Kpatua imnoprep : YKPAiHA/Importing Country : UKRAINE

Packaging size and type : 10 tablets in blister, 3 blisters in a carton with
marking Ukrainian and English

ifz\; Sun Pharmaceutical Industries Lid Konrpons sikocti / Quality Control
SE%N g:;zalN ;ijal:é‘[);gziz;zfggg;g&nd' Area, Ceprudixar ananiza / Certificate of Analysis
PHARMA | (U.T. of Dadra & Nagar Haveli), INDIA Page L of 4
Haiitveny sanmn npoaykuii : AJIMEHTA 10, Tabnetky, BkpHT riskosoio Hara Bupobumirsa /

obononkoero, mo 1O Mr Mfg. Date : 07/2021

Product : ADMENTA 10, film-coated tablets 10 mg

Cuna nit : [ TabneTka MicTHTE MeMaHTHEy Fixpoxnopuy 10 me punatanii xo /

Strength : | tablets contain Memantine Hydrochloride 10 mg Exp. Date : 06/2023

Poamip Ta Tun ynaxeswy ; no 10 rabnerox y Gricrepi o 3 Gaicrepu a AaTa suaycka cepii /

XapTCHHIH YRAKOBLI 3 MAPKYBAHHAM Y KDATHCHKOIO TA ARMTIHCHKOIO MOBAMH Release date 1 09-Oct-2021

Cepin Ne / Batch No.

: SKY0689

A.O. No/ AR Ne. : T/0898/21

Poamip cepii/ Batch size : 5000 ynakosox / packs

Kpaiua Bupodusic ; [niis
Country-manufacturer : India

Bupoduux : Can Oapmacsiotikan lugaerpis jlng,

Cypeeit Ne214, [lianxa Ne20, [azt. Inan. Epis ®aza 1, Minapig,
Cinssacea — 396230, (V.T. Jaapa i Harap Xaeeui), [uain.
Manufacturer : Sun Pharmaceutical Industries Ltd,

Survey No. 214, Plot No. 20, Govt. Ind. Area , Phase 11, Piparia,
Silvassa - 396 230, (U.T. of Dadra & Nagar Haveli), [ndia

BupoGuuua aiuensia /
Manufacturing license : NH/26

Peccrpauiitie nocaipuenns Ne /
Registration certificate No, UA/15449/01/02

Ceprudikar GMP/ GMP cert. :
070/2018/GMP

Ne Hoxazunku sicocti / Pezyantatn / Creundrirauis /
/St Tests Results Specifications
1. Onuc Tabnercu ciporo xonwopy, | TabneTku ¢iporo KONBOPY, Kancynosu nHot opmu,
Description KallCYI0BHAHOT Gopmu, | BKPHTI  NTiBKOROID OBONOHKOID, 3 THCHEHHSM
BKPHTI nxigkosoio | «322» wa onuiil i3 cropiu,
obononkoio, 3 tucHenuam | Grey, capsule shaped, film coated tablets debossed
«322» Ha oHil i2 cTOpiN. with 322" on one side.
Grey, capsule shaped, film
coated tablets debossed
with '322' on one side.
2. Enentrdiixais / [dentification
2.1) BEPX/HPLC Bianoeinae / Yac YTPHUMAHHS OCHOBHOTO aika Ha
Memautuny rigpoxnopus | Meets the requirements. XpoMarorpamax BHIpoOYBANBHOTD a
Memantine hydrochloride CTAHAAPTHOTO POIYMHIB, OTPHMAHHOIC a polaini
«KineKicHe BHIHAYEHHAN NOBHHHO CMIBNANATH.
The retention time of the main peak in the
chromatogram  of the assay preparation
corresponds to that of the standard preparation as
obtained in the assay.
2.2) Oxenpnt 3anisa Bisnosinac / 1) 3abapsnenns edipHoro wapy B powesuit Konip.
yopHuit / [ron Oxide Meets the requirements. /'The cther layer turns pink.
Black 2) 3nuKHEHNHA ACKPABO-HEPBOHOTD 3afapsreHua /
The blood red color disappears.
2.3) Turany nuokcun / Binnosiznae / 3abapenieHus po3dHHy B XKOBTHE 260 OpaHMKECBHI
Titanium Dioxide Meets the requirements. koip. / The color of solution turns to yellow or
orange yellow.
3. Cepeans para / 2580 Mr/ Mg 2575 Mr+5,0%
Average Weight Bim 244,6 mr no 270,4 mr
Standard wt. : 257.5mg 5%
: L.e between 244.6mg and 270.4mg,
4. Pozwnenns/ Dissolution | Minimyws / He wmenwe 80% (Q) sin zasssieHol xitbkocti
Minimum 187 % MEMAHTHRY Figpoxaopuay 3a 30 xBunnw.
Not less than 80 % (Q) of label claim of
Maxcumym / Memantine Hydrochloride dissolved in 30minutes.
Maximum  : 102 % Ana 81 pieua : we menwe 85% nns kowHOT
OMMHHUL;

