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MHCTPYKIMA
11O MEJIMITMHCKOMY ITPUMEHEHMIO JIEKAPCTBEHHOI'O ITPETTAPATA

Herupusuu-AKpuxuH

Perucrpannonnsiii Homep:
Toprosoe nanmenoBanme: LletHpusun-AKpUXUH
Mexaynapoanoe HenaTeHTOBAHHOE HAUMEHOBAHHME: [IETUPU3UH

JlekapcrBennasi popma: TabiIeTKH, TOKPHITHIE IIJIEHOYHON 000JI0UKOI.

Cocras

CoctaB Ha o1Hy TaOJeTKy:

Hevicmeyrowee eewyecmeo: nernpusuna guruapoxiopua 10,0 mr;
Bcnomoeamenvhuie sewecmea: JIAKTO3BI MOHOTH/JIpaT, LeJUTI0J103a
MHUKPOKpHCTaJIIMYECcKas, KpaxMall KyKypy3Hblid, moBusioH K-25, maruus creapar,
KapOOKCUMETUIIKpaxMall HaTpHsi, KpEeMHMs JUOKCHJ KOJUIOMIHBIM Oe3BOIHBIH,
HaTpus Jnaypuicynbdar;

Cocmae obonouku: runpomeiniosa, makporo-6000.

Onucanue
IIpoonrosareie TabNETKH JIBOSIKOBBITYKJIOH (OPMBI, IOKPHITHIE IIJIEHOYHOM
000J104KOH OT 0enoro 10 0eNoro ¢ KEeJTOBATHIM OTTEHKOM LIBETa, C pUCKOHN Ha

OZIHOW CTOpOHE.

®apmakoTepaneBTHYECKAs IPyNNa

HpOTI/IBoaHHepFI/I‘{eCKOC CpeacCTBO — H]-FI/ICTaMHHOBBIX pPeuenTopoB 6J'IOKaTOp.
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Mexanuzm oeticmeus
Lletnpusun — akTHBHOE BemecTBO mpernapata lleTMpu3uH-AKPHXHH — SBISETCS
METa0OJIMTOM — TMJAPOKCH3MHA, 00JaJaeT AHTHIMCTAMHUHHBEIM  S(hdeKToM ¢
NPOTUBOAJIEPrMYECKUM  JielicTBUeM.  LleTupusuH  oTHOCHTCS K Ipymme
KOHKYPEHTHBIX aHTarOHMCTOB TI'MCTaMUHA, W Oyokupyer Hj-rucramMmuHOBbIE
peLenTopbl ¢ HeOONBIIMM BO3/IEHCTBUEM Ha IPYTHE PELENTOPBI, U TPAKTHIECKU He
OKa3bIBaeT aHTUXOJHUHEPIUUECKOr0 U aHTUCEPOTOHMHOBOIO JIEHCTBHUSL.

LleTrpu3suH OKa3bIBaeT BIMSAHME HAa TMCTAMUH3ABUCHMYIO CTAIHIO ajlIeprH4ecKux
peakiuii HeMeUIEHHOTO IEHCTBHUS, a TAKKe YMEHbIIAeT MUTPALIMIO 503UHO(DHIIOB U
OrpaHHYMBAET BBICBOOOXJEHUE MEIMATOPOB TIPH AUIEPIHYECKMX peaKIMsIX
3aMe/UIeHHOrO Tuna. IIpakTuyeckn He MPOXOUT uepe3 reMaTodHIEe(aTuIecKui
Oapbep H, cie10BaTeNbHO, IOYTH He CHOCOOECH JOCTHYb LIEHTPAIBLHBIX PELENTOPOB
H;.

DapmakoouHamuxa

B uccnenoBanusx BaMsHMS THCTaMMHA Ha KOXKY JIeficTBHe leTHpH3KHa B 103e 10
MI' HAYMHAJIOCh Yepe3 | yac, jocturaino Makcumyma co 2-ro mo 12-i yac u Bee ene
Ha0JIF0/1aJI0Ch Ha CTaTUCTHYECKU 3HAYMMBIX YPOBHsX uepes 24 yaca. B nononHeHue
K AHTUTUCTAMUHHOMY s dexry, LUETUPU3UH TaKKe obnanaet
IPOTHBOBOCIIAIUTENBHBIM 3()(PEeKTOM M TeM caMbiM OKa3bIBaeT BIMSIHHE Ha
MO3JHIOK0 (ha3y ajlepruiecKoi peaKiuu:

- llpu nmosze 10 Mr oaun miM JBa pasza B JeHb, MHTHOMpYET MO3HION (asy
arperainuu 03MHO(UIIOB B KOXKE.

- Ilpu o3e 30 Mr B 1eHb MHTHOUPYET BBIBEJICHUE 203MHOPHUIOB B OPOHXUATEHYIO
aJIbBEOJISIPHYIO  JKMJIKOCTh  TI0CJI€  BBI3BAHHOI'O aJUIEPreHOM OpOHXHAILHOIO
CY)KEHHUSI.

- Murubupyer BbI3BaHHYIO KaJULIMKPEHHOM IO3/IHIOI0 BOCIIAJIUTENBHYIO PEAKIIHUIO.
- IlomaBnsger skcmpeccuio MapKepoB BOCIAJEHUS, TaKWK.

VCAM-1.

- HWurubupyer nelicTBHe TI'MCTaMHHOIMOEPATOPOB,

cybcranius P.
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DapmakoKuHemuueckue ceolucmea

Bcacwvieanue

Ilocne mprema BHYTpb LETUPU3HH ObICTPO abcopOMpyeTcss M3 SKelymoYHO-
KMIIEYHOro TpakTa. PapMaKOKMHETHMYeCKMe MapaMeTpbl IETUPU3MHA IPH €ro
NpUMEHeHHH B Jlo3aXx oT 5 a0 60 Mr wu3MeHsioTCs JuHEWHO. PaBHOBecHas
KOHLEHTpALUs JOCTUIraeTcs yepes 3 JIHsI.

