ot 17.09.2025 Ne 23460
(NOCNEOOBATENEHOCTE 0002)
OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOFO-HPEHAPATA

COOTBETCTBYET QRCHEFTHOMY QTYETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

®dypocemu, 10 Mr/mi, pacTBOp [isi BHYTPUBEHHOT'O U BHYTPUMBIILIEYHOT'O BBEJCHHUSI.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleiicTBy1O1IIEeE BEMIECTBO: (DYyPOCEMHMI.
Kaxx it Mt pactBopa cogepxut 10 Mr ¢pypocemuna.
Kaxxnas ammyna o6bseMom 2 mit copepxkut 20 Mr ¢pypoceMua.

BemecTBa, Hanwune KOTOPHIX HAJ0 YYUTHIBATH B COCTaBE JIGKAPCTBEHHOTO Mperapara: HATpui (CM.
pasznen 4.4.).

[TonHbIi epeueHb BCIIOMOTaTeNbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBOp JJIs1 BHYTPUBCHHOI'O U BHYTPUMBIIICYHOT'O BBCACHUS.

Hpo3paqHa;1 66CI_IBCTHa$I WK CJICTKa OKpalllCHHad ) XUJIKOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

[Ipenapat ®@ypoceMus nmoka3zaH K NMPUMEHEHHIO y B3pOCIbIX W JeTeil B Bo3pacte oT 0 mo 18 ner.
OcobeHHOCTH MPUMEHEHUS MpernapaTa y HeZIOHOUICHHBIX JIeTel cM. B pa3zzene 4.4.

- OTeuHBI CUHIPOM MPU XPOHUUYECKON CEPACUHON HEAOCTATOYHOCTH

- OTeuHbIil CHHIPOM IIPU OCTPOH CEPAEYHON HEAOCTATOYHOCTH

- OTeuHbIil CHHAPOM IIPHA XPOHUYECKOM ITOYEYHON HETOCTATOYHOCTH

- Octpast moudeyHass HEIOCTaTOYHOCTh, BKJIOYAs TAKOBYIO NMpH OEpPEeMEHHOCTH W OXorax (s
MOJIEPKAHUS IKCKPELUH KUIKOCTH)

- OTeuHblil CUHAPOM IIPU HEPPOTUUECKOM CUHJpOME (ITpH HEPPOTUUECKOM CHHJIPOME Ha MEPBOM
IUTaHE CTOMT JIEYeHHE OCHOBHOTI'O 3a00JIeBaHUS)

- OTeuHblit CUHAPOM TpH 3a00J€BaHUAX MEYEeHHU (IIPU HEOOXOTUMOCTH B JIOTIOJIHEHHE K JICUEHUIO
AQHTAarOHUCTAMH AJTbJIOCTEPOHA)

- ['uneproHnueckuit Kpu3

- [Monnep>xanue (OPCUPOBAHHOTO AWype3a IpPH OTPABICHUAX XMUMHUYECKHMMU COEIMHEHMSIMHU,
BBIBOJIAIIIUMHUCS MTOYKaMU B HE3MEHHOM BU/IE
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4.2. PeskuM 103MPOBaHUSI U CTIOCO0 MPUMEHEHUsI (MOCNEOQOBATENBHOCTE 0002)

L L

PexxuM 103upoBaHus

[Ipy Ha3HaYCHUHM IperapaTa PeKOMEHIYeTCs IPUMEHSTh ero B HAMMEHBIINX J103aX, JOCTATOYHbIX IS
TOCTHKEHHUS] HEOOXOMMOTO TepareBTHIECKOro 3¢ dekra.

PekoMeHj0BaHHAasT MaKCHUMallbHas CyTOYHas J03a I BHYTPUBEHHOI'O BBEJCHHS JJISI B3POCIHBIX
cocrasisieT 1500 mr.

[TponoIKUTENBHOCTD JICUEHUST Y B3POCIBIX OMPEACIISAETCS BpauOM MHAMBUIYaTbHO B 3aBUCUMOCTH OT
HOKa3aHWH.

OmeuHulil CuHOpOM NpuU 3a001e8aHUAX NeYeHU

[Ipenapar @ypoceMu1 IPUMEHSETCS B JOIOJHEHUE K JICUEHUIO aHTarOHUCTAMMU aJIbJOCTEPOHA B CIIy4ae
ux HezmoctaToyHoM 3¢ddexkTuBHOCTH. [l NpeaoTBpallleHus pPa3BUTUS OCJIOKHEHHM, TakMX Kak
HapylIeHHEe OPTOCTATHYECKOW pEryJsIIMA KPOBOOOpAIIECHUS, HAPYUICHUS BOJHO-3JIEKTPOIUTHOTO
OanaHca MM KHUCIOTHO-OCHOBHOTO COCTOSIHUSA, TpeOYyeTCsl TIIATEeNbHBIM MoAOOp 103bl C TEM, YTOOBI
IOTepsl KUAKOCTU IPOUCXOJUIa IOCTENEHHO (B Hayale JIEYEHHs] BO3MOXKHA IOTEps >KUJIKOCTH
npubnnsutensHo 10 0,5 Kr Macchl Tena B ¢yTkH). Eciiu BHyTpUBEHHOE BBEJIEHUE SIBIISETCS] a0COIIOTHO
HEOOXOIMMBIM, TO HaYaJIbHAS J103a JUII BHYTPUBEHHOTO BBeneHus cocTaBisieT 20—40 mr.

OmeuyHulil CUHOPOM NPU XPOHUUECKOU NOYEUHOU HeOOCMAMOYHOCU

Harpuitypernueckas peaknus Ha npenapat @ypoceMu]] 3aBUCUT OT HECKOIBKHX (DaKTOPOB, BKIFOUYAs
BBIPKEHHOCTh MOYEYHON HEAOCTATOYHOCTHU U COJepKaHNE HATPHUS B KPOBU, MOITOMY (D (DEKT OT 103bI
HE MOET OBITh TOYHO MPE/ICKa3yeMbIM. Y MAIMEHTOB C XPOHUYECKOW MOYEUHON HEJO0CTATOYHOCTHIO
TpeOyeTcsl TIaTeNbHBIA MOAOOp 03Bl MyTEM €€ MOCTENEHHOTO TMOBBIIICHHUS C TEM, YTOOBI MOTeps
KHUJIKOCTH ITPOUCXO/IUIIA TIOCTETICHHO (B HAYaJIC JICYCHHSI BO3MOKHA ITOTEPS )KUIKOCTH PUOTH3UTEIEHO
110 2 J1 B CYTKH, 9TO MOYKET COCTaBUTh 10 280 MMosb Na* B cyTkn).

VY manueHToB, HAXOMSIIMXCS HA TeMOAMaNn3e, OOBIYHO IOJAEP)KUBAIONIAS J103a COCTABISACT
250-1500 mr/cyTkwu.

[Ipn BHYTpHMBEHHOM BBEJEHUHM J03a IpernapaTa MOXET ObITh OIpeleseHa CIEAYIOIIUM 00pa3oM:
JICYEHNE HAUYMHAIOT C BHYTPHUBEHHO-KAIEIbHOIO BBEACHMS €O CKOpocThio 0,1 Mr B MUHYTYy U 3aTem
MIOCTETIEHHO YBEIMYUBAIOT CKOPOCTh BBEJIEHUS Kaxkble 30 MUHYT B 3aBUCIMOCTH OT TE€PANeBTUYECKOTO

s dekra.

Ocmpas noueunas HedOCmMamoyHoCmy (0151 NOOOEPHCAHUS 8bl8EOEHUSL HCUOKOCTU)

Ilepen HauvanoMm JeueHHUs MpeNapaToM MAOJDKHBI OBITh YCTpaHEHbI THIOBOJIEMUs, apTepuaibHas
THIOTEH3UsS W 3HAYMMBIE HApYIICHUS BOJHO-3JIEKTPOJIUTHOTO OajlaHCa W/MIM KHUCIOTHO-OCHOBHOTO
cocTosiHus. PekomeHyercsi, 4ToObl MAallMEHT Kak MOXHO paHblie ObUI MepeBe/ieH ¢ BHYTPUBEHHOTO
BBEJICHUSl IIpernapara Ha NpueM TabJeToK (1o3a TalJeTOK 3aBUCUT OT IOAOOpaHHOM 03Bl JUid
BHYTPUBEHHOT'O BBE/ICHUS).

PeKOMeHﬂyeMaﬂ HadaJibHad 1034 JJI1 BHYTPHUBCHHOI'O BBEACHHA COCTABIIACT 40 mr.

Ecnu mocne ee BBeAEGHUS HE JOCTUTaeTCsl HEOOXOIUMOIO TUYypeThdeckoro s¢¢ekra, TO Mpemnapar
MOKHO BBOJWUTH B BHUJE HENPEPHIBHOW BHYTPUBEHHON HMH(Y3UM, HAUMHAsg CO CKOPOCTH BBEICHHS

50-100 wmr B yac.
Omexku npu Heghpomuueckom cunopome

PexoMmenoBaHHas HadalbHas 1034 COCTABIISIET 20-40 mr B CYTKH. HCO6XOILI/IM8.$I J03a HOH6HpaeTCH B
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3aBUCHMOCTH OT auyperndeckoro sddexra. Cyrdunas 0039 MOKET | BEQANATECH-, OHOKPATHO A1

JICTTUTHCS HAa HECKOJIBKO BBEICHUI (CM. pas3nienbl 4.4 4-5-2-)- '

Omeunblii CUHOPOM NPU XPOHUUECKOU CepOeHHOL HedOCMAamo4HOCmU

PexomennoBannas HauanbpHast go3a cocrasiser 20—80 mr B cytku. HeoOxoaumas no3a moaOupaercs B
3aBUCHMOCTH OT JIUYPETHUYECKOro OTBeTa. PexoMeHjayercs, 4ToObl CyTOYHAs J03a Je/IWIach Ha
2—3 BBEJICHUS.

