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1O MEJIMITUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA
KBucna tade

PerncrpanmoHHbIIT HOMep:
Toproeoe HaumeHoBanue: Kpucui Tade
Me:xayHapoaHoe HellaTeHTOBAHHOEe WIH I'PYIIIMPOBOYHOE HAUMEHOBaHNe: JICBOICTUPU3UH
JlekapcrBeHHasi popma: TaOJICTKH, TOKPHITHIS TUICHOUYHOH 000I0UKOH
Cocras
1 TaGeTKa COCPIKUT:
Heticmeyowee seuwjecmeo: INEBOUCTUPU3MHA AuTHIApoxiopua — 5,0 Mr;, ecnomozamenvHvie
geujecmea: NAKTO3bl MOHOTHJIPAT, HEJUTI0I03a MUKPOKpUCTAIUIMYECKasi, KaJblius rujipodocdara
JUTHJIpaT, KapOOKCUMETHIIKpaxMal Harpus, moBuaoH K30, Maruus cteapat, cocmas oOORoUKi:
[runpomenosza, makporon 6000, THTaHa TUOKCH|
Onucanue
Kpyriabie MBOSIKOBBIMYKIIbIE TAOJIETKH, MOKPHIThIC IUICHOUHOH 000JI0UKONH Oeoro WM MOYTH
Genoro 1peta. Ha monepednom paspese siipo 0eJ10ro Wil MouTH GeJioTo IBeTa.
dapmakoTepanieBTUYeCKAasi TPYINIA: AHTUTUCTAMHUHHBIE CpEJCTBA CHUCTEMHOTO JICHCTBHS,
MIPOU3BOHBIC MUTIEPA3HHA.
Kox ATX: RO6AEQ09
dapmMmakosoruiecKue cBoiicTBa
Dapmaxodunamuxa
JleBomeTHPU3UH — aKTHBHOE BemecTBO mpemapata Keucmin Tabc — »T0 R-sHaHTHOMEp
IeTUPU3UHA, MOINHBIH M  CEJICKTUBHBIM  AaHTarOHMCT  T'HUCTaMUHA,  OJOKUPYIOIIHH
H;-ructamuHoOBBIe penienTopbl. JICBOIETUPURUH OKa3bIBACT BJIMSHUE HA THCTAMHHO3aBUCHMYIO
CTQ/INI0 AJUICPTHUSCKUX PEeaKIHi, a TakkKe YMEHBIIAST MUTPAIUIO D03HMHO(PUIIOB, YMEHbBIIALT
MIPOHUITAEMOCTh COCY/IOB, OTPAHHUYHUBAST BHICBOOOIKICHHE MEUATOPOB BOCTIATICHHUS.
Jlepole TUPUBHH TIPSAYNPEKIACT pa3BUTHE U OOJierdaeT TeUCHHE AJUICPTHUSCKUX DPEaKIUi,
o0naaeT MPOTHBOAKCCY/IATHBHBIM, MPOTHBO3YIHBIM JSHCTBHEM, MPAKTHYSCKU HE OKas3bIBaeT
AHTUXOJIMHEPTHYECKOTO M AaHTHCEPOTOHMHOBOTO JIEUCTBHA. B TepameBTHYeCKHX J103ax
MIPaKTUYECKH HE OKa3bIBaeT CeJaTUBHOTO A heKkTa.
Dapmaxoxkunemuxka
DapMaKOKWHETUUSCKHUE MTapaMeTpPhl JICBOICTUPU3IUHA U3MEHSIFOTCS JIMHEMHO.
Abcopoyus

ITocne IIpueMa BHYTPb Ipeiiapar GBICTPO H ITOJIHOCTBIO BCACBIBACTCI U3 JKEJIYJOUYHO-KHIICYHOTO
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CNEPTHOMY OTYETY

MaxkcumanbHas koHIeHTpanus (Cpyyx) B IJIa3Me KpoBH JlocTHraeTcs yepes 0,9 yaca u cocrapiset
270 Hr/Mi1, paBHOBECHAS KOHIICHTPAIIHUS JIOCTUTACTCS Yepes 2 CYTOK.

Pacnpeoenenue

JleponeTupusun Ha 90 % cBsi3bIBaeTCs ¢ OeKaMu TUiasMbl kpoBHu. OObeM pacnpenencHus (Vq)
cocrapmsieT 0,4 n/kr. buogoctynHocTs qocturaer 100 %.

Memabonusm

B weGompmux konuuecTBax (< 14 %) wmetabonmzupyercs B opraHusMe nyreM N- H
O-feankuaupoBanusi (B OTJIMUKE OT JAPYTUX aHTAroHUCToB H;-THCTAMHHOBBIX PEIENITOPOB,
KOTOpbIe MeTaOOJIM3UPYIOTCSl B MEUSHU C MOMOIBIO CHCTEMBI IIUTOXPOMOB) ¢ 00pa3oBaHHEM
(apMaKoJIOTUUSCKH HEAKTHBHOTO MeTabosuTa. H3-3a He3HauuTeNbHOTO MeTabonu3ma |
OTCYTCTBHSI MeTabOJIMUECKOro MOTEeHIMANA B3aUMOJCHCTBHE JICBOIICTHPU3UHA C JIPYTHUMH
JICKApCTBEHHBIMHU TIpeNapaTaMy Mpe/ICTABIIACTCS MAIOBEPOSITHBIM.

