OBILIAA XAPAKTEPUCTHUKA JI

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Wupanamun perapa, 1,5 mr, TaGneTkd C MPOJIOHTHPOBAHHBIM BBICBOOOXIEHUEM, TOKPBITHIC

IUIEHOYHOM 000JI0YKOIA.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolee BENIECTBO: MHAATTAMMU/I.

Kaxnas Tabnerka C MpoOJOHTMPOBAHHBIM BBICBOOOXKICHHEM, MOKPHITAas TJICHOYHOH 000JI0YKON
coxepxut 1,5 Mr unanamujaa.

BcrnomoratenbHble BelIecTBa, HAJIMYKWE KOTOPBIX HAJO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
mpenapara: JJaKTo3bl MOHOTHJIpAT (caxap MOJIOUHBIN) (cM. pasnaensl 4.3, 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTKu ¢ MPOJIOHTUPOBAHHBIM BBICBOOOXKICHUEM, TIOKPHITHIC TUICHOYHON 000JI0YKOH.
TabneTKk TBOSKOBBITYKIOW (POPMBI, MOKPHITHIC IICHOYHOW O0OJOYKOM OEIoro WM IMOYTH

0esoro OBC€Ta, HAa U3JI0MC 0eJ10r0 WM MOYTH OEIoro OBECTA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3zaHusi K NPUMEHEHUIO

Mupanamung peTapJ 1nmokKa3aH AJIs JICUCHUS apTepHaHBHOﬁ THIICPTCH3UHN Y B3POCIIbIX.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexxuM 103upoBaHus

[Tpumensiercs no 1 TabneTke B CyTKH, JKENATEIBHO YTPOM.
IIpn nedeHMM MANMEHTOB C apTEpUAIbHOM THUIEPTEH3WMEH YBEIWYEHWE J03bl Ipenapara He
INPUBOAUT K YBEJIMYECHHUIO AHTUTMIEPTEH3UBHOIO JEHCTBHS, HO YCWIMBAECT JHYPETHYECKUI

s dexr.

Oco0bIe I'pynnbl DaNMCHTOB

Iayuenmul ¢ Hapywenuem gynxkyuu novex (cm. pazoen 4.3 u 4.4)
[IprMeHeHre MPOTUBOIIOKA3aHO MAUEHTaM C TSKEJIOW MOYeYHON HEJ0CTaTOYHOCTHIO (KIHPEHC

KpeaTuHuHa MeHee 30 MJI/MUH).
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HOpMaTbHOU (DYHKITUEH MOYCK WIIM C MUHIMAILHBIMH €€ HapYIICHUSIMHU.
Tayuenmoi ¢ napywenuem gyukyuu newenu (cm. pazoenvt 4.3 u 4.4)
[TprMeHeHre TPOTUBOMOKA3aHO MAIIMEHTaM C TsDKEIbIM HapylleHHeM (DYHKIIUU MEeUYEHH.
Tayuenmwr nosicunoco eospacma (cm. pazoen 4.4)
VYV NOXWIBIX NAIMEHTOB CJIEAYET KOHTPOJIUPOBATH COACPKAHUE KPEaTUHHHA B TUIa3Me KPOBHU C
Y4€TOM BO3pacTa, Macchl Tena U nosia. JlekapcTBeHHBIN npenapaTta MHaanamua perap MOXKHO
Ha3Ha4yaTh MMOKUIIBIM MAI[IEHTaM ¢ HOPMaJIbHOM (pyHKIIMEN OYeK WK TOJIBbKO C MUHUMAIbHBIMU
€e HapyILIECHUSIMHU.

eTH
bezonacHoCTh 1 3 GEKTUBHOCTH MPUMEHEHHS JIEKAPCTBEHHOTO TipernapaTa MHnanamun perapa y
JeTei U MOJAPOCTKOB HE YCTAHOBIICHBI. [laHHBIE OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA

BnyTps.

TabneTKy cieayeT mporiaThiBaTh IEIMKOM, HE pa3KeBbIBas, 3allBas BOJIOH.

4.3. IIpoTHUBONOKA3AHHS

® THIEPYYBCTBUTEIHLHOCTh K MHIAMAMUIY, APYTUM MPOU3BOIHBIM CYJb(hOHAMHUIA /WK K
J1r000My M3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUNCIECHHBIX B pa3jene 6.1;

e TspKeNas MovyeyHasi HeloCcTaToYHOCTh (kiupeHc kpeatunuHa (KK) menee 30 mui/mun).

e [IeYEHOYHas dHIe]anonaTus WK TsKeNoe HapylieHne QyHKIUHU [TeUeHH.

® TUIOKAIUEMHUS.

® [AIMEHTHl C HEEPEHOCUMOCTBIO JIAKTO3bI, T€UIIMTOM JaKTa3bl, TIFOKO30-TaaKTO3HON
MabaOCopOIHe.

e OEpeMEHHOCTb U MEPHOJI TPYIHOTO BCKapMIIMBaHus (CM. pasjen 4.6).

e nerckuii Bo3pact 70 18 1et (3peKTUBHOCT 1 0€30MaCHOCTh HE YCTAHOBJICHBI).

4.4. OcoOble ykazaHusl U1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Hapymenuss gyHKIMH MeYeHW U MOYEK JIETKOW WM YMEPEHHOU CTeNeHU TsDKEeCTH, HapyIIeHUs
BOJ/IHO-DJIEKTPOJIUTHOTO OallaHca, MPUMEHEHHE Y MAllMeHTOB C YBEINYeHHBIM uHTepBasioM QT Ha
anektpokapauorpamme (OKI), mpumeHeHWE y WCTOUIEHHBIX MMAIlMEHTOB, Y TAIMEHTOB
MOJTYYaONIUX OJJHOBPEMEHHYIO TEPAMUIO MpEernapaTaMu, KOTOPbIE MOTYT YBEJIIMYMBATH WHTEPBAI

QT, INPUMCHCHUC C JICKAPCTBCHHLIMU IIPCIIapaTaMHu, CIIOCOOHBIMU BBI3BAThH HOHI/IMOp(I)HYIO
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InpenaparamMu, CHOCO6HLIMI/I BbI3bIBATbL THHOKAJIUCMUIO WM CCPACYHBIMU TJIMKO3UIaMU (CM.
paznen 4.5), nepudepuyeckue OTEKH WIM acUUT, UIIEMHYECKas OOJIe3Hb Cepila, cepleyuHas
HEJIOCTaTOYHOCTh, THIIEPIIApPaTUPEO3, CaxapHblii auadeT, THUIEpypUKEMHUsT H ToJarpa,
aJyIepruyeckas peakiys Ha ICeHUIMUIHH B aHAMHE3e.

Oco0ble yKa3zauus

Hapywenusa ¢pynkyuu nevenu

[Tpy npuMeHeHUn THA3UIHBIX U THA3UJONOJ00HBIX JTUYPETUKOB y NAllUEHTOB C HAPYLICHUIMHU
(GyHKLUU N€YEHHU, OCOOEHHO B Cllyyae HapylIEeHUs BOAHO-3JIEKTPOJIUTHOIO OajiaHCca, BO3MOXKHO
pa3BUTHE MIEYCHOYHOM SHIIE(AIONATHH, KOTOPAsk MOKET IPOTPECCUPOBATH 10 MEYEHOYHONW KOMBI.
B aTom ciyuyae npuem AMypeTHKOB CIe1yeT HEMEUIEHHO IPEKPaTUTh.

