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

CEPTH~HKATAHAJlli3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road; Baddi, 
Distt. Solan, H.P., 173 205, \NOIA 

Tel: +9198166 56001-02 

VVVVVV,UI I CY'"'Y"'·~- 11 

Ilpo)lyKT: Haih® AKrnBrenb (HHMecymtJl) renb JlRJI Hapy>KHoro np11MeHemrn, I %, 100 r 

Market / PbIHOK : Russia / Pocett5! 

Batch No./ 
: V260171 

Batch Quantity/ 11830.00 units/ 
Cemrn .N'2 Pa1Mep cepmt • 11830.00e,lllfHHU. 
Analytical Report No. / 

: 040003301356 
Date of Analysis/ 

: 27.02.2026 
AttaJlHTH'leCKHH OT'leT .N'!! .llaTa attaJlHla 
Date of Manufacture/ 

: 02/2026 
Date of Expiry/ 

: 01/2028 
,ll,aTa noonJB0JICTBa roJJ:eH JJ:O 

Mfg. License No./ 
IlpOH3BOJJ:CTBeHHaH : MNB/05/263 MA number: / HoMep PY : nrr-M1(001336)-(Pf-RU) 
J111UeH3IIH .N'2 

Analysis performed according ND/ AHaJ1Hl npoae.n.e11 no H.ll.: JIO-.NH001336)-(Pf-RU)-090625 

Page 1 of 7 / CTp. 1H37 

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 I 
/ O,ll,ttopOAHbIH np03pa'IHbIH O,ll,HOpO,ll,HblH npo3pal.!HhIH reJib OT 
6ecu,BeTHOro AO 6Jie,/].HO-)l(eflTOro 6ecu,BeTHOro ,ll,O 6ne,/].HO-)l(eJITOro l.(BeTa 
u,seTa c xapaKTepHbIM 3anaxoM c xapaKTepHbIM 3anaxoM 

2. Identification / m:.euTmJmKauuH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIlpHMe'tauue: ITpo,uyKT coorneTcrnyeT Tpe6oBaHH5IM H,ll; 

Prepared by I 

1 TToJlr0TOBJieH0: 
Pravesh Rana 

IDate / 
:)];am: 27.02.2026 

3aKJ110'leH11e: O,l(OliPEHO 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
HpoBepetto: Ramakant TTposepeH0 (AOK): O,uo6petto: O6ecne'-!eH11e Ka1.Jecrna/OrneTCTBeHHOe 

~ 
Amit Kumar JIHU.0: 

~~ j\--)_-
I Date/ Date I !Date / '2--~ ~ '2.--- 7-Jl)L.-G 
: )];am: 27.02.2026 )];am: 27.02 .2026 )];am: 

Regi stered 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 
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•·· Dr. Reddy'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 

CERTIFICATE OF ANALYSIS 
CEPTH<DHKATAHAJIII3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g v11 "Y ... . u 1, .._...,."''Y~.1,,.,\...1 

OponyKT: Haih® AKnrnrenb (HHMecymlll) renb Jl.JHI Hapy>1<1-1oro np11MeHeHllil, 1 %, 100 r 

Market/ PbIH0K : Russia / Poccm1 

Batch No./ 
: V260171 

Batch Quantity I 11830.00 units / 
Cep,w .N'! Pa3Mep cepuH • 11830.00e,11,HHHU 

Analytical Report No./ 
: 040003301356 

Date of Analysis / 
: 27.02.2026 

AHaJIUTHlfeCKHH OTlfeT .N'! ,UaTa aHaJ1ma 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
: 01/2028 

,[lam npomB0llCTBa ro,11,eH llO 

Mfg. License No./ 
IlpOU3B0,11,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITT-N!(OO 1336)-(Pf-RU) 
JlHU.eH3HSI .N'! 
Analysis performed accordinrz ND/ Auamn noosen.en no H,U: JIIl-.N'2(001336)-(Pr-RU)-090625 

