
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<t>I1KAT AHAJTI13A 

Dr. Reddy's Labo~atories Ltd . 
Formulation Unit-6 
I/ill. Khoi, Nalag.1 rh Ro;:id, Baddi, 
Distt Solan, H.P., 173 205, if\lDIA 
le i : ·~S ~l SOJ.OG S00C J.-0~ 
www.drt eddys.corn 

Product : Dyspevict film-coated tablets, 100 mg 
llpo,uvicr: Ll,11crreBHKT'"

1 
rn6neTKH, rrOKPhIThie rrneHO'-IHOH o6onot.IKOH, 100 MF ... . . 

Market/ PhIHOK : Russia / Pocc1151 

Batch No/ 
: V2502036 

Batch Quantity/ 9,00,000 tab/ 
CepHH .N2 O6'beM cepuu 9,00,000 Ta6 

Analytical Report No / 
: 040003138227 

Date of Analysis / 
23.10.2025 

AuaJIHTnqecKnii OPteT .N2 )J.aTa auaJIH3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2028 
l(aTa UPOH3BO,UCTBa ro,ueu JlO 
Mfg. License No. I 

MA number:/ 
IIpoU3BO,UCTBeHH3H : MNB/05/263 

HoMep PY 
: J1Il-.N~(001951)-(Pf-RU) 

JIHQeH3HH .N'2 

Analysis performed according ND: / AnaJIH3 npose)len no H,L(: JITI-.N~(00 1951 )-(Pf-RU)-140323 

Pa2e 1 of 8 / CTp. 1 H3 8 
.N2 Test I IIoKa3aTeJih Result/ Pe3yJihTaThl Specification/ HopMa 

1 Description / Onncauue 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 Kpyrnb1e section - a core is white to pale yellow. / 

Ta6J1eTKH, riOKpbITbie nneHO'-JHOH Kpyrnh1e Ta6neTKH, ITOKpb!Tbie 

o6ono'-JKOtt 6e11oro 
rrneHO'-IHOH o6ono'-IKOH 6enoro HJlH 

u,seTa, C 
6enoro rpas11poBKOH 

rpaBHpOBKOH «100» O)].HOH 
ITO'-ITH ~BeTa, C 

Ha 
«100» Ha O.LJ.HOH CTOpOHe w rna.LJ.KHe Ha 

CTOpOHe H rna,nKHe Ha ,npyrott. Ha .LI.pyrow. Ha: rrorrepe4HOM cpe3e - 51.LJ.PO OT 
rronepe'-1HOM cpe3e - 51,npo 6enoro 6e11oro .LJ.O cBeT110-)KeJ1Toro U,BeTa. 
U,BeTa. 

2 Identification / H,IJ;eHTH<l>HKaQHH 

Remarks : The Product confirms to ND/ 

I 
Conclusion : APPROVED / 

IlpnMeqauue: flpo,11_yKT C0OTBeTCTByeT Tpe6osaHHl!M H,n: 3a1mioqeuue: O,LI:OliPEHO 

Prepared by / ITo,11_roTOBJTetto: Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Shagun ITposepetto: Pravesh flposepetto (AOK): O.uo6peHo: O6ecne1.Jett11e Ka'lecTBa/OrseTCTBettttoe 

~ 
Rana 

f 
Ajay Kumar 
Srivastava ~ 

nm.1_0: fl 
'Date / I Date / Date / 'Date I l -~,-16 r2-0½ 
:,n:arn: 23.l 0.2025 : Aara: _3.10.2025 LI:aTa: 23.10.20_5 ,[(am: 

Registered Oifice: 8-2-337, Road No. 3, Ganjar·a Hii !s, Hyde1·aoad - 500034, Te larr ;pr.a, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em ail: ma il@d tTedclys.r.om 

CIN: L85 195AP1984PLC004507 

\A/1.A' \'V.drrecici 1;s.cotn 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<DHKAT A HAJ013A 

