COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 06.04.2026 N= 7035

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 1004

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

beramerazon — BEPTEKC, 0,05%, ma3p 1151 Hapy»KHOTO IPUMEHEHUSI.

2. KAYMECTBEHHBI U KOJTUWYECTBEHHBIA COCTAB
JleiicTBytoIIee BEMIECTBO: OETaMeTa30H.
Kaxnprit rpamm Masu cogepxut 0,5 Mr 6eTamerazoHa (B BHIE AUIIPOIMOHATA).

[TonHbI IepeyeHb BCIIOMOraTeIbHbIX BEIIECTB IPUBENIEH B pasiene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Mas3pb 11 Hapy>KHOTO IIPUMEHEHHUS.

Bbenas v moutu Oenast MOJIYIIpO3paYHasaA OJHOPOAHAA Ma3b.

4. KIMHNYECKHUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHHIO
[Tpenapat beramerazon — BEPTEKC nokasan k mpuMeHEHHIO y B3pOCIBIX U AeTel crapiie 1 rona
1pu 3a00JIEBAHUSX KOXKH, TIOJIAOIIMXCS TIIIOKOKOPTUKOCTEPOUTHON TepaInu:
— AaTONHWYECKUN I€PMATHT;
— QJUIEPTMYECKUI KOHTAaKTHBIN JEPMATHT;
— 9K3eMa (pa3Iu4Hble POPMBI);
— KOHTaKTHBIH JepMaTUT (B TOM Yncie mpodecCHOHAIbHbIN) U APYTHe HeaiepruaecKue
JEpPMAaTUTHI (B TOM YHCII€ COTHEYHBIN U Ty4eBOM JepMaTuUT);
— peaKUUH Ha YKYCbl HACEKOMBIX;
— Iicopuas;
— OyJuIe3HbIe AepMaTo3bl;
— JMCKOUJHAs KpacHas BOTYAHKA;
— KpAaCHBIN TUIOCKHI JINIIAK;
— B3KccyAaTUBHasi MHOTO(OpPMHAs SpUTEMA;

— KOXKHBII 3yA pa3n1/1qH0171 OTHUOJIOTHUH.

4.2. Pe:kuM 103UPOBAaHUS U CMIOCO0 MPUMEHEHHUsI

PexxuM 103upoBaHus

Bspocnvie
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[Ipenapar HaHOCAT Ha MOPAKEHHBIN Y4aCTOK KOJKU TOHIJPH}EHJ&’;L?:&?I Ejﬂtﬁtz::éngfi{}ﬁ%fbag.

G Kz 735

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Ha yuyactku ¢ Gosee mioTHON KOXel (Hampumep, JOKTH, JTAJOHU U CTOIIBI), a TaKKE MECTa, C
KOTOPBIX Ipenapar Jerko CTUPAeTCs, Ipenapar MOKHO HAaHOCUTH 4aule. IIponomkuTenbHOCT
JedeHus: 3aBUCUT OT 3(G(HEKTUBHOCTH U MEPEHOCHMOCTH Tepallid U COcTaBiseT He Oosee 4
HeJeNnb. Y MAalMeHTOB C MOPAXEHUSMHU KOXKU JIMIIA, HENPEPBIBHBIM KypC JICUECHUSI HE JOJDKEH
MPEBBILLIATH 5 qHEW. B TeueHne roga BO3MOKHO HEOJJTHOKPATHOE NOBTOPEHUE TEPAIIHH.
beramerazon — BEPTEKC wma3p [uisi HapyKHOTO HPUMEHEHHUs IPUMEHSTCS MJis JICUEHUS
MOAOCTPBIX M XPOHUYECKUX JEPMATO30B, B TOM UHCIE CYXMX, JIMXEHU3UPOBAHHBIX U
HIeTyIIaIUXCs TOPaXKEHUH.
Jnst nedeHuss B OCTPOBOCHAIUTENbHYIO a3y 3a00jeBaHUs, B TOM YHCIE, MPU BIAXKHBIX U
MOKHYIIUX MOPAKEHUSIX KOXH, IeIecoo0pa3Ho MpHUMEHeHHe Tpenapara beramerason —
BEPTEKC B opme kpema Juist Hapy»KHOTO IPUMEHEHHSI.

