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[JaHHOoe pyKOBOLCTBO /19 CNeLManmcToB 34paBooxpaHeHmna nogrotosneHo AO «CepBbe» B paMKax
nnaHa ynpaBAeHUs PUCKaMKM M OMUCbIBAeT He)kenaTeNbHble peakuuu, Tpebytowme ocoboro
BHMMaHWS.

M3yunTe pOaHHoOe pPYKOBOACTBO M OOLLYIO XapaKTepPWUCTWKY JleKapCcTBeHHOro rnpenapaTta [no
Ha3HadYeHMa NpenapaTta NaumeHTaMm.
I'IpeAOCTaBnel-me VIH¢OpMaLI,VIVI nauueHTam:

Mcnonb3ynTe 019 WMHCTPYKTUMPOBAHUA MaUMeHTOB MNaMaTky «[O19 MauMeHToB, NMPUHUMMAaRoLWMX
NeKapcTBeHHbIM npenapaT Jlycedu», B KOTOPOM MpuBeOeHbl CBedeHWA O HexkenaTelbHbiX
peaKkumax, Tpebytolmx 0ocoboro BHUMaHUAa M Mep MpedoCTOPOXHOCTU.

MpeQOocTaBbTe HeOBX0OMMYO MHOOPMaLLMIO O NpenapaTe U NepedanTe NaMATKy UMK CCbiNKy Ha Hee
KakOoMy NaLneHTy.

O6LlyI0 XapaKTePUCTUKY JleKapCTBEeHHOro npenapata M  [OMNONHUTENbHbIE
3K3eMMapbl PYKOBOACTBA U NaMSATKU Bbl MOXXETe HAUTU Ha CaTe WwWW.servier.ru.

Ecnn BaM HY)KHO MONYy4YUTb OOMOMHUTENbHbIE OaHHble O MpenapaTe, obpaTUTECh B KOMMaHMIO
«CepBbe»: KOHTaKTHbIE JaHHbIE YKa3aHbl Ha CTp. 13.
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Nycedu (mescoynapoonoe nenamenmosannoe HAUMEHOGAHUE: TIYCEOZTUPOUN)

NyceornndnosmH - 3TO TUMNOMMMKEMUYECKOE CPeacTBO [ONa MNepopasibHOro rnpuMeHeHus,
CeNeKTUBHbIN MHIMOUTOP HAaTPUIN3aBUCKUMOIO MepeHOoCUYMKa MoKO3bl 2 TUMa (MHrMbuTop HITT-2).

OTnycKaeTca no peLenTy Bpada.

1. MEXAHU3M OENCTBUA. MTOKA3AHUA K MPUMEHEHMIO.
NMPOTUBOMNOKA3AHUA. CIMMTOCOBb NPUMEHEHUA U OO3bl

NyceornnenosunH aenaetca NpomsBoaHbiM 1-To-D-ratoumTona. OH M3bmupatenbHO UHIMGUpyeT
AKTMBHOCTb HATPUIM3aBUCMMOro KO-TpaHcropTepa roko3bl 2 Tuna (HIJIT-2), oTBevatowero 3a
peabcopbLmio IMOKO3bl B MPOKCUMAabHbIX MOYEeYHbIX KaHasblLaX, YTO CrocoBCTBYET IKCKpeLum
M36bITOYHOTO KOTMYECTBA OKO3bl M3 KPOBW B MOYY U BCEACTBME DTOMO - CHUMKEHUIO YPOBHSA
rMIOKO3bl B Nfia3Me KpPoBU.

ﬂyCGOFJ'IVId)J'IOBVIH ABNAETCA TMMNOrnmmKeMmyeCKnMM CcpeancrtBomM ang rnpmemMa BHyTpb C HE3aBNCUMbIM OT
MHCYNTMHa MeXaHN3MOM nencrteums.

MHrubunpoBaHumne peabcop6bumum rnoKosbl, ocywiecrensgaemom HIrT-2,
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YBEJIMMEHME SKCKPELUUN
rIOKO3bl C MOYOMH
(Mo BAHHBIM KITMHUYECKOro MCCIEA0BAHUS C yHACTMEM MALUMEHTOB C CAXAPHbLIM AMA6eTOM 2 TUNa)
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NMokasaHua K NpUMEeHEeHUIo:

JNekapcTBeHHbIM NpenapaT Jlycedun nokasaH K MpUMeHeHUIo Y B3POCsbIX MauMeHTOB A8 edeHund
caxapHoro gmabeTta 2 TMMa B AOMO/HEHME K AMeTe U GU3UYECKUM YIPaXKHEHUAM A9 Yry4dlleHUs
FMMKEMUNYECKOro KOHTPONS:

e B KayecTBe MOHOTEpanmm
® B COCTaBe KOMOUHMPOBaHHOW Tepanun C AOPYrMMU TUMNOMIMKEMUYECKMMK NpenapaTtamu:
MeTPOPMUHOM, TMA30NIUONHONOHAMU, MPOU3BOAHBIMU CYNbGOHUIMOUYEBUHBI, MHIMBUTOPAMM

OMnenTMaAnANenTnMaasbl-4, WHrMbuTopaMu anbda-rnoKo3naasbl, MMUHWMOAMKY, aHanoramm
rntokaroHonogo6Horo nenTuaa-1, npenapataMm MHCyMMHa

NMpoTnBonokKasaHusN:

¢ [NMepyyBCTBUTENBHOCTb K ﬂ,eVICTBy}OLLI,eMy BelleCTBY NN K J'I}O60My N3 BCrnoMorartesibHbIX
BeLlecCcTB

