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Warszawskie Zaklady Farmaceutyczne

Poifa S.A.
01-207 Warszawa, ul. Karolkowa 22/24

1000-04-81
NIP 525-000-0 HHCTPYKUNSA 110 MEAUUHHCKOMY HPHMEHEHHID
(uudopmaipist 119 HaUHeHTa)

Craetyet BHEMATE/IBHO IPOMMTATH HHCTPYKIHIO, IIOCKOIBKY OHA COAEPHKUT BAKHYIO 1A
HauHeHTa HHGOPMALHIO.

COTHACOBAHO
MUHUCTEPCTBOM 3IPABOOXPAHEHNS
Toprosoe nazsanne PECHYSJIUKE BEITAPYCh

)'Iapemmxﬁ 2 MT, Taba STKH IIpykas Mmx:;?éipi:?;:assggax;ﬁxpanelma
or_«;ééry éZ .ﬁM/A;

Mexaynapoanoe HenaTeHTOBAHHOE HA3BAHME
Loperamide

(DopMa BbInyCcKa
TaGnerxu

Cocras

1 TabneTka conepkut:

Armusnoe eewecmeo: 2 MU JIONepamMaIa rUAPOXIOPHIA.

Benoso2ameabubie sejecmsa: 1aKT03a MOHOTHAPAT, KYKYPY3HbI Kpaxmal, nosuaon K-25,
CTEapHHOBAY KHCTAOTA,

Onucanue roToBoii JekapcTBeHnoii popmbi
Tabaetku 6enoro wan noury 6E10r0 UBETA, IAOCKHE C 06eHX CTOPOH, ¢ (ackoif.

®apMakoTepaneBTHYECKAS IPynna

[Mporusoanapeiinbie CPeCTBA, KHIEUHBIE IPOTHBOBOCHATHTEIbHbIE /
NpoTHBOHH(EKUHOHHSIE cpeacTBa. CpencTBa, CHIKAIOWIME AEPHCTATLTHKY Xeil YAOUHO-
kumeuroro tpakta. Kog ATX: A07DAO03

(Papmakosorayeckie cpoiicrsa

Jlonepamu 3amennder NepHCTATLTHKY KHIICYHHKA M YBeIHYHBAeT BpeMs NPOXOKACHUS
KHUWEHHOTO  comepxumoro.  Jlonepamui NOBBIIACT TOHYC —AHATBHOrO chunxTepa,
OAHOBPEMECHHO YMEHBIIACT HEMELICHHYIO NOTPeOHOCTE B MCHpaXKHEHHH (HO3BIBBI K
aedexanuy),

Hauano nporusonmapeiinoro nefictans nabmogaeTcs 8 Teuenue [IEPBOTO Yaca ¢ MOMEHTA
[IPHEMA OJHOKPATHOH 103b1 4 MT.

HoxazaHus K npHMeHeHHIO
[lpenapar Jlapemua® npuMeHseTCH IS CHMOTOMATHYECKOTO  IIeHeHHS ocTpoit u
XPOHHUYECKOH JAHApeH pasHHYHON ITHONOIHA.

Cnocod npuMenenns # 10361
Han npuema enympe.

Bipocasie

Octpas anapes

Ilepsas z03a 2 Tabnetkn (4 Mr), 3atem 1 TabaeTka (2 MI) NOCIE KaAI0T0 KHAAKOTO cTyna.
XpouHyecKas aunapes

Hauanenas no3a cocrapnser 2 Tabnerku (4 Mr) B CyTRM: HAYaapHylo 103y cieayer
MOZMQUUHPOBATH A0 MOMEHTA MOABICHUS 0T 1 10 2 JMUIONOB HOPMATLHOIO CTYJa B CYTKH,



000043937 HJI PE 36 2 3= 201 5

Warszawskie Zaklady Farmaceutycznt
Palfa 3. A, 24
01-207 Warszawa, u!.DKgr:!gc;wa 22
-0p0-04- !
o %%brlmo JACCTHTACTCA HYTCM NIPHMEHCHUS NoaepRusalome 10351, cocrasasrouteit | 1o

6 tabaetok (2 20 12 Mr) B cyTRH.
MakcumaibHas 103a npH ocTPoil M XpoHHUecKoit IHapee coctapiser 8 TabaeTox (16 M1y B
CYTKH.

