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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

| Product : Dyspevict film-coated tablets, 100 mg
Ipoaykr: MucneukT" TaOAETKH, NOKPLITHIE TUIEHOYHOH 060m0uKoi, 100 MT

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~900000.0 tab /

Cepusi Ne : V2500061 O6nem cepuu " 900000.0 Tab

Analytical Repourt No / - 040002790609 Date of Analysis / . 24.01.2025

AHanuTH4YeCKHii oTyeT No Hara anannsa

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2027

JlaTa npon3BoACcTBa T'ogen no

Mfg. License No. / .

IIpousBoacTBEHHASA : MNB/05/263 MA number: / : JIII-Ne(001951)-(PI'-RU)
Homep PY

JIHLIeH3UsT Ne

| Analysis performed according ND:

/ Auaans nposenen o HJI: JITI-Ne(001951)-(PI"-RU)-140323

Page 1 of 7/Crp. 1 137

Ne Test / ITokazaTeanb

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanune

Round white film-coated tablets
debossed with "100" on one side and
plain on the other side. In cross section
- a core is pale yellow. / Kpyriueie

TabNeTKH, [MOKPLIThIE IJICHO4HOM
000J104KOJi oenoro LIBETA, c
rpaBupoBkoit  «100» Ha  omHOH

CTOpOHe W rnajnkhe Ha apyroil. Ha
MONepevyHoM cpe3e — sApo CBETIIO-
JKEJNTOro 1{BEeTa.

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. / Kpyribsle Tabnetku,
MOKPBITbIC TUIEHOUHOH obonoukoil 6enoro
WIN TIoYTH O€JIoro UBera, ¢ r'paBHPOBKOM
«100» Ha OOHOM CTOPOHE W TJafKue Ha
apyroif. Ha nomepedHoM cpese — Aapo oT
6eNoro 10 CBETIO-KEITOro LBETA.

Remarks : The Product confirms to ND/
ITpumeuanmue: ITpoaykt coorBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
Zaxmwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Ioarorosneno: Pravesh Rana [Tposepeno: Santosh Kumar Onobpeno: Menemxep / PykosoauTeb
: Maurya N, Amit Kumar L

Date / Date / Date / '

Hata: 24.01.2025 Hara: 24.01.2025

IHara: 24.01.2025




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAITHM3A

| Product : Dyspevi_ct film-coated tablets, 100 _mg
Tlpoaykr: Jucnesukt" TabneTku, NOKPbIThIE MIEHOYHOH 0607104K0M, 100 Mr

Market / PpIHOK :Russia / Poccus

Batch No / : Batch Quantity / ~900000.0 tab/

Cepusa Ne # V23500061 Odbem cepun " 900000.0 Tab

Analytical RepOft No / - 040002790609 Date of Analysis / . 24.01.2025

AHANTHTHYECKHHA oTYeT No JlaTa ananuza

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2027

JaTa mpou3BoJACTBA I'oneH mo

Mfg. License No. / MA number: /

IpousBoacTBeHHAs : MNB/05/263 ) . JII1-Ne(001951)-(PT-RU)
Howmep PY

auuen3us Ne

_Analysis performed according ND:

/ Ananns nposegen no HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page2 of 7/Crp. 2 37

2 | Identification /
Hpentudurkanust
HPLC /B3)XX

IR spectrometry /

HK-cnexkmpomempus

Complies as prescribed /
CooTeTcTBYET TpeOOBAHUSIM

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). / Bpemsa ynepxuBaHus
OCHOBHOFO TMHKAa Ha  XPOMAarorpamme
UCTIBITYEMOTO pacTBOpa JIOJDKHO
COOTBETCTBOBATh BPEMEHM YIEp:KUBaHUA
OCHOBHOTO MNHMKa Ha  XpOMAaTOrpamMe
CTaHJapTHOrO  pacTBopa  (MCIIBITaHHE
«KonuecTBEHHOE ONPEIENIEHMER).

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. /
HK-cnexTpbl mpernapaTa 4 CTaHAAPTHOTO
o6pasiia, CHATBIC B AUCKC C KN OpOMUTIOM
P, B ofnacty ot 4000 10 450 cm™ mOJOKHBI
NPOSBNATE MAaKCUMYMBI IOTJIOLIEHHS IIPH
BOJHOBBIX ymcnax 3490 cm”, 3302 cm! u
2946 cm! ¢ OTKJIOHEHMEM He Gosee +10 cM”

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykt coorBeTcTBYET TpeboBanuam HJ{

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / " Checked by / Approved by: Manager/Executive /
[oaroropsexo: Pravesh Rana é IIposepeHo: Santo%\’umar Onobpeno: Menemxkep / PykosoauTesb

g Maurya Amit Kumar ==

Z - A,, i
Date / Date / Date / v
Hara: 24.01.2025 Jata: 24.01.2025 Hara: 24.01.2025

