
••• Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTvt<l>MKA T AHAJIH3A 

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

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

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo,1wKT: ,l])1crreBHKT® rn6rreTKH, noKpbITbie nrreHOl{HOH o6orroqKoH, 100 Mr 
Market/ PhlHOK : Russia / Pocc11.si 

Batch No/ 
: V2601388 

Batch Quantity/ 9,00,000 tab I 
Cepust .N'!! O6'heM cepuu 9,00,000 Ta6 
Analytical Report No / 

: 040003475804 
Date of Analysis/ 

29.06.2026 
AnaJIHTH'leCKHH OT'leT .N!! .I(aTa anaJIH3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2029 
.I(aTa IIPOH3B0,l).CTBa ro,l).eH ,l).0 

Mfg. License No. I 
MA number:/ 

IlpoH3BO.lJ.CTBenuast : MNB/05/263 
HoMep PY 

: JIIT-N2(001951)-(Pf-RU) 
JlHil:eH3HSI .N!! 
Analysis performed according ND: I Anamo npoBe,ll.en no H.I(: JITI-N2(001951)-(Pf-RU)-140323 

Page 1 of 8 / CTp. 1 H3 8 
.N!! Test I IloKa3aTeJih Result/ PeJyJihTaThl 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 Ta6neTKH, noKpbITbie Kpynlble Ta6rreTKH, noKpb!Tbie 

nneHO'-IHOH o6ono'-!KOH 6enoro u,BeTa, 
nrreHOl{HOH o6ono'-IKOH 6enoro HJIH 

rpaBHpOBKOH «100» O,l).HOH 
flO'-ITH 6erroro Ll,BeTa, C rpaBHpOBKOH. 

C Ha 
«100» Ha O)],HOH CT0poHe 11 rna)].KHe Ha 

CTOpOHe H rna)].KMe Ha ,ll.pyroti:. Ha )].pyroi:L Ha nonepe'-IH0M cpe3e - .siJJ.po OT 
nonepe'-IHOM cpe3e - .si,n:po CBeTJIO- 6enoro )].O CBeTrrO-)KeJIToro Ll,BeTa. 
)KeJIToro u,BeTa. 

2 Identification/ ll,ll.eHTH«l>HKaQHSI 

!Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
,npuMe<taHue: ITpo,!l,yKT C0OTBeTCTByeT Tpe6oBaHH.s!M H)J; 3aKJHO<teHue: O)J;OliPEHO 

Prepared by I ITo,1J,roToaneHo: Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person 
Vishal Sharma 

~ 
I Date/ 
:narn: 29.06.2026 

OposepeHo: Pravesh ITpoaepe1m (AOK): Amit / O,1J,06pe1-10: O6ecne<teHHe Ka<tecraa/OraeTCTBeHHoe 

Rana i Kumar ~ ---'--
n11uo:~\C.QN\A\N'\ 

//Cb~~ . 
I Date/ Date/ Date/ ( ) D ¼ ,.-0 "' (, 

: narn: 29.06.2026 narn: 29.06.2026 nai-a: :>~~ 

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. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTH¢MKA T AHAfilf3A 

Product : Dyspevict film-coated tablets, 100 mg 
IIpo,ll,yKT: ,[(ttcneBHKT® Ta6JieTKH, Il0Kpb!Tbie nneH01'1HOH o60JIOllKOM, 100 Mr 
Market / PblHOK : Russia / Poccm, 
Batch No/ 

: V2601388 
Batch Quantity/ 9,00,000 tab/ 

CepnH .M! O6beM cepuu 9,00,000 Ta6 
Analytical Report No / Date of Analysis / 
AnannTn<JecKnii OT<JeT .M, 

: 040003475804 
,r:t;aTa anaJinJa 

29.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2029 

,r:t;aTa npOH3B0,l),CTBa ro,!J,eH ,1),0 

Mfg. License No. / MA number:/ 
IIpoHJBO,!J,CTBennaH : MNB/05/263 

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

JIHI1;eH3HH .N'!! 

