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CEPTHDIKAT AKOCTI
CERTIFICATE OF QUALITY
Hassa npoaykry: HEHITMA®, posvnn ans opansioro 38CTOCYBARHH, 2 MT/ua
Name of product: DENIGMA®, oral solution, 2 mp/ml
Cuna pir MeMauruny rinpoxnopra — 2 Mr/mn
Strengih: ..__Memantine hydrochioride ~ 2 mg/m}
Cepia Ne / Batch No.: SDi3002 Posmip ynasorkn / Package size: 100 sn/nil
Pecerp, Ne/ AR.No.; FP/0627/24 Tuit ynarxoeiy / Pack type: Pravon Ne 1 / Bottle No. 1
Posmip cepli / Batch size: 500 aitpinftiters Hara puroTonnenns / Mfg. date:  (9.2023
Kin-1s ynakozox / No. of packs: 5 000 Tepmin npunarnocri/ Exp. date:  08.2025
Ipaira  Market: UKR
Pecerpaniiine nocsinuernnn Ne; TEpMiH Oii ReoGMexeHHH
Registration Certificate No.: UA/17456/01101 unlimited validity
No n/n Hazga ananisy Coenppiranin Pesynbrarn ananisy
Sr. Ne, Test name Specification Test result
Omnuc Besbapamiit, mposopmif pogemn i3 XapaxTepHnM i Binnopigae
1 3AFAXOM.
Description Clear flavoured transparent solution. Conmplies
Ineurudpicaniis
Memauruny rinpoxmopmp Hacu  yrpuMyBarus  ocHosMoro  mixy  ma Bintrosimae
(mMetoz I'X) XPOMATOTpAMAX. BHIPOGORYRANOTD T4 CTAHBAPTHOO
posIxHiB, OTPHMaHUX FIPH KinbKicHOMY BM3Havensi,
MaOTH CIiBNATATH,
Merunmaparigpoxcufensost 1a Uacw  ytpumypamis = OcHOBMOrC  miky  ma Birnosipae
nponinTparigpokcudensoat XpOMATOTpaMaX s}mpoﬁonyawom Tit CTAHAAPTHOTO
(meron BEPX) DOFIHHIB, OTPRMABHX 1PH KinBKiCHOMY BA3HAYEHI,
2 MAIOTE CTIBIANATH,
| Identification
Memantine HCI The principal peak retention fimes in  the Complies
(By GO) chromatograms of the test and standard solutions,
abtained iy the assay, should coincide.
Methylparahydroxybenzoate and | The pringipal peak  retention  fimes in  the Complies
Propylparahydroxybenzoate chromatograms of the test and standard solutions,
(By HPLC) obtained in the assay, should coincide,
pH Bin 4,50 50 6,50 ' 5,84
3 lm From 4.50 (0 6.50 5.84
Ouavopianicts Mack aoa, Mo He Gimmme  meox :}mpzamyani,mtx ~mac | Bin- 1,0 % a0 1,3 %
BHTATATLCA 13 GaraTono3osmx BIIXMIAIOTRC BIA cepesmnol Mack Ginuue ax Ha
xosTelinepin 10 %. Ipn ubomy mosng InauBigyansua Maca nod
HE MAe BiIXHIATHCS BII cepellsol MacH Glibie 4%
4 na 20 %,
Uniformity of mass of delivered Not more than two individual masses deviate from | - 1.0 % to 1.3 Yo
doses from multidose containers the average weight for more than 10 %. None
individual mass deviates from the average mass for
more than 20 %.
I'yeryma Bin 1,08 no 1,28 rovir npu 25 °C o 11,216 r/mn
5 Density 'rom 1.08 to 1.28 p/ml at 25 °C 1.216 g/ml
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PesynerarTn ananisy

