
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTHcT>HKAT AHAJU13A 

Dr. Reddy's Labo,atories Ltd . 
Fcrmulation Unit-5 
\/ il l. Kho!, N;_il~igJ rh Road, Baddi, 
Distt. Sol ,n1 , H.P., 173 205, IN0iA 
lei: +9i S3 1. 6G ..J GQ()j_-02 
www.drreddys.con; 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo,uy:tcr: )])1crreBHKT(/<) Ta6JieTKH, IIOKpb!Tbie IIJieHO'-IHOH o6oJIOY.KOH, 100 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No/ . 
: V2502031 

Batch Quantity/ 9,00,000 tab I 
CepHSI .N'!! 06beM ceDHH 9,00,000 rn6 

Analytical Report No / 
: 040003135555 

Date of Analysis / 
23.10.2025 

AuaJIHTnqecKHii oTqeT .M! llaTa auaJIHJa 
Date of Manufacture / 

: 09/2025 
Date of Expiry / 

08/2028 
llaTa rrpoHJBo,ucrsa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IlpOH3BO,UCTBeuuaSI : MNB/05/263 

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

JIHUeH3HSI .N'!! 

Analysis performed according ND:/ AuaJIHJ npose,ueu no Hll: flIT-N!!(001951)-(Pf-RU)-140323 

Pa2"e 1 of8 / CTP 1 m 8 
.N'!! Test/ IloKaJaTeJih Result/ PeJyJihTaThI Specification / HopMa 

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

de bossed with "l 00" 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 Kpyrnhie section - a core is white to pale yellow. / 

Ta6JieTKl1, noKpbITbie nJieHOLIHOH Kpyrnb1e Ta6JieTKl1, IIOKpblTbie 

o6oJI04KOH 6eJioro u,seTa, 
rrJieHOY.HOH o6oJIO'-!Koi1 6eJioro HJIH 

C 
6eJioro rpaBHpOBKOH 

rpaBttpOBKOH «100» O,D,HOH 
IIO'-ITH 1.1,BeTa, C 

Ha « 100» Ha O,D,HOH crnpoHe 11 rna.uK11e Ha 
crnpotte tt rna.uK11e Ha .upyrott. Ha .upyroi1. Ha rrorrepe'-IHOM cpe3e - si.upo OT 
nonepe4HOM cpe3e - 51,D,po 6eJioro 6eJioro .uo cBeTJIO-)l(eJIToro u,aeTa. 
U,BeTa. 

2 Identification/ ~euTml>HKauuH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
ITpuMe•ianue: Ilpo.nyia cooTBeTCTByeT Tpe6osaHU HM H,ll. 3a1rntoqeuue: O.LJ;OEPEHO 

Prepared by / I1oJJ,roTOBJJeHo: Checked by_/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
Shagun TTpoBcpeHo: Pravesh ITposepeHo (AOK): QJJ,o6peHO: O6ecneqem,1e KaqecTBa!OTBeTCTBCHHOe 

~ Ran 

1 AjayKuma~ JJH U,O: a Srivastava ~ 

!Date/ I Date / Date I IDate / ?-J ~ I or 2,o~ 
)la-ra: 23.10.2025 : ,UaTa: 23 .10.2025 ,UaTa: 23.10.2025 ,UaTa: 

Registered Oifi ce: 8-2-337, Road No. 3, Ba nja1 a Hil!s, Hyd erabad - 500034, Tela11 g,111a, India 
Tel: +9140 4900 2900, F;:; x: +9140 4900 2.999, Email : m,1 il@drr2ddv:;.com 

CIN: L85195AP1984PLC004507 
wv..;w.c rredd·1 s. com 

I 
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•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<I>rn<A T AHAJli13A 

Dr. Reddy's Labo, atories Ltd . 
Formulation Unit-6 
Viii. Kho!, Na laga rh Roa d, Baddi, 

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

www.d tTeci dys.co m 

Produc:t: Dyspevict film-coated tablets, 100 mg 
IlpOJlyf("r: ,U11cneBHKT00 Ta6JieTKH, ITOKpbITbie nJieHOlfHOH o6oJIOlfKOH, 100 Mr 
Market/ PhIHOK : Russia / Poccm, 

Batch 'No/ 
: V250203l 

Batch Quantity I 9,00,000 tab/ -
Cepnsr .N'!! O6beM cepnn 9,00,000 rn6 

Analytical Report No/ Date of Analysis / 
AuaJIH7H'lec1rnn OT'leT .N!! 

