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

CEPTM~IIKATAHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
IlPOLlYKT: Hai-h® AKTHBreJih (HHMeCYJIHLl) reJih LlJI51 Hapy)l<HOro ITPHMeHeHHJI, 1 %, 100 r 

Market / PhrnOK : Russia / Pocc1151 

Batch No./ 
: V260453 

Batch Quantity/ 
Cepm1 .N'! Pa1Mep cepH11 

Analytical Report No./ 
: 040003473266 

Date of Analysis / 
AHaJJHTHlfeCKHM OTlfeT .N'! ,UaTa aHaJ1111a 

Date of Manufacture/ 
: 06/2026 

Date of Expiry / 
Jl:aTa npOH3B0LlCTBa ro)leH LlO 

Mfg. License No./ 
IlpOH3B0LlCTBeHHaH : MNB/05/263 MA number: / HoMep PY 
mui:euJHH .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 

11792.000 units / 
: 

11792.000 e)lHHHU 

: 28.06.2026 

: 05/2028 

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

Analysis performed according ND/ AuaJ1111 npOBeLleH no H,U: JIIl-.N'~(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MatceTb1 nepBHlfHoii ynatcostcu yTsep'.)K)J.eHbl: 25.10.2022 
Artworks of secondary package approved: / MatceTbl BTOpH'IHOM ynaKOBKH yTsep:>KLleHbl: 25.10.2022 
PIL approved: / UMil yrnep'.IKJleH: 25.10.2022 
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No/ 
Test/ IloKaJaTeJih Result/ PeJyJihTaT Specification / HopMa 

.M! 

1. Description / Onucauue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to 
yellow gel with characteristic odor pale-yellow gel with characteristic odor/ 
/ O,D,ttopo,D,HhlH np03palfHhlH reJib O,D,HOpO,D,HblH np03palfHhIH reJih OT 

6Jie)],HO-)KeJITOro QBeTa c 6eCl..(BeTHOro )],O 6Jie)],HO-)KeJITOro QBeTa 

xapaKTepHhIM 3anaxoM 

2. Identification / ~euTu4>uKau,uH 

Remarks: The Product confirms to ND/ 
n HMelfaHue: IT OLl KT CO0TBeTCTB eT e6oBaHIDIM HL( 
Prepared by I Checked by I 
Ilo,uroTOBJieHo: /) IlpoBepetto: Pdesh 
Vishal Sharma V Rana )__ 

Date/ Date/ 
L{arn: 28.06.2026 L{arn: 28.06.2026 

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

Date/ 
L{arn: 28.06.2026 

c xapaKTepHbIM 3anaxoM 

Conclusion : APPROVED / 
3atcJJIOtJeHue: Ol{OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O,uo6peHo: O6ecrreqem1e 

~ ~aa/OT.8CTCTieHHOe 111-IU0: . 
11 

n 
r ' ~ ~ lCD-.M\v\ ~ 
Date I 
D;arn: 

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 

www.drreddys.com 



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

CEPTH~IIKATAHAJIH3A 

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

Ilpo,[1,yKT: Halh® AKTHBrenh (HHMecynw,n) renh ,[),ml Hapy)lrnoro rrp1-1MeHettm1, 1 %, 100 r 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V260453 

Batch Quantity/ 11792.000 units / 
CepttH .N'2 Pa1Mep ce_pHH 

: 
11792.000 e.n:HHHU 

Analytical Report No./ 
: 040003473266 

Date of Analysis / 
: 28.06.2026 

AuaJIHTH'!eCKHH 0T'!eT .N'2 ,ll;aTa auaJIHJa 

Date of Manufacture/ 
: 06/2026 

Date of Expiry / 
05/2028 

,ll;aTa np0H3B0LICTBa ro,[l,eH ,[1,0 
: 

Mfg. License No./ 
IlpOH3B0,[l,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JUI-N2(001336)-(Pf-RU) 
JIHUeHJHH .N'! 
Analysis performed according ND/ AuaJIHJ npose,[l,eH no H,ll;: JIU-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKen,1 nepBH'IH0H ynaK0BKH yTsep,KJJ,eHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl srnptt'IHOH ynaK0BKH yTsep,te,[1,eHM: 25.10.2022 
PIL annroved: / MMII VTBep,KJJ,eu: 25.10.2022 

