@
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Mpoaykt: [lucneBukt” TabneTkH, MOKPbIThIE MIEHOUHOH 06010uKO0H, 100 MI

Market / PoiHOK : Russia / Poccus

Batch No / ; Batch Quantity / _900000.0 tab /

Cepus Ne i V2402218 Oobem cepun " 900000.0 Tab

Analytical Repourt No/ - 040002703821 Date of Analysis / . 98.10.2024

AnanmTHyecKkuii oTyeT No JlaTa anasimsa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2027

JaTa npoM3BOACTBA - T'onen no

Mfg. License No. / MA number: /

ITponsBoacTBeHHAs : MNB/05/263 ) : JITI-Ne(001951)~-(PI'-RU)
. Homep PY

JHeH3us Ne

Analysis performed according ND:

/ Awanus nposenen no HJI: JITT-Ne(001951)-(PI™-RU)-140323

Pagelof 7/Cip. 1 37

Test / IToxazaTennb

Result / PesyasTatsl

Specification / Hopma

1 | Description / Onucanue

Round white film-coated tablets
debossed with "100" on one side and
plain on the other side. In cross section
- a core is white. / Kpyrnble TabneTku,
MOKPBITbIE TIEHOYHOH 000JI0UKOH
Oenoro 1pera, ¢ rpaBUpoBrol «100»
Ha OJHOIl CTOpOHE M THajkie Ha
Jpyroii. Ha monepedHom cpese — 1apo
OeJoro 11BeTa.

Round white to off-white film-coated tablets
debossed with "100" on one side and plain on
the other side. In cross section - a core is
white to pale yellow. / Kpyrnble TabneTku,
IOKPBIThIE TJIEHOYHOH obonoukoil Genoro
WY TOYTH OeNoro LBeTa, ¢ I'PaBUPOBKOHN
«100» Ha oOnHOW CTOpOHE M TINajKHe Ha
apyroit. Ha nomepedHom cpe3e — sipo OT
6eJIoro 10 CBETNIO-XKENTOro L[BETA.

Remarks : The Product confirms to ND/
IMpameuanne: [TponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: ManagerfExecutive /
[Toarororneno: Santosh Kumar [Iporepeno: Pardeep Kumar Opnobpeno: Metnemxep// PykosoauTensb
Maurya i Abhishek Chauhan 7 /

Date / Date / Date /

JHara: 29.10.2024 Jara: 29.10.2024 Jata: 29.10.2024




@e
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

[ Product : Dyspevict film-coated tablets, 100 mg

Ilpoaykr: JncnesukT" TabNeTKH, NOKPBITBIC MAEHOUHOH 060n04koi, 100 mr

Market / PoiHok : Russia / Poccust

Batch No / . Batch Quantity / _900000.0 tab/

Cepus Ne V2402218 O6bem cepun " 900000.0 Tab

Analytical Repourt No/ - 040002703821 Date of Analysis / . 28.10.2024

AnajuTHYecKHii oTueT No Jdarta anaaunsa

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2027

Jarta npou3BoJcTBa o I'ogen a0

Mfg. License No. / .

IIponsBoacTBeHHAs : MNB/05/263 MA number: / : JIII-Ne(001951)-(PT-RU)
. Homep PY

aunen3us Ne

Analysis performed according ND:

/ Ananus nposenen mo H/L: JITI-Ne(001951)-(PT-RU)-140323

Page2 of 7/C1p. 2 m3 7

2 | Identification /
Npoenndpuranus
HPLC /BOXX

IR spectrometry / HK-
Cnekmpomempus

Complies as prescribed /
CootgetcTBYET TpeOOBAHHAM

Complies as prescribed /
CootBeTcTBYET TpeOOBAHUAM

Retention time of the main peak in the
chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of standard solution ("Assay"
test). / Bpems yaep»uBaHHS OCHOBHOI'O ITHKA
Ha XpoMmaTorpaMMe HCIBITYEMOTO pacTBopa
JOJDKHO COOTBETCTBOBATb BpeMeHH
yIepKUBaHWA  OCHOBHOrO  NHKa  Ha
XpoMaTorpaMMme CTaHAapTHOrO  pacTBopa
(vicnbiTaHHe «KonuyecTBeHHOE
OTpeAeNCHUEN).