eTH
Pexxum nosupoBanus s gereid ot 1 roxa 1o 18 neT COOTBETCTBYET peXUMY J103UPOBAHUS Y
B3POCIIBIX.
He cnegyer mpuMeHsATh mpemnapar MoJA MOBSI3KH U, OCOOEHHO, MO/ IUIACTU(UIIMPOBAHHBIE
MOATY3HUKH, TaK KaK 3TO YCHJIMBAET BCACBIBAHME IIpenapara M yBEIMYMBACT PUCK pPa3BUTHUS
HEXENATENbHBIX PEaKIUi.
IIpenapar cimenyer HasHadaTb C OCTOPOXXHOCTBIO M HAa MAaKCUMAaJIbHO KOPOTKHM CpOK,
HEIPEPBIBHBIN KYPC JIEYEHUs HE JOJDKEH IIPEBBIIIATE 5 THEH.
bezonacHocth u 3¢ pextuBHOCTh NpenapaTta beramerazon — BEPTEKC y neteii B Bo3pacrte ot 0
10 1 rona He ycTaHOBIIEHBI. JlaHHBIE OTCYTCTBYIOT.

Criocob nnpruMeHeHu s

HapyxHo.

4.3. IIpoTuBONOKA3aAHUS

— T'unmepuyBCTBUTENBHOCTh K O€TaMETAa30HY WJIU K JIOOOMY K3 BCIIOMOTATENIbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazzaene 6.1;

—  OaxTepuanbHble (TyOepKyJie3 KOXKH, KOJKHbIE IPOsBICHUS cuduinca), (puOKoBbIe, BUPYCHbBIE
(BeTpstHAs OcTia, MPOCTON Tepriec) KOXKHBIE 3a00JIeBaHUS;

—  KOXHbI€ TIOCTBAKIIMHAJIbHBIE PEaKIUH;

—  OTKpBITBIC PaHbI;

—  Tpoduyeckue A3BbI FOJICHH;

—  BYJIbrapHBbIE YIpH, pO3allea;

- paK KOXXH, HEBYC, aTCpoMa, MCJIaHOMA, TCMaHI'MOMa, KCAaHTOMaA, CapKoMa,
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(NOCNEOQCBATENEHOCTE 0004)

—  Nepuoj rpyAHOr0 BCKApMIIMBAHUSI.