dern or 6 aer

Octpag auapes

[Neppas 103a 1 Tabserxa (2 Mr), 3atem 1 TabneTxa (2 Mr) nociIe KAKIOrO KHIAKOLO cTyna.
Xponuyeckas auapes

Havanenas go3a coctaiser | rtaGaerka (2 Mr) B CYTKH, HAQUIBHYIO 103y cieayer
MOZHDHUHPOBATE 10 MOMEHTa MOABICHHS OT | 10 2 JMH3070B HOPMATEHOTO CTYNa B CYTKH,
YTO OBLIYHO AOCTHIACTCA ITYTeM NIPUMEHEHUS NOJAePKHBAIOLIEH 10351, cocTap/snomed 1 70
6 TabaeTok (2 g0 12 Mr) B CyTRH.

Maxkcusanbias 1032 IIpH OCTPOIl M XPOHHYECKOH JHApee CleIyeT YCTAHOBUTH B nepecuere
Ha Macey tera (3 Tabnetku/20 Kr M.T./CYTKR).

IaunenTrt noxuIoro Bo3pacra
¥ nauneHToB NOKII0I0 BO3pACTa HET HEOGXOAUMOCTH B KOPPEKLIUH A03b.

[MaunenTsl ¢ Hapymennem Gy KN NOYeR
Y nauMentos ¢ HapymeHneM QYHKUME HOYEK KOPPEKIHS O3B! He Tpedyercs.

[anuenTot ¢ napymenuem GyHKuHN Hedenn

OTeyTeTBYIOT JaHHble 10 (apMAKOKHHETMKE NPENaparta y [NaUHEHTOB ¢ HapyIIEHHEM
GyHKUMH neueHH. Y NAUMEHTOB JaHHON KaTeropud, mpenapar CHCAYET IPHMEHATH ¢
OCTOPOKHOCTLIO H3-32 BOIMOKHOCTH CHHAKCHHA NPECHCTEMHOTO MeTaboIHM3Ma TonepaMuia
HAPOXIIOPHIA,

[ponycex npuema 103b1 npenapara
Henp3g npauuMaTh ABORHYIO 203y ¢ HETHIO KOMIICHCALHH MIPOTYILCHHOH.

ITobounmpie aeiicTBun
HacroTa pasBHTHSA HEKENATETbHBIX PEAKIMH ONPEIEAETCH CIEAYIOLUM obpazoM: oueHs
gactsie (21/10), gacTeie (o1 >1/100 10 <1/10), Heuactsie (o1 >1/1 000 10 <1/100), peakue
(o1 21/10 000 a0 <1/1 000) u ouens peaxue (<1/10 000).

Hapyuienns ¢o cTOpOHBI HMMVHHOM CHCTEMBI

Pefko:  peakuun —runepuyBCTBHTENHHOCTH, aHAQUAAKTHYCCKHE peakUMH  (BKmOuas
aHA(UIAKTHYECKHH I0K), aHaMIAKTOUHBIE PEAKIIHH.

Hapyiuenus co CTOPOHBI HEPBHOH CHCTEMBI

Yacto: ronosHas 602k, rOTOBOKPYIKEHIIE,

Hewvacro: connmusocts.

Peako: notepa cosHamms, CTYNop, yrHeTeHHbI YDOBEHb COIHAHMS, MOBBILIEHHBI
MBIIUCYHBIH TOHYC, HAPYIICHHUSA KOOPAHHALHY,

Hapyviuenus co cTopous! oprasa 3penus

Peaxo: muos.

Hapyiuenus o cTOPOHE! KeNyA0YHO-KHIIEUHOTO TPAKTa

Hacro: 3anop, TOUIHOTA, METEOPH3M.

Hewacro: 6016 B xHBOTE, AHCKOMOOPT B KHBOTE, CYXOCT BO pTy, 001b B BEPXHHX OTIeaX
AKUBOTA, PROTA, AHCHETICHS.

