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UHAGTPYKUVEOCNEOOBATENEHOCTE 0002)

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

HNupanamun Papmacunres

PerncrpanmonHblii HOMep:

Toprosoe HanmeHnoBanue: Munanamug @apmacuHres

Me:kayHapogHOe HeMATEHTOBAHHOE HJIH I'PYNNUPOBOYHOE HAMMEHOBAHUE: WHIATIAMH/T
JlekapcTBeHHas popma: TaGICTKH, TOKPHITHIE TUICHOYHON 000JI0YKOM

Cocras:

Heticmsyrowee sewgecmeo. uananamua — 2,5000 wmr;

Bcnomozcamenvuvie sewgecmsa (s0po): xanpius ruapodocdar — 33,3330 mr; JIaKTO36I MOHOTHIPAT
— 26,5260 mr; kpaxman KyKypy3usiidi — 68,6660 mr; moBuaoH (K-30) — 3,3330 mr; Tanek — 2,6660
Mmr; HaTpus naypuicyibdat — 0,8333 mr; marnus creapat — 2,0000 mr.

Benomozcamenvuvie sewecmsa (obonouxa): runpomernioza (I'TIMIT) 5 — 1,4980 mr (70,0000 %),
makporos 6000 — 0,1926 mr (9,0000 %), momucopbar 80 (tBun 80) — 0,0214 mr (1,0000 %), Tutana
auokena — 0,4280 mr (20,0000 %).

Onucanue

Kpyriibie 1BOSKOBBIYKIIBIEC TJIaJKAE TAOJETKH, MOKPBITHIE TICHOYHOH 000JI0YKOH, OT Oeroro 1o
ouTH OeJoro 1BeTa.

Ha nmonepeunom paspese sapo TabieTKu OT 6eI0ro 10 MoYTH OENoro IBeTa.
dapmakoTepaneBTHYeCKAasl IPYNNA. TUYPETUKH; THA3UIOMOAO0HBIE JUYPETUKH; CYTb(OHAMMU/IBI.
Kon ATX: CO3BA11

DapMaKoJIOrHyecKue CBOMCTBA

Dapmaxoounamuka

MexaHN3M e CTBUS

WupganmamMusl OTHOCHUTCS K TPOU3BOJAHBIM Cylb(OHAMUZA C HUHAOIBHBIM KOJBIOM M IO
(bapMaKoJOTHYECKMM CBOICTBaM OJM30K K THA3UJIHBIM JUYPETHKaM, KOTOpPble WHTHOUPYIOT
peabcopOIuio HOHOB HATPUS B KOPTHUKAILHOM CETMEHTE NETIN HedpoHa.

IIpu 5TOM yBEIMYMBAETCS BBIACIICHUE IMOYKAMU HOHOB HATpHs, XJIOpa W, B MEHBILIEH CTEIEHHU,
MOHOB KaJlusl U MarHusi, 4TO COMPOBOXKIAETCS YBEIMUEHUEM JAUYPe3a U TUIIOTEH3UBHBIM 3P (HEKTOM.

dapmakoagnaamudeckne YO HeKTol

I'unoTeH3uBHOE NelicTBHE HHAanaMnuaa, Kak 1 Jpyrux 1nypeTu4eCKkux CpcacrB, 06YCJ'IOBJ'ICHOI
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® CHIKCHHEM COKPATUTEIBHOW CIIOCOOHPCTH COCYIMETHIN akoMBHIeuHBIN_KieTOR(Ba|cuer

W3MEHEHUS TPAHCMEMOPAHHBIX HOHHBIX TOKOB, PEUMYIIICCTBEHHO TOKA KaJIbIIUS;
e crumyssnuer cuHTe3a mnpoctarjaHauHa PGE2 w mpocranmknuaa PGI2, obGmanparomiero
COCYJIOPACIIUPSIONINM U aHTUATrPETaHTHBIM JICHCTBUEM.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

B xmmanyeckux wuccnepoBanusx Il m Il a3 mpu wucmonp3oBaHMM HMHOamaMuia B PEKUME
MOHOTEpanuyd B /033X, HE OKAa3bIBAIOIIMX BBIPAKEHHOIO JTUYpeTHYecKoro sddekra, Obul
MIPOJICMOHCTPUPOBAH 24-4aCcOBOM TMIIOTEH3UBHBIN 2P (EKT.
AHTUTUIIEpTEeH3MBHAsE aKTUBHOCTh MHJAANAMHU/A CBs3aHa C YJIyYLIEHHEM 3JaCTUYECKHUX CBOMCTB
KPYITHBIX apTepuii, YMEHBIIEHHUEM apTePUOJSIPHOTO M OO0IIEro Nepupepruveckoro COCyIUCTOTrO
COIPOTUBIICHUS.
WMupanamul yMeHbIIaeT TUIEPTPOQUIO JIEBOI0 KEITyA0UKa.
B xopoTkux, cpeaHel JUIMTENbHOCTU U JOJITOCPOYHBIX HCCIIEAOBAHUAX C y4acTUEM MAIEHTOB C
apTepualIbHON runepTeH3uel OblI0 MOKA3aHOo, YTO MHAAIAMU/L!

e HE BJIMSET Ha IO0Ka3aTeau JUIHIHOIO OOMEHA, B TOM YHUCIJIE Ha YpPOBEHb TPUIIHULEPUJIOB,

XOJIECTEpUHA, JIMIIONPOTENHOB HU3KOM MIIOTHOCTH U JIMIIONPOTENHOB BBICOKOM MJIOTHOCTH;
e He BIMSET Ha IOKa3aTeld OOMEHa YIJIEBOJOB, B TOM YHUCIIC Yy TAlMEHTOB C CaXapHbBIM
1adeToOM.

TuasugHsle W THA3UAONOAOOHBIE JUYPETUKH TPU OIPENETICHHOM J103€ JOCTUralT IUIAaTo
TepaneBTHUECKOro 3(dexTa, B TO BpeMs Kak YacToTa MOOOYHBIX 3(P(HEKTOB MPOAOIKAET
YBEJIMUYMBATHCS MIPU JajbHENIIEM OBBIIEHUH 10361 Ipenapara. [loatomy He ciaenyeT yBennuuBarh
7103y IpenapaTa, €Ciy NMpu NPUMEHEHUU PEKOMEHOBAHHOM /103bl HE JOCTUTHYT T€paneBTUUYECKUI
b dexr.
DapmakoKkunemuxa
Bcacvieanue
bruonocrynaocTs mHIanamuaa — 93 %.
MaxkcuManbHOW KOHIICHTpAIMK B Tu1azmMe KpoBH (Tmax) mMpenapar gpocturaeT yepe3 1-2 daca mocie
NEPOPATILHOrO NMpUEMa OJHOKPATHOM 03Bl 2,5 MT.
Pacnpeoenenue
Okono 75 9% mnpemnapara cBsi3bIBaeTcsi ¢ Oenkamu Iuia3mbl KpoBu. [lepuon monyBbIBeaeHUS

npemapara cocrabiisger 14—24 gaca (B cpeaeM 18 gacos).
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COOTBETCTBYET QRCHEFTHOMY QTYETY

yBenu4MBaeTCsl (10 CPAaBHCHHMIO C OJHOKPATHBIM TNPUEMOM). BMmecTe ¢ TeM, JAOCTHTHYTOE
PaBHOBECHOE COCTOSIHHE COXPAHSCTCS B TCUCHHE JTMTEIBHOIO MEPHO/Ia BPEMEHH, CBHICTCIILCTBY S
0 TOM, YTO TOBTOPHBI IPHEM Ipernapara HE CONMPOBOXKIAACTCS HAKOIUICHHEM HWHIalaMuja B
OpraHu3Me.

Buiseoenue

WuganmamMu BHIBOAMTCS B BHJE HEAKTHBHBIX METaO0IMTOB B OocHOBHOM moukamu (60-80 % ot
BBEJICHHOMU JI03bI).

He 0onee 5 % uHaanamMuaa BEIBOJAUTCS U3 OpraHM3Ma ¢ MOYOH B HEU3MEHEHHOM BHJIC.

