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

CEPTH$HKATAHAJIII3A 

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: +9198166 56001-02 
J • -'· ·-,., . u ............ ,J. 

Ilpo.uy,n: Hat\3® AKnrnreJih (HHMecymm) reJih .um, Hapy)KHOro npwMeHeHHR, 1 %, l 00 r 

Market/ PMHOK : Russia / PoccwR 

Batch No./ 
: V260009 

Batch Quantity / 11782.00 units / 
CepttH .N'2 Pa1Mep cepuu 

: 
11782.00ei:urnm~ 

Analytical Report No./ 
: 040003250202 

Date of Analysis / 
: 10.01.2026 

AHaJlHTH<J:eCKHH OT<J:eT .N'!! ,[(aTa aHaJ1u1a 

Date of Manufacture / 
12/2025 

Date of Expiry/ 
11/2027 

llaTa IIOOH3B0,UCTBa 
: 

ro,UeH ,UO 
: 

Mfg. License No. / 
fipOH3B0,UCTBeHH3H : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
J1HU,eH3HH .N'!! 
Analysis performed according ND/ AHaJ1H3 npoBe.ueH no Hll: JIIl-.N'2(001336)-(Pr-RU)-090625 

Page 1 of7 / CTp. 1017 

No/ 
Test/ IloKaJaTem, Result I Pe1yJILTaT Specification / HopMa 

.M! 

1. Description / Onucauue Homogeneous, transparent, Homogeneous, transparent, colorless to 
colorless gel with characteristic pale-yellow gel with characteristic odor I 
odor I O.[(HOpO.[(HhIH np03paqHhIH O.[(HOpO,ll,HbIH npo3paqtthIH renh OT 
reJib 6ecu,BeTttoro u,Bern c 6ecu,BeTHOfO .[(0 6Jie,[(HO-)KeJITOfO U,BeTa 
xapaKTepHbIM 3anaxoM c xapaKTepttbIM 3anaxoM 

2. Identification / H.[(euTncl>nKau;un 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe<J:aHue: IIpo.nyKT coorneTcrnyeT TPe6oBaHIDIM HD: 3aKJ110<J:eHne: O,[(OliPEHO 

Prepared by/ ITo.uroTOBJieHo: Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Ashish Kumar 

y 

:LJ:arn: 10.01.2026 
I Date/ 

Opoaepetto:Pravesh ITpoaepetto (AOK): O.no6petto: O6ecneqem-1e Kaqecrna/OrneTcTBeHHoe 
Rana 

{_ 
Amit Kumar JUIU,O: 

--6.Jr--il l KVvvi P-"2_ 
~~ /-Lv-1 

I Date/ Date/ !Date/ l ?~--6 )r)__o, .. --{, 
: )];am: 10.01.2026 )];am: 10.01.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: t91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<l>HKATAHAJIM3A 

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: +9198166 56001-02 
.. -'- I.J'. ·- . .-. 

npoJlYk"T: Haib® AKnrnrenh (H~IM.ecymux) renh .nm, ttapy)K H0ro noMMeHeH1rn , 1 %, 100 r 

Market / P1,rnoK : Russia / PoccIDI 

Batch No./ 
: V260009 

Batch Quantity I 11782.00 units / 
CepuH .N'2 Pa3Mep cepuu 

: 
11782.00e,uHHHU 

Analytical Report No. / 
: 040003250202 

Date of Analysis / 
: 10.01.2026 

AnaJIHTH"lec,rni1 OT"leT .N'! Jl,aTa auaJIHJa 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 
11 /2027 

Jl,aTa IlPOH3B0LlCTBa ro.neu .no 
: 

Mfg. License No./ 
IlpOH3B0LlCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIT-.N!!(001336)-(Pf-RU) 

JIH~eH3HH .N'! 
Analysis performed according ND/ AnaJIH3 npose.neu no HJ],: JIIl-.N'2(001336)-(Pr-RU)-090625 

