COOTBETCTEYET 3KCMNEPTHOMY OTYETY
ot 24.05.2024 N2 10174
UHCTPYKIIMS (MOCNEOOBATENEHOCTE 0007

Mo MEIUIIUHCKOMY IPUMECHCHHUIO JICKAPCTBCHHOI'0 IMpemaparTa

APUD®OH®

Toprosoe HaumenoBanue: Apupon®

MexayHapoaHOe HeNATEeHTOBAHHOE HAUMEHOBAHUE . WHIATIaMU]

JlekapcTBeHHasi popMa: TaOJIETKU, TOKPHITHIE TIICHOUYHON 00010YKOH

Cocras (Ha 1 TabseTKky):

eticmeyrowee sewjecmeo: nuganamuy 2,5 mr.

Bcnomocamenvhvie sewecmea: nakTo3pl MOHOTHAPAT, KYKYpPY3HBIM Kpaxmaj, MarHusi creapar,
MOBUJIOH, TaJbK.

Inenounas obonouxka. rounepona, makporos 6000, marHus creapar, THIPOMEIIO3a, HaTpHUs

naypwicyibdar, Turana quokcun (E171), 6enblii muenuHbIi BOCK.

Onucanue

prrﬂble, ABOSIKOBBIITYKIIBIC Ta6HeTKI/I, IIOKPBITBIC IUICHOYHOM O6OJIO‘{KOI‘/'I, oeoro OBECTA.

dapmakoTepaneBTHYECKAS rpymnmna: TTNYPETHKH; THA3UOTIOTI00HBIC TNy PETHKHY;
CyJIb(OHAMUJIBI.

Kox ATX: CO3BA11

dapmakoJI0OrH4ecKue CBOMCTBA

dapmakoIUHAMHUKA

Mexanuzm deticmeaust

Wupganmamuy OTHOCHTCS K TPOU3BOAHBIM CyiIb(OHAMHIA C UHAOIBHBIM KOJBIIOM U TIO
(hapMaKoIOTHYECKUM CBOMCTBaM ONHM30K K THA3UTHBIM JUYPETHKAM, KOTOPbIE HHTUOHPYIOT
peabcopOIMI0 HOHOB HATPUS B KOPTHUKAIBHOM CETMEHTE MeTIN HeppoHa.

[Ipu sTOM yBenuumMBaeTCs BBIIEICHHWE MOYKAMH WOHOB HATPHsA, XJOpa U, B MEHBIICH CTENEHH,
MOHOB KaJlisl ¥ MarHus, 4TO COMPOBOXKIAETCS YBETUUCHUEM JANYpe3a U TUIIOTEH3UBHBIM (P (HEeKTOM.
Dapmakxoounamuueckue 3¢hghexmol

B xmuanuecknx wuccnemoBanusx Il w Il a3 mpum wucmonp3oBaHMM WHAAAMUIa B PEKHME
MOHOTEpAlMK B JI03aX, HE OKa3bIBAIOIIUX BBIPAKEHHOTO JAUypeTHdYecKoro 3¢dekra, ObLI

MPOAEMOHCTPUPOBAH 24-4acOBOM T'MITIOTEH3UBHBIHN A PEKT.



ot 24.05.2024 N2 10174
0 OB HOC TR 000
AHTUTUNIEPTEH3UBHAs AKTUBHOCTh WHJANaMHUa CBsIBaHA C \'/EL/HU‘JQEP%M%HE%QCKH)I églﬁjrcrh

COOTBETCTBYET SKCNEPTHOMY OTUYETY

KPYIIHBIX apTepuii, YMEHbIICHUEM apTEpUOISIPHOTO M 0OILIero nepupepruyeckoro CocyancToro

COIIPOTHBIICHHUSL.

Wupanamus yMeHbIIaeT TUIepTPOQUIO JIEBOTO XKeTyJ0UKa.

TuasuaHple W THA3UAONOAOOHBIE JUYPETHKM IIPH ONPEAEICHHON /03¢ AOCTUraroT IUIaTo

TepaneBTHYECKOro 3(dexTa, B TO BpeMs Kak dYacToTa NOOOYHBIX 3(PQPEKTOB MPOIODKAET

YBEIIMYMBATHCS TpPH JalbHEHIIEM TMOBBIIICHUH [03bl mpemapara. [lostomy He cremyer

yBEJIMYMBATH 703y Ipenapara, €ciad NpH NPUMEHEHUM PEKOMEHIOBAaHHOM /03bl HE JOCTUTHYT

TepaneBTHUeCKUil 2P PeKT.

B xopoTkux, cpenHeil AMUTETbHOCTH M JOJTOCPOYHBIX HUCCICAOBAHUAX C YYaCTHEM MAlMEHTOB C

apTepHalIbHOM runepTeH3uen OblJI0 MOKa3aHo, YTO MHAAAMMU/L

- HEe BIMSCT Ha IOKa3aTelM JIMOUAHOrO OOMEHa, B TOM YHUCIIE Ha YPOBEHb TPUIIIUIIEPHUIOB,
XO0JIECTepUHA, JTUIONPOTENHOB HU3KOH MJIOTHOCTH U JIMIIONPOTEMHOB BBICOKON INIOTHOCTH;

- HEe BIMSET Ha IOKa3aTeld OOMEHa YIJICBOJOB, B TOM YHCJIE y MAIMEHTOB C CaxapHbIM

nabeToM.

DapMaKOKHWHETHKA

Bcacvisanue

buonocrynaocts napanamuna — 93 %.

MakcumanbHON KOHIIEHTpanuu B ttasme KpoBu (Tmax) mpemapar gocturaet uepes 1-2 gaca mocie
MEPOPATBHOTO MPHEMa OJJTHOKPATHOM JT03BI 2,5 MT.

Pacnpeoenenue

Oxono 75 % mnpenapara cBsi3bIBaeTcsl € Oesnkamu 1ia3Mbl KpoBu. llepuosn mnosyBbIBeneHUs
npenapara cocrasisietr 14-24 yaca (B cpennem 18 gacos).

[Tpu perynsipHOM TpueMe TpernapaTa paBHOBECHas KOHIICHTPAIMs WHIAAMUJA B TJIa3Me KPOBU
yBenn4uBaeTcs (MO0 CpPaBHEHUIO C OJHOKPATHBIM TIpUeMOM). Bmecte ¢ TeM, JOCTHUTHYTOE
PaBHOBECHOE COCTOSIHME COXPAHSETCS B TEUCHUE UTUTEIBHOTO TIEPUO/Ia BPEMEHH, CBHICTEILCTBY S
0 TOM, YTO TMOBTOPHBIA NpHEM IMpernapara HE COMPOBOXKIACTCS HAKOIUICHHEM WHIalaMua B
OpraHusMe.

Buiseoenue

Wumanamu BBIBOAUTCS B BHJE HEAKTHBHBIX METaOOJMTOB B OCHOBHOM c moukamu (60-80 % ot
BBEJICHHOM JTO3bI).

He Gonee 5 % uHaanaMuaa BEIBOJUTCS U3 OPraHU3Ma ¢ MOYOW B HEM3MEHEHHOM BUJIC.

VY NanueHToB ¢ MOYEYHON HEAOCTATOYHOCTHIO (hapMaKOKMHETHYECKHE CBOWCTBA WHIANAMHUIA HE

U3MCHSOTCA.



ot 24.05.2024 N= 10174
(NOCNEOQCBATENBHOCTL 0007)

IToka3anusi K NPUMEHEHUI0

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

[Tpenapat ApudoH nokasas 1Jis JISUCHUsI apTEPUATBHOMN THIIEPTEH3UU Y B3POCTIBIX.