HaIII/IeHTI)I C HApYILUICHHUECM d)VHKIII/II/I IIOYCK

vy IIaIfMCHTOB C IMOYCYHOM HEAOCTATOYHOCTBIO q)apMaKOKI/IHeTI/I'-IGCKI/Ie CBOMCTBaA HHAarnaMuyga HE

W3MEHSIOTCSL.
JlaHHbIe 10 JOKJIMHUYECKOMH 0€30I1aCHOCTH

HccnenoBanus wHAANaMpaa HE [OKa3all MYTareHHBIX WM KaHIEPOTeHHBIX CBOMCTB. [lpu
NepOPATLHOM BBEJICHHH WHAANAMHU/Ia B MAKCUMAJIBHBIX J103aX (IIPEBBIMIAIONINX TEPATIEBTUYECCKYIO B
40-8000 pa3) pa3HBIM BHJIAaM JKMBOTHBIX BBISBICHO YCHUJICHHE JUYPETHUYECKOTO JEeHCTBUS
npenapara. B uccnenoBaHUsX OCTpOW TOKCHYHOCTH HMHJIAMAaMHIA TPH €r0 BHYTPHBEHHOM HIIH
UHTpPANlepUTOHEATbHOM ~ BBEJACHUUM  OCHOBHBIE  CHUMIITOMBI ~ OBTM  OOYCJIOBJEHBI €O
(bapMaKoIOTHIECKON aKTHBHOCTBIO, HANpUMEp, OpaIWITHOd M pacIIUpeHue NepupepudecKux

COCY/IOB.

B wuccienoBaHusX peNpoOAyKTUBHOW TOKCHYHOCTH HE BBIBIEHO 3MOPHOTOKCHYECKOTO U

TE€PATOr€HHOT'O IEUCTBHS.

He BbIsIBIIEHO BO3JEMCTBUS Ha PENPOYKTUBHYIO (PYHKIIUIO Y KPBIC 000€ro noJia.

IToxa3anus kK NpUMeHEeHHUIO

IIpenapar Mupanamun @dapMacuHTE3 MOKa3aH I JICYEHHsS apPTEPUAIBHOM THUIIEPTEH3UH Yy

B3POCIIBIX.

IIporuBonokasanus

— TUIEPYYBCTBUTEIBHOCTh K JEHCTBYIOLIEMY BELIECTBY, JAPYTUM MPOU3BOAHBIM CYIb(POHAMUIA
WX K J1I00OMY M3 BCTIOMOTaTeNbHBIX BEIECTB npenapara (cM. pazaen «CocTtasy);

— TsDKeNas [oveyHasi HeJOCTaTOYHOCTh (KJIMpeHC KpeaTuHUHA MeHee 30 MiI/MUH);

— NCYCHOYHasA Z-)HI_IC(I)aJ'IOHaTI/I}I HJIN TAXKEIIOC HAPYUICHUC (byHKI_[I/II/I NCYCHH,
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— THIIOKAJINEMHS, (NCCNEOOBATENEHOCTE 0002)

— TMAalWEeHTHl C HETIEPEHOCUMOCTBIO TaJaKTO3bl, IMOJHOM JIAKTa3HOW HEJ0CTaTOYHOCTHIO, TIIHOK030-
raJaKTO3HON MaabaObCoOpOIMEH;

— OepemenHocTh (cMm. pazgen «llpumenenue mnpu OepeMEHHOCTM M B TMEPUOA TPYTHOTO
BCKapMIIBAHU);

— JeTCKu# Bo3pacT 10 18 ner.

KomOunanuu ¢ mnpenapatamMu JUTHS HE PEKOMEHIYIOTCS K MPUMEHEHHIO (CM. paszzen

«B3aumojeiicTBrE ¢ APYTUMHE JICKAPCTBCHHBIMH CPEICTBAMMNY).

C 0CTOPOKHOCTHIO

Hapymienust ¢GyHKIIMU MEYEHH U TOYEK JIETKOH WM YMEPEHHOW CTENeHHM TSDKECTH, HapyUICHHS

BOJIHO-DJIEKTPOJIUTHOrO OanaHca, MPUMEHEHHE y MAllUeHTOB C YBETUYEHHBIM HHTepBasioM QT Ha

anektpokapauorpamme  (DKI'), mnpumeHeHwe Yy HMCTOMIEHHBIX IMAIMEHTOB, Y MAI[MEHTOB,

MOJIyYaroluX OJHOBPEMEHHYIO TEPANMIO C MpernapaTramMu, KOTOPble MOTYT YBEJIMYMBATh WHTEPBAI

QT, coderanHas Teparus JE€KapCTBEHHBIMHU IIperaparaMmu, CIIOCOOHBIMU BBI3BATh MOIUMOP(HYIO

KEITYA0UKOBYIO TAXUKAPAUIO TUIIA «ITHUPYIT», MPEnapaTaMu JINTHUS, JIEKApCTBEHHBIMHU MIpenapaTamH,

CIIOCOOHBIMU  BBI3BIBATH THIOKAUEMHUIO WM  CEpACYHBIMU TIUKO3UJaMU (CM. pasnen

«B3anMoeiicTBHEe ¢ IPYTHUMH JISKAPCTBCHHBIMU CPEJICTBAMUY ), Iepu(epruiIecKre OTEKH WU acIvT,

uIIeMryecKkas 00JIe3Hb Cepla, cepaeyHas HeIOCTaTOYHOCTh, THIIEPIIapaTUPe03, CaxapHbIi uaderT,

TUIEPYPUKEMHS U TTO/Iarpa.

I[IpumeHeHnune npu 6epeMEHHOCTH U B NMEPUO/I TPYIHOT0 BCKAPMJIMBAHUS

bepemennocmo

B Hacrosimuit MOMEHT HET JOCTATOYHOTO KOJWUYECTBA JIaHHBIX O NMPUMEHEHUH WHJAlaMHIa BO

Bpems OepemeHHOCTH (onucano mMeHee 300 cirydae).

JlnutenpbHOe TpUMEHEHUE THUa3HIHbIX auypetukoB B Il Tpumectpe OepeMeHHOCTH MOKET

BBI3BIBATH THUIOBOJIEMHIO Y MaTe€pd M CHIDKEHHE MATOYHO-IIIAIEHTAPHOTO KPOBOTOKA, YTO

MPUBOANT K (DETOTUTAIICHTAPHON UIIIEMUH U 3aJIEPIKKE pa3BUTHUS ITO/A.

HccrnenoBanus Ha )KUBOTHBIX HE BRISIBIIM MPSIMOTO WM HEMPSIMOTO TOKCUYECKOTO BO3CHCTBHS Ha

PENPOAYKTUBHYIO (DYHKIIHIO.

B kadecTtBe Mephl TPEIOCTOPONKHOCTH PEKOMEHIYETCS HM30erarh NMPUMEHEHWs HWHAanamuaa BO

BpeMsi OEpEMEHHOCTH.

Ilepuoo epyonoeo eckapmaueanus

I[aHHBIX O NPOHUKHOBCHUHN HWHOAIIaMHAa WA Cro MeTa0OJIUTOB B T PYAHOC MOJIOKO Yy 4YCJIOBCKaA

4
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HEJI0CTaTOYHO. (NCCNEOOBATENEHOCTE 0002)

L

COOTBETCTBYET QRCHEFTHOMY QTYETY

Y HOBOpPOXJIEHHOTO MOJKET PAa3BUTHCSA IOBBIIIEHHAs YYBCTBUTEIBHOCTh K IPOU3BOJHBIM
CyJb(pOoHAMH/Ia U THIIOKAIMEMUs. B CBSA3M ¢ 3THM, PHCK /7151 HOBOPOKJCHHOT0/MJIa/IeHIa HE MOXKET
ObITh HCKItOYeH. MHpanmamuna OIM30K K THA3MIHBIM JIMYpPETHKAM, NPHEM KOTOPBIX BBI3BIBAET
YMEHBUIEHNE KOJUYECTBA IPYAHOT0 MOJIOKA UJIHM JJa’kKe MOAABICHHE JIaKTallH.

[TpumeHeHre nHAaNaMuIa B IEPUOJL IPYAHOIO BCKAPMIIMBAHUSI HE PEKOMEHTy€ETCH.

DepmunbHocmo

HccnenoBanust penpoyKTUBHON TOKCMYHOCTH IOKa3ajdd OTCYTCTBHE BIMSAHHMA Ha (EPTHUIBHOCTh
CaMOK U CaMILIOB KpBIC.

[TpennonoxurenbHO, BAMSHUE HA (DEPTUIIBHOCTD y YEJIOBEKAa OTCYTCTBYET.

