[na cneunanncToB 34paBoOOXpPaHeEHUa
[aHHbIN MaTepKnan NoaroToBneH B paMKax Mep no MUMHUMN3aLMM PUCKOB N He aBNdeTCd peKnaMoM

PYKOBOACTBO
anqa CneumAINCTOB 3APABOOXPAHEHUA
Nno NPUMEHEHUIO NEKAPCTBEHHOI'O
NMPEMAPATA NNYCED®U
(nyceornndnosuH)

Ilycedun (nyceornmdnosmH)
TabneTKn, MOKPbITble MIeHOYHOM 060TI04KON, 2,5 Mr M5 Mr



PykoBoacTBO ANg cneumanmncToB 34paBOOXPAaHEHUS MO NPUMEHEHUIO NTEKAPCTBEHHOMO npenapara ﬂyced)m

COAEPXXAHUE

1 MexaHM3M gencteumd. NokasaHmsa K MpUMeEHEHMUIO.

MpoTrBonokasaHng. CNocob MPUMEHEHUA M AO3bl....cciceerereesieeeiereeeereees e srevenn, 3
2 [o Ha3HauyeHUsa npenapaTa: NpeaynpexaeHus

N MEPDbI MPEAOCTOPROMHOCTU .vvieiiiriiereietesestere st tessterestese st esestesessebessatessstesestasessstesessareseas 5

MeToabl KOHTPONSA MPU MPOBEAEHMM TEPRATIMM ..veveeieiereeeiiereeieteeesiee e re s 7

4 He)enaTesnbHble peakummn, Tpebytoume ocoboro BHMMaHMsA
N MEP MPEOAOCTOPROMHOCTM ..vvviviiiveieteietesestete sttt se st ss s e s ste e st ebe st ase s ssese st ebessstesessereneas 8

4.1 lNonunypuns, NoAAAKNYPUS, CHUXKEHWE 06beMa

LINPKYTTARYFOLLIEM KPOBM ..cuviuvaviesieiesiesiestessssssassassessessessesssssesssssessssssessessessessessessessesssssssssenns 9
4.2 MIHpeKUMmn MOYEBbIBOAALMX MYTEN U FEHUTASTIbHBIE MHPEKLMM ..covvvrenrn 10
4.3 TUITTOTTIMKEMUIST ittt ettt ekttt b ettt h et et e st e e nn e e nne e e neesneeenne e i
4.4 [ANA6ETUYECKMU KETOQLMIOS .veeiereieiesteeeteesitassteestessttssrtasstasstessbasstassaessbessbasstaean 12
CoobuleHMe o0 HeyxenaTenbHbIX peakuMax. KOHTAKTHbIE AAHHDIE ....cccvveeieeeiiereines 13

JaHHOe pyKoBOACTBO A9 CMeLManmncToB 3apaBooxpaHeHia nogrotosneHo AO «CepBbe» B paMKax
MaHa ynpaBfeHUa PUCKaMM UM OMUCbIBAET HexenaTelbHble peakuuu, Tpebyiolime ocoboro
BHUMaHMS.

M3yunTe pOaHHOe pPYKOBOACTBO M OOLLYID XapaKTepUCTMKY JfeKapCTBEHHOro MpenapaTta Ao
Ha3HadYeHMda npenapaTta NaymeHTaMm.
MpepoctaBneHmne uHPopMaLuM NaLMeHTaM:

Mcnonb3ynTe ON9 WMHCTPYKTUPOBAHMA MaUMeHTOB MNaMaTky «OM49 MnaumeHToB, MPUHUMAaOLLIMX
NeKapCTBeHHbIM npenapaT Jlycedu», B KOTOPOM MNpuBeOeHbl CBeOeHUA O HewenaTelbHbIX
peakumax, Tpebyomx 0ocoboro BHUMaHUS M Mep NPeaoCTOPOXHOCTHU.

MpenocTaBbTe HEOBX0OMMYIO MHGOPMAaLIMIO O MpenapaTte U NepedanTe NaMATKy UKW CCbINIKY Ha Hee
KakOoMy NaumneHTy.

O6LYyl0 XapaKTepUCTUKY JleKapCTBEeHHOro npenapata W AOO0OMNONHUTEsNIbHble
3K3eMNapbl PyKOBOACTBa U NaMSATKU Bbl MOXXETEe HAUTU Ha canTe www.servier.ru.

Ecnn BaM HY)KHO MONy4YUTb OOMOMHUTENbHbIE OdaHHble O MpenapaTe, obpaTUTECh B KOMMaHUIO
«CepBbe»: KOHTaKTHble AaHHble YKa3aHbl Ha cTp. 13.
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Nyceodu (MexkgyHapogHoe HenaTeHToBaHHOe HAMMEeHOBAHME: JTyCeoring103uH)

NlyceornndnosmH - 3TO TUMOMMMKEMUYECKOE CPeacTBO [ON9 MNepopasibHOMo MNpUMeEHeHWs,
CeneKTUBHbIN MHIMBUTOP HAaTPUIN3aBUCKMMOIO MepeHOoCYMKa roKo3bl 2 TUNa (MHrMbuTop HIT-2).

OTI'IyCKaeTC‘Fl Mo peuenTy Bpada.

1. MEXAHU3M OENCTBUA. MTOKA3AHUA K MTPUMEHEHMIO.
NMPOTUBOMNOKA3AHUA. CMNOCOB NPUMMEHEHUA U OO3bl

NyceornndnosnH asnseTcs NpomsBoAHbiM 1-To-D-rnoumTtona. OH n3bupatenbHO UHIMbupyeT
AKTMBHOCTb HAaTPUM3aBUCMMOrO KO-TpaHcrnopTepa MoKo3bl 2 Tuna (HIJ1T-2), oTBevatowlero 3a
peabcopbLMio TMIOKO3bl B MPOKCUMMAabHbIX MOYEeYHbIX KaHambLiaxX, YTO CrocoBCTBYeT 3KCKpeLum
M3ObITOYHOIO KOMMYECTBa [MIOKO3bl U3 KPOBM B MO4YY M BCMEOCTBME 3TOTO - CHUMMXKEHUIO YPOBHS
rOKO3bl B M/1a3Me KPOBMU.

