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

CEPTH~HKATAHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo)lyKT: Hai13® AKrn:Brenb (H11Mecy1ma) renb am, Hapy)lrnoro npttMeHeHHR, 1 %, 50 r 

Market/ Pbrnoi.: : Russia / PoccID1 

Batch No./ 
: V260449 

Batch Quantity/ 
Cepust .N'!! PaJMep cepuu 

Analytical Report No./ 
: 040003470155 

Date of Analysis/ 
AttaJlHTHI.JeCKHH OTI.JeT .N'!! ,ll,aTa attaJlHJa 

Date of Manufacture / 
06/2026 

Date of Expiry I 
,ll,aTa npOH3B0JlCTBa 

: 
ro)leH JlO 

Mfg. License No./ 
IlpOHJBO)lCTBeHHaSI : MNB/05/263 MA number: / HoMep PY 
JlHUeHJHSI .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 

23396.000 units/ 
: 

23396.000 emrnm.~ 

: 28.06.2026 

: 05/2028 

: JU1-N2(001336)-(Pf-RU) 

Analysis performed according ND/ AttaJ1HJ npoBe)leH no H,ll,: JITT-N!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'-IHOH ynaKOBKH yTBep,KJleHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'-IHOH ynaKOBKH yTBepm:JleHbl: 25.10.2022 
PIL approved: / MMTT yrnep,KJleH: 25.10.2022 
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No/ 
Test/ IloKa3aTeJib Result/ PeJyJILTaT 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,11.Hopo,11.HhIH np03pa<JHhIH renh O,11.Hopo,11.HhIH npo3pa<JHhIH renh OT 

6ne,11.HO-)l(eJ1TOro QBeTa c 6eCQBeTHOro ,11.0 611e,11.HO-)l(eJITOro QBeTa 

xapaKTepHbIM 3arraxoM 

2. Identification/ ~enTncl>nKau;uH 

Remarks : The Product confirms to ND/ 
n HMe<JaHue: II 0)l KT C00TBeTCTB eT e60BaHID1M H)l 
Prepared by I 
Ilo)lroTOBJJeHo: 

Shagun ¥ 
Date I 
)];am: 28.06.2026 

Checked by I 
IlpoBepeHo:Pravesh 

Rana i 
Date I 
)lam: 28.06.2026 

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

Date I 
)];am: 28.06.2026 

c xapaKTepHbIM 3anaxoM 

Conclusion : APPROVED / 
3aKJIIO<Jeuue: OllOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ Oao6peHo: O6ecneqeH11e 
Kaqecrna/OrneTCTBeHHOe JJHU0: 

~l(,G\.M~ 

Date I 
)lam: 

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 

Te!: +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH«l>IIKAT AHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpoti:v1a: Haih® AKTHBreJJh (HHMecy1111,n) reJJh ,nm, Hapy)lrnoro rrp11MeHeHm1, 1 %, 50 r 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
: V260449 

Batch Quantity / 23396.000 units / 
Cepm1 .N"! PaJMep cepHH 

: 
23396.000 eti:HHHU 

Analytical Report No./ 
: 040003470155 

Date of Analysis / 
: 28.06.2026 

AHaJlHTH'leCKHH OT'leT .N"! ,II:aTa aHaJJH3a 

Date of Manufacture/ 
: 06/2026 

Date of Expiry/ 
05/2028 

,II:aTa DPOH3B0Jl:CTBa roti:eH Jl:O 
: 

Mfg. License No./ 
IlpOH3B0Jl:CTBeHHast : MNB/05/263 MA number: / HoMep PY : JIIT-NQ(001336)-(Pf-RU) 
JlHUeH3HSI .N"! 
Analysis performed according ND/ AHaJJH3 npoBeti:eH no H,II:: JIIl-.N"!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'lHOH ynaKOBKH YTBep~eHbt: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'lHOH ynaKOBKH yTBepmti:eHbt: 25.10.2022 
PIL annroved: / MMil yrnep~eu: 25.10.2022 

