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

CEPTHWIIKATAHAJIH3A 

Product: Nise Activgel (nimesulide) gel for e_xternal use, 1 %, 50 g 
Ilpoi:i:yICT: Haib® AKTttBreJib (tt11Mecvn11i:i:) reJib i:i:m1 ttapy)Kttoro np11Mettett1u1 1 %, 50 r 

Market/ PhlHOK : Russia / Poccm, 

Batch No./ 
: V260451 

Batch Quantity I 
Cepusi .Mi PaJMep cepuu 

Analytical Report No. / 
: 040003471939 

Date of Analysis/ 
AttaJittTH'ctecKuil OT'IeT .N'!! .Ll:aTa aHaJittJa 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
.Ll:aTa npottJBOLl:CTBa 

: 
roi:i:eH Ll:0 

Mfg. License No./ 
IlpOH3B0Ll:CTBeHHaH : MNB/05/263 MA number: / HoMep PY 
JIUU,eHJHH .N'!! 

Dr. Reddy's Laboratories Ltd . 

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

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

23451.000 units / 
: 

23451.000 e,DYIHHU 

: 28.06.2026 

: 05/2028 

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

Analysis performed according ND/ AttaJIHJ npoBei:i:ett no H.Ll:: JIIl-.N'!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBttLIHOH ynaKOBKH yTBepiK,11,ett1,1: 25.10.2022 
Artworks of secondary package approved:/ MaKeTbl BTOpHL!HOH ynaKOBKH yTBepm:i:i:ett1,1: 25.10.2022 
PIL aooroved: / MMil yTBepiK,11,eH: 25.10.2022 
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No/ 
Test/ IloKa3aTeJih Result/ Pe3yJihTaT 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,nttopO,!l,HbIM np01paL1HbIM ren1, O,nttopo,ntthIH np01paL1HhIH reJih OT 
6Jie,[{HO-)KeJITOro U,BeTa c 6ecu,BeTttoro .no 6ne,ntto-)KeJIToro 11,BeTa 

xapaKTeptthIM 3anaxoM C xapaKTepHbIM 3anaXOM 

2. Identification/ lf.nenTuct,uKan:uH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeLlattue: IlpOAYKT coorneTcrnyeT Tpe6osaHHJIM H.U 3aKJII04eHue: O,ll.OEPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IloAroTOBJieHo: Ilposepetto: Pravesh IlpoBepetto (AOK): Amit person/ OAo6petto: O6ecneqem,e 