DapMaKOKMHETUYECKHI TPOMUIb eTUPU3MHA AHAIOTUYEH Y B3POCIIBIX U JETei.
Y Jnered mocie npuemMa LETUPH3MHA B J103€ 5 MI' KOHLEHTpaUMsi aKTUBHOM
cyOCTaHIMM B OpraHM3Me Takas ke, Kak U y B3pocibiX mocye npuema 10 mr. Y
B3pOCJIBIX TOCIIe MpHremMa HeTupusuHa B Jo3e 10 Mr makcuManbHasi KOHLEHTpaLus
(Cmax) B IIa3Me KpoBHU gocTHraetcs vepes 1-2 yaca u cocrapnsger 350 Hr/mun. Y
JIeTel Tociie IpueMa HeTUPU3UHA B 103e 5 MI MakcuMaitbHas KOHIeHTpaus (Cax)
B IIJIa3Me KpPOBU JJOCTUraercs yepe3 1 yac u cocraBnisieT 275 Hr/Mmi.

ITpu npreme nerupusrna B popme Karesnb MaKCUMaJlbHbIE KOHIIEHTPALIUY B ILIa3Me
KPOBH JIOCTUrarOTCsl ¢ 00Jjiee BEICOKOH CKOPOCTBIO.

Pacnpeoenenue

Pacnipenenenue nocne npuema netupusuna B 1o3e 10 Mr cocrasisiet 35 TUTPOB y
B3pOCJIBIX, @ CBSI3bIBAaHUE C OenkaMu Mia3Mbl KpoBH — 93%. YV nereil 06bem
pacrpejiesieHus 1mociie nprueMa LeTUPU3MHA B [103€ 5 MI' COCTaBIsieT pumMepHo 17
JUTPOB.

HesnaunrenbHOE KOJIMYECTBO LIETUPU3UHA BBIJIENSETCS B IPYAHOE MOJIOKO.
Memabonuzm

VY B3pocabix 60% 103b1 BBIBOJHUTCS M3 OpraHu3Ma B HEM3MEHEHHOM BUJIE TTOYKAMU.
Buvigeoenue

ITocne npuema netnpusuna B 1o3e 10 Mr y B3poCibIX OOLIMI KIMPEHC COCTABIISAET

0,60 mu/mun/kr; nepuox nomysbiBeaeHus (T1,) cocrasisier npumepro 10 yacos.

IIpueMe NeTUpU3rHa B C}’TO‘IHOFI J03€ 10 Mr B TeyeHue

HaO0JII01aJ10Ch.
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Iocite okoHYaHust JieveHus ypoBeHb LETHPH3KMHA B IU1a3Me KPOBH OBICTPO IMajaer
HIOKE OIpeliessieMbIX Tpe/esioB. I1oBTOpHbIE amieprojoruyeckue TeCThl MOYKHO
BO300HOBUTH Yepe3 3 JHsl.

OmoenvHuvie epynnvt nayuenmos

Toorcunvre nayuenmer

Y 16 noxuibIx NaMeHTOB NPU OAHOKPATHOM MpHEMe LeTUpH3MHA B 03¢ 10 mr
T1/2 6611 BbIIE Ha 50%, a cKOPOCTH BhIBe/IeHHUs Oblna Hike Ha 40% IO CpaBHEHHMIO
C KOHTPOJIbHOM I'PYTITOHN.

CHwKeHWe KIMpeHca HEeTUPH3UHA Y ITOXKHIIBIX TAlMeHTOB BEpPOSTHO CBSI3aHO C
YMeHbLIEHUEM (YHKIMU MTOYEK y ITOM KaTeropuu MaiueHToB.

Jlemu

Y nereii o1 6 10 12 net 70% 10361 BBIBOJUTCS U3 OPraHU3Ma B HEU3MEHEHHOM BHIE
MOYKAMH.

[Tocne npuema neTupusuHa B 103e S5 Mr y jereii obuwmii knupenc cocrasisier 0,93
MJI/MUH/KT.

Tiny nereit B Bo3pacre ot 6 10 12 ner cocrasiser 6 4acos, y JleTeil B BO3pacTe OT

2 1o 6 jer — 5 yacos.

llayuenmeor ¢ noueunoil HedocmamouyHocmoio

Y nanueHToB ¢ MOYeYHOH HeJl0CTaTOYHOCTBIO JIETKOM CTENEHH TSKeCTH (KIMPEHC
kpeatrHuHa (KK) > 50 ma/mMuH) apMakoKHHETHUYECKHE TTapaMeTphl aHaJOIMYHEbI
TaKOBBIM Y 3JJ0POBBIX J0OPOBOJIBLEB C HOPMAILHOU (YHKIIMEN TTOYEK.

Y nanMeHToB ¢ MOYeUHON HeJOCTaTOYHOCThIO cpeanell crenenu Tsxkectd (KK 30-
49 mn/mun) Ty, ynnunasercs B 3 pasa, a oOwuii kaupeHc cHuxkaercst Ha 70%
OTHOCHUTEJIBHO 3/I0POBBIX I00pPOBOJIbIIEB C HOPMAIILHOM (DYyHKIMEHN TTOYEK.

Y mauuentos, Haxoismuxcst Ha remoamanmze (KK < 7 mu/Mum), npu npueme

T, ynnunsercs B 3 pasa.

Menee 10% nerupusuna yansercs B Xxoe CTaHJIAPTHOM 11
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Iayuenmor ¢ neuernounoii nedocmamounocmoio

Y NaluMeHTOB ¢ XPOHUYECKUMH 3a00JICBAHUSIMU TICUEHH (rernaToLeIUTIONISIPHEIM,
XOJICCTATUECKUM M OWIMApHBIM  LMPPO30M) IPH  OJHOKPATHOM IIPHEME
nerupusuHa B 1o3e 10 unu 20 mr Ty, yBennuuaercs npumepro Ha 50%, a KIIUPEHC
cHmxkaercst Ha 40% 10 cpaBHEHMIO CO 3/10POBBIMH CYOBEKTaMH.

Koppexiust 10361 He0OX01MMa TOJIBKO B Cllyuae, ecili y MalMeHTa ¢ NeYeHOUHON

HEAOCTAaTOYHOCTBIO UMEETCS TAKXKe CONYTCTBYIOLIAs IMOYE€YHAasI HEJOCTATOYHOCTD.

