COIr'JACOBAHO
¢ YU n e ad anp X HEH”H l l

Ll;l}il,h{lg}gfﬁs%ﬁl}l‘ Igg[é}%loﬂxpcj} JIncrok-BraaabIm JdelaPCTBeHHOFO cpeacrsa
itpuka3 I\"lmeCTepcmn 3PABOOXPAHEHUS

oD PO N HYL BETAREPM® 7540 -2021
- " (Betaderm®)

(Betamethasoni dipropionas + Gentamicini sulfas)

Ma3b JAJIfl HAPYXKHOI0 IPUMEHECHHUSA

OBILIASL XAPAKTEPUCTHUKA
ME>K]]YHAPO/HOE HEITATEHTOBAHHOE HA3BAHUE

OtcytcTBYET

OCHOBHBIE CBOHCTBA JIEKAPCTBEHHOH ®OPMbI

benas wim moutu Genas IIPOCBCYMBAIOLIAA XXUPHas MsrKas Macca.

COCTAB

JEHCTBYIOLJEE BELI[ECTBO

1 r masu comepxur 0,5 mr OeramerasoHa (B Buae OeraMeTa3oHa IUIPONHMOHATa) U 1 Mr
reHTaMULMHa (B BU/I€ TeHTaMUIMHA Cyb(aTa).

BCIIOMOI'ATEJIbBHBIE BEII[ECTBA

napapun xuakuit 250 Mr, naHonmHOBBIA cnupt 30 Mr, merocreapuwioBelii cnuprt 20 MT,

Oytunrugpoxcutoryon 0,05 mr, Oyrunruapoxcuanu3zos 0,05 mr, 6esbiii Bazeaus 10 1 ¢

®OPMA BBIIIYCKA

Ma3b JJIs1 HApY>XHOI'0 IPUMECHEHMU .

DAPMAKOTEPAIIEBTHYECKASI I'PYIIIIA: KopTHKOCTEPOHU IBI /ISl MECTHOTO IIPUMEHEHHS B
aepmarosiorud. KoprukocTepou sl BBICOKOAKTUBHBIE B KOMOMHALINY C aHTHOHMOTHKAMH.
KOJ ATC: D 07 CC 01

®APMAKOJIOTUYECKHUE CBOMCTBA:

Caoiictea ma3u BETAJIEPM o06yciioB/IeHBI COYETAHHBIM JAEHCTBHEM GETaMETa30Ha AUIIPOIMOHATA U
reHTaMHIIMHA CyJibdara.

beramerazona MNpONMMOHAT — CHHTETHYECKUH ()TOPUPOBAHHBIA KOPTHKOCTEPOMH IS
NPUMEHEHHs B JIEpMaToOOruM,  OONAaJarouii  CHJIBHBIMH  IPOTHBOBOCIIATHTENBHBIMH,
INPOTUBO3YAHBIMH M COCYAOCYXXUBAIOIIMMH CBOMCTBaMU. TOYHBIH MeXaHHM3M [EHCTBHS MECTHBIX

KOPTHKOCTEPOUIOB HEHU3BECTCH. B pe3yybTat€ MECTHOIr0 COCYOOCYXHBAKOIIETO JIEUCTBUS

beranepm ma3zs (PIL-BY) 2025-05-05 ctp. 1
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yMEHbIIaeT SKCCy[AaTMBHBIE peakuud. beramerasoHa IMIPONHOHAT iHe/, 6‘,n0Tpchd)9pMpreTCﬂ B
koxe. Ilocie MPOHMKHOBEHHS 4Yepe3 KOXYy B OpPraHu3M OH 6H0’fpaHC(1)OII)MI/Ipye'i'CﬁJ B" ICYEHH M
BBIBOAMTCSA, B OCHOBHOM, C MOYOH H, B MEHBIIEM KOIMYECTBE, - C Kenubio. BcackiBanue
GeTaMeTa30Ha JMIPONMOHATA Yepe3 KOXY yBEIHYMBACTCS NMPH NMPMMEHEHWH HA HEXHOH KOXe B
00IacTH CKIAHOK, IPH MPUMEHEHHH Ha KOXE€ C IOBPEXIEHHBIM OIHUAEPMHCOM HIH KOXKE,
TIOBPEXXIEHHON BOCIIAUTENIBHBIM IIporieccoM. Kpome Toro, BcachiBaHue yBEIHYMBACTCS IPH 4aCTOM
IPUMEHEHUH JIEKAPCTBEHHOTO CPEeJCTBA MM IOCJE NMPHMEHEHMs Ha 3HAYMTEIBLHOW MOBEPXHOCTH
K0XH. BcachiBanue OerameTa3oHa JUIIPOIIMOHATA 4epe3 KOXy y AeTed 0oJiee BHIPAXKEHO, YeM Y
B3POCIIBIX.

