
id 

Tel. +192166 56001 02 

Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

Vi ' l .  Khol, Nalagarh Road, Baddi, 
Distt Solan, H.P., 173  205, INDIA 

CERTIFICATE OF ANALYSIS 

CEPTMDHKAT AHA.JIM3A 

@9­ 
Dr.Reddy's ;° 

www.drreys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpOyKT: Hal3@ AKTHBTeJI (HHMeCyJJHII) TeIL JUI HapyKH0TO IIpHMCHeHIHA, 1 %, 50 T 

Market / PLI1OK : Russia / Pocc 

Batch No. /  
:  V250605 

Batch Quantity / 23373.000units / 

Cep Nh Pa3Mep cep 
: 

23373.000 e/1HHL 

Analytical Report No./ 
:  040003026072 

Date of Analysis / 
: 07.08.2025 

AHaITHeeKHi oTHer N [Iara aan13a 

Date of Manufacture / 
07/2025 

Date of Expiry/ 
06/2027 

JIaTa2 11po3B0I1CTBa 
: 

Io1eH Io 
: 

Mfg. License No . /  

IIpo3BOICTBeHHaH : MNB/05/263 MA number: / HoMep PY : II1-N2(001336)-(PF-RU) 

JIHUeH3HI No 

Analysis performed according ND / AHaH3 npoBee no HI: JII1-N(001336)-(PI-RU)-251022 

Page 1 of 6/Crp.  1  1  6 

No/  

N2  
Test / IIoxa3are./» Result / Pe3yJmraT Specification / HopMa 

1. Description / Oncane Homogeneous, transparent, pale­ 
yellow gel with characteristic odor/ 
OpHopoHI npO3paH reJIE 
6neIHO-KeTOrO uBeTa C 
XapaKTepHIM 3a1aX0M 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor/ 
OJ1H0po21HI IIpO3paHI ren1 OT 
6eCLIBTHOTO IIO 6IeIHO-KeITOTO LBeTa 
C XapaKTepHIM 3a11ax0M 

2. Identification / MJeTHbHKaIIHH 

a) HPLC / BKX Complies as prescribed 
COOTBeTCTByeT Tpe6OBaHMM 

I The retention time of the main peak in 
the chromatogram of test solution should 
correspond to the retention time of the 
mam peak in the chromatogram of 
nimesulide reference standard solution 
(section Assay) / BpeM yJIepKBaH 
OCHOBHOTO IIHKa Ha XpoMaTOTpaMMe 
HCIIITVeMOTO paCTBOpa IIODKHO 
COOTBeTCTBOBaT BDeMeHH 
yJICpKHBaHHI OCHOBHOTO IIMKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaHJIIapTHOTO 06pa3La HHMeCyJIM/Ia 
(pa3en1 «KOnHHeCTBeHHOe 
OIpeJIeJIeHHe») 

Remarks : The Product conforms to ND/ Conclusion : APPROVED I 

IIpnMeae: IIpOI1yKT COOTBeTCTByeT Tpe60BaHHM HJI 3ax.moeHe: OJIOBPEHO 

Prepared by / Checked by/ Approved by: Manage,�tive / 
IlonroroBneHo: Ramakant $ IlpoBepeo: Pardeep Kumar O106peHo: Mee[xep / PKoBoJHTeJIE 

4 
•  I  

.l 
Abhishek Chauhan / / 

- ( � 

Reprint Date / Reprint Date / Reprint Date / - I 

[Iara: 08.08.2025 Jlara: 08.08.2025 Jlara: 08.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, Ind ia 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email :  mai l@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Formulation Unit-6 
V i l l .  Khol ,  Nalagarh oad, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 
CERTIFICATE OF ANALYSIS 

CEPTMMKAT AHA.JIM3A 

@9­ 
Dr.Reddy's W:;° 

www.drreys.corn 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpOIIyKT: Haii3 AKTHBreIL (HHMeCyJIMI1) TeJI IUIH HapyKHOTO IpIMeHeHM, 1 %, 50 T 

Market / PIHOK : Russia / Pocc 

Batch No./  
:  V250605 

Batch Quantity / 23373.000units / 

Cep No Pa3Mep cep 
: 