Analysis performed accordi112 ND:/ AuaJIH3 npoee,1J,eu no H,r:t;: JIIT-.N2(001951)-(Pf-RU)-140323 

2a HPLC I B:JJKX 
Pa2e 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,D,ep)KttBaHH51 solution ("Assay" test). / BpeM51 
OCH0BH0ro TIHKa Ha xpoMaTOrpaMMe y,D,ep)KHBaHH51 0CH0BH0ro TIHKa Ha 
HCTihITyeMoro pacrnopa coorneTcrnyeT xpoMaTorpaMMe HCTihITyeMoro pacrnopa 
BpeMeHH y,D,ep)KHBaHH51 0CH0BH0ro TIHKa 
Ha xpoMaTOrpaMMe CTaH,D,aprnoro 
pacrnopa (ttcnhITaHtte «KonttqecrneHHoe 
onpe,D,eneHtte»). 

)].0Jl)KH0 C0OTBeTCTB0BaTb BpeMeHH 
y,D,ep)KHB3HH51 0CHOBHOro TIHKa Ha 
xpoMaTorpaMMe cTatt.11:apTttoro pacrnopa 
(HCilhIT3HHe «KOJIH'-leCTBeHHOe 
onpe.n.eneHtte»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe•ianue: llpo.nyKT coorneTcrnyeT Tpe6oaamrnM H,U 3aKJJIO'leHne: O,UOliPEHO 

1:::==========~;=======:::::;-;:==========: 
Prepared by/ 110,11,rornanetto: Checked by I 

OposepeHo: Pravesh 
Checked by (AQA) / 
llposepetto (AOK): Amit 

Approved by: Quality Assurance/ Authorized person 
Vishal Sharma 

'Date/ 
)],am: 29.06.2026 

Rana ·i 
I Date/ 

)],am: 29.06 .2026 

Kumar 

Date I 
)],am: 29.06.2026 

I O.uo6~: _ _?6ec~e•1em1e Ka '!ecTsa/OrnCTcrnettHoe 

JHIUO: ~ 1 ~ tCQAAA IN\ 

Date / 
)],aTa: 

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 ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<DvlKA T AHAJTI13A 

Or. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Oistt. Solan, H.P., 173 205, !NOIA 

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

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo));yKT: ,[(1-1cneBJ1KT® Ta6JieTKl1, nOKPblTble nneH04HOH o6oJIO'IKOH, 100 Mr 

Market / PbIHOK : Russia / Pocc1:u1 

Batch No I 
: V2601388 

Batch Quantity/ 9,00,000 tab I 
CepuH N!! O61>eM cepuu 9,00,000 Ta6 

Analytical Report No / 
: 040003475804 

Date of Analysis / 
29.06.2026 

AuaJJHTuqecKuii oTqeT N!! ,[(aTa auaJJH3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2029 
,lJ.aTa npOH3B0));CTBa ro));CH));O 
Mfg. License No. / MA number:/ 
IlpOH3BO));CTBeuuaH : MNB/05/263 

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

JJnqeuJuSI N2 

Analysis performed according ND:/ AuaJJH3 npoee,neu no H,ll.: JITT-N2(001951)-(Pf-RU)-140323 

Page 3 of 8 / CTp. 3 H3 8 
lb IR spectrometry I HK- IR spectra of the medicinal product and IR spectra of the medicinal product and 

cneKmpoMempu51. the reference standard taken in 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./ H.K-cneKTphI npenaparn 450 cm-1 range./ H.K-cneKTphI npenaparn 
H CTaH));aprn oro o6pa3Qa, CHRThie B H CTaH,ll,apTHOro o6pa3Qa, CHRThle B ,ll,11CKe 
,ll,HCKe c KaJiml 6poMH,ll,OM P, B o6nacrn OT c KaJIHjj 6pOMH.UOM P, B o6naCTH OT 4000 
4000 ,1\0 450 CM-I npOjjBJljjJOT ,ll,O 450 CM-I ,ll,OJI)l(Hbl npOjjBJIHb 
MaKCHMYMhl IlOrJIOI.I..\eHttR nptt BOJIHOBhlX MaKCHMYMhl TIOrJIOI.I_\eHJ1jj npH BOJIHOBhIX 
'111CJiaX 3490 CM-1

, 3302 CM-I 11 2946 CM-I •-mcnax 3490 CM- 1
, 3302 CM-I 11 2946 CM-I 

c OTKJIOHeHHeM He 6onee ±10 CM-I. c OTKJIOHeHtteM He 6onee ±10 CM-1
. 

