyCTalIUKa.

Keny109HO-KHIIIEeYHBIC HAPYIICHHS

Penko: TomHoTa, pBOTA, OLIYIIEHUE TSHKECTH WIIH MEPENOTHEHHS B 00JacTH SnUracTpus, 00iu B
KUBOTE, TUAPeEH.
YacroTa HEeM3BECTHA: TUCTEB3US (HAPYIICHUS BKYyCa).

HapyiieHus co CTOpOHbBI IEUEHU M JKEITYEBBIBOISIINX IYTEH

OueHb penKo: renaTut, MOBHIIIEHNE aKTUBHOCTH «II€YEHOYHBIX» (PEPMEHTOB M/WIIM XOJIEeCTa3 U
KENTyXa, KOTOpble MOTYT MPOrPEecCUpoOBaTh JI0 YIpOKAIOLIEH JKU3HU IEYEHOYHOM
HEJO0CTATOYHOCTH, HO MOTYT MOABEPTHYTHCS 00paTHOMY Pa3BUTHUIO MPH OTMEHE Mpemnapara.

Hapyiesnus co CTOpOHLI KOYKU U ITOJIKOKHBIX TKaHEN
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YacToTa HEU3BECTHA: ajonenus, GoToceHCHOmmM3alysL.

Ha60paT0prle U MHCTPYMCHTAJIbHBIC JaHHBIC

YacroTa HEM3BECTHA! THIIOHAaTPUCMHUSI.

COO6I.H€HI/IG 0 MOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxxHo coo0111aTh 0 Mo 03peBacMbIX HEKEIATeIbHBIX PEAKLUAX [TOCIIE PETUCTPALIIH
JICKapCTBEHHOTO Mpernapara ¢ eJblo 00ecriedeHus] HePephIBHOIO MOHUTOPUHTa COOTHOIICHUS
«I10J1b3a — PUCK» JIEKAPCTBEHHOT O Ipenapara. MeanuuHCKUM paOOTHUKAaM pEKOMEHTy€eTCs
co00MIATh O JIOOBIX MOJ03PEBAEMBIX HEXKEJIATENIBHBIX PeaKLUAX JEKapCTBEHHOTO Npernapara
4YCpe3 HANMOHAJIBHBIC CUCTCMbI COO6H_IGHI/I$I 0 HCXKCIIATCIIbHBIX PCAKIUAX I'OCYAAPCTB - YJICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COH03A.

Poccuiickasg Peneparus

anpec: 109012, r. Mocksa, CrnaBsiHCKas mowmap, 1. 4, crp. 1
@enepanbHas Cinyx0a o Haa30py B chepe 3ApaBOOXpaHEHHS
ten.: +7 (800) 550-99-03

aZpec AMEKTPOHHOM MOYTH: pharm@roszdravnadzor.gov.ru
WHTEpHET-caiT: http://www.roszdravnadzor.gov.ru

Pecnyoauka Kazaxcran

anpec: r. Acrana, yia. A. UmanoBa, 1 13

PI'TI na IIXB «HamumoHanbHBIA LEHTP 3KCHEPTU3BI JEKAPCTBEHHBIX CPEACTB U MEIUIMHCKHUX
m3nenuit» Kommrera wmeawmuHcKOoro #  (apMareBTUYECKOro KOHTPOJs MMHHCTEpCTBa
3npaBooxpaneHus: Pecnyonuku Kazaxcran

ten.: +7 (7172)78-98-28

aapec anekTpoHHoi mouTsl: pdlc@dari.kz

WHTEepHEeT-caiT: www.ndda.kz

Keipreisckas Peciybanka

anpec: r.bumkexk, yin.3-g nunus, 25

JlemapTaMeHT JIEKQpCTBEHHBIX CPEACTB M MEIULMHCKUX U3JIeIui npu MuHuctepcTse
3npaBooxpanenusi Keiprei3ckoii PecyOmiku

tei./ropstuast muHus: 0800-800-26-26

azapec 3neKTpoHHOoM mouTkl: dlomt@pharm.kg

WHTEpHEeT-caiT: www.pharm.kg

PecnyOimka ApMeHus

aapec: r. EpeBan 0051, ip. Komuraca 49/4
«HAYYHBIM IIEHTP DKCITIEPTHU3bI JIEKAPCTB U MEJIMIIMHCKMX TEXHOJIOT' M1
M. AKAJJEMUKA 5. TABPUEJIIHA» AO3T
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Otnen MoHUTOpPHUHTA 0€30MTACHOCTH JIEKAPCTB