23373.000 e1HHII 

Analytical Report No./  
:  040003026072 

Date of Analysis/ 
: 07.08.2025 

AHaIHTeCKHii oTeT No Jlara aan3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry I 
06/2027 

Jara mp03BocTBa Foe 210 
: 

Mfg. License No. / 

IIpow3BoncTBeHHa : MNB/05/263 MA number: /HoMep Py : JII1-N(001336)-(PF-RU) 

JHIIeH3H .No 

Analysis performed according ND / AHau3 npoBee no HI: JIII-N2(001336)-(PI-RU)-251022 

Page 2 of 6/Crp.  2  13 6 

N o /  
Test / IIoa3are.n15 Result / Pe3y.JraT Specification / HopMa 

.N2 

b) UV spectrophotometry /V­ Complies as prescribed I UV absorption spectrum of the test 
CIIeKTpOpOTO MeTpMH COOTBeTCTByeT Tpe6OBaHMM solution should have absorption 

maximum at 397±5 nm / Vb-cneKTp 
IIOTJIOLLIeHH HCIBIT yeMOTO pacTBopa 
JIODKeH HM€TE MaKCHMVM IIOTJIOLLI&HHH 
np 397±5 HM 

3. Weight of package contents/ 5 1  g / 5 1 r  According to Rus. Ph. / B coOTBeTCTBHH 
MacCa COIepHMoro c Tpe6OBaHHAMH TD Pb 

yIaKOBKH 

4. pH 3.24 2.5 t0 4 . 5 / O r  2,5 10 4,5 

5. Viscosity / B3K0CT 964 centipoise / 400 to 1,200 centipoise / 
964 carMnya3 Or 400 710 1200 carHn1ya3 

6. Impurities / IIpMec 

1. Impurity C I  Not detected / He o6apyxeHa Not more than 0.50 % / 
IlpMecs C He 6oee 0,50 % 

ii. Impurity D / Below LOD (LOD =0.02%)/ Not more than 0.50 % / 
IlpMec D Hwe npeena 06HapyeHM (IO He 60nee 0,50 % 

=0.02%) 

Remarks : The Product conforms to ND/ Conclusion : APPROVED I 
IIpMeae: IlpOIyKT COOTBeTCTByeT Tpe60BaHHAM HJI 3ax10eHe: OJIOBPEHO Prepared by / Checked by I Approved by: Manager/Exe/ IIo�rornRJietto: Ramaka� IIpoBepeo: Pardeep Kumar O.uo6petto: Mette,u)Kep / P OBOfl.1JJh 

<( Abhishek Chauhan 

- � Reprint Date I Reprint Date / Reprint Date / Jlara: 08.08.2025 Jlara: 08.08.2025 Jlara: 08.08.2025 

Registered Oifice: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN :  L85195AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's ;° 
CERTIFICATE OF ANALYSIS 

CEPTMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil. Khol, Nalagarh Road, Baddi, 

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

Te! :  +91 9£16£ 56001-02 

www.drreddys.com 

Product : Nise Activgel (nimesulide) gel for external use, 1 % ,  50 g 
IIpOyKT: Hal3 AKTHBTeIE (HMMeCyJIHII) TeI JUI HapyKH0TO IIpIHMeHeHHA, 1 %, 50 r 

Market / PLI HOK : Russia / Pocc 

Batch No./  
:  V250605 

Batch Quantity/ 23373.000units I 

Cep No Pa3Mep cep 
: 

23373.000 e11HMLI 

Analytical Report No./  
:  040003026072 

Date of Analysis / 
: 07.08.2025 

AHanTHHeCHii oTeT N Jara aHan3a 

Date of Manufacture / 
: 07/2025 

Date of Expiry/ 
06/2027 

Iara npo3socTBa TOI1eH 210 
: 

Mfg. License No. / 

I1po3BoIcTBeHHa : MNB/05/263 MA number: / HoMep PY : J11-N(001336)-(PF-RU) 

JHUeH3H No 

Analysis performed according ND / Aa3 npoBee no HJI: JIII-N(001336)-(PF-RU)-251022 