IenTamMuuuHa cyJabaT OTHOCHTCS K aHTHOMOTHKaM MIMPOKOrO CreKkTpa AedcTBus. IIposBiser
aHTHOAKTEpPUANIbHOE JEHCTBUE MO OTHOIICHHIO K I'PaMOTPHUIATENLHBIM OaKTepusiM W HEKOTOPBIM
IPaMIIOJIOKUTENbHBIM OakTepusiM. [loka3aHusIMH K €ro NPUMEHEHHUIO B BHJE Ma3H SBJISIOTCS
BTOpHUYHBbIE MHGEKIUH TPH KOXHBIX 3a00JIeBaHHUSX, €CIH MH(UIMPOBAHHE BBI3BAHO OaKTEPHIMH,
YyBCTBHTEIBHBIMH K F€HTAMHIIUHY, a TAKXKe MPU MOAO3PEHUH Ha TaKylo HH(eKiuo. ['eHTaMuIMHa
cynb(dar mocie MECTHOTO NMPUMEHEHHS Ha HENOBPEXIECHHOW KOXK€ HE BCAChIBAETCS, HO IOCIE
NPUMEHEHUsT Ha KOXe, MOBPEXICHHOH TPaBMOH, 0KOTOM M H3BS3BICHUSAMH MOXET IIOJBEPraThCs
CHUCTEMHO# abcopOruu.

[eHTamunuHa cyiabdar He OHOTpaHCHOPMHpYETCS B OpraHuU3Me€ M BBIBOAMTCS C MOYOH B

HCHU3MCHCHHOM BHIE.

IMOKA3AHUSA JJIsI IPUMEHEHUSA

Ma3sp BETAJIEPM mnpuMeHsieTcs MECTHO JUIs JIEYEHHS BOCTIAIMTENBHBIX COCTOSSHHM KOXH
(nepMaTo30B),  OCOOEHHO  @UIEPrUYECKOH  NPUPOABI,  UyBCTBUTEIBHBIX K  TEpanuu
KOPTUKOCTEPOUJAMHU, IPOTEKAIOIIUX C TUIEPKEPaTo30M, 3YyAOM MM TSDKEIOH auleprudeckoi
peakIen, OCJI0KHEHHBIX BTOPHUYHOH OakTepuanbHOM HH(EKUMeH, BbI3BAHHOM 4yBCTBHUTEIBHOM K

reHTaMHLHY MUKPODIOpOii.

Masps BETAJIEPM mnpumeHsieTcss IJIaBHBIM 00pa3oM IIpH aTOMMYECKOM JAepMaTuTe, ceOoperHOM
JepMaTUTe, NPOCTOM XPOHHUYECKOM JIMINAEe, HK3eMe, IICOopHa3e, alJepruueckKoM KOHTaKTHOM

JiepMaTuTe, KOXKHON opMe KpacHO# BOTYaHKH, MHOTOG)OPMHOM dpHUTEME.

CIIOCOBb IPUMEHEHMUS 1 TO3UPOBKA
MecTHO, HAaHOCAT HEOOJBIIOE KOJMYECTBO Ma3d Ha IMOPAKEHHYIO MOBEPXHOCTh KOXH, 1-2 pasa B
nenb. He cneayeT nmpuMeHATh Ma3b MO OKKIIO3HOHHOM MOBs3KOH. He cienyer mpoBOAUTh JICYeHHE

bosee, ueM 2 Henenu, 6e3 nepepsiBa. He mpuMeHsTh Ha MPOTSDKEHUU OJHOMN Heaenu Oosee 451 Masw.

beranepm mass (PIL-BY) 2025-05-05 ¢Tp. 2
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I[IPUMEHEHHE Y JETEH

He npumMensTh y nereit maagume 12 jier.

