Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIUM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagairh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Dyspevict film-coated tablets, 100 mg
Ipoaykr: JIucneBUKT" TaGNETKH, MOKPBIThIE IEHOYHOH 060104K0#, 100 Mr

Market / PoiHOK : Russia / Poccust

Batch No / - Batch Quantity / . 9,00,000 tab /

Cepus Ne 5 WaoOBEal O0bem cepun " 9,00,000 Tab

Analytical Repourt No/ - 040003368073 Date of Analysis / . 21.04.2026

AHaguTnyecknii oryer No JlaTa anasu3a

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2029

JaTa npon3BoacTBa T"ogen go

Mfg. License No. / MA number: /

IIpousBoacTBeHHast : MNB/05/263 ’ : JIII-Ne(001951)-(PT'-RU)
Homep PY

JuieH3ns Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JIII-Ne(001951)-(PI'-RU)-140323

Page 1 0of 8/ Crp. 1 n38

Ne

Test / [loka3zaTean

Result / Pe3yabTaTsl

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. / Kpyribie
TabJeTKH, TMOKPBIThIE TMJIEHOYHOMN
obonoukoit  Oejjoro  LBeTa, C
rpaBupoBkoii  «100» Ha onHOM
CTOpOHE W rnajkue Ha apyroil. Ha
nonepeyHoM cpese — Aapo Oeloro
BeTa.

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. /
Kpyrnsie TabJIeTKy, MOKPBITbIE
[UIEHOYHOH ofosoukoil  Genoro  wiu
noytd Oenoro LBera, ¢ TPaBUPOBKOMH
«100» Ha OfHOHN CTOpOHE M riajKue Ha
Jpyroi. Ha nonepeunom cpese — sapo ot
6ey10ro 10 CBETIIO-3KENITOrO [IBETA.

Identification / UnenTnduKaNNS

Remarks : The Product confirms to ND/
IIpumeyanne: Ilpoaykt coorBeTcTBYET TpeboBaHUsM HJI

Conclusion : APPROVED /
3axnw4yenue: OJOBPEHO

Prepared by / IToarotoeneno: ||Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Ashish Kumar INposepeno: Pravesh [Mpoeepeno (AOK): Ajay person / Ono6peHo: Obecrieuenue
w’/ Rana Kumar Srivastava %{CCTBa/OTBeT%TBCHHOG, JIMLO:
B i lcoadim

’,:B*’ ’ s '///t7o \!)j> A
Date / Date / Date / Date / ( \"v%q,/v A
Jlara: 21.04.2026 Jara: 21.04.2026 Jara: 21.04.2026 Hara: AP

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 40 4900 2900, Fax: 91 40 49090 2999, Email: mail@drieddys.com

CIN: L.

WA
/

SAP1884PLCO04SCT

v drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Dyspevict film-coated tablets, 100 mg
Hpoaykr: JlncneBukt” TaGAETKH, OKPHITHIE [IEHOYHOI 060104KO#, 100 Mr

Market / PoiHoK : Russia / Poccust

Batch No / . Batch Quantity / - 9,00,000 tab /

Cepns Ne R O6bem cepun * 9,00,000 a6

Analytical Repourt No/ - 040003368073 Date of Analysis / - 91.04.2026

AHaJIHTHYeCKHH 0TyeT N2 JlaTa ananu3a

Date of Manufacture / - 03/2026 Date of Expiry / - 02/2029

JlaTa npousBoacTBa Topen oo

Mfg. License No. / MA siminber: /

Ilpon3BoACTBEeHHAS : MNB/05/263 : : JITI-Ne(001951)~(PT-RU)
Homep PY

JHIeH3us Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page2 of 8 /Ctp.2 u3 8

2a | HPLC/BOXX

Retention time of the main peak in the
chromatogram of test solution complies
with retention time of the main peak in
the chromatogram of standard solution
("Assay" test). / Bpems ynepxuBaHus
OCHOBHOTO ITHKA Ha XpoMarorpamme
UCIIBITYEMOr0 pacTBOpa COOTBETCTBYET
BpPEMEHU Y/epKUBaHUS OCHOBHOTO MUKA
Ha  XpoMmaTorpaMMme  CTaHAApTHOTO
pactBopa (ucnbiTanne «Konu4yecTBeHHOE
OTIPEAETIEHUE).

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). / Bpewms
yIAep)KHBaHWs OCHOBHOrO NHKa Ha
XpOMaTorpaMMe UCIBITYEMOr0 pacTBOpa
JOJDKHO ~ COOTBETCTBOBAaTH  BpeMEHH
YIOEpXKUBaHHS OCHOBHOIO NMKa Ha
XpoMaTorpaMme CTaHAApTHOTrO pacTBOpa
(ucnbiTanue «KonuuectBeHHoe
OIIpE/CIICHUEY).