IR spectra of the medicinal product and the
reference standard taken in the potassium
bromide R disk should exhibit absorption
maxima at wave numbers 3490 cm’,
3302 cm’', and 2946 cm™ with a deviation of
NMT +10 cm’ in the 4000-450 cm™ range. /
HUK-cnekTpbl Tnpenapara Hd CTaHLApTHOTO
o0Opasiia, CHsThIE B AUCKE C Kanus OpoMUAOM
P, B o6nacti oT 4000 1o 450 cm™ momKHBI
IPOSABJIATH MAKCUMYMBbl MOIJIOLIEHHS MPU
BOJIHOBBIX uHcnax 3490 e, 3302 cm’ u

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoaykT cooTeTcTBYET TpedoBanuaM HJI

Conclusion : APPROVED /
3akmwuyenue: OJOBPEHO

Prepared by / Checked by / | Approved by: ManagerfExecutive /
[Toarororneno: Santosh Kumar [Iposepeno: Pardeep Kumar Onobpeno: Menemxep// PykosoanTeis
Maurya 8 ; Abhishek Chauhan / /ﬂ

Date / Date / Date /

Hata: 29.10.2024 Hara: 29.10.2024 Jata: 29.10.2024




Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATIM3A

[ Product : Dyspevict film-coated tablets, 100 mg

Hpoaykr: JicneBUKT" TabNeTKH, NOKPbIThIE MICHOYHOH 00010uKOH, 100 Mr

Market / PoiHOK : Russia / Poccus

Batch No / ) Batch Quantity / - 900000.0 tab /

Cepus Ne § V2402218 O6bem cepuu " 900000.0 Tab

Analytical Repourt No/ . 040002703821 Date of Analysis / . 98.10.2024

Anajaurnvyeckuii oruer Ne JaTa apannza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2027

JlaTa mpon3BojacTBA T'onen g0

Mfg. License No. / .

IIponsBoacTBeHHAas : MNB/05/263 MA number: / : JHI-Ne(001951)-(PT-RU)
Homep PY

nuueHsusa Ne

Analysis performed according ND: / Anaaus nposesen no HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page3of 7/Ctp. 3 u3 7

2946 cm™' ¢ oTkIOHEeHHEM He 6omee £10 cm™.
Stage-1
Unit-1/ Ta6n.-1 98 %
Unit-2 / Tabn.-2 99 %
Unit-3 / Ta6n.-3 66 %
Unit-4 / Tabn.-4 99 %
Unit-5 / Tabn.-5 89 % Not less than 75 % (Q) of acotiamide
Unii6 ] Taon-6 7 hydrochloride hydrate label claim should be
’ ¢ released into solution in 30 minutes. / He
3 Dissolution / PactBopenne Stage-2 menee 75 % (Q) Ot 3asBIEHHOI0
Uil Tabn7 019, coiepXaHus akoTHAMHUAA ITHAPOXIIOPHAA
) ¢ rUjpara JOMKHO MepelTy B pacTBOP 4epe3
Unit-2 / Tabn.-8 101 % 30 MHHYT.
Unit-3 / Tab1.-9 103 %
Unit-4 / Ta6in.-10 99 %
Unit-5/ Tabn.-11 102 %
Unit-6 / Tabmn.-12 100 %

Remarks : The Product confirms to ND/
TMpumeyanne: [TpoaykT cooTBeTCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

1
Approved by: Manager/Executive /

Prepared by / Checked by /

[Toaroroeneno: Santosh Kumar [Tpoeepeno: Pardeep Kumar Onobpeno: Menemxey / PykoBoauTenb
Maurya @( (Ji/ Abhishek Chauhan j

Date / Date / Date /

Hara: 29.10.2024 Hara: 29.10.2024 Jara: 29.10.2024




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IpoaykT: [ncnepuxt” TabneTku, NOKPbIThIE MIEHOYHOH 06onoukoi, 100 mr

Market / PoIHOK : Russia / Poccus

Batch No / . Batch Quantity / _900000.0 tab /

Cepusi No - V2402218 O0neM cepHH " 900000.0 tad

Analytical Repolrt No/ - 040002703821 Date of Analysis / . 18.10.2024

AHanuTHYeCKHii oTueT No JlaTa aHanu3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2027

JlaTa mpou3BoacTBA | l'onen o

Mfg. License No. / MA number: /

IlpoussoacTBeHHasA : MNB/05/263 ) . JITT-Ne(001951)-(PI'-RU)
. Homep PY

JuHneH3ns Ne

Analysis performed according ND: / Ananu3 nposeaen no H/I: JITT-Ne(001951)-(PI'-RU)-140323

Paged of 7/ C1p. 4 n3 7

4 | Uniformity of dosage units /

OIHOPOAHOCTD
J03UPOBAHHBIX eIHHHUI

According to the requirements. /
3.1 COOTBETCTBUM C TPEOOBAHUAMMU.