Peako:  kumewwas  Henpoxomumocts  (BKmouas NAPATHTHYECKYIO  KUIUEYHYIO
HEIPOXOAHMOCTS), METAaKONOH (BKMIOYAY TOKCHYECKMIl MErakonoH. IJIOCCHT (dyBCTBO
HOKEHHA H OONH B A3BIKE), BIAYTHE KUBOTA. T

T TR,
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HapviieHus co CTOpOHb KOKH U HOAKOKHBIS TKAHCH
Heuyacro: coinb.
Peaxo: Oyanesnas cwine  (BrIowas  cumzpom Crupenca-/IxoHcoHa, TOKCHYECKH
JMHACPMATBHBIH  HEKPOIM3 M MHOTOMOPQHYIO IpHTEMY), AHTHOHEBPOTHYECKHH  OTEK,
KpanuBHHILA, 3V
Hapyiesns co CTOPOHE! [04MEK H MOYEBBIBOISIIHX IVTell
Peaxo: 3anepkka Moyn.
Q01ue paceTpoHCTBA H HADVIIEHUS B MECTE BBEICHUS
Penxo: yromasemocts.
B cayuae nossaenus 1106020 u3z nepesucaeniuix ROGOYHbIY s¢hthermos, wau noseaIents Kaxux-
AUOO HEXHCENAMEALHBIX SABACHIL, HE ONUCAHHBIX 6 IMOTI uHCmMpyKyuy, caedvem coobuyums o
HUX 8PaYY Wl hapsayesnty.

Ipornsonokazanus
* [loBbluneHHas YyBCTBHTEABHOCTE K JONEPAMHIY TRAPOXJIOPHAY WIH KaKOMY-1H00
BCHIOMOIaTeIbHOMY BEILECTBY.,
Jlapemun® He npeanasHaueH s Jevenus aeteit B BO3pacTe Maazume 6 Jer.
o Tlpenapar Jlapemna® se crietyer UpHMeHATH B Ka4ecTBE OCHOBHOM Tepanuu:
- Y TIALHCHTOB ¢ OaKTepHadbHOH M3cHTEpHEll, KOTOPas XapaKTePH3YeTCs HaTHumeM
KPOBH B KaJI¢ H BBICOKOH TeMneparvpoii Teia;
- ¥ NALHEHTOB ¢ OCTPOH ha3oit HeceLHPHIECKOro 13BEHHOTO KOMUTA;
- Y NaUHEHTOB ¢ GAKTEPHATBHBIM JHTEPHTOM H KOIUTOM, BHI3BAHHBIM
Goste3HeTBOPHBIME GakTepusMu poos Salmonella, Shigella u Campylobacter;
- Y TAUHCHTOB ¢  [CEBAOMEMODAHOSHBIM KOJHTOM, CBS3GHHBIM C  TIPHEMOM
aHTHOMOTHKOB LIUPOKOTO CHEKTPa ASHCTBHA.
B obmewm, npenapar Jlapemun® ne creayer IPUMEHATD B Cly4YasX, Korja ciaeayer usberats
3AMCICHHA  NCPUCTANBTHKY  KHUICYHHKA B CBS3H C DHCKOM Da3BHTHS  CEPBE3HLIX
OCAOKHEHHH, BKIOYAA KHUICYHYIO HEHPOXOAHMOCTD, THIEPTPO(HIO TOACTOrO KHIICYHHKA
(megacolon) W TOKCHUECKYIO TONCTOKHIIEYHYIO THIATALMIO (foxic megacolon).
Jleuenne npenapatom Jlapemua® cnenver memeanenno NPESKPATHTL B CAyYae MOABICHHS
3anopa, B3y THA XKUBOTA HJIH CHMNTOMOB KHINEUHOR HEPOXOINMOCTH.

llpuvenenne  npn  amapee  npemapata  Jlapemua®  sBiseTcd  MCKTIOMMTETBHO
CHMNTOMAaTHYECKHM JeHCHHEM. B kaKa0M crydae, KOTa BO3MOKHO YCTAHOBHTS 3THOTOTHIO
H 3TO ABASETCH OBOCHOBAHHBIM (HH TOKA3aHHBIM), CEAYET MPHMEHSTH ITHONOTHYECKYIO

TEparHio.
Hepeno3nposka
B ciydae nepenosmpoBKH (TakKe OTHOCHTENBHON — CBA3AHHOH [eYEHOYHOI

