
•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT 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.dr,eddys.com 

TTJ>OAYKT: )].11cneB11KT® (aKOTl1aM11.ll) Ta6JieTKl1, ITOKpb!Tbie nneHO'-IHOH o60Jl04KOH, 100 Mr 

Market / P1,rnoic : Russia I Poccm1 

Batch No I 
: V2601378 

Batch Quantity/ 9,00,000 tab I 
CepHH .N'2 O6beM cepHH 9,00,000 Ta6 

Analytical Report No I 
: 040003475081 

Date of Analysis / 
29.06.2026 

AuaJJHTH'fCCKHH OT'feT .N'2 ,UaTa anaJJHJa 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2029 

,UaTa npOH3BOACTBa ro,ueu AO 

Mfg. License No./ 
MA number:/ 

fipOH3B0,[ICTBeHHaH : MNB/05/263 
HoMep PY 

JITI-N!1(00195 l)-(Pf-RU) 

JIHU.eH3HH .N'2 

Analysis performed according to ND:/ AuaJJH3 nposeJJ.eH no H,U: JITT-.N'2(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaiceTbI nepswrnou ynaicosicu yrnep,KJJ.eu1,I: 05.11.2024 
Artworks of secondary package approved: / MaiceTbI sTOpHlfHOH ynaKOBKH yrnepJK,ueu1,I: 24.12.2025 
PL approved: / JIB yrnepJK,ueu: 24.03.2026 

Pa2e 1 of7 / CTp. 1H37 
.N'2 Test/ IloicaJaTeJJb Result/ PeJyJJbTaTbl 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. / on the other side. In cross section - a core is 

KpyrJlh1e Ta6neTKH, TIOKpb!Tbie nneHO'-IHOH white to pale yellow. / Kpyrnhle rn6neTKH, 

060JIO'-IKOH 6enoro u.eeTa, C rpaBHpOBKOH ITOKpblTble nneHO'-IHOH o6ono4KOH 6enoro 
«l 00» Ha 0/].HOH CTOpoHe 11 rna,IJ.KHe Ha Apyroii. HJlH not.ITH 6enoro u.eeTa, C rpae11pOBKOH 
Ha nonepe4HOM cpe3e - HAPO ceeTJI0-)l(eJIToro «100» Ha 0/].HOH CTOpOHe 11 rna,1J.K11e Ha 

u.eeTa. Apyroii. Ha nonepe4HOM cpe3e - HAPO OT 
6enoro AO CBeTJIO-)l(eJJToro u.eeTa. 

2 Identification/ Mt:1eHTHcj>uicau.uH 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpHMeqauue: TTponyKT COOTBeTCTByeT Tpe6oBaHl1HM H)]. 3aicmoqeuue: O,UOliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 

Ilo,1J.rOTOBJ1eHO'. TTpoeepeHo: Pravesh TTpoeepeHo (AOK): person / OAo6peHo: O6ecne4eu11e 

Shagun tJ,/' Rana •✓( Amit Kumar (~~%(~;8;1{~~/71,mo: ~ ['~-" --- . 2- ~ L 

Date/ Date/ Date/ Date/ 
\ ' X orv :,,1 

)].am: 29.06 .2026 )lam: 29.06.2026 )].am: 29.06.2026 )].am: > o/ 
/ 

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

Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys. com 
CIN : L85195AP1984PLC004507 

www.drreddys.com 



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

Tel: +9198166 56001-02 
www.drreddys.com CERTIFICATE OF ANALYSIS 

CEPTM©MKAT AHAJIJ,f3A 
Product: Dyspevict® (acotiamide) film-coated tablets, 100 mg 
Ilpo,llyKT: )],11cneB11KT® (aKOTttaMH.ll) Ta6neTKl1, nOKPbITbie nneHOlJHOH o6onOtJKOW, 100 Mr 

Market/ P1,rnoic : Russia/ Poccm1 

Batch No I 
: V2601378 

Batch Quantity/ 9,00,000 tab/ 
Cep1rn .N'2 O61,eM cepu11 9,00,000 Ta6 

Analytical Report No I Date of Analysis / 

AHaJJHTHlJecicnii OTlJeT .N'2 
: 040003475081 

)]:aTa auaJ1u1a 
29.06.2026 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
04/2029 

