
•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>MKA T AHAJIH3A 

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! L{wcneBHKT® (aKOTHaMH.U) Ta6JJeTKH, flOKpblTbie flJJeHO'-IHOH 060JJO'-IKOH, 100 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No/ 
: V2601379 

Batch Quantity/ 9,00,000 tab I 
Cepnsr .N"2 O6beM cepnH 9,00,000 Ta6 

Analytical Report No / 
040003475238 

Date of Analysis / 
29.06.2026 

AuaJJHTH'leCKHH OT'leT .N"2 .lJ:aTa auaJJHJa 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2029 

)J.aTa DPOH3B0}lCTBa ro}leH }lO 

Mfg. License No. / 
MA number:/ 

IlpOH3BO}lCTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-N!!(001951)-(Pr-RU) 

JJH(leH3HH .N"2 
Analysis performed according to ND:/ AuaJJH3 npose}leH no H)J.: JIO-.N"2(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaiceTbt nepBH'IHOH ynaKOBKH yrnep~eHht: 05.11.2024 
Artworks of secondary package approved:/ MaiceTbl BTOpH'IHOH ynaK0BKH yTsepJK/leHbl: 24.12.2025 
PL approved: / JIB yTBep~eu: 24.03.2026 

Page 1 of 7 / CTp. 1 H3 7 
.N"2 Test I Ilotea3aTeJJh Result/ PeJyJJbTaTbt Specification/ HopMa 

1 Description/ On11cauue 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 
Kpyrnh1e Ta6JJeTKH, flOKpblTbie flJJeHO'-IHOH white to pale yellow. / KpyrJJh1e Ta6JJeTKl1, 
o6ono4Kow 6enoro useTa, C rpaBHpOBKOH noKpblTble nneHo4HOH o6oJJo4KOH 6enoro 
« 100» Ha O,UHOH CTOpOHe 1:1 r JJa,!I.KHe Ha .n.pyroi,i. HJJH n04HI 6enoro UBeTa, C rpaswpOBKOH 
Ha nonepe4HOM cpe3e - ii.n.po CBeTJJO-)l(eJJToro «100» Ha 0/lHOH CTOp0He 11 rna,uKHe Ha 
IJBeTa. ,upyroi-1. Ha nonepe'-IHOM cpe3e ~ H,upo OT 

6enoro ,UO CBeTJJ0-)l(eJJTOro IJBeTa. 

, 

2 Identification/ ll}leuTmtrnicaunsr 

Remarks : The Product confirms to ND/ 
IlpHMe'laHne: Il o.uyKT coorneTCTB eT T e6osaHl1l!M H.U 
Prepared by / Checked by I 
ITo.n.roTOBJJeHo: /l ITposepeHo: Pravesh 

Vishal Sharma v Rana i 
Date/ Date/ 
,lJ.aTa: 29.06.2026 ,D,arn: 29.06.2026 

Checked by (AQA) I 
flposepeHo (AOK): 

AmitK 

Date I 
,D,arn: 29.06.2026 

Conclusion : APPROVED / 
3aKJJto'leHne: O.lJ:OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.n.o6peHo: O6ecne'-leH11e 

~B'~~f eTCTBei1Hoe JIHL.lO: 

{ t, ~ \CO,U,41J--1 

Date I 
,D,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: L8519SAP1984PLC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPT11Cl)11KAT AHAID13A 

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 
IlpoayKT: )l11cneBHKT® (aKOTl18M11Jl) rn6neTKl1, noKpbJTbJe m1eHO'IHOH o6ono'IKOH, 100 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No/ 
: V2601379 

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

Analytical Report No/ 
: 040003475238 

Date of Analysis / 
29.06.2026 

AttaJiuTtt'IecKuu OT'JeT N2 J1:aTa attanu1a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2029 

