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

CEPTMWHKATAHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Badd i, 
Di stt. Solan, H.P., 173 205, INDIA 

Tel : +9198166 56001-02 
, llA 'lA I n~ ........ Ar!, ,r- ,.,... ........ 

□ POJlYKT : Hatt3® AKTTTBreJib (mtMCCYJ111.ll.) reJib ,nm1 1rnpy,1rnoro npMMeHemrn, 1 %, 100 r 

Market/ Pi,rnoK : Russia / Pocc1u1 

Batch No./ 
: V260008 

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

: 11782.00e,Ql1HHL{ 
Analytical Report No./ 

: 040003249950 
Date of Analysis/ 

: 10.01.2026 
AHam1T1t'leCKHH OT'leT .N'2 ,ll.aTa aHaJJHJa 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 
11/2027 

,ll.aTa npOH3B0,IJ.CTBa ro,neH ,IJ.0 
: 

Mfg. License No./ 
IlpoH3B0,IJ.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIT-N2(001336)-(Pf-RU) 
JIHU,eH3HSI .N'!! 
Analysis performed according ND/ AHaJJH3 npoBe11.eH no H.ll.: JIIl-.N'2(001336)-(Pr-RU)-090625 

Page 1 of 7 / CTp. 1 HJ 7 

No/ 
Test I Ilo1rnJaTeJib Result I PeJyJILTaT 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)].ttopo,D,HhIH np03patJHhIH O)].HOpO)].HhIH npo3pa'1HhIH reJih OT 
reJib 6eCQBeTHOro QBeTa c 6eCQBeTHOro )].0 6Jie)],HO-)KeJITOfO QBeTa 
xapaKTepttbIM 3anaxoM c xapaI<TepHhIM 3anaxoM 

2. Identification/ li)].eurnct>nKan:nH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHue: Tipo,nyKT C00TBeTcTByeT Tpe6oBaHIUIM H,n: 3aKJ110'leH11e: O,!J;OliPEHO 

Prepared by / Ilo,nroTOBJJeHo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
Shagun 

r 
:Jl.arn: 10.0 1.2026 
IDate/ 

IlposepeHo:Pravesh IlposepeHo (AOK): O.no6peHo: O6ecrre11em1e Ka11ecrna/OrneTcrneHHoe 
Rana i Am it Kumar JlliUO: ,,C'vrJ1 L 1 C. \) VV) R. fl_ 

~ -<4 
I Date/ Date / IDate / ) ]..-o /~J_D)...,..f, 
: ,!J;aTa: 10.01.2026 Jl,aTa: 10.0 1.2026 ,!J;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Te l: +9140 4900 2900, Fax: +9140 4900 2999, Email: mai l@drred dys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<l>HKAT AHAJIH3A 

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 
... ...I ,I ' 

...:~i ... ---

IlnOJlVITT: Hatt:3® AKTHBreJih (HMMeCym-!Jl) reJJh ,ll,JUI Hapy)ICH0ro np11MeHelHI..Sl, 1 %, 100 r 

Market / Pi,rnoK : Russia / Poccill! 

Batch No./ 
: V260008 

Batch Quantity/ 11782.00 units / 
Ceoust .N'! PaJMep cepuu 

: 
11782.00emrnttu 

Analytical Report No./ 
: 040003249950 

Date of Analysis/ 
: 10.01.2026 

AH3JllfTHlJeCKHM OTlfeT .N'! )laTa aH3JIH3a 
Date of Manufacture/ 

: 12/2025 
Date of Expiry/ 

11/2027 
)laTa IlPOH3B0.l{CTBa ro,l{eH AO 

: 

Mfg. License No./ 
IlpoH3B0.l{CTBeHH8SI : MNB/05/263 MA number: / HoMep PY : Jlfl-NQ(00 1336)-(Pf-RU) 
JIHQeH3HSI .N'! 

