
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
IlpoL{yKT: Haih® AKTHBreJih (HHMecym-1H) re11h HJIJI ttapy)l(HOro rrpHMetteHHJI, 1 % 

Market/ PbIHOK : Russia / Pocc1rn 

Batch No./ 
: V260382 

Batch Quantity I 
Cepnsi .N"2 Pa3Mep cepnw 

Analytical Report No./ 
: 890001885307 

Date of Analysis / 
AHaJlHTH'leCKHH OT'leT .N"2 .Ll:aTa anaJ11-1Ja 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
)laTa UPOH3BOHCTBa roL{eH HO 

Mfg. License No./ 
IlpOH3BOHCTBeHHaH : MNB/05/263 MA number: / HoMep PY 
JlHQeH3HH .N"2 

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 

11836.000 units / 
: 

11836.000 eL{HHHU 

: 30.05.2026 

: 04/2028 

: J1Il-1'-fa(001336)-(Pf-RU) 

Analysis performed according ND/ AnaJJH3 npoBeHeH no H.Ll:: JITT-.N"2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl rrepsnqnoii ynaKOBKH yTsep'1C.l].eHb1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOH ynaKOBKH yTsepJKHeHbI: 25.10.2022 
PIL approved: / MMTT YTBep'1C.l].eH: 25.10.2022 
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No/ 
Test I IloKaJaTeJib Result/ PeJyJILTaT Specification / HopMa 

.M! 

1. Description / Onucattue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to 
yellow gel with characteristic odor pale-yellow gel with characteristic odor I 
/ O).1,ttopo)],HbIH np03pa4HbIH re11b O)],HOpO)],HbIH np03pa4HhIH reJib OT 
611e)],HO-)l(eJ1Toro u_seTa c 6ecu_seTHoro )],O 611e)],HO-)l(eJ1Toro u_seTa 
xapaKTepHbIM 3anaxoM 

2. Identification/ HL{ettTulf>uKaQHH 

Remarks : The Product confirms to ND/ 
n HMe'laHne: TI OH KT COOTBeTCTB eT e6osattHJIMH 
Prepared by / Checked by/ 
IloHrOTosrretto: . .fl / Ilposepetto: Pravesh 
Yogesh Chauhanv Rana i 
Date/ Date/ 
,Uarn: 30.05.2026 JJ:arn: 30.05.2026 

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

~ 
Date I 
,n:arn: 30.05.2026 

c xapaKTeptthIM 3anaxoM 

Conclusion : APPROVED / 
3aKJ1IO'lenne: O)].OliPEHO 
Approved by: Quality Assurance/ Authorized 
person I OHo6petto: O6ecrre'letttte 
Ka'leCTsa/OrneTcrnettttoe 111-1uo: 

Date I 
,n:arn: 

\\JA-NI 

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

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

CERTIFICATE OF ANALYSI 
CEPTHcI>lIKAT AHAJill3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
HPO/lYKT: Haifa® AKrn:erenb (HHMecym1.u) renh .umI H.aPY)l<H.oro np11MeHeH1rn, 1 % 

Market/ PMHOK : Russia / Poccm1 

Batch No./ 
: V260382 

Batch Quantity/ 11836.000 units/ 
Cemrn .N'2 PaJMep cepnn 

: 11836.000 e.QHHHU 

Analytical Report No./ 
: 890001885307 

Date of Analysis / 
: 30.05.2026 

Auam1T11'1ecto1ii OPieT .N'2 Jl,aTa auaJIHJa 
Date of Manufacture/ 

05/2026 
Date of Expiry / 

04/2028 
)lan npo11Jso.ncrsa 

: 
foJleH AO 

: 

Mfg. License No./ 
IlponJBO}lCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITT-N!!(001336)-(Pf-RU) 
JlHUeH3HH .N'!! 
Analysis performed according ND / AuaJIHJ npose]leu no HJ],: JIII-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'IH0H ynaK0BKH yTeep,imem,1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpwrnou ynaKoBKH yTsep:iKJJ.eHhl: 25.10.2022 
PIL approved: / MMII y-rsep,Klleu: 25.10.2022 