For SI, each unit is not less than 85%;

Gos vIS%6 &p 09 0L A0 <,




Kpaina impoprep : YKPATHA / Importing Country : UKRAINE

Sun Pharmaceutical Industries Lid
Survey No. 214, Plot No. 24, Govt. [nd. Area,
Phase [I, Piparia, Sitvassa - 396 230,

Kourpoar sixoeri / Quality Control

Ceprudikar anaaiza / Certificate of Analysis

FRARMA | (ULT. of Dadra & Nagar Haveli), INDIA Page 2 of 4
Hafimenysamus npoaykuii : AMEHTA [0, TaBneTku, BEPHTI TRIBKOBOIO Hara pupobupurea /

obonoHKkoo, no 10 Mr Mfg. Date : 0712021

Product : ADMENTA 10, film-coated tablets 10 mg

Cuna aii': 1 Tabnerxa MicTHTE MEMaHTHRY riapoxnopuay 10 mr Mpupatuuii go /

Strength : | tablets conlain Memantine Hydrochloride 1§ mg Exp. Date : 062023

Posmip Ta Tin yoskoswn : no 10 tabnerok y Gnictepi no 3 BricTepH B Jara surycka cepii /

KAPTOHHIH YNAKOBE 3 MaPKY BAHHAM YKDPATHCHED TA AHMLHCHEKO0 MORAMHU Release date 1 09-Oct-2021

Packaging size and type : 10 tablets in blister, 3 blisters in a carton with

marking Ukrainian and English

Cepis Nt/ Batch No.

1 SKYG689

A.O. Ne / AR No. : T/5898/21

Posmip cepii / Batch size : 5000 yoakosox / packs

Kpaina supodsi ; Iuais
Country-manuafactarer : India

Bupobrnk : Can CapmacsoTikan [kaasctpis fltn,

Cypseit No214, Jlinnnka Ne20, Cagr. [uan. Epin ©aza 1, [Timapis,
Cinesacca - 396230, (Y.T. Haapa i Harap Xaseni), [Hain.
Manufacturer : Sun Pharmaceutical Industries Lid,

Survey No. 214, Plot Ne. 20, Govt. [nd. Area, Phase II, Piparia,
Silvassa - 396 230, (U.T. of Dadra & Nagar Haveli), India

Bupotuuyua niensin /
Manufacturing license : NH/26

Pecerpauiiine nocsinuenns Ne /
Registration certificate No. UA/15449/01/02

Ceprudixar GMP/ GMP cert, :
070/2018/GMP

No
/S,

Moxaznuku sxocti /
Tests

PesyabTatu /
Results

Creundircauis /
Specifications

Cepenne /

Average 196 %

T 82 pisus : cepenne 3uavenns ans 12 oanHAUL
{31+82) Ginvwe aGo nopisHpce B0% i onwe
IHAHEHHS He NOBHHHO ByTH Mexue 65%.

For 52, the average of 12 units (S1+S2) is equal to
or greater than 80%, and no unit is less than 65%.
Hna S3 pisHA © cepelHe 3HAYEHHA A0S 24 OAMHHLD
(S1+82+83}) Ginwwe afo nopisuroe 80% ta ue
Ginbule Wik 2 COMHMUL  MAIOTB  CTYIHE
BUBINBHEHHA MeHUle (5% { %ogHa OOMHMUA He
FOBUHHA OYTH MeHIEe 55%.

For 83, the average of 24 units (S1+S2+83) is
equal to or greater than 80%, not more than 2 units
are less than 65% and no unit is less than 55%.

OnuopiaHicTs no3oBanmux
oaunrnuk / Uniformity of
dosage units by content
uniformity

Cepeane / Average; 103.1 %
[Mpufinarue sxaveks /
Acceptance Value: 10.2

Mna  n=10, [lpadiuatde zHayenus mma 10
A030BAHUX OQMHHUL  Mac ByTH Medme ado
nopieHiosaty L )

For n=10, Acceptance Value of the 10 dosage units
is less than or equal to L1%.