Analysis performed accordfa2 ND I AuaJIH3 npoee1teH no H.ll: J1Il-.N'~(001336)-(Pr-RU)-090625 

HPLCIB3)l{X 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.JJ:ep)l(HBamrn 
OCHOBHOro TIHKa Ha 
xpoMaTorpaMMe 11cn1,1zyeMoro 
paCTBOpa COOTBeTCTByeT speMeHH 
y.JJ:ep)l(HBaHHH OCHOBHOro TIHKa Ha 
xpoMaTOrpaMMe pacrnopa 
cTaH.JJ:apTHoro o6paJua 
HHMecyJIH.JJ:a. 
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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 in the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeMH y.JJ:ep)l(HBaHHH 
OCHOBHOro TIHKa Ha xpoMaTorpaMMe 
HCTibITyeMoro paCTBOpa .JJ:OJI)l(HO 
COOTBeTCTBOBaTb BpeMeHH 
YAep)l(HBaHHH OCHOBHOro OHKa Ha 
xpoMaTOrpaMMe pacrnopa 
cTaH.JJ:apTHoro o6pa3Qa HHMecyn11.JJ:a 
(pa3.JJ:eJI «Kon1111ecTBeHHoe 
onpe.JJ:eJieHHe» ). 

UV spectrophotometry I Y(f)­
cneKmporjJomoMempuR 

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<t>-cneKTp 
nornoll.l,eHHH HCTihITyeMoro pacrnopa 
.JJ:OJI)l(eH HMeTb MaKCHMYM nornoll.l,eHHH 
npH 397±5 HM. 

397±5 nm. I Y<l>-cneKTp 
nornoll.l,eHHH HCTihiryeMOro 
pacrnopa HMeeT MaKCHMYM 
nornoll.l,eHHH np11 397±5 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
HpuMetJautte: flpOJlYKT cooTBeTcrnyeT Tpe6oeaHMSIM H,l], 3aKJltQtJetrne: 0)1.0.GPEHO 

Prepared by I Tio.nrornsneHo: 
Shagun 

c;2,,-

'Date I 
:):(aTa: 10.01.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tiposepeuo:Pravesh flposepeHo (AOK): Oao6pe1rn: O6ecrre'lemre Ka'lecrna/OrneTcTBeHHoe 
Rana j_ AmitKu~ m,uo: .i1 L)Nl'L f<'.\.,Nflfl_ 

(' ~ --~ ·.--vi 

I Date/ Date / IDate / ) '2_ .-0 )r-JDJ.-6 
: ):(am: 10.01.2026 )],aTa: 10.01.2026 ):(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 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

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 
.J ,-! ·- ----·- -

TTooavirr: Haib® AKTMBren b (HHMecym1,n) renh AJUI ttapylKHOro rrpHMettemrn:, 1 %, 100 r 

Market/ PhrnOK : Russia / Poccm1 

Batch No./ 
: V260008 

Batch Quantity/ 11782.00 units / 
Ceni-rn .N'!! Pa1Mep cepuu 

: 
11782.00e,nHHHU 

Analytical Report No./ 
: 040003249950 

Date of Analysis / 
: 10.01.2026 

AHaJIHTH<teCKHH OT<teT .N'!! .ll:aTa auaJIHJa 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 
11/2027 

.ll:aTa npOH3B0,ll_CTBa ro,neH JJ.O 
: 

Mfg. License No. / 
I1pOH3B0,ll_CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N!!(001336)-(Pf-RU) 
JIHU.eHJHSI .N'!! 
Analysis performed accordin2 ND/ AHaJiu1 rrpoBe,nett rro H.ll:: JII1-.N'!!(001336)-(Pf-RU)-090625 
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3. Weight of package contents/ 101g/101r According to Rus. Ph. / B cooTBeTCTBHH 
Macca co,uep)KHMoro c Tpe6oBamrnMH f<l> P<l> 
ynaKOBKH 