HPLCIB3)KJ{ 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 BpeMSI y.1wp)f(HBaHHSI 
OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe 11cnhnyeMoro 
paCTBOpa COOTBeTCTByeT BpeMeHH 
YAep)f(HBaHHH OCHOBHOfO TTHKa Ha 
xpoMaTorpaMMe 
CTaHAapTHOfO 
HHMecyJIHAa, 

pacTBopa 
06pa.3ua 

Page 2 of 7 / CTp. 2 HJ 7 

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). / BpeMSI yAep)f(HBaHHSI 
OCHOBHOro nHKa Ha xpoMaTorpaMMe 
HCCTbiryeMoro paCTBOpa AOJl)f(HO 
COOTBeTCTBOBaTb BpeMeHH 
yAep)f(HBaHHSI OCHOBHOrb TIMKa Ha 

xpoMaTorpaMMe pacTBopa 
CTaHAapTHOro o6pa.3ua HHMecyJ1HAa 
(paJAeJI «Konw-iecTBeHHoe 
onpeAeJ1eH11e»). 

UV spectrophotometry I yep_ 
cneKmporftomoMempufl 

UV absorption spectrum of the test 
solution has absorption maximum at 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. I Y<l>-cneKTP 
nornoiueHHJI HCTihITyeMoro pacTBopa 
AOJl)f(eH HMeTb MaKCHMYM nornoI.QeHHJI 
npH 397±5 HM. 

397±5 nm. / Y<l>-cneKTp 
nornoI.QeHHJI 11cnh1TyeMoro 
pacTBOpa HMeeT MaKCHMYM 
nornoI.QeHMJI npH 397±5 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe"lauue: ITpo.nyKT coorneTcrnyeT rpe6osaHHSIM H,l], 3aKJIIO"lenue: OJJ,OliPEHO 

Prepared by/ Ilo.nrornsneHo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
A hish Kumar 

~ 

'Date I 
:,l],arn: 10.01.2026 

IlposepeHo:Pravesh IlposepeHo (AOK): O.no6peHo: O6ecrreqem1e Kaqecrna/OrneTCTBeHHoe 
Rana { AmitKum~ nnuo: ,o 

,-S;V)"ill .. KVVV/r~rz__ 
~ ~ _L vvJ 

I Date/ Date/ IDate I / 1.,_.---6 \, j_ D )_-£ 

: ,l],arn: 10.01.2026 ,l],arn: 10.01.2026 ,l],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: L8519SAP1984PLC004507 
www,drreddys.com 

I 



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

CEPTM<l>HKAT AHAJilI3A 

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 
_, -- ----.. ·-· - ,,-·--

IlpoJJ.yKT: Haih® AKTHBreJib (H11Mecyn11JJ.) reJib JJ,mr Hapy)KH0ro rrp11MeHeHmr, 1 %, 100 r 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
: V260009 

Batch Quantity I 11782.00 units / 
Cepusi .N'!! Pa1Mep cepuu : l l 782.00e.rurn11u 
Analytical Report No./ 

: 040003250202 
Date of Analysis/ 

: 10.01.2026 
AttaJlHTH'leCKHH OT'leT .N'! ,l(aTa attaJ1111a 
Date of Manufacture / 

: 12/2025 Date of Expiry/ 
11/2027 

,l(aTa DPOH3B0JJ.CTBa ro,L(eH JJ.O : 

Mfg. License No. / 
fi pOH380,L(CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JUl-N!:!(001336)-(Pr-RU) 
J1UUeH3HH .N'! 
Analysis performed according ND/ AnaJ1111 npoBeJJ.eH no H)J:: JIIl-.N'!!(001336)-(Pr-RU)-090625 

Page 3 of 7 / CTp. 3 01 7 
3. Weight of package contents/ I 00 g I 100 r According to Rus. Ph. / B cooTBeTCTBHH 

