
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTvl<l>HKA T AHATTH3A 

Product : Dyspevict film-coated tablets, 100 mg 
IIpo,11.yKT: ,D;11cneBttKT® Ta6JieTKH, noKpbITble nJieHOLIHOH o6oJI04KOH, 100 Mr 

Market / PblHOK : Russia / Poccm1 

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

Tel : +91 98166 56001-02 
wv,w.drreddys.com 

Batch No/ 
: V2600082 

Batch Quantity/ . 9,00,000 tab / 
Cepusr .N'2 O6beM cenuu •• 9,00,000 Ta6 

Analytical Report No/ 
: 040003256675 

Date of Analysis / 
23.01.2026 

AuaJJnTuqecKuii oTqeT .N'2 ,U:aTa anaJJUJa 
Date of Manufacture/ 

: 01/2026 
Date of Expiry / 

12/2028 
,U:aTa DD0H3B0,l].CTBa ro,11.eu ,11.0 
Mfg. License No./ MA number:/ 
IIpOH3B0,l].CTBeHHaH : MNB/05/263 : JIIT-N!1(001951)-(Pf-RU) 

JJUQeH3UH .N'2 
HoMepPY 

Analysis performed accordin2 ND:/ AuaJIHJ npoee,11.eu no H,U:: JIIT-NQ(001951)-(Pf-RU)-140323 

Pa2e 1 of 8 / CTp. 1 HJ 8 
.N'2 Test/ IIoKaJaTeJJb Result/ PeJyJibTaTbl Specification / HopMa 

1 Description / Onucauue Round white film-coated tablets Round white to off-white film-coated 

debossed with "100" on one side and tablets debossed with "l 00" on one side 

plain on the other side. In cross and plain on the other side. In cross 

section - a core is pale yellow. I section - a core is white to pale yellow. / 

Kpyrnhie Ta6JieTKH, rroKpb!Tbie Kpyrnhie Ta6neTKtt, noKpb!Tble 

rn1eHO'-IHOH o6ono4KOH 6enoro U.BeTa, 
nJieHO'fHOH o6oJI04KOH 6eJioro 11J111 

rpaBHpOBKOH «100» 0,11,HOH 
IT04Tl1 6eJioro uaeTa, C rpaBHpOBKOH 

C Ha 
«100» Ha O,!l.HOH CTOp0He 11 rna,!l.KHe Ha 

crnpotte H rna,ll,KHe Ha ,L1,pyroi1. Ha ,npyroi1. Ha nonepe'IH0M cpe3e - 51,!1.po OT 
nonepe4HOM cpe3e - 51,ll,p0 CBeTJIO- 6enoro )].O CBeTJ10-)KeJ1TOf0 UBeTa. 
)KeJIT0fO UBeTa. 

2 Identification/ lbeuTul}>uKaQHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
fipu 1C'18HHe: npoD.yl\'T COOTBeTcTByeT Tpe6oea l·IHSIM H.ll 3aKJIIO'leHue: O):(OliPEHO 

Prepared by / IToll.roToBneHo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

Nisha Kumari~ TipoBepeHo: Pravesh npoeepeHo (AOK): Amit person / Oll.o6peHo: O6ecrre'-leHJ-1e 
Rana i Kumar 

I'_,)/ 
Ka'-!ecTBa/O~reeTCTBe HHoe 11uo: 

d ~ 

I Date / 
:)lam: 23 .01 .2026 

I Date/ 
: )lam: 23 .01.2026 :}lam: 23 .01.2026 

!Date/ II Date/ 
.[I.am: 

'1- s~l.- "2--02,e I 

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 ~;• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTv!CDHKAT AHAflM3A 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo,D,yKT: ,[(HcneBIIKT® Ta6JieTKH, noKpb!Tb!e nJTeHOlJHOH o6oJTOlJKOH, 100 Mr 