Dr. Reddy' s Labo~atories Ltd . 
Formulatio :1 Unit-6 
\/i ll . Kho!, Nalagarh i:ocic.J, Baddi, 
Distl. Solan, H.P. , 173 J.05, if\lD iA 
- - • .~,· -- ~ . ,,- - ,....,. ,., ~ ,, ~--. -i 

i(~i : -i-'.:tl ~U.LbU :JDUU J_ -:_;_ 

wvvw.d rreddys.corn 

Product: Dyspevict film-coated tablets, 100 mg 
Ilpo;::i:yin-: ,UwcneBHKT00 rn6nerntt, noKpbITbie nneH04HOH o6oJI04KOH, 100 Mr ... 
Market I PhIHOK : Russia / Poccm1 

Batch No/ 
: V2502036 

Batch Quantity/ 9,00,000 tab / 
Cepusr .N2 O6beM cepuu 9,00,000 Ta6 

Analytical Report No / Date of Analysis I 
AnaJJHTHqecKuii oTqeT .M! 

: 040003138227 
l(aTa auaJJH3a 

23.10.2025 

Date of Manufacture / 
: 10/2025 

Date of Expiry / 
09/2028 

l(aTa DP0H3B0JlCTBa ro}leH llO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0JlCTBeHHaSI : MNB/05/263 
HoMep PY 

: JITT-N!!(001951)-(Pf-RU) 
JJHUeH3HSI .N'! 

Analysis performed according ND:/ AnaJJtt3 npoBe;::i:eu no H,l(: JITT-.N!!(001951)-(Pf-RU)-140323 

2a HPLC I B3JKX 
Pa2e 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). / Bpew1 yLlep)KHBaHH51 solution ("Assay" test). / BpeM51 
OCHOBHOro TTHKa Ha xpoMaTorpaMMe y.n.ep)KI,rnaHH51 OCHOBHOro mIKa Ha 
11cnb1TyeMoro pacrnopa coorneTcrnyeT xpoMaTorpaMMe 11cnbITyeMoro pacrnopa 
BpeMeHH YLlep)KI-IBaHH51 OCHOBHOrO nwKa ,ll,OJI)KHO COOTBeTCTBOBaTb BpeMeHH 
Ha xpoMarnrpaMMe CTaHLlapTHoro y.n.ep)KJ-iBamrn ocHOBHOro mIKa Ha 
pacrnopa (wcnbITaHwe «Kom14ecrneHHoe xpoMaTorpaMMe cTaHL\apTHOro pacrnopa 
onpeL(eJJeHwe»). (HCTTbITaHHe «Kom14eCTBeHHOe 

onpe.n.eneH11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPR-OVED / 
IlpHMe'-13HHe: Ilpo,nyKT C0OTBeTcTByeT Tpe6oBaHH51M II):( 3aKmoqeuue: 0.ll:OliPEHO 

Prepared by I Ilo,nroTOBJJetto: Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
Shagun 

v-
'Date / 
:,/lani: 23.10.2025 

f1poaepeHo: Prave h n poaepetto (AOK): O,no6petto: O6ecne'!ett11e Ka'!ecTsa/OrneTCTBeHHoe 
Rana 

·i 
Ajay Kumar JIHI.J,O: (A Srivastava ~ 

I Date / Date/ !Date / 2.--5-~ If) r 2-{;2--<,;' 
: Ll,aTa: 23 .10.2025 .LJ;a:ra: 23. 10.2025 ,[(am: 

Registered Oifice: 8-2-337, Hoad i~o . 3, Ganjarn Hil !s, Hyderabad - 500034, Tel,mgJ r. ,1, India 
Te l: 1-9140 4900 2900, Fax : +91-10 4900 2999, Email: mail@d1T2ddy:;.com 

CIN : L85195AP1984PLC004S07 
v..;ww. d rred, i•1:;. corn 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<DI1KA T AHAJTM3A , 

Dr. Reddy's Labo;--atories Ltd . 