3 Dissolution / PacTBOpeuue Unit-1 / Ta6n.-l 99% Not less than 75 % (Q) of acotiamide 

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

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

Unit-4 / Ta6n.-4 101 % 
co.uep)KaH11jj aKOTHaMtt.Ua rtt,IJ,poxnoptt,IJ,a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11Me1-1auue: Ilpo.n.yKT coOTBeTc-rayeT Tpe6oBamrnM H.U 3aKJ110lfCHue: O)lOEPEHO 

Prepared by/ Tioti,rOTOBJieHo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person 

v;, h,I Shacma ~ ~~~:opotto T esh 
nposepeHo (AOK): Amit I 0 .n.o6p~H • 06ecne'-!em-1e Ka'-lec-rsa/OrseTCTBeHHOe 

Komar f'-. ------1- IIHU.O: ' l~W\ 

/J"? ~~ ,_ 
'Date/ I Date/ Date/ Date / ~) °Xj;;,1,b 
:,[lam: 29.06 .2026 : ,[laTa: 29 .06 .2026 )].am: 29.06.2026 Ll,aTa: 

Registered Office : 8-2-337, Road No_ 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Ema il: mail@drreddys.com 
CIN : L8519SAP1984PLC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTYl<l)YIKA T AHA.ITTf3A 

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 
IIpo.D,yKT: ,[{11cneBHKT® Ta6JieTKH, TT0KPbITbie nJieH04HOH o60JI04KOH, 100 Mr 
Market / PLIHOK : Russia / PocCHjj 

Batch No/ 
: V2601388 

Batch Quantity/ 9,00,000 tab/ 
Cepust N!! O6beM cepHH 9,00,000 rn6 
Analytical Report No / 

: 040003475804 
Date of Analysis / 

29.06.2026 
AuaJIHTH'leCKHii OT'IeT N2 ,l),aTa auaJIH3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2029 
,l),aTa npOH3B0.D,CTBa ro,[(eH ,[(O 
Mfg. License No. / 

MA number:/ 
IIpOH3B0.D,CTBeHHaSI : MNB/05/263 

HoMepPY 
: JUI-M1(001951)-(Pr-RU) 

JIHI .. eH3HSI .N'!! 

Analysis performed according ND: / AuaJIH3 npoee11:eu no H,LI;: JITT-N2(001951 )-(Pr-RU)-140323 

Page 4 of 8 / CTp. 4 03 8 
Unit-5 / Ta6n.-5 100 % rn.n,parn .D,OJI)l(HO nepetirn B pacrnop 

Unit-6 / Ta6n.-6 98 % 
qepe3 30 MHHYT, 

4 Uniformity of dosage units/ According to the requirements. I B 
O11:uopOJl:HOCTb 2.2 C00TBeTCTBIH-1 c Tpe6oBamrnMH. 
Jl:03HpOBaHHhlX e.n,uuuu; 

5 Impurities / IIpuMecu 

Amide acid Impurity I Below LOO (LOO= 0.0092 %) / Htt)l(e rrpe.l\eJTa Not more than 0.20 % / He 6onee 0,20 % 
TTpHMeCb aMtt.D,a KHCJI0Tbl o6ttapy)l(eHHll (CTO = 0,0092 %) 

Individual maximal Not more than 0.20 % / He 6onee 0,20 % 
unidentified impurity I Below BOL (BDL= 0.08 %) / Htt)l(e nopora 
E.n,HHH4Hajj MaKCHMaJibHajj perncrpal(1111 (OP =0,08 %) 
He11,[(eHTttqrn~11poBaHHajj 
npttMeCb 

