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

CEPTH<I>RKAT AHAJllI3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
IlpoJJ.yKT: Hai13® AKTHBre11h (H11Mecvm1n) re11h J.lllH Hapy)l<HOro np11MeHeH11», 1 % 

Market/ PbrnoK : Russia / Pocc11H 

Batch No./ 
: V260379 

Batch Quantity/ 
Cepm1 .N"2 Pa1Mep cepmt 

Analytical Report No./ 
: 040003411376 

Date of Analysis/ 
AHaJIHTH'leCKHH OT'leT .N"! .llaTa aHan111a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
,/1.aTa IlPOH3B0J.lCTBa roJ).eH Jl.O 

Mfg. License No. / 
Il pOH3B0,ll,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY 
JIHl{eH3HSI .N°! 

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 

23300.000 units/ 
: 

23300.000 e)ll1Hl11..( 

: 30.05 .2026 

: 04/2028 

: JU1-.N~(001336)-(Pf-RU) 

Analysis performed according ND/ Anann1 npoBeJJ.eH no H.l{: .JITT-.N"2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbJ nepsnqnou ynaKOBKH yTsep)KJleHM: 25.10.2022 
Artworks of secondary package approved:/ MaKeTbJ BTOpH'IHoii ynaKOBKH yTsep)KJI.em,1: 25.10.2022 
PIL approved: / 11Mil vrnep)K)len: 25.10.2022 

. 

Page 1 of7 / CTp. 1u37 

No/ 
Test/ II01rn1aTeJih Result/ Pe3yJihTaT Specification / HopMa 

.N'!! 

1. Description / Onucauue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to 
yellow gel with characteristic odor pale-yellow gel with characteristic odor/ 
/ O,1],HOpO)].HhIH npo3pa4HhIH reJlb 0)].HOpO,!l,HhIH np03pa'lHhIH renh OT 
6ne)].HO-)KeJ1TOrD UBeTa c 6ecuBeTHoro ,!J,O 611e,1J,HO-)KeJ1Toro usern 
xapaKrepHhIM 3anaxoM 

2. Identification / ll)].euTuct,mrnnuH 

Remarks : The Product confirms to ND/ 
n HMelfaHtte: IT 0.ll KT COOTBeTCTByeT T e6oBaHHHM H,ll; 
Prepared by I Checked by/ Checked by (AQA) I 
ITo.uroTOBJieno: i ITpOBepeno: Ramakant ITpoBepeHo (AOK): Amit 

PraveshRana t v1t Kumar ~ -;_-

Date/ Date/ Date/ 
}lam: 30.05 .2026 ,[{am: 30.05.2026 }lam: 30.05.2026 

c xapaKTepHhIM 3anaxoM 

Conclusion : APPROVED / 
3aKJ110'lenne: O.llOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.uo6petto: O6ecrreqem,1e 

K34CCTBai0TBeTCTBsi,~vA~ ) 

Date/ 
,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034. 1e angana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys. com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH$lIKATAHAJIH3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
Ilpo.11.yICT: Haih® AKnrnreJJb (H11MecyJJ11A) reJJb AJJ» Hapy)KHOro rrp11MeHeHH», 1 % 

Market / PbIHOK : Russia I Pocc11» 

Batch No./ 
V260379 

Batch Quantity/ 
Cepttsi N2 

: 
PaJMep ceptttt 

Analytical Report No./ 
: 040003411376 

Date of Analysis/ 
AHaJIHTH'-leCKHH 0T'-leT N2 .L(aTa attaJIHJa 

Date of Manufacture / 
05/2026 

Date of Expiry I 
.L(aTa DPOH3B0.ll,CTBa 

: 
ro.11.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 

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

23300.000 units / 
: 

23300.000 e)],HHHU, 

: 30.05.2026 

: 04/2028 

IlpOH3B0.ll,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
JIHU,eHJHSI .N'2 
Analysis performed according ND/ AHaJIHJ npose.11.en no H.L(: JIIl-N2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'-IHOH ynaKOBKH yTsep,KJJ,eHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'-IHOH ynaKOBKH yTsepm.11.enb1: 25.10.2022 
PIL approved:/ llMil yrnep,KJJ,en: 25.10.2022 

HPLCIB3JKX 

UV spectrophotometry I Y<t>­
cneKmporjJomoMempu.R 

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. / BpeM» y,11,ep)KHBaHH» 
OCHOBHOro IIMKa Ha 

xpoMaTorpaMMe HCIIbITyeMoro 
paCTBOpa COOTBeTCTByeT speMeHM 
y,11,ep)KHBaHHH OCHOBHOro IIHKa Ha 
xpoMaTorpaMMe pacrnopa 
cTaH,11,apTHoro o6pa3u,a 
HHMecyJIH,l],a. 