ﬂyCQOFﬂM¢ﬂO3MH ABNAETCA rmnornnkeMmnyeCcKnM cpenCctsomM Onga npmeMa BHYyTPb C He3aBNCUMMbIM OT
MHCYNMMHa MeXaHMN3MOM OencTeus.

MHrmébuposaHue peabcop6umm rnokKosbl, ocywecrensaemom HIMT-2,

B NPOKCUMAJZIbHOM NMOYe€4YHOM KaHaJibLie
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YBEJIMMEHUE SKCKPELIUN
rMIOKO3bl C MOYOU
(Mo AAHHBIM KITMHUYECKOro UCCIEA0BAHUS C yHACTHUEM MALMEHTOB C COXAPHbLIM AMAGETOM 2 TUMA)
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NMoka3aHusa K NTPUMEHEHMUIO:

JNekapcTBeHHbIM MpenapaT Jlycedmn nokasaH K MPUMEHEHUIO Y B3POC/bIX MaLMEHTOB A9 fledeHund
caxapHoro gmabeTta 2 TMMa B OOMNOMHEHME K AMeTe U GUSNYECKUM YIPaXKHEeHWUaM ONa ynydlleHna
FMMKEMUNYECKOro KOHTPONS:

e B KayecTBe MOHOTEpanum
e B CcOCTaBe KOMOMHMPOBaHHOW Tepannu C APYrUMU FUMNOTTTIUKEMUYECKUMUM MNpenapaTaMu:
MeTPOPMUHOM, TMA30NUONHONOHAMW, MPOU3BOAHLIMU CYyNbGOHUIMOUYEBUHDbI, UHIIMBUTOPaMU

onnentmgmnnenTtmhasbl-4, VIHrVI6VITOpaMl/I anbd)a-rmo+<o3v|,u,a3b|, rMmnHngamMmm, aHalnoramMm
rnoKaroHonogobHoro nentmga-l, npenaparaMm MHCYJTMHa

NMpoTnBonokKasaHus:

¢ [NMepYyBCTBUTENBHOCTb K rEl,el7ICTByI-OLl_l,eMy BelleCTBy UM K J'II-O6OMy M3 BCrNoMoratesibHbIX
BeLlecTB

¢ CaxapHbl gnabeT1TMNa
¢ bepeMeHHOCTb M nepuroL rpygHoOro BCKapMinBaHus

¢ [lodyeyHas HeQOCTAaTOYHOCTb THXKEOM CTeNEeHU (pacyeTHasa CKOPOCTb KIy6o4KoBOM dUnbTpaLmm
(PCKD) < 30 Mn/MuH/173 M?), TepMUHanbHaa cTagMsa MoYedYHOM HedoCTaTOYHOCTU UMK
npoBegeHne amnanmsa

¢ [dnabeTnyecknin keToaumnnos, onabetTrnyeckasd KoMa U NpexKkoMa

¢ Taxxenble MHd)eKLI,l/IOHHbIe 3a60ﬂeBaHI/l‘;|, npen-m I'IOCTOI'IepaLJ,IAOHHbIﬁ nepwunon, TaxKesble TPpaBMbl

Cnoco6 npuMeHeHNa U A03bl:

B3pocbie: pekoMeHayeMada 0o3a 2,5 Mr BHyTPb OAMH pa3 B CyTKWM 0O WK MNocsie 3aBTpaka.
MpwY HegocTaTOYHOM 3ddeKTe BO3MOXKHO yBeMYeHe 003bl 40 5 MI oAMH pa3 B CyTKM Npu
TLWAaTeTbHOM HabNMoOeHUM 38 OUHAMUKOMN KIMHUYECKOM KapTUHbI.

OeTn: 6e30nmacHOCTb U 3P hEKTUBHOCTL NyCeornMdnosrHa y AeTen B Bo3pacTe 00 18 NeT He yCTaHOBMEeHbI.
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2. 1O HASHAYEHUWA NPEMNAPATA: NPEAYNPEXOEHUA
n MEPbI MPEAOCTOPOXXHOCTU

1O HASHAYEHUA MNPETNAPATA NPUMUWTE BO BHVUMAHWE:
JlekapcTBeHHbIN Npenapart Jlycedu Henb3a Ha3HayaTb:

MaumeHTaM c AUA6EeTUUYECKUM KeToauuao3oM, AMabeTnyecKom KOMOM, I'IpeKOMOﬁ

MprMeHeHMe NeKapCTBEHHOro rNpenapaTta Jlycedun He NokasaHo, MOCKOSbKY B 3TUX Clydadax
HeobxoOrMa BbICTpas KOPPEKLUUA TMMeprinKeMmni NocpeacTsoM MHGY3MOHHOM Tepanum n/munm
BBeOEHUS MHCYNMHA

MaumeHTaM c TAXKeNbiIM UHPEKLUOHHDbIM 3a60/1eBaHUEM, TSHKEJION TPaBMOM,

B npea- n nocronepaulMoHHOM nepuone

MpUMeHeHMe NekapcTBEHHOro NpenapaTa Jlycedun He MoKa3aHo, MOCKOSbKY B 3TUX Cydadax angd
KOHTPONA YPOBHS MIOKO3bl TpebyeTcs MpUMeHeHMe MHCYNMHA

Mpy runep4YyBCTBUTENIbHOCTU K ASUCTBYIOLLEMY BeLLeCTBY UK K Nio6oMy
M3 BCrOMoraTesnibHbIX BEeLlecTB

