HEPKABHA CIYXEBA 3 JIKAPCHKIX 3ACORIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanil Ceitauunod, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOKX
npo sIKicThL BBE3eHOro B Ypainy ikapenroro 3acofy

20.09.2024 Ne 48771/24/26

JEHII'MA®.

(HaliMenyBaris gikapcekoro 3acofy 3rifto 3 peccrpaitifinmm NOCHIAHCIHAM)
Tabueriu, BprTi 060011010 110 10 Mr; no 14 Tabaerox y Onicrepi; o 1 faicrepy B
KapToHHifl ynaxosui; o 10 kapTOHNMY YIAKOBOK Y KapToHNii kopobui

(opma BUITyCKy, MO3YBaHMA, BHA NaKyBaliHs JKAPCLKOro 3acoly)
Homep peectpatiitnoro nocpinuenns UA/13254/01/02 crpox aii peecrpaniiinoro nocsiguenna HeOOMEXeHUIH
Cepis nikapcokoro saco6y Ne 1003849 KinbkicTb sBeseHoro sikapebkoro sacofy 18

BpoBHHK KYCYM XEJNTXKEP IIBT JITNH, Tngis

(nafiMenysanks BUPOGHIKA Aikapchioro 3acoly, kpaina noxokeniin)

Baeseno B Vkpainy Tosapucrno 3 obmesenrolo sianosinansuicrio "Inendapm JITH,
inenr. wou: 20075891
(nasiMeiynayns Ta ko 3a CAPITOY iopuananol ocobu abo npimnie, im's. no Garbroni Giskynol
ocobu - nianpuemuy, it Micue npoxuaiis Ta peccrpauiingil nomep 0BaikoBOT Kap TR NAATH KA
noaatkin aGo cepist Ta HoMeEp nachopTa)

Nporoicon sisyannioro kowrpomo six 13.08.2024 X 2680/1.
JlaGopaTopuuit ananiz sixocTi nikapebkoroe 3acoly 3uificHenHit:

JIIT "LlenTpasibua naGopatopis 3 ananisy axocti nikapcekux 3acobis i Meuunoi npodyuii’
(m.Kuip, syn. Kynpsseska 10r m.Kuis, Bya. Kyapsseska 8B Kninscnia obuacts, ¢. Hosi Hetpinuli,

By IBana Ppanka, 19)
(nakimenysavus Ta micuesnaxoxenns naGopatopii, w0 npopena SaGopaTophuit anania sKoci)

Brcuonok 1wono sxocyi Aikapeskoro sacoly, snaannui naGoparopicio vin 19.09.2024 No 1858
Pe3ynbTaTh Ma6opaTopHOro ananisy akocTi Jikapebkoro 3acofy 3a nepesipentimi nokasinkami BIATOBLIAIOTL
BUMOTAM METOJUB KOHTPOMO AXOCTI (aHATITHYHO-HOPMATHBHOT A0KYMEHTALLT).

3a pe3ynsTaramMi  BepmanBHoro KOHTPOMO  BCTAHOBJEHO, 110 J]iKapCbKlvlﬁ 3aci BBE3CHO B yi(])HlHy 3
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HAEPXABHA CJIYKEBA 3 JIKAPCBKUX 3ACOBIB
TD\KOHTPOHR)&AHAPKOTHKAWHJyM.KMGBI

npos. Hanii Ceitnmunor, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPIIOY 37079055

BHUCHOBOK
Npo SIKICTL BBE3EHOro B Yxpainy gikapcsioro 3acoly

01.10.2024 Ne 50810/24/2611

JEHITMA®
(nalimenysanns nixapenxoro 3a¢o0y 3rimMo 3 pecerpauiinmm noecinuCHM)
TabaeTicn, BpuTi 000J101K010, 10 10 Mr; 110 14 TabieToiK y Gaicrepi; mo 1 6aicrepy o
Kapronnii ynaxosui; no 10 KAPTONHHX yNaKoBOK y KapTouniii kopo6ni
(popma sunyexy, nosysanns, nun NakyBaAHIA RiKapChKOro 3acoby)

Homep peectpauitinoro nocsinuenns UA/13254/01/02 CTpox il peectpauiiinoro nocsinuenns HeobMexe Ml

Cepis nikapeskoro sacoBy Ne 1003849 Kimskicrs BBe3enoro nikapcnkoro sacofy 6999
Bupo6uuk KYCYM XEJITXKEP [IBT JITIL, Innis

(aitmenyparing supoGuuKa nikapesoro sacoGy, kpaina TTOXOUNECHIIA)

" Tonapucrso 3 o6meenoro Bianosinannuicrio "Toendapm AT,
Baeseno B Vkpainy . ¢
inenr, won: 20075891
(HafiMenypatns Ta kon 3a CAPTIOY 1opunnYroi ocobu abo npissuuie, iM's, 110 6aThKOBI (hisuunoi

ocobu - nixnpuemus, i micue TIPOMMBARIIA Ta peceTpallilinmii nosep oBnikonot KaPTICH THAATHHKY
nonatkis aGo cepis T nomep nacnopra)

ITpoTokon sisyansnoro xowrpomio sin 01.10.2024 M 3383/1.