UV absorption spectrum of the test 
solution has absorption maximum at 
397±5 nm. / Y<l>-cneKTp 
nornow,eHHH MCIIbITYeMoro 
pacrnopa MMeeT MaKCMMYM 
nornow,eHHH nptt 397±5 HM. 
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The retention time of the main peak in 
the chromatogram of test 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)KHBaHHH 
OCHOBHOro IIHKa Ha xpoMaTorpaMMe 
HCIIhITyeMoro paCTBOpa ,11,0JI)KHO 
COOTBeTCTBOBaTb BpeMeHM 
y,11,ep)KHBaHHH OCHOBHOro IIHKa Ha 
xpoMaTorpaMMe pacrnopa 
CTaH,11,apTHOro o6pa3u,a HHMecyJIH,11,a 
(pa3,11,en «KoJIM'-lecrneHHOe 
onpe,11,eneHHe» ). 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. / Y<l>-cneKTP 
nornow,eHM» HCIIhITyeMoro pacrnopa 
,11,0JI)KeH HMeTb MaKCMMYM nornow,eHMH 
IIpH 397±5 HM. 

Remarks : The Product confirms to ND/ 
n HMe'-laHtte: IT O.ll, KT COOTBeTCTB eT T e6osaHHHM H.[l 

Conclusion : APPROVED / 
3aKJIIO'-leHtte: O.L(OliPEHO 

Prepared by / Checked by / 
IToAroTOBJJetto: 1 ITposepetto: Ramakant 

Prnvesh Rana ~ut-
Date/ Date/ 
J(arn: 30.05.2026 .Uarn: 30.05.2026 

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

Date/ 
.Uarn: 30.05.2026 

Approved by: Quality Assurance/ Authorized 
person I 0Ao6peHo: 06ecrreqetttte 
Kaqecrna/OrneTCTBeHHOe JJHU,O: 

Date/ 
.Uarn: 

~~)\Alt"1' 

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 
Cl N: L85195AP1984PLC004507 

www.drreddys.corn 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>IIKATAHAJIII3A 

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

Tel : +91 98166 56001.-02 
www. d rreddys. com 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
Ilpo,UyKT: Haih® AKTHBreJih (HHMeCyJIH.U) reJih )],JUI Hapy)l(HOro npHMeHeHH51, 1 % 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V260379 

Batch Quantity/ 23300.000 units / 
CepttH .N'2 PaJMep cepHH 

: 
23300.000 eJJ,HHHU 

Analytical Report No./ 
: 040003411376 

Date of Analysis / 
: 30.05.2026 

AnaJIHTHqecKHH oTqeT .N'2 )laTa aHaJIHJa 

Date of Manufacture / 
05/2026 

Date of Expiry / 
04/2028 

)laTa npOH3B0,UCTBa 
: 

ro.uen .uo 
: 

Mfg. License No. / 
IlpOH3B0,UCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
JIHUeH3HH .N'2 
Analysis performed according ND/ AnaJIH3 npoBe,UeH no H)l: JIIl-.N'2(001336)-(Pf-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBHqnou ynaKOBKH yTBep)KJJ.eHbt: 25.10.2022 
Artworks of secondary package approved: / MaKeTbt BTOpHqnou ynaKOBKH yTBepm,neHbI: 25.10.2022 
PIL approved: / HMil vrnep)KJJ.eH: 25.10.2022 
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3. Weight of package contents / 50 g I 50 r According to Rus. Ph. / B coorneTCTBHH 
Macca co~ep)KHMoro c Tpe6oBaHH51MH f<l> P<l> 

ynaKOBKH 

4. pH 3.24 2.5 to 4.5 I OT 2,5 ao 4,5 

5. Viscosity / BHJKOCTh 929 .6 centipoise / 400 to 1,200 centipoise / 
929,6 caHrnnya'.3 OT 400 ,D,0 1200 caHnmya3 

6. Impurities / IIpuMecu 

1. Impurity C / Not more than 0.50 % I 
ITpHMecb C Not detected/ He o6Hapy)KeHa He 6onee 0,50 % 

11. Impurity D / Not detected/ He o6Hapy)KeHa Not more than 0.50 % I 
ITpttMech D He 6onee 0,50 % 

... 
Any other impurity / Below LOQ (LOQ = 0.03 %) / Not more than 0.50 % I Ill. 