IIporuBonOKa3aHus

- TUIEpPYyBCTBUTEIBHOCTh K JEHCTBYIOLIEMY BEILIECTBY, JPYTUM IPOU3BOJIHBIM CyJIb(pOHAMHIA
WK J1I000MY M3 BCIIOMOIaTeNIbHbIX BEILECTB Npenapara (cM. pazaen «CocTasy);

- TsDKemas MoYevHas HelIOCTaTOYHOCTh (KIUPEHC KpeaTuHnHa MeHee 30 Mi/MuH);

- [eYeHOYHas dHIEe(AONaTUs WU THKEII0e HapylieHne (QyHKINH MeUYeHH;

- TUIOKaJMeMus,

- TNAIMUEHTHI C HEEPEHOCUMOCTBIO IajlakTO3bl, IOJIHOM JJaKTa3HOM HEJ0CTaTOYHOCTHIO, TIFOK030-
raJlakTO3HOH MalibabcopOneH;

- OepemenHocth (cM. pazmen «lIpumeHeHwe mnpu OEPEeMEHHOCTH W B NEPUOJ TPYIHOTO
BCKapMJIUBAHUS);

- JeTckui Bo3pact 10 18 jer.

C 0CTOPOKHOCTHIO

Hapymenust pyHKIMU TICYCHH W TMOYEK JITKOHW WJIM YMEPEHHOHM CTENEHH TSHKECTH, HApyIICHHS
BOJIHO-2JICKTPOJIMTHOrO OayiaHca, MPUMEHEHHUE Yy MAalMEHTOB C yBEIUYEeHHBIM MHTepBaioM QT Ha
anektpokapauorpamme (OKI), mnpuMeHeHHe Yy HCTOIMIEHHBIX IAlMCHTOB, Yy MAIMEHTOB,
MOJTYYAOIINX OJHOBPEMEHHYIO TEpaIuio C MpernaparaMu, KOTOPbIe MOTYT YBEIMYUBATH WHTEPBAT
QT, mpumeHeHue ¢ JEKapCTBEHHBIMH IIperapaTaMH, CIIOCOOHBIMH BBI3BaTh IOJUMOPQHYIO
KCIIYJOYKOBYIO TaxXUKapaAurO TUIIa «IIUPYIT», InperapartaMu JINTHA, JICKAPCTBCHHBIMHU
mpernapaTamu, CIIOCOOHBIMU BBI3bIBAaTh THIIOKAIMEMUIO, CEPICYHBIMU TIUKO3UIAAMH (CM. pasfien
«B3auMopelicTBue ¢ JAPYrUMHU JIEKAPCTBEHHBIMHU CPEICTBaMW»), TMepupepruueckrue OTEeKH WU
acIIT, WIIeMUYecKas OOJIe3Hb Cep/lla, cepledHasi HeOCTaTOYHOCTh, THIIEPIapaTHPE03, CaxapHbId

nualer, TurepypuKeMus U nojarpa.

I[IpumeHeHne npu 6epeMEHHOCTH U B MEPHO/ TPYTHOT0 BCKAPMJIMBAHUS

bepemennocmo

B HacTosmmii MOMEHT HET JOCTATOYHOIO KOJMYECTBA JAHHBIX O NMPHUMECHECHWW WHJIANaMHIa BO
Bpems OepemeHHOCTH (onucano mMeHee 300 cirydaes).

JlnurenpHOEe TpUMEHEHHWe THa3uAHBIX auypetukoB B |l Tpumectpe OepeMeHHOCTH MOXKET
BBI3bIBATh THIIOBOJIEMHIO Yy MaTepH M CHIDKEHHE MAaTOYHO-TUIAIEHTAPHOTO KPOBOTOKA, YTO

NPUBOJUT K (eTOIIalleHTapHON UIIIEMHHU U 3aJIep)KKE Pa3BUTHUS TUIOAA.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

PENPOIYKTUBHYIO (PYHKLHIO.

B kauecTBe Mepbl MPEIOCTOPOKHOCTH PEKOMEHAyeTcs H30eraTth MPUMEHEHHUs WHAANaMHIa BO
BpeMsi 0EpEMEHHOCTH.

Ilepuoo epyonoco éckapmausanus

JIaHHBIX O NPOHMKHOBEHUM HMHJAaMUIA WIH €ro METAaOOJHUTOB B TPYAHOE MOJIOKO y UEJIOBEKa
HEI0CTaTOYHO.

Y HOBOPOXJEHHOTO MOKET pPa3BUThCS TOBBIINICHHAs YYBCTBUTEIBHOCTh K MPOU3BOJAHBIM
cynbhoHaMHIa U TUIIOKaTuEeMus. B CBSA3M ¢ 3TUM, pUCK 71 HOBOPOXKICHHOTO/MJIa/ICHIIa HE MOKET
ObITh HWCKIIOYeH. MHpamamupa OMM30K K THA3WAHBIM JWYPETHKAM, NMPHEM KOTOPHIX BBI3BIBAET
YMEHBIICHHUE KOJMYECTBA IPYAHOTO MOJIOKA MITH JJa)Ke TIOaBJICHHE JTaKTallHH.

[Ipumenenne nHaanamMuIa B NIEPUO IPYAHOTO BCKAPMIMBAHUS HE PEKOMEHIYETCS.
DepmunbHocmo

HccnenoBanusi penpo yKTHBHON TOKCHYHOCTH MOKAa3aJd OTCYTCTBHE BIHMSHHSA Ha (HEepPTUIBHOCTD
CaMOK M CaMIIOB KPBIC.

Hpe,Z[HOJ'IO)KI/ITCJ'ILHO, BJIMAHHUC Ha Q)epTHHBHOCTL Y 49€JIOBCKA OTCYTCTBYCT.

Cnoco6 npuMeHeHusl U 103bI

[Tpumensiercs BHYTph 1 TabiieTKa/CyTKH, )KEIaTeIbHO YTPOM.

[Tpu neyeHnn MAIMEHTOB C apTepUALHON THIIEPTEH3MEH J103a Mpernapara He JOJDKHA IPEBBIIIaTh
2,5 Mr/cyTku (yBEIMUEHHE PUCKA HEXeJaTeIbHbIX peakiuil 6e3 yCHIeHUS aHTUTHIEepTEeH3UBHOIO
spdexTa).

Ocobvie zpynnbl nayuenmog

Iayuenmoi ¢ napyuieHuem GynKyuu noiex

[TpuMeHeHHe NMPOTUBOIOKA3aHO MAIMEHTaM C TSDKENOH MOYeyHOH HEeIO0CTaTOYHOCTBIO (KIMPEHC
kpearnHuHa MeHee 30 mu/mMuH). TuazugHble U THA3UIONOAOOHBIE TUYPETUKH B TOJIHOH Mepe
3G GEKTUBHBI TOJIBKO Yy TMAIMEHTOB C HOPMaIbHOW (DYHKIMEH MOYeK WM MHUHHMAaJIbHBIMH €e
HapyIICHUSIMH.

Ilayuenmui ¢ napywieHuem GyHKyuy neveru

[TpuMeHeHre TPOTUBOIOKA3aHO MALMEHTaM C TSKEJIOW MeUeHOYHOH HeI0CTaTOYHOCTBIO.
Tayuenmor nodxcunoeo 6o3pacma

Y TOXWIBIX MAIMEHTOB CJEIyeT KOHTPOJMPOBATH COJEpKaHWE KpeaTWHWHA B TUTa3Me KPOBH C
y4eTOM BO3pacTa, Macchl Tejia M moja. JlekapcTBeHHbI mpenapaT Apupon® MOXHO Ha3HAuaTh
MOXWIbIM NallMeHTaM C HOPMaJbHOW (YHKIMEH IOYeK WM TOJBKO C MHUHUMAJIbHBIMU €€

HapyLICHUSIMHU.



COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 24 052024 N2 10174
(NOCNEOQCBATENBHOCTL 0007)

Jlemu u noopocmiu 6 so3pacme 0o 18 niem

bezonacHocth ¥ 3((EeKTUBHOCTH TNPUMEHEHUs WHAANaMUAa Yy JAeTe W TOAPOCTKOB He

YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

ITo0ouHOE nelicTBHE

OO01HMe JaHubie 0 npodue 0e30NaACHOCTH

Haubonee yacTeIMU HeXelaTeIbHBIMU PEAKITUSMHU, O KOTOPBIX COOOIIANOCh, OBIIN: THIIOKATHEMUS,
peaKUUM TMOBBIIMICHHON YYBCTBUTEJIBHOCTH, B OCHOBHOM JIEPMATOJIOTMYECKHE, Yy IMAI[MEHTOB C
MPEAPACIONOKEHHOCTRE) K  QUIEPTMYECKHMM W aCTMAaTHYECKUM  pEakIusaM, a  TakKke
MaKyJIOManyjae3Has ChIIlb.

Cnucok HekelaTeJdbHbIX peaKIMid IPUBEIEeH B TA0JINIIE

Yacrota 1OOOYHBIX peEaKIHid, KOTOpbIE OBLIM OTMEUYEHBI BO BpEMsl TEpalliyd WHIATIAMHUIOM,
MIPUBEJICHA B BUJC CIICAYIONICH rpajanuu: odeHb dacto (>1/10); gacto (>1/100, <1/10); meuacto
(>1/1000, <1/100); peaxo (>1/10000, <1/1000); ouenp peaxo (<1/10000); yacroTa HeHW3BECTHA

(‘laCTOTa HE MOYKET OBITh noacCuYnTaHa 1o JOCTYIIHBIM I[aHHLIM).

MedDRA
HexenaTenbHble peakunu Yacrtora
Kuaaccsl 4 cucTeMbl OpraHoB
ATrpaHyJonuTo3 OueHb penko
ArnactTuyeckas aHeMHsl Ouensb penko
Hapyuienunst co cTopoHbI KpPOBH U
I'emonuTHueckas anemMust Ouens penko
TuM(aTHIeCcKO CUCTEMBbI
Jlelikonenus Ouensb penko
TpomboruTonenus Ouensb penko

IMumoxanuemus (cm. pazaen «OcoObie
Yacto
yKa3aHUsD)

l'umonaTtpuemus (cm. pazaen
Hapymenust merabonusma u Heuacto
«Oco0bIe yKazaHHs)

MUTaHUS
I'mnoxnopemust Penko
I'unomarunemus Penko
IN'unepkanpuuemMus Ouens penko
Bepturo Penxo
IToBbIIEHHAS YTOMIISIEMOCTD Penko
HapyuieHnust co cTopoHsl HEpBHOU
['onoBuast 6o Penxo
CUCTEMBI
[Tapecre3us Penxo
Obmopoxk Yacrora Hen3BeCTHA
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MedDRA

Kiaacchl ¥ cHCTEMBI OpraHos

(TOCHEQDS

GTENEAOCTE 0007

HesxkenarenbHble peakuuu

Yacrtora

Hapymenust co cTopoHbl oprasna

3peHus

Muonus

YacToTa HEeH3BEeCTHA

OcTpas 3aKpbITOyTOJIbHAS TJ1ayKOMa

(cM. pazaen «Ocobble yKazaHUA)

YacToTa HEU3BECTHA

XOpHOUIaTbHBIN BBIMOT (CM. pasuesn

«Oco0bIe yKa3aHH)

YacToTa HEeH3BEeCTHA

Heuerkoe 3penne

YacTtoTa HEU3BECTHA

Hapyenue 3penus

YacTtoTa HEU3BECTHA

Hapymenust co ctopoHsl cepia

Apurmus

OueHb peniko

[omumopdHas xemy109KoBast
TaXHKAPIUs THIA KITUPYIT»
(MOTEeHIMANIBHO C JIETAbHBIM
ucxoqom) (cm. pazaensl «OcoObie
yKazaHus» u «B3zanmonencraue ¢
JIPYTUMH JIEKApCTBEHHBIMH

CpEIICTBaMM)

YacToTa HEen3BECTHA

HapymeHI/I;I CO CTOPOHBI COCYA0OB

ApTepI/IaJ'ILHaSI THIIOTCH3UA

OueHb peniko

}Ke.]'[y,[[O‘IHO'KI/IH_IeLIHLIC

HapyIEeHUs

PBota Heuacro
TomHoTa Penxo
3anop Penxo
CyxocTh BO pTY Penko

[Tankpearur

Ouensb penko

Hapymienust co cTOpOHBI IEYEHH

1 KCITYCBBIBOAAIINUX HYTCﬁ

Hapymenne pyHKIMM neyeHu

Ouensb penko

Bo03MOXHO pa3BUTHE EYEHOYHOM

SHIIe(paTIONaTHH B CITyyae NEYEHOUYHON

HCAOCTAaTOYHOCTH (CM. pa3aciibl
«HpOTI/IBOHOKEBaHI/ISI» u «OcobbIe

YKa3aHUs»)

YacToTa HEM3BeCTHA

T'enatur

YacToTa HEU3BECTHA

Hapymenust co cTOpoHbI KOXKHU U

HOAKOXXHBIX TKaHEN

Peaknuu noBuIIEHHOM

Yacro
YYBCTBUTEIHHOCTHU
MakynonanyJie3Has ChIlb Yacto
[Typmypa Heuwacto
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MedDRA

Kiaacchl ¥ cHCTEMBI OpraHos

HesxkenarenbHble peakuuu

Yacrtora

AHTMOHEBPOTUYECKUI OTEK

OueHb penko

Kpanupnuia

OueHb peniko

Tokcuyeckuii dnuIepMatbHbIA

HCKPOJIU3

Ouensb penko

Cungpom CruBeHca-/[>xoHcoHA

OueHb penko

Bo3MmosxHOe o0ocTpenue yxe
HMMEIOLLENCS OCTPO CUCTEMHOU

KpaCHOﬁ BOJIYaHKH

YacToTa HEU3BECTHA

Peakiuu GpoTOUYBCTBUTENHEHOCTH (CM.

pazznen «OcobOble yKazaHus)

YacTtoTa HEU3BECTHA

Hapyiienus co ctopoHbl
MBIIIICUHOM, CKEJICTHOM B

COENUHUTEILHOU TKaHU

CHasMBbl MBIIIII]

YacToTa HEeu3BeCTHA

Mpeimieynas ciabocTh

YacToTa HEeM3BeCTHA

Muanrus

YacTtoTa HEU3BECTHA

Pabnomuonus

YacToTa HEen3BECTHA

HapymeHI/Iﬂ CO CTOPOHBLI ITIOYCK U

MOYCBBIBOAAIINX HYTGI\/JI

Tloyeynas HETOCTATOUYHOCTD

Ouensb peaxo

Hapymenus co ctopoHnbl
PENPOAYKTUBHOM CUCTEMBI U

MOJIOYHBIX KCJIC3

OpeKTuibHast JUCHYHKIUSA

Heuacto

JlaGopaTopHsble u

HHCTPYMCHTAJIBHBIC TAHHBIC

Y mmuenue uatepBania QT Ha DKT
(cM. paznensl «B3aumoneiicTue ¢
JPYTMMH JIEKaPCTBEHHBIMU

cpenctBamu» U «OcoOble yKa3zaHUs)

YacToTa HEeM3BECTHA

IToBeIIEHHE KOHOCHTPAINU I'NTFOKO3bI
B KpoBH (cM. pazaen «OcoOble

YKa3aHU»)

YacToTa HEn3BeCTHA

[ToBblIlIeHNE KOHIIEHTPAIMA MOYEBOM
KHUCJIOTHI B KPOBH (CM. pasien

«Oco0ble yKa3zaHHs»)

YacToTa HEU3BECTHA

IloBbINIeHNE aKTUBHOCTHU

«TEYEHOYHBIX» (PEpMEHTOB

YacToTa HEU3BECTHA

Onucanue omoenbHblx HeafceﬂameﬂbelxpeaKuuL?
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pe3yibmamol AHAIU3A KAUsL 8 NAd3Me KPOBU NPOOEMOHCMPUPOSANU 00303A8UCUMBLI I herm

uHoanamuoaq.