HEJOCTATOYHOCTBIO) MOMKET BO3HHKATB: YrHeTeHHe (YHKUMH LEHTPATbHOM HEPBHOI
CHCTEMbl  (CTYNOp, ~HAPYIICHME IBMTATENbHOH KOOPIHMAUMH, COHTHBOCT, MHO3,
TNOBBUUCHHBIA TOHYC MBIL H YCHETEHME [BIXAHHMSA), 3AIEPKKA MOYM M  KHIIeuHas
HEMPOXOAMMOCTb, HeBponornueckie CHMITOMBI 10C1€ MPUMEHEHNS CTHIIKOM BHICOKHX 103,
MOTYT HaCTYMHTb OCOOCHHO Y neTeH, a Takke Y ML ¢ YTHETCHHeM (yHKIHH HeHTpAIbHON
nepsHoit cucrems! (LIHC).

Ilpsr BOIHMKHOBEHMH CHMIITOMOB MEPENO3UPOBKH B KAYECTBE AHTHAOTA MOXKHO BBECTH
HATOKCOH.  TIOCKONBKY — NPOJOKHTENBHOCTE  J€HCTBUS  HATOKCOHA Kopoye
NPOAOIKUTEBHOCTH  SHCTBHA JlomepaMuza, 3a [MAUMEHTOM CrleAyeT Habmogate Ha
NPOTAKEHHH 48 4acoB M, B CiIy4ae PasBUTHS CUMITOMOB yrHeTeHHS $yaxuun LHC,
TIOBTOPHTL BBECHHE HATOKCOHA,

B cayvae npuema npenapama ¢ doze 6oavwelr wem PEROMEHOOBAHHAS, HEOBXOOUMO
oGpamumocsa x spavy uay dapyayesmy. B

[
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Warszawskie Zaklady Farmaceutyezne
Polfa 8.4,
01-207 Warszaws, ul. Karotkowa 22/24
NIP §25-000-04-81
Mepb1 HPeAGCTOPORHOCTH HPH NPHMEHCHIH
YrHeTeHHe NEPHCTATHTHKY KHIICYHHKA MOXKeT MACKUPOBATh MM YCHIHBATL CHMIITOMBI
AedHLUMTA BOABI H YICKTPOIHTOB, OCOBEHHO v AeTel. [Tostomy npu npusmereHun npenapara
TNIAUHCHT JOIKEH M1011y4aTh HALICKALICe KOTHYECTBO BOAB! ¥ MHHEPATbHBIX COJEi,
[TockobKY NPOIOMKHTENBHAS NAPES MOKET OBITh CHMIITOMOM cepbe3HbiX 3a00neBanuil, He
CACAYET UPHMEHATH Npenapat MTHTE/bHOE BpeMs, MOKA NPHYMHA AMapeH He Oyjer
YCTaHOBIICHA.
Ecau nocnie npuema npenapara npu octpoit Adapee, B TeyeHue 48 uacos He Habmozaercs
YAYHUICHHE KIMHHYCCKOTO COCTOSHUA NALHEHTa, NpuMeHenHe npenapara Jlapemug® caeayer
NPEKPATHTS, H ALMEHT J0/KeH 00paTHTLCA K Bpavy.
Ilpeniapar creayeT oCTOPOKHO PHMEHSTH ¥ MAUHEHTOB ¢ CYCHOUHOIN HEAOCTATOMHOCTBIO.
Jlonepamun Guotpancopsmupyercs BoO BpeMs nepsoro NPOXOKACHHUSA Yepe3 lCYeHbL M,
CICI0BATEIBHO, ¥ ML € HEJOCTATOMHOCTHIO [EYEHH HMEETCA pPHCK [OBBILIEHHOTO
TOKCHYeCcKoro Aekeraus ga [IHC,
Y naumentos ¢ BUY undexunei, revenusx nonepaMuiom no NOBOAY MapeH, Cieayer
MIpCKPATHTEL NPHMCHCHHE NPENapaTa MPH MOSBICHHH NEPBBIX CHMITOMOB B3JYTHS JKHBOTA.
CyIeCcTBYIOT eaHHWUHbIE COOOMEHHA O CAy4asX TOKCHYECKOrO METaKoJI0Ha fipH
HpHMCHCRRM Jonepamizia y naunentos ¢ BUY undexnueit i konmrtom kak 6aktepnaibHoit,
TaK ¥ BHPYCHOH STHOIOTHH.
IMocko:abky Gonblias yacTs npenapara GuotpancdopMupyercs B medeHn, a MeTaboaHTBI HIH
fiperiapar B HCH3AMEHCHHOM BH/IE BHIBOAATCSA H3 OPraHM3Ma ¢ KaToM, KOPPEKTHPOBKA 03bI y
NAIUEHTOB ¢ HApYLIeHHEM (QYHKIHH TOYEK He Tpefyercs.