IMokaszaHusi K NpUMeHEeHHI0

IIpumenenne npenapata LleTnpusnH-AKpuxuH NOKa3aHO y B3POCIBIX U JeTel ¢ 6
JIeT ISl O0JIerYeHus:

- Ha3albHBIX W TJa3HBIX CHMIITOMOB KPYIJIOTOAMYHOIO (IEPCHCTUPYIOLIEro) U
CE30HHOTO (MHTEPMUTTUPYIOILIEr0) AJUIEPIHYeCKOr0 PUHUTA M aJJIePrHYECKOro
KOHBIOHKTUBHTA: 3yJla, YUXAHHUS, 3aJI0)KEHHOCTH HOCA, PUHOPEM, CJIe30TEUeHHUS,
TUIePeMUN KOHBIOHKTUBBIL,

- CUMIITOMOB XpOHI/I‘IeCKOI\/'I UAONIATUYECKOM KparmuBHHIIBI.

IIporuBonoka3anus

- TOBBIIICHHAs YYBCTBUTEIBHOCTh K IETUPU3MHY, T'MAPOKCH3MHY HWIIM JPYTUM
NPOU3BOJIHBIM MUIIEPA3UHa, a TAKXKe JII000MY JIpyroMy KOMIIOHEHTY Tpenapara;

- TepPMHHAJIbHAsl CTa/lusl TIOYEYHOM HEJIOCTaTOYHOCTHU (KIMpeHe KpeaTnHuHa < 10
MJI/MUH);

- ISTCKHMHU BO3pACT 10 6 neT (Ju1sl JaHHOM JIeKapCTBEHHOM (OpPMEI);

- HACJIE[ICTBEHHAs HEMEePeHOCUMOCTh rallakTo3bl, Je@UIUT JIaKTa3bl Jomapel uin

TIFOK030-TajlaKTO3Hasi MalbaOCopOIIHsL.

C ocTopokHOCTBIO

- XpOHHYECKAs MMoYeyHasi HEAOCTATOYHOCTh (HpI/I KIIMPEHCE

MUH TpeOyeTcst KOPPeKLHsl PeKrMa J03UPOBaHUS);
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- TMAlWEHThl TOXMIOr0 BO3pacTa (NP BO3PACTHOM CHIIKEHHH KIIyOOUKOBOIA
bunpTpanun);

- SIMJICTICUS M MAIIUEHTHI C TIOBBILIEHHOU CYI0POKHON TOTOBHOCTBIO,

- MAlUEHTBI C NPEApacroNaraloiMmMu (paKTopaMu K 3afiep)kke MOYM (CM. paszel
«Oco0ble yKkazaHus»);

- IIPY OTHOBPEMEHHOM yIIOTPeOJIEHHH ¢ allKorosieM (cM. paszaen «B3aumopeiicTue
C IPYT'MMH JIEKAPCTBEHHBIMU CPEACTBAMU );

- IEPHO/JI TPy IHOTO BCKAPMIIMBAHMS,

- 0epeMeHHOCTb.

Ilpumenenne npu GepeMeHHOCTH H B ePHO/ IPY/IHOTO BCKAPMJIHBAHHS
bepemennocmeo

JlaHHBIe [0 IPUMEHEHHMIO HETUPHU3KMHA BO BpeMsi GepeMeHHOCTH orpanuders! (300-
1000 ucxonos GepemenHoctn). OJHAKO He BBHIABICHO CIIy4acB bopmupoBanus
MIOPOKOB pPa3BHUTHsA, SMOPHMOHAILHOW M HEOHATAJbHOM TOKCUYHOCTH C YEeTKOM
IIPUYHUHHO-CJIEICTBEHHOM CBSI3EIO.

OKClepMMEHTalIbHbIe HCCIIEI0BaHMs Ha JKMBOTHBIX HE BBISBHIIN KAKMX-JIMOO
NpSMBIX MM KOCBEHHBIX HEONAronpusTHbIX 3(GQEKTOB LEeTUpU3MHA HA
pa3sBUBAIOLIMKICS TUIOA (B TOM YHCIe B IOCTHATAILHOM IIEPUOJE), TEUeHHUEe
OepeMEeHHOCTH U POJIOB.

IIpu GepemeHHOCTH Ha3sHayeHHe LETHPH3MHA BO3MOXHO MOCJE KOHCYIBTALMH C
BpaioM, B Cllydae eclH MpeirnojaraeMasi I0Jib3a JJsi MaTe€pH IPEBBIIIAET
MOTEHIMAJIBHBIA PUCK IS I1JI0/1A.

Ilepuoo epyonozo eckapmnueanus

He crenyer mpumeHsTh LeTMpHU3MH BO BpeMs IPyIHOTO BCKApMIMBAHHS, T. K.
LUETHPU3HH SKCKPETUPYETCS C IPYAHBIM MOJIOKOM.

L[eTI/IpI/BHH IIPOHUKAECT B TIPYAHOC MOJIOKO, JIOCTUras KOHUCHTpaIluu,

cocrasnsiomed or 25 g0 90% ypoBHs mpenapata B mia3sMe {B°jaBie@MocTH OT

BpeMeHH 3a00pa 1npo0 rociie npueMa rnpenapara).
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HesxenarenbHble peakuuu, CBs3aHHbIE C LETHPU3MHOM, MOTYT HaOIIONAThCS Y
I'PYIHBIX JeTeM.

B niepro/1 rpy1HOro BcKapMIMBaHHs LETHPU3HH [IPUMEHSIOT T10C]IE KOHCYIbTAIUH
C BpayoM, €ClId MpeJroaraeMas 1oJjb3a A MaTepy MPeBbIIIaeT MOTEHIIMAIBHbIN
PHUCK JUIsl peOeHKa.

Depmunvrocmes

JlocTyrnHble 1aHHblE O BIMSHUU Ha (epTHIBHOCTD YeJOBEKa ONpPAaHUYEHBl, OJHAKO
OTPHLIATENIEHOTO BIMAHMSA HAa (EPTUIBHOCTH B MCCIIEOBAHUSAX HA KMBOTHBIX HE
BBISIBJICHO.

