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JIEKJIAPAIIFISI O COOTBETCTBHAM

JEKJIAPAHT, IPHHAMAIOIAH JEKJAPAIHIO O COOTBETCTBUH

000 "Mepy Papma”

Ceeoenus o pezucmpayuu opzanusayuy: Meacpaionnas uncrexyus Oedepansioii nanozosoti cayoicbst Ne 46 no
2 Mocxkee 05.04.2007, OFPH 5077746470016, dama npuceoenun OI'PH 05.04.2007.

Adpec: 125040, 2. Mocxea, 3-a yn. Amckozo Ions, 0. 2, kopn. 26, sm. 2, nom. VII, kom, 29.
Tenegpor/gharc:8(495)653-85-55/653-85-54.

B nuye: I'enepanvnorii dupexmop Cmenarosa O.B.

Hosepennoe nuyo: Cmenanos C.C., dosepenrocms 6/4 om 01.06.2018

3ASABJISIET, YTO

nexapcmeennoe cpedcmeo. Axamunon Memanmun, mabremxy noxpsimsie nnexounodi o6onouxoi 10 mz 10 wm.,
ynaxoeku sueikossie KonmypHuie (3), navxu kapmonneie, PY Ne IT N014961/01 om 28.03.2008 (dama samenn
13.12.2016) ewdano Mepy ©apma Im6X u Ko. Kl'ad, cepus 813333, napmus 43390 ynaxosok, 20den do
28.02.2022, npouseodcmea Pommendopgh Capma I'm6X, Iepmarun, Rottendorf Pharma GmbH, Ostenfelder
Strasse 51-61, 59320 Ennigerloh, Germany, / Mepy ®apma Im6X u Ko.KTad, I'epmanun, Merz Pharma GmbH
& Co.KGad, Ludwigstrasse 22, 64354 Reinheim, Germany, xod OKIJJ2 21.20.10.236, kod TH B2
3004900002, xonmpaxm Ne 011116 om 01.11.2016, uneotic Ne 3466947 om 12.12.2018

COOTBETCTBYET TPEGOBAHUAM

T NGI4961/01-280308 (HA 42-6504-07 usm. Mo 1-5)

JEKJIAPAITHA ITIPHHSITA HA OCHOBAHHHA

npomoxon ucneimanuil Ne 2116.1218 om 20.12.2018 HJ/T 000 "Hayuotiarsnan 6uemexHonozusecxan
komnarua", ammecmam axxpedumayuu RA.RU.21HE0I, Cepmugpuram POCC DE.®M08.C30549 om
20.12.2018

Crenanos C.C.
G HO

CBEJIEHHMA O PETHCTPALIIA

OPTAH IO CEPTHO®HKAILIHH, 3APETUCTPHPOBABIIMHA JTEKJIAPALIMIO

RA.RU.11PM08 OPTAH 11O CEPTHO HKALIHH TPOAYVKIIHH OFIIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LEHTP KOHTPOJIA KAYECTEA",

adpec opzanusayuu. 115280, z. Mocxea, yn, Macmepwosa, 0. 4, am, 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20p0d Mocxsa, ya. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caim: oykx.pg.

AEKJIAPATIAS] O COOTBETCTBHM 3APETHCTPUPOBAHA N POCC KU /I-DE.®MOS.A.11180/18
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Merz Pharma GmbH & Co. KGaA
Postfach 11 13 53

D-50048 Frankfurt am Maln
Telefon 068 / 15031

T sletax DEB / 1603200

CERTIFICATE OF ANALYSIS

CepTtudmkar aHanuaa
Designation: Akatinol Memantine 10 mg coated tablaets 30 pcs.
Hassanwe: AKkaTHON MeMaKTHH, 10 Mr, TABNETKK, NOKPLITHIA MNAHOMHOH
oBonoykoi (30 wr.)
Batch No/Cepusn: 813333
Manufacluring date/[JaTa Bbinycka: 13.03.2018
Expiry date/Cpok rogHocTu: 02.2022
Test/Tecr Nominal value/HomuHanbHo Actual value/PeansHo
Appearance/Onucaxue; Tabnerxu Genoro usera, cOOTB,
npoaonroaarodl hopmbl,
[DBOAKOBLINYKNbLIE, HMEIOWHE PUCKY C
KayA0W CTOPOHbI M NOKPLITbIE
nneHouHoR cBonouKoN.
Colour/LigeT: Genbifh uBeT CoOTB.
Odor/3anax: Gea sanaxa cooTs.
Identity testTloaAnMHHOCTL: COOTB. COOTE.
Average mass and uniformity of mass/
CPeaHAR Macca U 0AHOPOAHOCTL MaccLl: 239,4-264,6 wr 250,9 mr
coors, HopMam Eep. ®apu. COOTB.
Disintegration in 0,1 N hydrochloric acid/ S 30 MuH <2 MuH
pacnapaemMocTb:
Activa ingrediont dissolution after 30 z276,0% 94,5 %
minutes/ pacreopeHxue yepasd 30 MuH (no
MEMaHTHHY rHapoxnopuay):
Impurilies 7-hydroxymemantine/ s01% COOTB.
MNocTopokHue nprMech
7-MABPOKCHMEMaHTUH
Microbiological purity/ DapM. EBp., METOA: NEKAPCTBEHHLIG CPEACTBA  COOTA.

MukpoBronorvyeckan YnMcToTa:

Assay memantine-hydrochloride/
KonusecTeeHHoe onpeaenexue:

LNA OPanbHOro NPUMBHEHNA (He Ha BOJIHOM

OCHOBE)

9,50 — 10,50 mr/Tabn.

9,73 mr/rabn.

Dosage form manufaclurer / Npouasoautens [10: Rottendorf Pharma GmbH, Ostenfelder Strasse 51-61, 59320
Ennigerioh, Germany / PoTTenaopd ®apma 'MOX, M'epmanms

Batch Release Control / Boinyckaiowmih kokTpons xauecrsa: Merz Pharma GmbH & Co. KGaA, Germany / Mepy ®apma

Mv6X n Ko, Kl'aA. Mepmanun

CooTeeTcTayeT TpebosaHuam M NO14961/01-280308(H[ 42-8504-07), nam, Ne1, 2,3, 4,5

®paHkdypr/Maiti, 08,10.2018
Frankfurt/Main

.




