
•·· Dr.Reddy'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 : +91 98166 56001-02 
.. ·- ·- ---,,,.., ._ , - 1 -·--

ITpo.uy1n: Haih® AKnrnrenb (tt11Mecym1.u) renh .um, ttapy)l(HOro np11Mettemrn, 1 %, 100 r 

Market/ PbJHOK : Russia / Poccm, 

Batch No./ 
: V260011 

Batch Quantity/ 11880.00 units/ 
Cepnsi .N"! PaJMep cepuu 

: 
11880.00e.U11H11U 

Analytical Report No./ 
: 040003258926 

Date of Analysis / 
: 27.01.2026 

AttaJJHTH4eCKHH OT4eT N2 llaTa aHaJJuJa 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

llaTa np0HJBO.UCTBa ro.ueH .U0 
: 

Mfg. License No./ 
ITpOH3BO)lCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : Jlf1-NQ(Q01336)-(Pf-RU) 

JJHUeHJHSI .N°! 
Analysis performed accordin2 ND/ AHaJJHJ npose)leH no Hll: JIIT-N2(001336)-(Pr-RU)-090625 

Page 1 of 7 / CTp. 1H37 

No/ 
Test/ IloKaJaTeJih Result/ Pe3yJihTaT Specification / HopMa .M! 

1. Description / Onucauue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to 
yellow gel with characteristic odor pale-yellow gel with characteristic odor/ 

/ OJJ:ttopoJJ:HhIH rrpo3pa9HhIH reJih OJJ:HOpOJJ:HhIH rrp03pa9HhIH reJib OT 
OT 6ecu,BeTHOro JJ:O 6Jie,[\HO- 6ecu,BeTHOro JJ:0 6Jie,[\HO-)KeJITOro U,BeTa 

)KeJITOro U,BeTa C xapaKTepHblM c xapaKTeptthIM 3anaxoM 

3anaxoM . 
2. Identification/ &enTn<l>nKa~nH 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
ITp1tMe4aHue: Ilpo.uyKT coorneTcrnyeT Tpe6osatt11JIM H.D: 3aKmoqeu11e: O)1,OliPEHO 

Prepared by I Ilo.uroTOBneuo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Rama Kant n posepeuo: Pardeep IlposepeHo (AOK): O;:i:o6peHo: O6ecnelJeHue KalJecrna/OrneTcTBeHHoe 

~ 
Kumar J__ AmitKum/ n11uo: 

~~ ~ --' 
'Date/ I Date / Date/ I Date/ ~9-v).- '2-01....'b :.[J;aTa: 27.01.2026 : .[J;aTa: 27.01.2026 ,lJ;arn: 27.01.2026 ,lJ;arn: 

Registered Office: 8-2-337, Road No. 3, Banjar" 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 ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, iNDIA 
CEPTH~HKATAHAJIH3A Tel: +9198166 56001-02 

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

Ilpoi:i:y1n: Halh® AKTHBreJih (H11Mecym1i:i:) reJih .nm1 Hapy)l<H0ro rrp11MeHeH1151, 1 %, 100 r 

Market / PhIHOK : Russia I Pocc1151 

Batch No./ 
: V260011 

Batch Quantity / 11880.00 units / 
CepHH .N'! Pa1Mep cepH11 

: 
11880.00 e.[(HHHU 

Analytical Report No./ 
: 040003258926 

Date of Analysis / 
: 27.01.2026 

AHaJ1HTH'leCKHH 0T'leT .N'! )],aTa auaJ1HJa 

Date of Manufacture/ 
: 01/2026 

Date of Expiry / 
12/2027 

.[laTa DP0H3B0Ll:CTBa roi:i:eu .[(0 
: 

Mfg. License No./ 
IlpOH3BOJl:CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
JlHUeH3HH .N'! 
Analysis performed according ND/ AuaJ1HJ npOBei:i:eu no H.[l: JIIl-.N!(001336)-(Pr-RU)-090625 