ten./ropsiuast munus: (374 10) 20-05-05, (+374 96) 22-05-05

aZipec MEKTPOHHOU MOUTHI: vigilance@pharm.am

WHTEpHET-CalT: www.pharm.am

4.9 Ilepeno3upoBka

CuMOTOMBI

OcTpass mepeno3upoBKa, a TakKe JJIUTENbHOE JIEYEHHE CIUIIKOM BBICOKUMH J103aMU
TIIMMETMPHIa MOKET MPUBOAUTH K PA3BUTHIO TSXKEJION YrpoXKarollel dKU3HN THITOTTTNKEMUU.
JleueHnne

[Ipu mepeno3upoBKEe HEOOXOIUMO HEMEIUIEHHO OOpaTuUThCs K Bpady. [HMmorivkemMus moyTH
BCEr/la MOXKET OBITh OBICTPO KyNHpOBaHA HEMEJICHHBIM MPHUEMOM YIJIEBOAOB (TIIOKO3bI WM
KyCOuKa caxapa, CiaJIkoro ppyKkToBOro coka WM 4asi). B cBSi3M ¢ 3TUM MalMeHT AOHKEH BCceraa
uMeTsr Tipu cebe He MeHee 20 T TmOKo3bl (4 Kycouka caxapa). CaxapozaMeHHUTETH
Hed(PPEKTUBHBI IPH JICUCHUH THITOTITMKEMHH.

Jlo Toro MOMeHTa, TOoKa Bpad HE PEUIUT, YTO MALMEHT HaXOAUTCA BHE OMACHOCTH, MALUEHTY
HEeoOX0UMO THIATENbHOE MEAUIMHCKOe HaOmioaeHue. Crenyer MOMHUTh, YTO THIIOTJIMKEMMUS
MOKET BO300HOBUTBCS IOCITE NMEPBOHAYAILHOTO BOCCTAHOBJICHUS KOHIEHTPAIMM TJIIOKO3BI B
KPOBH.

Ecnu nmanuenta ¢ caxapHbiM 1uabeToM jedar pa3Hble Bpaud (HampuMmep, BO BpeMs MpeObIBaHUS
B CTalMOHApe IOCJEe HEeCuacTHOro ciyyas, npu 3a00jeBaHUM B BBIXOJHBIE JIHH), OH JOJIKEH
00513aTeNIbHO COOOILIUTH UM O CBOEM 3a00JIEBaHUH U O MPEIIIECCTBYIOLIEM JICUCHHH.

WHorna MokeT moTpeOOoBaThCsl TOCIUTAIN3ALMS NAlMeHTa, XOTsA OBl Jake B KAaueCTBE MEpPHI
MPEIOCTOPOKHOCTU.  3HAUMUTENbHAs TMEPEelo3UpOBKa U TsKENas peakuuss ¢ TaKUMHU
MPOSIBICHUSIMHU, KaK MOTEps] CO3HAHUS WIM JPYTHE CEpbe3HbIe HEBPOJOTMYECKUE HAPYIICHUS
SIBIITFOTCSI HEOTJIOKHBIMA MEIUIIMHCKUME COCTOSHUSIMU U TPEOYIOT HEMEIJICHHOTO JICYCHUS U
TOCIIUTAIU3ALINY.

B cnyuae Oecco3HATeNnbHOTO COCTOSHUSA MalMeHTa HEO0OXOJUMO BHYTPUBEHHOE BBEICHHE
KOHIEHTPUPOBAHHOI'O PacTBOpa AEKCTPO3bl (IIIIOKO3bI) (11 B3pocibix, HauuHas ¢ 40 mi 20%
pacTtBopa). B kauecTBe asbTepHATHBBI B3POCIBIM BO3MOXXHO BHYTPHUBEHHOE, MOJKOXHOE HIIU
BHYTPHUMBIIIEYHOE BBEJIEHUE IJIIOKAroHa, Hanpumep, B 1o3e 0,5-1 mr.