Mepen NpUMeHeHMeM NpenapaTa cNeayeT PacchpPoCMTb MaLMEHTOB O HaIMYUKM anneprim B
aHaMHese

Mpwu 69peMeHHOCTM UIn NoAo3peHNN Ha GepeMeHHOCTb

BesonacHOCTb NpenapaTta Bo BpeMsa 6epeMeHHOCTU He Gblna ycTaHoBneHa. CnenyeT
MCMOMb30BaTb NpenapaThl MHCYMHA W Apyrie npenapaTbl C yCTaHOBAEHHbIM Npodunem
6e30MacHOCTU BO BpeMsa bepeMeHHOCTH

MaumeHTaM Cc caxapHbIM AnabeTtom 1 TMNa

CnenyeT NpUMeHATb MpenapaT Jlycedun ToNbKo y NaLMEeHTOB C yCTaHOB/I€HHbIM AMarHO30M
caxapHoro auabeTa 2 Tmna

MaumeHTaM c TAXKenbiM HapyLweHueM GyHKUUU novek (CKD < 30 Mn/MuH/1,73 mM?), c TepMu-

HaJIbHOM CTagMen NOYEeYHOM HeaoCTaTO4YHOCTHU, NallMeHTaM, HaxoaduwmmMmca Ha anasin3e

I'Ipe,u,nonaraech OoTCyTCTBUME 9¢cbeKTa Teparnnmm B OTHOLWLEHWK KOHTPONA yrneBOOHOIo obMeHa
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JlekapcTBeHHbI Npenapat Jlycedu cneayeT Ha3HauyaTb C OCTOPOXHOCTbIO:

Mpu TaKMX COCTOSHUAX KaK:
e HapyLweHue GyHKLUUU runodpusa, HeAOCTaTOUHOCTb PYHKLUU HAANOUYEYHUKOB
e HenosIHoUeHHOoe NUTaHue, ronofaHue, HeperynsapHoe NUTaHue, HeaocTaTo4yHoe

nTaHUe UJin nctTolleHume
® UHTEHCUBHbIE MbiLLleYHble PU3NYECKUE Harpys3Ku
e 3/10ynoTpebyieHUue afikoronem

Bo3MOYKHO pasBuUTUE TMNOTMTIMKEMUN

MauueHTaM, Nony4valoLMM Apyrue npotmeoguabeTuueckue npenapatbl (0co6eHHO
npenapaTbl Cy1IbPOHUIMOYEBUHbI, NpenapaTbl MHCY/IMHA, arOHUCTbI peLLenTopoB
rnoKaroHonogo6Horo nentuaa-1)

B cnyyae npuMeHeHus Jlycedum B KOMOUHALMM C APYTMMU MpernapaTaMmy BO3MOXXHO Pa3BUTME
TMNOMUKEMUIN (CM. pa3ges 4. HexxenatesnbHbie peakLmu, TpebyroLme ocoboro BHUMAHUS 1
Mep NpengocTopoyxHoOcCTH: (3) Mmnornmkemmns)

MauueHTaM ¢ MHPEKUUSIMU MOYEBbIBOASALLMNX I'IyTei;I W/IN FreHUTaNIbHbIMN UHPEKLUUAMMU

B0O3MOXHO ycyrybneHme CMMNTOMOB M 060CTpeHne MHOEKLNM

NMauneHTaM C pUCKOM pasBUTUSA 06e3BOXXUBaHUA (naumeHTaM c Bblpa)l(eHHOﬁ

AeKoMMeHcaumen caxapHoro aua6eTa, NnauMeHTaM NOXKMUIIOro Bo3pacTa, NaumMeHTaM,
OAHOBpPEeMEeHHO NPUHMMAIOLLUM AUYPETUKU U T.A4.)

OunypeTnyeckoe gencteme rnpenapaTta Jlycedm MOXKeT MpUBECTU K AernapaTtaunu (CM. pasgesn 4.
HexxenatesnbHble peakumu, TpebyrLme ocoboro BHUMAHUS U Mep MpenocToOpOIKHOCTU:
(1) Monunypus, MonIaKMypPUs, CHMDKEHME 06BbEMA LIMPKYIMPYIOLLIEN KPOBM)

Tak)ke o6pallainTe BHUMaHME Ha criegylolime CUTyaumm:

BHuMaTeNnnlbHO paccMoTpuUTe Heo6XoAMMOCTb Ha3HAYEeHUS npenapaTta naumeHtTam c

HapyLwieHneM GyHKLUU NMOoUYEeK CpeaHen TSXKeCTH

Bo3MoykHa HeflocTaTouHas adbeKTUBHOCTb NpenapaTa Jlycedu

Y6egurteco B OTCYyTCTBMU CUMNTOMOB AN3ypUun, onnurypumn, aHypmum i saneprxkm

MoYeuncnyckKkaHusd

SPdeKTbl MOTYT 6bITb HEOXKMOAHHBIMU NN 3GDEKTUBHOCTb MOXKET ObITb HEAOCTAaTOUHON. B Taknx
CUTyaLMsax B MepByto odepedb Heobxodmma KoppeKUMa JaHHbIX CUMMATOMOB C HasHauYeHMeM
COOTBETCTBYOLMX MpenapaTos

Bepcua 1, nekabpb 2024
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3. METObl KOHTPOJ14 NPU NPOBEOEHUUN TEPATTUU

Mpw NpuMeHeHUW NpenapaTa Jlycedun cnenyeT BbIMOMHATL Ciefytolme UccnenoBaHus:
KOHLI,eHTpaLIMFI rNOKO3bl B Nj1iasMe KpoBu

m PerynapHO KOHTPOMMPYMNTE KOHLEHTPAUWMIO IOKO3bl B MflasaMe KPOBU ONA MOATBEPXKOEHUA
[0OCTaToYHOM 3PPEKTUBHOCTM MpenapaTa.

m B cnyyae HegocTtaTouvHOM addPeKTUBHOCTM MNpenapaTa Nnocne 3 MecaueB Tepanum paccMoTpuTe
BO3MOXHOCTb KOppeKUunn ned4eHn4d.
DyHKUMA noYyeK

¢ PeryngapHo KOHTponMpymTe GyHKLMIO MoYek, MOCKObKY MpW NpUMeHeHnn npenapaTta Jlycedu
MOXeT HabnoOaTbCA MOBbILLIEHWE KOHLEHTPaUMM KpeaTMHMHA B CbiIBOPOTKE KPOBU UMK
CHUYXEHME pacYeTHOM CKOPOCTU KNyboukoBoM dunbTpaumm (pCKD).