IMOBOYHOE JIEICTBUE

3abonesanus xkodcu U NOOKOACHOU MKAHU

VrpeBast Chlllb, MypIlypa CTEPOHIHAs, YTHETEHHE pPOCTa SIHUEPMHUCa, aTpodusl MOIKONKHOH TKaAHH,
CYXOCTb KOXH, JENMIMEHTALMs WA TUIEPIUTMEHTALHsS KOXH, arpodus M pacTsDKKa KOXH,
BOCIIAJIEHHE BOJIOCAHBIX JIYKOBHII, YPE3MEPHBIA POCT BOJIOC HA KOXE, a/UIEPrHyecKoe KOHTAKTHOE
BOCIaJIEHUE KOXKH. MIHOT1a MOXKET MOSBUTHCS KpalUBHUIA MM ChINb. [locie npuMEHEHHs HA KOXe

JIMIa MOXKET BbI3BATh BOCIIAJICHUE BOKPYT Fy6

DHOOKpUHHbLE paccmpoucmea

Ilpu [MTeNsHOM NpPUMEHEHHH mpernapata (6oree 2 Helenb), PY HAHECEHHU Ha OOJbIIKE YYacTKH
KOXHM HJIH Ha IOBPEXICHHYIO KOXY, B ClIydyae NPUMEHEHHs 3aKPBITBIX KOMIIPECCOB, a TaKXKe B
cllyyae NPUMEHEHHs y JeTed, B pe3ylbTaTe yCHICHHOTO BCAChIBAHHS KPOBEHOCHOW CHCTEMOH
OeraMeTa3oHa IMIIPOMHOHATA MOTYT IOSIBUTHCS OOIIME HEXEJIaTeNIbHbIE CHMIITOMbI, BBI3BAHHBIC
JEHCTBHEM KOPTHKOCTEpOMI0B. K 0OmMHUM HeXeNaTelnbHBIM CHMIITOMaM, XapaKTepHbIM /Ul
KOPTHKOCTEPOU/IOB, OTHOCHTCS, B TOM 4YHCJIE TOPMOXKEHHE pabOThl THIOTalaMO-THNo(u3apHo-
HA/OYEYHUKOBOM CHCTEMBI, CHHApPoM KymMHra, TOPMOXXEHHE pOCTa M pa3BUTHA y [ETeH,

THNEPIIUKEMHU, caXxap B MOYE, OTEKH, TUIICPTOHUS, CHUXKEHUE HMMYHHTETA.

Paccmpoiicmeéa ummynumema
Moryr mNOSBHUTbCS  NPH3HAKH  THIEPYYBCTBUTENBHOCTH. [Ipy  MOsABIEHHMM  CHMIITOMOB

THIIEPYYBCTBHTEIBHOCTH CIIEIyeT He3aMeIUTEIbHO IPEKPATHTD JIEYEHHE.

3abonesanus enas

[locme MecTHOro NMpPUMEHEHHsS Ha KOXE BEK HMHOTAA MOXET HACTYIHUTb YCHJIEHHE CHMIITOMOB
IJIayKOMBI HJIH YCKOPEHHE Pa3BUTHS KaTapaKThl.

C Heu3BeCTHOH YaCTOTON MOXET HaOJII01aThCs IIOMYTHCHHUE 3PCHUS.

3abonesanus cocyoos

MoeT HaCTYIHUTh paclIipeHHe TOBEPXHOCTHBIX KPOBEHOCHBIX COCY/IOB.

3abonesanus yxa

beranepm ma3zp (PIL-BY) 2025-05-05 cTp. 3
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B cBs3M ¢ TeMm, YTO TMpemapar COJAEPKHUT TeHTaMHIUH, MOI'YT / H(a6monarbcs{ _ CHMIITOMBI
4 L | J [T ,’ ’f

‘ {

OTOTOKCHYHOCTH, OCOGEHHO B TOM Ciydae, €Cild IpernapaT HaHOCHTCA Ha OOJbLIOH 'YYACTOK KOXKH

MJIM Ha TTOBPEXAEHHYIO KOXKY.