Buiseoenue

IIepuon momyeeiBeieHust (T12) y B3pocibix cocTapisier 7,9 £ 1,9 vacoB. Y geTedt mutajniero
BO3pacTa IIepHOJ TOJYBBIBEJACHHUS Kopode. Y B3pOCJBIX OOMMHM KIUPEHC COCTaBIISIET
0,63 wu/mur/KT. Okosio 85,4 % TpUHATOH MJO3bI TpermapaTa BBHIBOJUTCS TIOYKAMH B
HEHU3MEHEHHOM BHJE MyTeM KIyOOuKoBOM (UIBTpAIMH W KAHAJIBIICBOW CEKpEIUU; OKOJIO
12,9 % — 4epe3 KHUIICYHUK.

OmoenvHble zpynnst HAUEHMOE

Hayuenmui ¢ noueuHol HEOOCMAMOUHOCTBIO

Y manueHToB ¢ TOYeHHOM HemocTaTouHOCThIO (kimpeHc kpeatuHuHa (KK) < 40 wmur/mun)
KJIUpEeHC TpemapaTa yMEHbIIaeTCs. Y TAIMeHTOB, HAXOJSIIUXCS Ha TeMoAHain3e, OOMIUiA
kiupeHe cHukaercsi Ha 80 %. Menee 10 % mnpenapata yaajisieTcsi B XOAe CTaHIapTHOM
4-qacoBol IpoLeIyphbl TEMOTHATH3A.

I ayuenmol ¢ neueHoOUHOU HEOOCMAMOYHOCHBIO

(QapMakOKMHETHKA JICBOLETUPU3WHA Yy MAIMEHTOB € IICYeHOYHOM HEJOCTaTOYHOCTHIO He
u3ydajach. Y TAIMEHTOB ¢ XPOHHUUYESCKUMH 3a00JIeBaHMSIMU TeUYeHH (TeNMaTOUSIUIIONISIPHBIN,
XOJISCTATHUSCKUN U OHIIHAPHBIN ITUPPO3), TOTYIABIIUX PANIEMHUSCKOE COSTUHCHHE IeTUPU3HUHA
B 03¢ 10 wim 20 Mr oTHOKpaTHO, HAOIIONAIOCH YBEJIUUeHHe TIepHoa moayBbiBeienus Ha 50 %
U CHHWJKeHHE KJIMpeHca npenaparta Ha 40 %, 110 cpaBHEHUIO CO 30POBLIMH JIFObMH.

Hemu

JlaHHBIE IO HCCIIeTOBAaHUIO (DapMAaKOKUHETHKH TpernapaTa y 14 neTeit B Bospacte oT 6 1o 11 sret
¢ Maccol tesa oT 20 o 40 xr mpu mepopalibHOM TpPHUEME OJHOKPATHO 5 MT JICBOIICTHPHU3HWHA

nokazaji, 4ro mnokazatesd Cpay M mwiomans moa kpusod (AUC) mpumepHo B JBa pasa
2
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CNEPTHOMY OTYETY

koHTposie. Cpemuuit mokazatenb Cp,c coctapmin 450 HI/mML, MakCUMaJbHasi KOHICHTpAIU
JOCTUTAJIACh B cpeHeM depes 1,2 waca, oOmiui KIMpeHC ¢ yueToM Macchl Tena Obut Ha 30 %
BBIIIE, a TIEPUO/T MOIYBBIBEICHHS Ha 24 % Kopode y JleTeH, 4eM COOTBETCTBYIONIUE IIOKA3aTENH
y B3pocibIX. CrienuaipHble (papMakOKMHETHUSCKUE UCCIIEOBAHUS Y JeTeH Miajame 6 JeT He
MIPOBOIIINCE. PeTpocTieKTHBHBIN (papMaKOKHHETHYSCKUH aHaN3 TMpoBe/eH v 323 MalueHTOB
(181 pebenok B Bo3pacte oT 1 10 5 jeT, 18 nerelt B Bozpacte oT 6 1o 11 neT u 124 B3poCibIX B
BoszpacTe oT 18 10 55 JeT), moJay4aBMIuX OAHY WJIM HECKOJIBKO 103 JIEBOLleTUpU3HHA OT 1,25 Mr
no 30 mr. JlanHble, moJdy4YeHHBIe B XOJe aHaJIM3a, MOKa3aJid, 4TO NpPHUEM IIpernapara B 03¢
1,25 mr y jgeteil B BozpacTe OT 6 MecCsIeB J0 5 JIeT NPUBOAUT K KOHICHTPAIUH B ILUIa3Me,
COOTBETCTBYIOIEH TAKOBOH Yy B3pOCJIBIX IIPH IIPHEME 5 MTI IIpenapaTa OJUH pa3 B CYTKH.