HPLCIB3JKX 

UV spectrophotometry I Y@­
cneKmporjJomoMempuR 

Remarks : The Product confirms to ND/ 

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 BpeMa yP,ep)KHBamrn 
OCHOBHOfO TTHKa Ha 
xpoMaTorpaMMe wcnhnyeMoro 
paCTBOpa COOTBeTCTByeT BpeMeHH 
yP,ep)KHBaHHH OCHOBHOfO TTHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaHP,apTHOfO o6paJua 
HHMecyJIHP,a. 

UV absorption spectrum of the test 
solution has absorption maximum at 
397±5 nm. I Y<l>-cneKTp 
nornow_eHHa HCnhnyeMoro 
pacTBopa HMeeT MaKCHMYM 
nornow_eHHa npH 397±5 HM. 
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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). I BpeMa yP,ep)KHBaHHa 
OCHOBHOro TTHKa Ha xpoMaTorpaMMe 
HCTTbITyeMoro paCTBOpa ,l],OJI)KHO 
COOTBeTCTBOBaTb BpeMeHH 
yP,ep)KHBaHHH OCHOBHOro TTHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaHP,apTHOro o6paJua HHMecyJIH,l],a 
(paJP,en «Kontt'!eCTBeHHOe 
onpeP,eneHtte» ). 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. / Y<l>-cneKTp 
nornow_eHHa HCnb1TyeMoro pacTBopa 
,l],OJI)KeH HMeTb MaKCHMYM nornow_eHHH 
npH 397±5 HM. 

Il HMe'!aHne: IT O)], KT COOTBeTCTB eT T e6oBaHmIM H)l_ 
Conclusion : APPROVED / 
3aKJIIO'!eHtte: O)lOliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / 
Ilo.nroTOBJieHoll. IlposepeHo: Pravesh IlposepeHo (AOK): Amit 
Vishal Shanna Rana 1 Kumar _.,,. 

,,_. --
Date I • Date I Date I 
)lam: 28.06.2026 )l_am: 28.06.2026 )],am: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.no6peHo: O6ecrreqeHHe 
K~._a~OT~CTC't'BCl:IHOe m 1uo: 

( f ~ \Q£J..,AJ W"\ 

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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

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

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

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
Ilpo.11.yKT: Haib® AKrnsreJih (tt11Mecym1.11.) reJih JJ,m1 ttapy)KH0ro np11Mettettm1, 1 %, 100 r 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V260453 

Batch Quantity/ 11792.000 units / 
Cepm1 N2 Pa1Mep cepuu 

: 
11792.000 e,1J,HHHU 

Analytical Report No. / 
: 040003473266 

Date of Analysis/ 
: 28 .06.2026 

AnaJIHTH'-leCKHH 0T'-leT .N'! ,[l,aTa ananu1a 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
05/2028 

,[l,aTa IlP0H380JJ,CTBa roJJ,eH JJ,0 
: 

Mfg. License No./ 
IlpOHJB0.11.CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITT-.N2(001336)-(Pf-RU) 
JIHUeHJHSI .N'! 

Analysis performed according ND I Ananu1 nposeJJ,eu no H,[I,: JII1-N2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepsH'rnou ynaKOBKH yTsep"'.11.eHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl srnputtuou ynaK0BKH yrnepmJJ,eHbl: 25.10.2022 
PIL anoroved: / HMil yTseo~en: 25.10.2022 

3. Weight of package contents/ 100 g I 100 r 
Macca co.z:i;ep:>KnMorn 
ynaKOBKU 

4. pH 3.2 

5. Viscosity / Bst3KOCTb 946.8 centipoise / 
946,8 caurnnya3 

6. Impurities / IIpuMecu 

i. Impurity C / 
llpHMech C Not detected/ He o6uapy)KeHa 

11. Impurity D / Not detected / He o6Hapy)Ketta 
llpHMecb D 

... 
Any other impurity / 0.03 % Jll . 