HPLCIB:J)K)( 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. / BpeM51 y.n;ep)KI-:IBaHH51 
OCHOBHOfO llHKa Ha 
xpoMaTorpaMMe HCIIbITyeMoro 
paCTBOpa COOTBeTCTByeT BpeMeHH 
y.n;ep)KHBaHH51 OCHOBHOfO llHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaH.n;apTHOro o6pa3Ua 
HHMecy1rn.n;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 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeM5! y.n;ep)KHBaHH5! 
OCHOBHOI'O llHKa Ha xpoMaTorpaMMe 
HCIIbITyeMoro pacTBopa AOJJ)KHO 
COOTBeTCTBOBaTb BpeMeHH 
y.n;ep)KHBaHmI OCHOBHOfO llHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaH,r:i;apTHOfO 06pa1ua HHMecyJJH,D;a 
(pa1,r:i;eJJ «KoJJH'lecTBeHHoe 
onpe,r:i;eJJeHHe»). 

UV spectrophotometry I Y<P­
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 
nornow.eHH51 HCllbITYeMOro paCTBOpa 
AOJJ)KeH HMeTb MaKCHMYM nornow.eHH5! 
npH 397±5 HM. 

397±5 nm. I Y<l>-cneKTP 
norJJOW.eHH5! HCllhITyeMoro 
pacTBopa HMeeT MaKCHMYM 
nornow.eHH5! npH 397±5 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: Tipo.uyKT COOTBeTCTByeT -rpe6oBaHH.IIM H)], 3aKJ110'leHHe: O.ll.OfiPEHO 

Prepared by/ I1o.nroTOBJieHo: Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Rama Kant 

~ 
I Date/ 
:,Uarn: 27.01.2026 

IlposepeHo:Pardeep ITpoBepeHo (AOI<): O.uo6peHo: O6ecrreIJeH11e KaIJecrna/OrneTcTBeHHoe 
Kumar Ami t Kumar m1uo: 

~~ ~ /v' 
I Date / Date I !D ate/ Q)l--n !·- ~ 2-~ : )lam: 27.01.2026 .[laTa: 27.012026 Jl;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderc1bad •• 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

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

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

Tel: +9198166 56001-02 
--- - ..I -- ·- -:--• J . · - -- - -

Ilpo,uyKT: Haib® AKnmreJib (tt11Mecymrn) reJJb ,am1 ttapy)Kttoro rrp11MeHeHH51, 1 %, 100 r 

Market / PhIHOK : Russia / Poccm1 

Batch No./ 
: V260011 

Batch Quantity/ 11880.00 units/ 
Cep1rn .N'!! Pa3Mep cepun 

: 
11880.00 e,!lHHHU 

Analytical Report No./ 
: 040003258926 

Date of Analysis/ 
: 27.01.2026 

AttaJIHTH4eCKHH OT4eT .N'!! )],aTa anaJIH3a 

Date of Manufacture / 
: 01/2026 

Date of Expiry/ 
12/2027 

)],aTa npOHJBO,llCTBa ro,ueH ,llO 
: 

Mfg. License No. / 
IlpOH3BO,llCTBCHHaH : MNB/05/263 MA number: / HoMep PY : JlTI-N2(001336)-(Pf-RU) 
JIHUCH3HH .N'!! 
Analysis performed accordin2 ND/ AnaJIH3 npose,uen no H)],: JIIl-.N'2(001336)-(Pr-RU)-090625 

Page 3 of 7 / CTp. 3 u1 7 

3. Weight of package contents/ 101 g/ 101 r According to Rus. Ph. / B cooTseTCTBHH 
Macca co,1:lep,1mMoro c Tpe6osamrnMH r<I> P<l> 
ynaKOBKH 

4. pH 3.32 2.5 to 4.5 I OT 2,5 JJ.O 4,5 

5. Viscosity / BHlKOCTb 968.7 centipoise / 400 to 1,200 centipoise / 
968, 7 cattrnnya.3 OT 400 JJ,O 1200 cattnmya3 

6. Impurities / IIpuMecu 

I . Impurity C / Not detected / tte o6ttapy)Ketta Not more than 0.50 % / 
TTp11Mecb C He 6oJiee 0,50 % 