I ooicunvie nayuenmei

JlaHHbIe 110 (PapMAKOKMHETHKE Y MOXKHJIBIX MAIMEHTOB orpaHHueHbl. IIpu moBTOpHOM mpHEeMe
30 Mr JIeBOLIETUPHU3HHA OJIUH pa3 B CYTKH B TeUeHHE 6 JHEH y 9 MOKUIBIX MAIUeHTOB (BO3pAcT
oT 65 5o 74 ner) obmuit KwimMpeHc ObLT MpUOIU3UTENBHO Ha 33 % HHXKE, YeM TaKOBOH V
B3poC/BIX Oojiee MOJIOJOTO Bo3pacTa. bBBUIO MOKa3aHO, UYTO paclpelesieHHe paleMara
IeTHpU3UHA OOJIbIIE 3aBUCUT OT (PYHKIUHM IOYEK, YeM OT BO3pacTa. DTO YTBEPIKICHHE TaKKe
MOJKeT ObITh NPHUMEHHUMO M K JICBOICTHPHM3HMHY, TaK Kak o0a mpemnapaTa U JICBOLIETUPU3UH, U
LETUPU3UH BBIBOJSTCS NMPEUMYMISCTBEHHO ¢ MOYOH. IlosToMy, y MOXNKMIBIX HAIlUEHTOB 034
JICBOLETUPU3UHA JTOJDKHA OBITh CKOPPEKTUPOBAHA B 3aBUCUMOCTH OT (PYHKITUH MTOYCK.
IToxa3zaHus K MpUMeHeHHUIO

e JleueHHMe  CHMITOMOB  QJUISPTHYeCKHX  PHHHUTOB  (BKJIIOYas,  KpPYIJIOTOJHUYHBIN
(mepcUCTUPYIOMUH) MW CE30HHBIM  (MHTEPMUTTHPYIONIUM) aJUICPTHYECKHEe PHUHHUTHI) H
AJUIePTUYECKOT0 KOHBIOHKTUBHUTA, TAKUX KakK 3YyJ, YHXaHHE, 3aJI03KeHHOCTh HOCA, PUHOpes,
CJIe30TeUeHHUE, TUIePEMUsl KOHBIOHKTUBHI,

®  TMOJUIMHO3 (CeHHasl JINXOpa/IKa);

e  KpalMBHUIA,

e  JIpyrue ajuleprudeckue JepMaTo3bl, COMPOBOKIAIONIUECS 3yJOM U BBICHITAHUSAMH.
IIpoTuBONIOKA3aAHMSA

e [UNepUYBCTBUTEIHHOCTh K AKTUBHOMY BEIISCTBY, LETHUPU3HMHY, THAPOKCH3UHY, JHOOOMY
IIPOU3BOITHOMY NHIIEpa3HHA WIIH K JIIOOOMY APYTOMY BCIIOMOTaTeIbHOMY BEI[ECTBY Iperapara;
e JeuIMT JTaKTa3pl, HENEPEHOCHMOCTH JIAKTO3BI, CHHIPOM  TJIHOKO30-TaJaKTO3HOM
MaJibabcopOIuu;

e TepMHUHAIbHAA cTaausa moueuHoi HenoctaTouHocTu (KK < 10 Mi/Mun);
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e  JIeTCKHH BO3pacT Jio 6 JieT.

CNEPTHOMY OTYETY

C ocTOpOKHOCTHIO

IIpu xXpoHHuecKkOH TIOUSYHOM HEJOCTATOUYHOCTH (HEOOXOJMMAa KOPPEKIUS peKUMa
JTOBUPOBAHUS).

Y manueHToB MOKUIOTO Bo3pacTa (IpHU BO3PACTHOM CHIJKEHUH KITyOOUKOBOH (UILTPAIIHH).

VY manueHTOB ¢ IMOBPEXKACHHEM CIIMHHOIO MO3ra, THUIEpIUIa3Hed Ipe/IcTaTeIbHOM JXKeje3bl, a
TaKKe TPU HATUYHH JIPYTUX TpeApachoiaralomux (akTopoB K 3aJepiKKe MOYH, MOCKOJIBKY
JICBOIETUPU3UH MOXKET YBEJIMUUBATH PUCK 3a/ICPIKKH MOYH.

IIpu oaHOBpeMEHHOM VYIOTPeOJCHUM C AIKOTOJEM (cmompu pazoen «Bzaumooeiicmsue ¢
Opy2uUMU NEKAPCMEEHHBIMU CPEOCBAMU »).

BepeMeHHOCTD U MepUO/T IPYAHOTO BCKAPMITUBAHMUSL.

OCTOpOIKHOCTH ClIeyeT coOMoaaTh y MAIIMeHTOB ¢ AIUJICTICHeH U MOBBIMEHHON CYTOPOKHOM
TOTOBHOCTHIO, ITOCKOJIbKY JICBOIETHPU3HH MOXKET BBI3BaTh 00OCTPEHHUE IPUCTYIIOB.
IIpumeHeHMe TIPH GepeMEHHOCTH U B TIEPHOJI TPYTHOT0 BCKAPMJ/IMBAHUSA

Bepemennocmo

JlaHHBIE 110 IPUMEHEHHIO JICBOLIETUPU3UHA BO BpeMsi OepeMEHHOCTH IIPAKTHUECKH OTCYTCTBYIOT
wid orpannucHbl (MeHee 300 mcxomoB OepeMeHHOCTel). OJHAKO, MPUMECHEHHE [ETHPHU3HUHA,
palneMaTta JIeBOLICTHpU3HHa, NpH OepemeHHOCTH (Oosee 1000 wmcxomoB OepeMeHHOCTEH) HE
COIIPOBOKAAIOCH MOPOKAMH PA3BUTHUS U BHYTPUYTPOOHBIM M HEOHATAIBHBIM TOKCHUYSCKUM
Bo3/ielicTBUeM. B HCClieOBaHUAX Ha JKUBOTHBIX HE BBISIBJICHO NPSIMOr0 WJIM KOCBEHHOTO
HeOIarONPUSITHOTO BJIMSHUS Ha TeueHHe OepeMeHHOCTH, SMOpHOHAJIbHOS U (eTalbHOS
pa3BUTHE, POJbI U ITIOCTHATAILHOE Pa3BUTHE.

