Jluuensua Ne 00072-JIC
Ne GMP/EAEU/RU/00098-2021

' % ZON Paspemenne

DAPMALIERTUKA Ha BBIITYCK CEPHH JICKapCTBEHHOIO fpenapara B peajIn3alHio
30.447(04)
No 4845 ot L.
Haumenosauue npenapara Memantin
MesxayHapoaHoe HenaTeHToBaHHOe, HIN IPYIITHPOBOYHOE, Memanrun
HIIH XHMHYECKOE HaUMEHOBaHNE
Jlexapcraennas dopma TabuIeTky, TIOKPbITLIE NIEHOYHOMH 0Bon0uKOH
Hosuposka 10 mr
Dopma eeinycka TabneTky, MOKPhIThIE M1eHOSHOI 060104KOH, 10 M (xoHTYpHas
fAueiikosas ynakoska) 30 x 1 (nauka xaprosusas)
Homep cepuu 060424
Koanuectso 24419 ynakosox
Hara nauana npoussoacTsa 26.04.2024
Cpox rogroetd / Tonen no: ' 3 roma/ 03/2027
HopmaTuBHas nokymenTaums JITI-004105-220621, Ham. Nel
Ceprudmxar kavyecrsa cepun 4845 o1 20.05.2024
HaumeHOBaHNE IPOH3BOAHTENS 000 «O30m»
AZzpec npoussozuTens (Bce CTaauu NPOM3BOACTRA, BKIIOYAs Camapckas o6, r.o0. JKurynesck, r. Kurynesck,
BEITY CK2IORIHH KOHTPOb KavecTra) ya. Tunpocrpouteneit, 4. 6
Perucrpausonnoe YAOCTOBEPEHHE JIT1-004105
Hata rocynapcTsentol perucTpanun 26.01.2017
Hanmerosanue zepxarens perncrparmonsoro yaocrosepenns| OO0 «ATonmy
Pazpemesue neficTuTensHo 10 03/2027
Kommewrapums [

llpusenennas seiwe mropMaLus asnseTes Aoctoseprol i T04KOH. Cepusi NeXapeTBEHHOTO NpPENapaTa NPOMU3BENCHA (BKIIO9AN YIAKOBKY
{MapkMpoBKY) ¥ KONTpOmE KaUCCTBA) HA NPOMIBOACTBEHHON IUIOWAIKE B TOMHOM COOTBETCTBHM ¢ TpeCoBanuaMy suiieE3nn, [Tpanun
HAANEAKAWEH [POUIBOACTBEHHON NPAKTHKH, PErHCTPALIHORHORO 10che, Jarmon no NPOM3BOICTBY, YIIAKOBKE H KOHTPOMIO KAYCCTBA NPOBEPEHLL, X
YCTAHOBACHO HX cooTserTeTaMe TpefosannaM Ilpasnn Hagmesaluell NPOHIBOLCTRENHOI TIPAKTHKH.

[TPONVKIIMS PA3PELIEHA K PEAJIU3ALIUM: ﬁ’ﬂa O Her

YIONMEOMOYCHHOE NUIIO:

.
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Crpamuna: 1 us i



] MecTo Haxomaenun: 000 «Q3omn, 445351, Camapckan obn., r. Murynescx, ya. Mecouwas, o. 11
J ’§ MecTa oCyLLeCTBACHIA NMLEHINPYEMOR HEATRALHOCTH: OQO «O30ow», 445351, Camapckan 062, T. 0. Murynesck, . Wurynesck, yn.
Q}. OZON Tuapocrpoutened, 4. 6; Tea. +79874599991, +79874599992, (84862) 250-00, dakc (84862) 341-08;

DAPMALEBTHKA Nuuensun MunucTepcrsa MpomMbIIAEHHOCTH 1 Toprosnu PO No 00072-AC

Ceptudurar kauecTsa cepuu Ne 4845 o1 20.05.2024

MemaHTuH, TabneTku nokpbiTbie nieHo4HON obonouxoit 10 mr
TOProSoe HIHMEROREHUE AARADCTRENHDID , ARKADPC dopma,

