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Dr.Reddy's YW;° 

CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vil .  Khol, Nalagarh oad, Baddi, 

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

Te l :  +91 9£166 56001-02 

www.drrecidys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpOyKr: Hai3@ AKTHBTeII (HHMeCyJIHI) TeIIB JUI HapyKH0TO IIpHMeHeHM, I %, 50 T 

Market / PI!OK : Russia / Poccw 

Batch No./ 
: V250606 

Batch Quantity/ 23412.000units / 

Cep N Pa3Mep eep 
: 

23412.000 eI1MHMLI 

Analytical Report No. / 
: 040003026479 

Date of Analysis/ 
: 07.08.2025 

AHaITHeeHii oTeT N? Jara aHanu3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry/ 
06/2027 

Iara 1po3BO1CTBa FoIe 210 
: 

Mfg. License No. / 

IIpo3BopIcTBeHHa : MNB/05/263 MA number: / HoMep Py : JI1-N(001336)-(PF-RU) 

JMLIH3H Ng 

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

Page 1 of 6/Crp. 1 6 

No/  

No  

1.  

2. 

Test / IIoKa3are.JI 

Description /Oncae 

Identification / HeHTMdKaIIH 

Result / Pe3yJITaT 

Homogeneous, transparent, pale­ 
yellow gel with characteristic odor/ 
OHOpO[IHI po3paH re1 
6eJIHO-KeITOTO LIBeTa C 
XapaKTepHIM 3a11aXOM 

Specification / HopMa 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor/ 
OpHopo/HI n1po3paH re16 OT 
6eCUBeTHOTO J10 61eIHO-KeTTOrO LIBeTa 
C XapaKTepHBIM 3a11aX0M 

a) HPLC/ BKX Complies as prescribed 
COOTBeTCTByeT Tpe6OB2HMM 

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 yIIepKBaHM 
OCHOBHOTO IIMKa Ha XpOMaTOrpaMMe 
HCIITyeMOTO paCTBOpa JIODKHO 
COOTBCTCTBODTI npeMe 
YIICDKHBaHMH OCHOBHorO IIKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaHIapTHOO 06pa3L1a HHMeCyJIHIIa 
(pa3pen «KonHeCTBeHHOe 
OIpeIIeJIeHHe») 

Remarks :The Product conforms to ND/ Conclusion : APPROVED I 
IIpeante: IIpOIyKT COOTBeTCTByeT Tpe6OBaHM HJI 3ax1oee: OIOBPEHO 
Prepared by / Checked by I Approved by: Manager/Executive/ 
IloJIrOTOBIeHO: Pravesh Rana 

f 
IlpoepeHo: Pardeep Kumar Op1o6peo: Mee[pep / PyKOBOJIHTe1 

el 
Amit Kumar 

.-' 
Reprint Date I Reprint Date / Reprint Date I ' 
JIara: 07.08.2025 Jlara: 07.08.2025 IlaTa: 07.08.2025 

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

CIN: L851954P1984PLC004507 
www.drreddys.com 
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CEPTHKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vi l t .  hol, Nalagarh oad, Baddi ,  

Distt. So lan ,  H.P. ,  172 205, IND IA 

Tel . + 9 1 9 £ 1 6  5600-02 

www.drredys.com 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpoIyKr: Hal3@ AKTMBTeIE (HHMeCyJIHII) TOI III HapyKHOTO IpHMeHeHM, 1 % ,  50 T 

Market / PLI!ox : Russia / Pocc 

Batch No./  
:  V250606 

Batch Quantity/ 23412.000units / 

Cep No PaMep cep 
: 

23412.000 eJHHHLI 

Analytical Report No./ 
:  0400030264 79 

Date of Analysis/ 
: 07.08.2025 

AHaJIHTHeCHi oTeT N Jara aan13a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry/ 
06/2027 

JIaTa 1po3B oIcTBa FoIeH I0 
: 

Mfg. License No. / 

IIpo3BOcTBeHHa : MNB/05/263 MA number: / HoMep PY : JII1-N(001336)-(PF-RU) 

JIHLIeH3HI Ng 

Analysis performed according ND / AHa3 npOBeIIeH no HJI: III-N(001336)-(PF-RU)-251022 

