
•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
UpOJlyh-r-: 1-laih® A KT~1ereJ1b (H11Mecyntt,11,) reJih ,11,J111 ttapy)lrnoro rrpttMeHeHHJI, 1 % 

Market/ P1,moK : Russia / PoccHJI 

Batch No./ 
: V260380 

Batch Quantity/ 
CepHH N2 PaJMep cepttH 
Analytical Report No./ 

: 040003411827 
Date of Analysis / 

AnaJIHTH'-feCKHfi 0T'-feT N2 )],aTa anaJittJa 
Date of Manufacture / 

05/2026 
Date of Expiry/ 

)],aTa UP0HJB0,11,CTBa 
: 

ro)leH )10 

Mfg. License No./ 
fl p0H3B0)lCTBeH HaH : MNB/05/263 MA number: / HoMep PY 
Jittu,enJHH N2 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tei: +9198166 56001-02 
w1,vw.drreddys.com 

23416.000 units I 
: 

23416.000 e,11,HHHIJ. 

: 30.05.2026 

: 04/2028 

: JU1-N!!(001336)-(Pf-RU) 

Analysis performed according ND / AnaJIHJ npose)len rro H)],: JITT-N2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKen, nepBH'-fHOH ynaK0BKH yTsepiK)].en1,1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTOpH'-fHOH ynaK0BKH yTsep,i.J1en1,1: 25.10.2022 
PIL approved:/ 11MTT yrnepiK)],en: 25.10.2022 
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No/ 
Test/ IloKaJaTeJib Result/ PeJyJihTaT Specification / HopMa 

.N'!! 

1. Description / Onucauue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to 
yellow gel with characteristic odor pale-yellow gel with characteristic odor I 
/ O,n:ttopo,n:HhIH np03pa11HhIH re11h O,n:ttopo,n:HhIH np03paY:HhIH reJih OT 
611e,11,HO-)KeJ1TOfO u.seTa C 6ecu_BeTHOfO ,11,0 611e,n:HO-)KeJ1TOfO U,BeTa 

xapaKTepHbIM 3anaXOM c xapaKTeptthIM 3anaxoM 

2. Identification / ~euTucj>uKan;uH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJIIO'-fentte: O)1.OliPEHO fl HMe•-IaHHe: [1 

Prepared by/ 
TTonrornsJietto: 
Y ogesh Chau ha 

Date/ 
,[(am: 30.05.2026 

on KT C00TBeTCTB eT T e6oBaHHJIM H)]. 
Checked by/ Checked by (AQA) / 
TTposepe1-10: Pravesh TTposepetto (AOK): Ajay 
Rana i Kumar Sriva tava 

Date/ Date/ 
,[(am: 30.05.2026 ,[(am: 30.05.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,n:06pe1-10: O6ecrreT.J:em1e 
KaT.J:ecrna/OrneTCTBettttoe m1uo: 

Date I 
)].am: 

911v JHJ I 

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.corn 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <I> l:IKAT AHAJill3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
TipoJJ.yirr: Haib® AKn-mreJih (H11Mecvm-1JJ,) reJib .n;m1 Hapy)KH0ro np11MeHeH11.ll, 1 % 

Market/ Pbrnoic : Russia / Pocc11.ll 

Batch No./ 
: V260380 

Batch Quantity / 
CePHH .N'!! PaJMep cepuu 
Analytical Report No./ 

: 040003411827 
Date of Analysis/ 

Anan11T11'lecic11ii OT'leT .N'!! ,[(aTa auanuJa 
Date of Manufacture/ 

: 05/2026 
Date of Expiry/ 

.llaTa npOH3B0JJ,CTBa roJJ,eH JJ,O 
Mfg. License No./ 

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

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

23416.000 units/ 
: 

23416.000 emrnmi: 