):(aTa Dl)OH3B0,llCTBa ro.11:eu ,llO 

Mfg. License No./ 
MA number:/ 

Il pOH3B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

: JITT-N!!(001951)-(Pf-RU) 
JIHQCH3HSI .N'2 
Analysis performed according to ND:/ AuaJJu3 npose.11:eu no H):(: JIIl-.N'2(001951)-(Pr-RU)-241225 
Artworks of primary package approved: / MaKeTM nepBHlJHoii ynaIcosicu yTsep~eu1,I: 05.11.2024 
Artworks of secondary package approved:/ MaiceTbl BTopulJuoii ynaKOBKH yTsep:1K.11:eu1,1: 24.12.2025 
PL approved: / JIB YTBCP:IK.llen: 24.03.2026 

HPLC I B3}f(X 

IR spectrometry I HK­
cneKmpoMempu.R 

Retention time of the mam peak m the 
chromatogram of test solution complies with 
retention time of the mam peak m the 
chromatogram of standard solution ("Assay" 
test). / BpeMll y.llep)l(HBaHttll OCHOBHOro n11Ka 
Ha xpoMaTorpaMMe 11cnb1TyeMoro pacTBopa 
COOTBeTCTBYeT BpeMeHH y.nep)l(l1BaHl1ll 
OCHOBHOro TIHKa Ha xpoMaTorpaMMe 
CTau.napTHOro paCTBOpa (HCTib!TaHHe 
«Kom1tJecrneHHoe onpe.11:eneH11e»). 

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-1, 3302 cm-1, and 2946 
cm-1 with a deviation ofNMT ±10 cm- 1 in the 
4000-450 cm-1 range. / l1K-cneKTpb1 06pa3ua 
npenaparn 11 crnH.napTHoro o6pa3u,a, CHl!Tble B 
,!l_l1CKe C KaJ111ll 6poM11J:{OM P, B o6nacrn OT4000 
,u_o 450 CM-I npOllBJllllOT MaKCHMYMbl 
nornomeHHll np11 BOJlHOBblX lJl1CJlaX 3490 CM- 1, 

3302 CM-I 11 2946 CM-I c 0TKJl0HeHHeM He 6onee 
±10 CM-I. 

Pal,!e 2 of7 / CTp. 2 H3 7 
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). I BpeMll y,a_ep)l(HBaHttll OCHOBHoro n11Ka 
Ha xpoMaTorpaMMe HCTiblTyeMoro paCTBOpa 
A0JJ)l(H0 COOTBeTCTBOBaTb BpeMeHH 
y.nep)l(HBaHHll 
xpoMaTorpaMMe 
(HCTiblTaHHe 
onpe,a_eneHHe» ). 

OCHOBHOro TIHKa Ha 
CTaH,a_apTHOro paCTBopa 

«KOJlHtJeCTBeHHOe 

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-1, 3302 cm-
1, and 2946 cm-1 with a deviation ofNMT ±10 
cm-1 in the 4000-450 cm-1 range. / l1K­
cneKTpb1 06pa3ua npenaparn 11 cTaH.napTHoro 
06pa3u,a, CHllTble B .n11cKe C KaJlHll 6poMl1,!l_OM 
P, B o6naCTl1 OT 4000 )lO 450 CM-I )l0Jl)l(Hbl 
rrpOllBJlllTb MaKCl1MYMbl nornomeHttll np11 
B0JJH0BblX lJHCJJax 3490 CM- 1, 3302 CM- 1 11 
2946 CM-I c OTKJJOHCHHeM He 6onee ±10 CM-I. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aicJJto'lenue: O)1:OliPEHO Il HMe'laHHe: TT 

Prepared by / 
TTo)lroTosneHo: 
Shagu 

Date I 
nan: 29.06.2026 

o,u_ KT cooTBeTCTB eT T e6oBaHHllM Hll 
Checked by/ Checked by (AQA) / 
TTpoeepeHo: Pravesh TTpoeepeuo (AOK): 