Page 2 of 6 /Crp .  2  13 6 

No/  
Test / IIoKa3are.JI Result / Pe3yraT Specification / HopMa 

Nb 

b) UV spectrophotometry /V­ Complies as prescribed I UV absorption spectrum of the test 
CIIeKTpO]OTO MeTpHH COOTBeTCTByeT Tpe60BaHMIM solution should have absorption 

maximum at 397±5 nm I Vb-cneKTp 
II0TJI0ILIeHH HCIIITVeM0TO pacTBopa 
JI0IKH HMeT MaKCHMVM IIOFJI0LLICHM 
np 397±5 1HM 

3. Weight of package contents/ 51 g / 5 1  r  According to Rus. Ph. / B cooTBeTCTBHH 

Macca COIepMoro e Tpe6oBaHHAM T P 

yIaKOBKH 

4. pH 3 . 12  2.5 t0 4 . 5 /Or  2,5 110 4,5 

5. Viscosity /B3KOCT 946.8 centipoise / 400 to 1,200 centipoise / 
946.8 caTHI1ya3 Or 400 710 1200 caTHI1ya3 

6. Impurities / IIpMecn 

1. Impurity C / Not detected / He o6HapyxeHa Not more than 0.50 % / 
IIpMecs C He 6onee 0,50 % 

ii. Impurity D / Below LOD (LOD =0.02 %) / Not more than 0.50 % / 
IHpMecs D Hwe npenena 06apyKeHM (TIO He 6on1ee 0,50 % 

=0.02%) 

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

IIpMeame: IIpOIyKT C0OTBeTCTByeT Tpe60BaHMM HJI 3ax.noeHe: OJIOEPEHO 

Prepared by / 

1 
Checked by/ Approved by: Manager/Executive / 

loJrOTOBIeHO: Pravesh Rana IIpoBepeno: Pardeep Kumar Op1o6peHo: Mee/pKep / PyKOBOJ1Te1 

<l 
Amit Kumar 

' Reprint Date / Reprint Date / Reprint Date / 
� 

[Iara: 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, Email:  mail@drreddys.com 

CIN:  L85195AP1984PLC004507 

www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTMDMKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 
Vi ' l .  Kho! ,  Nalagarh Road, Baddi, 
Distt. Solan,  H.P., 173 205, INDIA 

www.drreddys.corn 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpOyRT: Ha3 AKTMBTOI (HMMeCVJIMII) TeI6 JUI HapyKH0TO IpHMCHeHM, 1 %, 5 0 T  

Market / PLI1oK : Russia / Pocc 

Batch No./ 
: V250606 

Batch Quantity/ 23412.000units / 

Cep No Pa3Mep cep 
: 

23412.000 e1MHMLI 

Analytical Report No. / 
: 040003026479 

Date of Analysis / 
: 07.08.2025 

AHaHTHHecHii oTer No Jara aan3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry/ 
06/2027 

JIaTa np0H3OICTBa Fop1en Io 
: 

Mfg. License No. / 

IIpo3Bop1cTBeHHaH : MNB/05/263 MA number: /HoMep PY : JI1-N(001336)-(PF-RU) 

JHUH3H Ng 

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

Page 3 of 6 /  Crp. 3 13 6 

No/  
Test / IIoxa3are.n Result / Pe3yJITaT Specification / HopMa .Ni 

. . .  

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

JIo6an Jpyr a IpMec He 6oee 0,50 % 

1V. Total impurities/ 0.1% Not more than 1 .50 % I 

CyMMa npMecei He 6onee 1 ,50 % 

7. Microbial purity / MHKpo6Ho.IorHeCKa HCTOTa 

I. Total Aerobic Microbial Count/ NA Not more than 100 CFU/g / 
O6LIIee HCIO apO6HIX MHKpO­ He 60nee 100 KOE/r 
OpraHH3MOB 

I1. Total Combined Yeast and NA Not more than 10 CFU/g I 

mould count / O6Lee Men1o He 6onee 10 KOE/r 
JIpOKKeBIX M IIJIeCHCB5IX 
rpM6OB 

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

1V. Staphylococcus aureus NA Should absent in 1 g / 
OTCyTCTBHe B I r 

8. Assay / KonecrBemoe onpepe.nee 

Remarks :The Product conforms to ND/ Conclusion : APPROVED I 
IIpMeame: IHpOIyKT COOTBeTCTByeT Tpe6OBaHMAM HJI 3am1oenHe: OJIOBPEHO 

Prepared by I 

' 
Checked by I Approved by: Manager/Executive I 

IloJroTOBeHO: Pravesh Rana IIpoBepeo: Pardeep Kumar 1o6peo: MenexP / PYosorrea» 
<4. 