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH
[Tpenapat beramerason — BEPTEKC cnenyer npuMeHSTb ¢ OCTOPOXKHOCTBIO IIPU KaTapakTe,
caxapHoM auabere, rinaykome, TyOepkysese (Ipu JUIMTEIbHOM IIPUMEHEHUN WM HAaHECEHUH Ha
0OJIbIITE YYACTKH TEJIa).
He pexomenayercs JUIMTENBHOE HaApy»KHOE NPUMEHEHHE IIpernapara Ha KOXKE JIMLA, TaK Kak
BO3MOKHO pa3BUTHE po3alea, IEepUOPAIbHOIO JepMaruTta U axkHe. HemnpepbIBHBIM Kypce
IIPUMEHEHHUS Ha JINLE HE TOJDKEH MPEBBIIIATh 5 THEH.
[Ipenapat beramerazon — BEPTEKC He mpenna3zHaueH sl mpuMEHEHUS B OQPTalbMOJIOTHH.
HeobOxonnmo n3berars nomnananus npenapara B riasa. [Ipu nonaganuu npenapara Ha CIM3UCThIE
000JIOYKHM TJIa3a BO3MOXKHO Pa3BUTHE KaTapaKThbl, TIayKOMBI, TPUOKOBBIX MH(EKIWH Tia3za u
000CTpeHne reprneTnuecKoi nHPEKIUH.
IIpy cucTeMHOM M MECTHOM NPUMEHEHHUH TINIIOKOKOPTHKOCTEPOHUJIOB MOI'YT OTMEYaThCs
HapyleHus 3peHus. Eciiu manueHT npexbsBiseT *ajnoObl HA HEUETKOCTh 3PEHUs WM JIpyrue
HapYyIICHHUS 3pEHUs, HEOOXOIMMO HAINPABUTh MAIMEHTa HAa KOHCYJIbTAIHIO K OPTaIBMOJIOTY IS
OLICHKM BO3MOJKHBIX IIPHYMH, KOTOpPBIE MOTYT BKJIIOYAaTh KaTapakTy, IJIAYKOMY, CEPO3HYIO
XOpHOPETHHOIATHIO.
[Tpu npo10KUTENBHOM JIEYEHUH, ITPU HAaHECEHUH IpenapaTta Ha OOLIMPHbIE TOBEPXHOCTH KOXKH,
a TakKe B MOJMBIILICYHBIX BIAJAMHAX U MaXOBBIX CKJIAAKaX, IPH UCIOIb30BaHUH OKKIFO3UOHHBIX
MOBSI30K, IOJTY3HUKOB, BO3MOXKHA CUCTEMHAs a0COpPOIIHS IITIOKOKOPTUKOCTEPOHUIOB.
[Tpu npuMeHeHnHU npenapaTa Ha OOIMPHBIX TOBEPXHOCTAX /WM MOJ OKKJIFO3UOHHON MOBSI3KOM
BO3MOXKHO IMOJIaBleHUEe (GYHKLIUU THIIOTaJaMO-TUIO(HU3apHO-HAIIOYEUHUKOBONH CUCTEMBI U
pa3BUTHE CHUMIITOMOB THIIEPKOPTUIIM3MA, MOKET HAOJII0/IaThCsl CHUKEHHE SKCKPELIMH TOpMOHaA
pocTa, MOBBINIEHNE BHYTPUYEPEITHOTO JaBICHUS.

eTH
JetsMm crapuie 1 roga npenapar Ha3HAYarOT TOJIBKO IO CTPOTHM IOKa3aHUSAM U 0] BpauyeOHBIM
KOHTPOJIEM, TaK KaK BO3MOXKHO pPa3BUTHUE CHCTEMHBIX MOOOYHBIX 3((EKTOB, CBA3AHHBIX C
Oeramertazonom. [lpu mpuMeHeHmum mpemapara y aere or 1 roga W crapiie HeoO0XO0IUMO
OTPaHUYMBATH OOIIYIO MPOJOKUTENBHOCTD JICUEHUS U MCKIIIOYaTh MEpOIPHTHS, BEAYIIHE K
YCUJICHHIO PEe30pOIINH U BCachIBaHUs (cOrpeBaronue, GUKCUPYIOIINE U OKKITIO3UOHHBIE TTOBS3KH,
MOJTY3HHUKH).

HenpepbiBHBINM KypC JIEUSHUS Y I€TEH HE JOJDKEH MPEBbIIaTh 5 THEH.
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B3aNMOeiCTBUA

HccnenoBanus B3auMoIeHCTBUS HE IPOBOAUIINCD.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTAIIHSA

bepemeHHOCTD

Be3omacHOCTh HApPYKHOTO MPUMEHEHUS TTIOKOKOPTUKOCTEPOUIIOB Y OCPEMEHHBIX JKCHIIHMH HE
YCTaHOBJICHa, IOATOMY IPUMEHEHHE IMpernapara BO3MOXKHO TOJBKO B TOM CJydae, €CiIH
oKuJaeMasi ToJjib3a JJIsl MaTepy MPEBBIIIACT MOTCHIIMAIBHBIA PUCK JUIS IUIoAa. B Takux ciydasx
MpUMEHEHHUE TperapaTa J0JDKHO ObITh HEMPOJODKUTEIBHBIM U OTPAaHUYMBATHCS HEOOIBITUMU
y4acTKaMu KOKH.