Peaxyuu pomouyscmeumenvnocmu

Coo01manocs o ciydasx pa3BUTHs peakuuil OTOUYBCTBUTEILHOCTH Ha (POHE ITpHEMa THAZUIHBIX
U TUA3UAONOAOOHBIX JUYpeTHKOB (cM. pasmen 4.8). B ciywae pasButus peaxuui
($OTOUyBCTBUTENILHOCTH Ha (OHE TMpHeMa JIEKAPCTBEHHOTO TIpenapara pPEeKOMEHIYeTCs
OpeKkpaTuTh JeudeHue. Eciiu MOBTOpPHOE Ha3HAYeHHE IUYPETUKA IPHU3HAHO HEOOXOAMMBIM,
PEKOMEHYETCsl 3alllMIIaTh OTKPBITBIE YYAaCTKU OT COJHEYHBIX JY4el WM HMCKYCCTBEHHBIX
yIbTpaUOIETOBBIX JTydell Tuma A.

Bcnomozamenvhole gewjecmea

[TaneHTaM ¢ peiKo BCTpeyaroleicst HacaeICTBEHHON HeMepeHOCUMOCTbIO JIAKTO3bI, Ae(UIIUTOM
JaKTa3bl WIKM TIIIOKO30-TATaKTO3HOM MajbaOcopOuuell He cieayeT NPUHUMATh JIEKapCTBEHHBIN
npenapar MHxamamuna perapa.

Oco0bIe MePHI ITPETOCTOPOKHOCTH TIPU IIPUMEHEHNUHT

Boouno-snekmponrummnuiii banranc

CO@@DD;‘CCZHM@ UOHO6 HAMPUA 6 niaasme Kpoesu

Jlo Havasa jJedeHus HeOOXOAMMO OIPEICITNTh KOHIIEHTPAIIMIO HOHOB HATPHS B IIa3Me KpoBu. Ha
¢doHe mpuema mpenapara CIeAyeT PEryaspHO KOHTPOJIMPOBATh ATOT MOKaszarenb. HeobOxomum
MOCTOSTHHBIA KOHTPOJb KOHIEHTPAIlMd WOHOB HATPHS, TaK KaK IEPBOHAYAIBLHOE CHIDKEHUE
KOHI[EHTPAIlM! MOHOB HATPHs B TUIa3Me€ KPOBU MOXKET OBITh O€CCHUMITOMHBIM. bonee dacThiii
KOHTPOJIb KOHICHTPAIMKM HOHOB HATpHA IIOKa3aH IMAallMCHTaM C OHUPPO3OM IICHCHHU W JIMIaM
MOXKIIIOTO Bo3pacTa (cM. pazaensl 4.8, 4.9). JIro6oit AuypeTHYeCcKrid mpenapaT MOKET BbI3bIBATh
TUTMIOHATPUEMHUIO, TIPUBOASAIIYIO MHOT/IA K KpailHe TsDKeIbIM MOCIEACTBUSAM. | MITOHATpueMus B
COUETAaHWHM C THIOBOJIEMUEH MOTYT OBITh MPUYMHON O0OE3BOKMBAHUS U OPTOCTATHUECKOUN

THUIIOTCH3UU. COHYTCTBYIOHIee CHMXXCHUHW KOHLOCHTpAUKW MOHOB XJIOpa B IJIa3ME€ KPOBHU MOXKET
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CTETIeHb BBIPAXKEHHOCTH ATOT0 3(pPeKTa He3HAUNTENBHBI.

CO@@D.?}CCZHME UOHO6 KAJUA 6 njidasme Kposu

[Tpu Tepanuu THA3UAHBIMU U THA3UAONOAO0HBIMH TMYPETUKAMU OCHOBHOM PUCK 3aKJIIOYAETCs B
CHIDKEHMM KOHLEHTpAallMM Kajlus B IIa3Me€ KPOBU M Pa3BUTUU runokanuemuu. HeoOxomumo
IpeoTBpALIaTh pa3BUTHE TUIOKaIueMud (< 3,4 MMOJIb/IT), Y HAIIMEHTOB TPYIIIBI TIOBBIIICHHOTO
pHCKa: NAaIMEeHTOB TOXHJIIOTO BO3pPAcTa, HCTOLICHHBIX W/WIM TOJIYYAIOUMX COYETaHHYIO
MEIMKaMEHTO3HYI0 TEpaIluIo, MAMEHTOB ¢ LUPPO30OM IEUeHH, NepuPepuyecKUMU OTeKaMH U
acllUTOM, MALMEHTOB C MIIEMHYECKOW OO0JIE3HBIO CepAlla, CepAeYHOM HEeI0CTaTOYHOCTHIO.
['unokanuemust y 3TUX NAlMEHTOB YCHUJIMBAET KapIUOTOKCHUYHOCTH CEPJEUHBIX TINIMKO3UI0B U
MOBBILIAET PUCK PA3BUTHUS apUTMUM.

[TaumenTs! ¢ yanuHenueM untepsaia QT, kak BpOKAEHHBIM, TaK U BbI3BaHHBIM JIEKAPCTBEHHBIMU
npenapaTtamMi, OTHOCSTCS K TIpynne pucka. I'mmokanuemus, Kak U Opagukapausi, SBISETCS
COCTOSIHUEM, CIIOCOOCTBYIOIIMM DPAa3BUTHIO TSKEIOW apUTMUU, B YAaCTHOCTH, MOJUMOPGHHON
HKEITYZJ0YKOBOM TaXUKAPAUU TUIIA ITHUPYIT», KOTOPAsk MOXKET NPUBOAUTD K JIETAJIbHOMY UCXOY.
Bo Bcex omucaHHBIX BbIIIE CIy4asX HEOOXOAMMO KOHTPOJUPOBATh KOHLEHTPALMIO Kalius B
I1a3Me KpoBH, Ooisiee 4acTo, yeM oOb4HO. IlepBoe M3MepeHne KOHIEHTpalud HOHOB Kajus B
I1a3Me KPOBHU JIOJKHO OBITh BBIIIOJIHEHO B IIEPBYIO HEJIEIIO OT Hayaja JICYEHHUsI.

[Tpu nosiBIEHNH FMMOKATIMEMUH JIOJKHO ObITh Ha3HAYEHO COOTBETCTBYIOIIIEE JICUEHUE.

CO@@DD;‘CCZHM@ KAlbYUAd 6 nidime Kposu

TuasuaHble ¥ THA3UAONOJO0HBIE TUYPETHKU MOTYT YMEHbBIIATh BHIBEJACHHUE KANbIUs TTOYKAMHU,
MPUBOJISI K HE3HAYUTEIbHOMY U BPEMEHHOMY MOBBIIIEHUIO KOHLEHTPAIMU KAJIbIUSA B IIa3Me
kpoBu. VIcTUHHAS THUMNEPKATBIIUEMHUS MOXKET OBITh CJIEICTBHEM paHee HE TUArHOCTHUPOBAHHOTO
TUIIEpIIapaTUPEO3a.

CrnenyeT mpekpaTHTh MPUEM IUYPETHYECKHX MpernapatoB Mepen HccleAoBaHHeM (GYHKIUU
MapalruTOBUIAHBIX KEJE3.

