COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 26112025 N° 23468

(MOCNEOOBATENEHOCTb 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Wumanamua, 1,5 Mr, TableTKd ¢ IPOJIOHTHPOBAHHBIM BBICBOOOKIEHHUEM, TOKPBITHIE ILIEHOYHON
000JI0YKOH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTBy1olI€€ BEMIECTBO: MHAATIAMHUI.

Kaxknas Tabnerka ¢ MPOJIOHTUPOBAHHBIM BBICBOOOKIECHUEM, TMOKPBITAs IJICHOYHON OOO0JIOUKOM,
conepxut 1,5 Mr unnanamuia.

BcnomorarensHble BelecTBa, HAIWYME KOTOPBIX HAJ0 YYHTHIBATh B COCTaBE JICKAPCTBEHHOT'O
npemnapara: 1akros3a (cM. paszaen 4.4).

ITonubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku ¢ IMPOJIOHT'HPOBAHHBIM BBICBO60)KI[CHI/ICM, IIOKPBITHIC IUIEHOYHOH 00O0JIOYKOH.

TabneTku Kpyribie, TBOSIKOBBIITYKIION (POPMBI, TIOKPBITHIE TNIEHOUYHOI 000J104KOM 0€710r0 WIN IOYTH
oenoro 1Bera. L{Ber spa TabiieTku 6€3 00070YKH OCNIbIN WIN TIOYTH OCIIBIN.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

[Ipemapar Munanamua mokasaH A7 JISYEHUS apTepUATbHON TUIIEPTEH3UH y B3POCIBIX B BO3pacTe
ot 18 ner.

4.2. Pe:xum 103MPOBaHUS M CIIOCO0 MPUMEHEHHUS

PexxuM n03upoBaHus

ITpumensiercs no 1 tabnerke (1,5 mr) 1 pa3 B cyTkH, IpeNOYTUTENIbHEE B YTPEHHHUE YaCH.

[Ipu neyeHuy NalyMeHToB ¢ apTepuaibHON TUIIEPTEH3UEN YBeIMYEeHHE J03bI [TpernapaTa He IPUBOAUT
K YBEIMUYEHHUIO aHTUTUIIEPTEH3UBHOTO JAEUCTBUS, HO YCUIMBAET JUYPETUUECKUN (CaTypeTHUECKuil)

¢ dexr.

Oco0nie T'PYIIIBI HATWMCHTOB

THayuenmer ¢ napywenuem @ynkyuu nowex (cm. pazoenst 4.3, 4.4)

IIpyMeHeHNEe NMPOTHUBOIIOKA3aHO NAIIMEHTAM C TSKEIOM MOYEYHOW HEJOCTATOUYHOCTHIO (KIMPEHC
KpeaTuHUHa MeHee 30 MJI/MUH).

TuasuaHple ¥ THA3UIOTOJOOHBIE TUYPETHKU B TOTHONU Mepe 3((HEKTHBHBI TOIBKO Y MAIUEHTOB C
HOpPMaJIbHOW (DYHKITHEH MOYeK WM ¢ MUHUMAJIBLHBIMU €€ HapyIICHUSIMH.
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TIlayuenmul ¢ napywenuem QpyHkyuu newenu (cm. pasd

[TpuMmeHeHne MPOTUBOMOKA3aHO MAIUEHTAM C TSKEIBIM HapylIeHHneM (PYHKIIHH MTeYCHH.
THayuenmer nosicunozo eospacma (cm. pazoen 4.4)

VY MOXWJIBIX MAIMEHTOB CJIEIYET KOHTPOJMPOBATH COJEp)KAHHE KpEaTHHHHA B IIa3ME KPOBU C
y4eTOM BO3pacTa, Macchl Teja U mnoja. JlekapcTBeHHbIN Mpenapat MHaanamua MOXKHO Ha3Ha4yaThb
MOXKUJBIM TAIMEHTaM C HOPMalbHOW (YHKIMEH MOYeK WM TONBKO C MHHHMAIBHBIMH €€
HapYILICHUSIMH.

CTHU

be3zonacHOCTh ¥ 3 PEKTUBHOCTh IPUMEHEHNS MHANAMUA Y IeTeH U HOJPOCTKOB HE YCTAHOBJIECHBI.
JlaHHBIE OTCYTCTBYIOT.

Crnoco0 mpuMeHeHus

BHyTpp; TabseTKy cienyeT mporiaThiBaTh ETUKOM, HE Pa3KeBbIBast, 3alIMBasi BOJIOM.
4.3. IlpoTuBOMOKA3aAHUS

— I'umepyyBCTBUTENBFHOCTh K MHIATIAMUY, IPYTUM IIPOU3BOAHBIM CyJIb(OHAMHIA WIH K JTHOOOMY
13 BCIIOMOTaTeNIbHBIX BELIECTB, IEPEUNCIICHHBIX B pa3zaene 6.1.

— Tspxenas noyeuHast HefocTatouHOCTh (Kimpenc kpearnauHa (KK) menee 30 mi/mun).

— Ileuenounas sHIEe(aTONATHS UM TSKEI0€ HapylIeHHe QYyHKIMU IIeUeHH.

— T'mnokanuemus.

4.4. OcoOble yKka3aHHus U MepPbl NPeI0CTOPO:KHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Hapymenust ¢yHKIIMM TEUEHU U TOYEK JIETKOM WM yMEPEHHOW CTENEHU TSKECTHU, HapyIICHUS
BOJIHO-2JIEKTPOJIMTHOTO OayiaHca; MPUMEHEHHE y TMalMeHTOB ¢ yBenudeHHbIM mHTepBasiom QT Ha
anekrpokapanorpamme (OKI'); mpuMeHeHHe Y HCTOIICHHBIX MAIIMEHTOB; y MAIIMEHTOB, MOJYYa0IINX
OJIHOBPEMEHHYIO Teparuio mpernapaTamu, KOTOpble MOTYT yBenuuuBath uHTepBan QT; coueranHas
Tepamnusi JEeKapCTBEHHbIMU IpernapaTaMu, CIHOCOOHBIMU BbI3BaTh HOJMMOP(HYIO KETYJOYKOBYIO
TaXUKapIUI0 TUIMA «IUPYIT», MpernapaTamMy JIUTUS, JEKapCTBEHHBIMH IperapaTaMy, ClIOCOOHBIMU
BBI3BIBATh THITOKATMEMHUIO UITH CEPICYHBIME TIIMKO3UAaMHU (CM. paszen 4.5); nepudepudeckue OTeKu
WIM aclUT; uIIeMuyeckas OoJie3Hb Cepjla, cepaeyHas HEeAOCTAaTOYHOCTh; TUIlepHapaTHUpPEo3;
caxapHblii TuadeT; TuIepypUKeMus 1 Iojiarpa; ajaepruyeckas peakiys Ha IeHULIWJUTMH B aHaMHe3e.

Oco0ble VKa3aHusg

Hapywenue ¢ynxyuu neuenu

[Ipy Ha3HaueHUM THUA3MIHBIX M THUA3HUJONOJOOHBIX JUYPETUKOB Yy MAIMEHTOB C HAPYLIECHUSIMHU
(GYHKIMU TIe4eHH, OCOOEHHO B Cilydae HapylIeHUs BOJHO-3JEKTPOJUTHOro OanaHca, BO3MOXKHO
pa3BUTHE IEUEHOYHOM 3HIIe(aIoNnaTu, KOTOpas MOKET MPOTrPeECCUpPOBaTh 10 IEYEHOYHON KOMBL. B
9TOM ClIy4ae IPUMEHEHHUE TUYPETUKOB CIENYyET HEMEMJIEHHO IIPEKPATUTD.