JlakTauus

IIpu nazHauenuu npenapara beramerazon — BEPTEKC B nepuon nakrauuu K€HIIMHAM CIEAYET

IIPEKPATUTh I'PYJAHOE BCKapMIIMBAHUE.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeACTBAaMH M padoTaTh C
MeXaHHU3MaMH
beramerazon — BEPTEKC He oka3biBaeT BIMSHUS Ha CIOCOOHOCTh YNPABIATh TPAHCIOPTHBIMU

cpencTBamMu U paboTaTh C MEXaHHU3MaMH.

4.8. Hexkenare/jibHbIE peakKUHU

PesroMme HexxenaTeabHbBIX PEAKIINT

HexenarenbHble peakiiiy, Kak MpaBUio, 00paTUMbI U HOCAT CJIa0OBBIPAYKEHHBIN XapaKTep.

[Ipy Hapy)XHOM NPUMEHEHUH TIFOKOKOPTHKOCTEPOUJOB MOTYT HAONIOJAThCSA: KOXKHBIH 3y,
AOKEHUE, pPa3JIpaKeHHe, CyXOCTb KOXH, (DOITMKYIUT, TUHNEPTPUXO03, CTPUH, AKHEMOJOOHbIE
BBICHIIAHUS  («CTEpPOMAHBIE»  YIpU), TUIONUTMEHTAlUs, NEpPUOPATIbHBIA  JEepMaTHT,
aJJIepru4ecKuii KOHTaKTHBIN nepMatuT. [Ipu [ureabHOM IPUMEHEHUH, a TAK)Ke UCTIOJIb30BaHUU
OKKJTFO3MOHHBIX TOBS30K — Mallepalusl KOKu, BTOpUYHast UHMeKuus, aTpodust KOXKHU, MECTHBIN
THUPCYTU3M, TEJIE€AHTUIKTa3usl, MOTHUIIA, mypiypa. [Ipu HaHeceHHM Ha OOIIMPHBIE TOBEPXHOCTH
Tela, B OCHOBHOM Yy JieT€l, BO3MOXXHO BO3HMKHOBEHHME CHCTEMHBIX MOOOYHBIX 3((HEeKTOB
[IIIOKOKOPTUKOCTEPOUI0B (TUIIEPTINKEMUS, TIIOKO3YpHsl, 00paTUMOE yTHETEHHE (PYHKIIMH KOPbI
HAJAMOYEUHUKOB, MposiBIeHne cuHIpoMa HMuenko-KymmHra (oxupeHue, <«JIyHHOE JHIIO»)),

HCYCTKOCTDb 3pCHUA.
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L]
Coo0111eHrEe 0 I0I03pEBAEMBIX HEXKEIATEIbHbIX peaxum&'

BaxHo coo0mare O MOAO3pEBACMBIX HEXKENATeNbHBIX PEAKIMAX I[I0CIEe PETUCTpaIuu
JIEKapCTBEHHOTO Iperapara ¢ Helbl0 00eCTeYeHrs] HePEPhIBHOIO MOHUTOPUHTA COOTHOIICHHUS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOI'O Mpenapara. MeauLMHCKUM pPaOOTHUKAM PEKOMEHAYeTCs
coo0uaTe O MOAO3PEBAEMBIX HEXENaTeJIbHBIX PEAKLUAX JIEKAPCTBEHHOro Ipenapara 4depes
HAIlMOHAJIbHBIE CHCTEMBI COOOIIEHHS O HEXENaTeIbHBIX PEeaKIUsIX ToCyJapCTB-UWICHOB
EBpa3uiickoro 3K0HOMHUYECKOIr0 COI03a.