IIpu OepeMeHHOCTH HazHAUCHHE JICBOLICTUPH3WHA MOXKET OBbITh pAcCMOTPEHO B ciydae
HEOOXOAUMOCTH.

Ilepuoo epyonoco sckapmausanus

[{etupusun, pareMar JCBOLETUPUZHHA, DKCKPETUPYETCS ¢ TPYIHBIM MoJiokoM. [losTomy Takske
BEpOSITHO M BBIJICJICHUE JICBOLIETUPU3UHA C TPYAHBIM MOJIOKOM. Y JeTeH, HaxXo/SIUXCS Ha
TPY/IHOM BCKapMJIMBAHUHU, BO3MOXKHO IMOSIBJICHHE IMOOOUYHBIX peakIUid Ha JICBOICTUPH3HUH.
[TosToMy HeoOX0TUMO COOIIOIATh OCTOPOIKHOCTH NP HA3HAUCHUH JICBOIICTUPU3RUHA B MEPHOL
IPYAHOTO BCKApMJIUBAHMSI.

DepmunvHocms

Knuaudeckue 1aHHbIE 110 JICBOLIETUPU3HHY OTCYTCTBYIOT.

[lepen mpumMeHeHUeM Tipenapara, eciid Bel OepeMeHHbI, WM Ipe/nojaraete, 4ro Bl Moriu Obl
ObITh OepeMeHHOU, WU IUIaHHpYyeTe OepeMEeHHOCTh, HEOOXOJMMO MPOKOHCYIBTHPOBATHCS C

BpauoM.



COOTBETCTBYET
ot 04.07

(NOCNEQD EL@TEJ;] BEHOCTE 0001)

Crioco®6 IMPpHUMEHECHUHA U 10351

Bapocibie u eTu cTapiie 6 JieT: cyTouHasi J1o3a cocTaBiseT 5 Mr (1 TabieTka) 0JITHOKPATHO.
BuyTps, mnporiareiBas IEJIWKOM, BO BpeMs ebl WIH HaTOMmAK, 3amuBasg HeOOIbITUM
KOJIMYECTBOM BO/IbI.

IpodonsicumenvHocms npuema npenapama:

IIpu nedeHuu ce30HHOTO (MHTEPMUTTUPYIOMIETO) AJUIEPTUUSCKOTO PUHUTA (HAIMUUE CUMIITOMOB
MeHee 4 JHeH B HeJeMI0 WM HX 00mas TNpPOJODKUTEIBHOCT, MeHee 4-X HeJelb)
IPOJOKUTEILHOCTD JISUSHHS 3aBUCUT OT JUITUTEILHOCTH CUMIITOMATHKH, JICUSHHUE MOXKET OBbITh
MpEeKpaIieHo MPH UCUSIHOBEHUH CUMIITOMOB U BO30OHOBJICHO MPHU MOSIBJICHUH CUMIITOMOB.

[Ipu nedeHHUH KPYIIOTOAMYHOTO (TEPCUCTUPYIOMIETO) aJUIEPTUUSCKOTO pHUHUTA (HAJIUUHE
CUMIITOMOB OoJiee 4-X JHEH B HeJeI0 M UX 0o0mas MpOJOJDKUTEILHOCTh GoJice 4-X Heeb)
JISYSHUE MOJKET IIPOJIOJDKATHCS B TEUSHHE BCETO IIEPHO/Ia BO3/ICUCTBUS aJUIEPIeHOB.

HUmeeTcst KIMHUYECKUN OMBIT HEMPEPHIBHOTO MPUMEHEHUS JICBOIICTUPU3UHA B JICKAPCTBEHHOMU
dopMe TabNIeTKH, TMOKPHIThIE IUICHOYHOW 000J0YKOM, 5 Mr Yy B3pOCHBIX TAIMEeHTOB
JUTUTEIBHOCTBIO JI0 6 MECSIIEB.

Ocobuie zpynnot nayuenmos

I ayuenmor noscunoco eospacma

OCHOBHBIM IIyTE€M BBIBE/ICHUS JICBOLICTUPU3MHA U3 OpTaHU3Ma SIBJISICTCS] BBIBE/ICHHE IOYKaMH,
MOXTOMY TIpU NPUMEHEHHHU IMperiapaTta y HAYUEeHMOS NOJCULOSO 603pacma U C NOYEUHOU
HeOOCamoyHOCHbIo 1032 JIOJDKHA KOPPEKTUPOBATHCA B 3aBUCHUMOCTH OT CTENCHU MOYSUHOU
HEeJOCTATOYHOCTH, OCHOBBIBasich Ha omuieHke KK, mu/mun (cMm. nyHKT [layuenmuvl ¢ nouednoi
HEOOCMAamMOYHOCbIO).

