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CERTIFICATE OF ANALYSIS 

CPTMDMKAT A H AJI M 3 A  

gs 
Dr.eddy's W;° 

----.-� 
-· - 

Product :Nise@ (Nimesulide) tablets 100 mg 
pony T: Ha (Mecypp) Ta6neTKH, 100 Mr 
Market / Pox Russia / Poccs 
Batch No/ 

V2501676 
Batch Quantity I 50,00,000 tab / 

Cena .N? Pa3Mep Cep 50,00,000 ra6 
Analytical Report No/ 

890001831898 
Date of Analysis / 

23.08.2025 
AHan1HTHecKHii oTeT No J[aTa aHa1w3a 
Date of Manufacture / 

08/2025 
Date of Expiry / 

07/2028 
Jara npo3Bo/I€TBa Tope I0 

Mfg. License No./ MA number:/ IIpo3BOACTBeHHa : MNB/05/263 
HoMep PY 

: JII1-(006398)-(PI-RU) 
JHI1eH3M.No 

Analysis performed according ND / AHaH3 npoBeeH no HI: JIII-N2(006398)-(PT-RU)-240725 
Artworks approved: / MaKeTEI yIaKOBKH yTBepIeH1: 24.07.2025 
PL approved: / JIB yrBepne: 28.01.2025 

7 1 1 f7  /  C P age 0 TD. H3 

N2 Test / IIoa3aTen Result /Pe3yJITaTI Specification / Hopwa 

1 Appearance/ Oncae Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / Bene with smooth surface. I Bente C 
C KeITOBaTIM OTT~HKOM KpyFIIe KeITOBaTIM OTT&HKOM KpyrJIIe 
JIBOHKOB6IIIyKIIe Ta6IeTKM C IIBOKOBIIIVKIIe Ta61eTKH C 1aJ1Ko 
TJaJIKOM IIOBCpXHOCTIO. IIOBeDXHOCT. 

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

corresponds to the retention time of correspond to the retention time of the 
the main peak in the chromatogram of main peak 1n the chromatogram of 
nimesulide reference standard nimesulide reference standard solution 
solution. I BpeMs YIIepKHBaHH (section Assay). / BpeM yDepKHBaHH 
OCHOBHOTO IIHKa Ha Xp0MaTOrpaMMe OCHOBHOTO I1HKa Ha XpoMaTorpaMMe 
MCITITyeMOTO pacTBopa MCIIITyCMOTO pacTBopa JIO1KHO 
COOTBeTCTByeT BDeMeHH COOTBeTCTBOBaT BDpCMeHH VIIepKHBaHH 
YLIepKHBaHHH OCHOBHOTO nHKa Ha OCHOBHOTO IIHKa Ha XpoMaTorpaMMe 
XpOMaTOrpaMMe pacTBopa pacTBopa CTaHJIapTHOrO o6pa3ua 
CTaHJIapTHOTO 06pa311a HHMecy1/Ia. HHMeCyIHJIa (pa3pen1 «Kon1HHeCTBeHHOe 

OIpeJenIeHHe»). 

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

uniformity of weight / 
18/20 tablets - not more than± 5 %  

Remarks : The Product confirms to ND/ [[Contusion : APPROVED/ 
[IpMeaue: IIpOIyKT COOTBCTCTByeT TpeOBaHHM HII 3 a 1 o e e :  O/IOPEHO 

Prepared by / Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/Authorized person/ 
[lOJITOTOB&HO: lpoepeo: IIposepeo (AOK): Oo~peHo: O6ecneee KaecTBa/OTBeTCTBeHHOe JHLIO: 

«"" 8! a Amit Kumar l Sunil Kumar 

4l 
­ 'Date/ < .  

