
•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTl1lf>l1KAT AHAJ1l13A 

Product: Dyspevict® (acotiamide) film-coated tablets, 100 mg 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INOIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

Ilpoi:.yKT: .[{11cneBl1KT® (aKOTHaM11i:.) m6JieTKl1, noKphlTble nJieHO'-IHOH o6oJIO'-IKOH, 100 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No/ 
: V2601390 

Batch Quantity I 9,00,000 tab I 
Ceom1 N2 O6beM cepHH 9,00,000 Ta6 

Analytical Report No / 
040003476874 

Date of Analysis / 
30.06.2026 

AuaJIHTH'feCKHii 0T'feT N2 ,LJ:aTa auaJitt3a 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

)laTa IlP0H3B0,ll,CTBa roi:.eu )],0 

Mfg. License No. / 
MA number:/ 

IIpoH3B0,ll,CTBeHHaH : MNB/05/263 
HoMep PY 

: JHI-N~(001951)-(Pf-RU) 

JIHUeH3HH N2 
Analysis performed according to ND:/ AuaJIH3 npoBei:.eu no H,LJ:: JIII-N2(001951)-(Pr-RU)-241225 
Artworks of primary package approved: / MaKeTbI nepBH'fHOH ynaK0BKH yTsep,imeub1: 05.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopu11uoii ynaK0BKH yTsepx.:i:.eubt: 24.12.2025 
PL approved: / JIB yrnep:iK,ll,eu: 24.03.2026 

Page 1 of7 / CTp.1 HJ 7 
N2 Test/ IloKa3aTeJib Result/ PeJyJibTaTbt Specification/ HopMa 

1 Description/ Onucauue Round white film-coated tablets debossed with Round white to off-white film-coated tablets 
"100" on one side and smooth on the other side. debossed with "100" on one side and smooth 
In cross section - a core is pale yellow. I on the other side. In cross section - a core is 
KpyrJih1e Ta6JieTKl1, noKpb!Tbie nJieHO'-IHOtt white to pale yellow. / KpyrJih1e m6neTKH, 
o6oJio'fKOH 6enoro LJ,BeTa, C rpaBHpOBKOH noKpblTble nJieHO'-IHOH o60JIO'-IKOH 6enoro 
«100» Ha 0)],HOH CTOpOHe H rna)],KHe Ha ,ll,pyroi1. 11JI11 no'ITH 6enoro useTa, C rpas11pOBKOH 
Ha nonepe'-IHOM cpe3e - H.L\PO cseTJIO-)KeJJToro «100» Ha 0)],HOH CT0p0He 11 rJia)],KHe Ha 
LJ,BeTa. .L\pyroi1. Ha nonepe'-IHOM cpe3e - H,ll,po OT 

6enoro ,ll,0 cseTJIO-)KeJITOro LJ,BeTa. 

2 Identification/ I-:1,ll,euTu<t>uKaUHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJIIO'leuue: OD:OliPEHO II HMe11auue: IT 

Prepared by / 
ITO.L\fOTOBJJeHo: 
Pravesh Rana 

Date/ 
.[{am: 30.06.2026 

0)], KT C0OTBeTCTB eT T e6oBaHHHM H.[{ 

f 
Checked by/ Checked by (AQA) / 
ITposepeHo: Pardeep ITposepeHo (AOK): 
Kumar Amit Ku 

~f ___./'-

Date/ Date/ 
.[{am: 30.06.2026 .[{am: 30.06.2026 

Approved by: Quality Assurance/Authorized 
person I O)],o6peHo: O6ecnelleH11e 

(J{t~tf~~JIHLl,O'. 

Date/ 
.[{am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Raddy's ~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te! : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH<l>l-1KAT AHAJ1M3A 

Product: Dyspevict® (acotiamide) film-coated tablets, 100 mg 
Ilpo)).yKT: }lttcrreBHICT® (aKOTHaM11,IJ.) m6JieTKl1, ITOKphITble ITJieHO'IHOH o6oJI04KOH, 100 Mr 

Market/ PbIHOK : Russia / Poccm, 

Batch No/ 
: V2601390 

Batch Quantity I 9,00,000 tab/ 
Cep11H .N2 O6beM cepHH 9,00,000 m6 

Analytical Report No/ 
: 040003476874 

Date of Analysis / 
30.06.2026 

AuaJJHTHqecKHii oTqeT N2 )laTa auaJJHJa 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2029 