Hayuenmur ¢ nouedHolt HEOOCMAMOUHOCINBIO

[TaruenTam ¢ yierkuM HapymenueM ¢yakinuu nouek (KK 50-79 mu/MuH) KoppeKIUH J03bI HEe
TpedyeTcsL.

Y nmamueHTOB ¢ yMepeHHOM moueuyHoM HenoctatoyHocThio (KK or 30 mo 49 mu/mun)
peKOMeH/IyeMasi 103a 5 MI 4epe3 JIeHb.

VY marueHToB ¢ THKeJIoU moueuHor HemocTtaTouHocThio (KK Menee 30 Mu/MHuH) peKoMeH TyeMas
mo3a 5 Mr 1 pa3 B 3 aus.

Iayuenmul ¢ neueHOUHOU HEOOCAMOUHOCHbIO

[TaruenTam ¢ HapylIeHHEM TOJIBKO (DYHKIIUH TEUSHU KOPPEKLHH peKUMa JO3UPOBAHUS HE
TpeOyeTesL.

Hayuenmur ¢ nouedHoll 4 neueHOUHON HEOOCMAMOYHOCHILIO

[TanveHTaM ¢ MOYEYHOW U MEUCHOYHOM HEJOCTATOYHOCTHIO JIOBMPOBAHHE OCYIISCTBILICTCS IO

BHINICTIPUBESACHHOM cXeMe (CM. YHKT [/ayuenmol ¢ neueHouHOU HeOOCmMamoYHOCHbIO).



COOTBETCTBYET 3KC _— EPTHOMY OTYETY

ot 04.07.2023 N= 12430

Ecnu Bwt npunumaeme unu HeOA6HO NPUHUMOANU ap))JZlQ’%ﬂ%ﬁ“%ﬁ%&j&%é’ 56 Son

jledauemy epauy.

Eecnu Bui 3abwvinu npuname npenapam, He NpUHuUMaiime OGOUHYIO 003y ON% KOMNEHCAyUn
NPONYULEHHOI, NpUMUMe CIeoyouyo 003y 6 OOLIYHOE 6PEMA.

Ecnu nocne neuenus yayuwienus He Hacmynaem uili  CUMNMOMbL  YCY2yORaomcs, uiu
NOAGAAIOMCS HOBbLE CUMNINOMbL, HEODXOOUMO NPOKOHCYILIMUPOEAMLCA € 6PAYOM.

Ipumensiime npenapam monbKO COSNACHO MeM NOKA3AHUIM, MOMY CHocoby NpuUMeHeHus U 6
mex 003ax, KOMopvie YKa3aHbl 6 UHCIPYKYUU.

IloGouHoe neiicTBHE

Jannsie no 6esonacrocmu, nojiydyeHHsie npU U3yYeHUU Lemupusuna

HaGnronanucs cienyroniue HexenareabHbie peakimu (HP):

Peoxo (= 1/10000, no < 1/1000):

Betpeuanucs Jerkue u BpeMeHHbIe HexenatenbHble peakiuu (HP), Takue kak yToMIsieMoCTb,
HapyIICHHE KOHIICHTPAIMH, COHJIMBOCTH, TOJIOBHAsi G0Jb, TOJOBOKpYKEHHE, BO3OYKICHHE,
CYXOCTh BO PTY M JKEeJIYJOUYHO-KHIIEUYHbIE paccTpoiicTBa (3amop). B HeKoTOphIX ciiydasx
HaG/II0TATUCH PEeaKIIUU TUIIEPUYBCTBUTEILHOCTH U AaHTHOHEBPOTUUYESCKUH OTEK.

Takke coobmanock 00 OTIENBHBIX CIIyYasx CYJOpOT, pPEaKIdd CBETOUYBCTBUTEIHHOCTH,
MOpAXKCHUST TeUYeHH, aHAQUIAKTHYSCKOTO IIMOKa, HApYIICHHUS KpOBOOOpAIEHUS, TIIYXOTHI,
IJIOXOTO CAaMOYYBCTBUSL, 3y/1a, BACKYJIMTA, 3pUTEIbHBIX HAPYIICHUH U KONIMAapHBIX CHOBUACHU M.
Jlannvie KIuHUUECKUX HCCTE006aHUIL

Knunnueckue wmccieoBaHust mokazany, 4Yro y 14,7 % mnmanveHTOB, TNPHHUMABIINX
JICBOISTUPU3HMH B 03¢ 5 mr, Habmonaauck HP B cpapHenuu ¢ 11,3 % y manueHTOB TPYIIIbI
mwiare6o. 95 % HP Oblin IeTKUMU WM YMEPEHHO BBIPKSHHBIMHU.

B KJIMHHYECKMX WCCIIEJOBAHUAX YACTOTA IIPEKpAIleHHs] Tepaluu BCISJACTBHE Ppa3BUTHUA
noGouHbIX peaknuit cocrapwia 0,7 % (4/538) y mnamueHTOB, PpPaHIOMHU3HPOBAHHBIX JUIA
[IOJIy4eHus1 JeBonieTupu3uHa B fo3e 5 mr u 0,8 % (3/382) quist nanueHToB, paHAOMU3HPOBAHHBIX
B TpyIIny Iiameso.