: 040003135555 
)],aTa auaJIH3a 

23.10.2025 

Date of Manufacture/ 
: 09/2025 

Date of Expiry / 
08/2028 

)I:aTa DP0H3B0JlCTBa roJleH JlO 
Mfg. License No./ 

MA number:/ 
Il po H3B0JlCTBeH H3SI : MNB/05/263 

HoMep PY 
: JU1-N2(001951)-(Pf-RU) 

JIH~eH'.JHH .N'!! 

Analysis performed according ND:/ AuannJ npoBeJleH no H)I:: JUl-N2(001951)-(Pf-RU)-140323 

2a HPLC I B3JKX 
Page 2 of 8 / CTp. 2 m 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.si y,ll.ep)l{HBaHH.si solution ("Assay" test). / BpeM.si 
OCHOBHOro TTHKa Ha xpoMaTorpaMMe YJlep)l{HBaHH.s! OCHOBHOro ITHKa Ha 
11cnhITyeMoro pacrnopa coorneTcrnyeT xpoMaTorpaMMe wcnb1TyeMoro pacrnopa 
BpeMeHH y)].ep)l{HBaHH.s! OCHOBHOro ITHKa )].OJI)l{HO COOTBeTCTBOBaTh BpeMeHH 
Ha xpoMaTorpaMMe CTaH,ll.apTHOro y,ll.ep)l{HBaHH.s! OCHOBHOro ITHKa Ha 
pacrnopa (HCTTbITaHHe «KOJHP{eCTBeHHOe xpoMaTorpaMMe CTaH)].apTHOr'O paqsopa 
onpe)].eJieHHe»). (HCTTh!TaHHe «KOJIW{eCTBeHHOe 

onpe,ll.eJieH11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laHue: IIpo,ll:yKT COOTBeTCTByeT Tpe6oBaHmlM H,l], 3aKJIIO'leuue: O.JJ:OliPEHO 

Prepared by / IIoAroToBJieHo: Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
Shagun 

~~ 
'Date I 
:,[(aTa: 23.10.2025 

IlposepeHo: Pravesh IIposepeHo (AOK): O.l(o6peHo: O6ecne'-!em1e Ka'-!ecTBa/OTBeTCTBeHHoe • 
Rana 

t Aj_ay Ku mar~\ JIHU.O: 

~ Srivastava ~ ,,... 

I Date / Date / 
: ,[(aTa: 23.10.2025 ,l],aTa: 23 .10.2025 

'Date / 
:,[(a-ra: 

2--1. r to, ~M.: 

Registered Offi ce: 8-2-337, Road No. 3, Ganjara Hil !s, Hyd era bJd - 500034, Tel a11gar.a, i11tlic1 
Tel : +91 40 4900 2900, .=ax: +9140 4900 2999, Ema il: mail@drreddy:; .com 

CIN: L85195AP1984PLC004507 
www.drredciys. com 

' 

. 
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•·· Dr. Reddy's ~~• 

.. 
CERTIFICATE OF ANALYSIS 

CEPTH<I>M.KAT AHAJ1113A 

Dr. Reddy's Labo~atories Ltd . 
Fcrrnulatio~ Unit-6 
\/ il l. l<hol, Nalagarh Road, 13addi, 
Distt. Solan, H.P. , 173 205, !NOIA 

1e1: +':Jl ':>o.LbG :;o0 C.1 1-J2 
v,1ww.drreddys.com 

Product : Dyspevict film-coated tablets, 100 mg 
IIpo:uyJ{T: )l11crreBl1KT") Ta6JTeTKH, ITOKPblTbie ITJTeHOlJHOH o60JTOlJKOH, 100 Mr . 
Market/ PhIHOK : Russia / Pocc1u1 
Batch No/ 

