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EPTHOHUKAT KAYECTBA

ERT TE OF LITY
Hasnanne npoayxra: JEHITMAY, posunu ana opansuoro sactocysams, 2 Mr/ma, no 100 ma y daaxoni Nel
Name of product: DENIGMAZY, oral solution, 2 mg/ml, 100 ml in a bottle No.)
Per. Ne: / A.R.No.: FP/0702/20 Pasmep cepun: / Batch size: 500 autpos / liters
Cepns Ne: / Batéh No.: SDIK00! Koauuecrno vuakosok: / Number of packs: 5 000
Jara waroTonaennn: / Mfo, date: 09.2020 Cpox roanoctu: / Exp. date: 08.2022
Perncrpaunonnoc ceupereancrso Ne UA/17456/01/01, aciictoyer no 30,05.2024
Registration certificate No. UA/17456/01/01, is valid to 30.05.2024
Ne n/n Mapamerpnl Cneundnxanns PesyanTaTnl
Sr. Ne. Tests Specifications Observations
1 Onnc BeaGapmunii, nposopuit posunn i3 xapaktepunm | CooTmeTcTaycT
3anaxom.
Description Clear flavourcd transparent solution. Complics
2 Iacurndikauis
MemaHTHRY riapoxaoepua Yac  yTpuMyBaHHs  OCHOBHOrO  miky  ua | Bianosinae
(meton I'X) xpoMarorpaMax sunpodosysatioco Ta
cmandapmuoz0  po3yumig,  OTPHMaHMX  TIpH
KiNbKiCHOMY BH3HAHCHHI, MAIOTL CMBNANATH.
MetunnapariapoxcuGensoar Ta | YUach  yTpHMyBauHs — OCHOBHOTO  niky  mMa | Bimmosinac
nponinnapariapokcubenioar XpomarorpaMax sunpobosyeanozo Ta
(mMcTon BEPX) CIMGHOGPINKO20  PO34UMiIE,  OTPHMaHHX  NpH
KiIbKICHOMY BH3HQ4YCHHI, MAIOTH CMiBNAJATH.
Idemification
Memantine HCI The principal peak retention times in the | Complies
(By GC) chromatograms of the test and standard solutions,
obtained in the assay, should coincide.
Methylparahydroxybenzoate The principal peak retention times in the | Complies
and Propylparahydroxybenzoate | chromatograms of the test and standard solutions,
(By HPLC) obtained in the assay, should coincide.
3 pH Bin 4,50 1o 6,50 6,15
pH From 4.50 to 6.50 6.15
4 OunopianicTs Mach 03, Wo He 6inswe  apox IHAMBIAYAnLHIX mac | Bia- 1,9 % 00 3,8 %
BHTSTAIOTLCS i3 6araToN030BHX | BINXMAAOTLCA BiA CepeAHLOi MacH Binblie sk Ha
xonretitcpis 10 %. Ipn uboMy >oaHa IHANBILYanLHD Maca 403
HE Ma€ BIAXHIATHCSA BIA CEpPenHbOi MacH Ginble sk
Ha 20 %.
Uniformity of mass of delivered | Not more than two individua) masses deviate from | -1.9 %10 3.8 %
doses from multidose containers | the average weight for more than 10 %. None
individual mass deviates from the average mass for
more than 20 %.
5 I'ycruna Bin 1,08 no 1,28 r/mn npn 25 °C 1,21 r/mn
Density . From 1.08 to 1.28 g/l at 25 °C 1.21 g/ml
6 Kinskicne Bi3Haucutis .
MemanTiHy rinpoxaopsa 95 % ~ 105 % Bia 3a98ACHOY KiALKOCTI. 98,4 %
(meTon T'X)
Assay
Memantine HCI 95.0 % to 105.0 % of label claim. 98.4 %
(By GC)
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Ne n/n IMapameTpnl Cuenuduranus PesynsTaTii
Sr. No. Tests Specifications Observations
7 Kinuxicne susnaucuis
Metunnaparinpoxcudensoar ta | 90 % — 110 % sin 3aasnenoi xinsxocTi. 98,6 %
nponinnapariapokciudensoar 98.0 %
(mMeton BEPX)
Assay
Mcthylparahydroxybenzoate 90.0 % to 110.0 % of label claim. 98.6 %
and Propylparahydroxybenzoate 98.0 %
(By HPLC) .
8 Cynposinni noMiwsky Homiuka A: ne 6inve 0,2 % He siasacno
(meton I'X) Lomiwka C: ne 6insuwe 0,2 % He BusBacHo
Oounuuna negidosma Qomiuxa: ue Ginswe 0,2 % 0,066 %
Cyma oomimox: ne 6insute 1,0 % 0,066 %
Related substances Impurity A: NMT 0.2 % .ND
(By GC) Impurity C: NMT 0.2 % ND
Individual unknown impurity: NMT 0.2 % 0.066 %
Total impurities: NMT 1.0 % 0.066 %
9 Mikpobionoriusa uncrora 3aranbHa KinbKiCTh aepoGHHX  Mikpoopranismis
(TAMC) - ne 6inswe 10> KYO/Ma. <10 KYO/mn
3aranbHa KilbKIiCTh APDKIKOBHX Ta INICEHERMX
rpubis (TYMC) - se Ginsme 10" KYO/ma. < 10 KYO/™mn
Biacyruicts Escherichia coli 8 | mn npenapary. Biacytns
Microbiological purity Total acrobic microbial count (TAMC):
NMT 10 CFU/mlL < 10 CFU/ml
Total combined yeasts and moulds count (TYMC):
NMT 10' CFU/ml. <10 CFU/ml
Escherichia coli should be absent per 1 ml. Absent

3AKJIOUEHHE: npoayir npoM3seACH, YNAkoBaH M NPOTECTHPOBaH B COOTBETCTRHH € TPEGOBAHHAMIT PCrHCTPAUHOHNOI
csuacrenscrBa. OTBeuacT TpeGorannam u cranaaptam GMP. Ceprudurar Ne 009/2020/GMP
CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies
with GMP standards and requirements. Certificate No. 009/2020/GMP

JIhueusns Ha NPOH3BOACTBO JICKAPCTBEHHBIX CPCACTB;

Licence for medical products production:

KyCy?t GAPM
¢

Cepun AB Ne 598054
Batch AB No. 598054

\\ax{;;»mx-an% AT ASPM. navanviika OKK | Havansnk OKK VMOIHOMOMEHHOE NHLO
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