[Tpu neyeHny rUMOTIMKEMUU BCIESICTBUE CIy4YaifHOTO Mpuema mpernapara AMapuin MIaJIeHIIAMH
WIM JeTbMHM MIIQJIIEr0 BO3pacTa, J03a BBOJAUMON JEKCTPO3bl JIOJDKHA THIATEIHHO
KOPPEKTUPOBATHCSI C TOYKU 3PEHUS BO3MOXKHOCTH BO3HHUKHOBEHHS OMACHOM TMIIEPIIUKEMUN U
BBEJICHHE JIEKCTPO3bl JOJDKHO MPOBOJUTHCA TOA MOCTOSHHBIM KOHTPOJEM KOHIIEHTpPAIIUH

TJIFOKO3bI B KPOBH.
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TIpM Tepeno3upoBKe Tpermapata AMapii MopeT moTpCOOBATESS SpOBERHIE- MPOMBBAHI

KeJITyJKa U MPUEM aKTUBUPOBAHHOTO YTJISI.

[Tocne OBICTPOTrO BOCCTAHOBJICHUS KOHIEHTPAIMU TIIOKO3bI B KPOBU 0053aT€IbHO HEOOXO0IUMO
MPOBEJICHUE BHYTPUBEHHON MH(Y3UH pacTBOpa JEKCTPO3bl B 0oJiee HU3KON KOHIIEHTPALUH IS
MPEeIOTBPAIICHUST BO30OHOBICHUS TUNOTIMKeMuH. KOHIIEHTpalus TITIOKO3bI B KPOBU Y TaKUX
MalUEeHTOB JOJKHA TIOCTOSIHHO KOHTPOJUPOBAThCS B TeueHue 24 4. B Tskenpix ciyyasx c
3aTSHKHBIM TEUEHUEM TUIOTTIMKEMHUH OMAaCHOCTh CHUKEHHSI KOHIICHTPAIUH TIIOKO3bl B KPOBHU 10
TUIOTIMKEMUYECKOTO YPOBHS MOXKET COXPAHATHCS B TEUEHUE HECKOJIBKUX JTHEH.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1 dapmakoguHaMHUYeCKUe CBOHCTBA

dapMakoTepareBTUYecKasi TpyIina: TUIIOTTTUKEMUYECKOE CPEJICTBO JUIsl TpUeMa BHYTPb I'PYTIIbI
cynbdonmnmodeBunsbl [ mokonenus.

Kon ATX: A10BBI12.

MexaausMm aeiicteus U hapMakoauHamMuieckue 3O GEKThI

'mumenupun CcHUXAeT KOHUEHTPALMIO TUIIOKO3bl B KpPOBM, TJaBHBIM 00pa3oM 3a CHer
CTUMYJISIIIUN BBICBOOOJKICHUSI MHCYJIMHA U3 O€Ta-KJIETOK MOKENTyI0UHOM xene3bl. Ero addekr
MPEUMYIIECTBEHHO CBS3aH C YJIYYIICHUEM CIIOCOOHOCTH OE€Ta-KJIETOK MOKETYA0UHOMN Kele3bl
pearupoBath Ha (PU3MOJOTHYECKYIO0 CTUMYIISAINIO TITF0K030i. 1o cpaBHEHHIO ¢ TIIMOCHKIAMHIOM
MpUEM HU3KHUX 1103 TIIMMENUPHUAA BBI3bIBAET BHICBOOOK/IEHNE MEHBIIIETO KOJIMYECTBA MHCYIMHA
MPHU TOCTH)KEHUU TPUOIU3UTENHHO OJMHAKOBOTO CHUKEHUS KOHIIEHTPAIMH TJIIOKO3bI B KPOBH.
OTOT (akT CBUACTEILCTBYET B IOJb3y HANUYUS Yy TIMMENUPHIA IKCTparaHKpeaTHIeCKHX
TUTOTIMKEMHYECKUX J(PGEKTOB (MOBBIIICEHHE YYBCTBUTEIHHOCTH TKaHEH K WHCYIUHY H
WHCYJTMHOMUMETHYECKUN 3D PeKT).

Cexpeyus uncynuna

Kak u Bce apyrue mpousBOJHBIC CYIb()OHHIMOUYEBUHBI, TITUMEIUPUT] PETYIUPYET CEKPELHUIO
MHCYIMHA 3a cueT B3auMonehcTBus ¢ ATO-4yBCTBUTENBHBIMH KaJHEBBIMHA KaHAJIAMUA Ha
MeMOpaHax OeTa-kjeTok. B oTiauume OT Jpyrux MPOU3BOJIHBIX CYJIb(QOHUIMOUYEBUHBI
TIMMETTUPHUT U30UPATEIbHO CBS3BIBACTCS ¢ OCITKOM C MOJICKYJSIPHOW Maccoi 65 KWI0malbTOH
(kDa), mHaxomsmmmcs B MeMmMOpaHax O€Ta-KJIETOK  MOJDKEIYAOYHOW  Kele3bl. ITO
B3aMIMOJICHCTBUE TIIMMENHPHUIA CO CBA3BIBAIOIIUMCS C HUM OEIKOM PEeryjaupyeT OTKPBITUE WIIH
3aKkpbITHE AT®-uyBCTBUTENIBHBIX KAJIMEBBIX KaHAJIOB.