4. pH 3.32 2.5 to 4.5 I OT 2,5 ,uo 4,5 

5. Viscosity / BH3KOCTh 971.8 centipoise / 400 to 1,200 centipoise / 
971,8 caHnmya3 OT 400 ,uo 1200 caHnmya3 

6. Impurities / IIpuMecu 

1. Impurity C / Not detected / He o6Hapy)KeHa Not more than 0.50 % / 
ITpttMecb C He 6onee 0,50 % 

ii. Impurity D / Below LOD (LOD = 0.02 %) / Not more than 0.50 % / 
ITpHMeCb D HmKe npe,uena o6ttapy)KeHHH He 6onee 0,50 % 

(ITO= 0,02 %) 

iii. Any other impurity / Below LOQ (LOQ = 0.03 %) / Not more than 0.50 % / 
JIJ06aH ,upyraH npHMeCb HmKe npe,uena 1<onw-1ecTBeHHoro He 6onee 0,50 % 

onpe,ueneHHH (ITKO = 0,03 %) 

lV. Total impurities/ 0.10 % Not more than 1.50 % I 
CyMMa rrp11Meceii He 6onee 1,50 % 

7. Microbial purity*/ MnKpo6uoJioruqecKaH 'IHCTOTa* 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
II1puMe<taHue: flpo,nyKT coorneTcrnyeT Tpe6osaHHJIM H.[( 3aKJIIO<teuue: O.ll:OliPEHO 

Prepared by / flo,nrornsnetto : Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Shagun 

~y 
'Date / 
:)];am : 10.0 1.2026 

□posepeHo :Pravesh flpoBepeHo (AOK): O,no6petto: O6ecrre11ett11e Ka11ecrna/OrneTCTBeHttoe 
Rana 1 Amit r ~ 

mui:o: i:Uf"IL i::: lJ v--/1 fVL 
--' vv'/ 

I Date/ Date / !Date / 1 2--0 r-1 o)-£ 
: .[(am: 10.01.2026 ,n:am: 10.01.2026 .[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, Ind ia 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : ma il @drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJilI3A 

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

Tel : +91 98166 56001-02 
•• · " " ' 11, ... __ 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
npoJlYK"r: Hai13® AKT11srenb (HHMecvm1,n:) reJih ,n:m1 Hapy)KHOro np11MeHemrn, 1 %, 100 r 

Market/ PbrnoK : Russia / Poccm1 

Batch No./ 
: V260008 

Batch Quantity/ 11782.00 units I 
Ceo1rn N! Pa3Mep cep1111 

: 
11782.00e,n:HHHU 

Analytical Report No./ 
: 040003249950 

Date of Analysis / 
: 10.01.2026 

AnaJrnTH'Iecicuu OT'IeT N! .D:aTa aHaJIHJa 

Date of Manufacture / 
: 12/2025 Date of Expiry/ 11/2027 

.ll:aTa npoHJBO,ll,CTBa ro,ueH ,!1,0 
: 

Mfg. License No. / 
TTpoHJBO,ll,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 
JIH1.1,enJHS1 N! 
Analvsi~ performed accordinl! ND/ Anamn npoBe,ueH no Hll: JITT-N!(001336)-(Pr-RU)-090625 
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1. Total Aerobic Microbial Count/ NA Not more than 102 CFU/g / 
O6~ee '-IHCJI0 a3p06HbIX M11Kpo- He 6oJJee 102 KOE/r 
opraHl13M0B 

II . Total Combined Yeast and NA Not more than 101 CFU/g 
mould count / O6~ee '-IHCJJ0 He 6oJJee 101 KOE/r 
.D,p0)K)KeBblX 11 ITJJecHeBbIX 
rpH60B 

