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

CEPTH~lfKATAHAJIH3A 

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 %, 20 g 
Ilpo./lyKT: Hath® AKn-rnreJib (HHMecym,1.a) renb Jl.Jl .Sl Hapy)1rnoro npttMeHemrn, 1 %, 20 r 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V260596 

Batch Quantity/ 58293.000 units I 
PaJMep cepuu 

: 
58293.000 e,UHHHU, CepuH .N"2 

Analytical Report No. / 
: 040003543590 

Date of Analysis / 
: 29.08.2026 

AHaJlHTH'lec,rnn OT'leT .N"2 )J;aTa aHaJJuJa 

Date of Manufacture/ 
: 08/2026 

Date of Expiry/ 
07/2028 

)J;aTa npOH3B0tl,CTBa ro.ueH tl,0 
: 

Mfg. License No./ 
IlpOH3B0./lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(001336)-(Pr-RU) 
JlHQeH3HH .N"2 
Analysis performed according ND/ AHaJJH3 nposetJ,eH no H)J;: JIIl-.N"2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBH'IHOH ynaKOBKH yTsep~eHbl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKOBKH yTsep,KtJ.eHbl: 25.10.2022 
PIL approved: / MMil yrnep~eH: 25.10.2022 

No/ 

. M! 

1. 

2. 

Test / IloKa1aTem . 

Description / Onucauue 

Identification / H.ueuTncl>nKaQnH 

HPLC/B3)KX 

Result/ Pe1yJihTaT 

Homogeneous, transparent, pale­
yellow gel with characteristic odor 
/ O,11.Hopo,nHbIH np03patJHbIH reJib 
6Jie,11.HO-)KeJITOro U,BeTa C 
xapaKTepHbIM 3anaXOM 

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.uep)KHBaHHH 
OCHOBHOro nHKa Ha 
xpoMaTorpaMMe 11cnh1TyeMoro 
paCTBOpa COOTBeTCTByeT BpeMeHH 
yJJ.ep)KHBaHHH OCHOBH0ro m-1Ka Ha 
xpoMaTorpaMMe pacTBopa 
cTaH,11.apTHoro 06pa3ua 
HHMecym1.ua. 
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Specification / HopMa 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor/ 
O,11.Hopo,nHhIH npo3patJHhIH renb OT 
6ecuBeTHOro ,11.0 6Jie,11.HO-)KeJITOfO U,BeTa 
c xapaKTepHbIM 3anaxoM 

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.uep)KHBaHHH 
0CHOBHOro IlHKa Ha xpoMaTorpaMMe 
HC0b!TyeMoro paCTBopa ,11.0JI)KH0 
COOTBeTCTBOBaTb BpeMeHH 
y.uep)l<HBaHHH OCHOBH0ro nHKa Ha 
xpoMaTorpaMMe pacTBopa 
crntt.uapTttoro 06pa1ua HHMecym-1)].a 
(pa3,11.eJI «KOJIHtJeCTBeHHOe 
onpe,11.e11ett11e»). 

Remarks: The Product confirms to ND/ 
TI IIMC'laHHe: f1 0)1. KT C00TBeTCTB eT 1 6ouaHHH.M HJJ: 

Conclusion : APPROVED / 
3aKJ110'leH11e: O)1;O6PEHO 

Prepared by I Checked by I 
Tio.nrornsneH1/":\ TipoBepeHo: Rama 

Vishal ShaL/ Kant ~-5 
Date I Date/ 

am: 29.08.2026 )J;ara: 29.08.2026 

Che by (AQA) I 
npo ): 
Abh an 

Date/ 
)lam: 29 .08.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.uo6peHo: O6ecne11eH11e 
Ka'leCTBa/OTBeTCTBeHHOe m111,o: 

Date/ 
,[(am: 

~/ V 

Registered Office: 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<l>HKATAHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, l %, 20 g 
Ilpo)lyKT: Hail.3® AKTHBrenh (H11Mecy1111.u) renb .um, Hapy,10-1oro np11MeHeHm1, l %, 20 r 

Market/ Ph!HOK : Russia / Poccm1 

Batch No./ 
V260596 

Batch Quantity / 
Cep11H .N"~ 

: 
PaJMep cepHH 

Analytical Report No./ 
: 040003543590 

Date of Analysis / 

AHaJIHTH'leCKUH 0T'leT .N"~ ,LI:aTa aHaJiuJa 

Date of Manufacture/ 
: 08/2026 

Date of Expiry/ 
,LI:arn npoUJB0/lCTBa ro)leH /lO 

Mfg. License No. / 
IlpOH3B0/lCTBeHH3H : MNB/05/263 MA number: / HoMep PY 
JlHU,eHJHH .N"~ 