HPLCIB3JKX The retention time of the main peak 
in the chromatogram oftest solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of n:imesulicle reference standard 
solution. / BpeMH y,n.ep)K11BamuI 
OCHOBHOfO IlHKa Ha 
xpoMaTorpaMMe HCTTbITyeMoro 
pacTBopa COOTBeTCTBYeT speMeHM 
y.n.ep)KHBaHH~ OCHOBHOro TTHKa Ha 
xpoMaTorpaMMe pacrnopa 
CTaH.n.apTHOrO o6pa3Qa 
HttMecy1m,n.a. 
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The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
main peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeM~ y,11,ep)KttBatttt51 
ocHOBHoro mIxa Ha xpoMaTorpaMMe 
MCITbITyeMoro pacTBOpa ,11,0Jl)KHO 
COOTBeTCTBOBaTb BpeMeHH 
y,n.ep)KHBaHH51 OCHOBHOfO ITHKa Ha 
xpoMaTorpaMMe pacrnopa 
CTaH.u,apTHOro o6pa3Qa HHMecyJIH.D,a 
(pa3.AeJI «Konw-i.ecrneHHoe 
onpe,n.eJieHMe» ). 

UV spectrophotometry I Y([J­
cneKmporjJomoMempuJ1. 

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 HCITbITyeMoro pacTBopa 
AOJI)KeH HMeTb MaKCMMYM nornomeHHSI 
npH 397±5 HM. 

397±5 nm. I Y<l>-cneKTp 
nornomeHHR 11cnbITyeMoro 
pacrnopa HMeeT MaKcHMYM 
nornomeHH~ np11 397±5 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3a1CJ110'leuue: Oll.O6PEHO IT lfMC'l8HUe: n 0 

Prepared by / 
TTo.nrorneneuo: 
Y ogesh Chauhan 

Date/ 
.Uarn: 30.05.2026 

KT COOTBeTCTB eT e6oaaH1tt1M HJ], 
Checked by/ 
TTpoaepeHo: Pravesh 

Rana f 
Date/ 
,UaTa: 30.05.2026 

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

Date/ 
JJ:aTa: 30.05.2026 

Approved by: Quality As urance/Authorized 
person/ O.no6petto: 06ecne1.JeH11e 
Ka'-lecrna/OrneTCTBeHHOe JIHUO: 

Date/ 
,[(aTa: :)Jo 

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

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



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

CERTIFICATE OF ANALY I 
CEPTH <l>HKA T AHA.IDf3A 

Viii. Kho!, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205 1 INDIA 

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

Product: Nise® Activgel (nimesulide) gel for external use, l % 
IlpOJlYKT: Hatb® AKTHBreJib (HHMeCYJ111JJ.) reJih )lJlll Hapy)t<Horo nPHMeHeHMll, 1 % 

Market/ PbIHOK : Russia / Poccmr 

Batch No./ 
: V260382 

Batch Quantity / 11836.000 units / 
Cer>HH .N'!! PaJMep cepnu 

: 
11836.000 e)lHHHll 

Analytical Report No./ 
: 890001885307 

Date of Analysis / 
: 30.05.2026 

AnaJ1HTH'lec1rnii OT'teT N2 )laTa anaJiuJa 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 

,llaTa UP0IIJB0J.l,CTBa ro}leH }l0 
: 

Mfg. License No./ 
IlpOH3BOJJ.CTBCHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N~(00 1336)-(Pf-RU) 
JIHl.~eHJHH .N'!! 

Analysis performed according ND/ Auamn nposeJ.l,eH no H;:J:: JIIl-N2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBH'IHOii ynaKoBKH yTsep)KJ.l.eHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl srnpuquou ynaKoBKH yrnepiKJJ,eHbt: 25.10.2022 
PIL aooroved: / MMil yrseo)KJ.l.eH: 25.10.2022 

3. Weight of package contents/ 100 g / 100 r 
Macca C0J.I.epamMoro 
ynaKOBKH 

4. pH 3.25 

5. Viscosity / BHJKOCTL 965.6 centipoise / 
965,6 caHrnnya3 

6. Impurities / IlpnMecn 

1. Impurity C / 
flp11Mech C Not detected/ He o6Hapy)KeHa 

11. Impurity D / Not detected I He o6Hapy)KeHa 
flpHMeCh D 

... 
Any other impurity / 0.04% 111. 

