
•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALY I 
CEPTH<I>HKAT AHAJIH3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
Tipo)lyKT: Haih® AKTMBrenh (H11Mecym1J1} renh )lfl}I t1apy»rnoro npHMeHeHMJ!, 1 % 

Market/ PhlHOK : Russia / Poccm1 

Batch No./ 
: V260381 

Batch Quantity/ 
Cep11st .N"!! PaJMep cepm1 

Analytical Report No./ 
: 040003412329 

Date of Analysis / 
AHaJIUTH'leCKHH OT'leT .N"!! .ll.aTa auaJiuJa 
Date of Manufacture / 

: 05/2026 Date of Expiry/ 
.LJ.aTa np0IIJB0.llCTBa fO.llCH .1\0 

Mfg. License No./ 
flpOH3B0.I\CTBeHHast : MNB/05/263 MA number: / HoMep PY 
JIUl..(eHJHS1 .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 

23431.000 units/ 
: 

23431.000 e)lMHHI..( 

: 30.05.2026 

: 04/2028 

: J1TI-N2(001336)-(Pr-RU) 

Analysis performed according ND/ AnaJIUJ npose)len no H.LJ.: JIIl-.N"2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepsuquou ynaKOBKH yTsep;K,UeHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpll'IHOH ynaKOBKU yTsep'.lK.l\eHbt: 25.10.2022 
PIL approved: / MMil VTBCPiKJl.CH: 25.10.2022 
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No/ Test/ IloKaJaTeJJh Result/ PeJyJJhTaT 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.UHOpO}lHl,IH npo3paLfHblM reJib O.D.HOpO.D.HbIM np03paL1HbIH reJib OT 
6ne)lHO-)KeJIToro useTa c 6ecuseTHOro JJ.O 6ne.n.Ho-)KeJIToro usern 
xapaKTepHbIM 3anaxoM 

2. Identification/ li,neHT11«t,111ca1..urn 

Remarks : The Product confirms to ND/ 
TI UMe'lauue: fl 0,11. KT C00TBeTCTB eT e6oea1-1HJ1M HA 
Prepared by I Checked by/ 
TTo,urornsneHo: TiposepeHo: Pravesh 
Y ogesh Chauhan , Rana j 
Date / Date/ 
LlaTa: 30.05.2026 ,[I.am: 30.05.2026 

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

~ 
Date/ 
}].aTa: 30.05.2026 

C xapaKTepHblM 3anaX0M 

Conclusion : APPROVED / 
3aKmoqeuue: O.ll.O6PEHO 
Approved by: Quality Assurance/ Authorized 
person / OJJ,o6petto: O6ecneqem1e 
Ka'leCTBa/OTBeTCTBeHHoe mll..(O: 

Date/ 
Llarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, I a 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <l>llKAT AHAJill3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
IlP0.!1.VKT: Hath® AKrnBrenb (HHMecym1.ll.) renb .!I.ml Hapy)l<H0ro rrpHMeHeHHH, 1 % 

Market/ PblHOK : Russia / PoccHH 

Batch No./ 
: V260381 

Batch Quantity / 
Cepm1 .N'! PaJMep ceptttt 
Analytical Report No./ 

: 040003412329 
Date of Analysis / 

AHaJIHTH'leCKHH OT'leT .N'! ,llaTa aHaJIHJa 
Date of Manufacture/ 

: 05/2026 
Date of Expiry/ 

llaTa nooHJBOJlCTBa ro}leH }lO 

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 

23431.000 units/ 
: 

23431.000 e}lHHHU 

: 30.05.2026 

: 04/2028 

IlpOH3BO}lCTBeHH3H : MNB/05/263 MA number: / HoMep PY : Jlll-.N!!(00 1336)-(Pf-RU) 
JIHUeHJHH .N'! 
Analysis performed according ND / AuaJIHJ npoBe}leH no H,ll: JIIl-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbt nepBH'IH0H ynaKOBKH yTBep,KJJ.eHbt: 25.10.2022 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaK0BKH yTBepm)J.eHbJ: 25.10.2022 
PIL aooroved: / MMil yrnep,KJJ.eH: 25.10.2022 

HPLC/B3JKX 

UV spectrophotometry I Y<P­
cneKmporjJomoMempuJI, 

Remarks : The Product confirms to ND/ 
Il HMe'laHHe: 11 O}l KT COOTBeTCTB eT 
Prepared by / Checked by / 

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. / BpeMR y.D.ep)KHBamrn 
OCHOBHOro ITHKa Ha 
xpoMaTorpaMMe wcnbtryeMoro 
paCTBOpa COOTBeTCTByeT BpeMeHH 
y.D.ep)KHBaHHR OCHOBHOfO nttKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaHJ].apTHOfO o6pa3Qa 
HHMecynHJJ.a. 

