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

CEPTH~HKATAHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IlpoL1.yKT: Haih® AKTHBrenh (HHMecynHLI.) renb .n:m1 Hapy)l<HOro npHMeHeHmI, 1 %, 50 r 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V260452 

Batch Quantity/ 
CepHH .N'2 PaJMep cepuu 

Analytical Report No. I 
: 040003472641 

Date of Analysis/ 
AHaJlHTHqecKHH oTqeT .N'2 ,n:aTa aHaJ1uJa 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
)],aTa npOHJBOLl,CTBa 

: 
roLl,eH Ll,0 

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 

23247.000 units/ 
: 

23247.000 e)lHHIH.( 

: 28.06.2026 

: 05/2028 

IlpoHJBO)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : nrr-N2(001336)-(Pr-RU) 
JlHQeHJHH .N'2 
Analysis performed according ND/ AHaJlHJ npoBeLl,eH no H,n:: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBHqHoH ynaKOBKH YTBepiKLl,eHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BrnpnqHoH ynaKOBKH yTBepiKLl.eHbt: 25.10.2022 
PIL approved: / MMn yrnepiKLl,eH: 25.10.2022 
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No/ 
Test / IloKa3aTeJib Result/ Pe3yJILTaT 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.uttopo,UHbIH np03pR4HbIH renh 0 ,UHOpO,UHbIH np03pa4HbIH renh OT 
611e,UHO-)KeJ1TOro UBeTa C 6ec1weTttoro .uo 611e.utto-)KeJ1Toro useTa 
xapaKTepHbIM 3anaxoM c xapaKTepHbIM 3anaxoM 

2. Identification / H.ueurmlrnKan;uH 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ1IO'-leHne: O.ll:OliPEHO Il HMe4aHne: IT 

Prepared by / 
Ilo,nroTosneHo: 

Shagun~ 

Date I 
,Uarn: 28.06.2026 

o.n: KT coorneTcTB eT T e6osaHIDIM HA 
Checked by/ Checked by (AQA) / 
IlposepeHo: Pravesh IlpoBepeHo (AOK): Amit 
Rana J Kumar 

1- ;-
Date I Date I 
,[(am: 28.06.2026 ,[(am: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,uo6petto: O6ecneqemre 
K~~OTBeTCTBeHH0e m1u_o: 

( ) ~ Jj)J \eo,,A""' 
Date I 
,[(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 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJIII3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo.o:yKT: Haib® AKTHBreJib (HHMecyntt.u) renb .unn Hapy)l{H0ro rrpttMeHeHm1, 1 %, 50 r 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V260452 

Batch Quantity / 23247.000 units/ 
Cepusi N2 PaJMep cepuu 

: 
23247.000 eti:HHHU 

Analytical Report No./ 
: 040003472641 

Date of Analysis / 
: 28.06.2026 

AHaJIHTH'·teCKHH OT'teT N2 )],aTa aHaJIH3a 

Date of Manufacture / 
06/2026 

Date of Expiry/ 
05/2028 

)].aTa npOH3B0tJ:CTBa 
: 

roti:eH tJ:O 
: 

Mfg. License No. / 
IlpOH3B0,UCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JII1-NQ(001336)-(Pf-RU) 
JIHUeHJHH N2 
Analysis performed according ND/ AHaJIHl npoBe,ueH no H)],: JIIl-N2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBHlfHOH ynaKOBKH yTBep,KJJ,eHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOPHlfH0H ynaK0BKH yTBep'.lK.UeHbt: 25.10.2022 
PIL aooroved: / MMil YTBep,KJJ,en: 25.10.2022 

HPLCIB3JKX 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. / BpeMJI y.uep)KI-rnamrn 
OCHOBHOro 
xpoMaTorpaMMe 

IlHKa Ha 
HCilblTyeMoro 

pacTBOpa COOTBeTCTByeT BpeMeHH 
y.uep)KHBaHHH OCHOBHoro IlHKa Ha 
xpoMaTorpaMMe pacrnopa 
cTaH.uapTHoro 06pa3ua 
HHMecyntt.ua. 
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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). / BpeMJI y.uep)KHBaHHH 
OCHOBHOro IlHKa Ha xpoMaTorpaMMe 
HCilbITyeMoro paCTBOpa )],OJI)KHO 
COOTBeTCTBOBaTb speMem-1 
y.uep)KHBaHHJI OCHOBHOro TTHKa Ha 
xpoMaTorpaMMe pacrnopa 
crnH.uapTHoro 06pa1ua HHMecym1.ua 
(pa3.uen «K01mqecTseHHoe 
onpe.ueneHHe»). 