: V2502031 
Batch Quantity/ 9,00,000 tab / 

CepuH }fa O6beM cepuu 9,00,000 Ta6 
Analytical Report No / 

: 040003135555 
Date of Analysis / 

23 .10.2025 
AuaJiuTu•:iecKun OT'teT .N'!! ,n:aTa auaJiuJa 
Date of Manufacture / 

: 09/2025 
Date of Expiry / 

08/2028 
)l,.aTa IIPOH3B0JlCTBa roneu no 
Mfg. License No./ 

MA number:/ 
IIpOH3BOJlCTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npose)].eu no H,n:: JlTT-.N2(001951)-(Pf-RU)-140323 

Pa2e 3 of 8 / CTp. 3 03 8 
lb IR spectrometry I HK- IR spectra of the medicinal product and IR spectra of the medicinal product and 

cne1m1poMempuJ1. 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·' range./ HK-cncKTpbI rrperraparn 450 cm·1 range./ HK-cneKTphl rrpenaparn 
H CTaHLl,apTHOfO 06pa3u_a, CHSIThie B H CTaH)],apTHOro 06pa3u_a, CHS!Tb!e B )],HCKe 
)].HCKe c Ka.JIHSI 6pOMH)].OM P, s o6JTacrn OT c Ka.JIHSI 6pOMH)].OM P, B o6JiaCTH OT 4000 
4000 )],0 450 CM-I npOSIBJTSIIOT )).0 450 CM-I )].OJT)l{Hbl ITpOSIBJTSITb 
MaKCHMYMbl nornow.eHHSI npH BOJlHOBblX MaKCHMYMbl nornow.eHHSI npH BOJTHOBblX 
lJHCJTax 3490 CM-1

, 3302 CM-I 11 2946 CM-I lJHCJTax 3490 CM-1
, 3302 CM-I 11 2946 CM-I 

c OTKJTOHeHHeM He 6onee ±10 CM-I. c OTKJTOHCHHeM He 6onee ±10 CM-1
. 

J Dissolution/ PacTsopeuue Unit-1 / Tat"in.-1 98 % Not less than 75 % (Q) uf at:ulia111iJe 

Unit-2 / Ta6n.-2 96 % 
hydrochloride hydrate label claim should 
be released into solution in 30 minutes. / 

Unit-3 I Ta6n.-3 95 % He Mettee 75 % (Q) OT 3aSIBJTeHHOfO 

Unit-4 / Ta6n.-4 94% 
co.nep)KaHHSI aKOTHaMH)].a nt)].pOXJTOpH)].a 

Remarks :· The Product confoms to ND/ 

I Conclusion : APPROVED / 
IIpuMe'!aime: ITpo,nyKT cooTBeTCT.ByeT Tpe6onaHMS? M HLJ: 3a1C.1uoqeuue: 0 .l{OE PEHO 

Prepared by / Ilo.nrornsnetto: Checked by / Checked by (AQA) /. Approved by: Quality Assurance/ Authorized person / 
Shagun 

y--

:,ila-ra: 23.10.2025 
'Date / 

ITposepetto: Pravesh npoaepeHo (AOK): O.no6peAo: O6ecneqem,1e Ka'lecTBa/OrneTCTBeHHoe 
Rana i Aj_ay K uma~r \ mrn,o: (jJ Snvastava ~ 

I Date / Date/ !Date / l).z.--,or7-<J~ 
: ,l(aTa: 23.10.2025 .D,am: 23.10.2025 .[l,aTa: 

Registered Office: s-:-337, Road No. 3, GanjarJ Hi i!s, Hyderabud - 500034, TelarrgJr.a , India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emoil: rnail@cJ1T2dcJy3.com 

CIN: L85195AP1984PLC004507 
vv· •,N'.J✓. drrc ddyr:. .co m 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTvl<l>lttlCA T AHA.Jlli3A 

Dr. Reddy's Labo, atories Ltd . 