¢ CaxapHblt gnabeTt1TMNa
¢ bepeMeHHOCTb 1 Nepuro rpy4HOro BCKapMiaMBaHUSA

¢ [loyeyHasa HeQOCTAaTOYHOCTb TSYKEIOM CTENEHM (pacyeTHas CKOPOCTb KNy6o4KoBOW dUnbTpaumm
(PCK®D) < 30 ™MA/MUH/1,73 M?), TepMUHanbHad CTagus MOYEYHOM HedoCTaTOYHOCTU WK
npoBegeHMe ananmsa

L 4 ,D,l/la6eTl/Il—IeCKl/ll7l KeToaLI,l/I,D,O3,,D,l/Ia6eTl/IL—IeCKa‘F| KOMa U1 MNMpeKoMa

¢ Taxxenble l/IHd)eKLI,l/IOHHbIe 3a6OJ'IeBaHl/Iﬂ, npen-um I'IOCTOI'IepaLI,l/IOHHbIPI nepunon, TaXxKesble TPpaBMbl

Cnoco6 npMeHeHUs U [o3bl:

B3pocnble: pekoMeHOyemMaa 0o3sa 2,5 Mr BHyTPb O4MH pa3 B CYTKM 4O UMK MOC/e 3aBTpakKa.
MNpwv HepocTaTo4YHOM addekTe BO3IMOXXHO yBeTMYEeHMe 03bl 40 5 MM OAMH pa3 B CyTKM MNpK
TWaTeNbHOM HabMOAEHMM 33 OAMHAMUKOM KITMHUYECKOW KapTUHbI.

[eTn: 6e3omacHOCTb U 3bdEKTUBHOCTL JTyceornndosnHa y AeTer B Bo3pacTe 0 18 eT He yCTaHOBMEHbI.
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2. 1O HASHAYEHUA NPEMNAPATA: NPEAYNPEXOEHUSA
n MEPbI MPEAOCTOPOXXHOCTU

O HASHAYEHUA MNPEMNAPATA NPUIMUTE BO BHVUMAHUE:
JlekapcTBeHHbIN Npenapart Jlycedu Henb3a Ha3HayaTb:

MaumeHTaM c AMA6EeTUUHECKUM KEeTOaLUMAO030M, AUabeTUYeCcKou KOMOM, I'IPEKOMOﬁ

MpYMeHeHMe NeKapcTBEHHOro NpenapaTa Jlycedu He NoKa3aHo, MOCKOMbKY B 3TUX CyYasax
HeobxoOnMa BbICTpas KOPPEKLUUA TMMeprinKeMmnm NocpencTsoM MHGY3MOHHOM Tepanmm n/mnm
BBeOAEHUS UHCYNTMHA

MauneHTaM c THKeNnbiM MHPEKLUMOHHbIM 3a60/1eBaHUEM, TSXXEJIOM TPaBMOW,

B npea- n nocronepauMoHHOM nepuone

MpYMeHeHMe NeKapCcTBeHHOro NpenapaTa Jlycedun He MoKa3aHo, MOCKO/bKY B 9TUX Clydasax angd
KOHTPOA YPOBHSA IOKO3bl TpebyeTca MpUMeHeHMe MHCYIMHA

MpyY rMnNep4YyBCTBUTENIbHOCTU K AEUCTBYIOLLEMY BEeLLeCTBY UK K No6oMy
M3 BCrioMoraTesibHbIX BELLLEeCTB

Mepen NnpuMeHeHMeM NpenapaTta cnegyeT paccrnpoCuTb MNaLMEHTOB O HaNTMYMK anieprmm B
aHaMHe3e

Mpn 6epeMeHHOCTU WU NOJO03PEHUN Ha 6epeMeHHOCTb

BesonacHOCTb MpenapaTta Bo BpeMsa 6epeMeHHOCTM He Gbifia ycTaHoBneHa. CneayeT
MCMoNb30BaTb MpenapaTbl MHCYMHA U ApYyrye npenapaThl C yCTaHOBMNEHHbIM Mpodunem
6e30MacHOCTM BO BpeMsa BepeMeHHOCTH

MaumeHTaM c caxapHbiM gnabetom 1 TMNa

CnenyeT NpUMeHdaTb npenapat Jlycedu ToNbKO Y NaLMEHTOB C yCTaHOBNEHHbIM MarHO30M
caxapHoro anabeTa 2 TMna

MauuneHTaM c TSHKeNbIM HapyLeHneM GyHKUUKM novek (CKD < 30 mn/MuH/1,73 M?), c Tepmu-

HaJIbHOM CTagMen NoYe4YHOM HEQOCTAaTOYHOCTHU, NaLMeHTaM, HaxoadlWwmMMca Ha aManmuse

MNpepnonaraeTca oTcyTcTBME 3(1)(1)eKTa Teparnmm B OTHOWEHWMI KOHTPOA yrineBOOgHOIoO obMeHa
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JNlekapcTBeHHbI Npenapat Jlycedum cneayeT Ha3HauyaTb C OCTOPOXKHOCTDIO:

Mpu TaKMX COCTOSHUSAX KaK:
e HapyLweHue GyHKLUUU runodpusa, HeAOCTaTOUHOCTb PYHKLUU HAANOUYEYHNKOB
e HENosIHOUEeHHOEe NUTaHue, rofiofaHue, HeperynsapHoe NUTaHue, HeaoCTaToyHoe

nMTaHUe UJin NnctToLleHume
® UHTEHCUBHbIE MbilLeYHble pU3NUYECKUE HArpy3Kun
e 3/10ynoTpe6byieHue asikoronem