Cnocod npuMeHeHHs U 103bl

[Tpumensiercs BHyTpb 110 1 TabneTke 1 pa3 B CyTKH, IPEANIOUYTUTENBHO YTPOM.

[Tpu neyeHMM NAIMEHTOB C apTEepUAIbHOM TMIIEPTEH3UEH J103a Mpenapara He JOJKHA MPEBbILIATh
2,5 mr/cyTku (yBelIMYEHHME PUCKA HEXeJaTelIbHbIX peakiuil 0e3 yCuJIeHHs aHTUTMIIEPTEH3UBHOTO

s dekra).

Oco0Bble IPVIIILI TAIUEHTOB

Tayuenmsi ¢ Hapywenuem GyHKyuy novex

[IpuMmeHeHre MPOTHBOINOKA3aHO MALMEHTaM C TSDKEJOW MOYEYHON HENO0CTaTOYHOCTHIO (KIUPEHC
kpeatuHnHa MeHee 30 mur/muH.). TuasuaHbIe W THA3UIIOMONOOHBIE TUYPETUKH B TIOJIHOW Mepe
3¢ (PEeKTUBHBI TOJBKO y TMAIMEHTOB C HOPMAJbHOM (PYHKIMEH TOYEK WM MUHUMAJIBHBIMH €€
HAPYIICHUSIMH.

Tayuenmsi ¢ HapyweHnuem QyuKyuy neveHu

[IpumMeHeHre MPOTHUBOMOKA3aHO MAIUEHTAM C TSHKEJION MEYCHOYHON HE0CTaTOYHOCTHIO.
llayuenmul nodxxcunoco 6o3pacma

VY MOXWIBIX TAIMEHTOB CIEAyeT KOHTPOJIMPOBATH COJAEpKAHME KpPEaTMHHHA B IJIa3Me KPOBU C
y4eTOM BoO3pacTa, Macchl Tena u mona. JlekapctBennslid mpemnapar Wugamamun dapmacuHTe3
MOXHO Ha3HA4aTh TMOXWIBIM TMalleHTaM ¢ HOPMaJIbHOW (YHKIHEH TMMOYeK WM TOJBKO C
MUHUMAJTBHBIMU €€ HapyIICHUSIMHU.

Hemu u noopocmxku 6 so3pacme 0o 18 nem

besomacHocth u 3(QQPEKTUBHOCTH MPUMEHEHHs] WHAANAMUAa Yy JeTed M TMOAPOCTKOB HE
yCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

IMo0ouHoOE neicTBHE
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Haubonee yacThiMu HEXENATEILHBIMEI PEAKIHSIME, O KOTOPBIX COOOIIAIOCH, OBUIH: THIIOKAIUEMUS,
peaklMy TOBBIIICHHON YYBCTBUTEIHHOCTH, B OCHOBHOM JI€PMATOJIOTMYECKHE, y MAIMEHTOB C
MPEAPACIIONOKEHHOCTRI0O K aJUICPrHYeCKMM M aCTMAaTHYECKMM  peakIHsaM, a  TaKxke
MakyJionanyJie3Has ChIIlb.
B pamkax uccnenoanuii 11 u 111 da3bl, cpaBHUBAIOIMX WHAAMAMUT B T03UpOBKe 1,5 Mr u 2,5 wmr,
pe3yNbTaThl aHANW3a KaIusg B IDIa3ME KPOBU MPOJEMOHCTPUPOBATIH J0303aBHUCHMBIH A deKT
HHAAIIaMuaa:
e Uupanamup 1,5 Mr: KOHIIEHTpaIUs KaJlvs B TUIa3Me KpOBU MeHee 3,4 MMOJIb/JI Ha0JI01a1ach
y 10 % mnamueHTOB, ¥ KOHIIEHTpalMs Kalus B IUIa3Me KpPOBU MeHee 3,2 MMOJb/I
HaOmoanace y 4 % nauueHToB uepe3 4—6 Henenp nocie Havana tepanuu. [locne 12 Henens
TEpanuu CpeiHee 3HAUEHHME CHMKEHUS KOHLEHTpaluu Kajiusg B Iuiazme cocrasisuio 0,23
MMOJIB/JI.
e Uupganamup 2,5 Mr: KOHIEHTpAIUs KaJls B TUIa3Me KpOBU MeHee 3,4 MMOJIb/J1 HaOJIroaa1ach
y 25 % mnanueHTOB, M KOHIIGHTpalMs Kalus B IUIa3Me KpPOBU MeHee 3,2 MMOJb/I
Habmonanace y 10 % mnanuentoB uepe3 4—-6 Henenb mocie Havana tepanuu. [locie 12
HEJIeNIb TepaluK CPeHEe 3HAUCHUE CHIDKCHMSI KOHIIEHTPAIIMU Kajius B IUIa3ME COCTaBJISIIO
0,41 MMoIIB/m.

Cmcok HeKeJIaTeIbHBIX peaKInil IpUBEACH B TaGJ’II/II_[e

Yactota MOOOYHBIX pPEAKIMH, KOTOpbIE OBLIM OTMEYEHBl BO BpEeMs Tepanuu HHIANaMUAOM,
MpUBEJeHA B BUJE CICAYIOIIEH rpamanuu: o4eHb yacto (>1/10); gacro (>1/100, <1/10); Hewacto
(=1/1000, <1/100); penko (=1/10000, <1/1000); ouenp penko (<1/10000); wactoTa HEU3BeCTHa

(‘IaCTOTa HE MOXET OBITh noacuuTaHa 1mo JOCTYITHbIM I[aHHLIM).

MedDRA
KJ1acehbl M CHCTEMBI He:xenarenbHble peakuuu Yacrorta
OpPraHoB
ArpaHynonuTos Ouenb penko
Hapy1eHus co CTOpOHbI AmnutactTrueckasi aHeMust Ouens peaxo
KpOBHU U TUMpaTndeckoii |l eMoNIUTHYECKast aHeMUsT Ouens peaxo
CHUCTEMBI Jletikomenns OueHb penko
TpombouuTonenus Ouens peaxo
Hapymenus metabonusma | ['unepkansuuemus Ouens peaxo
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MedDRA (NCCNEOOBATENBEHOCTE 0002)
KJ12cChI M CHCTEMBI HexenaT€GHBIC peakiNn qacrora
OPraHoB
Y MUTaHUSA I'mnokanmmemust (cM. pasumen «OcoOble Yacto
yKa3aHus»)
I'mnonarpuemust (cMm. paszgen «OcoOble Heuacto
yKa3aHMs»)
I'mnoxnopemus Penko
T'unomarumemust Penxo
Bepruro Penko
[ToBbIIEHHAS YTOMIIIEMOCTD Penxo
Hapyuienust co cTopoHsl
T'onoBHas 0o Penxo
HEPBHOMN CUCTEMBI
[Tapecre3us Penxo
O6MopoK UYacToTra Hens3BecTHA
Muonus YacroTa HensBecTHA
Heuetkoe 3penue YacToTra Hens3BecTHa
Hapyuienust co cTopoHsl
Hapymienue 3penust UYacToTra HensBecTHA
opraHa 3peHus
OcTtpas 3aKpbITOYTOJIbHAS TTIayKOMa UYacToTra Hens3BecTHA
XOpHOUIaIbHbIN BBIOT YacToTa HeU3BECTHA
AputMmus Ouenb penko
[Momumopduas KEITYT0UKOBas
TaxuKapaus THTIA «TITUPYIT»

Hapymenus co ctTopoHbl
(MOTEeHIMAIBHO C JETAbHBIM HCXOJIOM)
cepana YacToTa HEn3BeCTHA
(cm. pazmensl «OcoOble yKazaHUS» U

«B3aumonencTeue c JIPYTUMH

JICKapCTBEHHBIMHU CPEJICTBAMUY)

Hapymenust co ctTopoHbl

ApTtepuanbHas TUIIOTEH3US OueHnb penko
COCYJIOB

PBorta Hegacro
Keny104HO-KHUIIIEYHbIE TomHoTa Penxo
HapyIIeHHs 3amop Penko

CyxocTb BO pTY Penxo
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MedDRA
Kuaaccesl U cucrembl

OpraHoB

(NOCHELOBA

TENBEHOCTE 0002)

