
es 
Dr.Reddy's W;° 

CERTIFICATE OF ANALYSIS 
CEPTMMKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

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

Tel . + 9 1  08166 56001 02 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpOIyKT: Hali3 AKTHBTe1 (HHMeCyJJMII) Te JUI HapyKH0T0 IIpHMCHeHMA, 1 % ,  50 T 

Market / PIHO : Russia / Pocc 

Batch No./ 
:  V250602 

Batch Quantity/ 23110.000units / 

Cep No Pa3Mep cep 
: 

23110.000 eI1IHML 

Analytical Report No. / 
: 040003024242 

Date of Analysis / 
: 07.08.2025 

AHaITeeKii oTeT No Jara aa1w3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry/ 
06/2027 : 

[Iara npo3BoncTBa FoJeH I10 

Mfg. License No./  

IIp03BOIICTBeHHaH : MNB/05/263 MA number: / HoMep PY : JII1-N@(001336)-(PF-RU) 

JHLIeH3H No 

Analysis performed according ND / Aan3 npoBeIeH no HI: JI1-N(001336)-(PF-RU)-251022 

Page 1 of 6/Crp.  1  13 6 

N o /  
No  

Test / IIoKa3are/1 Result /PeyTaT Specification / HopMa 

1. 

2. 

Description / Onucauue 

Identification / Merbaum 

a) HPLC / BKX Complies as prescribed 
COOTBeTCTByeT Tpe60BaHHM 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor/ 
OpHOpoIHIi np03paH1 TeIE OT 
6eCLIBeTHOTO JI0 61e[HO-Ke1TOTO LBeTa 
C XapaKTepHBIM 3a1aX0M 

I The retention time of the main peak in 
the chromatogram oftest solution should court±pond to the ctcntion t i e  of tle 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay) / BpeM yJIepKBaH 
OCHOBHOTO IIHKa Ha XpOMaTOTpaMMe 
MCIITVeMOTO paCTBOpa JI0JDKHO 

Homogeneous, transparent, pale­ 
yellow gel with characteristic odor / 
O/Hop0IHI n1po3paHr ren1 
6eHo-KeTOrO uBeTa C 
XapaKTepHEIM 3a112X0M 

COOTBCTCTBOBaT BDeMHH 
yIIepKHBaHHH OCHOBHOTO IIMKa Ha 
XpoMaTorpaMMe pacTBopa 
CTaHIapTHOrO 06pa3La HHMeCyJ1IHI1a 
(pa3en1 «KOnHHeCTBeHHOe 
OnpeneIeHHe») 

Remarks : The Product conforms to ND/ Conclusion : APPROVED / 
IIpeae: IHpOIyKT COOTBeTCTByeT Tpe60BaHHM HJI 3ax.moeme: OIOBPEHO 

Prepared by / 

' 
Checked by/ Approved by: Manager/Executive / 

IloJroTOBIeHO: Pravesh Rana IlpoBepeo: Pardeep Kumar Op106peHo: Mee[pep / PyKOBOIMTeJ1 

<I 
Arkoma -_ 

Reprint Date / Reprint Date / Reprint Date / 
. 

IlaTa: 07.08.2025 JlaTa: 07.08.2025 JlaTa: 07.08.2025 

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, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



Dr.Reys @0% 
CERTIFICATE OF ANALYSIS 

CEPTMHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

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

Te l .  +91 9816G 56001 02 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 % ,  50 g 
IIpOyKT: Hai13@ AKTHBTeI (HMMCCyJJMID) TeI JUI HaDyKHOTO IIpHMCHCHMA, 1 %, 5 0 T  

Market / PLIHOK : Russia / Pocc 

Batch No./  
:  V250602 

Batch Quantity I 23110.000units / 
Cep N? Pa3Mep cep 

: 
23110.000 eI1MHHI 

Analytical Report No. / 
: 040003024242 

Date of Analysis/ 
: 07.08.2025 

AHa1TMHeeKi 0TeT .N Jara ana/13a 

Date of Manufacture / 
: 07/2025 

Date of Expiry / 
06/2027 

JaTa npo3B0ICTBa Tope I0 
: 

