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 CEPTHQIKAT AKQCTI
CERTIFICATE OF QUALITY
| Ha:znanpo;:ymy T ﬁEHEFMA@ PO3IMY [ OPATILHOTO 3acmcysaﬂnﬂ 2mrian
Name of product: DENIGMA®, oral solution, 2 mg/m!
Cnaapii Memantuny rigpoxnopua — 2 Mrfmn
Strength; Memantine hydrochloride — 2 mp/mil
Cepist Nt / Batch No.: SDI3001 Poanip ynakosku / Package size: 100 mn/ml
Peecrp. Ne/ ALR.No.: ‘FPA250/23 -Twn ynaxosku / Pack type: Dnakon Ne | / Bottle No.]
Po3mip cepii/ Batch size: __5_00 aitpiw/liters Hata BHroTOBIeHn [ Mfg. date: 03,2023

| Kit-1s ynawonow / No. of packs: 5000

Tepmin npugaraocri/ Exp. date: 02.2025

Kpaina / Market: UKR

| PeecTpaniitne noceinyenns N

i A/17456/03/ rin aif 05.

Registration Certificate No.s UA/17456/01/0] TEPMIH Al no{vahﬂ to 30.05.2024

Ne n/n Hasna axanisy Crnenndixanin Pe3yasraTi ananizy

Sr. Na, Test name | Specification Tost result
Onuc _Ecaﬁapnmm Hpo3OPpKIt posunn 3 xapaxtepuns | Bianosigae

1 | - 38171aX0M.
Description. Clear flavoured trapsparent-solution. Complies’
[Inenrudicanis
Memanrany rinpoxnopus; YacH  yrpmmypoHHs  ocHoBHMOTO  miky  ma | Binnosigae
XPOMATOTpAMAX Bnnpnﬁc}ﬂyaamro TA CTAHAAPTHOIO

T (meton I'X)

| Merunnaparinpoxciabensoar ta-
-nponinnapariipoxcnbensoar

po3uuHiB, OTPHMARHX HpH KUTBKICHOMY BH3HAYCHH,
| mareTh eniragaT,

Yacn  ympumysanns  ockomsoro  miky  ua

Binnoniaae /7
| xpomatorpamax pHNIpobOBYBAHOTO Ta. CTAHARPTHONG |

(meToa BEPX) PO3YHNHIB, OTPUMAHHX NPH KDIBKICHOMY BHIHAUCHHI,
2 | MAaIOTh CHIBNAKATH.
Identification
Memantine HC! The principal peak: refention times in the | Complics
(By GO) chromatograms of ‘the test and standard. solutions,
| obtained in the assay; should coincide.
MethylparahydroxXybenzoate and. | The principal peak retention times: in  the | Complics
Propylparahydroxybenzoate | clromatograms of the test and standard sclutions,
By HPLC) obtained in the assay, should coincide,
i pH ‘Big 4,50 10 6,50 5,60
S | pm | From 4.50 to 6.50 5,60
O,uzwpinui::'rhu_adu o3, 110, He  Gintbwe  nmox iHAWRIRYansEHX  Mac | Big - 5,3 % no 4,8 %
BHIATAKOTHCSA 13 BaTaTONOS0BHX. BIAXHASIOTRCA BiA Cepeskoi MacH Oinbie sx Ha
KOHTCHHCDIB 10 %. inH UBOMY JKOAHZ JHANBIAYIGHA Maca RO3.
| | HC MAE BIAXHASTHCH BIF cepennsol Mach Ginpie k.
- 12 20 %.
4 o
'_i}rlformrry of nyass of delivered. Not more than two individual miasses deviate from | <'5.3 % 04,9 %

sesfeamrany ltidose containers

the average weight for more than 10 %, None

individual mass deviates from the average mass for
more than 20 %.

Bin_l-,{}S.ﬁa.},’z‘ﬂ r/mn npu 25 °C

From 1.08 10 1.28 g/mi at 25 °C

.}”,206_17’3451

1,206 g/mi
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Ne n/n Hazna ananizy Cuenudixanin PesyanTaTy ananizy
Sr. No. Test name Specification Test result
Kinbkicne Bu3HayeHHA
MeManTHay MAPOXIIOPHA 95 % - 105 % Bix sansaenol xinbxocTi. 01,2 %
{meroa I'X)

6 Assay
Memantine HClL 95.0 % to 105.0 % of label ¢laim, 101.2 %

(By GC)

Kinpkicue H3HayeHts -

MeruanapariapokenBeH30aT Ta 90 %~ 110 % Bia 3assAcHOT KIALKOCTE 98,8 %

NPONINAPAT APOKCHOCHIDAT 972 %
- I {meron BEPX) -

7 Assay | N o -
Methylparahydroxybenzoate and | 90.0'% t6 110.0'% of labe] claim 98.8 %
Propylparahydroxybenzoate 1972 %
(By'HPLC)

Cynposigni foMinxy Homiwrka A: e 6ipine 0,2 % He susnaeno
(MeTon I'X) Jomitxa C: ne Binne 0,2 %. - He BHABICEO:
OnyHuYna HesnOMa pgomiwka: te Giaswe 0,2 % He auasneno.

Cyna gominrox: He Siasire 1,0 % He sugeneqo:

8 | Related substances (mpurity A: NMT 0,2 % ND

(By GC) Impurity. C; NMT 0.2 % ND
Individual unknown impurity: NMT 0.2.% ND
{ Total Impurities: NMT 1.0 % ND
Mixpobionoriyna wHeTOTA BaranbHa KinbkioTs aepofunx  MikpoopraHismia
1 (TAMC)= ne Ginvine 10?2 KYO/vin. < 10 KYO/un
Baranyna. KiNpKicTs APRKIDKOBUHX. Td. HMCCHCBHX
Tpubis (TYMC) — ne Ginse 10! KYQ/un. < 10 KYO/mir
| | Biacyrnicrs Escherichia coli 8 1 Mn npenapury. Bincyrius
? - Microbiological purity ‘Total aefobic microbial count (TAMC):.
- NMT 102 CFU/inl. < 10 CFU/ml
| Total combined yeasts and moulds count (TYMC):
| NMT 10! CFU/ml, < 10 CFU/ml
1 Escherichia coli should be absent per.l ml Absent
BHCHOBOK: / CONCLUSION:

TlpoaykT Buroropneno, ynakoBsano Ta.NIPOAHAIIIOBANO. 3MILHO 3 BAMOFaMH peccTpaltiiHoro nocnifuens.
The product is manufactured, packed and analyzed as per requirenients of Registration Certificate,

Bixnosinae cranuapraM ta srimoram GMP.

It complies with GMP standards and reguiremeits.

Jlitensiga Ha BHPOBGHUNTBO NiKapchKuX 3ac0GiB;

Licence for medical products production?

Cepradikar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepia AB No 598054
Batch AB No, 598054
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ROBNIH BEANORIANOCTL ¥ REMOFANH, TA3HARCH N R YRR
nopos's Yupaiu, 1 3 anmoranm PEECTPARISIHOIO JIOCHE KpaiHu IDIIHATCHHA.

1 hereby certify ihat all the manufaciuring stages of this batch of finished product have been- carviad out in fill complinnce with the GMI requirements of the

Ministry-of health of Ukraine and with the requirements of the Marketing Authorisation Giie of the destinalion country
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