BO3MOXXHO pa3BUTHME TMNOIMMKEMNIA

MaumeHTaM, NoNy4aloLWUM Apyrue npoTusoauabeTMyeckme npenapartbl (0CO6eHHO
npenapaTbl cy/ibpOHUIIMOUYEBUHbI, NpenapaTbl UHCY/IMHA, arOHUCTbI peL.enTopoB
rnokKaroHonogo6Horo nentuga-1)

B cnyvae npuMeHeHusa Jlycedu B KOMOBUMHALMK C APYTMKW NpenapaTaMmn BO3MOXHO pa3BuUTme
TMAOrNMKEMUW (CM. pa3aen 4. HexxenartesibHble peakumm, TpebyroLyme ocoboro BHUMAHMNSG U
Mep NpefocTopoXKHOCTU: (3) Mnornmnkemms)

MauueHTaM ¢ MHPEKUUSIMU MOUYEBbIBOASALLMNX ﬂyTEﬁ WU reHUTaNIbHbIMU UHPEKUUAMMU

B0O3MOYKHO ycyrybreHme CUMANTOMOB M 060CTpeHue UHdeKL UK

NMauneHTaM C pPUCKOM pasBUTUSA 06e3BO)XMBaHUS (naumeHTaMm c Bblpa)KeHHOﬁ

AeKOoMMeHcaumuen caxapHoro aua6eTa, NauuUeHTaM NOXKMUJIOro BO3pacTa, NaUuMeHTaM,
OAHOBPEMEHHO NPUHNMAIOLLUUM ANYPETUKU U T.4.)

OunypeTnyeckoe gencrTeue npenapata Jlycedu MOXKeT MPUBECTU K AerngpaTtaumnm (cm. pasgesn 4.
HexxenaTtenbHble peakumu, TpebyroLlime ocob60ro BHUMAHWUS M Mep MPeagoCTOPOXXHOCTU:
(1) Monunypus, MoIaKMypPUS, CHUXKEHME 06 BbEMA LIMPKYTNPYHOLLEN KPOBM)

TakKe 06pau.|.ai5|1'e BHUMaHUE Ha cnieaywuime cutyauumm:

BHUMaTesIbHO paccMoTpuUTe Heo6XoAMMOCTb Ha3HAYeHUS npenaparta naumeHTam c

HapyLwieHneM GYyHKLUMN MoYEeK CpefHEen TAXKeCTH
Bo3MoyKHa HegocTaTouHasa 3bdeKTUBHOCTb MpenapaTa Jlycedu

Y6eaunTecb B OTCYTCTBUM CUMNTOMOB AU3YPUMU, OJIUTYPUN, aHYPUN UITU 330 PIKKU

MoYeuncnyckaHua

Db deKTbl MOrYT 6bITb HEOXKMAAHHBIMU UMK 2DDEKTUBHOCTb MOXKET GblThb HEAOCTAaTOUHOW. B TaKmx
CUTyaUMax B MepByto odepedb HeoBXoarMa KoppeKLUmMa AaHHbIX CUMMNTOMOB C Ha3HadeHneM
COOTBETCTBYIOLLMX NpenapaToB

Bepcwua 1, mam 2025
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3. METO[bl KOHTPOJ14 NPU NPOBEAEHUUN TEPATTUU

Mpw NpuMeHeHUM NpenapaTa Jlycedun cnenyeT BbINOMHATL Clefytolime nccnenoBaHus:
KOHLI,eHTpaLIMFI rNnoKo3bl B NjiasmMe Kposu

m PerynapHO KOHTPONMMPYMNTE KOHLEHTPAUMIO FIOKO3bl B MMla3Me KPOBU ONA MOATBEPKOEHUA
[OCTaToYHOM 3PPeKTUBHOCTM NpenapaTa.

m B cnyyae HegocTtaTouHoOM 3dPeKTUBHOCTM NpenapaTa Nocse 3 MecaLeB Tepanumm paccMoTpuTe
BO3MOXXHOCTb KOPPEKLUM NeyeHus.
DyHKLUMA noYekK

¢ PerynapHo KoOHTponmpymTte GyHKLMIO MoYek, MOCKObKY Mpu NpUMeHeHn NpenapaTa Jlycedu
MOXeT HabnoOaTbCs MOBbILLEHME KOHLEeHTpauMM KpeaTUMHMHA B CbIBOPOTKE KPOBWU UMK
CHUYXEHME pacYeTHOM CKOPOCTU KNyboukoBo dunbTpaumnm (PCKD).

¢ He HaszHavamTe npenapaT Jlycedwm MauMeHTaM C MNOYEeYHOM HeOOoCTAaTOYHOCTbIO TAXKENOM
cTeneHun, naumeHTaM C TepMUHaANbHOM  MOYEeYHOM  HEeOOoCTAaTOYHOCTbIO, MNaLMEeHTaM,
Haxo4ALLUMMCS Ha AManun3e, B CBA3U C NPOrHO3MpyeMbIiM OTCYTCTBMEM addeKTa Tepanmu.

¢ BHWMaTenbHo oueHUTe HeobXoOMMOCTb Ha3HavyeHus npenapata Jlycedu nauymeHTamMm c
MoOYeYHOM HeOoCTaTOUYHOCTbIO CpefdHeM TSHKEeCTW, MOCKOMbKy Mpenapat MoxeT O6biTb
HeOoCTaTOUYHO 3P DEeKTUBHbIM.

