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

CEPTH~HKATAHAJIM3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
IlpoJJ.ytcr: Hath® AKn1BreJih (tt11Mecvm1a) reJib am, HaDV)l<H0ro no11Mettett1151, 1 %, 100 r 

Market / PbIHOK : Russia / Pocciu1 

Batch No./ 
: V260454 

Batch Quantity/ 
CepnH .M! Pa3Mep cepuu 

Analytical Report No./ 
: 040003473704 

Date of Analysis / 
AttaJIHTHlfeCKHU OTlfeT .N'! )1aTa aHaJiuJa 

Date of Manufacture/ 
06/2026 

Date of Expiry / 
)laTa npOUJBOJlCTBa 

: 
ro)J.eH )lO 

Mfg. License No./ 
IlpOH3BO)lCTBeHH3H : MNB/05/263 MA number: / HoMep PY 
JIHQeHJHH .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 

11822.000 units / 
: 

11822.000 e)ll1H11U 

: 28.06.2026 

: 05/2028 

: J1TT-N2(001336)-(Pr-RU) 

Analysis performed according ND/ AuannJ nposett:eH no H)1: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaKeTbt nepBHlfHOit ynaKOBKH yTsep'.)KJ(eHbt: 25.10.2022 
Artworks of secondary package approved: / MatceTbl BTop1ttrnoit ynaKOBKn yrnep'.)KJ(eHhJ: 25.10.2022 
PIL approved: / MMil yTsep'.)KJ(eH: 25.10.2022 
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No/ 
Test I IloKaJaTeJih Result/ PeJyJihTaT 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,1J,ttopo,1J,HbtH npo3palfHhlH reJih O,1],HOpO,ll,HblH npo3palftth!H reJih OT 
6ne,1J,HO-)l<eJ1Toro u,seTa c 6ecu,BeTHOfO .[(O 6J1e.[(HO-)KeJ1TOfO U,BeTa 

xapaKTepttblM 3anaxoM 

2. Identification/ H;:i:euTnit,nKauus 

Remarks : The Product confirms to ND/ 
n HMelfaHne: TI 0.11. KT C00TBeTCTB eT T e6oBaHIDIM H,U 
Prepared by/ Checked by/ Checked by (AQA) I 
TToaroT0BJJetto: ~ TTposepetto: Pravesh 11posepetto (AOK): Amit 
Vishal Sharma Rana 1 Kumar 

_ , ,.,--

Date I Date I Date I 
llarn: 28 .06.2026 narn: 28.06.2026 narn: 28.06.2026 

c xapaKTepHhIM 3anaxoM 

Conclusion : APPROVED / 
3atcJJt0lfeHne: O.L(OEPEHO 
Approved by: Quality Assurance/ Authorized 
person/ Oao6peHo: O6ecne1Jem1e 
KalJeCTBa!OTBeTCTBeHHOe mi:uo: 

~L,J\UM,1~ 

Date I 
narn: 

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. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWIIKATAHAJIH3A 

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 
IlpoJlyKT: Hath® AKrnsreJib (H11Mecy1111.u) reJib .um, ttapy»rnoro 11p11Mettemrn, 1 %, 100 r 

Market/ PbIHOK : Russia / PoccIDI 

Batch No./ 
: V260454 

Batch Quantity / 11822.000 units / 
Ceom1 .N"2 PaJMep cepIrn 

: 
11822.000 ejlHHHU 

Analytical Report No. / 
: 040003473704 

Date of Analysis/ 
28.06.2026 

AttaJIHTH'tecKHH OT'leT .N"2 .llaTa attaJIHJa 
: 

Date of Manufacture/ 
: 06/2026 

Date of Expiry/ 
05/2028 

.ll.aTa OPOH3B0JlCTBa rojleH JlO 
: 

Mfg. License No. / 
IlpOH3B0JlCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITI-N2(001336)-(Pf-RU) 
JIHUeHJHSI .N"!! 
Analysis performed according ND/ AttaJIHJ npose,11.eu no H,ll.: .JIIl-.N"2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbJ nepBH'lHOH ynaIwsIrn yTBep,imeHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl srnpH'lHOH ynaKOBKH yTsep,imeHbl: 25.10.2022 
PIL aooroved: / MMil yTseo)K)leH: 25.10.2022 

