
•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKAT AHAJTI.13A 

Dr. Reddy's Labo~atories Ltd . 
Fcrrnulation Unit-6 
I/ii i. Kho i, Nalagarh i:oad, Bc1ddi , 
Dist t. So!an, H.P., 173 205, !NDiA 

Te i : +01 SS .L 66 560C<L-02 

www.drredciys.co m 

Product : Dyspevict film-coated tablets, 100 mg 
IlpoJJ.yKT: ,D,ttcrreBHKT,)<) Ta6JieTKH, IT0KpblThle ITJieHO'IH0H o6oJIO'lKOH, 100 Mr 

Market/ PLIHOK : Russia / Pocc11.11 

Batch No/ . Batch Quantity/ 9,00,000 tab/ 
Cepusi .N'2 

: V2502035 
O6beM cepuu 9,00,000 Ta6 

Analytical Report No/ 
: 040003136767 

Date of Analysis / 
23 .10.2025 

AuaJiuTu11ecKuii OT'leT .N'!! ,[(aTa auaJiuJa 
Date of Manufacture/ 

: 09/2025 
Date of Expiry / 

08/2028 
.ll:aTa np0H3BOilCTBa roileH IlO 
Mfg. License No. / 

MA number:/ 
IlpouJBOJJ.CTBeuuasi : MNB/05/263 

HoMepPY 
: JITT-.N2(001951)-(Pf-RU) 

JIHD;eH3USI .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBeJJ.en no H.IJ:: JITT-.N2(001951)-(Pf-RU)-140323 

Page 1 of 8 / CTp. 1 HJ 8 
.N'!! Test I IloKaJaTeJih Result/ PeJyJihTaThl Specification/ HopMa 

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

debossed with "I 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 Kpynlble section - a core is white to pale yellow. I 

Ta611eTKH, ITOKpbITbie n11eHO'lHOH Kpyrnbie Ta6JieTKH, ITOKpb!Tbie 

060110'1KOH 6e11oro 
rrneHO'lHoil 060JIO'lKOil 6enoro HJIH 

u,seTa, C 
6enoro rpas11posKoil 

rpas11po BKO i1 «100» O,lJ,HOH 
IT0'ITH u,seTa, C 

Ha 
«100» Ha 0)],HOH CTOp0He H rna)],KHe Ha 

cTopotte 11 rna,lJ,KHe Ha ,1J,pyroi1. Ha JJ,pyroil. Ha rrorrepe'lHOM cpe3e - .11JJ,po OT 
nonepe'lHOM cpe3e - .11,1J,po 6enoro 6enoro JJ,o cserno-)l(eJIToro u,sern. 
U,BeTa. 

2 Identification / ll,!J:enTu<i>uKau;usi 

Remarks : The Product confitms to ND/ Conclusfou : APPROVED / 
IIpuMeqauue: ITpo.nyKT coOTBeTcTByeT Tpe60Bl1HMm.1 HJ]. 3atu1to1Jeuue: O,ll,OliPEHO 

P rep:u ed by I ITo.nroTOenetto: Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
Shagun 

~ 
:)lam: 23.10.2025 
!Date / 

llpooepetto: Pravesh ITponepe1-10 (AOK): O,n.o6petto: O6ecneqem,1e KaqecTBa/OTBe,cTeettHoe 
Rana 1 Ajay Kumar mi uo: 

~ Srivastava ~ >-, 
I Dare/ Date/ !Date/ J,J r ID , ')-01.--( 
: ,llaTa: 23.10 .2025 )laTII: 23.10.2025 )laTa: 

Registered Office: 8-2-337, Ro ad No. 3, Ganjar a Hil !s, Hydera bJd - 500034, Telang,rna, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Em~ il: mail@d1Teddy:;.r.om 

CIN: L85195AP19S4PLC004507 
wvvvv.d rre:dd'fs.com 

I 
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•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CE.PTJ1Cl>J.,IKAT AHAJ1M3A 

Dr. Reddy's Labo~atories Ltd . 
Forrnulatio~ Unit-5 
\/ill. l( hoi, Nalc1gar h R.o aci, Bad di, 

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

lei: +':Jl SSJ.ob SGOli_L-02 

'Nww.cirreddys.com 

-
Product : Dyspevict film-coated tablets, 100 mg 
Ilpo.uyro: ,U11crreBHKT

1
!<) Ta6JieTKH, ITOKpbITble ITJieHOl.JHOH o60JIO'IKOH, 100 Mr a f 

Market/ PhIHOK : Russia / Pocc11si 
Batch No/ 

: V2502035 
Batch Quantity/ 9,00,000 tab/ . 

