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CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHAJIH3A 

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

Vi l l .  Khol, Nalagarh oad, Baddi, 

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

Tel : +91 98 165  50001-02 

www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
I[po1yr: Hai3@ (HMeCyJ1I1) Ta6neTKM, 100 Mr 
Market / PIHOK Russia / Poccn 

Batch No/  
V2501478 

Batch Quantity/ 2500000 tab I 
Cep No PaMep cep 2500000 ra6 

Analytical Report No/  
890001 823204 

Date of Analysis / 
26.07.2025 

AHa1THecKHi oTeT No Iara a1an13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
Jara npon3Bo/cTBa Foe 210 

Mfg. License No. / 
MA number:/ 

IIpor3BoncTBeHHaH : MNB/05/263 
HoMep PY 

: J1I1-N2(006398)-(PF-RU) 
J1ueH3HI Ng 

Analysis performed according ND / AHaar3 npoBeIeI1 IO HJI: JIII-N2(006398)-(PF-RU)-310724 

6 1 1 f 6 /  C  p  age 0 TD. 3 

No Test / IHoa3are.1 Result / Pe3y.JITaTI Specification / HopMa 

1 Appearance / Omcame Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / with smooth surface. I Bente C 
BeIe C KeITOBaTIM OTT&HKOM KeITOB2TIM OTT€HKOM Kpyr.JIIe 
KDyFJJIe JIBOKOBBIIIyKIIe IIBOKOBIIJyKIIe Ta61eTKH C T1a,JIK0 
Ta6eTKH C T1a/IKof IIOBCDXHOCTBi0. 
nIOBpXHOCTO. 

2 Identification / The retention time of the main The retention time of the main peak in the 
MeHTHpHKaIu 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 ma1m peak 1n the chromatogram of 
the chromatogram of nimesulide nimesulide reference standard solution 
reference standard solution. I (section Assay). / BpeM yJIepKHBaHH 
BpeM yIepKHBaHH OCHOBHOrO OCHOBHOFO IIHKa Ha XpOMaTO1paMMe 
IIHKa Ha XpOMaTOrpaMMe MCIITyeMOTO pacTBopa JIOJDKHO 
HCIIITyeMOTO pacTBopa COOTBCTCTBOBaT BDeMCHH JI€DKHBaHHH 
C00TBeTCTByeT BDeMeHH 0CH0BH0T0 I1MKa Ha Xp0MaTOrpaMMe 
yIIeDKHBaHHH OCHOBHOTO IIHKa Ha pacTBopa CTaHJIapTHOFO 06pa3ua 
XDOMaTOrpaMMe pacTBopa HMecyIHIIa (pa3pen1 «KoneCTBeHHOe 
CTaHJIapTHOTO 06pa3ua OnpeJIeIeHe»). 
HHMeCyIHJIa. 

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

uniformity of weight / 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpMeae: IIpOIIyKT C0OTBeTCTByeT TpeOBaHHAM HJI 3amoee: OJIOPEHO 

Prepared by i Checked by/ Approved by: Manager/Executive / 
IloroTOBneHO: Pravesh Rana IlpoBepeHo: Rama Kant Ono6peHo: Menezpxep / Py;oBorTen 

.4 
Pavan Kumar Sharma f 

Date I Date/ \  Date/ 
Jlara: 26.07.2025 JIara: 26.07.2025 IlaTa: 26.07.2025 

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

CIN: L85195AP1984PL€004507 
www.drredys.com 
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CERTIFICATE OF ANALYSIS ww.redye.om 

CEPTHDHKAT AHA1H3A 
Product: Nise® (Nimesulide) tablets 100 mg 
IIpoIyKT: Hai3@ (Mecy) Ta6eTKH, 100 Mr 

Market / PLIHO Russia / PoccMn 

Batch No/  
V2501478 

Batch Quantity I 2500000 tab I 
CepH No Pa3Mep cep 2500000 ra6 

Analytical Report No/  
890001823204 

Date of Analysis / 
26.07.2025 

AHaHTHeeKHi oTeT Ng Jara aanm3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
Jara 1po3Bo/I€TBa Fopen /10 