)laTa npOH3B0)lCTBa ro).(eH ).(0 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

JU1-NQ(001951)-(Pr-RU) 

JIHUeH3HH .JV2 
Analysis performed according to ND:/ AHaJJH3 npoBe,IJ.eH no H)l: JIU-.N2(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaiceTbI nepBHqHoii ynaKOBKH YTBep,K,1J.eHbI: 05.11.2024 
Artworks of secondary package approved: / MaiceTbI BTOpHquoii ynaKOBKH YTBeP*AeHbI: 24.12.2025 
PL approved: / JIB YTBe P*AeH: 24.03.2026 

HPLC I B3)K){ 

IR spectrometry I HK­
cneKmpoMempuR 

Page2 of7 / Crp. 2 u3 7 
Retention time of the mam peak m the Retention time of the mam peak in the 
chromatogram of test solution complies with chromatogram oftest solution should comply 
retention time of the mam peak m the with retention time of the main peak in the 
chromatogram of standard solution ("Assay" chromatogram of standard solution ("Assay" 
test). / BpeMll yAep)K11BaHl1ll OCHOBHOro Ill1Ka test)./ BpeMll y.nep)KHBaHl1ll OCHOBHOro Ill1Ka 
Ha xpoMaTorpaMMe 11crrhnyeMoro pacTBopa 
COOTBeTCTByeT BpeMeHl1 y.nep)K11BaHl1ll 
OCHOBHOro rr11Ka Ha xpoMaTorpaMMe 
cmH)lapTHOro pacrnopa (11CIThlmH11e 
«KonwiecTseuHoe orrpe,1leneu11e» ). 

Ha xpoMaTorpaMMe 11crrh1TyeMoro pacrnopa 
J.(OJI)KHO COOTBeTCTBOBaTb BpeMett11 
y.nep)K11BaHl1ll OCHOBHOro ITHKa Ha 
xpoMaTorpaMMe 
( l1CITh1TaH11e 
orrpe.neneH11e» ). 

CTatt,1lapTHOro paCTBopa 
«KOJIH'leCTBeHHOe 

IR spectra of the medicinal product and the IR spectra of the medicinal product and the 
reference standard taken m the potassium reference standard taken in the potassium 
bromide R disk exhibit absorption maxima at bromide R disk should exhibit absorption 
wave numbers 3490 cm- 1, 3302 cm- 1, and 2946 maxima at wave numbers 3490 cm-1, 3302 cm­
cm-1 with a deviation ofNMT ±10 cm-1 in the 1, and 2946 cm- 1 with a deviation ofNMT±l0 
4000-450 cm- 1 range. / l1K-crreKTphI o6pa3u,a cm-1 m the 4000-450 cm-1 range. / l1K­
rrperrapaTa H cTaH,1lapTttoro 06pa3ua, CHl!Thie B cneKTphI o6pa3ua rrpenapaTa H cTaH)lapTHoro 
)ll1CKe C KaJil1ll 6pOMl1)lOM P, B o6JiaCTl1 OT 4000 06pa3ua, CHl!Thie B .lJ_l1CKe C KaJil1ll 6pOMH,LlOM 
.no 450 CM-I rrpOllBJilllOT MaKCl1MYMhl P, B o6JiaCTl1 OT 4000 )lO 450 CM-I _D_OJI)KHhl 
rrornomeHl1ll rrp11 BOJIHOBhIX 'IHCJiax 3490 CM- 1

, rrpOllBJil!Th MaKCl1MYMhl nornomeHl1ll rrp11 
3302 CM-I 11 2946 CM-I C OTKJIOHett11eM He 6onee BOJIHOBhlX 411CJiax 3490 CM- 1, 3302 CM-I 11 
±10 CM- 1. 2946 CM-I c OTKJIOHett11eM He 6onee±10 CM-1. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpttMeqauue: IlpO.LlYKT coorneTcrnyeT Tpe60BaH11l!M H)l 3aKJJIO'leHHe: O)1.OliPEHO 
Prepared by I 
Ilo)lroTOBJieHo: 
Pravesh Rana 

