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OBILIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

HAUMEHOBAHUE JIJEKAPCTBEHHOI'O ITPEITAPATA

TuBoBUH, 5 MT, TAONETKH, MOKPHITHIE TNIEHOYHOW 000JIOUKOMA

KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTByIO1I€€E BEIIECTBO: JICBOLICTUPU3HH.

Kaxnas Tabmerka, TMOKpbHITAas IUJICHOYHONH OOOJIOUYKOM, COMAEPKHT S5 MTI JIEBOLIETUPHU3MHA
JUTUAPOXJIOPHIA.

BcnomorareinnHbIe BCIICCTBA, HAJINMYNEC KOTOPBIX HAJAO0 YUYUTBIBATH B COCTABC JICKAPCTBCHHOTI'O
npenapara: JJakTo3bl MOHOTUApAT (cM. pazaensl 4.3. u 4.4.).

[TonHbIi nepedyeHb BCIOMOTraTeIbHBIX BEIIECTB IPUBEJICH B pazzene 6.1.

JIEKAPCTBEHHASI ®OPMA
TabneTku, MOKPHITHIE IUIEHOYHON 000IOUKOM.

Kpyrible TBOSKOBBIYKIIbIE TaONETKU, MOKPHITHIC TIIEHOYHOM 000JIO0YKOM Oenoro Wi mouTe
Oenoro 1BeTa, ¢ puckoi. Ha momepeyHoM paspese siipo 6e0ro iy mouTy Oesioro 1BeTa.

KJIWHUYECKHE CBOMCTBA

IlokazaHusi K NPUMEHEHNIO

[Ipenapar nokazaH K NPUMEHEHHUIO y B3POCIBIX M JIETE B BO3pacTe OT 6 JIET W cTapiie s
JICUCHUSI:

— CHUMIITOMOB aJUIEPTUYECKUX PHHHUTOB (BKIIOYAsl KPYIVIOTOAMYHBIA (MIEPCUCTUPYIOIIUN) U
CE30HHBIH  (MHTEPMUTTUPYIOUIMI)  ajUlepruueckhe  PUHUTBI) W aJUIEPrHYECcKOro
KOHBIOHKTHBHUTA, TAaKUX KakK 3yl, YMXaHHEe, 3aJ0KEHHOCTh HOCA, PUHOpEs, CIIe30TEUCHUE,
TUnepeMusi KOHbIOHKTUBBI;

— MOJIMHO3a (CeHHAs JINXOPaKa);

— KpanuBHHUIIBI;

— APYTHUX aJUIEPrUYE€CKUX AEPMaTO30B, COMMPOBOKIAIOLINXCS 3YI0M U BBICHIITAHUSIMHU.

Pe:xxuM 103upoBaHus M CIOCO0 MPUMEHEHHS

Pexxum no3mpoBaHUS
Bspocnvie

Cytounas no3a coctaiseT 5 mr (1 TabneTka) OTHOKPATHO.

Oco0ble rpyImbl MalEHTOB

Tayuenmuer nodxcunoeo éospacma
Koppekuuss m03bl mpenapara y HalMEHTOB MOXKUJIOIO BO3pAacTa IMPU YCIOBUU HOPMAJIbHOM
(byHKIMY 1ToYeK He TpeOyeTcs.

Tlayuenmoi ¢ noueunoti HeOOCMaMoOYHOCMbIO

[TaneHTaM € MOYEYHOM HEJOCTATOYHOCTBIO PEXKUM JIO3UPOBAHMS Hpenapara clexyer
KOPPEKTUPOBaTh B 3aBUCHUMOCTH OT (PyHKIMM TOYEK (CKOPOCTh KIyOOUKOBOM (uibTpanuu
[CKD])).
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Jlo3upoBaHue y MalMEHTOB C MOYEYHOW HEJOCTATOUYHOCTHIO:

Ioyeunasi HEIOCTATOYHOCTH CK® (ma/Mun) Peskum no3upoBanust
Hopma >90 5 mr 1 pa3 B ieHb
Jlerkas 60-89 5 w™r | pa3 B 1eHb
Cpenusis 30-59 5 Mr uepe3 2 aHs
Tsoxemasa 15-29 5 mr uepe3 3 naHs
(ue Tpebyromue quanusa)
TepMuHanbHas cTaids — NAUEHTHI, <15 MpueM mpenapara
HaxoJsIIMecs: Ha AUAIIN3e MIPOTHUBOIIOKA3aH

Tayuenmul ¢ napywenuem QynKyuu nevenu
VY nanMeHToB ¢ HAPYLICHHWEM TOJNBKO (YHKLIMHU MEUYCHH KOPPEKIUH PeXMMa TO3MPOBAHUS HE
TpeOyeTcs.

Y NanueHTOB ¢ HapywieHuem u QYHKyuu neyeHu u, U @OYHKYuu noyex, PEKOMEHIYETCs
KOPPEKIUS 103UPOBaHUs (CM. TaONUILy BBIIIIE).

[TponomKUTENbHOCTD TPUEMa Mpenapara
IIpu nedeHHu CE30HHOTO (MHTEPMUTTHPYIOLIETO) aJlJIeprUYecKoro puHHUTA (HaIU4ue
CHUMIITOMOB MeHee 4 JHeW B HeNleNI0 MM MX 00Ilas NpOJOKUTENIbHOCTh MeHee 4-X HeJellb)

IIPOJOJDKUTENBHOCTD JICYEHHUS 3aBUCHUT OT JUIMTEIBHOCTH CUMIITOMATHUKH; JIEYCHUE MOXKET
OBITH MPEKpAIIeHO MpPHU HCYE3HOBEHWH CHMITOMOB WM BO30OHOBIEHO NpPU TOSBICHUH
CHUMIITOMOB.