Total impurities/ Below BDL / Htt)l(e rropora pernc1-pal(1111 Not more than 0.75 % / He 6onee 0,75 % 
CyMMa npttMeceti 

Remarks : The Product confinns to ND/ Conclusion : PPROVED / 
fip11MCll8lllle: npocyKT COOTBeTCTBYeT Tpe6oeaHH~M HJ). 3aKJ11o<te1111e: O)1.O.6PEHO 

Prepared by / Ilo.D,roToeneHo: Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person 

v;,hal Sha,ma {J_,,,-- ITpoeepeHo: Pravesh nposepetto (AOK): Amit / O.a.o6p~ H : O6ecrre'!eH1-1e Ka 'Iecrna/OTee-rCTseHHOe 
Rana i Kumar /\--i-- JI HllO: } " \ ~~ 

/7, \ J ,, 

!Date / I Date / Date / ' Date/ ! ,,>-:;---_.;p 1, I? 
:.l{aTa: 29.06 .2026 : Ll,aTa: 29.06 .2026 .l{a111: 29.06.2026 .na-ra: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +91404900 2900, Fax: +91 40 4900 2999, Email: ma il@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

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

Te! : +9198166 56001-02 
www.drreddys.com 

Product : Dyspevict film-coated tablets, 100 mg 
IIpoAyKT: )])1crreBHKT® Ta6JieTKH, ITOKPhlTbie ITJiettO'-!ttOH o6oJIO'-!KOH, 100 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ : V2601388 

Batch Quantity / 9,00,000 tab/ 
CepuH .M! O61,eM cepuu 9,00,000 Ta6 
Analytical Report No / : 040003475804 

Date of Analysis / 
29.06.2026 

AuaJinTuqecKuii oTqeT .M! .l.(aTa auaJIH3a 
Date of Manufacture/ : 05/2026 

Date of Expiry / 
04/2029 

.l.(aTa npoUJBOACTBa roAeHAO 
Mfg. License No. / 

MA number:/ 
IIponJBO.ZJ.CTBeuuaH : MNB/05/263 

HoMepPY 
: JITT-N~(001951)-(Pf-RU) 

JIU~eH3HH .N"!! 

Analysis performed according ND:/ AuaJIH3 npoeeAeH no H.l.(: JITT-N~(001951)-(Pf-RU)-140323 

Page 5 of 8 / CTp 5 HJ 8 
6 Water/ BoAa 6.7% Not more than 10.0 % I He 6oJiee 10,0 % 

7 Microbiological purity/ MnKpo6uoJioruqecKaH qncToTa 

a) Total Aerobic Microbial Less than 10 CFU per 1 g Not more than 103 CFU/ g I 
Count I O6mee KOJHt'-leCTBo Mettee 10 KOE B 1 r He 6oJiee 103 KOE/r 
)Kl13ttecrroco6ttb!X a3po6tth!X 
MHKpoopratttt3MOB 

b) Total Combined Yeasts & Less than 10 CFU per 1 g I Not more than 102 CFU/g I 
Moulds Count / O6mee Mettee 10 KOE B 1 r He 6oJiee 102 KOE/r 
'-!ttcJio .ZJ.PO)K)KeBbIX 11 
ITJiectteBbIX rp1160B 

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

8 Assay / KoJiuqecTeeuuoe 98.3 mg I 98,3 Mr From 90.0 mg to 110.0 mg of acotiamide 
onpeAeJieuue hydrochloride hydrate. I 

OT 90,0 Mr )].0 110,0 Mr aKOTHaMtt)].a 
rH.ZJ.poxJioptt.ZJ.a rtt.ZJ.parn. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpHMettaHne: TTpo.uyKT COOTBCTCTByeT Tpe6oBaHH»M H,[( 3aKmo<1e1rne: O,ll.06PEHO 

Prepared by I ITo.uroTosnetto: Checked by / Checked by (AQA) I Approved by: Quality Assurance/Authorized person 

v;shal Sha,ma ~ ITposepeHo: Pravesh npoaepeHO (AOK): Amit / 0 ,11,06peHo: 06ecrre'leHHe Ka'lecrna/OrseTCTBeHttoe 

Rana i K,mac /\ ------2--- n11uo: ~ I~""" 
/Jt) uJ . 

