
Dr. Reddy's Laboratories Ltd 

Formulation Unit 6 

il l .  Khol, Nalagarh Road, Baddi, 

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

T l ·  401 09165 56001-02 

CERTIFICATE OF ANALYSIS ww.dredys.com 

CEPTHHKAT AHA.J1H3A 

e­ 
Dr.Reddy's W;° 

:.., 

Product: Nise@ (Nimesulide) tablets 100 mg 
Ipo1yr: Ha3@ (Mecy») Ta6neTK, 100 Mr 
Market / PIHOK 

. Russia / Poccs 

Batch No / 
V2501425 

Batch Quantity/ 2500000 tab / 
Cepus .No PaMep cepm 2500000 Ta6 
Analytical Report No / 

890001823205 
Date of Analysis / 23.07.2025 

AHaIHTHecKH oTeT ? Iara aa.1w3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 06/2028 

Jara npo3Bon1cTBa ToeH IO 
Mfg. License No./  

MA number:/ 
II po3BOnCTBeHHa : MNB/05/263 

HoMep PY 
: J1I1-N6(006398)-(PF-RU) 

JIHLIeH3H .No 

Analysis performed according ND / Aa3 npoBeeII Io HJI: JIII-N2(006398)-(PF-RU)-310724 
-- 

6 1 1 f 6 /  C  P  age 0 .  rp. M3 
.Ni Test / IIoKa3are Result / Pe3yJITaT6I Specification / HopMa 

1 Appearance / Oncae Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / with smooth surface. I Bense C 
BeIe C KeITOBaTIM OTT&HKOM KCITOBaTEIM OTT&HKOM KpyrIe 
KDyTJILIe JIBOHKOBEIIyKIIe JIBOKOBIIT/KT6Ie Ta61eTKH c r1a2Ko 
Ta61eTKH C IJ1aJIKO IIOBCpXHOCTO. 
II0BeDXHOCTIO. 

2 Identification / The retention time of the main The retention time of the main peak in the 
IpeHTMpHau peak in the chromatogram of test chromatogram of test solution should 

solution corresponds to the correspond to the retention time of the 

retention time of the main peak in main peak in the chromatogram of 
the chromatogram of nimesulide nimesulide reference standard solution 
reference standard solution. I (section Assay). / BpeM yep&Ban 
BpeM yIepKHBaHHR OCHOBHOrO OCHOBHOTO nHKa Ha xpoMaTOrpaMMe 
IIMKa Ha XpOMaTOrpaMMe HCIIITy€MOTO pacT0pa LIO1KHO 
HCIIEITyCMOTO pacTBopa COOTBeTCTBOBaT BDeMeHH yJIeDKHBaHM 
COOTBeTTByeT BpeMeHH OCHOBHOTO IIMKa Ha XpoMaTOrpaMMe 
yIIepKHBaHI OCHOBHOTO IIMKa Ha pacTBopa CTaHJIapTHOTO o6pa3ua 
XpoMaTOrpaMMe pacrBopa HHMeCyIHIa (pa3pen «KOMeCTBeHHoe 
CTaHJIapTHOrO o6pa3ua onpeneeHMe»). 
HHMeyIHIa. 

3 Average weight and Complies / CooTBeTCTByeT 310  mg±5.0 % 

uniformity of weight/ 

Remarks :  The Product confirms to ND/ Conclusion : APPROVED / 
IIpwweae: IIp0IyKT CO0TBeTCTByeT Tpe'0BaHAM HJI 3ax.mnoee: OJIOBPEHO 

Prepared by/ \ Checked by/ Approved by: Manager/Executive/ IlozroroBneo: Shagun ' TTposepeHo: Prave:rana O;io6petto: MeHe)J,)Kep / P-vonon11Tem-. 
Pavan Kumar Sharma h> 

­ 
_- Date/ Date/ Date/ JIara: 23.07.2025 Jlara: 23.07.2025 Jlara: 23.07.2025 

Registered Ofiice: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 0 4900 2999, Email :  mail@rreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

