
•·· Dr.Raddy's~~• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT 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 
www.drreddys.com 

Product: Dyspevict film-coated tablets, 100 mg 
Ilpo,L\yKT: ,UttcneBl-lKT® Ta6JieTKH, ITOKpblTb!e rrJieHO'IHOH o6oJIO'IKOH, 100 Mr 

Market / PhIHOK : Russia / Poccm1 

Batch No/ : V2600829 
Batch Quantity/ 9,00,000 tab/ 

CepuH .N'2 O6beM ceouu 9,00,000 rn6 
Analytical Report No / 

: 040003369248 
Date of Analysis / 

21.04.2026 
AnaJinTuqecKuii oTqeT .N'2 ,[(aTa anaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2029 
llaTa npouJBO.L\CTBa ro.L(eH .L(O 
Mfg. License No. / MA number:/ 
IlpouJeo,a;cTeeuuaH : MNB/05/263 

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

JIHUeHJHH .N'2 -

Analysis performed according ND:/ AuaJIHJ npoeeJJ:eH no H)I,: JIII-.N2(00 1951)-(P1 -RU)-140323 \ 
Pa2e 1 of 8 I CTp. 1 HJ 8 

.N'2 Test/ IloKaJaTeJih Result/ PeJyJihTaThI 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 "100" on one side 

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

section - a core is white. I Kpyrnh1e section - a core is white to pale yellow. / 

Ta6JieTKH, noKpbITbie nneHOlfHOH Kpyrnhre Ta6JieTKH, ITOKpb!Tbie 

o6onolfKOH 6enoro u,seTa, C 
rrneHOlfHOH o6oJIO'IKOH 6enoro HJIH 

rpasttpOBKOH «100» O,[\HOH 
ITO'ITH 6enoro QBeTa, C rpaB11poBKOH 

Ha 
«100» Ha O.L(HOH CTOpOHe tt rna,L(KHe Ha 

CTOpOHe H rna,[\Ktte Ha .zi:pyroti. Ha .L\pyroti.. Ha norrepe'!HOM cpe3e - 51,L\po OT 
nonepe'IHOM cpe3e - 51.zi:po 6enoro 6enoro ,L\O cBeTJIO-)KeJIToro QBern. 
u,seTa. 

2 Identification / II.L(eHTn4>u1rnQHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lauue: Ilpo.nyKT cooTBeTcTByeT Tpe6oBaHHllM H,[( 3aKmoqeuue: O)J:QliPEHO 

1:=:::========:::::::::::==:;;::::============;-;:::::::::==========: 
Prepared by/ Ilo.D:roTOBJietto : 

Anchal ~ 
Checked by/ 
IlposepeHo: Pravesh 

Ra,a i 
1:============: 

I 
Date/ I Date/ 
,[(am: 21.04.2026 ,[(am: 21.04.2026 

Checked by (AQA) / 
n poBepeHO (AOK): Ajay 
Kumar riva tava 

~ 
Date/ 
,[(am: 21.04.2026 

Appr y: Quality Assurance/Authorized person 
/ 0.D:o6peHo: 0 6l!C Ka"leCTBa/OrueTCTBe~1Hoe 

~~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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 
CEPTJ1<I>HKA T AHAJ1l13A 

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

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

Tel : +91 98165 56001-02 
www.drreddys.com 

Product: Dyspevict film-coated tablets, 100 mg 
IIpo,ll,yKT: Lb1crreBttKT® rn6JieTKH, rroKpbtTbie rrJieHO'IHOH o6oJIO'IKOH, 100 Mr 
Market / PhIHOK : Russia / Poccm1 

Batch No I 
: V2600829 

Batch Quantity/ 9,00,000 tab/ 
Cepm1.M, O6beM cepuu 9,00,000 rn6 

Analytical Report No / 
: 040003369248 

Date of Analysis / 
21.04.2026 

AuaJIHTH'leCKHH OT'leT .M! )laTa auaJIHJa 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2029 

)laTa npOH3B0)],CTBa ro)],eH)],O 

Mfg. License No. / 
MA number:/ 

1IpOH3B0)],CTBeuuaH : MNB/05/263 
HoMep PY 

: JU1-N!!(001951)-(Pf-RU) 
JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe,ll,eH no H)l: J1TT-N!!(001951)-(Pf-RU)-140323 