Amit Kumar f � - 
4 

Reprint Date / Reprint Date / Reprint Date / 
Jlara: 07.08.2025 Jlara: 07.08.2025 Jlara: 07.08.2025 

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 
CEPTHDHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 

Vil .  Khol, ivalagarh oad, Baddi,  
Distt. Solan, H P ,  173 205, INDIA 

i e i :  +91 9&166 5600l-02 

www.drredys.corn 

Product : Nise Activgel (nimesulide) gel for external use, 1 % ,  50 g 
IpOyKT: Hai3@ AKTHBTeIE (HMM&CyJIMII) Ten IUIH HapyKH0TO IpHMeHeHH, I % ,  50 T 

Market / PLIHoK : Russia / Pocc 

Batch No./  
:  V250606 

Batch Quantity I 23412.000units / 

Cep No Pawep cep 
: 

23412.000 e1IHMLI 

Analytical Report No./ 
:  040003026479 

Date of Analysis/ 
: 07.08.2025 

AHa1THeCK OTeT No Iara aan3a 

Date of Manufacture / 
: 07/2025 

Date of Expiry/ 
06/2027 

laTa 1po3Bo/cTBa Foe 10 
: 

Mfg. License No. / 

IIpo3BoncTBeHHaH : MNB/05/263 MA number: / HoMep Py : JI1-N(001336)-(PF-RU) 

JMLIeH3H N 

Analysis performed according ND / A1Ha/1I3 IpOeIeH 1IO HI: III-N2(001336)-(PF-RU)-251022 

Page 4 of 6 /  Crp. 4 13 6 

N o /  
Test / IIoKa3are1 Result / Pe3yJTaT Specification / HopMa 

Nh 

Nimesulide / 10.02 mg/ 10 . 02  Mr 9 .0mg to 1 1 . 0  mg of CH+NO,S 
HMMecyJI,pt (100.2 %) (nimesulide) (90.0% to 110.0% of label 

claim) in 1 g of gel I 

Or 9,0 Mr J10 1 1 ,0  Mr CH0NO,S 
(HHMeCyJIM1) (0r 90,0 % 110 110,0 % 0T 
HOMHHaJIHOTO COJICpKaHH») B I r re1H 

9. Dimethyl sulfoxide / 102.6 % 90% to 1 10% of CH«OS (dimethyl 
JIMeTH.Dey.J1 bOct sulfoxide) of label claim / 

Or 90 % 210 1 1 0  %  CH,OS 
(IMeTIICyJI]OKCHI1) OT 
HOMHHaJIBHOTO COJI€pKaHH 

10. Package / YnaKoBxa 50 g i n  a  laminated aluminum tube equipped with tamper-evident membrane. 
Each tube and a patient information leaflet in a carton. / flo 50 r B Ty6y H3 
JaMHIHHDOBaIII1OTO QJIOMHHH1, CH6KeHHyO MeM6paHo JU1 KOHTpO1 
IIepBOTO BCKpITM. Ka&Iyo Ty6y BMeCTe C HHCTpyKLIHe IO MeJIHLIHHCKOMy 
IIpHMeHeHHO IIOMIIIaOT 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. 
IIoKa3aTe1 MOeT oTcyTCTBOBaT B cepTHbHKaTe aHaIH3a npoH3BoIHTeIH. IIpo3BoITe.JI, 
raparpyeT KaecTBO IIpeIapaTa nO 3THM IIOKa3aT€IHM. 