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

OTC)'TCTBHe s 1 r 

iv. Staphylococcus aureus NA Should absent in 1 g / 
OTC)'TCTBI1e B 1 r 

8. Assay/ KoJiuqecTBeuuoe onpeAeJieuue 

Nimesulide / 10.09 mg/ 10,09 Mr 9.0 mg to 11.0 mg ofC13H12N2OsS 
HttMecyJJH.L\ (100.9 % I 100,9 %) (nimesulide) (90.0% to 110.0% of label 

claim) in 1 g of gel I 

OT 9,0 Mr .D,0 11,0 Mr C13H12N2OsS 
(HHMecyJJH.D,) (OT 90,0 % )],0 110,0 % OT 
H0MHHaJlbH0ro CO.D,ep)Kamrn) B 1 r rem, 

Remarks : The Product confirms to ND/ Conclusjon : APPROVED / 
flpHMelJaHue: llpo,n:yKT COOTBeTcTByeT Ype6oeaHHHM HJJ. 3aKmoL{eHne: O.ll:O6PEHO 

Prepared by I llo,n:rornsneHo: Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Shagun 

q~ 

:narn: 10.01.2026 
!Date/ 

ITpoeepeno:Prave h llpoBepeHo (AOK): OA06peHo: O6ecne1IeH11e Ka1Iecrna/OrneTcrneHHoe 
Rana { AmitKumar \.. n11uo: __( \ir--11 L \z'. vv-1 A iL 

~/.,,- ~'"1 
I Date/ Date/ !°ate/ \ '1-~ I -J.Jr)---6 
: J].aTa: 10.01.2026 .ll,aTa: I 0.0 1.2026 ,Ua:ra: 

Registered Office: 8-2-337, Ro;;d No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@d rreddys.corn 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



•·· 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 
.. • J ..! -..... ---.. ···- - ,-· -

IlpO):lyKT: Hail:3@ AKTHBreJih (HHMecym,1.0.) reJJh .um1 H8PY)KH0f0 np11Mettem1.11, 1 %, 100 r 

Market/ PbIHOK : Russia / Pocc1-rn 

Batch No./ 
: V260008 

Batch Quantity/ 11782.00 units / 
Ccp11H .N'! Pa1Mep cep1111 

: 
11782.00e,UHHHU 

Analytical Report No./ 
: 040003249950 

Date of Analysis / 
: 10.01.2026 

AttaJIHTH'IeCKHH OT'ICT .N'! ,ll.aTa attaJIHJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 11/2027 

)J.aTa UP0ll3B0llCTBa roAeH AO 
: 

Mfg. License No./ 
IlpOH3BOACTBeHH8H : MNB/05/263 MA number: / HoMep PY : JITI-.N2(001336)-(Pf-RU) 
JIIU.(eH3HH .N'! 
Analysis performed according ND/ AnaJIHJ npoae.nc11 no HJ],.: Jlfl-.N'g(001336)-(Pr-RU)-090625 
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9. Dimethyl sulfoxide / 
,l(nMeTHJICYJiblJ>OKCH.ll: 

99.7% 

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

OT 90 % .no 110 % C2H6OS 
(./lHMeTHJICYJibqJOKCH.ll) OT 
HOMHHaJibH0ro co.nep)Kamur 

10. Package/ YnaKoBKa 100 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / Ilo 
100 r s Ty6y m JiaMHHHpOBaHHOro 
aJIIOMHHHR, CHa6)KeHH)'IO 
MeM6paHOH .[(JIH K0HTp0ml nepsoro 
BCKpbITHR. Ka)K.[(yio Ty6y BMeCTe c 

HHCTPYKU.tteii no Me.llHU.HHCKOMY 
npHMeHeHHIO noMemaIOT B nat.JKY 
KapTOHHYJO. 

