
es 
Dr.Reddy's W;° 

Dr. reddy's laboratories Ltd. 
F o r m u i z i o n  Un i t -6 

CERTIFICATE OF ANALYSIS 
CEPTHHKAT AHAJIH3A 

Product : Nise® (Nimesulide) tablets 100 mg 
IIpopyKT: Hai3@ (HMMecyJ1HI1) Ta61eTKM, 100 Mr 
Market / PIox Russia / PoccM 

Batch No/  
V2501475 

Batch Quantity/ 2500000 tab I 
Cep .N Pa3Mep cep 2500000 ra6 

Analytical Report No/  
040003012160 

Date of Analysis / 
26.07.2025 

AHanIHTMecKHii oTeT No JlaTa aanu3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
Iara npo3Bo2IcTBa Foe /10 

Mfg. License No. / 
MA number:/ 

II po3BOICTBeHHa : MNB/05/263 
HoMep PY 

: J1I1-N6(006398)-(PF-RU) 
JHIIeH3HI Ng 

Analysis performed according ND / Aaw3 npoBeeH 1o HI: III-N(006398)-(PF-RU)-310724 

Page 1 of7 /Crp.  1  3  7  

Test / IIoxa3are.1 Result / Pe3yJTaTI Specification / HopMa 

1 Appearance /Oncame Yellowish white round 
biconvex tablets with smooth 
surface. / BeIe C Ke1TOBaTIM 
OTTeHKOM KpyFJIIe 
JIBOKOBBIIIyKIIe Ta61eTKM C 
rJIaJIKOM IIOBCDXH0CTO. 

Yellowish white round biconvex tablets 
with smooth surface. / Bente c 
KeITOBaTIM OTTeHKOM KpyIIe 
JIBOHKOBIIyKI6He Ta6eTKH c rJ1a/1KO 
IIOBeDXHOCT6IO. 

2 Identification / 
neTMpKaIUu 

The retention time of the main The retention time of the main peak in the 
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 mam peak m the chromatogram of 
m the chromatogram of nimesulide reference standard solution 
nimesulide reference standard (section Assay). / BpeM yJIepKHBaHM 
solution. / BpeM yIIepKHBaHHI OCHOBHOTO IIMKa Ha XpOMaTOTpaMMe 
OCH0BH0FO IIMKa Ha MCIIITyeM0T0 paCTB0pa JIOIKH0 

pdt I BUp 

06pa31a 

IIHKa 

XpOMaTOTpaMMe MCI6ITVeMOTO C0OTBeTCTB0BaTE BDeMeHH yJIepKHBaHHH 
pacTBopa C00TBeTCTByeT OCH0BHOT0 IIMKa Ha XxpoMaTOrpaMMe 
BpeMeHH yIIepKHBaHHH paCTB0pa CTaHJIapTHOrO 06pa3ua 

Ha HHMecyIIIa (pa3pen1 «KOn1HHeCTBeHHOe 
Of[CJIICHM»). 

OCH0BHOTO 
AJUMdIUI paMMc 

CTaHJIapTHOTO 
HHMeyJIHJIa . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeae: IIpOIyKT CO0TBeTCTByeT Tpe6OBaHMM HJI 3ax.moeHe: OJIOBPEHO 

Prepared by / 

• 
Checked by/  Approved by: Manager/Executive / 

IloIrOTOBIeHO: Pravesh Rana IlpoBepeHo: Rama Kant Op06peo: Mee[pep / PyKoBoIHTe16 

Jaw Amit Kumar 

• Date/ Date/ \ Date/ 
Jara: 26.07.2025 JlaTa· 26 07 2025 Jlara: 26.07.2025 

Registered Office: $-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 1900 2900, Fa: +91 40 4900 2999, Emai l :  mai l@drreddys.com 

CIN :  L85195AP1981PLC003507 



@es 
Dr.Reddy's W;° Formulat ion Unit-6 

Wi i .  Ki,  Na tsga rh  Road, Bnddi ,  

D i s t  Solan, H. P, ,  173  205, I ND IA  

CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHAJIH3A 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpo1yKT: Ha3 (HMMeCyJ1MI1) Ta6eTKM, 100 Mr 