Cooeporcanue enoxko3vl 6 niazme Kposu

HeobxonnMo KOHTPOIHMPOBATh KOHIEHTPAILMIO TIIOKO3bl B KPOBH y TAI[MEHTOB C CaXapHBIM
nuabeToM, 0COOEHHO MPH HATMYUU THITOKATUEMHUH.

Mouesas kucnoma

VYV manueHToB ¢ TUNEPYPUKEMUEH MOKET YBEIIMUMBATHCS PUCK Pa3BUTHUS MIPUCTYIIOB MOJIarPhI.
Huypemuueckue npenapamul u pyHKyus novex

TuasuaHble U THA3UIONOA00HBIE TNYPETUKH YP(HEKTUBHEI B ITOJHOM Mepe TOJIBKO y MAIlEHTOB C
HOPMAaJIbHOW WJIM HE3HAYUTEIHHO HApYIIEHHON (PyHKIMEH modYeK (KOHIICHTpalus KpeaTHHUHA B
JIa3Me KPOBH Y B3POCIBIX MAIIMEHTOB HUKE 25 MT/i1 win 220 MKMOJIB/JT). Y ManreHTOB MOKHIIOTO
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CMEPTHOMY OTUETY

TeJa ¥ MoJia.

CrnenyeT y4uThIBaTH, YTO B Hadaje JICYCHHs Yy TAI[MCHTOB MOXKET HAOIIOJAThCS CHIDKCHHE
CKOPOCTH KITyOOUKOBOW (PHIIbTPAIIUK, 00YCIIOBICHHOE TUTIOBOJIEMHUEH, KOTOpasi, B CBOIO OYepE/ib,
BbI3BaHa MOTEpEl BOJBI U MOHOB HATpHUsl HAa (OHE TpUeMa JUYPETHYECKHX MperaparoB. Kak
CIIEJICTBUE, B IJIa3Me KPOBH MOXKET YBEITHMYHMBATHCS KOHIIEHTPAIMS MOYEBUHBI U KPEATHHHHA.
Takas TpaH3uTopHas (pyHKIMOHAIbHAS MMOYEYHAs HEJOCTATOYHOCTh HE MMEET KIMHHYECKOTO
3HAYCHHUsl y TMAlUEHTOB C HOPMAJIBLHOW (PYHKIUEH IOYEK, OJHAKO MOXET YCYryOIIsiTh YyiKe
UMEBIIYIOCS JIO HadaJla JICYCHUS TOYCUHYIO HEJIOCTATOUHOCTb.

XopuouodanvHulii gblnom / ocmpas Muonusi / 6MopuUdHas 3aKpblmoy2oibHAsL 2NAYKOMA
CynbpoHaMUIBI W WX TPOU3BOJAHBIE MOTYT BBI3BIBATH HWIUOCUHKPA3HUYECKYIO PEAKIIHIO,
MPUBOJISIIYIO K PA3BUTHIO XOPHOUIATBHOTO BBITIOTA C IS()EKTOM TIOJIsI 3PEHHSI, OCTPOH MUOITUH U
OCTPOMY MPHUCTYITY BTOPUYHOMN 3aKPBITOYTOJIbHON TIayKoMbl. CUMITOMBI BKJIFOUAIOT: BHE3AIMTHOE
CHW)KCHHE OCTPOTHI 3pEHUS WK 00JTh B IIa3aX, KOTOPBIC MPOSIBIIIOTCS, KaK MIPABUIIO, B TCUCHUE
HECKOJIBKUX YaCOB WJIHM HEJIe)Ib OT Hayayia Tepariy THA3UIHBIM / THA3UI0T0JOOHBIM JHYPETUKOM.
[Ipu OTCYTCTBUM JICUCHHUST OCTPAst 3aKPHITOYTOJIbHAS INIAYKOMa MOXET ITPHBECTH K HEOOpaTUMOM
norepe 3peHus. [Ipu MOSIBICHMH CHMIITOMOB HEOOXOJMMO KaK MOXKHO OBICTpee MPEKpPaTUTh
MPUEM THA3UIHOTO/THA3HIONOJ00HOT0 AUypeTHKa. Eciii BHYTpHUTIa3HOE IABJICHUE OCTACTCS
HEKOHTPOJIMPYEMBIM, MOXET IOTPeOOBAThCSI HEOTIOKHOE MEIMKAMEHTO3HOE JICUCHHE WU
XUPYpru4eckoe BMeEMIaTeabCcTBO. (DakTOpOM pHCKA Pa3BUTHSI OCTPOM 3aKPBITOYTOJIbHON
TJIayKOMBI SIBIISIETCS alliepruyeckasl peakiius Ha MPOU3BOAHbIE CYIb(OHAMU/IA WM TEHULIUIUINH
B aHAMHE3e.

Cnopmcmenvl

JleiicTBytolliee BEIIECTBO, BXOASIIEE B COCTaB mpemnapara Mumamamun perapia, MOXKET IaBaTh

MMOJIOKUTEIbHBIN pe3yyIbTaT Ipru NPOBCACHUN JOIIUHI-KOHTPOJIA.

4.5. BzaumojeiicTBue ¢ JPYrHMH JeKAPCTBEHHbIMH TMpenaparaMu H JAPyrue BHIbI
B3aUMOJACHCTBUSA

Komounayuu, ne pexomenodyemoie K npumMeHeHUu1o

IIpenapamol numus

HpI/I OOIHOBPECMCHHOM INPHUMCHCHHU IIPCIapaToB JUTUA W HHAAIIAMHWJA, TAKXKC, KaK W IIpU
coOmrofeHn OeccoNeBOl JMEThI, MOKET HAONIOJAThCs TMOBBIIICHUE KOHIEHTPAIUU JIUTUS B
M1a3Me KpPOBH BCJEICTBUE CHIDKEHHUS €ro SKCKPELHH, COMPOBOXKIAIOIIEECS TOSBICHUEM
MIPU3HAKOB Nepe03upoBKH IUTHUS. [Ipr He0OX0IMMOCTH ANYypEeTHYECKHUE MTPenapaThl MOTYT ObITh
HCIIOJIB30BAHbl B COYCTAaHUM C IpCrnapataMu JIMTUA, ITIpU I3TOM CJICAYCT TIOATCIBHO
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noa0upatk J03y Ipernapara.

Komounayuu, mpedyrougue npedocmoporicnocmu

Jlexapcmeennvie  npenapamvl,  CnocoOHble — 8bI3bIBAMb  NOIUMOPDHYIO  AHCENLYOOUKOBYIO

MAxuKapouro muna «nupysm»

AHTHAPUTMUYECKHE JIEKapCTBEHHBIC mMpemnaparsl A kimacca (XMHHIWH, TUAPOXUHUIMH,
nu3onupaMu, npokanHamun) u IC knacca (prexkanHun);

aHTHApUTMUYECKUE JieKapcTBeHHble mpenaparbl [II kmacca (amMumomapoH, coranod,
noderunua, nOyTUIH I, OPETHIINS TO3WIIAT, IPOHETAPOH);

HelponenTuku:  (EHOTHA3UHBI  (XJIOPIPOMAa3WH, IHMaMEMa3uH, JICBOMEIPOMA3HH,
THOpUIa3uH, Tpudayonepasus, ¢iaydheHasun), 6eH3aMuIbl (AMUCYIBIPUA, CYJIBITAPHI,
CYJIBTONPHUM, THANPHI), OYTHPOPEHOHBI (IPOIMEPHUION, TAIONEPUION), IMHUMO3HU]I,
CEpTUHJIOI;