11. Impurity D / Not detected / tte o6ttapy)Ketta Not more than 0.50 % / 
flpHMeCb D He 6oJiee 0,50 % 

iii. Any other impurity / Below LOQ (LOQ =0.03 %) / HHlKe Not more than 0.50 % / 
mo6a51 .n;pyra51 np11Mecb npenena KOJJH'!ecTsettHor o onpeneneHJrn He 6onee 0,50 % 

(nKO = 0.03 %) 

IV. Total impurities/ 0.0030 % Not more than 1.50 % I 
CyMMa np11Mecett He 6oJiee 1,50 % 

7. Microbial purity*/ MuKpo6uoJioruqecKaH 'IHCTOTa* 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me'iaH11e: Tipo,ayKT COOTBeTcTByeT Tpe6oBaHH51M H)], 3aKJ110'ien11e: O)1,OliPEHO 

Prepared by/ Do.uroTOBJJeHo: Checked by / Checked by (AQA). / Approved by: Quality Assurance/ Authorized person / 
Rama Kant w 
IDate / 
:JI.na: 27.01.2026 

OposepeHo:Pardeep npoeepeHo (AOJ<): O,uo6petto: O6ecrre'-leHHe Ka'-!ecTBa/OTBeTcTBeHHoe 

Kumar h Amit Kumar JIHUO: 

~ ~~ ~,-A---
I Date / Date / IDate / 2---~--z> )- '2..e>U : ):(am: 27.01.2026 ,Ua-ra: 27.0 1.2026 ,D;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te la ngana, India 
Tel: +9140 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 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJilI3A 

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

Tel : +91 98166 56001-02 
... ·- .,r ~~-_,_ ........ ·-Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 

-, 

Ilpo,1J,yKT: Halh® AKrnsreJJb (HHMecyJJH,IJ,) reJJb ,IJ,JJ~ ttapy)l(H0ro nPHMettemrn, 1 %, 100 r 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
: V260011 

Batch Quantity I 11880.00 units / 
CepHst .N"! PaJMep cepHH 

: 
11880.00 e,IJ,HHHU 

Analytical Report No./ 
: 040003258926 

Date of Analysis/ 
: 27.01.2026 

AttaJIHTH'-leCKHH 0T'-leT .N"! .[{aTa anaJIHJa 

Date of Manufacture / 
01/2026 

Date of Expiry/ 
12/2027 

.[{aTa np0H3B0,IJ,CTBa 
: 

ro,IJ,eH ,1),0 
: 

Mfg. License No./ 
IlpOH3B0,IJ,CTBeHHast : MNB/05/263 MA number: / HoMep PY : JU1-N!!(001336)-(Pf-RU) 
JIHUeH3HH .N"! 
Analysis performed according ND / AHaJIH3 npoBe,IJ,eH no HJ{: JIII-.N"!(001336)-(Pr-RU)-090625 

Page 4 of7 / CTp. 4 HJ 7 

1. Total Aerobic Microbial Count/ Less than 10 CFU/g / Not more than 102 CFU/g / 
O6w,ee 4HCJI0 a3po6tth!X MHKpO- Mettee 10 KOE/r He 6orree 102 KOE/r 
oprattH3MOB 

11. Total Combined Yeast and Less than 10 CFU/g / Not more than 101 CFU/g 
mould count / O6w,ee 4Hcrro Mettee 10 KOE/r He 6orree 101 KOE/r 
,1],pO)l()l(eBblX H nrrectteBbIX 
rpH60B 

.. . 
Pseudomonas aeruginosa Absent in 1 g / Should absent in 1 g / 111. 