Macca Tena

e O6pallanTe BHMMaHMeE Ha Ype3MepHOoe CHMMKEHME MacChl Tena.

CHMWKEeHMe Macchl Tefa obyCcroBeHO CHUMXKeHMEM obbeMa LMPKYIUPYOLWLEN KPOoBW BCreacTeme
ONYypeTnYeCcKoro OencTema npenapaTta Jlycedu, a TakyKe OONONHUTENbHbIM BbiBEAEHMEM TTTHOKO3bI
MOYKaMM, YTO O3HaYaeT NoTepto Kanopu. CTUMYNALMEG MeTaboNM3Ma XUPHbIX KUCMOT MPUBOOUT K
YMEHbLLUEHMUIO YKMPOBOM TKaHW M CHUMXEHMIO MacChbl Tena.

MNMpumevyaHue:

KoHueHTpaumnsa 1,5-AlC (1.5-aHruaporinoUmMToIa) CHMXKAETCS HA QoHe NpuMeHeHMsa rnpenapara.
Crnenyer y4unTblBATh, YTO PE3Y/IbTATbI JAHHOIO AHA/IN3A HE OTPAXKAIOT CTEMNEHb KOHTP OIS ITTIMKEMUU.
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4. HEXXENNATEJIbHbIE PEAKUUW, TPEBYIOLLWME OCOB0OIo BHUMAHUA N MEP
NMPEAOCTOPOXHOCTU

Cnenyouine HexkenaTernbHble peakumm TpebytoT 0coboro BHUMaHUA 1M Mep MNpenoCTOPOXKHOCTU
npwv NprUMeHeHnn npenapata Jlycedu:

e [lonunypusg, Nonnaknypus, CHMKeHe obbemMa LMPKYINPYOLLEN KPOBU
e VHbEeKUMM MoYeBbIBOOALLMX MYTEN U FreHUTaNnbHble MHQEKLU MM
e [uMnornnkemMmsa

e KeToaumgoos
[aHHble HexkenaTeNbHble peakuUny 0bycroBNeHbl MeXaHM3MOM OeNCTBUA NpernapaTa v XapaKTepHbI
On9 npenapaTtoB rpynnbl UHFM6UTopos HIT-2.

HEXENTATENbHbIE PEAKLIUWA,

OENCTBUE UHTMBUTOPA HIT-2 TPEBYIOWME OCOBOIO

BHUMAHWA U OCTOPOXHOCTHU

Murubumposanme HITT-2
B NMPOKCUMaNbEHOM MOYeyHOM
KaHanbLe

Idunypetrye-
MonuypKra; NonnaKkMypua;

CKOe nen-
CTUMynauma CcTBMe (oc- ) CHUWXeHWe 05139'“43
BblBEOEHMA MOTUYECKMIA LMPKYNMUPpYRoLULEW KpoBUX
rMOKO3bI onypes)

C MOYOW
MHdeKkuMm MoYeBbiBOOALLMX
nyTeW, reHUTanbHbIE
MHOEKLMK

CTHMMyALLMA
MeTabonuama
MHUPHBIX KMCNOT

) KeToauwnooz

CHMM¥MEHWME MMKEMKMK ) fMnornmkeMma
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PykoBoacTBO ANg cneumanmncToB 34paBOOXPaHEHNS MO NPUMEHEHUIO NTIEKAPCTBEHHOIO npenapara J'chedavl

4. HEXXEJTATEJIbHbIE PEAKUUWN, TPEBYIOLLMUE OCOBOIo
BHUMAHUNA U MEP NPEOOCTOPOXHOCTU

(1) NMonunypwusa, nonnaknypus, CHXeHue o6beMa LMPKYNMpyloLlei KpoBu

P B KIMHUYECKUX UCCNefoBaHMAX OTMeYannchb Nonanypus, Moanaknypmsa, xaxana, o6essoxmpaHme
W Opyrve aHanormyHble CUMMNTOMbl. BcneacTeme AMypeTudeckoro 0encTBma nyceornndnosnHa
BO3MOXHO pPas3BUTUE MOAUYPUU WU MONNAKUYPUKM, YTO TMPUBOOAUT K CHUNKEHMIO obbeMa
LMPKYNUPYHOLLEN KPOBMW.

P B xofe nocTpermcTpauMoHHOro NnprMeHeHMsa npenaparta oTMedaniuch crydamn germapartaumm c
nocrenylowmM pasBUTUEM TPOMOO3IMOBONUK, BKIOYAA MILEMUYECKUM UHCYNbT (MHbaPKT
FOMIOBHOMO MO3ra). Heo6Xx0QMM TLLaTeTbHbIM KOHTPOMb COCTOAHMA MaLMEeHTOB.

Mepbl NpeaAOCTOPOIKHOCTU

e TulaTenbHO HabnioganTe 3a COCTOAHMEM MaLMeHTOB, MOCKOJbKY OUYpeTUYecKnin 3bdeKxT
nyceornndnosnHa MoOXeT MnpuBoAMTb K permgpataumm. C OCTOPOXKHOCTbIO Ha3HadanTe
npenapart Jlycedun cnenyolmMM rpyrnnam rnaumMeHToB, TakK Kak Y HMX MOBbILLEH PUCK pPa3BUTUA
gervapaTaumm BCNecTBME CHMKEHMA o6beMa LIMPKYIMPYoLLen KpoBU:

m MaUMEHTbI C BblpaXXeHHOW AeKOMMeHcalen caxapHoro omabeTa,

m MaLMEeHTbI MOXXMNOro Bo3pacTa (pacrno3HaBaHMe CUMMTOMOB 06e3BOXMBAHMS, TAKUX KaK
YKayk[a, MOXKET MPOUCXOOUTb C 3a0ePXKKOW),

B NauneHTbl, OgHOBpPEeEMeHHO NpMHMMar e ognypeTmnKm m 1.4.