Sopistorad Gifice: 8-2-337, Boad Mo, 2, Baniara Hills, Hyderabad - 500024, Telangana, India
Toir +91 404900 2500, Fax: +2 00 2690, Email: mail@diredays.com
CIN; LB APLC0GG507

L drredays.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIH3A

| Product : Dyspevict film-coated tablets, 100 mg

IIpoaykr: IIHCHCBHKT”“ TabeTKy, NOKPBITHIE TIEHOYHOH obosoukoi, 100 mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 900000.0 tab /

Cepus No & V2500061 O0bem cepnn " 900000.0 Tab

Analytical Repoz‘t No/ - 040002790609 Date of Analysis / . 24.01.2025

AnanuTu4deckuii oryer Ne JaTta anaauza

Date of Manufacture / . 12/2024 Date of Expiry / - 11/2027

JlaTa DpoH3BOACTBA T'onen oo

Mfg. License No. / MA number: /

IpouzBoacTBeHHAA : MNB/05/263 : : JITI-Ne(001951)-(PT'-RU)
Homep PY

JuueH3Hs Ne

Analysis performed according ND: / Anaau3s nposenen mo H/I: JITI-No(001951)-(PT-RU)-140323

Page30of 7/Crp.3 n37

3 | Dissolution / PacTBopenne Unit-1/ Tabn.-1

Unit-2 / Tabin.-2

Unit-3 / Tabn.-3

Unit-4 / Ta6n.-4

Unit-5/ Ta6n.-5

Unit-6 / Tabn.-6

4 | Uniformity of dosage units /
OHOpOAHOCTE 21
JMO3MPOBAHHbLIX €XHHHIL

1
97 % Not less than 75 % (Q) of acotiamide
96 % hydrochloride hydrate label claim should be
released into solution in 30 minutes. / He
97 % MeHee 75% (Q) oOT  3asBICHHOro
98 %% comepKaHusl aKoTHamMuaa TUAPOXIIOpHAa
rujpara JOJDKHO MepeiiTH B pacTBOp HEPE3
97 % 30 MHHYT.
98 %
According to the requirements. / B

COOTBETCTBHUHU C Tpe60BaHPI$IMI/I.

5 | Impurities / Ilpumecu

Amide acid Impurity /
[TprMech aMUzia KUCIIOTBE
0.0092 %)

Below LOD (LOD = 0.0092 %) /
Huxe npenena obHapyxenus (I10 =

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

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoxykt cootBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
IToxrorosneno: Pravesh Rana f
/

Maurya

[Ipoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautensb
Amit Kumar

Date /
Hata: 24.01.2025

Date /
Hara: 24.01.2025

Date / v
JHara: 24.01.2025

#-2-237, Road Mo
Tel +31 40 200 2900, Fax
Clivy

Registered Cfiice

2 Banjars Hills, Hyderabad - 506034, Tetanzana, India

8, Email mail@drreddys.com
DO4507

s drreddys.com




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : ] Dyspevict film-coated tablets, 100 mg
IIpoayxr: JncneBukT” TabNETKH, OKPLITBIE MNEHOYHOM 0600uKoi, 100 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~900000.0 tab/

Cepug Ne § V2300061 Oo6nem cepun " 900000.0 Tab

Analytical Repo:‘t No/ - 040002790609 Date of Analysis / . 24.01.2025

A”ajuTHuecKHii oTuer Ne Jarta anajausa

Date of Manufacture / - 12/2024 Date of Expiry/ - 11/2027

Jata npou3BoacTBa I'onen g0

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAA : MNB/05/263 ) : JI[I-Ne(001951)-(PI'-RU)
Homep PY

auuen3ust Ne

Analysis performed according ND: / Anasu3 nposeaen no H/L: JITT-Ne(001951)-(PI"-RU)-140323

Page 4 of 7/ Ctp. 4 m3 7

Individual maximal
unidentified impurity /
Enuauunas MaKcUMasbHas
HenaeHTH UM pOBaHHAs
npuMech

Below BDL (BDL= 0.08 %)/ Huxe nopora
perucrpatumu (IIP =0.08 %)

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

| Total impurities /
Cymma npumMeceit

Below BDL / Huxke mopora peructpauun

Not more than 0.75 % / He 6onee 0,75 %

6 | Water / Boaa

5.8%

Not more than 10.0 % / He 6osee 10,0 %

7 | Microbiological purity / Mukpo6uosornueckas Yucrora

a) Total Aerobic Microbial
Count / O0L1ee KOTHYECTBO
JKHU3HECTIOCOOHBIX a3pOOHbBIX
MUKPOOPraHH3MOB