I'mumenupu 3akpbIBaeT KalMeBble KaHaibl. JTO BBI3BIBAET ACMOJSAPU3ALMIO OETa-KIETOK U
MPUBOJIUT K OTKPBITUIO BOJIbTAX-UYyBCTBUTENbHBIX KaJbIMEBBIX KaHAJIOB M MOCTYIUICHHUIO
Kalbllisl BHYTPh KIETKH. B HWTOre, TOBBIIICHHE BHYTPUKJICTOYHONH KOHIEHTPALWUU KAJIbIIUS

aKTUBUPYET CEKPELIMIO MHCYJIMHA ITyTEM SK30LIUTO3A.
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[muMenupu ropasao ObICTPEE U, COOTBETCTBEHHO, qﬂi@ Bry st B ehin Wéﬁ{;gﬁgm tabres

U3 CBSI3U CO CBS3BIBAIOLIMMCA C HUM OenkoM, ueM rimbenknamua. Ilpeamonaraercsi, 4to 310
CBOWCTBO BBICOKOH CKOpPOCTH OOMEHA TJIUMENHPHUAA CO CBS3BIBAIOIIUMCS C HUM OCIKOM
00yCaBIMBAET €ro BBIPAKECHHBIH A((PEKT ceHCMOMNM3anuu OeTa-KIETOK K TIIIOK03€ W HUX
3aLIUTY OT IECEHCUOMIN3AINU U MPEXKICBPEMEHHOTO HCTOILICHHSL.

Oghdhexm nosviwenus uyscmeumenbHOCMU MKaHel K UHCYIUHY

'mumenupun ycunuBaeT 3((eKThl MHCYJIMHA Ha TOTJIOMIEHHE TIFOKO3bI MeprudepruuecKuMu
TKaHSIMHU.

Hncynunomumemuueckuii 3¢ghgpexm

I'mumenupun obmamaer »¢dextamu, NOJOOHBIMH dS(pdeKkTaM HHCYyJIMHA Ha MOIJIOIIECHUE
TITIOKO3bI Tepr(eprUUeCKUMI TKaHSIMHU B BBIXOJI TJTFOKO3bI U3 TICUCHH.

[ormnomenue TIOKO3bI MEPUPEPUISCKUMU TKAHSIMHU OCYIIECTBISETCS MyTEM €€ TPaHCIopTa
BHYTPh MBIIICYHBIX KIETOK W aJUMOLUTOB. [JIMMENUpHA HEMOCPEACTBEHHO YBEIMYUBACT
KOJINYECTBO TPAHCHOPTHPYIONIUX TIIOKO3y MOJIEKYJ B IJIA3MEHHBIX MEMOpaHaX MBIIICYHBIX
KIETOK W aJuIoIMTOB. [lOBBINICHWE MOCTYIUICHUS BHYTPb KIETOK TJIFOKO3Bl MPHUBOAHUT K
aKTHBAIMU TIHKO3uIhochaTuauInHo3uTON-crienuduaeckoit docdonumnazer C. B pesynbrare
3TOr0 BHYTPHUKJIETOYHAs KOHIIGHTpAlWs KalbliUs CHIDKACTCS, BBI3BIBAS YMEHbBILICHHUE
aKTUBHOCTH MPOTEMHKHMHA3bl A, YTO B CBOIO OuYe€peb MPHUBOAUT K CTUMYJIIIMU MeTaboiIu3Ma
TITFOKO3BI.

[mumenupu MHTUOUPYET BBIXOJA TIIFOKO3BI M3 TICUYCHH 3a CYET YBEIUYCHUS KOHIICHTPAIHH
bpykT030-2,6-61cocdara, KOTOPHI HHTHOUPYET TITIOKOHEOTEHE3.