Fcrmulatio:, Unit-6 
I/iii. Kh o!, Nalag,irh i":oild, Badcli, 
Dis tt. Sol,in, H.P., 173 205, i~IDiA 
1e1: +:J.i. :10.i.66 S,_)GC,]_ -Ci::. 
--Nvvw.d rreddvs.corn 

Product : Dyspevict film-coated tablets, 100 mg 

llpo,11,ym: )J)1crreBHKT 
fK) 

Ta6JieTKH, IT0Kpb!Tbie ITJieH011HOl1 o6oJI011KOH, 100 Mr .. , 
Market/ PhlHOK : Russia / Pocc1ui 

Batch No/ 
: V2502036 

Batch Quantity/ 9,00,000 tab I 
CepuH .N'2 O6'heM cepuu 9,00,000 rn6 

Analytical Report No / 
: 040003138227 

Date of Analysis / 
23.10.2025 

AuaJIHTHqecKuii oTqeT N2 ,l(aTa auaJiuJa 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2028 
D;aTa npOH3B0/lCTBa roaeu /lO 

Mfg. License No. / 
MA number:/ 

llpoHJBO,U:CTBeHHaH : MNB/05/263 
HoMep PY 

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

JiuueuJHH N2 
Analysis performed according ND:/ AuaJIHJ npose,n:eu no H,l(: JITT-N2(001951)-(Pf-RU)-140323 

Page 3 of 8 / CTp. 3 HJ 8 
2b JR spectrometJy I HK- IR spectra of the medicinal product and IR spectra of the medicinal product and 

cneJ.:.mpoAtempw1. 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. / HK-crreKTpbI rrperraparn 450 cm· 1 range. I I1K-crreKTpb1 rrpenaparn 

H CTaH,n:apTHOro o6pa.Jua, CH5!Tble B II CTaH,n:apTHOro o6pmua, CH51Tble B JJ:HCKe 

JJ:HCKe C KaJIH51 6pOMHJJ:OM P, B o6JiaCTH OT C KaJIH51 6pOMHJJ:OM P, B o6nacTH OT 4000 
4000 ,n:o 450 CM-I rrp05IBJI51IOT ,n:o 450 CM-I JJ:OJI)l{Hbl rrp05IBJI.S!Tb 

MaKCHMYMbl nornomeHH51 npH BOJIH0BbIX MaKCHMYMbl ITOfJIOll.(eHH5! nptt BOJIH0BblX 
11HCJiax 3490 CM-1, 3302 CM-I tt 2946 CM-I 11HCJiax 3490 CM-1, 3302 CM-I H 2946 CM-I 

c OTKJIOHeHHeM He 6onee ±10 CM-I. c 0TKJIOHeHHeM He 6onee ±10 CM-1
. 

3 Dissolution/ Pac'J'Bopeuue Uuil-1 / TaGJ1.-l 101 % Nul less ll1au 75 % (Q) uf awliarniJc: 

Unit-2 / Ta6n.-2 101 % 
hydrochloride hydrate label claim should 

be released into solution in 30 minutes. / 

Unit-3 / Ta6n.-3 103 % He Mettee 75 % (Q) OT 3a.S1sJiettuoro 

Unit-4 / Ta6n.-4 98 % 
co,n:ep)l{aHH.SI aK0THaM11,n:a rtt,n:poxnop11,n:a 

Remarks : The Product confirms to ND/ - Conclusion : APPROVED / 
np11Me'18HHe: TTpo,rryKT CO0TBCTCTByeT TJ)C60.BaHJlflM H.U 3aK.1110'!e1me: 0.ZJ.OBPEHO 

Prepared by/ IToJl.rGTOBJieHo: Checked by/ Checked by (AQA) / Aµprovcd by: Quality Assurance/ Authorized person / 
Shagun 

V 
:)lnTa: 23 . l 0.2025 
!Date/ 

I1posepeHo: Pravesh I1poaepetto (AOK): OAo6peHo: O6ecneyeu11e 1<a1JecTBalOTBeTCTBeHHoe 
Rana 1 Ajay Kumar ru1u.o: 