Market / PIO Russia / Poccu 

Batch No/ 
V2501475 

Batch Quantity / 2500000 tab I 
Cepa N PaMep cepn 2500000 Ta6 

Analytical Report No/ 
040003012160 

Date of Analysis/ 
26.07.2025 

AaIHTHecKHi oTeT N Iara aan13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
Jara 1po3Bo1cTBa TopeH /10 

Mfg. License No./ 
MA number:/ 

IIpo3BoncTBeHHa : MNB/05/263 
HoMep PY 

: J1I1-N(006398)-(PF-RU) 
JIHUeH3HI Ng 

Analysis performed according ND / AHa1H3 npoeIeH no HI: JIII-N2(006398)-(PF-RU)-310724 

7 2 f 7  /  C  P  age 0 'rp. 2 13 
3 Average weight and Complies / CooTBeTCTByeT 3 1 0  mg±5.0 % 

uniformity of weight / 
3 1 1 . 0  mg/ 3 1 1 . 0  MT 18/20 tablets - not more than± 5 %  

Cpem Macca 
OIHopoIHoCT MaCCI 2/20 tablets - not more than ± 1 0 % . /  

3 1 0  Mr ± 5 , 0% 

18/20 Ta61€TOK He 6onee ± 5 % 

2/20 Ta61eTOK He 6oee ± 10 %. 

4 Water / Boa 3.0 % I 3.0 % Not more than 6.0 %. / He 6oee 6,0 %. 

5 Dissolution / PacrBopeMe Unit-1/Ta6n.-I 9 6 %  He MeHee 75 % (Q) OT HOMHHaIHOrO 

Unit-2/ Ta61.-2 95 % 
COIepKas CH;NO5S (HMMeCyJ1MID) 
epe3 45 MHH. 

Unit-3 / Ta6n1.-3 95 % 

Unit-4 / Ta61.-4 98 % 

Unit-5/Ta61.-5 9 7 %  

Unit-6/ Ta61.-6 9 7 %  

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJ[ 3ax.mnoeHe: OIOBPEHO 

Prepared by I { Checked by/  Approved by: Manager/Executive / 
IloroToBeHO: Pravesh Rana IIpoBepeHo: Rama Kant Opo6peHo: Mee[pep / PyKOBOIITeJ1 

k Amit Kumar 

-.­ 
Date/ Date/ \ Date/ 
Iara: 26.07.2025 Jlara: 26.07.2025 Iara: 26.07.2025 

Registered Office: 83-2-337, Road No. , Banjara Hills, Hyderabad - 50004, Telngana, India 
Tel: +91 40 4900 2900, Fax: +91 10 1900 2999, Email :  ma i l@drreddys.com 

CIN:  L85195P1934P1C004507 



es 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHAJIH3A 

Dr. Re@ icy's Laborator ies Ltd 

Wif i .  K o l ,  ialagart oad, Baridi ,  

Dirt Se ta ,  .P,, 1 7 3  205, I1DIA 

1 ± 0 %  6 0 1 0  

Product: Nise® (Nimesulide) tablets 100 mg 
Ipo1yT: Hai3@ (HHMeCyJIM1) Ta61eTKM, 100 Mr 
Market / PL1ox Russia / Pocc 

Batch No/  
V2501475 

Batch Quantity/ 2500000 tab / 
Cepin N Pa3Mep cep 2500000 ra6 

Analytical Report No/  
040003012160 

Date of Analysis / 
26.07.2025 

AHaIHTHecKHi oTeT N? Iara anan1r3a 
Date of Manufacture / 

07/2025 
Date of Expiry/ 

06/2028 
[Iara npo3Bo/crBa FoIeH I10 

Mfg. License No. / 
MA number:/ 

IIpo3Bo1cTBeHHaH : MNB/05/263 
HoMep PY 

: J1I1-N6(006398)-(PF-RU) 
JIHIIeH3H Ng 

Analysis performed according ND / AHa1I3 upoBeIeH IO HJI: JIII-N2(006398)-(PF-RU)-310724 