.Ll:aTa npOH3B0L{CTBa ro,neH ,!lO 

Mfg. License No. / 
MA number:/ 

IlpOH3B0,!lCTBeHHast : MNB/05/263 
HoMep PY 

J1Il-N2(00195 l)-(Pf-RU) 

nuuen1usi N2 

Analysis performed according to ND:/ Auanm nposeaen no H,n:: JIU-.N'2(001951)-(Pr-RU)-241225 
Artworks of primary package approved: / MaKeTbI nepBH'rnou ynaK0BKH yTBep,ic,nenbt: 05.11.2024 
Artworks of secondary package approved: / MaKeTbl BTopuqnou ynaK0BKH yTsepJK,nettbl: 24.12.2025 
PL aooroved: / JIB yrnepJKJleH: 24.03.2026 

HPLC I B3)KJ( 

IR spectrometry I ffK­
cneKmpoMempuR 

Pa2e 2 of 7 / CTp. 2 HJ 7 
Retention time of the mam peak m the Retention time of the mam peak m the 
chromatogram of test solution complies with chromatogram oftest solution should comply 
retention time of the main peak m the with retention time of the main peak in the 
chromatogram of standard solution ("Assay" chromatogram of standard solution ("Assay" 
test). / BpeMl! y,nep)l(HBaHHll OCHOBHOro n11Ka test). / BpeMl! y.n;ep)l{11BaHHll OCHOBHOro rmKa 
Ha xpoMaTorpaMMe 11cnb1TyeMoro pacTBopa Ha xpoMaTorpaMMe 11cnb1TyeMoro pacTBopa 

apeMett11 y/lep)l{ttBaHHll )lOJDKH0 C00TBeTCTB0BaTb speMeHH 
OCHOBHOro n11Ka Ha xpoMaTorpaMMe 
CTaHaapTHOro paCTBopa (11cnb1TaHtte 
«Kon11'IeCTBeHttoe onpeaenett11e»). 

IR spectra of the medicinal product and the 
reference standard taken m 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. / J1K-cneKTpb1 06pa1ua 
rrpenapaTa 11 cTatt.n;apTHoro 06pa31..1,a, CHl!Thle s 
,ll;HCKe c KaJil1ll 6pOM11,ll;OM P, B o6naCTl1 OT 4000 
.no 450 CM-I npOl!BJill!OT M8KCHMYMhl 
norJIOI..1.1eHl1ll rrp11 BOJIHOBhlX •-mcnax 3490 CM-I' 
3302 CM-I 11 2946 CM" 1 c OTKJIOHCHl1CM He 6onee 
±10 CM-I. 

y )lep)l{ttBaHHll 
xpoMaTorpaMMe 
(11cnbITatt11e 
onpeaenett11e»). 

OCHOBHOro n111<a Ha 
CTaHL{apTHOfO paCTBOpa 

«KOJIH'IeCTBeHHOe 

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 m the 4000-450 cm·1 range. / l1K­
cneKTpb1 06pa3ua npenapaTa 11 cTaH.n;apTnoro 
o6pa3ua, CHl!TbJe B ,ll;l1CKe C KaJil1ll 6pOMl1,ll;OM 
P, B o6nacrn OT 4000 .no 450 CM-I )lOJI)l(Hbl 

rrpOllBJil!Tb MaKCHMYMhl ITOrJIOI..1.1eHl1ll rrp11 
BOJIHOBhlX 'll1CJiaX 3490 CM- 1, 3302 CM-I 11 

2946 CM-I c OTKJIOHeHHeM He 6onee ± 10 CM-I . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'lenue: O.Ll:OliPEHO IlpuMe'lattue: Il o.n KT coOTBeTCTB eT T e6oBaHHllM Hll 

Prepared by/ (J Checked by/ 
Ilo.n;roToBnetto: TTpoBepetto: Pravesh 
Vishal Sharma Rana j_ 
Date/ Date/ 
)],aTa: 29.06 .2026 llaTa: 29.06.2026 

Checked by (AQA) I 
IlposepeHo (AOK): 
Amit Kumar 

.--'\ -
Date/ 
)],aTa: 29.06 .2026 

Approved by: Quality Assurance/Authorized 
person / O)lo6peHo: O6ecne'!eH11e 
Ka'I~?TBeT~e1rnoe n11uo: 

( ,~ ~CO-,I\A'"'1 

Date / 
)],aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<DHKAT AHAfl lil3A 