UV spectrophotometry I Y<P­
cneKmpoq;omoMempu.R 

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 run. / Y<l>-cneKTp 
nornorn.eHHJI HCTTbITyeMoro pacrnopa 
)],OJI)KeH HMeTb MaKCHMYM nornorn.eHHH 
npH 397±5 HM. 

397±5 run. / Y<l>-cneKTP 
nornorn.emrn HCnhnyeMoro 
pacrnopa HMeeT MaKCHMYM 
nornorn.eHHH npH 397±5 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIOlfeHue: O)1,OliPEHO n HMelfaHue: TI 

Prepared by / 
Ilo,11,roTosneHo: 
Shagun 

~ 
Date/ 
,Uarn: 28.06.2026 

0.0: KT C00TBeTCTB eT T e6osaHHHM H)]. 
Checked by/ Checked by (AQA) / 
IlposepeHo: Pravesh IlposepeHo (AOK): Amit 

Rana 1 Kumar 

.~ 
,...... -

Date/ Date/ 
,Uarn: 28.06.2026 ,Uarn: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person I O.uo6peHo: O6ecrreIJeHHe 
1<a~!1/0raeTcTBe1-moe m1uo: 

< !~~ \COIMw-. 

Date I 
,Uarn: 

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 
CEPTH<l>HKAT AHAJIH3A 

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 %, 50 g 
npo)].YKT: Haib® AKrnBreJJb (H11M€CYJHIJJ,) reJJb )].Jill Hapy)l(HOro np11MeHeH1-LSI, 1 %, 50 r 

Market/ PbIHOK : Russia / PoccIDI 

Batch No./ 
: V260452 

Batch Quantity/ 23247.000 units/ 
CeonH .N'!! Pa1Mep cepuu 

: 
23247.000 e,lll1HMl..l 

Analytical Report No./ 
: 040003472641 

Date of Analysis / 
: 28 .06.2026 

AHaJrnTHlfeC!<'.HH OTlfeT .N'! ,l(aTa auaJiuJa 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
05/2028 

,l(aTa npOHJBO.llCTBa roJJ,eH JJ,O 
: 

Mfg. License No./ 
IlpOHJBOLl,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(001336)-(Pf-RU) 
JlHl.l,eHJHSI .N'! 

Analysis performed according ND/ AuaJiuJ nposeJJ,eH no H,l(: J1Il-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / Ma1<eTb1 nepsuquoii ynaKOBKH yrnep'.lKJJ,eHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKOBKH yTsep'.IKJJ.eHbI: 25.10.2022 
PIL approved: / MMIT yrnep'.IKJJ,eu: 25.10.2022 

3. Weight of package contents/ 51 g/51 r 
Macca co.[1.epmuMoro 
ynaKOBKH 

4. pH 3.2 

5. Viscosity/ BHJKOCTh 923 .4 centipoise / 
923,4 caHTHnya1 

6. Impurities / IIpuMecu 

I. Impurity C / 
TTp11Mech C Not detected I He o6Hapy)KeHa 

11. Impurity D / Not detected I He o6Hap~eHa 
TTp11Mecb D 

.. . 
Any other impurity I 0.03 % ill . 