OTcyrcrnyeT B 1 r OTcyrcTBHe B 1 r 

IV. Staphylococcus aureus Absent in 1 g / Should absent in 1 g / 
OTcyrcrnyeT B 1 r OTcyrCTBHe B 1 r 

8. Assay/ KoJiu'leCTBeuuoe onpe/1,eJieuue 

Nimesulide / 10.16 mg/ 10,16 Mr 9.0 mg to 11.0 mg ofC13H12N2OsS 
HHMecyrrH,lJ, (101.6 % / 101,6 %) (nimesulide) (90.0% to 110.0% of label 

claim) in 1 g of gel / 

OT 9,0 Mr )],O 11,0 Mr C13H12N2OsS 
(ttHMecyJIH,lJ,) (OT 90,0 % ,l],O 110,0 % OT 
tt0MHttaJibttOro C0,1J,ep)Kattm1) B 1 r rem! 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpHMe•-rnuHe: Ilpo.a;yKT coorneTcrnyeT TPe6osaHmiM HA 3aKJII04eHHe: O.[{OliPEHO 

Prepared by/ Tio,11,roTOBJJetto: Checked by / C hecked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Rama Kant 

~ 
I Date / 
:,Ua·ra: 27.01.2026 

llpoeepeHo:Pardeep npoeepetto (AOK): Oa o6petto: O6ecneqentte Kaqecrna/OrneTcTBeHHoe 
Kumar Amit Kumar mmo: 

~ ~ {\~ 
I Date / Date/ 'Date / <)._ ~ ---o l~ '"2..e> LC : ,Ua1a: 27.01.2026 .r:{,na: 27.0 1.2026 .D.aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India 
Tel: +9140 4900 2900, Fax: t91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



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

CEPTH~HKATAHAJIII3A 

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

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

Tel: +9198166 56001-02 
... .J . ..1..1, ·~ ., ~,..~ ·-· ,-· 

Ilpo1w1a: Haib® AKmBrenh (H11Mecyn11.u) renh .un51 Hapy)lrnoro np11MeHeH1151, 1 %, 100 r 

Market/ PhlHOK : Russia / Poccm, 

Batch No./ 
: V260011 

Batch Quantity I 11880.00 units / 
CepttH .N'! PaJMep cepu11 

: 
11880.00 e)ll1H11U 

Analytical Report No. / 
: 040003258926 

Date of Analysis / 
: 27.01.2026 

AHaJ1HTH4eCKHH OT4eT .N'! )],aTa aHaJlttJa 

Date of Manufacture/ 
: 01/2026 

Date of Expiry/ 
12/2027 

)],aTa UPOl13BOLl,CTBa roLl,eH Ll,0 
: 

Mfg. License No. / 
Ilp0113BOLl,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N!!(001336)-(Pf-RU) 
JlHUeH311H .N'! 
Analysis performed according ND / AuaJ111J nposeL1,eH no Hll: JIIl-.N'2(001336)-(Pr-RU)-090625 

9. Dimethyl sulfoxide / 
,ll;nMeTHJICYJib!J,OKCHJl: 100.4 % 

Page 5 of7 / CTp. 5 H3 7 

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

OT 90 % )],0 110 % C2H60S 
(AHMemncynh<pOKCHJJ,) OT 
HOMHHaJlbHOro COJJ,ep)KaHH51 

10. Package/ YnaKOBKa 100 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / Ilo 
100 r B Ty6y m naMHHHpOBaHHOro 
aJIIOMHHH51, CHa6)KeHHYIO 
MeM6paHOM )],Jl51 KOHTpOI151 nepBoro 
BCKpbITH51. Ka)K)],YIO Ty6y BMecTe c 

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 HJlH 100 r B Ty6y H3 
naMHHHpOBaHHOro aJIIOMHHH51, 
ctta6)KeHHYIO MeM6pattoi1: JJ,Jl51 KOHTpon51 
nepBoro BCKpbITH51. Ka)K)],YIO Ty6y 

HHCTPYKUHeM no MeJJ,HUHHCKOMY BMecTe C HHCTpyKu,HeM no 
npHMeHeHHIO noMeJUaIOT B na4KY 
KapTOHHYlQ. 

MeJJ,HUHHCKOMY npHMeHeHHIO 
noMeJUaIOT B na4KY KapTOHHYlQ. 