Shagun~ Rana i Kumar 

~~~ ~ ~l~~1oe n/2·1-11.10: ~ 

- -.b 
Date/ Date I Date I Date I \ ' / ---» i,-u 
)lam: 28.06.2026 L{am: 28.06.2026 L{am: 28.06.2026 )lam: 

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

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH~HKATAHAJIH3A 

Dr. Reddy1s 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 %, 50 g 
IlpOJ::{yKT: Hai13® AKTHBreJih (HHMecynw,11,) reJib )],Jljl Hapy)l<H0ro llPHMeHeHHji, 1 %, 50 r 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V260451 

Batch Quantity/ 23451.000 units / 
PaJMep cepHH 

: 
23451.000 e,11,HHHl( Ceous1 .N'!! 

Analytical Report No./ 
: 040003471939 

Date of Analysis / 
: 28 .06.2026 

AHaJUITH'leCKHH 0T'leT .N'!! )J,aTa aHaJIH3a 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 

llaTa l1POH3B0,'J.CTBa ro,11,eH ,11,0 
: 

Mfg. License No./ 
IlpoH3B0)],CTBeHHaB : MNB/05/263 MA number: / HoMep PY : llTI-N2(001336)-(Pf-RU) 

JIHU.eHJHB .N'!! 

Analysis performed according ND/ AHaJIH3 nposeJJ.eH no H)J,: JIIT-.N'!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MatceTbl nepBH'IH0ii ynaicoBKH yTsep,K,11,eHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'IH0H ynaK0BKH yrnepm,11,eHbl: 25.10.2022 
PIL aooroved: / MMIT yrnep,K,11,eH: 25.10.2022 

HPLC / B:JJKX 

UV spectrophotometry I Y,:P­
cneKmpoqJomoMempuR 

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 BpeMH y,ll,ep)KHBamrn 
OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe HCnhITyeMoro 
paCTBOpa COOTBeTCTByeT speMeHH 
y,ll,ep)KHBaHHH OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe pacrnopa 
cTaH,ll,apTHoro o6pa3.ua 
HHMecyJrn,ll,a. 

UV absorption spectrum of the test 
solution has absorption maximum at 
397±5 nm. I Y<I>-cneKTP 
IlOrJIOI.QeHHH HCilbITyeMoro 
paCTBOpa HMeeT MaKCHMYM 
nornow;eHHH 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 
main peak in the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeMH y,ll,ep)l(HBaHHH 
OCHOBHOro IlHKa Ha xpoMaTorpaMMe 
HCilhITyeMoro pacrnopa ,ll,OJI)KHO 
COOTBeTCTBOBaTh speMeHH 
y,ll,ep)l<HBaHHH OCHOBHOro nHKa Ha 
xpoMaTorpaMMe pacrnopa 
cTaH,11,apTHoro o6pa3.ua HMMecynw,1J,a 
(pa3,11,en «Konw-1ecrnettttoe 
onpe,ll,eJieHwe» ). 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. / Y<I>-cneKTP 
nornomeHHH HCilbITyeMoro pacrnopa 
}],OJJ)l(eH HMeTb MaKCHMYM nornow;eHHH 
npH 397±5 HM. 

fl HMe'1aH11e: fl on KT C00TBeTCTB eT e6osaHHj!M H,ll_ 
Conclusion : APPROVED / 
3aicmoqeH11e: O,[I:OliPEHO 

Prepared by / 
Tio,11,rOTOBJieHo: 
Shagun 

Date I 
)lam: 28.06.2026 

Date/ 
)lam: 28.06.2026 

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

Date/ 
)lam: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person I O,uo6petto: O6ec11e4em1e 

K~ i~~JIHl(O: 

Date/ 
)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 
CEPTII<l>MKAT AHAJIIBA 

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 %, 50 g 
Ilpo.11.yKT: Hai-h® AKTHBreJib (HHMecyJIH.11.) reJib .11.Jill Hapy)KHOro npttMeHeHHll, 1 %, 50 r 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
: V260451 

Batch Quantity/ 23451.000 units/ 
Cep1rn X2 PaJMep cepuu 

: 
23451.000 e)lHHHU 

Analytical Report No./ 