IDate / I Date / Date/ Date / ( \1~ t(v- ~ 

:,llaTa: 29.06 .2026 : ,llaTa: 29.06.2026 ,llaTa: 29.06.2026 ,llai-a: w1--

Registered Office : 8-2-337, Road No. 3, Banjara Hills, 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 
CEPTM (l)J.1J(A 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 
www.drreddys.com 

Product : Dyspevict film-coated tablets, 100 mg 
IIpo,uyKT: ,l1)1cITeBHKT@ rn6neTKH, ITOKpb!Tble ITJleHO'-IHOH o60JlO'-IKOH, 100 Mr 

Market / PhIHOK : Russia / Poccm1 

Batch No/ 
: V2601388 

Batch Quantity/ 9,00,000 tab/ 
CepuSI .N'2 O6beM cepuu 9,00,000 Ta6 
Analytical Report No / 

: 040003475804 
Date of Analysis / 

29.06.2026 
AuaJIHTH<tecKuu OT<teT .N'2 )l;aTa auaJIH3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2029 )l;aTa np0H3B0,UCTBa ro,ueH ,U0 
Mfg. License No. / 

MA number:/ 1Ipon3BOJJ:CTBeuuaSI : MNB/05/263 
HoMepPY 

: JII1-1'fa(001951)-(Pf-RU) 
JIHQeH3HSI .N'2 

Analysis performed according ND:/ AuaJIH3 npoBe,ueu no HJ.I:: JIIT-N!!(001951)-(Pf-RU)-140323 

9 Packaging / Onucauue 
ynaK0BKH 

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

Pa2e 6 of 8 / 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 ITo 10 rn611ernK B KOHTypttyJO in a carton. I ITo 10 rn611eTOK B KOttTypttyio 
~'-IettKOBYIO yrraKOBKY H3 ITJleHKH ~'-IettKOBYIO yITaKOBKY H3 ITJleHKH 
fIOJlHBHHHJlXJlOPHJJ:HOtt!ITOJlHBHHHJltt,UeHX ITOJlHBHHHJlXJlOptt,UHOtt!ITOJlHBHHHJltt,UeHX 
nopH,uttott H q>onhrn anIOMtttttteBoi1. ITo 9 11opH,uttott tt q>OJ1hrn a1110MHHtteBott. ITo 5 
KOHTYPHhIX ~'-IettKOBbIX yrraKOBOK BMeCTe HJlH 9 KOHTYPHhIX ~'-IeHKOBbIX yITaKOBOK 
c HHCTPYKl..{Hett ITO MeJJ:ttl.{HHCKOMY BMecTe c ttHCTPYKl..{Hett ITO Me,UHl..{HHCKOMY 
ITpHMetteHHlO (11HCTKOM-BKJla,UblllleM) B ITpHMetteHHlO (JlHCTKOM-BKJla,UbillleM) B 
ITa'-IKY Kaprnttttyio. ITa'-IKY KapTottttyio. 

Acotiamide hydrochloride hydrate / AKOTHaMHJJ:a rn,upox11optt,ua rn,upaT 

Acotiamide / AKoTttaMH,ll, 

HoMep cepuu npon3B0JJ:HTeJIH A<l>C: 
ACT-25016, ACT-25018 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lanue: TipO.l\YKT cooTBeTcTByeT Tpe60Bamu1M H,IJ; 3a1rnioqenue: O.[lOEPEHO ::=:::=========;;==========;;;:::==========: 
Prepared by/ Tio.[(roToBJietto: Checked by (AQA) I 