Jho6a11 .[1.pyra11 np11Mecb 

lV. Total impurities/ 0.0336 % 
CyMMa np11Meceii 

Remarks : The Product confirms to ND/ 
Il HMe'laHtte: fl 0.ll KT COOTBeTCTB eT e6osaHIDIM H,[l 
Prepared by / 
fl O )lrQT0 BJJ e HO: 

Shagun ~ 

Date I 
,[larn: 28.06.2026 

Date I 
,[larn: 28.06.2026 

Checked by (AQA) / 
ITposepeHo (AOK) : Amit 
Kumar 

Date/ 
,[larn: 28.06.2026 

Page 3 of7 / CTp. 3 HJ 7 

According to Rus. Ph. / B coorneTCTBHH 
C Tpe6oBaHH11MH f<D P<D 

2.5 to 4.5 I OT 2,5 .[I.a 4,5 

400 to 1,200 centipoise I 
OT 400 .[I.O 1200 caHT11nya1 

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

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

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

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

Conclusion : APPROVED / 
3aKJitO'-!euue: O,l(OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O)lo6petto: O6ecne1.Jeu11e 
Ka'leCTBa/OTBeTCTse1moe m1uo: 

~\~'IN\ 

Date/ 
,[larn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tel anga na, 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<l>IIKAT 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 %, 50 g 
Ilpo,11,y1n: Hath® AKrnBrenh (H11Mecym1,11,) reJih ,11,11» Hapy)KHOro np11MeHeH11», 1 %, 50 r 

Market/ P1,rnoK : Russia / Poccw» 

Batch No./ 
: V260452 

Batch Quantity/ 23247.000 units/ 
Cepust .M, PaJMep cepuu : 23247.000 e,11,HHHU 
Analytical Report No./ 

: 040003472641 
Date of Analysis / 

: 28.06.2026 
AHaJiuTuqecKMii oTqeT .N"! llaTa aHaJiuJa 
Date of Manufacture/ 

06/2026 
Date of Expiry/ 

05/2028 
llaTa npoMJB0/1.CTBa 

: 
ro,11,eH /1,0 : 

Mfg. License No./ 
IlpouJB0,11,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N!!(001336)-{Pf-RU) 
JIHUeHJHH .N°! 
Analysis performed according ND/ AHaJIHJ npose,11,eH no H)l: JIIl-.N"!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeThl nepsuqHoii ynaK0BKH yTsep:lK,,11,eHhl: 25.10.2022 
Artworks of secondary package approved: / MaKeThl BTopuqHoii ynaK0BKH yTsepm,11,eHhl: 25.10.2022 
PIL approved: / UMil yrnep:lK,,11,eH: 25.10.2022 

7. Microbial purity*/ Mm.:po6uoJioruqec1rnH qucToTa* 

1. Total Aerobic Microbial Count/ NA 
O6mee 'IMCJIO a3po6Hb!X MMKpo-
opraHM3MOB 

11. Total Combined Yeast and NA 
mould count / O6mee 'Ittcno 
,[J,pm10KeBbIX H nnectteBbIX 
rptt60B 

... 
Pseudomonas aeruginosa NA 111. 

IV. Staphylococcus aureus NA 

8. Assay / KoJiuqecTeeuuoe onpe}].eJieuue 

Nimesulide / 9.98 mg I 9,98 Mr 
HttMecyntt)], (99.8 %) 

Remarks : The Product confirms to ND/ 
Il MMe'laHue: II 0/1, KT C00TBeTCTByeT e6oBaHw»M H,l..I. 
Prepared by/ Checked by / 
IIo,11,roTOBJieHo: IIpoBepeHo: Pravesh 

Shagun ~ Rana i 
Date I Date/ 
)].am: 28.06.2026 )].am: 28.06.2026 

Checked by (AQA) / 
IIpoBepeHo (AOK): Amit 
Kumar 

Date/ 
)].am: 28.06.2026 
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Not more than 102 CFU/g / 
He 6onee 102 KOE/r 

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

Should absent in 1 g / 
OTCYfCTBHe B 1 r 

Should absent in 1 g / 
OTCYfCTBHe B 1 r 

9.0 mg to 11.0 mg ofC13H12N2OsS 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel I 

OT 9,0 Mr )],O 11,0 Mr C13H12N2OsS 
(HHMecyJIH)],) (OT 90,0 % )],O 110,0 % OT 
HOMHHaJibHOro CO)],ep)KaHIUI) B 1 r rern1 

Conclusion : APPROVED / 
3aKmo<teHue: O,[(OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O,11,06peHo: O6ecneqemrn 
Ka~!' ?~BfTCTBeHHOe JlMUO: 