Nunanamun 1,5 Mr: KOHIEHTpaIKs Kaaus B TUIa3Me KpOBU MeHee 3,4 MMOJIb/T
HaOmonanace y 10% mamueHToB, W KOHIEHTpALMs KaJus B IUIa3Me KPOBH MEHee 3,2 MMOJb/JI
HaOmonanach y 4% mamueHToB 4vepe3 4-6 Heaenb mocie Hadana tepanuu. [locine 12 Hemenb

TEpalu CPEAHEC 3HAYCHUE CHMIKCHHNA KOHUCHTPpAUK KaJIud B IIJIa3M€ COCTAaBJIIAIO 0,23 MMOJIB/JI.

Wunanamun 2,5 Mr: KOHIEHTpalus Kalus B TIUIa3Me€ KpOBU MeHee 3,4 MMOJB/I
Habmonanach y 25 % MalnueHToB, U KOHIICHTpAIUs Kalus B IJIa3Me KPOBH MeHee 3,2 MMOJIb/I
Habmonanace y 10 % mauuentoB uepes 4-6 Henenb nocie Havyana tepanuu. [locie 12 Hemenb

TEpaIuy cpeiHee 3HAaUYCHUE CHIDKEHHS KOHIICHTPAIUU Kalus B Tu1a3Me cocTaBisiio 0,41 MMoub/a

ITepeno3uposka

Cumnmombi

Wupanamun naxe B 04€Hb BBICOKMX 103ax (10 40 mr, To ectb B 16 pa3 OoJblie TepareBTUYECKOM
7103bl) HE OKa3bIBAE€T TOKCUYECKOTO JIEHCTBUS.

[Ipu3Haku OCTPOro OTpPaBJIEHUS JIEKAPCTBEHHBIM IIPENAapaToOM B IIEPBYK0 OYEPEIb CBA3AHBI C
HapyIlleHHeM BOJHO-3JIEKTPOJIUTHOrO OanaHca (TMIOHAaTpUeMHus, Turnokanuemust). M3 kmuHnueckux
CUMIITOMOB TE€PEI03UPOBKM MOTYT OTMEYaTbCs TOILIHOTA, pPBOTA, apTepUajbHas TUIIOTEH3HS,
CYJIOpOTH, BEPTUTO, COHJIMBOCTb, CITyTAHHOCTh CO3HAHUS, MOJIUYPHS UK OJIUTYPUSl C BO3MOXKHBIM
NEePEX00M B aHYpHIO (BCIEICTBUE TUTIOBOJIEMUH).

Jleuenue

Mepbl HEOTIIO)KHOM NOMOIIM CBOJATCS K OBICTPOMY BBIBEACHMIO IIperapara W3 OpraHu3Ma:
IIPOMBbIBaHWE JKeNyJKa W/WIM Ha3HAUY€HHUS AaKTUBUPOBAHHOTO VYIS €  IOCIEIYIOIINM

BOCCTAHOBJICHUEM BOJHO-3JICKTPOJIUTHOTO OajaHca B CIICIUAJIM3UPOBAHHOM OTACICHUH.

B3anmopeiicTBHe C APYTMMH J1€KAPCTBEHHBIMH CPeICTBAMU

Komobunayuu, ne pexomendyemoie K npumeHeHuIo

- Ilpenapamur numus:

[Ipy ogHOBpeMEHHOM NPHMEHEHWM WHAAMAMHIA W TMPEnapaTroB JUTHUS, TaKXkKe, KaK WU TpH
COOJII0ICHUH OEeCcCONIeBON JUEThI, MOXKET HAOII0AAaThCS MOBBIICHHE KOHIIGHTPALUH JIUTHS B TUIa3Me
KpOBH BCJIEJCTBUE CHMKEHUS €ro JKCKPELMH, CONPOBOXKIAIOIIEECS IOSBICHUEM IPU3HAKOB

nepeao3upoBKu. [Ipy HEOOXOIUMOCTH AMYPETHUYECKHE MpenapaThl MOTYT OBITH MCITONB30BAHBI B



ot 24.05.2024 N= 10174
COYETaHWHU C MpernapaTaMu JUTH, IPU 3TOM CIIeayeT TH.[ELTCJ'I'B'EIO'I KMﬁJ}?&%E‘éﬁugﬁﬂaﬁhﬂ)

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

JUTHA B TUIa3ME KPOBU M COOTBETCTBYIOIIMM 00pa3oM MoaOUpaTh 103y Ipernapara.

Komoéunayuu, mpeodyrouwue npedocmoporicnocmu

- Jlexapcmeennvie npenapamol, CnOCOOHbBlE 6bI36AMb HOTUMOPPHYIO  IHCEIYOOUKOBYIO

MaxuKapouro Muna «RUPyImMy», 6KA04As1, HO He OZPAHUYUUBAACY '

® aHTHAapUTMHUYECKHUE JIEKapCTBEHHbIe mpemnapatel |A kjacca (Hampumep, XUHUAMH,
THIPOXHMHUANH, Iu3onupamMu, npokannamua) u IC kiaacca (dhiaekanHun);

e aHTHApUTMHYECKUE JiIeKapcTBeHHbIe mpenapatsl |l kmacca (Hampumep, aMHOJapOH, COTAJION,
nodeTuna, OyTHIINI, OpETUIINS TO3UIIAT, IPOHEIAPOH);

e  HeHpoJIeNTUKU: (PEHOTHA3MHBI (HApUMEp, XJIOPIPOMA3WH, HAMEMAa3HH, JICBOMEIPOMAa3HH,
THOpHIa3uH, Tpudiyonepasut, ¢uydenasun); OeH3aMuabl (HApUMep, aAMHCYJIBIIPHUI,
CYJIBTOIPHU/, CYJIBITUPHU, THATIPU); OYyTHPO(EHOHBI (HApUMeEp, APOIEPHION, TATOIEPHION);
ApyTrre HeUPOJICNTUKHU (HATIPUMEP, TMMO3H/I, CEPTHH/I0I);

®  AHTHJIEIPECCAHTHI: TPULIUKINIECKUE aHTUACTIPECCAHTHI, CEJICKTHBHBIE HHTHOUTOPBI 00PaTHOTO
3axBaTa CEpOTOHMHA (LIUTATIOINPaM, SCIUTAIONPaM);

e aHTHUOAKTEepHAIBHBIC CpEACTBA:  (TOPXWHOJOHBI  (JIEBOQIOKCAIMH, MOKCH(DIOKCAIIVH,
cnapdruokcand, UUOPO(MIOKCAIMH); MaKpOJUIbl (IPUTPOMUIMH TPU BHYTPUBEHHOM
BBEJICHUU, A3UTPOMHUIINH, KIIAPUTPOMHUIIMH, POKCUTPOMHUIINH, CITHPAMUIINH ), KO-TPUMOKCA30JT,