JlI-06aji Apyraji npHMeCb 

iv. Total impurities/ 0.03 % 
CyMMa npHMecei1 

Remarks : The Product confirms to ND/ 
I1 HMettaHHe: TT 0.11. KT C00TBeTCTB eT e6oBaHHJIM H)l 

Prepared by I C Checked by / 
TToAr0TOBJietto: TTposepeHo: Pravesh 

Vishal Shanna / Rana 1. 
Date I Date I 
.[(am: 28.06.2026 )],_am: 28 .06.2026 

Checked by (AQA) I 
TTposepeHo (AOK): Amit 
Kumar 

Date I 
Aam: 28.06.2026 
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According to Rus. Ph. / B coorneTCTBHH 
C Tpe60BaHJ1j!MJ1 r<I> P<I> 

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

400 to 1,200 centipoise / 
OT 400 AO 1200 caHrnnya3 

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

Not more than 0.50 % I 
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 / 
3aKJ110'IeH11e: O.l{OliPEHO 
Approved by: Quality Assurance/Authorized 
person I OJJ,o6petto: O6ecne'-leH11e 
K~ T: a/OTBeTCTBeHHOe mu.{o: 

\)~J-0.J ,~vvi 

Date I 
.[(am: 

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

CIN: L85195AP1984P LC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJill3A 

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

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

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
Ilpo.uyKT: Haih® AKTHBre11h (HHMecym1.u) reJib .UJI51 Hapy)l(H0ro rrpHMeHeHH51, 1 %, 100 r 

Market/ P1,moK : Russia / Pocc1151 

Batch No./ 
: V260453 

Batch Quantity/ 11792.000 units/ 
CepHH .N'! Pa1Mep cepnn 

: 
11792.000 e,llHHHU 

Analytical Report No./ 
: 040003473266 

Date of Analysis / 
: 28 .06.2026 

AuaJIHTHl.feCKHH OTl.feT X2 ,llaTa aHaJIHJa 
Date of Manufacture / 

: 06/2026 
Date of Expiry/ 

05/2028 
,ll;aTa npOH3B0.UCTBa ro.ueu .uo 

: 

Mfg. License No./ 
IlpoHJBO./lCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-N!!(001336)-(Pf-RU) 
JIHU.eH3HSI X2 

Analysis performed according ND / AHaJin1 npoBe.ueu no H,ll;: JIII-X2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeT1>1 nepBHl.fHoi-i ynaKOBKH YTBep)KJleH1>I: 25.10.2022 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOi-i ynaKOBKH YTBep'.lK.uem,I: 25.10.2022 
PIL annroved: / BMII yrnep)KJleH: 25.10.2022 
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7. Microbial purity*/ MnKpo6uoJ1ornqecKaH qucrnra* 

). Total Aerobic Microbial Count/ NA Not more than 102 CFU/g / 
O6~ee 1.fHCJI0 a3p06HblX MHKpo- He 6011ee 102 KOE/r 
opraHH3MOB 

11. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count/ O6~ee 1.fHCJIO He 6011ee 101 KOE/r 
APO){OKeBbIX H nnectteBbIX 
rpH60B 

... 
Pseudomonas aeruginosa NA Should absent in 1 g / lll. 

OTcyrcTBHe B 1 r 

lV. Staphylococcus aureus NA Should absent in 1 g / 
OTCyrCTBHe B 1 r 

8. Assay / KoJ1n'leCTBenuoe onpe,ueJienue 

Nimesulide / 9.99 mg I 9,99 Mr 9.0 mg to 11.0 mg ofC13H12N2OsS 
HHMecym1A (99.9 %) (nimesulide) (90.0% to 110.0% of label 

claim) in 1 g of gel I 

OT 9,0 Mr AO 11,0 Mr CuH12N2OsS 
(HHMecyJIHA) (OT 90,0 % AO 110,0 % OT 
HOMHHaJibHOro COAep)l(aHH51) B 1 r rem, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlPHMeqanue: Tipo,ayKT COOTBeTCTByeT Tpe60BaHIU1M H,D; 3aKmoqeuue: 0.11:0liPEHO 
Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 

Tio.uroTOBJieHo: J ITposepeHo: Pravesh Tiposepetto (AOK) : Amit person/ O.uo6peHo: O6ecrre'ieHHe 
Vishal Sharma Rana ·t Kumar ""~- Ka~ a/O TBCTCTBCHHOe m1u.o: 