n106a51 ,upyraH np11Mecb 

IV. Total impurities/ 0.04% 
CyMMa np11Mecei1 

Remarks : The Product confirms to ND/ 
0 IIMelJ3HHe: n O KT COOTBeTCTB eT e6oeamtlIM H,l( 
Prepared by / Checked by / 
floJJ.roTOBJieHo: .. d flpoeepeHo: Pravesh 

Yogesh Chauhaf / Rana i 
Date/ Date I 
,UaTa: 30.05 .2026 )].a-ra: 30.05.2026 

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

Date/ 
)laTa: 30.05 .2026 
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According to Rus. Ph. I B cooTBeTCTBHH 
C Tpe6osaHH51MH f<l> P<l> 

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

400 to 1,200 centipoise / 
OT 400 ,no 1200 caHrnnya3 

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 I 
3aKJito<JeHHe: 0)1.06PEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.no6peHo: O6ecnetJem1e 
KatJecrna/OTBeTCTBeHHOe Jll1U0: 

Date/ 
.[(aTa: 

£~ I U A- f,J ( 

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

CIN : L8519SAP1984PLC004507 

www.drreddys corn 



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

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJill3A 

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

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

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
Ilpo,ll.yKT: Hal-13® AKTHBreJib (HHMecyJIH,IJ.) reJib ,IJ.JIH Hapy)l(Horo npHMeHeHHH, 1 % 

Market/ PbIHOK : Russia / PoccHH 

Batch No./ 
V260382 

Batch Quantity/ 11836.000 units/ 
CepuH .N°! 

: 
PaJMep cepuu 

: 
11836.000 e,IJ.UHHL( 

Analytical Report No./ 
: 890001885307 

Date of Analysis/ 
: 30.05.2026 

AHaJJHTH'leCKHH OT'leT .N°! ,ll,aTa auaJJHJa 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 

IlaTa UPOH3B011CTBa ro,IJ.eH ,IJ.O 
: 

Mfg. License No./ 
IlpOH3B0,IJ.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(001336)-(Pf-RU) 
JJHl.J,eHJHH .N°! 
Analysis performed according ND/ AttaJluJ npoae,1J.eH no H)].: JIII-.N"!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBH'IHOH ynaKOBKH yTaep,KJ.J.eHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl arnptt'IHOH ynaKOBKH yTaep)K,ll.eHb1: 25.10.2022 
PIL approved:/ MMil yrnep,KJ.J.eH: 25.10.2022 

7. Microbial purity* / MnKpo6uoJ1oruqecKaH qucTOTa* 

1. Total Aerobic Microbial Count/ Less than 10 CFU/g / 
O6mee 1H1CJIO a3p06HbIX MHKpO- Mettee 10 KOE/r 
opraHH3MOB 

ii . Total Combined Yeast and Less than 10 CFU/ g / 
mould count / O6mee 'IHCJIO MeHee 10 KOE/r 
.n:po)K)l(eBblX H n11ecHeBbIX 

rpw6oa 

111. Pseudomonas aeruginosa Absent in 1 g / 
OTcyrcTByeT B 1 r 

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

8. Assay/ KoJ1uqecTeeuuoe onpe,n:eJ1euue 

Nimesulide I 9.9 mg I 9.9 Mr 
HHMecyn11.n: (98.8 %) 

Remarks : The Product confirms to ND/ 
II HMetJaHue: TI 0.ll. KT CO0TBeTCTB eT T e6oBaHIDIM H,n: 
Prepared by/ Checked by/ Checked by (AQA) I 
Tio.11.roTOBJJeHo:nf / TipoBepeHo: Pravesh IlpoBepeHo (AOK): Ajay 
Yogesh Chauh~ Rana i Kuma, S~ ava 
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Not more than 102 CFU/g / 
He 6onee 102 KOE/r 

Not more than 101 CFU/g 
He 6011ee 101 KOE/r 

Should absent in 1 g / 
OTC)"fCTBHe B 1 r 

Should absent in 1 g / 
OTcyrcTBHe a 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 .n:o 11,0 Mr C13H12N2OsS 
(HHMecyJIHA) (oT 90,0 % .n:o 110,0 % OT 
HOMHHaJihHoro co.n:ep)Kattm1) B 1 r rem, 