TTpoBepetto (AOK): Amit 
Kumar 

Approved by: Quality Assurance/ Authorized person 
Vishal Sharma 

IDate / 
~am: 29.06.2026 

I Date/ 
,[(am: 29.06.2026 

Date / 
llaTa: 29.06.2026 

I O.[(o6petto: O6ecrreqem1e Ka'lecTBalOTBeTcTBettttoe 

JlHl..(O: ~ \~'IN'\ 

Date/ 
,lla'T'3.: 

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.Raddy's~;• 

CERTlFICATE OF Ai ALYSJS 
CEPTvl<I>I-1KA T AHAfll13A 

Product : Dyspevict film-coated tablets, 100 mg 

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 

Ilpo)lyKT: ,U11cneBHKT® rn6neTKH, noKpblTbl.e nneHOt:iHoJ:i o6onot:iKOH, 100 Mr 

Market / PMHOK : Russia / Pocc,rn 
Batch No/ : V2601388 Batch Quantity/ 9,00,000 tab/ 
Cep1-U1.N'!! O6beM cepnn 9,00,000 Ta6 
Analytical Report No/ : 040003475804 

Date of Analysis / 
29.06.2026 

Auan11nf'iec1rnri OT'IeT .M! ,[(an ananH3a 
Date of Manufacture/ : 05/2026 Date of Expiry / 

04/2029 
llaTa rtf)0HJB0JJ.CTBa ro.ueH .no 
Mfg. License No. / 

MA number:/ 
IlpOH3BOACTBCHHaSI : MNB/05/263 

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

JlU[(eHJIISI .N'!! 
Analysis performed according ND:/ AnaJIHJ npoee}leH no H,[(: nIT-N'2(001951)-(Pf-RU)-140323 
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FP Manufacturer API Batch number/ 
HoMep cepHH cy6CTaHl.{HH np0H3B0AHTeJISI FESA00540, FESA00649 
r JI<I»: 
API Manufactured by & country/ Emnar Phanna Private Limited, India/ 
IlponJBOAHTeJlL A<DC, cTpaea: 3M Hap <DapMa npatlneT JlttMHTeA, J1HJU1$1 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. K110l 
manufacturing site / Control site / Release Nalagarb Road, Baddi_, Distt. olan, H.P. 173205, India (license No 
site/ MNB/05/263) I 
HauMeH0BaFllle, anpec, nrtl.{eH3EUI AJlSI ,[(-p Pe)UlH'c Jla6opaTOJ)liC JlTA, l.11-1.ntrn, 11poH3BOACTBeHHOe 
IlpoH3BOACTBeuuast m1ow:anKa / IlJ1ow:a,nKa no.npa.3J.J,eJ1eH11e-6, BHJln. KxoJ1h, Ha.narapx Poy.u, oa.MH, .[(HcTpMKT 
K0IJTJ)OJlff Ka'leCTBa / IlJiow.a.ntca BblrtVCKa ConaH, X.11., 173205, WHJ.J,Hjj (m11.teH3H$1 Mi MNB/05/263) 

Declaration of certification: «I hereby certify that the above information i authentic and accurate. This batch of 
product has been manufactured inclucling 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 med.icinal 
quality and with the specifications in the Marketi_ng Authorization dossier of the impo1ting country. Production, 
packaging and testing record are verified and their compliance with Good Manufacturing Practice of the Eurasian 
Economic Union is e tablished». / 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Tip11Me•iau11e: npo.n,yKT coorneTCTByeT Tpe60BI\HHllM H)]. 3aKJ1IO'-len11e: O,Ll,O.6PEHO 

Prepared by/ ITo.nroTOBJleHo: Checked by I Checked by (AQA) / Approved by: Quality A surance/Authorized person 
Vishal Sharma nposepeHo: i >r vesh OpoaepeHo (AOK): Amit / O,no6peHo: O6ecne'lCHHe Ka4eCTBa/0rBeTCTBeHHOe 