HPLCIB3)KX 

UV spectrophotometry I Y@­
cneKmporjJomoMempuR 

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 yAep)KHBaHH51 
OCHOBHoro nHKa Ha 
xpoMaTorpaMMe HCnh1TyeMoro 
paCTBopa COOTBeTCTByeT BpeMeHH 
yAep)KHBaHH51 OCHOBHOro nHKa Ha 
xpoMaTorpaMMe 
CTaH,!],apTHOro 
HHMecyJIH)]_a. 

pacTBopa 
06pa3u.a 

UV absorption spectrum of the test 
solution has absorption maximum at 
397±5 nm. I Y<l>-cneKTp 
nornow.eHH51 HCilbITyeMOro 
paCTBopa HMeeT MaKCHMYM 
nornow.emrn npH 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). / BpeM51 yAep)KHBaHH51 
OCHOBHOro IlHKa Ha xpoMaTorpaMMe 
HCnhITyeMoro pacTBopa )],OJI)KHO 
COOTBeTCTBOBaTb BpeMeHH 
yAep)KHBaHH51 OCHOBHOro nHKa Ha 
xpoMaTorpaMMe pacTBopa 
cTaH)].apTHoro o6pa3u.a HHMecyJIH,!J,a 
(pa3,!],eJI «KOJIH'-IeCTBeHHOe 
onpe)].eJieHHe»). 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. I Y<l>-cneKTp 
nornow.eHm1 HCnhnyeMoro pacTBopa 
,!],OJI)KeH HMeTb MaKCHMYM nornow.eHH51 
npH 397±5 HM. 

Remarks : The Product confirms to ND/ 
Il 111\le'!aHHe: fl O 1<T COOTBeTCTB eT e6oeaHHllM H.[l 

Conclusion : APPROVED / 
3aKJIIO'!eHue: 0.llOEPEHO 

Prepared by/ Checked by/ 
Tio.n:roTOBJietto: /1 Tiposepetto: Pravesh 

Vishal Sharma l1/ Rana 1 
Date/ Date/ 
.[lam: 28.06.2026 ,Uarn: 28.06.2026 

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

Date/ 
,Uarn: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.n:o6petto: O6ec11ellett11e 
Kallecrna/OTBeTCTBeHHOe m1uo: 

~ICJJ\M~ 

Date/ 
,llarn: 

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 

C\N: L85195AP1984PLC004507 
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, HP., 173 205, INDIA 

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

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
Ilpo/J,yICT: Haib® AKnrnreJih (H11Mecvm1.n) reJlh ,nm, Hapy)lrnoro 11011MeHeHm1, 1 %, 100 r 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V260454 

Batch Quantity / 11822.000 units / 
Cepm1 .N'! PaJMep cep1111 

: 
11822.000 e,n1rn111.i_ 

Analytical Report No. / 
: 040003473704 

Date of Analysis / 
28.06.2026 

AttaJIHTH'-leCKHH 0T'-leT .N'! )laTa attaJiuJa 
: 

Date of Manufacture/ 
: 06/2026 

Date of Expiry/ 
05/2028 

)laTa np0H3B0/J,CTBa ro,neH /1,0 
: 

Mfg. License No./ 
Ilpol-13B0/J,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-.N!!(001336)-(Pf-RU) 
JIHl.(eH3HH .N'! 
Analysis performed according ND / AttaJIH3 npoBe/1,eH no H)l: JIII-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'-lttou ynaK0BKH yTsep,KJJ,ettbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'-IH0tt ynaK0BKH yTsep,K/J.ettbI: 25.10.2022 
PIL approved:/ MMII yrnep,KJJ,ett: 25.10.2022 

3. Weight of package contents/ 100 g / 100 r 
Macca co/1,epmnMoro 
ynaKOBKH 

4. pH 3.26 

5. Viscosity / BHJKOCTb 940.6 centipoise / 
940,6 caumnya3 

6. Impurities / IIpuMecu 

1. Impurity C / 
ITpHMecb C Not detected/ He o6uapy)l(etta 

n. Impurity D / Not detected / He o6uapy)l(eHa 
ITpHMech D 

... 
Any other impurity / 0.03 % 111. 