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

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

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

IlJ>O!lyKT: )l11cnes111CT® (aKOTHaMHJl) m6JJeTKl1, n0KPblTble nJJeHO'IHOH o60JJO'-IKOH, 100 Mf 
Market/ PblHOK : Russia/ Pocc11H 
Batch No/ 

: V2601379 
Batch Quantity/ 9,00,000 tab/ 

CepHH N2 O61,eM cepHH 9,00,000 m6 
Analytical Report No / 

: 040003475238 
Date of Analysis / 

29 .06 .2026 
AuaJIHTH'leCKHH OT'leT N2 .UaTa anaJIHJa 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2029 

.UaTa DPOH3B0)\CTBa ro,!J.eH JlO 

Mfg. License No. / 
MA number:/ 

IlpoH3BO,!J.CTBeHHaH : MNB/05/263 
HoMep PY 

: Jlll-N2(001951)-(Pf-RU) 
JIHl\eHJHH N2 
Analysis performed according to ND:/ AuaJIH3 npoBeJleH no H.U: JIU-N2(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKoBKH yrneplK!leH1,.I: 05.11.2024 
Artworks of secondary package approved:/ MatceTbI BTOpH'IHOH ynaKOBKH YTBepiKJleHbI: 24.12.2025 
PL approved: / JIB yrnep:iKJleH: 24.03.2026 

Page 3 of7 / CTp. 3 HJ 7 
3 Dissolution / PaCTaopeuue Unit-I / Ta6n.-1 95 % Q = 75 % in 30 min. / Q=75 % B Te'lett11e 30 

Unit-2 I Ta6n.-2 96% 
MHH. 

Unit-3 I Ta6n.-3 95 % 

Unit-4 I Ta6n.-4 100 % 

Unit-5 I Ta6n.-5 95 % 

Unit-6 I Ta6n.-6 95 % 

4 Uniformity of dosage units / According to the requirements. I 
OJlHOp0JlHOCTb )l03HpOBaHHblX 2.0 C00TBeTCTBHl1 c Tpe6oBaHl1HMl1. 
e)lHHHU 

5 Impurities/ IlpHMecu 

Amide acid Impurity / llpHMecb Below LOD (LOD = 0.0092 %) / Hm1<e Not more than 0.20 % / He 6onee 0,20 % 
3MH,na KHCnOTbl npe.nena o6Hapy)l(eHHH (TIO= 0,0092 %) 

Individual maximal unidentified Below BDL (BDL= 0.08 %) I Hm1<e nopora Not more than 0.20 % / He 6onee 0,20 % 
impurity I E.n11HH'lHaH perncTpau1111 (TIP =0,08 %) 
MaKCHManbHaH 
He11JleHTH~11u11posaHHaH 
npHMeCb 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: llpOJlYKT cooTBeTCTBYeT Tpe60BaH11HM Hll 3aKJitO'leHHe: O.UOEPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
llOJlrQTOBneHo: (l llposepetto : Pravesh ITposepeHo (AOK): person / OJlo6peHo: O6ecne'leH11e 
Vishal Sharma Rana i Amit Kumar 

~

OrneTCTBeHHOe n11uo: 

~-~- / l l au,,u """ J 
//Ill I 

Date / Date / Date f Date/ t l.Xt' ~ ,,-OX> ,b 

)lam: 29.06 .2026 )lam: 29.06.2026 ,[I.am: 29.06.2026 ,[I.am: >t,~'l; 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

B 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTYl©11KAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 

Di stt. Solan, H.P., 173 205, INDIA 

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

Product: Dyspevict® (acotiamide) film-coated tablets, 100 mg 
Ilpo,!lyKT: .[l11cneB11KT® (aKOTl1aM11.l\) Ta6JJeTKl1, noKphITble nneHOlJHOH o60JJOlJKOH, 100 Mr 
Market/ PbtHOK : Russia/ Poccm1 

Batch No/ 
: V2601379 

Batch Quantity I 9,00,000 tab/ 
Cepus1 .N'! O6'beM cepuu 9,00,000 Ta6 

Analytical Report No / 
: 040003475238 

Date of Analysis / 
29 .06.2026 

AHaJJHTHlJeCICHH OT'ICT .N'! ,l].aTa aHaJ1u1a 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2029 