Page 3 of 6 /  Crp. 3 13 6 

N o l  
Test / IIoxa3are.n Result/ Pe3yITaT Specification / HopMa 

N2 

lll. Any other impurity / 0.03% Not more than 0.50 % / 
Jlo6a Jpyra npMec He 6onee 0,50 % 

iv. Total impurities/ 0 . 1% Not more than 1 .50 % /  
CyMMa npMecef He 6onee 1 ,50 % 

7. Microbial purity / Mpo6Ho1orHecKa HcTOTa 

i. Total Aerobic Microbial Count/ NA Not more than 100 CFU/g / 
O6LIee Hen1O a9pO6HIX MHKpO­ He 6onee 100 KOE/r 
OpraHH3MOB 

ii. Total Combined Yeast and NA Not more than 10 CFU/g I 

mould count / O6Lee Mc1o He 6onee 10 KOE/r 
JIpOKKeBIX M IIIeCHeBIX 
rp16OB 

iii. Pseudomonas aeruginosa NA Should absent in 1 g / 
OTCyTCTBHe B I r 

iv. Staphylococcus aureus NA Should absent in 1 g / 
OTcyTCTBe B l r 

8. Assay / KonecrBeoe onpepre.nee 

Remarks : The Product conforms to ND/ Conclusion: APPROVED/ 
IIpMeane: IlpoIyKT COOTBeTCTByeT Tpe60BaHM HJI 3ax.mnoeMe: OJIOBPEHO 
Prepared by / Checked by/  Approved by: Manage�/c; I IlonroToBneHo: Ramakant_ } IIpoBepeo: Pardeep Kumar Op1o6peHo: Mee[pep / 'yKOBoTeJ1 

@/ <4 
Abhishek Chauhan 

- � 
Reprint Date / Reprint Date / Reprint Date I 
Jlara: 08.08.2025 Jlara: 08.08.2025 Jlara: 08.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L851954P1984PLC004507 
www.drreddys.com 
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Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 

Vill .  Khol, Nalagarh Road, Baddi, 

Dist. Solan, H.P., 173 205, INDIA 
CERTIFICATE OF ANALYSIS 

CEPTHDHKAT AHA.JIM3A 

as 
Dr.eddy's ';° 

www. rreiys.corn 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpoyKT: Hali3@ AKTHBTeI (HIIMCCyJIMII) Te1E JUI HapyKH0T0 IpHMeHeHMA, I %, 50 T 

Market / PI!OK : Russia / PoccH 

Batch No . /  
:  V250605 

Batch Quantity I 23373.000units I 

Cep No Pa3Mep cep 
: 

23373.000 eJ1MI1MIL 

Analytical Report No./  
:  040003026072 

Date of Analysis / 
: 07.08.2025 

AHa1HTHecHii oTeT Ng JIaTa aHa/13a 

Date of Manufacture / 
: 07/2025 

Date of Expiry/ 
06/2027 

Iara np03Bo1cTBa Foe1 210 
: 

Mfg. License No. / 

I1po3Bon1cTBeH1a : MNB/05/263 MA number: / HoMep Py : J1I1-Na(001336)-(PF-RU) 

JMII€H3HI N? 

Analysis performed according ND / AHa13 npoBeIeH no HJI: II1-No(001336)-(PF-RU)-251022 

Page 4 of 6/Crp.  4 3 6  

No/  
Test / IIoa3are21 Result / Pe3yTar Specification / HopMa 

N 

Nimesulide / 10.04 mg/ 10.04 Mr 9.0 mg to 1 1 . 0  mg of CHnN»0,S 
HMecyJI (100.4 %) (nimesulide) (90.0% to 110.0% oflabel 

claim) in 1 g of gel I 

Or 9,0 Mr I0 1 1 , 0  Mr CH+N»0,S 
(HHMeCyWI1) (0T 90,0 % 110 1 10 ,0  % 0T 
HOMHHaTEHOTO COJIepKaHH») B I r re1 

9. Dimethyl sulfoxide / 102.7 % 90% t0 1 10% of C»HOS (dimethyl 
IMeTncy.1»pOKcp sulfoxide) of label claim / 

Or 90 % 10 1 1 0  %  CH,OS 
(IHMCTHIICyJILJOKCHI1) OT 
HOMHHaJIBHOTO CO[I€DKaHM 

10. Package / YnaKoBKa 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 
Each tube and a patient information leaflet in a carton. / Tio 50 r B Ty6y H3 

J1aMHHHDOBaHHOTO aJ1OMHHMI, CHa6KeHHyIO MeM6pao JU1 KOHTpOI 
IIepBOTO BCKpITH. Ka/yIO Ty6y BMeCTe C HHCTpyKLMe IO MeIIHLIMHCKOMy 
IIpHMeHeHHO IIOMIIIaIOT B IIaHKy KapTOHHVO. 