Macca co,qepJKuMoro c Tpe6oBaHHRMH f<l> P<l> 
ynaKOBKH 

4. pH 3.34 2.5 to 4.5 / OT 2,5 AO 4,5 

5. Viscosity / BHJKOCTb 962.5 centipoise / 400 to 1,200 centipoise / 
962,5 cattrnnya3 OT 400 AO 1200 caHTunya3 

6. Impurities / IIpuMecu 

1. Impurity CI Not detected I He o6ttapy)Ketta Not more than 0.50 % I 
Ilp11Mecb C He 6onee 0,50 % 

11. Impurity DI Below LOQ (LOQ = 0.05 %) / Not more than 0.50 % / 
IlpuMecb D HmKe npe)].eJia KOJlH'IeCTBeHHOro He 6onee 0,50 % 

onpe)].eneHHR (ITKO = 0,05 %) 

... 
Any other impurity / Not more than 0.50 % / UL 

JI106aR ApyraR npHMeCb 0.03 % He 6onee 0,50 % 

lV. Total impurities/ 0.14 % Not more than 1.50 % I 
CyMMa npHMecew He 6onee 1,50 % 

7. Microbial purity* / MuKpo6uoJiorulfecKaH lfHCTOTa* 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me<1am1e: TTpo.llyKT coornercrsyer Tpe6osa1:1i,t$!M H)]; 3aK.1110'-ICHHe: O)],O6PEHO 

Prepared by I Ilo,nroTOBJieHo: Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Ashish Kumar 

~ 
I Date/ 
:)];am: 10.01.2026 

Ilp0Bepe1:10:Pravesh IlpoBepeHo (AOK): O.no6peHo: O6ecrreqeH11e Kaqecrna/Ornercrne1:11:1oe 
Rana 1- Amit Kumar mruo: 

--f\Jt-.il L K_VlMf-\(2_ 

1'-- _LvvJ 

I Date/ Date/ IDate / f '1-t 1-~c/__0)-6 
: )];aTa: 10.01.2026 )];am: 10.01.2026 )];am: 

Regi stered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana , India 
Tel : +9140 4900 2900, Fa x: +9140 4900 2999, Ema il: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>JIKAT AHAJIH3A 

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

Tel : +91 98166 56001-02 
I •- _.,.._......_ 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
Y" ;y ¥Y•"'"' ..__ _ y ~• 

npo.nyK'T: Hai13® AKTMBrenb (HHMecym1a) reJJb lUIJI Hapy)l(H0ro IlPHMeHeHJ.UI, 1 %, 100 r 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V260009 

Batch Quantity/ 11782.00 units / 
Cepus1 .N'! PaJMep cep1-rn : 11782.00e.UHHHU, 
Analytical Report No./ 

: 040003250202 
Date of Analysis / 

: 10.01.2026 
AHaJIUTU'lec,rnii OT'leT .N'! ,U:aTa auaJiuJa 
Date of Manufacture/ 

: 12/2025 
Date of Expiry / 

11/2027 
,llaTa IlPOH3B0.UCTBa ro.ueH tl,0 

: 

Mfg. License No./ 
IlpoUJBO.UCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITI-N~(00 1336)-(Pf-RU) 
JIUU,eH3USI .N'! 
Analysis performed accordinl! ND/ AHaJI11J npose.ueu no Hll: JIIl-.N°!(001336)-(Pr-RU)-090625 

Page 4 of7 / Crp. 4 H3 7 

1. Total Aerobic Microbial Count/ NA Not more than 102 CFU/g / 
O6w:ee '-IHCJIO a3po6HbIX MHKpo- He 6onee 102 KOE/r 
oprnHH3MOB 

ll. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count / O6w:ee '-IHCJio He 6onee 101 KOE/r 
,ll.pO)K)f(eBbIX H nJiecHeBbIX 
rpH60B 

... 
Pseudomonas aeruginosa NA Should absent in 1 g / 111. 

