JEPKABHA CJOYXKBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMHA Y KHIBCBHKII OBJIACTI

npos. Ceivsinurof Hagil, 3. s.Knis, 02099, rea/parc: (044) 363-06-30
E-muil: dis.kofigdls.gov.ua, Koa €APIIOY 37078774

BHCHOBOK
NP0 SKICTH BRC3CHOT0 B YKpainy mikapcukoro 3acofy

25.10.2024 Ne 53582/24/10

MEMAMEJ®
{HAIMCNYRANNA MikapebKoToe 30000y 35 LIHO 3 peceTpaniiirus moesiaaennan}
TabneTrn, BRputi niaiskororo obosonxoro mo 10 mr 1o 10 rabierox y Gaicrepi, no 3 Gaicrepn
B KapTouuiil kopodui
(hopra Bty CLY, ADIYRALIN, BILL HAKVAGRHA JAiKApCsKOTO 3acoby)

Howmep peecrpanifisore nocsiiuerns UA/16845/01/01 cTpok aii pecctpauiiivoro nocsiguenna 01.01.2099

Cepis nikapcekora acody Ne ARG048 Kinwkict srescroro nikapeskora weofy 216
Bimpobs Megoxesi JITJL (Lenrpansuuit 3ason), Kinp
{rafisieHyBais spobiniE TiKAPCLEOre 3acody, Kpaiie AoXOMECHHEA)
Baescuo B Vkpaiiy Criapile yRpaincsKo-ecTOHCEKRE NIANpHEMCTBO ¥ Gopmi ToBapieTra
3 oDdaczxenrole Binmosixaasnicrio "Onriva-@apm, JITH", iaent. won:
21642228

(sraiinenynanng Ta kog 3z ELPTIOY opanwaial ocosis abe npisuie, in's, na Gakkosi dizmunct
oeabit - Rignpeesus, i1 aicye npomisard Ta peeeTpauiitanil wosep obnikesol kaprsu naavimk
nogarkie aGo cepia 1a noMep nacropral

Iporeroea pisyaannoro kourpemo pixg 17.10.2024 A 3198/14.

32 pesymbTaTAMN  ACPRABUOTO  KOHTPORIO  BCTAHORAGHO, We  nikapessuii  =acid saesemo v Vepafny 3

AOTPHMAILHM RiMOT 33K0H0AABCTRA HIOAD 2a0€3MCYEHHE SROCT] MIKaPCREIX sacofin.
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Primmacs and secondary packing Full manufacteing osele

Aeduchemie LITY (Faetary AZ) Meduchensie LTI tCentral Factern )
2 Adichuel Frakleons Seeet. Agios Atrmassio 1-10 Constantinugpolens Street
HMEDOG ndustrind Asenn, Agios Athanassios, Limassol 10T Cypois Limassol 3011 Cyprus
License wamber: 037 Livense namber: 032
M Certificate Not MEDAZ 2022 vol GMP Clertilicate Nos MEDGY 2021 00
CERTIFICATE OF ANALYSIS
Product: MEMAMED 10MG FHM COATED TABLETS Maraticturing Dater 072024
Bateh No: ASGOIR tpiny Dafe; 0772026

Customer: LT CPC "BIOCON" BRRAINE
Label claim: Memantine HCT 10myg per ablet

Batel size © 300,000 @blets (16,666 pachs)

Pack: 10 tablets in blister, 3 blisters in carton
Registration certificate in Lkraine: UAZI6815/01/0]