3a  pesynbTaTaMH  IEPKABHOIO  KOUTPOMIO BCTAHORCHO, 0 sikapcuknii 3aci6  seescio 8 Vipatwy o
AOTPUMAHHSIM BMMOT 3aK0HONIABETEA W00 3a6C3NCHEHNS AKOCTI

apcukix 3acobis,
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CEPTHU®DIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR Ne [TT0KG24000762
Alrea/Date 99.07.2024
Hikapeswnii 3acit: AEHIFMAY Tabuergn prpuei 0Goaonk0m0, 10 10 My, no 14 rabueror y Gicrepi; no 1 Gaierepy s kaprownii
YHAKOoBMi; (10 10 Kapronnnx YRAROBOK y ®apronnilt kopobni
Medicinal product: DENIGMA®  coated tabiets, 10 mg, 14 tablets in a blister; 1 Blister in a carton package; 10 carton packagesin a
cartoni hox

Jiwua peaosma; MENRIUTHIY FiApONSOpIY 10 mr
Active ingredient: Memantine [ydrochloride 10 mg
Pecerpaniiine nocsizucunn: No UA/13254/01/02 5in-20.04.2024, repatin git pecerpaniifnoro noenincuun neobaemenitii
Registration Certificate: No UA/I3254/01/02, from  22.04.2024; Registration Certificate vadidity is unlimited
Jlinensis na pupobunivriso Ne: Raj/2354
Ceprudirar GMIP Ne; 042/2024/GMP
Bupobunk: Kyeyy Xesrvxwep Hur Jlug, hinin
Anpeca sipodnnra: Cl1-289 {A), PUXO Inmacrpian apes, Wonausi, Bxisan, Jicr, Ansap (Pamacran), hiis
Manufactured by: Kusum Healtheare Pyt Ltd, India
Address of manufacturer: $P-289 (A}, RILCO Industrial area, Chopanlki, Bhiwadi, Dist. Alwar (Rajasthan), tudia
Cepin: Ne 1003849 Posmip cepits 7142ym. Java sur.: 03/2024 Jiftenisii no: 0212027
Batch: Baich Size: D/M: D/
Ne Hazna norazinnsiy Baatori l"uicy.lu.'ra'h{
Name Index Requirements anaaizin
Results of analyses
1 Onne Qdanpiii Apooniykal TaGnetii poskenoro komopy, Brpvi fninkonoio | Bijnonigae
o0oironko0i0, 3 Anicto postomy 3 ogiore Goxy Ta raaeHski 3 imoro
Deseription Ooky.

Piik. color, oval shape, biconvey film coated tablets, breakling on one | Complies
side and plain on other side.

2 | Incurudixanin Hac yTptiMyBanis 0CHOBHOrO fiky 1a Xposarorpasax sunpoGysasoro | Biarositac
POFUNIY 1 POZUHNY NOPIBHANMH, OTPUMAIMX B YMOBAX KilLKICUOrO
BH3HAYCHHSE, TTOBINEI CIiBOASRTT,

Tdentification The retention times of the main peak on the chromatograms, of the test | Complics
solution and the reference solution obtained in quantitative determination
must edincide,

3 | Cepeann maca 159,5 mrk $% (151,53 mr — 167,48 mr) 159.23 mp
Averdge Weight 159.5 mp £ 5.0% (151,53 g ~ 167,48 myg) 159.23 mg,

4 | Omuopinnicrs 2o30BaunY 0xNBHNL AV <L, ne LI=150 Rinrosijnac
Uniformity of dosage units AV <L, where L1=15,0 Complics

5 Posmagannn Fe Ginue 30 xu 0 xS0 cen
Disintegration NMT 30 min 0 min 50 sec

6 | Posustienun He menute 80 % (Q) sin sannnenof winskocri 3a 30 xn 93, 1% - 93.0%
Dissolution Not less than 80 % (Q) of fabiel claim in 30 minutes 93.1% - 95.0%

7 | Kinnwicue nusnavenns Ha somenin. eunyéiy: 95,0 - 105,0% wesomrny viapoxnopnay wia | 99.50%

FAIBICHOND BMICTY;
Hea mepaein npudamnacmi:
90,0-110,0% Memanvnny riapoxaopiiiy Big swmaetoro saiery,