Conclusion : APPROVED I 
3aKmotJeHue: 0 OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.11.06peHo: O6ecneqeHHe 
KaqecTBa/OTBeTCTBeHHOe 1muo: 

_s~\\/AtJI 

Date I Date I Date I Date I 
[lam: 30.05.2026 [lam: 30.05.2026 )lam: 30.05.2026 [lam: 

Registered Office: 8-2-3 37, RoarJ No. 3, Banjara Hills, Hyd!!rabad • 500034 , Telan a, Inola 
Tei : +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 

I 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHA.JilI3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
Ilpo,!J.yKT: Haih® AKnrnreJih (H11Mecyn11,1J.) reJih .nm1 ttapy)KHOro rrp11MeHett1rn:, 1 % 

Market/ P1,rnoK : Russia / Poccm1 

Batch No./ 
: V260382 

Batch Quantity / 
C~pl1H .M! PaJMep cep1111 

Analytical Report No./ 
: 890001885307 

Date of Analysis/ 
AHaJIHTHlfeCKHH 0TlfeT .N'!! .[{aTa auaJIHJa 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
l.[{aTa npoHJB0JlCTBa ro)).eH ,!J.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 

11836.000 units / 
: 

11836.000 e,nl1H11U 

: 30.05.2026 

: 04/2028 

IlpoHJBO,!J.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITT-N~(001336)-(Pf-RU) 
JIHQeHJHH .N'!! 
Analysis performed according ND/ AuaJIHJ rrpoBe,!J.eH no H.[{: JIIl-.N'!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaKeTbI nepBHlfH0H ynaKOBKH YTBep'lK,Ll.eHb1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOH ynaKOBKH yTBep~AeHbl: 25.10.2022 
PIL approved: / MMil vrnep'lK.Ll.eH: 25.10.2022 

9. Dimethyl sulfoxide / 
,l1;HMeTHJICY JIL4>0KCH)), 

10. Package/ YnaKOBKa 

11 Labeling / Map1mpoBKa 

99.8 % 

100 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / Tio 
100 r B Ty6y m JiaMHHHp0BaHH0ro 
aJllOMHHHH, CHa6)KeHHYIO 
MeM6paHOH )].Jljj K0HTp0Jijj nepBoro 
BCKpbITMH. Ka)K)].yIO Ty6y BMeCTe c 
HHCTPYKUHett no Me)].HQHHCK0MY 
npHMeHeHHIO noMeru:aIOT B na4KY 

KapTOHHYIO, 

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

OT 90 % )].0 110 % C2H6OS 
(AHMeTHJICYJib<pOKCH,D;) OT 
H0MHHaJlbH0ro C0)].ep)KaHIDI 

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. / 
Tio 20 r, 50 r HJIH 100 r B Ty6y H3 
JiaMHHHp0BaHH0r0 aJlIOMHHHH, 
ctta6)KeHHYIO MeM6pattott )].JIH K0HTponH 
nepBoro BCKphITHH. Ka)K)].YIO Ty6y 
BMecTe c HHCTPYKQHett no 
Me)].HQHHCK0MY npHMeHeHHIO 
noMew,moT B na4KY KapT0HHYlQ. 

In accordance with the approved artwork 
(see Section 1.3.2 of Module 1 of DMF). 
I B cooTBeTCTBHH c yrBep)K)].eHHhIM 
MaKeT0M ( CM. pa3)].eJI 1.3 .2 M0)].YJIH 1 
perttcTpaunoHHoro )].OChe). 