I • lcu.,j wi ~ 
//ol 

Date I Date/ Date I ' Date/ ( (~~( 
,[{am: 28.06.2026 ,[{am: 28.06.2026 ,[{am: 28.06.2026 ,[{am: 

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

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

www drreddys.com 

I 



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

CEPTH~IIKATAHAJIII3A 

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 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
IlpoJJ.yIIT: Halh® AKTHBrenh (HHMecyJIHJJ.) reJih .LI.JI» ttapy)lrnoro npHMeHeHH», 1 %, 100 r 

Market/ P1,moK : Russia I Poccw» 

Batch No./ 
: V260453 Batch Quantity / 11792.000 units / 

CepHH .N'2 Pa1Mep cepnn : 11792.000 e,nHHHU 
Analytical Report No./ 

: 040003473266 
Date of Analysis/ 

: 28.06.2026 
AHaJlHTH'leCKHH OT'leT .N'!! ,Ll:aTa auaJ1n1a 
Date of Manufacture / 

: 06/2026 
Date of Expiry/ 

05/2028 
llaTa npottJBOJJ.CTBa roJJ.eH .!J.O 

: 

Mfg. License No./ 
IlpoM3BOJJ.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : Jlfl-N2(001336)-(Pf-RU) 
JlHUeHJHH .N'!! 

Analysis performed according ND/ AuaJ1n1 npoBeJJ.eH no H.[(: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepsnquoii ynaKOBKH yTBep,KJJ.euh1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTopnquoii ynaKOBKH yTBep~JJ.eHhI: 25.10.2022 
PIL approved: / HMO vrnep,KJJ.eu: 25.10.2022 

9. Dimethyl sulfoxide / 
,n:uMeTHJICYJib4>0KCH)J, 

10. Package/ YnaKOBKa 

11 Labeling / MapKnpoeKa 

Remarks : The Product confirms to ND/ 

101.3 % 

100 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / Ila 
100 r s Ty6y m naMHHHp0BaHH0ro 
aJIIOMHHHR, CHafoKeHHYIO 

MeM6paHOH )],JIH KOHTponR nepsoro 
BCKpbITHH. Ka)K)],YfO Ty6y BMeCTe c 
HHCTPYKU.Heii no Me)].HI..J.HHCKOMY 

npHMeHeHHIO noMell.\aIOT B naLJ:KY 

KapTOHHYfO. 

Complies I CooTBeTcTByeT 
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90% to 110% of C2H6OS ( dimethyl 
sulfoxide) of label claim I 

OT 90 % )],0 110 % C2H6OS 
(AHMeTHncynb~OKCH,iJ,)OT 
H0MHHaJibH0ro CO)].ep:)l<aHHH 

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 HJIH 100 r B Ty6y 113 
naMHHHp0BaHH0ro aJIIOMHHml, 
cttafoKeHHYIO MeM6pattoii )].JI» K0HTpon» 
nepsoro BCKpbITHH. Ka)K)],YfO Ty6y 
BMeCTe C HHCTpyKu.11eii no 
Me)],HI..(HHCK0MY npHMeHeHHIO 
noMell.\aIOT B naLJ:KY KapT0HHYfO. 

In accordance with the approved artwork 
(see Section 1.3.2 of Module 1 of DMF). 
I B cooTBeTCTBHH c yrsep)K)].eHHbIM 
MaKeT0M (cM. p33)].en 1.3.2 M0AYJIH 1 
perncTpal.(H0HH0ro )],OCbe). 