3 7 3 r 7 / C  p  age 0 Tp. 3 

6 Related substances / PoncrBeHHIe npHMeeH 

Impurity A /IHpMecs A Below LOQ (LOQ = 0.0057 %) /  Not more than 0.20 %; I He 6on1ee 

He IpeJIeJIa K0JIMHeCTBeHH0TO 0,20 %; 
onpeeneH (I1KO = 0.0057 %) 

Impurity B /IIpMec B 
0.03 % Not more than 0.20 %; I He 6oee 

0,20%; 

Impurity C /  IIpMec C 
Not more than 0.20 %; I He 6on1ee 

Not detected / e o6apyea 0,20 %; 

Not more than 0.20 %; / He 6onee 

Below LOD (LOD = 0.0049 %) I 0,20 %; 
Impurity D / IIpMec D He npeIIeIa O6HapyKeHH (TIO 

= 0.0049%) 

Not more than 0.20 %; / He 6on1ee 

Not detected / He o6HapyKeHa 0,20%; Impurity E / TIpMec E 

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

Impurity F / TIpMec F 0 ,20%; 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeame: IlpOyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3a1oee: OJIOBPEHO 

Prepared by / Checked by I Approved by: Manager/Executive / I10,11.roTOBJ1eHo: Pravesh Rana { IlpoBepeHo: Rama Kant Op106peo: Mee/pxep / PyoBopHTeE 
.kw 

Amit Kumar A 

/- 
Date/ Date/ \ Date/ Jlara: 26.07.2025 JlaTa: 26.07.2025 Jlara: 26.07.2025 

Registered Office: 8-2-337, oad No. , Sanjara Hills, Hyderabad - 50031, Telangana, Ind ia 
Tel: +91 40 4900 2900, Fa: +91 40 4900 2999,  Emai l :  mail3drreddys.com 

CIN:  L851954P1984PLC004507 
www.drreddys.con 



es 
Dr.Reddy's W;° 

CERTIFICATE OF ANALYSTS 

CEPTMDHKAT AHA.JI3A 

Dt. eddy 's  Laboratories Ltd. 

Vil t ,  hot, s ta l a g a r h  oad, Baddi, 

D i s t .  Solan, +A . P, ,  1 7  205, I ! D A  

Product : Nise® (Nimesulide) tablets 100 mg 
IIpo1yKT: Ha3 (MecyJI1) Ta6neTKM, 100 Mr 

Market / PIox Russia / Poccu 

Batch No/ 
V2501475 

Batch Quantity/ 2500000 tab / 

CepHn .Ni Pa3Mep Cep 2500000 Ta6 

Analytical Report No/ 
040003012160 

Date of Analysis / 
26.07.2025 

AHa1THecK oTeT .N J[ara aan13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
Jara 1po3Bo2cTBa Foe 210 
Mfg. License No./ 

MA number:/ 
IIpoH3BOICTBeHHaH : MNB/05/263 

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

JIHIIeH3H .N 

Analysis performed according ND / Aam3 mpoBeeH no HI: JIII-N2(006398)-(PI-RU)-310724 

Page 4 of7/Crp. 4 3  7 
Individual unidentified 0.03% 
impurity I EHHHHaH 

HeHIIeHTMbHLIMpOBaHHaH Not more than 0.20 %; / He 6on1ee 

IIpHMeCE 0,20%; 

Total impurities I CyMMa 0.03% 
Not more than 1 . 5  %; / He 60nee 1 ,5  %; 

npHMece 

7 Uniformity of dosage units / The Acceptance Value (AV) should be 

OJHOpOIHOCTE 
1.2 

less than or equal to 1 5 . 0 . /  IloKa3aTen 

JI03MpOBaHHH IIpHeMIeMOCT (AV) JI0KeH 6IT He 
6on1ee 15,0. 