,l].aTa UDOH3B0,!lCTBa ro,!leH ,!10 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,!1CTBeHHaH : MNB/05/263 
HoMep PY 

: J11l-N2(001951)-(Pf-RU) 
JIHQeH3HH .N'! 
Analysis performed according to ND:/ AHaJJul npoBe,!leH no H,l].: JIII-N2(001951)-(Pf-RU)-241225 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH YTBep,K,lleHbI: 05.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHoii ynaKOBKH yTBepJK,!leHbI: 24.12.2025 
PL aooroved: / JIB yrnepJK,!leH: 24.03.2026 

- Page 4 of7 / CTp. 4 HJ 7 
Total impurities/ Below BDL / HmKe nopora perncTpau.1111 Not more than 0.75 % / He 6onee 0,75 % 
CyMMa np11Mece11 

6 Water/ Bo.lla 5.4 % Not more than 10.0 % / He 6onee 10,0 % 

7 Microbiological purity/ Mm(po6uoJJorn'lecKaH 'IHCTOTa 

a) Total viable aerobic count I Less than 10 CFU/g Not more than 103 CFU/g / 
O6mee KOJIHlJeCTBO MeHee 10 KOE/r He 6onee 103 KOE/r 
)KH3Hecnoco6HhIX a3p06HhlX 
M11KpoopraHJ13MOB 

b) Total Combined Yeasts & Less than 10 CFU/g / Not more than 102 CFU/g / 
Moulds Count I O6mee 411cno MeHee 10 KOE/r He 6onee 102 KOE/r 
.l\PO)K)KeBhIX H nnecHeBhJX 
rp1160B 

c) Escherichia Coli Absent in 1 g / Absence per 1 g / 
OTcyTcrnyeT B 1 r OTCYTCTBl1e e 1 r 

9 Assay* / KoJJH'leCTBeHuoe 97.8 mg / 97,8 Mr From 90.0 mg to 110.0 mg of acotiamide 
onpe,!leJJeuue* hydrochloride hydrate. I OT 90,0 Mr JJ,O 

110,0 Mr aKOTHaMHJJ,a rH,!lpOXJJOpuJJ,a 
rnaparn. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKmo'-leuue: O.L{OliPEHO II HMe•rnuue: 11 

Prepared by I 
llOJJ,rQTOBJJeHo: 
Vishal Sharma 

Date/ 
LJ:aTa: 29 .06.2026 

0,!l KT CO0TBeTCTB eT T e6oeam,.siM Hil 
Checked by/ Checked by (AQA) I 
llpoeepeHo: Pi vesh llpoeepeHo (AOK): 
Rana Amit Kumar 

-4 -
Date/ Date/ 
Ilarn: 29.06.2026 LJ:arn: 29.06 .2026 

Approved by: Quality Assurance/Authorized 
person/ OJJ,o6peHo: O6ecnetJeH11e 
KalJeCTBa/OrneTCTBeHHOe J111uo: 

~t~w-i 

Date/ 
.[lam: 

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

Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN : L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<'bvlKAT AHAJil13A 

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

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

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

flpoJ{YKT: JlHcrren11KT® (aKOTHaM11,n) Ta6JJeTKl1, ITOKPblTble rrneHO'lHOH o60JJO'lKOH, 100 Mr 

Market / PbIHOK : Russia I Poccm:1 

Batch No/ 
: V2601379 

Batch Quantity / 9,00,000 tab/ 

CepuH .N2 O6'beM cepuu 9,00,000 Ta6 

Analytical Report No/ 
040003475238 

Date of Analysis / 
29.06.2026 

AH3JIHTH"leCICHH 0T"leT ,Ng ,l],aTa auanuJa 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2029 

,l],aTa npottJB0JJ.CTBa foJJ.eH JJ.0 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)1.CTBeHH3H : MNB/05/263 
HoMep PY 

J1TT-N2(001951 )-(Pf-RU) 