Brusnue na acpezayuro mp0M60L;um06

['mumenupu yMeHbIAET arperanuio TPOMOOLUUTOB in Vitro W in vivo. DToT 3(dexT, mo-
BUIMIMOMY, CBSI3aH C CEJICKTUBHBIM WHTHOMPOBAHUEM ITMKIOOKCHTCHA3bl, KOTOpasi OTBEYACT 3a
oOpa3zoBaHHe TpoMOOKcaHa A, BaKHOT'O SHJIOTEHHOTO (PaKTOpa arperaii TpOMOOIUTOB.
Anmuamepoeennoe oeticmsue npenapama

[mumenupu cnocoOCTBYET HOPMAaTHM3aIlMKM  COACPIKAHUS JIMIUAOB, CHIDKACT COJEp)KaHHE
MaQJIOHOBOTO aJIbJIETH/a B KPOBU, YTO BEACT K 3HAYUTEIHHOMY CHW)KCHHUIO IEPHKHCHOTO
OKHCJICHUS JMMUJOB. Y JKUBOTHBIX TJMMENUPHUJ TNPUBOJUT K 3HAYUMOMY YMEHBLICHHIO
00pa3oBaHMs aTEPOCKIEPOTHUECKUX OJISIIEK.

CHudiceHue 8bipadiceHHoCmy OKUCTUMENbHO20 CIMpecca

CHWXEHUE BBIPOKEHHOCTH OKHCIHMTEIBHOTO CTpECcca, KOTOPBIH TOCTOSHHO TPUCYTCTBYET Y
MAIMEHTOB C CaXapHbIM JAuadeToM 2 Tuma. [ TMMenupuI MOBBIMIAET COACPIKaHUE dHIOTCHHOTO
o-ToKo(epoa, akTUBHOCTh KaTajas3bl, IITIOTATUOHIIEPOKCUAA3Hl M CYTIEPOKCUIUCMYTa3bI.

Cepoeuno-cocyoucmule 3¢ppexmol

15
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Yepes  AT®O-uyBCTBUTENBHBIE  KaJIUEBBIC KaHanL'-in':'i%ﬂg%ﬁa'i'ggﬂl%ﬂ'jcguﬁggﬁ%:ﬁnme

CyITb(OHIWIMOYEBHHBI TAK)KE OKA3BIBAIOT BO3JICHCTBUE HA CEPICYHO-COCYAUCTYIO cucteMy. [lo
CPaBHEHHUIO C TPAJAULMOHHBIMU MPOU3BOIHBIMU CYJIb()OHUIMOYEBUHBI, TIMMEIUPU]] OKa3bIBACT
JIOCTOBEPHO MEHBIIHK A()(PEKT Ha CepAeUHO-COCYIUCTYI0 CHCTEMY, YTO MOXET OOBSICHATHCS
crenupuIecKod MPUPOION €ro B3aUMOACHCTBHS CO CBS3BIBAIOIIMMCA ¢ HUM Oenkom ATO-
9YBCTBUTEIHHBIX KATHEBBIX KAaHAIIOB.

VY 310poBBIX JOOPOBOIIBIIEB MUHUMANIbHAS 3P PeKTUBHAs f03a ruMenupuaa cocrapiseT 0,6 Mmr.
OddexT rammenupuia SBISETCS JA0303aBHCHUMBIM M BOCIPOU3BOIMMBIM. (PU3HOIOrHYECcKas
peaxius Ha (PU3NYECKYI0 HArpy3Ky (CHIDKEHUE CEKpPEIUU WHCYJIUHA) MPHU MpUeMe TTUMENupuIa
COXpaHseTCsl.

OTCyTCTBYIOT IOCTOBEpHBbIE pa3nuuyusi B 3(Pdexre B 3aBUCHUMOCTH OT TOTO, ObLI HPUHST
npemnapart 3a 30 MUHYT 0 €1bl WKW HEMOCPEACTBEHHO MEpes €0il. Y MalMeHTOB C CaXapHbIM
nnabeToM MOXHO JOCTUTaTh JOCTATOYHOTO METa0OIMYEeCKOr0 KOHTPOJsSl B TedeHHe 24 4acoB
IIpYM OJHOKPATHOM IpueMe mpemnapara. bonee Toro, B KIMHUYECKOM HccienoBaHuu y 12 u3 16
MalMEHTOB C TIOYEYHOW HEJIOCTATOYHOCTHIO (KIMPEHC KpeaTWHWHA 4-79 MII/MUH) Takke ObLI

JOCTUTHYT AOCTAaTOYHBIA META0OINYECKUN KOHTPOJIb.
Kombunuposannas mepanus ¢ mem@opmurom