2a HPLC I B3JKX 
Page 2 of8 / 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). I BpeM51 y,ll,ep)l(ttBaHtt51 solution ("Assay" test). / BpeM51 
OCHOBHOro ITHKa Ha xpoMaTorpaMMe y,ll,ep)l(ttBaHH51 OCHOBHOro ITHKa Ha 
HCITbITyeMoro pacrnopa COOTBeTCTByeT xpoMaTorpaMMe HCITbITyeMoro pacrnopa 
BpeMeHH y,ll,ep)l(ttBaHH51 OCHOBHOro ITHKa )].OJl)l(HO COOTBeTCTBOBaTb BpeMeHH 
Ha xpoMaTorpaMMe CTaH,ll,apTHOro y,ll,ep)l(ttBaHH51 OCHOBHOro ITHKa Ha 
pacrnopa (ttcrrbITaHtte «KoJ111qecrneHHoe xpoMaTorpaMMe CTaH,ll,apTHoro pacrnopa 
orrpe,ll,eJleHtte»). (HCITbITam1e «KOJIH'leCTBeHHOe 

orrpe,ll,eJieHtte»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
npnMe'laHne: npoJI-YKT coo·rseTcTByeT Tf)e6osaH11.11M H)l 3a11:mo'le1rne: O)1.OEPEHO 
::=:::=============;;=:::::::::=::::::::::==::::::;;;::=:=========: 
Prepared by/ Ilo,!1.roToBneHo: Checked by (AQA) / 

TiposepeHo (AOK): Ajay 
Kumar Sriva tava 

Approved by: Quality Assurance/ Authorized person 
Anchal 

'Date I 
)lam: 21.04.2026 

I 0)].o6peHo: 06ecneqem-1e Kaqecrna/OrneTCTBeHHoe 

I Date / 
)lara: 21.04.2026 

Date/ 
)lara: 21.04.2026 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l)HKA T AHAJTI.13A 

Dr. Reddy's Laboratories Ltd . 

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

Tel : +91 98165 56001-02 
www.drreddys.com 

Product: Dyspevict film-coated tablets, 100 mg 
IlpoJJ.yKT: ,n11cnes11KT® rn6neTKl1, noKpbITbie nneHO'IHOH o6ono'IKOH, 100 Mr 

Market / PhIHOK : Russia / Pocc,rn 

Batch No/ 
: V2600829 

Batch Quantity I 9,00,000 tab I 

Cepm1 .N!! O6heM cepnn 9,00,000 Ta6 

Analytical Report No / 
: 040003369248 

Date of Analysis / 
21.04.2026 

AuaJittTtt<JecKnii OT'IeT .N!! .L(aTa auaJinJa 

Date of Manufacture / 
: 04/2026 

Date of Expiry I 
03/2029 

.L(aTa npOH3BOJJ.CTBa roJJ.CH JJ.O 

Mfg. License No. / 
MA number:/ 

fip0H3BOJ1.CTBCHHaH : MNB/05/263 
HoMepPY 

: JITT-N!!(001951)-(P1-RU) 

JlHL{eHJHH .N!! 
Analysis performed according ND:/ AuanuJ npoBeJJ.eH no H.L(: JITT-N!!(001951)-(P1-RU)-140323 

Page 3 of 8 I CTP, 3 HJ 8 

2b IR spectrometry I HK- IR spectra of the medicinal product and IR spectra of the medicinal product and 
cneKmpo;wempu5l the reference standard taken m the the reference standard taken m 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./ l1K-cneKTpbI npenaparn 450 cm-1 range. / l1K-cneKTpb1 npenapaTa 
H CTaH)].apTHOro o6paJ'-la, CH51Tble B H CTaH)].apTHOro o6p33'-la, CH51Tble B )].11CKe 
)].HCKe C KaJ1H51 6poMH)].OM P, B o6nacrn OT c Kamm 6pOMH)].OM P, B o6nacrn OT 4000 
4000 )].0 450 CM-I I1p051BJ151IOT )].O 450 CM-I )].0Jl)KHbl rrpo51BJ151Tb 
MaKCHMYMbl IIOrJlOl.lleHl151 rrpH BOJlHOBblX MaKCHMYMbl norJlOl.lleHIUI npH BOJlHOBblX 
'111CJlaX 3490 CM- 1

, 3302 CM-I 11 2946 CM-I '111CJlaX 3490 CM-1
, 3302 CM-I 11 2946 CM-I 

c OTKJIOHeH11eM He 6onee ±10 CM- 1
. c OTKJIOHeHl1eM He 6orree ±10 CM-I. 