[Ipu nedyeHuMM KpPymIOTOAWYHOTO (TIEPCUCTUPYIOIIETO) AIEPrHUecKOro PpUHHUTA (HAIU4ue
CHUMIITOMOB Ooisiee 4-X JHEW B HeNeNI0 M MX 00IIas MpodODKUTENbHOCTh Oojiee 4-X HEIelb)
JICYCHUE MOXKET IPOJOJIKATHCS B TEUEHUE BCETO I1EPUO/1a BO3ICHCTBYS AJJIEPTECHOB.

Nmeercs KIMHUYECKUN OTBIT HEMPEPBHIBHOTO MPUMEHEHHUS MIpenapara B JIEKapCTBEHHOH (hopme
TaOJETKH, MMOKPBITHIE TNIEHOYHOW 000JIOUKOH, S MI' Y B3POCIBIX MAIIMEHTOB JUTUTEIBHOCTHIO 10
6 MecsLeB.

IIpomyck mpuema nperapara

B cnydae mnpomycka mnpueMa mpemnapara He CIEIyeT IPUHUMATh JABOWHYIO 103y JUIs
KOMITeHcaluu nponyueHHon. Cienyromiast 103a NPUHUMAETCS B 0OBIYHOE BpeMsI.

CTHu

Jlemu om 0 0o 6 1em
[Ipenapar He cnexyeT Ha3HadaTh A€TAM B Bo3pacte oT 0 10 6 JIeT, A1 JaHHOH JIEKapCTBEHHON
(opMBI, B CBS3M C HEBO3MOKHOCTBIO 00ECIIEUUTD PEKHUM J03UPOBAHUSL.

Jlemu cmapwe 6 nem
Pexxum no3upoBaHus uig AeTed OT 6 JIeT He OTIMYaeTCs OT pPeXuMa JO3UPOBAHUS JUIS
B3pPOCIIBIX.

Cnoco0 npuMeHeHus
[Ipenapar npuHUMAIOT BHYTPb, IPOTJIATHIBAS IICJIMKOM, BO BPEMsI €/Ibl MUIM HATOINAK, 3aITuBast
HEOOJIBIIIUM KOJIMYECTBOM BOJBI.
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4.3. [IporuBonoka3anus

— TOBBILIEHHAS YYBCTBUTEIBHOCTH K JIEBOLIETUPHU3UHY, LIETUPHU3UHY, THAPOKCH3UHY, JTHOOOMY
MIPOM3BOAHOMY IHUIMEpPa3HHa WIH K JII0OOMY JAPYroMy M3 BCIIOMOTATENbHBIX, IEPEUHCICHHBIX B
paznene 6.1.;

z[e(bnum JIaKTa3bl, HCIICPEHOCUMOCTD JIAKTO3bI, ITTFOKO30-TaJIAKTO3HasA Manba6cop6um;

TEpPMUHAJIbHAS CTAUs TOYEYHOW HEIOCTATOYHOCTH (CKOPOCTh KIYOOUKOBOH (GHIBTpaIuu
< 15 mn/mun);

JIETCKUI BO3pacT /10 6 JieT.

4.4

Oco0ble ykazaHHusA 1 MepbI MPEI0CTOPOKHOCTH NPHU NMPUMEHEHUHU

C 0CTOPOKHOCTBIO

— MpU XPOHUYECKOM TOYEYHOW HEJOCTAaTOYHOCTH (HeoOXxoauma KOpPpeKIUs pekuma
JO3UPOBaHUS);

— Yy HalMEeHTOB MOXXKUIJIOT0 Bo3pacTa (IIpH BO3PACTHOM CHIKEHUHU KIyOOUKOBOM (QHIIBTpaLun);
— y MalMEHTOB C MOBPEXJACHUEM CIIMHHOTO MO3Ta, TUIepIlia3uei MmpeicTaTeNIbHOM Kelnes3bl, a
TaKXKe MPHU HAJIWYMM JPYTUX IpeApacrnosararomux (pakTopoB K 3aJEpiKKE MOUYH, MOCKOJIBKY
JIEBOLETUPU3UH MOXKET YBEJIMYUBATh PUCK 3a1€PKKHU MOYH;

— TIpHU OJTHOBPEMEHHOM IPUMEHEHHUH C ajKorojiem (cm. pasuen 4.5.);

— OEepeMEeHHOCTb U NEPUOA IPYAHOIO BCKapMIMBAHUS;

— OCTOPOJKHOCTb CJIEAyeT cOONIofaTh Yy MAalMEeHTOB C JMMJENCcHedl M IOBBIIIEHHON
CY[IOPOXKHOI TOTOBHOCTBIO, IIOCKOJIbKY JIEBOLIETUPU3MH MOXET BbI3BaTb 00OCTpEHHE
MIPUCTYIIOB.

Oco0ble YKa3aHus
WuTepBanbl Mexay n03aMU JODKHBI OBITH MOAOOpPaHbI WHAMBHUAYAJIBHO B 3aBHCHUMOCTH OT

MOYEUHOU (PyHKIIUH.

