
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTv!<DHKA T AHAJll13A 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo,uyicr: .[1;11cneBHKT18

) rn6neTKH, noKphIThie nneHO'IHOH o6ono'IKOH, 100 Mr 
Market/ P1,rnoK : Russia / Poccm1 

Dr. Hecldy's l ar)Orator ies Ltd . 
Formulatio n Unit-6 
Viii. Khol, Nalagai h Ro;,d, Baddi, 

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

Tel: +9198166 56001-02 
www.drreddys.com 

Batch No/ : V2600821 Batch Quantity / 9,00,000 tab I 
CepuH .N2 O6heM cepuu 9,00,000 rn6 
Analytical Report No / : 040003368073 Date of Analysis / 21.04.2026 
AHaJIHTH'leCKHH OT'leT .N'!! )I;aTa attaJIH3a 
Date of Manufacture / : 03/2026 Date of Expiry / 02/2029 
)I;aTa npOH3B0.ll:CTBa ro,a:eH .ll:0 
Mfg. License No. / 

MA number:/ 
IlpoH3BOtJ:CTBeHHaH : MNB/05/263 

HoMepPY 
: JIIl-N!!(001951)-(Pf-RU) 

JIHQeHJHH .N'!! 

Analysis performed accordin2 ND:/ AttaJIH3 npOBeAeH no HJI:: JIIl-N!!(001951)-(Pf-RU)-140323 

.N'!! Test/ IloKa3aTeJib Result/ Pe3yJihTaTLI 

1 Description / Onucattue Round white film-coated tablets 
debossed with "100" on one side and 
plain on the other side. In cross 
section - a core is white. / Kpyrnh1e 
Ta6JieTKl1, noKpbITbie nJieHO'!HOH 
o6onOllKOH 6enoro useTa, C 

rpas11pOBKOH «100» Ha 0,1].HOM 
crnpotte 11 rna,lJ.KHe Ha ,ll,pyrott. Ha 
nonepellHOM cpe3e - 51,Upo 6enoro 
usern. 

2 Identification / Ht1:enTn<l>nKaQnH 

Remarks : The Product confirms to ND/ 
IlpnMelfaHne: TipOAYKT CO0TBeTCTByeT Tpe6oBaHJ.rnM H)J: 

Prepared by I Tio)],rOTOBJietto: 
Ashish Kumar 

IDate/ 
.Uan1: 2 l.04.2026 ~am: 21.04.2026 

I Date/ 

Checked by (AQA) / 
DpoBepeHo (AOK): Aj ay 
Kumar rivastava • 

IDate / 
)J:arn: 21.04.2026 

Specification / HopMa 

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. I 
Kpyrnh1e Ta6neTKH, noKpblThie 
nneHO'IHOH o6ono'!Kow 6enoro HJlH 
TTO'ITH 6enoro I..\BeTa, C rpaBHpOBKOH 
« 100» Ha O,llHOH cm po He 11 rna,llKHe Ha 
.upyroJ:i. Ha nonepeqHoM cpe3e - 51,llpo OT 
6enoro .uo caerno-)KenToro !..\Bern. 

Conclusion : APPROVED I 
3aKJIIOlfeHue: O,z:J:OEPEHO 

Approved by: Quality Assurance/Authorized 
person/ OAo6peHo: O6ecne'!em1e 
Ka'!eCTBa/OrseTCTBeHHOe JIHl.l,O: 

Uo--ltc.ovJ""' , . 

!\egis,P rt: d ·Jltic~: 8-2 -337, Road r~o . 3, Banj<1ri:I Hills, Hyderab~d - 500034, Telang,rna, lnciia 
lPI: •1 qt ~o ,isoo 2300, Fax: "il 40 4900 2999, Email: rnail@dr1 eddys.con, 

CIN: l.8S19SJ.\P1S84PLC004507 
www.drreddys.com 



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

re l : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPT H<l)HKAT AHAJ1 H3A -

Product : Dyspevict film-coated tablets, I 00 mg 
IIponyKT: ,[{ttcneB11KT® rn6neTKH, noKphIThie nnettoYttoi1 o6onolfKOi1, 100 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No I 
: V2600821 

Batch Quantity/ 9,00,000 tab/ 
CepuH J'f!! O6beM cepuu 9,00,000 Ta6 . 
Analytical Report No / 