¢ He HasHayanTe npenapaTt Jlycedu naumMeHTaM C MOYEYHOW HeOOoCTAaTOYHOCTbIO THXKEenom
cTerneHn, naumeHTaM C TepMUHalbHOM MOYEeYHOM HeOoCTaTOYHOCTbIO, MNalMeHTaM,
HaxoOALLUMMCA Ha OMann3e, B CBA3M C MPOrHO3MpPyeMbliM OTCYTCTBMEM b deKTa Tepanuu.

¢ BHWMaTENbHO oOUEeHUTe HeoBbXOOMMOCTb Ha3HadyeHWsa npenapata Jlycedpwm nMaumeHTam c
MOYeYHOM HeOdoOCTaTOUYHOCTbIO CpefdHeM TSHXKECTW, MOCKOMbKy MpernapaT MoyeT 6biTb
HeOoCTaTOYHO 2P PEKTUBHbIM.

Macca Tena

[ O6pau_|,al?|Te BHMMaHME Ha Ype3MepHOoe CHM>XeHMe MaccCbl Tefla.

CHWMXeHMne Macchl Tena o6ycn0|3neHo CHUMYXeHneM obbeMa Ll,l/IpKyJ'Il/IpyI-OLLI,ePI KpoBW BCiegctBmne
OnypeTndecKoro oencrTeung npenapata J'checbm, a TaKXXe OO0MNoJIHNTeNbHbIM BbiBegeHWeM IMOKO3bl
MNOYKaMM, UTO O3Ha4YaeT NoTepto KaﬂOpI/ll;I. CTVIMyFIQLJ,Mﬂ MeTabonmama XUNPHbBIX KNCAOT MpmMBOAOUNT K
YMEHbLUEHWNIO )KVIpOBOI;I TKaHW N CHMXEeHWMIO MaCChbl Tesa.

MpumeyaHue:

KoHueHTpaumsa 1,5-Al (1.5-aHrMaporoumMToid) CHMKAeTCa HA ¢GOoHEe nNpuMeHeHMs npenapara.
CregyeT y4uTbliBATb, HTO pe3y/ibTATbl AAHHOMO QHAIN3A HE OTPAXKAKOT CTEMNEHb KOHTPOJIS ITINKEMUU.
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4. HEXXENATEJIbHbIE PEAKUUW, TPEBYIOLLWME OCOBOIro BHUMAHUA N MEP
NMPEAOCTOPOXHOCTU

Cnepytollve HexkenaTeNbHble peakUMn TpebytoT 0Ccoboro BHUMaHUA M Mep NpedoCTOPOXKHOCTH
npu NpMMeHeHunn npenapaTta Jlycedu:

e [lonnypusa, monnaknypus, CHMXKeHne obbemMa LMPKYINPYIOLLEN KPOBU
e /IHbeKUMM MOYEBDBIBOOALWMX MYTEN U FEHUTaNbHbIE MHDEKL MM
e [umnornnkemMmsa

e KeToaumgos
[aHHble HeXkenaTeNbHble peakuny obycroBneHbl MexaHM3MOM OeNCTBUS NperapaTa 1 XapaKTepHbl
ON9 npenapaTtoB rpynnbl UHIMbuTopos HIT-2.

HEXXENATENbHbIE PEAKLIMWA,

OENCTBUE UHTMBUTOPA HITT-2 TPEBYIOWME OCOBOIO

BHUMAHWA U OCTOPOXHOCTHU

Murubumposanme HITT-2
B NMPOKCUMMaNbEHOM MOYeyHOM
KaHanbLe

Idunypetrye-
MonuypKra; NonnaKkMypmua;

CKOe nen-
CTUMynauma CcTBMe (oc- ) CHUWXeHWE 05139'“43
BblBEOEHMA MOTHUYECKMIA LMPKYNMUPpYRoLULEW KpoBU
rMOKO3bI onypes)

C MOYOW
MHdeKkuMm MoYeBbiBOOALLMX
nyTeW, reHUTanbHblIE
MHOEKLMK

CTHMMyALLMA
MeTabonuama
MHUPHBIX KMCNOT

) KeToauwnooz

CHMM¥MEHWME MMKEMKMK ) MnornmMkemMma
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4. HEXXEJIATEJIbHbIE PEAKUUW, TPEBYIOLLUE OCOBOIo
BHUMAHWUA N MEP NPEAOCTOPOXHOCTU

(1) Monnypua, nonnaknypusa, CHUXeHUue o6beMa UMpKynmpyloLein KpoBu

P B KIMHUYECKMX UCCMeaoBaHMAX oTMeYanncb Nonypud, Monakmypmusa, saxxaa, o6e3BoykmMBaHmne
M Opyrve aHanornmdHble CMMNTOMbl. BerieacTeBre OMypeTnyeckoro oemncTBms nyceornmdnosmnHa
BO3MOXHO pasBUTUE TMONMUYyPUM U MNOMANaKUypUKM, UYTO MPUBOOUT K CHMKEHUIO obbeMma
LUMPKYIUPYIOLLEN KPOBMU.