JIHll,eHJHH ,Ny 

Analysis performed according to ND:/ AttaJIHJ npoBe,/1.eH no H,l],: JITI-.N2(001951)-(Pf-RU)-241225 
Artworks of primary package approved:/ MaieeTbl nepBH"IHOH ynaieosiett yrnep,KJJ.eHbt: 05.11.2024 
Artworks of secondary package approved: / MaieeTbt BTOptt<tHOH ynaK0BKtt yTsep,KJJ.eHbI: 24.12.2025 
PL aooroved: / JIB VTBep,KJJ.eH: 24.03.2026 

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

Onncaune ynaK0BKH 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 Ilo 10 Ta6neTOK B KOHTYPHYIO insert in a carton. I Ilo 10 Ta6JieTOK B 
ll'lettKonyIO ynaK0BKY 113 ITJICHKl1 KOHTYPHYIO ll'leHK0BYIO ynaK0BKY m rrneHKH 
ITOJIHBHHHJIXJIOpH,/1.HOWITOJIHBHHHJIH)l.eHXJIOpH ITOJIHBl1HHJIXJIOpH.LtHOWITOJIHBHHHJIH)l.eHxnop 
,11,HOH 11 q>OnbrH aJJIOMl1H11eBOH. Ilo 5 11ii,Hott 11 cponbr11 aJ110M11H11esoi1. Ilo 5 11n11 9 
K0HTypHblX ll'leHKOBbIX ynaK0BOK BMCCTe C KOHTYPHbIX ll'leHKOBbIX ynaK0BOK BMeCTe C 
JIHCTK0M-BKJia)l.bIWeM B rra'lKY KapTOHHYIO, JlHCTKOM-BKJia)l.blWeM B rra'lKY KapT0HHYIO, 

11 Labeling/ MapKttposKa Complies/ CooTBeTcTByeT See section 1.3.2 of Module 1 of DMF. / CM. 
pa3,nen 1.3.2 MO.LtYJill 1 per11cTpau.110HHoro 
JJ:OCbe. 

12 Storage conditions / Y CJI0BHH Store at temperature not higher than 25 °C. / XpaHHTb rrpw TeMrrepaType He sb1we 25 °C. 
xpaHeHHH 

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

CpoK ro,/1.H0CTH (cpoK 
xpaHeHHH) 

Note I IlpHMe'latt11e 

*Limit ofrelease specification for Assay:/ HopMa crreu.11<jJHKau1111 rrp11 BhmycKe no rroKa3aTeJIIO «Kon11qecTBeHttoe orrpe,nenett11e»: 

95.0 mg to 105.0 mg of acotiamide hydrochloride hydrate. I OT 95,0 Mr JJ.0 105,0 Mr aKoT11aM11JJ.a r11,upoxnop11,ua rn,upaTa. 

Remarks : The Product confirms to ND/ 

TI HMe<taHue: IT 0,11 KT C00TBeTCTB eT Tpe6onaHHJIM HJJ: 
Prepared by / Checked by/ Checked by (AQA) / 

Ilo,a:roTonneHo: {} IlponepeHo: Pravesh TiposepeHo (AOK): 
Vishal Sharma Rana j Amit Kumar 

~/ 1--- -1-
Date / Date/ Date/ 

,[{am: 29.06.2026 )];aTa: 29.06.2026 )];aTa : 29.06 .2026 

Conclusion : APPROVED / 
3a,mro<teuue: O,II:O6PEHO 
Approved by: Quality Assurance/Authorized 
person/ O,uo6peHo: O6ecne4em1e 

Ka•1e~eeTCTBeHHOe m1uo: 

< I ~ ~ t COvJ""' 
Date/ 

)];aTa: 

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 ANALYSIS 
CEPTH<!>HKAT 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 
Ilpo,11.yKT: ,[{11crreBHKT® (aKOTHaMtt)J,) m6JieTKH, ITOKPhIThie ITJieH04HOH o6oJI04KOH, 100 Mr 
Market/ PbIHOK : Russia I Poccttl! 
Batch No/ 