: 040003368073 
Date of Analysis / 

21.04.2026 
AuaJiuTuqecKuii oTqeT J'f2 .l(aTa anaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2029 
.ll:aTa DJ)OH3B0ACTBa roAeHAO 
Mfg. License No./ MA number:/ 
IIpoU3BOACTBeHHaH : MNB/05/263 

HoMep PY 
: Jlll-N2(001951)-(Pf-RU) 

JIUU:eHJUH J'f!! 
Analysis performed accordin2 ND:/ AuaJIH3 npoeeneu no H,ll;: JII1-N2(001951)-(Pf-RU)-140323 

2a HPLC I B:J)l()( 
Page 2 of 8 / CTp. 2 HJ 8 

Retention time of the main peak in the Retention time of the main peak in the 
chromatogram of test solution complies chromatogram of test solution should 
with retention time of the main peak in comply with retention time of the main 
the chromatogram of standard solution peak in the chromatogram of standard 
("Assay" test) . / BpeM51 y.n,ep)KttBamrn solution ("Assay" test) . / BpeM51 
OCHOBHOfO IlHKa Ha xpoMaTorpaMMe y.n,ep)KHBaHHR OCHOBHOfO IlHKa Ha 
11cnhnyeMoro pacrnopa cooTBeTcrnyer xpoMarorpaMMe ttcnhnyeMoro pacrnopa 
BpeMeHH y.n,ep)KHBaHH51 0CH0BHOfO IlHKa 
Ha xpoMarorpaMMe cratt.n,aprnoro 
pacrnopa (HCilbJTaHHe «KOJIH'-!eCTBeHHOe 
onpe.n,eneH11e»). 

.11.0Jl)KH0 COOTBeTCTB0BaTb BpeMeHH 
y.n,ep)KHBaHHR OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe crnH.n,apTHoro pacrnopa 
( HCITbITaH11e «KOJIMYeCTBeHHOe 
onpe.n,eneH11e» ) . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJIIO<teHne: O)J:Ol>PEHO □pHMC<t3HHe: TTpo,uyKT CO0TBeTCTByeT Tpe6oBaHHl!M H.U 

Prepared by / TTo,uroTOBJieHo: Checked by / 
TTpoBepeuo: Pi raYesh 
Rana 

Checked by (AQA) / 
TTposepeuo (AOK): Ajay 
Ku mar Sriva lava 

Approved by: Quality As urance/Authorized 
per on / O.n.o6peuo: O6ecne4eHHe Ashish Kumar 

IDate / 
,l],aTa: 21.04.2026 

11 
Ka'leCTBa/OreeTCTBeHHOe m1u.o: 

(iZ;J..oJ \CJ)..M v\l\ 

I Date / 
f.l.a-ra: 21.04.2026 

:=::::==========: 
I

Date / I Date I 
.Uarn: 21.04.2026 . .Uarn: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hiiis, Hyderabad - 500034. Te langana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Ernail : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTvl<Dv!KAT AHAJrn3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Na lagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

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

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo,nyirr: )])1cneBI1KT® Ta6JieTKl1, [10KPblTbie nJieHO'IHOtt o60JIO'IKOH, 100 Mf 

Market / PblHOK : Russia / PocCH51 

Batch No/ 
: V2600821 

Batch Quantity/ 9,00,000 tab / 
Cepm1 .N'!! O6beM cepuu 9,00,000 rn6 

Analytical Report No / 
: 040003368073 

Date of Analysis / 
21.04.2026 

AnaJIHTH1:J:ecKuii OT1:J:eT .M! J(aTa anaJIHJa 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2029 

J(aTa npOH3B0.l(CTBa ro_neu )J.O 

Mfg. License No./ 
MA number:/ 

IlpOH3BO)J.CTBeHH3H : MNB/05/263 
HoMep PY 

: JUl-N!!(001951)-(Pf-RU) 
JIHQCH3HH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe.nen no H,IJ;: JITI-N!!(001951)-(Pf-RU)-140323 

Pa2e 3 of 8 / CTp. 3 HJ 8 
2b IR spectrometry I 11K­

cneKmpoMempu5l 
IR spectra of the medicinal product and IR spectra of the medicinal product and 
the reference standard taken m the the reference standard taken in the 
potassium bromide R disk exhibit potassium bromide R disk should exhibit 
absorption maxima at wave numbers absorption maxima at wave numbers 3490 
3490 cm-1