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 mm 100 r B Ty6y H3 
JiaMHHHpoBaHHOro aJIIOMHHml, 
ctta6)KeHHYJO MeM6pattoi-i .[(JIR KOHTponR 
nepsoro BCKpbITHR. Ka)K.[(yio Ty6y 

BMecTe c HHCTPYKU.Hei-i no 
Me,[(HlJ.HHCKOMy npHMeHeHHIO 
n0Mema10T B nat.JKY 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. 
*IloKaJaTeJib MOJKeT OTCYTCTB0BaTL B cepTHcl>HKaTe auaJIH3a npOH3BOJJ:HTeJIH. IlpOH3BOAHTeJib 
rapauTupyeT Ka11ecTBO npenapaTa no 3THM noKaJaTeJIHM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TT plll',tCl.faHue: npo.nyKT C00TBeTCTByeT TJ)e6osaHmJM HJ], 3aKmo•1eHue: O)].O6PEHO 

Prepared by/ TioArOTOBJietto: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Shagun 

'7Y 
!Date/ 
:Aam: 10.01.2026 

flpoeepetto:Pravesh nponepeno (AOK): O,no6petto: O6ecrreqemte KaqecTBa/OTBeTCTBeHHoe 
Rana { Amit Kumar mmo: 

-C1.Jrll \._ lcVM r '(l.____ 

~ ~ __ (:'7.r-1 

I Date I Date/ !Date/ l 11 --o /~ J... OL . .£ 
: )];am: 10.01.2026 ,lJ;am: 10.01.2026 )];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 
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Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 •·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH «I> HKA T AHAJIII3A 

Viii. Khol, Nalagarh Road, Baddi, 

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

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

,.! ·-·- -
Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
IlpOtJ.YKT: Hail:3® AKrnsreJib (HwMecym1t1.) reJih .nmr Hapy)KHOro rrpwMeHeHml, 1 %, 100 r 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V260008 

Batch Quantity/ 11782.00 units / 
Cepusi .N'!! PaJMep cepHH 

: 
11782.00e,nirnm.{ 

Analytical Report No./ 
: 040003249950 

Date of Analysis / 
: 10.01.2026 

AHaJIHTH'-leCKHH OT'-leT .N'! )l.aTa attaJJHJa 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 
11/2027 

)l.aTa IlPOHJBO,[l,CTBa ro,[l,eH ,[1,0 
: 

Mfg. License No./ 
IlpoHJBO,[l,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIT-N!!(001336)-(Pf-RU) 

JtHUeHJHSI .N'! 
Analysis performed accordine ND/ AHaJJHJ nposet1.eH no H)I.: JIIl-.N'!!(001336)-(Pr-RU)-090625 
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API name (INN)/ HaHMenoeanHe A«l>C Nimesulide / HHMecynH,u 
(MHH): 
API manufacturer batch number / NMS/125070680 
HoMep cepHH npoH3BO,IJ;HTeJIH A«l>C: 

FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaHQHH npOH3B0,IJ;HTeJIH FESA00553 
r JI«I>: 
API Manufactured by & country / Aarti Drugs Ltd., India / 
Ilpou3eo,11;uTeJih A<l>C, cTpaua: Aaprn ,[{pare JIT,u., l1H,um1 

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 PeMH'c Jla6oparnp11c JlT,u., l1H,um1, TipOH3B0)].CTBeHHOe 
HauMenoeanHe, a,11;pec, JIHQCH3HH ));JIB rro,upa3,11;eJieHHe-6, BHJIJI. KxoJih, Hanarapx Poy.n:, EaMH, ,[{11cTpHKT 
Ilpou3eo,11;cTeeuuau DJIOUla,UKa / CoJiaH, x.n., 173205, 11H)J;HH (Jlm..{eH3HH Mi 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 / 
IlpttMe'-lauue: ITpo,nyKT coorneTcrnyeT -rpe6osaHHHM H,ll; 3aKJ110lfe1me: O)1..OliPEHO 

Prepared by/ TTo.nrornsneHo: Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Shagun 

c;~ 
I Date / 
:)];am: 10.01.2026 

DposepeHo:? r vesh npoaepeHo (AOK): O.no6peHo: O6ecne'!eHHe Ka'!ecrna/OrneTCTBeHHoe 
Rana Am;, Kf ma< m1uo: 