: 30.05 .2026 

: 04/2028 

TipOH3BOJJ,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : Jlfl-N2(001336)-(Pf-RU) 
J1HU,eH3HSI .N'!! 
Analysis performed according ND/ AHan113 npose)J,eH no H.ll: JITI-.N'!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaiceTbl nepBH'IHOH ynaKOBKH yTsepmJJ.eHbl: 25.10.2022 
Artworks of secondary package approved:/ MateeTbI BTOpH'IHOii ynaicoBKH yTsepm:JJ.eHbI: 25.10.2022 
PIL aonroved: / MMTI yTBep,f(J,leH: 25.10.2022 
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HPLC / B3)KX The retention time of the main peak 
in the chromatogram of test solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of nimesulide reference standard 
solution. I BpeM.ll y.D.ep:>I<HBaHH.ll 

The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). I BpeM.ll y.D.ep)KHBaHH.ll 
OCHOBHOro TTHKa Ha xpoMaTorpaMMe OCHOBHOro TTHKa Ha 

xpoMaTorpaMMe 11cnh1TyeMoro 
pacTBopa COOTBeTCTByeT BpeMeHH 
y.D.ep)KHBaHH.ll OCHOBHOro TTHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaH,D.apTHOfO o6pa3Qa 
HHMecyJIH,LJ.a, 

HCTThITyeMoro pacTBopa .UOJI)KHO 
COOTBeTCTBOBaTh BpeMeHH 
y.D.ep)KHBaHH.ll OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe pacTBOpa 
CTaH)],apTHOrO o6pa3Qa HHMecyJIH)],a 
(pa1.uen «Kon111-1ecTBeHHoe 
onpe.D,eneHHe»). 

UV spectrophotometry I Y([J­
cneKmporpomoMempufl. 

UV absorption spectrum of the test 
solution has absorption maximum at 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. I Y<l>-cneKTp 
nornomemrn 11cnh1ryeMoro pacTBopa 
)].OJI)KeH HMeTh MaKCHMYM norJIOl.l{eHH.ll 
npH 397±5 HM. 

397±5 nm. I Y<l>-cneKTp 
nornomettm1 11cnh1TyeMoro 
pacTBOpa HMeeT MaKCHMYM 
nornomett11J1 np11 397±5 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJ1to'len11e: O,[(OliPEHO TI HMe'lanue: fl 

Prepared by I 
flo.QroTOBJieHo : 
Yogesh Chauhan 

Date I 
)lam: 30.05.2026 

OJ), KT COOTBeTCTB eT e6oaaHID!M H,U 
Checked by/ 
flpoaepeuo: Pravesh 

1/' Rana { 

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

+'n 

Approved by: Quality Assurance/ Authorized 
person / OJJ.o6peHo: O6ecneqem,1e 
Ka'!eCTBa/OTBeTCTBeHHOe JIHU.O: 

.CU Iv fJAJ/ 
D~/ D~/ D~/ 
,Uarn: 30.05.2026 ,[(am: 30.05.2026 ,Uarn: 

Registered Office : 8· 2-337, Road No. 3, Banj~ra Hills, Hyderabad - 500034. Telangana, India 
Tel: +91 40 4900 2900, Fax: +91404900 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 <l>HKA T AHA.JIH3A 

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

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

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
flr>OJ.lYKT: Hai:i3® AKTHBreJib (HHMecym1.n) reJib .nm1 Hapy)l(HOfO rrpHMeHeHH51, 1 % 

Market/ PbIHOK : Russia / Pocc1151 

Batch No./ 
: V260380 

Batch Quantity/ 23416.000 units/ 
Cepusi .N'!! Pa1Mep cepuu 

: 
23416.000 e,nHHHU. 

Analytical Report No./ 
: 040003411827 

Date of Analysis/ 
: 30.05.2026 

AHaJlHTHlleCKHH OTlleT .N'!! ,ll,aTa attaJ1u1a 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 

,ll,aTa DPOHJBO.!l_CTBa roJ.leH J.lO 
: 

Mfg. License No./ 
IlpoHJBO/.lCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITI-N2(001336)-(Pf-RU) 
JlHU.eHJHSI .N'!! 
Analysis performed according ND/ AHaJJuJ npoBeJ.leH no H,ll,: JIIl-.N'!!(001336)-(Pf-RU)-090625 
Artworks of primary package approved: / MaKeThl nepBHllHOH ynaKOBKH yTsep,imeHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTopnllHOH ynaKOBKH yrBep,KJJ.eHbI: 25.10.2022 
PIL approved: /UMil VTBeD,KJJ.eH: 25.10.2022 