Remarks : The Product confirms to ND/

Ipumeuanne: [Tponykt cooreercreyer Tpeboranusm HJI

Conclusion : APPROVED /
3axkmouenne: OJJOGPEHO

Prepared by / [ToarorosneHo:
Ashish Kumar

Checked by /
IlposepeHo: Prayesh

Checked by (AQA) /
ITpoeepeno (AOK): Ajay

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecneyeHue

p&N Rana Kumar Srivastava i kavecTBa/OTBETCTBEHHOE JIHILO!
o
13 VA
/ 9 ; N/_\/I l ‘ Z|w ‘CM ﬂ o
Date / Date / Date / Date / ( ;
Jlata: 21.04.2026 Jlara: 21.04.2026 Jlata: 21.04.2026 Jlarta:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

Product : Dyspevict film-coated tablets, 100 mg
Mpoaykt: JiucneBUkT” TaGNETKHU, NOKPBIThIE MIEHOUHOI 0605104KOi, 100 Mr

Market / Ppinok : Russia / Poccus

Batch No / . Batch Quantity / . 9,00,000 tab /

Cepus Ne i NZGNET] Oo6bem cepun " 9,00,000 Tab

Analytical Repourt No/ - 040003368073 Date of Analysis / - 21.04.2026

AHanuTH4ecKnii oTyer Ne JlaTa aHajM3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2029

JlaTa npousBoacTBa I'open no

Mfg. License No. / e —

IIpousBoacTBeHHast : MNB/05/263 ) : JI[1-Ne(001951)-(PT'-RU)
Homep PY

JMneH3us Ne

Analysis performed according ND: / Anasu3 nposeaen mo HJI: JITI-Ne(001951)-(PI"-RU)-140323

Page 3 of 8/ Ctp.3 m3 8

2b | IR spectrometry / HK-

CReKmpomempus

IR spectra of the medicinal product and
the reference standard taken in the
potassium bromide R disk 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. / UK-cnekTpsl mpenapara
U CTaHJApTHOro o0paslla, CHATHIE B
Jucke ¢ Kanus 6pomuom P, B obnactu ot
4000 g0 450 com!'  nmposmasior
MaKCHMYMbI TIOTJIOLCHUS TPU BOJIHOBbIX
yucnax 3490 cm™, 3302 cm! 1 2946 em!
C OTKJIOHEHHEM He Gosee £10 cm™.

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
cem’, 3302 cm’, and 2946 cm” with a
deviation of NMT £10 cm™ in the 4000-
450 cm' range. / UK-ciekTphl npenapara
¥ CTaH[JapTHOTO 00pa3ila, CHATHIE B JUCKE
¢ kanus 6pomuzom P, B obnactu ot 4000
no 450 cm!'  pomkHBI  TIpOABNATH
MaKCHMYMbI TOTJIOUIEHHS TIPH BOJIHOBBIX
yncnax 3490 cm™, 3302 em! u 2946 cm!
C OTKJIOHEHMeM He 6onee £10 cm™.

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoayxt cooTBercTByeT TpeboBanusm HJ

Conclusion : APPROVED /
3aknaiouenne: OJOBPEHO

Prepared by / IloarorosneHo:
Ashish Kumar

Checked by /
[Tpoeepeno: Pravesh

Checked by (AQA) /
ITposepeno (AOK): Ajay

Approved by: Quality Assurance/Authorized
person / Opobpeno: ObecrieyeHue

Rana Kumar Srivastava kayecTea/OTBETCTBEHHOE JIULIO:
)
- N [gmiadis
: M
Date / Date / Date / Date / / Y?‘ ’l// 17
Jlata: 21.04.2026 Jlara: 21.04.2026 Jlata: 21.04.2026 Jlara: A %

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

\

/il]. Khol, Nalagarh Road, Baddi,
Jistt. Solan, H.P., 173 205, INDIA
fel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Ipoxyxr: JlucneBukT® TabNeTKH, OKPBITHIE MIEHOUHOM 0607104KOM, 100 Mr

Market / Ppinok : Russia / Poccust

Batch No / . Batch Quantity / - 9,00,000 tab /

Cepus Ne i V2gnnes] O0beM cepuu " 9,00,000 Tab

Analytical Repovrt No/ . 040003368073 Date of Analysis / . 21.04.2026
AHanuTHyeckuii oTyeT Ne Jarta anaymm3a