Fcrmulatio:-i Unit-5 
\/i ll . Kh o!, Nalaga rh Road, Baddi, 
Dist t. So lzi n, H.P, 173 205, IND!A 

Tei : +91 9016G 3G00 j_-G2 

www.drredciys.co m 

Product : Dyspevict film-coated tablets, 100 mg 
ITpo,l\y-.<T: )J.M.crteBJ.IKT' Ta6JTeTKl1, fl0KPblTbJe rrneH04HOH o60JIO'IKOi1, 100 Mr .. 
Market/ PbIHOK : Russia / Poccm1 

Batch No/ 
: V2502031 

Batch Quantity I 9,00,000 tab/ 

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

Analytical Report No / 
: 040003135555 

Date of Analysis / 
23.10.2025 

AnaJIHTHlfec1rnii 0TlfeT .N2 )laTa anaJIHJa 

Date of Manufacture / 
: 09/2025 

Date of Expiry / 
08/2028 

):laTa np0H3BOJJ,CTBa roJJ,eHJJ,O 
Mfg. License No. / 

MA number:/ 
ITpouJBOJJ.CTBeuuast : MNB/05/263 

HoMep PY 
: J1TT-N2(001951}-(Pf-RU) 

JIHI.~eH3HH .N"!! 

Analysis performed according ND: / AuaJIHJ npoBeJJ,en no H):l: J1TT-N2(001951 )-(Pf-RU)-140323 

Pa2c 4 of 8 I CTJ>, 4 HJ 8 
Unit-5 / Ta6Jl.-5 95 % rn,aparn ,aom,rno nepeJ:l.rn B pacTBop 

Unit-6 / Ta6J1.-6 96% 
qepe3 30 MHHyT. 

4 Uniformity of dosage units/ According to the requirements. I B 
OJJ,HOpOJJ,HOCTb 1.9 C00TBeTCTBI111 C Tpe6oBaHI151.MI1. 
}J,03Hp0BaHHblX eJJ,HHHQ 

5 Impurities / ITpttMecu 

Amide acid Impurity I Below LOO (LOO =0.0092 %) / HmKe npe.ncrra Not more than 0.20 % I He 60J1ee 0,20 % 
I1p11MeCb aM11,aa 1<11CJl0Tb[ o6ttapy)l(eHHll (TTO = 0.0092 %) 

Individual maximal Below BOL (BOL= 0.08 %) I HmKe nopora Not more than 0.20 % I He 60J1ee 0,20 % 
unidentified impurity I pcrnl-,paUHH (TTP =0.08 %) 

E,a11HI14HaH MaKCI1MaJlbHaH 
He11,aeHTl1~I1QI1poBaHHaH 
rrpttMeCb 

Remarks : The Product confirms to ND/ 

'

Conclusion : APPROVED / 
1IlpuMelfaHue: ITpo,!1,yKT COOTBeTCTByeT Tpe6oBaHHllM H,n: 3a1rn1011euue: Otl,OEPEHO 

Prepared by / ITo,!1,rOTOBJietto: • Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Shagun 

V 

:,L{aTa: 23 .10.2025 
IDate / 

npoaepeHo: Prave h ITpoeepeHo (AOK): 0.no6peHO: 06ecne11eHHe Ka11ecTBa/OTBeTCTBeHHOe 
Rana i Ajay Kumar + mmo: ti Srivastava 

I Date/ D ate/ !Date/ ~'J,~/o,. u,~ 
: ,UaTa: _3 _ 10.20_5 ,n:a,-a: 23 .10.2025 ,[lani: 

Registered Offi ce: 8-2-337, Road No. 3, Ganja rzi Hills, Hyde1·a b.id - 500034, Te langc1 n2. , India 
Tel: +91 40 t:900 2900, Fax: +91 40 4900 2999, Emai l: mail@d1T2ciciy:; .com 

CIN: L8519SAP1934 PLC004507 
www.c!rrecid·rs.com 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<I>J.1KAT AHAJTJ,13A 

Dr. Reddy's Labo~atories Ltd . 
Fcrmulation Unit-6 
\/il l. Kliol, Nal aga rh Road, Baddi, 
Distt . Solan, H.P. , 173 205, iNDiA 

Tei : +9:i SS .i.66 560Gl-O:: 
www.drreddys.corn 

I \1 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo,uyKT: .Zl)1crreBHKT1

' ) Ta6JieTKlf, rroKphIThie rrneHO'IHOH o6oJIO'IKOH, 100 Mr . 
Market/ PbIHOK : Russia / Pocc1151 
Batch No/ . 