Omeunblii CUHOPOM NPU OCMPOL CePOEUHOU HedOCMAMOYHOCMU

PexomennoBanHas HauanbHas 103a npenapara cocrasisier 20—40 Mr B BUJie BHyTPHBEHHOTO O0JIFOCHOTO
BBeZieHHd. Ilpu HeoOxoauMocTH [03a Mpemnapara MOMKET KOPPEKTHPOBAaThCS B 3aBUCUMOCTH OT
TepaneBTHYECKOro dPdeKra.

Tunepmonuyeckuii kKpu3z

PexoMenoBanHas HadanbHas 103a cocTaBisieT 20—40 Mr myTeM BHYTPUBEHHOTO OOJTFOCHOTO BBEIICHUSI.
Jlo3a MOKET KOPPEKTUPOBATHCS B 3aBUCUMOCTH OT 3 deKTa.

Iloooeparcanue ghopcuposannozo ouypeza npu ompasieHusx

[Ipenapar ®dypocemu; MpPUMEHSIETCS B JONOJHCHHWE K BHYTPHUBCHHOW HH(Y3UH 3JICKTPOIUTHBIX
pacTBOpPOB.

Pexomenayemas HauanbHast 103a U1 BHYTPUBEHHOTO BBeAeHUs cocTapisieT 20—40 mr. Jlo3a 3aBUCHT OT
peakunu Ha npenapar @ypocemun. o u Bo Bpems JeUeHUs MPENapaToM CJIEIyeT KOHTPOJIUPOBATh U
BOCCTaHABIIMBATh [TOTEPH KUIKOCTHU U ANEKTPOJUTOB. B cirydae oTpaBiieHUsI BeLIECTBAMU C KUCIIOM UK
IIEJIOYHOM peakIueil UX BBIBEICHUE MOXKET OBITh YCKOPEHO JOTIOTHUTEIBHBIM OlIeIadYMBaHUEM, JTHOO
YBEJIIMYEHUEM KUCIOTHOCTH MOYM, COOTBETCTBEHHO.

€T

PexomMeH10BaHHAsT MaKCHMallbHAsl CyTOYHAs J103a JIIsi BHYTPUBEHHOTO BBEJCHHS y JIETCH COCTABISET
20 mr.

[IponoIKUTENBHOCTE JIEUEHUSL Y JETEH OMPEAENSETCS BpPauOM HHIMBUIYAJIbHO B 3aBUCHUMOCTH OT
HOKa3aHWH.

V nereit 103y cienyeT yMEHbIIUTh B COOTBETCTBUHU C Maccoil Tena. Y aereill peKoMeH10BaHHas /103a JJis
MapEeHTEPaAIbHOTO BBEACHMSI COCTABIISIET | MI/KI Macchl Tella B CyTKH, HO He 6osee 20 Mr/cyTKu.

Cnoco0 rmpuMeHeHus

HpenapaT qDypOCGMI/II[ BBOJIUTCA BHYTPHUBCHHO M, B HUCKIIOUUTCIIBHBIX ClIy4dasAX, BHYTPHUMBIIICYHO
(KOFI[& HCEBO3MOXXHO €T0 BHYTPUBCHHOC BBCICHUC NJIN IPUMCHCHUC IIpCIIapara BHy'TpB).

BuyTpuMblieuHO€E BBEJICHHUE MTpenapaTa He MOAXOAUT AJIsl JIEYEHUs OCTPBIX COCTOSIHUM, TAKMX KaK OTEK
JEerkuX. BHyTpuBEHHOE BBeJleHME Ipenapara MPOBOAUTCSA TOJIBKO TOTJa, KOIZJa IpHEM IIpernapara
BHYTpPb HEBO3MOKEH WJIM MMEETCsl HapyllIeHHWE BCACHIBAHUS INpernapara B TOHKOM KHIIEYHUKE WU B
cllyyae HEOOXOIMMOCTH MOMYyYEHHUsI MaKCUMaJIbHO ObICTporo addexta. [Ipyn BHyTpMBEHHOM BBEICHUU
IpernapaTa Bcerja peKoOMeHayeTcsl Kak MOKHO OoJiee paHHUN MTpHeM IpernapaTa JUisl ipueMa BHYTPb.

IIpy BHYTpMBEHHOM BBEJIEHUM IIpemapaT CleIyeT BBOAUTH MeNJIEHHO. CKOpOCTb BHYTPHUBEHHOIO
BBEJCHUS HE JIOJDKHA MpeBbIIaTh 4 MI B MHMHYTY. Y T[IalMEHTOB C TSDKEJIOW IOYEYHOU
HE/I0CTaTOYHOCTHIO (C KOHIIEHTPALMEH KpeaTHHHHA B CHIBOPOTKE > 5 MI/IUT) PEKOMEHIYETCs, YTOObI
CKOpPOCTh BHYTPHMBEHHOI'O BBEJECHUs IIperapaTta He mpeBblana 2,5 Mr B MUHYTY. [[nsa poctmkeHus
ONTUMAaNBbHON 3((PEKTUBHOCTH U MOAABICHHUS KOHTPPETYIISALUH (aKTUBALMH PEHUH-aHTMOTEH3MHOBOTO
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ot 17.09.2025 N2 23460
U aHTHHATPUIYypEeTHYECKOr0 HEWPOTryMOpalIbHBIX [3BEHBEB (PRIYIALIA) ) OONEE [TPeAnQUTHIEIH]
SIBIIIETCSL TIPOJIOJKUTENIbHOE MH(PY3HOHHOE BHYTPHU 0¢ C a, YeM €ro MoBTO

COOTBETCTBYET QRCHEFTHOMY QTYETY

BHYTPUBEHHOE 00t0CHOE BBeJeHHEe. Eciin mociie 0HOro UM HECKOJIbKUX OOJIFOCHBIX BHYTPHUBEHHBIX
BBEJICHUI NPU OCTPHIX COCTOSHUSAX HET BO3MOXHOCTHU JJISl MPOBEAECHUS IOCTOSIHHOW BHYTPUBEHHOU
uHOy3HH, To 00JIee IPEANOUYTUTENBHBIM SBIISETCS BBEICHHE HU3KUX J103 C HEOOJIBIINMU TPOMEKYTKAMU
BPEMEHU MEX]ly BBEACHUAMH (PUOIU3UTENBHO uepes 4 yaca), 4eM BHyTPUBEHHOE OOJIOCHOE BBEJICHHE

0oJiee BBICOKHX J03 C OOIBIINMU IMPOMEKYTKaMU BPEMCHHU MEX Y BBCACHUAMMU.

WHcTpyKuyy 1o pa3BeeHUIO JIEKapCTBEHHOTO NpenapaTa nepes] IpUMEHEHUEM CM. B paszene 6.6.

4.3. IIpoTuBONOKA3aAHUS

['unepuyBCTBUTENLHOCTE K (ypOCeMUJy WIM K JIFOOOMY M3 BCIIOMOTATelIbHBIX BEIIECTB,
MEPEeYHCICHHBIX B  paziene 6.1, y TalMeHTOB ¢ auieprued  Ha  CyJIb(OHAMHUJIBI
(cynbhanmnaMuiHble IPOTUBOMUKPOOHBIE CpPEACTBA WM MpPEnaparbl CyJlb(HOHUIMOYEBHHBI)
MOJKET Pa3BUBATHCS «IIEPEKPECTHAS» aJuIeprusi Ha (ypoceMu

[Toueunast HEOCTATOYHOCTD MIPHU AHYPHH, HE OTBEUAOIICH Ha BBEACHUE QypocemMuia
[leyenouHast mpekoMa 1 KoMa

Bripakennas runokanuemust (cM. pasnaen 4.8)

BripakeHHasi THIIOHATPUEMHS

['umoBosemust (¢ aprepuanbHOIN TUIOTEH3UEH WK 0€3 Hee) WK JAeTHApaTaIus

Pe3ko BbIpakeHHBIE HAPYIICHUS OTTOKA MOYM JIOOOH 3THOJOTHH (BKJIOYas OJHOCTOPOHHEE
MOPaKEHUE MOUEBBIBOISIIUX MTyTEH )

bepemennocts (cM. pazzaen 4.6)

[lepuon rpyaHoro BckapmiauBanus (cM. paszaen 4.6)

4.4. OcoOble yKka3aHMsl M1 Mepbl NPeI0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

IIpu aprepranbHON THIIOTEH3UU

IIpu cocTosHUAX, IPU KOTOPBIX YpE3MEPHOE CHIDKEHHE apTepuaibHOro nasieHus (AJl) apusercs
0COOEHHO OIACHBIM (CTEHO3UPYIOIINE MOPAKEHUSI KOPOHAPHBIX U/UIJIM MO3TOBBIX apTepuil)

IIpu octpom nHpapkTe MuoKkapaa (YBeIUUYEHNE pPUCKa Pa3BUTHSI KapJUOTEHHOTO III0KA)

[Ipu naTeHTHO MpPOTEKAIOLIEM UM MaHU(PECTUPOBAaHHOM caxapHOM Juadere

IIpu nonarpe

[Ipu renaropeHalbHOM CUHIpPOME (TO €CTh, NPH MOYEYHOH (PYHKIIMOHAILHONW HEOCTAaTOUYHOCTH,
CBSI3aHHOM C 3a00JI€BaHUSIMU T1€YECHH )

[Ipn runomporenHeMun (Hampumep, MOpU HEPPOTUYECKOM CHUHAPOME, KOTJa BO3MOXKHO
YMEHBIICHUE JTUYypeTHdYeckoro 3(p@dexkra M NOBBIILIEHHE pPHUCKA Pa3BUTUS OTOTOKCHYECKOTO
neiictBus ¢ypocemMua, moa0op J03bl Y TaKuUX MAllMEHTOB JOJKEH MPOBOJAUTHCA C OCOOOM
OCTOPOKHOCTBIO)

[Ipu yacTMyHON OOCTPYKLIMM MOYEBBIBOJAIIMX MyTeH (rumepruiasusi NpeicTaTeNIbHONW JKemessl,
Cy’K€HUE MOYEHCITyCKaTeIbHOIO KaHasa)