HPLC/B3)J{X 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. / BpeMH y,ll,ep:lKHBamrn 
OCHOBHOro nHKa Ha 

xpoMaTorpaMMe 11cnb1TyeMoro 
pacTBOpa COOTBeTCTByeT BpeMeHH 

y,ll,ep:lKHBaHH51 OCHOBHOro nHKa Ha 
xpoMaTorpaMMe pacTBopa 
cTaH,ll,apTHoro 06pa1ua 
HHMecyJIH)],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 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeMH y,ll,ep:lKHBaHH51 
OCHOBHOro nHKa Ha xpoMaTorpaMMe 
HCJlbITyeMoro paCTBOpa )],OJI)KHO 
COOTBeTCTBOBaTb BpeMeHH 
y,ll,ep:lKHBaHH51 OCHOBHOro nHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaH,ll,apTHOro 06pa1ua HHMecyJIH)],a 
(pa3)],eJI «Kon11qecTBeHHoe 
onpe,ll,eJieHHe» ). 

UV spectrophotometry I Y</J­
cneKmporjJomoMempuR 

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 
nornoI.QeHH51 HCnhITyeMoro pacTBopa 
)],OJI)KeH HMeTb MaKCHMYM nornoI.QeHH51 
npH 397±5 HM. 

397±5 nm. I Y<l>-cneKTp 
nornoI.QeHH51 HCnhITyeMoro 
pacTBopa HMeeT MaKCHMYM 
nornoI.QeHH51 npH 397±5 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ110'leu11e: O,II:OliPEHO n HMe'laHHe: IT 

Prepared by / 
Ilo,nroTOBJJeHo: 
Shagun 

~ 

Date I 
):{am: 28.06.2026 

o,n KT COOTBeTCTB eT T e6oBaHIUIM H):{ 
Checked by/ Checked by (AQA) / 
IlposepeHo: Pravesh Ilposepetto (AOK): Amit 

Rana •i Kumar ~ 

Date/ Date I 
.[(am: 28.06.2026 .[(am: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,no6petto: O6ecrreqem1e 
Ka4eCTBa/OTaeTcreeHHOe JJHU0: 

~-W.,t 0Pv\41r-. 

Date I 
.[(am: 

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 
CEPTH~MKATAHAJilI3A 

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

Te! : +91 98166 56001-02 
www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Tipo.uyKT: Hatl:3® AKTHBreJib (HHMeCYJIH.U) reJib .um, Hapy)l<H0ro rrp11MeHeHm1, 1 %, 50 r 

Market / PbIHOK : Russia / Poccm, 

Batch No./ 
: V260449 

Batch Quantity/ 23396.000 units / 
Cepusi .N'!! Pa1Mep cepuu 

: 
23396.000 e.UHHHU 

Analytical Report No./ 
: 040003470155 

Date of Analysis / 
: 28.06.2026 

AttaJJHTH'-leCKHH OT'-leT .N'!! )laTa aHaJJH3a 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
05/2028 

)laTa npOH3B0.UCTB3 ro.uen .uo 
: 

Mfg. License No./ 
IlpOH3B0.UCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITI-.N2(001336)-(Pf-RU) 
JJHUeHJHSI .N'!! 
Analysis performed according ND/ Ananu1 npose.uen no H)l: JITI-.N'!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'-IHOH ynaKOBKH yTsep"lK.lleHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'-IHOH ynaKOBKH yTsepm.uenb1: 25.10.2022 
PIL approved: / l.fMTI yrnep"lK.lleH: 25.10.2022 

3. Weight of package contents/ 51 g/51 r 
Macca co,r:i;ep)KHMoro 
ynaKOBKH 

4. pH 3.23 

5. Viscosity / BHlKOCTh 917.1 centipoise / 
91 7, 1 caHTHDYa.3 

6. Impurities / IlpuMecu 

1. Impurity CI 
ITpttMecb C Not detected / He o6Hapy)KeHa 

11. Impurity D / Not detected / He o6Hapy)KeHa 
TTpttMech D 

iii. Any other impurity / 0.04% 
JI106ajj ;::i:pyrajj np1mecb 

lV. Total impurities/ 0.0406 % 
CyMMa np11Mecei1 

Remarks : The Product confirms to ND/ 
TI uMe'-laHue: IT o.u KT COOTBeTCTB eT e6osamu1M HJl 
Prepared by / 
ITo.uroTOBJietto: 