Conclusion : APPROVED / 
IlpnMe'laune: flpo,nyKT coorneTcrnyeT Tpe6osaHH»M Hll 3aKJ1JOqeutte: OllOEPEHO 
Prepared by / 

G, flo,nroTOBJieHO: 
Vishal Sharma 

Date I 
.JJ:am: 28.06.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
flposepetto: Pravesh flposepetto (AOK): Amit person I OJJ.o6petto: O6ecne11em1e 
Rana i Kumar 

~--1-

Ka~ sa/OTBeTCTBCHHOe JI HU0: 

I I \~""1 ~ 
/) '_ r_ 

Date I Date I 
, 

Date I ( '~::01k .[lam: 28.06.2026 )lam: 28.06.2026 L(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: L8519SAP1984PLC004507 
www.drreddys .com 



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

CERTIFICATE OF ANALYSIS 
CEPTHwlIKATAHAJill3A 

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 %, 100 g 
Ilpo,1J,y1n: Haib® AKrnsrenh (tt11Mecym1,1J,) renh ,IJ,JIH ttapy)lrnoro rrp11Mettett11», 1 %, 100 r 

Market/ PblHOK : Russia / Pocc1rn 

Batch No./ 
: V260453 

Batch Quantity I 11792.000 units / 
Cep11S1 .N"!! Pa1Mep cep,rn 

: 
11792.000 e,nHHHU 

Analytical Report No. / 
: 040003473266 

Date of Analysis / 
: 28.06.2026 

AttaJIHTH'leCKHH OT'leT .N"!! )],aTa attaJIH3a 
Date of Manufacture / 

: 06/2026 
Date of Expiry/ 

05/2028 
IJ:1.aTa npoHJBO,IJ,CTBa ro,l),eH ,l),0 : 

Mfg. License No. / 
IlpOH3B0,IJ,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
JIHUeHJHSI .N"!! 
Analysis performed according ND/ AttaJIHJ npoBe,IJ,eH no H)],: JIIl-.N"!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaiceTbl nepBHttHott ynaKOBKH yTBep,KJ1,ettbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BToputtuou ynaKoBKH yTBep,KJ1,ettbI: 25.10.2022 
PIL aooroved: / UMil yrnep,KJ1,ett: 25.10.2022 
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12 Storage / Xpaueuue Store below 25 °C. Do not freeze. I ITp11 TeMnepaType He Bhillle 25 °C. He 
3aMopa)lnrnaTh. 

13 Shelf-life (storage period)/ 2 years. I 2 ro,1J,a. 
CpoK roAHOCTH (xpauenuH) 

*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 OTCYTCTBOBaTb B cepTncl>nKaTe auaJIU3a npOH3B0.ll:HTeJIH. IlpoH3B0.ll:HTeJib 
rapanTupyeT KatteCTBO npenapaTa no lTHM noKa3aTeJIHM. 

API name (INN)/ HauMeuoBauue AwC Nimesulide / H11Mecyn11,1J, 
(MHID: 
API manufacturer batch number / NMS/126030213 
HoMep cepuu npOH3B0,IJ,HTeJIH Awe: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTanu:uu npou3BO,IJ;HTeJIH FETA00204 
rJiw: 

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal. 
API Manufactured by, address & country / Palghar, Dist. Thane, 401506, Maharashtra State, India/ 
IlpoH3B0.ll:HTeJih Awe, aApec H CTpaua: AapTH )];pare JlT,ll,., YYaCTOK M1 N-198, MIDC, Tapanyp, Eo11cap, 

Tan. ITanrxap, )];HCTPHKT Txatte 401506, MaxapalllTpa, I1H,ll,HH 

Remarks : The Product confirms to ND/ 
n HMettaHHe: Il 0,/J, KT COOTBeTCTB eT T e6osaHHHM H 

Conclusion : APPROVED / 
3aicmotteuue: O.llOliPEHO 

Prepared by I {t Checked by/ Checked by (AQA) I 
Ilo)'.(roTOsneHo: Ilposepetto: Pravesh Ilposepetto (AOK): Amit 
Vishal Sharma Rana Kumar 

_/\ -
Date/ Date/ Date/ 
)J;arn: 28.06.2026 J];arn: 28.06.2026 llarn: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person I O)'.(o6petto: O6ecneqett11e 

K~a~r,~:,nHUO: 

Date/ 
Jlarn: 

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 
CEPTM~HKATAHAJIH3A 

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

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

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
TipoJlyKT: Haib® AKnrnrenh (HttMecymm) renh Jlml Hapy)l{H0ro np11MeHeH11.H, 1 %, 100 r 