[Ipu MOBBIIEHHOM PUCKE Pa3BUTHUSL PACCTPONUCTB BOAHO-AJIEKTPOJIUTHOrO OanaHca U KUCIOTHO-
OCHOBHOT'O COCTOSIHMS WIIM B CIIy4ae 3HAUYUTENIbHBIX JTONOJHUTENIBHBIX IOTEPh KUAKOCTH (PBOTA,
nuapesi, OOMJIbHOE MOTOOTAeeHHE) (TpedyeTcs MOHUTOPUHT COCTOSIHUSI BOAHO-3JIEKTPOIUTHOTO
0anaHca U KUCIOTHO-OCHOBHOT'O COCTOSIHUS M, IPH HEOOXOAMMOCTH, KOPPEKIUS UX HapyIICHUH
710 Havajia MpuMeHeHus: GpypoceMuia)
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- IIpu mankpeaTuTe (NCCNEOOBATENEHOCTE 0002)

— HpI/I KCITYJOYKOBEIX HAPYHICHUAX PUTMA CEPpANA B aHAMHCT3T

- [Ipu cucTteMHOM KpacHOH BOTYaHKE

— Y HeJOHOUIECHHBIX JeTel (BO3MOKXHOCTh (HOPMUPOBAHUS KAIBLIUACOAEPKALUX KaMHEH B TOYKax
(HedponuTHaz) 1 OTIOKEHHE COJICH KaNbIHs B MAPEHXUME MoYeK (He(hPOKaIbIIMHO3); II03TOMY Y
TaKUX JeTel HEOOXOAUM pPEryJsIpHbIM KOHTPOJIb (DYHKIMU IMOYEK M TpedyeTcs MpOoBeIcHHE
yIBTPa3BYKOBOTO UCCIICAOBAHUS ITOYEK

—  Ilpu ogHOBpEeMEHHOM NPUMEHEHUHU PUCTIEPHIOHA Y TAIIMEHTOB MOXKUIIOTO BO3pACTa C IEMEHIIHEH
(pHCK yBEJIMYCHUSI CMEPTHOCTH )

Oco0ble yKa3zaHus

Hepeﬂ Ha4daJiOM JICUCHHUA IperaparoM CICAYCT UCKIOUUTh HAIMYUC PE3KO BBIPAXKCHHBIX HapymeHI/Ifl
OTTOKAa MOYH, B TOM YHCJIC U OJHOCTOPOHHUX.

[TaneHThl ¢ YacTUYHBIM HApPYLIEHHEM OTTOKAa MOYM HYKIAIOTCA B THIATEIbHOM HAOIIOIEHUH,
0COOCHHO B HAa4aJIe JIEYECHUS NIPEapaToOM.

Bo Bpems nedenus mpemnapatoM TpeOyeTcs IPOBEACHHE PETyJIIPHOTO KOHTPOISL COJACpKaHUSI HATPHS,
KaJIisl ¥ KOHLEHTPAIMU KPEaTUHHHA B CHIBOPOTKE KPOBHU; OCOOCHHO TIIATEIBHBIN KOHTPOJb OJDKEH
MIPOBOAMTHCS Y MAlMEHTOB C BBICOKUM PUCKOM Pa3BUTHUS HAPYIICHUH BOJHO-3JEKTPOIUTHOIO OajiaHca
B CJIy4asiX JOTOJHUTEIBHBIX MMOTEPh KUIKOCTH U AJIEKTPOIUTOB (HAIpUMEp, BCIEACTBUE PBOTHI, JHAPEH
WJIM UHTEHCUBHOTO MMOTOOTACTICHUS).

I[O U BO BpECMs JICUCHUA NpCrapaToM HGO6XOIII/IMO KOHTPOJHUPOBATHL M, B CJIydyaC BO3HHWKHOBCHMA,
YCTPAHATH T'HIIOBOJICMUIO WJIKM ACTHApPATALUIO, 4 TAKKEC KIIMHUYCCKHU 3HAYUMBIC HAPYHICHHUA BOJHO-
QJICKTPOJUTHOI'O OanaHca W/UIM KUCIOTHO-OCHOBHOI'O COCTOSAHHA, IJIs1 4€rOo MOXKET HOTpe60BaTI)C$I
KpPaTKOBPCMCHHOC IIPCKPAIICHUC JICUCHHA IIPCIIapaTOM.

[Ipu neyenun mpenaparoM BCeTa 1esieco00pa3Ho YMOTPeOsATh MUIly, OOTaTyr Kaiauem (HEKHUPHOE
MSICO, KapTodelb, OaHaHbI, TIOMUIOPHI, IIBETHYO KAITYCTY, IIITHHAT, CYXO(PPYKTHI U T.1.). B HEKOTOPBIX
CIIy4asix MOKeT ObITh IOKa3aH MPUEM MpenapaToB Kalus UM MpUeM KaiauiicOeperaroumx npemnapaTos.

VY nanuMeHToB C TUIONPOTEMHEMUEH, HallpUMep, CBA3aHHOM ¢ HEPPOTUUECKUM CHHAPOMOM, TpeOyeTcs
OCTOPO’XKHOE M3MEHEHHE J03bl Mpernapara (Bo3MOXKHO ociabiieHue 3d@extuBHOCTH dypocemMusia U
YBEJIUYEHUE €0 OTOTOKCUYHOCTH).

VY HenoHOLIEHHBIX JeTell TpeOyeTcsl peryssipHbIl KOHTPOJb (YHKIMH IOYEK M YJIbTPa3ByKOBOE
UCclieIoBaHUEe MOYeK (BO3MOKHOCTh HEPPOIUTHA3a U HE(PPOKATIBIIMHO3A).

Habmtonanace Oosnbliiasi yacToTa CMEPTEIbHBIX UCXO0B Y MAIlMEHTOB MOXKUIIOT0 BO3pAcTa C IeMEHIUEH,
OJTHOBPEMEHHO IOJIy4aBLIMX JIEYEHUE PUCIIEPUIOHOM U (pypoceMuioM, IO CPaBHEHUIO C MallMEHTaMHU,
MOJIy4aBIIMMU WJIN TOJBKO (ypOCeMH]I, WM TOJIBKO puctepunoH. [laropusnonornueckuii MexaHusm
3TOro 3¢ ¢exra He ycraHOBIeH. OJTHOBpEMEHHOE IPUMEHEHUE PUCHIEPUAOHA C APYTUMH JANYpPETHKaAMU
(rmaBHBIM 00pa3oM, C HU3KUMH J]03aMH THA3UIHBIX JUYPETHUKOB) HE aCCOLIMMPOBAIIOCH C YBEITUUEHUEM
CMEPTHOCTH Yy MAIMEHTOB IIOXKWJIOIO0 BO3pacTa C JAEMEHIUEH. Y MalUeHTOB IOXKWIOrO BO3pacTa C
JEMEHIUENH CIeAyeT C OCTOPOKHOCTBIO, TIIATENBHO B3BEIIMBASI COOTHOLICHHWE IOJB3bl M PHUCKA,
OPUMEHATh (PYpPOCEMH]T U PHUCIIEPUIOH OJHOBPEMEHHO. Tak Kak JAerujaparanusi SBISeTCsS OOIIUM
(akTOpoM pHCKa YBETUUYEHUS CMEPTHOCTH, PU MPUHITUU PEIICHUS O IPUMEHEHUHU 3TONH KOMOMHALIUN
y MAIMEeHTOB MOXKUJIOT0 BO3pacTa ¢ IeMEHIIMEH clieayeT n30eraTh erupaTaluy naueHTa.

Bo3MoxHO yTspKeneHne Te4eHNs Wil 000CTpeHne CUCTEMHON KPacHON BOJTYaHKHU.

HO,Z[60p pPeKUMa JO3UPOBAHUA MMTAIUCHTAM C aCHUTOM Ha (I)OHC nuppo3a NeUCHU HYXKXHO IMPOBOAWTL B

cTarmoHape (HapylieHusT BOIHO-3JEKTPOJIMTHOTO OallaHca MOTYT TIOBJIEUb DPAa3BHTHE IEUYEHOYHOU
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KOMBI). (NCCNEOOBATENEHOCTE 0002)

3KCTD€HHBIC MEPOIIPUATHUA ITPHU PA3BUTHHU aHad)I/IHaKTI/I‘-IeCKOI‘O IoKa

Kak mpaBuio, pekoMeHIyI0TCS CeyIoLIie MEpOIpUsITHS: TP MEPBbIX MpU3HaKax (pe3kas ci1abocTb,
XOJIOJHBIN TIOT, TOIIHOTA, [IUaHO3) NpeKpamums UHbeKyuio, ocmaeus ueny 6 eerHe. Hapany ¢ npyrumu
OOBIYHBIMH HEOTJIOKHBIMU MEPONPUATUSIMU HEOOXOAUMO OOECIEeUUTh HU3KOE MOJIOKEHUE T'OJOBHI U
TYJIOBHINA U MOAJICPKUBATH MPOXOAUMOCTD JIBIXaTEIbHBIX ITyTEH.

HeotnoxHBIe MEIMKAMEHTO3HBEIC MEPOIPHATHSA (DCKOMGHZ{&HI/II/I 10  JO3HMPOBKEC pacCUMTAHbl Ha
B3POCJIOr0 IMAIMEHTAa ¢ HOPMAILHON Maccoil Tena; IpHy JICUSHUH ASTEH JO3UPOBKY CICAYET YMEHBIINTh
OPONOPIMOHAJIBHO MAaccCe Tena).