P B xofe nocTpermctpaumMoHHOro NnprMeHeHns npenaparta oTMedanmnch ciydamn germgpataumm
rnocrenylowmM pasBUTMEM TPOMOO3IMOONUKM, BKOYAA MLILEMUYECKUI MHCYNbT (MHdapKT
rOMIOBHOMO MO3ra). Heo6Xx0QMM TLLaTeNbHbIM KOHTPOMb COCTOAHMA MaLMEeHTOB.

Mepbl NpeaoCTOPOXKHOCTU

e TulaTeNnbHO HabntoganTe 3a COCTOAHMEM MalUMEeHTOB, MOCKOSbKY OWMYPeTUYecKUn sbdeKT
nyceornndnosrHa MOXeT MpuMBoAMTb K gdermgpataumm. C  OCTOPOXKHOCTbIO HasHayamTe
npenapart Jlycedun creaytolMM rpynnam rnaumMeHToB, Tak KakK Y HUX MOBbILEH PUCK pa3BUTUS
gerngpaTaunm BCedCcTBME CHMKEHMA o6beMa LIMPKYIMPYoLLEN KPOBU:

m MNaymeHTbl C Bblpa)-KeHHOPI JeKoMMmeHcaumnen CaxXapHOoro J:I,VIa6eTa,

m MaLMeHTbl MOXMMOoro Bo3pacTa (pacrno3HaBaHMe CMMMITOMOB 06e3BOXMBaHMUS, TaKUX Kak
YKaXKOa, MOXKeT MPOUCXOOMTb C 3a0ePXKoM),

m NaymneHTbl, OOHOBPEMEHHO NMPMHMMatoWmne gnypeTnknm mn 1.0.

Y MauMeHTOoB, OTHOCSALLMXCH K Fpyrrne pucka Mo CHMKEHUIO obbeMa LMPKYIMPYHoLWen KpoBH,
cnenyeT NpoaBiadTb ocoboe BHMMaHMe B OTHOLLEHMM MepBbiX NPU3HaKoB AernapaTtalnm, a Takxke
Pa3BUTNA OMabeTUYeCKOro KeToaumaoo3a, rmnepriMkeMmyeckoro rMnepoCcMongpHOro CUMHAPOMa U
TPOMB0O3MBONNU, BKOUYAA ULLEMUYECKNA UHCYIBT.

O Cne,u,yeT MPONHCTPYKTNPOBATb NMaLMEHTOB O peryadpHoM npmemMe gocrtatodyHoro Kosm4ecrtea
XNOKOCTWM ON49 npefoTBpalleHnd 06e3BOXKMBaAHUSA Ha d)OHe ne4vyeHun4d.

o Eciv y nmaumMeHTOB BO3HWKaeT NMXopadka, AuMapesd, PBOTa WM eCnu MauueHTbl He MoryT
MPUHUMaTbL MULLY B OOCTaTOYHOM KOJIMYECTBE, Y HUX BbICOKA BEPOATHOCTb Pas3BUTUS
06e3BOXKMBaHUA. B TaKMX CUTyaLMAX PacCMOTPUTE BO3MOXXHOCTb BPEMEHHOro MpeKpalleHns
npuemMa npenapaTta Jlycedu.

MeToabl KOppeKLUUu

MpwY MOABMNEHUN »KaxkObl, NMOANYPUM, MOMANAKNYPUM, CHUXKEHUS apTepuranbHOro OaBreHus Unm
APYrMX aHanornMyHbiX CUMMNTOMOB M MOOO3PEHUM Ha AernapaTaumio NPUMMTE COOTBETCTBYIOLLME
Mepbl, BK/OUaa BpeMeHHoe MpekpalleHne npmueMa npenapaTta Jlycedu v BocrnonHeHUe o6bema
YKUOKOCTU.

O yeM cnepyeT NPOUHCTPYKTUPOBaTb NaLMEHTOB:

C N
¢ [IPOUHCTPYKTUPYMNTE O HeobxoOMMOCTV peryaspHoO MNUTb A[OCTAaTOYMHOE KONMYeCcTBO
XUNOKOCTMU. Cne,n,yeT HarnoMmHaTtb MM O TOM, YTO He CTOUT BO3OEPXKMBATbCA OT rpmnemMa
XNOKOCTUN N3-3a ornaceHumn yBeJiM4yeHn4a obbeMa MoUU U KoMYyecTBa MO‘—Iel/ICI'IyCKaHVIl;I.
+Ob6paTUTe BHMMaHKWE, YTO OBE3BOXMMBAHME UYACTO BO3HMKAET Y MOXXWJ/bIX MaLMEeHTOB, Mpu
ooHOBPEMEHHOM NMpMMeHeHM ONYPETUKOB, @ TaKXXe B JIETHEE BPEMYH.
¢ O6bACHMTE MAUMEHTaAM MOXWJIOro BO3pPacTa, YTO MM MOXXET ObiTb CMIOXXHO 3aMeTUTb
CUMMTOMbI 06e3BOXXUBaHMUSA, TaKUE KaK Xaxaa.
openynpegnte MNaLMEeHTOB O HEOBXOOMMOCTU  TMPOKOHCYMbTUPOBATbCA C  BpadvoMm
OTHOCUTENTIbHO BO3MOXXHOCTU NMpMeMa npenaparta Jlycedun npm NossBNI€HNMU TaKUX CUMNTOMOB
KaK /MxopagKka, Aguapes U pBOTa, IM60 Korga OHUM He MOoryT MpuUHUMaTb NULly B
AOCTaTOYHOM KOJIMYECTBEe, MOCKONbKY B TaKMX C/lydasiX BbICOKA BEepPOSATHOCTb pPa3BUTUS
. 06e3BOXMBaHUS.
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4. HEXXENNATEJIbHbIE PEAKUUW, TPEBYIOLLME OCOBOIo
BHUMAHWNA U MEP NPEAOCTOPOXHOCTHU