UV absorption spectrum of the test 
solution has absorption maximum at 
397±5 nm. I Y<l>-cneKTp 
nornomeHHR HCIThITyeMoro 
paCTBOpa HMeeT MaKCHMYM 
nornomeHHR npw 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). / BpeMR y.D.ep)KttBaHHR 
OCHOBHOro ITHKa Ha xpoMaTorpaMMe 
HCITbITyeMoro pacTBOpa J].OJl)KHO 
COOTBeTCTBOBaTb BpeMeHH 
y.D.ep)KHBaHHR OCHOBHOro ITHKa Ha 
xpoMaTorpaMMe pacrnopa 
CTaHJJ.apTHOfO o6pa3Qa HHMecyntt,lJ.a 
(pa3JJ.en «KonwqecTBeHttoe 
onpe)],eneHHe» ). 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. I Y<l>-cneKTp 
nornomeHHR HCIThITyeMoro paCTBOpa 
)],OJl)KeH HMeTb MaKCHMYM nornomeHHR 
npH 397±5 HM. 

e6osaHHRM HA 
Conclusion : APPROVED I 
3aKmoqeHtte: O,ll_OliPEHO 

Yogesh Chauhanf . Rana i TTo.ll.roTosneHo: & TTposepeHo: Pravesh 

• 1/ 

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

Approved by: Quality Assurance/ Authorized 
person/ O.ll.o6peHo: O6ecrreqem,1e 
KatJeCTBa!OTBeTCTBeHHOe m,uo: 

Date/ 
a-ra: 30.05.2026 

D~I D~I D~I 
):(am: 30.05.2026 )];am: 30.05.2026 llam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, 
Tel: +91 40 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 

CERTIFIC TE OF ANAL Y 1S 
CEPTH'1>KKA T AHAJIH3A 

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 % 
ITpoJlyKT: Haih® AKnrnrem (H11Mecyn11A) renb JJ,JUI Hapy)l(H0ro npHM eHe1rnJl, 1 % 

Market/ PMHOK : Russia/ PoccIDI 

Batch No./ 
: V260381 

Batch Quantity/ 23431.000 units/ 
Ccmrn .N'!! PaJMep cep1111 

: 
23431.000 C,Ul1Hl1l.{ 

Analytical Report No./ 
: 040003412329 

Date of Analysis/ 
: 30.05.2026 

AH3JIHTH'leCKHH OT'leT .N'!! )lan auamna 
Date of Manufacture/ 

: 05/2026 
Date of Expiry/ 

04/2028 
AaT a nr>0113B0JlCTBa roJJ,eH JJ,O 

: 

Mfg. License No./ 
IlpoH3BOACTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-.N!!(001336)-(Pf-RU) 
JIHUCHJHH .N'!! 
Analysis performed according ND I AuaJIH3 npoBeti.eH no H,n:: JITI-.N'!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBH'-IHOH ynaKOBKH yTBep~eubI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl srnpuqnou ynaKOBKH yTBep»meHbI: 25.10.2022 
PIL anorovcd: / HMil VTDCP~e11: 25.10.2022 

3. Weight of package contents/ 50 g I 50 r 
Macca coAep~HMoro 
ynaKOBKH 

4. pH 3.2 

5. Viscosity / BH3KOCTL 978.1 centipoise / 
978, 1 caHmnya3 

6. Impurities / IlpnMecn 

i. Impurity C / 
ITpHMecb C Not detected / He o6Hapy)l(eHa 

ii. Impurity D / Not detected / He o6Hapy)Ketta 
ITpHMeCb D 

... 
Any other impurity / 0.08 % 111. 