I D " (  /  1  

_,,<lr/•'  •> IDnte I 2&0a0 I  253-us hat e  9y ¢ '  
Jlara: Iara: Jlara: 

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 
Vill. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTHJHKAT AHA.J1H3A 

- - -  
Prouet :Nise@ (Nimesulide) tablets 100 mg 
[pony T:Has@ (nMecyn Ta6ne1. 100 Mr 
Market / Pox Russia / PoccHs 
Batch N o / 9 . · · + · ·  V2501676 

Batch Quantity/ 50,00,000 tab / 
Cepns N? PaMep cepm 50,00,000 Ta6 
Analytical Report No / 

890001831898 
Date of Analysis / 23.08.2025 

AHaJIHTWecKHi oTeT No JaTa anan3a 
Date of Manufacture/ 

08/2025 
Date of Expiry/ 

07/2028 
Jara mp0H3BO/CTBa Tone 210 

Mfg. License No./ 
MA number:/ IIpoH3BOZICTBeHHa : MNB/05/263 
HoMep PY 

: JII1-Me(006398)-(PF-RU) 
JHLe3M Nb 

Analysis performed according ND / Aam3 npoBeeH no HJI: JI1-N2(006398)-(PIT-RU)-240725 
Artworks approved: / MaeTEI ynaKOBKH YTBeDKIIeH1: 24.07.2025 
PL approved: / JIB  Bepnen: 28.01.2025 

7 2 £ 7 / €  2  p  age 0 rp. H3 
CpeJH Macca H 309.7 mg/ 309.7 Mr 2/20 tablets - not more than ± 10 %. / 

OJ(HO pO[I0CT Ma€CI 
310  Mr ± 5,0% 

18/20 Ta61€TOK - He 6oee ± 5 % 

2/20 Ta61eTOK - e 6onee ± 10 %. 

4 Dissolution / Unit-1/Ta6n.-1 9 8 %  Not less than 75 % (Q) of label claim of 
PacrBopeHHe - C13Hl2N2O5S (nimesulide) in 45 min./ 

Unit-2/ Ta6n.-2 9 7 %  
He MeHee 75 % (Q) OT H0MHHaJIHOr0 

Unit-3/ Ta61.-3 9 7 %  C0IepKa CH;N»OsS (HHMecyn1MA) 

Unit-4 / Ta61.-4 9 7 %  
epe3 45 MMH. 

Unit-5/ Ta61.-5 9 7 %  

Unit-6/ Ta61.-6 97 % 

5 Water / Bona 2 .7% Not more than 6.0 % . /  He 6onee 6,0 %. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 

H p M e a e :  IIpOnyKT COOTBeTCTByeT Tpe~Ona1M HII 3a1oene: OJI0PEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TloIrOTOeHO: IponepeHo: Tlposepeo (AOK): Oo~peHo: O6ecneeHe KaecrBa/OTBeTCTBeHHOe JIHIO: 

le! Pardeep Kumar Amit Kumar t Sunil Kumar 
KM </ k- ­  

Date/ ¢8&-1e5 Date/ 8-w6 Date / + 0  .e4· l "  Date/ 2l0Ra0K 
JlaTa: Jara: [Iara: 

t s  
Iara: I 

Registered Office: 8-2-337, Road No. 3, anjara Hills, Hyderabad - 5Uuu34, 1elanganta, I nula 

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 

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

Tel : +91 98166 56001-02 

www.drreddys.com 
CERTIF ICATE OF ANALYSIS 

CEPTHdHKAT AHA.JI1H3A 

9­ 
Dr.Reddy's ; 

--- - 
Product :Nise@ (Nimesulide) tablets 100 mg 
I[po1y !: Ha3 ( u n t e c y )  Ta5net, 100 Mr 

Market / lro Russia / PoccH 
Batch No/ .if \• Batch Quantity / ·· 50,00,000 tab/ 
Cepsa 

V2501676 
Paep cepn 50,00,000 Ta6 

Analytical Report No / 
890001 831898 

Date of Analysis / 
23.08.2025 

AanwrHecHi oreT Ng Iara auan1w3a 
Date of Manufacture / 

08/2025 
Date of Expiry / 

07/2028 
Jara 1po3BopcrBa ToIeH Io 

Mfg. License No. / 
MA number:/ 

IIpoH3B OCTBeHHaH : MNB/05/263 HoMep PY : JII1-N(006398)-(PF-RU) 
Jue3n Nb 

Analysis performed according ND / AHaw3 npoBepe no HJI: JIII-N2(006398)-(PF-RU)-240725 
Artworks approved: / MaeTI yIIaKOBKH yTBepKIeHt: 24.07.2025 

PL approved: / JIB  TBepte: 28.01.2025 

7 3 f7 /  C 3 P age 0 .Tp. H3 6 Related substances / PoperBeIe mIpHMeCH 

Below LOQ (LOQ=0.0057%) / Hoe 
Not more than 0.20 %; I He 60nee 

Impurity A /IIpHMecs A IDeJIeJIa KOJIMHeCTBCHHOTO 
0,20 %; onpepenews (IIKO = 0.0057 %) 