Hexenar€ILABIE peaknumn

“HaCToTa

[Tankpeatur

OueHb peniko

Hapymenus co ctopoHbl
MEYEHH U

JKEITYEBBIBOIAIINX TyTEH

Hapymenue pynkuuu nedenu

Ouensb penko

Bo3MOKHO pa3BuUTHE TIEYEHOUYHOU
SHIEPATONATHH B CITyYae MeUYECHOYHOM
HEJIOCTATOYHOCTH (CM. pa3Jeiibl

«HpOTI/IBOHOKaSaHI/IH» n «Oco0Onie

YacToTa HEU3BECTHA

Hapymenus co ctopoHbl
KOKH M MOJIKOKHBIX

TKaHeHn

yKa3aHMs»)

I'ematut YacToTa HEen3BECTHA
Peaknuy nmoBuIlIEHHOM Yacto
YyBCTBUTEJIBHOCTH

MakynonanyJie3Has CbIIlb Yacto
[Iypmypa Heuyacto

AHTMOHEBPOTHYECKHUM OTEK

Ouensb penko

Kpanusauna

Ouensb penko

Tokcuyecknuii dnuIepManbHbIi HEKPOJIU3

Ouensb penko

Cunapom CrupeHca-/[xoHcoHa

Ouensb penko

BozmoskHOe obocTpeHue yKe
MMEIOIIENCS OCTPOM CUCTEMHOW KpAacHOM

BOJIYaHKH

YacToTa HEM3BEeCTHA

Peakuuu  ¢dorouyBcTBUTENBHOCTH  (CM.

paznen «OcobOble yKa3aHusm»)

YacToTa HEM3BEeCTHA

Hapymenus co ctopoHbl
MOYEK U MOYEBBIBOISAIINX

nyTein

TToyeunas HeTOCTATOYHOCTD

Ouensb penko

Hapymenust co ctopoHbl
MBIIIIEYHOM, CKEIETHOHN U

CO€IUHUTENbLHON TKaHU

CrasMbl MBIIIII]

YacToTa HEM3BECTHA

Meimeunas ¢iiadocTh

YacToTa HEU3BECTHA

Muanrus

YacToTa HEM3BECTHA

Pa0nomuonus

YacToTa HEM3BECTHA
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Kiaccehbl 1 CHCTEMBI Hexenar€ILABIE peaknumn “HaCToTa

OpraHoB

Hapymenus co ctopoHbl
PENpPOAYKTUBHOM CUCTEMbI | DpeKTUIbHAs AUCHYHKINS Heuacto

1 MOJIOYHBIX KECJIE3

Yanunenue unrepBana QT na DKI (cm.
pazmensl  «OcoOble  yKazaHHs» U
YacroTa HEn3BECTHA
«BzaumoeiicTBue c JIpYyTUMHU

JICKApPCTBCHHBIMH CPEICTBAMMY)

JlaGopaTopHbie 1
[ToBbIlIeHUE KOHICHTPAIUU TJIFOKO3BI B

YacToTa Heu3BeCTHA

MHCTPYMCHTAJILHBIC KpoBH (cM. pasaen «OcoOble yKa3aHHs»)
AaHHBIC [loBpIllIECHE KOHIIGHTpPAIIMM  MOYEBOM
KHCJIOTBI B KpoBH (cM. pazaen «Ocobple | 1acToTa HensBeCTHa
yKa3aHus»)
[ToBbIIeHNME AKTUBHOCTH TIE€YEHOYHBIX
Yacrora Hens3BecTHA
(bepMeHTOB
Ilepeno3supoBka
Cumnmomwi

WMunanamu gaxe B O4€Hb BBICOKHX J03ax (10 40 Mr, To ecTh B 16 pa3 Gonblie TeparneBTHIECKOM
J103b1) HE OKa3bIBAET TOKCUYECKOTO JIEUCTBUS.

[Ipu3Haku OCTPOro OTpaBIEHUS JIEKAPCTBEHHBIM IIpENapaToM B IEPBYIO OYEpeab CBS3aHbI C
HapyLIeHUEM BOJIHO-3JIEKTPOJIUTHOrO OanaHca (TMIOHATPUEMMS, TUITOKaIreMust). M3 KIIMHuYecKux
CUMIITOMOB INIEPEJO3UPOBKM MOTYT OTMEYaTbCs TOIIHOTA, PBOTA, apTepHallbHas TMIIOTEH3US,
CyJIOpOTH, BEPTUI0, COHJINBOCTh, CIIyTAHHOCTb CO3HAHMsI, OJIMYPHS WU OJUTYPHUS C BO3MOYKHBIM
NIEPEXO0JIOM B aHYPHUIO (BCIIEICTBUE TMIIOBOJIEMHUN).

Jleuenue

Mepbl HEOTJIO)KHOM TOMOIIM CBOJATCS K OBICTpOMY BBIBEJICHHMIO TpenapaTa M3 OpraHu3Ma:
OPOMBIBAaHME JKEIyJKa W/WIM Ha3HAYeHHUs AaKTUBHUPOBAHHOTO YIVIA C  TOCIETYIOLMM
BOCCTAHOBJICHHEM BOHO-3JIEKTPOJIMTHOTO OaiaHca B CHEIUATIN3UPOBAHHOM OTJIEICHUH.
B3aumopneiicTBHe ¢ APYTMMH J1eKAPCTBEHHBIMH CPeICTBAMH

Komounayuu, ne pexomenodyemoie K npUMEeHeHUIO



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 07.03.2025 Ne 6293
Ipenapamol numus (NCCNEOOBATENEHOCTE 0002)

L L

[Ipy ogHOBpeMEHHOM IPUMEHEHMM WHJANaMHia W IpernapaToB JIMTHS, TaKXKe, Kak U IIpH
coOuro/IeHNH OECCOIEBOM TMETHI, MOXKET HAOJII01aThCs MOBBIIICHUE KOHIICHTPALIUH JIUTHS B TJIa3Me
KPOBHU BCJEJICTBHE CHH)KEHUS €ro 3KCKPELUH, CONPOBOXKJAIOIIEECS IOABICHUEM IPHU3HAKOB
nepeno3upoBkU. Ilpn HEOOXOIMMOCTH IMypeTHYECKHE Ipenaparbl MOTYT ObITh MCIIOJIB30BaHbI B
COUYETaHWM C IpernapaTamy JUTHSL, IPU ITOM CIIELYET TIIATEIbHO KOHTPOJIHMPOBATH KOHLIEHTPALUIO
JMTHUSA B TIa3Me KPOBU M COOTBETCTBYIOIIMM 00pa3oM Moa0upaTh 103y Ipenaparta.

Komobunayuu, mpeodyrouwiue npedocmoposrxicnocmu

Jlexapcmeennvie  npenapamovi, CHOCOOHblIE  6bI36amb  NOJUMOPPHYIO  MHCEIYOOUKOBYIO
mMaxuxapouro muna «RUPyImy», 6K1104as1, HO He 0ZPAHUYUBAACH:

® aHTHAPUTMMYECKHUE JIeKapCTBEHHble mpenaparsl |A kimacca (Hampumep, XUHHUAMH,
THJPOXUHUIMH, Tru3onupamu, npokannamun) u 1C kinacca (puexannun);

e aHTMApUTMUYECKHE JIeKapcTBeHHbIe npenapatsl 11l kinacca (HampuMep, aMHOJapoH, COTAOI,
nodermin, HOyTHINA, OPSTUIIHS TO3WIIAT, IPOHEIAPOH);

e HelponenTUKu:

— (enornazunsl (Hanpumep, XJIOPIPOMA3HH, IHAMEMA3HH, JICBOMEIIPOMA3HH, THOPH/IA3HH,
tpudyonepasuH, GpiaydeHasuH);

— OeH3amubl (HapUMep, aMHUCYJIBIIPUI, CYIbTONPUI, CYIbIIUPHU, THAIIPUL);

— OyrtupodeHoHbI (HarpuMep, IPOIEPHUIOI, TATONEPUION);

— JIpyrue HeHpoJenTHKH (HampuMep, MUMO3U/1, CEPTUH/ION);