Rana i AmitK 

z 
Date / Date I 
nan: 29.06.2026 llarn: 29.06 .2026 

Approved by: Quality Assurance/ Authorized 
person I O.uo6peuo: O6ecnetJeH11e 

~ e:J_O; eeTCTBeH~ oe m1uo: 
{ .r<tstJlC)U \ ca.vu ""' 

Date/ 
)],am: 

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: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1 <I> HKA T 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 

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

Ilpo,11,yirr: )];ucrreBHKT® (aKOTHaMHA) Ta6JieTKH, llOKpblTbie llJieHO'-IHOH o6oJIO'-IKOH, 100 Mr 
Market/ PbIHOK : Russia I Poccm, 

Batch No/ 
: V2601378 

Batch Quantity I 9,00,000 tab/ 
Cepm1N2 O6beM cepuu 9,00,000 Ta6 

Analytical Report No / 
: 040003475081 

Date of Analysis / 
29.06.2026 

AHaJIHTH'teCKHH 0T<teT N2 ,LJ:aTa a HaJIH3a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
04/2029 

)laTa np0H3B0,ll,CTBa ro,neH ,11,0 : 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,l(CTBeHHaH : MNB/05/263 
HoMepPY 

: JU1-N2(00195 l)-(Pr-RU) 
nuueH3HH N2 
Analysis performed according to ND:/ AHaJIH3 npose,11,eH no H)J:: JIII-N2(001951)-(Pr-RU)-241225 
Artworks of primary package approved: / MaKeTbt nepsuqHou ynaKOBKH yrnep~eHbt: 05.11.2024 
Artworks of secondary package approved:/ MaKeTbt BTOpH'fHOH ynaK0BKH yrnep"',neHbt: 24.12.2025 
PL approved: / JIB yrnep"'JJ.eH: 24.03.2026 

Page 3 of 7 / C-rp. 3 H3 7 
3 Dissolution/ PacrnopeHue Unit-I / Ta6n.-l 96% Q = 75 % in 30 min. / Q=75 % B Te'-Iettue 30 

Unit-2 / Ta6n.-2 98 % 
MHH. 

Unit-3 / Ta6n.-3 97% 

Unit-4 / Ta6n.-4 97% 

Unit-5 / Ta6n.-5 96 % 

Unit-6 / Ta6n.-6 98 % 

4 Uniformity of dosage units / According to the requirements. I 
O,nHOp0,11,HOCTb )l,03Hp0B3HHbIX 2.2 COOTBeTCTBJU1 C Tpe6oBaHHllMH. 
e,11,HHHU 

5 Impurities / IlpnMecu 

Amide acid Impurity / IlpuMecb Below LOD (LOD = 0.0092 %) / Hu)Ke Not more than 0.20 % / He 6onee 0,20 % 
aMu,na KHCJIOTbl rrpe,nena o6ttapy)KeHHll (ITO= 0,0092 %) 

Individual maximal unidentified Below BDL (BDL= 0.08 %) I Hu)Ke nopora Not more than 0.20 % / He 6onee 0,20 % 
impurity I E,nHHH'-IHall perucTpauHu (IIP =0,08 %) 
MaKCHMaJibHall 
Heu,neHTH~H~HpOBaHHall 
rrpHMeCb 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqaHHe: Ilpo,nyKT COOTBeTCTByeT Tpe6oBaHHllM H)]; 3aKJIIO'feHue: O)J:OEPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
Ilo,nroToBnetto: 

~;;:epeHo 1 "h IlpoBepetto (AOK): person I O,no6peHo: O6ecrre'-Iettue 
Shagun Amit Kumar ~Y!~;~e JIH~ -!A\A?r ~ j\.-;_ 
Date/ Date/ Date/ Date/ \ 1 /7 01).,P '\,'-

llarn: 29.06.2026 )];am: 29.06.2026 )],am: 29.06.2026 )];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 

B 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<!>MKA T AHAJU13A 

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.drreddys.com 

TipoJlyKT: )J),icneBHKT® (aKOTHaMH.!l) Ta6JieTKH, TTOKPbITbie nneHO'iHOH o6oJIO'iKOH, 100 Mr 
Market/ PblHOK : Russia/ Poccm1 
Batch No/ 