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2029

JlaTa npou3BoJCTBA TI'open no

Mfg. License No. / MA number: /

IIpousBoacTBeHHas! : MNB/05/263 Homep FY : JI1-Ne(001951)-(PT-RU)

Juuedsus Ne

Analysis performed according ND: / Auamus npoeenen mo HJI: JIIT-Ne(001951)-(PI'-RU)-140323

Page40f8/Crp.4u3 8

3 | Dissolution / PacTBopenue

Unit-1/ Ta6x.-1 98 %
Unit-2 / Tabn.-2 99 %
Unit-3 / Ta6n.-3 98%
Unit-4 / Ta6bn.-4 98 %
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 100 %

Not less than 75 % (Q) of acotiamide
hydrochloride hydrate label claim should
be released into solution in 30 minutes. /
He wmenee 75 % (Q) oT 3asBIEHHOTO
COEPXKAHHUs aKOTHAMKJIA THAPOXJIOpHA
TUApata JOJ/DKHO TEpedTH B pacTBOp
yepe3 30 MUHYT.

4 | Uniformity of dosage units /

OaHOpOAHOCTD
JA03HPOBAHHBIX €IHHHIY

20

According to the requirements. / B
COOTBETCTBUH C TPEOOBaHHUAMHU.

Impurities / lIpumecn

Amide acid Impurity /
[IpuMech amuia KUCIIOTbI

Below LOD (LOD = 0.0092 %) / Huxe
npenena obuapyxenns (110 =
0,0092 %)

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

Remarks : The Product confirms to ND/
Ipumeuanue: [Mpoaykr coorBeTcTBYeT TpebGoBaHusM HJJ

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Prepared by / ITonrotosnero: |[Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Ashish Kumar ITpoeepeno: Pravesh [TpoepeHo (AOK): Ajay person / Opobpeno: OGecneuenue
/M)/ Rana Kumar Srivastava kauyecTBa/OTBETCTBEHHOE JIMLLO:
2 “ -ﬁ}h \ " 1hhLadconinn /03
2 il RN
Date / Date / Date / Date / I +Z %’I;VDL’"
Jlara: 21.04.2026 Jara: 21.04.2026 Jara: 21.04.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Dyspevict film-coated tablets, 100 mg
Ipoaykt: [Jucneukt” TabJeTKH, MOKPBITHIE IUIEHOYHOH 06010uKOM, 100 Mr

Market / PoiHOK : Russia / Poccust

Batch No / . Batch Quantity / . 9,00,000 tab /

Cepusi No : VZetonal O6bem cepuu * 9,00,000 Tab

Analytical Repo:‘t No/ - 040003368073 Date of Analysis / . 91.04.2026

AHaauTn4yeckHnid oTuer No Jara ananuza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2029

JlaTa npousBoacTBa I'ogen go

Mfg. License No. / MA number: /

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

JuneH3ns Ne

Analysis performed according ND: / Anasu3 nposeaen mo H/I: JIIT-Ne(001951)-(PI'-RU)-140323

Page Sof 8/ Ctp.5u3 8

Individual maximal
unidentified  impurity ~ /
Eanguunag  MakcuMalbHas
HeueHTH GULIMpOBaHHAS
npuMech

Below BDL (BDL~= 0.08 %) / Huxe
nopora peructpagust (ITP =0.08 %)

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

Total impurities /
Cymma npumeceit

Below BDL / Huxe nopora

perucTpanuu

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

6 | Water / Boga

5.9%

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

7 | Microbiological purity / Muxpo0uojornyeckas 4McToTa

a) Total Aerobic Mic

MHUKPOOPraHU3MOB

Count / O011ee KOIUYECTBO
)KHSHCCI'IOCOGHLIX aSpOGHbIX

robial

Less than 10 CFU per 1 g
Menee I0KOE B I T

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

YUCJIO APOKKEBBIX U
TMJIECHEBBIX IPUOOB

b) Total Combined Yeasts &
Moulds Count / Obuiee

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

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

Remarks : The Product confirms to ND/
Hpumeuanue: [poaykr coorsercryer Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Hara: 21.04.2026

Prepared by / ITogrotroeneno: ||Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Ashish Kumar [Tporepeno: Pravesh [TposepeHo (AOK): Ajay person / Ono6peno: ObecneueHne
/%/ Rana Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIKLIO;
: D andn Z 2 o4
Date / Date / Date / Date / £\ q/@v
Jlata: 21.04.2026 Hara: 21.04.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ermnail: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Dyspevict film-coated tablets, 100 mg
Ipoaykr: JIucneBUKT" TabNETKH, TIOKPBITHIE IIEHOUHOM 060710uK0M, 100 MI

