
•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTvlcl>JilKA T AHAJII13A 

Product : Nise® (Nimesulide) tablets 100 mg 
Ilpo,1J.y1a: Hafb® (HHMecym-1.n) rn6neTKH, 100 Mr 

Market/ P1,rnoK Russia / Poccm, 

Batch No/ 
V2600611 

Batch Quantity / 50,00,000 tab I 
CepnH .N'!! PaJMep cepuu 50,00,000 Ta6 

Analytical Report No/ 
040003339987 

Date of Analysis / 
27.03.2026 

AuaJIHTU'lecKuii 0T'leT .N'!! .il:aTa auaJiuJa 
Date of Manufacture / 

03/2026 
Date of Expiry/ 

02/2029 
)];aTa np0U3B0.LJ:CTBa ro.11:eu .11:0 
Mfg. License No. / 

MA number:/ 
IlpoH3B0.LJ:CTBeHHaH : MNB/05/263 

HoMep PY 
: JITT-.N2(006398)-(Pf-RU) 

JIUQeH3UH .N'!! 
Analysis performed according to ND/ AuaJiuJ npoBe,i::i:eu no II)];: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepBH'IHOH ynaK0BKH YTBep)K.LJ:eHhI: 28.01.2025 
Artworks of secondary package approved: / MaKeThI BTopuquoii ynaK0BKH YTBep)K.LJ:eHhI: 24.07.2025 
PL approved: / JIB yTBepm,z:i:eu: 28.01.2025 

Page 1 of 7 / CTp. 1 uJ 7 
.N'!! Test I IloKaJaTeJih Result I PeJyJihTaThI Specification / HopMa 

1 Appearance / Orrucauue Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / Een1,1e with smooth surface. I Een1,1e C 
C )KeJITOBaTbIM OTTeHKOM Kpyrn1,Ie )KeJITOBaTbIM OTTeHKOM Kpyrn1,Ie 

,D,B051KOBhinYKJibie Ta6JieTKH C ,D,B051KOBbinYKJibie Ta6neTKH c rna,D,KOH 

rna,D,KOH TTOBepxHOCTblO. noBepXHOCTblO. 

2 Identification/ The retention time of the main peak in The retention time of the main peak in the 

3 

II,!J;eHTHcl>nKaquH 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 mam peak m the chromatogram of 
nimesulide reference standard nimesulide reference standard solution 

solution. I BpeM51 y,D,ep)KI,rnamrn (section Assay). / BpeM51 y,D,ep)KJ,rnamrn 
OCHOBHOro TTHKa Ha xpoMaTorpaMMe OCHOBHOfO TTHKa Ha xpoMaTorpaMMe 
HCTThlTyeMoro pacrnopa HCTThlTyeMoro pacrnopa ,D,OJI)KHO 

COOTBeTCTByeT BpeMeHH COOTBeTCTBOBaTb BpeMeHH y,D,ep)KHBaHH51 

y,D,ep)KHBaHH51 0CH0BH0ro TTHKa Ha OCHOBH0ro TTHKa Ha xpoMaTorpaMMe 
xpoMaTorpaMMe pacrnopa pacrnopa CTaH,D,apTHOro o6pa3I.J,a 
CTaH,D,apTHOro o6pa3I.1,a HHMecynH,D,a. HHMecyJIH,D,a (pa3,D,eJI «KOJIHl{eCTBeHHOe 

onpe.neneHHe»). 