Peaxyuu pomouyscmeumenvrocmu

Coobmanoch 0 cityyasix pa3BUTHs peakiuil pOTOUyBCTBUTENFHOCTH Ha (pOHE MpHeMa THa3UIHBIX U
THA3UAONONOOHBIX  JuypeTHkoB (cM. pazmen 4.8). B ciaywae pa3BUTHS — peakiuid
(OTOUYBCTBUTEIBHOCTH Ha (pOHE MpHEMa JEKapCTBEHHOTO Mperapara peKOMEHIyeTCsl IPEKPaTUTh
nedyeHue. Ecnu MOBTOpHOE Ha3HaueHUE AWYPETHKAa MPU3HAHO HEOOXOIUMBIM, PEKOMEHIYyeTcCs
3alUIIATh OTKPBITHIE YUACTKH OT COJTHEUHBIX JIy4ei MM HCKYCCTBEHHBIX YIIbTPa(UOIETOBBIX JTyden
THna A.
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Oco0Oble MEPHI MPEAOCTOPOXKHOCTH ITPHU MPUMECHECHU N

Boouno-snekmponrumnuiii 6aranc

COOGD.?!CGHM@ UOHOB8 Hampus 6 niasme Kposu

Jlo Hadana nedeHus HeoOXOUMO OMPEeNIUTh KOHIICHTPAIIMI0 HOHOB HATPHS B IIa3Me KpoBu. Ha
¢doHe mpHema mpemapara CleAyeT pPeryJspHO KOHTPOJIHMPOBATH 3TOT IMOKasaTtesb. HeoOxomum
MOCTOSIHHBIM KOHTPOJIh KOHIIGHTPAIlMM HWOHOB HATPUs, TaK KaK IEPBOHAYAIBHOE CHIDKCHUE
KOHIICHTPALIMU HATPHUs B IJIa3Me KPOBU MOXKET OBITh OECCUMNITOMHBIM. boliee 4acThlii KOHTPOIb
MoKa3aH MalMeHTaM C [UPPO30M TMECUCHHM W JIMLAM IOXKHUJIOro Bo3pacta (cMm. paszaenst 4.8, 4.9).
JIro60#t muypeTHyecKkuii mpenapaT MOXET BbI3bIBATh THIIOHATPUEMHIO, MPUBOSIIYI0O WHOT/AA K
KpaliHe TsDKEIBIM TOCHEACTBUSM. [ MIOHATpUEMHUS B COUYETAHWHM C THIIOBOJIEMUEH MOTYT OBITh
NPUYMHON 00€3BOXKMBAaHUS W OPTOCTATHYECKON THIOTeH3MH. COMyTCTBYIONIEE CHIKCHHE
KOHIIEHTPAIMK MOHOB XJIOPA B TUIa3Me KPOBH MOXKET MPUBOIUTH K BTOPHYHOMY KOMITEHCATOPHOMY
METa0OJMYECKOMY allKajo3y: YacTOTa pa3BUTUS M CTETNECHb BBIPAXEHHOCTH 3Toro 3¢¢ekra
HE3HAYUTEIIbHBI.

Canﬁ.?fCGHue UOHO6B KAJlusd 6 niasme Kposu

[Tpu Tepanuu THA3WAHBIMH M THA3HIOMOJOOHBIMU JTUYPETHKAMHA OCHOBHOM PHCK 3aKITIOYACTCS B
CHUKEHUU KOHLICHTPALIUU KaJIHs B IJIa3Me KPOBU U Pa3BUTUU TMIIOKAJIMEMHUH. | UTTOKaTMeMus MOKET
BBI3BIBATh MBIIIEYHBIE paccTpoiicTBa. Coo0manoch o ciuydasx padaoMHoIn3a, B OCHOBHOM Ha (hOHE
TsDKENON runokanueMud. Heo6xonumo npeaoTBpaarts pa3BuTHe THnokanueMun (< 3,4 MMOJb/1) y
MAIMEHTOB TPYIIBI MOBHIIIEHHOTO PHCKA: MAIMEHTOB IMOXKMIJIOTO BO3pPACTa, MCTOIICHHBIX W/WIN
MOJIyYalOlMX COYETAHHYI0 MEJIMKAMEHTO3HYI0 TEpaluio, NAlUMEHTOB C LHUPPO3OM IICUYEHH,
nepudepuyecKIMH OTEKaMHU U aCLIUTOM, ITALMEHTOB C UIIIEMUYECKOIH O0JIE3HBIO Cep/Iia, CepAeUHON
HEJOCTAaTOYHOCTHIO. [ MnoKannuemMus y TAKuX NalMEHTOB YCUIMBAET KapIMOTOKCUYHOCTh CEPICUHBIX
[JIMKO3UJIOB U MOBBIILIAET PUCK Pa3BUTHUS apUTMUH.

Ha].[I/ICHTBI C YAJIMHCHUCM HHTCPBAJia QT, KaK BPOKICHHBIM, TaK U BbISBAHHBIM JICKAPCTBCHHBIMU
npemnaparaMm, OTHOCATCA K TIpPyHIIC pHCKA. FI/IHOKB.JII/IGMI/IH, KaKk Hu 6pa111/11<apzm;1 SABIIACTCA
COCTOSAHHUEM, CHOCO6CTBYIOIJ_II/IM Pa3BUTHIO TSKEIION apuTMHH, B 4YaCTHOCTH, HOJIHMOp(i)HOI;’I
)KeJ'IyI[O‘-IKOBOI\/JI TaXUKaApAWHW TUIIA KIIUPYIT», KOTOPASA MOKET IMIPHUBCCTHU K JICTAJIbHOMY UCXOY.

Bo Bcex onucaHHBIX BbIIIE CITyyasX HEOOX0AUMO KOHTPOJIMPOBATh KOHLEHTPAIMIO Kallus B IJIa3Me
KpoBH OoJiee yacTo, 4eM 00bIYHO. [lepBoe u3mepeHrne KOHIIEHTpAaui MOHOB KaJlusl B KPOBH JJOJIKHO
OBITH BBIMIOJIHEHO B EPBYIO HEJIENIO OT Hayasia JEYSHHUS.

[Ipu BBIABICHMH TUIMOKAIMEMHUHM JODKHO OBITh HA3HAYEHO COOTBETCTBYIOIIEE JICUCHHUE.
['umokanuemusi, BBISIBICHHAS B COYETAHUN C HU3KOM KOHIIEHTpAIlMe MarHus B Iiia3Me KpOBU, MOKET
OBITh YCTOWYMBOM K JICUEHHIO B CIIy4ae, €CJIM HE CKOPPEKTHUPOBAHO COJEpKaHWE MarHus B IJIa3Me
KpPOBH.

CO@€D9!CCIHH€ MACcHUA 68 niaasme Kpoeu

briio IIOKa3aHO, 4YTO THAa3HWAHBIC U TI/I8.3I/II[OHOI[O6HBIC AUYPCTHUKH, BKIIOYasds WHAAIIAMUMN,
YBCIIUYUBAIOT OKCKPCIIMIO Mardusd € MO‘~IOI>1, YTO MOKET NPUBECTU K THIIOMAarHu€MHnuu (CM. pasacinbl

4.5,4.8).

Codepofcaﬂue Kdjbyusa 6 niasme Kposu

TuaszuaHble U THA3UIONOJOOHBIE TUYPETUKH MOTYT YMEHBIIATh BHIBEACHUE KANBLHS MOYKAMHU U
IMPUBOJUTH K HE3HAYUTCIbHOMY W BPECMCHHOMY IMOBBINICHUIO YPOBHA Kajlblid B IJIa3ME KPOBH.
VctuHHAs TUNEpKamblMEMHss MOXET OBITh CIIEACTBHEM paHee HE IUarHOCTHPOBAHHOTO
TAneprapaTupeosa.

Crnemyer mpeKkpaTUTh NpPUEM JIUYPETHUECKHX NpenapaTroB Iepe] HccieJoBaHHEeM (yHKIINU
nmapamyTOBUAHBIX JKCEIIC3.
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Codepofcaﬂue 2/IOKO3bl 8 niasme Kpoeu

BaxxHO KOHTpOIMpPOBAaTh KOHIEHTPAIMIO TJIIOKO3bI B KPOBH Y MAI[MEHTOB C CaxapHbIM TuUa0eTOM,
0COOEHHO NPU HAJIMYUU TUIOKATIMEMUH.