JI106aH ApyraH npHMeCb 

lV. Total impurities/ 0.1 % 
CyMMa npHMeceif 

Remarks : The Product confinns to ND/ 
D 11Me'faI111e: TT 0A KT COOT!'leTCTB eT e6oaatt1-1S1M Hll 
Prepared by / Checked by / 
Tio,urornanetto: TTpoBepeHo: Pravesh 
Yogesh Chauhan Rana i Checked by (AQA) I 

TTpoaepeHo (AOK): Ajay 
Kumar Srivastava 

-~\ 
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According to Rus. Ph. / B cooTBeTcTBHH 
c Tpe6oBaHH}IMH f<l> P<l> 

2.5 to 4.5 / OT 2,5 AO 4,5 

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

Not more than 0.50 % I 
He 6onee 0,50 % 

Not more than 0.50 % / 
He 6onee 0,50 % 

Not more than 0.50 % I 
He 6onee 0,50 % 

Not more than 1.50 % I 
He 6onee 1,50 % 

Conclusion : APPROVED / 
3aKJIJO'leHue: O)lOiiPEHO 
Approved by: Quality Assurance/ Authorized 
person I OAo6peHo: O6ecne'lett11e 
Ka'leCTBa/OTBeTCTBeHHOe JIHU.0: 

Date/ Date / Date / Date / 
naTa: 30.05.2026 narn: 30.05 .2026 J{aTa: 30.05.2026 nani: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad · 500034. Te langana, In 
Tel: +91404900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSI 
CEPTH<l>HKAT AHAJIH3A 

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, l % 
TipoJ{yKT: Hath® AKT11BreJ1b (H l-lMeCyJIMll) reJlb AJ! l! Hap y )l(HOfO nPHM eHeHHll , 1 % 

Market/ PblHOK : Russia / Poccm, 

Batch No./ 
: V260381 

Batch Quantity/ 23431.000 units/ 
CepnSJ .N'!! PaJMep cepuu 

: 
23431.000 enttHH~ 

Analytical Report No. / 
: 040003412329 

Date of Analysis / 
: 30.05.2026 

AHaJIHTH'leCKHH OT'leT .N'!! ,ll.aTa auaJIHJa 
Date of Manufacture/ 

: 05/2026 
Date of Expiry/ 

04/2028 
)laTa nr>0ll3B0DCTBa roneu n o 

: 

Mfg. License No./ 
IlpOH3B0J{CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
JI HUCBJIIH .N'!! 

Analysis performed according ND / AHaJIHJ nponeneu no H,LJ:: JIII-.N'!!(001336)-(Pf-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBH'lHOH ynaKOBKH yTnep,K,!1,eHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl nrnpH'rnon ynaK0BKH yTnepmneHbI: 25.10.2022 
PIL approved: / MMII yTBep,KJ1,e11: 25.10.2022 

7. Microbial purity* / Mi1Kpo6nOJIOrD'lCCK8H "lIHCTOTa* 

1. Total Aerobic Microbial Count/ Less than 10 CFU/g / 
O61..Uee '-IMCJlO a3po6ttb!X MMKpo- Mettee 10 KOE/r 
oprattH3MOB 

11. Total Combined Yeast and Less than 10 CFU/g / 
mould count/ O61..Uee <IHCJIO Mettee 10 KOE/r 
.upo)IOJ(eBhlX H nJ1ectteBbIX 

rpH60B 

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

l V. Staphylococcus aureus Absent in 1 g / 
OTcyrcrnyeT B 1 r 

8. Assay / KoJiuqecTBeHHoe onpe~eJieHue 

Nimesulide / 9.7 mg/ 9.7 Mr 
HHMecy;rn.u (96.7 %) 

Remarks : The Product confirms to ND/ 
Il nMe'-!antte: TT OJ.l KT cooTBeTCTB eT T e6osam-1J1M H,U 
Prepared by/ Checked by I Checked by (AQA) I 
TTo.nroTOBJleHo: TTpoBepeHo: Pravesh TTpoeepeHo (AOK): Ajay 
Yogesh Chauhan Rana i Kumar S~ ava 

Date I Date I Date I 
J{aTa: 30.05.2026 A,arn: 30.05.2026 ,UaTa: 30.05.2026 
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Not more than 102 CFU/g / 
He 60J1ee 102 KOE/r 