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

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

58293.000 units / 
: 

58293.000 e)ll1Hl1U 

: 29.08 .2026 

: 07/2028 

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

Analysis performed according ND/ AHaJIHJ npoBe)leH no H,LI:: JIIl-.N"~(00I336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeThl nepBH'IHOU ynaKOBKH yTsep,K.ll,eHbt: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOu ynaKoBKH yTBepm/leHbt: 25.10.2022 
PIL approved: / HMil yrnep,K.!J,eH: 25.10.2022 
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UV spectrophotometry I Y</J- UV absorption spectrum of the test UV absorption spectrum of the test 
cneKmporj;omoMempuJl solution has absorption maximum at solution should have absorption 

397±5 nm. I Y<l>-cneKTP maximum at 397±5 nm. I Y<l>-cneKTp 
nornow.eHH51 HCTTbtTyeMoro nornow.ettH51 HCTTbITyeMoro pacTBopa 
pacTBopa HMeeT MaKCHMYM ,uomKeH HMeTb MaKCHMYM nornow.eHHH 
nornoLQem-111 npH 397±5 HM. npH 397±5 HM. 

3. Weight of package contents/ 20 g / 20 r According to Rus. Ph. / B cooTBeTCTBHH 
Macca co,uepmuMoro C Tpe6oBaHHHMH r<l> P<l> 
ynaKOBKH 

4. pH 3.18 2.5 to 4.5 / OT 2,5 ,uo 4,5 

5. Viscosity / BH3KOCTh 901.5 centipoise / 400 to 1,200 centipoise / 
901,5 caHTHnya.3 OT 400 ,uo 1200 caHrnnya3 

6. Impurities / IIpuMecu 

I. Impurity C / Not more than 0.50 % I 
I1p11MeCb C Not detected / He o6Hapy)l(eHa He 6onee 0,50 % 

11. Impurity D / Not detected/ He o6Hapy)l(eHa Not more than 0.50 % / 
ITpttMeCb D He 6onee 0,50 % 

Remarks : The Product confirms to ND/ 
Il HMe'laHHe: TI 0.UYKT COOTBeTCTByeT T e6oBaHillIM H,[{ 

Conclusion : APPROVED / 
3aKJIIO'leHHe: O,LI:O6PEHO 

Prepared by/ Checked by/ Check d by (AQA) / 
Ilo.uroTOBJieHo: /J IlpoBepeHo: Rama npon eHo (AOK): 

Vishal Sharma l> Kant 4 Abhis~ ~ Chau 

Date I Date/ Date I 
Ilarn: 29.08.2026 ,[{am: 29.08.2026 ,[{am: 29.08.2026 

Approved by: Quality Assurance/ Authorized 
person I O)lo6petto: O6ecnet.JeHHe 
Ka'-leCTBalOTBeTCTBeHHOe m1uo: 

Date I 
J:(ara: 

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

Tel : +9140 4900 2900, Fax : +91404900 2999, Email : mai\@drreddys.com 
CIN: L85195AP1984PLC004S07 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTM<l>IJKAT AHA.JilBA 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Te! : +9198166 56001-02 
www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 20 g 
Ilpo;::i_ytrr: Hat\3® AKTHBreJib (HHMecym1,11,) reJib ,11,JIR Hapy)KH0ro npHMeHeHHR, 1 %, 20 r 

Market/ PblHOK : Russia / PoccHR 

Batch No./ 
: V260596 

Batch Quantity / 58293.000 units / 
Cepnsi .N'2 Pa3Mep cepnn 

: 
58293.000 e,11,HHHI.I, 

Analytical Report No./ 
: 040003543590 

Date of Analysis / 
: 29.08 .2026 

AHaJJHTH'ieCKHH OT'leT .N'!! .LI.aTa aHaJJHJa 

Date of Manufacture / 
: 08/2026 

Date of Expiry / 
07/2028 

.LI.aTa npOHJB0,11,CTBa ro,11,eH JJ:O 
: 