Market / P1,rnoK : Russia / Poccm1 

Batch No/ 
: V2600082 

Batch Quantity/ 9,00,000 tab/ 
CepuH .N'2 Oth,eM cepuu 9,00,000 Ta6 

Analytical Report No I 
: 040003256675 

Date of Analysis / 
23.01.2026 

AuanuTw1ecKuii oP1eT .N'2 ):(aTa auanHJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2028 
):(aTa DPOH3B0)],CTBa ro,D,eH)],O 
Mfg. License No./ 

MA number:/ 
II pOH3B0)],CTBeHHaH : MNB/05/263 

HoMep PY 
: JITI-N~(001951)-(Pf-RU) 

JIHQeH3HH .N'!! 

Analysis performed accordin2 ND:/ AuaJIH3 npoBe,D,eH no H):(: JITI-N~(001951)-(Pf-RU)-140323 

2a HPLC I B:J>KX 
Pa2c 2 of 8 / CTp. 2 H3 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). I BpeM.H y ,D,ep)l(HBaHH.H solution ("Assay" test). / BpeM.H 
OCHOBHOro ITHKa Ha xpoMaTorpaMMe yAep)KHBaHHR OCHOBHoro ITHKa Ha 
HCIThITyeMoro pacTBopa COOTBeTCTByeT xpoMaTorpaMMe HCilhITyeMoro pacTBopa 
speMeHH y,D,ep)KHBaHH.H OCHOBHOfO ITHKa 
Ha xpoMarnrpaMMe CTaH,D,apTHoro 
pacTBopa (HCTThlTaHHe «Kom-1YeCTBeHHOe 
onpe,D,eneHHe») . 

)],0JT)KHO C00TBeTCTBOBaTb BpeMeHH 
y,D,ep)l<HBaHH.H 0CH0BH0ro IlHKa Ha 
xpoMaTorpaMMe CTaH,D,apTttoro pacTBopa 
(HCilbITaHHe «KOJTHt.JeCTBeHHOe 
onpe,D,eneHHe»). 

Remarks : The Product confinns to ND/ Conclusion : APPROVED/ 
IIpuMe'lauue: TTpo,11,yKT CO0TBeTCTByeT Tpe6oBaHHl!M H,[( 3aKJIIO'leuue: O,ll,OBPEHO 

Prepared by / IToii_rornsneuo: Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

Nisha Kuma<~ ITposepeHo: Pravesh ITposepeuo (AOK): Amit person / O,11,06peHo: O6ecne4eHHe 

Rana { Kumar t~ mecrn,J(}rn~~o, 

:llaTa: 23 .01.2026 
'Date I I Date/ 

: )lam: 23.01.2026 
!Date / 
:llam: 23.01.2026 

II Date/ 
)lam: Q__ 's ~ \~ 7-0 2---..t 

Registered Office: 8-2-337, Rood No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 404900 2999, Email: mail@drreddys com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH(J)HKAT AHAJ1113A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Oistt. Sulan, H.P., 173 205, !NOIA 
Tel : +91 98166 56001-02 
W\VW.drreddys.com 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo.uyKT: ,[{ttcneBttKT® rn6neTKtt, noKpbITbie nneH04HOH o6ono'IKOH, 100 Mr 

Market / PblHOK : Russia / Poccm1 

Batch No/ 
: V2600082 

Batch Quantity/ 9,00,000 tab/ 
Cepm1 N!! O6beM cepuu 9,00,000 Ta6 

Analytical Report No / 
: 040003256675 

Date of Analysis / 
23.01.2026 

AuannTn11ecKnii oT11eT N!! ,UaTa auanu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2028 
.ZI:aTa IlPOH3B0,lJ,CTBa ro.ueu.uo 
Mfg. License No./ MA number:/ 
IlpOH380,l),CTBeuuaH : MNB/05/263 

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

JIHQeH3HH N!! 