3abonesanus novexk u Mo4egulx nymet

B cBf3u ¢ TeM, YTO Ipemapar COAEPKUT TIeHTaMUIMH, CYIIECTBYET PUCK MOPAKEHHUs TOYCK,
0COOEHHO B Cjy4ae OJHOBPEMEHHOTO NpuéMa HEPPOTOKCHYHBIX IperaparoB, a TaKKe IPH
3a00JIeBaHUSAX TOYEK.

Eciu mobble M3 YKa3aHHBIX BbIIE M060YHBIX 3 (EeKTOB ycyryousioTes, M Bel 3ameTuin jito0bie

apyrue no6ounsie 3GPEKThl, He yKa3aHHbIC B HHCTPYKIUH, COOOIIMTE 00 5TOM Bpady.

IMPOTUBOIIOKA3AHUSA

[ToBbImIeHHAs: 9yBCTBUTENLHOCTh K KOPTUKOCTEPOMIAM, TEHTAMUIIMHY HIIH COCTABJISAIOMIMM OCHOBBI
Masu. BupycHsle, rpubKkoBble WM TyOepKyse3Hsle 3a00jeBaHHs KOXM, HOBOOOpa3oBaHHS KOXH,
PO30BBIE M IOHOIIECKHE YIPH, BeTpsiHas ocra, (ieOuTsl ¥ Tpoduueckue s3Bbl. He mpuMeHATh Ha
y4acTKax OOIIMPHOTO IOPaKEHUS KOXH, OCOOCHHO MNPOTEKAIOUIMX C HApyIICEHHEM LEJIOCTHOCTH
KOJXXH, HAaIlpUMED, NIpH 0Xkorax. He NpUMeHATs Ha KOXKe JIMIA.

He npumensTs y nereit no 12 ner.

He npuMeHSTH JIEKapCTBEHHOE CPEACTBO B aHAIBHON U EHUTAIBHOM 00IACTAX M NpPH BOCIAICHHH

KOXH BOKpYT pTa.

MEPEJO3UPOBKA

I[Ipy OJHOKPaTHOM NpPMMEHEHHH 7T Ma3u MOXKET HACTYNHMTh OOpaTHMOE BBIIENEHHE THIOPU30M
anpeHokoptukorponHoro ropmona (AKTI) B pe3ynbraTe yrHETEHHS HAANOYEYHHKOBO-
runo(u3apHON CUCTEMBI.

B cinyyae mpoO/DKHUTENBHOTO I HEHAIJIEXKAIero NPUMEHEHMs, MOTYT IMOSBHUTHCS CHMITOMBI
6one3nn Kymunra. B TakoM ciaydae HEOOXOOMMO OTMEHUTH NpUMeHeHHe bertanepma masu. M3-3a
pHcKa OCTPOM HaANOYEeYHMKOBOM HEJOCTATOYHOCTH CJIEAyeT 3TO HPOBOAUTH MO HAOIIOJEHHEM
Bpaya.

CylLIecTByeT TOXE BO3MOXKHOCTH BOSHHKHOBEHHS CHCTEMHBIX MOOOYHBIX 3((EKTOB IeHTaMHUIIUHA,

TAaKHE KakK IOTEPA ClIyXa H PUCK ITOPAXECHHUS IIOYECK.

MEPBI IPEJOCTOPOXXHOCTH

Beranepm ma3s (PIL-BY) 2025-05-05 cTp. 4
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JlekapcTBEHHOE CPEJICTBO CIIELYeT NPHMEHATh TOJIBKO B COOTBETCTBHH, C yKAaBaHl/ISIMPI Bpflqa [Tocne
HAJIOKEHMs Ma3¥ Ha KOXYy HE CleqyeT NPUMEHSTh KICEHYATYIO HOBsxéKy, cnoco&:myxomy}o
YBEJIMYECHHUIO BIIAXKHOCTH U TEMIIEPATYPhI KOXKH.

JlekapCTBEHHOE CPENCTBO IO/DKHO IPUMEHSATHCS TOJNBKO IMPH TE€X 3a00JIeBaHUAX, KOTOPbIE YKa3aHbI
BPAvOM.