Not more than 101 CFU/g 
He 6onee 101 KOE/r 

Should absent in 1 g / 
OTCYfCTBHe n 1 r 

Should absent in 1 g / 
OTCYfCTBHe s 1 r 

9.0 mg to l 1 .0 mg of C13H 12N2OsS 
(nimesulide) (90.0% to 1 I 0.0% of label 
claim) in 1 g of gel / 

OT 9,0 Mr .uo 11,0 Mr C13H12N2OsS 
(HHMecy1m.u) (OT 90,0 % .uo 110,0 % OT 
ttOMHttaJlhHOro co,uep)Kamu1) B 1 r rem, 

Conclusion : APPROVED / 
3aKmo'-lenue: O)1.OEPEHO 
Approved by: Quality Assurance/ Authorized 
person / Ono6peHo: O6ecne,1em1e 
Ka11ecrna/OrneTCTBeHHoe m1uo: 

Date / 
J{arn: 

_g111UAIJI 

:)fa 
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, In • 

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

www.drreddys.corn 

I 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
Ilpo)lyKT: Hath® AKTHBreJih (H11Mecyn11.u) reJih .um1 Hapy)KHOro rrp11MeHeHIUI, 1 % 

Market/ PMHOK : Russia / Poccm1 

Batch No./ 
V260381 

Batch Quantity/ 
Cepusr .N'2 

: 
Pa3Mep cepuu 

Analytical Report No./ 
: 040003412329 

Date of Analysis/ 
AnaJIHTU'leCKHH OT'-IeT .N'! ,ll,aTa aHaJJma 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
,ll,aTa npOU3B0/lCTBa 

: 
ro)leH /lO 

Mfg. License No./ 

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

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

23431.000 units / 
: 

23431.000 e,Ul1H11U 

: 30.05.2026 

: 04/2028 

IlpOH3B0/lCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITT-.N'!,!(001336)-(Pf-RU) 
JJUUeH3USI .N'2 

Analysis performed according ND / AHaJJH3 rrpoBe/leH no H,ll,: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaiceTbI nepsu<1noii ynaKOBKH yTsep,tC/leHhI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI srnpu<1HOH ynaKOBKU yTsep,tC/leHhI: 25.10.2022 
PIL aooroved: / MMTT yrnep,tCJleH: 25.10.2022 
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9. Dimethyl sulfoxide / 
,ll;nMeTHJICYJihcliOKCH,!J; 

99.6% 90% to 110% of C2H6OS ( dimethyl 
sulfoxide) oflabel claim / 

OT 90 % )].0 110 % C2H6OS 
(.UHMeTHJJCYJJbqJOKCH,ll.) OT 
HOMHHaJibHOfO co,aep)KaHJ,Ul 

10. Package / Y naKoeKa 50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / Ilo 
50 r B Ty6y m JiaMMHMp0BaHH0ro 
anIOMMmrn:, cua6)KeHHYIO 
MeM6pattott ,L1.m1 Kottrpon.si nepsoro 
BCKpbITM51. 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 MJIM 100 r B Ty6y M3 
JiaMMHttp0BaHHOfO aJIIOMHHH.sI, 
CHa6)KeHHYIO MeM6paHOH )].JI51 KOHTp0JI.sI 

nepBoro BCKpbITl151. Ka)K)].YIO Ty6y 
HHCTPYKU:Mett no Me.LJ.MU:MHCKOMY BMecTe C HHCTPYKU:Heii no 
npHMetteHMlO noMeI..QaIOT B na<JKY 

KapTOHHYIQ. 

Me)].HU:HHCKOMY npHMeHeHHIO 

noMeI..QaIOT B na<JKY KapTOHHYIQ. 