: V2601379 
Batch Quantity/ 9,00,000 tab I 

CepnH ,N'g O6beM cepnn 9,00,000 m6 
Analytical Report No/ 

: 040003475238 
Date of Analysis / 

29.06.2026 
AHaJJHTH'tecKnii OT'teT ,N'g .ll.aTa auaJJnJa 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
04/2029 

.ll.aTa npOU3B0)lCTBa ro.11.eu ,11.0 

Mfg. License No./ 
MA number:/ 

Ilpott3B0,II.CTBeHHaH : MNB/05/263 
HoMep PY 

JITI-N!!(00l 951 )-(Pf-RU) 
JIHJ.J;eH3HH ,N'g 

Analysis performed according to ND:/ AuaJJH3 npose,11.eu no H.ll.: JIIl-.N'g(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaKeTbI nepsuquou ynaK0BKH yTsepm;J;eHbI: 05.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopuquou ynaKOBKH yTsepm,11.eub1: 24.12.2025 
PL annroved: / JIB yrnepm.11.eu: 24.03.2026 

Page 6 of7 / CTp. 6 u3 7 
API name/ HanMeuosauue A<l>C: Acotiamide hydrochloride hydrate/ AKoTI-mMH/J,a rHAPOXJIOPHAa rHApaT 
INN /MHH: Acotiamide / AKoTI-mMHA 
API manufacturer batch number / ACT-25016 
HoMep cepun npott3B0.11.HTeJJH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHJ.J;HH np0H3B0)],HTCJIH FESA00540 
r JI<I>: 

API Manufactured by, address & country/ Emnar Pharma Private Limited, Unit-II, Plot No. 15, Jawaharlal Nehru Pharma 
IlpottJB0.11.HTem, A<l>C, a/l,pec u cTpaua: City, Tadi (Village), Parawada (Manda!), Anakapalli (District), Andhra Pradesh, 

531019, India/ 
3MHap <l>apMa ITpai1seT Jl11M11TeA, IToApa3/J,eJieH11e-II, Y4aCTOK N2 15, 

,[{)[(aBaxapJiaJI Hepy <l>apMa C11rn, TaAH (B11JIJia/J,)[(), ITapasa)],a (Mau)],aJI), 
AHaKanaJIJIH (L{11cTpHKT), AHAxpa flpa/J,ew, 531019, Humm 

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) / 
HauMeuosauue, a)],pec, JJuu;eH3HH /J,JJH ,[{-p PeMH'c Jla6oparnp11c JlT)],., l1H/J,Hll, ITpoH3B0/J,CTBeHHOe ITO/l,pa3)],eJieHHe-6, 
IlpOH3B0)],CTBeHHaH DJIOt.u;a,11;Ka / IlJJOt.u;a,11.Ka BHJIJI. KXOJih, Hanarapx PoyA, liaMH, ,[{HCTpHKT CoJiaH, x.rr., 173205, l1H/J,Hll 
K0HTp0JJH Ka'leCTBa / IlJ1ot.u;a,11;Ka BbIDYCKa (nm.1,eH3Hll N!! 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/ 
n HMe'laHue: II 0/J, KT COOTBeTCTB eT T e6oBaHHl!M H,[{ 
Prepared by/ Checked by / Checked by (AQA) / 
IIoArOTOBJieHo:G IIposepeHo: Pravesh IIposepeHo (AOK): 
Vishal Sharma , Rana J_ Amit Ku 

Date I Date/ Date I 
,[{am: 29.06.2026 ,[{am: 29.06.2026 ,[{am: 29.06.2026 

Conclusion : APPROVED / 
3aKJJIO'leune: O,ll.OliPEHO 
Approved by: Quality Assurance/Authorized 
person/ OAo6peHo: O6ecrre4eH11e 
Ka•1ecTea/OrnercTBeHHoe nHu,o: 

(}<iJ.D-1 t cow vv1 

Date I 
,[{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. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM©MKAT AHAill13A 

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 

IlpoJJ,yKT: .[.(11cneBHKT® (aKOTHaMHA) Ta6neTKH, noKpb!Tbie nneH04HOH o60JI04KOH, 100 Mr 

