
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH$MKATAHAJIH3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
Ilpo,nyKT: Hath® AKTHBreJib (H11Mecyn11,n) reJib ,nm, Hapy)l<H0ro np11MeHeHHR, 1 % 

Market/ PhlHOK : Russia / Pocc11R 

Batch No./ 
: V260383 

Batch Quantity / 
CepuH .N'2 PaJMep cepuu 
Analytical Report No./ 

: 890001885308 
Date of Analysis / 

AHaJlUTU'ICCKHH OT'teT .N'!! ,ll.aTa attaJ111Ja 
Date of Manufacture / 

: 05/2026 
Date of Expiry/ 

llaTa npo11JBOACTBa ro.11.eH .11.0 
Mfg. License No./ 
IlpOH3B0.l(CTBeHHaH : MNB/05/263 MA number: / HoMep PY 
J1HU.eH3UH .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 

11832.000 units / 
: 11832.000 e,llHHHU. 

: 30.05.2026 

: 04/2028 

: JU1-N2(001336)-(Pf-RU) 

Analysis performed according ND/ AHaJ111J npoBe,neH no H,ll.: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'IHOii ynaKOBKH YTBep,imeHhI: 25.10.2022 
Artworks of secondary package approved: / MaKeThl BTOpH'IHOii ynaKOBKH YTBep,imeHbI: 25.10.2022 
PIL aooroved: / MMII yrnep,imeu: 25.10.2022 
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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.D.HOpO.D.HhIH np03pa4HhIH renh O,IJ.HOpO,Il.HbIH npo3pa4HhIH renh OT 
6ne,IJ.HO-)KeJITOro I.\BeTa c 6ec11BeTHOro ,IJ.O 6ne,IJ.HO-)KeJITOro I.\BeTa 
xapaKTepttbIM 3anaxoM 

2. Identification / llu.enTn<l>nKa~uH 

Remarks : The Product confirms to ND/ 
II HMe'lanue: TT o.u KT cooTBeTcrnyeT e6osaHHRM HJJ: 
Prepared by I Checked by / 
TTo.n:roTOBJieHo: n# TTpoBepeHo: Prave h 

Yogesh Chauhaf / Rana i 
.1/ 

Date/ Date I 
narn: 30.05.2026 narn: 30.05.2026 

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

~ \ 
Date I 
,[lam: 30.05.2026 

c xapaKTepttbIM 3anaxoM 

Conclusion : APPROVED I 
3aKJ110'len11e: O,ll.OliPEHO 
Approved by: Quality Assurance/ Authorized 
person / O.uo6petto: O6ecne<JeH11e 
Ka<Jecrna/OTBeTCTBeHHOe JIHU.O: 

Date I 
JJ:arn: 

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

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 



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

CEPTH~HKATAHAJIH3A 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
IlPOJlYKT: Haih® AKTHBreJJb (H11Mecym1JJ.) reJJb )lJJH Hapy)KHOro np11MeHeH11H, 1 % 

Market/ PbIHOK : Russia / PoccHH 

Batch No./ 
: V260383 

Batch Quantity/ 

CepuH Jf! PaJMep cepuu 

Analytical Report No./ 
: 890001885308 

Date of Analysis / 
AHaJJHTH'IeCKHH OT'IeT .N'!! ,l(aTa anaJJuJa 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
llaTa npoH3BOilCTBa fo)leH JlO 

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 

11832.000 units / 
: 

11832.000 eJJ,HHHU 

: 30.05.2026 

: 04/2028 

IlpOH3B0)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1TI-N2(001336)-(Pf-RU) 
JJHUeH3HH .N'!! 
Analysis performed according ND/ AuaJJH3 npoBe)leH no H,U: JIII-.N'!!(001336)-(Pf-RU)-090625 
Artworks of primary package approved:/ Mai.:eTbl nepeuqnou ynai.:oei.:n YTBep)KJJ.eHbl: 25.10.2022 
Artworks of secondary package approved:/ Mai.:eTbl BTopuqnou ynaKOBKH yTBep)KJJ.eHbl: 25.10.2022 
PIL approved: / MMII YTBep)KJJ.eH: 25.10.2022 

HPLCIB3JKX 

UV spectrophotometry I Y<P­
cneKmporpomoMempwl 

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. / BpeMH y.n.ep)K1rnamrn 
OCHOBHoro nMKa Ha 

xpoMaTorpaMMe MCnbITyeMOrD 
paCTBOpa COOTBeTCTByeT BpeMeHM 
yJJ,ep)KMBaHM51 OCHOBHoro nMKa Ha 

xpoMaTorpaMMe pacTBopa 
cTaHJJ,apTHoro o6pa.3~a 
HMMecyJIMJJ,a. 