, 3302 cm·1
, and 2946 cm-1 with cm-1

, 3302 cm·1
, and 2946 cm· 1 with a 

a deviation ofNMT ±10 cm-1 in the 4000- deviation of NMT ±10 cm·1 in the 4000-
450 cm·1 range. / I1K-cneKTpbI npenaparn 450 cm·' range. I I1K-cneKTpbI npenaparn 
11 CTaH)J.apTHOro o6pa31.(a, CHHbie B H CTaH,ll.apTHOro o6pa31.(a, CH51Tble B )J.HCKe 
)].HCKe C KaJil151 6pOMl1)].0M P, B o6nacrn OT C KaJIH.SI 6pOMl1)].0M P, B o6nacrn OT 4000 
4000 )J.0 450 cM·' np051BJI51IOT )J.0 450 CM-I )J.OJI)KHbl npO.S!BJI.S!Tb 
MaKCHMYMbl nornm.~eHH.SI np11 BOJIHOBblX MaKCHMYMhl nornow,ettml npH BOJIHOBhIX 
l{J,fCJiax 3490 CM-1, 3302 CM-I 11 2946 CM-I l{J,fCJiaX 3490 CM.[, 3302 CM-I 11 2946 CM-I 
c OTKJIOHeHHeM He 6onee ±10 CM-I. c OTKJI0HemreM He 6onee ±10 CM-I. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe'faHue: ITpo,!1,yKT cooTBeTCTByeT Tpe6oBaHHllM H.[{ Jaicmo'feHue: O,IJ:OliPEHO 

1:=============;-;::::========::;;:=========::::: 
Prepared by/ ITo,!1,roTOBJJeHo: Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
A hish Kumar OpoeepeHo: Pravesh TTpoeepeHo (AOK): Ajay person / 0,!1,o6petto: 06ecneyem1e 

flPhi ~ Rana ~ Kumar Sri va lava Ka4 C1'aa/0 TBeTCTBeHMoe mm.o: 

~ J-- ~..Q_Oj \(£XAAW'\ 

IDate / 
.D.arn: 21.04.2026 

:==== === =====: 

!Date/ I Date/ 
,D.aTa: 21.04.2026 . Aa-ra: 

I Date / 
~ am: 21 .04.2026 

Registered Office: 8-2-337, Road No. 3, Banjarcl Hiils, Hyderabad - 500034 .. l elangana, India 
Tel : +9 1 40 4900 2900, F.::x: +91 40 4900 2999, Email : mail@drreddys com 

CIN : L85195AP1984PLC00450t 
www.drreddys. com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTKcbHKAT AHAnH3A 

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

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

,-c l : +91 98166 56001-02 
1Nvvw.drreddys.com 

Product : Dyspevict film-coated tablets, 100 mg 
IIpoti:yKT: )])1cneB11KT® rn6neTK11, noKphIThie nnettoLfHOH o6ono4KOH, 100 Mr 
Market / PbIHOK : Russia / Poccm, 
Batch No/ : V2600821 

Batch Quantity / 9,00,000 tab I 
CepuH .N'2 O6beM cepuu 9,00,000 Ta6 
Analytical Report No / : 040003368073 

Date of Analysis / 21.04.2026 
AuaJIHTuqecKuii oTqeT .N'2 ,l],aTa anaJiu3a 
Date of Manufacture/ : 03/2026 

Date of Expiry / 02/2029 
)laTa npoH3B0t(CTBa roti:eH t(O 
Mfg. License No./ MA number:/ 
IlpoH3BOACTBeuuaH : MNB/05/263 

HoMepPY 
: JITI-NQ(001951)-(Pf-RU) 

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeti:en no H,l],: JITI-NQ(001951)-(Pf-RU)-140323 

Page 4 of 8 / CTp. 4 H3 8 
3 Dissolution / PacTBopeuue Unit-1 / Ta6n.-l 98% Not less than 75 % (Q) of acotiamide 

Unit-2 / Ta6n.-2 99% 
hydrochloride hydrate label claim should 
be released into solution in 30 minutes. / 

Unit-3 / Ta6n.-3 98% He Mettee 75 % (Q) OT 3a51BJieHHOro 

Unit-4 / Ta6n.-4 98 % 
co.n.ep)Katt1151 aKornaMH.D.a rn.n.poxnop11.n.a 
rn.n.parn ,UOJI)KH0 nepettrn B pacrnop 

Unit-5 / Ta6n.-5 100 % lfepe3 30 MHHyT. 