~ Srivastava ~ 

I Date/ Date/ 'Date/ '),7,-/0r !{JU 
: ,Uarn: 23 .10.2025 )lam: 23 .10.2025 ,l(aTa: 

Registered Office: 8-2-337, Road No. 3, Banjar;; Hil!s, Hyder~bad - 500034, Tela11g1na, India 
Tel: 1-9140 4900 2900, Fax: +9140 4900 2999, Email: muil@drr2ddv:;.r.om 

CIN: L85195hP19S4PLC004507 
v-v ,,.,,..··\v.ct rrcddv::;.com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<DJtlKAT AHAlli13A 

Dr. Reddy's Labo.atories Ltd . 
Formulation Unit-5 
I/ill. l< ho!, NalJrfll"h i':o:id, Bc!ddi, 
Distt. Solan, HJ'., 173 205, il\lDiA 
- ~ • , .. •I ...., ,.. - , · ,- r- r ,r•, ro.~ , ,, 
1e1 : -:-::H ::>u.LOO ::><.J UL'J.-V-

\VWVv.rJ rredclys.corn 

Product : Dyspevict film-coated tablets, 100 mg 
Ilpo.uym: .D:HcneBI-IKT"'' rn6neTKH, noKpbITbie nneH04HOH o6on04KOH, 100 Mr 

Market/ PLIHOK : Russia / Poccm1 

Batch No/ 
: V2502036 

Batch Quantity/ 9,00,000 tab I 
Cepusr .N'2 O6beM cepHH 9,00,000 rn6 

Analytical Report No / 
: 040003138227 

Date of Analysis / 
23.10.2025 

AnaJJHTH'leCKHii OT'leT .N2 l(aTa auaJJH3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2028 
)J,aTa IlPOH3BOJl:CTBa ro.ueu .uo 
Mfg. License No. / 

MA number:/ 
IlpOH3BO.UCTBeuuasr : MNB/05/263 

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

JJHUeH3HSI .N2 
Analysis performed according ND:/ AuaJJH3 npose.ueu no Hl(: J1TT-N2(001951)-(Pf-RU)-140323 

Page 4 of 8 / CTJ). 4 m 8 

! 

Unit-5 / Ta6n.-5 102 % rn,D,parn )],OJ])!(HO rrepei1T11 B pacTBop 

Unit-6 / Ta6n.-6 102 % 
4epe3 30 MirnyT. 

4 Uniformity of dosage units / According to the requirements. I B 
O.uuopOJJ:HOCTh 2.3 COOTBeTCTBHH C Tpe6oBaHH51MH. 
Jl:03Hp0B3HHhlX e.uuuuu 

5 Impurities / IlpnMecu 

Amide acid Impurity I Below LOD (LOD =0.0092 %) I HttlKe npe.uerra Not more than 0.20 % / He 6onee 0,20 % 
I1pHMeCb aMH)],a KHCJIOTbl 06ttapylKeHHJ1 (ITO= 0.0092 %) 

Individual maximal Not more than 0.20 % / He 6onee 0,20 % 
unidentified impurity I Below BDL (BDL= 0.08 %) / HttlKe nopora 
E.D,HH111-IH851 M81<'.('ttMa.TlbHa.11 prn1rcrprm,tm (TTP =Of)~ %) 

Hett,IJ,eHTH~H~HpOBaHHa51 
rrpHMeCb 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
1Jp11 te<inlllle: Ilpo,nytrr COO'J'BeTCTByeTTpe6oaaH1Hl 1 H,[( 3ah:.lllo'le1mc: O)I,06PEHO 

Prepared by / flo,11,rornanetto: Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
Sbagun 

~ 
IDate / 
:)],arn: 23.10.2025 

ITpoaepetto: Pravesh npoaepeHo (AOK): O,11,06petto: O6ecne'-!eH11e Ka'-!eCTBa!OTBeTCTBeHHOe 
Rana { Ajay Kumar 

Srivastava ~ 
JIHUO: 

~ 
I Date / Date I !Date I )-j - /l)rUJ'},,{ 
: )],arn: 23.10.2025 )],arn: 23.10.2025 )],arn: 

Registered Office: 8-:>:-337, Road No. 3, Ganjara Hil!s, Hyderaoad - 5000:;4, Telangona, inc.Jia 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drredclys.com 

CIN: L85195AP1984PLC004507 
www.c!m,dd•1s.com 

I 



•·· Dr. Reddy's ~~• 

. 