---- 

Impurity B / IIpMec B 0.03% 
Not more than 0.20%; I He 60nee 
0,20%; 

Impurity C /  TI p M e c s  C  Not detected / He o6HapyxeHa 
Not more than 0.20%; I He 60nee 
0,20%; 

Impurity D /IIpMec D 
Below LOD (LOD = 0.0049 %) /Hoe Not more than 0.20 %; I He 60nee 
npenen1a o6HapyxeH (TIO = 0.0049 %) 0,20%; 

Impurity E /IIpMec E Not detected / He o6nap yeHa 
Not more than 0.20%; I He 6on1ee 
0,20 %; 

Impurity F /IIpMec F 
Below LOD (LOD = 0.0045 %) /Hoe Not more than 0.20%; I He 6on1ee 
Ipenea 06HapyKe (TIO = 0.0045 %) 0,20%; 

Individual unidentified 
impurity I EHHHHaH 

0.02% 
Not more than 0.20%; I He 6oee 

HeHIIeHTHHLIHpOBaHHa 0,20%; 
IIpHMeC 

Remarks :'The Product confirms to ND/ [Conclusion : APPROVED/ 
Ipntewae: IIpOnyT C0OTBeTCTByeT Tpe~OBaHsM HJI 3 a 1 o e e :  OJI05PEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ llo.zirotoB/letto: � IpoBepeo: IIpoepeo (AOK): Oo~peo: O6ecneeHe KaecTBa/OTBeTCTBeHHOe JIMLI0: 
Rama "  A,y Pardeep Kumar Amit Kumar 

A 
Suni! Kumar 

4l [ \ 

Date / 5-&-125° Date / ,$ - 8 e» Date/, ..4he" !Date/ 2@0&01K I Jlara: JIara: 22 • Jlara:' IIara: 

Registered Office. 8-2-337, Road No. , Bnnjara Hills, Hyderabad - 5UU34, Te l aata,  dia 
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 

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

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

CERTIFICATE OF ANALYSIS 
CEPTMDHAT AHA.IH3A 

@­ 
Dr.Reddy's ;° 

- ·- - 
Product : Nise® (Nimesulide) tablets 100 mg 
I1po1yKT: Hai3 (MMecyn) Ta6ner, 100 Mr 

Market/ PmHoK Russia / PoccH . 

Batch No/ V25~1676 Batch Quantity/ 50,00,000 tab / 
Cepns .N Pa3Mep cep 50,00,000 Ta6 
Analytical Report No/ 890001831898 Date of Analysis / 23.08.2025 
Aanrecxif orer N? Jara aran3a 
Date of Manufacture/ 08/2025 Date of Expiry / 07/2028 
Jara np91r3B0/1€TBa ToJeH /10 

Mfg. License No. / 
MA number:/ 

po3BOICT BeHHa : MNB/05/263 
HoMep PY 

: JI1-N(006398)-(PI-RU) 
21HIeH3M .N 

Analysis performed according ND / AamH3 npoBenet no HII: JIII-N2(006398)-(PI-RU)-240725 
Artworks approved: / MaeTI yIaKOBKH YTBepKIeH1: 24,07.2025 
PL approved: / JIB vrBepIeH: 28.01.2025 

Page 4 of7/CTp. 4 w 7 
- Total impurities / CyMMa 

0.06% Not more than 1 .5 %; / He 6onee 1,5 %; npMece 

7 Uniformity of dosage units The Acceptance Value (AV) should be 
I OJ1HOpO[OCT 2.3 

less than or equal to 1 5 . 0 . /  IloKa3are16 
II03MpOBaHH IIpHeMIeM0CTH (AV) IO0KeH 6IT He 

6oee 15,0. 

8 Microbiological purity / MHKpO6HO.nIOrHHeCKa ICTOra 

Total Aerobic Microbial NA Not more than 10 CFU/g. / 
Count I O6u1ee MCI0 He 6onee 10 KOE/r. 
KH3HeCIIOCO6HIX 
a3po6IX 
MHKpOOpraHH3MOB 

Total Combined Yeast and NA Not more than 10 CFU/g. / 
moulds count I O6Lee He 6oee 10 KOE/r. 