ITepen npuMenenuem npenapata, eciv Bel OepeMeHHBI, WM TIpearoaraeTe, 4ro
Bbl Morsin Ob1 ObITH GepeMeHHOHU, WK TIaHUpyeTe GepeMEHHOCTh, HE0OXO0IUMO

IIPOKOHCYJIbTUPOBATHCS C Bpa4YOM.

Cnocob npuMeHeHHsI ¥ 103bI

BHyTpb.

Ilpenapar IleTupusuH-AKpUXUH clielyeT TPUHUMATh BEYEPOM, T. K. CUMIITOMBI
CTaHOBSTCs OOJIee BbIPAKEHHBIMH BEYEPOM.

Tabnerku cineyer npMHUMATh He pa3KeBbIBas, PEKOMEH Iy €eTCs 3allUBaTh BOJIOA.

HpenapaT ]_IeTI/IpI/BI/IH-AKpI/IXI/IH MOJXHO I[IPUHUMATh HE3aBUCHUMO OT ITpUEMa ITHIIH.

B3pocnvim

10 mr (1 Tabnetka) 1 pa3 B 1eHb.

Jemu

Jlemu om 6 0o 12 nem
10 mr (1 Tabnetka) 1 pa3 B feHb.

HpOIIOJDKI/ITeJIBHOCTB JICHCHHS HE NOJIKHA IIPEBHIIIATH 4-x HEICIIb.

Q0JIeTKH
YTPOM U BEYEPOM).

Jemu cmapwe 12 nem
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10 mr (1 Tabnetka) 1 pa3 B 1eHb.

Muorna navaneHo# 10361 S5 Mr (1/2 TabieTkn) MOXKeT OBITh TOCTATOYHO, €CIIH 3TO
NI03BOJISIET IOCTHYb YAOBIETBOPUTEIBHOTO KOHTPOJISI CHMIITOMOB.

Hetsm ¢ noueunoii nedocmamounocmero 103y KoppektupyioT ¢ yyerom KK u

MacCChI TeJia.

OmoenvHole epynnel nayuenmos

Ilayuenmuor nosxcunozo sozpacma

V3-3a BO3MOXHOIO CHMKeHMs (YHKIHMH IOYEK PEXUM J03MPOBAHMS Mperapata
ClIelyeT  KOppeKTUpoBaTh (cM. mnonpazaen  «llayuenmor ¢ noueunoil
Hedocmamounocmoio» pasnena «Crnocod npyuMeHeHUs U J103b1»).

[layuenmul ¢ noueunoii Hedocmamounocmuio

TlocKoNIbKY LETMPU3HH BBIBOJMTCS M3 OpraHW3Ma B OCHOBHOM IIOYKAMH (CM.
nonapasnen  «Papmakokunemuieckue — ceolcmea»), TNPU  HEBO3MOXKHOCTH
aJIbTEPHATUBHOI'O JICYCHUS] nAyuenmam ¢ no4euHol HedoCmamoiHOCmpio PEXUM
JI03MpOBaHys Npernapara cielyeT KOPPeKTHPOBaTh B 3aBUCUMOCTH OT (YHKIIUM
NoYeK (BearuuHbl KiupeHca kpeatnnuHa KK).

Kmupenc xpeatununa (KK) g1 My4MH MOXHO paccuyuTaTh, HCXOIsS W3

KOHIOECHTpPAlUH ChIBOPOTOYHOI'O KpeaTUuHUHA, 110 CHCI[YIO[H@I\/’I (1)0pMyJICI

140-Bo3pacr (rojiei)] x Macca Tesa (Kr)
KK (Ma/mun) = L P ]
72 x KKcbiBopoT (Mr/ 1)

KK AL KEHIIUH MOYKHO pacCYUTaTh, YMHOKHB IIOJIYYCHHOE 3HAYEHUE Ha

ko3 dunment 0,85.

EO3I/IDOBaHHe Y B3POCJIBIX NAIMEHTOB C IOYEYHOM HEJIOCTATOYHOCTHIO

IMoueunas Henocratounocrs | KK (Mma/mun) Pexxcum no3upoBanus
Hopwma >80
Jlerkas 50-79

Cpenusis 30-49
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Tsoxenas 10-29 5 Mr uepe3 JieHb
TepMmunanbHast cragus — <10 IIpuem npenapara
NalMeHThl, HAXOISIHeCs Ha IIPOTUBOIOKA3aH
nuanuze

Ilayuenmer ¢ napywernuem pynkyuu nevenu

Y TalMeHTOB C HAapyIIEHHEM TONBKO (YHKIWH [€YeHH KOPPEKLMH pexXHMa
JI03UpOBaHus He TpeOyeTcs.

Y naunenToB ¢ Hapyuienuem u ynkyuu nevenu, u hynkyuu novex, peKOMeH Iy eTcs

KOppeKIHUs J03UPOBaHus (CM. TaOJIUILY BBIIIIE).

Ecnu nocne neuenus YJIyqlI€HHUs HE HACTYya€T UJIU TOSIBJISIFOTCS HOBBIE CUMIITOMBI,
HCO6XOI[I/IMO IIPOKOHCYJIbTUPOBATHCA C Bpa4yOM.
HpHMeHHﬁTe Hnpernapat TOJIBKO COTJIaCHO TOMY CHOCO6y I[IPUMECHCHUSA U B TEX J103aX,

KOTOPBIC YKa3aHbl B HHCTPYKIHH.

IToGouHoe aeiicrBue

ﬂaHHble, NONYYEHHble 8 KIUHUYECKUX UCCNeO08AHUAX

O630p

PesysibraThl KIMHMYECKHX MCCIIeJ0BaHUIA IPOIEMOHCTPUPOBATIH, YTO IPHUMEHEHHE
[EeTUPU3MHA B PEKOMEH/IOBAHHBIX J103aX MPUBOAMUT K Pa3BUTHIO HE3HAYUTEIHHBIX
HexenarenbHbIX  3QdexktoB co croponsl I[[HC, Bxitouass COHJIMBOCTS,
YTOMJISIEMOCTB, I'OJIOBOKPYKEHHE U IOJIOBHYIO 00JIb. B HEKOTOpBIX ciydasx ObLia
3aperucTpupoBaHa rnapajaoxkcainbHas crumyJsius [THC.