: V2502031 
Batch Quantity/ 9,00,000 tab I 

Cepusi .N2 O6beM cepuu 9,00,000 Ta6 
Analytical Report No I : 040003135555 

Date of Analysis / 23.10.2025 
AuanuTuqecKnii OT'leT .N2 )(aTa auaJiu3a 
Date of Manufacture/ : 09/2025 

Date of Expiry / 08/2028 
.lt;aTa IIPOH380,UCTB3 ro.ueu ,uo 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,UCTBeHH3H : MNB/05/263 

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

JIHQeH3USI .N'2 
Analysis performed according ND:/ Auamn npose,ueu no H)J:: JIIl-N!!(001951)-(Pf-RU)-140323 

- Page 5 of8 / CTp. 5 m 8 
Total impurities I Below BDL / Hw;t;c rropora pcrncTpauww Not more than 0.75 % / He 6onee 0,75 % 
CyMMa np11Meceii 

6 Water/ Bo,ua 6.6 Not more than 10.0 % I He 6onee 10,0 % 

7 Microbiological purity/ MnKpo6uonoruqecKast qncToTa 

a) Total Aerobic Microbial Less than 10 CFU per 1 g Not more than 103 CFU/g I 
Count I O6iuee KOJIH'Iecrno Mettee 10 KOE B 1 r He 6onee 103 KOE/r 
)KH3ttecnoco6tthIX a3po6ttbIX 
M11KpooprattH3MOB 

b) Total Combined Yeasts & Less than l O CFU per 1 g / Not more than 102 CFU/g / 
Moulds Count I O6iuee Mettee 10 KOE B 1 r He 6onee 102 KOE/r 
'IHCJIO ,D,pO)K)KeBbIX H 
nnecHeBbIX rp1160B 

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

1Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IlpnMe<Iauue: Dpo.D:yKT cooTBeTcTByeT Tpe6oaam1J1M HJJ: 3aKJIIO'IeHue: O)I:OnPEHO 

Prepared by / Do.D:rOTOB11etto: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Shagun 

r;}/' 

:,r\aTa: 23.10.2025 
I.Oat / 

flpoa.epe tto: Pravesb Tipoaepe1-10 (AOK): O.no6pe110: 06ecrreqem1e Ka'!ecrna/OrneTcTeeHHoe 
Rana 1 Ajay Kumar 

Srivastava ~ 
m1uo: efjj 

I Date / Date/ 'Date I 2---lr /br loi,5 
: )laTa: 23 . l 0.-025 ,UaTa: 23 .10.2025 ,L.lirra: 

Registe red Office: 8-2-337, Road No. 3, t3 anjc1ra Hil !s, Hyderaoad - 500034, Telang:rna, indi;; 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Em ail: mail@d1T2dd\13 .com 

CIN: L8519SAP1984PLC004507 
v ... ;v~·w.ci rredd 1;s.con1 

1, 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI,Jc,I}vfKAT AHAJH13A 

Dr. Reddy's Laboratories Ltd. 

Fcrmulatio~ Unit-6 
\/ill. l<hoi, Nalc1garh Ro ad, BcJddi, 
DisLt. Sol,rn, H.P. , 173 205, l~!DiA 

Iei: + .:! 1 ::i0 .L bb SoCiCi.L-0:::: 
www drreddys.corn 

. 
. .. 

Product : Dyspevict film-coated tablets, 100 mg 
IIpo.nytcr: ,D)1eneBHKT

1
"
1 
rn6neTKH, nOKPbITbie nnetto'-!HOH o6ono'-!KOH, 100 Mr . 