Pexomentyercst cobI01aTh OCTOPOKHOCTH MPU OTHOBPEMEHHOM YIOTPEOJICHUH C aJIKOTOJIEM.
[Ipy HaMMYMKM y MAIMEHTOB MpEapacIoyiararoiux (HaKTOpoB K 3aJep:KKe MOYM (Hampumep,
MOBPEKICHUE CIIMHHOTO MO3ra, THIEPIUIa3Hs MPEACTATENbHON JKeIe3bl) ClelyeT COOMIonaTh
OCTOPOXHOCTb, [IOCKOJIbKY JIEBOLIETUPU3UH MOXKET YBEJIMUUBATH PUCK 3aICPKKH MOUH.
OCTOpPOXKHOCTB CHEIyeT COONIONATh Y MAIIMEHTOB C SMUJICTICHEH W TIOBBIIICHHON CYIOPOKHOM
TOTOBHOCTBIO, MIOCKOJIBKY JIEBOIIETUPU3UH MOXKET BBI3BATh 00OCTPEHUE MPUCTYTIOB.

Peakmust Ha KOXKHBIC aJUIEPTUYECKHUE MTPOOBI MOJABISICTCS] AHTUTHCTAMUHHBIME TpenapaTaMu, |
nepea MPOBEIACHWEM TECTHPOBAaHUS HEOOXOJMMO BO3JIEpXKAThCs OT IpHEeMa Mpernapara B
Te4eHHe 3 JHEH.

Bo3moxHO mosBIIEHHE 3yna IOCIE NPEKpalleHus NpHeMa JIEBOLETUPU3HMHA, TaXe €CIu
MOMOOHBIX CHUMITOMOB HE ObUI0 B Havane JedeHus. CHUMOTOMBI MOTYT TMPOUTH
CaMOCTOSITENIHPHO. B HEKOTOPHIX CITydasx CUMIITOMBI MOTYT OBITh CUJILHO BBIPa)KEHHBIMU, U 3TO
MOJKET MOTpeOoBaTh BO30OHOBIEHHUS JiedeHus. [lociie BO30OHOBIEHUS JI€UEHUsSI 3TH CUMIITOMBI
JTOJIKHBI IIPOITH.

eTH
JleBoueTupU3MH B TabNeTKaX, MOKPBHITBHIX IUJIEHOYHOW O0O0O0JI0YKOM, MPOTHBOIOKA3aH IS
NMPUMEHEHUN Yy JeTe 70 6 JeT, MOCKOJIbKY JaHHas JIeKapCTBeHHas (opma HE TO3BOJISIET
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MPUMEHSTh TOIXOMALIYI0 JIO3UPOBKY JUIs STOW BO3pacTHOM Tpymmbl. Pekomenmyercs
MIPUMEHSITh NEANATPUUECKYIO JIEKAPCTBEHHYIO (hOpMY (KaIlIu JIjIs MpuemMa BHYTPb).

BcnoMorarenbHble BelecTBa

IIpenapar TUBOBMH COAEPKMUT JIAKTO3bI MOHOruzpar. IlanmeHTam ¢ peako BcTpevaroliencs
HACJIe/ICTBEHHON HENEePEeHOCUMOCTBIO TaJIakTO3bl, Ae(PULIUTOM JIaKTa3bl JIONAape Ui III0K030-
rajJlakTO3HOM ManbabcopOLueil He cieyeT NpUHUMATh 3TOT Mpenapar.

B3auMmopeiictBHe ¢ JAPYrMMH JIEKAPCTBEHHBIMH MpenaparaMM M Jpyrue BHAbI
B3auMoOAeHCTBUA

N3ydeHne B3aUMOJICHCTBUSI JICBOICTHPU3MHA C JIPYTHMH JICKAPCTBECHHBIMHU TIperiapaTaMu He
MPOBOAMIOCh. [Ipy HM3ydeHWM JIEKAPCTBEHHOTO B3aWMOJCHUCTBHS palieMara [EeTUPH3UHA C
AHTUITUPUHOM, a3UTPOMHUIIMHOM, IIUMETHINHOM, JUA3ETIaMOM, SPUTPOMHUIIMHOM, TIHITH3HIOM,
KETOKOHA30JIOM W TiceBIod(eApuHOM  KIMHUYECKH  3HAYMMBIX  HEXKEJIaTeIbHBIX
B3aHMMOJIEVICTBHUN HE BBIABJIIECHO.

[Ipu omHOBpemMeHHOM mnpuMeHeHHH ¢ TeodmwrauHoM (400 Mr/cyTKH) OOIUH  KIUPEHC
HEeTHPU3UHA CHIDKaeTcs Ha 16 % (kuHeTHKa TeoQUTMHA HE MEHSIETCS).

B wuccrienoBaHuM mpu OJHOBPEMEHHOM TNpueme puToHaBupa (600 Mr 2 pasa B JeHb) U
netupusuHa (10 Mr B JICHb) MOKa3aHO, YTO IKCIO3MIIMS IETUPU3UHA yBennunBaiach Ha 40 %, a
IKCTIO3HUIUS PUTOHABHPA HE3HAYUTEIILHO M3MeHsutach (MuHyc 11 %).

Y 4yBCTBUTEIBHBIX MAIIMEHTOB OAHOBPEMEHHBIA MpPHEM JIEBOLETUPU3WHA U AJKOTONS WIH
JIEKaPCTBEHHBIX IMPEMapaToB, OKA3bIBAIOIIMX TOAABISAIONIEE BIHUSHUE HA EHTPAIbHYIO
HepBHyto cucremy (IJHC), ™MoxeT BbI3BaTh  3aTOPMOXKEHHOCTh UM yXYALICHHE
paboTocmocoOHOCTH.