3. Weight of package contents/ 50 g I 50 r 
Macca co,!1;ep,imMoro 
ynaKOBKH 

4. pH 3.21 

5. Viscosity / BHJKOCTh 967.1 centipoise / 
967,1 caHTHITYaJ 

6. Impurities / IlpnMecn 

l. Impurity C / 
Tip11Mech C Not detected/ He o6ttapy)Ketta 

ii. Impurity D / Not detected I He o6ttapy)Ketta 
TipHMeCb D 

.. . 
Any other impurity / 0.07% 111. 

J1106a51 Apyra51 npHMeCh 

lV. Total impurities/ 0.1 % 
CyMMa rrp11Mece11 

Remarks : The Product confirms to ND/ 
n HMellaHue: IT o.n KT C0OTBeTCTB eT T e6oBaHIDIM H 
Prepared by I 
ITo.nroTOBJieH0: 
Y ogesh Chauha 

Date/ 
)lam: 30.05.2026 

Checked by I Checked by (AQA) I 
ITpoaepeHo: Pravesh TipoBepeHo (AOK): Ajay 
Rana 1 Kumar Sriva tava 

Date I Date I 
.U.arn: 30.05.2026 )lam: 30.05.2026 
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According to Rus. Ph. I B coorneTCTBHH 
C Tpe6oBaHH51MH r<I> P<I> 

2.5 to 4.5 I OT 2,5 AO 4,5 

400 to 1,200 centipoise / 
OT 400 AO 1200 cattrnnya1 

Not more than 0.50 % I 
He 6oJiee 0,50 % 

Not more than 0.50 % I 
He 6oJiee 0,50 % 

Not more than 0.50 % / 
He 6oJiee 0,50 % 

Not more than 1.50 % I 
He 6oJiee 1,50 % 

Conclusion : APPROVED / 
3aKJ110llettue: O,ll,O.6PEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.no6petto: O6ecrre1.Jem:1e 
Ka'-!ecrna/OrneTCTBeHHOe JIHl(O: 

Date/ 
,llarn: 

&/l VA >JI 

Registered Office: 8-2-337, Road No_ 3, Banjara Hill s, Hyderabad - 500034. Telangana, In 1 

Tel: +91404900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH~MKATAHAJIH3A 

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

Tel : +91 98166 56001-02 
1Nww.drreddys.com 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
IlPO.llVKT: Halh® AKTHBreJib (HHMeCYJIH,ll) reJib JJ.JIH Hapy)l(HOro ITPHMeHeHHH, 1 % 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V260380 

Batch Quantity/ 23416.000 units/ 
Cepusi .N'2 Pa3Mep cepuu 

: 
23416.000 eJJ.HHHU 

Analytical Report No. / 
: 040003411827 

Date of Analysis / 
: 30.05.2026 

AHaJlHTH'feCKHH OT'feT .N'2 )].aTa aHaJ1u1a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
04/2028 

)J.aTa np0H3B0,llCTBa ro)],eH )),0 
: 

Mfg. License No./ 
IlpOH3B0,!lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
JlUUeH3HH .N'2 
Analysis performed according ND/ AHaJIH3 npoBe,!leH no H)].: JIO-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'fHOH ynaK0BKH yTsep)K)leHbI: 25.10.2022 
Artworks of secondary package approved:/ MaKeTbl BTOpH'fHOH ynaK0BKH yTsep)K)leHb1: 25.10.2022 
PIL approved: / HMO YTBep)K)leH: 25.10.2022 

7. Microbial purity*/ MuKpo6noJ1ornqecKaH 'IHCTOTa* 

1. Total Aerobic Microbial Count/ Less than 10 CFU/g / 
O6mee lfHCJIO a3po6ttb!X MHKpO- Mettee 10 KOE/r 
oprattH3MOB 

ii. Total Combined Yeast and Less than 10 CFU/g / 
mould count / O6mee 'fHCJio Mettee 10 KOE/r 
,upo)l{)KeBbIX H TIJiectteBb[X 
rpH60B 

... 
Pseudomonas aeruginosa Absent in 1 g / 111. 