ANALYSIS PERFORMED SPECIFICATIONS RESULTS

yelow. ohlong, Biconves. scored on both side film

A . . . Conlorms
coated tubdets with dimensions of nueleus 3.6 ¥ L imm

c | Appearanee

e | Average weight B o 16-4.9mu
m | Disintegration Not more than 13 minates L minute -
i Identification of Menantine | GO test Contorms
v | HO IR test Conforms
i@ ooy . o Positive for Tiamium divxside Conforms
| Hdentifieation of colors® o B o . e
Pusitive lor fron scllow oxide Conforms
. . Not less than 80,0794 (Q) of the tabeled amount of "
Dissolution : o i, PSR 46.8%a
AMemantine HCEis dissolved in 2 mins
a1 Uipifornits of dosage units Acueptanee vadue NMT 1505,
-~ ¥ s o A
o {Contenl uniformity ) 28
4P Related sulvdances Frapurity A Notmore than 137 R ‘ Nut deteeted
Release and Shelftite fimits Hydroxy! tmpurity: Not more than 0.5%a Not detected
Chloro fmpurity: Not more than 0.5%a Naot detected
p Impurity B Not more than 0.5% Nt detected
: Lupurity U (Amide bmpurity ) Notmore than .5 Nt deteeted
" Mema-1: Not nwre than (157 Not detected
“‘ Unspecilied hupuritios: Not more than 0.2 Under disregand fimit
5 Potal impurities: Not more than 1.0% Cinder disregard Himit
i
L‘ Assiy Not Tews than 93095 and not more i 105,07 0,7
‘ Release & Shellife fimits fabelled mnount of Semantine HC
1
. Not mare than 7.0¢ ¢ s
Water vontent e e 3389
Microbial control®? Mot more tum 107 e, Didy: maximum acceptable count L 10 e fasg
TAMU 2000
TYMC Nuot more than 107 ¢l u.dg: maximum seceptable count | < 10 ¢.ludg
200
Absence ol Escheriehin coli Absent i 1y Conforms

S3f et rotine el The st will be pertormed siee cvers 1™ batelh er o @ pein whicheser cuties it

Foniot ot et Hie et s performed anee wary 107 Batelion esery 6 monthsosliche e canes figst.

Hereby 1 confisnr the abeay e mentivned information is complete and aceurate, The bateh was mannlactured
(including packing‘marking) and inspected for quality in the above mentioned site in strict correspondence to GMP
requirements, established by regulatory authorities and also in accordance with specifications included into the
Master File or rade license of manufactiuring or importing country it the products are impurted, or in the Drog
Master Eile tor drug for an investigation medicinal product. Reports on production, piching and analyses were
reviewed and the correspond (;L;,wiih GMP established.

Date:28.07.202-4
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BrpoGHHUIITBO 33 NOBHUM LHKIOM:
Mexoxemi JIT/ (Uenrpanshuit 3aBox)

1-10 By, KoncranTuaynoiec,
Jlimaccon, 3011, Kinp

nCpBHHHG T4 BTOPHHHE NaKyBaHHA:

Menoxewmi JIT/] (3aBox AZ)

2 Mixaen Epaxneoc Crpit, Axnoc Atanacioc
InmycTpianbHa 30Ha, AKHOC AraHacioc,
Jlimaccon, 4101, Kinp

Jlinensis nomep: 032

HBII Ceprudixar Ne: MEDAZ/2022/001

Jliuensis uomep: 032
HBII Ceprudixar Ne: MED01/2021/001

CEPTHOIKAT SAKOCTI
Ipenapar; MEMAME/I®, Ta6neTku, BKPUTI ILTiBKOBOIO oGonoskolo, 10 Mr
Cepin Ne: A8G048
IMokyneus: «TOB «X®K «biokon» Ykpaina
Cxnan: 1 Tabnerka MiCTHTE MeMaHTHHY rifpoxaopuay 10 Mr
Poamip cepii: 500000 taénetox (16666 ynakosok)
Vrakoska: o 10 Tabnerok y Gnicrepi, mo 3 6micTepu B KapTOHHIM xopobui
Peccrpauitine nocsimuenns B Yrpaini: UA/16845/01/01