AHTHUJICTIPECCAHTHI: TPULUKINYECKUE AaHTHUJICIPECCAHThI, CEJIEKTHUBHBIE WHTHOUTOPBI
00paTHOro 3axBaTa CEpPOTOHUHA (LIUTANONPAM, ICIIUTAIIONPAM);

aHTHOaKTepuanbHble CpencTBa: (TOPXUHOJOHBI (JIeBO(IOKCAIMH, MOKCH(IOKCAIUH,
cnapdokcanud, TUOPoQIOKCAlUH); MaKpOJUIbl (IPUTPOMHUIIMH MPU BHYTPUBEHHOM
BBEJICHUU, Aa3UTPOMHUIMH, KJIAPUTPOMHULIMH, POKCUTPOMHIIMH, CIHPAMUIUH); KO-
TPUMOKCA301IT;

IPOTUBOIPUOKOBBIE CPEJCTBA PsAJia a30J0B (BOPHUKOHA30JI, UTPAKOHA30JI, KETOKOHA301,
baykoHazon);

NPOTUBOMAIIIPUIIHBIE  CpeACTBa (XMHHH, XIJIOPOXWH, MeQJOXHUH, Tano(aHTpuH,
ayMehaHTpHH);

aHTHaHTHHAIbHBIE CPEICTBA (paHOIa3uH, OCpUan);

MPOTUBOOIIYXOJIEBbIE TMpenapaThl W HMMMYHOCYIPECCAHThl (BaHAETAaHUO, MBIIIbIKA
TPUOKCH/I, OKCATHILIATHAH, TAKPOJIMMYC, aHATPEIIII);

IPOTHBOPBOTHBIE CPE/ICTBA (OHJIAHCETPOH);

CpeACTBa, BIMAIONIME HAa MOTOPUKY JKEITYIOYHO-KHUIIEYHOTO TpakTa (LIU3ampui,
JIOMTIEPHJIOH );

AHTUTUCTaMUHHBIE CPEJICTBA (aCTeMHU30JI, TepPeHaTUH, MU30JIACTHH);

npoYue: TEHTAMHJWH, Ju(eMaHui1, BHHKAMHH TIpU BHYTPHUBCHHOM BBCICHHH,
Ba30MPECCHUH, TEPIUNPECCUH, KETAaHCEePHH, NpoOykois, mpomnodomn, ceBodaypaH,

TEPOAUIINH, HUIIOCTA30JI.
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KEIyJOYKOBOW TaXuUKapIuu THma <«mupys™» (pakrop pucka — runokamuemus). Ilepex
Ha3HAYCHHEM KOMOWHUPOBAHHOW TEpanuyd WHAAMAMUIOM M YKA3aHHBIMH BBIIIC IMperapaTaMu
ClielyeT MPOBECTH HCCIIEIOBAaHHE C LIEJbI0 BBIABICHUS TMIOKAIMEMUU U TIPU HEOOXOAMMOCTHU
npoBecTu Koppekuuto. HeoOXoIuM KOHTPOJIb KIIMHUYECKOTO COCTOSIHUS IMallMeHTa, KOHTPOJb
YPOBHS 3JIEKTPOJIMTOB IJIa3Mbl KpOBH, Noka3zaTesiel JKI'.

Y mnauuMeHToB C THUIMOKAJTUEMHEH HEOO0XOAMMO MPHUMEHSTh Ipernaparbl, HE BBI3BIBAIOIINE
NOJUMOP(HYIO KENyT0UKOBYIO TAXUKAPIUIO TUIIA KITUPYIT».

Hecmepouonvie npomugosocnanrumenvuvie aexkapcmeennvle npenapamsl (HIIBII) (npu
CUCMEMHOM NPUMEHEHUU), GKIIOUAsl CeIeKMUBHbIe UHSUOUMOpbl Yyukiookcueenasvl-2 (LJOI-2),
8bICOKUE 003bl AYEMULCATUYUTLIOB0U KUCIOMbL (> 3 2/cymKu)

B03MOXHO CHMKEHHE aHTUTHIIEPTSH3HMBHOTO JEHCTBUS MHIANaMua. Y 00E3BOKCHHBIX MAlUCHTOB
CYIIECTBYET pHCK pPAa3BUTHS OCTPOW TIOYEYHOW HEZOCTATOYHOCTH BCIEACTBHE CHIKCHHS
KJI1yO0uKOoBO# (prbTparuu. [TaruenTamM HeoOX0JMMO KOMIIEHCHPOBATh MOTEPIO KHUIKOCTH U B HAYaJe
JICYCHUS TIIATEIBHO KOHTPOIUPOBATh (DYHKIUIO MOYEK.

Hneubumopwl aneuomensunnpespawaoujeco ¢pepmenma (AI1P)

Haznauenne nnruduropoB AlI® nanueHTam ¢ M3HA4YaJIlbHO CHMKEHHOWM KOHIEHTpallMeil HOHOB
HATpUs B KPOBU COMPOBOXKIAETCS] PUCKOM BHE3AIMHOM apTepualbHON TMIOTEH3UU H/HIIN OCTPOi
MOYCYHONH HEAOCTATOYHOCTH (B YAaCTHOCTH, MAIMEHTaM CO CTEHO30M IIOYEYHOH apTepHH).
[Tatmentam ¢ apmepuanvhoi cunepmeHnsuer W BO3MOKHO CHUKEHHOW, BCIEICTBHE
MPEIECTBYIOLIET0 MPUMEHEHNS TUYPETHUKOB, KOHIIEHTpAIe HOHOB HAaTpuUs B IJIa3Me KPOBU
HE00X0/IUMO:

- 32 3 gHda 1o Hayana JjeudeHuss uHruOutopom AIID mnpekpaTtuTe mpueM AUYpPEeTHKOB. B
JanbHEWIeM, NpH HEOOXOAUMOCTH, IpPHEM HeKaJuiicOeperaroumero IuypeTuka MOXKHO
BO300HOBUTE;

- WA HauuMHATh Tepanuto UHruoutopom AIID ¢ HU3KUX 103, C TOCIAEAYIOUIMM MOCTEIEHHBIM
yBEJIMYEHUEM JI03bI B ClTyyae HEOOXOAMMOCTH.

Ilpu xponuueckoil cepOoeunoii Hedocmamounocmu JnedeHue uHruoutopamu AllD crenyer
HAaUMHATh C CaMbIX HM3KHUX J03 C BO3MOXXHBIM IIPEIBAPUTEIbHBIM CHIKEHUEM 03
HEeKaINHcOeperaromero AnypeTHka.

Bo ecex cnyuasx B mepBble Henenu npuema MHruOutopo AlID y manueHTOB HEOOXOAMMO
KOHTPOJIMPOBATh (PYHKIIHIO MOYEK (KOHLIEHTPALIMIO KpeaTHHIHA B I1JIa3Me KPOBH).