Mfg. License No./ 
MA number:/ 

IIpo3BOICTBeHHa : MNB/05/263 
HoMep PY 

: J1I1-N(006398)-(PI-RU) 
JHIIeH3IH Ng 

Analysis performed according ND / AHam3 poBee IO H/I: III-N(006398)-(PF-RU)-310724 

P 2 f 6 / C  age 0 Tp. 2 1H 3 6  
Cpem Macca 308.0 mg/ 308.0 MT 18/20 tablets - not more than± 5 % 
OIHOpO[OCT MaCCI 

2/20 tablets - not more than± 10 %. / 

310  Mr ± 5 , 0% 

18/20 Ta61eTOK He 6oee ± 5 %  

2/20 Ta6neTOK -He 6on1ee ± 10 %. 

4 Water / Boza 2.8 % Not more than 6.0 %. I He 6on1ee 6,0 %. 

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

Unit-2 /Ta6n.-2 9 4 %  
conepKan CH+NO5S (HMMeCyJ1HI1) 
epe3 45 MHH. 

Unit-3/ Ta6n1.-3 94% 

Unit-4/ Ta6n.-4 9 5 %  

Unit-5/ Ta6.-5 95 % 

Unit-6/ Ta61.-6 95 % 

6 Related substances / PoperBeIe npHMeCH 

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

Hoxe npee1a KOJIHHeCTBHHOrO 0 ,20% ;  
onpe1eeHM (TIKO = 0.0057 %) 

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

0.03% 0 ,20% ;  

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IlpOIyKT C0OTBeTCTByeT Tpe6OBaHMM HJ[ 3am1oeHHe: OJIOBPEHO 

Prepared by/ { Checked by /  Approved by: Manager/Executive I IloroToBIeHO: Pravesh Rana , IlpoBepeo: Rama Kant 0.n.o6peHo: MeHe)].)Kep / Py�o;:J;ITTeJlb 
&4-! Pavan Kumar Sharma j_- 

Date/ Date/ I  Date/ Jlara: 26.07.2025 JlaTa: 26.07.2025 Jara: 26.07.2025 
Registered Office: S-2-337, Road No. 3, Banjara Hills, Hyderabad - 50004, Telangana, India 

Tel: +91 40 1900 2900, Fa: +91 40 4900 2999, Email: mai l@drreddys.com 
CIN:  L85195AP1984PLC004507 

www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTHHKAT AHA.JIH3A 

Dr. Reddy's Laboratories Ltd 

Formulation Unit-6 

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

Tel • +91 93166 50001-02 

www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
IpoJ1yKT: Hai3@ (HMMeCyJ1I1) Ta61eTKM, 100 Mr 
Market / PL1HOK Russia / PoccM 

Batch No/  
V2501478 

Batch Quantity/ 2500000 tab / 
Cepus .N Pa3Mep cep 2500000 ra6 

Analytical Report No/ 
890001823204 

Date of Analysis / 
26.07.2025 

AHanIHTHeCKM oTeT N? [Iara aa.513a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
[Iara 1po3Bo21€TBa FoJIeH 210 
Mfg. License No. / 

MA number:/ 
II po3BopIcTBeHHa1 : MNB/05/263 

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

JIHIIeH3H Ng 

Analysis performed according ND / Aan1I3 poBeeH no HJI: JIII-N2(006398)-(PI-RU)-310724 

Impurity C /  TIpMecs C 

Impurity D /IIpMec D 

Impurity E / IIpMee E 

Impurity F / TIpMec F 

Not detected / He o6apyeHa 

Below LOD (LOD = 0.0049 %)/  

Hwxe npeIe1a O6Hap yKeHH 
(IT O =  0.0049 %) 

Not detected / e oapyxeHa 

Not detected / He o6HapyxeHa 

Page 3 of 6/Crp.  3  w 6 
Not more than 0.20 %; / He 6o1ee 
0,20% ;  

Not more than 0.20 %; / He 60nee 
0,20 %; 