Assay At release: 95.0-105.0 % Memantine hydrochloride of Label Claim 99.50%
' At shelf life: 90.0-110.0 % Mémantine hydrochloride of Label Claim
8 Cynponinni gomimxn Menanrngy cynposigsoi gosimn B - ue Giavive 0,30%: Fle nnannero
Byb-axnit insigyanbmndt seeneimikonanisil npoaykt posnagy - ue
Gisnine 0,20%: He nusnneno
Cysna sonmitmosc- e ointne 0,50%. e nismseno
Related substances Memantine reloded compmmd £~ Not more than 0.30% ; Not Deteeted
Ay individual imspecified degradation product - Not more than 0.20% | Not Detected
Total Impurities = Notmore than 0.50% Naot Detecled
9 MikpobGionorinws wiserora® Jaraasua kignkict aepobuns sikpoopradismin (TAMC) e Gianme | < 10 KY O/,
10 KYO/r. < 10 KO
Jaraamna innkicrs ApIAGLROBEN A nticenennx rpatis (TYMC) ne
Gianme 102 KY O/ Biscyriics /v
Microbiological purity* Bineyruicrs Excherichia coliw | r upenapary.
Total Acrobic Microbial Count (TAMC) - NMT 10%ciu per | gin < 10 CFU/p
Total yeasts and Moulds count (TYMC) -~ NMT 102 clu per 1 gm < 10 CFU/e
Escherichia coli Must be absent/g, Absent/p,

Page No. 1 af 2

Factory : SP 289 (A), RICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph: +91-1493-298232/33/34/35
Email : info@kusum.com, Website 1 www.kusumhealtheare.com
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Rusum Fealtheare Por. L1

dirapeninit 3acie: JEINTIMA®P
Medicinal product: DENIGMAG
Cepisiz No 1003849

Batch:

*Teer apowomitien s nepumx [0 cef

«LJIEIOAPM
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IAesTdixaitmi

xoa 20075891
ana
CEPTHMIKATIB

rabaericn srpuTi ofogouKon, ue 10 mry o 14 rauerok y Guicrepi; no 1 Gaierepy u waproniii
yuaomt; vo L0 kapronuny ynasgnox Y xapronuiii kopoini
coated tablets; 10 mg, 14 tablets in a blister; 1 blister in a cartan package; H) carton packuges in

H

t earfon hox

Pift, noTis juim Kokt 20 cepit abio o/t pas B pire.

" Microbial purity will be performed on first ten conumercial batches thereatier at every 20M baich or once in a year which comes carlicer,

BHCHOBOK:  Cepis Ne 1003849

CONCLUSION; Batch Ne 1003849

e

otlotlxoey
Mont Loueu
AHATH3 BUKOHAR
(ANALYSED BY)

Komenrapi: nesae

Comments: no

3asma npo ceprrdivaiio: «lificinm s 3acsiguyo,
npoayxaii 6yna suroTonsena (Brovaiowy ynag
HiANpHCMCTRI B noBuii Bignoninnocs 3 BHMOTaM
Minierepersonm oxoponn spopos'st Yipaian,
BHPOBNHITRA, YHAKOBKY Ta ananisis Gyan wepernnuyri i per:

Certification statcment: «On this { certify that the above-
was produced (including packaging / labeling)
according to specified in-the current G

siunosigac susoram. MICS PIT. Ne UA/13254/01/02

complics with the requirements of MQC RC Ne UA/13254/01/02

JATA o‘l]bj f 244y

(DATE)

o naseaena sume indopsauis e gocTonipnoo i rounon, List copin
0BKY / MapKyBanum) i npeseaeHo KORTPoNs 1 nKocri ina BHINEITAAAHOMY
Wy 3A3HAYeHHME B umniiii uactanoni GMP, sarbepmienis

i3 BuMoras peceTpiniiiinore joene Kpaiuy npusnavenns, Hporokoan
AMoBJICHO iX Bignosiauicrs BaMorasm GM Py,

mentioned information js true and aceurate, This product batch
and conducted for its quality control at the above-mentioned manu facturer
MP guidelines, approved by the Ministry of Health of Ukeaine, and with the

requirements of the registration dossicr of the destination country. Records of manufacturing, packaging and analysis
were reviewed and determined for thejr compliance with the GMP requirementss,

Kepisuux rpynuy KOHTPOMO aKOCT]
Quality control group manager

Is'ss ra tipissruge
(Namc)

[Tianne
(Signature)

Hara nijumcanns
(Date ol signature)
Kepisuuy rpyin kontpoaio sioeri
Quality control-group manager

N volegr ﬁi?//@au

> (a5
e

i 054 [o 52024

3iiicnoe

Ynosnosaxena  ocofa,  wo
ceprudikaniio cepif
Qualified Person certifyin
Ine'st ta nipismime
(Namc)
hanne
(Signature)
Mlara ninnscaniy =%
(Date of signature) DN
Meneipsep pinainy sabesnene iy
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Factory : SP 289 (A), RUCO Indf. Area, Chopanki, Bhiwadi, Disit. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Websitc : www.kusumhealthcarc.com
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