Market / Poinok : Russia / Poccust

Batch No / . Batch Quantity / . 9,00,000 tab /

Cepus Ne V2600521 O6bem cepun " 9,00,000 Tab

Analytical Repog‘t No/ - 040003368073 Date of Analysis / . 21.04.2026

AHanuTHYecKHUil oTyeT No JlaTa anann3za

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2029

JaTa npousBoacTBa T'open g0

Mfg. License No. / MA number: /

IMpon3BoacTBeHHAs : MNB/05/263 ’ : JIIT-Ne(001951)-(PI'-RU)
Homep PY

JuneH3ust Ne

Analysis performed according ND: / Anasn3 mposeaen no HJI: JITI-Ne(001951)-(PI'-RU)-140323

Page 6 of 8/ Ctp. 6 u3 8

c) Escherichia Coli

Absent in 1 gram/
OtcyTcTBYET B 1 T

Shell be absent in 1 gram /
OtcyTcTBUE B 1 T

8 | Assay / KormuecTBeHHOe

From 90.0 mg to 110.0 mg of acotiamide

onpeaeieHue hydrochloride hydrate. /
98.4 mg/ 98,4 Mr Or 90,0 mMr go 110,0 Mr axoTHaMuja

FHAPOXJIOpHJIA FUApaTa.
9 | Packaging / Onucanne 10 tablets per blister of (10 tablets per blister of

YIaKOBKHU

polyvinylchloride/polyvinylidenechloride
and aluminum foil. 5 blisters and a patient
information leaflet (package insert) in a
carton. / Ilo 10 TabneTok B KOHTYPHYIO
A4YEHiKOBYIO  YNAaKOBKY W3  IJIGHKH
MOJIMBUHUIXJIOPY IHOU/TIONIMBUHUIMICHX
JIOpUAHOH U HONBTH aMOMUHUEBOH. [1o 5
KOHTYPHBIX sIYEHKOBBIX YAKOBOK BMECTE
C HHCTPYKLMEH 1O MEIULUHCKOMY
NPUMEHCHHIO (JIMCTKOM-BKJIQJbIILIEM) B
NayKy KapTOHHYIO.

polyvinylchloride/polyvinylidenechloride
and aluminum foil. 5 or 9 blisters and a
patient information leaflet (package insert)
in a carton. / [To 10 TaGneTok B KOHTYPHYIO
AYEHNKOBYIO  YNAKOBKY W3  [JIEHKH
HNOJTMBUHUIXIIOPAAHON/ TTOMMBUHUIIHACHX
NopUAHOU U osabru amoMuHueBoi. ITo 5
WIA 9 KOHTYPHBIX SHCHKOBBIX YIAKOBOK
BMECTE C HHCTPYKLUEH M0 MEIULIHHCKOMY
NPUMEHEHHIO  (JIUCTKOM-BKJIA/IBILLIEM) B
nayvkKy KapTOHHYO.

API name / HaumenoBauue A®C:

| Acotiamide hydrochloride hydrate / AkoTMaMHa PHAPOXJIOPHAA THAPAT

Remarks : The Product confirms to ND/
ITpumeuanue: [ponykr coorsercrayer Tpebosanuam HJL

Conclusion : APPROVED /
3akniouenne: OJJOBPEHO

Prepared by / ITonroroeneHo:
Ashish Kumar

Checked by /
[Tposepeno: Pravesh

Checked by (AQA) /
[poeepeHo (AOK): Ajay

Approved by: Quality Assurance/Authorized
person / Ono6peHo: Obecneyenue

Rana Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIULIO:
/@’/ i »%A! njgﬂm \coud v
- o J
Date / Date / Date / Date / \ \ P P
Jarta: 21.04.2026 Jlara: 21.04.2026 Jara: 21.04.2026 Jlara: e

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.
s Formulation Unit-6

Dl'. Reddy’s "0 Vill. Khol, Nalagarh Road, Baddi,

: Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
Ipoaykt: JlucneBnkT” TabneTku, NOKPHITHIE MIIEHOYHON 060104K0#, 100 Mr

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / - 9,00,000 tab /

Cepusi Ne # V2600821 O0bem cepun © 9,00,000 Tab

Analytical Repourt No/ - 040003368073 Date of Analysis / . 91.04.2026

AHaguTHuecknii oruet Ne Jata anannza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2029

JlaTa npou3BoacTBa T'open no

Mfg. License No. / .