(2) UHPeKuUM MoUeBbIBOASILLUX NYTEN U FreHUTaNbHble UHPEKLUN

P B KIMHUYECKUX UCCNefOBaHUAX OTMEYanMch LUCTUT, KaHAMO03 MOSI0BbIX OPraHOB U CBA3aHHbIe
C HUMM 3aboneBaHus. MoCKOMbKY 1yceornmMdno3nH CTUMYNMpPYeT BblAeNeHue rMoKo3bl C MOYON,
B MOYEBbIBOAALLMX MYTAX W MOMOBbIX OpraHax Cco30alTca YCNoBMUA, nMpefpacnonaramoume K
Pa3BUTUIO MHPEKLMOHHOIO npouecca. B cBA3M C 3TUM BO3pacTaeT PUCK PasBUTUA WU
060CTPeHUA UHDEKLIMIN MOYEBBIBOOALLMX NMYTEN M FreHUTaNbHbIX MHbEKLUN.

» B xoOe noctperncrpaumoHHOro NprMeHeHMs npenapaTa 3apermcTpmMpPOoBaHbl CyYam Cepbe3HbIX
YPOreHUTanbHbIX MHOEKLWA, OCTOXHUBLLMXCA pPasBUTMEM MUenoHedpuUTa M cercuca (B ToM
ymcre cCenTUYecKoro Woka). HeobxoamMm TLATeNbHbI KOHTPOb COCTOSHMSA MaLMEeHTOB.

» B xooe nmocTperncrtpaunoHHOro npuUMeHeHmMsa npenapaTtoB M3 rpynnbl MHIIMbuTopoB HIT-2
coobLlanoch 0 cay4yasx HekpoTusmpylwero dacummTa NPOMeXHOCTU (raHrpeHbl OypHbe) Y
MaLMEHTOB >XEHCKOIMO M MY)XXCKOro Mosfia, PenKoN, HO CEepbe3HOM KM OMacHOW 09 YXU3HU
MHPeKUMN.

Mepbl NpeaoCTOPOIXKHOCTU

e OueHUTe Hanuume MHGEKLMN MOYEBbIBOOALLMX MyTEN U/UMKN reHUTanbHbIX MHOEKLMN, TaK Kak
OHW MOTYT 060CTPATLCH Ha doHe Tepanmm nyceornndo3UHOM.

e HasHaudalTe npenapaT Jlycedn C OCTOPONKHOCTbIO MaLMEHTaM, YXKe MUMeoWMM UHDEeKLNN
MOUEBbIBOAALLMX MyTEN U/WUNN reHnTanbHble MHOEKLMN.

MeToAabl KOppeKunmn

o TMpUMUTE COOTBETCTBYIOLLIME MepPbl B OTHOLLUEHUMN UHOEKLMN KU PacCMOTPUTE HeobXoaMMOCTb
BPEMEHHOro npekKpalleHusa npueMa npenapata M Opyrux OEeWCTBUM B 3aBUCMMOCTM OT
cocToaHus (obcnenoBaHMe, HasHaYeHMe COOTBETCTBYOLEN Tepanim).

& B cnydae cepbe3sHbiX MHbEKLMIN, BKIoYasa nuenoHedpuT, ciedyeT NpekpaTuTb NpuMeHeHune
npenapaTta U MPUHATb Hagexalluue Mepbl.

o lMpy MNoOoO3PEeHUN Ha HEKPOTUSUPYIOLLMK dacUMUT crnedyeT HeMed/IeHHO MPeKpaTUTb Npuem
NpenapaTa Jlycedu, He3aMeaNMTeNbHO JOMKHa OblTb HauyaTa Tepanus aHTUBUOTUKAMU LLMPOKOro
creKTpa OeNCTBUA C MCCeYeHMEM, B Crlydae HeobXoOMMOCTU, HEKPOTUYECKUX TKaHEM.

O yeM cnepyeT NPOUHCTPYKTUPOBATb NMaLlUMEHTOB:

4 1\
¢ O6bACHUTE NALMEHTaM, YTO UM criefyeT NPOoSBNATb B MOBCEAHEBHOM XMU3HU OCTOPOXKHOCTb U
NMPMHMMATb Mepbl ON9 MNPOPUNAKTUKM UHPEKLMM MOYEBLIBOOALLMX MyTeN U UHPEeKLUMn
MOJSTIOBbIX OPraHOB.
¢ OnuLIMTE CUMATOMbI MHOEKLIMIA MOYEBBIBOOALLMX MYyTEN U MHDEKLIMIA MOMOBbLIX OPraHoB.
¢ Npenynpennte NaLUMeHTOB O HEOBXOOQMMOCTM 0BPATUTLCA K Bpady B c/lydae BO3HUKHOBEHUA
3TUX CUMMTOMOB.
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4. HEXXEJIATEJ1IbHbIE PEAKUWU, TPEBYIOLLUE OCOBOIo
BHUMAHUNA U MEP NPEOOCTOPOXHOCTU

(3) T’Mnornukemumsna

» B KIMHWYECKUX MCCIEeOOBaHUAX OTMeYasinCb Caydan MMMorfMKeMMM Kak Mpu MoHOTepanumn
nyceornndnosmHOM, Tak W NpU  KOMOMHauum  nyceornmdnosmHa C  OPYrMMu
NpoTMBOAMaABETUYECKMMIM NpenapaTaMu (B YaCTHOCTU, C NpenapaTaMmu CyNbGOHMIMOYEBUHbI U
MHCYNHA).