3 Dissolution / PacTBopeune Unit-1 / Ta6rr.-l 98 % Not less than 75 % (Q) of acotiamide 

Unit-2 / Ta6rr.-2 99 % 
hydrochloride hydrate label claim should 
be released into solution in 30 minutes. / 

Unit-3 / Ta6n.-3 95% He MeHee 75% (Q) OT 3a51BJieHHOrO 

Unit-4 / Ta6n.-4 99% 
co,uep)KaHl151 aKornaM11,ua rn,upoxnop11,l1,a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC'-13HHe: ITpo,nyKT COOTBeTcTByeT Tpe6oBaHIUIM H.a 3aKJIIO'-leHne: O.Ll:OEPEHO 

Prepared by/ ITo.nroTOsneHo: Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person 
Anchal TTposepeHo: Pravesh TTposepeHo (AOK): Ajay / O.no6peHo: 06ecne4eH11e Ka4ecTBa/0TBeTCTBeHHoe 

~ 
Rana j, Kumar Srivastava 

J]~_wj \((}JU~ ~ ~->- /)~ -'-' -
!Date/ I Date/ Date / Date/ \ l -~ i rv° 1---""" 
:.[{aTa: 21.04.2026 : .[{aTa: 21.04.2026 )laTa: 21.04.2026 ,n:arn: -

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~~• 

CERTIFICATE OF ANALYSI S 
CEPTH<llHKAT AHAJ1vl3A 

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

Tel: +91 98165 56001-02 

www.drreddys.com 

Product : Dyspevict film-coated tablets, 100 mg 
1Ipo,11;yKT: ,IJ)i:cneBHKT® Ta6JleTKH, IlOKPhlThle nneH0'-IHOH o60J10L[KOH, 100 Mr 

Market/ PbIHOK : Russia / PoccH51 

Batch No I 
: V2600829 

Batch Quantity I 9,00,000 tab I 
CepuH .N'!! O6beM cepuu 9,00,000 rn6 

Analytical Report No / 
: 040003369248 

Date of Analysis / 
21.04.2026 

AuaJiuTuqecKuii oTqeT .N'!! ,ll,_aTa auaJIH3a 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2029 

,ll,_aTa np0H3B0,IJ;CTBa ro,11;eu ,11;0 

Mfg. License No. / 
MA number:/ 

IIpOH3B0,IJ;CTBeHHaH : MNB/05/263 
HoMepPY 

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

JIHU:eH3HH .N'2 
Analysis performed according ND:/ AuaJIH3 np0Be,11;eu no H,ll,_: JIIT-N2(001951)-(Pf-RU)-140323 

Pa2c 4 of 8 / CTp. 4 HJ 8 
Unit-5 / Ta6n.-5 100 % rn,[(parn ,[\OJl)KHO nepettTH B pacrnop 

Unit-6 / Ta6n.-6 98 % 
Liepe3 30 MHHyT. 

4 Uniformity of dosage units/ According to the requirements. I B 
O,11;uopo,11;HOCTb 1.3 COOTBeTCTBHH C Tpe6oBaHH51MH. 
,11;03Hp0BaHHblX e,11;uuuu: 

5 Impurities / IIpuMecu 

Amide acid Impurity I Below LOQ (LOQ = 0.0277 %) / HmKe rrpe!lerra Not more than 0.20 % / He 6onee 0,20 % 
ITpHMeCh aMH,[(a KHCJlOThl Korrw1eCTBeHHoro orrpe!lerremrn (TTKO = 

0,0277 %) 