: V2601378 
Batch Quantity / 9,00,000 tab I 

Ceoirn .N'2 O61>eM cepuu 9,00,000 Ta6 
Analytical Report No/ 

: 040003475081 
Date of Analysis / 

29.06.2026 
AHaJJHTH'-ICCKHH OT'-leT .N'2 ,II.am ananu1a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
04/2029 

,ll.aTa npoHJBO,!l.CTBa ro.neH )lO 

Mfg. License No. / 
MA number:/ 

TipOHJBO,!l.CTBeHHaH : MNB/05/263 
HoMep PY 

JII1-N2(00195 l )-(Pf-RU) 
JJHUeHJHH .N'2 
Analysis performed according to ND:/ AnaJJHJ npose)leH no H.U: .JITI-.N'2(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaKeTbI nepBH'-IHOH ynaKOBKH yTsep,imeHbt: 05.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'-IHOH ynaKOBKH yTsep:iK,!l.eHbI: 24.12.2025 
PL approved:/ .JIB yrnep,imen: 24.03.2026 

- Page 4 of7 / CTp. 4 HJ 7 
Total impurities/ Below BDL / H11)1(e nopora perncTpau1111 Not more than 0.75 % / He 6011ee 0,75 % 
CyMMa npHMeceil. 

6 Water/ Bo.na 5.8 % Not more than 10.0 % I He 6011ee 10,0 % 

7 Microbiological purity/ MuKpo6uonoru'-tecKaH '-IHCTOTa 

a) Total viable aerobic count/ Less than 10 CFU/g Not more than 103 CFU/g / 
O6U(ee KOJlH'-leCTBO Mettee 10 KOE/r He 6011ee 103 KOE/r 
)l(H3Hecnoco6Hb!X a3po6HblX 
MHKpoopramt3MOB 

b) Total Combined Yeasts & Less than 10 CFU/g / Not more than 102 CFU/g / 
Moulds Count / O6U(ee '!HCJIO MeHee 10 KOE/r He 6011ee 102 KOE/r 
.!lPO)l()l(eBblX H nnecHeBblX 
rpH60B 

c) Escherichia Coli Absent in I g / Absence per 1 g / 
OrcyTcTByeT B 1 r OTCYTCTBl1e B 1 r 

9 Assay* I Konn'-leCTBennoe 97.6 mg/ 97,6 Mr From 90.0 mg to 110.0 mg of acotiamide 
onpe.neneHne* hydrochloride hydrate. I Or 90,0 Mr .no 

110,0 Mr aKOTHaM11.na rn.upox11op1-1.na 
rn.npaTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-taHHe: Ilpo.nyKT COOTBeTCTByeT Tpe6oBaHl1SIM H.[( 3aKJJIO'-leuue: O.UOiiPEHO 
Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilo.nroTOBJieHo: IlpoBepeHo: Pravesh IlpoBepeHo (AOK): person/ O,uo6peHo: O6ecneYemte 

Shagun ~/ Rana { Amit Kumar 

~

•1e na/OTneTCTBettHoe 1muo: 

/\ ~ I \CJAM~ ~~~~ 
Date/ Date/ Date I ' Date/ "-- \ :/)~'\,.IO 

.[(am: 29.06.2026 .[(am: 29.06.2026 .[(am: 29.06.2026 .[(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 
CEPTHcI>MKA T AHARJ.13A 

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

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

Vii i. Khol, Nalagarh Road, Baddi, 

Distt. Solan, HP., 173 205, INDIA 

Tel : +91 98166 56001-02 

www.drreddys.com 

Ilpo)).yKT: ,lb-1cnes11KT® (aKoT11aM11,n) rn6JJeTKl1, noKpbITbie nJJeHoqHoi1 o6oJJoqKoi1, 100 Mr 

Market/ PhIHOK : Russia I Poccm1 

Batch No/ 
: V2601378 

Batch Quantity / 9,00,000 tab I 
Cepm1 N2 O6beM cepuu 9,00,000 Ta6 

Analytical Report No I 
040003475081 

Date of Analysis / 
29.06.2026 

AuaJIHTH'leCKHH OT'leT N2 ,UaTa auaJIHJa 

Date of Manufacture / 
05/2026 

Date of Expiry / 
04/2029 

,UaTa npouJso,ncTsa ro.neu .no 

Mfg. License No./ 
MA number: I 

IlpOHJBOJJ:CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(001951)-(Pr-RU) 