The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
IIoKa3aTe.I MoeT oTcyTCTBoBaT B cepTHpKaTe aHa13a 1Ip0H3BoTeJ1. IIpo3BO[HTe.JI 
TapaTHpyeT KaeCTBO IIpeIapaTa no THM II0Ka3aTe1IM. 

Approved by: Manager/Exy utive/ 
OJ06peHo: Mee;pep/ P 

Abhishek Chauhan 

Reprint Date / 
JlaTa: 08.08.2025 

Conclusion : APPROVED I 

3ax.moeuMe: OJI0PEHO 

z 

Reprint Date / 
Jlara: 08.08.2025 

<4 

Prepared by / Checked by / 
IloIroTOBeHO: Ramakant IIpoBepeo: Pardeep Kumar 

Remarks : The Product conforms to ND/ 

II M e a n e :  IIpOIyKT COOTBeTCTByeT Te6OBaHM HII 

Reprint Date / 
JlaTa: 08.08.2025 

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

C IN :  L851954P1934PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTHDMKAT AHA.JIH3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vil .  hol, Naiagarh Road, Baddi ,  

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

www.drreddys.com 

Page 5 of 6 /  CTp. 5 1w 6 

Product : Nise Activgel (nimesulide) gel for external use, 1 % ,  50 g 
IIpOyKT: Hai3@ AKTMBTeIE (HMMeCyJIHII) Te1E JLII HapyKHOTO IIpHMeHeHM, 1 %, 50 T 

Market / PLI Ho : Russia / Pocc 

Batch No./  
:  V250605 

Batch Quantity/ 23373.000units / 
Cep No Pa3Mep cep 

: 
23373.000 e1»H»LI 

Analytical Report No./  
:  040003026072 

Date of Analysis / 
: 07.08.2025 

AHaITHecKHi oTeT N [Iara aanu3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry/ 
06/2027 

Iara npo3oIIcTBa Foe I10 
: 

Mfg. License No . /  

IIpo3BocTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1I1-Na(001336)-(PT-RU) 
JIHLICH3H9 N 

Analysis performed according ND / AHa13 npoBeeH no HJI: JIHI-N(001336)-(PF-RU)-251022 

API name (INN) / HaMeoBae AC 
Nimesulide / HHMecynn 

(MHIH): 

API manufacturer batch number / 
NMS/125030251 

HoMep cep npow3Boren AC: 

FP Manufacturer API Batch number/ 
HoMep Cept cy6cTaHI FESA00226 
I DOI3BOIHTeJ19 II: 

API Manufactured by & country / Aarti Drugs Ltd., India/ 
IIpor3Bo1Te1 AC, crpaHa: Aapr Jlparc JIrn., HHp1 

Name, address, authorization No for 
FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, 
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) / 
HaMenoBae, appec oMep JI-p Pen1c la6opaTopMe JIT., HM, 

JIHIIeH3HH IIIOIIa[IKH, IlpOH3BOICTBeHHoe no1pa3/1e1eHHe-6, BM1JIaJUK Kxon1, 
ocyuuIecTBIoIIe Hanarapx PoyI1, Ba[II, Cona JIMeTpMT, X.II. 173205, 
IpO3BO[ICTBO/KOTpO.I HJ1I (JIHIe3HA N MNB/05/263) 
KaeCTBa/BBIIIyCR TI / 

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/00554-2022 dt. 02 September 2022) and requirements to the medicinal quality and with the 

Remarks : The Product conforms to ND/ Conclusion : APPROVED/ 
IIpMeae: IlpoJIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3a10eMe: OJIOPEHO 
Prepared by / Checked by/ Approved by: MMrag;Etive / IIoumroBneuo: Ramakan� IlposepeHo: Pardeep Kumar Ouo6peuo: MeueM<ep / y•o7HTeJOb 