JI106a51 ,D,pyra51 npHMecb HH)Ke npe,D,eJia K0JIHqecTBeHH0ro He 6onee 0,50 % 
onpe,D,eJieHH51 (ITKO = 0,03 %) 

lV. Total impurities/ Below LOQ / Htt)Ke npe,D,ena Not more than 1.50 % I 
CyMMa npHMeceii K0JIHqecrneHHoro onpe,D,eneHH51 He 6onee 1,50 % 

Remarks : The Product confirms to ND/ 
II HMeqantte: IT OJ], KT COOTBeTCTB eT e6oeaHH51M H.D: 

IToJJ,roTOBJietto: TiposepeHo: Ramakant 
Prepared by/ 

1 
Checked by / 

Pravesh Rana ~ 

Date/ Date/ 
)]pa: 30.05.2026 .lJ:_arn: 30.05.2026 

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

Date/ 
LJ;arn: 30.05.2026 

Conclusion : APPROVED / 
3aKmoqentte: O,llOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I OJJ,o6peHo: O6ecneqeHHe 
Kaqecrna/OTeeTCTBeHHoe m1uo: 

Date/ 
.D:arn: 

~'l1 /VMJ I 

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

Tel: +9140 4900 2900, Fax: +91 40 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 
CEPTH$HKATAHAJilI3A 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, \NOIA 

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

Product: Nise® Activgel (nimesulide) gel for external use, l % 
IIpoAyITT: Halh® AKTHBreJib (HHMeCVJIH.U) reJih ilJl51 Hapy)l<H0ro ITPHMeHeHH51, 1 % 

Market/ PblHOK : Russia / PoccH51 

Batch No./ 
: V260379 

Batch Quantity/ 23300.000 units / 
Cepusi .N'2 PaJMep cepuu : 23300.000 emrnmi: 
Analytical Report No./ 

: 040003411376 
Date of Analysis / 

: 30.05.2026 
AuaJIHTH'-tecKuii oPteT .N'2 JJ:aTa auaJIHJa 
Date of Manufacture/ 

: 05/2026 
Date of Expiry/ 

04/2028 
11.aTa ITPOH3B0ilCTBa foAeH ilO 

: 

Mfg. License No./ 
IIpoH3B0ilCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-NQ(001336)-(Pf-RU) 
JIHQeH3HSI .N'! 
Analysis performed according ND/ AuaJIHJ nposeAeH no H,ll,: JIIl-.N'2(001336)-(Pf-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepsuquou ynaKOBKH yTsep)K)J.eHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI srnpuquou ynaKOBKH yTsep'.lKAeHbI: 25.10.2022 
PIL aooroved: / MMII yTsep)K)J,eu: 25.10.2022 

7. Microbial purity* / MnKpo6uoJioru11ec1rnH 'IHCTOTa* 

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

11. Total Combined Yeast and Less than 10 CFU/g / 
mould count / O6mee L!Hcno Mettee 10 KOE/r 
.ll.PO)K)I(eBblX H nnecHeBbIX 
rpH60B 

iii. Pseudomonas aeruginosa Absent in 1 g / 
OTcyrcrnyeT B 1 r 

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

8. Assay/ KoJiu11ecTeeuuoe onpe.r.eJieuue 

Nimesulide / 9.7 mg/ 9,7 Mr 
HttMecym1.z:i; (97.0 %) 

Remarks : The Product confirms to ND/ 
n HMeqaune: IT o.u KT CO0TBeTCTB eT e6oBaHH51M H,ll, 
Prepared by I Checked by I 
I1oAroTOBJietto: J ITpoBepetto: Ramakant 