Cepm1 .N2 O6beM cepuu 9,00,000 rn6 
Analytical Report No / Date of Analysis / 
AuaJIHTR'leCKHH OT'leT .N'2 

: 040003136767 
)l,aTa auaJiu3a 

23 .10.2025 

Date of Manufacture/ 
: 09/2025 

Date of Expiry / 
08/2028 

)l_aTa IlP0U3B0.UCTBa ro.ueu .uo 
Mfg. License No./ 

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

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

JIUUeH3HSI .N'2 
Analysis performed according ND:/ AuaJIH3 npoBe,ueu no H,L(: JIIl-M(001951)-(Pf-RU)-140323 

2a HPLC I B3JKX 
Pa2e 2 of 8 / CTJ). 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 BpeMsi y.uep)l<HBaHHSI solution ("Assay" test). / BpeMsi 
OCHOBHOro IIHKa Ha xpoMaTOrpaMMe y.uep)KHBaHHSI OCHOBHOro ITHKa Ha 
ttcnhnyeMoro pacrnopa coorneTcrnyeT xpoMaTorpaMMe ncnhnyeMoro pacrnopa 
BpeMeHH y.uep)KHBaHHSI OCHOBHOro ITHKa ,!l,OJI)KHO COOTBeTCTBOBaTh BpeMeHH 
Ha xpoMaTorpaMMe CTaH,D,apTHOfO y.uep)KttBaHlrn OCHOBHOro ITHKa Ha 
pacrnopa (11crrh1TaH11e «KoJittLiecrneHHoe xpoMaTorpaMMe crnH,uapTHoro pacrnopa 
orrpe,ueJieHtte»). (HCITb1Tam1e «KOJIHl.JeCTBeHHOe 

orrpe.ueJieHtte» ). 

Remarks : The Product confirms to ND/ Conclusion : APPRO ED/ 
□pnMe'laHue : Hpo.a,yKT COOTBel'CTBYe'r Tpe6oBaHIH1M HJ], 3aKJTJ-O'!c11ue: O)lOEPEHO 

Prepared by / Tio.uroTOaneno: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / . 
Shagun 

~ 

:)..laTa: 23.10.2025 
'Date/ 

Opoaepetto: Pravesb Tipoeepeno (AOK) : On.o6peRo: 06ecneqem1e Ka'lecTBa/OraeTcTBennoe 
Rana i Ajay Kumar ru-11.1,0: <$ Srivastava ~ 

I Date/ Date/ 'Date / '] ~r/{Jr~ 
: ,Ll,arn: 2J.1U.2U'.L'.> )_,\aTa: '..U.10.'..W'.L) )J,arn: 

Registered Office: 8-2-337, Road No. 3, GanjarJ Hills, Hyd erabdd - 500034, TelangJno, India 
Tel: +9140 4900 2900, Fax: +9140 ~900 2999, E1mil: mJil@d1T2dcJy3 .r.om 

CIN: LSS19SAP1984PLC004507 
www.drr~dci 11s.com 

I 

• I 



•·· Dr.Reddy's ~;• 

\' ,It 

CERTIFICATE OF ANALYSIS 
CEPTl1<t>HKA T AHAJJI13A 

Dr. Reddy's Labo,atories Ltd . 