Hemennennoe BHYTpPUBEHHOE BBeACHHE »SNUHEeDpHHA (agpeHaTnHA): TOCie pa3BeleHus 1 mi
cTaHJapTHoro pactBopa aapeHanunHa 1:1000 go 10 Ma BHavasie MEIJICHHO BBOJAT 1 MJI MOJTYy4YEHHOTO
pactBopa (= 0,1 mMr agpeHannHa) Mol KOHTPOJIEM YaCTOThI CEPACUHBIX COKpalenuil, AJl u cepaednoro
putma. I[Ipu Heob6xonuMocCTH, BBeCHHE dMUHE(PPUHA MOKET OBITH MPOIOJKEHO MMyTEM BHYTPUBEHHOMN
nHpy3un. OJHOBPEMEHHO C BBEIACHHEM OJIUHE(PUHA IMPOW3BOJUTCS BHYTPHBCHHOE BBEICHUE
rIroKokopTukocTeponioB (250-1000 Mr MeTumpeHu30I0Ha), KOTOPOE MPH HEOOXOAMMOCTH MOXKHO
MTOBTOPUTD.

[ToMuMO 53THUX MepONpHUATHH [UIs BOCHOJHEHUs oObeMa LHMPKYJIUPYIOIIEH KpOBH MPOBOJUTCS
BHYTPUBEHHOE MH(Y3MOHHOE BBEIEHHE TJIA3MO3aMEHUTENICH W/MIN AIIEKTPOJIUTHBIX pacTBOpoB. [lpu
HE00XO/IMMOCTHU: HCKYCCTBEHHOE JIbIXaHUE, MHTAJSLMS KUCIOPOAa, aHTUTMCTAMUHHBIE CPEJICTBA.

BcnomMorarennHble BElIeECTBA

[Ipemapat @ypocemun conepkut MmeHee 1 Mmonb HaTpust (23 mr) Ha 2 ma (1 ammyna), To ecTh, IO CYTH,
HE COJICPKUT HATpPHUSL.

4.5. BzaumojeiicTBue ¢ JPYrMMH JIEKAPCTBEHHBIMH MpenapaTtaMM W Jpyrue BHAbI
B3aUMO/IeHCTBUA

HepekoMeH10BaHHbBIE KOMOMHAIIMHU

Xnopaneuopam

BuytpuBennas uH(py3us ¢ypocemusna B TedeHHe 24-4acoBOrO IEpHOAA IOCIE HPUMEHEHHs
XJIOpAJATUIpaTa MOXET MPHUBOJIUTh K THIEPEMUU KOXKHBIX MOKPOBOB, OOMJIBHOMY IMOTOOT/IEIEHHUIO,
O0ecrokoiCTBy, TowIHOTe, moBblmeHHt0 AJ[ m Taxukapauu. IlosTomy mnpumenenue ¢ypocemuaa
OJIHOBPEMEHHO C XJIOPAJITUIPATOM HE PEKOMEHIYETCS.

Amunoenuxosuowt

3ameJieHHe BBIBEJEHUS AMHUHOTIMKO3HMIOB TOYKAMH TPH HX OJHOBPEMEHHOM TPUMEHEHUU C
bypoceMHIOM ¥ YBEIMYEHHE PHCKA Pa3BUTHS OTOTOKCUYECKOTO M HE(HPOTOKCUYECKOTO NEHCTBUS
aMUHOTIIMKO3UA0B. [10 9TOM mpuunHe crienyeT n3deratb MPUMEHEHUs dTOM KOMOWHAIIUM TIPENapaToB,
3a UCKITIOYCHHEM CITy4aeB, KOT/1a 3TO HEOOXOAUMO T10 )KU3HEHHBIM MMOKa3aHUSIM, IPUYEM B 9TOM CIIydae
TpedyeTcst KoppeKIus (YMEHBIIIEHNE) TTOIISPKUBAIOIINX 103 AMHUHOTIIMKO3HIOB.

KOM6I/IHaHI/II/I, OpH IPUMEHCHHUH KOTOPBIX CICAYCT CO6J'IIO)13.TB OCTOPOXKHOCTH

Omomoxcuunvie JleKkapcneeHHble cpedcm@a

dypoceMu]] MOTEHIUPYET MX OTOTOKCHYHOCTh. Tak Kak 3TO MOXET MPHUBOAMTH K HEOOpaTHuMOMY
MOBPEXKICHUIO OpraHa cliyXa, TaKHe CpPEICTBA MOTYT NPUMEHSATHCS OJHOBPEMEHHO C (PypOCEeMUIOM
TOJIBKO T10 CTPOTUM MEIULIMHCKUM ITOKA3aHUSM.
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Hucnnamun (NCCNEOOBATENEHOCTE 0002)

[Ipy oxHOBpEeMEHHOM NpPUMEHEHHH C (PypoceMHuIOM HMEETCs PHUCK pPAa3BUTHUA OTOTOKCHYECKOTO
nevictBusi. Kpome 3TOro, BO3MOXHO yBEIWYEHUE HE(PPOTOKCHUECKOro NEHCTBUS LUCILUIATMHA HpPU
npuMeHeHnrn (QypocemMuaa ans  TpoOBeACHUS (HOPCUPOBAHHOTO JMYpe3a BO BpeMs JICUCHHS
LUCILUIATUHOM, eciid (pypoceMus He MpUMEHseTCsl B HU3KUX J103ax (Hampumep, 40 Mr y HalnueHToB ¢
HOpMaJIbHOW (DYHKIIMEH 1MOYeK) M B COUYETAHUU C JOCTATOYHOM IHapaTaniel naiuenTa.

Hneubumopol  aneuomenzunnpespawaiowjeco gepmenma (AIP) u anmazconucmel peyenmopos
anzuomensuna |l

[Ipumenenne unruOutopoB AIID unm aHTaroHUCTOB peuentopoB aHruoreHszuHa Il y mamueHrtos,
MIPEIBAPUTEIILHO TOTYUYaBIINX JICUCHUE (PYyPOCEMHIOM, MOXKET MPUBECTH K YPE3MEPHOMY CHIKCHHUIO
Al ¢ yxynmeHueM (yHKIHMU TOYEK, a B OTACNBHBIX CIy4asX — K Pa3BUTHUIO OCTPON MOYEHHOMN
HegocTaTouHOCTH. [loaTOMY 3a TpU JHS 10 HaYaIa JICUSHUS WIIHA TTOBBIIICHUS 10361 HHTHOUTOPOB ATID
WJIM aHTarOHUCTOB PELENITOPOB aHruotreH3uHa |l pexkomenayercs ormena gpypocemMusia, 11060 CHUKEHUE
€ro J103bl.

Conu numus

[Tox BmustHUEM (DypoceMuaa CHUKACTCS BBIBEICHHUE JIUTHSA, 32 CUET YETO IOBHIIIACTCS COICpPKAHUE
JUTHS B CBIBOPOTKE KPOBH, UTO YBEIMYUBAET PUCK PA3BUTHUS €70 TOKCUYECKOTO ACHCTBHUSI, BKIIIOUAs €T0
MOBPEXK/IAIOIIEEe BO3JICUCTBUE Ha CEpJle M HEPBHYIO cucTeMmy. [loaToMy mMpu NpPUMEHEHHH 3TOM
KOMOMHaIMu TpeOyeTcsi MOHUTOPUPOBAHUE COCPKAHUS JINTUSL B CBIBOPOTKE KPOBH.

Pucnepuoon

Heo6xo1umo co6utto1aTh OCTOPOKHOCTD, THIATEIbHO B3BEIINBAasi COOTHOLICHUE PUCKA U MOJIb3bI, TIEpel
MPUMEHEHHEM COYETaHUs PUCTIEPHIOHA C (PYPOCEMHIOM WIIH APYTUMH CHIIBHBIMH JHYPETUKAMH, U3-32
TOr0, 4YTO HaOIIO/ANO0Ch YBEIMYEHHE CMEPTHOCTH Y MAIlMEHTOB IMOXKWJIOI0 BO3pacTa ¢ JeMEHLuel,
MOJTyYaBIIUX OJHOBPEMEHHO JICYEHUE PUCIIEPHIOHOM U (ypOCEMUIOM.

Jlesomupokcun

®ypoceMu]] B BHICOKUX J03aX MOKET MHTHOMPOBATh CBSI3bIBAHME TUPEOUIHBIX TOPMOHOB C OelIKaMHu-
HOCUTENIIMU M TaKUM 00pa3oM NPUBOAUTH K HAYaIbHOMY TPAaH3UTOPHOMY YBEIMYEHHUIO COJCpPKAHUS
CBOOO/IHBIX THPEOUJHBIX TOPMOHOB, a 3aT€M, B IEJIOM, K CHI)KEHHIO OOILEro ypoOBHS THUPEOUIHBIX
ropmMoHoB. Ilpu mpuMeHeHMM NaHHOM KOMOHMHALMM CleAyeT KOHTPOJUPOBATh YPOBHU THPEOUIHBIX
TOPMOHOB.

BzauMoieicTBHS, KOTOPBIE CISAYET NIPUHUMATh BO BHUMAaHHE

Cepoeunvie 2nuko3uobvl, npenapamol, gvlzvléaroujue yorunenue unmepsana QT

B cnywae pasButus Ha ¢GoHe BBeneHUs (PypoceMuaa HapyUICHHH BOAHO-AJIEKTPOJIIUTHOTO OaliaHca
(FI/IHOKaHI/IeMI/II/I niIn FI/IHOMaFHI/IeMI/II/I) YBCIIUUMUBACTCA TOKCUICCKOC HeﬁCTBHe CCPACUYHBIX TTIMKO3NA0B
U CPEJCTB, BBI3BIBAOIIUX yanuHeHHe mHTepBana QT (BO3HHMKAET PHCK pa3BUTHUsS HAPYIIEHUH pUTMa
cepana).