® AHTHUJICNIPECCAHTHL:  TPUIMKINYECKHE  AHTUAETPECCAHTbI, CEJIEKTHBHbIE  HHTUOUTOPHI
00paTHOTO 3aXxBaTa CEPOTOHMHA (I[UTAIONPAM, ICIIUTAIONPAM);

e aHTHOaKTepHaJbHBbIE CpenCcTBA:  (TOPXHMHOJNOHBI  (eBO(IOKCAIIMH, MOKCH(IOKCAINH,
criapioKcalt, UIPOMIOKCAIMH); MaKpONUAbl (IPUTPOMHUIMH MPU BHYTPHBEHHOM
BBEJICHUH, A3UTPOMHUIINH, KIAPUTPOMHUIIMH, POKCUTPOMHUIINH, CIIUPAMHUIIMH), KO-TPUMOKCA30JT;

® [POTUBOIPUOKOBBIE CpPEJCTBA psga a30J0B (BOPUKOHA30J, HUTPAKOHA30J, KETOKOHA30],
dirykoHazomn);

® [pPOTUBOMAISIpUMHBIE  CpeACTBa  (XWHUH,  XJIOPOXHMH, Me(IOoXuH, rajodpaHTpuH,
JTyMehaHTPHH);

® aHTHAHTHHAJIBHBIC CPEACTBA (paHOIA3WH, OCTIPHINII);

® [IPOTHBOOITYXOJIEBbIE MpemnapaTbl ¥ UMMYHOMOYJIATOPH! (BaHAETaHHO, MBIIIbSIKA TPUOKCH],

OKCAJIMIUIATHH, TAKPOJIUMYC, aHal"peJ'II/II[);
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e IIPOTUBOPBOTHBIE CPEACTBA (OHIAHCETPOH); (NMOCNEOOBATENBHOCTE 0002)

® CpeAcTBa, BIUSIONME HAa  MOTOPUKY  JKENyJIOYHO-KUIIEYHOTO TpakTa (IM3ampHu,
JIOMIICPHUIOH);

® AHTUTUCTAMHMHHBIE CpeACTBa (acTeMH30I1, TepdeHa uH, MU30JaCTUH);

e [pouyne AaKTUBHbIE BEIIECTBA. HANpUMEp, IEHTaMUIUH, IudeMaHuw1, BHUHKAMHUH IpU
BHYTPHUBEHHOM BBEJICHUU, Ba30IMPECCHUH, TEPIUIIPECCUH, KETAaHCEPHH, MPOoOyKoI, npornodoul,
ceBoQuIypaH, TEPOAUINH, LIMJIOCTA30], METAJ0H, aCTEMU30J1, TepPEHAINH.

[ToBblIeHNE pPHUCKA PA3BUTHUS JKEITYAOYKOBBIX apUTMHUNA, OCOOCHHO MOIUMOP(HOMN KelryT0uKOBOU
TaXWKaAPAUU THIIA KTUPYIT» ((HAKTOp PUCKA — THITOKATUEMHS).
[lepen Ha3HaueHWeM KOMOWHUPOBAHHOM Tepamuyd MHAANAMUIAOM M yKA3aHHBIMH  BBIIIE
npenaparamMu ClIeAyeT IPOBECTH MCCIECIOBAHUE C LEJIbI0 BBISBICHUS TUIOKAIMEMHH U TPHU
HEOOXOIMMOCTH TPOBECTH KOppeKunio. HeoOXommm KOHTPOIIb KIMHUYECKOTO COCTOSIHUS TTAllEHTa,
KOHTPOJIb YPOBHS AJIEKTPOJIMTOB IJIa3Mbl KpoBHU, Nokazateneid KT
YV nayuemmoe c cunokanuemueii HeoOX00UMO NpUMEHAMb Npenapamsl, He Bbl3bIBAIOWUE
HOAUMOPGHYIO HCETYOOUKOBYI0 MAXUKAPOUIO MUNA «NUPYIM K.
Hecmepouousle npomusosocnanumenvhvie npenapamsl (Rpu CUCHMEMHOM HA3ZHAYEHUU),
6KII0UAA  CeleKmueHvle UHZUOUmMopsvt yukiookcuzenaszv-2 (L[OI-2), evicokue 003bl
auemuacanuyunoeoil Kuciomeul (= 3 2/cymku)
B03M0OXHO CHUXEHUE aHTUTUIIEPTEH3UBHOTO JEHCTBUS WHIallaMU/1a.
VY 00e3BOKEHHBIX MAIMEHTOB CYIIECTBYET PHUCK Pa3BUTHs OCTPOM MOYEYHOW HEIOCTATOYHOCTH
BCJIE/ICTBUE CHUXEHHS KiIyOoukoBol ¢uibTpanuu. Ilamuenram HEoOXO0IMMO KOMIEHCHPOBATb
MOTEPIO XKUAKOCTU U B HayaJle JICUEHUS TIIATEIbHO KOHTPOJIUPOBATh (PYHKIIHIO ITOYEK.
Hnzubumoput anzuomensun-npespawiarouwie2o gpepmenma (AIID)
Haznauenne unrubutropoB AIID mamueHTam ¢ W3HAYAIbHO CHIKEHHOW KOHIIEHTpAIlMell HMOHOB
HaTpUs B KPOBHM COIIPOBOXKIAETCS PUCKOM BHE3AIHOM apTepHaJbHOW TMIOTEH3UM W/WIM OCTPOH
MOYEYHON HEJOCTATOYHOCTH (B YACTHOCTH, MAallHEHTaM CO CTEHO30M IIOYEHHOH apTepHH).
[TauentTam ¢ apmepuanvhol  cunepmeH3uerl W BO3MOXKHO  CHMIJKEHHOM,  BCIEACTBHE
MPEAIIECTBYIONIETO MpHeMa JUYPETHUKOB, KOHIIEHTpAallMe HMOHOB HATpus B IUIa3ME€ KpPOBU
HE00XO0UMO:

e 3a 3 5HA A0 Havana JiedeHuss uHruoutopom AIID npekpatuTe npuem nuyperuka. B

JManbHEWIeM, TpU HEOOXOAMMOCTH, NMpHUEM HE KajauiicOeperaromero IuypeThka MOXHO

BO300HOBUTB;
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® 1M HaYMHATh Tepanuto HHruouTopoM|AIID ¢ HHskiN 0B, CHibdiefyroiinM Moo ieHHbIM

COOTBETCTBYET QRCHEFTHOMY QTYETY

YBEJIMUYEHUEM JI03bI B CITyyae HEOOXOAUMOCTH.
[Ipu xponuueckoti cepoeunoil neoocmamounocmu nedenue naruoutopamu AIl® crnenyer HauuHATDH
C CaMbIX HHM3KUX 103 C BO3MOXXHBIM NpPEABAPUTEIbHBIM CHIDKEHHEM 03 HEKaJHiicOeperaromniero
JTUypEeTHKA.
Bo ecex cmyuasx B mepBble Henenu mnpuema HHruoutopoB AII® y mnanueHTOB HEOOXOAUMO
KOHTPOJHMPOBATh (DYHKIIMIO MOYEK (KOHIIEHTPAIMIO KPEaTHHUHA B TJIa3Me KPOBH).
/Jlpycue npenapamui, cnocoOHvie 6bI3bléamb unoKanuemuro: amgomepuyun B (ona
6HYMPUBEHHO20 66€0€HU), 2NI0KO- U MUHEPATOKOPMUKOUObL (RPU CUCMEMHOM RPUMEHEHUU),
mempaxko3zaxkmuo, ciabumenbHvle CPeOCcmed, CIHUMYIUPYIOUWUE MOMOPUKY KULLEeYHUKA
YBenuyeHne pucka pa3BUTHS TUTIOKATTUEMHH (aJIUTUBHBINA YPQEKT).
Heo0xoauM MOCTOSHHBINA KOHTPOJIb KOHIEHTPAIMH Kalus B IJIa3Me KPOBHU, IMPH HEOOXOIUMOCTH —
ee koppekuus. Ocoboe BHHUMaHUE CIENyeT YAENATh MaldeHTaM, OJHOBPEMEHHO MOIYyYarolIuM
CeplieUHble  TIUKO3UIbl. PekoMeHayeTcs  HCIONb30BaTh  Cla0UTENbHBIE  CpPEACTBa, HE
CTUMYJHUPYIOLINE MOTOPUKY KUIICYHUKA.
baknoghen
OTmeuaercst yCUIIEHHE aHTUTUTIEPTEH3UBHOTO Y deKTa.
[TaruenTam HEOOXOIUMO KOMIIEHCHPOBATh MOTEPIO >KUIKOCTH M B Hayalle JIGYCHHs TIIATEIbHO
KOHTPOJHMPOBATh (DYHKIIMIO MTOYEK.
Cepoeunvie enuKko3uobl
['mmokamuemMust W/ TUIOMarHUEMUsI MOXKET CIIPOBOIIMPOBATH YCHUIIEHUE TOKCHUECKUX dPPEKTOB
CepACUYHBIX ININKO3UIOB.
[Ipy OnHOBpEMEHHOM TNPUMEHEHUH MHJANaMula M  CepACYHBIX TIJHMKO3MJIOB  CIEAyeT
KOHTPOJIMPOBATh KOHIICHTPAIIMIO KalWsg W MarHusl B IuiasmMe KpoBw, nokazarenu DK, u, mpwu
HEOOXOIMMOCTH, KOPPEKTHPOBATH TEPATIHIO.
Komounayuu, mpeodyruwue 0co6020 6numanus
Annonypunon
CoBMecTHOE TIPpUMEHEHHE C WHIAMAMUAIOM MOXXET TIIOBBIIIATH PUCK PA3BUTHS  PEaKIHA
THIIEPYYBCTBUTEIBHOCTH TIPH JICYCHUH aJUTOITY PUHOJIOM.
Komounayuu, mpeodyrouwiue enumanus