Y IIalIUEHTOB C HEAOCTATOYHbBIM MeTaGOHI/I‘-IeCKI/IM KOHTPOJIEM IIPU NPUMCHCHUN MaKCHUMaJIbHOU
J03bl TJIMMENUpPUIA, MOXET OBITh HayaTa KOMOWHUPOBAaHHAsS TEpamusl TIIHMMEIUPUIOM |
MeTGOopMHHOM. B IByX uccienoBaHHMSX TpPHU NMPOBEACHUHM KOMOMHHUPOBAHHOW TEpamuy OBLIO
AOKAa3aHO YIIYUHICHUC MeTaGOHI/I‘-IeCKOFO KOHTPOJIA MO CpaBHCHHUIO C TAKOBBLIM IIpHU JICUCHUU
KaXIbIM U3 3THUX NPCIapaToB B OTACILHOCTHU.

Kombunuposanuas mepanusi ¢ uHCy1uHoM

VY nanueHTOoB ¢ HeIOCTaTOYHBIM METa0OTMYECKIM KOHTPOJIEM MPU MPUMEHEHHH MaKCUMAITbHBIX
7103 TJIMMENHUPHUIa MOXKET OBbITh HauaTa OJHOBPEMEHHAs Tepamus MHCYyIuHOM. [lo pesynbraTam
ABYX I/ICCJIG,Z[OBaHI/Iﬁ npu IMpuMCHCHUU 3TOU KOMGI/IHaI_II/II/I AOCTUTACTCA TAKOC KC YIYUYIICHUC
METa0OJTMYECKOTO0 KOHTPOJISI, KaK W MPH MPHUMEHEHUH TOJBKO OJHOTO MHCYJIMHA; OJTHAKO, MPH
KOMOWHHMPOBAHHOM Tepanuu TpedyeTcst 0oee HU3Kas 1032 HHCYJIUHA.

CTH

Jlonrocpounsle 1aHHbIe 10 3()()EeKTUBHOCTH U OE30MACHOCTH B TOMYJISIMH MAUEHTOB JETCKOTO
BO3pacTa OTCYTCTBYIOT.

5.2 ®apmakoKkuHeTHYECKHE CBOMCTBA

AOGcopOrus
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[Ipy MHOTOKPATHOM MpHEME TIIMMENUPH/IA B CYTOYHOM @%QM%EJ@EEEL{E [I-(EQLQEIQEAHHH

B ChIBOPOTKE KPOBU (Cmax) JOCTHraercs npuMepHo udepe3 2,5 4 u coctasiser 309 Hr/mi.

CyliecTByeT JMHEWHOE COOTHONIEHHWE MEXAY [JI030M M MaKCUMAJIbHOM IUIa3MEHHOMN
KoHneHTpanued rauMenupuaa (Cmax), a TaKKe MEXIYy T030H M IUIOMIAABI0 TIOJ KPHUBOM
«koHneHtpauus — Bpems» (AUC). Ilpu npueme BHYTph TIJIMMENUpUIa €ro aOCOIIOTHAs
OMOJOCTYTHOCTD SIBIISIETCS TONMHOW. [IpreM mumm He OKa3bIBaeT CYIIECTBEHHOTO BIUSHUS HA
abCcopOITHIOo, 32 UCKITIOYCHUEM HE3HAUYUTEITLHOTO 3aMEeIJICHUS €€ CKOPOCTH.

Pacopenenenune

Jns rauMenupuia  XapakTepeH OuYeHb HM3KHM o0beM pacrpenenenust (okomno 8,8 1),
NpUOIM3UTENBHO PaBHBIM 00bEMY pacrpesielieHus albOyMUHa, BBICOKAsl CTETIICHb CBSI3bIBAHUS C
6enkamu 11a3Mel (6osee 99%) u HU3KH KiupeHc (0KoJo 48 MII/MUH).

OIMMUHAINS

CpenHuil mepuoJl TOJIYBBIBEACHUS, ONpEAESeMbIil MO CHIBOPOTOUYHBIM KOHIIEHTPALUSM B
YCIOBHSIX MHOTOKPAaTHOIO NpHeMa Ipernapara, cocTaBisieT mnpubnusutensHo 5-8 u. Ilocne
MpHeMa BBICOKHMX 7103, OTMEUAETCs] HE3HAUUTEIbHOE YBEJIMYEHHE [TEPHOI0B MOTYBbIBEACHMUS.
[locne omHOKpaTHOrO npueMa riumenupuaa BHYTpb 58% 10361 BBIBOAUTCS MOYKaMu U 35%
TI03BI - Yepe3 KUIIeYHUK. Hen3sMeHeHHbIN TIMMEenupu] B Mode He 0OHapy KUBAETCsL.