® TPOTHBOTPHUOKOBBIE CpENCTBA psAla a30Ji0B (BOPUKOHA30J, HMTPAKOHA30J, KETOKOHA30II,
¢bykoHa30:m);

®  [POTUBOMAISIPUNHBIE CPE/ICTBA (XUHUH, XJOPOXUH, ME(IIOXHH, TaTo(paHTPUH, TyMe()aHTPHH);

® aHTHUAHTHHAJIFHBIE CPE/ICTBA (paHONIa3UH, OCTIPUIIII);

¢ MPOTHUBOOMYXOJEBBIE MpenapaThl U UMMYHOMOIYJSTOPHI (BaHIETAaHUO, MBIIIbIKA TPUOKCHUI,
OKCaJIMIUIATHH, TAKPOIUMYC, aHATPEITUI);

®  IIPOTHBOPBOTHBIE CPE/ICTBA (OH/IAHCETPOH);

®  CpEICTBa, BIMSAIONINE HA MOTOPHKY KEIyJOYHO-KUIIEYHOTO TpaKkTa (IH3anpuI, JOMIICPHIOH);

®  AHTHTHUCTaMUHHBIE CPENCTBA (aCTEeMU30I, TephEeHATNH, MU30JIACTHH);

¢ [pouMe aKTHBHBIC BEIIECTBA. HAMpUMEp, TNEHTAMHUIWH, Iu(EeMaHWI, BUHKAMUH TpU
BHYTPHUBEHHOM BBEJICHUH, Ba30IPECCHH, TEPIUIPECCUH, KETAHCEPUH, MPOOYyKoI, mpomnodoi,
ceBoIypaH, TEPOAUINH, IUJIOCTA30]1, METaJ0H, aCTEeMHU30J], TepPEHAINH.

[ToBpIlIEHNE pHCKA Pa3BUTHUS KEITYJOYKOBBIX apUTMHUI, OCOOCHHO MOJIUMOP(HON KETyJOUKOBOM

TaxMKapAuu THUIA «TUPYIT» (PaKkTop pUcKa — TUIIOKATHEMHUS).

[Tepen Ha3HauyeHWEM KOMOWHHPOBAHHOW TEpalvM WHIAMAMUJAOM H YKa3aHHBIMHA  BBIIIC

npemnaparaMu CJICAYCT HNPOBCCTH HCCICAOBAHHUE C MCJIbKO BBIABJICHUA THIIOKAJIUCMUU U TIPU



COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 24 052024 N2 10174

HEOOXOIMMOCTH TIPOBECTH Koppekmmio. HeoOxomuM Ko OGHEOQBATENRHOCT R AT,

MalUEHTa, KOHTPOJIb YPOBHS AIEKTPOJINTOB IJIa3Mbl KpOBH, Nokazatenei JKI .

Y nayuemmos c¢ eunokanuemueli HeoOXO0OUMO NPUMEHAMb NPENnapamoel, He Bbl3blEaAOWUe

NOIUMOPPDHYIO AHCETYOOUKOBYIO MAXUKAPOUIO MUNA «RUPYIM Y.

- Hecmepouonwvie npomueosocnanumenvhusvie npenapamol (npu CUCMEMHOM HA3ZHAYEHUU),

6KIIOUaA  ceJleKmuenvle uUHZUOumopsl  yukxnookcuzenasvi-2  (IOI-2), evicokue 003l

ayemuncanuyunoeou kuciomot (2 3 2/cymku):

B03M0XXHO CHMKE€HHE aHTUTUIIEPTEH3UBHOTO JIEHCTBUS MHAANIaMUA.

Y 00€3BOKCHHBIX TAIMEHTOB CYIIECTBYET PUCK Pa3BUTHs OCTPOM TMOYEHYHON HEIOCTATOYHOCTH

BCJICJICTBHE CHIDKEHHS KIyOOukoBOW QuubTpanuu. llanueHTaMm HEOOXOIUMO KOMIIEHCHPOBATH

MOTEPIO KUAKOCTU U B Hayalle JICUEHUs TIIATEIbHO KOHTPOIUPOBATh (DYHKIIHUIO MTOYEK.

- Hueuoumopwvr anzuomenzun-npespauwiarouieco pepmenma (AID):

Hasnauenne unruOutopoB AII® manueHTam ¢ M3HAYAIBHO CHIDKEHHOM KOHIIEHTpalMed HOHOB

HATpUSI B KPOBH COMPOBOXKIACTCS PHUCKOM BHE3AITHOM apTepUabHOW TUIOTEH3UW H/WIHM OCTPOH

[IOYE€YHON HEAOCTATOYHOCTH (B YACTHOCTH, MAllMEHTaM CO CTEHO30M [TOUYE€YHOU apTepun ).

[lauenTam ¢ apmepuanvHou  2unepmeHn3ueti W BO3MOXKHO  CHU)KEHHOM, BCIIEACTBHE

MPEALIECTBYIOIIEr0 MpUEeMa JTUYPETUKOB, KOHLEHTpAMEl MOHOB HATpHUs B IUIa3ME€ KPOBHU

HEe00X0aUMO:

- 3a 3 gHa no Hayana JsedeHuss uHrubutopom AII® mnpekpaTuTh npuem auyperuka. B
JalbHEWIIeM, TpU HEOOXOJWMOCTH, INpHUEM HeKaluicOeperammero AUuypeThka MOKHO
BO300HOBUTE;

- WIM HauuHaTh Tepanuio UHruouropom AIID ¢ HUBKHX 103, C MOCIEAYIOIIUM MOCTEIEHHBIM
YBEJIMYEHUEM JI03bI B ClIyyae HE0OXO0AUMOCTH.

IIpu xponuueckoii cepoeunoii nHedocmamoynocmu nedeHue uHruouropamu AllD crenyer

HAaYMHATh C CaMbIX HU3KUX [JO3 C BO3MOXHBIM IPEJBApPUTEIbHBIM CHW)XXECHHEM 103

HeKaJMiicOeperaroIiero JnypeTuka.

Bo ecex cnyuasx B mepBbie Henenu mnpuema UHruOuTopoB AIID y mamueHTOB HEOOXOAMMO

KOHTPOJIUPOBATH (DYHKIHIO MOYEK (KOHIEHTPAILMIO KPEaTHHHHA B IJIa3Me KPOBH).

- /Jlpyzue npenapamvi, cnocoOHble 6bi3bl6AMb cUNOKanuemuto: am@pomepuyun B (0na

6HYMPUBEHHO20 66€0€HUs), 2TIIOKO- U MUHEPATOKOPMUKOUObL (NPU CUCHEMHOM NPUMEHEHUU),

mempaxko3akmuo, ciadumenvHsle CPeOCmea, CIUMYIUPYIOUiUe MOMOPUKY KUUIEUHUKA'

VYBenuueHue prucka pa3BUTHS TMIOKATMEMUH (aJIUTUBHBIN 2P PEKT).

Heo0OxoauM MOCTOSHHBIN KOHTPOJIb KOHIIEHTPAIMHU KaJus B IUIa3Me KPOBH, P HEOOXOAUMOCTH —

€C KOppCKIu:. Ocoboc BHUMaHHE CICAYCT YACIIATH IMAallMCHTAM, OJHOBPEMCHHO MOJYYarOollIUM
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ot 24.05.2024 N= 10174
noc

i OBL HOCTH 0007
CeplieuyHble  TIUKO3WABL. PeKkoMeHayeTcs  HCIOjIhb30BaTh @IQEPPIEJJFEHII%HE%EHCEE:& (S

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

CTUMYJIHPYIOIINE MOTOPUKY KUIIICYHUKA.
- baknoghen:

OTmeuaeTcs ycusieHHe aHTUTHIIEPTEH3UBHOTO (P deKTa.