HecmoTpst Ha TO, YTO NETHPHM3MH SIBISIETCS  CENEKTMBHBIM  OJIOKATOPOM
nepudepudecknx  Hj-peuenropos u PaKTUIECKU He OKa3bIBaeT

AHTUXOJIMHEPIUYECKOT O HeI;'ICTBPISI, COO6H_I2UIOCI) 0
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HEXEJIATCJIbHBIC SIBJICHUA UCUC3aJIU IMOCJIC MTPEKpAIICHUA [IpUeMa NETUPU3UHA.

llepeuensv neorcenamenvhvix NOOOUHBIX peaKyuil

NmMerorcs 1aHHBIE, TOJyYeHHbIE B XOJIe JBOMHBIX CIIENBIX KOHTPOJIHPYEMBIX
KJIMHUYECKUX UCCIIEIOBAaHUM, HAallPABJIEHHBIX HA CPAaBHEHHUE LIETUPU3HMHA U TI1a1e00
WIHA JPYyIMX aHTUTMCTAaMUHHBIX IPernapaToB, IPUMEHSIeMbIX B PeKOMEHJOBaHHBIX
no3ax (10 mr onuH pa3 B cyTku Juist etupusuna) 6osee yem y 3200 nanueHToB, Ha
OCHOBAaHMM KOTOPBIX MOJKHO TPOBECTU JOCTOBEPHBIM aHadu3 JaHHBIX II0
0e30macHOCTH.

CormacHo pesynpraTaM OOBEJAMHEHHOIO aHalu3a, B IUIAIE00-KOHTPOJIUPYEMBIX
UCCIIEIOBAHUSAX IIPU NPUMEHEHUM LeTUpu3rHa B 03¢ 10 Mr ObUIM BBISBIICHBI

CJICAYIOUIUE HEXEJIATCIIBHBIC pCaKIIUU C 4acTOTOM 1,0% HJIX BBIIIE:

He:xenarenbuble peakuun (tepmunosorusi | Herupusun | [nane6o

BO3) 10 mr (n=3061)
(n=3260)

Obwue HapyweHus u HapyuleHus 8 mecme

66e0eHUs 1,63 % 0,95%

YToMiseMocThb

Hapywenus co cmoponvl nepenoii cucmemoi
['onoBokpysxeHue 1,10% 0,98%
["onoBHast 00J1b 7,42% 8,07%

Hapywenus co cmoponul sicenydouno-

KUuievtHoco mpaxkma

Bons B xxuBoTe 0,98% 1,08%
CyxocTb BO pTy 2,09% 0,82%
TomHoTa 1,07%

Hapywenus ncuxuxku

COHIIMBOCTH 9,63%
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Hapywenus co cmopomst ObixamenvHoll
cucmembvl, Op2aHo8 2pyOHOU KIemKU U
cpedocmerus 1,29% 1,34%

®apuHrut

XoTs yacToTa Clly4aeB COHJIIMBOCTH B IPYIIIe [IETUPH3KMHA ObljIa BILIE, YeM TaKOBast
B rpymie rianedo, B OOJBUIMHCTBE CIy4YaeB 3TO HeXellaTeJIbHOe SIBIeHHE ObLIO
JIErKOM MM YMEPEHHOM cTeneHu TskecTu. [1pu 00beKTUBHO# OlleHKe, IPOBOIMMOiL
B pamKax JApPYrMX HWCCI€NOBaHWM, OBLIO HOATBEP)KICHO, 4YTO IPHUMEHEHHUE
LHeTUPU3UHA B PEKOMEHJOBAHHOW CYTOYHOM J103€ Yy 3I0pPOBBIX MOJOIBIX

ﬂO6pOBOHI>HeB HE BJIMACT Ha UX TOBCETHEBHYIO aKTUBHOCTD.

eTu
B nu1aiie60-KOHTpoIMpyeMbIX HCClIeJOBaHUSX, Y JIETel B BO3pacTe OT 6 MecsIeB [0
12 jneT ObLIM BBISBIICHBI CIEIYIOIIHE HEXelaTelbHble Peaklu ¢ 4acToToil 1% u

BBIIIEC:

Hesxxenarenbubie peakuuu (tepmunosiorus | lernpusun | Ilnane6o

BO3) (n=1656) (n=1294)

Hapywenus co cmoponwi scenydouno-
KUUeEeYHo020 mpakma

Jlnapest 1,0% 0,6%

Hapywenus ncuxuxu

CoHIMBOCTH 1,8% 1,4%

Hapywenus co cmoponwsr dvixamenvhoii
cucmemol, Op2ano8 2pyOHOU KIemKU U
cpedocmerust 1,4% 1,1%

Punut

Obwue napywenus u napyuienus 6 mecme
86e0€eHU 1,0%

YTomMiisieMocTh

p
-
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©
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o
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Onwvim nocmpecucmpayuoOHH0O20 NPUMEHEHUS

[ToMMMO  He)KenaTeNbHBIX ~ SBIEHMH, BBISBICHHBIX B XOJe KIHHHYECKHX
MCCIIEI0BAHUH 1 OTICAHHBIX BBILIE, HA OCHOBAHUH JAHHBIX TOCTPErUCTPALIHOHHOTO
NPUMEHEHHUS TPENapaToB, COAEP)KALIMX B KadecTBe JEHCTBYIOIIErO0 BeIIecTBa
LHETUPHU3HH.

HesxenarenbHble sIBI€HUs NpeACTaBIEHbl HUXKE IO KJIAcCaM CHCTEMbI OpraHoB
MedDRA u wactoTe pasBuTHsS Ha OCHOBAaHMHM JAHHBIX MOCTPErHCTPALHOHHOTO
IPUMEHEHHUs IIpernapara.

YacroTa pasBUTHs HexelaTellbHbIX SBICHHM ONpeIeNsnach ey oLuM oOpa3zom:
o4deHb yacto (=1/10), wacro (>1/100, <1/10), veuacro (>1/1000, <1/100), peako (>
1710000, <1/1000), ouens peaxo (< 1/10000), wactora Hem3BecTHa (W3-3a
HEJI0OCTAaTOYHOCTH JIaHHBIX).