Lessthan 10 CFUperl g
Menee I0KOEB 1T

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

b) Total Combined Yeasts &
Moulds Count / Ob1iee uncno
JPONOKEBBIX U TJIECHEBBIX
rpuboB

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

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

¢) Escherichia Coli

Absent in 1 gram /
OrcyrctByeT B 1T

Shell be absent in 1 gram /
OrcyrcTBHE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / P Checked by /

IToarorosneno: Pravesh Rana j’
f

‘ [Tposepeno: Santosh Kumar
Maurya . '

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoauTenb

Date /
Jara: 24.01.2025

Date/
Hara: 24.01.2025

Amit Kumar L
Date / '

Jara: 24.01.2025

Registered Office: €
Taal: +2140

wwLdrreddys

com

Road Mo, 3, Baniara Hills, Hyderabad - 500034, Telangana, india
10 5800 24

4 ail: mailiddrreddys.com
APLCD0A507
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Dr. Beddy's Laberatories Lid

Formuiation Jinit-5H
o

CERTIFICATE OF ANALYSIS
CEPTHUOHKAT AHAJII3A

“Product : Dyspevict film-coated tablets, 100 mg

Ipoaykrt: Nucnepukt” TabNeTKH, MO

KPBITBIE TUICHOUHOH 060104K0#, 100 Mr

Market / PoiHok

Russia / Poccust

Batch No / : Batch Quantity / - 900000.0 tab /

Cepns Ne § V2500001 Oo6bem cepuu " 900000.0 Tab

Analytical Report No/ - 040002790609 Date of Analysis / . 24.01.2025

AHaguTHYECKHI oTueT No JlaTa anaau3a

Date of Manufacture / - 12/2024 Date of Expiry / . 11/2027

JaTa nponsBoacrsa I'open no

Mfg. License No. / MA number: /

Hpon3BoacTeennas : MNB/05/263 : . JI[1-Ne(001951)-(PT-RU)
Howmep PY

aunensus No

Analysis performed according ND:

/ Ananus nposened mo H/: JITT-Ne(001951)-(PI'-RU)-140323 -

Page50f7/Crp.5mu37

8 | Assay / KonnuecTBeHHOE 98.4 mg/ 98.4 mMr From 90.0 mg to 110.0 mg of acotiamide
ompeneJieHue hydrochloride hydrate. /
Or 90,0 mMr mo 110,0 Mr axotuamuja
CHIPOXAOpUA THApATA.
9 | Packaging / Ynakoeka 10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.

5 blisters and a patient information leaflet (package insert) in a carton. / Ilo 10
Tabnerok B KOHTYPHYIO SUEHKOBYO YIIaKOBKY u3 NUJIEHKH
TIOJIMBUHUIIXJIOPHIHOM/MONMBHHHINISHXTOPUIHON 1 QONbru anoMuHueBoi. Ilo 5
KOHTYPHBIX SYEHKOBBIX YIAKOBOK BMECTE€ C WHCTPYKUHMEH [0 MeIULMHCKOMY
TIpUMEHEHHO (JIMCTKOM-BKIIabILIEM) B TAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipogykt cootseTcTBYeT TpeboBaHUsAM H/J

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Toarorosneno: Pravesh Rana // [IposepeHo: Santnsh@)umar Onobpeno: Menemxep / PykoBoauTeits
: Maurya Amit Kumar L
& —_— /&,—41/,
Date / Date / Date / v
JHara: 24.01.2025 Hara: 24.01.2025 Jlata: 24.01.2025
Reciclerad Dffice: B-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

& @
Tafr 91

) 2962 Email: maili@dreeddys.com
SAP1TSE4PLCO0L50T

Larreddys.com

E0 4900 2904, F




Dr.Reddy’s Q;‘:‘.

Dr. Reddy's Laboratories |d.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www, drreddys.com

CERTIFICATE OF ANALYSIS

CE

PTUDHKAT AHAJIHM3A

Product : Dyspevict film-coated tablets, 100 mg

Hpoayxr: JncneBukT” TabNIeTKH, MOKPBITHIE MIIEHOYHOM 060J104KO#, 100 MT

Market / PoiHOK :Russia / Poccus ]
Batch No / . Batch Quantity / - 900000.0 tab /
| Cepusi Ne 1 Y2300061 O0Bem cepun " 900000.0 Tab
Analytical Report No/ 040002790609 Date of Analysis / - 24.01.2025
AHanuTHYeCKHH oTHeT No JaTa ananinsa |
Date of Manufacture / - 12/2024 Date of Expiry / - 11/2027
JlaTa npou3BoACTBA T'ogen mo
Mfg, License No. / MA number: /
IIpoussoacTBennas : MNB/05/263 ) ¢ JITT-Ne(001951)-(PI'-RU)
Homep PY
JuieH3nsa Ne

| Analysis performed according ND:

/ Ananus nposegex mo HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page 6 of 7/ CTp. 6 M3 7

API name / HaumenoBanue ADC:

Acotiamide hydrochloride hydrate / AkoTHamMua rHAPOXIOPUAA THAPAT

INN / MHH:

Acotiamide / AKOTHaMH T

API manufacturer batch number /
Homep cepun npoussogutesis APC:

ACT-24004, ACT-24005

FP Manufacturer API Batch number /
Homep cepun cyGcTaHLMH IPOU3BOAHUTEIA
I'Jid:

FERA00307, FERA00323

API Manufactured by & country /
IIpousBoguteap APC, crpana:

Emmennar Pharma Private Limited, India /
Ommennap ®apma [Ipaitser JIumurten, Muaus

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

HanmMeHoBaHHe, afpec, JHLCH3HA M
IIpounsBoacTeennas maomaaka / Iltomanka
KOHTpOJA kKadyecTBa / Ilomaaka BelnycKa

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

II-p Pennw’c Jlaboparopuc Jita., Uuaus, [1pouseoacTBeHHOE
noxpasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bapau, Juctpukr
Conan, X.I1., 173205, Unaus (muuensus Homep MNB/05/263)

Remarks : The Product confirms to ND/

INpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanu:am HJ|

Conclusion : APPROVED /
3akmouenue; OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh Rana / INpoeepeno: Santosh Kumar Onobpeno: Menemxep / PyKoBoaMTENb
: i S
b Maurya Amit Kumar /S( Pt
Date / Date / Date / '

Hara: 24.01.2025

Jara: 24.01.2025

Hara: 24.01.2025

Registered Office: 8-2-237, Ro

ad No. 3, 2anjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: maii@drreddys.com

CIN: L35195AP1954PLC004507
www.drreddvs.caom




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Hpoayxr: JIncneBUukT" TabNeTKH, MOKPBIThIE NIEHOUYHOH 0bo0s104K0ii, 100 Mr |
Market / PpiHoK :Russia / Poccus ]
Batch No / . Batch Quantity / ~900000.0 tab/
Cepust Ne g VeiD! O6beMm cepuu " 900000.0 Tab
Analytical Repo:’t No/ - 040002790609 Date of Analysis / . 94.01.2025
AHanuTHYecKHii oTyeT No JlaTa aHaau3a i
Date of Manufacture / - 12/2024 Date of Expiry / - 11/2027
Jata mpoM3BOACTBA I'onen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAS : MNB/05/263 ’ . JITI-Ne(001951)-(PT-RU)
Homep PY
JuneH3ust Ne
Analysis performed according ND: / Anaaus npogegen mo HJI: JITI-Ne(001951)-(PI'-RU)-140323 - |

Page 7of 7/ Ctp. 7 M3 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».

3akJ/I04eHde 0 COOTBeTCTBHH: «HacTosIyM # MoATBEpKAalo, YTO NPUBEAEHHAs BblIE MHOOPMALUS SABIAETCSA
JOCTOBEPHOI M TOUHOM. DTa cepyusi NMPOAYKLMM Mpou3Be[eHa (BKI0Yas YNakoBKy (MapKMpOBKY) W KOHTPOIb
KauecTBa) Ha BHIEYKA3aHHOM [POW3BOACTBEHHOM [UIOIAaAKe (TMUIOIA@nKaXx) B IOJHOM COOTBETCTBUM C
TpeboBanusmMu [IpaBui Hajuiexaluell NMPOM3BOACTBEHHON NMPAKTUKKU EBpasMHCcKOro 3KOHOMUHYECKOrO COw03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTs6ps 2022) 1 TpeOOBaHUAMU KOHTPOJIsl KAYECTBA J1€KapCTBEHHBIX CPEAICTB,
a TakKe B COOTBETCTBUH CO CrEUPUKALUIMHI, CONEPIKAIIMMHUCS B PEMMCTPAIMOHHOM JI0Ch€ CTPAHBI-MMIIOPTEPA.
3aIMCH [0 NPOM3BOCTRY, YNAKOBKE M aHAIIU3Y POBEPEHb, U yCTAHOBIIEHO UX COOTBETCTBHUE TpebosaHusM [1paBui
HaJIeXalel MPpOU3BOACTBEHHOM NMpakTUKU EBpasuicKOro 5KOHOMHYECKOTO COK3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBanusam HJL 3aknouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[onrorosineHo: Pravesh Rana IIpoBepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoautenb

{ Muurya ' Amit Kumar -

(>

Date / Date / Date / ¢
Harta: 24.01.2025 Hara: 24,01.2025 Hara: 24.01.2025

Cife: LBSL95AP1

wivaLdrieddys,com