Crnenyromue HP Obmv BHISIBJICHBI Y TaIfdeHTOB (n = 538) ydacTBOBaBMIMX B KJIHHUYSCKOM
WCCIICIOBAHUHU U MPUMEHSBIINX JICBOICTUPU3UH B PEKOMEH/IOBAHHBIX J03aX (5 MI OJIUH pa3 B

CYTKH):
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Yacmo (EJ/J 00. no < ]/]0) (MOCNEOCBATENEHOCTG 0001)
JI 5 =
HP eB"“e";g';;":/{o mr (o ILtanedo (n = 382), %
Connusocmo 5,6 1.3
Cyxocmb 60 pmy 2,6 1,3
Tonosuasn 6onw 2.4 2.9
Vmomnsemocmo 1,5 0,5
Acmenus 1,1 1.3

XoTs YacToTa CJIydaeB COHJIMBOCTH B TpYIIIE JIEBOIIETUPH3MHA ObLIa BbINIE, YeM TaKoOBas B
rpynmne 1mianeto, B OOJBIMIMHCTBE ciaydaeB 5To HP ObLIo JieTkoH WM YMEpeHHOH CTeleHH
TSDKECTH.

Heuacmo (=1/1000, no <1/100):

bonwu B xxuBOTE.

Hocmpezucmpauuonrsiii nepuoo

Hapyuienus co cmoporvt UMMYHHOU CUCTNEMbL:

peaKIK TUIIePUYBCTBUTEILHOCTH, BKIIIOUYAs] aHADUIAKCHIO

Hapyuwienus memabonusma u numanus:

IIOBBILIECHHUE alllIeTUTA

I cuxuueckue HapyuieHus:

TpeBora, arpeccusi, Bo3OyxieHHe, OeCCOHHHIA, TAUIIOIUHAIUY, JCIIPECCHUs], CYHIM/aJIbHbIE
UJIeH, KOLIMAapHbIe CHOBU/ICHHS

Hapyuienus co cmoponvr HepsHOll cucmembl!

CYAOpOTH, TpoMOO3 CHHYCOB TBEepJOH MO3roBOH OOOJOUKH, MapecTe3ws, TOJIOBOKPYKEHHUE,
BEPTUTO, OOMOPOK, TPEMOp, JTUCTEB3Us

Hapyuienus co cmopornvi Op2ana speHus.:

HapylIeHHe 3pEeHMs, HEYeTKOCTh 3PUTEJIBHOIO BOCHPHUATHS, BOCHAIMTENIbHBIE IIPOSIBJICHHUS,
HETIPOU3BOJIbHBIE IBUIKCHUS IJIa3HBIX A0JIOK (HUCTArM)

Hapyuwienus co cmopons cepoya:

CTeHOKap/Iusl, TAXUKAP/IUsL, OIyIIeHUe cepaneOneHus

Hapyuienus co cmopomnst cocyoos:

TpoMOO03 APEMHON BEHBI

Hapyuienus co cmopomnvt ObiXamenbHOt CUucmembl, OP2aHo6 SPYOHOU KIEMKU U CPEOOCMEHUA:
YCHJIEHHE CHMIITOMOB PHHHUTA, OJIbINIKA

Kenyoouno-xuuieunvie HOPYUEHU:

TONIHOTA, pBOTa
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renaTuT
Hapyuwenus co cmoporst KOACU U NOOKOICHBIX MKAHEIL:

AHTUOHEBPOTHUSCKUHM OTEK, SK3aHTEeMa, THIOTPHUXO03, KOXKHBIM 3y/, KOXHAs ChIllb, TPEIIUHBL,
KpaluBHUIA, POTOCCHCUOMITH3AIIMS/ TOKCHUHOCTD, CTOWKAsSI JISKApCTBEHHAS SpUTeMa
Hapyuienus co cmoponst MultiedHOt, CKeNemHON 1 COCOUHUMENbHON MKAHU!

60JIb B MBINIIAX, ApTPAJITHS

Hapyuienus co cmopomst nodex i Mouegule 003 uux nymeii:

TU3YPUSL, 3aIepPIKKAa MOTH

Obuue Hapyuenus 1 peaxyun 6 Mecme 66€0eHUs!

HenPPEeKTUBHOCTH MPOIYKTA U €T0 B3aUMOJCHCTBHS, CYXOCTh CIU3UCTHIX 000JI0UeK, OTEK
Jlabopamopnvie 1 UHCIMPYMEHMAaTbHbIE OaHHbIE!

VBeJIMUSCHUE MAcChl Tella, HW3MeHeHHe (YHKIMOHAIBHBIX Tpod TEeUYCHH, TMepeKpecTHAS
PEaKTUBHOCTH

Onucanue omoenvnoix HP

Y HeGoNBIIOro KOJMUYSCTBA MAllMEHTOB HaOIIOAAlIcs 3y[ IOCJe NPeKpalleHHs] NMPUMEHEHUS
JICBOICTUPU3HHA.