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. I BpeMH yJJ.ep)K1,rnamrn 
OCHOBHOfO 
xpoMaTorpaMMe 

nHKa Ha 
HCTTbITyeMoro 

pacTBopa COOTBeTCTByeT BpeMeHH 
y,11,ep)KHBaHHH OCHOBHOfO TTHKa Ha 
xpoMaTorpaMMe 
CTaH,n:apTHOfO 
HHMecyJIH)J.a. 

pacrnopa 
06pa3u;a 
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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 in the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeMH yJJ.ep)KHBaHHH 
OCHOBHOro TTHKa Ha xpoMaTorpaMMe 
HCTTbITyeMoro paCTBopa ,1l,OJl)KHO 
COOTBeTCTBOBaTb BpeMeHH 
y,n:ep)KHBaHHH OCHOBHOfO nHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaH,n:apTHOfO o6pa3u;a HHMecy11tt,n:a 
(pa3,n:e11 «KoJIHlfecTBeHttoe 
onpe,n:e11eHHe» ). 

UV spectrophotometry I Y</J­
cneKmpor/_JomoMempuR 

UV absorption spectrum of the test 
solution has absorption maximum at 
397±5 nm. I Y<D-cneKTp 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. / Y<D-cneKTp 

nornow;eHHH HCnhnyeMoro I nornow;eHHH HCTThITyeMoro pacrnopa 
pacrnopa HMeeT MaKCHMYM 
nornow;eHHH npH 397±5 HM. 

,11,OJl)KeH HMeTb MaKCHMYM norno~eHHH 
npH 397±5 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe•iaHue: TTp0)l.yKT C0OTBeTCTByeTTJ)e6osamurM HD: 3aKmo•1cuue: O)];O6PEHO 

Prepared by/ 

1 TTo,11,roTOBJieHo: 
Pravesh Rana 

:)].ara: 27.02.2026 
'Date I 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTposepeHo: Ramakant npooepeHo (AOK): Oao6peHo: O6ecneqeH11e Ka'iecT~na/O· oercrneHHoe 

~~ 
Amit Kumar m1.uo: ~ 

(\~ 
o. 

\ / 

I Date/ Date I IDate I ~,-c,L-U2--~ 
: ,I(ara: 27.02.2026 .D:arn: 27.02.2026 JI.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 
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•·· Dr. Reddy's ~;• 
CERTlFlCATE OF ANALYSIS 

CE_fTH<I>Ii_KAT AHAJUJ3A 

Product: Nise Activgel (nimesulide) gel for external use, I %, 100 g 

Dr. Reddy's Labor-atories Ltd . 
Formulation Unit -6 
Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te!: +919S165 56001-02 
W,v,,.1.11 ,~~~ 1 :..\.v11 

TTponyKT: Hath® AKT11sreJih (HHMecym,1Jl) reJih .u.m1 Hap)')l<Horo np11MeHeH~rn . I %, 100 r 

Market/ PhlHOK : Russia / Poccm1 

Batch No./ 
: V260171 

Batch Quantity/ 11830.00 units/ 
Cepm, .N'!! PaJMep cepuu • 11830.00e.u.11Hm.1, 

Analytical Report No./ 
: 040003301356 

Date of Analysis / 
: 27.02.2026 

AHaJIHTH'-teCKHH 0T'-teT .N'!! )l..aTa aHaJJHJa 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
: 01/2028 

.UaTa n P0ll3B0llCTB3 ro)J.eH )).0 

Mfg. License No./ 
TTpoHJBO)J.CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-M!(001336)-(Pf-RU) 
JIIIUeHJIUI .N'!! 