: 040003471939 

Date of Analysis/ 
: 28.06.2026 

AHaJIHTHlfeCKHH oTtteT X2 .l(aTa aHaJiuJa 

Date of Manufacture/ 
: 06/2026 

Date of Expiry/ 
05/2028 

.l(ara npOH3BO/lCTBa ro.11.eH .11.0 
: 

Mfg. License No. / 
Il po 11380.11.CTBCH H aH : MNB/05/263 MA number: / HoMep PY : JU1-.N2(001336)-{Pf-RU) 
JIHU,eH3HH X2 

Analysis performed according ND/ AHaJIH3 npose.11.eu no H.l(: JIIl-X2(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaKeTbI nepsHttHofi ynaKOBKH yTsep,KJlettbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTop11ttuofi ynaKoBKH yTsep,ic.11.eub1: 25.10.2022 
PIL annroved: / HMil yrnep,KJleu: 25.10.2022 

3. Weight of package contents/ 50 g I 50 r 
Macca co.z:i;epJKnMoro 

ynaKOBKH 

4. pH 3.22 

5. Viscosity / BHlKOCTb 937.5 centipoise / 
937,5 caHTHnya.3 

6. Impurities / IIpnMecu 

1. Impurity C / 
IlpHMecb C Not detected/ He o6Hap)')KeHa 

11. lmpurityD I Not detected/ He o6Hapy)KeHa 
IlpHMech D 

iii. Any other impurity / 0.03 % 
J1106aH .upyraH npHMeCb 

lV. Total impurities/ 0.0346 % 
CyMMa npHMecew 

Remarks : The Product confirms to ND/ 
fl HMClfaHHe: fl e6osaHHl!M H}]; 
Prepared by/ 
ITo.nroTOBJieHo: 

Shagun ~ 

Date/ 
}];am: 28.06.2026 

Checked by/ 
ITposepeHo: PravJ' h 
Rana :,}_ 

Date/ 
,Qam: 28 .06.2026 

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

Date/ 
}];am: 28.06.2026 
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According to Rus. Ph. / B coorneTCTBIH1 
c Tpe6oBaHJ.UIMH f<I> Pct> 

2.5 to 4.5 I OT 2,5 ..11.0 4,5 

400 to 1,200 centipoise / 
OT 400 ..11.0 1200 caHT1mya1 

Not more than 0.50 % / 
He 6oJiee 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 6oJiee 1,50 % 

Conclusion : APPROVED I 
3aKJIIOtteuHe: 0)1.0liPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.no6peHo: O6ecneqem1e 
Ka~fOTB«p~c:ree1;tHOe JIHUO: 

\ I~ W--l l(.O\.MW\ 

Date/ 
,llarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India 

Tel : +91 40 4900 2900, Fax: +91 40 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~HKATAHAJIII3A 

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

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

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpoi:i:y1n: Haib® AKTHBrenh (tt11Mecy1111.n:) renh ,nm, ttapy)KHOro np11Mettemrn, 1 %, 50 r 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V260451 

Batch Quantity/ 23451.000 units / 
Cepusi .N'2 Pa3Mep cepuu 

: 
23451.000 eL1:HHHU 

Analytical Report No./ 
: 040003471939 

Date of Analysis / 
: 28.06.2026 

AttaJ111Tu<JecK11ii OT<JeT .N'2 ,llaTa aHaJJH3a 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2028 

)laTa npOU3B0Ll:CTBa 
: 

roi:i:ett i:i:o 
: 

Mfg. License No./ 
IIpoU3B0Ll:CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
J1HUeH3HSI .N'! 
Analysis performed according ND/ AuaJJH3 npoBei:i:eu no H,ll: JIII-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBH'IHOii ynaKOBKH yTBep)KLl:eHbI: 25.10.2022 
Artworks of secondary package approved:/ MaKeTbl Brnpu<Juoii ynaKOBKH YTBep:JKi:i:eub1: 25.10.2022 
PIL approved: / MMII yrneo)KLl:eu: 25.10.2022 

7. Microbial purity*/ MnKpo6noJiorn11ecKaH 11ncT0Ta* 