Mouesas kucioma
VY nanueHToB ¢ THNEPYPUKEMHUEH MOXKET YBEIIMUNBATHCS PUCK PA3BUTHS PUCTYIIOB TOIATPHI.
Juypemuueckue npenapamot u pyHKyus novex

TuasuaHble ¥ THA3UA0NOJ00HBIE TUYPETHKU Y(PGEKTUBHBI B MOJIHONW MEpe TOJIbKO Y MAIMeHTOB C
HOPMAJIbHOW WJIM HE3HAYMTEIbHO HApyIICHHON (yHKUMEH Noyek (coaep’kaHhe KpeaTHHHHA B
IJ1a3Me KPOBHU Y B3POCIIBIX JIUIT HIDKE 25 MT/im winu 220 MKMOJIB/JT). Y MaiyeHTOB MOKHIIOT0 BO3pacTa
YPOBEHb KpEaTMHHMHA B IJIa3M€ KPOBU PACCUUTHIBAIOT C YUETOM BO3pacTa, Macchl Teja U IoJIa.

CrnenyeT yuuThIBaTh, YTO B Hayaje JCUYEHHUsS y MAMEHTOB MOXKET HaOII0JaThCsl CHUKEHHE CKOPOCTU
KITyOOUKOBOH (pHUIBTpaAIK, 00YCIOBICHHOE TMIIOBOJIEMHUEH, KOTOpas, B CBOIO OYepelb, BbI3BaHA
notepei BoAbl U MOHOB HaTpHs Ha (OHE Mmpuema AUMypeTHuecKux mpenaparoB. Kak cnenctsue, B
I1a3Me KpOBU MOKET yBEJIMUMBATHCS KOHIEHTPALlMsl MOYEBUHBI M KpeaTUHUHA. Takasi TpaH3UTOpHAs
(byHKIIMOHATBHAS MTOYEYHAs] HEJAOCTATOYHOCTh HE MMEET KIMHUYECKOTO 3HAYEHMs Y MAllUEeHTOB C
HOpMaJIbHOW (PYHKLMEH MOYEK, OJJHAKO MOKET yCYryOuIATh Y€ MMEBUIYIOCS /0 Hadaja JeueHUus
MMOYEUYHYIO HEIOCTATOYHOCTb.

Cnopmcmenul

CHOpTCMCHaM CJICayCT O6paTI/ITI> BHHMAHHEC, 4YTO HCﬁCTBYIOHlCC BCIICCTBO, BXOAAIIICC B COCTaB
JICKApCTBCHHOI'O IIpfriapara I/IHI[aHaMI/Il[, MOXET JaBaTb II0JOKHUTCIbHBIN pe3ybTar 1pHUu
IIPOBCACHUU AOIMMHI-KOHTPOJIA.

Xopuouoanvuwiii geinom/Ocmpas muonus/Bmopuyunas 3akpbimoy2onbHas enayKoma

CynppoHaMuapl M HUX HPOM3BOAHBIE MOTYT BBI3bIBaTh HAMOCHHKPA3WYECKYIO PpEaKluIo,
MPUBOSIIYIO K Pa3BUTHIO XOPHOUIATBHOTO BBITIOTA C Ae()EKTOM IOJIs 3pEHHUs, OCTPOH MHOIUHU U
OCTPOMY IIPUCTYIly BTOPUYHOM 3aKpPBITOYTOJIBHOM INIayKOMbl. CHUMIOTOMBI BKJIIOYAIOT: BHE3AIHOE
CHIDKEHHE OCTPOTHI 3pE€HUsl WM O0JIb B TJ1a3ax, KOTOPbIE MPOSBISAIOTCSA, KaK IMPAaBUIIO, B TEUECHUE
HECKOJIbKUX YacOB WJIM HeJedb OT Hayaja Tepalmud THA3HIHBIM/THA3UI0MOA00HBIM JUYPETHKOM.
[Ipu OTCYTCTBUM JI€UEHHUs OCTpasi 3aKPHITOYTOJIbHAS TJIAyKOMa MOKET NMPUBECTU K HEOOpaTUMOM
notepe 3peHus. [Ipu nosBIeHUH CUMOTOMOB HEOOXOMMO KaK MOXHO ObICTpee MPEKPaTUTh MpUeM
TUA3UAHOTO/THA3UJONIONO0HOr0  AuypeTuka. Ecnu  BHYTpUITIa3HOE — JIaBIEHHE  OCTAaeTcs
HEKOHTPOJIMPYEMBIM, MOXKET MOTPeOOBaTbCS HEOTIOKHOE MEJUKAMEHTO3HOE JICUeHUEe WIN
XUPYPrU4ECKOe BMeIaTeabCcTBO. DaKTOpPOM pHCKa pa3BUTHS OCTPOM 3aKPBITOYTOJBHOM TIIayKOMBI
SBJISICTCA aJlJiepruyeckas peakiys Ha Ipou3BOIHbIE CyJIb(hOHAMHUIA UM IEHUIIUIUIMH B aHaMHe3e.

BcnomMorarennHble BElIecTBa

[Tpenapat MunanamMuj coAep)XUT JakTo3y. JlaHHBIA JIEKapCTBEHHBIM Mpernapar He Ccieayer
MIPUHUMATD MAlMEHTaM C PEIKO BCTpedarollelcs HacleACTBEHHON HEMEPEeHOCUMOCThIO TaJlaKTO3bl,
JAKTa3HON HEOCTATOYHOCTBHIO MM IUIFOKO30-TAJIAKTO3HON MaiibabcopOunei.

4.5. BzaumojeiicTBue ¢ JAPYrMMH JIeKAPCTBEHHBIMH INpenapaTamMM W Jpyrue BH/IbI
B3aNMOIeHCTBUA

KOM6I/IHaHI/II/I, HE PEKOMCEHAYEMBIC K IPUMEHCHHUIO

IIpenapamul iumus

HpI/I OOAHOBPCMCHHOM IMPUMCHCHHU MHHAAIIaMHWJAa C IpfrnaparaMu JWUTHA, TAaKXKE KaK W IpHU
CO6HIOI[€HI/II/I OeccoeBoit AUCTBI, BOBMOXXHO IMOBBIIICHUC KOHLCHTpAIIUU JIUTUA B IJIA3MC KPOBHU
BCJICACTBHEC CHHMIXCHUA €ro OKCKpPELUH, COIMPOBOXKAAOIICECA IIOABJIICHHUEM IMPHU3HAKOB

4



COOTEBETCTEYET 3KI(
ot 26.11.2025 N2

nepeno3upoBku. [Ipn HEOOXOAUMOCTH IUypeTHYECKUE npenﬁgzlr_ﬁ;r-%%'6&@5&1‘5&5@3&1&1"53

_MEPTHOMY OTYETY

COUCTaHUU C IpcraparaMu JIUTUS, ITPU 3TOM CIICAYCT TIIATCIIbHO KOHTPOJIIMPOBATh KOHLICHTPALIUIO
JIUTUA B I1Ia3ME€ KPOBU U COOTBCTCTBYIOIIIUM 06pa30M l'IOI[6I/IpaTB 03y Iperapara.