Individual maximal Not more than 0.20 % / He 6onee 0,20 % 
unidentified impurity I Below BDL (BDL= 0.08 %) I HttlKe rropora 
E.[(HHH'-IHa51 MaKCHMaJlhHa51 pernCTpal..(1111 (TTP =0,08 %) 

HeH,[\eHTH~HQHpOBaHHa51 
npHMeCb 

Total impurities/ Below BDL / H11lKe rropora perttcTpal..(1111 Not more than 0.75 % / He 6onee 0,75 % 
CyMMa np11Mecett 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMeqauue: Ilpo,nyKT cooTBeTcTByeT Tpe6osaH1rnM H.D: 3aKJIIO'-leuue: O,ll,OEPEHO 

Prepared by/ Ilo,nroTOBJJetto: Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person 
Anchal npoeepeHo{ . rave h □poeepe110 (AOK): Ajay / O.L(o6petto: O6ecneqettue KaqecTBalOTBeTCTBeHttoe 

J)2l Rana Kumar Srivastava 

Jl~~~ J ~_>-
// " \ .J\"' 

I Date / I Date/ 'Date I I Date/ · ~ TD.Yi,, ;,o 1,) ,? 

:ll.aTa: 21.04.2026 : ,UaTa: 21.04 .2026 :.Ua-ra: 2 1.04.2026 ,ll,ua: / 

Registered Office: 8-2-337, Road No. 3, Banjard Hiiis, Hyderabad - 500034,. Telang;ma, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <DHKA T AHAJI113A 

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

Tel: +9198165 56001-02 
www.drreddys.com 

Product: Dyspevict film-coated tablets, 100 mg 
IIpo,uyKT: )];ttcneBHKT® Ta6JieTKH, IlOKpb!Thle IlJieHO'IHOH o6oJIO'IKOH, 100 Mr 
Market / PblHOK : Russia / Pocc1151 
Batch No/ : V2600829 

Batch Quantity/ 9,00,000 tab I 
CepuH.N'!! O6beM cepuu 9,00,000 rn6 
Analytical Report No/ : 040003369248 

Date of Analysis / 
21.04.2026 

AuaJIHTH'leCKHii OT'leT N!! .I(aTa auaJiu3a 
Date of Manufacture / : 04/2026 Date of Expiry / 03/2029 
.I(aTa npOH3B0,UCTBa ro.ueu .uo 
Mfg. License No. / 

MA number:/ 
1Ipon3BO.UCTBeuuaH : MNB/05/263 

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

JIHUeH3HH JV!! 
Analysis performed according ND:/ AuaJin3 npoBe,ueu no H,11;: JIIT-N!!(001951)-(Pr-RU)-140323 

Page 5 of 8 / CTp. 5 H3 8 
6 Water/ Bo.ua 6.3 % Not more than 10.0 % / He 6onee 10,0 % 

7 Microbiological purity/ MnKpo6uoJioruqecKaH 'IHCTOTa 

a) Total Aerobic Microbial Less than 10 CFU per 1 g Not more than 103 CFU/g / 
Count I O6w,ee KOJI111Iecrno MeHee 10 KOE B 1 r He 6onee 103 KOE/r 
)KJ13Hecnoco6HbIX a3po6ttbIX 
M11KpoopraHJ13MOB 

b) Total Combined Yeasts & Less than 10 CFU per 1 g / Not more than 102 CFU/g / 
Moulds Count / O6w,ee MeHee 10 KOE B 1 r He 6onee 102 KOE/r 
'll1CJIO )].pO)K)KeBbIX 11 
nnecHeBbIX rp1160B 

c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram / 
OTCYTCTByeT B 1 r OTcyTcrn11e B 1 r 

8 Assay / KoJin'leCTBeuuoe 99.5 mg I 99,5 Mr From 90.0 mg to 110.0 mg of acotiamide 
onpe)].eJieuue hydrochloride hydrate. I 

OT 90,0 Mr )],O 110,0 Mr aKOTJ1aMJ1)],a 
rn)].poxnoptt)].a rn)].parn. 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IlpuMe•rnnue: ITpoJJ,yKT coorneTcTByeT Tpe60BaH11l!M H,U 3a1rn10'fenue: O,UOliPEHO 