UV absorption spectrum of the test 
solution has absorption maximum at 
397±5 nm. I YcI>-cneKTp 
nornorn.eHHH HCnhnyeMoro 
paCTBOpa HMeeT MaKCHMYM 
nornorn.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 m the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeMH yJ:1ep)KHBaHHH 
OCHOBHOro m1Ka Ha xpoMaTorpaMMe 
HCnhnyeMoro pacTBopa JJ,OJI)KHO 
COOTBeTCTBOBaTh BpeMeHH 
y.D.ep)KHBaHHH OCHOBHOro nHKa Ha 
xpoMaTOrpaMMe pacrnopa 
CTaH,llapTHOfO o6pa3~a HHMecyJIHJJ,a 
(pa3JJ,eJI «Ko1rnqecTBeHHOe 
onpeJJ,eJieHHe»). 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. / YcI>-cneKTp 

nornorn.eHHH MCCThtTyeMOro paCTBOpa 
JJ,OJI)KeH MMeTb MaKCHMYM nornoI.IJ,eHMR 
npH 397±5 HM. 

Remarks : The Product confirms to ND/ 
fi HMe'IaHHe: fl OJ], KT COOTBeTCTB eT e6oaaHHHM H,IJ; 

Conclusion : APPROVED / 
3aKJJioqeune: 0 OliPEHO 

Prepared by/ Checked by/ 
floJJ,roTOBJJeHo: nf ,, flpoaepeuo: Pravesh 

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

Approved by: Quality Assurance/ Authorized 
person I 0Jlo6peHo: 06ecneIJeH11e 
KaIJeCTBa/OrneTCTBeHHOe JJHUO: Yogesh Chauhaw Rana { 

~ 
Date/ 
.[(am: 30.05.2026 

Date I Date I Date / 
.[(am: 30.05.2026 .[(am: 30.05.2026 .[(aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. T langana, lndla 
Tel: +9140 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<l>HKA T AHAJIH3A 

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

Tei : +91 98166 56001-02 
ww,v.drreddys.com 

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
Ilpo)lyl.:T: Hath® AKTHBreJlb (HHMeCyJlHJl) renb )lJ151 Hapy)l(HOfO npHMeHeHH51, 1 % 

Market/ PbIHOK : Russia / PoccHR 

Batch No./ 
: V260383 

Batch Quantity / 11832.000 units / 
Pa3Mep cepttu 

: 
11832.000 e)lHHHU CepuH .N'2 

Analytical Report No./ 
: 890001885308 

Date of Analysis/ 
: 30.05.2026 

AttaJJHTH'leCKHH OT'JeT .N'2 )laTa aHaJJma 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 : 

)laTa DPOH3B0)lCTBa fo,neH )lo 
Mfg. License No. / 
IlpoH3B0.Z:.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIT-.N2(001336)-(Pf-RU) 
JJHUeH3HH .N'! 
Analysis performed according ND/ AHaJJm npoBe)leH no H)l: Jlfl-.N'2(001336)-(Pf-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'IHOii ynaKOBKH yTsep~eHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'lHOii ynaKOBKH yTsep,KaeHbI: 25.10.2022 
PIL approved: / MMfl vrnep~eH: 25.10.2022 

3. Weight of package contents/ 100 g / 100 r 
Macca coJJ;ep~nMoro 
ynaKOBKH 

4. pH 3.25 

5. Viscosity / BH3KOCTh 954.6 centipoise / 
954,6 cattrnnya.3 

6. Impurities / IIpuMecu 

i. Impurity C / 
f1pHMeCb C Not detected / He o6ttapy)KeHa 

11. Impurity D / Not detected/ He o6Hapy)KeHa 
f1pHMeCb D 

... 
Any other impurity / 0.05 % 111. 