*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJih MO~eT OTCYTCTBOBaTb B cepTn!J,uKaTe auaJIU3a npOH3B0Jl:UTeJIH. IlpoH3B0Jl:UTeJib 
rapauTupyeT KaqecTBO npenapaTa no JTHM noKaJaTeJIHM. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMe4aHue: Tipo.uyKT COOTBeTcTByeT Tpe6oBaH1151M H,l]. 3aKJ1I04euue: O,llOliPEHO 

Prepared by I Tio.uroToBneuo: Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Rama Kant 

~~ 
IDate / 
:,l].arn: 27.01.2026 

ITpoBepetto:Pardeep ITpoaepeHO (AOK): O.uo6petto: O6ecneqem1.e Kal.feCTBa/OTBeTcTBeHHoe 
Kumar Amit Kumar rr11uo: 

(?CA~ ~ /\~ 
I Date/ Date/ I !Date/ 
: ,l].arn: 27.01.2026 ,lJ;aTa: 27.01.2026 0.. ~--01- '"2--0 U .D,arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad · 500034, Teiangana, India 
Tel: +9140 4900 2900, Fax: f9140 4900 2999, Email: rnail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drrerJdys.corn 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH «l>HKAT AHAJIH3A 

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

Tel : +91 98166 56001-02. 
· ····- .... _ ....... ..J-1 •• - ,.._.....,. 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
TipoJJ,yICT: Haib® AKTHBreJib (HHMeCVJIH,11.) reJib ,11.JI» Hapy)lrnOro ITPHMeHeHml, 1 %, 100 r 

Market/ PbIHOK : Russia / Pocc1rn 

Batch No./ 
: V260011 

Batch Quantity/ 11880.00 units / 
Cepusi .N'2 PaJMep cep1111 

: 
11880.00 e,11.HHHU 

Analytical Report No./ 
: 040003258926 

Date of Analysis / 
: 27.01.2026 

AHaJJHTHqecKHH QTqeT .N'2 LI:aTa aHaJJHJa 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

Ll:aTa np0H3B0,11.CTBa ro,11.eH ,11.0 
: 

Mfg. License No./ 
TipoHJB0,11.CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITI-N2(001336)-(Pf-RU) 
JJHUeH3HSI .N'! 
Analysis performed accordin2 ND / AHaJJH3 npose,11.eH no H,n:: JITI-.N'2(001336)-(Pr-RU)-090625 

Page 6 of 7 / CTp. 6 03 7 

API name (INN)/ HauMenoBauue A«l>C Nimesulide / HHMecym-1.JJ. 
(MHID: 
API manufacturer batch number / NMS/125070680 
HoMep cepuu npouJB0.llHTeJIH A«l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauu:uu npouJBO,ll,HTeJIH FESA00553 
r JI«I>: 
API Manufactured by & country / Aarti Drugs Ltd., India / 
IlpouJBO.llHTeJih A«l>C, cTpaua: AapTH 21:parc JlT)].., l1H,1l.WI 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 

manufacturing site / Control site / Release site 
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 

I 
MNB/05/263) I 

HauMenoBauue, a,1l.pec, Jiun:euJuH ,a:JIH 
21:-p Pe.JJ..JJ.H'c Jia6opaTOpHc J1T.JJ.., Htt.JJ.HH, TTpoH3BO.JJ.CTBettttoe 

no,1l.pa3.JJ.eJieHHe-6, Bmm. Kxonb, Harrarapx Poy,1l., Ea.JJ..JJ.H, 21:HcTpHKT 
IlpoH3BO,!J,CTBeuuaH DJI0ID:R,IJ,Ka / CoJiaH, x.n., 173205, l1H,1l.HH (Jimi:eH3HH 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 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». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipuMeqaHue: Ilpo,11.yKT CO0TBeTCTByeT TJ)e6osamrnM H,ll; 3aKmoqeHue: OLI:OliPEHO 

Prepared by/ Ilo,11.roTOBJieHo: Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 

Rama Kant ~~ 

'Date I 
:.Uam: 27.01.2026 

IlpoBepeHo:Pardeep IlpoBepeHo (AOK): O,11.06peHo: O6ecrreqeH11e Ka•1ecTBa/OTBeTCTBeHHoe 
Kumar Amit Kumar 

,muo 0 ~ 
~ ~ /' 