Kanuticbepezarowue ouypemuxu (amunopuo, CnupoHoIaKmoH, mpuammeper)
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KoMOuHMpOBaHHas Tepanus WHIANAMUIOM H|KalnuicOgnErarolyMm Fyl Y peaKania eaeo000pasta

y HEKOTOpBIX IalMEHTOB, OJHAKO TMPH 53TOM HE HCKIIOYAETCS BO3MOXKHOCTb Pa3BUTHSA
TUIOKATUEMHUH WM THIEpKaTueMuH (0OCOOCHHO Yy MALMEHTOB C MOYEYHOW HEIOCTaTOYHOCTHIO MIIH
y NMaIMEHTOB C CaXapHbIM JUa0ETOM).

Heo6xon1uMo KOHTpOIMpOBaTh ypOBEHb Kaiuus B IU1a3Me KpoBu, nokaszatenu OKIT u, mpu
HEOOXOIMMOCTH, KOPPEKTHPOBATDH TEPATIHIO.

Memdopmun

@OyHKUMOHANbHAs I10Y€YHAas HEAOCTaTOYHOCTh, KOTOpas MOXKET BO3HUKaTh Ha (OHE IpHemMa
JUYPETUKOB, OCOOEHHO IETJIEBBIX, MOBBIIAET PUCK Pa3BUTUS HHIYLUPOBAHHOIO METPOPMHUHOM
MOJIOYHOKHCIIOTO aln/03a.

He cnemyer ucmons3oBaTh MeTHOPMHUH, €CIM YPOBEHb KpeaTWHHHA mpeBbimaer 15 wmr/m (135
MKMOJIB/1T) Y My>k4uH 1 12 Mr/i (110 MKMOJIB/1T) y JKEHIIHH.

Hoocodepaicawyue konmpacmuvie éeuyecmea

B cnydae o6e3BokuBaHusl oprann3Ma Ha (oHe mpreMa JUYPETHUYECKUX MPETapaToB YBEIHIUBACTCS
PHUCK pa3BHUTHSI OCTPOM MOYEYHON HEIOCTATOYHOCTH, OCOOCHHO IPH HCIIOJIb30BAHUH BBICOKHX J103
HoacoaepKalIX KOHTPACTHBIX BELECTB.

[lepen npuMeHeHMEeM HoAcOAEp)KAIIMX KOHTPACTHBIX BEIIECTB IALMEHTaM HE0OXOIUMO
KOMIICHCUPOBATh MOTEPIO KUIKOCTH.

Tpuyuxnuueckue anmuoenpeccanmol, HeUPOIenmuKU

AHTHUTUNIEpTEH3UBHBIN 3((EKT U MOBBIMIEHHBIH PUCK OPTOCTATUYECKON TMIOTEH3UH (a1 TUTHBHBIN
addexr).

Kanvyuii (conu)

[Tpu ogHOBpEMEHHOM MPUMEHEHUH BO3MOXKHO PAa3BUTHE THIIEPKATBIIMEMHUH BCICICTBHE CHIKCHHS
BBIBEJICHHSI HOHOB KaJIbLIUS TIOYKAMH.

Luxnocnopun, makpoaumyc

Bo3MoxHO yBeNMYeHNE KOHIIEHTPAIMK KPEaTHHUHA B TIa3Me KPOBH 03 M3MEHEHUST KOHIIEHTPAIHH
UPKYJIAPYIOLIETO TUKIOCTIOPHHA, JIaXKe TTPH OTCYTCTBUH ITOTEPH BOJIBI M HOHOB HATPHSL.
Kopmuxocmepouonvie npenapameul, mempaxo3axmuo (npu CucmemHOM NPUMEHEHUl)

CHuXKEHUE aHTUTUIIEPTEH3UBHOTO IEWCTBUS (3aJepKKa BOJAbl M HMOHOB HATpUsl B pe3yJibTaTe
JIEHCTBUSI KOPTUKOCTEPOUIOB).

OcoOble ykazaHus

Hapywenusa ¢pynkyuu neuenu
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 07.03.2025 N2 6293
Ilpy Ha3sHAYEHUM THA3UIHBIX W TUA3UIONOJOOHBIX THYPETAKOB (YRHATMEHTOR ¢ HAPYICHIAMY

(GYHKIMU TI€YeHH, OCOOCHHO B Cly4yae HAapYyLICHHS BOJHO-3JIEKTPOJIMTHOTO OanaHca, BO3MOXHO
pa3BUTHE IEUEHOYHOH 3HIE(AIONATHH, KOTOPAst MOKET MPOTPECCUPOBATH 0 MEYCHOYHON KOMBI.

B sToM ciyuae npuem InypeTUKOB CleyeT HEMEAJIEHHO MPEKPATUTb.

Peakyuu gpomouyscmeumensnocmu

Coo0mmanocs 0 citydasx pa3BUTUS peakiuii POTOUyBCTBUTEILHOCTH Ha (hOHE pUeMa THA3HIHBIX U
THA3UA0NOJO0HBIX AUYpeTHKOB (cM. pasnen «Ilobounoe aeiictBue»). B ciydae pa3BuTusi peaxiuii
(bOoTOUYBCTBUTEIHHOCTH Ha (POHE IpHUeMa JEKapCTBEHHOI'O IpernapaTra peKOMEHIyeTCsl IPEKPaTUTh
nedenue. Ecnu moBTOpHOE Ha3HaueHUE AMYpPETHKA NPU3HAHO HEOOXOJUMBIM, PEKOMEHAYETCS
3alIUIIATh OTKPBITBIE YYAaCTKH OT COJHEYHBIX JIy4ed WM HCKYCCTBEHHBIX YIbTPA(HOIETOBBIX
mydei tumna A.

Cooeporcanue nampusn

Nupanamun @apmacunres, 2,5 mMr, TabJIEeTKU, MOKPHITHIE MIIEHOUYHON 000JI0UKON, COIEPKUT MEHEeE,
gem 1 mmons Hatpus (23 mr) B 1 TabneTke, TO €CTh, 110 CYTH, HE COJICPIKUT HATPHUH.
Boono-anekmponumnstii oananc

Cooepoicanue uonoe Hampus 6 niasme Kposu

Jlo Hayana neyeHus: HEOOXOAMMO OMPEENIUTh KOHIIEHTPALMI0O HOHOB HATpHs B IU1a3Me KpoBu. Ha
doHe mpuema mpemapara ClIEAyeT PEryJsipHO KOHTPOJIMPOBATh 3TOT MoOKazarenb. Heobxomum
MOCTOSIHHBI KOHTPOJIb KOHLEHTPALlMM HOHOB HATpus, TaK Kak IEpPBOHAYAJIBHO CHUKEHHE
KOHIEHTPAallUd HOHOB HATpHs B IJIa3M€ KPOBU MOXET ObITh OeccMMNTOMHBIM. bosee uacThlii
KOHTPOJIb KOHIEHTPALMM HOHOB HATPHUs I[OKAa3aH MalUEeHTaM C LUPPO30OM MEUYEHH M JHIaM
HOXKUIIOr0 Bo3pacta (cM. pasnensl «Ilobounoe aeiictBue» u «Ilepeno3npoBkay).