Jlio6aH .[{pyrasr npHMecb 

lV. Total impurities/ 0.05 % 
CyMMa npHMeceii 

Remarks : The Product confirms to ND/ 
I1 HMe'iaH11e: TI O)l KT COOTBeTCTB eT e6osatt1rnM H.ll: 
Prepared by/ Checked by I 
ITo,ur0TOB11etto: ITposepetto: Pravesh 
Yogesh Chauhan Rana 1 
Date I Date I 
,ll;arn: 30.05.2026 }lam: 30.05.2026 

Checked by (AQA) / 
Tiposepetto (AOK): Ajay 
Kumar Srivastava ~, 
Date I 
}lam: 30.05.2026 
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According to Rus. Ph. / B coorneTcTBJilH 
c Tpe6osaHJilHMJil r<D P<l> 

2.5 to 4.5 I OT 2,5 AO 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 % / 
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 I 
3aKJJIO'leHHe: O,LI:OliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O,uo6petto: O6ecne1.Jetttte 
Ka1.JeCTBa/OTBeTCTBeHHOe JlttL(O: 

Date I 
,ll;am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, 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 
CEPTHWHKATAHAJIII3A 

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 % 
Ilpo,llyKT: Haih® AKTHBreJib (HHMecyJIH.ll) reJib ,llJIH Hapy)KHOro npHMeHeHHH, 1 % 

Market/ PbIHOK : Russia / PoccH» 

Batch No./ 
: V260383 

Batch Quantity I 11832.000 units/ 
CepHH .N'! PaJMep cepHH 

: 
11832.000 e,nHHHU 

Analytical Report No./ 
: 890001885308 

Date of Analysis/ 
: 30.05.2026 

AHaJIHTH'ieCKHH OT'ieT .N'! .ll:aTa attaJJHJa 
Date of Manufacture/ 

: 05/2026 
Date of Expiry/ 

04/2028 
.ll:aTa npOHJBO,ll,CTBa ro,neH ,ll,O 

: 

Mfg. License No./ 
IlpoHJBO,ll,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JUl-.N~(00 1336)-(Pf-RU) 
JJHUeHJHH .N'! 
Analysis performed according ND/ AHaJJHJ nposeJJ,eH no H.ll:: JIIl-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepsH'iHOH ynaKOBKH yTsep~eHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI srnpH'iHOH ynaKOBKH yTsepm:,lleHbl: 25.10.2022 
PIL approved:/ HMil yrnep~eH: 25.10.2022 

7. Microbial purity*/ MuKpo6uoJioruqec1.:aa qucrnTa* 

1. Total Aerobic Microbial Count/ Less than 10 CFU/g / 
O6l.Qee 'l.HCJIO a3po6Hb!X MHKpO- Mettee 10 KOE/r 
opraHH3M0B 

11. Total Combined Yeast and Less than 10 CFU/g / 
mould count I O6l.Qee 'iHCJIO MeHee 10 KOE/r 
.n:po)K)l(eBbIX H nnecHeBbIX 
rpH60B 

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

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

8. Assay/ KoJiuqecTseuuoe onpeJJ.eJienue 

Nimesulide / 9.7 mg I 9.7 Mr 
HHMecyJIHA (96.6 %) 

Remarks : The Product confirms to ND/ 
II HMe'iaHHe: TI o.n KT COOTBeTCTB eT T e6oBaHHHM H)]. 
Prepared by/ Checked by/ Checked by (AQA) / 

TiposepeHo: Prai sh Tiposepetto (AOK): Ajay 
Rana Kumar Srivastava 

~ 
Date I Date/ Date/ 
)lam: 30.05.2026 )].am: 30.05.2026 )lam: 30.05.2026 
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Not more than 102 CFU/g / 
He 6oJiee 102 KOE/r 

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

Should absent in 1 g / 
OTcyrCTBHe s 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 / 

OT 9,0 Mr ,uo 11,0 Mr C13H12N2OsS 
(HHMecyJIH.U) (oT 90,0 % .n:o 110,0 % OT 
H0MHHaJihHoro co.n:ep:l1<:amrn) B 1 r rem1 