Shagunj/ 

Date/ 
,[{arn: 28.06.2026 

Checked by/ 
ITposepetto: Pravesh 

Rana i 
Date/ 
,[{am: 28.06.2026 

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

-
Date/ 
.[(am: 28.06.2026 
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According to Rus. Ph. / B coorneTCTBHH 
c Tpe6oBamrn:MH f <l> P<l> 

2.5 to 4.5 I OT 2,5 ;::i:o 4,5 

400 to 1,200 centipoise / 
OT 400 ;::i:o 1200 caHT1mya3 

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 
3aKJJIO'-leHtte: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.uo6petto: O6ecne11ett11e 
Ka11ecrna/OTBeTCTBeHHOe JIHJ..(O: 

~ w..tt~~ 
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$HKATAHAJIH3A 

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

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

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo)ly1u: Hath® AKTHBrenb (tt11MecyJ111)l) reJib )lJIJI ttapy)lrnoro rro11Mettemrn, 1 %, 50 r 

Market/ P1,rnoK : Russia / Pocc11J1 

Batch No./ 
: V260449 

Batch Quantity/ 23396.000 units / 
Cepusi .N"! Pa1Mep cepuu 

: 
23396.000 eJJ,HHHU 

Analytical Report No. I 
: 040003470155 

Date of Analysis / 
: 28.06.2026 

AuaJJHTH4eCKHH OT4eT .N"! )].aTa auaJJHJa 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2028 

llaTa UPOH3B0)lCTB3 
: 

ro)leH JJ,O 
: 

Mfg. License No. / 
IlpOH3B0JJ,CTBeHH3SI : MNB/05/263 MA number: / HoMep PY : JU1-N!!(001336)-(Pf-RU) 

mtUeHJHSI .N"! 

Analysis performed according ND/ AHaJJHJ rrposeJJ,eH no H)].: JIIl-.N"!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeThl nepBH4HOH ynaKOBKH yTsep~eu1,1: 25.10.2022 
Artworks of secondary package approved: / MaKeThl BTOpH'IH0H ynaKOBKH yTsepw:JJ,eu1,1: 25.10.2022 
PIL aooroved: / MMil yrnep~eu: 25.10.2022 

7. Microbial purity*/ Mmcpo6uoJioru11ecKaH 11ucT0Ta* 

1. Total Aerobic Microbial Count/ NA 
O6mee 4.HCJI0 mpo6Hb!X MHKpo-
opraHH3M0B 

ii. Total Combined Yeast and NA 
mould count / O6mee q11cno 
AP0)K)!(eBbIX 11 nnectteBblX 
rp1160B 

iii. Pseudomonas aeruginosa NA 

IV. Staphylococcus aureus NA 

8. Assay / KoJiu11ecTseuuoe onpe,JJ;eJieuue 

Nimesulide / 9.99 mg I 9,99 Mr 
H11Mecyn11)]. (99.9 %) 

Remarks : The Product confirms to ND/ 
n HMe'laHHe: IT OA KT cooTBeTcTB eT T e6osaHHJIM Hll 
Prepared by I 
IloJJ,roTOBJietto: 

Shagu~ 

Date/ 
,Uarn: 28.06.2026 

Checked by/ Checked by (AQA) / 
ITposepetto: Pravesh ITposepetto (AOK): Amit 
Rana ,J Kumar 

y 1'·_/;-
Date I Date/ 
,Uarn: 28.06.2026 .D:arn: 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 / 
OTC)'TCTBHe B 1 r 

Should absent in 1 g / 
OTC)'TCTBHe 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 
(HHMecyJIH)].) (OT 90,0 % )],0 110,0 % OT 
H0MHHaJibH0ro COJJ,ep)KaHml) s 1 r rem, 