Date/ 
)lam: 30.06.2026 

i 
Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized 
IlposepeHo: Pardeep IlposepeHo {AOK): person/ O.no6peHo: O6ecrreqeu11e 
Kumar 

J-z- AmitKF~- Ka~~~:rl~H~ JI11UO: J 
/j'J \ 

Date/ Date / 1 Date/ \ l o '> ;;;-vk> 
)lam: 30.06.2026 Jl.am: 30.06.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTl1<Dl1KAT AHAJ1113A 

Product: Dyspevict® (acotiamide) film-coated tablets, 100 mg 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www. d rreddys .com 

Ilpo.nytcT: ):(11crreBl1KT® (aKOTl1aM11.n) Ta6JJeTKH, ITOKpbITbie ITJJeH0'IH0H o6oJJ04KOH, 100 Mr 
Market / PhlHOK : Russia I Pocc1-1ll 
Batch No/ 

: V2601390 
Batch Quantity/ 9,00,000 tab I 

Cepnsr .N"2 O61>eM cepnn 9,00,000 ra6 
Analytical Report No / 

: 040003476874 
Date of Analysis / 

30.06.2026 
AnaJJHTH"leCKHH OT"leT .N"2 )laTa 3H3JJH33 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2029 

)lara npouJBOLlCTBa ro.nen .no 

Mfg. License No./ 
MA number:/ 

IlpOHJBOLlCTBeHHaff : MNB/05/263 
HoMep PY 

Jlll-N!!(00l 951)-(Pr-RU) 
JJHQeHJHH N2 
Analysis performed according to ND:/ AnanuJ npoBenen no H)l: Jlfl-N2(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MatceTbl rrepBH'IHOH ynaKOBKH yrBep~eHbI: 05.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopn•rnou ynaKOBKH yrBepx-.nenb1: 24.12.2025 
PL approved: / JIB yrnep,K,nen: 24.03.2026 

Page 3 of 7 / CTp. 3 H3 7 
3 Dissolution/ PacTBOpenne Unit-I / Ta6n.-1 101 % Q = 75 % in 30 min. / Q=75 % B Te'leHHe 30 

Unit-2 / Ta6n.-2 100 % 
Ml1H. 

Unit-3 / Ta6n.-3 100 % 

Unit-4 / Ta6n.-4 100 % 

Unit-5 / Ta6n.-5 98 % 

Unit-6 / Ta6n.-6 99% 

4 Uniformity of dosage units / According to the requirements. I 
O.nnopo,nHOCTb Ll03HpOBaHHblX 2.1 C0OTBeTCTBl111 C Tpe6oBaHl1llMl1. 
e,nHHHQ 

5 Impurities/ IlpuMectt 

Amide acid Impurity/ Ilp11Mecb Below LOD (LOD = 0.0092 %) / Hm1<e Not more than 0.20 % / He 6onee 0,20 % 
aM11.na Kl1CJJ0Tbl rrpe.nena 06ttapy)Kett11ll (ITO= 0,0092 %) 

Individual maximal unidentified Below BDL (BDL= 0.08 %) / H11,1<e nopora Not more than 0.20 % I He 6onee 0,20 % 
impurity I E.n11tt11Yttall pemCTpau.1111 (ITP =0,08 %) 
MaKCl1MaJJbH3ll 
He11.neHT11¢11u.11poBaHHal1 
np11MeCb 

Remarks : The Product confirms to ND/ 
II HMe'lanue: n 
Prepared by I 
Ilo.nroTOBJJetto: 
Pravesh Rana 

Date I 
LJ:ara: 30.06.2026 

o.n KT COOTBeTCTB eT T e60B3HIDIM HLJ: 
Checked by I Checked by (AQA) / 

1 IlpoBepetto: Pardeep IlpoBepetto (AOK): 
Kumar Amit Kumar 

~ --Date/ Date I 
LJ:ara: 30.06.2026 ,n:ara: 30.06.2026 

Conclusion : APPROVED / 
3aKmo'leHtte: O)lOEPEHO 
Approved by: Quality Assurance/ Authorized 
person / O.no6petto: O6ecne4en11e 
Ka~:f~:3~cnettttoe mrno: 

( J~lc.ou%~ 
Date I 
LJ:aTa: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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••· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTJ.1(l)MKAT AHAJIH3A 