B Moue u xane ObUIH BBISABICHBI Ba MeTa0OIUTa, 0Opa3yromuecs B pe3yabTare MeTaboin3Ma B
neuyeHn (TmaBHBIM  oOpazom ¢ momomieto  CYP2C9), omuH w©3 HUX  SBISUICS
THIPOKCUMPOU3BOAHBIM, a Jpyrod - KkapOokcumpou3BoAHbM. Ilocie mpuema BHYTpb
TJIUMENMPHU/Ia TEPMUHAIBHBINA TTEPHOJ TTOTYBBIBECHHUS 3TUX META00IMTOB COCTABIISLI 3-6 4acoB
u 5-6 YacoB, COOTBETCTBEHHO. [JMMeNupua MPOHHMKAET uepe3 IUIAllCHTapHbId Oapbep. Y
KUBOTHBIX MNIMMETMUPHJL BBIIETSETCS C TPYAHBIM MOJIOKOM.

CpaBHeHHE OJJHOKPATHOTO M MHOTOKPAaTHOTO MpHeMa TNTMMENUpHia He BBISIBUIO JOCTOBEPHBIX
paznmuunii B (apMaKOKMHETHYECKUX IIOKa3aTeNsX, W HaOIIoJaeTcss HMX OYeHb HM3Kas
BapHadeNbHOCTh MEXIY pa3HbIMU MallMEHTaMU. 3HAaUMMOE HaKOIIJICHUE IpenapaTa OTCyTCTBYeET.

Oco0ble T'PYIITBI TAITUEHTOB

Ilon u 603pacm

dapMaKOKMHETHUYECKUE TapaMeTpbl CXOJAHBI Yy TMALKUEHTOB PA3HOro Ioja M Pa3IUYHbIX
BO3PACTHBIX TPYIIIL.

Hapywenus ¢pynkyuu novex

VY nmnauueHToB ¢ HapyumleHHsSMH (YHKUIUMM TO0YeK (C HHU3KUM KIUPEHCOM KpeaTHHHHA)
Ha0JI0/1aeTCsl TeHACHUUS K YBETUUYCHUIO KIMPEHCa TIUMENUPUIA U K CHUKEHHUIO €r0 CPEeTHUX

KOHIICHTPALUI B CHIBOPOTKE KPOBHU, YTO, IO BCEH BEPOSTHOCTH, OOYCIOBIEHO 0ojiee OBICTPHIM
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BBIBEJICHUEM IIpenapara BCIeACTBHE Oosiee HU3KOro cBASH{BATT or0 ¢ bemkbAL T glcl—v&%_f@“ oM,

Yy JAHHOW KaTErOpUU MAlUEHTOB OTCYTCTBYET JAONOIHUTENIBHBIA PUCK KYMYJIALUU IIpenapara.

6. PAPMAIIEBTUUECKHUE CBOVMCTBA

6.1 Ilepeyenb BcnoMorareJibHbIX BellleCTB

Awmapui, 1 Mr, TablIeTKH

JIakT03BI MOHOTHAPAT
KapOokcumerrmikpaxmain HaTpus (T A)
IToBunmoun 25000

Henntono3a MUKpOKpUCTATIIMYECKAsT
Maruus creapar

Kpacurens xene3a oxcun kpacHsiii (E 172)

Awmapui, 2 Mr, TaOJIETKHA

JIakT03BI MOHOTHAPAT
KapbOokcumerunkpaxman HaTpust (Tur A)
IToBunmoun 25000

[ennmono3a MUKPOKpUCTAIIITNYECKAST
Maruus creapar

Kpacurens xene3a oxcup sxentoiit (E 172)
Nunuroxapmusn (E 132)

Awmapwui, 3 Mr, TaOJIETKHA

JIakT03BI MOHOTHAPAT
KapOokcumerunkpaxman HaTpust (TUr A)
IToBunmoun 25000

[enmono3a MUKPOKpUCTAIIITNYECKAsT
Maruus creapar

Kpacurens xene3a oxcup sxentoiit (E 172)

Awmapui, 4 mr, TaOJIETKHA

JlakT03BI MOHOTHAPAT
KapOokcumerunkpaxman HaTpust (TUll A)
[ToBunon 25000

Henntono3a MUKpOKpUCTATIIMYECKAs
Maruus creapat

Nunuroxapmus (E 132)
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(MOCNEOOBATENEHOCTE 0006)

6.2 HecoBMeCTHUMOCTD

He nmpumenumo.
6.3 Cpok rogHocTH (CPOK XpaHeHUs)
3 roxa.