Average weight and Complies / CoorneTcrnyeT 310 mg±5.0 % 
uniformity of weight/ 

18/20 tablets - not more than ± 5 % 

Remarks : The Product confirms to ND/ 
Il ttMe'laHtte: TI 0.[l KT COOTBeTCTB eT e60Bamu1M H).]; 

Conclusion : APPROVED / 
3aKJUO'leHue: O)lOliPEHO 

Prepared by/ Checked by / 
Tio.nroTOBJietto: i TipoBepetto: 
Pravesh Rana Pardeep Kumar 

I 
=-::: 

Date I Date I 
llarn: 22.07.2026 Darn: 22.07.2026 

Checked by (AQA) / 
TipoBepetto (AOK): Ajay 
Kumar Srivastava 

~ 
Date/ 

am: 22.07.2026 

Approved by: Quality Assurance/ Authorized person 
I O.no6petto: O6ecrreqem1e 
Ka'leCTBa!OTBeTCTBeHHOe JIHU,O: 

Date I 
aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 CERTIFICATE OF ANALYSIS 
CEPT11<I>11KA T AHAJil13A www drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpot1,y1n: Haib® (H11Mecy11Ht1,) rn611eTKH, 100 Mr 
Market/ PbIHOK Russia / PoccID! 

Batch No/ 
V2600611 

Batch Quantity/ 50,00,000 tab I 
CepnH .N'!! Pa1Mep cepuu 50,00,000 rn6 

Analytical Report No/ 
040003339987 

Date of Analysis / 
27.03.2026 

AuaJIHTH'lecKnii 0T'leT .N'!! ,LI:aTa auaJiu1a 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
,LI:aTa np0U3B0tl,CTBa rotJ,eHtJ,O 
Mfg. License No. / 

MA number:/ 
IIpou1BOt1,CTBeuuaH : MNB/05/263 

HoMep PY 
: JIIT-N2(006398)-(Pf-RU) 

JIHQeH3HH .N'!! 
Analysis performed according to ND/ Auanu111p0Bet1,eu no H,n:: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepBn'luoii ynaK0BKH YTBep,Kt1,eub1: 28.01.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKoBKH YTBep,Kt1,euL1: 24.07.2025 
PL approved: / JIB yrnep,KtJ,eu: 28.01.2025 

Cpet1,HHH Macca u 
0tl,H0p0t!,H0CTb MaCCbl 

310.7 mg/ 310,7 Mr 

Page 2 of 7 / CTp. 2 u1 7 
2/20 tablets - not more than± 10 %. / 

310 Mr± 5,0 % 

18/20 rn611eTOK - He 6011ee ± 5 % 

2/20 rn6neTOK - He 6011ee ± 10 %. 

4 Dissolution / 
PacTBopeuue 

Unit-I/ Ta611.-l 98 % Not less than 75 % (Q) of label claim of 
1---U-n-it--2-/_T_a_6_n ___ -

2
--+---

9
-

8
-o/c-

0
- -----1 CuH12N2OsS (nimesulide) in45 min./ He 

Mettee 75 % (Q) OT HOMHHaJlbHOf'O 
,-------------t-----------< 

Unit-3 / Ta6n.-3 98 % COJ:lep)KaHH51 CuH12N2OsS (tt11Mecy11HJ:l) 
1---U-m-. t_-4_/_T_a_6_11 __ --4--+---99_o/c_o _ ----J qepe3 45 MHH. 

Unit-5 / Ta6n.-5 99 % 

Unit-6 / Ta611.-6 98 % 

5 Water/ Bot1,a 

2.7% 

Not more than 6.0 %. I He 6011ee 6,0 %. 

Remarks : The Product confirms to ND/ 
Il HMC'-taHHe: Il 0,/l KT COOTBeTCTB eT e6osamu1M Hll 

Conclusion : APPROVED I 
3aKJHO'-leHHe: Ol(OliPEHO 

Prepared by/ Checked by/ 
Ilo)lroTOBJletto: i IlposepeHo: 
Pravesh Rana (J Pardeep Kumar 

=h-
Date/ Date I 
):lam: 22.07.2026 llarn: 22.07.2026 

Checked by (AQA) / 
Ilposepetto (AOK): Ajay 
Kumar Srivastava 

~ 
Date/ 
llarn: 22.07.2026 

Approved by: Quality Assurance/ Authorized person 
/ OAo6petto: O6ecneqemre 
Kaqecrna/OrneTCTBeHHoe mn.1,0: 

Date I 
llarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTvf<l>HKA T AH.AJ1l13A 