Market/ PblHOK : Russia / Pocc1151 

Batch No/ 
: V2502031 

Batch Quantity I 9,00,000 tab/ 

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

Analytical Report No / 
: 040003135555 

Date of Analysis / 
23.10.2025 

AnaJJnTu11ecKuii OT'leT .N'! ,l(aTa anaJJnJa 
Date of Manufacture/ 

: 09/2025 
Date of Expiry / 

08/2028 
,l(aTa npouJBo,ncTBa ro.nen .no 
Mfg. License No. / 

MA number:/ 
IIpoHJBOACTBeHHaSI : MNB/05/263 

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

JIH~eHJUH .N'! 
Analysis performed according ND:/ AnaJJnJ npoBe,nen no H,l(: Jin-N!!(001951)-(Pf-RU)-140323 

8 Assay / KoJJu11ecTBennoe 
onpe,neJJenue 

9 Packaging/ Onucanue 
ynaKOBKH 

I API name/ HanMenoBanne A<l>C: 

Remru-ks : The Product confirms to ND/ 

99.6 mg I 99,6 Mr 

Pa2e 6 of 8 I CTp. 6 m 8 
From 90.0 mg to 110.0 mg of acotiamide 
hydrochloride hydrate. / 
OT 90,0 Mr ,uo 110,0 Mr aK0THaMH,na 
rn,upoxnop11,ua rn,uparn. 

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. / no 10 rn6neToK B KOHTYPHYIO in a carton. / ITo 10 rn6neToK B KOHTYPHYIO 
51qei1Koay10 ynaKOBKY 113 nneHKH 51qei1KOBYIO ynaKOBKY 113 nneHKH 
noJJHBHHHJJXJJOpH,UHOH/noJJHBHHMJJH,UeHX noJJHBMHHJJXJJOpM,UHOtt/noJJMBMH11JJM,UeHx 
JJOpM,UHOH M qJOJJbfH aJJIOMl1HMeBOH. no 9 nopM,UHOH 11 qJOJJbfH aJJIOMHHHeBOH. fio 5 
KOHTYPHbIX 51l{eHKOBblX ynaKOBOK BMeCTe 111111 9 KOHTypHbIX 51l{eHKOBbIX ynaKOB0K 
c 11HCTPYKU.Mett no Me,u11u.11HCK0MY BMeCTe c HHCTPYKJ\Hett no Mell.m\HHCK0MY 
np11MeHeHl1lO (n11CTKOM-BKJJa,UbIWeM) B npHMeHeHJ,110 (nMCTKOM-BKJla,UbIWeM) B 
naqKy KapTOHHyIO. naqKy KapTOHHyIO. 

Acotiamide hydrochloride hydrate / AKoTHaM11,ua rn,upoxnopH,ua rn,npaT 

Conclusion : APPROVED / .. 

0 p11Me'i8HHe: flpo,rryKT COOl'BCTCTBYCT Tpe6oBaHHllM H)]; 3aKJIIO<J:euue: OllOEPEHO 

Prepared by/ Ilo;::i:roTOBJieHo: Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person/ 

Shagun~ 

:)];aTa: 23.10.2025 
!Date I 

□ponepeHo: Prave h IlposepeHo (AOK): O;::i:o6peHo: O6ecnelJeH11e KalJecrna/OrneTCTBeHHoe 
Rana i Aj_ay Kuma~~ JIHI.J:O: 

~ ISnva tava 

I Date/ Date/ !Date/ ?-Jr/Or kit-1' 
: )];aTa: 23.10.2025 ,il;aTa: 23.10.2025 ,il;aTa: 

Registered Office: 8-2-337, Road No. 3, Ganjc1r.:i Hil!s, Hyde1·3bad - 500034, Tela11gJna, India 
Tel: +91 40 4900 2900, F;:;x: +9140 4900 2999, Email: mail@drreddys.wm 

CIN: L85195AP1984PLC004507 
v.;v.:i.'v.drreddys.com 

I 
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•·· Dr.Reddy's ~;• 

CERTIFI ATE OF AN L , I S 
CEPTH mvlKAT AbiAJ IH3A 

Dr. Reddy's Labo,atories Ltd . 
Formulatio~ Unit-6 
Vii i. Kho\ , Nologarh i1oad, Baddi, 

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

Tel : +:H %166 ':>60C11-0:;: 

w ww. d rreddys.corr. 