Y MauMeHTOB, OTHOCALLUMUXCH K Fpyrne pucka Mo CHUMXKEHUIO obbeMa UMPKYNMpyoen KpoBMU,
cnenyeT NposaBnaTb ocoboe BHMMaHMe B OTHOLLEHUM MepBbIX MPU3HAKOB OernapaTtaumnu, a Takke
Pa3BUTUA OMabeTUUYeCKOoro KeToaumnaoo3a, rmneprimkeMm4yeckoro rmnepocMonapHOro CMHAPOMa r
TPOMBO3IMOBONNU, BKKOYAA ULLEMUYECKUNA MHCYIbT.

o CnenyeT MPOUHCTPYKTUPOBAaTb MALMEHTOB O PerynspHOM npuemMe OOoCTaToOYHOro Konm4yecTBa
YXUOKOCTWM ONd NpefoTepalleHna 06e3BOXKMBaHMA Ha doHe nedeHus.

o Eciv y maumMeHTOB BO3HMKaeT NMxopadka, ouapes, pBoTa WM ecli MauueHTbl He MoryT
APUHMMaTL MULLY B OOCTaTOYHOM KOJMIMYECTBE, Y HUX BbICOKa BEPOATHOCTb pPa3BUTUA
06e3BOXMBaHUA. B TaKMX CUTYaLMAX PacCMOTPUTE BO3MOXKHOCTb BPEMEHHOro npekpalleHmns
npuema npenapaTta Jlycedu.

MeToabl KOppeKuumn

Mpy NOABMNEHMN >KaxkAbl, NONNYPUK, NOMNAKNYPUN, CHUXKEHUS apTepuranbHOro OaBfieHus Unm
APYrMX aHanorMyHbiX CUMMNTOMOB M MOA03PEeHUM Ha AernapaTaunio NprUMmMTe COOTBETCTBYIOLLME
Mepbl, BK/OYAA BpeMeHHoe MpekpalleHne npmemMa npenapaTta Jlycedm v BocrnonHeHue o6bema
YKNOKOCTW.

O ueM cnepyeT NPOMHCTPYKTUPOBATb NAaLMEHTOB:

@ D
# [IPOUHCTPYKTUPYMTE O HeobXoOMMOCTV PerynasipHO MNUTb [AOCTAaTOYMHOE KO/IMYeCTBO
Xuakoctn. CrenyeTr HamoMWHaTb MM O TOM, YTO He CTOUT BO3LOEPXXMBATbCA OT Mpuema
YXUOKOCTW M3-3a OMNaceHun yBenmyeHna obbeMa MoYn 1 KOMYECTBa MOYEUCTTYCKaHM M.
+Ob6paTUTe BHMMaHWE, YTO OOBE3BOXKMBAHME YACTO BO3HWKAET Y MOXKWIbIX MaLMeHTOB, Mpu
OOHOBPEMEHHOM NMPUMEHEHUN ONYPETUKOB, a TakXKe B leTHee BpeM4.

¢ O6bACHUTE MaulMeHTaM MOXXWUIOro BO3pacTa, UTO UMM MOXKET 6biTb CMOXHO 3aMeTUTb
CUMNTOMbI 06e3BOXXUBaHUSA, TaKUe KaK XaXKaa.

openynpegutTe MalUUMeHTOB O HeobXoOMMOCTM MPOKOHCYNbTUPOBATbCA C  BpadoMm
OTHOCUTENbHO BO3SMOXHOCTW MpuemMa npenaparta Jlycedum npu nossBIeHUMN TaKNX CUMNTOMOB
KaK Mxopagka, Avapes M pBOTa, NM60 Korga OHUM He MOoryT MpuUHMMaTb NUlly B
OOCTaTOYHOM KOJNIMYECTBEe, MOCKONbKY B TaKMX C/ly4YasaX BbiICOKa BEpPOSTHOCTb pa3BUTUA

. obe3BoXuBaHus.
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4. HEXXENNATEJIbHbIE PEAKUUW, TPEBYIOLLUE OCOBOIo
BHUMAHUA U MEP NPEAOCTOPOXHOCTHU

(2) UHPeKuUN MoUeBbIBOASILLMX NYTEN U FreHUTaNbHble UHPEKUUU

P B KIMHUYECKMX UCCNefOBaHUAX OTMeYanmch LUCTUT, KaHOMLO3 MOSI0BbIX OPraHOB M CBA3aHHbIE
C HUMU 3aboneBaHms. MocKonbKy NyceornmMdno3nH CTUMYNMPYeT BblAeNeHMe roKO3bl C MOYON,
B MOYEBbIBOAOALLMX MyTSAX WM MOSOBbIX OpraHax co3fatoTca yCcnoBud, npefpacnonaratoume K
Pa3BUTUIO MHOEKLMOHHOIo npouecca. B CBA3M C 3TUM BO3pacTaeT PUCK PasBUTUA WU
obocTpeHna MHOEKLIMK MOYEBbIBOAALLMX MyTEN U reHUTanbHbIX MHOEKLUN.