Viii. 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 
Ilpo,!1;y1n: Haib® (m!MecyJm,lJ;) Ta6JieTKH, 100 Mr 
Market/ P1,rnoK Russia / Poccm1 

Batch No/ V2600611 
Batch Quantity/ 50,00,000 tab I 

Cepun .N'!! Pa3Mep cepuu 50,00,000 rn6 
Analytical Report No/ 040003339987 

Date of Analysis / 27.03.2026 
AuaJIHTH'leCKHH OT<IeT .N'!! .[(aTa auaJiuJa 
Date of Manufacture / 03/2026 Date of Expiry / 02/2029 
.[(aTa npOH3BO)];CTBa ro)];eH ,!1;0 
Mfg. License No./ 

MA number:/ 
IlpouJBOJ:1:CTBeuuan : MNB/05/263 

HoMep PY 
: JHI-NQ(006398)-(Pf-RU) 

JIHQeH3HH .N'!! 

Analysis performed according to ND/ AuaJiu3 npoBe)];eu no H,ll;: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepBH'IHOH ynaKOBKH yrnep,K,!J,eHhl: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI Brnpuquou ynaKOBKH yTBep,K,!],eHhI: 24.07.2025 
PL annroved: / JIB yrnep,K,!],eu: 28.01.2025 

6 Related substances / PoJ:1:CTBeHHhie npuMecu 

Impurity A / IlpHMeCb A 
0.01 % Not more than 0.20%; I He 60J1ee 

0,20%; 

Impurity B / IlpHMeCb B 0.02 % 
Not more than 0.20%; I He 60J1ee 
0,20%; 

Impurity C / IlpHMecb C Not detected/ He 06Hapy)KeHa 
Not more than 0.20%; I He 60J1ee 
0,20%; 

Impurity D / IlpHMecb D Not detected/ He o6Hapy)KeHa 
Not more than 0.20 %; I He 60J1ee 
0,20%; 

Impurity E / IlpHMecb E Not detected/ He o6Hapy)KeHa 
Not more than 0.20%; I He 60J1ee 
0,20%; 

Impurity F / IlpHMeCb F Not detected/ He o6Hapy)KeHa 
Not more than 0.20%; I He 60J1ee 
0,20%; 

Individual unidentified 
Below LOQ (LOQ = 0.0143 %) I 

impurity I E,lJ;HHHqHaH Not more than 0.20 %; I He 60J1ee 
HeH,lJ;eHTH~HQHpOBaHHaH 

HH)Ke npe)];eJla KOJlHqecTBeHHOro 
0,20%; 

onpe)];eJieHHH (TTKO = 0,0143 %) 
npHMeCb 

Total impurities I CyMMa 
0.03 % Not more than 1.5 %; / He 60J1ee 1,5 %; 

npHMecew 

Remarks : The Product confirms to ND/ 
II HMeqaHne: TI on KT COOTBeTCTB er e60BaHm1M H.[{ 

Conclusion : APPROVED / 
3aiemoqeHne: O)lOliPEHO 

Prepared by / Checked by / 
IlonroroBneHo: j IlpoBepeHo: 
Pravesh Rana Pardeep Kumar 

," ~ 
Date/ Date/ 
.[{am: 22.07.2026 .[{am: 22.07.2026 

Checked by (AQA) / 
IlpoBepeHo (AOK): Ajay 
Kumar Srivastava 

~\ 
Date/ 
.[{am: 22.07.2026 

Approved by: Quality Assurance/ Authorized person 
I Ono6peHo: O6ecrreqeHne 
Ka'leCTBa!OTBeTCTBeHHOe mui;o: 

Date/ 
)].ara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTI1<l>HKA T AHAJl113A 
Product: Nise® (Nimesulide) tablets 100 mg 
llpo,a:yKT: Hath® (HHMecym1,1J,) rn6neTKH, 100 Mr 
Market/ PbIHOK Russia / Poccm, 