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

Not more than 0.20 %; / He 6o1ee 
0,20 %; 

Individual unidentified 
Below LOQ / He npenena 
KOJIMHeCTBeHHOTO OIIDCIeIeHHH 

0.03% 

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

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

impurity / EHHHaI 
HJI&HTHpHIIMDOBaHHa IIpMecL 
Total impurities / CyMMa nIpHMecef 

7 Uniformity of dosage units / 
OHOpOJIHOCT 
[1031pOBaHHH 

1.8 

The Acceptance Value (AV) should be less than or equal to 15 .0 .  /  IloKa3are1 npHeMIeMOCTM (AV) J0DKeH 66IT He 60nee 15,0.  
Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeame: IlpOIyKT COOTBeTCTByeT Tpe60BaHHM HJ 3ax.mnoee: 0/I0BPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
IIoAroTOaneHo: Pravesh Rana1 IlpoepeHo: Rama Kant O.D.o6petto: Mette)].)Kep / P�o)lMTe.Jlb 

! 
Pavan Kumar Sharma l"_ 

Date/ Date/ Date/ - 

IlaTa: 26.07.2025 JlaTa: 26.07.2025 JIara: 26.07.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 509034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreduys.com 
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Dr. Feciy's Laborator ies Ltd. 
Fo rmu la t ion ni t -6  

fel +91 J 3 . 6  •  

CERTIFICATE OF ANALYSIS w w w . d r r e a d s . c o m  

CEPTMDHKAT AHA.JI3A 
Product : Nise® (Nimesulide) tablets 100 mg 
Ipo/yKT: Ha3@ (HMMeCyJ1JI) Ta61eTKM, 100 Mr 
Market / PLI1OK Russia / Poccn 

Batch No/  
V2501478 

Batch Quantity/ 2500000 tab / 
CepIn N Pa3Mep cep 2500000 Ta6 

Analytical Report No/ 
890001823204 

Date of Analysis / 
26.07.2025 

AHa1HTHecKHi oTeT Ng Iara ana213a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
Jara 1p013BO/I€TBa Foe /I0 
Mfg. License No./  

MA number:/ 
II po3BOJICTBeHHaH : MNB/05/263 

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

JIHIIeH3H Ng 

Analysis performed according ND / Aa1H3 mIpoBeeH no HI: JIII-N2(006398)-(PF-RU)-310724 

4 6 4 f 6 / C  P  age 0 Tp. H3 
8 Microbiological purity / Mpo6oorHecKa ncroTa 

a) Total Aerobic Microbial NA Not more than 10' CFU/g. / 
Count I O6utee HCIO He 6onee 10' KOE/r. 
KM3HeCIIOCO6HIX apo6HIX 
MHKpOOpFaHH3MOB 

b) Total Combined Yeast and NA Not more than 10 CFU/g. / 
moulds count / O6Lee eno He 6onee 10 KOE/r. 
JIpOOKeB6IX M IIJIeCHeBBIX 
rp16oB 

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

9 Assay / KoecrBeHoe 98.1  mg/98 . 1  MT 90.0 to 1 10 .0  mg of CHEN,O3S 
ompeIeIeHHe (nimesulide) per tablet. / Or 90,0 210 

110,0 Mr CH1NOSS (HHMeCy1HID) 
B Ta61eTKe. 

10 Packaging / YnaxoBKa 10 tablets in 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 10 a carton./ 
Ta61eTOK B [1BX/anOMHHHeBOM IlIo 10 Ta6eTOK B I1BX/aOMHHMeBOM 
61McTepe. Ilo 3 61McTepa BMecTe c 6crepe. Ilo 1 ,  2, 3 w1 10 61McTepoB 
JIMCTKOM-BKJIaJIBIIIIeM B Ia Ky BMCCTe C JIMCTKOM-BKIaJIBIILICM B IIaHKy 
KapTOHHyO. KapTOHHVO. 