JIHQeHJHH N2 
Analysis performed according to ND:/ AuaJIHJ npose.neu no H,U: JIO-N2(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaKeThl nepBH'lHOtt ynaKOBKH yrnep'.lK)).ettbi: 05.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOptt'lHOtt ynaKOBKH yrnep,K,neub1: 24.12.2025 
PL approved: / JIB yrnep'.lK)).eu: 24.03.2026 

Pa~e 5 of7 / CTp. 5 HJ 7 
10 Package description/ 10 tablets per blister of 10 tablets per blister of 

Onucauue ynaKOBKH polyvinylchloride/polyvinylidenechloride and polyvinylchloride/polyvinylidenechloride and 
aluminum foil. 5 blisters and package insert in a aluminum foil. 5 or 9 blisters and package 

carton. I Tio 10 Ta6JJeTOK B K0HTYPHYJO insert m a carton. I Tio 10 Ta6JJeTOK B 
JI'leHKOBYJO ynaKOBKY 113 nJJeHKl1 K0HTYPHYJO Jiqei1KoByJO ynaKOBKY H3 nJJeHKH 
TTOJIHBHHHJIXJJOpHJJ:HOlliTTOJIHBHHHJIHJJ:eHXJJOpH TTOJIHBHHHJIXJJOp11JJ:HOlliTTOJIHBHHHJIHJJ:eHXJJOp 
.l(HOH H qJOJlbrH aJIIOMHHHeBOH . Tio 5 11JJ:HOH 11 qJOJlbrM amOMHHHeBoit Ilo 5 HJIH 9 

KOHTYPHbIX JI'leHKOBbIX ynaKOBOK BMeCTe C KOHTYPHbIX JI'-leHKOBbIX ynaKOBOK BMeCTe C 
JIHCTKOM-BKJJaJJ:billleM B rra'-IKY KapTOHHyJO. JIHCTKOM-BKJJaJJ:bJllleM B na'-IKY KapTOHHyJO. 

11 Labeling/ MapKttposKa Complies / CoorneTcrnyeT See section 1.3.2 of Module 1 of DMF. / CM. 
pa3,neJ1 1.3.2 MOJJ:YJJll 1 per11cTpaQH0HHOro 

JJ:OCbe. 

12 Storage conditions/ YcJIOBHH Store at temperature not higher than 25 °C. / XpaHHTb nptt TeMnepaType He Bbillle 25 °C. 
xpaueuuH 

13 Shelf-life (storage period) / 3 years. / 3 ro,na. 

CpoK ro)),HOCTH (cpOK 
xpaueuuH) 

Note I Ilp11Meqam,1e 

*Limit of release specification for Assay: / Hop Ma cneuttcpttKau1rn nptt BhmycKe no rroKa3aTeJJJO «KoJJtt'-lecrneHHoe orrpe,neJJeHtte»: 

95.0 mg to 105.0 mg of acotiamide hydrochloride hydrate. I OT 95,0 Mr .no 105,0 Mr aKoTHaMtt,na m,npoxJ1op11.na m.nparn. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: Tipo,nyKT cooTBeTCTB)'eT Tpe6osaHHHM H.U 3aKJIIO'leHHe: OL{OnPEHO 
Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 

Ilo,nrOTOBJJeHO: IlposepeHo: Prave h TiposepeHo (AOK): person/ O,no6peHo: O6ecne'-leHHe 

Shagun Rana {_ Amit Kumar 
K~ B\~I~ e JJHU~O: (?~ y f'-·-:- , - ,,-ob,.,b 

Date/ Date/ Date/ ' Date I \ I / 70~ ' 

llarn: 29.06.2026 narn: 29.06.2026 narn: 29.06.2026 llaTa: r 

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: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTvT<l>HKAT AHAJTM3A 