Hpenapar Jlapemna® cogepant aaxrosn MOHOTHApAT

YuntbiBas coaepKaHue JaKTO3bBL, Npenapar He J0JKeH TIPHMEHATBCS Y HAIMEHTOB C PEKO
BCTPEUAIOMEHCS  HACIC/ACTBEHHON HENePEHOCHMOCTHIO TA/IAKTO3bI, AeGHINTOM NaKTA3BI
Jlanna vinu cHBAPOMOM ManbabCoOPOIHA THOKO3BI-TATAKTO3bL.

dern
He caeayer npumeusite npemapar Jlapemun® v jerelt maaxme 6 JIET, IOCKOIBKY 1032

-

npenapara, cogepkauaiacs B tabier K€, CIIHIIKOM BBICOKASA A4S MATEHBKHX ACTEH.

TIpumencune Bo Bpems GepeMEHHOCTH H B MePHOA KOPMICHHS rpyabio
lleped  npumenenuem npenapama caedyem NPOKOHCYIBMUPOBAMBCSE ¢ 8PAYOM Wil

papaayesmo.
Ilpu  Gepemennoctst nonepammn CACAYCT NPUMCHATL TONBKO B CHydac Kpakluei
HEOOXOHMMOCTH.

Ouenb Mastbie KOTHYECTBA TONEPAMAA BHBOAATCS C CPYAHBIM MOTOKOM, He PECKOMEHVETCH
NPHMEHATS MIPENAPAT B NEPHO IPYAHOTO BCKAPMITHBAHHS.

Bansinue ua cnocoGuocts ynpasaste TPAHCHOPTHLIME CPEACTBAMH M 00CAYVAHBATE
MEXAHHIMBI

YunThIBas BO3MOXKHOCTH DA3BHTHS TAKHX NOGOYHBIX pdexTOB Kak YTOMATEMOCTS,
TONOBOKPYXCHHE WH COHIHBOCTB, Ci€AyeT COOMONATh OCTOPOKHOCTH MpH YUPaBICHHH
aBToMoOnIeM Mk padoTe CO CIOKHOMN TeXHUKOI.