PraveshRana .I-- (1),,l\~ 
\~---

Date/ Date/ 
):(am: 30.05.2026 )].am: 30.05.2026 

Checked by (AQA) I 
ITpoBepeHo (AOK): Amit 

Kumar /'- ~ 

Date/ 
,Aam: 30.05.2026 
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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 / 
OTcyrcTBHe B 1 r 

Should absent in 1 g / 
OTcyrcrnHe 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 )].O 11,0 Mr C13H12N2OsS 
(HHMecyJIHA) (OT 90,0 % )].O 110,0 % OT 
HOMHHaJibHOro CO)].ep)KaHIDI) B 1 r rem, 

Conclusion : APPROVED / 
3aKmoqeune: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.uo6petto: O6ecrreqem1e 
Ka'-IeCTBalOTBeTCTBeHHOe JIHQ0: 

Date/ 
)lam: 

c.SJtiVANI 

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

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

www.drreddys.corn 

I 



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

CEPTM~IIKATAHAJIII3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
Ilpoi:{y1n: Haifa® AKn,rnreJJh (H11Mecym-1J{) reJJh ,nm, Hapy)lrnoro rrpttMeHeHHH, 1 % 

Market/ PbrnOK : Russia / PoccHH 

Batch No./ 
: V260379 

Batch Quantity/ 
CepHH .N'2 PaJMep cep1111 

Analytical Report No./ 
: 040003411376 

Date of Analysis / 
AHaJIHTH'IeCKHH OT'-leT .N'2 )laTa aHaJIHJa 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
)laTa np0H3B0J{CTBa 

: 
roJ{eH J{O 

Mfg. License No./ 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vii!. Kho\, Na\agarh Road, Baddi, 
Distt. Solan, H.P., 173 205, \NDIA 
Tei : +91 98166 56001-02 
w1,vw.drreddys.com 

23300.000 units / 
: 

23300.000 emrn11u 

: 30.05.2026 

: 04/2028 

IlpOH3B0ACTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-NQ(001336)-(Pf-RU) 
JIHUeHJHH .N'2 

Analysis performed according ND/ AHaJIHJ npoBeJ{eH no H)l: JITT-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeThl nepBH'IHOH ynaK0BKH YTBep,KJJ,eHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOH ynaKOBKH yTBepmJ{eHbI: 25.10.2022 
PIL approved: / MMD vrnep,KJJ,eH: 25.10.2022 
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9. Dimethyl sulfoxide / 
,ll;uMeTHJICYJib!J>OKCH)], 

99.6 % 90% to 110% of C2H60S ( dimethyl 
sulfoxide) oflabel claim / 

OT 90 % )],0 110 % C2H6OS 
(AHMeTHJICYJih~OKCH)].)OT 
H0MHHaJlbH0f'O C0)].ep)KaH~ 

10. Package/ YnaKOBKa 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 113 JiaMHHHpOBaHHOro 
aJIIOMHHHH, ctta6)KeHHYIO 
MeM6paHOM )],JUI KOHT})0JIH nepBoro 
BCKphlTHH. Ka)K)].yw Ty6y BMeCTe c 
HHCTPYKU.Hett no Me)].HI.J.HHCKOMY 
npHMetteHHIO noMeI.I.J.aIOT B naqKy 

KapTottttyw. 

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. / 
ITo 20 r, 50 r HJIH 100 r B Ty6y 113 

JiaMHHHpOBaHHOrO aJIIOMHHHH, 
ctta6)Kettttyw MeM6pattoif )].JIH KOHTponH 
nepBoro BCKpbITHH. Ka)K)].yIO Ty6y 

11 Labeling / MapKupoBKa Complies / CoorneTcrnyeT 

Remarks : The Product confirms to ND/ 
n HMe'laHHe: IT 
Prepared by / 
Ilo,nroTOBJJeHo: 
Pravesh Rana 

Date I 
L{arn: 30.05.2026 

o.n KT C00TBeTCTB eT T e6oBaHHHM HD: 
Checked by/ Checked by (AQA) / 

• TipoaepeMo: Ramakant ITpoBepeHo (AOK): Amit 

~ Kumac !'-~-
Date I Date/ 
L{arn: 30.05.2026 L{arn: 30.05.2026 

BMecTe c HHCTPYKI.J.Hett no 
Me)],HI.J.HHCKOMY npHMeHeHHIO 
noMeI.I.J.aIOT B naqKy KapTOHHyIO. 