Unit-6 / Ta6n.-6 100 % 

4 Uniformity of dosage units/ According to the requirements. I B 
O,uuopoti:HOCTb 2.0 C0OTBeTCTBl111 C Tpe6oBaHH51Ml1. 
tJ:03HpOBaHHbIX e,UHHHQ 

5 Impurities / IIpuMecu 

Amide acid Impurity I Below LOD (LOD = 0.0092 %) I H11)Ke Not more than 0.20 % / He 6onee 0,20 % 
Tip11MeCb aMH,Ua Kl1CJIOTbl npe.n.ena 06ttapy)KeH1rn (TIO= 

0,0092 %) 

Remarks : The Product confinns to ND/ 
I
IConclusion : APPROVED / 

IlpuMe11auue: OpoJlYKT cooTBeTcTByeT Tpe6oeaHHl!M H.U 3atcmo11eu11e: 0.Ll:OEPEHO 

l'repared by/ ITo.uroTOBJJetto: Checked by / Checked by (AQA) I Approved by: Quality Assurance/Authorized 
Ashish Kumar OpoeepeHo: Pravesh ITpoeepetto (AOK): Ajay person / 0.n.o6petto: 06ecnetJeH11e 

~ 
Rana i Kumar Sr~ a~a K8lJeCTBal0TBeTCTBeHHOe Jlttu_o: 

~ \C{)c.U ~ 
~tl~ .,-"\ 

IDate/ I Date / IDate / I Date/ ( \ -u ~;;p'V"' 
:)laTa: 21.04.2026 : ,ll.a,:a: 21.04.2026 :,ll.arn: 21.04 .2026 )laTa: -

Registered Office : 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fiix: +91404900 2999, Ern a ii: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTHc])HKAT AHAJlH3A 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo,uyKT: ,l1),1cneBl.fKT® Ta6JieTKl.f, TTOKPblTb!e nneHO'-IHOH o60JIO'-IKOH, 100 Mr 
Market / PbIHOK : Russia I Pocc1rn 

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 

Batch No/ : V2600821 
Batch Quantity/ 9,00,000 tab/ 

Cepusr .N2 O6heM cepuu 9,00,000 Ta6 
Analytical Report No / 

: 040003368073 
Date of Analysis / 

21.04.2026 
AnaJIHTH'lecKuii OT'leT .N2 )::t:aTa auaJIH3a 
Date of Manufacture / : 03/2026 

Date of Expiry / 02/2029 
)::t:aTa npOH3B0,UCTBa ro.ueu .uo 
Mfg. License No./ MA number:/ 
IIpou3so,ucTseuuasr : MNB/05/263 

HoMepPY 
: JIIl-Mi(001951)-(Pf-RU) 

JIHl.(eH3HSI .N'2 
Analysis performed according ND:/ AnaJIH3 npose,ueu no H)::t:: JITI-N!!(001951)-(Pf-RU)-140323 

Page 5 of 8 / CTp. 5 HJ 8 
Individual maximal 
unidentified impurity I 

Below BDL (BDL= 0.08 %) I HmKe Not more than 0.20 % / He 6onee 0,20 % 
E,uttHH'-IHa}{ MaKCHMaJlbHa}{ 

nopora perncTpau00 (TIP =0.08 %) 
HeH,[(eHTH~HUHpOBaHHa~ 
np11MeCb 

Total impurities / Below BDL / H11)f(e nopora Not more than 0.75 % I He 6onee 0,75 % 
CyMMa np11Meceti perncTpal.(1111 

6 Water/ Bo,ua 5.9% Not more than 10.0 % I He 6onee 10,0 % 

7 Microbiological purity/ MnKpo6uoJioruqecKaH 'IHCT0Ta 

a) Total Aerobic Microbial Less than 10 CFU per 1 g Not more than 103 CFU/g / 
Count I 061..1.(ee KOJ111qecTBO MeHee 10 KOE B 1 r He 6onee 103 KOE/r 
)K03Hecnoco6Hb!X a3p06HbIX 
M11KpoopraHl.f3MOB 

b) Total Combined Yeasts & Less than 10 CFU per 1 g / Not more than 102 CFU/g / 
Moulds Count / 061..1.(ee MeHee 10 KOE B 1 r He 6onee 102 KOE/r 
lJHCJlO ,[(pO)K)KeBblX 11 

nnecHeBhIX rp1160B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpuMeqanue: TTpo11.y1CT coorne-rcTnye-r Tpe6oea1-!'Hl!M H.U Ja,rnioqenne: O)].O6PEHO 

Prepared by/ IIo,nroTOBJJeHo: Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
A hish Kumar TTponepett1: ·avesh flponepetto (AOK): Ajay person / O,no6petto: 06ecne4em1e 

~ Rana Kumar Srivastava 
~~\~:oe.JJ:~11u.o: 

~ ~ - . ..,,u, . 