» B xoge MOCTPErncCTpaumMoHHOIro npMMeHeHMd rpernapata oTMedarnCb Cepbe3Hble Crly4aun
rMNornmMkeMmmn. PUCK ee pasBUTUA YBENUYMBAETCH Mpu KOM6I/IHI/IpOBaHHOl7I Tepannmnm, B
0cobeHHOCTH npm co4vyeTaHMnM C rpenaparamMm CyJ'IbeOHI/U'IMOl—IeBl/IHbI NN MHCynNuHa. Mpun
Ha3Ha4eHnn KOM6VIHVIpOBaHHOl7I Tepannmm I'IpOﬂB}'IQVITe OOCTaTO4YHYIKO OCTOPOXHOCTb B
OTHOLWEeHWWN TnnornnKkeMmnn.

Mepbl NpeaoCTOPOIKHOCTU

e B cnydae Ha3HaydeHuqa KOMBUHUMpPOBaAHHOM  Tepanuu  Jlycedwu c npenapatamMmu
Cyl‘lbd)OHl/I}'IMOl-IeBl/IHbI, MHCYIMNHa MM aroHmMCtTamMmum peuenTopoB F}'IPOKaFOHOI'IOJZI,O6HOFO
I‘IeI‘ITl/I,EI,a—'l paccMmoTpunTe HeO6XOJJ,l/IMOCTb CHMXeHWNA 0O3bl 3TUX MperapaToB.

MeToAabl KoppeKuum

o TPOUHCTPYKTUPYNTE MALMEHTOB O HEeO6XOOMMOCTM CbecTb MuLly, boraTyto yrnesogamm, Unm
MPWHATb Opyrme Mepbl (CM. HKe).

¢ B cnydae koMburHaumm npenapaTta Jlycedu ¢ MHIMbUTOpaMu O-rtoKo3mnaasbl crenyeT HasHaumnTb
FIOKO3Y.

O ueM cnegyeT NPOUHCTPYKTUPOBaTb NaLlMEHTOB:

4 N\

& ONMLINTe NaLMeHTaM CUMMTOMbI TUMOFTMKEMUI.

# [IPOUHCTPYKTUPYMTE O HEOBXOAMMOCTU MPUHATL MMLLY, COOASPXKAllylo [OKO3y, B cly4dae
BO3HMKHOBEHUA STUX CUMMTOMOB.

# [POVHCTRYKTUPYMTE O HEOBXOAMMOCTY HEMeaAIeHHO 06pPaTUTbCA 3a MeOMLIMHCKOM MOMOLLIbHO,
€CIin Mocrie npMemMa caxapa CUMMATOMbl HE MPOXOOAT.

o MNpenynpeanmTe NaunMeHTOB, YTO HYXHO YUMUTbIBaTb BO3MOXKHOCTb aBapumn/HECHACTHOTO Cry4das
B Clydae pa3BUTUA CUMIMTOMOB FMMOMTMKEMUM MPU YNPaBAeH M aBTOMObBUIEM, MpX paboTe C
MexaHW3MaMM UMM MPU MPOBEAEHNM BbICOTHbIX paboT.

1
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4. HEXXEJIATEJIbHbIE PEAKUWUWU, TPEBYIOLLME OCOBOIo
BHUMAHUNA U MEP NPEOOCTOPOXHOCTHU

(4) OnabeTnyecKmnn KeToaumpaos

» B KIMHUYECKMX MCCegoBaHUAX OTMeYanmchb Ciydan KeToOHypunn (I_IOJ'IO)'KI/ITeJ'IbeIIZ pe3ynbTaTt

aHaM3a Ha KeToHOBbIE Tefa B Mo4e) 1 KeToHeMUK (yBenudeHre cogepaHmsa KETOHOBbIX Tef B
KpoBW). BcreocteuMe CTUMYMAUMU  NYCeOrNMUGIO3MHOM  3KCKPeLMM TMoKO3bl C  MO4oMn,
CHM)XaeTca o6beM TJIOKO3bl, KOTOpasd MOXeT WCMOo/b30BaTbCA OPraHM3MOM B KadecTse
MCTOYHMKA SHEPIK, YTO, B CBOID OUepeb, MOXKET CMOCOBCTBOBATb METABOMM3MY XWMPHbIX KUCNIOT
M YBENUYEHUIO BbIPabOoTKM KETOHOBbIX Tes.

» B xope MOCTPErncTpaumMoHHOro npmMeHeHmMa rpenaparta oTMeYdariMCb cepbe3Hble Cny4dan
KeToaumnago3a. Heobxoaunm TLaTeNbHbIM KOHTPOJ1b COCTOAHWMA MaLUuMNeHTOB.

Mepbl NpeaoCTOPOXHOCTU
e [pn NpuMeHeHUW NpenapaTa Jlycedun, gaxke Mpu XopoLleM KOHTPOoAe MUuKeMmm, NnpomcxogmT

ycuneHme MeTabonmama XUNPHbIX KNCIOT M BO3MOXHO pPa3BUTME KeETO3a, KOTOprl7I MOXXeT
npmMBOANTb K PaAa3BUTUIO KETOaALUMOO3a.

OOHako KeToaumaos, CBA3aHHbIM  C  MPUMeHeHWeM  UHrMbutopoB HIT-2, B TOM 4ucne
nyceornmdnosnHa, MOXeT He COMPOBOXOATbCA BblIPa)XE€HHbIM MOBbILWLEHMEM KOHLEHTpaunm
rMOKO3bl B M1a3Me KpoBu. NMoaToMy HeobxoanMMo 06paTUTb BHUMaHKMe Ha crneaytoLllme MOMEHTbI:

e Ecnm Ha6}'IPO,EI,aI-OTCQ TaKne CUMMMNTOMbI Kak, 6bICTpaﬁ noTepd MaccChbl Tesla, TOWHOTa, PBOTa,
CHMXXeHMne arnnetuTa, 6onb B XMBOTE, BblpaXXeHHad >Xaxda, obulee HeaooMOoraHme, oAdblllKa U
HapylweHne CO3HaHWnd, Oe3opueHTaund, HEMOTUBUPOBaAHHAA YTOMNAEMOCTb WM COHJTMBOCTD,
3arMax aueToHa B BblOblXaeMOM BO34yXe, TO npoBpeomTe IACCJ'Ie,EI,OBaHIAﬂ/TeCTbI anga onpegernieHnd
YPOBHSA KETOHOBbIX Te B KPOBW UM MoYe. byabTe BHMMaTEbHbI, MOCKOIbKY MOXHO MPOMNyCTUTb
KeToaumaos, CBA3aHHbIM C J'IyCGOFJ'IVI(bJ'IOBl/IHOM, ec/in onpegendtb TOJIbKO KOHUEHTPAaUMIO
FMIOKO3bI B NMiaaMe KPpoBW.