FJZIOKOKOpmuKOCmQPOMObZ, Kap6€HOKCOJZOH, npenapamol CONOOKU 6 OONbUUX KOIUYeCmeax u
I’lpOdOJl.?fCqu@]leOé NpuMeHnHerue cnabumenbHblLx

[Tpu coyeranuu ¢ GpypoceMuI0M yBEINUUBAIOT PUCK Pa3BUTHSI TUITOKATHEMHUH.
Jlexapcmeennvie cpeocmea ¢ He(hpoOmoKcuueckum Oeucmeuem

HpI/I COUYC€TaHUHU C (bypOCCMI/IJIOM YBCIIMYIUBACTCA PUCK PA3BUTUS UX He(prTOKCI/I‘{CCKOTO JIeHCTBUS.
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Buicokue 00361 nekomopwlx yeganocnopunos (6v160Qauuxcs iPeumyueCiigeniproskamy). Tk 0002

B coderanuu ¢ pypoceMu1oM yBEITHUNBACTCS PUCK HEPPOTOKCHUECKOTO JICUCTBUS 1IE(DaTOCIIOPHUHOB.
Hecmepouonwvie npomusosocnanumenvhvie npenapamol (HIIBII)

HIIBII, Bkmrouas aneTUICATMLIWIOBYK) KHCIOTY, MOTYT YMEHBIIWTH JUYPETUYECKOE JIEUCTBUE
dbypocemusia. Y ManueHTOB C TMIIOBOJIEMUEH U JeruapaTanuei (B TOM uucie U Ha (oHe mpuema
¢dypocemuna) HIIBII mMoryT BBI3BaTh Pa3BUTHE OCTPOH MOYEYHOM HEIOCTATOYHOCTH. Dypocemmun
MOXET YBEJIMYUBATh TOKCUYHOCTh CAIUIUIATOB.

Denumoun

YMEHBIIICHHE TUYPETUUECKOTO eHCTBHS PypoceMua.

TunomenzusHvle cpedcmaa, ouypemuxu u opyaue cpeocmsd, cnocodmvie chuxicamo AJJ
[Ipu coueranuu ¢ GpypoceMu10M BO3MOXKHO OoJiee BrIpakeHHOE CHIbKeHHE A/l.

IIpobeneyuo, memompexcam unu opyaue npenapamol, KOMopbwle, KaxK u ¢ypocemuo, dKCKpemupyomcsi
6 NOYEUHbIX KAHANbYAX

Moryt ymenpmuTh 3¢pdexts dypocemuna (0OIMHAKOBBIA MyTh IMMOYEYHOH HKCKPEUWH); C APYrou
CTOPOHBI, (hypOoCeMHU] MOXKET NMPUBOJIUTH K CHM)KEHHUIO BBIBEICHHUS IMOYKAMHU ITHX JIEKapCTBEHHBIX
cpencTtB. Bece 370 yBenuumBaeT pUCK pa3BUTHUSI HEXKENATENIbHBIX peaklMid Kak (ypocemMuna, Tak U
IIPUHUMAEMBIX OJTHOBPEMEHHO C HUM BBIIICYKa3aHHbIX JIEKAPCTBEHHBIX CPEIICTB.

T'unoenuxemuueckue cpedcmea (u 0 npuema 6Hympb, U UHCYJIUH), NPECCOPHble AMUHbBL (INUHEPDPUH,
HopanuHegpun)

Ocnabnenne >PeKToB IpU COYETAHUH C PYPOCEMHIOM.
Teoghunnun, ouasoxcuo, KypapenooobHble MUOPENAKCAHMbl
Ycunenne 3pGeKToB MIpr COYETAaHUH C HYyPOCEMHUIOM.
Cyxpanvgpam

YMeHbIIeHne BcachbiBaHUS (ypoceMuIa MpU COBMECTHOM IpHUeMe BHYTPh (HE OTHOCUTCS K JaHHOU
JeKapcTBEHHOH (opme) U ocnabienue ero s¢dexra (GypoceMusa npu nprueMe BHYTpb U CyKpajbdar
JOJDKHBI IPUHUMATHCS C MHTEPBAJIOM HE MEHEE JIByX 4acOB).

Luxnocnopun A

[Ipu coueranuu ¢ PypoceMuioM yBEIUUMNBAETCS PUCK Pa3BUTHUS [TOIarPUUYECKOT0 apTPUTA BCIIEACTBHE
TUIIEPYPUKEMHUH, BBI3BAHHON (DypOCEMUIOM, U HAPYLIEHUS SKCKPELIMU YPAaTOB MOYKAMHU MO/ BIUSHUEM
LUKJIOCIIOPHHA.

PeHWZZeHOKOHmpacmele eseuecmea

VY nanmueHTOB C BBICOKMM PHUCKOM pa3BUTHS HEPPONMATUM Ha BBEIACHHUE PEHTTEHOKOHTPACTHBIX
MpernapaToB, Moidy4yaBmmx QypoceMus, Habm0qaIach Oojiee BBHICOKAS 4acTOTa HAPYIICHHH (YHKIUH
MOYEK IMMOCTIE BBEACHUS PEHTIEHOKOHTPACTHBIX MPENapaToB, MO CPABHEHHUIO C MAIIMEHTAMH C BHICOKUM
PUCKOM pPa3BHUTUSA PEHTTCHOKOHTPACT-UHAYIIMPOBAHHON HedpomaTtuu, KOTOPHIM MEpea BBEICHUEM
PEHTI€HOKOHTPACTHOTO Tperapara MPOBOAWIOCH TOJIHKO BHYTPUBEHHOE BBEJICHHUE SKHIKOCTH
(runpararnus).
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4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD M JAKTALMA (MOCNEOQOBATENBHOCTE 0002)

L L

bepemeHHOCTD

dypocemMu] MPOHUKAET uepe3 IUIAIICHTAPHBIH Oapbep, MOITOMY OH HE JOJDKCH Ha3HA4YaThCs MPU
OepeMeHHOCTH 0€3 CTPOTUX METUIIMHCKUX ITOKA3aHHIA.

Ecnu 1o XKU3HEHHBIM IMOKa3aHHSIM mnmpemnapar (DypOCCMI/II[ Ha3Ha4YacTCs 6epCMeHHHM, TO HCO6XOI[I/IMO
TIIATCIIBHOC Ha6HIOHeHI/Ie 3a COCTOAHHEM U PA3BUTUCM ILJIOAA.

JlakTamus
B nepuoa rpyiHoro BckapMIIMBaHUs PUEM IperapaTa MpOTUBOIIOKA3aH, T.K. OH MOJIaBIIAET JaKTalUIO.

JKeHmuHbl He JOKHBI KOPMUTD IPYAbO, €CIIM OHU MPUMEHSIOT npenapat dypocemu.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CpeacTBaMH H padorarth ¢
MeXaHM3MaMH

HekoTopeie HexenaTenbHble peakiuu (HaOpuMep, 3HaYUTeNIbHOE CHMKeHHe AJl) MOryT HapyumaTh
CIOCOOHOCTh K KOHLIEHTpPAIMM BHUMAHUS U CHU)KATh CKOPOCTh IICUXOMOTOPHBIX PEAKIMUH, YTO MOXKET
OBITH OMACHBIM TPH YIPABICHUU TPAHCIOPTHBIMH CPEACTBAMH WM TMPH 3aHATHIX JPYTHMHU
MOTEHIAJIBLHO OMACHBIMU BUJIaMH AeATeIbHOCTH. OCOOEHHO 3TO OTHOCUTCS K MIEPUOAY Havaja JISUeHUs
WIM TOBBILIEHUS 03Bl Mpenapara, a TaKkKe K CllydasM OJHOBPEMEHHOIO IpHeMa T'MIIOTEH3WBHBIX
CPE/ACTB WIN aJIKOTOJIS.

B Takmx ciyyasx He pPEKOMEHAYETCs YIPaBIATh TPAHCIOPTHBIMU CPEACTBAMU WJIM 3aHUMAThCS
IIOTEHIUAIbHO ONACHBIMU BUJAMU NEATEIBHOCTH.

4.8. HexkesaTeibHbIE peaKkuu

YacroTa BCTpeuaeMOCTH HEKeIaTeNbHBIX peaklui MOoTy4YeHa U3 JaHHBIX JIUTEPATypbl U KIMHHYECKUX
uccienoBaHuil. B ciydae ecnu yactoTa BCTpe4aeMOCTH Ui OJHHUX U T€X JK€ HEeKelIaTeIbHbIX PeaKkIuil
B JIUTEPATypHBIX [aHHbIX M JIAHHBIX KJIMHUYECKUX MCCIEOBAaHUN pa3inyanach, YKa3blBalacCh
HauOOoJIbIIas YaCTOTa BCTPEYAEMOCTH HEKEIaTEeIbHbIX PEAKIIH.

Pe3roMe HexenaTeabHbIX PeAKIIUM

HexenaTenbHBIE peakIK pacIpe/IeICHbl B 3aBUCHMOCTH OT YaCTOTHI UX BOSHUKHOBEHHSI: OYCHb YacTO
(> 1/10), gacro (> 1/100, Ho < 1/10), Heuacto (> 1/1000, ro < 1/100), peaxo (> 1/10000, no < 1/1000),
oueHb peako (< 1/10000), ugactoTa HeW3BeCTHa (Ha OCHOBAaHWM HWMEIOIIMXCA JAHHBIX OIEHUTH
HEBO3MOYKHO).

Hapywenus co cmoponvl kposu u aumgamuueckou cucmemuol

YacTo: reMOKOHIEHTpaIHsl.

HeuacTo: TpoMmOomTONIeHMS.

Penxo: nelikoneHusi, 03MHOPUIHA.