PerucrpaumnorHoe yaocroseperue SIN-004105

Homep cepuu 060424

Lara navana npoussoacrsa 26.04.2024

Konuyecrso 24419 ynakoBoK

AHaN113 BBINOAHEH NO HOPMATUBHOMY LOKYMEHTY N-004105-220621, Wam, Nel
Meron KOHTROAR

HaumeHoBaHue nokasatens Pe3ynsTaT KOHTpOAS

HopmaTtueHOe 3HauYeHWe

Ornncanue BuavaneHbii
Kpyrnbie pBOAKOBsinykAble TabneTku ¢ PUCKO#, | Kpyribie f80sKOBbLINyKALIE TaBASTKY C DUCKOH,
NOKPLITBIE NEHOYHOR oBonodkol Eenoro waM | nokpeiTsie naeHouHoN obonaukoll Genoro usera.
noutv Benoro useta. Ha nonepeyHom paspese Ha nonepeurom paspese TabneTky BugHL! ABa

TabneTku BUAMBI 482 CAOR: Aape Senorc wuau cnor: anpo BeN0rc UBeTa 1 NABHONHAEA
nouTH BeA0ro UBETa U NAEHOYHAA 060A0UKa. obonouka,
NoanukHoCTh ™
BpemAa yABDKMBAHWA OCHOBHOIOD nWUKa W3
Xpomatorpamme UCMBITYEMOro pacrsopa,
NPUIOTOB/GHHOIO ana KONMYECTBEHHOTD CootBercrayer
ONpeAeNneHus, AOMKHC COOTBRTCTBOBATL BPEMEHM
vaepPKMBaHMA nuKa MEMEHTUHA Ha
Xpomarorpamme  pacraopa  CO  memaHTUHa
THADOXA0PHAA.
Pacraoperne fePorX
He mewee 75 % (Q) CuHaNHC (memantusa 94,8%
rmpgpoxnopunaa) wepes 30 MuH.
PogcTsertsie npumecu X
MemarTuHa npumecs C — e Bonee 0,2%. He ofGHapymeHo ¥
1-AUBTUNAMUHO-3,5-AUMETUABABMEHTAH —  He
bonee 0,2%. He oBHapykero
EQuHUMEHES HEMASHTUOMLMPOBAHHAA NpUMEts —~
He Bonee 0,2%. He obHapyweHo
Cymma npumeceit — ve Honee 1,0%. He oBHapywero
OAHOPOZHOCTL AO3MPOBAHUA ['® PO Cnocob 17X &
AV<€15,0%. 12,9 %
KonuyecrseHHoe onpegenerme | [X
Copepmanue CyzHaN-HC (memarTuHa 10,3 mr

rvapoxaopraa) fomkHo Guime 0T 9,0 ao 11,0 mr,
CHWTEA Ha cpeaHioio maccy Tabnertku,
MurpoBuoaoruyeckan YucToTa [® PP, Kateropus 3A

Obuiee uncao aspobHbix
MUKpoopraHuamoe s 1 r;

OBlee Y1CA0 APOHOKESHIX U re Gonee 1-103 KOE/ r/mn: Meree 1-10* KOE

nAecHesbix rpubos 8 1 r;

Escherichia colis 1 r. He Gonee 1-10? KOE r/mn; Mewnee 1-101 KOE
oTcyTcrane 8 1 r/man. OTCYTCTBYET

YnakosKa flo 10, 25, 30, 50 vabnevox 8 wowTypHyio | No 30 tabrerok s KOHTYPHOW  RueiroBoM
AYRHUHOBY yNakosky u3 NAGHKU | YNAKOBKE M3 AEHKM NOJMBUHUAXACDUOHOR W
NOAMBHHUAXACPWMAHON U GONBIM anioMUHKEBOH | donsry BMOMMHMEBON NeYaTHON |
NEY3THOW RAaKUPOBAHHOMN, NBKUPOBAHHON, !
Wau no 10, 25, 30, 50 1abnetox 8 KoWTypHyio | 1 HOHTYPHEA AYeAKOBaR YMaKosKa BmecTe C |
A4RIAROBY YMaKoBRY u3 MaTepuana | WHCTPYKUMEH N0 MEAMUMHCKOMY NPUMBHEHUKIO
KOMBHHUpPOBaHKOrO Ha ocHose OB | NOMELIEHE B KAPTOHHYIO YNarosKy (naury).
(Tpexcrolirbii marepuan, BRAIOHMAOWMA
ANOMUHUEEBYIO donbry, NAGHKY u3
OpHUEHTHPOBAHHOO noavammsa,