8 Microbiological purity / Mxpo6onorwecKa IcToTa 

a) Total Aerobic Microbial NA Not more than 10 CFU/g. / 
Count I O6uee Men1O He 6onee 10 KOE/r. 
KM3HeCIIOCO6HIX ap06HIX 
MHKpOOpraHH3MOB 

b) Total Combined Yeast and NA Not more than 10 CFU/g. / 
moulds count / O6Lee en1o He 6onee 10 KOE/r. 
IIpOOKeBIX H IIJICCHeBIX 
rpH6OB 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IIpweae: IIpOIyKT COOTBeTCTByeT TpeOBaHMAM HJ[ 3axoee: OJI0BPEHO 

Prepared by/ 1 Checked by/  Approved by: Manager/Executive / 
IloIrOTOBeHO: Pravesh Rana IlpoBepeo: Rama Kant Op06peHo: Mee[pep / PyKOBOIMTeJT 

t.at Air kamar _ 
Date/ Date/ \ Date/ 
Jlara: 26.07.2025 Jlara: 26.07.2025 Jlara: 26.07.2025 

Registered Office: 8-2-337, Road No, 3, Banjara Hill, Hyderabad - 50002}, Telanan, India 
Tel: +91 40 41900 2900, Fax: +91 40 4900 2999, Emai l :  mailtdrreddys.com 

CIN: L851954P1981P\C004507 
w.drre'ys.com 



e­ 
Dr.eddy's W;° 

Dr Reidy 'siaorator ies Ltd, 

F o r m u i a @ i o n  nit-6 

CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHAJIH3A 

•. _ 2  & k' i i  r u e  

w w w . G r e c c v s . c o m  

Product: Nise® (Nimesulide) tablets 100 mg 
IIpoye T: Ha3 (HMMeCyIHI1) Ta6neTKM, 100 Mr 
Market / PLIHOK Russia / Pocc 

Batch No/  
V2501475 

Batch Quantity / 2500000 tab I 
Cepn .N Pa3Mep cepH 2500000 ra6 
Analytical Report No/  

040003012160 
Date of Analysis / 

26.07.2025 
AHaIHTHecKHi oTeT Ng Iara aa/13a 
Date of Manufacture / 

07/2025 
Date of Expiry/ 

06/2028 
)Iara 1po3Bo/1€TBa Foe /I0 

Mfg. License No. / 
MA number:/ 

IIpo3BOICTBeHHaH : MNB/05/263 
HoMep PY 

: J1I1-N(006398)-(PT-RU) 
JIHIIeH3H .Ng 

Analysis performed according ND / AHaar3 npoBeeH 1O HI: JIII-N2(006398)-(PF-RU)-310724 

5 7 5 f7  / C  p  age 0 TD. 113 
NA Shall be absent in 1 g. / 

c) Escherichia Coli 
OTcyTCTBMeB I r. 

9 Assay / KOecTBeHoe 99.6 mg /99.6MT 90.0 to 1 10 .0  mg of CHN»O,S 

ompemrenee (nimesulide) per tablet. / OT 90,0 210 

1 1 0 , 0  Mr CHNO,S (HHMeey.1HI1) 
B Ta6neTKe. 

10 Packaging / YnaxoBKa 10 tablets in a PVC/aluminum 10 tablets in a PVC/aluminum blister. 1 ,  
blister. 2 blisters and a package 2, 3 or 10 blisters and a package leaflet in 
leaflet m a carton. I Ilo 10 a carton./ 
Ta6neTOK B IIBX/aOMHHHeBOM Ilo 10  Ta6eTOK B IIBX/aOMHHHeBOM 
6ncTepe. Ilo 2 6cTepa BMecTe 61McTepe. Ilo 1 ,  2, 3 H1 10 6cTepoB 
C JIHCTKOM-BKIaJIBIIIIeM B IIaHKy BMeCTe C JIHCTKOM-BKIaJIIIIIeM B I1aHKy 
KapTOHHyIO. KapTOHHVIO. 