Fcrmulatio:i Unit-5 
\/iii. Khoi, l~aiag;irh P.oacl, Bacidi, 
DistL Soia;1, H.P., 173 205, INDiA 

Tei : +91 S6ibb '.:>oUUJ-Ul 
··.'.":'-.'W.dt-reddys com 

Product : Dyspevict film-coated tablets, 100 mg 

IIpO/J.YKT: L(wcrreBHKT"
1 
rn6neTKH, rroKphIThie rrneH04HOH o6onoYKOtt, I 00 Mr 

Market/ PhIHOK : Russia / Pocc1rn 

Batch No/. 
: V2502035 

Batch Quantity I 9,00,000 tab / 

CepuH .N'!! O6beM cepmr 9,00,000 rn6 

Analytical Report No / 
: 040003136767 

Date of Analysis / 
23.10.2025 

AuaJiuTuqecKuii OT'JeT .N'!! ,lJ:aTa auaJitt3a 
Date of Manufacture/ 

: 09/2025 
Date of Expiry / 

08/2028 
)laTa IlP0H380,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IIpOH3BO,UCTBeHHaH : MNB/05/263 

HoMep PY 
: J1I1-M1(001951 )-(Pf-RU) 

JllfUeH3HH .N'!! 

Analysis performed according ND:/ AnamB npoee,uen no H)l: J1I1-N~(001951 )-(Pf-RU)-140323 

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

cneKmpoAtempuR 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./ I1K-crreKTphI rrperraparn 450 cm-1 range./ I1K-crreKTph1 rrperraparn 

H CTaH/J,apTHOrO o6pa31..\a, CH51Tble B H CTaH/J,apTHOro o6pa31..\a, CH51Tb!e B /J,HCKe 

/J,HCKe C KaJTH51 6pOMH,[\OM P, B o6nacrn OT C KaJTI-151 6pOMH/J,OM P, B o6nacrn OT 4000 

4000 /J,O 450 CM-l ITp05!BJT51IOT /J,O 450 CM-I ,uomKHhl rrpo5!BJT51Th 

MaKCHMYMhl IIOrJlOll\eHH5! rrpH BOJTHOBhIX MaKCHMYMhl rrornow_eHI-151 rrpH BOJTHOBhlX 
'-IHCJTax 3490 CM-1, 3302 CM-l H 2946 CM-l 4HCJTax 3490 CM-1, 3302 CM-l H 2946 CM-l 

c OTKJTOHeHHeM He 6onee ±10 CM-1
. C OTKJTOHeHHeM He 6onee ±10 CM-l. 

3 Dissolution / PacTeopeuue Unit-I/ Ta6n.-l 100 % 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 / Ta6JT_-3 101 % He Mettee 75 % (Q) OT 3a51sneHHoro 

Unit-4 / Ta6n.-4 101 % 
CO/J,ep)KaHI-151 aKOTHaMH,[\a fH/J.pOXJTOpH/J,a 

Remarks : 'Fbe Product confirms to ND/ Conclusion : APPROVED I 
TTpuMe'lauue: · □ pOI.1.YICT COOTBeTcTByeT Tpe6oBaHmlM H,D, 3aKJJ1oqe1111e: O,[l,OliPEHO 

Prepared by / IloJJ.rOTOBneHo: Checked by I Ch eked by (AQA) / Approved by: Quality Assurance/Authorized person / 
Shagun 

S2~ 
]Date/ 
:,D,an: 23.10.2025 

ITpoe pe~10: Pravesh HposepeHo (AOK): O,uo6pe1-10: 06ecrreqem1e Ka'-lecTBa/OrsercTBeHHOe 
Rana 1 Ajay Kumar m1.1.i.o: 

Sriva ta a _l- ---

I D ate/ Date/ 'Date/ ]-'k/()r ?o~ 
: ,D,arn: 23.10.2025 ,Lhrra: 23.10.2025 ,D,a-ra: 

Registered Office: s-::.-337, Road No. 3, 13anjar.:i Hil!s, Hyde rJ0ad - 500034, TelangJna, India 
T~I: -:-91 40 ~900 2900, Fax: +9140 4900 2999, Emilil: m;:,il@d;Tedciy:.com 

CIN: L85195AP1984PLC004507 
v,,w--,v.dmecidys.com 

I 



•·· Dr. Reddy's ~;• 

-- .. - - CERTIFICATE OF ANALYSIS 
CEPTI1<l>l1KAT AHAmDA 

Dr. Reddy's Labo (atories Ltd . 
Fcrmulatio:1 Unit-6 
\/i ii. l<hol, ,~a lagarh Road, Baddi , 

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

iei • +91 S8 i 6G S60GJ. -C2 
w w w.dn-eddvs.com 

-
"' 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo)J.ylO': )])1cneBHKT'") Ta6JleTKH, IT0KPblTbie nneHOYHOM 06011oqKoi1, 100 Mr .. 