( ,~tc.cvJiM 

Date I 
)].am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



••· Dr.Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHA.JIB3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo.uvicT: Hatb® AKTHBreJih (HttMecv;rn.u) reJib .um, Hapy)l<HOro npttMeHemu1, 1 %, 50 r 

Market / Pbmoic : Russia / Poccm, 

Batch No./ 
: V260452 

Batch Quantity / 23247.000 units/ 
Cepttsi X2 Pa1Mep cepmt 

: 
23247.000 e,ll.HH11U 

Analytical Report No./ 
: 040003472641 

Date of Analysis/ 
: 28.06.2026 

AHaJIMTM'lecictti-i OT'leT X2 )laTa aHaJlHJa 

Date of Manufacture/ 
: 06/2026 

Date of Expiry/ 
05/2028 

,llaTa DPOH3BO.ll.CTBa ro.ueH .UO 
: 

Mfg. License No./ 
IlpOHJBO,llCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
JlHUeHJHH X2 

Analysis performed according ND/ AHaJIH3 npose.ueu no H,ll: JIIl-N2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MatceTbl nepsuquoi-i ynaicosictt yTsep,K,ll.eHbl: 25.10.2022 
Artworks of secondary package approved: / MatceTbI sTopn'IHoi-i ynaicosic11 yTsep'.lK.UeHb1: 25.10.2022 
PIL approved:/ WMII yTBep,K,ll.eH: 25.10.2022 

9. Dimethyl sulfoxide / 
,II;nMeTHJICYJihct,OKCH,IJ; 

10. Package/ YnaKOBKa 

11 Labeling/ MapKupoBKa 

Remarks : The Product confirms to ND/ 

101.7 % 

50 gin a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / Ilo 
50 r B Ty6y m JiaMHHHpoBaHH0ro 
aJJIOMHHH.sl, CHafoKeHHYIO 
MeM6pattoi1 .[(JJ.sI K0HTpon.s1 nepBoro 
BCKpblTH.sl. Ka)K.[(yIO Ty6y BMeCTe c 
HHCTPYKUHett no Me.[(HUHHCK0MY 
npHMeHeHHIO noMew.aIOT B natJKY 
KapT0HHyIO. 

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

OT 90 % .[(0 110 % C2H6OS 
(.[(HMenu1cyJibQ)OKCH.[() OT 
H0MHHaJlbH0ro C0.[(ep)KaHID! 

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 HJIH 100 r B Ty6y H3 
JiaMHHHpOBaHHOro aJJIOMHHH.sl, 
ctta6)KeHHYIO MeM6paHOH .[(Jl,SI K0HTp0JI,S! 
nepBOro BCKpblTH.sl. Ka)K.[(yIO Ty6y 
BMecTe c 11ttcTpyKu11ei1 no 
Me.[(HUHHCK0MY npHMeHeHHIO 
noMew.aIOT B natJKY KapTOHHyIO. 

In accordance with the approved artwork 
(see Section 1.3.2 of Module 1 ofDMF). 
I B cooTBeTCTBHH c yTBep)K.[(eHHbIM 
MaKeTOM (cM. pa3.[(eJI 1.3.2 M0.[(YJI.sl 1 
perncTpauHOHH0ro .[(0Cbe ). 

n HMe'laHue: IT o.u KT coorneTCTB eT T e6oBaHWIM HJ{ 
Conclusion : APPROVED I 
3aKJ110'leH11e: O,llO6PEHO 

Prepared by I 
TTO)lfOTOBJieHo: 
Shagun 

~ 
Date/ 
,[],am: 28.06.2026 

Checked by I Checked by (AQA) / 
TTpoBepeHo: Pravesh TTpoBepeHo (AOK) : Amit 

Rana t Kumar _ __../'-...--

Date/ Date/ 
,[],am: 28.06.2026 ,[{am: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O)lo6peHo: O6ecne1Iem1e 
Ka~a~/OT~eTCTBeHH0e m1uo: 

( t~ \~WJ 

Date I 
,[{am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Te langana, 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 
CEPTHWMKATAHAJIH3A 