Batch No/ 
V2600611 

Batch Quantity/ 
CepHH .N'!! Pa1Mep cepHH 

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

Tel: +9198166 56001-02 
www.drreddys.com 

50,00,000 tab I 
50,00,000 Ta6 

Analytical Report No/ 
040003339987 

Date of Analysis / 
27.03.2026 

AuaJIHTHqecKHii oTqeT N2 J(aTa auaJIH3a 
Date of Manufacture / 

03/2026 
Date of Expiry/ 

02/2029 
,[(aTa IlPOH3B0,1],CTBa ro.a:eu ,a:o 
Mfg. License No./ 

MA number:/ 
llpoH3BO.ll:CTBeuuaH : MNB/05/263 

HoMep PY 
: JU1-N2(006398)-(Pr-RU) 

Jim.i;eH3HH N2 
Analysis performed according to ND/ AuaJIH3 npoBe,a:eu no H)];: Jlll-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepBHquoii ynaKOBKH yrnepm,rJ,eHhI: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI BTOpHquoii ynaKOBKH yTBepm,L1,em.1: 24.07.2025 
PL approved: / JIB yrnepm,rJ,eu: 28.01.2025 

7 Uniformity of dosage units 
I O,a:uopo,a:uocTh 

1.3 
.ll:03HpOBaHHH 

8 Microbiological purity*/ MHKpo6HoJiorHqecKaH qHcToTa* 

Total Aerobic Microbial 
Count I O611.1,ee qlfCJI0 
)Klf3Hecnoco6ttbIX 
a3po6Hb!X 
MHKpoopraHH3M0B 

Total Combined Yeast and 
moulds count I O611.1,ee 
qifCJI0 .rr.po)K)KeBblX H 

nnecHeBbIX rpH60B 

Escherichia Coli 

9 Assay/ KoJIHqecTBeuuoe 
onpe,a:eJieune 

Remarks : The Product confirms to ND/ 
n HMeqauue: II OA KT COOTBeTCTB eT 
Prepared by I Checked by I 
IIoArOTOBJieHo: £ IIposepetto: 
Pravesh Rana Pardeep Kumar 

1/ = ' c" Date/ Date/ 

NA 

NA 

NA 

98.2 mg I 98,2 Mr 

e6osattmi:M H,[( 

Checked by (AQA) I 
IIposepetto (AOK): Ajay 
Kumar Srivastava 

~ 
Date/ 

)],am: 22.07.2026 ,[(am: 22.07.2026 ,[(am: 22.07.2026 

Page 4 of7 / CTp. 4 01 7 
The Acceptance Value (AV) should be 
less than or equal to 15.0. / TioKa:mTeJib 
npHeMJieM0CTH (AV) P.0JI)KeH 6bnh He 
6onee 15,0. 

Not more than 103 CFU/g. / 
He 6onee 103 KOE/r. 

Not more than 102 CFU/g. / 
He 60J1ee 102 KOE/r. 

Shall be absent in 1 g. / 
OTCYTCTBHe B 1 r. 

90.0 to 110.0 mg of CuH12N2OsS 
(nimesulide) per tablet. / OT 90,0 P.O 

110,0 Mr C1.1I-foN2OsS (HHMecym1,1J,) 
B rn6neTKe. 

Conclusion : APPROVED / 
3aKmoqeuue: OllOliPEHO 
Approved by: Quality Assurance/ Authorized person 
/ OAo6peHo: O6ecrreqem1e 
Kaqecrna/OrneTCTBeHHOe JIHUO: 

Date/ 
,[(am: ~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH©HKAT AHAJH13A 

Viii. l(hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo.z.yKT: Hati3® (HHMecyJIHA) Ta6neTKH, 100 Mr 

Market/ PhrnOK Russia / Pocc1-rn: 