Mfg. License No./ 
IlponJBOJJ:CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(001336)-(Pf-RU) 
JIUU.eHJUH .N'!! 
Analysis performed according ND/ AHaJiuJ nposeJJ:eH no H.LI.: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBH'IHOtt ynaKOBKH YTBep,imeubt: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BToputJuou ynaKOBKH yTBep,imeubI: 25.10.2022 
PIL approved: / MMil YTBep,imeu: 25.10.2022 
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iii. Any other impurity / Below LOQ (LOQ = 0.03 %) / Not more than 0.50 % / 
JI106aR .D.pyra51 np11Mecb HH)Ke npe,D.eJia KOJIH'leCTBeHHOro He 6onee 0,50 % 

onpe,D.eJieHHH (ITKO = 0.03 %) 

lV. Total impurities I Below LOQ I HmKe npe,D.eJia 
CyMMa np11Mecew KOJIH'leCTBeHHoro onpe,D.eneHH51 

7. Microbial purity* / MnKpo6uonoruqecKaH IJHCTOTa* 

1. Total Aerobic Microbial Count/ NA 
O61.Qee 'IHCJIO a.3po6HblX MHKpo-
opraHH3MOB 

u. Total Combined Yeast and NA 
mould count I O61..Qee 'IHCJIO 
.D.PO)K)KeBblX H nnecHeBbIX 

rpH60B 
... 

Pseudomonas aeruginosa NA lll. 

iv. Staphylococcus aureus ·NA 

Remarks : The Product confirms to ND/ 
fl HMetJaHne: fl 0,11, KT C00TBeTCTB eT e6oBamrn:M Hll 
Prepared by/ Checked by / Checked (AQA) / 
TTo,11,roTOBJieHo: /1 TipoBepetto: Rama 

Vishal Sharma ~ Kant ~ ~ 
nposep • 
Abhish 

Date I Date I Date/ 
)];am: 29.08.2026 .LI.am: 29.08.2026 )];am: 29.08 .2026 

Not more than 1.50 % I 
He 6onee 1,50 % 

Not more than 102 CFU/g / 
He 6onee 102 KOE/r 

Not more than 
He 6onee 101 KOE/r 

Should absent in 1 g / 
OTCYTCTBHe B 1 r 

Should absent in 1 g / 

OTCYTCTBHe B 1 r 

Conclusion : APPROVED I 
3aKmoqeune: O)lOliPEHO 

101 CFU/g 

Approved by: Quality Assurance/ Authorized 
person/ O.no6petto: O6ecneqem1e 
Ka'lecrna/OrneTCTBeHHoe n111.1,o: 

Date/ 
,[{a-ra: 

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

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTHWMKATAHAJill3A 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solc1n, H.P. , 173 205, INDIA 

Tel: +91 98166 56001-02 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 20 g 
Ilpo.11.yKT: Halh® AKTHBrenb (HHMecym1J1) reJJb nn,i ttapy)KHOro npHMettem1,i, 1 %, 20 r 

Market/ P1,rnoK : Russia / PocCHR 

Batch No./ 
: V260596 

Batch Quantity/ 58293.000 units / 
Cepus1 .N'! Pa1Mep ceptttt : 58293.000 e.UHHHU, 

Analytical Report No. / 
: 040003543590 

Date of Analysis / 
: 29.08.2026 

AHaJIHTH'-leCKHii OT'-leT .N'! ,ll.aTa auamna 
Date of Manufacture/ 

: 08/2026 
Date of Expiry/ 

07/2028 
l.ll.aTa npOH3B0tJ.CTBa rot1.eH AO 

: 

Mfg. License No./ 
IlpottJBOtJ.CTBeuuaH : MNB/05/263 MA number: / HoMep PY : flTT-.N!(00 1336)-(Pf-RU) 

JIHUeH3HH .N'! 
Analysis performed according ND/ Auanu1 np0Bet1.en no H,ll.: JIIl-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MatceTM nepBH'-lHOii ynaKOBKH yTBep,K.ll,eu1,1: 25.10.2022 
Artworks of secondary package approved: / MaKeTM BTOpttlfHOM ynaKOBKH YTBepm.11.eu1,1: 25.10.2022 
PIL annroved: / UMil yTBep'lK.ll,eu: 25.10.2022 

8. Assay / KoJin'lecTBeuuoe onpeJJ.eJieuue 

Nimesulide / 

H11Mecy1m,[( 

9.89 mg I 9,89 Mr 

(98.9 %) 

9. Dimethyl sulfoxide / 
,ll;nMeTHJ1CYJ1I:.lf>OKCH}.I, 

100.3 % 

Remarks : The Product confirms to ND/ 
TI HMe'-laHtte: CT OJlYKT COOTBeTCTByeT e600aHH.11M H,ll; 
Prepared by / Checked by / 
llo.urornBnetto: /J TipoBepetto: Rama 