Product: Dyspevict® (acotiamide) film-coated tablets, 100 mg 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te!: +91 98166 56001-02 
www.drreddys.com 

IlpoAyKT: llHcneBHKT® (aKOTHaMHA) Ta6neTKH, noKpbITbie nneHOT.JHOH o6onoT.JKOH, 100 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No/ 
: V2601390 

Batch Quantity I 9,00,000 tab/ 
CepuH .N"!! O6'heM cepuu 9,00,000 Ta6 

Analytical Report No I 
: 040003476874 

Date of Analysis / 
30.06.2026 

AuaJIHTH'leCKHii OT'leT .N"!! ,l],aTa auanuJa 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2029 

,l],aTa npOH3B0ACTBa roAeH AO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOACTBeHHaH : MNB/05/263 
HoMep PY 

JUl-N!!(00l 951)-(Pf-RU) 
JIHUeH3HH .N°!! 
Analysis performed according to ND:/ AuaJIHJ npoBeAeH no H,l],: JIII-.N"!!(001951)-(Pr-RU)-241225 
Artworks of primary package approved: / MaiceTbI nepBH'IHoii ynaKOBKH yrnep,K,11;eub1: 05.11.2024 
Artworks of secondary package approved:/ Maicen,1 BTopuquoii ynaKOBKH yTsep:iKAeHhI: 24.12.2025 
PL aooroved: / JIB yrnep:iKAeu: 24.03.2026 

- Page 4 of 7 / CTp. 4 HJ 7 
Total impurities / Below BDL / HmKe nopora pentcTpau1-m Not more than 0.75 % / He 6onee 0,75 % 
CyMMa npHMecett. 

6 Water/ BoAa 6.3 % Not more than 10.0 % I He 6onee 10,0 % 

7 Microbiological purity/ Muicpo6uonoru'lecicaH 'IHCTOTa 

a) Total viable aerobic count/ Less than 10 CFU/g Not more than 103 CFU/g / 
O6mee K0JIJ1T.JeCTB0 MeHee 10 KOE/r He 6onee 103 KOE/r 
)KH3Hecnoco6HblX a3po6HblX 
M11KpoopraHH3MOB 

b) Total Combined Yeasts & Less than 10 CFU/g / Not more than 102 CFU/g / 
Moulds Count / O6mee T.JHcno MeHee 10 KOE/r He 6onee 101 KOE/r 
APO)K)KeBbIX H nnecHeBbIX 
rpH60B 

c) Escherichia Coli Absent in 1 g / Absence per 1 g / 
OTCYTCTByeT B 1 r OTCYTCTBHe B 1 r 

9 Assay* / KonuT.JeCTBeuuoe 98.7 mg/ 98,7 Mr From 90.0 mg to 110.0 mg of acotiamide 
onpeAeJieuue* hydrochloride hydrate. I OT 90,0 Mr AO 

110,0 Mr aKOTHaMHAa rHApoxnopHAa 
rHAparn. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIOT.Jeuue: O)lOliPEHO II uMeT.Jauue: IT 

Prepared by / 
IloAroTOBJieHo: 
Pravesh Rana 

Date I 
narn: 30.06.2026 

OA KT COOTBeTCTB eT T e6oBaHH51M HL{ 
Checked by / Checked by (AQA) / 

/

, IlpoBepeHO: Pardeep IlpoBepeHo (AOK): 

,..- Kumar ~ Amit Kumar --:__. 

Date/ Date/ 
llarn: 30.06.2026 llarn: 30.06.2026 

Approved by: Quality Assurance/ Authorized 
person I OAo6peHo: O6ecrreT.Jem1e 

~\~~nwuo: 

Date I 
L{arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF A ALYSIS 
CEPTM<bMKA T AHAJ1H3A 

Product: Dyspevict® (acotiamide) film-coated tablets, JOO mg 

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

Viii . Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

npo}J.yKT: ,ll.Hcnesm<T® (aK0THaMH..LU Ta6JleTKH, noKphlTbte ITJleHO'lHOH o6on0'l l(OH, 100 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No/ 
: V2601390 

Batch Quantity/ 9,00,000 tab I 
CCPIUl }fa O6beM cep1111 9,00,000 Ta6 

Analytical Report No I 
: 040003476874 

Date of Analysis/ 
30.06.2026 

Anamnuqecicun OT'-leT N2 Jl.aTa anaJiu3a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
04/2029 