Market/ PhIHOK : Russia / Poccm1 

Batch No/ -·- - : V2502035 
Batch Quantity / 9,00,000 tab / 

Cepusr .N'2 06beM cepnu 9,00,000 Ta6 

Analytical Report No I 
: 040003136767 

Date of Analysis / 
23.10.2025 

AuanuTu•-recKuii oTqeT .N2 l(aTa auanuJa 
Date of Manufacture / 

: 09/2025 
Date of Expiry I 

08/2028 
ll;aTa UPOH3BO)J,CTBa ro)J,eH)J,O 
Mfg. License No. / 

MA number:/ 
IlpoH3B0)),CTBeHHaSI : MNB/05/263 

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

J1HUCH3HSI .N'! 

Analysis performed according ND: / Auanu3 npose)J.eu no H ,LI:: JUl-Jlfu(00195 l )-(Pf-RU)- 140323 

Paf!;e 4 of 8 / CTp. 4 HJ 8 
Unit-5 I Ta6n.-5 101 % rn.n;para .D;0Jl)l(H0 nepe1iT11 B pacrnop 

Unit-6 I Ta6n.-6 101 % 
4epe3 30 MHHyT. 

4 Uniformity of dosage units / According to the requirements. I B 
0)1.HOPOAHOCTh 2.6 COOTBeTCTBHH c Tpe6osaHH5IMH. 
)J,03HpOBaHHhIX e)J,UHHU 

5 Impurities / IlpuMecn 

Amide acid Impurity I Below LOD (LOD =0.0092 %) I HwlKe npe.11.ena Not more than 0.20 % I He 6onee 0,20 % 
TipHMeCb aMH)J.a KHCJlOTbl o6ttapylKcHIDJ (flO = 0.0092 %) 

Individual maximal Not more than 0.20 % / He 6onee 0,20 % 
unidentified impurity I Below BDL (BDL= 0.08 %) I HwlKe noporn 
E.n;1rn114Ha51 MaKCHMaJlbHa51 pCrHCTJ)UUHH (flP =0.08 %) 

HeH)J.eHTH~H~HpOBaHHa51 
npHMeCb 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IT pu 11-1e<1A HUe: I1pon,yKT COOTOeTC:-rayeT Tpe6oB8.HITl! M HJJ: 3aKJ110 <1 ettue:· 0,[J,06PEHO 

Prepared by / Ilo,ll,rornonetto : Checl-ed by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
Shagun 

5> ;;,,--

:,[J.aTIJ: 23.10.2025 
r ate / 

n pooepetto : Pravesh IlpoaepeHo {AOK): On.o6petto: 06ecneI.JeHue KaI.Jecrna/Orne-rcTaeHHoe 
Rana 

1 
Ajay K llmar mtuo: 

~ Sri vastava ~ ..-..,,,--:..-

I Date/ Date / 'Date/ 2,.1..)t>, ?-0~ 
: J];al'a: 23.10.2025 .ll,ani: 23. I 0.2025 :)],aTa'. 

Registered Offi ce : 8-2-337, Road No. 3, Banja r<l Hills, Hyderaba d - 500034, TelangJr.a, india 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Em ai l: mail@d1T2dd\l3 .r.om 

CIN: L85195AP1984PLC004507 
ww·N.d rredci•1s.com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTl1<J)Hl( AT AHAJU13A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDiA 

TE:!: : 91 S3165 56001-02 
www.drreddys.com 

. 
Product : Dyspevict film-coated tablets, 100 mg 
IIpo;::i:yKr: .lJ:11cneB11KT''1 rn6neTKl1, noKPhITbie nneHoqHoii. o6onoqKoi-l, 100 Mr - . 
Market/ PLIHOK : Russia / Pocc115r 
Batch No/ 

: V2502035 
Batch Quantity/ 9,00,000 tab I 

CepnH .N! O6beM cepnn 9,00,000 Ta6 

Analytical Report No / 
: 040003136767 

Date of Analysis / 
23.10.2025 

AuaJinTuqecKnii oTqeT .N'! )];aTa auaJin3a 
Date of Manufacture/ 

: 09/2025 
Date of Expiry / 

08/2028 
)laTa np0H3B0llCTBa rolleH llO 
Mfg. License No. / MA number:/ 
1Ipott3BOllCTBeuuaH : MNB/05/263 

HoMep PY 
: JU1-N!!(001951)-(Pf-RU) 

JIHIJ:eH3HH .N'! 