Conclusion : APPROVED I 
3aKJJJO'-leH11e: O)1.OJiPEHO 
Approved by: Quality Assurance/ Authorized 
person/ OAo6petto: O6ecneqett11e 
Ka'IeCTBa/OTBeTCTBeHHOe JIHUO: 

~ \C()\M \N\ 

Date/ 
.D:arn: 

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 

I 



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

CEPTH$HKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Naiagarh 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.uy1n: Haih® AKTHBre11b (HHMecy11H.n) re11h .nm, ttapy)l<H0ro np11Mettemrn, 1 %, 50 r 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
: V260449 

Batch Quantity / 23396.000 units/ 
Cepusr .N'!! PaJMep cepnu 

: 
23396.000 e.D.HHHl.l 

Analytical Report No./ 
: 040003470155 

Date of Analysis / 
: 28.06.2026 

AHaJJHTHtfeCKHH OTtfeT .N'! )laTa aHaJJuJa 

Date of Manufacture/ 
: 06/2026 

Date of Expiry / 
05/2028 

)laTa IlPOH3B0.UCTBa ro.ueH .UO 
: 

Mfg. License No./ 
flpOH3B0.UCTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1Il-N2(001336)-(Pf-RU) 
JJHUeHJHSI .N'! 

Analysis performed according ND/ AttaJJHJ npose.ueH no H)l: JITT-N2(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaKeTbt nepBH'IHOU ynaKOBKH yTsep)K.lleHhI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTOpHtIHOU ynaicosicu yTsep,K,ueHhl: 25.10.2022 
PIL aooroved: / HMil yTeepmi:i.eH: 25.10.2022 

9. Dimethyl sulfoxide / 
,lJ;HMeTHJICYJihlJ>OKCHJl: 

10. Package/ YnaKOBKa 

11 Labeling/ MapKupoeKa 

Remarks : The Product confirms to ND/ 

101.5 % 

50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / I1o 
50 r B Ty6y 113 JlaMHHHp0BaHHOro 
aJllOMHHmI, CHa6)1(eHHyIO 
MeM6pattoi1 ,ll,J151 KOHTpon51 nepsoro 
BCKpblTH51. Ka)l(,ll,yIO Ty6y BMeCTe C 
HHCTPYKQHeH no Me,ll,HQHHCKOMY 
npHMeHeHHIO noMew.aIOT B na'IKY 
KapTOHHyIO. 

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

OT 90 % ,ll,0 110 % C2H6OS 
(,1J,HMeTHJ1CYJ1bqlOKCl1,1J,) OT 
HOMl1HaJlbHOfO CO,ll,ep)l(aHH51 

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. / 
I1o 20 r, 50 r HJlH 100 r B Ty6y 113 
naMHHHp0BaHHOfO aJllOMHHHH, 
ctta6)1(etttty10 MeM6pattoi1 ,ll,J151 KOHTponH 
nepsoro BCKpbITHH. Ka)l(,ll,yIO Ty6y 
BMecTe c HHCTPYKQHeH no 
Me,l],HQHHCKOMY np11MeHeHHlO 
noMern.aIOT B na'IKY KapTOHHyIO. 

In accordance with the approved artwork 
(see Section 1.3.2 of Module 1 of DMF). 
I B coorneTcrn1111 c yrnep)l(,ll,eHHbIM 
MaKeTOM (cM. pa3,1J,e11 1.3.2 Mo,1J,y1151 1 
perncTpaQH0HHOfO .[(OCbe). 

Conclusion : APPROVED / 
IlpnMetiaHne: Ilpo.nyKT cooTBeTcTByeT Tpe6oBamrnM H,l], 3aKJJIO'leuue: O)lOliPEHO 
Prepared by / 
Ilo.nrOTOBJleHo: 

Shaguv 

Date I 
)],am: 28 .06 .2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
Ilposepetto: Pravesh Ilposepetto (AOK): Amit person/ O.no6peHo: O6ecrrelJeHHe 
Rana i Kumar Ka4~ ' OTBeTCTBeHHOe JJl,fUQ'. 