Market/ PbIHOK : Russia / Pocctt.H 

Batch No./ 
: V260453 

Batch Quantity/ 11792.000 units / 
Cepttsi .N'! PaJMep cepttu 

: 
11792.000 emrnm.1, 

Analytical Report No. / 
: 040003473266 

Date of Analysis/ 
: 28.06.2026 

AHaJIHTH'-leCKHii OT'-leT .N'! .ll:aTa aHaJ111Ja 

Date of Manufacture/ 
: 06/2026 

Date of Expiry/ 
05/2028 

.ll:aTa npOH3B0JlCTBa roL{eH JlO 
: 

Mfg. License No. / 
TipoHJBOJlCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-NQ(001336)-(Pf-RU) 
JIHUeHJHH .N'! 
Analysis performed according ND/ AuaJIHJ npoBe}leu no HLJ:: JITI-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'-IHOii ynaKOBKH YTBep'.)K):{eHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOptt'-IHOii ynaKOBKH YTBep'.)K):{eHb1: 25.10.2022 
PIL approved: / MMTI vrnep'.)K):{eu: 25.10.2022 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site 
I 
HauMeuoeauue, a,ll,pec, Jim:~eH3HH ,[l,JIH 
Ilpou1eo,[l,cTBeuuaH nJio~a,[l,Ka / 

Page 7 of 7 / CTp. 7 03 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,DJJ,tt'c Jla6oparnp11c JlT)].., ITpoH3BO)],CTBeHHOe 

no)],pa3)],eneHHe-6, Bttnna)],)K Kxonh, Hanarapx Poy)]., na,DJJ,H, ConaH 
.z:t:11cTpHKT, x.rr. 173205, l1H)].HR (Jlm.{eH3HR N!i 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». 
3aKJI1oqem1e O COOTBeTCTBHIC «HacT051lll;I:IM 51 ITOJJ:TBep)K,n:aIO, qTo npirne,n:eHHa51 BbilIIe I-IH<pOpMal.{H:51 51Bn51eTC51 

JJ:OCTOBepHOH H rnqHOH. 3m cepH:51 npo,n:yKI.{HH npomBe,n:eHa (BKnJ0qa51 yrraKOBKY (MapKHpOBKY) H KOHTpom, 

Kaqecrna) Ha BbIWeyKa3aHHOH npOH3BOJJ:CTBeHHOH nnoll.{a,n:Ke (nnoll.{a,n:Kax) B nonHOM COOTBeTCTBHH C 

Tpe6oBaHH51MH ITpaBHn Ha,n:ne)Kall.{eil: npoH3BOJJ:CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH:qecKoro COI03a (N2 
GMP/EAEU/RU/02329-2025 OT 19 ceHrn6p51 2025 r.) H Tpe6oBaHH51MH KOHTpon51 Kaqecrna neKapcrneHHhIX 
cpe,n:CTB, a TaK)Ke B COOTBeTCTBHH co cnel.{HqJHKal.{H51MH, co,n:ep)Kall.{HMHC51 B perHCTpal.{HOHHOM JJ:OCbe CTpaHbI­

HMITOpTepa. 3arrHCH no npOH3BOJJ:CTBY, ynaKOBKe H aHanH3Y npoBepeHhI, H ycTaHOBneHO HX COOTBeTCTBHe 
Tpe6oBaHH51M ITpaBHn tta,n:ne)Kall.{ei-i npott3BOJJ:CTBeHHOH rrpaKTHKH EBpa3HHCKoro 3KOHOMHqecKoro coI03a». 

Remarks : The Product confirms to ND/ 
TI HMe'-laHtte: IT 0)], KT COOTBeTCTB eT e6osamrnM HJJ: 

IloJlfOTOBJieHo: ITposepeHo: Prave h 
Prepared by/ a Checked by/ 

Vishal Sharma Rana i 
Date/ Date/ 
JJ:arn: 28.06.2026 JJ:arn: 28.06.2026 

Checked by (AQA) / 
IlposepeH0 (AOK): Amit 
Kumar 

Date I 
,n:arn: 28.06.2026 

Conclusion : APPROVED / 
3aKJIIO'-leHtte: O)1,OliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O,ll,o6peHo: O6ecrre1.JeHtte 
Ka 11ec'raa/OTBeTCTBeHHOS 1IHuo: 

~ \COJ--,vj ~ 

Date/ 
,n: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 