Tel • +91 08165 55001-02 

CERTIFICATE OF ANALYSIS www.dreddys.com 

CEPTHHKAT AHAJIH3A 

g9­ 
Dr.Reddy's ;° 

- 

Product : Nise (Nimesulide) tablets 100 mg 
- 

IIpopyKr: Ha38 (HHMeCyJI) Ta6eTKM, 100 Mr 
Market / PIHOR Russia / Poccs 

Batch No/ 
V2501425 

Batch Quantity / 2500000 tab I 

Cepns N? Pa3Mep cep 2500000 Ta6 

Analytical Report No/ 
;  890001823205 

Date of Analysis / 
23.07.2025 

AHanHTHecKHi oTHeT No Jara aam3a 
Date of Manufacture/ 

07/2025 
Date of Expiry / 

06/2028 
[IaTa 1po3non1eTBa Tone I10 

Mfg. License No./ 
MA number:/ 

IIpOH3BOIICTBeHHaH : MNB/05/263 HoMep PY 
: JU1-N(006398)-(PF-RU) 

Jue3ms N 

Analysis performed according ND / AHaw3 npoBcIeH no HJI: JII-N(006398)-(PI-RU)-310724 

P. 2 f 6 / C  2  age 0 Tp. H 3 6  

Cpepna Macca u 310 . 1  mg/ 310 . 1  Mr 18/20 tablets - not more than± 5 %  

o[Ho po[IOCTL Ma€CI 2/20 tablets - not more than± l O %. / 

3 10  Mr ± 5,0 % 

18/20) ra6neTOK He 6oee ± 5 % 

2/20 Ta61eTOK -- He 6onee ± 10 %. 

4 Water / BoIa 2 .6% Not more than 6.0 % . /  He 60nee 6,0 %. 

5 Dissolution / PacrBopeHe Unit-1/Ta6n.-1 96 % He MeHee 75 % (Q) OT H0MMHaIHOrO 

Unit-2 /Ta6.-2 9 9 %  
con1epKaHA CHe»NO3S (Mecy1II) 
Hepe3 45 MHH. 

Unit1-3/Ta6n.-3 97% 

Unit-4/Ta61.4 101 % 
.  

Unit-5/Ta6n.-5 9 7 %  

Unit-6 / Ta6n1.-6 98 % 

- 
-- 

6 Related substances / PoncrBeste npMecn 

Impurity A / IIpHMec A 
Below LOQ (LOQ= 0.0057 %)/ Not more than 0 .20%; I  He 6onee 
HKe IpeIIe1a K0JIMeCTBeHHOTO 0,20 %; 
onpezeeH (TIKO = 0.0057 %) 

Not more than 0 .20%; I He 6oee 
Impurity B /IpMe B 

0.02 % 0,20%; 

emarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeame: IlpOIIyKT COOTBeTCTByeT TpeOBaHMHM HI[ 3aoee: OJ1OLPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive/ 
TTo,n:roTOBJieno: Shagun %-- Ilpoaepeno: Pravf Rana Oz06peo: Mee;pxep / Py;oorTen 

..., Pavan.Kumar Sharma b 
Date/ Date/ Date I 
Ila ra: 23.07.2025 Ilara: 23.07.2025 Ilara: 23.07.2025 

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

CINI L85195AP1R41 c004507 
www.drreddys.com 



Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 

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

Tel : +91 98165 56001-02 

www.drreddys.com CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA1IH3A 

gs 
Dr.Reddy's W;° 

-- 

Product : Nise@ (Nimesulidce) tablets 100 mg 
IIpon1yr: Hai3@ (HMecyMI) Ta6eTKM, 100 Mr 
Market / PIHOK . Russia / Poccn 

Batch No/  
V2501425 

Batch Quantity / 2500000 tab/ 
Cepnn N 

4. 

Pawep cep 2500000 Ta6 
Analytical Report No/ 

890001823205 
Date of Analysis / 

23.07.2025 
AHaHTHHeeKHii oTer N Jara a1an3a 

Date of Manufacture / 
07/2025 

Date of Expiry / 
06/2028 

[Iara mpo3Bon1cTBa Ione no 

Mfg. License No. / 
MA number:/ 

IIpo3BO[ICTBeHHa : MNB/05/263 
HoMep PY 

: J1I-Ne(006398)-(PI-RU) 
Jue3s N 

Analysis performed according ND / AHa»I3 npoBepeH no HJI: JII1-N2(006398)-(PF-RU)-310724 