» B xoge noctperncrpauMoHHOro NpMMeHeHmsa npenapaTa 3apermcTpmMpPOoBaHbl ClyYam cepbe3HbIxX
YPOreHUTanbHbIX MHOEKLNM, OCIOXHUBLLNXCA Pa3BUTUEM MuMenoHedpuTa M cencuca (B ToM
ymcre cenTUYecKoro Woka). HeobxoamMm TLaTebHbIM KOHTPOb COCTOAHMS MNaLMeHTOB.

» B xooe mocTperncrtpaunoHHOro npuMeHeHmMa npenapaTtoB U3 rpynnbl MHIMbmMTopoB HIJT-2
coobLUlanocb 0 cay4yasax HekpoTusmpyowero dacummTa NPOMeXHOCTU (raHrpeHbl OypHbe) y
MaUMEHTOB YXEHCKOro WM MYXKCKOro roJfia, Peakon, HO Cepbe3HOM KM OMacHOM ON9 >XM3HU
MHPeKUMN.

Mepbl NpeAoCTOPOXXHOCTU

e OLeHUTe Hanumne NHOEKLMM MOYEBbLIBOOALWMX MyTer U/MAn reHnTanbHbiX MHPEKL MM, TaK Kak
OHU MOTYT 060CTPATLCH Ha dOHE Tepanmm Nyceornmdro3nHOM.

e HasHaudaMTe npenapaT Jlycedn C OCTOPONKHOCTbIO MaLMEHTaAM, YXKe MMeloLMM UHbeKLUN
MOUEBbIBOAALLNX NyTen U/UNn reHnTanbHble MHGEKLMN.
MeToabl KoppeKuumn

o TMpUMKUTE COOTBETCTBYIOLLME MepPbl B OTHOLWLEHUN UHDEKLMM N pacCMOTpPUTE HEODBXOOAMMOCTb
BPEMEHHOIO MpeKpalwleHna MnpueMa npenapata U gpyrux OeNCTBUMM B 3aBUCUMMOCTU OT
cocTosaHug (obcnengoBaHMe, HasHadYeHMe COOTBETCTBYOLLEN Tepanum).

o B cnyvae cepbesHbix MHbEKUMI, BKIoYasa nmenoHedbpuT, cledyeT NpekpaTuTb MpuUMeHeHue
npenapaTta U NPUHATb HagnexXxallme Mepbl.

o Mpy MoOo3pPeHUM Ha HEKPOTUIMPYIOLLMK dacUMUT credyeT HeMed/IeHHO MpeKpaTUTb NpueM
npenapata Jlycedu, He3aMeIMTENbHO AOMXKHa OblTb HauaTa Tepanma aHTUBUOTUKAMMU LWNPOKOIo
creKTpa AencTBUS C MCCedeHreM, B c/lydae HeobXoaMMOCTU, HEKPOTUYECKMX TKaHEeN.

O yeM cnenyet NponNHCTPYKTUpPOBaTb NaLlMeHTOB:

4 N\
¢ OObACHUTE NALMEHTaM, YTO UM criefyeT NPOSBNATb B MOBCEAHEBHOM YXU3HW OCTOPOXKHOCTb U
NPUHUMaTb Mepbl OA9 MNPOPUNAKTUKU UHPEKLMMA MOYEBLIBOAALLUMX MyTen U UHPeKLUM
MOSTIOBbIX OPraHOB.
¢ OnuLMTE CUMATOMbI MHDEKLIMIA MOYEBBIBOAALLMX MYTEN U MHPEKLIMIA MOMOBbIX OPraHOB.
o penynpennTe NaLUMeHTOB O HEOBXOOMMOCTY 0BPATUTLCA K Bpady B C/ly4ae BO3HMKHOBEHUS
3TUX CUMMTOMOB.
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4. HEXXEJIATEJ/IbHbIE PEAKUWUWU, TPEBYIOLLMUE OCOBOIo
BHUMAHUNA U MEP NPEOOCTOPOXHOCTU

(3) T’Mnornukemumsna

» B KIUHUYECKUX UCCEeOOBaHUAX OTMeYasiuCb Ciydam FMMNOrfMKEMMKM KaK MpY MOHOTepanuu
nyceornndnosmMHoM, Tak M NpU  KOMOBUHAUMKM  niyceornmednosmHa ¢ Opyrumum
npoTMBoaMabeTMYecKMMK npenapaTamMm (B 4aCcTHOCTH, C NpernapaTtaMu CyrbPOHUTMOYEBUHDI U
MHCYNHA).

P> B xooe MocTpernctpauuoHHOro npuMeHeHWs npenapata oTMe4yarucb cepbesHble crydam
TMNOrMMKEMUN. PUCK ee pasBUTUS yBenudMBaeTCa MNpu KOMOBUHUPOBaHHOM Tepanuu, B
0COBEHHOCTM MPU codeTaHMM C MpenapaTtaMmn CyNbGOHUIMOUEBUHBLI UK UHCYNMHa. [pwu
Ha3HAYEeHUMN KOMOWHMPOBAHHOM Tepanuu MposaBAANTe [OOCTAaTOYHYKD OCTOPOXHOCTb B
OTHOLLUEHWW TUNOMUKEMUI.

Mepbl NpeaAOCTOPOIKHOCTU

e B cnydae Ha3HaydeHuqa KOMOBUMHUpPOBaHHOM  Tepanuu  Jlycedu c npenapatamMu
CyJ‘IbeOHl/IJ‘IMOL—IeBl/IHbI, NMHCYJTNHa niinm aroHMCTamMum peuenTopoB FJ‘HOKaFOHOI'IO,EI,O6HOFO
nentmaa-1 paccMmoTpunTe HeO6XOJ:I,l/IMOCTb CHWMXEHWMA OO03bl 3TUX MPEernapaToB.