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

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

Product: Dyspevict® (acotiamide) film-coated tablets, 100 mg 
IlpoJJ;yKT: ,l],11cneBHKT® (aKOTHaMHA) Ta6neTKl1, UOKPb!TbJe UJieHO'lHOH o60JIO'lKOH, 100 Mr 
Market/ PblHOK : Russia / Poccm, 

Batch No/ 
: V2601378 

Batch Quantity/ 9,00,000 tab/ 
CepnH N2 O6'beM cepuu 9,00,000 m6 

Analytical Report No/ 
040003475081 

Date of Analysis / 
29.06.2026 

AHaJIHTH'leCKHU OT'leT .N'! )].aTa aHaJIHJa 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2029 

)].aTa IIPOHJBOJJ;CTBa roJJ;eH JJ;O 

Mfg. License No./ 
MA number:/ 

IlpOHJBOJ];CTBeHHaH : MNB/05/263 
HoMep PY 

JUI-N2(001951 )-(Pf-RU) 
JIHIJ;eHJHH .N'! 

Analysis performed according to ND:/ AHaJIHJ npoBeJJ;eH no H)].: JIIl-N2(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaiceTbI nepBH'lHOil: ynaKOBKH yrnep,imeHbt: 05.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'lHOil: ynaKOBKH yTsep'.ll(JJ;eHbt: 24.12.2025 
PL approved: / JIB yrnep'.ll(JJ;eu: 24.03.2026 

Page 6 of7 / CTp. 6 HJ 7 
API name/ HauMeHosaHHe A<l>C: Acotiamide hydrochloride hydrate/ AKomaMHJJ;a r11,npoxnop11JJ,a rn,npaT 

INN /MHH: Acotiamide / AKoT11aM11JJ, 
API manufacturer batch number / ACT-25020, ACT-26001 
HoMep cepuu npOHJBOAHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHUHH npOHJBOJ];HTeJIH FETA00212, FETA00275 
r JI<I>: 

API Manufactured by, address & country/ Emnar Pharma Private Limited, Unit-II, Plot No. 15, Jawaharlal Nehru Pharma 
IlpottJBOJJ;HTeJib A<l>C, aJJ;pec H CTpaua: City, Tadi (Village), Parawada (Manda)), Anakapalli (District), Andhra Pradesh, 

531019, India/ 
3MHap <DapMa Ilpai-faeT Jl11M11TeJJ,, Ilo.npa3JJ,eJ1eH11e-II, Y'laCTOK N2 15, 

,l],)Kasaxapnan Hepy <DapMa C11m, TaJJ,11 (B11nnaJJ,)K), IlapasaJJ,a (MaHJJ,aJI), 
AttaKanann11 (,l],11cTpHKT), AH,nxpa Ilpa,nern, 531019, I1H,nm1 

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) / 
HauMeHOBaHHe, aJJ;pec, JIHUeHJHH JJ;JIH ,l],-p PeMH' C Jla6oparnp11c JIT,n., I1tt;:i:m1, Ilp011380JJ:CTBeHHOe UOJJ,pa3JJ,eJieHHe-6, 
IlpOHJBOJJ;CTBeHHaH UJIOLu;aJJ;Ka / IlJIOLu;aJ);Ka B11nn. Kxonb, Hanarapx PoyJJ,, EaMH, ,l],11cTp11KT ConaH, X.Il., 173205, I1HJJ,HH 
KOHTPOJIH Ka'leCTBa / IlJIOLu;aJJ;Ka BbIDYCKa (nm.i:eH3HH 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 confirms to ND/ Conclusion : APPROVED / 
3atcJIIO'leHue: O)1.OEPEHO 

Prepared by/ 
Ilo,nroTosneHo: 
Shagun 

Date/ 
.[(am: 29.06.2026 

o,nyKT COOTBeTCTB eT T e6oBaHHHM H,l], 
Checked by/ Checked by (AQA) / 
IlposepeHo: Pravesh Ilposepetto (AOK): 

Rana i Amit Ku ar 
,___..--') --

Date/ Date/ 
.[(am: 29.06.2026 .[(am: 29.06.2026 

Approved by: Quality Assurance/Authorized 
person I O,no6peHo: O6ecne'leH11e 

K~ BMal?r~eTCTBeHHOe Jll1UO: 

c_ ! ~ Jc.a,u.;""" 
Date/ 
)],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 
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CERTIFICATE OF ANALYSIS 
CEPTH<I>HKA T AHAJU13A 