Iata BupoGuuirsa: 07/2024
Tlpmparuuit no: 07/2026

Iloxa3HHKH Bumorn cneundikauii Pe3ynbraTH
Omme TabNeTkH, BKpUT] [U1iBKOBOIO 060JIOHKOIO, JXOBTOIO KOJIBODY, Binnoeigae
TIPOOBryBATI, ABOBHUIYKI, 3 JIiHI€I0 POINOMY 3 060x OOKiB, 3
niameTpoM azpa 5,6x11,1 MM
Cepenus Maca 164 Mr£5 % 164,9 mr
TabIeTKH
Po3sniagaemicTs He 6inpuie 15 xB 1 xB
InenTudikartin Meton I'X Binnosinae
MEMaHTHHY
TiZPOXJAOPULY Metoxn [U-cniektpodoToMeTpil Binnosizae
Inenrudikanis TTo3KTHBHA PeaKilis Ha THTaHy MIOKCHA Binnosinae
GapBHUKIB* Tlo3uTHBHA PeaKilis Ha 3a1i3a OKCHI XOBTHH Bigmosinae
PO34YHHEHHA He metwe 80,0% (Q) Bin 3asBneHOT KiITLKOCTI MEMAHTHHY 99,8 %
rigpoxyopuzy 3a 20 XB
OnHopigHicTs HpuitmansHe aucno < 15,0% 2,8
[030BAHUX OJHHHIb
CynyTHi AOMilIKK TNomimxka A: He 6inbue 0,5% He BusiBneHo
Tinpokcunsna foMiluka: He Ginbuie 0,5% He BusBICHO
Xnopuana fomimka: He 6inpue 0,5% He BUsBIEHO
Jowmiuika B: e Ginpime 0,5% He BusBICHO
Tomimka C (aminHa gomimka): He 6inbie 0,5% He BusBIICHO
Mema-1: ue 6insme 0,5% He BusBiICHO
Hecneundikopana gomimka: He 6inbie 0,2% Hukye gimMity
Cyma jgomiumok: He Gimsure 1,0% Hipkde JiMity
Kinskicue He menme 95,0 % i He 6inbme 105,0 % Bin 3agBneHO 99,7%
BU3HAYECHHA KiIbKOCT] MEMaHTHHY TiApOXIOPUIY
BwmicT Boau He 6inbiue 7,0 % 5,38 %
Mixkpobionoriyaa TAMC: ne 6inbie 10° KYO/r; MakcHMasbHO JOMYCTHME <10 KYO/r
ypcroTa** yucio 2000
TYMC: ue 6inpuie 10?2 KYO/r; MakcHManbHO AOIYCTHME <10 KYO/r
yucno 200
Escherichia coli: roBusHi 6yTu BincyTHi B 1 T Biarnosinae

* He PyTHHHHH TECT: TECT NPOBOANTLCA LA xosHoi 10
*¥ ye pyTHHHUHR TECT: TECT IPOBOJUTHCA ANA koxHoi 10-1 cepi

1luM 5 3acBiTdyIO, 1O HaBeJEHa BULLE iHpopMa

-1 cepii a60 1 pas B pik ays nepwoi BumymeHol cepii
i a6o 1 pas B 6 micauis Ans nepuof BunyeHol cepil

11ist € ROCTOBIPHOKO Ta ToyHOK. Ll cepiio npomykuii 60 BUpoGneHO

(BK/IOAKOYH TIAKyBaHHs/MapKyBaHHs) Ta IPOBEICHO KOHTPOIIb i AKOCTi HA BHINe3a3HaYeHid AUbHUL] y TOBHIH
BixnosixsocTi 3 Bumoramu GMP, BCTAHOBJIEHUMH MICLIGBHM PETYJISTOPHUM OpraHoM, a TAaKOX BiIMOBiNHO X0
crietpdixanii, wo MiCTATLCA Y peecTpaLifiHOMy nocke a60:3 .""fgﬁi@g{iuemii Kpainu-BupoOHMKa a0 kpaiHu-
iMropTepa, AKIIO MPOXYKIilO IMIIOPTOBAHO, ab0 y IOCKE CIeLi Ji@uitga npenapar g OCIiKYBAHOTO JiKapCHKOro
: 3 6y10 neﬁ%ﬁﬁn}iﬁm Ta BCTAHOBNEHO BianosifHicTe GMP.