OTcyrcTByeT B 1 r 

lV. Staphylococcus aureus Absent in 1 g / 
OTcyrcTByeT B 1 r 

8. Assay / KoJinqecTBeuuoe onpeL1.eJ1euue 

Nimesulide / 9.7 mg I 9.7 Mr 
H11Mecy1111,u (96.7 %) 

Remarks : The Product confirms to ND/ 
n HMe'laHue: IT 0.11. KT CO0TBeTCTB eT T e6oBaHHHM H)l. 
Prepared by / 
flo.D,rOTOBJleHo : 
Y ogesh Chauhan 

Date I 
)].am: 30.05.2026 

Checked by/ Checked by (AQA) / 
IlpoBepetto: Pravesh flposepetto (AOK): Ajay 

Rana i Kumar Sriv~ v~ 

Date I Date I 
)].am: 30.05.2026 )].am: 30.05.2026 
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Not more than 102 CFU/g / 
He 6oJiee 102 KOE/r 

Not more than 101 CFU/g 
He 6oJ1ee 101 KOE/r 

Should absent in 1 g / 
OTcyrcTBHe B 1 r 

Should absent in 1 g / 
OTcyrcTBHe B 1 r 

9.0 mg to 11.0 mg of C13H12N2OsS 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel I 

OT 9,0 Mr ,uo 11,0 Mr C13H12N2OsS 
(ttHMecyJIH,U) (OT 90,0 % ,no 110,0 % OT 
tt0MHttaJibHOro co,uep)Kamrn) B 1 r rem, 

Conclusion : APPROVED I 
3aKJitO'leHue: O)1.OliPEHO 
Approved by: Quality Assurance/ Authorized 
person / O,!lo6petto: O6ecrre1.JeHHe 
Kal.JeCTBa/OrneTCTBeHHOe JIHUO: 

Date I 
)].am: 

sn1VA~I 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <l>HKAT AHA.JIJI3A 

Product: Nise® Activgel (nimesulide) gel for external use, I % 
npoJlYKT: Haib® AKTHBreJib (m1MeCYJ11~Jl) reJib .um, ttaPY)KH0r0 npwMeHeHHJI, 1 % 

Market / PhIHOK : Russia / Poccm1 

Batch No./ 
: V260380 

Batch Quantity / 
Cep1rn .N'!! Pa3Mep ccp1111 

Analytical Report No./ 
: 040003411827 

Date of Analysis/ 
AHaJIHTH'Iec1rnu OT'IeT .N'!! )].aTa anaJIH3a 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
)].aTa np0IIJB0JlCTBa 

: 
ro,!J.eH ,!J.O 

Mfg. License No. / 

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

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

23416.000 units/ 
: 

23416.000 eJlHHHU 

: 30.05.2026 

: 04/2028 

IlpOH3B0,UCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-.N!!(001336)-(Pf-RU) 
JIIIUeHJIISJ .N'!! 
Analysis performed according ND/ AnaJIH3 npoBeJJ.eH no H)].: JIIl-X!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaKeTbl nepBH'IHoii ynaKOBKH yTBep,KJJ.eHb1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKoBKH yTBep:iKAeHb1: 25.10.2022 
PIL aooroved: / HMil YTBep,KJJ.en: 25.10.2022 

9. Dimethyl sulfoxide / 
,li;HMeTHJICY JlhcJ,OKCHtl; 

10. Package/ YnaKoBKa 

11 Labeling / MapKnpoBKa 

100.2 % 

50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / ITo 
50 r B Ty6y H3 JlaMHlrnpoBaH.HOro 
aJllOMMlil•UI, CHa6>KeHHY10 

MeM6paHOH .CJ.JUI KOHTpOml nepaoro 
BCKpblTl1st. Ka)l(JJ.yl:O ry6y BMeCTe c 

HHCTPYKU.tteti no MeJJ,HU.HHCKOMY 

npttMeHeHHIO TIOMelll,aIOT B na4KY 

KapT0HH)'lO. 