Mfg. License No. / 
IIpo3BocTBeHHa : MNB/05/263 MA number: / HoMep Py : JI1-N(001336)-(PF-RU) 
nHueH3H N 

Analysis performed according ND / AHan13 npoBeeH nO HJI: JI1-No(001336)-(PF-RU)-251022 

Page 2 of 6 /Crp.  2  13 6 

No/  
Test / IIoca3are.J1 Result / Pe3y/1TaT Specification / HopMa 

N? 

b) UV spectrophotometry/ Y<l>- Complies as prescribed I UV absorption spectrum of the test 
CIIeKTpO]OTO MeTpH COOTBeTCTByeT Tpe60BaHIM solution should have absorption 

maximum at 397±5 nm / Vb-cneKTp 
IIOTJIOIIIeHH HCIIITyeMOTO pacTBopa 
JIODK€H MMeT MaKCHMyM IIOFJIOLIeHMH 
np 397±5 HM 

3. Weight of package contents / 5 1  g / 5 1  r  According to Rus. Ph. / B co0TBCTCTBMH 
Macca CO[ep1Moro c TpeoBaHM Tb Pd 
VIIaROBKH 

4. pH 3 .20 2.5 10 4 . 5 / 01 2,5 110 4,5 

5. Viscosity / B3KO€TL 943.7 centipoise / 400 to 1,200 centipoise / 
943.7 CaTHI1ya3 Or 400 710 1200 caTHI1ya3 

6. Impurities / IIpMecn 

i. Impurity C I  Not detected / He o6HapyxeHa Not more than 0.50 % / 
IlpMec C He 6onee 0,50 % 

11. ImpurityD / Below LOD (LOD =0.02 %) / Not more than 0.50 % / 
IIpMec D Hwe npeena 6HapyKeHH (TIO He 6onee 0,50 % 

=0.02%) 

Remarks : The Product conforms to ND/ Conclusion : APPROVED / 
IIpMeame: IIpOJIyKT COOTBeTCTByeT Tpe60BaHMAM HJI 3a.noee: OIOBPEHO 
Prepared by I 

I 
Checked by/ Approved by: Manager/Executive / 

HOITOTOBJIeHO: Pravesh Rana IlpoBepeo: Pardeep Kumar Op06peHO: Mee[pKep / PyKOBOIIMTeJ1 

el 
Amit Kumar 

' Reprint Date / Reprint Date I Reprint Date / 
I 

Iara: 07.08.2025 Jlara: 07.08.2025 Jlara: 07.08.2025 

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 :  L85195AP1984PLC004507 
www.drreddys.com 



@es 
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CERTIFICATE OF ANALYSIS 
CEPTMOHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil l .  Khol, Nalagarh Road, Baddi, 

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

Tel : +91 93166 56001-0 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpOyKT: Hai3@ AKTHBTOI (HMMeCVIHI1) Ten1E JUI HapyKHOTO IIpMMCHeHHA, 1 % ,  50 T 

Market / PI1OK : Russia / PoccH 

Batch No . /  
:  V250602 

Batch Quantity/ 23110.000units / 
Ceps No Pa3Mep cep 

: 
23110.000 eLIHMLI 

Analytical Report No./  
:  040003024242 

Date of Analysis / 
: 07.08.2025 

AHaHTecKi oTeT Ng Iara aHa13a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry/ 
06/2027 

JIaTa 11po3BO21£TBa Foe 210 
: 

Mfg. License No. / 
I1po3BopIcTBeHHaH : MNB/05/263 MA number: / HoMep Py : J1I1-N2(001336)-(PF-RU) 

JuIH3HI Ng 

Analysis performed according ND / Aa1M3 poBeIeH IO HII: JIII-N(001336)-(PF-RU)-251022 

Page 3 of 6 /  CTp. 3 3 6 

No/  
Test / IIoKa3are.JI, Result / Pe3yJITaT Specification / HopMa 

N? 
. . .  

