AR AN

MUHUCTEPCTBO 3/[PABOOXPAHEHHSI
POCCHICKON ®EJIEPATINU

PerncrpanunoHnoe yrocrosepenne

JEKAPCTBEHHOIO Hpeﬂaﬁ%Tﬁ. %Jgélssl\%)elﬁ)rllll/{ll})ckﬂﬂ) leHMEHeHI/Iﬂ

(HOMEp PErnCTpaLOHHOIO Y0CTOBEPEHHS IEKaPCTBEHHOTO npenapara)

B coorsetctBin ¢ [IpaBuiaMy perucTpauui 1 SKCrepTH3bI JIEKAPCTBEHHBIX CPEACTB AUIS MEIHLHHCKOT
NPUMEHEHUs, HACTOSIILEE PETUCTPALIMOHHOE YAOCTOBEPEHUE BbIJAHO:

OBEP Heiipo ®apma I’ M6X, ABcrpus//

HaumenoBaHnue aepxartens
EVER Neuro Pharma GmbH

perucTpauuoHHOro YaocroBepeHus:

OGepOypray 3, A-4866 YHTepax am ATrep3ee, ABC pus ||

AJlpec aepskaTeisi perucTpalHOHHOI 0
Oberburgau 3, A-4866 Unterach am Attersee, Austrlé ]]

YAOCTOBEPEHHS:

Jata peructpauuu: 02.04.2025

JaTta ucreuenust cpoka aeiicTeus
PEerncTPauuoOHHOr0 yA0CTOBEPEHHSI:

HaTa noaTBep:KAeHHUsI perucTpaunu
(nepeperucrpauunn):

JlaTa BHeceHUs] H3MEHeHMii 02.04.2025

(nepeogopmieHns) B perncTpauHoHHoe
YAOCTOBEpeHHe:

HAarta perucrpaunu B pedpepeHTHOM 02.04.2025

rocyaapcerse:

1 NOATBEPIKIAET, UTO JIEKAPCTBEHHbIH npenapar 3aperucTpUpOBaH M PaspelieH K MeAULUHCKOMY npuMeHe
Ha TEPPUTOPUH:

Poccuiickoii ®epnepanyu

(rocynapcTso — unen EBpasuiicKOro 3KOHOMUYECKOrO COI03a)
MHbopmauus 0 3aperncTpupoBaHHOM JIeKapCTBEHHOM MperapaTe

ToproBoe HauMeHOBaHHe JIEKAPCTBEHHOIO Lepebpon3nn®

npenapara:

MexayHapoaHO€e HEeNaTeHTOBAHHOE
HauMeHoBaHue (MHH), nin o6wenpunsitoe
(TpynnupoBOYHOE) HAUMEHOBAHHE, HJIH
XHMHYECKOE HAUMEHOBAHHE AKTHBHOI
(hapmaneBTHYECKO# CyOcTaHUMK

(npu oteyrcTBuM MHH):

PacTBOP WIS MHBEKLHI

JlekapcTBeHHas ¢opma:

215.2 mr/mn

Jo3npoBka(-u):

pacTBOp I HHbEKLMH, 215.2 Mr/Mn (aMHyna) 1/2 M

®opma(-bl) BbIMycKa:
x 10 (mauka KapTOHHaH)

M X 5 (mauka KapTOHHasI)

11epeOpOTH3NH® KOHUEHTPAT (KOMILTEKC nenmnoxa,
MOTYYEHHBIX U3 FOJOBHOTO MO3ra CBUHbBH) 215.2 Mr,
BCIIOMOTraTesbHbIE BEILECTBA (Hanml TUAPOKCU]L,
BOJIa /U1l MHBEKLIMIA) 08192886

5 ner S S

CocraB JleKapCcTBEHHOT0 Npenapara:

(ANAAARABARABAA]




Crpanuua 2 peructpaunosHoro yaocropepenus Ne JII-Ne(009552)-(PI'-RU)

Wubopmauus o MpousBoAUTENIE IeKapCTBEHHOro npenapara (Ha3BaHUs U afipeca NPOU3BOACTBEHHbIX MIIOLIA/IOK,
YYaCTBYIOLIMX B IPOLIECCE MPOU3BOACTBA JIEKAPCTBEHHOTO Mpenapara)

Ne | Cragus npousBoacTea | HaspaHue opraHusaumm Anpec NpoOM3BOACTBEHHOM NJIOIIAAKH
(Bce YYACTHHKH
NPOU3BOICTBEHHOT0
npouecca)
1 [TpousBoncTeo rotopoii | DBEP ®apma Mena I'M6X, Bproccenep iitpacce 18, 07747 Wena,
JekapcrBeHHOM popmbl | ['epmanus / EVER Pharma Jena ['epmanus / Bruesseler Strasse 18, 07747
GmbH, Germany Jena, Germany;
Orro-Lotr wrpacce 15, 07745 Wena,
I'epmanus / Otto-Schott-Strasse 15,
07745 Jena, Germany
2 [1pou3BoACTBO FOTOBON | 3aKphITOE aKLIMOHEPHOE MockoBckas 00:1., r.0. Ceprueso-
jekapcTBeHHOH (opmbl | oOiiecTBo "PapmPupma [Mocanckuit, . benukoso, a. 10
"Cotekc" (3A0 "DapmDupma
"Corekc"), Poccuiickas
Denepauwst
3 [MepBuuHas ynakoBka SBEP ®apma Hena [M6X, Bproccenep wrpacce 18, 07747 Wena,
['epmanus / EVER Pharma Jena I'epmanus / Bruesseler Strasse 18, 07747
GmbH, Germany Jena, Germany;
Orro-LllorT mTpacce 15, 07745 Hewna,
['epmanus / Otto-Schott-Strasse 15,
07745 Jena, Germany
4 [TepBuuHas ynakoBka 3aKpbITOE aKLIMOHEPHOE MockoBckas 0011, r.0. Ceprueso-
obuecto "@apmMmDupma IMocanckuii, n. benukoro, a. 10
"Cotekc" (3A0 "®apmDupma
"Cotekc"), Poccutickas
Denepauus
5 BropuuHas ynakoBka DBEP ®apma Hena I'm6X, Bproccenep wirpacce 18, 07747 Vena,
I'epmanus / EVER Pharma Jena ["epmanus / Bruesseler Strasse 18, 07747
GmbH, Germany Jena, Germany
6 | BropuuHas ynakoska 3aKpbiTOE aKLMOHEPHOE MockoBckas 0011, I.0. Ceprueso-
o01ectBo "dapmPupma [Tocanckuii, . beaukoso, a. 10
"Corekc" (3A0 "dapm@upma
"Cotexkc"), Poccuiickas
Denepauus
7 Boinyckaroiuii OBEP Heiipo ®apma I'm6X, ObepOypray 3, A-4866 YHrepax am
KOHTpOJIb KauecTBa Asctpust / EVER Neuro Pharma | Atrep3ee, ABctpus / Oberburgau 3,
: GmbH, Austria A-4866 Unterach am Attersee, Austria
8 | Brlmyckaoluii 3aKpbITOE aKLMOHEPHOE MockoBckas 00u1., 1.0. Ceprieso-

KOHTpPOJIb Ka4e€CTBa

o61wectBo "®@apmDupma
"Corekc" (3A0 "dapmdupma
"Corekc"), Poccuiickas
Denepauus

[Mocanckuii, n. benukoso, a. 11
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