I Date/ Date/ !Date/ 2- SI -v r ---u'.'> 2- (; : )];am: 27.01.2026 )];ma: 27.01.2026 )];am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTII «I> IIKA T AHAJIII3A 

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

Tel : +91 98166 56001-02 
"' ,.., rlrrPrlrh,~ rnm 

Product: Nise Activgel (nimesulide) gel for external use, I %, 100 g 
IlpoayICT: Haib® AKnrnreJih (HHMecym,a) reJih ,n1151 ttapy)Kttoro rrpHMeHeHHH, 1 %, 100 r 

Market/ PbIHOK : Russia / Pocc1151 

Batch No./ 
: V260011 

Batch Quantity/ 11880.00 units / 
CepHH .N"!! PaJMep cepHH 

: 
11880.00 e,nHHHU 

Analytical Report No./ 
: 040003258926 

Date of Analysis/ 
: 27.01.2026 

AHaJJHTHtJeCKHH OTlfeT .N"!! lJ:aTa aHaJJHJa 

Date of Manufacture / 
01/2026 

Date of Expiry/ 
12/2027 

)I,aTa npOH3B0ilCTBa 
: 

roaeH ao 
: 

Mfg. License No./ 
IlpOH3B0ilCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIT-.N!!(00l336)-(Pf-RU) 
JJHQeHJHH .N°!! 
Analysis performed according ND/ AHaJJHJ nposeaeH no HH: JIIl-.N"!!(001336)-(Pr-RU)-090625 

Page 7 of 7 / CTp. 7 m 7 

3aKmoqeHue O COOTBeTCTBUU: «HacT051IllJIM 51 110,UTBep)K,UaIO, qTo rrp1rne,ueHHa51 BhIIIIe HH<pOpMarvrn 51BJrneTC51 

,UOCTOBepHOM H TOqHOM. 3m cep1rn npo,uyKUHH rrpOII3Be,UeHa (BKJIIOqa51 yrraKOBKY (MapKIIpOBKY) H KOHTpOJII, 

KaqecTBa) Ha BhIIIIeyKa3aHHOM rrpOII3B0,UCTBeHHOH IIJIOIIIa,UKe (rrrroIIIa,UKax) B IIOJIHOM COOTBeTCTBIIH C 

Tpe6oBaHII51MII ITpaBIIJI Ha,urre)KaIIIeii rrpoII3BO.UCTBeHHoii rrpaKTIIKII EBpa3IIHCKoro 3KOHOMIIqecKoro co103a II 

Tpe6oBaHII51MII KOHTPOJI5I KaqecTBa rreKapCTBeHHhIX cpe,UCTB, a TaK)Ke B COOTBeTCTBIIII co crreumpIIKaUH51MH, 

co,uep)KaIIIIIMIIC51 B perIICTpauIIOHHOM ,UOChe CTpaHhI-IIMIIOpTepa. 3arrIICII 110 rrpOII3B0,UCTBY, yrraKOBKe II aHaJIII3Y 

rrpoBepeHhI, H ycTaHOBJieHO HX COOTBeTCTBIIe Tpe6oBaHII51M ITpaBHJI Ha,UJie)KaIIIeH rrpOII3B0,UCTBeHHOM rrpaKTHKH 

EBpa3IIHCKOro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11MetJaH11e: ITpoilyKT coorneTcrnyeT Tpe6oBamrnM H)l_ 3aKJ110lfeH11e: O,IJ;OliPEHO 

Prepared by I Ilo)],roTOBJieHo: Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 

Rama Kant ~ npoBepeHo:Pardeep ITpoBepetto (AOK): O)],o6peHo: O6ecnelfem1e Kalfecrna/OrneTcrneHHOe 
Kumar Amit Kumar m1uo: 

,i) 4 ~ 7 =1--:::-- ~~ ) 
~ 

IDate / I Date / Date I I Date/ 
:)];am: 27.01.2026 : ~am: 27.01.2026 )];am: 27.01.2026 1-.-~ --v )---~ 2 .£ ,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Ernail: rnail@drreddys.com 

CIN: L85195AP1984PLC004507 
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