<I 
Abhishek Chauhan 

t < 

Reprint Date / Reprint Date / Reprint Date / 
Iara: 08.08.2025 JlaTa: 08.08.2025 Iara: 08.08.2025 

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

CIN :  L851954P1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTHMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd 

Formulation Unit-6 

VII I .  Khol, Nalagarh Road, Baddi ,  

Distt. Solan, H.P., 173 205, IND IA 

Tel • +91 9£166 56001-02 
www.drreddys.com 

Product : Nise Activgel (nimesulide) gel for external use, 1 % ,  50 g 

IIpOyKT: Hal3@ AKTHBTeJI (HMMeCyIMII) TOTE III HapYKHOTO IIDHMCHeHH. 1 % ,  50 T 

Market/ PI!OK : Russia / Poccw 

Batch No./  
:  V250605 

Batch Quantity/ 23373.000units / 

Cep No Pa3Mep cep 
: 

23373.000 eIHHHLI 

Analytical Report No./  
:  040003026072 

Date of Analysis/ 
: 07.08.2025 

A H a I H T H e i  oTeT No [Iara aa13a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry/ 
06/2027 

[Iara npo3BO1cTBa Foe /10 
: 

Mfg. License No. / 
I1pow3BopIcTBeHHa : MNB/05/263 MA number: /HoMep Py : JI1-Ns(001336)-(PF-RU) 

JHIIeH3HI No 

Analysis performed according ND / AHan3 npoBeeH no H/I: JI-N(001336)-(PF-RU)-251022 

Page 6 of 6 /  Crp. 6 3 6 

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». 

3axmnoeHe o cooTBeTeTBHH: «HaCTOIIIM IIOJITBepKJIaIO, HTO IIpHBeJIeHHaI BBIIIIe HHbOpMaIIHI BJ1eTCH 
IIOCTOBepHO M TOHO. Ta Cep IpOIIyKIIHH IIpOH3Be€Ha (BKIOHa IIaKOBKy (MapKHpOBKy) M KOHTpOJI 
KaYecTBa) Ha BBIIIIeVKa3aHHO IIpOH3BOJICTBeHHO IIJIOIIIaJIKe (IJIOIIIaJIKaX) B IIOIHOM COOTBeTCTBHH C 
Tpe6OBaHMHMH IHpaBJI HaJUIOKaIIIe IIpOH3BOJICTBCHHOM IIpaKTMK EBpa3CKOTO KOHOMHHeCKOTO CO03a (N 

GMP/EAEU/RU/00554-2022 0T 02 ceT16p 2022) M Tpe6OBaHHIMH KOHTpOJ1 KaecTBa JIeKapCTBeHH5IX 
CpeJICTB, a TaKKe B COOTBeTCTBHH CO CIIeIIMpHKaIIHHMH, COJICDKaIIIMMHCH B peTHCTDaIMOHHOM JI0Ce CTpaHI­ 
HMIIOpTepa. 3aIC IIO IDOH3BOJICTBy, JIIaKOBKe H aHaIH3y IIpOBepHEI, H yVCTaHOBJIeHO HX COOTBeTCTBMe 
Tpe60BaHHM IHpaBJI HaJIIOKaIIIe IIpOH3BOJICTBeHHO IIpaKTHKH EBpa3MCKOTO KOHOMMHeCKOTO CO103a». 

Remanks : The Product conforms to ND/ Conclusion : APPROVED I 
IIpMeae: IIpOJIyKT COOTBeTCTByeT Tpe60BaHHAM HJI 3am1oeHe: OJIOBPEHO 
Prepared by I Checked by I Approved by: Manager/Executive / [loArornenetto: Rama� IHpoBepeo: Pardeep Kumar 0 Ao6petto: MetteA>Kep 1/ Pyeosrirr= 

1 
Abhishek Chauhan I 

Reprint Date / Reprint Date I Reprint Date I 
Jlara: 08.08.2025 JlaTa: 08.08.2025 Iara: 08.08.2025 

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: L851954P198PLC004507 
www.drreddys.com 