11 Labeling/ MapKupoeKa Complies I CooTBeTcTByeT In accordance with the approved artwork 

(see Section 1.3.2 of Module 1 ofDMF). 
I B cooTBeTCTBHH c yTBep)K)].etttthIM 

MaKeTOM (CM. pa3)].eJI 1.3.2 MO.LJ.YJI.sI 1 
perncTpaU:HOHHOro )].OCbe). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aicmoqem1e: O,ll,OJiPEHO Il uMe<1anue: TT 

Prepared by/ 
IlO)lfOT0BJieHO: 
Y ogesh Chauhan 

Date/ 
JJ:arn: 30.05 .2026 

O)l KT COOTBeTCTB eT T e6osaHHnM H.lJ: 
Checked by / Checked by (AQA) / 
TTposepetto: Pravesh TTposepeHo (AOK): Ajay 

Rana 1 Kume, S~ v• 

Date/ Date/ 
.ll:arn: 30.05.2026 ,n:arn: 30.05.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.uo6petto: O6ecne'-!em1e 
Ka'leCTBa!OrneTCTBeHHOe nuuo: 

Date/ 
JJ:arn: CV 

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.com 



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

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

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 % 
IlpoJlyKT: Hath® AKnrnreJJh (tt11Mecvm1Jl) reJJh ,nm, ttapy)lrnoro rrp11Mettett11R, 1 % 

Market / PbrnOK : Russia / Pocc11R 

Batch No./ 
: V260381 

Batch Quantity / 23431.000 units/ 
Cepusi .N"! PaJMep cepuu 

: 
23431.000 e,nl1HHU 

Analytical Report No./ 
: 040003412329 

Date of Analysis / 
: 30.05.2026 

AuaJJuTuqecKHH oTqeT .N"! )laTa attaJJuJa 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
04/2028 

l)larn npouJBOJlCTBa roJleH AO 
: 

Mfg. License No./ 
IlpoH3B0/J_CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : nrr-.N2(001336)-(Pf-RU) 

JIUUeHJUSI .N"! 
Analysis performed according ND/ AuaJJuJ npoBeAeH no H)l: JIIl-.N"2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepsuquofi ynaKOBKH yTsep'.)KJleHbt: 25.10.2022 
Artworks of secondary package approved: / MaKeTbt srnpuquofi ynaKOBKH yTsep;i.:JleHbt: 25.10.2022 
PIL approved: / MMil yrnep'.)KJleu: 25.10.2022 

Page 6 of7 / CTp. 6 HJ 7 

12 Storage / Xpaueuue Store below 25 °C. Do not freeze. / ITp11 TeMnepaType He Bhirne 25 °C. He 
1aMopa:)lmBaTb. 

13 Shelf-life (storage period)/ 2 years. / 2 ro,ll;a. 
CpoK ro,11.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. 
*IloKa3aTeJih MOJKeT OTCYTCTBOBaTh B cepTncl>nKaTe auaJIH3a npOH3B0,l].HTeJIH. IlpOH3B0,l].HTeJih 
rapauTupyeT Ka'leCTBO npenapaTa no 3THM noKaJaTeJIHM. 

API name (INN)/ HauMeHoBauue A<l>C 
CMHID: 
API manufacturer batch number / 
HoMep cepuu npOHJBo,11.uTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTauu.uu nponJB0,11.HTeJIH 
r JI<I>: 

API Manufactured by, address & country/ 
IIponJBo,11.uTeJih A<l>C, a,11.pec u cTpaua: 

Remarks: The Product confirms to ND/ 
Il UMeqauue: IT OJl KT C0OTBeTCTB eT T e6oBaHl1JIM H)]; 

Nimesulide / H11Mecyn11A 

NMS/126020159 

FETA00129 

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

AapTH )];pare JlTJJ:., YqacTOK .N!i N-198, MIDC, Tapanyp, Eo11cap, 
Tan. ITanrxap, )];11cTpHKT Txatte 401506, MaxaparnTpa, ilHAHR 

Conclusion : APPROVED I 
3aKmoqeuue: O)lOliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
person/ O,no6petto: O6ecrreqeH11e 
KaqeCTBa/OTBeTCTBeHHOe m1uo: 

ITo,nroTOBJietto: , § ITpoBepetto : Pravesh ITpoBepetto (AOK): Ajay 

Yogesh Chauhan, / Rana f Kumar Srivastava 

1/ .- +n ~II I U It_µ~ ,,,,.. 