Eciu y Bac otmeuarorcs mnoGounble 53(¢eKThl, yKa3aHHbIe B HWHCTPYKIUH WIH OHH
yeyryossitoress, WM Bbl 3ameTuniu J1ro0bie Jpyrue modounbie >(dekThl, He yKa3aHHbIE B
HHCTPYKIIHH, COOOHTUTE 06 STOM Bpady.

Ilepeno3upoBka

Cumnmomui: COHIUBOCTL (Y B3pOCIBIX), BHayajle MOTYT IOSIBUTHCSL BO3OYKACHHE W
6eCTIOKONCTBO, 3aTeM CMEHSIIONTUECS] COHIMBOCTRIO (y IeTel).

Jleuenue: HEOOXOIUMO TPOMBIThH KETYIOK WJIH MPUHATH AKTUBHUPOBAHHBIH YTOJb, eCIH TOCIE
MpueMa Tpernapara Mpoluio Majlo BpeMeHH. PekoMeHyeTes: poBeeHHE CUMIITOMATHUYSCKON U
oJIIepkuBarotie it Tepanuu. Crenuduueckoro aHTHI0Ta HeT. ['eMoauanus e >pdexTuseH.
BzaumoneiicTBie ¢ APYTUMHU JIeKAPCTBEHHBIMH cpeacTBAMI

H3yuenue B3auMOJCHCTBHUS JICBOLETUPU3MHA € JPYTHMH JICKAPCTBEHHBIMH IIperapaTaMu He
npoBoIWIOCh. llpU HM3yueHHUH JIEKApCTBEHHOTO B3aUMOJCHCTBHA palemMaTa IeTUPH3WHA C
AHTUNUPUHOM, A3UTPOMUIIMHOM, ITUMETHUAUHOM, IHA3ETAMOM, SPUTPOMHIIUHOM, TIUIU3ZH]IOM,
KETOKOHA30JIOM U IceBI0d (e JpUHOM KIMHUYIESCKH 3HAUUMBIX HEXKeJIaTeJIbHbIX B3aUMOICHCTBUN
He BBISIBJICHO.

[Ipu ogHOBpeMEeHHOM IpUMEHEHUHU ¢ TeopmmiuHoM (400 Mr/cyT) oOUIUil KIMPEHC e TUPH3UHA
CHHIKaeTcs Ha 16 % (kuHeTHKa TeoHJUTHHA HE MEHSICTCS).

B wuccnenoBanuuM mpH OJHOBpEMEHHOM IipueMe puToHaBupa (600 mr 2 pasza B JeHb) H
8
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nerupusuHa (10 Mr B JeHB) IIOKa3aHO, YTO HKC OSHHH}I'-E%‘ial—II/EPg'IaH “ﬁgﬁﬁj{lﬁﬁgﬂhcl-ﬁé‘-%1 %, a

SKCIIO3UIUS PUTOHABUPA HE3HAYUTEIbHO M3MeHuIIach (-11 %).

Y UyBCTBUTECJIBHBIX MAIACHTOB OJIHOBPEMEHHBIM TMpHEM JICBOICTUPHU3UHA U AJIKOTOJISI WIIH
JIEKApCTBEHHBIX IIPENapaToB, OKA3bIBAIOIIUX T0/IaBIISIONICE BIUSHUAE HAa IEHTPAJIbHYIO HEPBHYIO
cuctemy (ITHC), MoKeT BBI3BATh 3aTOPMOKEHHOCTD M YXYAIIEHHE paboTOCIIOCOOHOCTH.

Ecnu Bul npumenseme sviuienepediciientvle Uil opyeue NeKapcmeenHvle npenapamsl (6 mom
yucne bespeyenmyprvie) neped npumeHenuem npenapama Keucun mabc npokoHCYbmupyimecs
¢ 6paUOM.

Oco0ble ykazaHu s

UnrepBambl MeXIy 103aMHU JODKHBI ObITh MOJOOpaHbl WHIAMBUAYATHHO B 3aBUCHUMOCTH OT
MOYeYHOU (PYHKITUH.

PexoMenayetcsi coOI0AaTh OCTOPOIKHOCTE IIPU OJTHOBPEMEHHOM YIIOTPEOICHUH C aJIKOTOJIEM.
[Ipy HamWuuuU y MAIHSHTOB TpeApacHoiaralonux (GakTOpoBR K 3ajepiKKe MOUYH (HAMPHMED,
MOBPeKACHHE CIMHUHHOTO MO3Ta, THIEpIUIa3hs MpeACTATeIbHON JKeJie3bl) clieyeT coOIoaaTh
OCTOPO’KHOCTD, IIOCKOJIBKY JISBOLIETUPU3HH MOKET YBEJIMUUBATH PUCK 3a/IeP:KKU MOYH.
OCTOpOIKHOCTH ClleyeT coOMoaaTh y MAIMeHTOB ¢ SIUJICIICUeH U MOBBIIIEHHON CYTOpPOIKHOM
TOTOBHOCTHIO, ITOCKOJILKY JISBOI[ETHPU3HH MOYKET BBI3BaTh 00OCTPEHHUE MPUCTYIIOB.

Peakius Ha KoKHBIE aJUIepTrUUecke MpoOhl MOJABISACTCS] AHTUTUCTAMUHHBIMHU TIpenapaTaMu, U
nepea MPOBEASCHUEM TECTUPOBAHUSA HEoOXOJMMO BO3JIepXkKaThCs OT IpUeMa Iperapara B
TeUeHUE 3 JHEH.