e B cneyrLunmx cnydadx CHMXaeTCd YTUImM3aunmad rnoKo3bl, a Bblpa6OTKa KEeTOHOBbIX Te/l nMeeT
TeHOeHUMni K  YyBeJIMY4eHNIO BCeactBme  YyCUITeEHUNA MeTabonmama XUPHbIX KWCNOT, C
HarMpaB/IeHHOCTbO B CTOPOHY TnMOBbIlWLEeHNA KWMCITIOTHOCTM KpPOBW. Tpe6yeTc;| BHMMaHMeE “
TUWaTe/lbHOe Ha6J'II'O,EI,eHMe 3a COCTOAHMEM MNauymneHTOB, MNOCKOJIbKY MOBblILLEH PUCK Pa3BUTUA
KeToaumnago3a:

B MPU CHUMKEHMM CMOCOBHOCTU K CEKPEeLMM MHCYNNHA,

m MOC/1e CHMKEHUSA O03bl UM OTMEHbI MpenapaToB UHCYNHA,

m MPU YpEe3MepPHOM OrpaHnYeHnn NoTpebneHns yrneBoaos,

m KOr[da MauneHTbl He MOTYT NPUMHKMMaTb 4OCTaTOYHOE KOTMYECTBO MULLM,

m NPy ConyTCTBYOWEN MHbEeKL NN,

m NPV CONYTCTBYOLLEN Aernapataumm opraHmsMa.

OnuwmnTe naumeHTaM CUMMTOMblI KeToauMaosa WM npegynpegute WX O  HeobxogMMOoCTU
HeMeaNeHHO 0bpPaTUTbCA 3a MeAULIMHCKOM MOMOLLbIO B Clydae MoaBAeHMUsa 3TUX CUMMTOMOB.

MeToabl KOppeKuumn

¢ B cnydae nogBneHUa CUMMTOMOB MpoBeduTe UCCrefoBaHWe Ond ornpefeneHunsa YpoBHSA
KETOHOBbIX Te/l B KPOBW WM Mo4e (Bbl MOXETe MpPOnyCTUTb KeToaLWOOo3, CBA3aHHbIN C
nyceornnenosnHomMm, ecnm byaete MOHUTOPUPOBATL TOSTbKO YPOBEHb MIOKO3bl B M1a3Me KpoBK).

¢ B cnydae BbigBNEHUA OTKIOHEHUM B aHanusax, OTMeHuTe npenapaT Jlycedn M mpumuTe
COOTBETCTBYOLIME MEpPbl.

O yem cnepyeTt nponHCTPyYKTUpoBaTb NallMeHTOB:

+OnNMLIMTE CMMNTOMbI KETOALMOO3A.
o[ lpenynpegnTte nMaumneHToB O HeobxoAMMOCTU HeMead/IeHHO O6paTVITbCFI 3a MeOMLIMHCKOMN
MOMOLLBIO B CliyHae nodaBieHNA 3TUX CUMIMTOMOB.
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B Poccumnckom depepaumnm

Onsa pononHuTenbHOM UHGOPMaLUKM, NOXKAJNTYUCTA, O6paLlanTech
AO «CepBbe»

Anpec: 125196, r. MockBa, yi. llecHas, ooM 7, stax 7/8/9

Ten.. +7 (495) 937 07 00

2n. noyTa: servier.russia@servier.com

dopMa 06paTHOM CBA3KM Ha MHTEPHET-calTe www.servier.ru

V¥V [aHHbIM NeKapCTBEHHbIV NpenapaT Noa/1eXUT AONONHUTENbHOMY MOHUTOPUHIY. DTO

MO3BOMUT BbICTPO BbISBUTb HOBYIO MHbOPMaLIMIO Mo 6e30MacHOCTU. Mbl o6palllaeMcs K
PaBOTHMKAM CUCTEMbI 30PaBOOXPaHeHNs C MPocbboi coobLaTh O NobbIX MOO03PEBAEMbIX

HeXXenaTeJlbHbIX peaKUMNAX.

COOGLI.I.eHVIe O noao3peBaeMbiX HeXXeNnaTeJibHbIX peaKUunax
MeOUUMHCKMM  paboTHMKaAM peKoMeHOyeTca cooblwatb O obbiX MooO03PeBaEMbIX
HeXkenaTeNnbHbIX PeakuMax NeKapCTBEHHOro npenapata B MefepanbHyto cry>by Mo
Haa3opy B cdhepe 30paBooxpaHeHuns B Poccuimckom Gepepaumm (PocagpaBHaa3op):
109012, r. MockBa, CnaBaHCKaqa nnowagb, 4. 4, cTp. 1

depnepanbHaa cny»ba No Hag3opy B chepe

30paBooOXpaHeHus http://roszdravnadzor.gov.ru

Bbl TaK)XXe MOXXEeTe COO6LLUTDb O HeXKeslaTelNbHbIX peaKLuUsX
B AO «CepBben»:

125196, 1. MockBa, yin. JlecHaq, ooM 7, 3Taxk 7/8/9
Ten.. +7 (495) 937 07 00
2n. noYTa: servier.russia@servier.com

dopMa 06paTHOM CBA3KM Ha MHTEPHET-CalTe www.servier.ru

Bepcusa 1, nekabpb 2024
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