Hapyuienus co cmoponwvi kposu u numpamuueckoii cucmemol

Ouenb pedko: TPOMOOIUTONIEHHS].

HCZDVWQHUH CO CMOPOHbL H.MM)/HHOL‘Z cucmembvl

Peoko: peakuy runep4yBCTBUTEILHOCTH.
Ouenv peoxo: aHapUIAKTHYECKUH IIOK.

HCZDVWQHM}Z CO CmMOpPOHbl obmena seuecme U numaHus

HYacmoma neuzsecmna: OBBILLIEHUE alirneTuTa.

Hapywenus ncuxuxu

Heuacmo: Bo30yxneHue.

Peoko: arpeccus, CIlyTaHHOCTb CO3HAHMS, JIETIPECCHs, FAJUTIOLMHALIMH.

Ouenwv pedko: THK.

Hacmoma neuzéecmna: cynuUMAanbHBlE WJEM, HapylleHHs CHa (BKJIIOYas
KOLLIMapHbIe CHOBHJIEHHUS).

HapymeHuﬂ CO CmMOpPOHbL H€D6HOZZ cucmemabl

Heuacmo: napecte3un.

Peoko: cynoporu.

Ouenv pedko: u3BpallleHHe BKYyCa, TUCKMHE3Us, TUCTOHHUS, 00

HYacmoma neuzsecmua: HapyHmIC€HHUEC I1aMsITH, B TOM YHUCJI€ aMHE]
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Hapymenu}z CO CMOPOHbL Op2aAHA 3PEeHUAA

Ouenv pedko: HapyllleHHe aKKOMOAINH, HEYETKOCTb 3pEHUs, HUCTArM.
HYacmoma neuzsecmna: BacKyIHT.

Hapymesz CO CMOPOHbL OP2AHO8 CAYXa U Jla6upqu’ngl€ HAPYUWEeHUA

HYacmoma HeuszeecmHa. BEPTUTIO.

Hapywenus o cmoponwi cepoya

Peoko: Taxukapaus.

HGDVWQHM}Z CO CmoOpOHbl oiceﬂydowo-lmwewoeo mpaxkma

Heuacmo: nnapes.

HGDVW@HM}Z CO CIMOPOHbL NeYEHU U JICQJZ'—!QGblGO()}ZLL{ux NnpomoKos8

| Pedko: Tie4eHOYHAs HENOCTATOYHOCTH C  M3MEHEHHeM (YHKIMOHAIBHBIX
NEeYEHOYHBIX TPO0 (MOBbILIEHHE AKTHBHOCTH TPAHCAMUHA3, ILEJI0YHOM (ocdarassl,
ramma-riry raMuiaTpancdepasbl U OuupyouHa).
HYacmoma neuzeecmna: renarur.

Hapywenus co cmoponwvi xoxcu u nooxosxcholx mranei

Hevacmo: ceinb, 3y,
Peoko: xpanuBHHUIIA.
Ouenb pedko: aHTHOHEBPOTHUECKUI OTEK, CTOMKAsI JIeKapCTBEHHAasl 3pUTema.

Yacmoma neuzeecmnua: OCTpBIﬁ FeHepaJII/ISOBaHHI:Jﬁ 5K3aHTEeMaTO3HbIN IIyCTyJIE3.

‘: Hapywenusa co cmopomns nouex u mouegvigodsuux nymei
Ouenv pedko: MU3ypus, SHYpE3.
Yacmoma neussecmna. 3agepxka MOYH.

HapymeHuﬂ CO__CMOPOHbL _CKENeMHO-MbIUECYUHOU CcUcmemsbl U COeQUHUmMenbHOU

MKauu
Yacmoma neuzsecmna: aprpanrus.

Obwue paccmpoticmea

Heuacmo: acteHusi, HeJoMOTraHue.
Peoko: nepudepudeckue orexu.

Bnusnue na pes3yibmamol Jza50pam0prlx U UHCmMpYymeHman

Peoxo: noseIiieHne Macchl TCJa.
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Onucarnue omoenbHbiX HeXcelamelbHblX PeaKyull

ITocne MpeKpaleHuss NPUMEHEHUST HETHPU3HHA OBLJIM OTMEYEHBI cjIydad 3yJa (B

TOM YHCJI€E UHTEHCHUBHOI'O 3y11a) u/unu KparrBHULBI.

Ecnu y Bac ormedarorcst mo0ouHble 23GdeKThl, yKa3aHHbIe B MHCTPYKLIUH, HIH OHU
yeyrybnsiores, und Bbl 3aMeTwin nroOble Jpyrue nobovbie 3(QGEKTs, He

yKa3aHHbIe B MHHCTPYKLIUH, cOO0LMTE 00 5TOM Bpayy.

Ilepeno3supoBka

Cumnmomui, HaOJIIOAAaEMBbIE TTOCTIe SIBHOM MEepel03UPOBKH LETUPU3UHA, BIUSIIA Ha
LIEHTPAIbHYIO HEPBHYIO CHCTeMy MWIM ObUIM  CBSI3aHBI C  BO3MOXHBIM
aHTUXOJNMHEpruueckuM s¢pdextoM. CHMNTOMBI, KOTOpbIE HaOJIIONANKCH TIOCHe
rpuema Mo MeHbLIEH Mepe MSATHKPATHOTO KOJMYECTBA PEKOMEH/IyEeMOM CyTOYHOH
J103bI, BKJIIOYAJIM CJeAylollee: CIlyTaHHOCTh CO3HaHMs, Auapes, YTOMIIIeMOCTb,
roJI0BHAs 00JIb, HEJJOMOraHKE, MUPHA3, 3y /1, OECIIOKOMCTBO, ceJaTUBHBIA S deKT,
COHJIMBOCTbD, CTYIIOp, TaXUKapAUsi, TPEMOP, 3aJIe€pIKKa MOYH.

Jleuenue:

Criennrueckoro aHTU0TA HeT.