Any other impurity / 0.03% Not more than 0.50 % / 111. 

Jo6a Ipyra npMecs He 6on1ee 0,50 % 

iv. Total impurities/ 0. 1% Not more than 1.50 % / 

CyMMa npHMece He 6onee 1 ,50 % 

7. Microbial purity / MHKpo6Io0rHeeKa CT0Ta 

l. Total Aerobic Microbial Count/ NA Not more than 100 CFU/g / 
O61Lee MCnIO a9pO6HIX MHKpO­ He 6onee 100 KOE/r 
OpraHH3MOB 

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

mould count / O6Lee Men1o He 6onee 10 KOE/r 
IIpOKKeBBIX H IIJICCHeBBIX 
rp6OB 

. . .  

Pseudomonas aeruginosa NA Should absent in 1 g I 111. 

OTCyTCTBHeB I r 

iv. Staphylococcus aureus NA Should absent in 1 g I 
OTcyTCTBMe B I r 

8. Assay / KonecrBenoe onpee.eHe 

Remarks : The Product conforms to ND/ Conclusion : APPROVED / 
IIpeae: IIpOIyKT COOTBeTCTByCT Tpe6OBaHMM H]I 3ax.10ee: OIOBPEHO 

Prepared by / 

¢ 
Checked by/ Approved by: Manager/Executive / 

IloJIrOTOBIeHO: Pravesh Rana IlpoBepeo: Pardeep Kumar Op1o6peHo: Mee[pep / PyKOBOIIMTeJI 

l. Amit Kumar A ,,I 

.­ Reprint Date / Reprint Date / Reprint Date / V 

Jlara: 07.08.2025 JlaTa: 07.08.2025 Jlara: 07.08.2025 

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, Email :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



s 

Dr.Reddy's KW;° 
CERTIFICATE OF ANALYSIS 

CEPTMMKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil l .  Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, I NDIA 

Tel. +91 981665001 02 

www.drreddy5.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IpO1yr: Hai3@ AKTHBTeJI (HMMeCVJIHII) TOI JUI HaDyKH0TO IpMMeHeHHA, I %, 50 T 

Market / PIHOK : Russia / Pocc 

Batch No./  
:  V250602 

Batch Quantity/ 23110.000units / 

Ceps No Pa3Mep Cep 
: 

23110.000 eJMHMI 

Analytical Report No. / 
: 040003024242 

Date of Analysis / 
: 07.08.2025 

AHa1HTHeCKif oTeT N JIaTa aHa/13a 

Date of Manufacture / 
: 07/2025 

Date of Expiry/ 
06/2027 

JIaTa 1po3BO1CTBa To1eH J0 
: 

Mfg. License No. / 

IIpo3BOICTBeHHaH : MNB/05/263 MA number: / HoMep Py : JI1-N(001336)-(PF-RU) 

JMIIeH3H Ng 

Analysis performed according ND / AHan1I3 IpOBeIeH IO HJI: III-N(001336)-(PF-RU)-251022 

Page 4 of 6 /  Crp. 4 13 6 

No/  
Test / Hoa3aren1» Result / Pe3y.JTaT Specification / HopMa 

N? 

Nimesulide I 10 .01 mg/ 10 .01  Mr 9.0 mg to 1 1 . 0  mg of CH,NO5S 
HMecyJI (100.1 %) (nimesulide) (90.0% to 110.0% oflabel 

claim) in 1 g of gel I 

Or 9,0 Mr Io 1 1 , 0  Mr CHNO,S 
(HMMecyJ1HI1) (0T 90,0 % 210 1 10 ,0  % 0T 
HOMHHaIHOTO CO[I€pKaHM) B I r re1H 

9. Dimethyl sulfoxide / 102.5 % 90% to 1 10% of CH,OS (dimethyl 
JI[MeTny.1» doc/ sulfoxide) of label claim / 

Or 90 % 110 1 1 0  %  CH«OS 
(IHMeTHICyJIBpOKCHI1) OT 
HOMHHaJIHOTO COJICDKaHHH 

10. Package / YnaxoBKa 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 
Each tube and a patient information leaflet in a carton. / Ilo 50 T B Ty6y 3 
J1aMHHHDOBaHHOTO a1OMHH, CHa6KeHHVO MeM6paHoi JU1 KOHTpOJ1 
IIepBOTO BCKpITM. KaKIIyO Ty6y BMeCTe C HHCTDpYKLI IIO MeIIHLIMHCKOMy 
IIpHMeHeHHO IIOMeIIIaOT B IIaHKy KapTOHHyO. 