OrcyrcTBHe B 1 r 

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

8. Assay / KoJiu11ecTseuuoe onpeL1:eJieuue 

Nimesulide / 9.91 mg I 9,91 Mr 9.0 mg to 11.0 mg of C13H12N2OsS 
HHMecynH,ll. (99.1 % / 99,1 %) (nimesulide) (90.0% to 110.0% of label 

claim) in 1 g of gel I 

OT 9,0 Mr ,ll.O 11,0 Mr C13H12N2OsS 
(HHMecyJIH,ll.) (OT 90,0 % p;o 110,0 % OT 
HOMHHaJibHoro co,u;ep)Kamui) B 1 r remr 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laHue: Ilpo,11.yKT coorneTcrnyeT Tpe6oaaHIDIM H,ll; 3a1rnio'leHue: O,ll.OliPEHO 

Prepared by/ Tio.urornanetto: Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
Ashish Kumar Tipoaepetto:Pravesh TTposepetto (AOK): O,11.06peHo: O6ecne11eHHe Ka11ecrna/OrneTcTBeHHoe 

r Rana 

1 
Amit Kumar mtuo: 

('(11-11 L ~((____ 

~ JV"'/ 

I 

!Date/ I Date / Date / IDate / ~ ---o 1--.,< ert.: l 
.,..... o .... b-1, 2.. oi - ).,fv }, :,llarn: 10.01.2026 : .[(aTa: 10.01.2026 .[(aTa: l 0.01.2026 1 '2----C 1-yrt.. l ,ll;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 



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

CEPTH <l>HKAT AHAJilf3A 

Product: Nise Activgel (nimesulide) gel for external use, I %, 100 g 

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

Tel : +91 98166 56001-02 
,,. .. ..J_ ....... ..J-!. ·- ,-.r,,..,,.,, 

n po.nyirr: Hatl3® AKrnsreJJh (HHMecvmtll) reJJh .UJJJI Hapy>1moro np11MeHem1J1, I %, I 00 r 

Market/ PbJHOK : Russia / Pocc11J1 

Batch No./ 
: V260009 

Batch Quantity I 11782.00 units / 
Cermsi .N'! PaJMep cepuu : 11782.00e.n:1-mmi 
Analytical Report No. I 

: 040003250202 
Date of Analysis / 

: 10.01.2026 
AHamnuqecKHH 0T'-ICT .N'! tt:aTa anaJJuJa 
Date of Manufacture/ 

12/2025 
Date of Expiry/ 

11/2027 
lllaTa nooHJBOllCTBa 

: 
ro.nen .no 

: 

Mfg. License No./ 
IIpoH3BOllCTBeHHasr : MNB/05/263 MA number: / HoMep PY : JII1-N2(001336)-(Pf-RU) 
mrn.eHJHst .N'! 
Analysis performed accordinl? ND/ AHaJJ11J npoBe.neu no Htt:: JIIl-.N'!(001336)-(Pr-RU)-090625 

Page 5 of 7 / CTp. 5 HJ 7 

9. Dimethyl sulfoxide / 
,ll;nMeTHJICy JIL(J,OKCHA 

100.0 % 

90% to 110% of C2H60S ( dimethyl 
sulfoxide) of label claim / 

OT 90 % AO 110 % C2H60S 
(.D.HMenrncyJihq>OKCH,il) OT 
HOMHHaJJbHOro COJJ.ep)KaHml 

10. Package/ YnaKoeKa 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 
aJJIOMHHm1, ctta6)KeHHYIO 
MeM6paHOH )],JIJI KOHTpOJIJI nepBoro 
BCKpbITHJI. Ka)K)].YIO Ty6y BMeCTe c 
HHCTPYKQHeH no MeJJ.HQHHCKOMY 
npHMeHeHHlO noMe~alOT B na'IKY 
KapTOHHYIQ. 

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 HJIH 100 r B Ty6y H3 
JiaMHHHpOBaHHOfO aJIIOMHHHJI, 
ctta6)KeHHYIO MeM6pattoH JJ.JIJI KOHTpOJIJI 
nepBoro BCKpb!THJI. Ka)K)].yIO Ty6y 
BMecTe c HHCTPYKU.HeH no 
Me)],HQHHCKOMY npHMeHeHHIO 
noMe~aIOT B nalfKY KapTOHHylO. 