OdeHb penKo: arpaHyJIOIUTO3, AaIIACTUYECKasi aHEMUS WU TEMOJIUTHYECKAs aHEMHSI.
Hapywenus co cmopoHvl uMMyHHOU cucmembl

PeHKOZ TAXKCIIbIC aHa(bI/IHaKTI/I‘—IeCKI/Ie NI aHaCbI/IJ'IaKTOI/IHHI)Ie p€akuuu BIUIOTH 10 pPa3sBUTUA
aHa(bHHaKTquCKOTO II0oKa.
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YacToTa HEM3BECTHA: yTSHKEICHUE TEUEHUS UM 00OFTpeHUE CHRTEME PH KDACHOH BRAHABKA: | (100 7)

Hapywenus memabonuzma u numanus
OueHp 4acTo:

— Hapymenuss BOAHO-3JEKTPOJIUTHOrO OamaHca, BKJIIOYas MPOTEKAIONIME C KIMHUYECKOH
cumMnToMaTukoil. CUMITOMaMH, YKa3bIBAIOIIMMU Ha pPa3BUTHE HAPYUIEHHH BOJHO-3JEKTPOJMTHOTO
OamaHca, MOTYT OBITh TOJIOBHas O0O0Jb, CYJAOPOTH, TETAHWS, MBIIMICYHAS CIA00CTh, HAPYIICHUS
CepJICYHOTr0 pUTMa M JUCIENCUYECKHe paccTpoiicTBa. Takume HapylleHUsS MOTYT Pa3BUBATHCA WM
MOCTENEHHO (B TEYEHHUE JJIUTEILHOTO BPEMEHH), WIH OBICTPO (B TEUEHHE OYEHb KOPOTKOTO BPEMEHH,
HampuMep, B Cilydyae MPUMEHEHHUS BBICOKHX 103 ¢ypoceMuja MaueHTaMu ¢ HOPMaJIbHOM (yHKIHeH
nouek). Pakropamu, CHOCOOCTBYIOLIMMHU PA3BUTHUIO HAPYIICHHM BOJHO-3JIEKTPOJIMTHOrO OanaHca,
SBIIAIOTCSI OCHOBHBbIE 3a00JieBaHUs (HAalpUMeEp, LHUPPO3 MEUYEHU HIIM CepieuHas HeIOCTaTOYHOCTH);
COITyTCTBYIOINAsI TePAMHs CPEICTBAMHU, U3MEHSIOIIUMHU BOTHO-3JICKTPOIUTHBIN OallaHC; HEMPABIIILHOE
MUTaHUE U MUTHEBOM peXHUM; pBOTA, JUapes, OOMIbHOE OTOOT/ICIICHNUE.

— Jleruaparanus u runoBosieMus (CHIKEHHE 00beMa UPKYIHUPYIOLIeH KPOBH), 0COOCHHO y MAIIEHTOB
MOKWJIOTO BO3pacTa, KOTOpas MOXET HPUBECTH K I'€MOKOHLIEHTPALMM C TEHAECHIUEH K DPa3BUTHUIO
TpoMO030B (cM. HIke «HapyiieHust co CTOpOHBI COCYI0BY).

— IloBhIICHHE KOHIOCHTpAallUU KpCaTUHWHA B KPOBH.
— IloBrIlIIcHNE KOHLCHTpAUU TPUTTIULCPUAOB B CBIBOPOTKE KPOBH.

Yacro: TUIIOHATPUCMUA, THIIOXJIOPCMHUSA, IT'MIIOKAJIMCMUS, ITOBBIICHUC KOHLICHTPAIUMK XOJICCTCPHHA B
KpOBH, YBCINYCHNEC KOHOCHTpAIUH MOYEBO# KHCJIOTEI B KpPOBH 1 PA3BUTHUC NIPUCTYIIA TOAArPbI.

HedacTo: CHIKEHHE TOJIEPAHTHOCTHU K IIIOKO3e. Bo3mMoxkHa MaHudecTalus JIAaTEHTHO MPOTEKAIOIIETO
caxapHoro gauabera (cm. paszuen 4.4).

YacrtoTa HEM3BECTHA: TUIOKAIbIIMEMHUS], TUIIOMATHUEMUS, MOBBIIICHUE KOHIEHTPAllMd MOYEBHHBI B
KPOBH, METAa0OIMYECKHI aJIKajio3, TCeBIOCHHAPOM baprepa mpu HENpaBHIBHOM H/WIHM JUTUTEIEHOM
IpUMEHEeHUH (ypoceMua.

Hapywenus co cmoponul nepénoii cucmemvl

YacTo: meueHodHasi PHIE(AIoNaTus y MAlMEHTOB C TeNaToleUTIONIPHON HEJ0CTaTOYHOCTBIO (CM.
paznen 4.3).

Penko: mapecresuu.
Hapywenus co cmoponul opeana ciyxa u a1abupunma

HeuacTto: HapymieHuss ciyxa, OOBIYHO TpaH3UTOPHBIE, OCOOCHHO Yy TMAIMEHTOB C IOYEYHOU
HEJ0CTaTOYHOCThIO, TUIONPOTEMHEMHEH (Hampumep, NpuU HEPPOTUUYECKOM CHHJIPOME) W/MIU MpHU
CIIMIIKOM OBICTPOM BHYTPUBEHHOM BBEJICHUU (QypocemMuia. bbltn 3aperucTpupoBaHbl ciydyau pa3BUTHs
TIIyXOThl, NHOTJa HeoOpaTUMOH, Iociie pruemMa GypoceMuia BHyTpb WIIM €70 BHYTPUBEHHOT'O BBEJICHUSI.

Penko: mym B ymax.

Hapywenus co cmoponul cocyoos

OdeHb yacTo (U151 BHYTpUBEHHOM MH(DY3UN): cCHIDKeHUE AJl, BKITI0Yasi OpTOCTATHYECKYIO THIIOTEH3HUIO.
Penxo: Backymur.

YacroTa Heu3BeCTHA: TPOMOO3.

10
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Hapywenus co cmoponul dicenydouno-kuueunozo mpakma  ([1OCNENOBRATENEHOCTE 0002)

L L

Heuacro: TomHoTA.

Penxo: pBota, quapes.

OueHb peliKo: OCTPHI MAHKPEATHT.

Hapywenus co cmoponwl neyenu u sicenueol800auux nymei

OueHb peliKo: X0JIecTa3, yBeIMYECHUE aKTUBHOCTH «IIE€YCHOUYHBIX)» TPAHCAMUHA3.
Hapywenus co cmoponul kodicu u noOKoN#CHbIX MKaHel

HeuacTo: KOXHBIN 3yJ, KpallMBHHIIA, KOKHAS CHIIb, OYJUIE3HBIH JepMaTUT, MHOTO(OpMHas 3pUTeMa,
neMpuroni, S3kCPOIUATUBHBINA JEPMATHUT, MIypITypa, peakinu (HOTOCEHCHOMITN3ALINU.

Yacrora Heu3BecTHA: cuHApoM CtuBeHca-/[>KOHCOHA, TOKCUYECKHUN 3MHUAepMabHbIN HEKPOJIN3, OCTPbII
reHEPAIM30BaHHBIM  AK3aHTEMaTo3HbI myctyne3, DRESS-cungpom (jiekapcTBeHHass ChIb €
S03MHOPUINEH U CUCTEMHBIMU CUMIITOMAMH).

HapymeHuﬂ CO CNMOPOHbI MleEQHOﬁ, KOCMHOU U COCOUHUMENbHOU MKAHU

YacToTa HEU3BECTHA: OTMEUAIIHCH CIIy9Iad pabIOMHOIIN3a, YaCTO CBSI3aHHBIC C TSDKEIIOH THITIOKATHEMHCH
(cMm. pasgen 4.3).

Hapywenus co cmopoHul nouex u Mo4egblgo0auux nymeti
Yacro: yBenuueHne 00beMa MOYH.
Penxo: TyOynonHTepCTHIIMATBHBIA HEDPUT.

YacrtoTa HEW3BECTHA: YBEIMYEHHUE COJAEP)KAHUA HATpUs M XJOPUIOB B MOYE; 3aJep>KKa MOYHU Yy
NAllMEHTOB  C  YaCTMYHOM  OOCTpykuued  MmodueBbBOmsmmx myted  (cMm.  pasmen  4.4);
He(pOoKaIbLIMHO3/He(POIUTHA3 Y HEJJOHOIICHHBIX JeTei (cM. pasnen 4.4); moueyHas HeIOCTaTOYHOCTh
(cMm. pazaen 4.5).

BpODde@HHble, cemelinvie u ceHemuyecKkue HapyuieHusl

YacroTa HEM3BeCTHA: MOBBIIIEHHBIM PUCK HE3apalleHUs apTepHabHOTO MPOTOKa, Korna gpypoceMus
BBOJUTCSI HEJOHOUIEHHBIM JIETSM B TEUEHHUE NIEPBBIX HEJENb KU3HU.

Obwue Hapywenus u peakyuu 6 mecme 68e0eHUs.
Penxo: nuxopanxa.
YacroTa HEM3BECTHA: ITOCIIC BHYTPUMBIIIICYHOTO BBEJICHUS BO3MOXKHA MECTHASI pEaKIvs B BUJIE OOJIH.

Tak Kkak HEKOTOpble MOOOYHBIE peakiuu (Takue Kak HM3MEHEHHE KapTHHbI KPOBH, TsKeEIble
aHa(pUIAKTUYECKHE WM aHA(DUIAKTOUAHbBIE PEAKIINH, TSXKEJbIE KOKHbIE aJFIEprHuecKue peakiuu) npu
OIpEeJICJIEHHBIX YCIOBHUSX MOTYT YIpO’KaTh JKU3HU MAllUEHTOB, TO MPHU MOSBICHUU JIFOOBIX MMOOOYHBIX
3¢ (heKToB HE0OXOJUMO HEMEAJIEHHO COOOIINTh O HUX Bpauvy.

COO6IJ_ICHI/IC 0 MOA03PEBACMBIX HEXKECIATCIIbHBIX PCAKITMAX

Baxxno coo0marh 0 mojo3peBaeMbIX HEXENATeNbHBIX PEAKIUAX MOC]Ie PErUCTpalluu JeKapCTBEHHOTO
mpermapaTa ¢ ILeTbl0 O0ECHeueHUsT HEMPEPHIBHOTO MOHUTOPHHIA COOTHOIICHHS «IIOJb3a — PHUCK»
JIEKapCTBEHHOI'0 Ipernapara. MenuuuHCKUM paOOTHHKAM pEeKOMEHAyeTcsl cooOIarh O JI00BIX
MOJ03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX JIEKAPCTBEHHOTO Mpernapara Yepe3 HallMOHAJIbHbIE CUCTEMBI
COOOIIIEHUs O HEXKENATEeNIbHBIX PEAKIUAX FOCyAapCcTB — uieHOB EBpa3niickoro 3KOHOMHUYECKOT0 COI03a:
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 17.09.2025 Ne 23460
Poccniickast deneparust (NCCNEOOBATENEHOCTE 0002)
denepanbHas ciryk0a 1Mo HaA30py B cepe 3APaABOOXPaHSHHS

Anpec: 109012, r. MockBa, CnaBsiHCKast 11011316, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

KnuHudeckas kapTUHA OCTPON MM XPOHUYECKOU TIEPE03UPOBKH IperapaTa 3aBUCHT B OCHOBHOM OT
CTETICHU W TIOCIE/ICTBUI MOTEPH >KUIAKOCTH W AJIEKTPOJHUTOB; MEPEIO3HMPOBKA MOMKET MPOSBISATHCS
TUIOBOJIEMHEH, JIEeTHApaTallieli, TEeMOKOHIICHTpAI[Me, HApYIICHUSMHU CEpJCYHOTO pUTMA H
MIPOBOIUMOCTH (BKJIFOYAst aTPHOBEHTPUKYIISPHYIO OJI0Kay U (PHOPHUIUISIINIO KEITYJOUKOB).