_flJNI L K \, vvlV; fl__ 

---- .-~vV/ 

I Date/ Date I !Date/ l 1~--0 l ~ j.._H-C 
: )];am: 10.01.2026 )];am: 10.01.2026 )];am: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad • 500034, Telangana, India 
Tel: t9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTHff>IIKAT AHAJilI3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel: +9198166 56001-02 .. , ,.., ,.j ~~-~rl"~ ,.,..,,., 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
Ilp0JlYKT: HaH3® AKTHBreJib (HHMecyJIHD.) reJlb J.J)UI H8PY)ICH0f0 np~tMeHeHH}I, 1 %, 100 r 

Market / PblHOK : Russia / Pocc~ 

Batch No./ 
: V260008 

Batch Quantity / 11782.00 units / 
Cepm1 .N'2 PaJMep cepHH 

: 
11782.00e)lHHHl..l 

Analytical Report No. I 
: 040003249950 

Date of Analysis / 
: 10.01.2026 

AuaJJHTHlfeCKHii OTlfeT .N'2 )].aTa auaJJH3a 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 
11/2027 

ILiarn npoHJBOJlCTBa ro)leH JlO 
: 

Mfg. License No./ 
IlpOH380JlCTBCHHaSI : MNB/05/263 MA number: / HoMep PY : JII1-N2(001336)-(Pf-RU) 
JlHI .. eH3JISI .N'2 
Analysis performed accordine: ND I A11an 113 npoBeJleH no Hll: JIIl-.N'2(001336)-(Pr-RU)-090625 

Page 7 of 7 / CTp. 7 H3 7 

3a1rnroqeuue o cooTBeTCTBnn: «HacTOj!llJJiM j£ rro,n:rnep)K,n:aIO, qro rrpirne,n:eHHaj! BbIIIIe 1rncpopMau;1rn j!BJrnerrn 

,[(OCTOBepHOH JI TQqHOH. 3m cepm1 rrpo,uyKD;HH rrpOH3Be,ueHa (BKJIIoqaj! yrraKOBKY (MapKHpOBKy) JI KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH npOH3BO,[(CTBeHHOH IIJIOID;a,n:Ke (rrnoma,n:Kax) B IIOJIHOM COOTBeTCTBHM C 

rpe6oBaHmIMH ITpaBMJI Ha,n:Jie)KameH npOH3B0,[(CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHqecKOro COI03a H 

rpe6oBaHHj£Mli KOHTpOM Ka"lJ:eCTBa JieKapCTBeHHbIX cpe,UCTB, a TaK)Ke B COOTBeTCTBHH co crreu;HcpHKau;Hj!MM, 

co.n:ep)Kaiu;HMHCj! B perHCTpau;HOHHOM .LJ:OCbe crpaHbl-HMIIOpTepa. 3arrHCM no npOH3B0.LJ:CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHbl, H ycrnHOBJieHo MX COOTBeTCTBHe Tpe6oBaHHj£M ITpaBHJI Ha,n:Jie)Kameii rrpOM3B0.D:CTBeHHOR npaKTHKH 

EBpa3MHCKoro 3KOHOMHqecKoro coI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me<JaHHe: Ilpo.ayKT cooTBeTcrnyeT -rpe6osaHH.l!M HJ{ 3aKmo"!euHe: O)1.OliPEHO 

Prepared by / Iloll.roTOsneHo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Shagun 

~ 
!°ate / 
:.Zl,aTa: 10.01.2026 

Opooepetto :Pravesh OposepeHo (AOI<): OJlo6peHo: O6ecne'-leHtte Ka'-lecrna/OrneTcrneuHoe 

Rana i AmitKu/ JU1UO: 
_fVN( L k:vvv1~~ 

(\ --- ~ 
IIDate / Date/ !Date/ ~ 1.---o I ~ .L.JYL-l 
: )].ara: l 0.01.2026 ,[(am: 10.01.2026 ,[(am: 
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