===================-=-----=------=------==::------====== 

CERTIFICATE OF ANALYSIS 
CEPTM<l>l1KAT AJ-IAJTl13A 

Dr. Reddy's La bo :--atories Ltd . 
Fcrmulatio:. Unit-6 
\/ i ii . Kh o!, Nalaga rh Road, B2ddi, 
Distt. So la n, H.P., 173 205, lf\1011\ 

1ei: +S.l 9S .i.6S SGOOJ.-02 
www.drreddys.com 

Product : Dyspevict film-coated tablets, 100 mg 
llpo.r.v,c-r: :)lHcneBHKT'J-0 rn6neTKH, noKpbITbie nnetto'-!ttOH o6oJIO'-IKOH, 100 Mr 
Market/ PbIHOK : Russia / PoccH51 
Batch No/ 

: V2502036 
Batch Quantity I 9,00,000 tab/ 

Cepm1 .N2 O6beM cepuu 9,00,000 rn6 
Analytical Report No / : 040003138227 

Date of Analysis / 23.10.2025 
AttamtTH<teCKHH OT<teT .N2 ,L(aTa auaJIH3a 
Date of Manufacture / : 10/2025 

Date of Expiry / 09/2028 
,L(aTa IlP0H3B0.l).CTBa ro.l).eH .1).0 
Mfg. License No./ 

MA number:/ 
llpOH3BOJJ.CTBeHHaH : MNB/05/263 

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

JlHUeH3HH .N! 

Analysis performed according ND:/ AuaJIH3 npoBeJJ.eH no H,LI;: Jlfl-N2(001951)-(Pf-RU)-140323 

~ 

Page 5 of 8 / CTp. 5 m 8 
Total impurities / Below BDL / HmKc rropora pcrm.,pal\HH Not more than 0.75 % / He 6onee 0,75 % 
CyMMa npHMecew 

6 Water/ BoJJ.a 6.2% Not more than 10.0 % I He 6onee 10,0 % 

7 Microbiological purity/ MnKpo6uoJioruqecKaH <tHCTOTa 

a) Total Aerobic Microbial Less than 10 CFU per 1 g Not more than 103 CFU/g I 
Count I O61.1\ee KOJIH'-!ecrno Mettee 10 KOE B 1 r He 6onee 103 KOE/r 
)KH3ttecnoco6ttbIX a3po6ttbIX 
MHKpoopraH113MOB 

b) Total Combined Yeasts & Less than 10 CFU per I g I Not more than 102 CFU/g I 
Moulds Count / O61.1\ee Mettee 10 KOE B 1 r He 6onee 102 KOE/r 
'-IHCJIO .ll.PO)K)KeBbIX H 
nnectteRhlX rptt6oR 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqaune: Ilpo,11,yKT cooTBeTcTByeT Tpe6osamrn:M HJJ: 3aKJHO'leune: 0)1,0EPEHO 

Prepared by / Ilo,11,roTOBJTeHo: Checked by / Checked by (AQA) / A-pproved by: Quality Assurance/Authorized person / 
Shagun 

~ 
IDate / 
:,llaTa: 23.10.2025 

nposcpeHo: Pravesh Tlposepe'Ho (A0K): 0Ao6peHo: 06ecrre'-!eHHe Ka'-!ecrna/OrneTcTBeHHoe 
Rana 1 Ajay Kumar JHIU : 

$ ISriva tava ~ \ 
~ 

I Date/ 
: ~ aTa: 23.10.2025 IIDate / 

JJ:aTI1: 23.10.2025 
'Date/ 
,llaTa: 