[TanueHT H0/DKEH coobmars Bpady 060 Bcex MOOOYHBIX NEHCTBUAX, KOTOPBIE IMOSBHIMCH BO BpEMS
IPUMEHEHHUS JIEKAPCTBEHHOT'O CPECTBA.

He ciiemyet mpuMeHsTh mpenapar JoJble, 4eM Ipeanucano BpauoM. IIpy 1MTeIbHOM MpUMEHEHUH
Ha OOIIMPHOM IMOBEPXHOCTH TeJla YBEIMYMBAETCS €ro BCAChIBAHME W YBEJIMYMBAETCS 4YacTOTa
TIOSIBJIEHHSI TOOOYHBIX IE€HCTBUM, TAKUX KaK OTEKH, TUIIEPTEH3HS, YBEIUUEHHE COAEPIKAHUS TTTFOKO3bI
B KPOBH, CHIDKEHHUE UMMYHOJIOTMYECKOT0 OTBETAa OpraHu3Ma.

B crnyuyae ycuneHus neicTBus MHPEKUHMH B MECTe NPUMEHEHHS Masd, Bpad MOXET NPHUMEHHUTh
JOIOJTHUTEIBHOE IPOTUBOMUKPOOHOE UM TPOTUBOTPUOKOBOE JICUEHHUE.

Cnenyer mpuaep)XUBaThCsl PEKOMEHAAMM M HE MPHUMEHATh IpenapaT Ha KOXXE€ JIMIa B CBA3H C
OIACHOCTBIO TOSBJICHHS MOOOYHBIX 3()(ekToB B (opMe IMpOJODKUTENBHOIO PACIIMPEHHS MEIKHX
KPOBEHOCHBIX COCYIOB, aTpouu IOJKOXXHOM KJIeT4aTKHu B obmacTu Tryd Jaxe TII0cie
KpPaTKOBPEMEHHOTO IIPUMEHEHHMS.

C OCTOPOXXHOCTBIO HPUMEHSATh IPH YK€ HMEIOMMXCS aTpoPUUECKUX COCTOSHHSX IOJKOXKHOM
KJIETYATKH, OCOOCHHO Y JIMII TI0XKHJIOr0 BO3pacrTa.

Heob6xomuMo u30erath KOHTAaKTa JIEKApPCTBEHHOTO CpPEJCTBA C MOBEPXHOCTEH a3 u Koxei Bek. He
IPUMEHSATH B IJIa3a WIKA BOKPYT IJ1a3 U3-3a PHCKa Pa3BUTHUS IJIAYKOMBI U KaTapaKThl.

YUuTHIBas, YTO KOPTUKOCTEPOHIbI U T€HTAMULIUH BCACHIBAIOTCS Yepe3 KOXKY, BO BpeMs IPUMEHEHHS
npenapara beragepM Masb CYIIECTBYET PUCK BO3HHKHOBEHHS CHCTEMHBIX MOOOYHBIX 3(deKToB
KOPTHKOCTEpPOUAOB  (TonaBieHHe (YHKIHM HAAIOYEYHHKOB) M TreHTaMunuHa (0TO- M
He()POTOKCHYHOCTB, OCOOEHO y Joaei ¢ HapymeHneM (yHkuuu nodek). [Totomy cnenyer usberarts
NPUMEHEHHUsl Ipernapara Ha OOJIBIIMX ydacTKaX KOXKH, Ha IMOBPEXAEHYIO KOXY, IPUMEHEHHUs B
OonpIuX A03aX, IPUMEHEHUs Y OOJIBHBIX ¢ HapyIIeHHeM (QYHKIMHU IeYSHHU, II0UEK U Y JEeTeH.
OcobeHO 0CTOPOIKHO CIIeyeT MPUMEHSATH JIEKAPCTBEHHOE CPEACTBO y OOJIBHBIX MCOPHA30M, TOTOMY
4TO MECTHOE NPUMEHEHHE KOPTHUKOCTEPOUIOB MOXKET OBITh OMACHBIM H3-3a BBHI3BAHHOTO Pa3BHUTUEM
TOJIEPAHTHOCTU pelyauBa 3a00NeBaHUs, PUCKA BO3HUKHOBEHHUS I€HEPAIM30BAHHOIO IYCTYJIE3HOTO
TIICOpYa3a U CUCTEMHON TOKCHYHOCTH, BEI3BAHHOE HapyLICHUEM OapbepHOH (YHKIIUH KOXKH.