KoMmOuHaumu, TpeOvyIolme mpeaoCcTOPOKHOCTH

Jlexapcmeennvle npenapamsi, cHOCOOHbBIE 8b136AMb NOIUMOPOHYIO AHCETYOOUKOBYIO MAXUKAPOUTO
MUNA «RUPYIMY, 8KIIOUAS, HO HE 02PAHUYUBAACD:

— QaHTHApUTMHUYECKHE JIEKapCTBEHHBbIC mpenapatel |A  kiacca (Hampumep, XUHHIIUH,
TUAPOXUHUANH, Au3onupamul, npokannamun) u 1C knacca (pnexannun);

— aHTHApUTMHUYECKHE JieKapcTBeHHbIe npenapathl |l kimacca (Hampumep, aMHOIapOH, COTAJOIN,
noderunua, noyTuIna, OpeTUIUi, IPOHEAAPOH);

— HEKOTOpbIC AaHTUIICMXOTHYECKHE TNpenaparthl: (EHOTHA3WHBI (HAIPUMEp, XJIOPIPOMA3HH,
[IMaMEMasuH, JIEBOMENPOMAa3nH, THOpUIa3uH, Tpudayonepasut, Quydenazun), OeH3aMHIbI
(HampuMep, aMUCYJIBIPHU, CYJIbIHUPUA, CYIbTONPUJ, THANPUI), OyTHpO(QEHOHBI (HarpuMep,
JPOTIEPHUIOII, TaJONEPUI0N), APYTrue aHTUIICUXOTUYECKHE Ipernaparhl (HampuMmep, MUMO3HI,
CEePTHH/I0N);

—  aHTUACTIPECCAHTHI: TPUIMKINYECKIE aHTH/ICIPECCAHTHI, CEICKTUBHBIE HHTUOUTOPBI 00PaTHOTO
3axBaTa CEpPOTOHHMHA (IIUTAJIONPAM, ICIIUTAIONPAM);

— aHTHOAaKTepHaNbHBIE  CpPEACTBA:  (PTOPXUHOJOHBI  (JIEBOGUIOKCAIMH, MOKCH(DIOKCAIUH,
criapduIoKcalvH, HUIPOQIIOKCAIIMH); MAKpOJIUAbl (IPUTPOMHIMH TPH BHYTPHUBCHHOM
BBEJICHHUH, a3UTPOMUIIUH, KJIAPUTPOMHLINH, POKCUTPOMHUIIMH, CIIMPAMUIINH), KO-TPUMOKCA30I;

— TPOTUBOTPHOKOBBIC CPEICTBA psja a30J0B (BOPUKOHA30J, HTPAKOHA30J, KETOKOHA30II,
(baykoHa30m);

— TPOTUBOMAJISIPUKHBIC CPEJICTBA (XMHHH, XJIOPOXHUH, Me(DIOXHH, TrajgohaHTpuH, TyMehaHTPHH);

— aHTHAHTUHAJBHBIE CPENICTBA (paHOIA3HH, OCTIPUIIII);

— TIPOTHUBOOITYXOJICBBIE IMpENapaThl 1 MMMYHOCYIIPECCAHThI (BaHIECTAHUO, MBIIIbSIKA TPHUOKCHU]I,
OKCaJIMIUIATHH, TAKPOIUMYC, aHATPEITUI);

— TPOTHUBOPBOTHBIC CpeACTBA (OHIAHCETPOH);

—  CpE/CTBA, BIUSIONIME HA MOTOPHUKY JKEITYAOYHO-KHIIEYHOTO TPAKTA (IU3AMIPH/I, TOMIIEPHIOH);

— aHTUTHCTaMHHHBIE CPEJCTBA (acTeMHU30J1, Tep(peHaaNH, MU30JIaCTHH);

— TIpOYMe aKTUBHBIC BEIIECTBA: NMEHTAMUAWH, IU(GEMaHWUJ, BUHKAMUH IPH BHYTPHBEHHOM
BBEJICHUH, Ba30IPECCHH, TEPJIUIPECCUH, KETaHCEpHUH, MpoOyKois, mpornodon, ceBoduypaH,
TEPOAMIINH, IHJIOCTA30J1, METAJIOH.

OnHOBpeMEHHOE NMPUMEHEHHE C JIFOOBIM U3 3TUX MPENnaparoB, 0COOEHHO Ha (OHE TUIOKATHUEMHUH,
MOBBIIIAET PUCK BO3HUKHOBEHUS JKEIYAOUYKOBBIX apUTMHI, B YaCTHOCTH, HOJUMOP(HOM
JKEJTYJOYKOBOM TaXUKapIUU TUIIA KITUPYIT».

[lepen Ha3HAUEHMEM KOMOMHMPOBAHHOW Tepanyy MHIAIaMUI0M U YKa3aHHBIMU BBIIIIE TpenapaTaMu
ClIelyeT MPOBECTU HCCIEAOBAHHE C LIENbIO BBIABICHHS TUIOKAIUEMHUU U, IPU HEOOXOAUMOCTH,
npoBecTd Koppekuutoo. Heo0Xoaum KOHTPOJb KIMHHUYECKOIO COCTOSIHHMS IMAllMeHTa, KOHTPOJb
COJIEpKaHUs AIIEKTPOJIUTOB B IIa3Me KpoBH M nokazareneit OKI'.

Y mnauMeHToB C THUMNOKaTueMHUEHl HEeoOXOJMMO TPUMEHSTh Ipenaparbl, HE BBI3BIBAIOIIUE
MOJUMOP(HYIO JKEITYA0UKOBYIO TAXUKAPIUIO TUIIA «ITUPYIT».

Hecmepouonvie npomusosocnanumensusie npenapamel (HIIBII) (npu cucmemnom npumeHneHuu),
BKIIOUAS CeleKMuUHble uHeubumopwvl yukiookcueenasvl-2 (L[OI-2), evicokue 003bl canuyunogou
Kucaomsl (3 2/cym u 6onee)

Bo03MO0OXXHO CHM)KEHHE aHTUT HUIICPTCH3UBHOT'O 3(I)(I)CKT8. HHAamnaMuyaa.

VY 00e3BOKEHHBIX MNAI[MEHTOB CYLIECTBYET PUCK Pa3BUTHUSL OCTPOM MOYEYHOM HEAOCTATOYHOCTHU
BCJIEJICTBHE CHUXXEHHUS CKOpOCTH KiyOoukoBod ¢unbrpauuu. Ilanuentam HeoOXoaumo
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MOYeK.
Hneubumopul aneuomensunnpespawaroujeco gpepmenma (AI1P)

Hasnauenue mnru6buropoB AIID mamueHTaM ¢ M3HAYAJIBHO CHIIKEHHOM KOHILIEHTpAIMEeld HOHOB
HaTpUsl B KPOBU CONPOBOXKIACTCS PUCKOM BHE3AHON apTepUalIbHOW T'MIIOTEH3UU /MM OCTPOH
[IOYE€YHON HEJAOCTATOYHOCTH (B YACTHOCTH, Y HALIMEHTOB CO CTEHO30M IIOUEYHOH apTEPUH).

[Tanuentam ¢ apmepuanvhou  2unepmeH3uer W, BO3MOXHO, CHWKCHHOM  BCIIEACTBHE
MPE/IIECTBYIONIETO TPUMEHEHHS JUYPETUKOB KOHIICHTPALMEH HOHOB HATPUsl B KPOBH HEOOXOIUMO:

—3a 3 nHsA 10 Havasa JgedeHuss HHruouTopoM AIID npekpatuth mpueM IMypeTUKoB. B nanpHeiem,
pU HEOOXOIMMOCTH, ITPUEM HeKaluiicOeperarmmero 1nypeTuka Mo>KHO BO30OHOBHTS;

— WM HAaYUHATh TCpaIlunro I/IHI‘I/I6I/ITOpOM AII® ¢ HH3KHX 03, ¢ MOCJICAYOUINM IMOCTCIICHHBIM
YBCIIMYCHUEM O03EI B Cliydac HCO6XOI[I/IMOCTI/I.

Ipu xponuyeckoii cepoeynotl hedocmamounocmu edenne naruouropamu AlID crenyer HaYMHATH
C CaMbIX HU3KHX JI03 C BO3MOXXHBIM IPEIBAPUTEIBHBIM CHIDKEHHEM JI03 HEKAJIMHCOEperaroIero
TNYPETHKA.

Bo ecex cnyuasx B mepBbie Henenu npuema uHrHOuTOopoB AIID y manueHTOB HEOOXOIUMO
KOHTPOJIHMPOBATHh PYHKIIHIO MTOYCK (COACpKaHUE KPEaTHHUHA B IJIa3Me KPOBH).

pyeue npenapamul, cnocodHbie 8vi36ams cunoxKaiuemuro: amgomepuyun B (enympusenno), enoxo-
U MUHEPATOKOPMUKOCEPOUObl (NpU CUCMEMHOM HA3HAYEHUU), MempaKo3aKmuo, clabumenbHbie
cpedcmea, cmumynupyoujue MOmMopuKy KUUeuHuKa.