Complies I CooTBeTCTnyeT 
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90% to 110% of C2H6OS ( dimethyl 
sulfoxide) of label claim / 

OT 90 % .D,O 110 % C2H6OS 
(AHMen1JJCYJ1bq>OKCH,/J,) OT 

HOMHHa.r:IbHOrO CO)],ep)KaHl1JI 

20 g, 50 g or 100 g in a laminated 
aluminum tube equipped with tamper­
evident membrane. Each tube and a 
patient information leaflet in a carton. / 
Ilo 20 r, 50 r mm 100 r B Ty6y 113 

JiaMHHttponaHHOro aJIIOMHHH.s!, 

CHa6>KeHH)'lO MeM6paHOH ,D.Jl.s! KOHTpOJJ.s! 

rrepsoro BCKpbITH.s!. Ka)K)],yro Ty6y 

BMecTe c 11ttcTpyKQtteu no 

Me.D,HU.HHCKOMY npttMeHeHHIO 

ITOMelll,aIOT B rra4KY KapTOHH)'lO. 

In accordance with the approved artwork 
(see Section 1.3.2 of Module 1 ofDMF). 
I B cooTBeTCTBHH c yrnep)K.ll,eHHbIM 

MaKeTOM (cM. pa.3)].eJI 1.3.2 M0.IJ.YJI.s! 1 
perttCTpaU.HOHHOrO )],OChe). 

Remarks : The Product confirms to ND/ 
fl lll\1C'I3Hlle: n O.D. KT COOTBCTCTB eT T e6oeaHJUIM H,U 

Conclusion : APPROVED I 
3aKJIIO'Ienne: O.ZlO.6PEHO 

Prepared by/ Checked by/ Checked by (AQA) I Approved by: Quality A surance/ Authorized 
person/ O.uo6petto: O6ecnetJ.eH11e 
Ka'l.ecrna/OrneTCTBeHHOe JIHU0'. 

flo.nroTOBJJeHO~µj' TTpoaepetto: Pravesh TipoBepeHo (AOK): Ajay 

Yogesh Chauh; Rana J Kum,rr Sri~ \ s1n ~ A>J, 
Date/ 
narn: 30.05 .2026 

Date/ Date/ Date / 
,UaTa: 30.05.2026 ,UaTa: 30.05.2026 narn: 

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

CIN: l85195AP1984PLC004507 
www.drreddys.corn 



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

CERTIFICATE OF ANALY IS 
CEPTH<l>HKA T ABAJilBA 

Viii. Khol, Nalagarh Road, Baddi, 
Dist t. Solan, H.P., 173 205, !NOIA 

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

Product: Nise® Activgel (nime ujjde) gel for external use, I % 
DpoJtyKT: Haj:i3® AKnrnrenh (HM MecymsJJ.) renh JJ)J JI napy)lrnoro npwMe1-1emrn, 1 % 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
: V260380 

Batch Quantity / 23416.000 units/ 
ICcp11si Jf!! PaJMep cep1m 

: 
23416.000 eJ.JJIH11U 

Analytical Report No./ 
: 040003411827 

Date of Analysis / 
: 30.05.2026 

A1-1aJH1TH'leCKHH OT'leT .N'!! ,llaTa aHaJJH3a 

Date of Manufacture / 
: 05/2026 

Date of Expiry I 
04/2028 

,llaT& np0IIJBO)lCTBa ro}leH JlO 
: 

Mfg. License No./ 
IlpoH3B0JlCTBCHHaSI : MNB/05/263 MA number: / HoMep PY : JITT-N!!(001336)-(Pf-RU) 
JI 1-Jl-lCHJHSI .N'!! 
Analysis performed according ND I AHaJJHJ nposeJteH no H,ll: JIIl-.N'!!(00I336)-(Pf-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBU'IHOH ynaKoBKU yTsepm,ueHbl! 25.10.2022 
Artworks of secondary package approved: / MaiceTbl BTOpH'IHOH ynaKOBKH yTsepiKJteHbI: 25.10.2022 
PIL anoroved: / MMil y rsepiK,Jlc11: 25.10.2022 
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12 Storage / Xpaueune Store below 25 °C. Do not freeze. I TTpH TeMnepaType He BhIUJe 25 °C. He 
3aMopm1rnBaTb. 