Prepared by/ IToJJ,roTOBJJetto: Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
Anchal ~;~:"''"o? v,sh ITponepeHo (AOK): Ajay I OJJ,o6petto: O6ecne'IeH11e Ka'Iecrna/OrneTcTneHHOe 

~ 
K umar Srivastava 

~ to-,J/L .~ "'~ ~ 
IDate / I Date/ Date/ Date/ \ \ "/v~'U. 
:,!],am: 21.04.2026 : ,Uam: 21.04.2026 )],am: 21.04.2026 )],am: -

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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 
CEPTWI>HKAT AHAJU13A 

Dr. Heddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. l(hol, Nci laga rh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

Product : Dyspevict film-coated tablets, 100 mg 
IIpOAYKT: ,[(11cneBHKT® Ta6JieTKH, IlOKpblTbJe nneH04HOH. o6oJI04KOH., 100 Mr 

Market / PhIHOK : Russia / Poccm1 

Batch No/ 
: V2600829 

Batch Quantity / 9,00,000 tab/ 

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

Analytical Report No/ 
: 040003369248 

Date of Analysis / • 
21.04.2026 

AuaJiuTuqecKun 0T'ieT .N2 ,ll;aTa auaJiu3a 
Date of Manufacture/ 

: 04/2026 
Date of Expiry / 

03/2029 
)];aTa DP0H3BOACTBa roAeHAO 
Mfg. License No. / 

MA number:/ 
IIpou3BOACTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N°2 
Analysis performed according ND:/ AuaJIH3 nposeAeH no HJ:J:: JUI-N!!(001951)-(Pf-RU)-140323 

9 Packaging / Onucauue 
ynaK0BKH 

API name/ HauMeuosauue A<l>C: 
INN /MHH: 
API manufacturer batch number/ 

Paee 6 of 8 I CTp. 6 H3 8 
10 tablets per blister of 10 tablets per blister of 
polyvinylchloride/polyvinylidenechloride polyvinylchloride/polyvinylidenechloride 
and aluminum foil. 9 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 Ta6nernK B KOHTypttyio in a carton. I no IO rn6neToK B KOHTYPHYJO 
514eH.KOBYIO yrraKOBKY 1-13 nneHKH 514ettKOBYJO yrraKOBKY 113 IIJJeHKH 
ITOJIHBHHHJIXJIOpHAHOH/noJIHBHHHJIHAeHX IlOJIHBHHHJIXJIOPHAHOtt/noJIHBHHHJIHAeHx 
JIOPHAHOH H qJOJ!bf'H aJIJOMHHHeBOH. no 9 JIOPHAHOH 11 <pOJibf'H aJIJOMHHHeBOH. no 5 
KOHTYPHblX 514ettKOBblX ynaKOBOK BMeCTe HJIH 9 KOHTypHblX 514ettKOBblX ynaKOBOK 

c HHCTPYKl..(Hett no MeAHl..(HHCKOMY BMecTe c HHCTPYKl..(Hett rro MeAHl..(HHCKoMy 
npttMeHeHHJO (JJHCTKOM-BKJiaAbJllleM) B npHMeHeHHJO (JIHCTKOM-BKJiaAhlllleM) B 

rra4KY Kaprntttty1O. 

Acotiamide hydrochloride hydrate/ AKornaMHAa rHAPOXJIOPHAa rnApaT 

Acotiamide / AKOTHaMHA 

HoMep cepuu npoH3B0AHTeJIH A<l>C: 
ACT-25015, ACT-25016 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMeqanne: TTpOJJ.YKT CO0TBCTCTBYCT Tpe6oBa HHSIM H)], l3aKmoqc1rne: O,[(OEPEHO 

Prepared by I ITo.nroToeneHo: 
Anchal 

~ 
:,Uarn: 21.04.2026 
'Date I 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person 
npoaepeHT : ravesh npoaepeHo (AOK): Ajay I O.no6peHo: O6ecneqem,1e Ka4ecrea/OTaeTCTBeHHoe 
Rana Kumar Srivastava 

n~ \c:rJ¼YVl/L e ~ ~ - .,.,\,1 

I Date/ Date I Date/ \ l (/ / --i,;v rye> 1,.1::> 
: )].am: 21.04.2026 .[lam: 21.04.2026 .[larn: ,,.,-