MeToabl KoppeKuumn

o TPOUHCTPYKTUPYNTE MALUMEHTOB O HEOBXOOAMMOCTM CbeCcTb MUy, 6oraTyko yrnesogamMu, Wnum
NPUWHATb OpYyrme Mepbl (CM. HKe).

o B cnyyae koMBuHaumm npenapaTa Jlycedu ¢ MHIMGUTOpaMK a-rtoKo3Maasbl crneayeT Ha3HaAuUTb
FOKO3Y.

O yeM cnepyeT NPOUHCTPYKTUPOBaATb NaLMEHTOB:

( )

+ ONULLINTE NaLMeHTaM CUMMATOMbI FUMOFTUKEMUMN.

# [IPOUNHCTPYKTUPYNTE O HEOBXOOUMOCTU MPUHATbL MULLY, COOEPIKALlyto TTIHOKO3Y, B Cny4ae
BO3HUKHOBEHWS STUX CUMMTOMOB.

# [1POUHCTPYKTUPYMTE O HEOBXOAUMOCTU HeEMedNeHHO 0BPaTUTLCH 38 MEAULIMHCKOM MOMOLLIbIO,
ecnu rnocrse nprema caxapa CUMMNTOMbI He MPOXoaaT.

e peaynpenmte NauMeHTOB, YTO HY>KHO YYUTbIBaTb BO3MOXXHOCTb aBapmi/HecHacTHOro cy4vas
B C/lydae pasBUTUA CUMMNTOMOB MMMOFMKEMUIM NPU YNpaBieHM aBToMobunem, npu paboTe ¢
MexaHM3MaMuM UMK NPU NPoBeaeHUN BbICOTHbIX PaboT.

1
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4. HEXXEJIATEJ/IbHbIE PEAKUWUWU, TPEBYIOLLMNE OCOBOIo
BHUMAHUNA U MEP NPEOOCTOPOXHOCTU

(4) OnabeTnyecKmnn KeToaumaos

» B KIAMHUYECKMX MCCegoBaHUAaX OTMedanmcb Cliydan KeTOHypunn (I'IO}'IO)KVITe}'IbeIl;I pe3ynbTaTt

aHanu3a Ha KeToHOBbIE Tefla B Mo4e) 1 KeToHeMUK (yBenunyeHune cofepaHmsa KeTOHOBbIX TeN B
KpoBW). BcreocteuMe CTUMYMAUUM  NYCEOrMUGIO3MHOM  3KCKPeLMM TJIIoKO3bl C  Mo4oMn,
CHMXKaeTca o6beM TJOKO3bl, KOTOpasd MOXeT WCMOoNb30BaTbCA OPraHM3MOM B KadecTBe
MCTOYHMKA SHEePrmu, YTo, B CBOID OUepeb, MOXKET CMOCOBCTBOBATb METABOMM3MY XWXUPHbIX KUCOT
M YBENMUYEHUIO BbIPpabOTKM KETOHOBbIX TeJ.

P> B xooe mocTperncrtpaumoHHOro NnpuUMeHeHWs Mnpenapata oTMe4dasnucb cepbe3Hble cly4dau
KeToalumOo3a. HeobxoomM TUlaTeNbHblN KOHTPOb COCTOAHUS MaLMEHTOB.

Mepbl NPeAoCTOPOXKHOCTU
e [pu NpuMeHeHWn Npenapata Jlycedu, Oaxe Npu XOPOoLLUEM KOHTPOSME MMMKEMUK, MPOUCXOOUT

ycunneHmne MeTabonmama XKNPHbIX KNCIOT U BO3MOXHO pPa3BUTHME KeTO3a, KOTOprl7I MOXXeT
npmMBOONTb K PAa3BUTUIO KETOALUMOO3a.

OOHako  KeToauWAo3, CBA3aHHbIM C  MNPUMEHeHUeM UHrmbutopos HIJIT-2, B TOM uyucne
nyceornndnosnHa, MOXeT He COMpOBOXOAaTbCA BbIPaXXEHHbIM MOBbILLEHMEM KOHLEHTPaLUMm
rMHOKO3bl B Nf1a3Me KPoBW. NosToMy HeobXoanMo 0bpaTuTb BHUMaHMeE Ha clneayolme MOMEHThI:

e Ecnum HabntopatoTca TakMe CUMMTOMBbI KakK, 6bICTpa'F| noTepd MaccChbl TeJla, TOWHOTa, pPBOTa,
CHWM>XeHMne annetnTa, 60nb B XWMBOTe, BblpaXKeHHad >Xaxaa, obulee HeaooMOIraHmne, oablllKa M
HapyLweHne CO3HaHW4, Oe30pUneHTaund, HeEMOTUBUPOBaAHHAA YTOMIIAEMOCTb WM COHJTMBOCTD,
3arax aueToHa B BblblXaeMOM BO30yXe, TO npoBpegunte l/ICCJ'IeJ:I,OBaHl/IQ/TeCTbI aong onpegeneHnd
YPOBHA KETOHOBbLIX TeJ1 B KPOBU U MO4e. By,EI,bTe BHUMMaATESIbHbI, MOCKOJIbKY MOXXHO MPOnyCctnTb
KeToaumaos, CBA3aHHbIM C }'IyCGOI'ﬂVICb}'IO3l/IHOM, ecnn onpepgendtb TOJIbKO KOHUEeHTpauunto
MIOKO3bl B rNJjilaaMe KpoBW.