IOnn  0=30, [lpuiinatie 3suadeHas s 30
JNO30BAHMX OAMHHUL  M2e OyTH MeHule abo
fopisniosatn L1, BMicT woamoi 3 molopaHux
ooMHMULEL He Mae 6yt menwe (! - L2 x 0,01)M
abo Oineime (1 + L2 x 0,0 1)M; L1=15,0, L2=250.
For 11 =30, Acceptance value the 30 dosage units is
less than or equal to L1% and no individual
content of the dosage unit s less than (1-L2 x
0.01) M not more than (1+L2 x 0,01) M.L1 is 15.0
and L2 is 25.0. ‘

Buict soau /
Water content

4.7 % wiw

Tepmin npugatsosTi /
Shelf life

He Sinpwe /
Not more than [0.0%.




Kpaina imnoprep : YKPATHA / Importing Country : UKRAINE

; Sun Pharmaceutical Industries Ltd Konrpane sikocri / Quality Control

Survey No. 214, Plot Ne. 20, Govt, Ind. Area , . . . .
Phase [1, Piparia, Sitvassa - 396 230. Cepriudirar ananiza / Certificate of Analysis

PrATMA | (ULT. of Dadra & Nagar Haveli), INDIA Page 3 of 4

Hafimenysasiun npoaykuii : AIMEHTA 10, Tadnerku, sRpUT! MIIBKOBOIO Hata pupoGuuursa /

0bonoHKoI0, 170 10 Mr Vifg, Date 1 0772021
Product : ADMENTA 10, film-coated tablets 1G mg

Cuuta ail = 1 Tabnerxa MiCTHTL MEMAHTHHY rigpoxtopHay 10 Mr Mpupateai zo /

Strength : 1 tablets contain Memantine Hydrochloride 10 mg Exp. Date 1 0672023
Pomip 12 Tan ynakoBxu @ no 1 rabretox y Snicrepi no 3 Gnicteps 8 Hata sunycka cepii /
KApTOHHIH ynakosni 3 MAPKYBAHHAM YKPATHCHKOIO T2 AHMITHCBKOK MOBAMHU Release date 1 09-Oct-2021

Packaging size and type : 10 tablets in blister, 3 blisters in a carton with
marking Ukrainian and English

Cepin Nt / Batch No, : SKY0689 A.OQ. No / A.R No. : T/0898/21

Posmip cepii/ Batch size : 3000 ynaxorox / packs Kpaixa supoduusx : Ingis
Country-manufacturer : India

Bupoduux : Can dapmacsiotskan [uaactpiz Jita, Bupobunua miuensin /

Cypsefi No214, Jinaura Ne20, Tast. Inmr. Epix Maza [, Minapis, Manufacturing license : NH/26

Cinspacca — 396230, (V.T. Janpa i Harap Xaveni), [uais,
Manufacturer : Sun Pharmaceutical [ndustries Ltd,

Survey No. 214, Piot No. 20, Govt. Ind. Area , Phase [, Piparia,
Silvassa — 396 230, (U.T. of Dadra & Nagar Haveli), [ndia

Pecerpauiiine nocsinyennn Ne / Cepruixar GMP/ GMP cert. :
Registration certificate No. UA/15449/01/02 070/2018/GMP
Ne Moxazuukn akocTi / PesyabTaru / Cneundirauis /
/Sr. Tests Results Specifications
7. Cynytui  gomimku  / Bunyck / Release Tepmin npunathoeTi /
Related Substances Shelf life
Memood A / Method 4
Homitka A **/ BQL He Ginsiue / He Ginvuie /
lmpurity A Not more than 0.15% Not more than 0.15%
Byne nka iHwa nomimka / 0.087 % He 6inpuge / He Gineie /
Any other [mpurity Not more than 0.15% Not more than 0.20%
Memoo B/ Method B
7-TiRPOKCHMEMaHTHH BQL He binsie / He Ginbrue /
7-hydroxymementine Not more than 0.25% Not more than 0.25%
Cyma aomimok  {Meton 0.087 % He Binsite nix / te Ginbwe win /
A+B)/ ) Not more than 0.5% Not more than 0.5%
Total impurities
{Method A+B)
8. Kinskicue ruanaucuns / Bia 9,5mr 70 10,5ur Big 9,0mr o 11,0mr
Assay {0.35 Mr/mg MEMAHTHHY MEMAHTHHY
103.5% riapoxnopuay s FiAPOXIOpHAY B
Tabnerke Tabnerke
(95,0% - 105,0%) (90,0% - 110,0%)
Not less than 95.0% Not less than 90.0% and
and not more than not more than 119.0%
105.0% of label claim of label claim of
of Memantine Memantine
Hydrochloride. Hydrochloride,
9. Mikpobionoriuna uuctora / Micrebial limit test
9.1) 3arajtbHa KiTbKicTh <10 KOE/r { Cfu/g. He Ginbme 10° KOE/r
aepobHux mikpooprauiimis Not mare than 10° CFU/g.
/ Total agrobic microbial
count (TAMC)
9.2) 3araneHa kinwkicts <10 KOE/r/ Cfu/g. He Ginbie 10° KOE/r
OPIAOKEBHX TA [UICHABMX Not more than 10> CFU/g,
rpubie / Total combined
Molds and Yeasts count
{TYMC)




Kpaina isnoprep : YKPATHA / lmporting Country : UKRAINE

l

Sun Pharmaceutical Industries Ltd Konrtpoar sikocri / Quality Contro!
Survey No. 214, Plot No. 20, Govt. Ind. Area,
Phase 1, Piparia, Silvassa — 396 230.