Conclusion : APPROVED I 
3aKJJIO'ieuue: O)lO.6PEHO 
Approved by: Quality Assurance/ Authorized 
person / O,no6peHo: O6ecneqem1e 
Ka'!ecTBalOTBeTCTBeHttoe m1uo: 

Date/ 
)].am: 

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

CIN: L85 195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>Jll(AT AHAJIH3A 

Product: Nise® Activgel (nimesulide) gel for external use, l % 
Ilpo,uyKT: Haih® AKmBreJih (H11Mecym1.n) reJih ,um1 Hapy)KH0ro np11MeHeH11R, 1 % 

Market/ PblHOK : Russia / PoccttR 

Batch No./ 
: V260383 

Batch Quantity/ 
PaJMep cepuu CepuH .N'! 

Analytical Report No./ 
: 890001885308 

Date of Analysis / 
AHaJJHTH1Jec1mii OT'leT .N'! )laTa aHaJJHJa 

Date of Manufacture/ 
05/2026 

Date of Expiry I 
: 

ro,ueH ,UO )laTa IlPOH3B0,llCTBa 
Mfg. License No./ 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tei : +91 98166 56001-02 
www.drreddys.com 

11832.000 units/ 
: 

11832.000 e,UHHHU 

: 30.05.2026 

: 04/2028 

IlpOH3B0,llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-.M1(001336)-(Pf-RU) 

JI HUeHJHSI .N'! 
Analysis performed according ND I AHaJJHl npose,ueH no H)l: JIIl-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBH'IHOH ynaKOBKH YTBep)KJJ.eHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKOBKH yTsep,tC,lleHbl: 25.10.2022 
PIL approved: / HMil yrnep,tC,lleH: 25.10.2022 

9. Dimethyl sulfoxide / 
,ll;nMeTnncynb~OKCH,ll 

10. Package/ YnaKOBKa 

11 Labeling / MapKnpoeKa 

100.0 % 

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 B Ty6y H3 JTaMHHHpoBaHHOro 
a.JIIOMHHHH, CHa6)1(eHH)'lO 
MeM6paHOM )].JIH KOHTpOJrn nepsoro 
BCKpbITHH. Ka)l()].yio Ty6y BMeCTe c 
HHCTPYKQHeH no Me.D.Hl.\HHCKOMY 
npHMeHeHHIO noMemaIOT B na'!KY 

KapTOHH)'lO. 

Complies / CooTBeTCTByeT 

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

OT 90 % )].0 110 % C2H6OS 
(.D.HMen!JICYJibQ)OKCH)].) OT 
HOMHHaJihHOfO co.n.ep)l(aHHR 

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. I 
Ila 20 r, 50 r HJIH 100 r B Ty6y H3 
JiaMHHHpOBaHHOro a.JIIOMHHHH, 
CHa6)1(eHH)'lO MeM6paHOH )].JIH KOHTpOJIH 
nepsoro BCKpblTHH. Ka)l()].yio Ty6y 
BMecTe c HHCTPYKQHeH no 
Me)].Hl.\11HCKOMY npHMeHeHHIO 
noMemaIOT B na'IKY KapTOHH)'lO. 

In accordance with the approved artwork · 
(see Section 1.3.2 of Module 1 of DMF). 
I B cooTBeTCTBHH c yTBep)l()].eHHhIM 
MaKeTOM (cM. pa3)].eJI 1.3.2 MO.D.YJIH 1 
perncTpaQHOHHOro )].OCbe). 

Remarks : The Product confirms to ND/ 
II HMe'laHue: TI 0,ll KT COOTBeTCTB eT e6osaHIUIM H)l_ 

Conclusion : APPROVED / 
3aKJJIO'leHue: O)lOliPEHO 

Prepared by/ '& Checked by/ 
ITo,uroTOBnetto: ITposepeHo: Pravesh 
Yogesh Chauha Rana A 

-~ ) 

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

~ 

Approved by: Quality Assurance/Authorized 
person/ O,n:o6petto: O6ecne"-!ett11e 
Ka"-!ecrna/OTBeTCTBeHHOe mruo: S t( f U ,1())/ 

Date I 
)l_am: 30.05.2026 

~~/ D~/ D~/ 
,nam: 30.05.2026 ,[(am: 30.05.2026 ,[(am: 