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

Tel : +91 98166 56001-02 

www.drreddys.co m 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo,lly1a: Hath® AKnrnreJih (H11Mecym1.ll) reJih .llJI~ HaPV)l<HOro rro11MeHeH11~, 1 %, 50 r 

Market/ PblHOK : Russia / Poccm1 

Batch No. / 
: V260452 

Batch Quantity/ 23247.000 units / 
CepuH .N'! PaJMeP cepuu 

: 23247.000 e,llHHHU 

Analytical Report No. / 
: 040003472641 

Date of Analysis/ 
: 28 .06.2026 

AHaJlHTHl.feCKHH OTl.feT .N'! ,UaTa auaJ11-t3a 

Date of Manufacture / 
06/2026 

Date of Expiry/ 
05/2028 

,UaTa DPOH3BOJ).CTBa 
: 

roJ).eH J).0 
: 

Mfg. License No./ 
IlpOH3BOJ).CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITT-N2(001336)-(Pf-RU) 
JlHUeH3HH .N'! 
Analysis performed according ND / AuaJ1H3 npoBeJJ,eu no H,U: JIIl-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBHl.fHOH ynaKOBKH yTBep)K,IJ,eHb1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTopu<tuoii ynaKOBKH yTBep)K,IJ,eub1: 25.10.2022 
PIL anoroved: / MMD YTBCP)K,IJ,eu: 25.10.2022 
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12 Storage / Xpaueuue Store below 25 °C. Do not freeze. / I1pH TeMnepaType He Bbillle 25 °C. He 
3aMopa)KHBaTh. 

13 Shelf-life (storage period)/ 2 years./ 2 ro.[(a. 
CpoK rni:.uocTu (xpaueuun) 

*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJib MmKeT OTCYTCTBOBaTb B cepTmf>uKaTe auaJIH3a npOH3BOJl:HTeJIH. IlpOH3BOJl:HTeJib 
rapauTupyeT KaqecTBO npenapaTa no 3THM noKaJaTeJIHM. 

API name (INN)/ HanMenosauue AWC 
Nimesulide / HwMecyJIH.[( 

(MHH): 
API manufacturer batch number / NMS/126030213 
HoMep cepuu npon3BOJl:HTeJIH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTau~uu npouJB0Jl:HTeJIH FETA00204 
rJiw: 

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal. 
API Manufactured by, address & country / Palghar, Dist. Thane, 401506, Maharashtra State, India/ 
IlpoH3B0Jl:HTeJib Awe, ai:.pec H CTpaua: AapTH ,[(pare J1T.n:., Y1rncTOK N2 N-198, MIDC, Tapanyp, Eowcap, 

TaJI. I1aJirxap, ,UHCTPHKT Txatte 401506, MaxapalllTpa, l1H.r\HH 

Remarks : The Product confirms to ND/ 
TI HMe<tanue: TT 0.11. KT C00TBeTCTB eT e6osaHHjj'M H)l; 

Conclusion : APPROVED / 
3aKJ1t0<teuue: 0,[(0liPEHO 

Prepared by / 
Tio.11.roT0BJieHo: 

Shagun V 
Date I 
JJ;arn: 28.06.2026 

Checked by/ 

~=epeHo: 7 esh 

Date/ 
)].am: 28.06.2026 

Checked by (AQA) / 
TTpoBepeHo (AOK): Amit 
Kumar 

Date I 
,Uarn: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.11.06peHo: O6ecrretJeH11e 
Ka~o/?:B~TCTBeHHOe 1rnuo: 

· ~ t~ w') 

Date I 
,Uarn: 

Registered Office: 8-2-33 7, Road No. 3, Banjara Hill s, Hyde rabad - 500034, Telanga na, India 

Tel : +91404900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 
CI N: L85195AP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

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

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo.uyKT: Halh® AKTHBreJih (H11Mecym1.u) renh .D.JIH Hapy)KH0ro np11MeHeH11H, 1 %, 50 r 

Market / P1>IHOK : Russia I Pocc,-rn: 