In accordance with the approved artwork 
(see Section 1.3.2 of Module 1 of DMF). 
I B coorneTCTBHH c yrnep)K)].eHHbIM 
MaKeTOM (CM. pa3)],eJI 1.3.2 MOAYJIH 1 
pernCTpau.H0HHOfO )],0Che ). 

Conclusion : APPROVED / 
3aKJIIO'leHue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O,no6peHo: O6ecrre'leHHe 
Kaqecrna/OTBeTCTBeHHOe Jll-IU0: 

Date I 
L{arn: 

811/ lll))JI 

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

CERTIFICATE OF ANALYSIS 
CEPTH$IIKATAHAJIH3A 

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 % 
1Ipo)ly1u: Haii.3® AKTHBreJih (H11Mecym1)l) renh .um1 Hapy)lrnoro rrp11MeHeH1151, 1 % 

Market/ PbIHOK : Russia / Pocc1151 

Batch No./ 
: V260379 

Batch Quantity/ 23300.000 units / 
CepHH .N'! Pa3Mep cepHH 

: 
23300.000 e.UHHHU 

Analytical Report No./ 
: 040003411376 

Date of Analysis/ 
: 30.05.2026 

AHaJIHTH'leCKHH OT'leT .N'! )].aTa aHaJiuJa 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2028 

)].aTa npoH3B0)),CTBa 
: 

ro)),eH )),0 
: 

Mfg. License No./ 
IIpOH3B0)),CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N!(001336)-(Pf-RU) 
JIHUeH3HH .N'! 
Analysis performed according ND/ AuaJIH3 npose)),eu no H)].: JIIl-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepsuquofi ynaK0BKH YTBep,K)),eHbt: 25.10.2022 
Artworks of secondary package approved: / MaKeTbt BTopuquofi ynaK0BKH yTBepiK)),eHbt: 25.10.2022 
PIL approved: / MMil vrnep,K)),eu: 25.10.2022 

Page 6 of 7 / CTp. 6 HJ 7 

12 Storage / Xpaueuue Store below 25 °C. Do not freeze. / ITptt TeMnepaType He BhIWe 25 °C. He 
3aMopmI<HBaTb. 

13 Shelf-life (storage period)/ 2 years./ 2 ro,n:a. 
CpoK ro,1J.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 cepTuct,11KaTe auaJIH3a np0113BO}].HTeJIH. IlpoH3B0}].UTeJib 
rapauTupyeT Ka'leCTBO npenapaTa no 3THM noKaJaTeJIHM. 

API name (INN)/ Ha11Meu0Bauue A$C 
Nimesulide / HttMecy1m.n: 

(MIIH): 
API manufacturer batch number / 

NMS/126020159 
HoMep cepuu npouJBO}].HTeJIH A$C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauu:uu npouJBO}].HTeJIH FETA00129 
rJI$: 

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tai. 
API Manufactured by, address & country / Palghar, Dist. Thane, 401506, Maharashtra State, India/ 
IlpouJBO}].HTeJih A$C, a}].pec u cTpaua: Aaprn ,[(pare JlT.n:., YY:aCTOK .NQ N-198, MIDC, Tapanyp, Eottcap, 

TaJI. ITaJirxap, ,[(ttcTpHKT Txatte 401506, MaxaparnTpa, l1H,n:m1 

Remarks : The Product confirms to ND/ 
n HMet:IaHHe: IT 0.!l KT COOTBeTCTB eT T e6oBaHH51M H,!l; 

Conclusion : APPROVED / 
3aKJitot:IeHtte: O)J.OliPEHO 

Prepared by I 
ITo.urornsneHo: 
Pravesh Rana 

Date/ 
)].am: 30.05.2026 

Checked by I Checked by (AQA) I 

1 
ITposepeHo: Ramakant ITposepeHo (AOK): Amit 

ud-: Kumar I\ _.A 

~ {' -
Date/ Date/ 
)].am: 30.05.2026 )].am: 30.05.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,uo6peHo: O6ecneqem1e 
Kalfecrna/OTBeTCTBeHHOe Jil,fU0: 

Date/ 
)lam: 