[Tpu OTHOBPEMEHHOM MPHUEME C MHIATIAMHUJJIOM BBINICYKa3aHHBIX MMPENapaToOB YBEIHMUYNBACTCS PUCK
Pa3BUTHS THIOKATMEMUU (a1 IUTUBHBINA A (PEKT).

Heo0xo1uM MOCTOSIHHBIN KOHTPOJIb KOHIEHTPAIMH KaJIMs B TIa3Me KPOBH, ITPH HEOOXOTUMOCTH —
ee Koppekuus. Ocoboe BHUMaHME ClEAyeT yIeniTh NalMeHTaM, OJHOBPEMEHHO MOJIyYaroIlluM
CepACYHbIE  INIMKO3UIbl. PeKoMeHQyeTcs HCHOIb30BaTh  CIAOUTENIBHBIE  CPEACTBA, HE
CTUMYJIMPYIOLIE MOTOPUKY KHUILIEYHUKA.

baknoghen
OpnoBpemeHHast Tepanus ¢ 6akI0(peHOM YCHUIIMBAET aHTUTHIIEPTEH3UBHBIHN 2D PeKT nHanamuaa.

[TaruenTaM HEOOXOAMMO KOMIIEHCHPOBATH MOTEPIO JKUJIKOCTH M B Hayajle JICYEHUs TIIATEIbHO
KOHTPOJUPOBATh (DYHKIIUIO TTOYEK.

Cepoeunvie enuxko3uobl

['unokanuemMust Wiy TUIOMarHueMusi MOXKET MPOBOLMPOBATh YCUIIEHHE TOKCHYECKHX A(PPEKTOB
CEPJICYHBIX TTIMKO3UA0B. [Ipy 0OTHOBpEMEHHOM ITPUMEHEHNH UHAAIAMUA U CEPJCYHBIX TTIMKO3HI0B
ClIelyeT KOHTPOJUPOBATh KOHIIEHTPALMIO KAJIUs U MarHus B Iu1a3Me KpoBH, nnokaszarenu OKI', u, nmpu
HE00XO0IUMOCTH, KOPPEKTUPOBATH TEPAIIHIO.

KoMmbunanmu, tpedyromuye 0co00ro BHUMAaHUS

Annonypunon

CoBMeCTHOE NPUMEHEHHWE C HWHJANAMUJIOM MOKET TOBBILIATH PHUCK Pa3BUTUS peaKLUi
TUTIEPUYBCTBUTEILHOCTH K aJUIOMYPHUHOITY .

KOM6I/IH3.HI/II/I, TDCGVIOH_[I/IC BHUMAHUA

Kanuiicbepezarowue ouypemuxu (amunopuo, CRUPOHOIAKMOH, MPUAMMEPEH,)

KOM6I/IHI/Ip0BaHHaSI TCpanurd HAAIIaMHUI0OM U KaHHﬁC6CpCFaIOMHMH AUYPCTHKaMHU uenecoo6pa3Ha y
HCKOTOPBIX MAOUCHTOB, OJHAKO HE MCKIIIOYACTCA BO3MOXHOCTH Pa3BUTUSA THUIIOKAJIUCMUN WU
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TUNIEPKaTUEMUN (0OCOOCHHO y TAIMEHTOB C IMOYCUYHOU Henéyﬂ;fﬁqg& E}'o -II_/EIEI:H

caxapHbIM JHA0ETOM).

Heo0xoaumMo KOHTpONHMPOBaTh KOHIEHTPALUIO Kalus B mia3Me KpoBH, nokazarenu DKI, u, npu
HEO00XOIMMOCTH, KOPPEKTUPOBATH TEPAITHIO.

Memdehopmun

q)}IHKI_[I/IOHaJILHaSI nodyeuyHass HEAOCTATOYHOCTb, KOTOpad MOXKCT BO3HHKATb Ha (1)0He npucma
ANYpPETUKOB, 0COOEHHO IETICBBIX, IOBBIMIACT PHUCK Pa3BUTHUA HHAYLHHWPOBAHHOI'O MeT(bOpMI/IHOM
MOJIOYHOKHCJIOTO anuja03a.

MerdopMuH He cieqyeT NMPUHUMATh NPU YPOBHE KpeaTWHHHA IUIa3Mbl KpoBH Ooimee 15 mr/x
(135 mxmonb/n) y MyxuuH U 12 mr/n (110 MKMOJIB/JT) y KEHIIMH.

Hoocooepacawue konmpacmuvle sewecmaa

B ciydae o0e3BokuBaHus opraHu3Ma Ha (poHe mpuemMa JUypeTUKOB YBEITHUUBACTCSI PUCK PA3BUTHUS
OCTpOI1 MOYEYHOI HEeOCTATOUHOCTH, OCOOEHHO IIPU MCII0JIb30BAaHUH BBICOKUX 7103 HOJICOAEpKALIMX
KOHTPACTHBIX BEIIECTB.

Hepeﬂ IIPUMCHCHHUEM ﬁonconepmamnx KOHTPACTHBIX BCIICCTB IMAlIUCHTaAM HCO6XOI[I/IMO
KOMIICHCHUPOBATh MOTCPIO KUAKOCTHU.

Tpuuumuuecxue aHmudenpeccaHrnbz, arkmuncuxomuuiecKkue npenapanivl

[IpemapaTel ATUX KJIACCOB OKA3bIBAIOT AHTUTHIICPTCH3WBHOE JCWCTBHEC W YBEIMYUBAIOT PHUCK
Pa3BUTHUS OPTOCTATUICCKON THIIOTEH3UH (aITUTUBHBIN 2P (DEKT).

Kanvyuti (conu)

HpI/I OJHOBPCMCHHOM INPUMCHCHUU BO3MOXKHO PAa3BUTHUC T'HIICPKAIIBIIUECMHUHN BCICACTBUC CHUIKCHU S
BBIBCACHWSA NOHOB KaJIbIIUA ITOYKaAMH.

Luxnocnopun, makpoaumyc

Bo3moxuo YBCIIMYUCHUC KOHUOCHTPALIUN KPCATHHUHA B IJIa3MC KPOBU 0e3 U3MEHCHHS KOHUCHTpAUun
HUPKYJIIUPYIOUICTO TUKIIOCIIOPpHHA, JaKC ITPU OTCYTCTBUH ITOTCPU BOABI U HOHOB HATPUSI.

Kopmuxocmepououvie npenapamul, mempaxozakmuo (cucmemnoe npumeHenue)
CHuXeHue aHTUTUIEpTEeH3uBHOro 3¢dekrTa (3agepkKa BOJbl U HOHOB HATpusi B pe3yibTaTe

NeNCTBUSI KOPTUKOCTEPOUIOB).

4.6. ®epTUIBLHOCTDb, 0€PeMEHHOCTD M JIAKTALMA

bepemeHHOCTH

B HacTosmuii MOMEHT HET JOCTaTOYHOTO KOJIMYECTBA JaHHBIX O MPUMEHEHUH HAaM1/1a BO BpeMs
o6epemennoctu (onucano meHee 300 ciyvaen). JmuTenbHOe MPUMEHEHUE THA3UIHBIX TUYPETUKOB B
TpPEThbeM TpUMeCTpe OEPEMEHHOCTH MOXKET BBI3BaTh TMIIOBOJIEMHUIO Y MaTE€PH U CHUKEHHE MAaTOYHO-
IUIAllEHTapHOrO0 KPOBOTOKA, YTO MPUBOAUT K (DETOIIALCHTAPHOW MIIEMUU M 3a/lep>KKe pa3BUTHUS
mioja.

HccnenoBanus Ha )KMBOTHBIX HE BBISIBIJIM MPSMOTO MM HEMPSIMOTO TOKCUYECKOTO BO3JICHCTBUS Ha
PEeNpOayKTUBHYIO (YHKIIHUIO.

B xadecTBe Mepbl IPeIOCTOPOKHOCTH PEKOMEHIYETCs M30eraTh NPUMEHEHHs MHaaMK/1a BO BpeMs
OepeMEeHHOCTH.