Registered Office: 8-2-3:37, Road No. 3, flanj ara Hi s, Hydera ad • 500034. Te angana, lh 

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 <I> IIKA T AHAJilI3A 

Viii. Khol, Nalagarh Road, Baddi, 

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

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

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
IlPOJlYin: Haifa® AKrnBreJih (tt11MecyJI11Jl) reJih .Qm1 ttapy)Kttoro np11Mettettm1, 1 % 

Market/ Pi:;rnoic : Russia I PoccI--rn 

Batch No./ 
: V260383 

Batch Quantity/ 11832.000 units / 
Pa1Mep cepuu 

: 
11832.000 e.D,HHHI.( CepuH .N'2 

Analytical Report No./ 
: 890001885308 

Date of Analysis / 
: 30.05.2026 

AHaJlHTH'-leCKHH 0T'-leT .N'2 )laTa auamna 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 04/2028 : 
)laTa npOHJB0JlCTBa roJ{eH Jl0 

Mfg. License No./ 
IlpOHJBOJlCTBeHHaH : MNB/05/263 MA number: / HoMep PY : Jlfl-.N2(001336)-(Pf-RU) 
JlHUeHJHH .N'2 
Analysis performed according ND/ AuaJJHJ npose.Qeu no H)l: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaiceTbl nepBH'-IHOH ynaK0BKH yTsep'.lK.QeHbl: 25.10.2022 
Artworks of secondary package approved: / MaiceTbl BT0pH'-IHOH ynaKOBKH yTsep,ic.D,eubI: 25.10.2022 
PIL aooroved: / MMil yrnep'.lK.Qen: 25.10.2022 
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12 Storage / Xpaueuue Store below 25 °C. Do not freeze. / Ilp11 TeMnepaType He Bhmie 25 °C. He 
3aMopmKl1BaTb. 

13 Shelf-life (storage period)/ 2 years. / 2 ro).J.a. 
CpoK ro.nuocTn (xpaueuun) 

*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 MOiKeT 0TCYTCTBOBaTh B cepTmfmKaTe auaJIH33 npOH3B0.UHTeJIH. IlpOH3B0,ll.HTeJih 
rapauTnpyeT Ka'-leCTB0 npenapaTa no JTHM noKa3aTeJIHM. 

API name (INN)/ HauMeuoeauue A<l>C 
Nimesulide / H11Mecyn11).J. 

(MHH): 
API manufacturer batch number / 

NMS/126020159 
HoMep cepuu npouJB0.UHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepun cy6cT3HUHH np0H3B0tI.HTeJIH FETA00129 
r JI<I>: 

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal. 
API Manufactured by, address & country/ Palghar, Dist. Thane, 401506, Maharashtra State, India/ 
IIpou3BO.UHTeJih A<l>C, a.npec u cTpaua: AapT11 ,[(pare J1T).I.., Y'-laCTOK N2 N-198, MIDC, Tapanyp, Eo11cap, 

Tan. Ilanrxap, ,[(11cTp111<T Txatte 401506, Maxaparmpa, Htt).1.11.sI 

Remarks : The Product confirms to ND/ 
n HMe'-laHue: fl 0A KT C00TBeTCTB eT e60BaHID1M H)], 

Conclusion : APPROVED / 
3a1rn101-1en11e: O)lOliPEHO 

Prepared by / Checked by / 
TTo.Qr0T0BJieno: _ ~ TTpoBepetto: Pravesh 

Yogesh Chauha,, ~ Rana 1 
Date I Date/ 
)],am: 30.05.2026 )lam: 30.05.2026 

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

Date/ 
)],am: 30.05.2026 

Approved by: Quality Assurance/ Authorized 
person I O.Qo6petto: O6ecneqeu11e 
Kalfecrna/OrneTCTBeHHOe JIHl.(0: 

si11 IA ,4,u/ 
Date I 

Registe red Office: 8-2-337, Road No, 3, Banja ra Hills, Hyderabad - 500034 . Tel angana, India 

Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddvs .com 
CIN: l.85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Raddy'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 

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

Product: Nise® Activgel (nimesulide) gel for external use, 1 % 
Ilpo)].yKT: Hai\3® AKTHBreJih (tt11MecyJ111Jl) reJib JlJI» ttapy)l{ttoro np11Mettettm1, 1 % 