B  cinyyae  mepeo3MpOBKM  PEKOMEHJYeTCs ~ CHMITOMAaTh4YecKoe — WIIU
nojanepXKuBaroniee  Jiedenue.  lIpombIBaHMe — OKelyJaKa — W/WIM  [IpHEM
AKTMBUPOBAHHOTO YISl MOXeT ObIThb 3(Q(EKTHBHLIM, €CIIH IIepeI03MPOBKa

[Ipousolia HeAaBHO. HCTI/IpI/ISI/IH YAaCTHUYHO BBIBOJMUTCH ITPHU JHAJIA3EC.

B3anmojeiicTBHe ¢ IPYrUMH JIeKapCTBEHHBIMH NpenapaTamMmu

OnHOBpeMeHHOE MPUMEHEHHEe ¢ a3UTPOMULIMHOM, IIUMETUAMHOM, SPUTPOMHUIITHOM,
KETOKOHA30JIOM WM TIceBI0d(epUHOM He BIMAEeT Ha (apMaKOKMHETHYECKHE
napaMeTpbl  LeTtupuznHa.  DapMaKOKMHETHYECKHMX  B3a

Habmoganock. CoriacHo UCIHBITAHUSM i1 Vitro, UETUPU3UH

CBsI3bIBaHUS Oelika BaphapuHa.
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OHOBpEMEHHbBIH  HpUeM  a3sUTPOMHUMHA, OPUTPOMHIIMHA,  KETOKOHA30Ia,
teopuanMHa M nceBIod(e[pHHA HE BBISIBUI CYIECTBEHHBIX HW3MEHEHHH B
KJIMHUYECKHX J1ab0paTOPHBIX TTOKa3aTellsiX, )KU3HEHHO BaXHbIX QyHKuusax u OKI'.
B wmccneqoBaHum ¢ OJHOBpeMeHHBIM mpueMoM TeopmuinHa (400 Mr B JeHb) U
nerupusuHa (20 Mr B 1eHb) 01710 00HAPYIKEHO HE3HAYUTETBHOE, HO CTATUCTUYECKH
nocToBepHoe nosbimenne 24-uacoBoit AUC (momaau noj Kpusoi) Ha 19% mis
nerupusuHa ¥ Ha 11% s Teopmnna. Kpome Toro, MakcMMalbHble YPOBHU B
11a3Me KpoBU yBeluuuinuch 10 7,7% u 6,4% cOOTBETCTBEHHO Il ETUPU3UHA U
teopuumHa. OHOBPEMEHHO KIIMPEHC LeTHPU3HHA yMeHbIIUIICs Ha -16%, a Takke
Ha -10% B ciay4ae TeouIIMHA, KOTJa LETUPU3UH IIPUHUMAIIH MAIUEHThI, KOTOpbIe
paHee roJiyyaiu jiedeHue TeopuimHoM. Tem He MeHee, ITpeIBapUTeIbHOE JIeUeHNEe
LIETUPU3MHOM HE OKa3alo CYIIECTBEHHOIO BIMSHUS Ha (papMaKOKHHETHYECKHE
napameTpbl Teo(pUIUIMHA.

ITocne ogHOKpaTHOro Nprema etupusuHa B 103e 10 mr addexr ankoromns (0,8 %o)
3HAYUTENLHO HE YCHIJIMBAJICS; CTATUCTHYECKHU 3HAYMMOE B3aMMOJEHCTBUE C 5 MI
Jauasernama ObLIO JIOKa3aHO B OJTHOM U3 16 MCUXOMETPUYECKHUX TECTOB.
OpnoBpemeHHbld mpueM 10 Mr neTMpusvHa B JIEHb C IJIMIIM3HMIOM TPHUBET K
HE3HAYMTEILHOMY CHH)KEHHMIO IMoKa3aTeied TIIOKO3bl. DTOT 3(QQEKT He HMeEeT
KJIMHUYECKOro 3HayeHus. TeM He MeHee, peKOMEHIYeTCsl pas3/e/IbHbIM MpUeM —
TIIAMHA3U]] YTPOM M LIETUPU3UH BEYEPOM.

CrerneHp BCAaChIBaHUs IETUPU3MHA HE CHMIXKAETCS IIPU OJHOBPEMEHHOM IIpHEME
U1K, XOTS BCachblBaHUE 3aMejuisieTcs Ha 1 gac.

B uccienoBanuy ¢ MHOrOKpaTHBIM IpueMoM putonasupa (600 Mr 1Ba pasa B 1eHb)
v nerupusuna (10 Mr B JieHb) CTeTeHb 9KCMO3MLMHU LeTUpU3MHA Oblla yBennveHa
npumepHo Ha 40%, B TO BpeMsl Kak OJKCIIO3MLMS PUTOHABUMpA HE3HAYUTEIHHO

n3MeHnunach (-11%) BcieacTBUe COMYTCTBYIOLIETO IIpUEMa IETUPU3HHA.

Ecnu Bbl npuMeHsieTe BbIILIENEPEUUCICHHbIE WA APYyT I€KapCTBEHHbIE




JITT-Ne(000661)-(PI'-RU)-010422

Oco0ble ykazanus

Y nauueHToB C MOBPEXJIEHUEM CIIMHHOTO MO3ra, THIepIiia3ueil mpeacTaTebHOM
JKeJIe3bl, a TAaK)Ke IIPY HAIMYUU JPYTUX [Ipe/ipacioaraiimx pakTopoB K 3a/IepikKe
MOuM, TpeOyeTcsi coO0NI0/IeHHe OCTOPOKHOCTH, TaK KaK LETHPU3UH MOXKET
YBEIIMYMBATh PUCK 3aJ€PKKHA MOYH.

Y NanueHTOB C I[OYEYHOM HEeAOCTATOYHOCTBIO PEKUM JI03UPOBAHMS Mperapata
clle/lyeT KOppeKTUpoBaTh (cM. pazzaen «Crnocod npuMeHeHUs U J03b1» ).

M3-3a BO3MOKHOIO CHMKEHUSI (DYHKLMHU TIOYEK Yy MaIlMeHTOB MOXKUJIOr0 BO3pacTa
pPEeXUM J03MPOBAaHUS Ipernapara clieyeT KOppeKTupoBath (cM. paznen «Crnocob
IIPUMEHEHHUS U J103bI» ).