[TaruenTam HEOOXOAMMO KOMIIEHCHPOBATH MOTEPIO JKUJIKOCTH M B Hayajie JICYCHHs TIIATEIbHO
KOHTPOJIUPOBATH (PYHKIIHIO MTOYEK.

- Cepoeunvie 2nuKo3ubL:

['unoxanuemMust WM TUIIOMarHueMHs MOXKET CIIPOBOIIMPOBATH YCHIICHHE TOKCHYECKUX IPPEKTOB
CEepJCUHBIX TJIMKO3H]IOB.

[Ipy ogHOBpeMEHHOM MNPUMEHEHHH HHJANamMHAa W CEpIACYHBIX TJIMKO3UAOB  CJEIyeT
KOHTPOJIMPOBATh KOHIIEHTPAIMIO Kajus M MarHus B IUia3Me KpoBH, mokazatenu OKI', u, mpu
HEOO0XOIMMOCTH, KOPPEKTUPOBATH TEPAITHIO.

Kombunayuu, mpeodyrouwue 0co6020 6Humanus

- Annonypunonr:

CoBMecTHOE TMpPUMEHEHHE C HHJANAMHJOM MOXET TIOBBIIIATh PUCK pPa3BUTUS peaKUuil
TUIEePYYBCTBUTEIHLHOCTH MPHU JICUCHUU AJJIONYPUHOJIOM.

Komounayuu, mpeodyrouwue HuManus

- Kanuiicoepecarouwue ouypemuxu (amunopuo, CRupoHo1aKmoH, mpuammepen):
KomOuHupoBaHHas Tepanusi HHAAAMHIOM U KaluiicOeperaromuMe JUypeTUKaMu 1ieJiecoo0pa3Ha
y HEKOTOPbIX MAIMEeHTOB, OJHAKO IpPHU OTOM HE HUCKIIOYAeTCs BO3MOYKHOCTh Pa3BUTHA
TMITOKAIIMEMHUH WM TUIEepKaTueMuu (0COOEHHO y MAaIlMeHTOB € MOYEYHOM HeI0CTaTOYHOCTHIO WIIH
y MAIMEHTOB C CaXapHbIM JHA0ETOM).

Heo0xomuMo KOHTpPOJIMPOBATH YpPOBEHb Kanmus B Tula3Me KpoBHW, mokazatenu OKI u, mpu
HEOOXOIMMOCTH, KOPPEKTUPOBATH TEPATTHIO.

- Memdopmun:

OyHKIMOHANBHAS TMOYeYHash HEJOCTaTOYHOCTh, KOTOpas MOXET BO3HUKaTh Ha (oHE mpuema
JIMYPETUKOB, OCOOCHHO TETJIEBBIX, MOBBIIIAET PUCK Pa3BUTHS MHIYLHUPOBAHHOTO MeT(HOPMUHOM
MOJIOYHOKHCJIOTO allij03a.

He cnenyer wucnonp3oBath MeT(GOPMHUH, €CIM YypOBEHb KpeaTMHHWHA MpeBblIaeT 15 Mr/n
(135 mxmonb/m) y myxuuH U 12 mr/n (110 MKMOJTB/IT) y KEHIIMH.

- Hoocoodepycawue konmpacmuvie éewjecmea:

B cmyuae o0O0Oe3BokMBaHUS OpraHu3Ma Ha (OHE TpUeMa JUYPEeTHUYECKHX IpenapaToB
YBEIUUMBACTCSI PUCK  PAa3BUTUS OCTPOM TMOYEYHOM  HEIOCTaTOYHOCTH, OCOOEHHO TMpHU

HCITIOJIB30BaHNHM BBICOKHUX 103 ﬁO)ICOJIGp)K&H.[HX KOHTPAaCTHBIX BCIICCTB.

11



COOTBETCTBYET 2KCNEPTHOMY OTUYETY
0124052024 N2 10174
[lepen nOpUMEHEHHEM HOJACOAEPKAIIMX KOHTPACTHBIX ﬁ%‘&%lhﬁ%gﬂﬁH L0 GkOrirb

KOMITICHCUPOBAThH MOTEPIO KUIKOCTH.

- Tpuyuknuuyeckue anmuoenpeccanmol, HeUPOIEeNMUKU .

AHTHUTUTIEPTEH3UBHBIA A((EKT ¥ MOBBIIICHHBIA PUCK OPTOCTATHYECKOM THIIOTCH3UU (AU THBHBIN
ahdexr).

- Kanvyuit (conu):

[Ipu ogHOBpEMEHHOM MPUMEHEHUH BO3MOXKHO Pa3BUTHE TUIEPKAIBIIMEMUH BCIEACTBUE CHIXKEHUS
BBIBEJICHUS NOHOB KAJIbIIMS TTOYKAMH.

- Huknocnopun, makponumyc:

Bo3MoXHO yBenMueHHWe KOHILEHTpAIlMM KpeaTMHWHA B IUIa3ME KpOBH 0€3 HW3MEHCHHS
KOHIEHTPALUU IUPKYJIUPYIOIIET0 HUKIOCIOPHHA, AaKe MPU OTCYTCTBUU MOTEPHU BOABI U MOHOB
HaTpus.

- Kopmuxocmepouonvie npenapameot, mempaxozaxmuo (npu cucmemHoM RPUMEHEHUUN):
CHIKEHME aHTUTUMIIEPTEH3UBHOTO JACUCTBUS (3a7ep’kka BOABI M HOHOB HATpUsi B pe3yjbTaTe

JENCTBUSI KOPTUKOCTEPOUIOB).

Oco0ble yka3anus

Hapywenusa ¢pynxyuu nevenu

HpI/I HasHa4Y€HUMU THA3UJIHBIX U TI/IaBI/IILOHOl[06HBIX JAUYPCTHUKOB y MAMCHTOB C HApPYMICHUAMUH
(GYyHKIUU MEeYeHH, OCOOEHHO B Ciy4yae HapyLIEHHs] BOJHO-3JEKTPOJIUTHOIO OaiaHca, BO3ZMOXKHO
pa3BUTHE MTEYEHOYHOH 3HIe(aNoNaTuH, KOTOpas MOKET MPOrPEeCCUPOBATh J0 MEYCHOYHOH KOMBI.
B aToM ciyuae npuem I1MypeTHKOB CIENYyET HEMEUIEHHO IIPEKPATUTh.

Peaxyuu pomouyscmeumenvrnocmu

CooOmianoch 0 ciayyasx pa3BUTHs peakluii (pOTOUYBCTBUTEIBLHOCTH HAa (OHE MTpHeMa THA3UIHbIX U
THUA3UJI0MOJO0HBIX TUYpeTHUKOB (cM. paznen «IlobouHoe nelicTBue»). B ciyuae pa3BuTHs peakiuii
(OTOUYBCTBUTEIBHOCTH Ha (OHE MpHEMa JICKapCTBEHHOT'O Mpenapara peKOMEHYeTCsl IPEeKpaTUTh
neueHue. Eciau MOBTOpHOE Ha3HAu€HUE IUYPETUKAa HPU3HAHO HEOOXOIMMBIM, PEKOMEHIYeTCs
3alIMIIATh OTKPBITHIE YYAaCTKU OT COJHEYHBIX Jy4yed MM HMCKYCCTBEHHBIX YJIbTPa(pHOIETOBBIX
Jy4en tumna A.