(I)epTI/IJIbHOCTB, 6epeMeHHOCTL H JJaKTanus

bepeMeHHOCTh
JlaHHbIE TI0 TPUMEHEHHWIO JICBOIIETHPU3MHA BO BpeMs OCpPEeMEHHOCTH MPaKTUYECKHU

OTCYTCTBYIOT Miu orpanuueHbl (Menee 300 mcxomoB Oepemennocteii). OQHAKO MPUMEHEHHE
[CTHPU3UHA, palleMara JIeBOIleTUpU3MHaA, mpu Oepemennoctn (6omee 1000 mcxomon
OepeMeHHOCTEH) HE COMPOBOXKIAIOCH TMMOPOKAMH Pa3BUTHSI W BHYTPUYTPOOHBIM W
HEOHATAIBHBIM TOKCHYECKUM BO3IeHCTBHEM. B MCCIeI0BaHHUAX HA KUBOTHBIX HE BBISBIECHO
OpsSMOTO  WJIK  KOCBEHHOTO HEONArompusATHOTO BIWSHHUS Ha TeYeHHEe OEpeMEHHOCTH,
AMOPHOHANILHOE U eTaTbHOE Pa3BUTHE, POJIBI M TOCTHATAILHOE PAa3BUTHE.

[Ipu OepeMEHHOCTH Ha3HAYCHUE JICBOLICTUPU3NHA MOXKET OBITh PACCMOTPEHO B Cllyuyae
HEOOXOINMOCTH.

JlakTanusa

Letupusun, panemMar JI€BOLETUPU3HHA, IKCKPETUPYETCS C TPYAHBIM MOJIOKOM. [Io3ToMy Takxke
BEPOSATHO M BBIICIICHUE JIEBOLETUPU3HHA C TPYIHBIM MOJIOKOM. Y J€T€H, HaXOIAIIUXCS Ha
TPYIHOM BCKapMJIMBAaHUU, BO3MOXKHO TMOSIBJICHHE MOOOYHBIX pEaKIUil Ha JIEBOLIETHPU3HH.
[ToaTomMy HEOOXOAMMO COOMIONATH OCTOPOKHOCTH MPH HA3HAYCHUH JICBOIICTUPU3NHA B MIEPHOJ
TPYIHOTO BCKAPMJIUBAHUS.

DepTHIBLHOCTD

Knunnueckune naHHbIE 1O JEBOUETUPU3UHY OTCYTCTBYIOT.
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4.7. Biusinue Ha CHOCOOHOCTH YNPaBJSATH TPAHCHOPTHBIMH CpPeACTBAMHM M pPadoTarh ¢
MeXaHHu3MaMHu
JleBOIIETUPU3UH MOXKET TPHUBECTU K TOBBIIIEHHOW COHJIIMBOCTH, CJIEIOBATENIbHO, IMpernapar
TUBOBHH MOXET OKa3bIBaTh BIMSIHHE HA CIIOCOOHOCTH YIIPABISATH aBTOMOOMIIEM MM paboTarh
C TexHuKoM. B mepuonm nedeHuss HEOOXOAMMO BO3ACPIKATHCA OT 3aHATHUN MOTCHIIMATBHO
OTMACHBIMHM BUJAMHU JI€ATEIBHOCTU, TPEOYIOIIMMH TOBBIIMICHHONW KOHIIEHTPAIlMd BHUMAaHUS U
OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUN.

4.8. HexxesiaTesibHbIe peaKINu

PesroMe mmpoduirst 6€30acHOCTH

Jlannvie no b6ezonacnocmu, noxy4eHHvle npu U3y4eHuu Yyemupusuta
HaGmronanuce ciemyromue He)xenaTeIbHbIE PEaKIIUU:

Peoxo (>1/10000, <1/1000)

BCTpe‘-IaHI/ICB JICTKUC W BPCMCHHBLIC HCKCIATCIIBHBIC ABJICHHA, TAKHUC KaK YTOMIISICMOCTD,

HapylIeHHe KOHIIEHTPALlUU, COHJIMBOCTH, TOJOBHAsi 0OJb, TOJIOBOKpPY>KEHHE, BO30YKICHHE,
CYXOCTb BO PTY M JKEIYyIOYHO-KHMILIEYHBIE paccTpoiicTBa (3amop). B HekoTophIx ciydasx
HaOTIOANCh PEaKIUK THIEePYYBCTBUTEILHOCTH M @aHTHOHEBPOTUIECKHIA OTEK.

Taxke cooOmanoch 00 OTHENBHBIX CIIydasiX CyIOPOI, PEaKIHH CBETOYYBCTBUTEIHHOCTH,
MOpakKeHUsI TeYeHH, aHa(WIAKTUYECKOTO IIIOKa, HApPYIICHHS KPOBOOOpAIEHHs, TIIyXOTHI,
IJIOXOTO  CaMOYyBCTBMsI, 3y[a, BAaCKyJNTa, 3pUTEIbHBIX HApPyLIEHUHA M  KOIIMAapHBIX
CHOBUJICHUSIX.

Jannvle KnuHu1ueckux uccie008aHuil

Kinunnueckue wuccnegoBanuss mokaszand, 4to y 14,7 % nDauuMeHToB, NPUHUMABIIUX
JICBOLETUPHU3UH B J103€ 5 MI, HAOMIOIAIUCh HEXeJaTeNbHble peakuuu B cpaBHeHuu ¢ 11,3 % y
MAIMEeHTOB Tpynnbl mianebo. 95 % MaHHBIX HEXeNaTeIbHbIX peakuuil ObUIM JIETKUMH WU
YMEPEHO BBIPAKCHHBIMH.