Impurity E /  IIpwecs E 

Impurity C/IIpMec C 

Impurity D /IIpMecs D 

Not more than 1 .5  %; /He  6onee 1,5 %; 0.02% 

Page 3 of 6/Crp. 3 w3 6 

Not detected / He o6napyxeHa Not more than 0.20 %; / He 6onee 
0,20 %; 

Below LOD (LOD = 0.0049 %) / 
Not more than 0.20 %; I He 6onee 

Hwxe mpenea O6Hap yKeHM 
0 ,20%; 

(IO -0.0049 %) 

Not detected / He o6HapyxeHa Not more than 0.20 %; I He 6on1ee 
0 ,20%; 

Not detected / He o6HapyxeHa 
Not more than 0.20 %; I He 6onee 

0 ,20%; 

Below LOQ / Hoxe ope1en1a 
than 0.20 %; I He 6on1ee KOJIHHeCTBeHHOTO OIp€JI€ICHM Not more 

0,20 %; 

unidentified Individual 

Impurity F /TIpMec F 

impurity / EJHHHa 
HeHIICHTH]HLIMDOBaHHa 
IIpHMeCE 

Total impurities / CyMMa 
npMecef 

- 

7 Uniformity of dosage units/ 
OJHOpOIIHOCT 
II03H DOB2HH 

1.5 

The Acceptance Value (AV) should be 
less than or equal to 1 5 . 0 . /  Hoa3aren 
pHeMIeM0CTM (AV) JO0DKeH 6ITE He 
6oee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
p e e :  TIpo1yKT CO0TB&TC1By~T Tpe0BA1IHM JI aoeHHe: OJIOBPEHO 

Per»aer! ,9' Checked by/ Approved by: Manager/Executive / 
IIoroTOBIeH0: Shagun IIpoBepeHo: Pravesh Rana Op06peo: Meneppxep / PyKo8ore 

4 Pavan Kumar Sharma {­ 
± ·� Date/ Date/ Date I 

[Iara: 23.07.2025 Jlaa: 23.07.2025 Ila: 23.07.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, 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 Laboratories Ltd. 
Formulation Unit-6 
Vi l l .  Khol, Malagarh Road, Baddi, 
Distt. Solan, H.P,, 173 205, INDIA 

Tel . +01 0016€ 56001 02 

CERTIFICATE OF ANALYSIS www.drreddys.com 

CEPTHMKAT AHAJIH3A 

es 
Dr.Reddy's W;° 

- 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpopIyKT: Ha ( M e c y )  Ta6neTKH, 100 Mr 
Market / PLIHOK Russia / Pocc 

Batch No/ 
V2501425 

Batch Quantity / 2500000 tab / 
Cepn N Pa3Mep cepm 2500000 a6 

- 

Analytical Report No/ 
890001823205 

Date of Analysis / 23.07.2025 
Aa.HTHecKMi oTHer Nb Jara aan13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
JlaTa 1po3B01CTBa Toe a0 

Mfg. License No./ 
MA number:/ 

II po3BOICTBeHHaH : MNB/05/263 
HoMep PY 

: J1I1-N(006398)-(PF-RU) 
HueH3HI .No 

Analysis performed according ND / AHaw3 IpoBeIeH 10 HJI: JIII-N(006398)-(PT-RU)-310724 

6 4 4 f 6 / C  P  age 0 TD. H3 

8 Microbiological purity / MHKpO6On0rMeCKa Merora 

a) Total Aerobic Microbial NA Not more than 10 CFU/g. / 
Count I O61tee HHCIO He 6oee 10 KOE/r. 
KM3HeCIIOCO6HIX a3p06HIX 
MHKDO0DTaHH3MOB 

b) Total Combined Yeast and NA Not more than 10 CFU/g. / 
moulds count / O6Lee Mcno He 60nee 10 KOE/r. 
JIp0OKeBIX H ILJIeCHeBIX 
rpH6OB 

c) Escherichia Coli NA Shall be absent in 1 g. / 
OrcyTCTBHe B I r  

9  Assay / KonecrBeoe 98.5 mg/ 98.5 Mr 90.0 to 1 10.0 mg of CHN03,S 

onpepenrec (nimesulide) per tablet. / OT 90,0 n0 

1 10 ,0  Mr CH+NO,S (HHM&Cy1HI) 
B Ta6neTKe. 