Batch No/ 
V2600611 

Batch Quantity/ 50,00,000 tab I 
CepnH .M! Pa3Mep cepuu 50,00,000 Ta6 

Analytical Report No / 
040003339987 

Date of Analysis / 
27.03 .2026 

AuaJIHTH'leCKHH OT'leT .N'!! ,[(aTa auaJIH3a 
Date of Manufacture / 

03/2026 
Date of Expiry/ 

02/2029 
)J.aTa DPOH3B0.Z.CTBa ro)].eH )].O 
Mfg. License No./ 

MA number:/ 
IlpOH3B0.Z.CTBeHHaH : MNB/05/263 

HoMep PY 
: JITT-N!!(006398)-(Pr -RU) 

JIHUeHJHH N!! 
Analysis performed according to ND/ AuaJIH3 npoBe.z.eu no II)];: JIII-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepBH'IHOii ynaKOBKH yrnepiK,!1,eH1,1: 28.01.2025 
Artworks of secondary package approved: / MaKeThl BTOPH'IHOH ynaKOBKH yTBepiK,!1,eHbI: 24.07.2025 
PL approved: / JIB yrnepiK,!),eu: 28.01.2025 

Pa_ge 5 of 7 / CTp. 5 HJ 7 
10 Packaging/ YnaKOBKa 10 tablets in a PVC/aluminium blister. 10 tablets in a PVC/aluminium blister. 1, 

2 blisters and a package leaflet in a 2, 3 or 10 blisters and a package leaflet in 
carton. I no 10 Ta6neTOK B a carton. I no 10 Ta6neTOK B 
nBX/amoMHHHeBOM 611HcTepe. no 2 nBX/amoMHHHeBoM 61mcTepe. no 1, 2, 
6JlHCTepa BMeCTe C JlHCTKOM- 3 HJlH 10 6J1HCTepoB BMeCTe c JlHCTKOM-

BKJla)].blllleM B na'-IKY KapTOHHyJO. BKJla)].hillleM B na'-IKY KapTOHHYJO. 

11 Labeling/ MapKupoBKa Complies I CoorneTcrnyeT In accordance with section 1.3 .2 of module 1 
of registration dossier I B coorneTCTB1111 c 
pa3,lleJioM 1.3.2 MO.UYJI51 1 perncrpau110Httoro 
,llOCbe. 

12 Storage/ Xpaueuue Protected from light, at temperature not higher than 25°C. / B 3a11H1mettHOM OT csem MecTe 
npH TeMrrepaType He BhIIUe 25 °C. 

13 Shelf-life (storage period) / 3 years. I 3 ro.ua. 
CpoK ro~uocn1 (xpaueuuH) 

* - 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./ 
* - AttaJIH3 no nOKa3aTeJ1JO «MHKp06HOJ10fH'-leCKa51 '-IHCTOTa» npOBO)].HTC51 npOH3B0)].HTeJleM npH BhmycKe 
nepHO)].H'-leCKH (c HHTepBMOM 0)].HO HCnhITaHHe Ha 20 cepHH HJlH He Mettee 1 pa3a Bro)].). noKa3aTeJlb MO:>KeT 6b1Tb He 
BKJlJO'-leH B CepTHqJHKaT attanma cpHpMbl. 

Remarks : The Product confirms to ND/ 
Il nMeqauue: IT o.u KT coorneTCTB eT T e6osaHIDIM Hll 
Prepared by I Checked by/ Checked by (AQA) / 

Pravesh Rana Pardeep Kumar Kumar Srivastava 
ITonroTOBJieHo: 1 flposepeHo: ITposepetto (AOK) : Ajay 

/ ~ --?n \ 
Date/ Date / Date/ 
.[lam: 22.07.2026 nam: 22.07.2026 narn: 22.07.2026 

Conclusion : APPROVED / 
3aKJ1JO'-leuue: O.l{OliPEHO 
Approved by: Quality Assurance/Authorized person 
/ O.uo6peHo: O6ecrreqett11e 
KatJecTsa/OTseTcTBeHuoe m1uo: 

Date/ 
.[lam: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tela ngana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : ma il@drreddys. com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH(J).HKAT AHAJU13A 

' 

Viii. 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 
Ilpo,uyKT: Haib® (HHMecym-1)],) rn6neTKH, 100 Mr 
Market/ PbIHOK Russia I Poccm1 