Analysis performed according ND:/ AuaJIH3 npose;::i:eu no H)l: JU1-N!!(001951)-(Pf-RU)-140323 

Page 5 of8 / CTp. 5 H3 8 
~ 

Total impurities/ Below BDL / HttlKC nopora pcrttCTpm..11111 Not more than 0.75 % I He 6onee 0,75 % 
CyMMa np11Mecei-1 

6 Water/ Bo;::i:a 6.7% Not more than 10.0 % I He 6onee 10,0 % 

7 Microbiological purity/ MHKpo6HoJiorHqecKaH qffcToTa 

a) Total Aerobic Microbial Less than 10 CFU per 1 g Not more than 103 CFU/g / 
Count I O6mee KOJIHqecrno MeHee 10 KOE B 1 r He 6onee 103 KOE/r 
)l(J13Hecnoco6Hb!X a3p06HblX 
MHKpoopraHl13MOB 

b) Total Combined Yeasts & Less than 10 CFU per 1 g / Not more than 102 CFU/g / 
Moulds Count I O6mee MeHee 10 KOE B 1 r He 6onee 102 KOE/r 
qJ1CJIO ,ll,pO)IOKeBbIX 11 
nnecHeBbIX rp1160B 

c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram / 
OTcyTcrnyeT B 1 r OTCYTCTBl1e B 1 r 

Remarks : The Product confirms to ND/ •• Conclusion : APPROVED I ' 
IlpnMeqaHue: IIpo,nyKT cooTBeTcTByeT Tpe6oBaHtt.!IM H,ll, 3aKmoqeuue: 0,Il;O.liPEHO 

Prepared by/ IIo.nroTOBJieHo: Checked by/ Checked by (AQA) / Approved by: Quality Assuranc.e/ Authorized person / 
S.hagun 

)L/' 

IDate / 
:.[],am: 23.10.2025 

CTposepeHo: Pravcsh IIposepeHo (AOK): OAo6p HO: O6ecneqeH11e KaqecTBa/OTBeTCTBeHHOe 

Rana 1 Ajay Kumar Jrnuo: 

~ Srivastava ~ 

I Date/ Date I IDate / 2.'"J.r/() r '-0½ 
: ,Il;arn: 23.10.2025 ,lJ,aTa: 23.10.2025 ,l],arn: : 

Registered Office: 8-2-337, Road No. 3, Banjaril Hil!s, Hyderabad - 500034, TelangJna, india 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@d1T2ddy:;.com 

CIN: L85195AP1984PLC004507 
v,.;ww.drreddys.com 

I 



•·· Dr.Reddy's ~;• 

ERTlFICATE OF AN ALY I 
CEPTH<I>HKAT AHAlli13A 

Dr. Reddy's Labo;-atories Ltd . 

Fcrmu\atio:-i Unit-5 
1/i:i. Kho!, \1J alar;arh Roacl , 8addi, 
Distt . Soian, H.P., J.73 205, INDiA 

Tei : +9 1 9ol6b ::>oUU.1.-u..: 

.._,Jww.d rredcJ 'f ,; .corn 

Product : Dyspevict film-coated tablets, I 00 mg 
Ilpoz.ytcr: ,D)1cneBHKT'•} rn6JieTKH, noKphIThre nJieHO'iHOH o6oJIO'iKOH, 100 Mr . a 

Market / PhlHOK : Russia / PocCH51 

Batch No/ 
: V2502035 

Batch Quantity/ 9,00,000 tab/ 

Cepust .N'2 O6neM cepnu 9,00,000 rn6 

Analytical Report No / 
: 040003136767 

Date of Analysis / 
23.10.2025 

AuaJIHTH'leCKHH OT'leT .N'!! )J,:na auaJiu3a 
Date of Manufacture / 

: 09/2025 
Date of Expiry / 

08/2028 
l(aTa DPOH3B0ACTBa roneu no 
Mfg. License No. / 

MA number:/ 
fi p0113BOZ.CTBeHHaSI • MNB/05/263 

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

JIHU:eH3HSI .N'!! 