CJ1O IpOKeBIX H 

IIJIeCHeB5IX TpH6OB 

Escherichia Coli NA Shall be absent in 1 g. / 
OTcyTCTBHe B I r. 

Remarks :.'The Product confirms to ND/ Conclusion : APPROVED / 

IpmMeane: [lpOIyKT COOTBeTCTByeT Tp&~OaHHM HJI 3 a o e e :  OJI0BPEHO 

Prepared by / Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/Authorized person / 
IlonrOTORe HO: IIpoBepeno: TlpoBpeno (AOK): Ono~peno: O6ecneeHe KaecTBa/OTBeTCTBeHHOC JIMIIO: 

Ratnakant� Pardeep Kumar, Amit Kumar Sunil Kumar 
KM V 

­ 
Date/ <-&-t '[Date'$-»8 '  Js  [p &0&-05 I  

D a t e 4 ; e &.  
Iara: JIara: Ilana' [Iara: 

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 



9­ 
Dr.Reddy's N; 

CERTIFICATE OF ANALYSIS 

CEPTHDHKAT AHAJIH3A  

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vill . Khol, Nalagarh Road, Baddi, 
Oistt. Solan, H.P,, 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

Product : Nise@ (Nimesulide) tablets 100 mg 
IlpoIIyT: Ha (HMecyuI) ra6nerK, 100 Mr 
Market / PIHox Russia / Poccs 
Batch No/ V2501676 Batch Quantity/ 50,00,000 tab / 
Cepus N PasMep cep 50,00,000 1a6 
Analytical Report No/ 

:  890001831898 Date of Analysis / 23.08.2025 
AHanuTHecxr orer N? JaTa aan1w3a 
Date of Manufacture/ 08/2025 Date of Expiry / 07/2028 
Iara 1po3Bo/1€TBA Io1e Io 

Mfg. License No. / 
MA number:/ pow3opcTBeHHaH : MNB/05/263 
HoMep PY 

: JIII-N(006398)-(PF-RU) 
JIHueH3H .N? 

Analysis performed according ND / AHamM3 npOBeIe no HJI: JII-N2(006398)-(PT-RU)-240725 
Artworks approved: / MaeTEI yIaKOBKH YTBepKIeHI: 24.07.2025 
PL approved: /JIB yrBepIeH: 28.01.2025 

Page 5 of7/Crp. 5 Ha3 7 

9 Assay / KonecrBemoe 99.3 mg/ 99.3 Mr 90.0 to 110.0 mg of CH»NO,S 

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

110 ,0 Mr CH,NO,S (HHMecynu0) 
B Ta6neTKe. 

-- 

10 Packaging / VnaxoBKa I O  tablets in a PVC/aluminum blister. 1 1 0  tablets in a PVC/aluminum blister. 1 ,  
3  blisters and a package leaflet in a 2, 3 or 10 blisters and a package leaflet in 

carton. I Ilo 10 Ta61eTOK B a carton. I Ilo 10 Ta6n1€TOK B 

TIBX/a1OMHHHeBOM 61McTepe. IIo 3 IIBX/aOMHHMeBOM 6HcTepe. IIo 1 ,  2, 
6cTepa BMecTe C JIHCTK0M­ 3 IM I O  6MCTepOB BM&CTe C JIMCTKOM­ 
BKIa[IIIIIeM B IIaHKy KapT0HHyIO. BKI&JIBIIIIeM B IIaHKY KapTOHHVO. 

_ 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. / 

AHaJIH3 IIO II0Ka3aTe1IO «MHKDO6MOJIOTHHeCKaH HHCT0Ta» IIp0B0JIHTCH IIpOH3BOITenIeM IpH BIIIyCKe 
IIepHOIHHeCKH (C MHTepBaIOM OIIHo McIITaHHe Ha 20 cep Hn He MeHee I pa3a B rOI1). IIOKa3aTe6 MOKeT 6IT He 
BKJIOHeH B CepTHdKaT aHa3a bpMI. 