Jlroboii nuypeTudeckuil mpernapar MOXET BbI3bIBATh THIIOHATPUEMHIO, MPUBOJSAILIYI0O MHOTZA K
KpaiiHe TSHKEIbIM IOCIIEACTBUSIM.

['unonaTpueMuss B COYETAaHUM C THUIOBOJEMHEH MOTyT OBITh NPUYUHONW OO0E3BOKHBAHUS U
OpPTOCTAaTUYECKOW TMIIOTEH3HH.

ConyTtcTBylolee CHI)KEHHE KOHIIEHTpAallMM HOHOB XJIOpa B IUIa3Me€ KPOBH MOKET MPHUBOJIUTH K
BTOPUYHOMY KOMIIEHCATOPHOMY MeETa0OJIMYEeCKOMY aJIKajlo3y: 4YacToTa pa3BUTHUS M CTEMEHb
BBIPAXEHHOCTH 3TOTO P deKTa He3HAYNTEIbHBI.

CoOeporcanue uoH08 Kanus 8 niasme Kpogu

[Ipu Tepanuu THA3UAHBIMH W THA3HUIOMOJAOOHBIMH JTUYPETHKAMH OCHOBHOM PHCK 3aKIIIOYAeTCS B

CHM)XCHUH KOHICHTpalWMW Kajlusd B IIJIa3ME KPOBU M PAa3BUTHU THUIIOKAJIUEMHUU. I'nmroxannemus
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COOTBETCTBYET QRCHEFTHOMY QTYETY

done TspKenoW runokameMud. HeoOXxonmMo TpenoTBpamiath pa3BUTHE Tunokanunemun (<3,4
MMOJIB/JI) 'y TAIMEHTOB TPYNIbl TIOBBIIIEHHOTO PHCKAa: MalMEHTOB MOXUJIOTO BO3pacCTa,
UCTOLIEHHBIX W/MIU TOMYYarolIUX COYETAaHHYI0 MEJAMKAMEHTO3HYIO0 Tepamnuio, MalHeHTOB C
UPPO30M MEUYEHH, epUPEPUIECKUMU OTEKAMU U aCIUTOM, MAI[UEHTOB C UIIEMUYECKOM O0IE3HBIO
cepilla M CEepleYHOM HEAOCTaTOYHOCThIO. [HWMoKalveMuss y OSTUX MAlUEHTOB YCUJIMBAET
KapAMOTOKCUYHOCTH CEPACYHBIX TTTUKO3U/IOB U MOBBIIIAECT PUCK PA3BUTHS APUTMHUU.

[TarmenTtsl ¢ yBenuyeHHbIM HHTepBaioM QT, Kak BpOXIEHHBIM, TaK U BbI3BAaHHBIM
JICKapCTBEHHBIMU MperapaTaMu, OTHOCSTCS K TPYIIIE PHUCKa.

['umokanuemusi, Takke, Kak U OpaauKapius, SBISETCS COCTOSHHUEM, CIIOCOOCTBYIOIIUM Pa3BUTHIO
TSDKEJIOH apUTMUU, B YaCTHOCTH, IMOJUMOP(HON KETyJOYKOBOM TaxXUKapAUU THUIA «ITUPYITY,
KOTOpasi MOKET MPUBOAUTD K JIETAIILHOMY UCXOJTY.

Bo Bcex ommcaHHBIX BBIIIE CIIydasx HEOOXOIUMO KOHTPOJIUPOBATh KOHIIEHTPAIMIO Kalusl B IJIa3Me
KpoBU Oojiee 4yacto, yeM oObuHO. [lepBoe m3MepeHHe KOHIIEHTpAllMd MOHOB Kallus B KpPOBHU
HEO0OXOAMMO MPOBECTH B TEUCHHUE TIEPBOM HEJIETU OT Havyasa JICYCHUSI.

BrisiBnennasi runokanuemusi TpeOyeT Koppekuuu. [umokamuemus, BbISBICHHAs B COYETaHUU C
HU3KOW KOHIEHTpAllMel MarHus B CBIBOPOTKE KPOBU, MOKET OBITh YCTOMYHMBOM K JICUCHHUIO, TTOKA HE
OyJeT CKOPPEKTHPOBAH YPOBEHb MAarHusi B CLIBOPOTKE KPOBH.

Cooeporcanue macHus 6 niame Kposu

beilo mokazaHo, 4YTO THA3WIHBIE W THA3UIOMOJOOHBIC JUYPETHKH, BKJIIOYas WHIATIAMU],
YBEJIMYUBAIOT KCKPEIUI0 MarHUsI ¢ MOYOM, YTO MOXKET MPUBECTH K TUTIOMATHUEMHUH (CM. pa3zciibl
«B3auMo/ieiicTBIE C IPYyTUMHU JIEKAPCTBECHHBIMU cpeicTBamMm» 1 «[106049HOE IeiicTBHE).
Cooepoicanue kanvyus 6 niasme Kposu

TuasugHple ¥ THA3WIOTOJO0HBIC JUYPETHKH MOTYT YMEHBIIATh BBIBEICHUE KAIBIHS IMOYKAMH M
MPUBOJUTh K HE3HAYUTEIIPHOMY W BPEMEHHOMY TOBBIIICHHIO KOHIICHTPAIIUU KAJIBIUS B IUIA3Me
KpoBH. VICTHHHAs TUMNEpPKaNbIMEMUs MOXKET OBITh CIEICTBHEM paHee HE IUarHOCTHPOBAHHOTO
TUIepIapaTupeosa.

Crnenyer mpekpaTuTh TPHEM AUYPETUUYECKUX TMPEnapaTtoB TMepen HcciaeAoBaHUEM (DYHKITUU
MapaIIMTOBHIHBIX JKEJIe3.

Cooeporcanue 2noko3wvl 8 niasme Kposu

BaxxHO KOHTPOJMPOBATH KOHIEHTPAILIUIO TIIOKO3bl B KPOBU Y MAaIllMEHTOB C CaXxapHbIM AuabeToM,

0COOEHHO IIpU HAJIMYWHU TUTIOKAJIMCMUH.
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Mouesas kucnoma (NCCNEOOBATENEHOCTE 0002)

L L

VY NanuueHToB ¢ TUIEPYPUKEMHUEH MOXKET YBEIMUUBATHCS PUCK PA3BUTHSI PUCTYIIOB MOIArPhI.
Huypemuueckue npenapamol u yHKYUs NoYex

TuasuaHble U THA3UAONOI00HBIE AUYPETUKH 3(PPEKTUBHBI B MOJHOW MEpe TOJIBKO Yy MAlUEHTOB C
HOPMAJIbHOW WJIM HE3HAUUTENBHO HAPYLIEHHOW (YHKIHMEH mouek (colep)KaHuE KpeaTHHUHA B
I1a3Me KPOBH Y B3POCHBIX JIMI HUke 25 mr/a win 220 MKMOIB/T). Y TaIMeHTOB MOXKUIIOTO
BO3pacTa HOPMaJIbHBIM ypOBEHb KpEaTWHWHA B IJIa3M€ KPOBU PACCUMTHIBAIOT C YYETOM BO3paCTa,
Macchl TeJla U moJja.

Crnenyet yuyuThIBaTh, YTO B Hayaje JICUYCHUS Y NAIIMEHTOB MOKET HaOI01aThCsl CHUYKEHUE CKOPOCTH
KITyOOUYKOBOW (HIIBTpalliH, 0OYCIOBIEHHOE THUIIOBOJIEMHUEH, KOTOpasi, B CBOIO OYepellb, BbI3BAHA
noTepeil BOABI M1 MOHOB HaTpusl Ha (OHE MpueMa AMYpEeTHUYECKUX mpemnaparoB. Kak cieacTtsue, B
I1a3Me KpOBM MOJKET YBEIMYMBATHCA KOHIIGHTpAIMsi MOYEBHMHBI M KpeaTuHUHa. Takas
TpaH3uTOpHas (YHKIMOHATbHAS MOYeUHasi HEAOCTATOYHOCTh HE MMEET KIMHUYECKOrO 3HAUCHUS Y
MAIUEHTOB ¢ HOpMaJdbHOW (DYHKIMEH TOYEeK, OJHAKO MOXKET yCYTyOJITh YK€ HMEBIIYIOCS [0
HayaJia JICYCHHS TOUYCYHYI0 HEJJOCTAaTOYHOCTD.