5 | Impurities / IIpumecu

Amide acid Impurity
IMTpumMech aMHza KUCIIOTBI

Individual maximal
unidentified impurity
EnnHuuHas  MakcHMasbHas
HEeUACHTHOULHPOBAHHAA
NPHMEChH

Below LOD (LOD = 0.0092 %) /
Huxe npenena obHapyxeunud (110 =
0.0092 %)

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6o1ee 0,20 %

Below BDL (BDL= 0.08 %) / Hixe nopora
pernerpawuu (TP =0.08 %)

Total impurities /
Cymma npumeceit

Below BDL / Huxe nopora perucrpaumi

Not more than 0.75 % / He Gonee 0,75 %

6 | Water / Boaa

5.8% Not more than 10.0 % / He 6onee 10,0 %

7 | Microbiological purity / MukpoOHOoJIOTHYECKAs YHCTOTA

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneHo: Santosh Kumar IpoBepeno: Pardeep Kumar Onobpeno: Menemkep)/ PykoBoaAnTeNb
Maurya \2 Qi_’(/ Abhishek Chauhan /

Date / Date / Date /

Hata: 29.10.2024 Hara: 29.10.2024 Hata: 29.10.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHATTM3A

Product : Dyspevict film-coated tablets, 100 mg
Ipoayxr: JncneBukT” TabNETKM, NOKPbIThIE MIEHOYHOH 000104UKOH, 100 MT

Market / PbiHoK : Russia / Poccus

Batch No / . Batch Quantity / = 900000.0 tab /

Cepus Ne § V2402218 O6bem cepuHu " 900000.0 Tad

Analytical Repovrt No/ . 040002703821 Date of Analysis / - 28.10.2024

AHaanTHUYecKHii oTuer No JlaTa aHaau3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2027

JaTta npon3BoacTBa T'onen 10

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 ) : JITT-Ne(001951)-(PI'-RU)
. Homep PY

aunensns Ne

Analysis performed according ND: / Anann3s nposeien no HJI; JITT-No(001951)~-(PI"-RU)-140323

Page 50of 7/Crp.5S n3 7

a) Total Aerobic Microbial
Count / Obuiee KOMHYECTBO
JKHU3HECTIOCOOHBIX a3pOOHBIX
MHUKPOOPraHu3MOB

Less than 10 CFUper 1 g
Menee IO KOEB 11

Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) Total Combined Yeasts &
Moulds Count / Ob1ee uncno
JPOMXOKEBBIX M MJIECHEBBIX
rprboB

Less than 10 CFU per 1 g/
Menee I0KOEB I T

Not more than 10 CFU/g /
He 6onee 10° KOE/r

¢) Escherichia Coli

Absentin 1 gram/
OtcytctByeTB 1 1

Shell be absent in 1 gram /
OrcyrctBUE B 1 T

9 blisters and a patient information
TabJeToK B KOHTYPHYIO

8 | Assay / KoanuecrBeHHOE 97.8 mg/97.8 Mr From 90.0 mg to 110.0 mg of acotiamide
omnpeaeneHue hydrochloride hydrate. /
Ot 90,0 mr mo 110,0 mMr axoruamuia
THAPOXJIOpHJIA THApaTa.
9 | Packaging / YnakoBka 10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.

leaflet (package insert) in a carton. / Ilo 10
SIUEHKOBYIO YIaKOBKY U3 TUIEHKH

TOTMBHHUIIXJIOPUIHON/MOMMBUHUITHASHXTOPUAHON 1 Gobri antoMiHueBoi. 1o 9

KOHTYPHBIX SYEHKOBBIX YMaKOBOK

BMECTE C MHCTPYKUHell MO MEAMUHHCKOMY

NpUMEHEHHUIO (IMCTKOM-BKJIABILIEM) B 124Ky KapTOHHYIO.

e

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBaHuaM H/J

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
ITogrorosineHo: Santosh Kumar

Maurya %

-

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep/ Pykosoautesb
Abhishek Chauhan

Date /
Hara: 29.10.2024

Date /

Hata: 29.10.2024

Date /
Hara: 29.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAIIM3A

| Product : Dyspevict film-coated tablets, 100 mg

Hpoayxr: Hucrnepukt” TabieTk, NOKPLITHIE NeHOYHOH obonoukoil, 100 mr
p \ )

JuneH3us Ne

Market / PoiHOK : Russia / Poccus
Batch No / F Batch Quantity / . 900000.0 tab/
Cepus Ne § V2402218 Oobem cepun " 900000.0 Tabd
Analytical Repourt No / - 040002703821 Date of Analysis / - 28.10.2024
AHanuTHYEeCKHIT oTyeT No Hara anaansza
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2027
JaTa npou3BOACTBA - Toxen o
Mfg. License No. /
. MA number: / ) No pr.
IlpousBoacTBeHHas : MNB/05/263 Homep PY : JIII-Ne(001951)-(PI'-RU)