JlakTamms
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_MEPTHOMY OTYETY

HEAOCTATOYHO. vy HOBOPOKACHHOT'O IMPU 3TOM MOKCT Pa3BUTLCA IMOBBIIICHHAA YYBCTBUTCIBHOCTD K
IMPOU3BOJHBIM Cy.]'II)(bOHaMI/II[a u TUIIOKaJIMEMUSI. B CBA3HU C OTHUM PHUCK JJIA
HOBOpO)I(Z[eHHOFO/MJIaI[CHI_Ia HE MOJKET OBITh HCKIIOUEH.

I/IHI[aHaMI/II[ O0IM30K K THAa3UJHBIM JUYPETHUKAM, IIPHUEM KOTOPBIX BBI3BIBACT YMCHBIICHUEC
KOJIMYCCTBA I'PYAHOI'0 MOJIOKA UJIK JaKC MMOAAaBJICHUC JIAKTAllUH.

HpI/IMCHeHI/Ie HHAanaMuaa B I€pruoa rpyaHoro BCKapMIIMBaHUS HE pEKOMEHAYCTCA.

DepTiIbHOCTD

HccnenoBanust penpoJyKTUBHOM TOKCHMYHOCTHM IOKa3ajld OTCYTCTBHME BIIMSHUS Ha (EpTHIIBHOCTh
CaMOK M caMIIOB KpbIC. [IpernonoxxuTensHo, BIMSHUE HA GEPTHIILHOCTD Y YEIOBEKa OTCYTCTBYET.

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CpelcTBAMHM W PpadoTath ¢
MeXaHMU3MaMu

WNHpanamMu He BIUsAET HA HapyLIEHUE BHUMAHHUsA, HO B HEKOTOPBIX CIIy4asX MOTYT BO3HHUKATh
peaxkiuu, CBA3aHHbIE CO CHMIKEHHEM apTepUaIbHOIO JaBJIEHUs, OCOOEHHO B Hayajie Tepanuu Win
npu A00aBICHMM K TPOBOAMMOI Tepamuu JPYrHX aHTUTUIEPTEH3UBHBIX JICKApPCTBEHHBIX
npenapaToB. B pesynbrare ciocoOHOCTH YNpaBiIsATh TPAHCHOPTHBIMU CPEJICTBAMHU WIH JIPYTUMHU
MeXaHU3MaMH MOKET ObITh HapylleHa.

4.8. HexkesaTeibHbIE peakuu

Pesrome nmpoduiist 0e300acHOCTH

HauGonee qacThiMu HEXENATSIIEHBIMU PEAKITUSAMHU, O KOTOPBIX COOOIIAIOCh, OB TUITOKAIUEMUSI,
peaKUMH IOBBILIEHHON 4YYyBCTBUTEJIBHOCTH, B OCHOBHOM JIEPMATOJIOTMYECKUE, Yy IIALMEHTOB C
MPEIPACIIONOKEHHOCTPIO K AJUIEPIMYECKMM M ACTMATHYECKHM PEAKIUsM, a TAKXKE MAaKyJo-
TaIyJie3Has Chlllb.

Tabnmunoe PE3FOME HEXKEIATSIbHBIX PeaKIIHi

YactoTa HeXeNnaTeNbHbIX PeaKIii, KOTOpble ObLTH OTMEUEHBI BO BpeMs Te€panuy WHIAMaMUIOM,
MpUBE/IEHA B BUJIE CJIEYIONIEH rpafauu: oueHb yacto (> 1/10); gacro (> 1/100, o < 1/10); HewacTo
(= 1/1000, HO < 1/100); peaxo (= 1/10000, o < 1/1000); ouens peaxo (< 1/10000); yactoTa
HEW3BeCTHA (Ha OCHOBAHWH UMEIONUXCS JAHHBIX OI[CHUTHh HEBO3MOXKHO).

CucreMHO-OpraHHbIi HeskenarenbHble peakuuu Yacrora
KJ1ace
ArpaHyJonuTo3 OueHnb penko
Hapymenwus co ctoponbl | AIIacTHYECKast aHEMUs OueHb penko
KpoBU U muMdarnyeckoil | ['emonuTuyeckas aHeMus OueHnb penko
CHCTEMBI JlelikoneHust OueHsp penko
TpomOoruToneHus Ouensb penko
['unepkanpremMus OueHb penko
'unokanuemus (cM. paznen 4.4) Yacto
Hapymenust merabonmnzma
S ['unomaruuemus Penko
['unoxsnopemust Penxo
I'unonarpuemust (cM. pa3zaen 4.4) Heuacro
Beprturo Penko
Hapymienust co croponsr | IIoBbIIeHHast yTOMIIIEMOCTh Penko
HEPBHOMN CUCTEMBI ["onoBHast 60J1b Penko
[Tapecre3ust Penxo




COOTBETCTBYET 3KCINEPTHI
oT 26.11.2025 N= 25

Ob6mopok

QR AR

MY OTYETY

Hapymenus co ctopoHbl
opraHa 3peHus

Muonus

YacToTa HEU3BECTHA

Heuertkoe 3penne

YacToTa HEU3BECTHA

Hapyumienue 3penust

YacToTa HEn3BEeCTHA

OcTpas 3aKpbITOyTOJIbHASL [TIAYKOMa

YactoTa HEU3BECTHA

XOpHOUIATbHbBIN BBIIOT

YacToTa HEn3BEeCTHA

Hapymienust co cTopoHsl
cepaua

Aputrmusi

OueHb pesIKo

[Momumopduas xemy10uKoBast
TaxXUKapAHs THIIA «ITHPYIT»
(MTOTEHIMANBHO C JICTAIBHBIM HCXOJIOM)
(cMm. pasaenst 4.4, 4.5)

YacToTa HEU3BECTHA

Hapymenus co ctopoHbl

ApTtepuanbHas TUIIOTEH3US

Ouensb penko

COCY/IOB
PBota Heuacto
Hapymienust co croponsr | TomHoTa Penxo
JKEITYIOYHO-KHUIIIEYHOTO | 3amop Penko
TpakTa CyxocTb BO pTY Penko
[TankpeaTut OueHb penko
Hapymenne GyHkmu neyeHu OueHb penko
Hapymienus co ctoponst | BosmoxHo ~ pasButue ne4YeHo4Hol | YacTora HeM3BeCcTHA

IICYCHU U
KCIIYCBBIBOIAIINX HYTCﬁ

SHIePANONATHN B ClIy4yae ICYCHOYHON
HEJI0CTaTOYHOCTH (cM. pasaensl 4.3, 4.4)

T'enatur

YactoTa HEU3BECTHA

Hapymenus co ctTopoHbl
KOKH U MOJIKOXHBIX TKaHEU

Peaknun noBeIIeHHOoN | Yacto
YYBCTBUTEJIBbHOCTH

MakyJo-nanyne3Has Cblllb Hacrto
Ilypnypa Hewacto
AHI'MOHEBPOTHYECKHUM OTEK OueHb penko
KpanusHuna Ouensp penko

Tokcuyeckuii N IepMaIbHbI HEKPOJIU3

OueHb penko

Cunapom Crupenca-/[xoHcoHa

Ouensb penko

Bo3moxHbie o0ocTpeHus yKe
HMMEIOIIECHCS OCTPON CUCTEMHOMN KpPacHOU
BOJITYaHKH

YactoTa HEU3BECTHA

Peakiiun  (hOTOUYBCTBHTENBHOCTH  (CM.
paznen 4.4)

YacToTa HEM3BECTHA

Hapymenus co ctopoHbl
IO0YEK U MOUYEBBIBOJALIUX
nyTen

IToueunas HenOCTATOYHOCTH

Ouens penko

Hapymenust co ctopoHbl
MBIIIICYHOM, KOCTHOM U
COE€IUHUTEILHON TKaHU

CnasM MBIIIII

YacToTa HEM3BECTHA

Meimeysast ¢iiadocTh

YactoTa HEU3BECTHA

Muanrus

YacToTa HEM3BECTHA

Paomomuonus

YacroTa HEU3BECTHA

Hapymienus co cTopoHbl
PENPOTyKTUBHOU CUCTEMBI
Y MOJIOYHBIX XKeJe3

OpeKTuibHast JUC)HYHKIUSL

Heuacto

JIaGopatopHbie U
WHCTPYMEHTAIIbHBIE
JTAaHHbIE

Ymmuenue uaTepana QT wa DKI (cm.
pazzaensi 4.4, 4.5)