Xopuouoanvhwiii 6blnom, oCmpasi MUORUSL U 6MOPUYHAS 3AKPLIMOY20NbHAS 2TIAYKOMA
CyJ’IB(i)OHaMI/II[I)I WM WX MOPOU3BOJHBIE MOTYT BbI3BIBATH HIHOCHHKPA3WMYCCKYIO0 PCAKIUIO,
NPUBOSIIYI0O K Pa3BUTHIO XOPHOHMIAIBHOTO BBINOTAa C JE()EKTOM TOJS 3pEHHs, Mpexonsiien
MHUONMHM M OCTPOM 3aKpBITOYTOJIBHOM TIJayKoMbl. CHMITOMBI BKJIIOYAIOT CHUKEHHE OCTPOTHI
3peHus Wik 00J1b B IJ1a3aX ¢ OCTPbIM HA4YaJloM M OOBIYHO BO3HUKAIOT B TE€YEHHE HECKOJBKHUX YacOB
WIH HeJleNb [ocye Havasla IpueMa rpemnapara.
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ot 24.05.2024 N= 10174

(O OBL HOC TR 00071
[Ipu oTCyTCTBHM JIeU€HHUSI OCTpasi 3aKPbITOYTOJIbHAS l"J'IaVKOMg 'MO)-klgf]‘ 'ngrl;lltxbﬁeogphmmon

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

norepe 3peHus. HayanmpHas Tepamusi 3aKiIrodaeTcss B MaKCHMaJbHO OBICTPOM OTMEHE Mpemnaparta.
Ecnu BHyTpHIIIa3HOE JaBIEHUE OCTAETCS HEKOHTPOJIUPYEMBIM, MOKET MOTPEOOBATHCSI HEOTIIOKHOE
MEIMKAaMEHTO3HOE JICUEHHUE WM XUPYPruyeckoe BMemaTeslbcTBO. DakTopaMu puUCKa pPa3BUTHUA
OCTPOM 3aKPBITOYTOJILHOM TJIayKOMBI MOTYT OBITh JIJIEPTUYECKHE PeaKkIMK Ha CyIb()OHAMU/IBI WIH
MEHUIWUIMH B aHAMHE3e€.

Boouno-snekmponrumnuiii 6aranc

- Cooeporcanue uonoe nampus 6 niasme Kposu.:

Jlo Haydana je4eHuss HeoOX0IMMO ONPEIEIUTh KOHLEHTPALM0O HOHOB HaTpus B Iu1a3mMe kpoBu. Ha
doHe mpuema mpenapara CieIyeT pPEryJsipHO KOHTPOJIMPOBATh ATOT IMOKaszarenb. HeobOxoaum
MOCTOSIHHBIM KOHTPOJIb KOHIIEHTpAIlM HOHOB HATpHUs, TaK KaK IEPBOHAYAIBLHO CHU)KEHHE
KOHIIEHTPAllUM HMOHOB HATpUs B IJIa3M€ KPOBU MOXKET ObITh OeccHMNTOMHBIM. boinee dacThlii
KOHTPOJIb KOHIIGHTpAallMM HMOHOB HATpHUs IOKa3aH MalMeHTaM C LUPPO30OM IE€YEHH U JIHIaM
MIO’KUJIOTO Bo3pacTa (cM. pasnensl «I[lobouHoe aeiictBue» u «Ilepeno3zupoBkay).

JIroboii nuypeTrueckuil mpemnapaT MOMKET BbI3bIBATh TMIOHATPUEMMIO, NPUBOJASILYI0 HMHOTAA K
KpaiiHe TsDKEIIbIM MOCIEACTBHIM.

['umonaTpueMuss B COYETAaHUU C THUIOBOJIEMUEH MOTYT OBITh MPUYMHON OOE3BOKHBAHUS H
OpPTOCTATUYECKOW TUIOTEH3UU.

ConyTcTByIOlee CHUKEHUE KOHIIEHTPAlMM MOHOB XJIOpa B IJJa3M€ KPOBU MOKET NPUBOJIUTH K
BTOPUYHOMY KOMIIEHCATOPHOMY META0O0JIMYECKOMY aJIKalo3y: 4YacToTa pa3BUTHS U CTENEHb
BBIPQ)KEHHOCTH 3TOT0 3 PeKTa He3HAUUTEIbHBI.

- Cooepoicanue uOHO8 Kanus 8 N1A3Me KPOBIU.:

[Tpu Tepanuu THA3WAHBIMU M THA3HJIONOAOOHBIMU JUYpPETHUKAMHU OCHOBHOM PHCK 3aKiIIOYaeTcs B
CHIDKEHHH KOHIIEHTpAllMM Kalusl B IJla3M€ KPOBU W Pa3BUTHM THUIOKaJIMEMUU. [ unokanveMus
MOJKET BBI3bIBaTh MbIIIEYHbIE HapylIeHHus. Coo0Ianoch o ciyyasx pabloMHOIN3a, B OCHOBHOM Ha
doHe TOKENON TunokamuemMuu. HeoOxomumo mpemoTBpamiath pa3BuTHe runokaymevuu (< 3,4
MMOJIB/JI) Y TAlMEeHTOB TIPYyNIbl IOBBIIIEHHOTO pHCKAa: MAlUMEHTOB TMOXHUIOrO BO3pacTa,
UCTOIIEHHBIX W/WIM TOJYYaloIUX COYETAaHHYI0 MEAMKAMEHTO3HYIO TEpanuio, MNalUeHTOB C
LUPPO30M MEeUSHH, epUHEepUUECKUMH OTEKaMH U aCIUTOM, MAllMEHTOB C UIIEMUYECKOH 00JIe3HBIO
cepala M CepAeYHOM HEIOCTaTOYHOCThIO. [MmokaimeMuss y OJTHX MallMEHTOB YCUJIMBAET
KapAMOTOKCUYHOCTh CEPACUHBIX TTIMKO3UI0B U MOBBILIAET PUCK PA3BUTHUS apUTMUMU.

[TarmenTsl ¢ yBenmu4eHHbIM uHTepBaioM QT, kak BpOXKICHHBIM, TaK H BBI3BAHHBIM

JICKApCTBCHHBIMU IIPCTIapaTaMi OTHOCATCA K I'PYIIIIC pUCKaA.
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COOTBETCTBYET JKCNEPTHOMY OTYETY
ot 24.05.2024 N= 10174

noc OBA HOC TR 0007
['umokanmuemMusi, Tak)Ke, Kak U Opaaukapaus, sBISIEeTEs COCTOEHHGMT' %i;loég'ﬁc];%ﬂm EZIISBHTI/IIO

TSOKENIOW apUTMMHU, B YACTHOCTH, IMOJUMOPQHON KemyTO0YKOBOW TaxMKApAMU THUIA «IIHPYITY,
KOTOPAasi MOKET IIPUBOAUTH K JIETAIBHOMY UCXOLY.

Bo Bcex onucaHHBIX BbIIIE CIy4YasX HEOOXOAUMO KOHTPOIUPOBATh KOHLIEHTPALMIO KaJlUs B IIa3Me
KpoBH, Oosee yacto, yeM oObIYHO. IlepBoe M3MepeHue KOHLIEHTpAlMM HOHOB KalMs B KpPOBU
HE00X0IMMO ITPOBECTH B TEUCHHE NIEPBOI HEAETH OT Hayasa JeUeHHs.

BrisiBiieHHas TUNOKagueMusi TpeOyeT KOppeKIuH. | urmokamuemusi, BBIABICHHAS B COYETAaHUHU C
HU3KOH KOHIIEHTpAIMel MarHusi B CHIBOPOTKE KPOBH, MOXET OBITh YCTOWYMBOW K JICUYCHHIO, TTOKA
He OyJIeT CKOPPEKTUPOBaH YPOBEHb MarHusi B CHIBOPOTKE KPOBH.