I'-~ J 'J_Rl_ \cow"" ~ /? , 
Date I Date/ Date I ( ) L-',--i,_,, ~ '\,,,(, 
L{am: 28.06.2026 )lam: 28.06.2026 )lam: 

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. Kho\, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te!: +919816656001-02 
www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo,11,y1n: Haih® AKTHBrenh (HHMecy11w,11,) renh .nm1 ttapy)lrnoro npHMettemrn, 1 %, 50 r 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
: V260449 

Batch Quantity I 23396.000 units I 
CepuH .N'!! PaJMep cepuu 

: 
23396.000 e,11,HHHU 

Analytical Report No./ 
: 040003470155 

Date of Analysis / 
: 28.06.2026 

AttaJIHTuqecKuii oTqeT .N'!! JI:aTa aHaJJHJa 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2028 

l)laTa npottJB0,11,CTBa 
: 

ro,11,eH ,11,0 
: 

Mfg. License No. / 
IlpOH3B0,IJ,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : nIT-N!!(001336)-(Pf-RU) 
JIHUeH3HH .N'!! 
Analysis performed according ND/ AHaJIH3 npoBe,11,eH no HJI:: JIIl-.N'!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBuqHou ynaKOBKH yrnep;ie,ueHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BrnpuqHoii ynaK0BKH yTBep;ie,ueHbl: 25.10.2022 
PIL aooroved: / MMil YTBep,K,11,eH: 25.10.2022 
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12 Storage / Xpaueuue Store below 25 °C. Do not freeze. I Ilptt TeMnepaType He BhIIIIe 25 °C. He 
3aMopa)lrnBaTb. 

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 MOJKeT OTCYTCTBOBaTh B cepTu4>uKaTe auaJIU3a npOH3B0/J,HTeJIH. IlpoH3B0,[I;HTeJib 
rapanTupyeT Ka':leCTBO npenapaTa no 3THM noKa3aTeJIHM. 

API name (INN)/ HauMenoBauue A<l>C 
Nimesulide / HttMecy1m.n: 

(MHH): 
API manufacturer batch number / 

NMS/126030213 
HoMep cepuu npouJBO!l:HTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0/J,HTeJIH FETA00204 
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/ 
IlpouJB0/1.HTeJih A«l>C, a.n:pec u cTpaua: AapTtt .ll:parc Jh,ll,., YqacTOK N!! N-198, MIDC, Tapanyp, Eottcap, 

Tan. Ilanrxap, ,[(11cTpHKT Txatte 401506, MaxapaIIITpa, I1tt,ll,H51 

Remarks : The Product confirms to ND/ 
n HMeqaHue: IT 0,11, KT C0OTBeTCTB eT T e6oBaHJUIM H,U 

Conclusion : APPROVED I 
3aKmoqeuue: O,LJ:OBPEHO 

Prepared by/ 
ITo.uroT0B11etto: 

Shagy 

Date I 
[(am: 28.06.2026 

Checked by/ Checked by (AQA) / 
ITpoBepetto: Pravesh ITpoBepetto (AOK): Amit 

Rana i Kumar --;_. 

Date I Date I 
,n:arn: 28.06.2026 ,Uarn: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person I O,no6peHo: O6ecneqemte 
Ka'!ecraa/OTBeTCTBeHHOC 1muo: 

~U)J\~'l,w1 

Date I 
narn: 

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: L8519SAP1984PLC004507 
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, H P., 173 205, IN DIA 

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

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Tipo)lyKT: Hath® AKTHBreJih (HHMecynm1) reJib JlJI» Hapy)lrnoro np11MeHemu1, 1 %, 50 r 

Market/ PbIHOK : Russia / PoccH» 

Batch No./ 
: V260449 

Batch Quantity/ 23396.000 units / 
Cepm1 .N'!! PaJMep cepI111 

: 
23396.000 e)lHHHU 

Analytical Report No./ 
: 040003470155 

Date of Analysis/ 
: 28.06.2026 

AHaJIUHl'leCKUH OT'leT .N'!! ,Ll.aTa auanuJa 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 

,Ll.aTa npouJBOJlCTBa ro)leH )lO 
: 