J1106a51 .npyra51 npHMech 

lV. Total impurities/ 0.03 % 
CyMMa npttMeceii 

Remarks : The Product confirms to ND/ 
II 1-1Me'-1au1-1e: IT O.Ll KT cooTBeTCTB eT e6osatt1rnM H)l 

Prepared by/ Checked by / 
ITo,nroTOBJietto: ~ , ITposepeHo: Pravesh 

Vishal Sharma (Y Rana i 
Date/ Date/ 
)lam: 28.06.2026 )lam: 28.06.2026 

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

Date/ 
)lam: 28.06.2026 
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According to Rus. Ph./ B coorneTCTBHH 
C Tpe6oBaHI151MI1 f(f> P<I> 

2.5 to 4.5 I OT 2,5 .no 4,5 

400 to 1,200 centipoise / 
OT 400 .no 1200 caHT11nya3 

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

Conclusion : APPROVED I 
3aKJIIO'-leuue: O,l(OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O,no6petto: O6ecrreT.JeHtte 
KaT.JeCTBa/OTBeTCTBeHHOe JTl-11.(0: ~,~-
Date/ 
)].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: L85195AP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH~llKATAHAJilI3A 

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.uv1n: Haib® AKTHBreJih (HHMecy1111.D.) reJJh )lJJji ttapy)l(H0ro np11MeHeHH», 1 %, 100 r 

Market/ P1,rnoK : Russia I Pocc11» 

Batch No./ 
: V260454 

Batch Quantity I 11822.000 units / 
Cep1rn }fa Pa3Mep cepm-1 

: 
11822.000 e)lHHHU 

Analytical Report No./ 
: 040003473704 

Date of Analysis / 
: 28.06.2026 

AHaJ1HTHlfeCKHH OTlfeT .M! )].aTa anaJ1HJa 
Date of Manufacture/ 

: 06/2026 
Date of Expiry/ 

05/2028 
llaTa npoHJBO.UCTBa ro.ueu .uo 

: 

Mfg. License No./ 
Il pOH3B0)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-NQ(001336)-(Pf-RU) 
J1HUeH3HH .N'!! 

Analysis performed according ND/ AuaJ1H3 npoBe,ueu no H)].: JIIl-X!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeThI nepBHlfHOH ynaKOBKH yTBepm,ueuh1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTOpHlfHOH ynaKOBKH yTBepm:,ueHhl: 25.10.2022 
PIL aooroved: / llMil vrnepm,ueu: 25.10.2022 

7. Microbial purity* / Mmcpo6uoJioruqecKaH qucToTa* 

i. Total Aerobic Microbial Count I NA 
O61..Qee 'IHCJI0 a.3po6HblX MHKpo-
opraHH3M0B 

ii. Total Combined Yeast and NA 
mould count / O61..Qee q11cno 
.n.po)K)l(eBbIX H nnecHeBbIX 
rpH60B 

iii. Pseudomonas aeruginosa NA 

lV. Staphylococcus aureus NA 

8. Assay/ KoJiuqecTBeuuoe onpe,ueJieuue 

Nimesulide / 9.96 mg I 9,96 Mr 
H11Mecyn11.u (99.6 %) 

Remarks : The Product confirms to ND/ 
Il HMelfaHUe: I1 0,U KT C00TBeTCTB eT e60BaHID1M H,[( 
Prepared by / Checked by/ 
TTo.nrornsneHo: /1 ITpoBepeHo: Pravesh 
Vishal Sharma (y Rana i 
Date/ Date/ 
)lam: 28.06.2026 )lam: 28.06.2026 

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

Date/ 
)lam: 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 / 
OTC)'TCTBHe B 1 r 

Should absent in 1 g / 
OTC)'TCTBHe 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 
(ttHMecyJIH.D.) (OT 90,0 % )].O 110,0 % OT 
H0MHHaJibttoro co.n.ep)Kamu1) B 1 r rem1 

Conclusion : APPROVED / 
3aKJ110lfeuue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O)lo6petto: O6ecneqett11e 
Ka< eCTea!OTBeTCTBeHHOe JJI1U.0 : 
J C (C,O\AAV"l 

Date/ 
naTa'. 