Vishal Sharma LY Kant ~ 

Date I Date I 
)J,aTa: 29.08.2026 )J,aTa: 29.08.2026 

Checked by (AQA) I 
flpoaepe o (AOK): 
Abhi hek Chauhan 

Date I 
L{aTa: 29 .08 .2026 
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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 .[(O 11,0 Mr C13H12N2OsS 

(HHMecyJIH.[() (oT 90,0 % ,[(O 110,0 % OT 

HOMHHaJibHOro CO.[(ep)Kattm1) B 1 r rem, 

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

OT 90 % ,[(O 110 % C2H6OS 

(.[(11MeTHJICYJibqJOKCHJJ:) OT 
HOMHHaJibHOro CO.[(ep)Kattmi 

Conclusion : APPROVED / 
3atcJIIO'-leHtte: O,ll.OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.no6peHo: O6ecnet:feH11e 
Ka'-!eCTBal0TBeTCTBeHHOe fll,11..(0: 

Date I 
)J,arn: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

CEPTH~HKATAHA.JIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 20 g 
Ilpo)lytcT: Haifa® AKTHBreJih (H11Mecym1)l) renh .D,m1 Hapy)KHOro np11Mettettm1, 1 %, 20 r 

Market/ PbIHOK : Russia / Poccm1 

Batch No. / 
: V260596 

Batch Quantity/ 
CepuH .N'! Pa3Mep cepuu 

Analytical Report No./ 
: 040003543590 

Date of Analysis / 
AuaJIHTH'leCKHH OT'-IeT .N"! ,11.aTa auaJ1H3a 

Date of Manufacture / 
: 08/2026 

Date of Expiry/ 
J(aTa npOH3B0)lCTBa fo)leH )lo 

Mfg. License No./ 

Dr. Reddy' s Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol , Nalaga rh Road, Baddi , 
Distt. Solan, HP., 173 205, INDIA 

Tel : +91 981 66 56001-02 
www.drreddys. com 

58293.000 units I 
: 

58293.000 e.D,HHHU 

: 29 .08 .2026 

: 07/2028 

IlpOH3B0JJ,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : nrr-N2(001336)-(Pf-RU) 
J1HQeH3HH .N"!! 

Analysis performed according ND/ AuaJIH3 npose)leH no H,11.: JIIl-.N'!(001336)-(Pf-RU)-090625 
Artworks of primary package approved:/ MatceTbl nepBH'IHOH ynaKOBKH yTsep,imeub1: 25.10.2022 
Artworks of secondary package approved:/ MaKeTbl BTopuquou ynaKOBKH yrnep'.lKJJ.eHbl: 25.10.2022 
PIL approved: / MMil yrnep,imeu: 25.10.2022 
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10. Package/ YnaKOBKa 20 g in a laminated aluminum tube 20 g, 50 g or 100 g in a laminated 
equipped with tamper-evident aluminum tube equipped with tamper-
membrane. Each tube and a patient evident membrane. Each tube and a 
information leaflet in a carton. / I1o patient information leaflet in a carton. / 
20 r s Ty6y m JiaMHHHpOBaHHOro I1o 20 r, 50 r HJIH 100 r s Ty6y H3 
aJilOMHHHJI., CHa6)KeHHyto JiaMHHHposaHHOro aJIIOMHHH51, 
MeM6pattoH }].JI.a KOHTPOJI51 nepsoro cttafo1<eHHYfO MeM6pattoH }].JI.a KOHTPOJI51 
BCKpblTH51. Ka)l(}].ytO Ty6y BMeCTe C nepsoro BCKphlTH51. Ka)K}].yIO Ty6y 
HHCTpyKu,HeH no Me}].Hl.l,HHCKOMY BMeCTe C HHCTpyKu,HeH no 
npHMeHeHMIO noMew,aJOT B na'IKY Me}].Hl.l,HHCKOMY rrpHMeHeHHIO 
KapTOHHyto. ITOMew,aIOT B nalJKY KapTOHHyto. 

11 Labeling / MapKuposKa Complies / CoorneTcrnyeT In accordance with the approved artwork 
(see Section 1.3.2 of Module 1 ofDMF). 
I B C0OTBeTCTBMM C yTBep)K}].eHHhlM 
MaKeTOM (cM. pa3}].eJI 1.3.2 MOAYJUI 1 
perncTpaQHOHHOro }].OChe). 