2,,'!,.--1~ rt-<)~ 

Registe red Office: 8-2-337, Road No. 3, Ganj;;1 a Hil!s, Hyder;ii.Jc1 d - 500034, Te l,:rngJr.a, lnci i;:i 
Tel : +91 40 4900 2900, Fax: +91 40 4900 2999, Email : rnail@drreddy:;.rnm 

CIN : L85195AP1984PLC004507 
v ... ;v,./V'J.drred::i·,1s.com 

/ 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH ct>MKAT AHAJ1l13A 

Dr. keddy's Labo:-atories ltd 
Fcrmulatio:, Unit-5 
I/ill. Kho!, f~alai:;arh iioad, BcJddi , 
Distt. Solan, H.P., 173 205, 11\!Di!', 

1-e1 : +':Ll %lb0 5 ,jQQ j_-C12 

w,;-;w.drreddys.com 

Product: Dyspevict film-coated tablets, 100 mg 
Ilpoiw1cr: llwcneBHKT°'' rn6neTKH, noKpbITbie nnettolJHOH 060JIO'IKOH, 100 Mr 

Market/ PhIHOK : Russia / Poccm1 

Batch No/ 
: V2502036 

Batch Quantity/ 9,00,000 tab I 
Cepm1 .N'~ 06beM cepuu 9,00,000 Ta6 

Analytical Report No / 
: 040003138227 

Date of Analysis / 
23.10.2025 

AuaJiuTuqecKuii OT'IeT .N~ J(aTa auaJiu3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2028 
~aTa ITPOH3B0/lCTBa ro,/leH ,/lO 
Mfg. License No. / 

MA number:/ 
IlpoH3BO./lCTBeuuaH : MNB/05/263 

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

JIIIQeH3UH .N2 

Analysis performed according ND:/ AuaJIH3 npoBe,Jlen no H.L(: Jlfl-N2(001951)-(Pf-RU)-140323 

8 Assay / KoJJu11ecTBeuuoe 
onpe,ileJieuue 

9 Packaging / Onucauue 
ynaKOBKH 

I API name/ HauMenoBauue A<l>C: 

Remarks : The Product confirms to ND/ 

99.2 mg I 99,2 Mr 
Pa2e 6 of 8 / CTp. 6 m 8 

From 90.0 mg to 110.0 mg of acotiamide 
hydrochloride hydrate. / 
OT 90,0 Mr ,/lO 110,0 Mr aKOTHaMl1,Aa 
rn,Apoxnop.11,Aa rn,Aparn. 

10 tablets per blister of l O 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 infonnation leaflet (package insert) 
carton. / Ilo 10 Ta6JieTOK B K0HTYPHYIO in a carton. / Ilo 10 Ta6JieTOK B KOHTYPHYIO 
~qei1Koay10 ynaKOBKY 113 nJieHKH ~qeifKOByIO ynaKOBKY 113 nneHK11 
nOJIHBHHHJIXJIOPH./lHOtt/noJIHBHHHJIH.[(eHx nOJIHBHH.HJIXJIOPH./lHOH/noJIHBHHHJIH./leHX 
noptt./lHOH H <pOJibrn aJ110M11tt11esow. Ilo 9 noptt./lHOH 11 cpoJibrH aJIIOMl1Htteaoti. Ilo 5 
KOHTYPHbIX ~qeHKOBblX ynaKOBOK BMeCTe HJ1H 9 KOHTYPHbIX ~qeHKOBblX ynaKOBOK 
c lmCTPYKU:HeH no Me./lHU:IiHCKOMY BMecTe c HHCTPYKU:Hett no Me./lHL{HHCK0MY 
np11MeHeHl1!0 (JI11CTK0M-BKJia,AbIWeM) B np11MeHeHl1lO (m1CTKOM-BKJia,AbIWeM) B 
na'IKY KapTOHHyIO. na'IKY KapTOHHylO. 