Cnenyer m3beraTh IONajaHds mpenapara B Ijia3a, OTKPHITbIE paHbl U CIM3UCTBIE 000s0uku. [lpu
NONaJaHUM TIperapata B TJjla3a MM Ha CIU3UCTHIE O00ONOYKM PEKOMEHIYETCs IPOMBITh HX

A0CTaTOYHBIM KOJIH4YECTBOM BOJEI. Kak )4 B ci1y4dae IIPUMEHECHU A CUCTEMHBIX
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[IIFOKOKOPTHKOCTEPOMIOB, II0C/IE HAPY)KHOTO MPUMEHEHH Mpernapara MOLYT pa3sBUBATLCS KaTapakTa
¥ IJJayKOMa MJIM TaKoe peaKoe 3a00NieBaHue KaK IeHTpanbHas ceposHas xopuoperuHonarus (LICX).
[IpoKOHCYIBTUPYHTECH C BPa4OM IIPH BOZHMKHOBEHHUH IIOMYTHEHHUS 3PEHHS WK APYTHX HapyIIEHUAX
3peHHs.

B cBsS3u ¢ TeM, 4TO B COCTaBe COJEPXKHUTCS IETOCTEAPUIIOBBIM CIHUPT, OYTUITHAPOKCHUTOIYON H
OyTHITMIPOKCHAHWIINH, IIperapaT MOXET BBI3BIBATH MECTHBIE KOJXKHBIE DeaklUuH (Hanpumep,
KOHTaKTHBIN AEPMAaTHT).

I[IPUMEHEHHUE Y BEPEMEHHBIX U 'Y KOPMALJUX I'PY/IbIO >KEHLIJUH

He pexomennyercs npuMeHsTh npenapaT beragepm y 6epeMeHHBIX KEHIIUH U B IEPHOJ JIAKTAlHH.
BJIMAHUE HA CIIOCOBHOCTH K VIIPABJIEHHUEIO TPAHCIIOPTHBIMHU CPEJCTBAMH H
OBbCJIVKUBAHHIO JIBIDKVI[UXCA MEXAHH3MOB

JlexapcTBEHHOE CpPEICTBO HE OrPaHHUYMBACT ICUXO(PH3UYECKYIO AaKTHMBHOCTB, CIIOCOOHOCTH K

YHOPpaBJICHHUIO TPAHCIIOPTHBIMHA CPEACTBAMHA H 06C.IIy)KI/IBaHI/I!O ABHXXYIIHUXCSA MEXaHHU3MOB.

B3AUMOJENCTBHUE C IPYTUMMU JIEKAPCTBEHHBIMHU CPEJCTBAMHU
Bo Bpems j1eueHHs TIMKOKOPTUKOCTEPOUIAMU HE CIEyeT IPOBOAUTH NPUBHUBKH IPOTHB ocmbl. He

CIEAYET IPOBOAUTDH TAKXE APYIUX BUAOB HMMYHHU3ALUHA BO BPEMS JICUCHHUA.

YCJIOBUS U CPOK XPAHEHMUSI
XpaHuTh npu Temneparype He Boie 25 °C. XpaHUTh B HEAOCTYITHOM JIS IETEH MecTe.

Cpok ronHocTH - 3 roga. He npuMeHsTs npenapar nociie OKOH4YaHUsI CPOKa FOJHOCTH.

YCJO0BUS OTITYCKA

[To peuenty Bpaya.

YIIAKOBKA
AmomuHueBas Tyba c 3alIUTHOM MeMOpaHo#, comepxkamieit 15r masu. TyGa ymakoBaHa B

KapTOHHYIO KOPOOKY BMECTE C JIHCTKOM-BKJIAIBIIIIEM.

HH®OPMAILIUSA O TIPOU3BOJAUTEJIE
dapmanenruueckuit 3aBox Enbga A.O.

ul.Wincentego Pola 21, 58-500 Jelenia Géra, [Tonbiua

JEPXKATEJIb PETUCTPAIIMOHHOT'O YAOCTOBEPEHUSI
BAVII XEJIC UPJTAHAUS JIMMUTE], Upnauaus
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