Analysis performed according ND/ AHaJJHJ nposei.e11 no HJI,: JIIl-.M(001336)-(Pf-RU)-090625 
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3. Weight of package contents/ 100 g / 100 r According to Rus. Ph./ B coorneTCTBHH 
Macca COAep:>KHMOro C Tpe6osaHH51MH f<l> P<l> 
ynaKOBKH 

4. pH 3.2 2.5 to 4.5 I OT 2,5 .L\O 4,5 

5. Viscosity / BHJKOCTh 948.4 centipoise / 948.4 caHTm1ya3 400 to 1,200 centipoise / 
Or 400 .L\O 1200 cattnmyaJ 

6. Impurities / IlpnMecu 

i. Impurity CI Not detected / He o6ttapy)Ketta Not more than 0.50 % / 
Ilp11Mecb C He 6oJiee 0,50 % 

11. Impurity DI Not detected / He o6Hapy)KeHa Not more than 0.50 % / 
Ilp11Mecb D He 6oJiee 0,50 % 

lll. Any other impurity/ 0.04% Not more than 0.50 % / 
J1106a51 )lpyra51 □pHMeCh He 6oJiee 0,50 % 

iv. Total impurities / 0.14 % Not more than 1.50 % I 
CyMMa np11Meceii He 6oJiee 1,50 % 

7. Microbial purity*/ MnKpo6noJ10ruqecKaS1 'IHCTOTa* 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'-taHne: Opo.llyKT coorneTcrnyeT -rpe6osamrnM HJ], 3aKJ110'-teu11e: O)1,OliPEHO 

Prepared by/ 
noJlrOT0BJleHO: { Pravesh Rana 

'Date I 
:,[lam: 27.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IlpooepeHo: Ramakant IlpooepeHo (AOK): OL(o6peHo: O6ecrre11em1e Ka11ecrna/OrneTCTBeHHoe 

~~ 
Amit Kumar 

llHUO • ~~ 
)\

_A • 

--I Date/ Date / IDate I ~ ·~ 2-- '"U'J 2-L.. : ,Uara: 27.02.2026 ,[laTa : 27.02.2026 )],am: 

Regi stered Office: 8·2-337, Road No. 3, Ba11jara Hills, Hyde1 a bad· 500034, Tei a11ga nu, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail(cj)drreddys.com 

Cii\! : L85195AP l 'J8,~PLCU0450 7 
www.d1-rec.1dys.com 
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Dr.Raddy's •• •• • • 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIH3A 

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

Tel : +91 98166 56001-02 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g vvvvVV.UI lt:Ul,y.>.LVIII 

Ilpo,11,yKT: Hafb® AKTHBre11b (HHMecy11tt.n) reJib ,11,11» ttapy)l<HOro ITPHMetteHH», 1 %, 100 r 

Market/ PhIHOK : Russia / Poccm, 

Batch No./ 
: V260171 

Batch Quantity / 11830.00 units / 
Cepttsi .N'2 Pa3Mep cepttH • 11830.00e,11,HHHl..l 

Analytical Report No./ 
: 040003301356 

Date of Analysis / 
: 27.02.2026 

AttaJlHTH'!eCKHH 0T'-leT .N'2 LI:arn anaJIH3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry I 

: 01/2028 
LI:aTa npOH3B0,IJ,CTBa fo,11,en ,11,0 

Mfg. License No./ 
IIpoHJBOJJ:CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N~(001336)-(Pf-RU) 
JlHU,eHJHSI .N'2 
Analysis performed according ND/ AttaJ1H3 npoBe,11,eH no HLI:: JIII-.N'2(001336)-(Pf-RU)-090625 
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1. Total Aerobic Microbial Count/ NA Not more than 102 CFU/g / 
O6~ee 4HCJI0 a3po6Hb!X MHKpo- He 6onee 102 KOE/r 
opraHH3M0B 

11. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count/ O6mee YHCJI0 He 6onee 101 KOE/r 
.Ll.P0)K)J{eBbIX H nnecHeBhlX 
rptt60B 