6.4 OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUH

ITpu Temneparype He Bbime 30° C.
6.5 XapakTep u cogepkaHHue NEPBUYHON YIIAKOBKH

Awmapwui, 1 mr, Ta0JIeTKHn

ITo 30 Tabnerok B Omuctep u3 [IBX/amromunuesoii ponsru. Ilo 1, 2, 3 unu 4 6iauctepa BMeCTe ¢
JIMCTKOM-BKJIAABIICM B KAPTOHHYIO MAYKY.

Awmapui, 2 Mr, TabJICTKH

ITo 15 Tabnerok B O6auctep u3 [IBX/anromunaneBoii gomnwru. Ilo 2, 4, 6 unu 8 6aucTepoB BMECTE
C TUCTKOM-BKJIA]IBIIIIEM B KAPTOHHYIO TIAUKY.

Awmapwi, 3 Mr, TabJIeTKH

ITo 15 Tabnerok B Gnuctep u3 IIBX/amomunnesoit ¢pomsru. Ilo 2, 4, 6 unu § GiamuctepoB BMecTe
C IUCTKOM-BKJIAJIBIIIIEM B KAPTOHHYIO MAUKy.

Awmapwui, 4 mr, TaOJIETKHA

ITo 15 Tabnerok B O6mauctep u3 [IBX/anromunanesoii pomnwru. Ilo 2, 4, 6 unu 8 6aucTepoB BMECTE
C JTUCTKOM-BKJIAJBIIIEM B KAPTOHHYIO MTAYKY.

6.6 OcoOble Mepbl NPEeIOCTOPOKHOCTH NPHM YHHYTOKEHUHM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOr0 Tpenapara WJIH OTXOA0B, TOJYYEHHBIX TMOCjJde TNPUMEHEeHHs
JIEKAPCTBEHHOI0 MpenapaTa u Apyrue MaHUMYJSIHU € TPeNnapaTomM

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEP’)KATEJIb PETUCTPAIHIMOHHOI'O YOCTOBEPEHUSA

I'epmanus

Canodu-Asentuc Hoiunang ['M6X

Bpronunrmpacce 50, 65926 @pankdypr-Ha-Maiine

tein. +49 (0) 69 305 80 710

daxc. +49 (0) 69 305 80 710

7.1 IlpencraBuTeib AepKaTesl PErHCTPAMOHHOIO YA0CTOBEPEHUS

IIperen3un norpedburTesieil HaoPaBIATh 10 AIPECY:

Poccuiickas ®enepanust, Pecyonuka Apmenus, Keipreizckas Pecrybnuka
AO «Canodu Poccusi», Poccust

anpec: 125375, r. Mockaa, yi. TBepckas, 22

19



COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 17.07.2023 Ne 13409
ren: +7 (495) 721-14-00 (MOCNEQOBATENEHOCTL 0006)

ajipec 3NMeKTpOoHHOM mouThl: Sanofi.Russia@sanofi.com

PecnyOauka Kazaxcran

TOO «Swixx Biopharma (Ceukc buodapma)»

aapec: 050012, r. Anmarsr, yi. XKamo6buia gom 100

ten.: +7 (727) 339 17 90

aapec aeKTpoHHoM mouThl: kazakhstan.info@swixxbiopharma.com

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUYHOUN PETUCTPALIMU/TIOATBEPKIEHUS
PETUCTPAIMU/TIEPEPEI'MCTPALIUA

JlaTa nepBoii perucTpaumu:

10. JATA IEPECMOTPA TEKCTA

OO11as xapakTeprCcTHUKa JIEKapCTBEHHOTO MpernapaTa AMapuiI JOCTyTHA Ha HH()OPMAlIMOHHOM
noprasie EBpazuiickoro s3KOHOMHUYECKOTO COr03a B HH(POPMAIIMOHHO-KOMMYHHUKAITMOHHON CEeTH

«uTepuer» http://eec.eacunion.org/
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	Имеется ограниченное количество информации по использованию препарата Амарил у пациентов с почечной недостаточностью. Пациенты с нарушенной функцией почек могут быть более чувствительны к гипогликемическому эффекту глимепирида (см. разделы 4.3, 5.2).
	Таблетки принимают, не разжевывая, запивая достаточным количеством жидкости (около 0,5 стакана). При необходимости таблетки могут быть разделены вдоль риски на две равные части.