Poccuiickas @enepanus

DdenepanbHas cityx0a 1o Haa3o0py B cdepe 3apaBooxpanenus (PoczapaBHanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl IiIomanp, 1. 4, ctp.l.

Tenedon: 8 (800) 550 99 03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B HH(OpPMAILIMOHHO-TEJIEKOMMYHUKALMOHHON ceT «HTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHMIITOMBI

OcTpas repe103npoBKa MAJIOBEPOSATHA, OJTHAKO MPH JTUTEITHHOM HENPEPHIBHOM UCTIOIB30BAHUT
nperapara, 0COOCHHO y JeTel, Ha OOIMUPHBIX MOBEPXHOCTAX KOXKH, MPH HAHECEHUHU HA KOXKY C
HAPYIICHHOH 1ETOCTHOCTHIO WM MPU HCIIOIH30BAHUH 0] OKKIIFO3UOHHYIO MOBS3KY, BO3MOXKHA
XpOHUYECKasi  TMEPeqO3UPOBKA,  COMPOBOXKIAIOMIASCS  MPU3HAKAMU  TUIEPKOPTHUIIM3MA
(TUTIEpTIIMKEMUs, TIFOKO3ypHsi, TposiBiIcHHe cuHapoma MWienko-KymmHra), oOpaTuMbIM
yrHEeTEHUEM (PYHKIIHMH KOPBI HAAIMIOYCUHHUKOB.

JleueHue

PCKOMGHI[yeTCSI IOCTCIICHHAd OTMCHA IperiapaTra U MpOBECACHUC CUMIITOMATUYCCKOI'O JICUCHU .

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYeCKHe CBOIiCTBA

@®apMakoTepaneBTUYECKass TPYIIA: KOPTUKOCTEPOMBI, IPUMEHSEMBIE B JI€pMaTOJIOTHUH;
KOPTHKOCTEPOHIbI; KOPTUKOCTEPOHIBI C BRICOKOM aKTUBHOCTBIO (Tpymma I1).

Kox ATX: DO7ACO01

Mexanuszm geiicTBus

beramerasona  QUNPONMOHAT —  CHHTCTHYCCKHHA  TJIFOKOKOpPTHKOCTepoua.  (OKasbIBacT
NPOTHBOBOCIIAJMTEIBHOE, TPOTUBO3YIHOE, TMPOTHBOAIEPIHYECKOE, COCYIOCYKUBAIOIIEe,

MPOTUBOAKCCYAATUBHOE U aHTHUNponrdepaTuBHOe nelicTtBue. [Ipyn HaHEeCeHHH Ha MOBEPXHOCTH
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KOXXH CYXXUBA€T COCYIbl, CHUMAET 3y/, CHHXKAET BLI%Q&JE%EE&%W%UE&'R'HH&' (13

H03MHO(HIIOB U TYYHBIX KJIETOK), UHTEPICHKUHOB | 1 2, ramma-uHTepdepona (13 1MMQpOIHUToB U
Makpo¢aroB), TOPMO3UT AKTUBHOCTb M IIOHWXKAET MPOHULIAEMOCTh COCYAUCTONW CTEHKH.
B3aumoneiictByer co crneun(puyecKMMU pPELEenTopaMu B ILUTOIUIA3ME KIIETKH, CTUMYJIHUPYET
CHUHTE3 MAaTPUYHON PUOOHYKJIIEMHOBOM KUCIIOTHI, MHIYLUpPYIOIIEeH oOpa3zoBaHue OEIKOB, B TOM
YuCI€ JIMIIOKOPTHHA, OMOCPEAYIOUIMX KiIeTOYHble 3¢ ¢ekThl. JIMMOKOpPTHH  yrHeTaer
dochonunazy Ar, OJIOKHpYeT BBICBOOOKICHHE AapaxWIOHOBOW KHCIOTHI W OHOCHHTE3
9H/I0NIEPEKUCEH, TPOCTOIIAaHINHOB, JICHKOIIPOTEHHOB (CIIOCOOCTBYIOIINX PA3BUTHIO BOCHIAJICHHS,

aJJIEPTrUu U IPYruX MaTOJOTUYECKUX MPOLIECCOB).