10 Packaging / YnaKoBKa 10 tablets m a  PVC/aluminum 10 tablets in a PVC/aluminum blister. 1, 
blister. 3 blisters and a package 2, 3 or 10 blisters and a package leaflet in 
leaflet 1n a carton. I Ilo 1 0  a  carton. I 
Ta6neTOK B IIBX/aJOMHHeBOM lo 10 Ta6&TOK B [IBX/aOMHHHeBOM 
61McTepe. Ilo 3 6McTepa BMecTe ¢ 6nMcTepe. Ilo 1, 2, 3 HIM 1 0  6nMcTepOB 
JIHCTK0M-BK1a[BILIIeM B naHKy BMeCTe C JIMCTK0M-BKIaJIEIIIIeM B naKy 
KapTOHHVO. KapTOHHVO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeae: IIpOIyKT CO0TBeTCTByeT Tpe6oBaHM HJ 3ax.moeHHe: OJI0BPEHO 

Prepared by / . Checked by/ Approved by: Manager/Executive / 
flo,D,rOTOBJieHo: Shagun �;.,/.- Ilpoeepetto: Pi:,.1ve? Rana O,D,o6peHo: Mette.LJ.)Kep / PJK�90JJ.11'reJ1b 

� Pavan Kumar Sharma 
4­ 

_ 

Date / Date/ Date/ - 
JlaTa: 23.07.2025 Ilara: 23.07.2025 Jlara 23.07.2025 

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

CINI L8519AP1R49\£0045n7 

www.drreddys.com 



Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vill .  Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P, 173 205, INDIA 
17el . +91 90165 56001 02 

CERTIFICATE OF ANALYSIS www.drreddys.com 

Dr.Reda4y @% 

CEPTHDHKAT AHAJIM3A 

Product : Nise® (Nimesulide) tablets 100 mg 
IIponyKT: Ha38 (AMecyn) Ta6neTKM, 100 Mr 

Market / PIHO Russia / Pocc» 

Batch No/  
V2501425 

Batch Quantity / 2500000 tab / 
Cepin No Pa3Mep cepu 2500000 Ta6 

Analytical Report No/  
:  890001 823205 

Date of Analysis / 23.07.2025 
AHaMTHecKHii oTer N JaTa aHaw3a 
Date of Manufacture/ 

07/2025 
Date of Expiry / 

06/2028 
JaTa npo3Bop1crBa To1en 70 
Mfg. License No./ 

MA number:/ II pow3BO[ICTBeHHaH : MNB/05/263 
HoMep PY 

: JII-N(006398)-(PT-RU) 
Jute3Hn Nd 

Analysis performed according ND / AHa1H3 nIpoBeje no HJI: JII1-N2(006398)-(PF-RU)-310724 

Page 5 of 6/Crp. 5 3  6 
-  The test for Microbiological Purity is periodically performed by the manufacturer at release (with an interval of one 

test per 20 batches or at least once per year). The test may be absent from the Company's certificate of analysis. / 
AHaIH3 I1O IIOKa3aT€IO «MHKpO6HOIOTMHeCKa HHCTOTa» IIpOBOIIHTC IIDOH3BOIHTCJIeM IIDM BMIIyCKe 

IIepHOJIMHeCKM (C MHTepBaIOM OJIHO MCrTaHMe Ha 20 cepf n He MeHee l pa3a B rop). IHoKa3aTen MOKeT 6LIT He 
BKIOHeH B CepTHpHKaT aHa13a bHpM6I. 

API name (INN) / HaMenosane AC (MHH): Nimesulide / HMecyJI 

API manufacturer batch number / 
NMS/125030238, NMS/125030240 

HoMep cep mpo3Borre.J1 AC: 
FP Manufacturer API Batch number / 
HoMep CepH Cy6CTaHuu npo3BoTeJ1 FESA00192, FESA00193 
FJIb: 

API Manufactured by & country / 
Aarti Drugs Limeted / Aapr JIparc JIMren 

IIpo3noprren, AC, crpaua: 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, 

Name, address, authorization No for FP 
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205, 

manufacturing site / Control site / Release site / 
India (license No MNB/05/263)/ 

HaMeHoBaHHe, aIpeC, JHUeH3H JI1 
JI p Peprc la6opaTopHc JITI., Ha, IIpo3BoncTBeHHOe 

IIpOH3BOIICTBeHHaH IIJIOIUIaJIKa / IIJO1I1a21Ka 
nop1pa31e1ee-6, BM11. Kon, Hararapx PoyI, Ban1», 