Ne-n/m Hazpa ananizy Crueundirais
Sr. Na, Test name Specification Test resuit
Kinbkicne snananenns
MenmanTimy rinpoxsopun 95 %6 105 % bin sanBaekol KiNLKOCTE, 99,5 %
(MeToR TX)
6 Assay
Memantine HCl 95.0 % to 105.0 % of label claim. 99,5 %
By GC)
Kinsxicne puznauerts
MeTrnmapari ipokenGensoar ra £0 % — 110 % sin 3assnenol kinbkoori, 160,4 %
Iponinnaparinpokcubenzoar 97,6 %
{meTon BEPX)
7 Assay
Methylparahydroxybenzoate and 90.0 % to 110.0 % of label claim 100.4 %
Propylparahydroxybenzoate 97.6 %
{By HPLC)
Cynposiuul gominmu Jomimxa A ne Gineme 0,2 % He pusaneno
(meTon T'X) Homimka C: we 6imme 0,2 % He suasnenc
' Onmuwira nesiznoma gomimka: ne 6insime 0,2 % He Brasneno
Cyma nomimox: e Gineie 1,0 % He suseneyo
8 Related substances Impurity A: NMT 0.2 % ND
By GO Impurity C: NMT 8.2 % ND
Individual unknown impurity: NMT 0.2 % ND
Total Impurities: NMT 1.0 % ND
MixpoGionoriyna wuctora Baranpha  KiMskicze aepobHUX  MIKPOODFAHIIMID
(FAMC) — ne Ginbute 107 KYOfmn. <10 K¥O/mn
3aransnza xiNLKICTL ApBKIGKOBMX T4 IUTiCEHCRHX
TpHbiB {TYMC) - ne Gigpme 10" KYO/Ain, < 10 KYO/mn
Bincyruicrs Escherichia coliv | ma TIpenapaTy. BincyTuns
i Microbiological purity Tota] agrobic microbial count (TAMC):
NMT 10% CFU/mi. <10 CFU/ml
Total combined yeasts and moulds count (TYMCO):
NMT 10" CFU/ml. <10 CFU/ml
Escherichin coli should be absent per | ml, Absent

BHCHOBOK: / CONCLUSION:

TponyxT BATOTOBACHO, YIIAKOBAKO T2 UPOAKANIZ0BRAH0 IMIHO 3 BHMOFAMH PeECTpaLiifiero nocsiqTensa.
The product is manufactured, packed and analyzed as per requiremenits of Registration Certificate,

Binnosigae crapmapTam Ta Bamoram GMP,

It complies with GMP standards and requirements.

Jiiuensin va BUPOSHAITEO NiKAPCEKIX 3ACOBIE:
Licence for medical products production:

Ceprudirar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No. 598054
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Uunr nigmeepiisxyto, we nei snpobuusi crazii ans el cepil roTosol npoayxuil Synu 3ificuert B NOBKIK BB tLoCH 3 BHMOTAMM, 3E3HAMECHUMMU B UHIHIfE
1acTanoRi 3 GMP, satsepraeniit Mikicrepersom oxopon 3A0POB’S YKpATHH, § 3 BUMOrEMIH PEECTPALITHOTG flocke Kpatau npuanavenia.

1 hereby certify that all the manufacturing stages of'this batch of finished product have been camied out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and witly the requirements of (he Marketing Authorisation file of the destination country.

trenrndixaniu
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XiMiK-aHAnTHR ap. naGoparepicio BKA | Masanpnnx BIKS YrosHOBOKEHE 0c0ba
Analytical Chemist [1QC Lab In-charge QC Head Qualified Person,
Int’a/Name: Teareaes £ Gtsompcle .tr. |Cratenavies 75 \df}{u&;{;g{/’i \fjf",‘
bl - E
Minic/Signature: W - &L’CL.L/ & : . :'(“/4 _u) ~ rﬁz’dfﬁ?ﬁy&z&?}-‘;’
Rava/Date: A0 17218 PiCHiC) e re el XB?/./E:: 7 .,JU’/
FP/0627/24 Crop./Page Ne: 3 3/0f 3

Page 1/1