I Date/ I Date I IDate / I Date / ( \ .: 77,,~V 
:,Ua-ra: 21.04.2026 : ,ll,aTa: 21.04.2026 :L(aTa: 21.04.2026 ,llaTa: / 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034 .. Telang;,na, India 
Tel: +91 40 4900 2900, F.:x: +9140 4900 2999, Ernail: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



•·· Dr.Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTM<DH!<A T AHAJH13A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

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

Tel: +9198166 56001-02 

W'vVw.drreddys.com 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo,n:yKT: ,l1)1crreBHKT® Ta6JieTKl1, ITOKphIThie ITJieHO'-IHOH o6oJIO'-IKOH, 100 Mr 

Market / PhIHOK : Russia / Pocc11jj 

Batch No I 
: V2600821 

Batch Quantity I 9,00,000 tab/ 

CepuH .N'2 O6beM cepuu 9,00,000 Ta6 

Analytical Report No I 
: 040003368073 

Date of Analysis / 
21.04.2026 

AuaJIHTH'lecKuii OT'leT .N'2 ,UaTa attaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2029 
.Zl:aTa npOH3B0.!l:CTBa ro,n:eu ,n:o 

Mfg. License No./ MA number:/ 
IlponJBO,n:CTBeuuaH : MNB/05/263 

HoMep PY 
: Jin-Mi(001951)-(Pf-RU) 

JIHQeHJHSI .N'!! 

Analysis performed according ND:/ AuaJIHJ npoBe,n:eu no H,U: Jin-Mi(001951)-(Pf-RU)-140323 

c) Escherichia Coli 

8 Assay / KoJiu'leCTBeuuoe 
onpe,n:eJieune 

9 Packaging / Onucauue 
ynaKOBKH 

I API name/ HauMenoBaune A<l>C: 

Absent in 1 gram / 
OTCYTCTByeT B 1 r 

98.4 mg I 98,4 Mr 

Page 6 of8 / CTp. 6 HJ 8 
Shell be absent in 1 gram / 
OTCYTCTBHe B 1 r 

From 90.0 mg to 110.0 mg of acotiamide 
hydrochloride hydrate. / 
OT 90,0 Mr ,n:o 110,0 Mr aKornaM11,na 
rn.npoxnopw,n:a rn.nparn. 

10 tablets per blister of 10 tablets per blister of 
polyvinylchloride/polyvinylidenechloride polyvinylchloride/polyvinylidenechloride 

and aluminum foil. 5 blisters and a patient and aluminum foil. 5 or 9 blisters and a 
information leaflet (package insert) in a patient information leaflet (package insert) 
carton. / no 10 Ta6JieTOK B KOHTYPHYIO in a carton. I no 10 Ta6JieTOK B KOHTYPHYIO 
j{'-leHKOBYIO yrraKOBKY HJ rrneHKH jj'-lettKOBYIO yrraKOBKY H3 1rneHKH 
ITOJIHBHHHJIXJIOpH,LIHOtt/rroJIHBHHHJIH,[leHX ITOJIHBHHHJIXJIOpH,LIHOtt/rroJIHBHHHJIH,lleHX 
JIOpH,LIHOH 11 !pOJihnI amOMHHMeBOH. no 5 JIOpM,LIHOH l1 !pOJlhnI aJIIOMHHHeBOH. TTo 5 
KOHTYPHh!X jjl.{eHKOBbIX yrraKOBOK BMeCTe HJIH 9 K0HTYPHh!X jjl{eHKOBhIX y11aK0B0K 
c 11ttcTpyKu11eli 110 Me,nwu11ttcK0My BMecTe c HHCTPYKUHeli 110 Mem1u11HCKOMY 
rrp11MeHeHHIO (JIHCTKOM-BKJia,llhIWeM) B rrpHMeHeHHIO (JIHCTKOM-BKJia}].hIWeM) B 

rra'-IKY KapTOHHyIO. 