Analysis performed according ND:/ AuaJiu3 npoBeneu no Hl(: JUJ-N2(001951 )-(Pf-RU)-140323 

8 Assay / KoJin'leCTBeuuoe 
onpeneJieuue 

9 Packaging/ Onucauue 
ynaKOBKH 

I API name/ HauMeuoBauue A<l>C: 

:Rcm ar.L : The Product con:li rn1s to ND/ 

97.6mg I 97,6 Mr 

Paee 6 of8 / CTp. 6 m 8 
From 90.0 mg to 110.0 mg of acotiamide 
hydrochloride hydrate. / 
OT 90,0 Mr .[\O 110,0 Mr aKOTHaMH.[\a 
rn,IJ,poxnop11,IJ,a rn.[(parn. 

10 tablets per blister of IO 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. / ITo 10 rn6JieTOK B KOHTYPHYIO in a carton. I ITo 10 rn6JieToK B KOHTYPHYIO 
51'ie11Koay10 ynaKOBKY H3 nneHKH 51'ieHKOByIO ynaKOBKY H3 nJieHKH 
nOJIHBHHHJIXJIOpH,IJ,HOH/noJIHBHHHJIH,IJ,eHx IlOJIHBHHHJIXJIOPH.L\HOH/noJIHBHHHJIH,IJ,eHx 
JIOPH.D.HOH 11 q>OJihrH aJIIOMHHtteao11 . ITo 9 noptt,IJ,HOH H q>OJihrH an10MHH11eao11. ITo 5 
KOHTypHb!X 51'ieHKOBh!X ynaKOBOK BMeCTe HJIH 9 KOHTYPHh!X 51'ieHKOBh!X ynaKOBOK 
c HHCTPYKUHe11 no Me,IJ,HUHHCKOMY BMecTe c HHCTPYKUHe11 no Me,D,HQHHCKOMY 
npHMeHeHHIO (JIHCTKOM-BKJia.[\hIUleM) B npttMeHeHHIO (JIHCTKOM-BKJia,IJ,h!llleM) B 

na'iKY KapTOHHyIO. na'iKY KapTOHHylO. 

Acotiamide l1ydroch loride hydrate/ AKoniaMllJ.l,a rtIJJ.poxnop11J.J.a ru,npaT 

Conclusion : APPROVED / 
llp11Me•rn1rne: Ilpo.nyK-r cooTBcrcreye-r ,-pe6oeamrn.M HJ]. 3a1CJJ 1◊'f l!H11e: 0)1.0EPEHO 

Prepared by/ Ilo,!1,rOTOBJJeHo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Shagun 

V 
IDntc / 
:,D,arn: 23.10.2025 

IlpoeepeHo: Pravesh Ilpoeepe,m (A0K): 0 n.06pe1m : 06ecne1Jem1e KatJecTBa/OrneTCTBeHHoe 
Rana 

i 
Ajay Kumar mru.o : 

<J Srivastava ~ \ 
~ 

I Date/ Date / 

'

'Date / 
/ 

• ,[J,aTa: 23 .10.2025 ,ll;a-ra: 23.10.2025 
J?r-/or ~V::, 

,llai-a : 

Regi<; tered Oifice: 8-?.-3 37, f1oad No. 3, Ganj,il'c1 Hil!s, HyderabJd - 500034, Te la11gJn ,'., India 
Tel: 1-9140 490 CJ 2900, Fax: +91,10 ,1900 2999, Em;; il : r,1ail@cl1T2dciy:; .com 
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CERTIFICATE OF ANALYSIS 

CEPTHcDJ,fl(A T AHAJU13A, 
Product : Dyspevict film-coated tablets, 100 mg 

Dr. Reddy's Labo:-atories Ltd . 
Fcrrnulatio:1 Unit-5 
I/ill . i<hoi, i\Jalawirh Ro,l(:, E.,1ddi, 
Di sil: So!Z1:1, H.P . 173 :ws, 11\iD iA 