P,cgistucd Office: 8-1-337, Road r-io 3, Banjara Hills, Hyderab;:id - 5000.~4, Telangana, india 
Tel: •·91404900 2900, f ;,x: 1-91404900 2999, En1ail: mail@drreddy,.com 

CIN. LS5l95AP1984PLC0045□7 
www.drr(!ddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTvl<l>HKAT AHAJIH3A 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo.!(yKT: ,1]),,cneBHKT® Ta6JieTKH, noKpb!Tble nJieHO'!HOH o60JIO'!KOH, 100 Mr 
Market / P1,moK : Russia I Poccm1 
Batch No I 

: V2600829 Batch Quantity/ 
Cepnsi .M, O61>eM cepuu 
Analytical Report No / 

: 040003369248 
Date of Analysis / 

AnaJIHTnqecKuii oTqeT .M! )laTa anaJiu3a 
Date of Manufacture / : 04/2026 Date of Expiry / 
)laTa npOH3B0,UCTBa ro,!(eH ,!(O 
Mfg. License No. / 

MA number:/ 
IlpouJeo,ucTeennaH : MNB/05/263 

HoMep PY 
JIHQeH3HSI N!! 

Dr. Heddy's L3boratories Ltd . 
Formulation Unit-6 
Viii . Kho!, Nalagarh Road, Baddi, 
Distt Solan_. H.P., 173 205, INDIA 

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

9,00,000 tab I 
9,00,000 Ta6 

21.04.2026 

03/2029 

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

Analysis performed accordin2 ND:/ AnaJIH3 npoee,uen no H)l: JITI-N!!(001951)-(Pf-RU)-140323 

Paee 7 of 8 / CTp. 7 HJ 8 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0,!(HTeJIH FESA00539, FESA00540 
rJI<1>: 
API Manufactured by & country/ Emnar Pharma Private Limited, India/ 
IlooHJBO.UHTeJih A<l>C, cToana: 3Mnap ©apMa TipattBeT n1-1M11Te,n:, Htt,IVUI 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Kho!, 
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, India (license No 
site/ MNB/05/263) I 
HauMeHOBaHue, a,!(pec, JIHQeH3HH ,UJIH )]:-p Pe.n:.n:11'c Jia6oparnp11c JIT.n:., HH.D:1151, TipoH3BO.!J:CTBeHHoe 
IlpoHJBO.UCTBennaH nJiom:a,uKa / IIJiom:a,uKa no.n:pa3.n:enett11e-6, B11nrr. Kxonb, Harrarapx Poy.n:, 6a)U(H, )]:11cTpHKT 
KOHTPOJIH KaqecTBa / IIJiom:a,uKa BhinVCKa ConaH, X.TI., 173205, Htt.n:1151 (n11uett31151 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 
Economic Union is established». / 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-lauue: IIpo.llyKT coorneTcrnyeT Tpe6osaHH51M HJ], 3aKJJJO'lettue: 0,ll,OEPEHO 

1:===============:::;;===========;;;:::=========i 
Prepared by I IIo,uroTOBJJetto: Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person 
Anchal TTpoeepetto: Prave h TTpooepeH0 (AOK): Ajay / O.uo6petto: O6ecne'-!ett11e Ka'-lecrna/OrneTcTBeHHoe 

~ Rana t Kuma, ~-3--
'Date/ 
)],am: 21.04.2026 

I Date/ 
)],am: 21.04.2026 

'Date/ 
)],a-ra: 21 .04.2026 

R,oeis1:NE: d Ofl'ice: 8-2 3.'37, F'\oad r,10 . 3, Bvrii~r~ Hi!lo, Hyderab~d .5000.34, Telangana, India 

Tel: -:-91 40 Ll90ll 7900, Fc1x: +9 1 40 ~900 2999, Email: rnail(<ildrreddys.corn 

CIN: LSSJ9SAP1984?LC004~07 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJTl13A 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo)J.yKT: ,z:i:11crreBl1KT® Ta6JieTKl1, noKpblThie nneHO'-IHOH o60JlOl!KOH, 100 Mr 