- 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. / 
# AHa1H3 IO IIOKa3aTeIO «MHKDO6HOIOTHHeCKa HHCTOTa» IpOBOJIITCH IIDOH3BOIHTeIeM IIDH BIIIyCKe 
IIepHOJIMHeCKM (C HHTepBaIOM OIIHO McITaHHe Ha 20 cep HIM He MeHee l pa3a B TOI). IHoKa3aTen MOKeT 6LIT He 
BKJIOHeH B CepTHKaT aHa13a (pHpMt. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeame: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM H[I 3ax0eHe: OJIOBPEHO 

Prepared by / 1 Checked by I Approved by: Manager/Executive / 
IloproToBIeHO: Pravesh Rana IlpoBepeo: Rama Kant Op06peHo: Mee[pKep / PyKoBoJIHTe16 

4.d 
Amit Kumar 

' ---- ,----- 

Date/ Date/ \ Date/ ' 

Iara: 26.07.2025 JlaTa: 26.07.2025 Jlara: 26.07.2025 

Registered Office: 3-2-337, Road No, 3, Banjara Hills, Hyderabad - 50034, Telanana, India 
Tel: +91 40 1900 2900, Fax: +91 40 1900 2999, Email:  ai l@rreddys.com 

C IN :  LS5195AP1984PLC001507 



@es 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHAJ1H3A 

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

Vi l .  Khol, Nat ;arh Road, Baddi, 
D is t t.  Solan  H.P. 173 205, INDIA 

I +. 1o 1 6 5  56001-02 

vww.drreddys.com 

Product : Nise® (Nimesulide) tablets 100 mg 
I1po(ye T: Hai3 (Mecynp) Ta6neTKM, 100 Mr 

Market / PIHO Russia / Poccn 

Batch No/ 
V2501475 

Batch Quantity / 2500000 tab I 

CepH Ni Pa3Mep cep 2500000 ra6 

Analytical Report No I 
040003012160 

Date of Analysis / 
26.07.2025 

AHa.HTMecKHii oTeT Ng Iara aanr3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
Iara 1po3Bo/I€TBa Foe 20 

Mfg. License No./ 
MA number:/ 

I1po3BO/ICTBeHHaH : MNB/05/263 
HoMep PY 

: J1I1-N(006398)-(PI -RU) 

nu1eH3H N 

Analysis performed according ND / AHa13 poBeIeH I10 HJI: JIII-N2(006398)-(PI-RU)-310724 

6 7 6 f7  / C  P  age 0 Tp. 113 
API name (INN) / HaweoBaue AC (MHH): Nimesulide / HMecynn 

API manufacturer batch number / 
NMS/125030240, NMS/125030251 

HoMep cep npow3Bo/wren1 ADC: 

FP Manufacturer API Batch number / 
FESA00193, FESA00226 

HoMep cep cy6cram npo3Bore. IJI: 

API Manufactured by & country/ Aarti Drugs Limeted / Aapr Jlparc Jlure1 

IIpo3BourTe.JI ADC, cTpaa: 

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

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

manufacturing site / Control site / Release site I 173205, India (license No MNB/05/263) / 

HaMeHoBaHe, aIpeC, JIIIeIH3HH JI1H JI-p Pep1c Jla6opaTopHc JIrI., HH1M, 

IIpor3BoITBeHHa nIoaIKa / IIno11ama Ilpo3BOICTBeHHOe no1pa3Jen1eHMe-6, BJ1JI. KxOn1, 
KoHTpoII KaeCTBa / IIJoma[Ka BBIIIyCKa Hanarapx PoyI1, Bau1, JIcrpKT ConaH, X.I1., 173205, 

HJ (1LeH3Mn 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 (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 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeame: IIponyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax.Joete: OJI0BPEHO 

Prepared by I { Checked by/  Approved by: Manager/Executive/ 
IloproTOBIeHO: Pravesh Rana IlpoBepeHo: Rama Kant Op06peHO: MeneppKep / PyKOBOIIMTeJIL 

1 Amit Kumar 
A-. 

Date/ Date/ 
' 

Date/ 
Ilara: 26.07.2025 JlaTa: 26.07.2025 JlaTa: 26.07.2025 

Registered Office: &-2-337, cad i N o . ,  Canjara Hi l ls,  Hyderabad - 5090034, Tin;ans, Ind in 
Tel: +91 40 4900 2900, Fx: +91 40 4900 299:, Email: mail@drreddys.com 

CIi!: L851954P19849LC00507 

wwwdrreddys.com 