CHUMIITOMBI

BBIpa)KeHHOG CHMXKCHHUC AI[, Inporpeccupyromee BIUIOTb OO0 PA3BUTHA IIOKA, OCTpass NOYCHHAA
HEAOCTATOYHOCTD, TpOM603, ACIIMPUO3HOC COCTOSAHUC, BSLIBIM napaiun4d, amnatud W CIIYTaHHOCTb
CO3HaHMH.

Jleuenue

JleyeHne HanpaBlIEHO HAa KOPPEKLMIO KIMHUYECKH 3HAYMMBIX HapyLIEHWH BOJHO-3JIEKTPOIMTHOIO
OanaHca ¥ KHUCIIOTHO-OCHOBHOTO COCTOSIHUSI O] KOHTPOJIEM COZIEPKaHMS JIEKTPOIUTOB B CBIBOPOTKE
KpOBH, I10Ka3aTeell KUCIOTHO-OCHOBHOI'O COCTOSIHUS, TEMAaTOKPUTA, a TAK)KE HA IPEOTBPALLICHUE HIIU
TEPAIUIO BO3MOXKHBIX CEPhE3HBIX OCIIOKHEHHH, Pa3BUBAIONINXCS HAa (DOHE ITHX HAPYIICHUH.

5. PAPMAKOJIOTHTYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMHUYecKHe CBOlicTBA

dapmakoTepaneBTHUECKas IpyIa: TUyPEeTUKH; «II€TIEBbIe» TNYPETHKH; CYIb(HOHAMUIBI.
Kox ATX: C03CAO01

MexaHHn3M AelCTBUS

@dypocemMus; — OBICTPOAEHCTBYIOIIMM JUYPETUK, SBISIOIIMNCA MNPOU3BOJHBIM CyJIb(pOHAMUIA.
®dypocemuj Onokupyer cuctemy Tpancropra nonoB Na*, K, Cl B TosictomM cermeHTe BOCXOJSIIETO
KOJIeHa neTiu ['eHite, B CBS3U € 4eM, €ro CallypeTHYEeCKOe NEHCTBUE 3aBUCHUT OT IOCTYILICHHS ITperapara
B TPOCBET IOYEYHBIX KaHAIBILEB (32 CUET MEeXaHW3Ma aHHMOHHOrO TpaHcmopra). Jnypernueckoe
JielicTBUE IpernapaTa CBsA3aHO C yTHETeHHEeM pea0dcopOLmu HaTpus XJIOpUAA B 3TOM oTene netiu ['enne.

dapmarkonmHaamuueckue 3O GEKTHI

BTOpI/I‘—IHI)IMI/I Bq)(i)eKTaMI/I 10 OTHOIICHUIO K YBCIIMYUCHUIO BBIBECACHUA HATPUA SABJIAIOTCA: YBCINYCHUC
KOJIMYCCTBA BBIHGHHGMOﬁ MOYH (33 CUE€T OCMOTHYECKH CBSA3aHHOU BO,Z[BI) " YBCIIMYCHUC CCKPCLIUUN KaJIHA
B JII/ICT&]'II;HOf/i YaCcTHU IIOYCYHOI'0 KaHa/JIbIla. O)IHOBpeMeHHO YBCIUYMNBACTCA BEIBCACHUC NOHOB KaJIbLIUA
U Martauys.

[Ipu moBTOpHOM BBeAieHUM Npenapara OypocemMus ero AMypeTnyeckas akTUBHOCTb HE CHMDXKAETCSI, TAK
KakK Ipernapar IpepbhiBacT KaHAIIbIEBO-KIIyOOUKOBYIO oOpaTHyto cBsa3b B Macula densa (kananmbiieBoit
CTPYKType, TECHO CBS3aHHOM C IOKCTarJIOMEPYJSIPHBIM KoMIUlekcoMm). Dypocemua BbI3bIBaeT
J0303aBUCUMYI0 CTUMYJIALIMIO PEHUH-aHTHOTEH3UH-AIIbJOCTEPOHOBOM CUCTEMBIL.
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ITpu cepaeynoil HenocTaTOUHOCTH (ypoceMu ObICIPO CHIKART) IPSHHArPY 2Ky (BR-CYEN papmnp‘wnﬂ
BGH) YMCHBIIACT NABJICHUC B JISTOYHOU apTcpuun
OBICTPO pa3BHUBarOIIHMIC 3P(HEKT, O-BHIMMOMY, OIOCpeayeTcs Yepe3 3P PeKThl MPOCTarIaHANHOB, U
IMO3TOMY YCJIOBHUEM JIA €T0 PA3BUTHUA ABJIACTCA OTCYTCTBHC HapymeHHﬁ B CMHTE3€C NNpPOCTArjIaHInHOB,
MMOMHMMO Yero JUI peaiu3aluu 3Toro 3pdekra Takke TpeOyeTcs J0CTaTOYHAs COXPAHHOCTh (PYHKIHH
ITOYCK.

[Ipemapat o6nagaeT TUNOTEH3UBHBIM JEHCTBHEM, KOTOPOE OOYCJIOBIEHO IMOBBIIMIEHUEM 3KCKPEIUN
HATpUsl, yMEHBIICHHEM 00beMa IIUPKYJIUPYIONIeH KPOBU U CHUKEHUEM PEAKIMHU T IKOM MYyCKYIaTyphl
COCY/I0B Ha BA30KOHCTPUKTOPHBIE BO3/AelcTBU (Oaronaps HaTpuityperuueckomy 3¢ dekty hypocemua
CHIDKAET PEaKIUI0 COCY/I0B HA KaT€XOJaMUHbl, KOHLIEHTPALUs KOTOPBIX Y MallMEHTOB C apTepUaIbHOMN
TUIEepTEH3UEH TOBbIIICHA).

Jlo303aBUCHMOE yBEITMUYEHUE Uy pe3a U HaTpuilype3a HabroaaeTcs mpu npueme pypocemMuaa B 103€ OT
10 Mmr nmo 100 mr (3mopoBble moOpoBoibiibl). [locme BHyTpuBeHHOTO BBeneHus 20 Mr mpemapara
dypocemu] nuypeTudeckuii 3pGexT pazBuBaeTcs yepe3 15 MUHYT U IPOIOIIKAETCS OKOJIO 3-X YacoB.

B3auMocBs3p  MeXIy BHYTPUKAHAJIBLEBHIMH  KOHLEHTpPALMAMU HECBS3aHHOTO  (CBOOOIHOIO)
dbypocemmuna u ero HarpuilypermueckuM 3¢ddekrom HOCHUT (GOpMy CHTMOMAATBLHONW KPHBOH C
MUHUMaJIbHON 3()()EKTUBHON CKOPOCTBIO IKCKpelHu (ypoceMuia, COCTaBIAIOIIEH NPUOIU3UTEIBHO
10 mkr/muH. TlosTOMy mponomkuTensHoe HH(Y3nOHHOE BBeneHUE (ypocemuna Ooinee 3PeKTHBHO,
4yeM MOBTOpHOE 0oJrocHOe BBeJeHHe. KpoMe Toro, npu npeBbIIEHUH ONpeIeIeHHONW O0IF0CHON J103bI
He HaOmromaeTcs 3HAYUMOro yBenudeHus oH¢dekra. [Ipy CHMWKEHMHM KaHAIBLEBOW CEKpelHnu
¢bypocemuia UM IpU CBA3BIBAHUM MpenapaTa ¢ HaXOJAIIMMCS B IPOCBETE KAHAIbLEB albOyMHUHOM
(marmpumep, ipu HeppoTUdeckoM cunapome) 3 dekt pypocemua CHIKACTCS.

5.2. apMakoOKHHeTHYeCKHeE CBOIICTB

AOGcopbrms

Bpemsi nmocTikeHHs MaKCHMalbHON KOHIIEHTpPAMU INPH BHYTPUBEHHOM BBeIeHMH — 30 MUHYT.
buonocrynmaocts 6070 %.

Pacnpenenenue

O6beMm pacnpenenenus pypocemuaa coctasiser 0,1-0,2 /KT Maccel Tea ¥ 3HAYUTEIHLHO BapbUPYET B
3aBHCUMOCTH OT OCHOBHOTO 3a0oseBanusi. DypoceMus; O4eHb CUIBHO CBSI3BIBAETCS C O€IKaMHM IJIa3Mbl
KpoBH (6onee 98 %), rmaBHBIM 00pa3zoM ¢ anbOymuHamu. dypocemu MpoOHUKAET Yepe3 IIalleHTapHbIN
Oapbep U BbIIENAETCS B MAaTEPUHCKOE MOJIOKO. Ero KOHIeHTpanuu y 1i1o/ia 1 HOBOPOXKJIEHHOTO TaKue
Ke, Kak U y MaTepH.

BI/IOTDaHCd)ODMaHI/IH

MeTtabonuszupyercs B Ie4yeHu ¢ 00pazoBaHUEM 4-XJI0p-9-Cyb()haMOMI-aHTPAHUIOBON KHUCIIOTHI.