Analysis performed according ND:/ Auanu3 npoBe.ueu no H.ZI:: JIIT-N!?(001951)-(Pf-RU)-140323 

Page 3 of 8 I CTp. 3 u3 8 
lb IR spectrometry I HK­

cneKmpoMempuR 
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./ 11K-crreKTpbI npenaparn 450 cm·1 range./ 11K-cneKTpbI npenaparn 
11 CTaHP,apTHOro o6pa3u.a, CH5!Tble B 11 CTaHP,apTHOfO o6pa3u.a, CH5!Tble B )J,HCKe 
)J,HCKe c KaJitt5! 6poMH)J,OM P, B o6naCTH OT c KMH5! 6poMH)J,OM P, B o6naCTH OT 4000 
4000 )],O 450 CM-I npm1BJI51IOT )J,0 450 CM-I )J,OmKHbl np05!BJ15!Tb 
MaKCHMYMbl nornomeHH51 nptt BOJIHOBblX MaKCMMYMbl rrornomeHH51 npH BOJIHOBbIX 
'IHCJiax 3490 cM" 1

, 3302 CM-I 11 2946 CM-I 4HCnax 3490 CM" 1

, 3302 CM-I tt 2946 CM-I 
c OTKJIOHeHHeM He 6onee ±10 CM-I. c OTKJIOHeHHeM He 6onee ±10 CM-I. 

Remarks : The Product confinns to ND/ Conclusion : APPROVED/ 
np11Me1fa1111c: TipoeyKT COOTBCTCTByeT rpe60B8HWllM H.U 3ni-mo'fc1111c: 0)1:0EPEHO 

Prepared by/ TioJJ.roTOsnetto: Checked by/ Checked by {AQA) / Approved by: Quality Assurance/Authorized 

N;shaKm~-~ 
TipoBepetto: Pravesh nposepeHo (AOK): Amit person / OJJ,o6peHo: 06ecne1JeH11e 
Rana i Kumar 

~~ 
,a,ec-.sa/Orne~ ~ 

:)],am: 23.01 .2026 
'Date/ I Date/ 

: .[laTa: 23.01.2026 
'Date/ 
:Aara: 23.01.2026 ::JlaTa: 

IIDate/ <2.3--G)\-~~ 

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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•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>I-1KA T Al:IAJ1 l-13A 

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 film-coated tablets, 100 mg 
IIpoJJ;yKT: ,[{1-1.cneBHKT® Ta6neTKH, IIOKpb!Tbie IIJieHOlfHOH o60JI04KOH, 100 Mr 
Market / PblHOK : Russia / Poccm1 
Batch No/ : V2600082 

Batch Quantity/ 9,00,000 tab I 
Cepusi .N'2 O6'heM cepuu 9,00,000 Ta6 
Analytical Report No / : 040003256675 

Date of Analysis / 
23.01.2026 

AuaJIHTn'IeCKHH OT'IeT .N'2 ,l(aTa auaJIHJa 

Date of Manufacture/ : 01/2026 Date of Expiry / 12/2028 
,l(aTa DPOH3BOJJ;CTBa roJJ;eHJJ;O 

Mfg. License No. / 
MA number:/ 

1IpOH3BOJJ;CTBeHHaSI : MNB/05/263 
HoMepPY 

: JI11-Mi(001951)-(Pf-RU) 
JIHQeH3HSI .N'2 

Analysis performed accordin2 ND:/ AuaJIHJ npoeeJJ;eu no H,l(: JI11-Mi(001951)-(Pf-RU)-140323 

Pa2e 4 of 8 / CTp. 4 HJ 8 
3 Dissolution / PacTBopeuue Unit-1 / Ta6n.-l 100 % Not less than 75 % (Q) of acotiamide 

Unit-2 I Ta6n.-2 98 % 
hydrochloride hydrate label claim should 
be released into solution in 30 minutes. / 

Unit-3 / Ta6n.-3 101 % He Mettee 75 % (Q) OT 3a5IBJieHlIOro 

Unit-4 I Ta6n.-4 100 % 
COJJ;ep)l(aHH.s! aKOTHaMHJJ;a rnJJ;pOXJIOPH.D.a 
rn.o.paTa ,D.OJI)l(H0 rrepettTH B paCTBOp 

Unit-5 / Ta6n.-5 100 % 4epe3 30 MHHyT. 