'I. Total Aerobic Microbial Count/ NA 
O6mee q11cno a.3po6ttbIX MHKpo-
opraHH3MOB 

11. Total Combined Yeast and NA 
mould count I O6mee qwcno 
.n.po)K)KeBbIX I1 nnecHeBbIX 
rpw6oB 

... 
Pseudomonas aeruginosa NA lll. 

iv. Staphylococcus aureus NA 

8. Assay / KoJiu11ecTeeuuoe onpe;:i:eJieuue 

Nimesulide / 9.96 mg I 9,96 Mr 
HttMecynw.n. (99.6 %) 

Remarks : The Product confirms to ND/ 
II uMe'-1au11e: TI e6oBaHH~M H.D. 
Prepared by I 
Tloi:i:roTosneuo: 

Shagun ~ 

Date I 
.D,arn: 28.06.2026 

Checked by I 
Tiposepetto: Pravesh 

Rana { 

Date I 
.D,arn: 28.06.2026 

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

--
Date I 
JJ: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 / 
OTcyrcTBHe B 1 r 

Should absent in 1 g / 
OTcyrcTBHe 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 .n.o 11,0 Mr C13H12N2OsS 
(HHMecynw.n.) (OT 90,0 % )].O 110,0 % OT 
HOMHHaJibHOro co.n.ep)Kamui) B 1 r rem1 

Conclusion : APPROVED I 
3aKJJIO<Jeuue: O,llOEPEHO 
Approved by: Quality Assurance/ Authorized 
person/ Oi:i:o6petto: O6ecne11eu11e 
Ka~t?.:r~eTCTBC!f,.HOe J1111..(0 : 

~\ / ~ tCfJ'-M"n 

Date I 
.D,arn: 

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: L8519SAP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi , 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +9198166 56001-02 
www. d rred dys. com 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IlpoJJ:yKT: Hath® AKTHBreJih (HHMecyJIHJJ:) renh JJ:JIR Hapy)l(HOro npHMeHeHHH, 1 %, 50 r 

Market / PbIHOK : Russia / PoccHR 

Batch No./ 
: V260451 

Batch Quantity/ 23451.000 units/ 
Cepusr .M, PaJMep cepHH 

: 
23451.000 e,UHHHU 

Analytical Report No./ 
: 040003471939 

Date of Analysis/ 
: 28.06.2026 

AH3JIHTHtfeCKHH OTtfeT .N'2 ,llaTa auaJIHJa 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
05/2028 

,llaTa IlPOH380)lCTBa ro)leH )1;0 
: 

Mfg. License No. / 
IlpOH3BOJJ:CTBeHH3SI : MNB/05/263 MA number: / HoMep PY : J1II-.N2(001336)-(Pr-RU) 
JI Hl{eH3HSI .N'! 
Analysis performed according ND/ AHaJIH3 npoBeJJ:eH no H,ll.: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBHtfHOH ynaKOBKH yTBep:JK.AeHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOPHtfHOH ynaKOBKH yrBep)KJJ:eHbI: 25.10.2022 
PIL annroved: / MMil YTBep,KJleH: 25.10.2022 
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9. Dimethyl sulfoxide / 
,Il;nMeTnncynh~OKCH)l 

100.5 % 90% to 110% of C2H6OS ( dimethyl 
sulfoxide) of label claim / 

OT 90 % )].0 110 % C2H6OS 
(AHMenmcyJiblpOKCH,!1.) OT 
H0MHHaJlhHOro C0,!1.ep)Kamrn: 

10. Package/ YnaKOBKa 50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / ITo 
50 r B Ty6y H3 JiaMHHHpOBaHHOro 
amOMHHHH, CHa6)KeHH)'lO 
MeM6paHOH )].JIH K0HTP0JIH nepsoro 
BCKpbITH5I. Ka)K)].)'IO 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. / 
ITo 20 r, 50 r HJIH 100 r B Ty6y H3 
JiaMHHHp0BaHH0ro aJIIOMHHHH, 
CHa6)KeHHYIO MeM6paHOH )].JI5I K0HTp0JIH 
nepsoro BCKpbITHH. Ka)K)].yIO ry6y 

HHCTPYKU.HeH no Me)].HU.HHCKOMY BMecTe C HHCTPYKU.HeH no 
npHMeHeHHIO noMemaIOT B naLIKY 
KapTOHH)'lO. 

Me)].HLJ.HHCKOMY npHMeHeHHIO 
noMelUaIOT B naLIKY KapTOHHyIO. 

11 Labeling / MapKupoBKa Complies / CooTBeTcTByeT In accordance with the approved artwork 