KOHTpoI KaecTBa / II.ou1a[Ka BIIIyCKa 
JIMCTpKT CoaH, X.II., 173205, HHIH (1HIIeH3MA No MNB/05/263) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMeae: IIpoIyKT COOTBeTCTByeT Tpe6oBaHAM HI 3am1oeue: OJIOBPEHO 

Prepared by / Checked b y /  Approved by: Manager/Executive / IlozrorosaeHo: Shagun sl" - I1poaepeHo: Prave[ Rana Ono6peo: Meeroep / Pyorren» 
� Pavan Kumar Sharma f= 

Date/ Date/ Date/ 
JIara: 23.07.2025 JlaTa: 23.07.2025 Ila1a: 23.07.2025 

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

LIN: L83195AP1584PLC004507 
www.drreddys.com 



Dr. Reddy's Laboratories Ltd. 

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

Tel : +91 98165 56001-02 

www.drreddys.com CERTIFICATE OF ANALYSIS 

CEPTHOMKAT AHAJIH3A 

s 

Dr.Reddy's ;° 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpoyKr: Ha3@ (HMecynMI1) Ta6eTKM, 100 Mr 
Market / PLII1OK Russia / Pocc 
Batch No/  

V2501425 
Batch Quantity/ 2500000 tab/ 

Cepin Nh PaMep cepm 2500000 ra6 

Analytical Report No/ 
890001823205 

Date of Analysis/ 
23.07.2025 

AanHTHecKM oTer No Jara aan3a 

Date of Manufacture/ 
07/2025 

Date of Expiry / 
06/2028 

JIaTa IIDOH3BOJICTBa Toe /10 

Mfg. License No. / 
MA number:/ 

IIpo3BOICTBeHHaH : MNB/05/263 
HoMep PY 

: JII1-N(006398)-(PF-RU) 
Hue3M .No 

Analysis performed according ND / AHan1I3 npoBeeH no HJI: JII1-Ni(006398)-(PT-RU)-310724 

Page 6 of 6/CTp.  6 13 6 

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 ((No. GMP/EAEU/RU/00554-2022 dt. 23 
July 2022) 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». 

aKIOMeHMC O COOTBOTCTBHH: «HaCTOLIMM IOITBepKIaO, HTO IIpHB&JI&HHaH BIIII HHbOpMaLHH BI€TC 
IIOCTOBCpHO H TOHHO. Ta Cep np0IyKL IpOH3BeeHa (BKIOa IIaKOBKy (MapKHpOBKy) M KOHTDOJI KaHeCTBa) 
Ha BIIIIeVKa3aHHOY IIpOH3BOICTBHHO IIOIII@JIKe (IOLL(JIKaX) B IIOIHOM COOTBeTCTBHH C Tp&6OBaHMMM IlpaB1 
Hannexaure npOH3BOICTBeHHO IpaKTHKM EBpaMcxoro KoHoMHecKorO CO03a ( GMP/EAEU/RU/00554-2022 
OT 23 MIO1 2022) M Tpe6OBaHHMH KOHTDOIIH KaHeCTBa JeKapCTBeHHIX CpeICTB, a TaKKe B COOTBeTCTBHM CO 
CIIeLIHpHKaLIHHMH, COIIeDKaLIIHMHCH B peTHCTpaLHOHHOM JI0Ce CTpaHbI-HMOpTepa. '3anC nO IIpOH3BO[ICTBy, 
ynaKoBKe H aHaTH3y IIpOBCpeHI, H yCTaHOBIeHO HX cooTeTCTBHe TpeoamM IHpan HapUIeKauue 
pOH3BOIICTBeHHOH IpaKTHKH EBpa3MCKOrO KOHOMHHeCKOTO CO03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IpMeae: IIpOIyKT COOTBeTCTByeT TpeoBaM HJI 3axuoee: OJIOEPEHO 

Prepared by/ Checked by/ Approved by: Manager/Executive/ 
IlozroroBneHo: Shagun g TiposepeHo: Praves�tana OJ06peHo: MeeIxep / PyROOIITeI 

! . 

v"' Pavan Kumar Sharma 
f_= .­ 

Date/ Date/ Date/ - 

Ila ra: 23.07.2025 JIaTa: 23.07.2025 Ila1a: 23.07.2025 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 