5.2. apmaKkoKHUHETHYeCKHUe CBOHCTBA

Abcopbrus

IIpy Hapy)XHOM IpPUMEHEHMH B TEPANEBTUYECKUX J03aX, TPAHCAEPMAIBHOE BCAChIBAaHUE
JICHCTBYIOILIEIO BEIIECTBA B KPOBb OYEHb HE3HA4YMTENbHOE. lIpuMeHeHue OKKIIFO3MOHHBIX
MOBSI30K, BOCHAJICHHE M KOXKHBIE 3a00J€BaHUS IMOBBIIIAIOT TPAHCIACPMAIBLHOE BCACBIBAHUE
OerameTa3oHa, 4TO MOXKET IPUBOAUTH K YBEIMUYEHHUIO PHCKA PAa3BUTUS CUCTEMHBIX MMOOOYHBIX

3¢ dexToB.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeuyeHb BCIOMOraTeIbHbIX BelleCTB
[Tapadun xuakuii (MUHEpaIBLHOE MACIO)

[Tapadun Genblit MTKHiL (Oenblif eTpoaaTym)

6.2. HecoBmecTuMOCTH

He npumenumo.

6.3. Cpok roqHocTH (CpoK XpaHeHusl)

3 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUHU

XpaHuTh npu Temneparype He oime 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIAKOBKH
151, 30 r mwu 50 T B TYyOE amOMUHUEBOH, YKYITOPEHHOU OyioHoM monuMepHbiM. Kaxayto TyOy

BMCCTC C JIMCTKOM-BKJIAQAbIIICM MOMCHIAIOT B IMAYKY U3 KapTOHA.



6.6. Oco0ble Mepbl NPeIOCTOPONKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WJIM OTX0A0B, TOJYYEHHBIX TMoOcCjJe TPUMeHEHUs
JIEKAPCTBEHHOI'0 Mpenapara,  Apyrue MaHUNyJIsiMU ¢ penapaTomM

Het oco0bIx TpeOOBaHMH K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA
Poccus

AO «BEPTEKC»

Anpec: 197350, r. Caukr-IletepOypr, lopora B Kamenky, a. 62, aut. A.
Tenedon: 8 (800) 2000 305

AJpec dIeKTpOHHOU MOYTHIL: vertex@vertex.spb.ru

7.1. lIpeacTraBuTe/Ib AepKATeNs] PeTHCTPALMOHHOTO Y10CTOBEPEHHS

[Iperen3un norpeduTENeH HAIPABIATE 110 aIPECY:

Poccus

AO «BEPTEKC»

Anpec: 197350, r. Cauxt-IletepOypr, lopora B Kamenky, a. 62, aut. A.
Tenedon: 8 (800) 2000 305

Anpec snekTpoHHO# mouThl: pharmacovigilance@vertex.spb.ru

8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOH PETMCTPAILIMM (IIOJATBEPXJIEHUS PETUCTPALIUU,
INEPEPETUCTPALINN)

Jlata nmepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA

OO6mas xapaktepuctuka JiekapctBeHHoro npemnapara beramerazon — BEPTEKC moctymna Ha

I/IH(I)OpMaI_II/IOHHOM noprajie EBpa3I/II‘/’ICKOl"O O9KOHOMHYECCKOI0 CO3a B I/IH(I)OpMaI_[I/IOHHO'

TeJIEKOMMYHHUKaIMOHHOU cetn «HTepHeT™ https://eec.eaeunion.org/.
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