3aco6y. ITpoTokox BUPOOHMITBA, IAKYBAHHA T2 aHajH3iB

VTIOBHOBAKEHA 0CO0E: .vvvvervvnnes H.AHTOHIY Tara: 25.07.2024
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JEPJKABHA CIIYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMM Y KAIBCHKIN OBJIACTI

nipos. Caitnuunoi Haaii, 3, m.Kuis, 02099, ten/daxe: (044) 576-40-41
E-mail: dls.ko@dis.gov.ua, Kog €/IPIIOY 37078774

BHCHOBOK
1o AKICTL BBE3eHOTo B YKpaiHy JikapchKoro 3acody

14.05.2025 Ne 19924/25/10

MEMAME/I®
(HafiMEHYBAHHES JiKapckXoTo 3acofy 3riAHO 3 peecTpattiiinmm NOCEIAYSHIN)
rabieTKu, BKPHTI MIIBKOB0I0 06010HK00 10 MT, mo 10 Tabiaerox y daicrepi, 110 3 Oaicrepu B
KAPTOHHIH KopoOui
(hopa BHIyCKY, f03YBAHHA, BIK NAKYBAHHA nikapchxOro 3acaby)

Howep peectpaniiinoro nocsizvenis UA/16845/01/01 etpox aii peecrpaniiisoro nocsinuennss 01.01.2099

Cepin nikapeskoro 3acody Ne ASLO20 Kiapkicts BBe3eHOro aixapeskoro sacoby 216
BupobHiK Menoxemi JITT (Lenrpansuuii 3asox),, Kimp
(uafiMCHyBaHNA BHPOBHMKA MiKapChROrG 3aco0y, KpaiHa TOXOAKEHHA)
Baeseno B Yipaidy Crifbue YRpaTHCHKO-eCTOHChKE NiANPHEMCTBO Y hopMi TOBAPHCTEA
3 o6Mexeno10 BinnoginansaicTo "OnTiMa-®apm, JITA", igent. xon:
21642228

{(naiisenyBaHus Ta kox 3a €APTIOY roprmranol ocodn abo npizermume, iM'e, no Garskonl izmuHod
ocobi - nianpuesus, i Micue NpOAHBARHR TA peccrpaummm HoMep 00RIKOBOT XKapTKH FLTATHHKS
noaarkis abo cepis Ta HOMEpP nacnoOpTa)

IpeToxon sisyarsuoro kontpe:o iz 13.05.2025 Ne 1288/12.

Ba  pelynETATAMIt IEPKABHOTO KOWTPOMIO BCTEHOBNERO, IO fikapceEuil 3aci6 BeeseHo B Yrpainy 3

JOTPHMAHHHM simMor 3AKOHOHABCTES 100 3a6eanede N AKOCT JTKapChKHX 3acoliB.

B.o. nala’an:s__ Km_ X’i | % - Onsra CPEBOMEHKO
{n%ca:man ncn[in Tili)i(llic} {ixtieiasm T2 opiznmne)
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MEDOCHEMIE

IleppuHiie TA BTOPHHHE NAKYBAHHA:
Megoxemi JIT7 (3asog AZ)

2 Mixaer Epaxneoc Crpit, Axtroc Aranacioc
IenycTpiansHa 3088, AKIOc ATaracioc,
Jlinsaccasn, 4101, Kinp

Jlintensis nomep: 032

HBII Ceprinbixar Ne: MEDAZ/2022/001

CEPTH®IKAT AKOCTI

Tpenapar: MEMAME]I®, TaGnerks, BXpRTi MAiBK0ROIO o6ononKom, 10 M

Cepinz Na: ASL020

Toxynens: «TOB «X K «Biokom Yxpaina

Cunag: 1 Tabietka MicTiTs MeMaHTRHY rigpoxnopugy 10 mr

Poswmip cepii; 500000 Tabnetok (16666 yIakoBoK)

‘Ynaxosxa: no 10 Tabnetox y Gmictepi, no 3 GricTepu B XapToHHil Kopobui
Peectpauiline noceigyenus B Vxpaiui: UA/16845/01/01

Bupo6HBUTERO 33 TOBHKM LMKAOM!
Menoxemi JITT (Lenrpansuui 3ason)
1-10 Bya. KOHCTAHTHHYIONEC,
Jlimaceon, 3011, Kinp