Market/ PLIHOK : Russia / Poccm1 

Batch No/ 
: V2601379 

Batch Quantity/ 9,00,000 tab/ 

Cepust _Ng O6beM cepHH 9,00,000 m6 

Analytical Report No/ 
040003475238 

Date of Analysis / 
29.06.2026 

AHaJIUTU'leCKUH OT'leT _Ng ,UaTa aHaJIUJa 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2029 

,UaTa npoUJBOJJ,CTBa 
: ro,ll.eH ,ll.O 

Mfg. License No./ 
MA number:/ 

IlpoUJBO,ll.CTBeHHaSI : MNB/05/263 
HoMep PY 

: JITI-N2(001951)-(Pf-RU) 

JIUUeHJUSI _Ng 

Analysis performed according to ND:/ AttaJiuJ npose.11.eH no H,U: JIIl-.Ng(001951)-(Pr-RU)-241225 
Artworks of primary package approved:/ MaKen1 nepsU'IHOH ynaKosKu yTBep,K,ll.ett1,I: 05.11.2024 
Artworks of secondary package approved:/ MaKeTLI BTopu'IHOH ynaKOBKU yTBeP*AeHLI: 24.12.2025 
PL approved: / JIB yTBeP*AeH: 24.03.2026 

Page 7 of 7 / CTp. 7 H3 7 
3aKJIIO'leHne O COOTBeTCTBUH: «HaCTOlll.llHM ll ITOJl,TBep)KJJ.alO, 4T0 np1,rne,a.eHHall Bb[We HHq>OpMaUHll l!BJilleTCl! ,!l.OCTOBepHOH H TO'-lHOH. 
3m cepIrn npO,ll.YKU.1111 np0H3Be,ll.eHa (BKJII04al! ynaK0BKY (MapKHpOBKY) 11 .KOHTpOJib Ka4eCTBa) Ha BblllJeyKa3aHHOH np0113BO,!l.CTBCHHOH 

ITJIOLl.la,!l.Ke (nnoma,n:Kax) B ITOJIHOM COOTBeTCTBHH C Tpe6oBaHHl!MH IlpaBl1Jl Ha,n:Jie)Kamett np0113BOJI:CTBeHHOH npaKTHKl1 Eepa311HCKOl'O 
3KottoM11YecKoro coio3a (N2 GMP/EAEU/RU/02329-2025 oT 19 cettrn6pl! 2025 r.) 11 Tpe6oeaH11RM11 KOHTpOJill Ka'lecTBa neKapcTBeHHblX 

cpe,n:cTB, a TaK)Ke B COOTBeTCTBl111 co cneu.11q>11KaU.Hl!MH, CO,ll.ep)Kal.ll11Ml1Cll B pemCTpau.110HHOM ,[(0Cbe CTpaHbl-HMITOpTepa. 3anHCH no 

npOH3B0JI:CTBY, ynaKOBKe H aHaJIH3Y npoaepeHbl, "yCTaHOBJieHO HX COOTBCTCTBHe Tpe6osaHHl!M IlpaBl1JI HaJJ,Jle)Kame11 np0113BOJI:CTBeHHOH 
npaKTHKH Espa311HCKOro 3K0H0MH'lCCK0ro C0J03a». 

Remarks : The Product confirms to ND/ 
IlpuMe'laHue: TI o,n:yKT cooTBeTcTByeT T e6oeaHHl!M H,[( 

Prepared by/ Checked by/ Checked by (AQA) / 

Ilo,n:roToenetto: /'l IlpoaepeHo: Pravesh Ilpoaepetto (AOK) : 

Vishal Sharma ~ Rana 1 Amit Kuma~ 

Date/ Date/ Date / 

,[(am: 29.06.2026 )lam: 29.06.2026 )lam: 29.06.2026 

Conclusion : APPROVED / 
3aKJ1to'leH11e: O).J:OEPEHO 
Approved by: Quality Assurance/Authorized 

person / O,n:o6petto: O6ecne'leH11e 

Ka~ atOTBeTC~TBen,me n11u.o: 

( ' ~ ,(_()...\ \ cou;; \I"\ 

Date/ 

)lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004S07 

www.drreddys.com 