*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJIL MO,KeT OTCYTCTBOBaTL B cepTnfJ,uKaTe auaJIH3a npOH3BO~HTeJIH. IlpOH3BOAHTeJIL 
rapauTupyeT Ka'leCTBO npenapaTa no 3THM noKaJaTeJIHM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMeqauue: Ilpo,uyKT cooTBeTcTByeT Tpe6oaaHIDIM H,z:t; 3aKJJIOqeuue: O.LJ:OliPEHO 

Prepared by I IloJlrOTOBJJetto: Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Ashisb Kumar 

y 
!Date/ 
:,/J;aTa: 10.01.2026 

flpoaepetto:Pravesh npoaepe1-10 (AOK): O,uo6petto: O6ecneqeHHe Ka1-1ecTBa/OTBeTcTBeHHoe 
Rana 

{ 
Amit Kumar ITHI.{O: J}_l)r-ill t.vMf;lr'l__ 

~ - / __L "'1 
I Date/ Date / I Date/ \')~-C)r J._D).,..6 
: ,z:t;arn: 10.01.2026 ,z:t;arn: 10.01.2026 ,z:t;arn: 

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 

I 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH«l>HKATAHAJIII3A 

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

Tel : +91 98166 56001-02. 
I ,_--~ 

Product: Nise Activgel (nimesulide) gel for external use, I %, 100 g 
.. , ... ..... - -, ·--

IIpoJWKT: Haih® AKnrnrenh (H11Mecvm1.n:) renh .nm, ttapy)KH0ro np11Mettettm1, I % 100 r 

Market/ PbIHOK : Russia / Poccmi 

Batch No./ 
: V260009 

Batch Quantity/ 11782.00 units / 
CepuH .N"2 Pa1Mep cepuu 

: 
11782.00e.D:HHHU 

Analytical Report No./ 
: 040003250202 

Date of Analysis / 
: 10.01.2026 

AHaJlHTUlfeCKHH OTlfeT .N"2 .[(aTa auaJ111Ja 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 
11/2027 

.[(aTa npOUJBOJJ:CTBa ro.neu .no 
: 

Mfg. License No./ 

IIpoHJBO.!lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1IT-N2(001336)-(Pf-RU) 

JlHUeHJHH .N°l! 

Analysis performed accordin2 ND/ Auanm npoBe.neu no Hll: JIIl-.N"2(001336)-(Pr-RU)-090625 

Page6of7/CTp.6uJ7 

API name (INN)/ HanMeuosauue A«l>C Nimesulide / HHMecym1.n: 
(MHH): 
API manufacturer batch number / NMS/125070680 
HoMep cepuu 11ponJBO.!lHTeJIH A«l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH IIp0H3B0.!lHTeJIH FESA00553 
r JI«I>: 
API Manufactured by & country / Aarti Drugs Ltd., India/ 
IlpoH3BO.!lHTeJIL A«l>C, cTpaua: AapTH 1Ioarc JlT.u., 11H.u1u1 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 

manufacturing site / Control site / Release site MNB/05/263) I 
I ,[{-p Pe.n:.D.H'c Jia6opaTOpHC JlT.l(., 11H.[l.Hj{, TTpOH3B0)],CTBeHHOe 
HanMeuoeauue, a.npec, JiuueuJHH .!lJIH no.D.pa:3.n:eneHHe-6, Bmrn. Kxonb, HaJTarapx Poy.D., EaMH, ,[{HcTpHKT 
IlpoHJBO.!lCTBenuaH IIJIOW:a.nKa / CoJiaH, x.n., 173205, 11H.[l.Hj{ (J1HueH3ml 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 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». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11Me'1anue: n po.n:yKT C00TBeTcTByeT -rpe6o.aaH11JlM Hll: 3aKJHO"teuue: O)1,OliPEHO 

Prepared by / Ilo,11:roTOBJieHo: Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ashish Kumar Ilpoaepetto:Pravesh IlpoBepetto (AOK) : O.no6pe1..o: O6ecrretieH11e Katiecrna/OTBeTcTBeHHOe 

~ 
Rana 1 Amit Kumar Jil1 Ll,O : 