T-:; i : +S1 %J.6(J ::,fJUUL-U L 

•Nv-Jw.<1 rreacJ,;s. com 

IT ,[{ "' lpo,11;yKr: HcneBHKT Ta6JieTKH, noKpblTbie nJieH04HOJ1 o60JI04KOl1, 100 Mr 
Market/ PhIHOK : Russia / PocCH51 
Batch No/ 

: V2502035 
Batch Quantity / 9,00,000 tab/ 

Cepust .N'2 O6beM cepuu 9,00,000 Ta6 
Analytical Report No / 

: 040003136767 
Date of Analysis / 23.10.2025 

AuaJIHTH<JeCKHii OT<JeT .N'2 )];aTa auaJIH3a 
Date of Manufacture / 

: 09/2025 Date of Expiry / 08/2028 
)];aTa npOH3B0,1J;CTBa ro,lJ.eH ,lJ.0 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,1J;CTBeHHaH : MNB/05/263 
HoMepPY 

: JUl-.N2(001951)-(Pf-RU) 
JIHLJ,eH3HSI .N'2 

Analysis performed according ND:/ AuaJIH3 npose,11;eu no H)];: JUl-.N2(001951)-(Pf-RU)-140323 

Page 7 of 8 / C-rp. 7 H3 8 
INN /MHH: Acotiamide / AKornaMH,ll, 
API manufacturer batch number/ 

ACT-25011, ACT-25012 
HoMep cepnu npoHJB0,lJ.HTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaHO:HH np0H3B0,lJ.HTeJIH FESA00469, FESA00470 
r JI<I>: 
API Manufactured by & country/ Emnar Pharma Private Limited, India/ 
IlpoHJBOLlHTeJib A<l>C, cTpaua: 3MHap cDapMa ITpai1BeT nHMHTe,ll,, 11H,ll,H51 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd. , India, Formulation Unit-6, Viii. Khol, 
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, India (license No 
site/ MNB/05/263) I 
HauMeuosauue, a,11;pec, JIHO:eH3HH LJ:JIH ,[{-p Pe,D)J:H'C na6opaTOpHC nT,11,., 11H,[(H51, ITpOH3B0,[(CTBeHHOe 
11pOH3B0,lJ.CTBeHHaSI UJIOUJ,a,IJ.Ka / IlJIOUJ,a,IJ.Ka no,npa1,neneHHe-6, BHJIJJ. Kxonh, Hanarapx Poy,n, EaMH, ,[{HCTpHKT 
KOHTP0JIH Ka<1ecTBa / l1J1om.a,11;Ka BhmycKa ConaH, X.IT., 173205, HH,n1151 (nmi:eH3HH .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 pecification in the Marketing Authorization dossier of the importing country. Production, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp.nMeqauue: npo.o,yi...--r cooTBeTcTByeT Tpe6oaattH51M HJ( 3a,crnoqeuue: 0,l(OliPEHO 

Prepared by / Tio.uroTOBJJeuo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Shagun Tipoaepeuo: Pravesh nposepetto (AOK): O.uo6petto: O6ecne4eu11e KatJecTBa/OTBeTcTaeuuoe ~v Rana { Ajay Kumar JJHJ.J,0: 

~ Srivastava ~ _.).- -
IDate / I Date / Date/ 'Date / ), ~· )or'l,oi,(° 
:.[lam: 23.10.2025 : )la-ra: 23.10.2025 )],a-ra; 23 .10.2025 )]:am: 

Registered Office: 8-2-337, Hoad No. 3, Ganj arZJ Hii!s, Hyder~bad - 500034, Tcl,rngJnd, indio 
Tel: !·9140 ~900 2900, Fax: +9:!. 40 4900 2999, Em~il: rn;:;il@d1T2dciys,r.om 

CIN: L85195AP1984PLC004507 
Vv'W\'v, d rrl: c.l ci ys .com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPT11<1)11KA T AHAITT13A 

Dr. Reddy's Labo~atories Ltd . 
Formulation Unit-6 
I/ill. i(hof, f~al agJ rh f:oJd, Buddi, 

Distt. Sola n, H.P., 173 :ms, if\!D iA 
- ·- • ..., ....., ,. • -- ,·• - r ;,,r, -,, f' ~ 

l e i: +:O.L ;iu .L otJ :i •J uUJ. ·u.: 

www.drreddys corn 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo.uym: .[(11cneB11KT<k' rn6neTKH, noKpbITbie nneHot.J.HOH o6onot.J.KOH, 100 Mr • . ' 

'. 