Acotiamide hydrochloride hydrate / AKoTHaM11.na rn.npoxnop11.na rn.npaT 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
npuMe'laHue: TTpo,n.yK'I' cooTBe1·c,·eyel' Tpe6ooam1i1M H,l.l, 3aKJ1t01.1eHue: OJl.OliPEHO 

1:=::::======::::::::::::::::::::===;-;:===========~==========: 
Prepared by/ ITo,nroToenetto: Checked by I 

ITpoeepeHo: Pravesh 
Checked by (AQA) I 
ITpoeepeHo (AOK): Ajay 
Kumar Srivastava 

Approved by: Quality Assurance/ Authorized 
Ashish Kumar 

'Date I 
~aTa: 21.04.2026 

Rana i 
I~:~:: 21.04.2026 

IDate/ 
~an: 21.04.2026 

person I 0.no6petto: 06ecneYeHHe 
KalJecrna/OreeTCTBeHHOe JJHUO: 

I Date/ 
.Uarn: 

\@M""'-

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

CIN: L85195AP1984PLC00450r 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<I>I1KA T AHAJIM3A 

Product : Dyspevict film-coated tablets, 100 mg 

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

Distt. So lan, H.P. , 173 205, INDIA 

rel: +9198166 56001-02 
1,vww.drreddys.com 

IIpo,11,yKT: ,[(11crreBI1KT® rn6neTKl1, rroKphIThie rrneHOlfHOH o6onolfKOH, 100 Mr 
Market / PblHOK : Russia / Poccm1 
Batch No/ : V2600821 Batch Quantity/ 9,00,000 tab/ 
CepuH N!! O6beM cepHH 9,00,000 Ta6 
Analytical Report No / : 040003368073 

Date of Analysis / 21.04.2026 
AuaJIHTH'IeCKHH 0T'IeT N!! ,[(aTa auaJIH3a 

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

l(aTa np0H3B0,ll,CTBa ro,11,eu,11,0 

Mfg. License No./ 
MA number:/ 

IIpou3B0,11,CTBeuuaH : MNB/05/263 
HoMepPY 

: JITI-N!!(001951)-(Pf-RU) 
JIHQeH3HH N!! 

Analysis performed according ND:/ AuaJIH3 npoBe,11,eu no H;:J:: JITI-N!!(001951)-(Pf-RU)-140323 
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INN /MHH: Acotiamide I AKornaM11,11, 
API manufacturer batch number/ ACT-25014, ACT-25015 
HoMep cepuu npomBO,IJ,HTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH np0H3B0,IJ,HTeJIH FESA00507, FESA00539 
r JI<I>: 
API Manufactured by & country/ Emnar Pharma Private Limited, India / 
IIpou3BO,ll,HTeJih A<l>C, cTpatta : 3MHap <I>apMa TipaHBeT JlttMHTe,11,, 11H,IJ,J1jl 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol , 
manufacturing site I Control site/ Release Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, India (license No 
site/ MNB/05/263) I 
HauMenoBauue, a,1J,pec, JIHQeH3HH ,IJ,JIH ,[(-p Pe,u,u11' C Jla6oparnp11c JIT,[(. , 11H,[(J1jl, Tip0113B0,[(CTBeHHOe 
IIpou3BO,ll,CTBeHHaH DJIOIUa,IJ,Ka / IIJioIUa,11,Ka rro,11,pa3,uenett11e-6, B11nn. Kxonh, Ha.narapx Poy,11,, na,1UJ,11, ,[(11cTpttKT 
KOHTPOJIH Ka'teCTBa / IIJIOIUa,IJ,Ka BhlDYCKa ConaH, X.TI., 173205, 11tt,uttjl (nm.i;ett3ttjl 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 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/ 
IlpHMe•rnHue: Ilpo)].yKT C00TBeTCTByeT Tpe6oBaHIUIM H,[( 