111. Pseudomonas aeruginosa NA Should absent in 1 g / 
OTC}'TCTBHe s 1 r 

lV. Staphylococcus aureus NA Should absent in 1 g / 
OTC}'TCTBHe B 1 r 

8. Assay / KoJiuqecTeeuuoe onpe.LJ.eJieuue 

Nimesulide / 9.94 mg I 9,94 Mr 9 .0 mg to 11.0 mg of C 13H 12N2OsS 
HttMecyntt.LJ. (99.4 %) (nimesulide) (90.0% to 110.0% of label 

claim) in 1 g of gel / 

OT 9,0 Mr .no 11,0 Mr C13H12N2OsS 
(HHMecyJIH.LJ.) (OT 90,0 % )].0 110,0 % OT 
H0MHHaJlhH0ro co.nep)KaHmI) B 1 r reJI» 

r
Remarks : The Product confirms to ND/ 
Op11Me'!att11 e : Tipo.nyKT cooTBe-rcrnyeT rpe6oBaHtt»M HA I

IConclusion : APPROVED / 
3aKJ1t0qenue: OLJ:O6PEHO 

Prepared by / 

1 Tio.nroT0B11etto: 
Pravesh Rana 

IDate I 
:,IJ;arn: 27.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Opoaepetto: Ramakant TipoaepeH0 (AOK): O,1J,06petto: O6ecrreqetttte Kaqecrna/OrneTcTBeHHoe 

~ 
Amit Kumar nMuo: 

(3;~ {'- .--/'I --- I 

I Date/ Date / !Date / ri '8 --0 1--- 'LO 1, (, : ,IJ;arn: 27.02.2026 )];am: 27.02.2026 )J:aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hii!s, Hyderabad - 500034, Telangana, india 
Tel: ,9140 ~900 2900, Fax: +9140 4900 2999, Email: mail@dm~ddys.r.om 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

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

CEPTH~HKATAHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 S6001-02 
vv vvW.U l I euuy~.cJJtrJ 

IlpoJl:yKT: Haib® AKrnBreJih (H11Mecym1J1:) reJib Jl:JIH Hapy)KHOro rrpttMeHeHttH, 1 %, 100 r 

Market'/ PbIHOK : Russia / Pocc11» 

Batch No./ 
: V260171 

Batch Quantity I 11830.00 units I 
CepHH .N'2 PaJMep cepuu • 11830.00e)):11HHU 
Analytical Report No./ 

: 040003301356 
Date of Analysis / : 27.02.2026 

AHaJJHTtt'leCKttH OT'leT .N'2 )(aTa auaJJuJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

: 01/2028 
)laTa OPOH3B0)):CTBa ro)):eH )):0 
Mfg. License No./ 
IlpOH3B0)):CTBeuuaH : MNB/05/263 MA number: / HoMep PY : Jlll-N~(001336)-(Pf-RU) 
JJUQeH3HH .N'2 
Analysis performed according ND / AuaJJH3 npoBeneu no H)(: JIIl-.N'2(001336)-(Pr-RU)-090625 

9. I Dimethyl sulfoxide / 
,il;uMeTHJJCYJJbcl>OKCHJI: 

10. I Package/ YnaKOBKa 

101.7 % 

100 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / no 
100 r B Ty6y H3 JiaMHHHpOBaHHOro 
aJIIOMHHHJI, CHafoI<eHHYIO 
MeM6paHOM )],Jljj KOHTpOJIJI nepBoro 
BCKpbITHH. Ka)K)].YIO Ty6y BMecTe c 
HHCTpyKu,Hett no MeJJ.HLJ,HHCKOMY 
npHMeHeHHIO noMern,aIOT B naqKy 
KapTOHHYIO. 

Page 5 of7 / CTp. 5 HJ 7 

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

OT 90 % )],O 110 % C2H60S 
(,ll,HMeTHJICYJlbqJOKCHJJ.) OT 
HOMHHaJ!bHOro COJJ,ep)KaHHH 

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. / 
no 20 r, 50 f HJIH 100 f B Ty6y H3 
JiaMHHHpOBaHHOfO aJIIOMHHHJI, 
CHa6)KeHHYIO MeM6paHOH )],Jljj KOHTpOJIJI 
nepBoro BcKpbITHH. Ka)K)].YIO Ty6y 
BMecTe c HHCTpyKu,HeH no 
Me)],Hl.l,HHCKOMY npHMeHeHHIO 

noMern,alOT B naYKY KapTOHHYIO. 