ONIUMUHALIMSA

@dypoceMu]i BBIBOJUTCS MPEUMYIIECTBEHHO B HEM3MEHEHHOM BHJE M TJaBHBIM 00pa3oM myTeM
CeKpeluy B IMPOKCUMAIbHBIX KaHaiblax. [locine BHyTpuBeHHOro BBeieHus ¢ypocemuna 60—70 %
BBEJICHHOM /103bI BEIBOJIUTCS ATUM IyTeM. [ TIOKypOoHHpOBaHHbBIE METab0IUThI (ypOCeMHIa COCTABIISIOT
10-20 % ot BBIBOAsIIErOCS MOYKaMu mpemnapara. OcTaapHas 103a BbIIEISIETCS Yepe3 KUIIEYHUK, 10-
BUJIUMOMY, IIyT€M OMIIHAPHON CEKPELUH.

KoHeuHnblif mepuoJ modyBbIBeIEHHUS (ypoceMHia Mociae BHYTPUBEHHOI'O BBEICHHS COCTaBIISIET
npubnausuTensHo 1-1,5 gaca.
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[ToyeuHass HETOCTATOYHOCTh (MOCNEOQOBATENBHOCTE 0002)

L L

BriBenenue Q)ypoceMpma 3aMCIJIACTCA, a MEPHUOA MOJYBBIBCACHUA YBCIMYMUBACTCA, IIPHU BbBIPAKCHHOU
MMOYCYHOM HEOOCTAaTOYHOCTH KOHEYHBIN NEproa MOJIyBbIBEACHUA MOXKCET YBEJIMYUBATHCA 10 24 Jacos.

Ilpu negppomuueckom cunopome CHUKECHUE IUIA3MEHHBIX KOHIIEHTPAIMH MPOTEMHOB HPUBOJUT K
MOBBIIIEHUIO KOHLEHTpAalMi HECBA3aHHOro (hypocemuaa (ero cBOOOJHON (pakuuu), B CBSI3U C 4EM
BO3pacTaeT PUCK Pa3BUTHS OTOTOKCHUYECKOro aeicTBus. C Apyroil CTOPOHBI, IUYPETUYECKOE JIEHCTBUE
¢dypocemuzia y S3TUX MAlUEHTOB MOXET OBITh YMEHBIIEHO M3-3a CBs3bIBaHUA (ypoceMuaa c
aTbOYMUHOM, HaXOJSIIIMMCSI B KaHAJIbLIAaX, U CHIKCHHUSI KaHAIIBIIEBOU CeKpeluu GpypocemMua.

Ilpu cemoouanuze u nepumMoHearbHOM OUAIU3e U NOCMOAHHOM AMOYIAMOPHOM NEPUMOHEAIbHOM
Oouanuze GpypoceMui BBIBOAUTCS HE3HAYUTEIILHO.

IleyeHOYHAS HEAOCTATOYHOCTD

[Tepuon nomysbiBeneHust pypocemuna ysennuubaercss Ha 30-90 %, rmaBHBIM 00pa3oM, BCIEICTBHE
yBennueHus: o0beMa pacnpeneneHus. apMakoOKMHETHUECKHE ITOKA3aTeNd y 3TON KaTerOpHHY MallieHTOB
MOTYT CUJIBHO BapbHUPOBATD.

CeplieyHas HEJIOCTATOYHOCTh, TSOKEJIas CTEISHb apTepUalbHON TMIEPTEH3UH, JIMIIA ITOKUJIOT0 BO3pacTa

BriBenenue ypocemua 3amMeuisieTCst BCISICTBUE CHIDKEHUS (PYHKIIUH TTOYEK.
€T’

vy HEJOHOIICHHBIX U JOHOIICHHBIX IIGTGI;'I BBIBCACHHUEC q)ypoceMI/ma MOXKCET 3aMCIJIATHCA, YTO 3aBUCHUT OT
CTEIIEHH 3PEJIOCTH MTOYEK, METAO0IN3M Ipenapara y rpyIHbIX JIeTel Takke MOKeT ObITh 3aMe/IJICH, TaK
KaK y HUX [JIIOKYpOHHUPYIOIIasi ClIOCOOHOCTh MIE€UEHU SIBJISIETCS. HEMOJIHOLIEHHOM. Y nieTeil, uell Bo3pacT
II0CJIE 3a4aThsl peBbIacT 33 Heleau, KOHEUHBIH IEpHO/] II0JIYBBIBECHHUS HE NpeBbIacT 12 yacos. ¥V
TPYIHBIX JeTeld B BO3pacTe JIByX MECALEB M CTaplie BbIBEACHHE (ypoceMHaa HE OTIMYACTCS OT
TaKOBOI'O y B3POCIBIX.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeueHb BcnoMoOraTeIbHbIX BellleCTB

1 M pactBop HaTpus Tuapokcuaa (i koppekimu pH)
Harpus xnopun

Bona st mHBEeKITIN

6.2. HecoBMecTUMOCTH

HpenapaT HEC JOJIKCH CMCHIMBATLCA B OAHOM HINPULE C JPYTHUMU JICKAPCTBCHHBIMU CPCACTBAMMU.

BBoaumelii BHyTpuBeHHO mpenapar dypocemua MMeEET cllerka LIEIOYHYI0 PEaKLHMIo, TOITOMY €ro
HeJb35 CMEIINBATH C JIEKApCTBEHHBIMU cpesicTBaMu ¢ PH menee 5,5.

JlaHHBII TeKapCTBEHHBIN MTpenapar He CIe1yeT CMEIIMBATh C IPYTUMHU JIEKAPCTBEHHBIMU ITpenapaTaMH,
3a UCKIIFDYEHUEM YIIOMSIHYTHIX B pazzene 6.6.

6.3. Cpox roaHocTH (CpoK XpaHeHus )

2 rona.
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6.4. Oco0bie Mepbl MPEAOCTOPOKHOCTH NPH Xpanenun  ([NOCNENOBATENEHOCTE 0002)

L

COOTBETCTBYET QRCHEFTHOMY QTYETY

Xpanuth pu Temieparype He Boimie 25 °C. XpaHuTh B OpUTHHAIBHON yIaKoBKe (TIAYKE) JUIS 3aIIUThHI
OT CBeTa.

6.5. XapakTep U cojep:KaHHe YIAKOBKH

ITo 2 ma npenapaTa B aMIyjbl HEHTpPaJIbHOTO CTEKJIa MJIM B aMITyJbl MEIMLIMHCKOTO CTekiaa 1-ro
THJIPOJIUTUYECKOTO KJlacca. AMITYJIBI MCIOJB3YIOTCS C HACCYKOH/HAIPE30M M TOYKOW WIIM KOJIBIIOM
U3JI0Ma.

5 ammy’a NOMEUIAalOT B KOHTYPHYIO SIUEHKOBYHO YIAKOBKY M3 IUICHKU IOJIMBUHMIIXJIOPUAHON 0e3
ITOKPBITHSL.

1 unu 2 KOHTYpHBIE SYEWKOBBIE YIAKOBKM BMECTE C MHCTPYKLHMEH MO MEIULIUHCKOMY IPUMEHEHUIO
IIOMEUIAIOT B [TaYKy U3 KapTOHA.

6.6. OcoOble Mepbl NMPETOCTOPOKHOCTH TNPH YTHIN3AUMHM MCHOJb30BAHHOIO JIEKAPCTBEHHOIO
npenapara ujiH 0TX0/0B, IOJIy4YeHHbIX N10cJIe IPUMeHEeHNs JeKapCTBEHHOr 0 Iipenapara, u Apyrue
MAaHUNYJISIIMHU C IPenapaToM

PactBop 115 mapentepanbHOro BBeneHus umeet PH okono 9 u He obnanaet OydepHbIMU CBOHCTBAMU.
[Ipu pH Huxe 7 BO3MOXKHO BBINIAJICHNE JIEHCTBYIONIETO BEIIECTBA B OCA/IOK, IIOITOMY IIPH Pa3BEICHUN
mpernapaTa HEOOXOIHMMO CTPEeMHTHCS, 4TOOBl 3HayeHue pPH momdyueHHOro pacTtBopa OBLIO OT
HEUTPaJIBbHOTO 10 €1a00IIEI0YHOrO.

Jlna pa3BeneHuss MoxHO ucnonb3oBath 0,9 % pactBop HaTpusi xiopuaa. PasBeneHHBI pacTBOp
npenapara JI0JbKeH MPUMEHSATHCS, 10 BO3MOXKHOCTH, Cpasy ke Mociie TPUTOTOBICHUSI.

Het oco0bix TpeOoBaHMil K YTUIIH3AIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Pocculickas @enepanus

000 «ITPOMOMEJ PYC»

Anpec: 129090, r. MockBa, npocniekT Mupa, aom 13, ctpoenue 1, opuc 13
Tenedon: +7 495 640 25 28

DnekTpoHHas mouta: reception@promomed.pro

7.1. IlpeacraBuTeIb AEprKATE/Is] PETHCTPALMOHHOIO YA0CTOBEPEHUs!

IIperen3uu noTpeduTeNe HanPaBIATh 10 AAPECY:

Poccutickas ®@enepanus

000 «ITPOMOME/] PYC»

Anpec: 129090, r. MockBa, npocniekT Mupa, 1om 13, crpoenue 1, opuc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyTIIOCYyTOYHO)
OnektponHas noyvra: hot_line@promomed.pro

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS
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9. KATEI'OPHS OTITYCKA JIEKAPCTBEHHOT'O IIPEHAPATACEATENEHOCTE 0002)

JlexapcTBeHHBIN IpenapaT OTHOCUTCS K KaTErOPUU OTIYCKa [0 PELENTy.

OOmiast XapakTepUCTHKA JIeKapcTBeHHOro mpenapara @dypocemMu] NOCTyNHA B €IWHOM peEecTpe
3apETHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB EBpa3uiicKOro HSKOHOMHUYECKOTO COK3a M Ha
ouIMaILHOM caiTe YIIOJITHOMOYEHHOTO opraHa (3xcriepTHOM OpraHU3AIINH )
https://Ik.regmed.ru/Register/EAEU_SmPC
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