13 Shelf-life (storage period) / 2 years./ 2 ro,!J.a. 
CpoK ro,!J;HOCTH (xpaueunn) 

*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJlh MomeT OTCYTCTBOBaTh B cepTncl>nKaTe auaJJH3a npoH3BO,!J;HTeJIH. IlpOH3B0,!J;HTeJlh 
rapauTnpyeT KaqecTBO npenapaTa no JTHM noKa3aTeJJHM. 

API name (INN)/ HanMeuosaune A<I>C 
Nimesulide / H11Mecym1.D, 

(MHH): 
API manufacturer batch number / NMS/126020159 
HoMep cepnu npomsoi.nTeJJH A<I>C: 
FP Manufacturer API Batch number/ 
HoMep cepnn cy6cTaHI.(HH npoH3BO,!J;HTeJIH FETA00129 
r JI<I>: 

Aarti Drugs Ltd., Plot No N-198 MIDC, Tarapur, Boisar, Tal. 
API Manufactured by, address & country/ Palghar, Dist. Thane, 401506, Maharashtra State, India/ 
Ilpou3BOAJITCJ1h A<I>C, a,!l;pec n CTpaua: AapTH )],pare JlT,!J.., YtJacTOK N~ N-198, MIDC, Tapanyp, O011cap, 

Tan. HaJJr xap, ,l],H.CTPH.KT TxaHe 401506, MaxapaiUTpa, MHA H.!I 

Remarks : The Product confirms to ND/ 
n HMC'l3HHe: n O.ll KT COOTBeTCTB eT T e6oeaHHJIM HJ:{ 

Conclusion : APPROVED/ 
3aKJJIO'leHue: 0)l.06PEHO 

Prepared by / 
TTo.urornsneHo: 
Yogesh Chauha 

Date I 
llaTa: 30.05.2026 

Checked by/ Checked by (AQA) / 
TTposepeHo: Pravesh TTposepeHo (AOK): Ajay 

Rana i Kumar Sriv~ \ 

Date I Date I 
.Jl.arn: 30.05.2026 .Jl.aTa: 30.05.2026 

Approved by: Quality Assurance/ Auti10rized 
person / O.uo6peHo: O6ecne<1eH11e 
KaqecTsa/OrneTcTeeHHoe n11 uo: 

Date I 
L(aTa: 

..S:LIIV A>J ' 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Te langana, India 
Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys. com 

CIN: L85195AP1984PLC004507 
www. d rreddys.corn 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Viii. Kho\, Na\agarh Road, Baddi, 
Di~;tt. Solan, H.P., 173 205, INDIA 

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

Product: Nise® Activgel (nimesuJide) gel for external use, I % 
DPOD.YITT: Haih® AKnrnreJih (HHMecym1D.) renb ,D,m1 1-1apy>1rn.oro npHMeHeHH.ll , 1 % 

Market/ PbIHOK : Russia I Poccm, 

Batch No./ 
: V260380 

Batch Quantity/ 23416.000 units/ 
Cepnn .N'!! Pa3Mep cep11u : 

23416.000 eJJ,HHl11..l 
Analytical Report No./ 

: 040003411827 
Date of Analysis / 

30.05.2026 
AHaJIUTll'-IC-Ctrni-1 OT'-ICT .N'!! .lf.aTa auaJJma 

: 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
04/2028 D.aTa npo11JBOD.CTB8 foD.eH l).O 

: 

Mfg. License No./ 
IlpoUJBOl).CTBCHHaH : MNB/05/263 MA number: / HoMep PY : nn-N!!(001336)-(Pf-RU) 
JlHUeHJUSI .N'!! 
Analysi performed according ND I AHam13 npoee11eu no HD.: JITI-.N'2(001336)-(Pf-RU)-090625 
Artworks of primary package approved: / MaKCThl nepsn'fHOfi ynaKOBKII yTsep)K.11,em,1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbt BTOpll'fHOfi ynaKOBKu yrnep)KD.eHb1: 25.10.2022 
PIL aooroved: / 11MTI yrnep)Kl).eu: 25.10.2022 

ame, address, authorization No for FP 
manufacturing site / Control site / Release site 
I 
HaHMCBOBauue, aD.pec, JlH~CHJHSI ll.JlSI 