Remarks : The Product confirms to ND/ 
II HMelfauue: TT OJl KT COOTBeTCTB eT T e6oBaHIUIM H,[{ 

Conclusion : APPROVED / 
3aKJ110lfeuue: O,[{OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / 
IIo,nroTOBJietto: ~ TTposepetto: P?av sh TTposepetto (AOK): Ajay 

Approved by: Quality Assurance/ Authorized 
person/ O.no6petto: O6ecrrelfett11e 
Ka'lecrna/OrneTcTBeHHoe 1muo: Y ogesh Chauhan Rana Kumar Srivastava 

~ ~ 
Date/ 
,[{am: 30.05.2026 

D~/ D~/ D~/ 
,[{am: 30.05.2026 ):(am: 30.05.2026 ):(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.corn 



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

CERTIFICATE OF ANALYSIS 
CEPTHwlIKATAHAJIH3A 

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

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

Product: Nise® Activgel (nimesulide) gel for external use, I % 
Ilpo.uyKT: Hatl3® AKnrnreJib (tt11Mecym1.11) renb .n,m, Hapy)lrnoro npHMeHemu1, 1 % 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V260382 

Batch Quantity/ 11836.000 units/ 
CepHH .N'2 PaJMep cepHH 

: 
11836.000 e.D,HHIH.J. 

Analytical Report No./ 
: 890001885307 

Date of Analysis/ 
: 30.05.2026 

AHaJlHTHl.feCKHH OTl.feT .N'! ,ll.aTa attaJlHJa 

Date of Manufacture / 
: 05/2026 

Date of Expiry I 
04/2028 

,lI._aTa UP0HJB0.IICTBa ro.ueH .11.0 
: 

Mfg. License No./ 
IlpOH3B0.l1CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITT-N2(001336)-(Pr-RU) 

JlHl..leHJHH .N'! 
Analysis performed according ND/ AuaJ1HJ npoBe.11.en no H,ll.: Jil1-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MatceTbI nepBHl.fHOH ynaKOBKH YTBep~enbl: 25.10.2022 
Artworks of secondary package approved: / MatceTbI BTOpH'-IHOH ynaKOBKH yTBep)K.11.enb1: 25.10.2022 
PIL approved: / MMil yTBep~en: 25.10.2022 
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12 Storage/ Xpaueuue Store below 25 °C. Do not freeze. / TTpH TeMnepaType He Bhillle 25 °C. He 
3aMopa)IrnBaTb. 

13 Shelf-life (storage period) / 2 years. / 2 ro.n.a. 
CpoK ro.n.uocTu (xpaueuuH) 

*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 MO,KeT OTCYTCTBOBaTb B cepTmt,uKaTe auaJIH3a npOH3B0)].HTeJIH. IlpoH3B0/J,HTeJib 
rapanTupyeT Ka'leCTBO npenapaTa no 3THM noKa3aTeJIHM. 

API name (INN) I HauMeuoeauue Awe 
(MHH): 
API manufacturer batch number / 
HoMep cepuu npon3B0/1.HTeJIH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTam~uu npou3BO/J.UTeJIH 
rJiw: 

API Manufactured by, address & country/ 
IlpOH3B0/J,UTeJih Awe, a/1,pec H CTpaua: 

Remarks : The Product confirms to ND/ 
n HMe'lanue: TT 

Nimesulide / HHMecy1rn.n: 

NMS/125110965 

FESA00645 

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal. 
Palghar, Dist. Thane, 401506, Maharashtra State, India/ 

AapTH .[(pare JlT.n:., Y4aCTOK N2 N-198, MIDC, Tapanyp, EoHcap, 
TaJJ. IlaJJrxap, ,[(HcTpHKT TxaHe 401506, MaxapallITpa, I1HAHH 

Conclusion : APPROVED / 
3aKJ1IOl.feHue: O.II.OliPEHO 

Prepared by / 
TTo.11.roTOBJJeHO: 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
person / O,1J,06peHo: O6ecne11ett11e 
Ka11ecrna/OTBeTCTBeHHOe JIHI..IO: Y ogesh Chauhan 

Date/ 
)];am: 30.05.2026 

TTposepeHo: Pravesh TTposepeHo (AOK): Ajay 

Rana 1 Kumar Sr~ va 

Date/ Date/ 
)];am: 30.05.2026 )];am: 30.05.2026 

Date/ 
):lam : 

Registered Office : 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034. Telang 

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

www.drreddys.co rn 
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•·· Dr. Raddy's ~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJill3A 

Viii. Kho!, 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 % 
IlPOJlYKT: Hath® AKTHBrenh (HJ1Mecym1JJ.) renh JJ.JUI Hapy)l{HOro llPHMeHeHHR, 1 % 