Ilpenapamvl, cnocobuvie e6vizvieamsv eunoxaiuemuro: amporepuniua B (B/B), TiOKO- ©
MUHEPATOKOPTUKOCTEPOHIbI (TIPU CHCTEMHOM NPHMEHEHHWH), TETPAKO3aKTHJ, clabureiabHbIe

CpeacTBa, CTUMYJIMPYIOIIUC MOTOPUKY KUITIICYHUKA. YBenuueHue pUCKa pa3sBUTUA THIIOKAJIMECMHU U
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(ammutuBHBI 3 dexT). HeobXxoauM moCTOSHHBIN Koﬁ%'é'ﬂbj%gtﬁ-{;%—lgéﬂ % B Hdsme

KPOBH, TIpU HEOOXOTUMOCTH - ee Koppekuus. Ocoboe BHUMaHUE CIEIyeT yIAeNIATh MalueHTaM,
OJIHOBPEMEHHO  IOJYYAIOIIUM  CEpJCYHbIC  TJIMKO3HWIBL.  PekoMeHayeTcsi  MPUMEHSTH
CIIa0uTENbHBIE CPEACTBA, HE CTUMYJIUPYIOIINE MOTOPUKY KUIIIEYHHUKA.

baknoghen

OtmedaeTcst yCUIeHUE aHTUTHIIEPTEH3UBHOTO dPdeKTa.

[TaruenTamM HEOOXOIMMO KOMITIEHCHPOBATH MOTEPIO )KHUIAKOCTH M B HAYAJIC JICUCHUS TIIATEIBHO
KOHTPOJIMPOBATh (PYHKIIHMIO MTOYEK.

Cepoeynvie enuxko3uobl

['mnokanimemuss  yCWJIMBAaeT  TOKCHYECKOE  JICMCTBHE  CEPACYHBIX  IIMKO3MIOB. [Ipu
OJIHOBPEMEHHOM NIPUMEHEHUHW UHAAMAMHU/IA U CEPACUYHBIX MIMKO3HJIOB CIIEyeT KOHTPOIHUPOBATH
KOHIEHTPAlMI0O Kanus B I1a3Me KpoBu, mokazarenn K[ u, mpum HeoOXoaumocTw,
KOPPEKTUPOBATH TEPAIHUIO.

Komounayuu, mpeodyrougue 0co6020 6Humanus

Annonypunon

CoBMeCTHOE TPHMEHEHHE C HHAANAMUJOM MOXKET [OBBINIATh PHUCK PA3BHTHS  PEaKIHid
TUIIEPUYYBCTBUTCIIBHOCTH IIPU JICHCHUU AJUIOITYPUHOJIOM.

Komounayuu, mpedyrouwiue eHumanus

Kanuiicoepezarowue ouypemuxu (amunopuo, CRUPOHOIAKMOH, MPUaAMMepPeH,)
KoMOuHHMpoOBaHHas ~ Tepamusi  WHAAMAMHIOM W KaJlWKCOEperalomuMu  TUypEeTHKAMU
1enecoo0pasHa y HEKOTOPBIX MAIlMeHTOB, OAHAKO MPHU ITOM HE HCKII0YAeTCs BO3MOXKHOCTH
pa3BUTHS THIMOKATUEMHUH WM TUIEPKaTUeMUH (OCOOCHHO y MAallMeHTOB C CaxXxapHbIM JHa0eTOM
WJTH TTAIUEHTOB C TTOYEYHON HETOCTATOYHOCTHIO).

Heo0xo1uMo KOHTPOIMPOBATh KOHIIEHTPAITUIO KaIHs B I1a3Me KpoBH, rmokazarenu DK u, npu
HEO0OXOIUMOCTH, KOPPEKTUPOBATH TEPAIHIO.

Memeopmun

OyHKIMOHATBHAST TTOYEYHAs] HEJIOCTATOYHOCTh, KOTOpas MOXKET BO3HHMKAaTh Ha (poHe mpuema
JTUYPETHUKOB, OCOOCHHO  «II€TJICBBIX», TOBBINIACT PHUCK PA3BUTHS  HHIYIIMPOBAHHOTO
MeTHOPMHUHOM MOJIOYHOKHUCIIOTO anuao3a. He cienyer nmpuMeHSITh METQOPMUH, €CITU YPOBEHB
KpeaTWHUHAa B IUIa3Me KpoBU mpeBbimaer 15 wmr/m (135 Mxmonw/m) y MykuuH U 12 mr/n
(110 MKMOJIB/JT) Y JKSHIIHH.

Hoocodepaicawue konmpacmmuvie seuecmsa

B cniydae o6e3BokuBaHMs opranu3Ma Ha (GOHeE IprueMa JUYPETHUECKUX CPEJICTB YBEIHMUNBACTCS
PHUCK Pa3BUTUS OCTPOU MOYEYHOM HETOCTATOYHOCTH, OCOOCHHO P UCTIOIB30BaHUHU BHICOKHUX /103
HoJCcoAepKAIMX KOHTPACTHBIX BEIIECTB.
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Ilepen npuMeHeHueM WOICOAEPKAIINX KOHTpaCTHBHC_II:Il:};'I-JI.l%(;fE E'ﬁll%ﬂhlfk'ﬁ' Er%ébﬁbh’l/mo

KOMIIEHCHPOBATh TIOTEPIO JKUKOCTH.
Tpuyuxnuueckue anmuoenpeccanmol, HEUPOIeNMUKU

[lpenmapaTsl ATHX KJIACCOB YCHJIMBAIOT AHTUTUIIEPTEH3UBHOE JCWUCTBUE WHIANAMUAA U
YBEIMYHUBAIOT PUCK PA3BUTHS OPTOCTATHYECKOW TUTIOTEH3UH (I IUTHBHBIN Y3PPEKT).

Kanvyuii (conu)

[Ipy OMHOBPEMEHHOM TPHUMEHEHHHM BO3MOXKHO pAa3BUTHE THICPKATIBIIHEMHH BCIICICTBUE
CHIDKEHHUSI BBIBE/ICHUSI HOHOB KaJIbIIUS TOYKAMH.

Luxnocnopun, makpoaumyc

Bo3MoxHO yBenW4YeHHWE KOHIIEHTPAllMM KpEaTMHWHA B TIUIa3ME€ KpPOBH 0€3 W3MEHEHUs
KOHIIEHTPAIIUU IUPKYIUPYIOMIETO [IUKJIOCTIOPUHA B IIa3Me KPOBH, JIaXKe MPH OTCYTCTBHH OTEPU
BOJIbI U HIOHOB HATpUSI.

Kopmukxocmepouonuvle npenapamsi, mempaxko3axmuo (CucmemHoe npumeHeHue)

CHIKEHUE aHTUTHIICPTEH3UBHOTO d(pdekTa (3amepkka BOIBI MU MOHOB HATPHUS B PE3yJbTaTe

JIEACTBUSI KOPTUKOCTEPOUIOB).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JJAKTALMS

bepemeHHOCTD

B Hacrosmmii MOMEHT HET JOCTATOYHOTO KOJIMYECTBA JIAHHBIX O MPUMEHCHWH HHJIANaMHUIa BO
Bpemsi OepemeHHOCTH (ommcaHo menee 300 ciywaeB). JnuTenbHOe MpUMEHEHHE THA3HUTIHBIX
muypetukoB B III TpumecTpe OepeMEHHOCTH MOXKET BBI3BIBATH TUIIOBOJIEMHUIO Y MaTepH U
CHW)KCHHE MaTOYHO-IUIAIICHTAPHOTO KPOBOTOKA, YTO MPUBOJUT K (heTOTUIAIIEHTAPHOHN UIIEMUN U
3a/iep>KKe pa3BUTHSI IJI0/1A.