B KJIMHMYECKMX HCCIENOBaHMSIX 4YacTOTa IIPEKPALllEHUs TEpanuu BCIEACTBUE Pa3BUTHS
nmobouHbix peakiuit cocraBmwia 0,7 % (4/538) y manuMeHToB, PaHAOMU3UPOBAHHBIX IS
mojlydeHust JieponetupusmHa B goze Swmr um 0,8% (3/382) ang  manmeHTos,
PaHI0MU3MPOBAaHHBIX B IPYMITy IJI1aLe0o0.

Crnenyrome HeXenaTelbHBIE pEakUu ObBUIM  BBIBICHBI y manueHToB (n = 538),
YYacTBOBAaBIIMX B KIMHHYECKOM HWCCICAOBAHMM W TPHUMEHSBIIMX JICBOICTHPU3UH B
PEKOMEHI0BaHHBIX J03aX (5 MI' OJIUH pa3 B CYTKH):

C yacmomou 1-10 %:

HeskenareabHble peakunu JleBoueTupusux 5 mr (n = 538) Ilnanedo (n = 382)
COHIUBOCTD 5,6 % 1,3 %
CyxocTb BO pTy 2,6 % 1,3 %
T'onosHast 60116 2.4 % 2,9 %
YTOoMIIIEMOCTE 1,5 % 0,5 %
Acrenus 1,1 % 1,3 %
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XoTsa gacToTa CJIydacB COHJIMBOCTH B I'PYHIIC JICBOUCTHUPU3HMHA ObLIa BBIIIIC, YEM TaKOBasd B
rpymnic nﬂaue60, B OOJBIIMHCTBE CJIydacB 3TO HECKCIATCIbHOC SABJICHHUC OBLIO JIETKOW HIIH
CpCI[HGfI CTCIICHH TSAXKCCTH.

Heuacmo (0,1-1 %): bonu B xxuBOTE.

Tocmpezucmpayuonnvie ucciedo8anus

B mepuon MOCTPErHCTPAMOHHOTO TPHUMEHEHHs Mpernapara HaOMIOIaduch CICAYIOIIHe
1o0o4HbIe 3 (HEKTHI:

Hapywenus co cmoporbl UMMYHHOU cucmembl

Peaxiuy runepyyBCTBUTEILHOCTH, BKIIFOYAst aHA(DUIIAKCHIO.

HCZDVWQHM}Z MemabonuzMa u NUMAaHus

IloBEIIeHMEe anmeTuTa.
Hcuxuueckue paccmpoticmea

TpeBora, arpeccusi, BO30yX/JeHUE, TaJUTIOIMHALINN, ACTPECCUsi, OECCOHHUIA, CYUIUAATbHBIC
HACH, KOIIMAapHbIC CHOBUACHUS.

Hapywenus co cmoponsi HepsHoti cucmembl

Cynoporu, TpoM0O3 CHHYCOB TBEPJIOH MO3rOBOM OOOJIOUKH, MAPECTE3us, TOJIOBOKPYKECHHE,

BEPTHUTO, 0OMOPOK, TPEMOD, AUCTEB3HS.
Hapywenus co cmoponul opeana 3penus
BocnanmrensHpie TpOSIBICHUS, HAapyIIEHUE 3PEHUsS, HEYETKOCTh 3PUTEIHHOTO BOCIIPHSTHS,

HEMPOU3BOJIbHBIE IBUKEHUS INIa3HBIX SA0JIOK (HUCTArM).
Hapywenus co cmoponwi cepoya
CreHoxapausi, TaxuKapaus, OUlylIeHHE cepALeOneHusl.

Hapywenus co cmoponwt cocyoos
Tpom603 sipeMHOI BEHBI.
Hapywenus co cmoponbl ObixamenvHou cucmemvl, Opeanoe 2pyOHOU K1emKu U Cpe0oCmeHUs.

YcuneHre CUMIITOMOB PUHUTA, OJBIIIKA.
Hapywenus co cmoponi kodtcu 1 nOOKONCHOU KIemyamKuy

AHTMOHEBPOTUYECKUN OTEK, JK3aHTEMa, TMIIOTPUXO03, 3yZ, CbIllb, TPEIIMHBI, KpPalMBHULIA,
(oToceHcnOMIN3aIHsl/ TOKCHYHOCTh, CTOMKAs JIEKapCTBEHHAs 3pUTEMa.

Kenyoouno-xkuweunvle napywenus

TomwHoTa, pBOTA.

Hapywenusi co cmoponvl newenu u x#ceniesvle00aumux nymetl
T'enarut.

HCZDVWQHM}Z CO CIMOpPOHbl Mblu/le"lHOIZ, CKelemHoU U COCOUHUMENIbHOU MKAHU

Bbonb B MbIax, aprpanrus.
Hapywenus co cmoponvl nouex u mMo4esbleo0auux nymeu

Jusypust, 3aepKKa MOYH.
Obwue napywienus u peakyuu 8 Mmecme 66e0eHus
HeaddexTuBHOCTH MPOIYKTa U €r0 B3aUMOJCHCTBHUS, CyXOCTh CIIM3UCTBHIX 000JI0YEK, OTEK.

Jlabopamopuvle u uncmpymenmaibivie OaHHble
VYBenuueHue Macchl Tella, W3MEHeHWe (YHKIMOHAIBHBIX MPOO TICYCHHU, MEPEKPEeCTHAS

PCAKTUBHOCTD.
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Onucague OTACJIBbHBIX HEXKEIATCIBbHBIX 'peaKI_[I/Iﬁ
VY wManoro kojmdecTBa NannucHTOB Ha6J'IIOI[aJ'ICH 3ya 1OCJIC MPCKpallCHUA IIPHUMCHCHUSA

JICBOLOCTHUPHU3UHA.