JJ:aTa np0IIJB0ACT83 ro.l{eH .l{0 

Mfg. License No. / 
MA number:/ 

IlpOH3B0.l{CTBeHHaH : MNB/05/263 
HoMep PY 

JlTI-NQ(OOI 951)-(Pf-RU) 

JIHUeH3HH N2 
Analysis performed according to ND:/ AnaJJH3 npose,l{eH no H.ll,: JIIl-N2(001951)-(Pf-RU)-241225 
Artworks of primary package approved:/ Maicen,1 nepsn'-lnon ynaKoBKH yTsep'.IK)J,eHht: 05.11.2024 
Artworks of secondary package approved: / MaKeTb1 BTOpH'-IHOH ynaicosicu yTsep,i-.l{eHhI: 24.12.2025 
PL aooroved: / JIB YTBep,i-11en: 24.03.2026 

Pa2e 5 of 7 / CTp. 5 HJ 7 
10 Package description / 10 tablets per blister of 10 tablets per blister of 

Onncanue ynaKOBKH polyvinylchloride/polyvinylidenechloride and polyvinylchloride/polyvinylidenechloride and 
aluminum foil. 9 blisters and package insert in a aluminum foil. 5 or 9 blisters and package 
carton. I no 10 Ta6JleTOK B K0HTYPHYIO insert m a carton. I ITo 10 Ta6JieTOK B 
J11-1ei1K0By10 ynaK0BKY 113 nneHKH KOHTYPHYIO H'lei1Kosy10 ynaKOBKY 113 nneHKH 
ITOJ1HBHHHJ1XJ10pHJlHOWITOJll-1BHHHJIHJleHXJ10pl1 ITOJ111B11HHJ1XJ10PHllHOWITOJ1HBHHHJIHAeHxnop 
AHOH 11 cponbr11 aJIIOMHHl1eBOH. ITo 9 11)lH0H 11 qlOJibrl-1 aJJIOMl1HHeBOH. Tio 5 HJIH 9 
KOHTYPHblX ll'IeliKOBblX ynaKOBOK BMeCTe C K0HTypHblX HqeHKOBblX ynaK0BOK BMeCTe C 
JlHCTKOM-BKJlaJlblllleM B na'lKY KapTOHHyIO. JlHCTKOM-BKJla)].blllleM B na'IKY KapTOHHYIO, 

11 Labeling/ MapKHposica Complies / CoorneTcrnyeT See section 1.3 .2 of Module 1 of DMF. / CM. 
pa3.nen 1.3.2 MOllYJIH 1 perHCTpau.HoHHOro 
,UOCbe. 

12 Storage conditions I Y CJJOBHH Store at temperature not higher than 25 °C. / XpaHHTb np11 TeMnepaType He Bbillle 25 °C. 

xpaneHHH 

13 Shelf-life (storage period) / 3 years . I 3 ro11a. 
CpoK ro,l{HOCTH (cpoK 
xpanennH) 

Note I TipHMe'latt11e 

*Limit ofrelease specification for Assay:/ HopMa cneu.mp11KaU.HH npw BbmycKe no noKa3aTenIO «Kon11'lecrnettHoe onpe11enett11e»: 
95.0 mg to 105.0 mg of acotiamide hydroch loride hydrate. I OT 95,0 Mr 110 105,0 Mr aKornaM11,n:a rn.n.poxnopH/la rtt/lpaTa. 

I API name/ HanMeuosanue A<llC: Acotiamide hydrochloride hydrate/ AKornaMH,!la rn,npoxnopH11a ni.n:paT 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
3aKJHO"le1me: OJJ.06PEHO II >111\lC'fllHHe: n 

Prepared by / 
Tio,n:rOTOBJleHo: 
Pravesh Rana 

Date I 
L{a-ra: 30.06 .2026 

o.D.yKT cooTBeTCTB eT T e6o ea1n111M H.ll 

i 
Checked by/ Checked by (AQA) / 
TiposepeHo: Pardeep Tiposepeno (AOK): 
Kumar Amit Kumar 

~ 
Date/ Date I 
./laTa: 30.06.2026 .l{a1'a: 30.06.2026 

Approved by: Quality A surance/Authorized 
person I O,n:o6petto: O6ecne'lettwe 
Ka'leCTBa/OTBeTCTBeHHge JlHU.O: 