Batch No/ 
V2600611 

Batch Quantity/ 50,00,000 tab / 
CepnH .N'!! PaJMep cepuu 50,00,000 rn6 
Analytical Report No/ 

040003339987 
Date of Analysis / 

27.03.2026 
AuaJIHTH'lecKnii OT'leT .N'!! )];aTa auaJiuJa 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
,[J:aTa npOH3BO,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
Ilpou3eo,ucTeeuuaH : MNB/05/263 

HoMep PY 
: JITT-N2(006398)-(Pr-RU) 

JIHQeH3HH .N'!! 
Analysis performed according to ND/ AuaJiuJ npoee,ueu no H,IJ;: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepeuquoii ynaKOBKH yTeep~enh1: 28.01.2025 
Artworks of secondary package approved: / MaKeThI BTopuquoii ynaKOBKH yTeep~eub1: 24.07.2025 
PL approved: / JIB yrnep~eu: 28.01.2025 

Pa2e 6 of 7 / CTp. 6 HJ 7 
API name (INN)/ HanMenoeauue ACl>C (MHH): Nimesulide / HttMecynH)], 

API manufacturer batch number/ 
NMS/125121071, NMS/125121084 

HoMep cepuu nponJBO.UHTeJIH ACl>C: 
FP Manufacturer API Batch number/ 

FETA00005, FETA00007 
HoMep cepuu cy6cTaHQHH npOH3BO,UHTeJIH r JICI>: 

Aarti Drugs Limited, 
Plot No N-198, MIDC, Tarapur, Boisar, Tal-Palghar, Dist. 

API Manufactured by, address & country / Thane, 401506, Maharashtra state, India/ AapTH )];pan 
IlpouJeo,unTeJih ACl>C, a,upec u cTpaua: JlHMHTe)],, 

YqacToK N2 N-198, M.11.,[I;.K., Taparryp, Eottcap, Tan. 
TTanrxap, ,[I;HcT. Txatte, 401506, rIITaT MaxapawTpa, 11H)],H51 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, 
Name, address, authorization No for FP Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205, 
manufacturing site / Control site / Release site / India (license No MNB/05/263) / 
HanMenoeauue, a,upec, JIHQeHJHH ,UJIH ,[I;-p Pe)],)],H'c Jla6opaTOpHC JlT)],., 11H)],H51, 
IlponJBO.UCTBenuaH IlJIOIQa,uKa / IlJioIQa,uKa TTpoHJBO)],CTBeHHoe rro)],paJ)],eneHHe-6, Bttnn. Kxonh, 
KOHTpOJIH Ka'leCTBa / IlJIOIQa,uica BhrnycKa Hanarapx Poy)],, Ea)],)],H, ,D;wcTpHKT ConaH, x.n., 173205, 

11H)],H51 (nmi;eH3H51 N2 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/02329-2025 dt. 

Remarks : The Product confirms to ND/ 
Il HMe'l3HUe: fl O KT COOTBeTCTBVeT e6osaHU51M H,[{ 

Conclusion : APPROVED / 
3aKJIIO'leuue: OlIOliPEHO 

Prepared by I Checked by I 
TTo.nroTOBJieuo: 1 Ilposepeuo: 
Pravesh Rana Pardeep Kumar 

J-v 
Date I Date/ 
.[lam: 22.07.2026 ,[{am: 22.07.2026 

Checked by (AQA) I 
Ilposepeuo (AOK): Ajay 
Kumar Srivastava 

* Date/ 
}].am: 22.07.2026 

Approved by: Quality Assurance/ Authorized person 
/ O.no6peuo: O6ecneqem1e 
KaqecTBalOTBeTCTBeHHOe JIHUO: 

Date I 
)J;aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTI1<PI1KA T AHAJU13A 