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 
Ilpo)lyKT: ):{11cneBHKT® (aKOTHaMHJl) Ta6JieTKH, TTOKpblTble nJieHO'IHOH o60JIO'IKOH, 100 Mr 

Market/ Pi,rnoK : Russia/ Poccm1 

Batch No/ 
: V2601378 

Batch Quantity / 9,00,000 tab/ 
CepnH .N'2 O61:.eM cep11n 9,00,000 rn6 

Analytical Report No / 
040003475081 

Date of Analysis / 
29.06.2026 

AHaJIHTH'leCKHH OT"leT .N'2 .Li:aTa auannJa 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2029 

.Li:aTa DPOHJBO)l.CTBa ro)leH /l.O 

Mfg. License No./ 
MA number:/ 

IlpOHJBO,ll.CTBeHHaH : MNB/05/263 
HoMep PY 

JIIT-N2(00195 l)-(Pf-RU) 

JIHU,eHJHH .N'2 
Analysis performed according to ND:/ AnaJIHJ npose)J.en no H.Li:: JIIl-.N'2(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaKeTM nepBH"IHOH ynaKOBKH yrnepmJJ,eH1,I: 05.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOPH"IHOH ynaKOBKH yTsep,icJJ.eHbl: 24.12.2025 
PL annroved: / JIB vrnep:iK)leu: 24.03.2026 
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3aKJIIO"leHHe O C0OTBeTCTBHH: «HacTOHll.\HM .SI TT0.IJ.TBCP)K.IJ.310, 'IT0 npHBe.n.eHHa.SI Bblille HHcpOpMal.lHH HBJIHeTCH ,!lOCTOBepH0H H TO'IHOH. 
3m cepHH np0.IJ.YKLlHH npOH3Be,ll.eHa (BKJIIO'la.SI ynaKOBKY (MapKHpOBKY) 11 KOHTpOJih Ka11ecTBa) Ha BhIWeyKa3aHHOH np0113B0.ll.CTBeHHOH 
n11oma.uKe (nJIOll.\3,!lKax) B n0JIHOM CO0TBeTCTBHH C Tpe6oaaHHHMH ITpaB11JI Ha,UJle)KameH np0113B0,!lCTBeHHOH npaKTHKH EBpa3HHCKOro 
3KOHOM1111ecKoro c0103a (N2 GMP/EAEU/RU/02329-2025 OT 19 cenrn6pH 2025 r.) 11 Tpe6oaaHH.SIMH KOHTpOJI.SI Ka11ecTBa JieKapcTBeHHbIX 
cpe,UCTB, a TaK)Ke B COOTBeTCTBIH{ co cneu11cp11Kal.ll1.SIMH, co.n.ep)Kall.\HMHC.SI B perncTpauuoHH0M ,!lOChe CTp3Hbl-HMDOpTepa. 3an11c11 no 
npOH3B0,!lCTBY, ynaK0BKe 11 aHamny npoaepeHbl, H ycTaHOBJleHO HX COOTBeTCTBHe Tpe6oaaHH.SIM IlpaBHJl Ha,UJie)Kamew npOH3B0,!lCTBeHHOH 
npaKTHKl1 Eapa3HHCKOro 3K0H0MH'leCK0fO COI03a». 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpnMe"laHue: ITPO.!lYKT cooTBeTCTBYeT TPe6oBaHHHM HD 3aKJIIO"leHHe: o,n:oEPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
Ilo.uroT0B11etto: IlpoBepeno: Pravesh ITpoBepeno (AOK): person/ O.uo6peno: O6ecne11ett11e 
Shagun Rana i Amit Ku1 f r 

"'~~~•uo /1! ~ C • ~ . .--'\_ 

---Date/ Date/ Date / • Date/ ( y~~,v-
):{am: 29.06.2026 narn: 29.06.2026 narn: 29.06 .2026 narn: .,, 

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

CIN: L8S195AP1984PLC004S07 
www.drreddys.com 