MONMBUHWINIOPUAHYIC  NneHKky) W donbru
ENIOMVHUEBOW NEYATHOW NaKMPOBAHHOM,

1, 2,3, 4,5 6, 9 nm 10 KOHTYDHBIX SYEHKOBBIX
YN3KOBOK  BMECTE € MHCTPYKUme#d  no
MELMLMHCHOMY — MPUMEHEHMIO NOMEWAKT 8
KBPTOHKYIC YNaKOBKY (nadky). .
Mapkuposxa Ha_KOWTYpHO# aveitkosoit ynakoske (6auctepe) | Ha KOMTYDHOM SuedKOBOM ynaxoeke (Baucrepe)

Odopmneno: Crnap A.B. Crpanyua: 1 w3 2
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. MecTo HaxowaeHua: 000 «O304», 445351, Camapckas o6, 1. Murynesck, yn. Mecounas, 4. 11
J ’;) MecTa oCyILeCcTBACHKA AuueHIMpyemoin gearensHactu: 000 «QOaok», 445351, Camapexan 06a., 1, 0. Muryneack, r. Muryaesck, ya.
OZO N rugpocTpoutene, o, 6; ten. +79874599991, 479874599962, (84862) 230-00, daxc (84862) 341-09;

Niuersun Munucrepcrsa NpomblwaeHHocTy v Toprosaun PO Ne 00072-N1C

EA T

YKa3b1B3H0T
NEHapPCTBEHHOrD
MEROYHIPOAHSIM

Toprosoe
npenapata

HaumeHoBaHue

{coBnapaet ¢
HenaTeHTOBAHHbBIM
HaumeHoBaHuem), NeKapCTBeHHYIO dopmy,
A03UPOBHY, HEUMEHDBaHUEe LepmaTens
PErMCTPaLAOHKOIO yaocToseperHna "
HaWMEHOBAHUE NPOW3BOAVTEAR NIEKAPCTBEHHOM

| npenaparta, HOMED Cepuy (BKAHAOWMI MECAL W

rog npoM3BoACTBa), MASTY MCTEYEHWR  CPOKa
rOAHOCTH (MecsL v rog).

Ha KapToHHOW ynakoBxe ({nauxe) yxaswsawT
TOpProsoe HaUMEHOBaHUE NEKEPCTREHHOTO
npenapata  {COBNagaeT ¢  MEMOYHAPOAHBIM
HENaTeHTCBaHHbIM HauMeHoBaHWem),
HaUMEHOBaHME AGMMATENA  PEruCTPaLMOHHOro
YLOCTOBEPEHWA W HAMMEHOSAHME NPOU3BCAUTENS
NleKapCTBEHHOTO npenapara, appec
NpoM3BOAMTENS  NEKapCTBEHHOrO  npenaparta
(cTpana, obnacts, ropoa), (anA nnowagku 000
«030K»), aApeC NPOM3BOAMTENA NEKAPCTBEHHOID
npenapata (cTpaHa, O6AAaCTb, TOPOACKOM COKpyr)
(ann naowanxm Q00 «0300  Dapm»),
INEKTPOHHBIK aQPEC ¥ CAAT NPOM3BOAUTENS,
appec Aepwarena PEruCTPaLMOHHOTO
YACCTOBEPERUA [CTPaHa), NEKapCTBEHHYIO QopMmy,
[03MPOBKY, KOAWMECTso TabneTok B ynakooke,

uHbOpMaUMIO  ©  COCTaBe  IeKapCTBRHHOMC
npenapara (HaumeHoBaHKE f[ercTayowero
BRUIECTBE W Br0  KOAMYeCTBO, nepeveb

BCTIOMOraTeNbHbiXx  BEWECT8), HOMEp  Cepuu
(Brriovaiowmit MeCAY 1 roa NpoM3soAcTsa), aarty
WCTEUSHUA CPOKE rOgHOCTM (rofigH Ao: mecsuy U
FOA), YCNOBMA XxpaHesus, Cnocob npumeHeHus:
«[lnA Npuema BHYTPbY, YCIOBUA OTNYCKa, HOMep
PErMCTPRUMOHHOIO  YAOCTOBEREHWUA,  SOroTHn
npouzecautens, Gapm-Kkoh, WTPUXOBOW  KOA,
LBYMEPHbBIF  WTPMXOBOR KGR C MOAHOR waw
YACTMHHON pacwudpoBKon uHHOpPMaLMK,
COABPMKAULIENCA 8 ABYMEPHOM WTPMXOBOM KoAe
unr  Bes Hero, «CmOTpM  UHCTPYKUMIO nO
MEOMUMHCKOMY NPUMEHEHUIO», «He nNpuMeHATb
N0 WMCTEMEHWMM CPOKa TOAHOCTA», «XparuTs B
HEAOCTYRHOM OARA ABTeH MecTe,

[ONONHUTEABHO Ha KAPTOHHOW ynakoeke (nauxe)
aybaupyeTcA  TOProBOE  HAWMEHOBaHWE 1
NO3¥POBKA C UCNONLI0BHMEM WpnudTa Bpaisna.