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 

I 



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

CEPTH~HKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Dist t. Solan, H P., 173 205, INDIA 

Tel: +9198166 56001-02 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
Ilpoi.yKT: Haih® AKTHBreJih (H11Mecym1i.) reJih nm1 Hapy)l(HOro np11MeHeHm1, 1 %, 100 r 

Market/ PblHOK : Russia I Pocc11J1 

Batch No./ 
: V260454 

Batch Quantity / 11822.000 units/ 
Ceo11si .N'!! PaJMep cepHH 

: 
11822.000 enHHH~ 

Analytical Report No./ 
: 040003473704 

Date of Analysis / 
: 28 .06.2026 

AHaJlHTU'leCKHH OT'leT .N'! )],aTa aHaJ111Ja 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
05/2028 

)],aTa npOHJBOACTBa roneH t1.o 
: 

Mfg. License No./ 
IlpoHJBOt).CTBeHH3H : MNB/05/263 MA number: / HoMep PY : JITI-.M!(00 1336)-(Pf-RU) 
JlH~eHJHH .N'! 
Analysis performed according ND/ AHaJIHJ nposet1.eH no H,LJ:: JIIl-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MatceTbt nepBH'lHOH ynaKOBKH yTsep'.lKJI,eHbt: 25.10.2022 
Artworks of secondary package approved: / MaKeTbt BTopu>1uou ynaKOBKH yTsep,ictJ.eHhl: 25.10.2022 
PIL aooroved: / MMil yrnep'.lKJI,eu: 25.10.2022 

9. Dimethyl sulfoxide / 
.il:ttMeTHJICYJihci>OKCH,!J; 

10. Package/ YnaKOBKa 

11 Labeling/ MapKupoeKa 

101.2 % 

100 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / Tio 
100 r B Ty6y H3 JiaMHHHpOBaHHOro 
aJIIOMHHH51, CHa6)KeHHyIO 
MeM6paHOH .D,Jrn KOHTpOJI51 nepsoro 
BCKpbITH51. Ka)K.[l,yIO Ty6y BMeCTe C 
HHCTPYKQHew no Me.D,HQHHCKOMY 
npHMeHeHHIO noMell(aIOT B na'-IKY 
KapTOHHyIO. 

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

OT 90 % ,!J;O 110 % C2H6OS 
(,n;HMenmcyJib<pOKCH.D,) OT 
HOMHHaJlbHOro CO.D,ep)Kamrn 

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. / 
Tio 20 r , 50 r mrn 100 r B Ty6y H3 
JiaMHHHpOBaHHOro aJIIOMHHH51, 
CHa6)KeHHyIO MeM6paHOH .D,JI51 KOHTpOJI51 
nepsoro BCKpblTH51. Ka)K.[l,yIO Ty6y 
BMeCTe C HHCTPYKQHew no 
Me,IJ;HQHHCKOMy npHMeHeHHIO 
noMell(aIOT B na'-IKY KapTOHHyIO. 

In accordance with the approved artwork 
(see Section 1.3.2 of Module 1 ofDMF). 
I B coorneTCTBHH c yrnep)K.[l,eHHhIM 
MaKeTOM (cM. pa3.D,eJI 1.3.2 MO.D,ym, 1 
perncTpaQHOHHOro .D,OCbe). 