MpoussoacTeennas - MNB/05/263 s . JIM-Ne(001951)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anasnns nposeaen o HJI: JII1-Ne(001951)-(PI"-RU)-140323
Page 7 of 8/ Ctp. 7 u3 8

INN / MHH: Acotiamide / AkoTnamMu

API manufacturer batch number / ACT-25014, ACT-25015

Homep cepuu npousBogurens ADC:

FP Manufacturer API Batch number /

HomMep cepuu cyGcTaHUMH NPOU3BOAUTEIIS FESA00507, FESA00539

JId:

API Manufactured by & country / Emnar Pharma Private Limited, India /
IIpousBogutear AD®C, crpaHa: Owmuap ®apwma [paiiser Jinmuren, Muaus

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHHe, aApec, JHIEH3US s J-p Peanu’c Jlaboparopuc Jita., Uuaus, [TpouzBoncTeeHHoe
IIpousBoacTBenHas miowaaka / Ilinomanka noapaznenenue-6, B, Kxons, Hanarapx Poyn, bagnu, Juctpukr
KOHTPOJIs1 KauecTBa / [Lomaaka Bblnycka Conan, X.I1., 173205, Uuaus (mmuensus Ne MNB/05/263)

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 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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IpoaykT cooTBeTcTBYeT TpebosaHusiM HJJ 3akaoyenune: OJJOBPEHO
Prepared by / IToarotosneno: ||Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Ashish Kumar [Mposepeno: Pravesh [posepeno (AOK): Ajay person / OpoGpeno: ObecnieueHne

Rana Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULIO:

%/ /[ "S’\\ , k ¢ 109 \CAAIWA
= - ! ./-f .‘: Pl +

Date / Date / Date / Date / ( \ DT/),zpw
Jlata: 21.04.2026 JHata: 21.04.2026 Jara: 21.04.2026 Jlarta: .

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Hpoaykr: JlucnesukT” TabNeTKU, HOKPBITHIE MIEHOYHON 0605104K0#, 100 Mr

Market / PoiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 9,00,000 tab /

Cepus Ne ¥ V2o005z] O6bemM cepuu " 9,00,000 Tab

Analytical Report No / - 040003368073 Date of Analysis / . 21.04.2026

A”aauTHuyeckuii oTueT No i JlaTa aHaau3a U

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2029

JlaTa npou3BoJCTBa ) T'ogen o )

Mfg. License No. / MA number: /

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

JuneH3us No

Analysis performed according ND: / Anann3 nposeaen no HJIL: JIIT-Ne(001951)-(PI"-RU)-140323

Economic Union is established». /

Page 8 of 8/ C1p. § m3 8

3akuroueHue o coorBeTcTBUM: «HacTosum s noaTBepk/iato, YTO NMPUBEACHHAS Bbille MHMOPMALIKA ABASETCS
JIOCTOBCPHOH M TOYHOMN. DTa cepus NMpPOAYKLHMM TpoU3BeAcHa (BKIOYas yNakoBKY (MapKMpOBKY) M KOHTPOJb
KauecTBa) Ha BBIIEYKA3aHHON MPOM3BOJACTBEHHOW IUlomiaake (TMJolaAkax) B TIOJTHOM COOTBETCTBUH C
TpeboBanusAMu [lpaBun Hajanexamed MPOU3BOACTBEHHON NPAaKTHKM EBpa3suMilckoro 3KOHOMMYECKOIro COH3a U
TpeGOBaHUSMH KOHTPOJISl KayecTBa JICKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBUU CO CreUUPHUKALMAMY,
Co/iepallluMKCsl B perucTpalMOHHOM A0Che CTpaHbl-UMIoOpTepa. 3arnuck Mo MNpou3BOACTBY, YIAKOBKE U aHANU3Y
NPOBEPEHDI, 1 YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHusM Ilpaswil Hapnexauel Npou3BOACTBEHHOH NPaKTUKK

EBpa3zuiickoro 3kOHOMHUYECKOro COr03a».

Remarks : The Product confirms to ND/
IMpumeuanne: Iponykr coorsercTByet TpeboanHusam HJT

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Checked by /
[Tpoeepeno: Pravesh

Prepared by / IloarorosneHo:
Ashish Kumar

Checked by (AQA) /
[Tposepeno (AOK): Ajay
Kumar Srivastava

Approved by: Quality Assurance/Authorized
person / Opnobpeno: Obecneyuenne
kavecTsa/OTBETCTREHHOE JIHLO:

‘@L/ Rana j)
/] 0 &

- 128000 \caniv \93
s : bt ‘ 20N o
Date / Date / Date / Date / ( Y257 T
Jlara: 21.04.2026 Jlara: 21.04.2026 Jlara: 21.04.2026 Jlara: -
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