(see Section 1.3.2 of Module 1 of DMF). 
I B co0TBeTCTBHH c yTBep)K)].eHHbIM 
MaKeT0M (cM. pa3,!1.eJI 1.3.2 MO)].ym, 1 
perncTpaU.HOHH0ro )].OCbe). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'lettue: O,UOGPEHO n HMetfaHtte: II 

Prepared by I 
flo,11soToBJieHo: 
Shagun 

Date/ 
)lam: 28.06.2026 

OJI: KT C00TBeTCTB eT e6osaHHRM H,U 
Checked by/ 
flposepetto : Pravesh 

Rana i -
Date/ 
,[{am: 28.06.2026 

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

Date I 
,[{am: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,uo6peHo: O6ecnelfeHHe 
1<a~ g~~t?1aeTCTse61Hoe m1uo: 
( ) ~ \ CDvvlwi 

Date/ 
.[{am: 

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

Tel: +91 40 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 
CEPTHWIIKATAHAJIH3A 

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 %, 50 g 
IIPO/lYKT: Hai-l:3® AKTHBreJih (H11Mecymu1.) reJib /lJIR Hapy)lrnoro np11MeHeH11R, 1 %, 50 r 

Market/ PbJHOK : Russia / Pocc11R 

Batch No./ 
: V260451 

Batch Quantity / 23451.000 units / 
CepuH N2 PaJMep cepmr : 23451.000 e,ll,HHHl..l 
Analytical Report No./ 

: 040003471939 
Date of Analysis/ 

: 28.06.2026 
AHanuTulfec,rnu oTlfeT N2 )laTa aHaJlHJa 
Date of Manufacture / 

: 06/2026 Date of Expiry/ 05/2028 
)],aTa llPOH3B0/lCTBa ro,ll,eH ,ll,O : 

Mfg. License No./ 
IIpOH3B0,ll,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITT-N2(001336)-(Pf-RU) 
JlHl.,leHJUH .N°!! 

Analysis performed according ND/ AHanuJ nposeJJ.eH no H)],: JIII-N2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepsulfnou ynaKOBKu yTsep)K)leHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl srnpulfH0H ynaKOBKH yTsepm,11.eHb1: 25.10.2022 
PIL annroved: / 11:MII yTBep)K)leH: 25.10.2022 
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12 Storage / Xpaueuue Store below 25 °C. Do not freeze. / Tip11 TeMnepaType He Bhillle 25 °C. He 
3aMopa)KHBaTb. 

13 Shelf-life (storage period)/ 2 years. / 2 ro,ua. 
CpoK rDAHOCTH (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 MO~eT OTCYTCTBOBaTb B cepTu«t,u1rnTe auaJIH3a npOH3BOAHTeJIH. IlpoHJBOAHTeJib 
rapauTnpyeT KaqecTBO npenapaTa no JTHM noKa3aTeJIHM. 

API name (INN)/ HauMeuoeauue AWC Nimesulide / HttMecy1rn,u 
(MHH): 
API manufacturer batch number/ NMS/126030213 
HoMep cepun npouJBOAHTeJIH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0AHTeJIH 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/ 
IlpoHJBOAHTeJib Awe, aApec H CTpaua: AapTH .ll:parc Jh,u., Y'-laCTOK N2 N-198, MIDC, Tapanyp, EoHcap, 

Tan. Tianrxap, ,n:11cTpHKT Txatte 401506, MaxapalllTpa, l1H,UHjJ 

Remarks: The Product confirms to ND/ 
fl UMelfattue; TT 0/l KT COOTBeTCTB eT e6oBaHHRM H)], 

Conclusion : APPROVED / 
3aKJ110lfettue: O)],O6PEHO 

Prepared by / 
TTo/lroTOBJieHo: 
Shagun ~ 

Date I 
,Uarn: 28.06.2026 

Date/ 
)];am: 28.06.2026 

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

Date/ 
,Uarn: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.uo6peHo: O6ecrrelfett11e 
Kalf~a_!'OTBeTCTBeHH0e JIHl.,IO'. 

'- r~w \~w-i 

Date/ 
,Uarn: 