Cnopmcmenul

CnoptcMeHnaM ciiefyeT oOpaTHTh BHMMAaHHE Ha TO, YTO JCHCTBYIOIIEE BEIIECTBO, BXOsIEE B
CcOCTaB JieKapcTBeHHOro npenapara Mumanamuyng dapmacuHTe3, MOXKET JaBaTh IMOJOKHUTEIbHBIN
pe3yabTaT IpH MPOBEICHUHN JOUHT-KOHTPOJIA.

Xopuouoanvnwlii 661nom, OCMPaAn MUORUA U 6MOPUYHAA 3AKPLIMOY20NbHAA 2N1AYKOMA
CynbpoHaMuIbl WIM WX TMPOU3BOJIHBIE MOTYT BBI3BIBATh MJIMOCHHKPA3UYECKYIO PEAKIIHIO,
MPUBOIAIIYIO K PA3BUTUIO XOPHOMJAIBHOTO BBHINOTa C Je()EKTOM TOJs 3PEHHUs, MPEeXOasien
MHUOIIUHU U OCTPOU 3aKPHITOYTOILHOM TMIayKOMbl. CHMIITOMBI BKJIFOUAIOT CHUKEHUE OCTPOTHI 3pEHUS
Wi 060Jb B TJa3aX C OCTPHIM Ha4yaloM U OOBIYHO BO3HUKAIOT B T€UCHHE HECKOJIBKHX YaCOB WM
HeJeNb M0CTIe Havyalla IpueMa npenapara.

[Ipu oTcyTcTBUM JIEYEHHUSI OCTpas 3aKPBITOYTOJbHAS TJIAyKOMa MOXKET MPUBECTH K HEOOpaTUMOU
noTtepe 3peHus. HavanpHas Tepamusi 3aKiIr04YaeTcsl B MAKCHMAaJIbHO OBICTPOl OTMEHE Mperapara.
Ecnu BHyTpHTria3zHoe JaBIEHUE OCTACTCS HEKOHTPOIMPYEMBIM, MOKET MOTPEOOBATHCSI HEOTIOKHOE
MEIUKAMEHTO3HOE JICUCHHE WM XUPYPrHUecKoe BMelaTenbcTBO. DakTopamMu pucCKa pa3BUTHS
OCTPOH 3aKPBITOYTOJBHOMN TIIayKOMBI MOTYT OBITh aJUIEPTUYECKUE PEAKIIUN Ha CYIh(HOHAMUIBI UITH
MEHUIIWUUTMH B aHAMHE3e.

Bcnomozamenwvnoie eeuiecmea
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
at 07.02.2025 Ne 6293
Ipemapar Wunanamun @DapMacuHTe3 COACPKUT JTaKTO3BL [ NIOHOTHAPRE. || HABEHTaM) (€] peaKko

BCTPEUAIOUIEHCA  HACJIEACTBEHHOW  HENEPEHOCUMOCTBIO  TaJIAKTO3bl, IMOJIHOW  JIAKTa3HOWU
HEJI0OCTAaTOYHOCTHhIO WIJIM TJIFOKO30-TJIAKTO3HOM MalibaOcopOrMeld He CleIyeT NPUHUMATh STOT
npenapar.

Biusinue Ha CIOCOOHOCTH YNIPABJSTH TPAHCIOPTHBIMU CPECTBAMM, MEXaHU3MAMH
NupanamMu He BIMSET Ha HapyIICHHWE BHUMAHHUS, HO B HEKOTOPBIX CIydasX MOTYT BO3HHUKATH
peaKkIMy, CBA3aHHBIC CO CHHIKEHHEM apTEepPHAIbHOTO JaBJICHUS, OCOOCHHO B Hayaje TEparnuu WU
npu J00aBIEHUU K MPOBOJUMON Tepamuu JAPYTrUX TUIIOTCH3UBHBIX MperapaToB. B pesynbrare
CIIOCOOHOCTH YINPABJIATh TPAHCTIOPTHBIMU CPEICTBAMH WM JPYTHMMH MEXaHH3MaMHU MOXKET OBITh
HapyIlIeHa.

®opMa BBIIIYCKA

TabneTKH, MOKPHITHIE INICHOYHOW 000I09YKOM, 2,5 MT.

Tlepsuunas ynaxoseka 1ekapcmeenHo2o npenapama

[To 10 TaGneTok B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY M3 IUICHKU MOJMBUHUIXIOPUAHON U (OIBIU
AJTIOMUHUEBOM NEYaTHOM JTaKMPOBAaHHOM.

ITo 10, 20, 30, 40, 50, 60, 90 unu 100 Tabmerox B OaHKY MOJMMEPHYIO C aMOPTHU3aTOPOM W3
MOJIMATUJIEHA HU3KOTO JIaBJICHUSI C KPBIIIKON HATSITMBAEMOM C KOHTPOJIEM IMEPBOTO BCKPBITUS U3
MOJIMMEPA HU3KOTO WM BBICOKOTO JaBjeHUSA. BO3MOXKHO 3amojHeHue CBOOOIHOTO MPOCTPAHCTBA
BaTOW MenuIMHCKON. Ha GaHKM HaKIEMBAIOT ATHKETKH M3 OyMaru 3TUKETOYHON WM MUCYEH, WU
13 MOJUMEPHBIX MAaTEPHAIIOB, CAMOKJIESIITUECS.

Bmopuunas ynaxoexa nexapcmeennozo npenapama

Ilo 1, 2,3,4,5,6,7, 8,9 utn 10 KOHTYpHBIX AYEHKOBBIX YINAKOBOK BMECTE C MHCTPYKLHEH IO
MPUMEHEHUIO TOMEIIAIT B MayKy M3 KapTOHA A MOTPeOUTeNnsCcKoi Tapel. Ha maduky moxer
HAKJIEMBATHCS CAMOKJIESAIIASCS ATUKETKA C MAPKUPOBKOM M3 OyMaru 3TUKETOYHON WJIM THCUEeH, WIn
U3 MOJUMEPHBIX MaTepHasioB. [lauku momMeniaroT B rpyImnoByO YIaKOBKY.

[Io 1 Ganke BMecTe ¢ HWHCTPYKIMEH MO MPUMEHEHHUIO TOMEIIAIOT B IMAuKy W3 KapToHA IS
NoTpeOUTENHCKOM Taphl. Ha mauky MoXKeT HakIeuBaThCsl CAMOKIIESIIAsICS ATUKETKA ¢ MAPKUPOBKOM
u3 OyMarum STUKETOYHOW WM MUCYEeH, WIM U3 TOJUMEPHBIX MaTepuanoB. [lauku momemarmT B
TPYIIIIOBYIO YIIAKOBKY.

YciaoBust XxpaHeHust

B 3amumnienHom ot cBeta Mecte pu temneparype He Boiie 25 °C.

XpaHI/ITB B MCCTax, HCAOCTYITHBIX JJIA JeTeH.
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COOTBETCTBYET QRCHEFTHOMY QTYETY
at 07.03.2025 Ne 6293
Cpoxk roasoctu (NMOCNEOOBATENBHOCTE 0002)

3 rona.

YcaoBus ornycka

OTnycKaroT 1Mo peLenTy.

IIpousBoauTenn

Poccniickas @enepanys

000 «®apmacunTe3-TIOMEHBY

Baajesnen perucTpalMOHHOIO yA10CTOBEPEHUsI

Poccuiickas @enepanus

000 «®PapmacunTe3-TIOMEHBY

625059, Tromenckas o0in., T. TroMeHs, TpakT Bemmkanckuit 7 kM, 1. 2
Ten.: 8 (345) 239-38-56

Anpec snekrponHoii moutsl: info-pst@pharmasyntez.com
Opranun3anusi, NPUHAMAIONIAA IPETEeH3UN 0T MOTPeduTes e
Poccniickas @enepanus

000 «PapmacunTe3-TrOMEHbY

625059, Tromenckas 06:1., . TromeHb, TpakT Benmxanckuit 7 kwm, 1. 2
Ten.: 8-800-100-15-50

Anpec anekTponHo# mouThl: INfo-pst@pharmasyntez.com
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