~ !~""" 
Date/ 
./laTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www,drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTl1<DJ1KA T AHAJTH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product: Dyspevict® (acotiamide) film-coated tablets, 100 mg 
IlpOJlyKT: .IJ:1-1cneBHKT® (aKOTHaMHA) Ta6JJeTKH, CTOKPbITbie nneH04HOH o60JJ04KOH, 100 Mr 
Market/ PbIHOK : Russia / Poccm1 
Batch No/ 

: V2601390 
Batch Quantity/ 9,00,000 tab/ 

Cepust N2 O6'beM cepuu 9,00,000 Ta6 

Analytical Report No / : 040003476874 
Date of Analysis / 

30.06.2026 
AHanuTn'leCKHii OT'leT N2 )],aTa aHaJJuJa 

Date of Manufacture / : 05/2026 
Date of Expiry/ 

04/2029 
)],aTa DPOH3B0,lCTBa ro,leH JlO 

Mfg. License No. / 
MA number:/ 

IIpon3B0,lCTBeHHaSI : MNB/05/263 
HoMep PY 

JU1-N2(00195 l)-(Pf-RU) 
JIHI.{eHJHSI N2 
Analysis performed according to ND:/ AuanuJ npose.a.eu no H)],: JII1-N2(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaKeTM nepBH'IHOH ynaKOBKH yrnep~eHbI: 05.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpuquoi-i ynaKoBKH yTsep~JleHbI: 24.12.2025 
PL aooroved: / JIB yrnep~eH: 24.03.2026 

Page 6 of7 / C'rp. 6 HJ 7 
INN /MHH: Acotiamide / AKornaMHA 
API manufacturer batch number/ ACT-25018,ACT-25020, ACT-26001 
HoMep cepnu npouJBOJlUTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu npoHJBOJlHTem1 FESA00649,FET A00212, FETA00275 
r JI<I>: 
API Manufactured by, address & country/ Emnar Pharma Private Limited, Unit-II, Plot No. 15, Jawaharlal Nehru Pharma 
IlpouJBOJlUTCJlb A<l>C, a,lpec u CTpaHa: City, Tadi (Village), Parawada (Manda!), Anakapalli (District), Andhra Pradesh, 

531019, India/ 
3MHap <l>apMa ITpaliseT JhiMHTeA, IloApa3)],eJJeHHe-II, Y'laCTOK N2 15, 

.IJ:)l(aBaxapnan Hepy <l>apMa C11rn, TaAH (BttnnaJ()I(), IlapasaJ(a (MaHJ(an), 
AHaKanannu (Ll.HcTpHKT), AHAXpa Ilpa,leW, 531019, l1HAHH 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Kho!, Nalagarh 
manufacturing site/ Control site/ Release site/ Road, Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) / 
HanMeHOBaHHe, 3,lpec, JIHUeH3HSI ,lJISI .IJ:-p PeMH'C Jla6opaTOpHC JITJ(., l1HJ(HH, ITpoU3BOJ(CTBeHHOe CTOJ(pa3)],eJieHHe-6, 
Ilpou3BOti;CTBeuuast nnomati;Ka / Ilnoma.a.Ka 811nn. KxoJib, Hanarapx PoyA, EaMH, .IJ:11cTpHKT ConaH, X.Il., 173205, l1H,nHH 
KOHTPOJISI K3'1eCTB3 / Ilnoma.nKa Bbmycica (m111.eH3Hii N2 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 (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) 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»./ 

Remarks : The Product confiims to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: Ilpo,nyKT cooTBeTCTBYeT Tpe6osaHHHM H.IJ: 3aicmoqeuue: O,llO6PEHO 
Prepared by / 

j 
Checked by/ Checked by (AQA) / Approved by: Qua! ity Assurance/ Authorized 

ITo,nroTosnetto: Ilposepetto: Pardeep IlposepeHo (AOK): person / O.no6peHo: O6ecneL1eH11e 
Pravesh Rana Kumar J_ AmitKurmar Ka4ecTBa/0rseTCTBeHHOe JIHUO: 