,U)'r··l l _ ~\f\.,'-'7 (sl (I_ 

~ ___ Lv-1 

'Date I I Date/ Date/ !Date/ t 2.--41 I ~ / (:) 1---6 
:)];am: 10.01.2026 : )];am: 10.01.2026 ,JJ.arn: I 0.0 1.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: -19140 4900 2900, Fax : +91404900 2999, Ema il: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTJil <l>HKA T AHA.Jm3A 

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

Tel : +91 98166 56001-02 
_., ..I . 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g '" ·- - ,-· 
Jlp0.LJ.Yin: Haifa® AKTHBreJib (HHMecymlJl) reJib .n:m1 Hapy)l<HOro np~IMeHeHIUI, 1 %, 100 r 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V260009 

Batch Quantity/ 11782.00 units I 
Cepim .N'2 Pa3Mep cep1111 : 

11782.00e)lHHHU 
Analytical Report No./ 

: 040003250202 
Date of Analysis / 

: 10.01.2026 AnaJIUTU'ICCKHH OT'ICT .N'! )l.aTa ananma 
Date of Manufacture / 

12/2025 
Date of Expiry I 

11/2027 l.llaTa nno11JB0.llCTBa 
: 

ro.ll.CH JJ:0 
: 

Mfg. License No./ 
Ilpo111BOJJ:CTBennasi : MNB/05/263 MA number: / HoMep PY : JITI-N2(001336)-(Pf-RU) 
JIHU,CHJHSI .N'! 

Analysis nerformed accordine ND/ AnannJ npoeeJJ:en no H)l: JIIl-.Nil(001336)-(Pr-RU)-090625 

Page 7 of7 / CTp. 7 HJ 7 

3aKmoqeuue O COOTBeTCTBUU: «HacTOSilll;IfM 5I IIO.[{TBep)I()];aIO, 'lfTO rrpirne,n:eHHa5I BbIIIIe HHq>OpMau;Irn 5IBJI5IeTC5I 

.[{OCTOBepHOH H TO'lfHOH. 3m cepH5I rrpo.n:YKU:HH rrpomBe,n:eHa (BKJIJ0qa51 yrraKOBKY (MapKHpOBKY) H KOHTPOJII, 

Ka'tfecTBa) Ha BhIIIIeyKa3aHHOH rrpoH3BO,l].CTBeHHOM IIJIOIIJ,a,l].Ke (rrrrolll,a,l].Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH ITpaBHJI Ha,n:Jie)Kalll,eM rrpOH3BO,l].CTBeHHOH rrpaKTHKH EBpa3HMCKOro 3KOHOMH'tfeCKOro COI03a H 

Tpe6oBaHH5IMH KOHTPOJI5I Ka'lfeCTBa rreKapcTBeHHbIX cpe,ll.CTB, a TaK)Ke B COOTBeTCTBHH co crreu;Hq>HKaU:H5IMH, 

co.n.ep)Kaiu;HMHC5I B perHCTpaU:HOHHOM ,ll.OChe CTpaHhI-HMIIOpTepa. 3arrHCH no IIpOH3BO,l].CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHbI, If ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH5IM ITpaBHJI Ha,l].Jie)Kaiu;eM rrpOH3BO,ll.CTBeHHOH rrpaKTHKH 

EBpa3HHCKOro 3KOHOMH'lfeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'lanue: Tipo.n:yKT coorneTcTByeT TPe6osaHID!M HJJ: 3aKJIIO'lenue: O.LJ:OliPEHO 

Prepared by/ Tio.n:rornsnetto: Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ashish Kumar 

~ 
'Date I 
:JJ:arn: 10.01.2026 

Tiposepe1w:Pravesh flposepetto (AOK): O.n:o6petto: O6ecnetJeHHe KatJecrna/OrneTcTBeHHoe 
Rana 

J AmitKum/ JIHUO: 
~l;r-i IL K_vvv1f\(L 

~ _(vvj 

I Date/ Date / IDate / l'L- o/ .---zol-£, 
: JJ:arn: 10.01.2026 JJ:arn: 10.01.2026 JJ:arn: 
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