:Product : Dyspevict film-coated tablets, 100 mg 
Ilpoi1:yicr: )l11cneBHKT"'1 rn6neTKH, nOKPhITbie nneHO'-IHOM o6ono'-!KOH, 100 Mr 
Market / PhIHOK : Russia / Pocctt.11 
Batch No/ 

: V2502031 
Batch Quantity/ 9,00,000 tab/ 

Cepusr .N'2 06beM cep1111 9,00,000 Ta6 
Analytical Report No / 

: 040003135555 
Date of Analysis / 23.10.2025 

AuaJIHTHlfeCKHH 0TlfeT .N'!! llaTa auaJiu3a 
Date of Manufacture/ 

: 09/2025 
Date of Expiry / 08/2028 

.L(aTa UP0H3B0,ll;CTBa ro.ueu .uo 
Mfg. License No. / 

. 

MA number:/ 
IIpou3eo,a:cTseuuasr : MNB/05/263 

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

JIHU,eHJHH .M! 
Analysis performed accordin2 ND:/ Auamn npose,a:eu no HJ(: JIIT-N2(00 1951 )-(Pf -RU)-140323 

Pa!!e 7 of 8 / CTo. 7 H3 8 
INN /MHH: Acotiamide / AKontaMH,D. 
API manufacturer batch number/ 

ACT-25011 
HoMep cepuu npouJeo,uuTeJISI A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHU,HU np0H3B0,/J;HTeJISI FESA00469 
r JI<I>: 
API Manufactured by & country / Emnar Pharma Private Limited, India/ 
IIpon3eo,a:uTeJib A<l>C, CTpaua: 3MHap <l>apMa ITpai1BeT JlHMI.fTe,D., l1H,D.H.II 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vil!. Khol, 
manufacturing site/ Control site/ Release Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, India (license No 
site I MNB/05/263) I 
HauMeuoeauue, a,a:pec, JIHU,eH3HSI ,a:JIH )l-p Pe,D.,D.H'c Jla6oparnp11c JlT,D.., I1H,D.H.II, TipOH3B0,[I.CTBeHHOe 
IlpouJeo,ucTseuuasi nJioma,uKa / IlJioma,a:Ka no,D.paJ,D.eneHHe-6, B11nn. Kxonh, Hanarapx Poy,D., EaMH, )])iCTpHKT 
K0HTpOJISI Ka'-!eCTBa / IlJIOII\a,ll;Ka BhrnycKa Conatt, X.TI., 173205, l1tt,D.H.11 (nm-1ettJtt.11 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 impo1ting count1y. Production, 

Remarks: The Product confirms to ND/ ' Conclusion : APPROVED / 
np11Mc1rn1111e: 11po,ay.", cooTBCTcTayeT -rpe6oaaHMllM Hll 3:uc;1101.Je11ue: OJJ,OliPEHO 

Prepared by I Ilo.urornaneHo: Checked by / Checked by (AQA) / !Approved by: Quality Assurance/Authorized person I 
Shagun 

~2~ 

'Date/ 
:,D..-n a: 23.10.2025 

tlpoacpeHo: Pravesh □poaepeH0 (AOK): O.llo6petto: O6ecne'l'CHl1e Katiecrna/OrneTCTBeHHOe 
Rana i Ajay Kumar 

Srivatava ~ 
mw.o: II 

I Date / Date / !Date/ 
: ,D.arn: 23.10.2025 ,[laTa: _3.1 0,_025 

1--J r- I Or ?A..l ~ 
,D.arn; 

Registered Office: 8-2-337, Road No. 3, Ganjara Hil!s, Hydera bad - 500034, 1elangJna, India 
Te l: +9140 4900 2900, r'ax: +9140 4900 2999, Email : mail@dm~ddy::;.r:om 

CIN: L8519SAP1984PLC004507 
w·,/>iw. d rrcdci•1:..,:orn 

/ 

I 



•·· Dr. Reddy's "llllli;• 

CERTIFICATE OF ANALYSIS 
CEPTH<DHKA T A HAJlM3A 

Dr. Reddy's Labo .-atories Ltd . 
Formulatio:1 Unit-6 

1/ ill. l<hr;I, f·Jalagarh iio:J d, Cc1 dcl i, 
Dist.t . So!an, H.P. , 173 205, if\!DiJ.\ 

·Iei : +.:J i. S01.bG S,JGUI -G~ 
'N V,IV.J .d r recid y,;. co r1, 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo.a;y1a: ,llmmeBHKT <•' Ta6JieTKl1, IJ0KpblTbie IJJieH04HOH o6oJI04KOH, 100 Mr 