Acotiamide hydrochloride hydrate I AKomaMH./la rn,Apoxnoptt./la rn,ApaT 

Conclusion : APPROVED / 
IlpnMe'faHne: Tipo,11,yKT COOTBeTcTByeT Tpe6oBaHH51M H,Q 3aKJJIO'lenne: O)1.OliPEHO 

Prepared by I Tio,11,roToBJieHo: Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Shagun 

~ 
!Date / 
:,Una: 23. I 0.2025 

ITpoaepeAo: Pravesh TipoeepeHo (AOK): O,11,06peHo: O6ecne'!eHHe Ka'!ecrna/OTBeTCTBeHHoe 

Rana 

i 
IAjayKumar JIHl.].O: ~ Srivastava -fuL ,;----

I Date / 
: ,Uarn: _3 _ 10.202.5 

Date / IDate / 2-,'l,--ltv UJU 
,nani: 23.10.~0 .. 5 ,[lam: 

Registered Oifice: 8-2-337, Road No. 3, GanjarJ Hil!s, Hyderilbad - 500034, TelarigJn2., lndiil 
Tel: +9i 40 4900 2900, Fax: +9140 4900 2999, Em,iil: mail@cl rr2dd y:; .rnm 

CIN : L85195AP1984PLC004507 
v\J-ww.drr2dci•1<:,.com 

/ 

I 



•·· Dr. Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTI1cJ)ltJ.KAT AJ-lAJlll3A 

Product : Dyspevict film-coated tablets, 100 mg 

Dr. Reddy's Labo ,atories Ltd . 
Formulation Unit-6 
I/i ll. Kh o!, Na lag~ rh Road, Baddi, 

Distt. Sola n, H. P., 173 2U5, i f\!Di A 

Te! : +'.J1 S31G6 5G001 02 
\"IWW.drreddys.corr. 

IlpOJlY"-"f: )l11cneBMKT Ta6neTKJ,t, n0Kpbl1'bte rrneHO'-IHOH 060110L111:011, 100 Mr 
Market/ PbIHOK 

,. 
: Russia I Poccm, 

Batch No/ . . 
: V2502036 

Batch Quantity/ 9,00,000 tab/ 
CepuH .N'2 O6'beM ceouu 9,00,000 Ta6 
Analytical Report No / : 040003138227 

Date of Analysis / 23.10.2025 
AuaJIHTHqecKun oTqeT .M! llaTa anaJIH3a 
Date of Manufacture/ : 10/2025 

Date of Expiry / 09/2028 
.l(aTa DP0H3BO)lCTBa roneu llO 
Mfg. License No. / 

MA number:/ 
IIpOH3BO)lCTBenuaH : MNB/05/263 

HoMep PY 
: J1TT-N~(001951)-(Pf-RU) 

JIHI~eH3HH X2 
Analysis performed accordin2 ND:/ AuaJIH3 npoBeneu no H.l(: J1TT-N~(001951)-(Pf-RU)-140323 

Pa!!e 7 of 8 / C-rp. 7 m 8 
INN /MHH: Acotiamide / AKornaMH,lJ, 
API manufacturer batch number / ACT-25010, ACT-25012 
HoMep cepuu npon3BOllHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHQHH np0H3B0)lHTeJIH FESA00468, FESA00470 
r JI<I>: 
API Manufactured by & country/ Emnar Pharma Private Limited, India/ 
IIpoH3B01lHTeJib A<l>C, cToana: 3MHap <l>apMa TTpaiiBeT JlHMHTe,l],, l1H)J,J.UI 
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 
HauMeuoeauue, anpec, JIHQeH3HH llJIH )l-p Pe)].)],H'c Jia6opaTOpHc JlT,lJ,., l1H)].Hjj, TTpoH3BO)J,CTBeHHOe 
IlpOH3BOJlCTBeuuaH nJI01.Qa1lKa / IIJI01.QanKa no)].pa3)],enem1e-6, BHJIJI. Kxonh, Ha.narapx Poy,lJ,, na)J,)J,H, .D:HcTpHKT 
KOHTPOJIH KaqeCTBa / IlJIOI.QallKa BblDYCKa ConaH, X.TT., 173205, l1H)].Irn (nm~eH3Hjj 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, 