--l- ~µJ\(Mlf"I 
/JnJ - r 

Date/ Date/ Date/ Date/ ( ff~o~1f 
AaTa: 30.06 .2026 Aarn: 30.06.2026 .IJ:arn: 30.06.2026 .IJ:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF A ALY IS 
CEPTl1<'DYIKAT AHAJ1113A 

Product: Dyspevict® (acotiamide) film-coated tablets, 100 mg 

Ilp0.llYKT: JJ,1-1cneeHKT® (aKOl'HaMH.ll) Ta6JleTKW noKpblTbJe n11eHO'lHOH o60JIO•IKOH 100 Mf 

Market/ P1,rnoK : Russia / Pocciu1 

Batch No/ 
: V2601390 

Batch Quantity/ 9,00,000 tab/ 

Cepmt .N2 O6'hCM cepHH 
: 

9,00,000 Ta6 

Analytical Report No / Date of Analysis / 
-AltaJlllTlf'ICCKHH OT'IeT .N"! 

: 040003476874 
.UaTa auanu1a 

30.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2029 

.11:aTa Df}Oll3B0JlCTB3 rotJ,eH tlO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0tJ,CTBeHHaR : MNB/05/263 JITI-.NQ(00 1951 )-(Pf-RU) 
HoMep PY 

: 
JJHU,eH3HR .N! 
Analysis performed according to ND:/ Auanu1 npose,/leu no H.U: JUI-.N"2(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaKeTM nepBH'IHOH ynaKOBKH YTBep"'tl.ettM: 05.11.2024 
Artworks of secondary package approved: / MaKeTM BT0pH'IHOH ynaKOBKH yTBepJKtleHM: 24.12.2025 
PL approved:/ JIB yTBepnme11 : 24.03.2026 
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3aKJJIO'IeHHe O COOTBeTCTBIIII: «HaCT0SILUHM SI n0}lTBep)K.na,o, l!TO np11ee.neHHa!I Bbl We HH41opMau1111 !IBJlReTCR ,D.0CT0BepHOH H TOl!H0H. 

3rn cep,rn npo,uyKUJIH npOH3Be.neHa (llKJIK)43il, ynaK0BKY (111apKHpOBKY) H K0HTp0Jlb K3°1ecrna) Ha BblWCYK!l3aHH0H npoHJBOJlCTBCHH0H 

rnmw.an_Ke (nnow.an_Kax) B noJIHOM C00TBCTCTBMH C Tpe6oBaHHRMl1 TipaBHII 1·13AJTC)K31UeH np0H380.llCTBCHHOH npaKTHKH Eepa3HHCK0f0 

3KOHOMHl!ecKoro co103a (.NQ GMP/EAEU/RU/02329-2025 OT 19 ceHTst6p.11 2025 r.) ~, Tpe6oaamU1MH K0Hl'p0JlSI Ka'leCTBa neKapCTBeHHblX 

cpen_cTB, a T3K)l(e B COOTBeTCTBl111 co cneumjJHKaUHJIMH, co.uep)l(3UJ.11MHCSI B perncTpaU,H0HHOM ,UOCbe CTpaHbl-HMITOpTepa. 3anHCH ITO 

npOH3BO,UCTBY, ynaKOBKe H aHaJIH3Y npoeepeHbl, H ycTaH0BJJeH0 HX COOTBeTCTBHe Tpe6oeaHHJIM TipaBHII Ha)lJJe)l(aw.ei1 npOH3BO)lCTBeHHOH 

npaKTHKH Eepa3HHCK0f0 3KOHOMH'leCKOf0 C0I03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJJIO'Ieune: O)1.O6PEHO H 11Me<t3Htte: TT 

Prepared by / 

Tio,uroToeneHo: 

Pravesh Rana 

Date/ 

JlaTa: 30.06.2026 

OJl, KT C00TBeTCTB CT T e60B3HHSIM H)l 

1 
Checked by I Checked by (AQA) / 

TipoeepeHo: Pardeep Tipoeepetto (AOK): 

Kumar Amit Kumar 

~ 
Date/ Date/ 

)la-ra: 30.06.2026 )laTa: 30.06.2026 

Approved by: Quality Assurance/Authorized 

person / OJlo6petto: O6ecne'leHHe 

K3lf~ CT a/OreeTCTBeHHOe m1uo: 

"' \C.O,U:11"\ r 
Date/ 

na-ra: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 