*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKaJaTeJib MOJKeT OTCYTCTBOBaTb B cepTu4>uKaTe anaJIH3a npOH3B0)):UTeJIH. IIpouJBOJl:UTeJib 
rapauTupyeT KaqecTBO npenapaTa no :nuM noKaJaTeJIHM. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lauue: ITpOJlYKT coorneTcrnyeT TPe6oBaHIDIM H.lJ: 3aKJJI01.feuue: O)(OliPEHO 

Prepared by I 

-1 
TTOllf0TOtJneHO: 
Pravesl1 Rana 

:)l.an: 27.02.2026 
'Date I 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTposepe1m: Ramakant TTposepe1rn (AOK): O)lo6peHo: O6ecrreqem1e Kaqecrna/OrneTcrneHHOe 

~yt Amit Kuma;._p JI11UO: 

~~ 0 ~ 
I Date / Date / IDate / ri.-1---v 1..-- "2..-0 -u;, : ;rr,ara: 27 .02.2026 Ll,aTa: 27.02.2026 narn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hi,!s, Hyderabad - 500034, Telang3na, indi3 
Tel: t9140 L!900 2900, fax: +9140 4900 2999, Email: mai!@dm"ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTHCl>HKAT AHAJIH3A 

Viii . Kho!, Nalagarh Road, Badd i, 

Dist t. Solan, H.P., 173 205, INDIA 

Tel : +9198166 S6001-02 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
W vv ~Un c::-uuy ..:., .vJnl 

Ilpo.QyKT: Hafi:3® AKn-rnreJJh (HHMecymt)l) reJih )lJin HaDV)KHOro llDHMeHemrn, 1 %, 100 r 

Market / P1,rnoK : Russia / PoccJ.rn 

Batch No./ 
: V260171 

Batch Quantity/ 11830.00 units / 
Cepirn . .N"!! PaJMep cepHH • 11830.00emrnm-1 
Analytical Report No./ 

: 040003301356 
Date of Analysis/ : 27.02.2026 

AHaJlHTHqeCKHH oTqeT .N"!! )laTa 3H3J1H33 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ : 01/2028 
.Ll,aTa npoHJBO)lCTBa ro)leH )lO 

Mfg. License No./ 
IlpOHJBO)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1Il-N2(001336)-(Pf-RU) 
JlHUeHJHH .N°!! 
Analvsis performed accordine: ND/ AuanHJ nooBe)leH no H)l: JITI-.N"2(001336)-(Pr-RU)-090625 
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API name (INN)/ HauMeuoeauue ACl>C 
Nimesulide / HHMecym1A 

(MHin: 
API manufacturer batch number / 

NMS/125110965 
HoMeJ)_ cepuu D_j)_OHJB0.LJ;HTeJIH ACl>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH npou1eo.ri:uTeJIH FESA00645 
r JicI>: 
API Manufactured by & country / Aarti Drugs Ltd., India / 
IIJ)OHJBO.llHTeJib ACl>C, cTpana: Aaprn ,Uparc JlTA. , 11Hmrn 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
Name, address, authorization No for FP Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 
manufacturing site / Control site / Release site MNB/05/263) I 
I .U-p PeMH'c J1a6opaTOpHC JlT.LJ; ., 11HAml, I1pOH3BOACTBeHHOe 
HanMeuonauue, a.ri:pec, JIHQeHJHH .LJ;JIH noApa3AeJiettHe-6, BHJIJI. Kxonb, Hanarapx Poy.n:, EaMH, ,UHcTpHKT 
IIpOH3BO)J;CTBeHHaH DJIOLQa.LJ;Ka / Conatt, X.Il., 173205, 11HAHn (J1m~ett3H51 J\fa 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 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». 