Remarks : The Product confirms to ND/ 

IIpMeae: IIpOIyKT COOTBTCTByeT Tpe6OBaHMM HJ 

Conclusion : APPROVED / 

3amnoeHe: OIOPEHO 

Prepared by I jJ 
IloJrOTOBIeHO: Pravesh Rana 1� 

Date/ 
Jla1Ta: 26.07.2025 

Checked by I 
Ilpoepeo: Rama Kant 

Date/ 
JlaTa: 26.07.2025 

Approved by: Manager/Executive / 
On106peo: Mee[pep / PyKoBoren 
Pavan Kumar Sharma -- 

Date/ 
JIara: 26.07.2025 

Registered Office:£-2-337, Road No. 3, Sanjara Hil ls, Hyderabad - 5003A, Telngann, India 
Tel:  +91 40 4900 2900, Fa: +91 410 4900 2999, Emai l :  mai l@drreddys.com 

CIN :  LS5195P1984PLC00 1507 
ww:.drrecys.com 



· e ­  
Dr.Reddy's ;° 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Vil .  Kol, Malagarh Road, Badd i ,  

Dirt. So lan ,  H. P ,  173 205, I!D IA  

CERTIFICATE OF ANALYSIS rwvu.drreids.com 

CEPTMDHKAT AHAJIH3A 

Product: Nise® (Nimesulide) tablets 100 mg 
IpoyKT: Ha3 (HMMeCyJIHI1) Ta6eTKH, 100 Mr 
Market / PIHoK Russia / PoccH 

Batch No/ 
V2501478 

Batch Quantity/ 2500000 tab I 
Cep N PaMep cep 2500000 ra6 
Analytical Report No/ 

890001823204 
Date of Analysis / 

26.07.2025 
AHa.IHTecKHi oTeT N [Iara aa./13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
[Iara 1po3BO/ICTBa Foe /10 

Mfg. License No./  
MA number:/ 

II po3BOICTBeHHa : MNB/05/263 
HoMep PY 

: J1I1-N9(006398)-(PI-RU) 
JeH3HI No 

Analysis performed according ND / AHa13 npoBee no H/I: JIII-No(006398)-(PF-RU)-310724 

Page 5 of 6 /  Crp. 5 13 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./ 

- AHaTH3 IIO IIOKa3aTe1IO «MHKpO6HOIOTHHeCKaH HHCTOTa» IIDOBOJIHTCI IIp0H3B0JIMTOIeM IIpH BBIIIyCKe 
IIepHOJIHHeCKH (C MHTepBaIOM O[HO MCIIITaHHe Ha 20 cep JIM He MeHee l pa3a B rOI1). IHOKa3aTe1 MOKeT 6IT He 
BKIIOHeH B CepTHbHKaT aHa13a bHpM6I. 

API name (INN) / HaMeoBae AC (MHH): Nimesulide / HMecyJ1I 

API manufacturer batch number / 
NMS/125030240 

HoMep Cep mpo3Borre AC: 

FP Manufacturer API Batch number / 

HoMep CepH cyCTaHu npo3Bou1Te.IH FESA00193 
TJI: 

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

IIpo3BO[HTeIE AC, CcTpaa: 

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) / 

HaMMeHOBaHe, apeC, JIIe3HM 211 
JI-p Pe/1'c Jla6opaTopc JITJ., HHJ1HA, IIpOH3BOICTBeHHOe 

IIpo3Bop1cTBeHa IIJIOIIa2Ia / II.o1a21Ka 
no1pa3Jen1eHMe-6, BM1. Kxon1, Hanarapx POyI1, Ba[1, 

KoHTpo.I KaecTBa / IIno11a1a BIIyCKa 
JIcTpHKT Con1a, X.II., 173205, HJ1 (1HueH3H No 

MNB/05/263) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeae: IIpOJ1yKT COOTBeTCTByeT Tpe6OBaHHM HJ 3am1oeHHe: OJI0BPEHO 

Prepared by I i Checked by/ Approved by: Manager/Executive/ 
IloroToBIeHO: Pravesh Rana , IIpoBepeo: Rama Kant OIo6peHo: Meezep / PyKomo?wren» 

2lg Pavan Kumar Sharma � 
Date/ Date/ Date/ 
Jlara: 26.07.2025 JlaTa: 26.07.2025 Jara: 26.07.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mai l@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drceddys.com 



· d e s  
Dr.Reddy's W;° 

D r .  Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

V i l '  hol ,  {a lagarh Road, Baddi ,  

Dc. Sola n, H P . ,  173 205, I ND IA  
v o e , -  r - m t ;  4" 
. . .  .  