Analysis performed according ND: / Anasu3 nposeges no HJI: JITI-Ne(001951)-(PI™-RU)-140323

Page 6 of 7/ CTp. 6 M3 7

API name / HaumeHnoBanue APC:

Acotiamide hydrochloride hydrate / AkoTnamua ruapoxiopujaa ruapat

INN / MHH:

Acotiamide / AkoTHAMHJ

API manufacturer batch number /
Homep cepun nponssogurens ADC:

ACT-24004

FP Manufacturer API Batch number /
Homep cepun cy0cTaHIHH IPOU3BOAHTEISH
IJId:

FERA00307

API Manufactured by & country /
IIponsBoautenr ADC, crpana:

Emmennar Pharma Private Limited, India /
Dmmennap ®apma Ipaiiser Jlumuten, Muanus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumeHoBaHuUe, axpec, THLEH3US s
IIpouzBoacTBeHHAA MIOMIAAKA /
IIromagka KOHTPOAA KayecTsBa /
IMnomaaka BeIycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pennu’c Jlabopatopuc JIta., Munus, Ipoussoacteentoe
noapaszenenue-6, Bunn. Kxons, Hanarapx Poya, bagau, Jnctpukt
Conan, X.I1., 173205, Unnus (uuensus Homep MNB/05/263)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipameuanne: [Tpoaykt cooTBeTcTBYET TpeOoBanusIM HJ{ 3akmouenne: OJOBPEHO

]
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh Kumar ITposepeHo: Pardeep Kumar Onobpeno: Meuenmep/ Pykosogutens
Maurya Oﬁ/’/ Abhishek Chauhan / /
Date / Date / Date / ]

Hara: 29.10.2024 JHara: 29.10.2024 Hara: 29.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
| ITpoaykT: JncneBukt" TabneTKH, NOKPLITHIE MIeHOYHOH obonoukoi, 100 Mr

Market / PbiHoK : Russia / Poccus

Batch No / : Batch Quantity / ~900000.0 tab /
| Cepusi Ne V2402218 O0bem cepun " 900000.0 Tad

Analytical Repo:‘t No/ . 040002703821 Date of Analysis / . 28.10.2024

AHanuTHYEeCKHUIT oTueT Ne JlaTa anaau3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2027

JlaTa Npou3BOJCTBA I'open oo

Mfg. License No. / .

IIpou3BoacTBeHHAA : MNB/05/263 MA number: / : JITT-Ne(001951)~-(PI'-RU)

. Homep PY
JumeH3ng Ne
Analysis performed according ND: / Auann3 nposeges no HJI: JITI-Ne(001951)-(PI'-RU)-140323

Page 7of 7/ Crp. 7T u3 7
Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aKinoueHne 0 cooTBeTcTBHE: «HacTosiyM s noaTBepxAaro, YTO NPUBEEHHAs BhIE HHPOPMALIMS ABJIAETCS
JIOCTOBEPHOM M TOYHON. DTa CepHs NPOJYKLUMHM MpoM3BeAeHa (BKIIOYas YNMAKOBKY (MapKMpOBKY) W KOHTPOJb
KayecTBa) HA BBIUEYKA3aHHOM MpPOU3BOACTBEHHON miom@nke (Mmiowagkax) B IOJHOM COOTBETCTBHH C
TpebGoBanuamMU [IpaBui Hajsiexaleil IpOMU3BOACTBEHHON npakTUku EBpasuiickoro 5KkOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsibps 2022) 1 TpeOOBAHUAMU KOHTPOJIS KAUECTBA JICKAPCTBEHHBIX CPEACTB,
a TaK)Xe B COOTBETCTBUM CO CHeNUPUKALMSIMHU, CONSPKAIMUMUCSA B PETMCTPALIMOHHOM JIOChE CTPaHbl-UMIIOpTEpA.
3anucH no NpoU3BOJCTBY, YIIAKOBKE U aHATIM3Y IPOBEPEHB!, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHuAM [1paBun
HaJexallei npou3BoACTBEHHOM MpakTuky EBpa3niickoro 5SKOHOMH4€ECKOro Cor3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [Ipoaykt coorsercTByeT TpebopanuaM HJI 3akia0ueHue: OI[OBPE,,HO
Prepared by / Checked by / Approved by: Manager/B/xecutive /
IToxrorosneHo: Santosh Kumar IIporepeno: Pardeep Kumar Onobpeno: Menemxep /[PykoBoglTens
Maurya "% Abhishek Chauhan

A o -
Date / Date / Date /
Hara: 29.10.2024 Hata: 29.10.2024 Hara: 29.10.2024