Remarks : The Product confirms to ND/ 
n HMe'tauue: IT O)l KT COOTBeTCTB eT e6osaHm1M H,LJ: 

Conclusion : APPROVED I 
3aKJ1IO'leHue: 0)1,0GPEHO 

Prepared by / Checked by / 
n o)lr0TOBJieH~/1 ITposepeHO: Pravesh 
Vi hal Sharma(_y Rana 1-
Date/ Date I 
.ZJ;arn: 28.06.2026 ,!J;arn: 28.06.2026 

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

-
Date/ 
,!J;arn: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ Ono6peHo: O6ecne11eH11e 
Ka4ecrna/OTBeTCTBeHHOe JIHUO: 

~f~W\ 

Date I 
,!J;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangan a, India 

Tel : +9140 4900 2900, Fa x: +9140 4900 2999, Ema il : 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 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 %, 100 g 
IlpoJJ.yKT: Hath® AKnrnreJJh (HMMecym1JJ.) reJJh ,nm, ttapy)lrnoro IIPMMeHeHm1, 1 %, 100 r 

Market/ PbIHOK : Russia / PoccJ,IB 

Batch No./ 
: V260454 

Batch Quantity / 11822.000 units / 
Cepusi .N'!! Pa3Mep cepuu : 11822.000 e,n:HHHU 

Analytical Report No./ 
: 040003473704 

Date of Analysis/ 
: 28.06.2026 

AHaJlHTHqeCKHH 0T'IeT .N'!! ,l],aTa auaJ1H3a 
Date of Manufacture / 

06/2026 
Date of Expiry / 

05/2028 
ll,aTa np0H3B0.llCTBa 

: ro.n:eu )],0 
: 

Mfg. License No./ 
IlpOH3B0)],CTBeHHast : MNB/05/263 MA number: / HoMep PY : JII1-N2(001336)-(Pf-RU) 
JlHUeH3HSI .N'!! 
Analysis performed according ND/ AttaJ1H3 npoBe)],eH no H,l],: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBnquou ynaK0BKH YTBep'.lK,11.eHbJ: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'IH0H ynaK0BKH yTsep,tcJJ.eHbt: 25.10.2022 
PIL aooroved: / MMil yrnep'.lK,11.eH: 25.10.2022 
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12 Storage / Xpaneuue Store below 25 °C. Do not freeze. / IlpH TeMrrepaType He BbIUie 25 °C. He 
3aMopa)KHB8Tb. 

13 Shelf-life (storage period)/ 2 years./ 2 ro,l],a. 
CpoK rn,ll,HOCTH (xpauennH) 

*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 OTCYTCTBOBaTh B cepTmlrnKaTe auaJin3a npon3BO,ll,HTeJIH. IIpon3BO,ll,HTeJih 
rapauTnpyeT Ka'leCTBO npenapaTa no 3THM noKa3aTeJIHM, 

API name (INN)/ HanMenoeanne A<l>C Nimesulide / HHMecyJIH,!J, 
(MHID: 
API manufacturer batch number / NMS/126030213 
HoMep cepnn npon3BOJJ:HTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0)],HTeJIH FETA00204 
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 / 
IIpon3BO,ll,nTeJib A<l>C, a,ll,pec n CTpaua: AapTH .[(pare JlT)].., YqacTOK NQ N-198, MIDC, Taparryp, EoHcap, 

Tan. Tianrxap, ,[(HCTPHKT Txatte 401506, MaxapaUITpa, Htt,!J,H~ 

Remarks : The Product confirms to ND/ 
n nMeqaHHe: IT o.n: KT coorneTcTB eT T e6oBaHJ,IBM Hll 

Conclusion : APPROVED / 
3aKmoqeHue: O)lOl>PEHO 

Prepared by/ Checked by/ Checked by (AQA) / 
ITo,n:roTOBJJeHo: ~ ITpoBepetto: Pravesh TipoBepetto (AOK): Amit 
Vishal Sharma Rana Kumar 

-./\ --
Date/ Date/ Date/ 
)lam: 28.06.2026 )lam: 28.06.2026 )lam: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ Ono6peHo: O6ecne'leHMe 
K;J!!j: Tea/OTBeTcTBeH Hoe JJHuo : 

l ft,, ,__o..,( 1ca.M'""' 
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.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIIl3A 

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 
IIpo)lyKT: Haih® AKTHBrerrh (HHMecyJIHA) rerrh )],JI}! Hapy)lrnoro np11MeHeHHR, 1 %, 100 r 