Stf)UtJ!J/ 

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.corn 



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

CERTIFICATE OF ANALYSIS 
CEPTMWHKATAHAJIH3A 

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, 1 % 
Ilpo)lytn: Hath® AKrnBreJih (HHMecym1)l) reJib )lJIH Hapy)KHOro npHMeHeHHH, 1 % 

Market/ PblHOK : Russia / PoccHH 

Batch No./ 
: V260379 

Batch Quantity / 23300.000 units / 
Cepttst .N'2 PaJMep cepHH 

: 
23300.000 e)lHHHU 

Analytical Report No./ 
: 040003411376 

Date of Analysis/ 
: 30.05.2026 

AHaJIHTH'leCKMH OT'leT .N'2 )laTa auaJittla 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 

,llaTa npOM3B0)lCTBa ro)leH )lO 
: 

Mfg. License No./ 
IlpOM3B0)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JH1-.Nfl(001336)-(Pf-RU) 
JIHUeH3MH .N'2 
Analysis performed according ND/ AuaJIMl npose)leH no H)l: JIII-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaKeTbl nepBM'IHOH ynaKOBKH yTsep,K,ll,eHbJ: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTOpM'IHOH ynaKOBKH yTsepm)leHbt: 25.10.2022 
PIL approved:/ UMII yrnep,K,ll,eH: 25.10.2022 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site 
I 
HauMeuosauue, ai:.pec, JIHU.en1nH )lJIH 
IIpon3BO)lCTBCHHaH DJIOm;a)lKa / 
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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 
,[J;-p PeMH'c Jla6oparnp11c JlT,ll.., TTpOH3B0,ll.CTBeHHOe 

no,ll.pa3,ll.eneHHe-6, B11nna)])K Kxonh, Hanarapx Poy.D., EaMH, ConaH 
,[J;HCTpHKT, x.n. 173205, 11HAH51 (Jlm.(eH3H51 Mi 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». 
3aKmoqeHHe O COOTBeTCTBHH: «HacT051II(HM 51 rro,n:TBep)K,n:aio, qTo rrpHBe,n:eHHa51 BbIIIIe HmpopMal(H51 51BJrneTC51 
,n:OCTOBepHOH H ToqHoH. 3m cepH51 rrpo,n:yKI(lUI rrpomBe,n:eHa (BKJIIOqa5J: yrraKOBKY (MapKHpOBKY) M KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH rrpomBo,n:cTBeHHOH IIJIOII(a,n:Ke (IIJIOII(a,n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH51MH ITpaBHJI Ha,n:rre)Kall(ett: rrpoH3Bo,n:cTBeHHOH rrpaKTMKM EBpa3HHCKoro 3KOHOMMqecKoro co103a (N2 
GMP/EAEU/RU/02329-2025 OT 19 ceHrn6p51 2025 r.) H Tpe6oBaHH51MH KOHTporr51 Kaqecrna rreKapcrneHHhIX 
cpe,[(CTB, a TaK)Ke B COOTBeTCTBHH co crrel(mpHKaI.J;M51MH, CO,ll.ep)Kall(MMHC51 B perHCTpal(MOHHOM ,n:ocbe CTpaHbl­

HMIIOpTepa. 3arrHCH ITO rrpOH3BOACTBY, yrraKOBKe H aHaJIH3Y rrpoBepeHbl, H yCTaHOBJieHO I-IX COOTBeTCTBMe 
Tpe6oBaHH51M ITpaBHJI Ha,n:Jie)Kall(ett: rrpOH3BOACTBeHHOH rrpaKTHKH EBpa3HHCKoro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ 
II HMe'lauue: TI O)l KT coorneTCTB eT T e6oBaHHHM Hll 
Prepared by/ Checked by/ Checked by (AQA) / 
Tio)lroTOBJieHo: • / . ITpoBepeHo: Ramakant ITpoBepeHo (AOK): Amit 

Pravesh Rana J ~ Kumar ...---,\..-

Date/ Date/ Date/ 
llam: 30.05.2026 )].am: 30.05.2026 )].am: 30.05.2026 

Conclusion : APPROVED / 
3aKJIJO'leHue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O)lo6peHo: O6ecne1JeH11e 
KaT.Jecrna/OTBeTCTBeHHOe JIHUO: 

Date/ 
LI;am: 

~,uv fJtJ) 

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: L85195AP1984PLC004507 
www.drreddys.corn 