YacroTa HEU3BECTHA

IToBeIIEHHE KOHIOCHTpAIMU TJIFOKO3bI B

KpoBH (cM. pazaen 4.4)

YactoTa HEU3BECTHA
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KHCJIOTBI B KpOBH (cM. paszzen 4.4)
[ToBbIllIEHNE aKTUBHOCTH «IIEYCHOYHBIX» | YacToTa HEM3BECTHA
(hepMeHTOB

OnuncaHue OTACABHBIX HEXKEIATSIbHBIX PeaKITA

B pamkax uccrnenosanwmii 11 u 111 ¢a3sl, cpaBHUBaOmMUX WHAANAMUI B JO3UPOBKEe 1,5 mMr u 2,5 mr,
BBISIBJICHO JI0303aBUCHUMOE BJIIMSIHUE MHAANIaMK/1a HA YPOBEHb KIS B I1JIa3M€ KPOBH:

— Nupanamun 1,5 Mr: KOHIEHTpaIUsl Kajus B TUIa3Me KPOBH MeHee 3,4 MMOJIB/JI HaOIroAanach y
10 % manueHTOB W KOHIIEHTpAIUs Kaius B IUIa3Me KpOBU MeHee 3,2 MMOJIb/J HaOIojanach y
4 % mnanueHToB uepe3 4—6 Henenb mocne Havyana Tepanuu. [locne 12 Hexenb Tepamuu cpeaHee
CHH)KEHHUE KOHIICHTPAIIUHU KaJus B IJIa3Me KPOBH cocTaBisiio 0,23 MMOJIB/I.

— Nupanamun 2,5 Mr: KOHIIEHTpAIUsl Kallus B TUIa3Me KPOBH MeHee 3,4 MMOJIB/JI HaONroAanach y
25 % mnanuMeHTOB M KOHLEHTpalMs Kaius B IUIa3Me KpPOBU MeHee 3,2 MMOJb/1 Habirojanach y
10 % manuenToB uepe3 4—6 Hexenb mocne Hadana tepanuu. [locne 12 Henmenb Tepamuu cpegHee
CHIDKEHHE KOHIICHTPAIIUK KaJlusl B IJ1a3Me KpoBH cocTaBiisiiio 0,41 MMoJIb/II.

Coo011eHune 0 MoI03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo0marh O 1OJO3peBAacMbIX HEXKEJATENbHBIX PEAKLUUAX I[OCIE€ PErucTpalnuu
JIEKapCTBEHHOI'O IIperapara C LEeIbl0 O0ECHeueHUs: HENPEPbIBHOTO MOHUTOPUHIA COOTHOLIEHMS
«I0JIb3a — PUCK» JIEKAPCTBEHHOro Ipenapara. MeAMLIHMHCKUM pPAaOOTHUKAM pPEKOMEH]yeTCs
coO00IIaTh O JTIOOBIX ITO03PEBAEMBIX HEXKEIATEIbHBIX PEAKIHSIX JIEKapCTBEHHOTO MpenapaTa yepes
HallMOHAJIbHbIE CUCTEMBbl COOOILEHUS O HEXeNaTelNbHbIX peakUUsX ToCylapcTB — YWICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COK03a.

Poccuiickas @enepanus

denepanbHas ciryx0a 1Mo Haa30py B cdepe 3ApaBOOXPAHCHUS
Anpec: 109012, r. MockBa, CiiaBsiHCKasl Iuiomanp, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnextpoHHas noura: pharm@roszdravnadzor.gov.ru

CaiiT B M”HpOpMaIlMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTn «IHTepHeT»: www.roszdravnadzor.gov.ru
4.9. llepeno3upoBka

CHUMIITOMBI

WNupganmamun gake B 04eHb BHICOKUX 103aX (10 40 Mr, T.e. B 27 pa3 O0JbIlIe TeparneBTUUECKOM 103bI)
HE OKa3bIBAE€T TOKCUUYECKOIO AEHCTBUA.

IIpu3Haku OCTPOro OTpaBIEHUS JIEKAPCTBEHHBIM IIPENApaTOM B IEPBYIO OYEPENb CBS3aHBI C
HapylLIeHHEM BOJHO-3JIEKTPOJIIUTHOrO OanaHca (TMIOHATPUEMHUs, THIIOKaIneMus). M3 KImHu4YecKux
CUMIITOMOB IIE€PENO3UPOBKM MOTYT OTMEYaThCs TOLIHOTA, PBOTA, apTepuanbHas TMIIOTEH3HS,
CYJIOpOTH, BEPTUTO, COHIMBOCTb, CITyTAHHOCTb CO3HAHMUSI, MOJINYPUS UM OJIUTYPHUS C BO3MOXKHBIM
NEPEX00M B aHYPHIO (BCIEICTBUE TUTIOBOJIEMUH).

Jleuenue

Mepbl HEOTJIOKHOM TIOMOIIM CBOJATCS K OBICTPOMY BBIBEJACHHUIO TIpenapara W3 OpraHu3Ma:
MpPOMBIBAaHUE JKeNyJKa W/WIM Ha3HAYCHHE AaKTHBUPOBAHHOTO YISl C  MOCIEIyIOIINM
BOCCTAHOBJICHHEM BOJHO-3JIEKTPOJIUTHOTO OajaHca B CHEUAIN3UPOBAHHOM OT/IEJICHHH.
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5. DPAPMAKOJIOTMYECKHUE CBOIICTBA (MOCHELOBATENBHOCTEL 0002)

5.1. ®apmakoaMHaMHYecKHe CBOIiCTBA

dapMakoTepareBTUYeCcKas TpyMia: T1ypeTUKU; THA3U0M000HbIEe JUYPETUKH; CYIb(OHAMU/IBL.

Kong ATX: CO3BAI11

MexaHu3M AelCTBUS

Wupganamuy OTHOCUTCS K MPOU3BOJIHBIM CyJlb(OHaMUJA C MHIOJBHBIM KOJBIOM U IO
(apMakoJIOTHYECKUM CBOWCTBAM OJIM30K K THA3UAHBIM JMYPETHKaM, KOTOpPbIE HHTHOUPYIOT
peabcopOIuI0 HOHOB HATPUS B KOPTHUKAIBHOM CerMeHTe netiau HegpoHa. [Ipu 3ToMm yBenuunBaercs
BbI/IEJICHUE TIOYKAMU MOHOB HAaTpHs, XJIOpPA U, B MEHbIIEH CTEIIEHU, HOHOB KaJlus U MarHus, 4To
COIPOBOXKAAETCS YBEIMYCHUEM IUype3a U TUIIOTEH3UBHBIM 3 (PeKkToM.

dapmakonmHamuueckue 3hdEKThI

B xmuamveckux wuccnenoBanusx I m III ¢asel mpu npuMeHeHUMM HWHAANamMuia B PEKHUME
MOHOTEpANuH ObUT MPOACMOHCTPUPOBAH THUIIOTCH3UBHBIA 3(D(DEKT, COXpaHSIOUIUIICS B TEUCHUE
24 qacoB. DTO 0TMEUANOCh Ha (JOHE 703, OKA3BIBAIOUINX CI1a00e TUypEeTHIECKOe IeHCTBUE.

AHTHTUNIEPTEH3UBHAS aKTUBHOCTh MHAANaMHUIAa CBs3aHA C YJIYYIICHHEM 3JaCTHYECKUX CBOWCTB
KPYIHBIX apTepUil, YMEHbIIEHUEM apTEePHOJSIPHOTO U OO0IIero mnepudepuuecKkoro CoCcyaucToro
COMPOTHUBIICHUS.

WNupganamung YMCHBIIIACT FI/IHeprO(i)I/IIO JICBOTI'O JKCJIyJOYKa.