HccnenoBanus Ha )KMBOTHBIX HE BBIIBUJIM MPSMOTO WM HETIPSIMOTO TOKCHUECKOTO BO3EHCTBUS
Ha PENPOIYKTUBHYIO (DYHKIIHIO.

B kauecTBe Mephl MPEAOCTOPOKHOCTH PEKOMEHIYeTCs M30eraTh MPUMEHEHHS WHAAIAMHJIA BO
BpeMsi OEpEMEHHOCTH.

Jlakranus

JlaHHBIX O MPOHUKHOBEHHH WHIANAMHJIa WA €ro MeTa0OIMTOB B TPYJHOE MOJIOKO Y UeJIOBeKa
HEJ0CTaTOYHO.

Y HOBOPOXJIEHHOTO TPHU OSTOM MOXKET Pa3BUTHCS TIOBBIIICHHAS UYYBCTBUTEIHLHOCTh K
MPOU3BOIHBIM  Cynb()OHAMHJA U TUNOKaIWeMHs. B CBI3M ¢ OTUM, PHUCK s
HOBOPOKJCHHOTO/MJIQJICHIIa HE MOXXET OBbITh HCKItoueH. Mumamamun OMUM30K K THA3UAHBIM
JTUyPETHKAM, ITPHEM KOTOPBIX BBI3BIBACT YMEHBIIICHHE KOJMYECTBA TPYAHOTO MOJIOKA WITH JaKe
MoJIaBJicHHUE JakTaruu. He ciieyetT NpuMeHSTh WHAAIAMHA/] B TIEPUO]T TPYTHOTO BCKAPMITUBAHUS.
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DepTIILHOCTD (MOCNEOQOBATENEHOCTEL 0001)

I/ICCJIGI[OBaHI/ISI pGHpOI[yKTI/IBHOﬁ TOKCHUYHOCTH ITIOKa3aJIk OTCYTCTBHUC BJIUSHUSA HA (l)epTI/IJIbHOCTb

CaMOK M CaMIIOB KpbIC. [IpeanonoxurensHo, BIUsSHIE Ha PEPTHILHOCTD Y YEIOBEKa OTCYTCTBYET.

4.7. BiusiHde Ha CNOCOOHOCTH YNPABJSATH TPAHCNOPTHBIMH CpPeICTBAMH M padoraTrh ¢
MeXaHNu3MaMu

I/IHI[aHaMI/II[ HC BJIMACT HAa HAPYIICHWEC BHUMAHUA, HO B HCKOTOPBIX CIIydasAX MOI'YT BO3HUKATH
peaKIuu, CBsI3aHHbIE CO CHUKEHUEM apTepUAIbHOTO JaBlIeHUs, 0COOCHHO B HayaJle Teparuu Win
npu 100aBIEHUU K MPOBOAUMON TEpanuud JPYTHMX aHTUTUIIEPTEH3UBHBIX JIEKapPCTBEHHBIX
npemnapaToB. B pe3ynbTare CiocOOHOCTh YIPABISAThH ABTOMOOHIIEM WM IPYTUMH MEXaHH3MaMU

MOJKET OBITh HapyIIIeHA.

4.8. HexxesaTesIbHbIE peaKIIHU

Pesrome HDOd)I/IJDI 0e30IacHOCTH

Hamnbonee yacThiMM HEXENaTENbHBIMU PEAKIUSAMH, O KOTOPHIX COOOINATIOCHh, OBUIM pPEaKIUH
HOBBIIIEHHONW YyBCTBUTEJIBHOCTH, B OCHOBHOM JI€PMATOJIOTMUECKHE, Yy MAIEeHTOB, C
HPEPACONOKEHHOCTBIO K aUNIEPrHUeCKUM M aCTMATUYECKMM PEaKIMAM, a TaKKe MaKyJso-
nanyJse3Has ChlIlb.

B xone kIuHMYECKHX HCCIEeIOBAaHUM THUIOKaIMEeMUs (KOHLEHTpalus Kajius B IUIa3Me€ KPOBU
meHee 3,4 MMonb/) HaOmonanack y 10% manneHToB, a KOHIEHTpalus Kajlus B IJ1a3Me KPOBU
MeHee 3,2 MMoJIb/11 Habmoganachk y 4% manueHToB depe3 4-6 Helenb Mociie Hayajla TepamuH.
[Tocne 12 Henenb Tepanuu cpeHee CHUKEHNE KOHIEHTpAlluu Kaius B Iuia3me coctasiisiio 0,23
MMOJTB/J1. BOTBIIMHCTBO HEXENATENbHBIX peakinii (JJTa0OpaTOpHbIC M KIMHUYECKHUE TTOKA3aTENN )
HOCST JO303aBUCUMBIN XapaKTep.

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

Yacrora MOOOYHBIX pPEakKidii, KOTOpPhIE OBUTH OTMEUCHBI BO BpPEMs TEPallud HHIAAMHUIOM,
MpUBEJIEHA B BUJIE CIEAYIONIEH rpaganuu: oueHs uacmo (>1/10); wacmo (>1/100, <1/10); neuacmo
(>1/1000, <1/100); peoko (=1/10000, <1/1000); ouens peoxo (<1/10000); uacmoma neussecmna

(‘-IaCTOTa HE MOET OBITh noaCHYuTaHa Mo JOCTYITHBIM IlaHHBIM).

CucreMHO-OpraHHblii Kjacc HexenarenbHble peakuuu Yacrora

MedDRA

Hapywenus co cmopoHul kpoéu u
5 ATrpaHyIIOIHUTO3 Ouenwb peoxo
IuUM@amuueckou cucmembl
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Annacfuueckas dnewir -2 =1 5H Olihia OO

['eMonuTHYECKast aHEMHUS Ouenv pedko
JlelikoneHus Ouenb peoxo
TpomOouuToneHus Ouenv pedko
['unepkanbprreMus Ouenv pedko
CHmxenue KOHIEHTpAIUU
Kanus u pa3ButTHe
TUIOKAJTUEMUH, 0COOEHHO
Hapywenus memabonuzma u Yacmoma neuzeecmna

3HAYUMOC JUIA IMalMCHTOB,
numanru
OTHOCAIINXCA K I'pyIICe pUCKa

(cMm. pasgen 4.4)

['unonarpuemus (cM. pazaen
Yacmoma neussecmmua

4.4)
Bepruro Peoko
. IToBblIlIEeHHAs yTOMIISIEMOCTD Peoxko

Hapywenus co cmoponvl nepsHoti

["onoBHas 6011b Peoko
cucmemol

[TapecTe3us Peoko

Ob6mopox Yacmoma neuzgecmuna

Hapymenue 3penus Yacmoma neuzeecmna
Hapywenus co

Muonus HYacmoma neuzsecmua
CMOpPOHbL 0p2aHa

Heuerkoe 3peHue Yacmoma neuzeecmuna
3peHus

XOpUOHUIATIBHBIN BBIIOT Yacmoma neuzeecmua

Aputmus Ouenv peoko

[Tonumopduas xemymodxoBas
TaxuKapJus THUIA «IUPYIT»
Hapywenus co cmoponul cepoya
(moTeHIMaNbHO ¢ JeTanbHbIM | Yacmoma neuzeecmna

ucxoqaom) (cm. pasnmensl 4.4 u

4.5)
Hapywenus co ApTrepuanbpHas THIIOTEH3HS Ouenb peoxo
CMOPOHbL COCYO08

PBoTa Hevacmo
Hapywenus co cmoponul

Tomraora Peoko
JHCETYOOUHO-KUUEUHO20 MPAKMA

3anop Peoko
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Hapywenus co cmoponuvl neuenu u