Market/ PbIHOK : Russia I PoccMR 

Batch No./ 
: V260382 

Batch Quantity / 11836.000 units / 
Cepusi .N'2 PaJMep cepuu 

: 
11836.000 emrn11u 

Analytical Report No./ 
: 890001885307 

Date of Analysis / 
: 30.05.2026 

AHaJJHTH'teCKHH OT'-leT .N'2 )],aTa aHaJima 
Date of Manufacture / 

: 05/2026 
Date of Expiry/ 

04/2028 
)laTa npOH3B0)J;CTBa roi:i:eu )J;O 

: 

Mfg. License No./ 
IlpOH3B0)J;CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JIIT-N2(001336)-(Pf-RU) 
JJl1UeH3HSI .N'2 
Analysis performed according ND/ AuaJIH3 npoBei:i:eu no H)],: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaKeTbl nepsuquofi ynaKOBKH yTBepm.,.i,euh1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTopuquofi ynaKOBKH yTsepmi:i:eub1: 25.10.2022 
PIL approved: / MMil vrnepm.,.i,eu: 25.10.2022 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site 
I 
HauMeuoeauue, a~pec, JIHQeHJHH ~JIH 
IlpoH3BO~CTBeuuaH UJIOm;a~Ka / 

Page 7 of 7 / CTp. 7 u3 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 PeMH'c Jla6oparnp11c JlTA., IlpoH3BOACTBeuuoe 

noApa3.l].eneu11e-6, 811nna)],)K Kxonh, Hanarapx PoyA, EaMH, Conan 
,[(HcTpHKT, x.rr. 173205, Humm (J1HI.WH3H51 N!! 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». 
3aKJUOqeHue O COOTBeTCTBHH: «HacTO.SIIIl;HM .SI IlO.D:TBep)K,naIO, qTo npirne,neHHM BbIIIIe HH<popMaIJJ-1.SI .SIBJrneTC.SI 

.D:OCTOBepHOH H TOl.J:HOH. 3m cepH.SI npo,nyKUHH npomBe,neHa (BKJIIOqa.sr ynaKOBKY (MapKHpOBKY) H KOHTpOJib 
Kat.J:ecrna) Ha BbIIIIeyKa3aHH00. npOH3BO,lJ;CTBeHH00. nnoma.n;Ke (nnoma.n;Kax) B IlOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH.SIMH flpaBHJI Ha,n;J1e)Kame0: npOH3BO.D:CTBeHH00. npaKTHKH EBpa3H0.CKOro 3KOHOMH'-IeCKOro COI03a (N2 
GMP/EAEU/RU/02329-2025 OT 19 cettrn6px 2025 r.) H Tpe6oBaHH.SIMH KOHTporrx Kaqecrna neKapcrneHHbIX 

cpe,n;CTB, a TaK)Ke B COOTBeTCTBHH co cneu;H<pHKal(H.SIMH, co.n;ep)KaIIJ,HMHC.SI B perHCTpaUHOHHOM .noc1,e CTpaHbI­

HMnopTepa. 3anHCH no npoH3B0.D:CTBY, ynaKOBKe H aHaJIH3Y rrpoBepeHbI, H ycTaHOBJieHo HX COOTBeTCTBHe 
Tpe6oBaHH.SIM flpaBHJI Ha,n:JTe)KaIIJ,eH npOH3BO.D:CTBeHH00. npaKTHKH EBpa3H0.CKOro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ 
n HMe'lauue: [1 0)]. KT COOTBeTCTB eT T e6osaHH51M H,ll; 
Prepared by/ Checked by/ Checked by (AQA) / 
CTo)].roTOsneHo: ITposepeHo: Pravesh ITposepeHo (AOK): Ajay 
Yogesh Chauhan Rana i Kumar Sr~ va 

Conclusion : APPROVED / 
3aKJJIO'leuue: O)1.OliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O)].o6peHo: O6ecrrelJeHHe 
KalJeCTBalOTBeTCTBeHHOe n11uo: 

01\\.lfHJl 

Date/ D~/ D~/ D~/ 
)];am: 30.05.2026 ,ll;am: 30.05.2026 )];am: 30.05.2026 )lam: 

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

Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 