Unit-6 I Ta6n.-6 101 % 

4 Uniformity of dosage units/ According to the requirements. I B 
OJJ;HOpOJJ;HOCTh 3.2 COOTBeTCTBHH C Tpe60BaHH.s!MH. 
JJ;03HpOBaHHhIX CJJ;HHHQ 

5 Impurities / IIpnMecu 

Amide acid Impurity I Below LOD (LOD = 0.0092 %) / HH)l(e Not more than 0.20 % / He 6onee 0,20 % 
llp11MeCb aMH.D.a KHCn0Tbl npe.D.ena 06ttapy)l(ett11.sI (110 = 

0,0092 %) 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 
HpuMe'laHue: Tipo,nyKT C0OTBeTcTByeT Tpe60B3HHllM H)], 3aKJII0•1e11ne: O,l(OnPEHO 

Prepared by / Tio,11.roTOBJietto: Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
Nisha Kumari TipoBepetto: Pravesh DpoBepeHO (AOK): Amit person / O,no6petto: O6ec11elJ:ett11e 

A-- Rana f Kumar KaSOCTBaiOToe~ m~J°' 

/\ ..-/' ----
r ate/ 
:)laTa: 23 .01 .2026 ::na-ra: 23 .01.2026 

IIDate / 
::)lam: 23.01.2026 
IIDate / IIDate / 

.[laTa: 
21-o I~ ,-z...e 2 ~ I 

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

CIN: L85195AP1984PLC004507 
www. drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKA T AHAJIH3A 

Product : Dyspevict film-coated tablets, 100 mg 
IlpoAyKT: ,[(11cneBHKT® rn6neTKH, Il0KPhITbie nnettO'lttOH o60JIO'IKOH, 100 Mr 
Market / PLIHOK : Russia I Pocc1rn 

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

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

Batch No/ : V2600082 
Batch Quantity/ 9,00,000 tab/ 

Cepusi .N'!! O61>eM cepuu 9,00,000 rn6 
Analytical Report No / : 040003256675 Date of Analysis / 23.01.2026 
AuaJJHTH'lecKnii OT'leT .N'!! ,[(aTa auaJJH3a 
Date of Manufacture / : 01/2026 

Date of Expiry / 
12/2028 

l(aTa npOH3B0ACTBa roAeH AO 
Mfg. License No./ MA number:/ 
IlpoH3BOACTBeuuasi : MNB/05/263 : JITT-N2(001951)-(Pf-RU) 
JIHIJ;eH3HSI .N'!! 

HoMepPY 

Analysis performed according ND:/ AuaJIH3 npoBeAeH no Hl(: JITT-N2(001951)-(Pf-RU)-140323 

Pa2e 5 of 8 / CTp. 5 H3 8 
Individual maximal 
unidentified impurity I 0.11 % Not more than 0.20 % / He 6onee 0,20 % 
E,n11tt1111tta~ MaKCHMaJibtta~ 
He11,nettTH~HQHpOBatttta~ 
npHMeCh 

Total impurities I 0.11 % Not more than 0.75 % I He 6onee 0,75 % 
CyMMa np11Meceii 

6 Water /BoAa 5.9% Not more than 10.0 % / He 6onee 10,0 % 

7 Microbiological purity / MuKpo6uonoruqecKaSI 'IHCT0Ta 

a) Total Aerobic Microbial Less than 10 CFU per 1 g Not more than 103 CFU/g / 
Count I O6ll.(ee Kon1111ecrno Mettee 10 KOE B 1 r He 6onee 103 KOE/r 
)l(l13Hecnoco6HhIX a3po6Hhtx 
Ml1Kpooprattl13MOB 

b) Total Combined Yeasts & Less than 10 CFU per 1 g / Not more than 102 CFU/g / 
Moulds Count / O6ll.(ee Mettee 10 KOE B 1 r He 6onee 102 KOE/r 
'IHCJIO ,np0)l()KeBbIX l1 

nnectteBhIX rp1160B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Tipo,nyKT cooTBeTcTByeT Tpe60Bau1u1M H.ll 3atemoqeuue: 0)1,0liPEHO 