Viii. 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 

Ilpo.[\y1n: Haifa® (tt11Mecym1.L1) rn6JieTKl1, 100 Mr 

Market/ PbIHOK Russia / Poccmr 

Batch No I 
V2600611 

Batch Quantity / 50,00,000 tab/ 

CepnH .M! Pa3Mep cepuu 50,00,000 Ta6 

Analytical Report No I 
040003339987 

Date of Analysis / 
27.03.2026 

AuaJIHTH'lecKuii: OT'leT .N'!! ,ll.aTa auaJin3a 
Date of Manufacture / 

03/2026 
Date of Expiry/ 

02/2029 
)l_aTa npOH3B0.[\CTBa ro.[\eH .[\O 
Mfg. License No./ 

MA number:/ 
IlpouJBO.L\CTBeuuaH : MNB/05/263 HoMep PY 

: JIIT-N2(006398)-(Pf-RU) 

JIUQeH3HH .N°!! 
Analysis performed according to ND/ AuaJiu3 npoBe.[\eu no 11,ll_: JIII-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbl nepBn'luoii: ynaKOBKH yrnep)K)];eHhI: 28.01.2025 
Artworks of secondary package approved:/ MaKeThl BTOpuquoii: ynaKOBKH YTBep)K)];eHhl: 24.07.2025 
PL approved: / JIB yrnep)K)];eu: 28.01.2025 

Page 7 of7 / CTp. 7 03 7 
September 19, 2025) 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». 

3aKJIIO'leuue O COOTBeTCTBUU: «HacTOHW:11M H ITO.[\TBep)K)],alO, 'ITO rrp11Be.[\eHHaH Bb!llle 11HCpOpMaUHH HBJIHeTCH 

.L\OCTOBepttoM 11 TOIIHOM. 3rn cep11H rrpo.L1yKu1111 rrpomBe.[\eHa (BKJIIOIIaH yrraKOBKY (MapK11posKy) 11 KOHTpOJib Ka1IecTBa) 

Ha BblllieyKa.3aHHOH rrp0113B0.[\CTBeHHOM 'ITJIOW:a.[\Ke (ITJIOIJ..(a.[\Kax) B ITOJIHOM COOTBeTCTBl111 C Tpe6oBaHl1HMl1 ITpaBl1JI 

Ha.[\Jie)Kaw:ei1: rrpoH3BO.L\CTBeHHOM rrpaKTl1KH Espa.311i1:cKoro 3KOHOM111IecKoro co103a (N2 GMP/EAEU/RU/02329-2025 
OT 19 cettrn6pH 2025 r.) 11 Tpe6oBaHHHMH KOHTpOJIH Ka1IeCTBa JieKapcTBeHHblX cpe,L\CTB, a TaK)Ke B COOTBeTCTBHH co 

crreumpHKaUHHMH, CO,L\ep)Kall.(HMHCH B per11cTpau110HHOM .[\OCbe CTpaHbl-HMITOpTepa. 3arrHCH ITO rrpOH3B0.[\CTBY, 
yrraKOBKe H aHaJIH3Y rrposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe TPe6osaHHHM ITpaBHJI Ha.[\Jie)Kaw:ei1: 

rrpOH3B0.[\CTBeHHOM rrpaKTHKH EBpa.3HHCKOro 3KOHOMH1IeCKOro COI03a». 

Remarks : The Product confirms to ND/ 
II UMeqam,1e: fl O,L\ KT COOTBeTCTB eT e6oBamurM Hll 

Conclusion : APPROVED I 
3aKmoqeHne: OllOliPEHO 

Prepared by / Checked by/ 
Tio.nroTOBJietto: i TipoBepetto: 
Pravesh Rana Pardeep Kumar 

=f 
Date I Date/ 
llarn: 22.07.2026 llarn: 22.07.2026 

Checked by (AQA) / 
TipoBepetto (AOK): Ajay 
Kumar Srivastava 

~ 
Date/ 
llarn: 22.07.2026 

Approved by: Quality Assurance/ Authorized person 
I O.no6petto: O6ecrre1Iett11e 
Ka1Iecrna/OrneTCTBeHHOe JIHU0: 

Date/ 
]lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 