Registered Offi ce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel : +91 40 4900 2900, Fax: +91 40 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 

Tel: +919816656001-02 
www.drreddys.com 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Tipoi:.yKT: Hati3® AKrnBreJJh (H11Mecvm1A) reJJb )l,JIR Hapy)KHOro np11MeHemui, 1 %, 50 r 

Market/ PblHOK : Russia / Pocc1151 

Batch No./ 
: V260451 

Batch Quantity/ 23451.000 units / 
Cepm1 N! PaJMep cepmt : 

23451.000 e)l,HHHU 
Analytical Report No./ 

: 040003471939 
Date of Analysis/ 

28.06.2026 
AHaJIHTH'leCKHH OT'leT Nii .llaTa aHaJIHJa 

: 

Date of Manufacture/ 
: 06/2026 

Date of Expiry / 
05/2028 

}laTa npoHJBO)lCTBa fOAeH AO 
: 

Mfg. License No./ 
TI pOHJBOACTBeH HaH : MNB/05/263 MA number: / HoMep PY : JU1-.N!!(001336)-(Pf-RU) 
JiuuenJHH Nii 
Analysis performed according ND/ AttaJIHJ npoBeJJ.eH no ff.LI,: JITI-N!(001336)-(Pf-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBH'lHOH ynaKOBKH yTBep,KJJ.eHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTopH'IHOn ynaKOBKH YTBepmJJ.eHbI: 25.10.2022 
PIL approved: / MMTI vrnep,KJJ.ett: 25.10.2022 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site 
I 
HanMenoBauue, a)],pec, JIHQeH3HH )],JIH 

Ilpon3BOACTBenuan nJiom:amrn / 

Page 7 of 7 / CTp. 7 Hl 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 
)J;-p Pe)]J].H'c Jia6oparnpHC JlT)],., ITpoH3B0)],CTBeHHOe 

no)],pa3)],eJleHHe-6, 8111111a)],)K Kxo11b, Hanarapx PoyA, EaMH, Co11aH 
)J;HCTPHKT, x.rr. 173205, 11H)],H51 (Jlm.{eH3H51 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 (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». 
3aKJIIO''leHHe O COOTBeTCTBHH: «HaCTO.Hrn;liM .H IIO)];TBep)K.LJ:aIO, qTo rrpH:Be)];eHHa.H BbIIIIe liH<pOpMaIJ;li.H .HBJUieTC.H 

)];OCTOBepHOH H TQqHOH. 3Ta cepmi: rrpo.n:yKIJ;HH rrpOH3Be)];eHa (BKJIIOqlliJ: yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

KaqecTBa) Ha BbIIIIeyKa3aHHOH rrpOH3B0.LJ:CTBeHHOH rrrroma.n:Ke (rrrroma.n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH.HMli ITpaBHJI Ha)];Jie)Karn;eH rrpOH3B0.LJ:CTBeHHOH rrpaKTHKM EBpa3MHCKOro 3KOHOMJiqecKoro COI03a (N!! 
GMP/EAEU/RU/02329-2025 OT 19 ceHrn6p.H 2025 r.) M Tpe6oBaHH:.HMH KOHTporr.H Kaqecrna rreKapcrnettHhIX 

cpe.n:cTB, a TaK)Ke B COOTBeTCTBMM co crreu;mpMKaIJ;H.HMM, co.n:ep)l(arn;MMH:C.H B perMCTPaU:HOHHOM .LJ:OChe crpaHbI­
MMIIOpTepa. 3aIIHCH IIO rrpOM3B0.LJ:CTBY, yrraKOBKe H aHaJIM3Y rrpoBepeHhI, H ycraHOBJieHo MX COOTBeTCTBMe 
Tpe6oBaHH.HM flpaBMJI Ha)];Jie)Karn;eH rrpOH3B0.LJ:CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMifqecKoro COI03a». 

Remarks : The Product confirms to ND/ 
TI HMe'taHHe: I1 o,u KT cooTBeTCTB eT e6osaHH51M HJJ: 
Prepared by I Checked by I 
floAroTOBJJeHo: flposepeHo: Pravesh 
Sha gun Rana ~ 

~ ;2-
Date/ Date I 
,Uarn: 28.06.2026 )lam: 28.06.2026 

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

Date I 
JJ:arn: 28.06.2026 

Conclusion : APPROVED / 
3aKJI10'leH11e: O.llOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I OJlo6peHo: O6ecne'lett11e 
Ka~,e - a/OTBeTCTBeHHOe Jl11UO: 

'\ o..t_ \ CTXM I,\,) ) 

Date/ 
JJ: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: L8S195AP1984PLC004507 

www.drreddys.com 