Jliucuais nomep; 032
HBII Ceprudixar Ne: MED01/2021/001

Hata erpoGunurea: 11/2024
Ipunatanit xo: 11/2026

ITorasHnKH Bumoru cnenndikanil Pesyanrtat
Onxe TafieTKH, BKPUTI MNiBKOBOK O0OJIOHKOD, }KOBTOTO KONBOpPY, | Biamopizae
NPOJIORTYBATI, ABOBKIYKII, 3 NiHicio posnoMy 3 ofox Goxis, 3
Alamerpon sapa 5,6x11,1 MM
Cepenua Maca 164 mr*35 % 163,8 mr
TalNeTKH
Po3nanaeMicts He Ginemie 15 x8 1 xB
Inenrudixanis Meton I'X Binmorinae
MSMAHTHHY
CIAPOXIopHAY Merton I4-cnexmpotoToMerpii Bignmoginae
Inentrbikauis IMo3uTHBHA peaknis Ha THTAHY AIOKCH He nposomuBeA
DapBHHUKIR* IMTo3uTHEHA peaknid HA 3a1i3a OXCHA MOBTHIA He nposoauecs
Pozuymenna He meHme 80,0% (Q) Big 3assieHOT KINBKOCT] MEMAHTHHY 98,7 %
rinpoxsopuay 3a 20 x8
OxnopinuicTs [Tputimansie uncno < 15,0% 32
JO30BAHHK OJHHHOS
CynyTai moMilIKkH Homimka A: He Ginsure 0,5% He enspieno
Tinpoxcuinha gomimka; He 6ineme 0,5% He eusnnero
Xstopuana momiwka: He Ginsure 0,5% He susnneno
Homimxa B: He Ginoioe 0,5% He BuaBNeHO
Homiwka C (amigea pomilke): He Gineme 0,5% He pussneno
Mema-1: ue Ginpre 0,5% He paseneno
Hecnempbixopana momimka: xe 6insme 0,2% Hipzue srimity
Cyma pomimok: He Gineme 1,0% Hisrue miMity
Kinskicne He menme 95,0 % i we Ginnwe 105,0 % Bin 3asgsneHol 97,8%
BH3HBYEHHA kinbKOCTI MEMaHTHILY ripoxaopHmy
Bwmict Bonu He Oinpme 7,0 % 3.68%
Mikpobionoriuna TAMC: ne Ginsuue 10* KYO/r; MAKCHMRTEHO JOmYCTHME <10 KYO/r
ynerotat* yucno 2000
TYMC: ne Ginsure 10? KYO/r; MakcuMansHo ACMYCTAME <10 KYO/r
yueno 200
Escherichia coli: nosHEHI 6yTH BigcyTnis 1 1. Bignosinae

* He pyTHHHUIA TECT: TECT NposoAuTECA Jis KoxHOT 101 cepii abo 1 pas B pix ans nepuol Bumymenoi cepit
** He pyTHHHHIE TECT: TECT NPOBOAMTECS ANs KoxkuoT 10- cepil a0 1 pas B 6 miczuis 1yis nepwot BrnNyIREHO] cepil

Ll 5 3aCBiRUYIO, 100 HaseneHa Buie indopmauin e pocToBipHeto Ta Tounoko. [Tro cepio npouyxuit 6yno supobneno
(Bxmouatoun MaKypaHHA/MapkyBaHHs) Ta NPOBENeHo KOHTPOMS il AKoCTi Ha BHIIE3asHAveH(H AlnsHUIE ¥ NOBHIK
Binnosigrocti 3 BAMoramMu GMP, BCTAHOBIIEHUMH MICUEBHM PETYIATOPHEM OPraHOM, 8 TAX0X BiANOBIANO 1o
crenudixauilt, wo MicTareed y peectpaniinomy focke aGo roprosilt mnensil kpaiku-supoSunxa abo kpalnn-
iMnopTepa, AKIo npoAYKLio iMnopTosano, aGo y nocke cnenudikawnii Ha npenapar A1 ACCHI/HKYRAHOTO JKAPCHKOID
3acoly. [TpoToko/n BHPOOHUITEA, NAKYBAKHA Ta aHanisis Gyn0 MeperyiAHyTo TA BCTAHOBJIEHO BiANoBiEHicT GMP,

-

VrosHosakeHa ocoba: ....u....... LAKTOHIY

Hara: 19,12.2024
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