R emarks : The Product confirms to ND/ Conclusion : APPROVED / 
flpm,1e~a,me: ITpo.a.yKT C0OTBeTCTByeT -rpe6oaa Hl1JfM H)l 3aKmoqeuHe: O.LI,OliPEHO 

Prepared by / 

;{ ITo.n.roTOsne,w: 
Pravesh Rana 

'Date I 
:Aarn: 27.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTposepeHo: Ramakant TTposepe,w (AOK): OJ106peHo: O6ecne11ett11e Ka11ecrna/OrneTCTBeHHOe 

~ 
Amit Kumar 

nHUO ~ 
/\____/'---

I Date / • Date / IDate / '2 ~r"c'.)1---- 7.,() -u. : ):lam : 27 .02.2026 ,l(arn: 27.02.2026 )J,aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hi:!s, Hyderabad - 500034, Telangana, india 
Tel: t 91 40 l'.!-900 2900, Fax: +9140 4900 2999, Email : mai!@drr2ddys.r.om 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~~• 
Dr. Reddy 1s Labo:-atories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDiA 

Tel : +91 98166 56001-02 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
VV VV VV,U I IC:~,.< Y ~.\.,VI 11 

Ilpo,11,y1u: Haib® AKrnsreJih (H11Mecym1,11,) reJih ,IJ,JI51 ttapy)l<HOro np11MeHeH1151, 1 %, 100 r 

Market/ PhIHOK : Russia I Pocc1151 

Batch No./ 
: V260171 

Batch Quantity / 11830.00 units I 
CepHH .N'! PaJMep cepuu • 11830.00emrnm.i; 

Analytical Report No./ 
: 040003301356 

Date of Analysis / 
: 27.02.2026 

AHaJIHTHt:teCKHH 0Tt:teT .N'! ,llaTa aHaJIHJa 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
: 01/2028 

,llaTa np0H3B0)],CTBa ro,11,eH ,11,0 

Mfg. License No./ 
IlpOH3B0)],CTBeHH3H : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
JIHl.(eHJHH .N'! 
Analysis performed accordin2 ND/ AHaJIHJ npose,11,eH no H,ll: JITT-.N'!(001336)-(Pr-RU)-090625 
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3aKmoqetttte O COOTBeTCTBHH: «HacTmIIDJfM 51 IIOLJ:TBep)I(LJ:aIO, qTo rrpirne,n:eHHM BbIIIIe IfHq>OpMaI]Jrn 51BJrneTC51 

LJ:OCTOBepHOM H TQqHoii. 3m cepH51 rrpo,n:yKO:HH rrpomBe,n:eHa (BKJIIoqa51 yrraKOBKY (MapKHpOBKy) H KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa'.3aHHOM rrpOH3BOLJ:CTBeHHOM rrrroma,n:Ke (rrrroma,n:Kax) B . IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH51MH ITpaBHJI Ha,n:Jie)I(ameii rrpOH3BOLJ:CTBeHHOM rrpa.KTHKH EBpa.3HMCKOro 3KOHOMHqecKoro COI03a H 

Tpe6oBa.HH51MH KOHTpom KaqecTBa rreKapcTBeHHbIX cpe,n:CTB, a TaK)I(e B COOTBeTCTBHH co crren:Hq>HKaU:H51MH, 

co,n:ep)I(amHMHC51 B perHCTpan:HOHHOM LJ:OCbe CTpaHbI-HMIIOpTepa. 3arrHCH ITO rrpOH3BOLJ:CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M ITpaBHJI Ha,n:Jie)Kameii rrpOH3BOLJ:CTBeHHOM rrpaKTHKH 

EBpa.3HMCKOro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITp11Met:taHue: Hpo.eyKT cooTBeTcTByeT Tpe6osaHH.1:IM H,[{ 3atcmot:teune: O,l{OliPEHO 

Prepared by / 

{ Ilo,n:roTOBJieHo: 
Pravesh Rana 

I Date/ 
:,Uarn: 27.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Ilposepetto: Ramakant Ilposepetto (AOK): Ono6peMo: O6ecnet:tem1.e Kaqecrna/OrnncrneHHoe 
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