PexoMeH10BaHO €OOJIIO1aTh  OCTOPOKHOCTH TPU TPUMEHEHUU LETUPU3UHA
OZIHOBPEMEHHO C aJIKOI'0JIEM, TaK KaK LETUPU3UH MOXKET MPUBECTH K MOBBIIIIEHHON
COHJIUBOCTH.

OCTOpOXKHOCTB clielyeT coOMoaaTh y MaleHTOB ¢ AMHIIETICHeNd U MMOBBIIEHHOM
CYI0pO’KHOM FOTOBHOCTBIO.

Ilepen HasHayeHMeM aiIeproloruyeckux Npod peKOMEeHJIOBaH TpeXIHEBHBIM
«OTMBIBOYHBIN» IIEPUOJ BBHUJY TOro, 4rto OJiokatopsl Hj-rEcTaMMHOBBIX
peLenTopoB HHIMOMPYIOT pa3BUTHE KOXKHBIX aJJIEPIrHYECKUX PEaKIIH.

Iletupusun B TabneTkax, NOKPBITHIX IUICHOYHOW OOOJOYKOM, He OJDKEH
Ha3zHa4yaThCs IMallMEHTaM C HACJIEJCTBEHHONW HENEepeHOCUMOCThIO TIalaKTO3bl,
HEJIOCTaTKe JIAKTa3bl UM CUHPOME IIIIOKO30-TajlaKTO3HON ManbaOCoOpOLIUH.
ITocne mnpexpaiieHus NpUMEHEHUs] LETUPU3MHA MOXKET TOSBHTHCS 3y W/WIK
KpanmuMBHULIA, Jla)ke€ €CJIM 3TU CUMIITOMBI OTCYTCTBOBAJIM B Haualle JieueHHs. B
HEKOTOPBIX CIIy4asX CHMIITOMBI MOIYT OBITh MHTEHCHBHBIMM W TpeOOBaTh
BO300HOBJIEHHs ITpHeMa leTupru3nHa. CUMITOMBI HCYE3A0OT TIPH BO30OHOBIEHUH

IpueMa NeTUpU3HHa.

CTH

Lletpusun B TabneTkax, MOKPBITHIX IJIEHOYHOM 000J0F

ACTAM 10 6 JICT, IIOCKOJIbKY JaHHas JICKapCTBECHHAas ( [1G3BAJISIET
» \‘:\ * O
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MCIIOJIB30BaTh  TOJXOMSIIYIO JO3MPOBKY Ul OTOM  BO3PACTHOM  TpPYIIIBL
PeKkOMEH/IyeTCsl MCTIONb30BaTh TeMAaTPHYECKyIO JIeKapCTBEHHYIO (opMy (Karu

JUIsl TIpYeMa BHYTPb).

BHUMaTENbHO TNPOYTUTE HWHCTPYKLMIO Iepell TeM, Kak HavaThb IPUMEHCHHE
nperapara. CoXpaHUTe MHCTPYKLIHIO, OHAa MOXKET NOHao0nThCst BHOBE. Eciny Bac
BO3HHMKIIH BOIIPOCHI, 0OpaTMTECh K Bpady. JlekapcTBeHHOE CPENCTBO, KOTOPBIM BBl
JleYUTeCh NpeiHa3HaveHo TMIHO BaM, 1 ero He cie/yer nepeiaBaTh ApYruM JIMIam,
TIOCKOJILKY OHO MOYKET MPUYMHHUTB UM BPeJl aXKe MPU HATUYUH TeX JKe CUMIITOMOB,

yto 1 'y Bac.

Bausinme Ha cnocoOHOCTH ynpapJjsTb TPaHCHOPTHBIMH cpeacreamMu,
MEeXaHUu3IMaMH

]_ICTI/IpI/I3I/IH MOXET TIPUBECTU K [MOBBIIIIEHHOM COHJIMBOCTH, CJIEJOBATEJILHO,
rnpenapar LIeTI/IpI/BI/IH-AKpI/IXI/IH MOXKET OKa3bIBaTh BIIMIHHUE HaA CIIOCOOHOCTD

yHOpasisATh TPAHCIIOPTHBIMU CPEJICTBAMMU, MEXaHU3MaMu.

®opma BbIyCKa

TabneTku, NOKPBITHIE MJIEHOUYHON 000510uKO0M, 10 Mr.

[To 7 unu 20 Tab1eToK NOMELIAKOT B OIMCTEPhl U3 IUIEHKH NOJIMBUHUIIXIIOPHIHOW 1
donbru amomunueBoil. Ilo oxHOMy OnMcTepy BMeCTe C HMHCTPYKLHMEH IO

MEJIUIIUHCKOMY IIPUMEHEHHIO IIOMEIIAr0T B KAPTOHHYIO ITA4KY.

YcnoBusi XxpaHeHust
[1Tpu temneparype ot 15 no 25 °C.

XpaHUTh B HEZJOCTYITHOM ISl IETEN MeCTe.

Cpoxk roanocTn
4 rona.

He IIPUMEHSATH 10 UCTCYECHUHN CPOKAa Ir'OAHOCTH, YKa3aHHOI'O
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YcioBus oTmycka

OtnyckatoT 0e3 peuenra.

Buiiazsesienr perucTpaiHoOHHOI0 yA0CTOBEPEHHUsI
AO Bapiuasckwuii papmarieBtraeckuii 3aBoa [onbda

yi1. Kaponbkosa 22/24, 01-207 Bapumasa, [Tosnbira.

IIpousBoauTen
dapmarnestryecknit 3aBoj «[ IOJIbOAPMA» AO
yi1. Meranosua 2, 39-460 Hoa Jlem6a, ITonbmia

Opranu3auus, NPUHHEMAIOLIAS TPETEeH3nH NoTpeduTeIen

AKLoHepHOEe 00111ecTBO «XHMHUKO-(apManeBTuyeckuii komounar «AKPUXWH»
(AO «AKPUXHNH»), Poccus

142450, MockoBckas oonacts, Horurnckuii paiios, r. Crapast Kynasha, yi. Kuposa,
a. 29

Tenedon/dakc: +7 (495) 702-95-03.
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