Coo011eHMs 0 T0I03PEBAEMbIX HEXKEIATEIbHBIX PEaKILUIX

BaxHo coo0marh O TIOI03PEBAEMBIX HEKENATENbHBIX PEAKLIUSIX II0CJIe PETUCTPALUH
JICKapCTBEHHOTO ITpernapara ¢ 1eIblo 00ecredeHus] HePepbIBHOIO MOHUTOPUHIA COOTHOLIEHHUS
«T10JIb3a — PUCK» JIEKApCTBEHHOTO Ipenapara. MeIUIMHCKUM paOOTHUKAM pPEKOMEH]IYETCs
coo0uare 0 JOOBIX MO03PEBAEMBIX HEXKEJAaTeNbHbIX PeakLusAX JEKapCTBEHHOIo Ipernapara
yepe3 Hal[MOHAJIbHbIE CUCTEMBI COOOIIEHUS O HEXKEIATEIbHBIX PEaKIUAX TOCY/1apCTB — YJICHOB
EBpa3uiickoro 3KOHOMHYECKOIO COH03a.

Poccuniickas @enepanns

109012, r. MockBa, CnaBsHCKasl Tuioiaip, 1. 4, ctp. 1

denepasibHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PocsapaBranzop)
Tenedon: +7 (800) 550-99-03, +7 (499) 578-06-70.

E-mail: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

Ilepeno3upoBka

CuMOTOMBI

ConnuBocTh (y B3pOCIHBIX), B Hadalle MOTYT TMOSIBUTHCA BO30YXKICHHE U OECIIOKOMCTBO,
CMEHSIOIINECS] COHIMBOCTHIO (y IeTel).

Jleuenue
Heo0xomumMo mpOMBITE JKETYIOK WM NPUHATH aKTUBUPOBAHHBIM yrojb, €ClU MOCJe Mpuema

npenapara IMpomJjo MaJlo BPEMCHH. PCKOMGHJIyeTCH IPpOBCACHUC CUMITOMATHYECKOM M
nozmepxcHBalomeﬁ TCpaIrunu. CHGLII/I(I)I/I‘-IGCKOFO aHTUA0Ta HeT. I eMoauanu3 He3(1)(peKTI/IBCH.

®APMAKOJIOTMYECKUE CBOMCTBA

dapmakoIMHAMHYECKHE CBOCTBA
dapmakoTepaneBTUUECKass TIpylna: AaHTUTMCTAMUHHBIE CpEACTBA CHCTEMHOIO JEHCTBHS;

[IPOM3BOHBIEC MUIIEPA3HHA.
Kon ATX: RO6AE09

MexaHusMm aeiictByst U hapMakoaruHaMudecKue dPdeEKTEI
JleBoueTupu3uH — R-3HaHTHOMEp METUPH3WHA, MOIIHBIA M CEJICKTHBHBIA aHTAarOHUCT

rHCTaMUHa, OJoKUpyronmid Hi-rucTaMUHOBBIC PEeLIENTOPHI.

JIeBOIICTUPHU3MH OKa3bIBACT BIUSHHEC Ha TUCTAMUHO3aBHCHUMYKO CTAJUI0 aJUIEPTUYECKHUX
pEaKIyii, a TAK)KEe YMEHBIIIAET MUTPALIUIO 03HHO(PIIOB, YMEHBIIIAET MPOHUIIAEMOCTh COCY/IOB,
OTPaHUYMBAET BHICBOOOKICHHE MEIUATOPOB BOCIIATICHUSI.

JleBoLleTUPHU3UH TPEAYNPEkKAACT Pa3BUTHUE M OOIEeryaeT TEUEHHE AallJIPTHYECKUX peakiui,
o0agaeT MPOTUBOAKCCYIATUBHBIM, MPOTHBO3YIHBIM ACHCTBHEM, MPAKTHUECKH HE OKa3bIBAET
AQHTUXOJMHEPTHUECKOTO U AHTHUCEPOTOHMHOBOTO JEWCTBUSA. B TepameBTHUECKHX J03ax
MPAKTUYECKU HE OKA3hIBAET CeaTHBHOTO Y deKTa.
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5.2. PapmakoKUHeTHYECKHE CBOMCTBA
AbcopOrust
[locne npuema BHYTpb mpenapar OBICTPO M TOJTHOCTBIO BCAChIBACTCA M3 KEIyIOYHO-
KHUILIEYHOTO Tpakra. I[lpueM muiy He BIUSET Ha IOJHOTY BCACBIBAHMS, XOTS CHIKAET ee
CKOPOCTb.
MaxkcumanbHast koHLeHTpalus (Cmax) B IJ1a3Me KpoBU jgocturaercs yepes 0,9 4 u cocrapiseT
270 Hr/mi, paBHOBECHAs! KOHIIEHTPALIUs JOCTUTAETCs uepe3 2 CyTOK.