Batch No./ 
: V260452 

Batch Quantity/ 23247.000 units/ 
Cepm1 .N'!! Pa3Mep cepuu 

: 
23247.000 e.D,HHHU 

Analytical Report No./ 
: 040003472641 

Date of Analysis / 
: 28.06.2026 

AHaJJHTHlfeCKHH OT'teT .N'!! ):(aTa aHaJJuJa 

Date of Manufacture/ 
: 06/2026 

Date of Expiry/ 
05/2028 

):(aTa npOH3BOJ).CTBa roJ).eH J).0 
: 

Mfg. License No./ 
IlpOH3B0J).CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-.N2(001336)-(Pf-RU) 

JJHUeH3HH .N'!! 
Analysis performed according ND/ AuaJJH3 npoBeJJ.eH no H):(: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeT1>1 nepsuquou ynaKOBKH yrnep,K.D,eH1>1: 25.10.2022 
Artworks of secondary package approved: / MaKeThl BTOpH'IHOH ynaKOBKH yTnep,K.D,eHbl: 25.10.2022 
PIL approved: / HMil yrnep,K.D,eH: 25.10.2022 

Name, address, authorization No for FP 
manufacturing site I Control site I Release site 
I 
HattMeHOBanue, a,l),pec, JIHQeH3HH ,l),JIH 

IlpoH3B0,IJ;CTBeHHaH IlJIOIQa,IJ;Ka / 

Page 7 of 7 / CTp. 7 03 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.rmw'c Jia6opaTOpHC JlTA,, TipoH3BOACTBeHHOe 

noApa3AeJ1ett11e-6, BwmiaA)K Kxonh, Ha11arapx PoyA, EaMH, ConaH 
)].HCTPHKT, x.rr. 173205, l1HAH.ll (JiwueH3H.ll 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. 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'leHUe O COOTBeTCTBHH! «HacT05III.1,HM 5I IIO.UTBep)K,UaIO, qTo rrpHBe,UeHHa5I Bblllie HHCpOpMaUH5I 5IBlliieTC5I 

,UOCTOBepHOH H TOqHoH. 3m cepmI rrpo,uyKUHH rrpOH3Be,n:eHa (BKJIIOqrui: yrraKOBKY (MapKHpOBKy) H KOHTpOJib 

KaqecTBa) Ha BbillieyKa3aHHOH npoH3B0,UCTBeHHOH IIJIOII.J,a,UKe (rrrroII.J,a,UKax) B IlOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMM ITpaBMJI Ha,n:Jie)KaII.J,eH npOM3B0,UCTBeHHOH rrpaKTHKM EBpa3HHCKoro 3KOHOMHqecKoro COI03a (N2 
GMP/EAEU/RU/02329-2025 OT 19 ceHrn6px 2025 r.) M Tpe6oBaHH5IMM KOHTporrx Kaqecrna rreKapcrneHHbIX 
cpe,UCTB, a TaK)Ke B COOTBeTCTBMH co crreumpHKaUH5IMH, co.uep)KaII.J,MMHC5I B perHCTpaUHOHHOM ,UOCbe CTpaHbI­

HMIIOpTepa. 3arrHCH no rrpOH3B0.UCTBY, yrraKOBKe H amUIM3Y rrpoBepeHbl, H ycTaHOBJieHo HX CO0TBeTCTBHe 
Tpe6oBaHM5IM ITpaBHJI Ha,UJie)KaII.J,eM npOH3B0,UCTBeHlIOH npaKTMKH EBpa3HHCKOro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ 
Il HMe'laHue; TI 0.!1, KT CO0TBeTCTB eT e60Bamu1M HJJ: 
Prepared by / Checked by I 
Tio.uroTOBJieHo: TipoBepetto: Pravesh 
Shagun Rana ✓ 

~ )_ 
Date I Date/ 
llarn: 28.06 .2026 ,[I;arn: 28.06.2026 

Checked by (AQA) I 
TipoBepeHo (AOK): Amit 
Kumar 

Date I 
llarn: 28.06.2026 

Conclusion : APPROVED / 
3aKJJIO'leHue: O.l(OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.uo6peHo: O6ecne'1eH11e 
Ka~~/ OTBeTCTI3eHHOe JlHU0: 

, ~m~~lv) 

Date/ 
,[I;arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 