Prepared by I non.ro'roenetto: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Nisha Kumari npoeepetto: Pravesh ITposepeuo (AOK): Amit person/ 0.no6petto: 06ecne'leH11e 

~ Rana 1 Kumar 

/\/~ 
Ka•1ecTsa/OT0eTc~ ~~ 

IDate / 
:,llarn: 23.01.2026 

I Date/ 
: ,Uarn: 23.01.2026 

IDate / 
:,llarn: 23.01.2026 

IIDate / 
,llarn: 2 'J·~ ! ~ '2,-0 2 G 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Tel angana, India 
Tel : -+9140 4900 2900, Fax: +9140 4900 2999, Emai l: mail@drreddys.co m 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Raddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTvl<DHKAT AHAJTH3A 

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.c:om 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo.o;y1cr: )])-1cITeB11KT® Ta6neTKl1, IT0KPhIThie ITJieHotJHOtt o6onotJKOtt, 100 Mr 
Market / PbIHOK : Russia / Poccm1 

Batch No/ : V2600082 
Batch Quantity/ 9,00,000 tab/ 

Cepun .N'!! O6'heM cepuu 9,00,000 rn6 
Analytical Report No/ 

: 040003256675 
Date of Analysis / 

23.01.2026 
AuaJIHTn11ecKuii 0T'leT .N'!! .llaTa auaJin3a 
Date of Manufacture/ 

: 01/2026 
Date of Expiry / 

12/2028 
,llaTa IlP0H3B0ACTBa roAeHAO 
Mfg. License No./ 

MA number:/ 
IlpOH3BOACTBeunaH : MNB/05/263 

HoMep PY 
: Jin-M!(001951)-(Pf-RU) 

JlHQeH3HSI .N'!! 

Analysis performed according ND:/ AHamo npoBeAeH no II,[(: Jin-M!(001951)-(Pf-RU)-140323 

c) Escherichia Coli Absent in 1 gram / 
OTCYTCTByeT B 1 r 

Pa2e 6 of 8 / CTp. 6 H3 8 
Shell be absent in 1 gram / 
OTCYTCTBl1e B 1 r 

8 Assay / KoJiu11ecTBeuuoe 
onpCACJICHHe 

97.6 mg I 97,6 Mr From 90.0 mg to 110.0 mg of acotiamide 
hydrochloride hydrate. / 
OT 90,0 Mr .n.o 110,0 Mr aKornaM11JJ,a 
rn.n.poxnop11,ua rn,uparn. 

9 Packaging / Onucauue 
ynaKOBKH 

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. I no 10 rn6neTOK B K0HTYPHYJO in a carton. I no 10 Ta6JieTOK B KOHTYPHYJO 
.SitJettKOBYJO ynaKOBKY 113 ITJieHK11 .SitJeHKOBYJO ynaKOBKY 113 ITJieHK11 
IlOJil1B11Hl1JIXJIOp11,UHOHIITOJI11Bl1Hl1Jll1.l1,eHx DOJil1B11Hl1JIXJIOp11,UHOHIITOJil1B11Hl1JI11,UeHx 
nopHJJ.HOH 11 cpon1rn aJIJOMHHHeBoiI. no 5 nopHJJ.HOtt 11 cpon1rn aJIJOMHHHeBoif. no 5 
K0HTYPHhIX .SltJeHKOBhIX ynaKOB0K BMeCTe mm 9 K0HTYPHhlX .S!YeHKOBblX ynaKOBOK 
c HHCTpyKu11eiI ITO Me,UHUHHCKOMY BMecTe c HHCTPYKUHeiI ITO Me,UHUHHCKOMY 
ITPHMeHeHHJO (JTHCTKOM-BKJTa,UhIIIIeM) B np11MeHeHJ1JO (JIHCTKOM-BKJTaJJ,hIIIIeM) B 
natJKY KapTOHHyJO. natJKY KapT0HHyJO. 