BiaumozelicTBie ¢ APYrUME JeKapCrBeHABIMI cpeacTBaMu

Credyem coobupume epavy uau gapsayeemy 060 ecex npenapamax, Komopwle nayuenm
ApURUMAEnt Wi NPUHUMQT 6 Nociednee 6PeMA, G MAKJCe MeX, Komopsie on naanupyem
RPURUMAM Y,
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Y aeveil caeayer uzberath OAHOBPEMEHHOTO TIPHMEHEHHS JOMEpaMHIA ¢ ACKAPCTREHHBIMH
CpelcTBAMH, 00TaNAIOMMMYU YTHETarOWMM AeficTBues na [[HC.
Hoxausuyeckne naHHble yKasplBalOT Ha (AkT, 410 JonepaMua ABaseTes cyberpatom
raukonporenta P. OaHoBpemMeHHOe NPHMEHEHHE B OAHOKPATHON 03¢ 16 M ¢ XMHHIHHOM
HIH PHTOHABHPOM, KOTOPBIC ABMIOTCHS UHIHOWTOpaMH P-rimkonporenua, BbI3BBAI0 2-3-X
KPatHOC MOBLHICHHE KOHUCHTPAUHH JonepaMuia B miasme. Kiaunuueckoe 3HayeHHe 3THX
($apMaKOKMHETHYECKHX B3aHMOAeHCTBHI HHTHOUTOPOB P-riMxonporenHa ¢ jonepaMuaom,
BBOAMMBIM B PEKOMEHIYEMBIX 103aX (2 MT 710 16 MT' B CYTKH), OCTACTCH HEH3BECTHBIM.
OIHOBpEeMEHHOE IPUMEHSHHE TOTIEPAMIIA (4 MI OHOKPATHO) H HTPAKOHA30,12, HHIHOHTOpa
CYP3A4 u P-rnukonportewna, mpusozmno k 3-4 Kparsoro YBETHYEHHA KOHUCHTPALHH
JonepaMnia B niaasMe kposi. B stuM ke ucenenosanny unrndutop CYP2CS reMpubposun
TIOBBIIAT COACpIRaine sonepaMuia npumepuo B 2 pasa. KomGnuuposannoe npuMenenue
HTpakoHasona n reMpudpo3nia NPUBOIHIO K 4-KPATHOMY YBEIMUEHHIO MAKCHMATBLHOIO
COJepKaHs JI0NCPAMHJA B TIIa3Me KPOBH ¥ 13-KpaTHOMY yBeaMYeHHIO o0mieil dKCIOIHIMH
B [1a3Me KpoBu. [lo pe3ynbTatam NCHXOMOTOPHBIX TECTOB, 3TO MOBBILICHAE HE OKA3ZBLIBAIO
sauauus ga L{HC.
Oanospemenuwift npuem somepamuaa (B 103¢ 16 Mr OJHOKPATHO) H KEeTOKOHA30/1a,
urruburopa CYP3A4 u P-rimKonpoTerHa, BbI3bIBAT 5-KpaTHOE MOBBILICHHE KOHUEHTpALHH
jlonepaMuza B 1Ja3Me  KpoBH. JTO [IOBBIMICHHC HE CONPOBOKIAIOCH YBEIHYEHHEM
dapmakoanraMecKnX 3 GEKTOB, COrIACHO AAHHBIM HYTTHIOMETPHA.
Conyrersyiotee eueHHe JCMONPECCHHOM U181 MEPOPAILHOTO NPUMEHEHHS TPHBOIHIO K
3-KpaTHOMY [IOBBIIUEHHIO KOHLEHTPALMHM IECMONpPECCHHA B IL1a3Me KPOBH, BEpOSTHO
BCMIEACTBUE YTHETEHHA MOTOPUKH KETYA0YHO-KUIIEYHOTO TPaKTa.
[peanonaraercs, 4T0 TpenaparThi co CXOKHMH (GAPMAKOTOrHYECKHMH CBOHCTBAMH MOTYyT
YCHIMBATH ACHCTBHE JIONEPAMUAA, & EKAPCTBEHHBIC CPEICTBA, CTHMYIHPYIOUIHE MOTOPHKY
KEQYAOUHO-KUINECYHOrO TPAKTA, MOT'YT 0C1a014Th ero 3exT.
Beecoa credyem obpamumeca x epavy ww gapmayeemy, ecau RALUEHM He V6epeH, Modicem
AU OH NPUMEHAMb OPY2UE NPERapPampl.

YeaoBHa XpaHeHHst H CPOK roAHOCTH
Cpoxk rogHocts — 3 roza.
He npuMensTs npenapar no MCTEYCHHH CPOKA FOAHOCTH, YKA3AHHOTO HA YIIAKOBKE.

XpanuTs npH TeMnepatype He soie 25°C.
XpaHHTb B HEJOCTYITHOM VIS feTel Mecre.

Yeaosus ornycka w3 anrex
Ornyck u3 anrek 6e3 penenTa.

YnaroBka

To 10 wmn 30 Tabnetok 8 Gaucrepe u3 A/TIBX.

1 6amcrep (mo 10 tadietok) wm 2 Gamerepa (mo 15 Tabnetox) Bmecte ¢ HHCTpYKUHeEH no
IPHMEHEHHIO NOMEMAIOT B [AYKY W3 KapTOHA.

ponssonnreis

®apmauesruyeckuii 3ason «oasdapmar AO
Ilpousponcreenustii otaen B Hosoit Jembe

ya. llanoeckero 1, 39-460 Hosa [lem6a, Moasma
Baaaeaeu perncrpansnousoro yaocrosepenus e T
AOQ Bapuwasckuit papmanesTiuecknii 3asox [Moasa o eI
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