12 Storage / Xpaueuue Store below 25 °C. Do not freeze. / I1pH TeMrrepaType He BhIWe 25 °C . He 
3aMopa)lmBaTh. 

13 Shelf-life (storage period) / 2 years. / 2 ro,1J,a. 

CpoK ro.z.uoCTu (xpaueuuH) 

Remarks : The Product confirms to ND/ 
Il HMC'lauue: TI on KT CO0TBeTCTB eT T e6oBaHHJI.M H)l 

Conclusion : APPROVED / 
3atcJ110'leHue: O,11.OliPEHO 

Prepared by/ Checked by I Checked by (AQA) I 
Tio.D,roTOBJieHo: ~ ITpoaepeHo: Rama TTpoBep o (AOI<): 
Vishal Sharma (___Y Kant ~ Abhi he Chauha1 

Date/ Date I Date/ 
llarn: 29 .08.2026 )lam: 29 .08 .2026 llarn: 29.08 .2026 

Approved by: Quality Assurance/ Authorized 
person / O.D,o6peHo: O6ecne'-Iettue 
Ka'!ecrna/OTBeTCTBeuuoe JIHU0: 

Date I 
)J.a111: 

Reg istered Offi ce: 8-2-337, Road No. 3, Banjara Hill s, Hydera bad - 500034, Telanga na, 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 
CEPTH<l>HKATAHAJIII3A 

Viii. Kho!, Nalagarh Road, Baddi , 
Distt. So lan, H P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.dr reddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 20 g 
TipoJJ.y1n: Haib® AKTHBreJih (tt11Mecyn11.n) reJih .nm1 ttapy)lrnoro rrp11Mettett1rn, 1 %, 20 r 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V260596 

Batch Quantity/ 58293.000 units / 
Cepm1 .N'2 PaJMep cepuu 

: 
58293.000 e,UHHH'-l 

Analytical Report No. / 
: 040003543590 

Date of Analysis / 
: 29 .08.2026 

AHaJ1ttTH'ieCKHH OT'ieT .N'2 )].aTa aHaJJttJa 

Date of Manufacture / 
08/2026 

Date of Expiry / 
07/2028 

)1.aTa np0H3B0,UCTBa 
: 

roJJ,eH ,UO 
: 

Mfg. License No. / 
TipOH3B0JlCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pr-RU) 
JlH'-leHJHH .N'2 

Analysis performed according ND/ AttaJ1u1 npoBeJJ,en no H,a:: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MatceTbl nepBtt'iHOH ynaKOBKH yTsep,imenbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOptt'iHOH ynaKOBKH yYBep,imenhI: 25.10.2022 
PIL approved: / HMil yrnep,imeH: 25.10.2022 
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*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloirnJaTeJih MO,KeT OTCYTCTBOBaTh B cepTu«t,mrnTe auaJiuJa npouJBOJ1:HTeJIH. IlpouJBOJ1:HTeJih 
rapauTupyeT KaqecTBO npenapaTa no JTHM noKaJaTeJIHM. 

API name (INN)/ HauMenooauue A<l>C 
Nimesulide / HHMecyJIHA 

(MHID: 
API manufacturer batch number / 

NMS/126040367 
HoMep cepuu npouJBOJJ.HTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0JJ.UTeJIH FETA00353 
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/ 
IlpouJBO,IJ;HTeJih A<l>C, a,1J;pec u CTpaua: Aapm )];pare JJT~., Y1.1acToK N~ N-198, MIDC, Taparryp, Eo11cap, 

Tan. ITanrxap, )lHcTpHKT TxaHe 401506, MaxaparnTpa, HH.LI.H.ll 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., 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 

,ll;-p PeMH'c Jia6opaTOpHC JlT)];., Ilp0113BO~CTBeHHOe 
HauMeuoBauue, a,1J;pec, JIHQeHJHH AJIH 

no~pa3.uenem1e-6, Bmrna)].)K Kxonh, Hanarapx Poy~, EaMH, ConaH 
IlpoHJBOACTBCHHaH IlJIOnt:auKa / )lHCTpHKT, x.n. 173205, HH~H.ll (JI11ueH311.ll NQ MNB/05/263) 

Remarks : The Product confirms to ND/ 
TI HMe'faHHe: TT o,nyKT COOTBeTCTB eT T e6oBaHl1.llM H,[{ 

Conclusion : APPROVED I 
3aKJ1101.1euHe: O)1.OliPEHO 

Prepared by/ Checked by / Checke by (AQA) / 
TTo,nroTOBnetto: /l Tiposepe1-10: Rama Tipoeep HO (AOK): 
Vishal Sharma L/ Kant ~ Abbi h k Chauhan 