FEARMA | (U.T. of Dadra & Nagar Haveli), INDIA Page 4 of 4

Ceprudrikar aganiza / Certificate of Analysis

Hafimenypauna npoaywuii ; AZIMEHTA 10, tafnerxu, sxputi wiiBkoeolo Hata supobuuursa /

obonoHko, no 10 Mr Mfg. Date : 07/2021
Product : ADMENTA 10, film-coated tablets 10 mg

China gii : | Tabnerka MicTuTs MemanTHy rigpoxaopagy 10 Mr Hpugarauii xo /

Strength : 1 tablets contain Memantine Hydrochloride 10 mg Exp. Date : 0672023
Posmip Ta tun ynakosku : mo 10 rabretok y Grictepi no 3 Bnicrepu Aarta sunycka cepii /
KApPTOHHIR YIMaKoBIli 3 MAPKY BAHHAM YKPaTHCLKOID TA AHCNINCHROIO MOBAMH Release date 1 09-0Oct-2021

Packaging size and type : 10 tablets in blister, 3 blisters in a carton with
marking Ukrainian and English

Cepin Nz / Batch No. : SKY 0689 A0, N/ AR No. : T/D898/21

Po3mip cepit/ Batch size : 5000 ynaxosok / packs Kpaina supobuuk : [ugis
Country-manufacturer : [ndia

Bupobuu : Can Qapmacsiotakan [Haactpis Jtn, BrpoGunya niuewsin /

Cypeelt No214, fisineka Ne20, Tast. [uan. Epin ®asa I, Minapis, Manufacturing license : NH/26

Cinesacca — 396230, (Y.T. Haapa i Harap Xasend), [uais.
Manufacturer : Sun Pharmaceutical Industries Litd,

Survey No. 214, Plot No. 20, Govt. Ind. Area , Phase I, Piparia,
Sifvassa - 396 230, {U.T. of Dadra & Nagar MHaveli}, [ndia

PeecTpauiitne nocpiguenss No / Cepriadirar GMP/ GMP cert. :
Registration certificate No. UA/15449/01/02 070/2018/GMP
Ne {Mokazumen AKcocTi / PesyavTarn / Creundirxauis /
Sk Tests Results Specifications
9.3 Bigcyrui r: / Absent/g. He nonyckaerscs /
Escherichia coli Should be absent / g.
10. | Ynakoswa i MmapkyBaums Binnogimae Bianoeinae sumoram MKS sikapceroro 3aco0y
Packing and marking Meets requirements As per the requirements of Methods of product
auality control

tlum A miaTepakyd, 110 3a3HAYEH2 BMIlE inopmartia € mocromipHolo | TouHow, {a cepia npoaykuii Byna
BHLOTOBACHA (BIIIOYALCHH TAKYBAHHA/MAPKYBAHHA) | MPOBENEHO KOHTPONG i AKOCTI Ha BUHILE3AIHAYCHOMY 3aBOi Y
moeHiA siznosinHocTi mo sumor GMP, a Takow y pignosigHocti 3i ciieundikaticio, woe mictntecs 8 MKHA fo
peectpauiiitoro nocsinuenns Ne UA/15449/01/02, supoBuersi npotokosy, [OPOTOKOMY 11AKYBAHHA Ta AHANI3IE AKCCT
Gynu nepesipeni | BeTavopneHo BiamoBiaHicTs BUMOramM GMP.

Statement on certification :

[ hereby certify that the above information is true and accurate. The balch of product was manufactured including
packaging and quality control at the aforementioned plant in fufl compliance with GMP, and in accordance with the
specifications contained in the drug quality control for marketing authorization of UA/15449/01/02, Batch
manufacturing records, packaging and quality control records have been reviewed and found in full compliance with |
GMP requirements.

*BQL: Below quantification limit / Hiwye mopory kinsKicHGro su3payens
** Homimika A: N-(-3,5-aumernnagamantan-1-uaj-ausrasua

3asepero /Authorized By - ey
Menemuxep/ Executive — Quality @) /(LO?"\
Kystap Tagawn / Kumar Thadani g

Hara / Date : %