- 

Remarks : Te rodct confirms to ND/ Conclusion : APPROVED / 

IIpMeare: IlpOIyKT COOTBeTCTByeT Tpe~0Ba1IM HJI 3axioee: OJI0EPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TlopIroToBnIeHO: TlposepeHo: Ipoepeno (AOK): Ono~peno: O6ecneeHHe KaecTBa/OTB&TCTBeHHOe JIHLIO: 

«.lg! Pardeep Kumar Amit Kumar samil Komar J 
r A-. K 

lDate / -0&-180S Date/ Date 
's p [@· 9(0&0$ I  Jara: 25 Jara: 

25$-n 
Jlara: 

& - X :  
JIaTa: 

cgistered Office: 8 2 337, R03d No, 3, Banjara Hills, Hyderahad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 





es 
Dr.Reddy's W;° 

CERTIFICATE OF ANALYSIS 

CEPTMDHKAT AHAJIM3A 

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

Tel : +91 98166 56001-02 www.drreddys.com 
Product :Nise@ (Nimesulide) tablets 100 mg 

Ipory< E: Hai3@ (uMeeyut) ra@rem, 1 0 0  Mr 
Market / Pro Russia / Poccn 

Batch No/ 
. '  V2501676 

Batch Quantity/" 5000,000 tab / 
Cepn Ne Pa3Mep CepH 50,00,000 Ta6 

Analytical Report No / 890001831898 Date of Analysis / 23.08.2025 
AanrecHii orer .No ' Iara aHa.13a 
Date of Manufacture / 08/2025 Date of Expiry / 07/2028 
JIaTa npor3BO/€TBa Foe I10 
Mfg. License No./ 

MA number:/ 
IIpOH3BOCTBeHHa : MNB/05/263 

HoMep PY 
: JII1-N2(006398)-(PI-RU) 

mIH3H No 

Analysis performed according ND / AHaw3 npoBeIeH no HJI: III-N2(006398)-(PF-RU)-240725 
Artworks approved: / MaxeTI YIIaKOBH yTBepKIeHL1: 24.07.2025 
PL approved: / JIB yrBepen: 28.01.2025 

Page 7 o f 7 / C r p . 7  w3 7 
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is 
established». 

3aCJ1OM€HHe O COOTBeTCTBHH: «HaCTOHM IIOIITBCDKIO, HTO IIpHBC/ICHHW BIIIIe HHpODMaIH BHeTC 

pocToBepHo M TOHO~. Ora Cep IpOIyKM Ip03BeeH (BKIOHaH YIaKOBKy (MapKHDOBKy) H KOHTpOI KaecTBa) 
Ha BHIIIeyKa3aHHOH IIpOH3BOICTBCHHOH IIOIIIaJIKe (ILIOLLIaJIKaX) B TIOJIHOM COOTBCTCTBHH C TDe6OBaHHM IHpaBH1 
Ha,JI0Ka1I€H IIpOH3BOJICTBHHO IIpaAKTHKH EBpa3HcKOrO KOHOMHHOCKOTO COO3a H TDe6OBaHHRMH KOHTpO1 
KaHeCTBa JICKapCTBeHHIX Cp€JICTB, a TaKKe B COOTBeTCTBHH CO CIeUIHHKaUIHHMH, CO[IepKaIIHMHC B 
perHCTpauOHHOM II0Ce CTDaHBI-HMOpTepa. anMCH IIO IIpOH3BOIICTBy, VIIAKOBKe H aHaIH3y IpOBepeHLI, H 
yCTaHOBJIeHO MX COoTBeTCTBHe Tpe6oBaHHM IIpaBun Hau1eKaureH npoH3BopcTBeHHO IpaKTK EBpa3icKoro 
KOHOMHHeCKOfO CO03a». 

[Remarks : The Product confirms to ND/ 'Conclusion : APPROVED I 

IIpteaue: [IponyT cooTBeTCTyeT Tpe6OBaHHM HJI 3auoee: O/IOPEHO 

Prepared by / Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/Authorized person/ 
Ilororoneo: , Ipoepemo: lponepeno (AOK): Ono6peo; O6ecnevere KaecTBa/OTBeTCTBeHHOe JIMIIO: 
Rnmakant� Pardeep Kumar Amit Kumar Sunil Kumar 

<M e l  ,-..-.,,,,, 

Date / g 8 - t f  [Date/ . - » .  Date / ' 4 - l e '  Date / 2&c8-«04 
[Iara: ) 0  ltara: Jara: 

q' 
Jlaa: 

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 