e B creqyollmMx crydaax CHUMKaeTCca YTUNM3aLMsa MoKo3bl, @ BbipaboTKa KETOHOBbIX TeN MMeeT
TEHOeHUMIO K YyBeNMYeHWIo BCMeOcTBME YCUMEeHUs MeTabonMaMa >KUMPHbIX KUCIOT, C
HanpaBNeHHOCTbIO B CTOPOHY MOBbIWEHUS KUCIOTHOCTU KpPoOBW. TpebyeTcad BHUMaHWe U
TlWaTerbHoe HabnoaeHMe 3a COCTOAHMEM MaLMEeHTOB, MOCKOMbKY MOBbILIEH PUCK Pa3BUTUA
KeToauMao3a:

MNPV CHMKEHMM CMOCOBHOCTU K CeKpeL MM MHCYITMHA,

Moc/ie CHYMKEHUSA 0O3bl UTM OTMEHbI MPEenapaToB UHCYMHA,

Mpw YPEe3MEePHOM OrpaHnYeHUn NoTpebneHmnsa yrneBogos,

KOrfda maumeHTbl He MOMyT MPUHKMMaTb AOCTaTOYHOE KOTMYECTBO MULLMN,
NpW CONyTCTBYOLEN UHEKLMI,

npu conyTCTBYOLWEN AernapaTaunm opraHmsmMa.

OonuwunTe nauneHTaM CUMMMNOTOMbI KeToauunaosa wu npegynpegmnte wmx o HeO6XO£I,l/IMOCTV|
HeMenJieHHO O6paTl/ITbCF| 3a MeOULMHCKOM MOMOLLbIO B Cliydae nodBr/ieHNA 3TUX CUMITTOMOB.

MeToabl KoppeKuum

¢ B cnydae noaBneHMsa CUMMNTOMOB MpPOBeOMTE MUCCedoBaHWe [On49 ornpedeneHUs YpoBHS
KETOHOBbIX Te/l B KPOBW UMM Moue (Bbl MOXETe MpPOonyCcTUTb KeToauWAo3, CBA3aHHbIN C
nyceornndnosnHoM, ecnn bygeTe MOHUTOPUPOBaTb TOMTbKO YPOBEHb MMIOKO3bl B M1a3Me KpoBu).

o B cnyyae BbiBNeHUA OTKIOHEHUW B aHanmsax, oTMeHuTe npenapaT Jlycedwn U npumuTte
COOTBETCTBYOLLME MEPbI.

O ueM cnepyeT NPOUHCTPYKTUPOBaTb NALMEHTOB:

+OnNMLLINMTE CMMNTOMbI KETOALMOO3a.
o[lpenynpennte naumMeHToB O HeobXooMMOCT HeMeaNeHHOo O6paTl/lTbC$f| 3a MeOMuLMHCKOMN
MOMOLLbIO B Clly4dae rnodaBrieHNd 3TUMX CMMIMNTOMOB.
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Onsa pononHutTenbHOM UHGOpPMaL UK, NOXKAJNTYUCTA, obpallanTech
TOO «CepBbe KazaxcTaH»

050020, r AnMartbl, Np-T JocTbik 3101, BU3HEC LLeHTpP, 3 3TaxK

Ten.: (727) 386 76 62/63/64/70/71 , ®akc: (727) 386 76 67

2nekTpoHHaga nouta: kazadinfo@servier.com

dopMa 0b6paTHOM CBA3M Ha MHTEPHET-canTe www.servier.kz

\4 LaHHbIN NeKapCTBEHHbLIN NpenapaT NoaNTEXXUT LOMONMHUTENBbHOMY MOHUTOPUHTY. ITO

MO3BOMUT BbICTPO BbISBUTb HOBYIO MHbOPMaLIMIO Mo 6e30macHOCTU. Mbl o6pallaeMcs K
PaBOTHMKAM CUCTEMbI 300aBOOXPaHEHNs C NPoCcbbon coobLLaTh O MO6bIX MOA03PEeBaEMbIX

HeXeJ1aTel1bHbIX peaKUUMAX.

CoobLeHune o noao3peBaeMbIX HeXXeNnaTelJibHbIX peaKunax

MeOuUMHCKUM  paboTHUKAM pekoMeHOyeTca cooblaTb O MtobbiXx MoOoo3peBaeMblX
He)xenaTenbHbIX pPeakUMax neKapcTBeHHoro npenaparta B PIT1 Ha MNMXB «HaumnoHanbHbIN
LleHTp 2KCcnepTu3bl JIEKAPCTBEHHbLIX CPEencTB M MEeOUUMHCKUX u3fenunimn» KomuTeTa
MeOULUMHCKOrO U dapMaLeBTUYECKOrO KOHTPONA MUHUCTEPCTBa 34pPaBOOXPAHEHUA

Pecnybnumkn KasaxctaH

http://www.ndda.kz

Bbl TaK)XXe MOXXEeTe COO6LLUTDb O HeXKeslaTeslbHbIX peaKLuUuax
B TOO «CepBbex»:

050020, r. AnMaTtbl, Np-T JocTbiK 3101, BU3Hec LeHTp, 3 3Tax
Ten.: (727) 386 76 62/63/64/70/71 , ®akc: (727) 386 76 67
DNeKTpoHHaa noyTta: kazadinfo@servier.com

dopma ob6paTHOM CBA3M Ha MHTEPHET-canTe www.servier.kz

Bepcua 1, mam 2025
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