Market/ PbIHOK : Russia / PocCH» 

Batch No./ 
: V260383 

Batch Quantity / 11832.000 units / 
CepuSI X! Pa1Mep cepuu 

: 
11832.000 e)ll1H11U 

Analytical Report No./ 
: 890001885308 

Date of Analysis / 
: 30.05.2026 

AttaJJHTH'4eCKHH 0T4eT .N°! LI:aTa auaJJtt3a 
Date of Manufacture/ 

: 05/2026 
Date of Expiry/ 

04/2028 
LI:aTa np0H3B0)lCTBa ro)],eH )],0 

: 

Mfg. License No./ 
Ilpott3B0)],CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JIIT-N2(001336)-(Pf-RU) 
JJnuen1uSI X! 
Analysis performed according ND/ AnaJJtt3 npoBe)leH no HLI:: JIIl-X!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBtt4HOH ynaK0BKH YTBep,K)],eHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTopuqnofi ynaK0BKH YTBepm)leHbl: 25.10.2022 
PIL approved: / MMil yrnep,K)],en: 25.10.2022 

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

IIpoH3B0)],CTBeuuaH UJIOW:a)],Ka / 

Page 7 of7 / CTp. 7 H3 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 
,ll;-p Pe;::u::i:tt'c Jla6opaTOpHC JlT)],., I1pOH3B0)],CTBeHHOe 

no.ll,pa3)],eJieHtte-6, BttJIJia)],)K KxoJib, Hanarapx PoyA, Ba;::u::i:tt, ConaH 
,lJ;HCTpHKT, X.IJ. 173205, I1H)],HH (Jlm.(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 (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'leHMe O COOTBeTCTBMM: «HacT05IlllJ1M 5I IIO)],TBep)K,[l;aIO, qTo rrpIrne,n;eHHa5I BhIIIIe HH<pOpMarurn 5IBJrneTC5! 

,[l;OCTOBepHOH If TQqHoH. 3m cepH5I rrpo,n;yKUHH rrpomee,n;eHa (BKmoqa51 yrraKOBKY (MapKHpOBKY) If KOHTpOJih 
KaqecTBa) Ha BhIIIIeyKa:3aHHOH rrpOH3B0,[l;CTBeHHOH rrrro.w;a,n;Ke (rrrro.w;a,n;Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH ITpaBHJI Ha,z:i:rre)Ka_w;eii rrpOH3B0,[l;CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOM1fqecKoro COI03a (N~ 
GMP/EAEU/RU/02329-2025 OT 19 ceHrn6p5I 2025 r.) H Tpe6oeaHH5IMH KOHTpoJUI Kaqecrna rreKapcrneHHhIX 

cpe,n;CTB, a TaK)Ke B COOTBeTCTBHH co crreu:H<pHKaUH5IMH, co,n;ep)Karn;HMHC5I B perHCTpaUHOHHOM ,[l;OChe CTpaHbI­
HMIIOpTepa. 3anHCH ITO rrpOH3B0,[l;CTBY, yrraKOBKe If aHaJIH3Y rrpoeepeHhI, If ycTaHOBJieHo HX COOTBeTCTBHe 

Tpe6oBaHH5IM ITpaBHJI Ha,n;Jie)Ka_w;eii rrpOH3B0,[l;CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOM1fqecKoro COI03a». 

Remarks : The Product confirms to ND/ 
n HMeqanue: IT 0/l KT COOTBeTCTB eT T e6osamrnM H 
Prepared by/ Checked by/ Checked by (AQA) / 
I1o)lroTOBJieHo~nff / ITpoBepetto: Pravesh ITpoBepeHo (AOK): Ajay 

YogeshChauhan~ Rana i Kuma.S~ ava 

Date/ Date/ Date/ 
,[lam: 30.05.2026 ,n:am: 30.05.2026 ,[lam: 30.05.2026 

Conclusion : APPROVED / 
3aKJII04enue: OLI:O6PEHO 
Approved by: Quality Assurance/ Authorized 
person/ O)lo6peno: O6ecneqeH11e 
Kaqecrna/OTBeTCTBeHHOe m1uo: 

Date/ 
,Uarn: 

&111V 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. TP.langana, Ind ia 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 