Mfg. License No./ 
TipOU3B0)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JII1-N!!(001336)-(Pf-RU) 
JIHUeHJHH .N'!! 
Analysis performed according ND/ AuaJJHJ npoBe)leH no H,ll.: JITI-.N'!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTb1 nepBH'IHOH ynaicoBKH YTBep"'J).eHbI: 25.10.2022 
Artworks of secondary package approved: / MaiceTbI BTOputiuoii ynaKoBKH yTeep"'JJ,eHbI: 25.10.2022 
PIL approved: / MMTI vrnep"'J).eu: 25.10.2022 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site 
I 
HauMenoBauue, aApec, J1u._eu1uH AJIH 
11pon3BOACTBeHHaH IlJIOUJ.aAKa / 

Page 7 of 7 / CTp. 7 u1 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 

.D:-p Pe.u,uH'c Jia6opaTOpHC JlT)].., IlpOH3B0)].CTBeHHOe 

no)].pa3t1,eneHHe-6, BHnnat1,)K Kxonb, Hanarapx PoyA, Ea.u,u11, ConaH 

)];HCTPHKT, x.n. 173205, 11H)].H~ (Jim.1,eH3H~ 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». 
3aKJIIOqeuHe O COOTBCTCTBHH: «HacTmIII.JJfM 51 IIO)J:TBep)l()];aIO, 1'.fTO rrp1rneneHHa51 BhIIIIe HHQ)OpMau:1rn 51BJrneTC51 
)],OCTOBepHOH: H TOl'.fHOH:. 3Ta cepmr rrpO)].YKU:HH rrpOH3BeneHa (BKJII01'.fa51 yrraKOBKY (MapKHpOBKY) H KOHTpOJII, 
Ka'leCTBa) Ha BbIIIIey1<a:3aHHOH: rrpOH3BO)J:CTBeHHOH: IIJIOIU:a.i:i:Ke (rrnoru:anKax) B IIOJIHOM COOTBeTCTBHH C 
Tpe6oBaHH51MH IIpaBHJI Hanne)Karu:eif rrpoH3BO)J:CTBeHHOH: rrpaKTHKH EBpa3HH:CKOro 3KOHOMH1'.feCKOro COI03a (N!! 
GMP/EAEU/RU/02329-2025 OT 19 ceHrn6p51 2025 r.) M Tpe6oBaHH51MH KOHTpon51 Ka'lecTBa neKapcTBeHHhIX 
cpe)].CTB, a TaK)Ke B COOTBeTCTBHH co crreu:H<pHKaU:H51MH, CO)].ep)KaI.Il;HMHC51 B perHCTpaUHOHHOM .LJ:OCbe CTpaHbl­
HMI10pTepa. 3arrHCH 110 npOH3BO.LJ:CTBY, yrraKOBKe H aHaJIH3Y rrpoBepeHbl, H ycTaHOBJieHO MX COOTBeTCTBHe 
Tpe6oBaHH5IM ITpaBHJI Ha)],Jie)Karu:eif rrpOH3BO.LJ:CTBeHHOH: rrpaKTHKH EBpa3HH:CKOro 3KOHOMH1'.feCKOro COI03a». 

Remarks : The Product confirms to ND/ 
TI UMe'laHHe: 11 O)l KT C00TBeTCTB eT e6oBaHIDIM HD 
Prepared by / Checked by / 
I1onrornsneHo: I1poBepeHo: Pravesh 

Shagun r Rana J 
Date I Date/ 
,l(arn: 28.06.2026 narn: 28.06.2026 

Checked by (AQA) / 
I1posepeHo (AOK): Amit 
Kumar 

Date/ 
,l(arn: 28.06.2026 

Conclusion : APPROVED I 
3aKJJIO<teuue: O,LI.OliPEHO 
Approved by: Quality Assurance/ Authorized 
person I OJlo6peHo: O6ecne'-Iem1e 
Ka~~TBeTCTseHMOe nuuo: 

( 0s7~ \~1A-, 

Date/ 
,l(arn: 

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 