JHcenueabl8o0AuUX nymeti

ot 06.03.2023 N= 4243
Cyxocts o pry! ==/ TELUEATENEAUL paypgU T
[Tankpearur Ouenb peoxo
Bo3moxHO pa3ButTue

MEYeHOYHOH 3HIe(danonaTuu B
ciaydae MEYECHOYHOMH
HEJIOCTaTOYHOCTH (cm.

paznenbl 4.3 u 4.4)

Yacmoma neuszsecmua

Hapymenne pynkuuu neyenu

Ouenb peoxo

I'enatur

Yacmoma Heuzsecmua

Hapywenus co cmoponwl xodrcu u

NOOKOICHBIX MKAHel

Peakiuy noBLIIIEHHON

Yacmo

YyBCTBUTEILHOCTH
Makyio-namysne3Has ChlIlb Yacmo
Ilypnypa Heuacmo
AHI'MOHEBPOTHUYECKUI OTEK Ouenwb pedxo
Kpanusuuna Ouenwb peoxo
Tokcuyeckuit anuaepMaIbHbINA

Ouenwb peoxo
HEKPOJIU3
Peakmuu

(OTOUYBCTBUTEIBHOCTH (CM.

paznen 4.4)

Yacmoma Heuzsecmua

Bo3moxxHOoe o0ocTpeHue yxe
HMMEIOLLENUCS OCTPOU

CHCTEMHOM KPAaCHOW BOJYaHKHU

Yacmoma Heuzsecmua

Cunapom
Ouenv peoro
Crusenca-/l>xoHcoHa
Hapywenus co cmoponuvl nouex u
[Toueuynast HEOCTaTOUYHOCTD Ouenwb peoxo

MOUeBbIBOOAUUX nymell

Jlabopamopuvie u
UHCPYMEHMATbHbIe

oamnnvle

VY nmnenne untepsana QT Ha
OKT (cwm. pa3nenst 4.4 u
4.5)

Yacmoma Heuzsecmua

Crpanuna 12 u3 17




COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 06.03.2023 N= 4243

Moo _(WHRRERRRATENEHOCT5 000N
IJIIOKO3bl B KpOBU (CM. pasaen | Yacmoma neuzsecmmua
4.4)

[ToBblIeHNME  KOHLEHTpaLUU
MOYEBOM KUCIIOTHI B KpOBU (M. | Yacmoma neuzgecmua

paznen 4.4)

[ToBbIlIEHNE AKTUBHOCTH
Yacmoma Heuzeecmua
MEYCHOYHBIX (pepMEHTOB

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare 0 MMOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX IOClie PETUCTpaluu
JICKapCTBEHHOTO TIperapara ¢ Meiibio 00eCreYeHnsT HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«I10J1b3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MeIuIMHCKUM pabOTHUKAaM PpPEKOMEHAYETCS
CO00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIIATEIIBHBIX PEAKIUAX JCKApPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIICHHS O HEXETATeNbHBIX PEaKIUsIX rOCyIapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccniickas @enepanus

109012, r. Mocksa, CriaBsiHCKasl III0IIaab, 1. 4, ctp. 1

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npasuaazop)

Tenedon: +7 (800) 550-99-03

DnekrponHas mouta: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CumMnToMbI

Wupanamun nake B 04€Hb BBICOKMX J103ax (10 40 mr, T.e. B 27 pa3 Oojbllie TepaneBTHUECKON
JI03bl) HE OKa3bIBaeT TOKCHYECKOro aedcTBus. [Ipu3Haku ocTporo oTpaBieHuUs JIE€KaPCTBEHHBIM
IIPENapaToM IPOSABISAIOTCS B IEPBYIO OUEPEb U CBSI3aHBI C HAPYILIEHUEM BOJIHO-3JIEKTPOIUTHOIO
OanaHca (TMIOHATPUEMHUS], TUIIOKANUeMus ). 13 KTMHUYECKUX CUMITOMOB NIEPET03UPOBKH MOT'YT
OTMEUaThCsl TOIIHOTA, PBOTA, apTepHalibHas THUIIOTEH3Us, CYAOPOTH, BEPTUIO, COHJIMBOCTb,
CIyTaHHOCTb CO3HAHU$, IOJMYPHUS WM OJMIYpUsS C BO3MOXKHBIM IIEPEXOJOM B AaHYPHIO

(BClIeICTBHE TUITOBOJICMUH ).

Crpanuna 13 u3 17


https://roszdravnadzor.gov.ru/

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 06.03.2023 N= 4243

NMewente (NOCNEAOBATENBHOCTL 0001)

Mepbl HEOTIOXKHOW TOMOIIM CBOAATCA K OBICTPOMY BBIBEJCHHIO Ipenapara U3 OpraHu3Ma:
NPOMBIBAHME JKEIyIKa W/WIM Ha3HaueHHe AaKTHMBUPOBAHHOTO yIJIs, C  IOCIEIYIOIINM

BOCCTAaHOBJICHUEM BOAHO-2JICKTPOJIUTHOI'O Oajamnca B CIICUAIN3UPOBAHHOM OTACIICHUU.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA
dapmakoTepaneBTUIYCCKas IPYIINa; THYPETHIECKOE CPEACTRO.

Kon ATX: CO3BAI11

Mexanuszm geiicTBus

WMHupanamMul OTHOCHTCS K MPOU3BOJHBIM CyJb(OHAMHIA C HWHAOJBHBIM KOJBIIOM H TIO
(hapMaKoJIOTUYECKUM CBOWCTBAM OJHM30K K THA3HIHBIM JUYPETHKAM, KOTOPbIE HHTHOUPYIOT
peabcopOIIMi0O MOHOB HATpHUsi B KOPTHKAIBHOM CerMeHTe merinu HedpoHa. [Ipu sTom
YBCIMYMUBACTCA BBIACJICHUC [TOYKAaMH HOHOB HATPHA, XJIOpa U, B MeEHbIIEH CTCIICHU, HOHOB KaJIH
Y MarHusi, YTO COTMPOBOXKIACTCS YBEIUUYCHUEM UYPe3a U TUIIOTCH3UBHBIM 3 (EKTOM.