Prepared by / Ilo)].rOTOBJJeuo: 
A hi sh Kumar 

'Date/ 
)].aTa: 21 .04.2026 

I Date / 
LI.am: 21.04.2026 

Checked by (AQA) / 
Dpoeepe,m (AOK): Ajay 
Kumar Srivastava 

'Dare / 
)].ara: 21.04 .2026 

Conclusion : APPROVED/ 
3aKJ1t0'1euue: O,l(OliPEHO 

Approved by: Quality Assurance/ Authorized 
person / O)].o6petto: O6ecne'lem,e 
Ka'leCTBa/OrseTCTBeHHOe JIHIW: 

\c.ov0 '>V\ 

Registered Office : 8-2-337, Road No. 3, Banjara Hiils, Hydera bad - 500034_. 1elangana, India 
Tel : +91 40 4900 2900, F<1x: +9140 4900 2999, Email : mai l@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTI-1¢l1KAT AI-IAJU13A 

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

Tel: +919816556001-02 
www.drreddys.com 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo,uyicr: .[{11cneBHKT® Ta6JieTKH, IlOKPhlTble nJieHO'IHOH o60JIO'IKOH, 100 Mr 

Market / PbIHOK : Russia / Poccm1 
Batch No/ : V2600821 Batch Quantity I 9,00,000 tab I 
CepuH N!! O6'beM cepuu 9,00,000 Ta6 
Analytical Report No / : 040003368073 

Date of Analysis / 
21.04.2026 

AuaJIHTH<JecKuii 0T'leT N2 .U.ara auaJIH3a 
Date of Manufacture / : 03/2026 Date of Expiry / 02/2029 
,[{ara DP0H3B0,UCTBa ro.ueu .uo 
Mfg. License No. / MA number:/ 
IlpOH3B0,UCTBeuuaH : MNB/05/263 

HoMepPY 
: JIIT-N'!!(001951)-(Pf-RU) 

JIHQeH3HH .N'!! 

Analysis performed according ND:/ Auanu3 npose)len no H,ll.: JlO-.M:!(001951)-(Pr-RU)-140323 
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Economic Union is established». / 

3aKJIIO<Jeuue O COOTBeTCTBUU: «HaCTORlll,HM R TIO,l],TBep)K,n:alO, 4TO npttse,n:eHHaR BbIIIIe HHq>OpMaU:HR RBJrneTCR 

J:J:OCTOBepHOH H TO'IHOH. 3Ta cepHR npo,n:yKU:HH npoH3Be,n:eHa (BKJil04aR ynaKOBKY (MapKHpOBKy) H KOHTpOJib 

Ka'!eCTBa) Ha BbIIIIeyKa3aHHOH npOH3BOJ:J:CTBeHHOH TIJIOlll,a,UKe ( TIJIOlll,a,UKax) B TIO JI HOM COOTBeTCTBHH C 

Tpe6osaHHRMH ITpaBHJI Ha,n:Jie)Kalll,etl npOH3BO,l],CTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMH4eCKOro COl03a H 

Tpe6osaHH5IMH KOHTpOJI5l Ka'!eCTBa JieKapcTBeHHbIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBHH co cneu:Hq>HKaU:H51MH, 

co,n:ep)Kalll,HMHCR B perttCTpaU:HOHHOM ,UOCbe CTpaHbl-HMnOpTepa. 3anHCH no npOH3BO,l],CTBY, ynaKOBKe H aHaJIH3Y 

nposepeHbl, H ycTaHOBJieHo HX COOTBeTCTBHe Tpe6osaHH5IM ITpaBHJI Ha.D,Jie)Kalll,eH npoH3BOJ:J:CTBeHHOH npaKTHKH 

Espa3HHCKoro 3KOHOMH'leCKoro co103a». 

Remark : The Product confirms to ND/ Conclusion : APPROVED I 
Op11Melfa1111e: npoAyicr cooTeeTcTByeT Tpe6oeamrnM H,D. 3aKJIIO'leuue: O,l(OliPEHO 

Prepared by I TioJJ.rorneneuo: Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
A hish Kumar ITpoeepeuo: Pravesh ITpoaepeHO (AOK): Ajay person / OJJ.o6peuo: O6ecne'!eu11e 

► 
Rana i Kumar Srivastava Ka•1ec-raa/Orse-rCToenuoe 1111uo: 

~ ~ w\~-/l t \~ 
.--l 

I Date/ IIDate/ IIDatc / I Date/ ( \ V ~ f'/,, ')/> ...,P 
:,/J,aTa: 21.04.2026 ::,D.a-ra: 21.04.2026 ::,/J,aTa: 21.04.2026 DaTa: / 
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