The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
IIoKa3are.1 MOeT oTyTeTBoBaT B cepTpKaTe aHaIM3a npoH3BoITe.1. IIpOH3BopTen1 
TapaHTHpyeT KaeCTBO IIpeIIapaTa IIO THM IIOKa32Te1IM. 

' Remarks : The Product conforms to ND/ Conclusion : APPROVED / 
IIpMeare: IHpOyKT COOTBeTCTByeT Tpe6OB2HMM HJI 3am1oeMe: OJIOBPEHO 

Prepared by I Checked by/ Approved by: Manager/Executive I 

IloproToBeHO: Pravesh Rana ✓( IHpoepeHo: Pardeep Kumar Op06peHo: MeHe[pep / PyKOBOIIMTeJI 

< N 
Amit Kumar 

-. 7 

Reprint Date I Reprint Date I Reprint Date I V 

IlaTa: 07.08.2025 Jlara: 07.08.2025 Jlara: 07.08.2025 

Registered Ofiice: 8-2-337, Road No. 3, Banjara Hi l 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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CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 
Vi l l .  Khol ,  Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, IND iA 
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Product: Nise Activgel (nimesulide) gel for external use, 1 % ,  50 g 
IIpOJ1yKT: Haii3 AKTHBTeI (HHMeCVJIMII) TeJI JUI HapyKHOTO IpHMeHeHH, I %, 50 r 

Market / PIHOK : Russia / PoccH 

Batch No. /  
:  V250602 

Batch Quantity/ 23110.000units / 

Cepu No Pa3Mep Cep 
: 

23110.000 en1MHHLL 

Analytical Report No. I 
: 040003024242 

Date of Analysis / 
: 07.08.2025 

AHa1MTMeCKii oTeT N Iara anan3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry/ 
06/2027 

JlaTa npo3BO/cTBa Toe 210 
: 

Mfg. License No./  

I1po3BOICTBeHHaH : MNB/05/263 MA number: / HoMep Py : JI1-N(001336)-(PF-RU) 

JHLICH3H No 

Analysis performed according ND / AHa1I3 IpOBeIeH nIO HI: JIII-No(001336)-(PF-RU)-251022 

Page 5 of 6/Crp.  5  3  6 

API name (INN) / HaMeoBaHe AC 
Nimesulide / HMecyJI 

(MHH): 

API manufacturer batch number/ 
NMS/125040339 

HoMep CepH 1po3BoIHTeJ1H AC: 

FP Manufacturer API Batch number / 
HoMep cepr cy6crau FESA00227 
IIDo3BoIHTe.JI II: 

API Manufactured by & country / Aarti Drugs Ltd., India / 
IIpon3Boprre.I, AC, cTpaHa: AapT JIparc IT., HHJ1» 

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) / 

HaHMeHOBame, a1pec I HoMep JI-p Pe/u1'c Jla60paropc JIrJ., H/Ha, 
JIIIOH3HH IIJIOIII2JIKH, HpOM3BOICTBeHHOe IOJIpa3I1e1eHe-6, BMIJIaJDK KXO16, 

ocyIuecTBIoIef Haarapx Poyn, Ba1I, Con1a JIMTpHKT, X.I1. 173205, 
IIpO3BO[ICTBO/KOHTpO.IE HJ1 (IHIeH3HA N MNB/05/263) 
Ka eCTBa/BIIIyCK II / 

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 

Renarks: The Product conforms to ND/ Conclusion : APPROVED I 
IIpMeame: IIpOIyKT COOTBeTCTByeT TDe6OBaHMM HJI 3aoeHe: OIOBPEHO 