YKa3aHo: Toprosoe HAMMEHOBAHNE
NeKapeTeeHHOro  npenapata  (cosnapjaeT <
MEMAYHIDOAHSIM HEMaTeHTOBaHHbIM
HaWMEHOBaHMEM),  fexapcTBedHas  dopma,
[O3UPOBKE, HauMeHoBaHKe LepHaTenn
perncTpaulmnoHHoro YAOCTOBEDEeHWUA M
HaMMEHOBAHNE NPOM3BOAUTENA NEKAPCTEEHHOID
npenapara, HOMep Cepuu (BHKNKNZIoUMA Mecsy,
M rop npoOW3BOACTEA), AaTa WCTRYEHWR CPOKa
rogHocTY (Mecay 1 roa).

Ha KapToHHOM ynakoBke (nauKe) YKa3aHo:
TOProBOE  HMEWMEHOBAHWE  /IEKAPCTBEHHOM
npenapata (COBNaf@eT < MEXAYHAPOLAHLIM
HEMATEHTOBAHHbIM HaumeHoBaHuem),
HAUMEHOBAHME [ASDMATENR PEUCTPELUMOHHOIO
yaccToBEpeHUA 7 HauMeHOBaHNe
npou3BoauTENS NexapcTBeHHOro npenaparta,
aapec NpPoU3IBOANTENR NEKEPCTEEHHOIO
npenapara lcTpasa, obnacrs, ropoa),
SNeKTPOHHLIA agpec ¥ CaiT MpoM3BOAWTEAR,
agpec AepwaTens PerucTRaUMOHHOM
YAOCTOBEPEHMUA (cTpawa),  neKapCTseHHaR
dopMa, [LO3MPOBKa, KONMMECTBO TabaeToK
YyNaxKoexe, nnbopmauma [« cocrase
NEKZPCTBEHHOMD npenapata (HauMEeHOBaHME
[SHCTBYIOWErO BEeWecTea ¥ erc KOAM4YeCTso,
nepaueHs BCNOMOTATE/IbHbIX BEWECTB), HOMEp
cepumn {BrIOYaOLWMA MEBCAL W o4
NpPOW3BOACTBA), A2TA UCTEHEHUA CPOKA TOAHOCTM
(roged A0. MeCAL U TO4), YC/NIOBUA XPaHEHWA,
cnocob npumeneHna: «[ns npuema BHYTPb»,
YCAOBUR OTNYCKA, HOMEP PEerucTPauuoHHOro
YAOCTOBEPEHMR,  NOrOTMN  NPOM3BOAMTENS,
Gapm-koa, WTPMXOBOA  KoA,  ABYMEPHbIN
WUTPUXOBOHA KOL € Y3CTMHHOW pacluudposKoi
MHGOPMALIMY, COOEPMAWEeNcR B ABYMEpHOM
wrpuxosom Koge, «CMOTPM MHCTPYKUMIC NO
MEAMLMHCKOMY NPUMEHEHKIOY, ¢He NpumMeHaTs
N0 UCTEMEHMM CPOKE TOAHOCTU®, «XDaHWTb
HEAOCTYNHOM AR JETEH mecTen,
[ononHuTeNsHO HE8  KApPTOHHOW  ynakoBke
{nauxe) npoayb6anposaxo TOprosoe
HaMMEHOBaHME M [03WMPOBKa € MCNOABIOBaHNEM
wpudra bparns.

Cpox roaHoOCTM

3roga

roaex po: 03/2027

XpaseHwe

flpu Temnepatype He Beilie 25 2C 8 KapTOHHOM ynaxosxe (naske).

3aknoueHne: coa_rg_grgqye*r/_ He cooTBeTcTayer TpeboBanuam JM-004105-220621, Msm. Nel

Odopmneno: Crnap AB.

{HEOBXOANMOR NOANEPKHYTS)
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/KupuavHa J1.@.

Crpannua; 2 13 2
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