Cooeporcanue mazHus 6 niasme Kpogu:

bbuto moka3zaHo, 4YTO THA3UIHBIE M THA3UIONONOOHBIE JAWYPETHKH, BKIIOYas WHIAMaMuUm,
YBEJIUYMBAIOT SKCKPELMIO MarHusi ¢ MOYOH, YTO MOXKET MPUBECTHU K TMIIOMArHUEMUH (CM. pa3ziesibl
«B3anMozaelicTBrE C IpYyTrUMU JIEKapCTBEHHBIMU cpesicTBaMu» U «Ilo0ouHoe neficTBue).
Cooeporcanue kanvyus 6 niazme Kposu:

TuasuaHble U THA3UAONONOOHBIE JUYPETUKH MOTYT YMEHBIIATh BBIBEACHHUE KajbIUs MMOYKAMHU U
IIPUBOJUTL K HE3HAYUTEIIBHOMY U BPEMEHHOMY IOBBILICHHIO KOHLICHTpPALMM KalbLMsl B ILIA3Me
KpoBU. VcTUHHAs runepkalblUeMHs MOXET ObITh CJIEICTBHEM paHee HE JAMAarHOCTHMPOBAHHOIO
TUIepIapaTupeosa.

Crenmyer mNpekpaTUTh HpPHUEM TUYPETUYECKHX IMPErapaToB IMepel] HCCIeAOBaHUEM (YHKIHH
MapaIIuTOBUIHBIX JKEJIE3.

Cooeporcanue 2nioko3bvl 6 niazme Kposu

BaxxHO KOHTpOIUpPOBaTh KOHLEHTPAIMIO TJIFOKO3bl B KPOBU Yy MALMEHTOB C CaXapHbIM JUA0ETOM,
0CcO0EHHO NpU HAJTMYUU TUIOKATIMEMUH.

Mouesas kucroma

VY NanueHToB ¢ TUIEPYPUKEMUEH MOXKET YBEJIMUNBATHCS PUCK PA3BUTHSI IPUCTYIIOB IIO1ArPBHI.
Luypemuueckue npenapamol u GyHKYus nouex

TuazugHble U THA3UAONOA00HBIE TUYPETUKU F(PPEKTUBHBI B ITOJHOW Mepe TOJIBKO Y MallUeHTOB C
HOPMAJIbHOW WJIM HE3HAYMTENIbHO HapyIIEeHHON (yHKUIMEeH Movek (coaepikaHue KpeaTMHHHA B
IUIa3Me KpPOBU Y B3pOCHBIX JHUI Hike 25 Mmr/m wim 220 MKkMoJb/i). Y TMalUeHTOB MOXKHIIOTO
BO3pacTa HOPMaJIbHBIM YPOBEHb KpPEATHHHHA B IUIa3M€ KPOBHM PAaCCUMTHIBAIOT C YYETOM BO3pacTa,
MAaccChl TeJa U 10JIa.

Crnenyer yuuThIBaTh, YTO B Hayajie JICYEHUS Yy TALMEHTOB MOXKET HAONIONAThCS CHUKEHHE
CKOpPOCTH KJIIyOOYKOBOHM (pMIIBTpALMH, 00YCIIOBIEHHOE T'MIIOBOJIEMHEH, KOTOpasi, B CBOIO OYepeib,
BbI3BaHa IOTEpe BOABI M HMOHOB HaTpusi Ha (oHe mpuema AMypeTHUecKux mpenaparoB. Kax
CIIE/ICTBHE, B IIA3ME€ KPOBUM MOXET YBEIMYMBATHCA KOHLEHTPALMS MOYEBUHBI M KpPEAaTHHHHA.
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3HAYCHUs Y TMAalUEHTOB C HOPMANbHOM (YHKIMEH IOYeK, OJHAKO MOXKET YCYTryOlsiTh YiKe
MMEBLIYIOCS JI0 HayaJla JIEUEHUs IOUEUYHYIO HE0CTaTOYHOCTb.

CnopmcmeHnvl

CnoptcMeHaMm ciieyeT oOpaTuTh BHHUMaHHE Ha TO, YTO JEWCTBYIOLIEE BEIECTBO, BXOJSIICE B
COCTaB JIeKapCTBEHHOro mpenapata Apudon®, MOXKET JaBaTh IONOKUTENbHBIH PE3ylbTaT HpH
IIPOBEJICHUU JIOIIUHT-KOHTPOJISL.

Bcnomozamenvhuvle geuwgecmea

[Ipemapat ApudoH coaepk HUT JakTo3y MoHoruapaT. llamuentamMm c¢ peako BcTpeyaromiencs
HACJIEICTBEHHOW HENEepEeHOCHMOCTbIO TaJlaKTO3bl, IOJHOM JIAKTa3HOW HEJOCTATOYHOCTHIO WM
TIIIOK030-TAJIAKTO3HON MababcopOuunelt He ciieyeT MPUHUMATh 3TOT Ipenapar.

Cooepocanue Hampus

Apudon® conepxkut meHee, ueM 1 mmons Hatpus (23 mr) B 1 Tabnerke, TO €cThb, O CyTH, HE

COJZICP>KUT HATPUH.

Baunsinne Ha cIOCOOHOCTD YNIPaBJIAATH TPAHCIIOPTHBIMH CPeACTBAMH, MEXaHH3MAMH

NHpanaMu He BIuseT HA HapyLIEHUWE BHUMAHHUs, HO B HEKOTOPBIX CIIy4yasx MOI'YT BO3HUKAaTh
peaxkiuy, CBA3aHHbIE CO CHUKEHHEM apTEpUaIbHOrO JIABJIEHMs, OCOOEHHO B Haydaje Tepanuu WU
pu 100aBJIE€HUU K IPOBOJMMOM Tepamuu JApPYruxX TUIOTEH3UBHBIX IpenaparoB. B pesyibrare
CIOCOOHOCTh YNPABJIATh TPAHCIIOPTHBIMU CPEJICTBAMM WIIM JPYTMMU MEXaHM3MaMU MOXET ObITh

HapyIleHa.

®opma BbINIyCKA

TabneTku, TOKPHITHIE TNIEHOYHOM 000JI0YKOH, 2,5 MT.

[To 30 rtabneTtok B ymakoBKe sueiikoBoil koHTypHO#/Omuctepe (IIBX/Am). ITo 1 ymakoBke
SYEHKOBOM KOHTYpHOI/OMUCTEpy BMeECT€ C MHCTPYKUHUEH 10 MEIULUUHCKOMY MPUMEHEHUIO

MOMEIAIOT B KAPTOHHYIO AUKy ¢ KOHTPOJIEM NEPBOIO BCKPBITHS (ITPH HEOOXOIUMOCTH).

YcioBus XpaHeHus
XpanuTh pu Temneparype He oime 25 °C.

XpaHUTh B HETOCTYIHBIX JUUIS JETEN MECTax.

Cpok rogHocTu
5 ner.

Hpenapam HEJIb35 NPUMEHAMb NOocCjle OKOHYAHRUs CPpOKa 200Hocmu, YKA3aHHO20 HAa ynakoeke.
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YcaoBus ornycka

OTmyckaroT Mo penenty.

Jepxaresb perucTpaniMmoHHOro yanocropepenus «Jladoparopum Cepsbe», @panuus

IIpousBeneno: «Jladoparopun CepBbe Unnactpm», ®panuus
905, mocce Capan, 45520 Kunu, @panims
905, route de Saran, 45520 Gidy, France

IIo Bcem Bonpocam odpamarscsa B AO «Cepsbe», Poccus:
125196, r. Mocksa, yi. Jlecnas, nom 7, atax 7/8/9
Ten.: (495) 937-0700, daxc: (495) 937-0701
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