Market/ PbIHOK : Russia I PocrnR 

Batch No./ 
: V260454 

Batch Quantity/ 11822.000 units/ 
Ceonsi .N"2 PaJMep cepnu 

: 
11822.000 e)lHHHU 

Analytical Report No./ 
: 040003473704 

Date of Analysis / 
: 28.06.2026 

AHaJJHTl-t'IeCKHH OT'IeT .N"! )J.aTa auaJJHJa 

Date of Manufacture/ 
: 06/2026 

Date of Expiry / 
05/2028 

llara nponJBOACTBa ro)leH )lO 
: 

Mfg. License No./ 
JipOHJBO)lCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : nrr-N2(001336)-(Pf-RU) 
JJHUeHJHSI .N"!! 
Analysis performed according ND/ AuaJJHJ npoBe)leH no H)J.: JIII-.N"2(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaiceTbl nepsn'IHOH ynaicosicn yTsep'.lK)leHbI: 25.10.2022 
Artworks of secondary package approved: / MaiceTbI BTopnquoii ynaKOBKH yTsep,icAeHbl: 25.10.2022 
PIL approved: / J-fMII VTBep'.lK)leH: 25.10.2022 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site 
I 
HanMeuoeauue, ai:.pec, JIHQCHJHH )],JIH 

IlpoH380)],CTBCHHaH DJIOIQai:.1.:a / 

Page 7 of7 / 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 
,IJ;-p PeMH'c Jia6oparnpHc JlT)].., ITpoH3BO,ll,CTBettttoe 

no,ll,pa3,ll,eneHHe-6, BHnna)],)K Kxonh, Hanarapx Poy)]., EaMH, ConaH 
,lJ;HCTPHKT, X.IT. 173205, 11H.lll151 (JfoueH3H51 NQ 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: «HacT0.5II.IJ:HM .51 IIO,UTBep)K,UaIO, 1ITO rrpHBe,UeHHa.51 Bhillie HHCpopMa:UH.51 .SIBJrneTC.51 

,UOCTOBepHOH H T01IHOH. 3m cepH.51 npo,uyKIJ;HH rrpOH3Be,UeHa (BKJII01Ia51 yrraKOBKY (MapKHpOBKy) H KOHTpOJih 

KaqecTBa) Ha BhillieyKa'.3aHHOH rrpOH:3B0,UCTBeHHOH nnorn:a,nKe (nnorn:anKax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH.5IMH ITpaBHJI Ha,UJie)Karn:en rrpoH:3B0,UCTBeHHOH rrpaKTHKH EBpa:miicKoro 3KOHOMH1IeCKOro COI03a (N2 
GMP/EAEU/RU/02329-2025 oT 19 ceHrn6p.51 2025 r.) H Tpe6oBaHH.5IMH KOHTPOJI.51 Kaqecrna neKapcrneHHhIX 
cpe,nCTB, a TaK)Ke B COOTBeTCTBHH co crre:u;mpHKa:UH.5IMH, co.uep)I<aI.IJ:HMHC.51 B perHCTpa:o;HOHHOM .UOChe CTpaHhI­

HMIIOpTepa. 3arrHCH no rrpOH3BO.llCTBY, yrraKOBKe H aHaJIH3Y rrpoBepeHhl, H ycTaHOBJieHO HX COOTBeTCTBHe 
Tpe6oBaHH.5IM ITpaBHJI Ha,nJie)I(arn:eif rrpOH3BO.[lCTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMH1IeCKOro COI03a». 

Remarks : The Product confirms to ND/ 
II HMe'Iattne: rr on KT C0OTBeTCTB eT e6osau11J1M H.D: 
Prepared by / Checked by / 
Ilo.nroTOBJieuo: /J Ilposepeuo: Pravesh 
Vishal Shanna (__;,, Rana i 
Date I Date I 
.D:arn: 28.06.2026 .D:arn: 28.06.2026 

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

r---A -
Date/ 
,Uarn: 28.06.2026 

Conclusion : APPROVED / 
3aKJJ10'Ien1-1e: O)].OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.no6peuo: O6ecrre1JeH11e 
Ka'-!eCTBa!OTBeTCTBeHHOe JIHUO: 

~lcav-)M 

Date I 
,Uarn: 

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 