Pacnpenenenue
JleBonietupusuH Ha 90 % cBsa3bIBaeTcs ¢ Oenkamu miaasmsl kpoBu. O0beM pacrpenenenus (Vq)
cocrasiser 0,4 n/kr. buogoctynHocts gocturaet 100 %.

buotpancdopmarus
B neGonpmux kommuectBax (<14 %) merabonmusupyercs B opranuzme nyreM N- u O-

JNEANKWINPOBaHUS (B OTIMYME OT APYTUX AaHTAaroHUCTOB Hi-THCTaMUHOBBIX PEIENTOPOB,
KOTOpbIE META0ONH3UPYIOTCS B TIEUEHU C TIOMOIIBIO CUCTEMBI IIUTOXPOMOB) ¢ 00pa3oBaHHEM
(hapMaKkoIIOTUYECKH HEaKTUBHOTO MeTabonurta. l3-3a HE3HAUMTENBHOTO METa0omu3Ma W
OTCYTCTBUSI META0OJIMUYECKOTO TOTEHI[MANIa B3aWMOJICHCTBUE JIEBOIIETUPU3WHA C JIPYTHMH
JIEKaPCTBCHHBIMU TIperapaTaMu MPeCTaBISICTCS] MaJOBEPOSITHBIM.

OnuMHUHaLUS

Ilepuon mnonyseiBenenust (T12) y B3pocnbix cocrtaBiser 7,9+ 1,94. V nereit mmanuiero
BO3pacTa IEPHO] MOJMYBBIBEACHUS KOpode. Y B3POCHBIX OOMMIl KIMPEHC COCTaBISAET
0,63 ma/mun/kr. Oxosno 85,4 % npuHSTOMN 10361 Ipenapara BbIBOJUTCS NOYKaMU B HEU3MEHHOM
BUJE TyTeM KIyOOUYKOBOM (MIbBTpallMd W KaHaJbIEBOW cekpenuu, okoio 12,9 % — uepes
KHIICYHVK.

JIMHEHHOCTh (HEIUHEHHOCTD)

dapMaKOKMHETUYECKHE MTapaMeTphl JICBOLIETUPU3NHA U3MEHSIOTCS JIMHEHHO.

ITanmeHTEl ¢ MOYEYHON HENOCTATOYHOCTLIO
Kaxxymuiicss oOmuid KIMPEHC JICBOLIETHPU3MHA KOPPEIUPYET C KIUPEHCOM KpeaTHHHUHA.

[ToaTOoMy y MalMeHToB ¢ MOYEYHOUW HEIOCTATOUHOCTBIO CPEAHEH U TAKENIOM CTENEHH TAKECTH
PEeXHUM TO3UPOBAHUS Mpernapara cieayeT KOppeKTUpoBaTh (cM. pazaen 4.2.).

VY mnanMeHToB € TepMalbHOM CTaJueil MOYeuyHOHl HEJOCTaTOYHOCTH KIMPEHC IMpernapara
cHmkaerca Ha 80 % OTHOCHTENHHO 30POBBIX JOOPOBOJIBIEB C HOPMAIbHOU (PYHKIHEH MOUEK.
Menee 10 % npenapata ynansieTcsl B X0e CTaHIapTHOU 4-4acoBOW MPOIEAYPhl TeMOUATH3A.

IlanueHThl ¢ NeYeHOYHOM HEJ0CTaTOYHOCTHIO
cDa.pMaI(OI(I/IHeTI/IKy JICBOUCTUPU3UHA Yy IIAlIUCHTOB C IIEYCHOYHON HEAOCTAaTOYHOCThIO HE
HU3yydalid. YV nauueHToB C XPOHUYCCKUMU 3a00JICBaHUSMH TI€UCHU (FeHaTOHCHHIOHHpHBIﬁ,

XOJICCTATUYECKU W  OWIMapHBIA LMPpPO3), TMOJNYYABHIMX pPAllEMUYECKOE COCTUHEHUE
uetupusuHa B go3e 10 wim 20 Mr OmHOKpaTHO, HAOMIONATIOCh YBEIHMYEHHE IepHona
nonyBbiBenieHUs: Ha 50 % wu cHmwkeHue kiaupeHca mnpenapara Ha 40 % 1o cpaBHEHHIO CO
3JI0pPOBBIMH JIFOJIBMHU.
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JInma mo)Kuioro Bo3pacra

JlaHHBIE TI0 (hapMaKOKWHETHKE y TIOXKHJIBIX MAIMCHTOB OrpaHWYeHbl. [Ipu mOBTOpHOM mpremMe
30 Mr JIEeBOIIETHPH3UHA OJIMH pa3 B CYTKH B TEUCHUE 6 THEH y 9 MOKUIIBIX MAIIMEHTOB (BO3PACT
or 65 no 74 ner) obmui kiMpeHc ObUT mpuOIU3UTENHbHO Ha 33 % HUXKE, YeM TaKOBOH Y

B3pOCJIbIX boiee MOJIOOOI0 BO3pacTa. brino IMIOKa3aHO, 4YTO paclpCaciiCHUC pancmara
LHETUPU3UHA OOJIBIIIE 3aBHCUT OT q)YHKI_[I/II/I IMOYCK, U€M OT BO3pacTa. 9T0 YTBCPIKACHUC TAKKC
MOXET OBITh IMPUMCHUMO U K JICBOUCTUPU3UHY, TAK KaK oba Ipenapara, u JCBOUCTUPU3UH, U
HETUPU3UH BLBIBOAATCS NPCUMYHICCTBCHHO C MOYOI1. HOBTOMy Yy MOXKHWIIBIX IMAIMCHTOB 1034
JICBOLCTHUPU3HHA OOJIKHA OBITH CKOPPCKTUPOBAaHA B 3aBUCUMOCTH OT q)YHKI_II/II/I ITOYCK.