Market / PblHOK : Russia / Pocc1rn 
Batch No/ 

: V2600829 Batch Quantity/ 
CepnH .M, O61,eM cepuu 
Analytical Report No / 

: 040003369248 
Date of Analysis / 

AuaJIHTH1JecKnu OTIJeT .N'!! .[{aTa auaJIH3a 
Date of Manufacture / : 04/2026 Date of Expiry / 
.[{aTa npOH3BO)J.CTBa ro)J.eH ,U:O 

Mfg. License No. / 
MA number:/ 

IlpOH3BO.ll.CTBeunaH : MNB/05/263 
HoMep PY 

JIHJ.~eH3HH .N'2 

Dr. Reddy's LaborcJtories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi; 
Distt. So ian, 1-1.P, 173 205, INDIA 
Tel : +91 98166 56001-02 

www.drreddys.com 

9,00,000 tab/ 
9,00,000 rn6 

21.04.2026 

03/2029 

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

Analysis performed according ND:/ AuaJIH3 npoee,n:eu no H.[{: JITT-N2(001951)-(Pf-RU)-140323 

Page 8 of 8 / CTp. 8 H3 8 
3aKJIIOI.JeHHe O COOTBeTCTBHH: «HacT0511.U,HM 51 ITO)],TBep)l(.D,alO, l!TO rrpHBe.D,eHHa51 Bb!We HH<pOpMal.l,H51 51BJHieTC51 

)],OCTOBepHOH H TO'IHOH. 3m cepH51 rrpo.D,yKLJ,HH rrpoH3Be.D,eHa (BKJllO'Ia51 yrraKOBKY (MapKHpOBKY) H KOHTpOllb 

Ka'-leCTBa) Ha BbIWeyKa3aHHOH rrpOH3B0)],CTBeHHOH nnow.a.uKe (rrnoI.U,a)],Kax) B IlOJlHOM COOTBeTCTBHH C 

Tpe6osaHH51MH ITpaBHJI tta.une)l(aw.eii rrpo113so.ucTBeHHOH npaKTHKH Espa3HHcKoro 3KOHOMH'-!ecKoro co1-03a H 

Tpe6osamrnMH KOHTPOJUI Ka'-!eCTBa JleKapCTBeHHhlX cpe,ll.CTB, a TaK)l(e B COOTBeTCTBHH co crreu.H<p.HKaUH51MH, 

co.n.ep)l(al.l.{HMHC51 B perncTpal.l,HOHHOM )],OCbe CTpaHbI-HMilOpTepa. 3anHCH no npo.H3B0.ll,CTBY, yrraKOBKe H aHaJIH3Y 

nposepeHbl, H ycTaHOBJleHO .HX COOTBeTCTB.He Tpe6oBaHH51M ITpaBl1Jl Ha)],Jle)l(aI.U,eH npOH3B0.ll,CTBeHHOH npaKTHKH 

Espa3HHCKoro 3KOHOMWiecKoro COI03a». 

Remarks : The Product confirms to ND/ ondu ion : APPROVED I 
flpnMe•rnuue: TTpon,yKT cooTBeTcTByeT Tpe6oBamrnM H,[{ 3aKmoqeuue: O,ll.OliPEHO 

1:=::::============:;-;::::==========;-;==========: 
Prepared by/ no.a.roTos11eHo: 
Anchal 

IDate / 
,[{am: 21.04.2026 

Checked by / 
npoaepeHo: Pravesh 

Raoa i 
I Date/ 

,[{am: 21.04.2026 

Checked by (AQA) / 
ITpoBepeHo (AOK): Ajay 
Kumar Srivastava 

Date/ 
.l1,aTa: 21.04.2026 

Approved by: Quality Assurance/Authorized person 
/ O,n:o6petto: O6ecneqeH11e KaqecTBa/OTBeTcTsem1oe 

R,,gi,tercd Clfficto: 8-2-337., Road No 3, B2njc1ra Hi!ls, Hyderab,id • 500034, Tclangana, india 

-r,,I: +91 'W ,, 01DO 2900, Fax: 1-'Jl ·10 4900 2999, Emc1ii: mail@drreddys.com 

CIN: I.S5:9SAP1934PLC004507 

www.drreddys.corn 