I API name/ HauMenoBauue A<l>C· Acotiamide hydrochloride hydrate/ AKornaM11,ua rn.npoxnopu.na ri,1,upaT 

Remarks : The Product confinns to ND/ Conclusion : APPROVED/ 
IlpuMe11aHne: IIpo.11.yKT coorneTcrnyeT Tpe6oeattm1M H,[{ 3atcJIIO'leHue: 0,Ll;OEPEHO 

Prepared by I Ilo.11.roToenetto: Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

N;shaKum~ □ponepeHo : Pravesh TTpoeepeHo (AOK): Amit person I 0.11.06peHo: 06ecneqem1e 
Rana 1 Kumar .. ,,ecm,10,,e~~r 

V--
IDate / I Date / Date/ !Date / <2_ J .-o )~'1,,0 2-~ :)].aTa: 23.01.2026 : AaTa: 23.01.2026 )].am: 23.01.2026 )].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 
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•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPT11<l>11KAT AHAffi.13A 

Product : Dyspevict 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 

Ilpo,ll.yKT: ,[(HcneB11KT® rn6JieTKH, noKphITbie nJieHOt.fHOtt o6onot.iKott, 100 Mr 
Market / PhIHOK : Russia / PoccmT 
Batch No I : V2600082 

Batch Quantity/ 9,00,000 tab/ 
CepuH N2 O61>eM cepuu 9,00,000 Ta6 
Analytical Report No/ : 040003256675 

Date of Analysis / 
23 .01.2026 

AuaJIHTHlfecKuii OTlfeT N2 .l(aTa anaJiu3a 

Date of Manufacture / : 01/2026 Date of Expiry / 12/2028 
.l(aTa IIPOH3B0,!J.CTBa ro,1J.eH,1J.O 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,!J.CTBeHH3H : MNB/05/263 
HoMepPY 

: JITT-N2(001951)-(Pf-RU) 
JIHQeH3HH N2 

Analysis performed according ND:/ AuaJIH3 npoBetleH no H,l(: J1TT-N2(001951)-(Pf-RU)-140323 

Page 7 of 8 I CTp. 7 u3 8 
INN /MHH: Acotiamide / AKornaMH,D, 
API manufacturer batch number / ACT-25012, ACT-25013 
HoMep cepuu npon3BO,D,HTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH npOH3B0,ll.UTeJIH FESA00505, FESA00506 
r JI<I>: 
API Manufactured by & country/ Emnar Pharma Private Limited, India/ 
IlpoHJBO,!J.HTeJib A<l>C, cTpaua: 3MHap <l>apMa OpattBeT J1HMI1Te,D,, 11H,D,HJI 
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) I 
HauMeuosauue, a,1J.pec, JIHQeH3HH ,!J.JIH ,[(-p Pe,D,,D,H ' c Jia6opaTOpHC JlT,D,., 11H,D,HJI, TTpOH3B0,ll,CTBeHHOe 
Ilpou1eo,1J.CTBeuuaH nJI01Qa,1J.Ka / IlJioIQa,!J.Ka no,D,pa3,ll,eJieHHe-6, BHJIJI. KxoJih, Hanarapx Poy,D,, EaMH, ,[(11cTpHKT 
K0HTp0JIH KalfeCTBa / IlJIOIQa,!J.Ka BhmycKa CoJiaH, x.n., 173205, 11H,UHJI (JIHI~eH3HJI 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 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/ 
IIpttMeqantte: Ilpo.nyKT cooTBeTcTByeT Tpe6oaaum1M H)], 3aicmoqentte: O,ll;OBPEHO 

Prepared by / flo.a:roTOBJieuo : Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