HpI/I JOCTHIXXCHHH OHpeILCHeHHOﬁ J03bl THA3UAHBIX U TI/Ia3I/IIlOHOZIO6HI>IX JAUYPETUKOB OTMCYACTCA
IUIATO TCPAIICBTHYCCKOI'O 9(1)(1)eKTa, B TO BPEM:A KaK 4aCTOTa HEKCIATCIIbHBIX peaKLII/Iﬁ MpOJ0JIKACT
YBCIIMYUBATLCSA IPU IIaJII)HeI\/JIIHeM IMMOBBIIICHWH OO3LI IIpeIiapara. HO3TOMy HC CJICAYCT YBCINYNBATDH
A03Y IIperiapara, €CJIu Ipu MPpUMEHCHUN peKOMeHﬂOBaHHOﬁ A03bI HC NJOCTUTHYT TepaHeBTI/I‘leCKI/Iﬁ

adekr.

B kopoTkux, cpeiHel MINTEIBbHOCTH U JOITOCPOYHBIX MCCIECIOBAHUAX C Y4aCTUEM IALUEHTOB C
apTepHalbHOM runepTeH3nen ObIJI0 MOKa3aHo, YTO UHAAIAMU/L!

— HC BJIHMACT Ha MNOKa3aTCJInu JHUIIMAHOI'O O6MeHa, B TOM YHCJIC Ha YPOBCHb TPUTIHULCPHUIOB,
XOJIECTCPUHA, JIUITIOIIPOTCUHOB HU3KOM INIOTHOCTH U JIMIIOMIPOTEUHOB BBICOKOH IIJIOTHOCTH,
— HE BJIUSET Ha MOKa3aTeau oOMeHa YTJICBOAOB, B TOM YHCJIC Y MTAIIUCHTOB C CaXapHbIM ,Z[I/Ia6eTOM.

5.2. dapmakoKUHEeTHYECKHUE CBOHCTBA

B Tabnerkax Munanamua neiicTByroliee BEIECTBO HAXOAUTCS B CIIEIIMATILHOM MaTPUKCE-HOCUTENE,
o0ecreunBarIIeM MPOJIOHTUPOBAHHOE BBICBOOOXKICHHE HHAAMAMHUAA B JKEITyJI0YHO-KHUIIEYHOM
TpaKxTe.

AOGcopOrus

BricBoOoauBIIMiicss MHAAnamMuJ OBICTPO U TOJHOCTBIO BCACBIBAECTCS B HKEIYJOYHO-KHUIIEYHOM
TpaxTe.

[IpueM nNHIIM HE3HAYUTENHHO YBEIWYMBACT BpPEMs BCACHIBAHUS, HO HE BIIMAET Ha IMOJHOTY
abcopOIum.

MaxkcumanbHas KOHIIEHTpalus B IUIa3Me KpOBH JOCTHraeTcs yepe3 12 yacoB mociie npuema BHYTpPb
OJTHOKpaTHON 103bl. [Ipy MOBTOpHBIX Mpuemax KoyieOaHHsl KOHIEHTpAlMU Ipernapara B IUIa3Me
KPOBH B IIPOMEXKYTKE MEXKAY IIPUEMaMU IIpernapara CrilaKuBaroTCs.

CymiecTByeT HHANBUIYalIbHAS BapuaOeIbHOCTh MIOKa3aTesel BcackIBaHUS Mpemnapara.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 26.11.2025 N= 29468

(NOCNEQCBATENEHOCTE 0002)

Pacopenenenune

Oxonmo 79 % mpenapara cBs3bIBaeTCsl ¢ OenkamMu IUla3Mbl KpoBW. lleproa moyBBIBEIEHUS
uHanamuaa cocrabiuseT 14—24 gaca (B cpeanem 18 yacos).

PaBHOBecHast KOHLIEHTpAIUs JOCTUTAeTCs uepe3 7 IHEeW peryJsipHOro npuemMa rnpemnapara.
[Ipu noBTOpHOM MpHUEMe Mpenapara He HaOIIAAeTCs ero KyMyJIsIuu.

ONMMUHALMS

Wupanamua BBIBOAUTCS B BHUJE HEAKTHBHBIX METa0OJIMTOB, B OCHOBHOM mnoukamu (70 % ot
BBEJICHHOH J103b1) U yepe3 KumeuHuk (22 %).

Oco0Oble T'PYIIIBI ITAITWMEHTOB

Tloueunas neoocmamournocmo

VY nmanmueHToB C MOYEYHOM HEIOCTAaTOYHOCTHIO (DapMaKOKMHETHKA JIEKQpCTBEHHOTO Iperapara
upnamamua He u3MeHseTcs.

6. PAPMAIIEBTUUECKUE CBOMCTBA
6.1. [lepeueHsb BcnoMoraTeIbHbIX BelleCTB

I'unpomennosza

JlakT03BI MOHOTHIpAT

Kpemuust nuokcu1 Koo HbIN

Maruus creapat

IInenounas obonouxa

MeTakpuiioBO# KUCIOTHI M METHJIMETaKpuiata cornosmmep [1:1]
Tanbk

Tutana nuoxcun (E171)

TpudTrnurpar

Kpemuus qruokcua KoJIOuIHbINA O€3BOTHBII
Hatpust ruapokapboHat

Hatpus naypuncynbdar
6.2. HecoBMecTHMOCTDH

He nmpumenunmo.

6.3. Cpok roaHocTu (CpoOK XpaHeHusl)
2 rofa.
6.4. Oco0Oble MepbI MPEAOCTOPOKHOCTH NMPH XPAHEHUH

Xpanutp npu temreparype He Bbimie 25 °C. XpaHHTh B OpUTMHAIBHOW YIAKOBKE (IMadke) s
3alUTHI OT CBETA.
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6.5. Xapakrep u coaep:kaHue YNIaKOBKH

ITo 10 TabmeTok B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY U3 TUICHKH MOJIMBHUHUIXJIOPUAHON U (HOJIBrU
ATIOMUHUEBOM NI€YaTHOM JJaKUPOBAHHOM.

2, 3 wiu 6 KOHTYpHBIX SYEHKOBBIX YINAKOBOK BMECTE C MHCTPYKIHEH 10 MEIUIMHCKOMY
IIPUMEHEHHUIO [IOMEILAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3ALUH MCIO0JIb30BAHHOIO J1eKAPCTBEHHOT 0
npenapara WJid OTX0J0B, IOJYYEHHBIX MOc/e NMPUMEeHEeHHs JIEKAPCTBEHHOr0 mpenapara, u
Apyrue MAaHUMYJISIMYU € IPenapaTomM

Het oco0bix TpeOoBaHUil K yTUIU3ALUY.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas ®enepanus

000 «ITPOMOME]Jl PYC»

Anpec: 129090, r. MockBa, ipocriekT Mupa, om 13, ctpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DnekTpoHHas mouta: reception@promomed.pro
7.1. IlpeacraBuTeJIb AeprKaTe/isi PETHCTPAIMOHHOIO YA0CTOBEPEeHUs!

IIpeTen3umn HOTDC6PIT€J'I€I>1 HAaITpaBJIATh 11O aAPECy.

Poccuiickas ®@enepanns
000 «ITIPOMOME/ PYC»

Anpec: 129090, T. MockBa, MIPOCTIEKT Mupa, JIOM 13, CTpOEHUE 1,
oduc 13

Tenedon: 8 800 222 95 63; 8 800 777 86 04 (kpyrJIOCyTOYHO)

DnextponHas mouta: hot_line@promomed.pro

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
JlexapcTBEeHHBIN MTpenapaT OTHOCUTCS K KATETOPUM OTITYCKa 10 PELENTY.

O6ma51 XapaKTCPUCTHKA JICKAPCTBCHHOTO Ipcrapara I/IHIIaHaMI/IIl JOCTyIIHA B CAHWHOM PECCTPC
3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeAcTB EBpa3uiickoro 3KOHOMHYECKOTO COK3a M Ha
oduIHaTEHOM caire YIOJIHOMOYEHHOTO oprana (axcTepTHOM OpraHU3aIINH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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