Market / PblHOK : Russia / Pocrn51 
Batch No/ 

: V2502031 
Batch Quantity I 9,00,000 tab / 

CepuH .N2 O6beM cepuu 9,00,000 rn6 
Analytical Report No / 

: 040003135555 
Date of Analysis / 23.10.2025 

AnaJIHTH'IeCKHH OT'IeT .N~ l(aTa anaJiuJa 
Date of Manufacture/ 

: 09/2025 
Date of Expiry / 08/2028 

,l(aTa npOH380,lJ;CTBa ro.a;en .a;o 
Mfg. License No./ 

MA number:/ IlpouJao.a;cTaennasi : MNB/05/263 
HoMepPY 

: JITT-.N~(00l 951 )-(Pf-RU) 
JlHUeHJHSI .N~ 
Analysis performed according ND: / AnaJIH3 npoae.11.en no H,LJ:: JITT-.N~(00 1951 )-(Pf-RU)-140323 

Page 8 of 8 I CTp. 8 03 8 
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian 

Economic Union is established»./ 

3aKJIIO':leHHe O COOTBeTCTBHH: « HacTORI..Q11M 51 IJO.D,TBep)l()],aJO, 4TO np11Be.D,etttta51 Bb!We 11H<pOpMaU,H51 5IBJJ5IeTC51 

.D,OCTOBepHOH H TOl.!HOH. 3m cepl-151 npoJJ,yKU.HH np0113BeJJ,eHa (BKJJI-Ol.faR ynaKOBKY (MapKHpOBKY) 11 KOHTpOJTb 

Kal.feCTBa) Ha BbIWeyKa3aHHOH np0113BOJ],CTBeHHOH IJJIOW:aJJ,Ke (nnow:aJJ,Kax) B IJOJIHOM COOTBeTCTBHH C 

Tpe6oBaHHRMH Dpas11n ttaJJ,Jie)l(aw:eti npoH3BOJJ,CTBeHHOH npaKTHKH Espa311HCKoro 3KOHOMHt.IecKoro COJ03a H 

Tpe6oBaHH5IMH KOHTpOJIR Ka4eCTBa JieKapCTBeHHblX cpeJJ,CTB, a TaK)l(e B COOTBeTCTBHH co cneu.mpHKaU,H5IMH, 

COJJ,ep)Kall.l,11Ml1CR B pernCTpau,MOHHOM )],OCbe CTpaHbl-11MI10pTepa. 3an11c11 no npo113B0)],CTBY, ynaKOBKe 11 attaJil13Y 

npoBepeHbl, 11 ycTaHOBJieHo HX COOTBeTCTBHe Tpe6oBaHHRM DpaBHJI HaJJ,Jie)l(aW,eH npOH3B0)],CTBeHHOH npaKT11Kl1 

Espa311ticKoro 3KOHOMl14eCKoro co103a». 

Remarks : The.Product confinns to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: Ilpoti:yKT cooTBeTcTByeT Tpe6osaHWIM HJJ: 3aKJIIO'leuue: O,lI;OEPEHO 

Prepared by / Hoti:roTOBJJeHo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
Shagun ITpoeepeHo: PravesJ1 IlpoeepeHo (AOK): Oti:o6peuo: O6ecne'!eH11e Ka1.JecTBa/OTBeTCTBeHHoe 

r- Rana 1 Ajay K LLm ar Jl111.,lO: (! Srivastava~ \ 
~ 

'Date/ I Date/ Date/ 'Date / i, 7. ,- Io ,. '){) ~ 
:,lla111: 23 .10.2025 : ,L.lani: :.U. l U. '...02:, )..l.aTa: '.Ll.lU .'..W:L) )J.aTa: 

Registered Office : S-2-337, f1oad No. 3, Bcnj&r2 Hil!s, Hyde rabud - 50003--l, Tela11g:1nJ, indi J 
Te l: ·r'Jl ·lO L:9 0(') 2900, Fax: +91 40 ~900 2999, Em <1 il : rna il @d1T2udyo.r.Dill 

CIN: LSS195AP1984PLC004507 

I 