Ilp0113BOJJ.CTBCHHaH DJlO~aD.Ka / 

Page 7 of 7 / CTp. 7 HJ 7 

Dr. Reddy's Laboratories Ltd. , Formulation Unit-6, Vill. Khol, 
Nalagarh Road, Baddi, Distt. Solan H.P. 173205 India (license No 

MNB/05/263) I 
)].-p Pe,DJJ,H c Jla6oparnp11c JlT)].., TTpoH3BO)].CTBettttoe 

no)].pa3)].eJieHHe-6 Bmrna)].)K Kxonb, Ha.11arapx PoyA, EaMH, ConaH 
,lJ;HCTpHKT, x.n. 173205, HHJlHS! (J1HueH3H.SI N!! MNB/05/263) 

Declaration of certification: «I hereby ce1tify that the above infonnation is authentic and accurate. Thi 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. September I 9, 2025) and requirements to the medicinal quality and with the specifications in the 
Marketing Authorization dossier of the impo1ting coW1try. Production, packaging and testing records are verified 
and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». 
3aKmoqeHne O COOTBeTCTBHll: <<HacTOfillJ.}iM ~ no.aTBep)l()J.alO, 9TO npH.Be)l.eHHaJI Bblllle m-tcpopMa.UIDI 5IBmieTC~ 

.l{OCTonepHOH H TOqHOH. 3m cep1u1. npo.ayKI..UHf rrpOF13Be)leHa (BKJllOl.ffi.sI ynaKOBKy (MapKHpOBKY) H KOHTpOno 

Kaqecrna) Ha BblllleyKa3filiHOH npOM3BO.UCTBel-IHOli n n orua,nKe (nnoma.n1<ax) B DOJIHOM COOTBeTCTBIIH C 

Tpe6onamrnMR ITpamrn Ha)lJie)Kame.11 npOH3B0)lCTBeHHOM npaKTH.KH E Bpa3H.MCKOfO 3KOHOMI,fqeCKOr o COI03a (NQ 
GMP/EAEU/RU/02329-2025 OT 19 ceHT.srop.sr 2025 r .) M Tpe6osamrnMR KOHTpo11.sr Ka'ieCTBa neKapcrneHHr:.rx 
cpe.ncTB, a TaK)l(e B COOTBeTCTBlUI. co crre4ttcpH.1<aUI1.sIMH, co.zrep)}(a[UHMHC~ B penICTpaU,HOHHOM )lOC&e CTpaHbI­

HMnopTepa. 3anHCl1 no np0113B0.UCTBy, yrraKOBKe Ff aHaJI03Y nponepeHbt, H ycTaHOBJieHO HX COOTBeTCTBHe 

Tpe6ona,m5™ ITpaBHJI Ha)J.Jie)lcamei1. npOH3B0.1ICTBeHHOH" npa1<nnrn E npa3Hli.CK0f0 3KOROMR9.eCKoro COl03a». 

Remarks : The Product confirms to ND/ 
11 11Me'f3Hue: n OD. KT coorneTCTB eT T e6oeaHl1HM H)l 
Prepared by/ Checked by/ Checked by (AQA) / 
Tio.D.rornsneHo: TTpoaepeHo: Pravesh nposepeHo (AOK): Ajay 
Yogesh Chauha Rana i Kumar riv~ a 

Date/ Date/ Date I 
}laTa: 30.05.2026 }laTa: 30.05.2026 )lam: 30.05.2026 

Conclusion : APPROVED / 
3a1rnto'-leuue: O.lf.OliPEHO 
Approved by: Quality Assurance/ Authorized 
person / O.D.o6peHo: O6ecneqem1e 

KaYecrna/OrneTcT~~'fJ /J'JJ,T 

Date/ 
Aa-ra: 

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 