Nisha Kum~ nposepeuo: Pravesh TTposepeuo (AOK): Amit person / O,11_06peuo: O6ecne'-leHHe 
Rana 1 Kumar 

t-~ ,mcrna/Orne=ra~~ 

!Date / 
:)],am: 23.01 .2026 : )],aTa: 23.01.2026 

I Date / !Date / 
:)],am: 23 .01.2026 

IIDate I 
)],am: 2._J~),.... 'UJ?.~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, Fax: +91 40 4900 2999, Ema il: mail@drred dys.com 
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•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTvf (l)vfKA T 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 
wvvw.drreddys.com 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo~yKT: ,[{HcneBHKT® rn6neTKH, noKphIThie nnetto11ttott 06ono11Kott, 100 Mr 

Market / PLIHOK : Russia / Poccm1 
Batch No/ : V2600082 Batch Quantity / 9,00,000 tab/ 
CepnH N2 O61>eM cepnn 9,00,000 Ta6 
Analytical Report No / : 040003256675 Date of Analysis / 23.01.2026 
AuaJJuTnqecKuii oTqeT .N'!! ,[(aTa auaJJH3a 
Date of Manufacture / : 01/2026 Date of Expiry / 12/2028 
.[(aTa DPOH3B0~CTBa ro~eu~o 
Mfg. License No./ MA number:/ 
IlpoH3BO~CTBeuuaH : MNB/05/263 

HoMepPY 
: JIIT-N2(001951)-(Pf-RU) 

JJHQeH3H.H N2 
Analysis performed according ND:/ AnaJIH3 npoee,ueu no H,l(: J1IT-N2(001951)-(Pf-RU)-140323 
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Economic Union is established». / 

3aKmoqeuue 0 CO0TBeTCTBHH: «HacT051lll,HM 51 no,rnBep)K,ll,a!O, lfTO npHBe.n,eHHa51 Bblllle 11HqJOpMaIJ,H51 51BJrneTC51 

,ll,OCTOBepHOM H TOlfHOH. 3Ta cepH51 npo.n,yKUHH npoH3Be)].eHa (BKJUOLJ:a51 ynaKOBKY (MapK11pOBKY) 11 KOHTPOJih 

KaLJ:eCTBa) Ha BbillleyKa3aHHOH np0113B0,ll,CTBeHHOH nJIOlll,a.n,Ke (nJIOlll,a,ll,Kax) B nOJIHOM COOTBeTCTBl111 C 

Tpe6osaHH51MH TipaB11JI tta.n,ne)KaIIWH npo113BO)].CTBeHHOH npaKT11K11 Espa311ifcKoro 3KOHOMHLJ:ecKoro co103a 11 

Tpe6oBamrnM11 KOHTPOJUI. Ka'-1.eCTBa JieKapCTBeHHblX cpe)].CTB, a TaK)Ke B COOTBeTCTBHH co cneumpHKaIJ,1151MH, 

co.n.ep)Kalll,11MHC51 B perncTpau11OHHOM ,ll,OCbe CTpaHbl-HMTIOpTepa. 3anHCl1 no npO113BO,ll,CTBY, ynaKOBKe 11 attanmy 

npoBepeHbl, 11 ycTaHOBJieHO HX COOTBeTCTBl1e Tpe6oBaHl151M TipaBl1Jl Ha)].Jie)Kalll,eH np0113B0,ll,CTBeHHOH npaKT11Kl1 

EBpa311HCKoro 3KOHOM11LJ:ecKoro co103a». 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
npu IC'lftHIIC: np0JlyKT COOTBeTCTByeT Tpe6oBaHI-UIM H,ZJ; 3aicmo-1.1euue: 0.11:0liPEHO 

Prepared by/ IToJJ.rOTOBneuo: Checked by I Checked by (AQA) / Approved by: Qua I ity Assurance/ Authorized 

Nisha Kumari~ ITpoBepeuo: Pravesh rlpoBcpeHo (AOK): Amit person I O,no6peuo: O6ecne1.Jett11e 
Rana 
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