Market/ PblHOK : Russia / Pocc1u1 
Batch No/ 

: V2502035 
Batch Quantity/ 9,00,000 tab/ 

Cepusr .N'2 O6beM cepuu 9,00,000 rn6 
Analytical Report No / 

: 040003136767 
Date of Analysis / 

23.10.2025 
Aua.rrn'THqecKuii oTqeT .N2 llaTa aua.Jiu3a 
Date of Manufacture / 

: 09/2025 
Date of Expiry / 

08/2028 
.naTa np0H3B0,UCTBa ro.ueu .uo 
Mfg. License No. / 

MA number:/ 
IlpOH380,UCTBeHHaSI : MNB/05/263 

HoMep PY 
: JITT-N2(001951)-(Pr-RU) 

JIHl.(eH3HH .N2 

Analysis performed according ND:/ Aua.JIH3 npose.ueu no H,n: JITT-N2(001951)-(Pr-RU)-140323 

Page 8 of 8 / CTp. 8 u3 8 
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian 

Economic Union is established». / 

3aKmoqeuue O COOTBeTCTBHH: «HacTORlll,HM R TTO,lJ.TBep)l(,lJ.al-0, 4TO npttBe,lJ.eHHaR BbJWe HHq>OpMau,1-rn RBJrneTCR 

,lJ.OCTOBepHOH H T04HOH. 3Ta cepttR npo,ll.yKLI,HH npOH3Be,lJ.eHa (BKJlIO'-laR ynaKOBKY (MapKttpOBKY) H KOHTpOJlb 

Ka'-leCTBa) Ha BbJWeyKa3aHHOH np0113B0,lJ.CTBeHHOH TTJlOlll,a,lJ.Ke (nJlOlll,3,lJ.Kax) B TTOJlHOM COOTBeTCTBHH C 

Tpe6osamrnM11 TTpaBttn Ha,1J.J1e)l(alll,eH npott3BO,lJ.CTBeHHOH npaKTHKH Espa3ttticKoro 3KOHOMtt'-leCKoro co103a 11 

Tpe6oBaHlfRMl1 KOHTpOJlR Ka'-leCTBa JleKapCTBeHHbIX cpe,ll.CTB, a TaK)l(e s COOTBeTCTBHH co cneu,Hq>HKaLI,HRMH, 

CO,1I.ep)l(allJ,11MHCR B perncTpaLI,HOHHOM ,lJ.OCbe CTpaHbl-HMTTOpTepa. 3anHCH no npoH3BO,lJ.CTBY, ynaKOBKe H aHaJlH3Y 

nposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHHRM TTpaBHJl Ha,lJ.Jle)l(alll,eH npOH3B0,lJ.CTBeHHOH npaKTHKH 

EBpa3HHCKoro 3KOHOMH'-leCKOro COI03a». 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'lauue: Tipo,nyKT COOTBeTCTByeT Tpe60BaH1-H1M H)], 3aKJHO'leuue: 0,I(06PEHO 

Prepared by / Tio.n:roToBneHo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Shagun TiposepeHo: Pravesh TiposepeHo (AOK): O.n:o6peHo: O6ecne4eHHe Ka4ecTBa/OTBeTCTBeHHOe 

)// Rana i Ajay Kumar nm.1,0: 

~ Srivastava - ;>-
!Date / I D ate / Date/ m ate/ / 

:11.aTa: 23.10.2025 : .D.arn: 23.10.2025 ).laTa: 23.10.2025 
J 'J, ,_ /Dr ZoZh 

,O,-a111: 

Registered Offi ce: 8-2-337, Road No. 3, Ganjcira Hil!s, Hyder~ba d - 500034, Te langJna, Ind ia 
Tel : +9140 4900 2900, Fax: +9:!. 40 4900 ~999, Email : rnai l@d1TedcJ vs .mm 

CIN : L8S195AP1934PLC004507 
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