Remarks : The Product confirms to ND/ • , Conclusion : APPROVED I 
IlpuMe•rnuue: IlpOAYKT COOTBeTCTByeT Tpe6oaamHIM H):( 3a1,mot.Jeune: 0)1,0BPEHO 

Prepared by I IloAroTOBJieHo: Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
IShagun ripoeepeHo: Pravesh Ilponepe 1-1 0 (AOK): OA06pe1-10: O6ecrreqem1e Ka"!CCTBa/OrneTCTBCHHOe 
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•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTJ,1'¢l1KA T AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
I/ill. Khof, Nalagarh Road, B2ddi, 
Distt. Solan, H.P., 173 205, if\lDiA 

Tei : +S1 SS1GG 5G001 O:::' 
www.drreddys.com 

Product: Dyspevict film-coated tablets, I 00 mg 
Ilpo.uym: .[(11cneBHKT,,o rn6neTKH, noKpbITbie nneHOl!HOH o6onol!KOH, I 00 Mr . 
Market/ PhIHOK : Russia / Poccm1 
Batch No/ 

: V2502036 
Batch Quantity/ 9,00,000 tab/ 

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

: 040003138227 
Date of Analysis / 

23.10.2025 
AnaJIH'TnqecKnii oTqeT .N2 )IaTa auaJIH3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2028 
)IaTa np0H3B0,llCTBa ro.ueu .uo 
Mfg. License No. / 

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

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

JIHQeH3HH .N2 

Analysis performed accordin2 ND:/ AuaJIH3 npoBe.ueu no H.l(: JITT-N2(001951)-(Pf-RU)-140323 

Page 8 of8 / CTp. 8 m 8 
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian 
Economic Union is established»./ 
3aKJIJOl.fenue O COOTBeTCTBHH: «HacT051lll,HM 51 TTO)],TBep)l()J.afO, 'ITO npttse.n,eHHa51 Bbl We 1-rncpopMau,1-rn 51BJrneTCR 

)],OCTOBepHOH H TOYHOH. 3Ta cepH51 npo.n,yKLJ,HH npOH3Be.n,etta (BKJIJOYa51 ynaKOBKY (MapKHpOBKY) H KOHTpOJib 

KaYecrna) Ha BbJWeyKa3aHHOH npOH3B0)],CTBeHHOH TTJIOlll,a)],Ke (nJIOl.l(a.n,Kax) B TTOJIHOM COOTBeTCTBHH C 

Tpe6oBaHHRMH ITpaBHJI Ha,nJie)l(alll,eH npOH3B0,ACTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMHYeCKOro COJ03a H 

Tpe6osamrnMH KOHTpOJI51 KaYeCTBa JieKapcTBeHHblX cpe,ncTB, a TaK)l(e B COOTBeTCTBHH co cneu,H<pHKaLJ,H51MH, 

co.n,ep)Kal.l(HMHC51 B perHCTpaU,HOHHOM )],OCbe CTpaHbH1MnOpTepa. 3anHCH no npOH3BO)J.CTBY, ynaKOBKe H aHaJIH3Y 

nposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6osaHH51M ITpaBHJI Ha)],Jie)Kalll,eH npOH3B0)1.CTBeHHOH npaKTHKH 

EBpa3HHCKOro 3KOHOMHYeCKOro COJ03a». 

Re.marks : The Product confirms to ND/ Conclusion : APPROVED / 
ITp11Me'!auue: npoayi.-r COOTB TcrnyeT Tpe6oBaHnirM HLJ: la1cmo'leuue: 0,lJ:OEPEHO 

Prepared by I I10,L1,roTOBJietto: Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
Sha12un Dposepetto: Pravesh npoaepcHo (A0K): 0,L1,06petto: 06ecne'ieH11e Ka'iecrna/OrneTcTaeHHoe 
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