Prepared by / 

/ 
Checked by/ Approved by: Manager/Executive / 

IloITOTOBeHO: Pravesh Rana IlpoBepeHo: Pardeep Kumar Op106peHo: Mee[pep / PyKOBOIIHTeJ1 

.4 
Amit Kumar 

'" -.­ 
Reprint Date / Reprint Date / Reprint Date / ' 
JlaTa: 07.08.2025 Jlara: 07.08.2025 Jlara: 07.08.2025 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 

CEPTMKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol, Na lagarh Road, Baddi, 

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

T e l .  +9198166  56001 02 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpOyKT: Hai13@ AKTHBTeI (HHMeCyJIMII) TeIE IUJIH HapyKH0TO IIpHMeHCHM, 1 %, 50 r 

Market / PIHOK : Russia / Poccw 

Batch No . /  
:  V250602 

Batch Quantity/ 23110.000units / 

Ceps No Pa3Mep cep 
: 

23110.000 e1HMLI 

Analytical Report No./  
:  040003024242 

Date of Analysis/ 
: 07.08.2025 

AHan1TMeeKi oTeT N JIaTa aHa13a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry / 
06/2027 

JIaTa 1po3BOIcTBa Foe 210 
: 

Mfg. License No. / 

I1po3BOICTBeHHa : MNB/05/263 MA number: / HoMep PY : JI1-N(001336)-(PF-RU) 

JMUeH3H N 

Analysis performed according ND / AHa13 npoBeIeH nO HJI: JIII-N(001336)-(PF-RU)-251022 

Page 6 of 6/Crp.  6  13 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». 

3aKJIOHeHHe O COOTBOTCTBHH: «HaCTOIIMM I IOJITBepKIaO, HTO IIpHBeJIeHHa BIIIIe HOpMaIIHI BJ1HeTC 
IOCTOBepHO M TOHHO. Ta CepI IpOJIyKIIHH IIpOH3BeIeHa (BKIOHa yIaKOBKy (MapKpOBKy) H KOHTpOJI 
KaeCTBa) Ha BIIIIeVKa3aHHO IIpOH3BOICTBeHHO IIJIOIIIaJIKe (IIJIOIIIaJIKaX) B IIOJIHOM COOTBeTCTBMM C 
Tpe6OBaHHIM IHpaBI HaJIIOKaIIIe IIpOH3BOZICTBeHHO IIpaKTHKM EBpa3CKOTO 9KOHOMHHeCKOTO CO03a (N 

GMP/EAEU/RU/00554-2022 0T 02 ceTA6p 2022) H Tpe6OBaHHHMM KOHTpOJ1 KaHeCTBa JIeKapCTBeHH6Ix 
CpeJICTB, a TaKKe B COOTBeTCTBHM CO CIICIIH]HKaUHIMH, COJICpKaILIMMHCH B DeTHCTDaIIHOHHOM IIOCe CTpaHBI­ 
HMIIOpTepa. 3aIHCH IIO IIpOH3BOJICTBy, VIIaKOBKe H aHaJIH3y IIpOBepHI, H yCTaHOBJIOHO X COOTBeTCTBHe 
Tpe6OBaHHHM IHpaBJI HaJUIOKaIIIe IIpOH3BOJICTBeHHOf IIpaKTHKH EBpa3CKOTO KOHOMHHeCKOTO CO03a». 

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

IIpweae: IIpOJyKT COOTBeTCTByeT Tpe6OBaHHAM HJI 3axnoeHe: O]IOPEHO 

Prepared by / 

' 
Checked by/ Approved by: Manager/Executive / 

IloJrOTOBeHo: Pravesh Rana Ilpoepeno: Pardeep Kumar Op06peHo: MeneIpxep / PyKOBOIMTeI 

4 
Amit Kumar A 

- 

­ 
.___..r 

­ 

Reprint Date / Reprint Date I Reprint Date I V 

Jlara: 07.08.2025 Jlara: 07.08.2025 Jlara: 07.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hi l 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 