CERTIFICATE OF ANALYSIS wwe.drredys.co 

CEPTMDHKAT AHAJIH3A 
Product: Nise® (Nimesulide) tablets 100 mg 
IpoyKT: Hai3@ (MMeCyJI1) Ta6eTKM, 100 Mr 
Market / PIHOK Russia / Pocc 

Batch No/ 
V2501478 

Batch Quantity/ 2500000 tab I 
Cep f Pa3Mep cepnn 2500000 ra6 

Analytical Report No/ 
890001823204 

Date of Analysis / 
26.07.2025 

AHaITHecKHi oTeT N Jara aam3a 
Date of Manufacture / 

07/2025 
Date of Expiry/ 

06/2028 
)Iara np03Bo/I€TBa Foe /10 
Mfg. License No. / 

MA number:/ 
IIpo3BopIcTBeHHaH : MNB/05/263 

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

JIHIICH3HI No 

Analysis performed according ND / Aman3 npoBeeH no HJI: JII-N2(006398)-(PI-RU)-310724 

Page 6 of 6 /  CTp. 6 1H3 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/00554-2O22 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». 

aKIOeHHe O COOTBeTCTBHH: «HaCTOIIMM IIOITBepKJIaO, HTO IIDHBeIeHHaI BBIIIe HHbOpMaLIM BIHeTC 
JIOCTOBepHO M TOH0. OTa CepH IpOIIyKLI IpOH3BeIHa (BKIOHaI yaKOBKy (MapKHDOBKy) H K0HTpOI KaHeCTBa) 
Ha BIIIIeVKa3HHO IpOH3BOICTBeHHO IIIOIIIaJIKe (IJIOIIIaJIKaX) B IIOJIH0M COOTBeTCTBHH C Tpe6OBaHHHMM IHpaBI 
Ha1eKau1e IIpOH3BOJICTBeHHO IIpaKTHKH EBpa3McKOrO KOHOMHHeCKOTO CO03a (N GMP/EAEU/RU/0O554-2022 
OT 23 MIO1 2022) M Tpe6OBaHHIMH KOHTp0II KaHeCTBa IeKapCTBeHHIX CDeJICTB, a TaKKe B COOTBeTCTBHM CO 
CIIeLIMbHKaLIHHMH, COJIpKaLLIHMHCI B DeTHCTDaIIHOHHOM JI0Ce CTpaHI-MOpTepa. 3anc no I1pOH3BO/ICTBy, 
yIaKOBKe H aHa1H3y IpOBepeHEI, H yCTaHOBJIeHO MX COOTBeTCTBHe Tpe6OBaHHHM IlpaBun Ha/IeKauIeH 
IIpOH3BOIICTBeHHOH IIpaKTHKM EBpa3MCKOrO KOH0MHHeCKOO CO03a». 

Remarks : The Product confirms to ND/ 

IIpMeame: IHpOIyKT COOTBeTCTByeT Tpe60BaHHM HJI 
Conclusion : APPROVED / 
3ax1oene: OJI0BPEHO 

Prepared by / fJ 
Tio,ll.roTOBJietto: Pravesh Rana J 

Date/ 
Jlara: 26.07.2025 

Checked by I 
Hpoepeo: Rama Kant 

8l e  
Date/ 
Jlara: 26.07.2025 

Approved by: Manager/Executive / 
Ono6peHo: Mee/pKep / PyKOB 
Pavan Kumar Sharma 

Date/ 
Jlara: 26.07.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hi l ls ,  Hyderabad -500034, Telangana,  Ind ia  
Tel :  +91 40 4900 2900, Fax: +91 40 4UU 299, ±man :  m va lvuredys .en 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 