Bo3mokHO TOsiBJIeHHE 3y[a IOCHe IpeKpalleHHs] IpUeMa JICBOLCTHPU3UHA, JaXKe eCJu
110/TOOHBIX CUMIITOMOB He ObLIIO B Hauaje JieueHHsl. CUMOTOMBI MOTYT IPOUTH CAMOCTOSITEJILHO.
B HEKOTOpHIX CIIy4asX CHMIITOMBI MOTYT OBITh CHJIBHO BBIPQKCHHBIMH, U 5TO MOJXKET
moTpeGoRaTh BO30OHORICHHSI JieueHHsL. 1locie Bo3oGHOBICHUS JISUSHHUS 3TH CUMITTOMBI JIOJDKHBI
MIPOUTH.

Hemu

JleBoneTHpU3UH B TableTKAX, MOKPHITHIX IUICHOUHON 000J0UKOHM, MPOTUBOMIOKA3aH V JAeTeH 10
6 JeT, MOCKOJIbKY JaHHAasl JeKapCTBeHHas (popMa He MO3BOJISET HCIONB30BATh MOJXOISIIYIO
JO3UPOBKY JUJIS STOM BO3pacTHOM rpymnmbl. PexomMeHayeTcs: HUCHOJIb30BaTh IMEUATPUUESCKYIO
JIeKapcTBeHHYIO (popMy (KaTutw [T ipUeMa BHYTPb ).

BisiHuie Ha cITOCOOHOCTH YIIPABJIATH TPAHCIIOPTHHIMH CpeIcTBAMU, MeXaHHU3MaMU
JIeBOLIETUPU3UH MOJXKET MPHUBECTH K IOBBIMIEHHOM COHJMBOCTH, CJIEIOBATENILHO, Ipenapar
Keucun tabc MOKeT OKa3pIBaTh BJIHMSIHHE Ha CIIOCOOHOCTH YIPABISITH ABTOMOOWIIEM WIIH
paGotaTh ¢ TexHuKod. B mepuon snedeHus HeoOXOJUMO BO3JACPKHUBATHCS OT 3aHITHH

IIOTCHIHAJIbHO OIIACHBIMH BHJaAMHU ACATCIIBHOCTH, Tpe6y1-0HlI/IMIrI MOBBIIIIEHHOH KOHICHTpallu:
9
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BHHMAaHUA U 6LICTp0TLI MICUXOMOTOPHBIX peaKI] H.

dopma BhITycKa

TabneTku, MOKPHITHIC TUICHOYHOU 000JIOUKOMU, 5 MT.

[To 10 TaGnmeToK B KOHTYPHYIO SYSHKOBYIO YIAKOBKY W3 IUICHKH TOJMBHHUIXJIOPHUIHON H
(bOJBbTH ATFOMUHUEBOMU TICYATHOH JJAKUPOBAHHOM.

1, 2, 3 KOHTYpHbBIE SUCHKOBBIC YMAKOBKH 1Mo 10 TabmeToK ¢ HHCTPYKIHMEH MO MPHMEHEHHUIO
[OMEMIAIOT B IAUKY U3 KapTOHA JUII MOTPeOUTEILCKOH Taphl.

Y ciioBuA XpaHeHUn

B opurnnanpHOM ynakoBKe (KOHTypHasl sST4eMKOBasi yIaKoBKa B Tadke) MPH TeMIlepaType He
Boimie 30 °C.

XpaHUTh B HEJTOCTYIIHOM JUIA JISTeH MecTe.

Cpok rogHocTH

4 rona.

He npuMeHATH 10 HCTEYEHUHU CpPOKA FOJHOCTH.

Y ciaoBus oTmycka

OtnyckaroT 6e3 perenra.

Baajesteny perucTpaliMioHHOT 0 Y I0CTOBEPEHUS

AxnuonepHoe obmecTBo «lIpousBojcTBeHHas (apmarieBTHUeCKasi koMmnaHusi OOHOBICHHE,
Poccus.

IOpuanueckuit agpec: 633621, HorocuGupckas 001, CysyHckui pakoH,
pi. Cy3yH, yi. Komuccapa 3satbkoBa, 1. 18.

Ten./dake: 8 (800) 200-09-95.

Hurepuet: www.pfk-obnovlenie.ru

IIpomBomiuTe/s/OpraHuszaius, MPHHIMAIONIAA MPeTeH3NH OT TMOTPedUuTeIei
IIpouszsooumens

AxnmonepHoe oOmectBo «lIpomsBojcTBenHas (apmarieBTHuecKkas KoMmmaHusi OOGHOBICHHEY,
Poccus.

Aopec mecma npouzeoocmea

Horocubupckas o6, . HoBocubupck, yiu. Ctanmuonsnas, 1. 80.

Opeanuzayus, npUHUMAIOWAa npemensun om nompedumeneii

AxnuonepHoe obmecTBo «lIpousBojcTBeHHas (apMalieBTHUecKasi KoMIaHus OGHOBJICHHE,
Poccus.

630096, r. HoBocubupck, yi. CtannuonHas, 1. 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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