eTH
JlaHHBIE IO HCCIENOBaHUIO (papMaKOKMHETUKHU mpenapara y 14 npereit B Bo3pacte oT 6 10
11 ner ¢ wmaccoit tena or 20 go 40 Kr mpu NEpOpalibHOM MPHUEME OJHOKPATHO 5 Mr
JIEBOLIETUPHU3MHA [T0KA3aJM, YTO NMokazareny Cmax U TUIOmaAs nox kpusoit (AUC) npumepHo B
2 pa3a MpeBBILAIOT AHAJIOTMYHBIE [IOKA3aTelIM Y B3pOCHBIX 3J0POBbIX JIOAEH IIpH
nepekpecTHoM koHTponie. CpemHuii mokazatellb Cmax cocTaBuin 450 HI/MJ, MaKCHMaJbHAS
KOHILIEHTpAIMsI JOCTUTajach B cpeiHeM yepe3 1,2 4, oOuimii KIMpPEeHC C Y4eTOM MAacChl Tela
op1 Ha 30% BB, a TepUON TONyBbIBeACHHS Ha 24 % Kopode y JeTei, dYeMm
COOTBETCTBYIOIIME TIOKazaTenud y B3pocibix. CrenuanbHble  (apMaKOKUHETHYECKHE
ucclIeoOBaHMsT Yy  jAered  muaame 6  JeT He  MPOBOAWINCH.  PeTpoCneKTHBHBIN
(hapmakoknHEeTHYECKUI aHaIu3 npoBeaeH y 323 nmanueHnToB (181 pebenok B Bo3pacte ot 1 10 5
net, 18 nmereit B Bozpacte oT 6 no 11 mer u 124 B3pociasix B Bo3pacte oT 18 no 55 ner),
MOJYYaBIIMX OJHY WJIM HECKOJIBKO 103 JeBonetupuzuHa oT 1,25 mr go 30 mr. JlaHHbIe,
MOJYyYECHHBbIE B XOAE aHalIW3a, MOKa3ajdd, 4YTO MpHeM mpemnapara B go3e 1,25 Mr y gered B
BO3pacTe OT 6 MeCSIEeB A0 S JeT MPUBOAUT K KOHUEHTPAIMU B IUIa3M€, COOTBETCTBYIOIIEH
TaKOBOM y B3POCJIBIX MPU MpUEMe 5 MI Ipenapara Of1H pa3 B CYyTKH.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcioMoOrarTeJIbHbIX BellleCTB
Aopo mabnemxu
JIAKTO3BI MOHOTHJIPAT
IIEJUTI0NI03a MUKPOKPUCTAILTUIECKAs
KpPOCIIOBHJIOH
MarHusi creapar
KPEMHUS TUOKCHU] KOJIJIOH THBIH

Cocmag nienounoti 00010uKU (20Mmogoe nieHoYHoe NOKpblmue)
MOJIMBUHUIIOBBIA CLIUPT

MaKpOroJ

TaJIbK

TUTaHa IUOKCHU]L

6.2. HecoBMecTUMOCTH

He npumenumo.



6.3.

6.4.

6.5.

6.6.

7.1.

10.

Cpok roqHocTH (CPOK XpaHEeHUs )
2 rona.

Oco0bie MepbI IPeIOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuTb IIpH TeMiieparype He Boille 25 °C B OpUTMHAJIBHON yIIaKOBKe (ITauke).

Xapakrep M cofepKaHHe NePBUYHON YIIAKOBKH

ITo 7, 10 TaGneTok B KOHTYpHYIO SYEHKOBYIO YHNAKOBKY M3 IJICHKU MOJIMBUHWIXJIOPUIHON U
(G oJIbIY aMFOMUHUEBOM MEYaTHOM JJaKUPOBAHHOIM.

ITo 1, 2, 3 KOHTypHbIE SYEHKOBBIE YIIAKOBKM BMECTE C HWHCTPYKLUMEH I0 NPUMEHEHHIO
IIOMEIIAOT B NIAUYKy U3 KapTOHA.

Oco0ble Mepbl IPeI0CTOPOKHOCTH NMPH YHUUTOKEHUHU HCI0JIb30BAHHOIO JIEKAPCTBEHHOTO
npenapara WIH OTXO0A0B, IOJY4YEHHBIX [0CJe TPUMeHEHUsl Npemnapara u Apyrue
MAHMIYJISALHH € TpenapaTroM

Oco0Oble TpeOOBaHMS OTCYTCTBYIOT.

JAEPKATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

AO «®OPII»

121087, r. Mocksa, [IpomblnuienHsIi poesa, A. 7, cTp. 3, atax 2, noM. I, kom. 15, 16.

IIpeacraBuTe/ib IepKaTeNsi PErHCTPANIMOHHOIO YI0CTOBepeHusi Ha TeppuTtopun Coro3a

[Iperen3un noTpeOUTEIISI HAIPABIATH IO aJIPECy:

Poccuiickas @enepanus

AO «DOPII»

121087, r. Mockaa, [IpomblnuienHsi npoes, a. 7, cTp. 3, atax 2, noM. I, kom. 15, 16.
Ten.: + 7 (499) 730-76-13

E-mail: info@forp.ru

HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHUS

JIATA TIEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHWSA PETUCTPAIIUMH,
IHHEPEPET'MCTPALIUN)

JlaTa nepBoii perucTpanuu:

JATA IIEPECMOTPA TEKCTA

OOmrast xapakTepUCTHKA JIEKapCTBEHHOTO Mpenapara THBOBHH JOCTYNHA HAa WH(GOPMALMOHHOM
noprajie EBpa3uiickoro 3KOHOMHYECKOTO COr03a B HWH(OPMAIMOHHO-KOMMYHUKAIIHOHHONW CETH
«MuTepuet» http://eec.eacunion.org/
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