dapmakogngamuyeckue 3P HeKTol

B xnunnueckux uccnenosanusx Il u Il ¢a3 mpu ucnonpzoBanum mHAanamuja B peKUME
MOHOTEpAIuU ObLT POIEMOHCTPUPOBAH TUITOTEH3UBHBIN () (HEKT, COXpaHIIOMIHICS B TeUeHue 24
4acoB. DTO OTMeyaloch Ha (OHE J103, OKa3bIBAIOIUX Cllaboe JAMYpeTHYEeCcKOe JEHCTBHE.
AHTUTUIIEPTEH3UBHAsL aKTUBHOCTh MHAANIAMU/IA CBA3aHa C YJIYYIIEHUEM 3JIACTUYECKUX CBOWCTB
KPYIIHBIX apTepuil, YMEHbILIEHUEM apTEPUOJISPHOIO U OOIIEro nepudepuyeckoro coCyaucToro
comnpoTuBiieHus. MHIanamua yMeHbIIAeT TUIEpTPO(UI0 JIEBOro XKelyaodka. TuasuaHble U
THA3UA0NOJ00HbIE TUYPETUKH IMPU ONPEAETICHHOW 03€ NOCTUTaloT IUIATO TEepareBTUYECKOro
apdekTa, B TO BpeMs KaK 4yacToTa MOOOUYHBIX 3(P(PEKTOB MPOAOIKAET YBEIUYMBATHCS MPHU
JabHENIIEM TOBBIIIEHUN 03Bl ITpenapaTa. [loaToMy He cieayeT yBenuuuBaTh 03y Hpernapara,
€CJIM TpU NPUMEHEHUU PEKOMEHJIOBAaHHOW N103bl HE JOCTUTHYT TepaneBThueckuil 3¢ dexr. B
KOPOTKHX, CPEIHEN ATUTENHOCTH U JIOJTOCPOYHBIX MCCIIEIOBAHUIX C YYaCTHEM MalMEHTOB C
apTepuanbHOI runepTeH3uelt ObUI0 MOKa3aHo, YTO WHAAAMHUL
e He BIMAET Ha MOKa3aTeNd JUIHUJHOIO 0OOMEHa, B TOM YHUCIIE Ha YPOBEHb TPUTIHUIIEPHIOB,
XOJIECTEpUHA, JIMIONPOTEMHOB HU3KOM IUIOTHOCTH U JIMIONPOTEMHOB BBICOKOM
IUIOTHOCTH;
e He BIMAET Ha MOKa3aTeau oOMEHa yIJIeBOAOB, B TOM YHCIE y MAallMEHTOB C CaXxapHbIM

MabeToM.
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5.2. ®apMaKOKHHETHYECKHE CBOCTBA (NOCNEOOBATENEHOCTE 0001)

AOGcopouus

BricBoOOMBIIMICS MHAATaMU OBICTPO M TOJIHOCTHIO BCACHIBACTCS B JKEIYIOYHO-KHIIEYHOM
TpakTe. [IpueM NuIy He3HAYUTENBHO YBEIMYMBAET BPEMs BCACBIBAHMsI, HE BJIMSS IIPU 3TOM Ha
HOJHOTY abcopOuuu. MakcumanbHas KOHLIEHTpals B IUIa3Me KpOBM JOcTUraercss depe3 12
4acoB IOCJ€ IIpUeMa IIpernapaTa BHYTPb OJHOKpaTHOM 103bl. IIpu NOBTOpHBIX IpHeMax
KoJIeOaHUsl KOHIIEHTPAIlMM WHAANaMUAa B IUIa3Me KPOBHM B IPOMEXKYTOK MEXKIY IMpHEeMaMu
npenapara criaxuparorca. CyliecTByeT WHAMBMIyaldbHas BapHaOeNbHOCTh IOKa3aTenen
BCAChIBaHMsI HHANIaMH/a.

Pacnopenenenne

Oxkono 79% unaanaMuja cBsi3bIBaeTcs ¢ Oenkamu maa3Mel KpoBu. [lepuon nonyssiBenenus (T1z)
coctaBsieT 14-24 yaca (B cpenHem 18 yacoB). PaBHOBeCHast KOHIIGHTpAIUs JOCTUTAETCS yepes3 7
nHel npuema npenapara. [Ipu moBTopHOM IpHreMe mpenapaTa He HaOMI0IaeTCs €r0 KYMYIISAILINU.

Buorpancdhopmariusa

Wupamamui BBIBOJUTCS B BHJIE HCAKTHUBHBIX METa0OIMTOB, B OCHOBHOM modkamu (70% oT
BBEJICHHOM J103bI) U uepe3 KuieuHuk (22%).

OcoOble rpynmsl NaueHTOB

VY NanweHToB C MOYEYHOW HEAOCTATOYHOCTHIO (PapMaKOKMHETHKA JICKAPCTBEHHOTO Ipernapara

Nunanamun perapa HE U3MEHSETCS.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIIECTB
e JlakTO3BI MOHOTHIpAT (Caxap MOJOYHBII)
e ['mumpomeriosa
e KpemHus quokcn] KOJUTOWIHBIN
e Marunus creapar
IInenounas obonouxa
e ['mumpomeruiosa
e THTaHa TUOKCH]
e  Makporon-4000
6.2. HecoBMecTHMOCTDH
He npumenumo.
6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 rona.
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OCNEOCEBATENEHOCTE 0001)

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU

XpaHuTb IIpU TEMIiepaType He Bblle 25 °C B OpUrHHaIbHON YIIAKOBKE (ITAUKe).

6.5. XapakTep u cofep:kaHue NEPBUYHOH YIIAKOBKH

ITo 10, 30 TabmeTOK B KOHTYPHYIO SYCHKOBYIO YIIAKOBKY U3 TJICHKH MOJIMBUHWIXJIOPUIHOM, JTHOO
IUICHKH TOJIUBUHWIXJIOPUTHOW/ TIOTUBUHIINACHXIOPUAHON U (POJIbIU aTIOMUHHEBOM MEeYaTHON
JTAKUPOBAHHOM.

I[To 10, 30 TabneTOK B KOHTYPHYIO SIMEHKOBYIO YIAaKOBKY M3 MaTepHuaja KOMOMHHPOBAHHOTO Ha
OocHOBe (OJbIru (TPEXCIOWHBIN MaTepuas, BKIIOYAIOUINI aTlOMUHUEBYIO (OJIBrY, IJICHKY W3
OPUEHTUPOBAHHOTO MOJUAMHA, TMOJIUBHHWIXJIOPUIHYIO IUIEHKY) U (OJBIU allOMHMHHUEBOMN
ME€YaTHOW JIJAKUPOBAHHOM.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHUM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mNpenapara MWJHM OTX0A0B, TMOJYYEHHBbIX TOcjde NPHMEHEeHUs
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaAaHUIMYJISIIUM C IPenapaToM

Oco0ple TpeOOBaHMS K YTUIIM3AIHUA OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
Poccuiickas ®@enepanus

000 «O308»

445351, Camapckas 00:., r. XKurynesck, yi. [lecounas, a. 11.

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpeacraBurtennb AepaaTessi pericCTPALMOHHOIO YA0CTOBEPEHHU

[Iperen3uu HOTDC6I/ITCJ'IGI\;I HalpaBJIATH IO aaAPECy:

Poccuiickas ®enepanus

000 «O308»

445351, Camapckas 00:1., 1.0. JXKurynesck, T. XXurynesck, yi. ['mapocrpouteneii, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: 0ozon@ozon-pharm.ru (mpu npoussoacree Ha OO0 «O30n», Poccus)

Poccuiickas @enepanus
000 «O30H Papm»
445043, Camapckas 001., 1.0. Tompstta, Tep. O93 IIIT, maructpans 3-4, 3a1. 11, ctp. 1.
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(NOCNEOOBATENEHOCTE 0001)

E-mail: ozonpharm@ozon-pharm.ru (npu npoussoactee Ha OO0 «O30n dapm», Poccust)

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JATA TEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

Jlara nepBoii peructpanumu:

10. JATA IIEPECMOTPA TEKCTA

O6ma;1 XapaKTCPUCTHUKA JICKAPCTBCHHOI'O IIpCIiapaTa Mupanamuyg perapd MOOCTYIIHA Ha

uH(pOPMallMOHHOM TMopTaje EBpa3suiickoro »KOHOMHYECKOTO COr03a B HWH(OPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «MHTepHeT» https://eec.eaeunion.org/.
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