Date I Date/ Date I 
llaTa: 29 .08 .2026 )];aTa: 29.08.2026 )].aTa: 29.08 .2026 

Approved by: Quality Assurance/ Authorized 
person I OJJ.o6petto: O6ecrre1Jett11e 
KalJecrna/OrneTCTBeHHOe JIHUO: 

Date/ 
,ll;aTa: 'vb 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, ...._l~a =-­
Tel : +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIH3A 

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 %, 20 g 
Ilpoi.y1n: Hatb® AKnrnreJib (H11Mecym1n) reJib LlJI.ll ttapy)lrnoro np11MetteH11.ll, 1 %, 20 r 

Market / PblHOK : Russia/ Pocc11.H 

Batch No./ 
: V260596 

Batch Quantity/ 58293.000 units / 
Cepm1 .N'!! Pa3Mep cepuu : 58293.000 eAl1H11U 

Analytical Report No./ 
: 040003543590 

Date of Analysis/ 
: 29.08.2026 

AHaJlHTH'leCKHH OT'leT .N'2 )laTa aHaJ1u3a 
Date of Manufacture / 

: 08/2026 
Date of Expiry/ 

07/2028 
)laTa npOH3B0LlCTBa roi.eH AO 

: 

Mfg. License No. / 
IlpOH3B0ACTBeHHast : MNB/05/263 MA number: / HoMep PY : J1Il-}fa(001336)-(Pf-RU) 
JlHU.eH3HSI .N'2 
Analysis performed according ND/ AHaJJH3 nposeneu no H)l: JII1-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTsep)K)leHb1: 25.10.2022 
Artworks of secondary package approved:/ MaKeTbl BTopuquou ynaKOBKH yTnep1Ki.eub1: 25.10.2022 
PIL approved: / MMil yrnep)K)leH: 25.10.2022 
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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». 
3aKmoqeuue O COOTBCTCTBHH: «HacTOHID:HM H IIO)].TBep)l()].aIO, 'ITO rrpHBe)].eHHa» BbilUe HHq>OpMaI(mI HBJrneTCH 
)].OCTOBepHOH H TO':IHOH. 3m cepmr npO)].YKU:H:11 np0113Be)leHa (BKlllO':laH ynaKOBKY (MapKHpOBKy) 11 KOHTpOnb 
Ka':lecrna) Ha BbiilleYKa3aHHOM npOI13BO)lCTBeHHOM nnorn:a.uKe (nnorn:a,uKax) B nonHOM COOTBeTCTBHH C 
Tpe6oBaHHHMl1 IlpaB11n Ha,une)l(arn:eii np0113B0)lCTBeHHOM npaKTl1Kl1 EBpa311HCKOro 3KOHOMl1':leCKOro C0I03a (NQ 
GMP/EAEU/RU/02329-2025 OT 19 ceHrn6pH 2025 r.) 11 Tpe60BaH11HM11 KOHTponH Ka':lecrna JieKapcrneHHhIX 
cpe,ucTB, a TaK)l(e B C00TBeTCTBl111 co cneu:Hq>HKaU:11HMH, co.uep)l(arn:HMHCH B per11cTpaU:HOHH0M .ll;OCbe CTpaHbI­
HMIIOpTepa. 3an11c11 no npoH3BO)lCTBY, ynaKOBKe 11 aHan113y npoBepeHbI, 11 ycTaHOBneHO HX COOTBeTCTBl1e 
Tpe6oBaHl1HM IlpaB11n Ha,une)l(arn:ei1 npOI13BO)lCTBeHHOM npaKT11KH EBpa311HCKOro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ 
n uMe'lauue: IT onyKT coorneTcrnyeT e60BaHID1M HA 
Prepared by / Checked by/ Checked 
IloAroTOBJJeHo: ~ I1poBepetto: Rama 
Vishal Sharma {__Y Kant JJt 
Date/ Date/ Date/ 
llarn: 29.08.2026 Aarn: 29.08.2026 Aarn: 29.08.2026 

Conclusion : APPROVED I 
3aKJ110'leuue: O,ll.OliPEHO 
Approved by: Quality Assurance/ Authorized 
person I Oi.o6petto: O6ecneqem,1e 
Kaqecrna/OrneTCTBeHHOe JIHU0: 

Date I 
.[(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: L8519SAP1984PLC004507 
www.drreddys.com 