~ 
Rana Kumar JlHU0: ~ u,.j_ \(G¾M" "-➔ 

~ (\ ,-:_ /J .. \~ ~ 
'Date / I Date / Date/ Date/ I 

\ ~ ~ "t, lo 
:L{aTa: 29.06 .2026 : .D;aTa: 29.06.2026 )].aTa: 29 .06 .2026 )lai-a: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys .com 
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www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTl1<'I>l1KAT AHAJIH3A 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo,!1,yKT: ,l])1cneswKT® Ta6neTKH, noKpbITbJe nneHO'lHOH o6ono'-IKOH, 100 Mr 

Market / PhlHOK : Russia / Poccm1 
Batch No/ 

: V2601388 
Batch Quantity/ 9,00,000 tab I 

CepHH .N'!! O6beM cepm1 9,00,000 rn6 
Analytical Report No I Date of Analysis / 
AuaJIHTnqecKun oTqeT .N'!! 

: 040003475804 
l{aTa auaJIH3a 

29.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2029 

)lam npOH3B0,ll,CTBa ro,ll,eH ,!1,0 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,ll,CTBeHH3H : MNB/05/263 

HoMep PY 
: Jil1-N!!(001951)-(Pf-RU) 

JIHJ.~eH3HSI .N'!! 
Analysis performed according ND: / AuaJIH3 npoBe,ll,eH no H,ll.: Jil1-N!!(00 1951 )-(Pf-RU)-140323 

Page 8 of8 / CTp. 8 H3 8 
3a1rnro11euue O COOTBeTCTBHH: «HacT051IIJ.HM 51 nO,[(TBep)l(,[(aIO, '-!TO npHBe,[(eHHa51 BbIIIIe HH!pOpMalJ,H51 51BJrneTC51 

,[(OCTOBepHOH H TO'-IHOH. 3Ta cepH51 npo,n:yKU.HH npoH3Be,[(eHa (BKJ1IO'-!a51 ynaKOBKY (MapKHpOBKY) H KOHTpOJib 

Ka'-!eCTBa) Ha BbIWeyKa3aHHOH npOH3B0,[(CTBeHHOH nnoma,n:Ke (nJlOlll,a)],Kax) B nOJIHOM COOTBeTCTBHH C 

Tpe6osaHH51MH ITpaBHJl Ha)],Jle)Kalll,eH npOH3B0)],CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH'-leCKOro COI03a H 

Tpe6osamrnMH KOHTPOJ151 Ka'-!eCTBa neKapcTBeHHbIX cpe,[(CTB, a TaK)Ke B COOTBeTCTBHH co cr1e1..1,11cp11Ka1.J,H51MH, 

co,11,ep)l(aIIJ.HMHC51 B perncTpau.11OHHOM ,11,OChe CTp8Hhl-HMnOpTepa. 3anHCH no npoH3BO,11,CTBY, ynaKOBKe H atta11my 

nposepeHhl, 11 ycTaHOBJleHO HX COOTBeTCTBHe Tpe6osaHH51M ITpaBHJl Ha,[(Jle)l(ameii npOH3B0,[(CTBeHHOH npaKTHKH 

Espa3HHCKOro 3KOHOMM'-leCKOro COI03a». 

Remarks : The Product confirms to ND/ 
IlpHMe•rnuue: Ilpo.nyKT coorneTcrnyeT Tpe6osamrnM H.D: 

Prepared by / n o.a;roTosrreuo: 

Vishal Sham,a ~ 

!Date / 
,Ua1'a: 29.06.2026 

Checked by I 
Ilpoeepe1m: Pravesh 

Rana L 
I Date / 
)laTa: 29.06.2026 

Checked by (AQA) / 
IlpoeepeHo (AOK): Amit 
Kumar 

Date / 
.llaTa: 29.06.2026 

Conclusion : APPROVED / 
3aKJHO'leHne: O,ll;OnPEHO 

Approved by: Quali ty As urance/Authorized per on 
/ O.no6~ ~ 6ecne<1eH11e Ka'!ecraa/OreeTCTBeHH0e 

JHIUO: \ r~l__O.j_ \~'-""' 

Date / 
)],aTa: 
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Tel: +9140 4900 2900, Fax : +91404900 2999, Email : mail@drreddys.com 
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