Date/ 
)];am: 30.05.2026 

Registered Office : 8·2-337, Road No. 3, Banjara Hill s, H11deraba • 500 e angana, n rn 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 

www.drreddys.corn 



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

CERTIFICATE OF ANALYSIS 
CEPTM <I> MKAT AHAJilI3A 

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

Tel : +91 98166 56001-02 

wvvw.drreddys.com 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
Ilpo,uy1CT: Hath® AKT1mreJib (tt11Mecym1,u) renh ,nm1 ttapy)l(ttoro rrpHMettemrn, 1 % 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
: V260381 

Batch Quantity/ 23431.000 units / 
Cep1rn .N'!! PaJMep cep1111 

: 
23431.000 e,nHHHU 

Analytical Report No./ 
: 040003412329 

Date of Analysis / 
: 30.05.2026 

AHaJ1HTH'1ec1rnii 0T'leT .N'!! )J,aTa aHaJ1 HJa 
Date of Manufacture/ 

: 05/2026 
Date of Expiry/ 

04/2028 
)laTa DPOH3B01lCTBa ro,neH ,UO 

: 

Mfg. License No./ 
IlpOH3B0,UCTBeHHaH : MNB/05/263 MA number: / HoMep PY : nn-.M1(001336)-(Pf-RU) 
JlHUeHJHH .N'!! 
Analysis performed according ND / AHaJIHJ npose,ueH no H)J,: JIIl-.N'!!(001336)-(Pf-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBH'IHOii ynaKOBKH yTsep,K,AeHbt: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'IH0H ynaicosKH yTsep:1K,ueHb1: 25.10.2022 
PIL approved:/ 11MTI vrnep,K,AeH: 25.10.2022 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site 
I 
HauMenosauue, a11.pec, JIHQeHJHH /1.JIH 

IlpoH3B0/].CTBennaH UJIOIQa/].Ka / 

Page 7 of 7 / CTp. 7 HJ 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 PeMH'c Jla6opaTOpHC JlT/J.., I1pOH3B0/J.CTBeHHOe 

no,D.pa3,D.enett11e-6, Bmrna)],)K KxoJib, Hanarapx Poy/J., EaMH, Conatt 
,ll;HCTpHKT, X.f1. 173205, 11H)].lUI (JlHI.leH3H.11 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». 
3aKmoqeHHe O COOTBCTCTBHH: «HacTo5Irn:HM 5I IIO,llTBep)l(,n:aJO, qTO rrpHBe,n:eHHa5I BbIIIIe HHq>OpMaumi: 5IBJrneTC5I 
,[{OCTOBepHOH H TOqHOH. 3m cepmI rrpo,n:yKUHH rrpOH3Be,n:eHa (BKJIJ0qa51 yrraKOBKY (MapKHpOBKY) H KOHTpOJib 
Kaqecrna) Ha BbIIIIeyKa3aHHOH rrpOH3BO,[{CTBeHHOH rrrroma,n:Ke (rrrroma,n:Kax) B TIOJIHOM COOTBeTCTBHH C 
Tpe6oBaHH5IMH ITpaBHJI Ha,n:Jie)l(ameii rrpOH3BO.ZJ:CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMH'IeCKOfO COJ03a (N2 
GMP/EAEU/RU/02329-2025 OT 19 cettrn6p5I 2025 r.) H Tpe6oBaHH5IMH KOHTpOJrn Kaqecrna rreKapcrneHHbIX 
cpe,n:CTB, a TaK)l(e B COOTBeTCTBHH co crreuHq>HKaUH5IMH, co,n:ep)l(amHMHC5I B perHCTpaUHOHHOM .ZJ:OCbe CTpaHbl­

HMIIOpTepa. 3arrHCH no rrpOH3BOJJ:CTBY, yrraKOBKe H aHaJIH3Y rrpoBepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe 
Tpe6oBaHH5IM ITpaBHJI Ha,n:Jie)l(amei1 rrpOH3BO,[{CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3K0HOMHqecKoro COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJ1t0'lem1e: O)lOl>PEHO Il UMe'laHUe: f1 

Prepared by I 
TTo,nroTOBJieHo: 
Yogesh Chauhan 

Date I 
)lam: 30.05.2026 

o.n KT CO0TBeTCTB eT e6osattHJIM H)l 
Checked by I 
TTposepeHo: Pravesh 

Rana i 
Date/ 
)lam: 30.05.2026 

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

Date/ 
)lam: 30.05.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.no6petto: O6ecneqetttte 
Kaqecrna/OTBeTCTBeHHOe JIHU0: 

--.f 1111,1 A IJ ( 

Date I 
)lam: 

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 
wwwjrreddys.corn 