Remarks : The Product conforms to ND/ Conclusion : APPROVED/ 
IIpMeae: IIpOJIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax.moene: OIOBPEHO 

Prepared by / 

' 
Checked by/ Approved by: Manager/Executive/ 

IlorOTOBIeHO: Pravesh Rana IlpoBepeHo: Pardeep Kumar Op106peHo: Mee[pep / PyKOBOITeJI 

.t 
Amit Kumar 

h. 
Reprint Date / Reprint Date I Reprint Date / • 

Jlara: 07.08.2025 JlaTa: 07.08.2025 JlaTa: 07.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, Indis 
Tel. +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  mai l@drreddys.com 

C IN:  L851954P1934PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTMDMKAT AHA.JIM3A 

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

Vi l l .  Khol, Naiagarh Road, Baddi ,  
Di3it. Solan, H.P.,  173 205, INDIA 

t e l :  +L & 1 6 6  5 ~ ~ ~ i - 2  

www.drredys.corn 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IlpOyKT: Ha3@ AKTMBTeI (HHMeCyJIMII) TeI III HapyKHOO IpHMeHeHH, I %, 50 r 

Market / PI WOK : Russia / Pocc 

Batch No./  
:  V250606 

Batch Quantity/ 23412.000units / 

CepH No PaMep cep 
: 

23412.000 e11HHLI 

Analytical Report No./  
:  040003026479 

Date of Analysis/ 
: 07.08.2025 

AHaITeCHi oTeT N Jlara aHa13a 

Date of Manufacture / 
: 07/2025 

Date of Expiry/ 
06/2027 

[Iara 1po3Bo1cTBa FoIeH I0 
: 

Mfg. License No./  

IIpo3BopcTBeHHaH : MNB/05/263 MA number: / HoMep PY : JII1-No(001336)-(PF-RU) 

nueH3H N? 

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

Page 5 of 6/Crp.  5  6 

API name (INN) / HauMenosame AdC 
Nimesulide / HMecynp 

(MHH): 

API manufacturer batch number / 
NMS/125030251 

HOMep Cep npO3BOITe1 AC: 

FP Manufacturer API Batch number / 
HoMep CepH CyCTaI FESA00226 
1po1r3Bo1Te.J1 II: 

API Manufactured by & country / Aarti Drugs Ltd., India / 
Ipon3BoTeJ1 AC, cTpaHa: Aapr Iparc IT., Hp 

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)/ 

Harenosame, aIpec HoMep JI-p Peru1'c Jla6opaTOpMc JIT., Hu1, 

JIHIIeH3HH IIJIOIIIaJIKH, IlpOH3BOICTBeHHoe n01pa3I1e1eHe-6, BHaJDK Kxon1, 
ocymIecTB.HouIei Hanarapx Poy, Ba1, Cona /IcTpHKT, X.II. 173205, 
IIpOH3BO]ICTBO/KOHTp0JI HJ1» (JIMIte3M No MNB/05/263) 
KaeCTBa/BIIyCK 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 

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

IIpweae: TIpOIyKT C00TBeTCTByeT Tpe"OBaHHM HJI 3axmuoenHe: OJI0PEHO 

Prepared by/ Checked by/ Approved by: Manager/Executive / 
IloJTOTOBIeHO: Pravesh Rana 

{ 
IlpoBepeHo: Pardeep Kumar Op1o6peHo: Mee;pep / PyKoBonHTen 

<t 
Amt kmar A-_ 

Reprint Date / Reprint Date / Reprint Date I V 

Jlara: 07.08.2025 Jlara: 07.08.2025 Jlara: 07.08.2025 

Registered Oifice: 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@drreddvs.com 

CIN: L85195AP19S4PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 

CEPTHDHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulat ion Un i t -6  

Vil .  Khol ,  Na iagarh oad, Baddi, 

Dist .  Solan, H.P, 173 205, IND IA  
e e l "  

C l .  2l 10U u u u i .  

www.drrecdys.com 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpOIyKr: Hali3 AKTHBTeJIE (HHMeCyIMII) Te1IE JUI HapyKH0TO IIpHMeHeHH, 1 % ,  50 Tr 

Market / PIHo : Russia/ Pocc 

Batch No./ 
:  V250606 

Batch Quantity/ 23412.000units / 
Cep No Pa3Mep cep 

: 
23412.000 eJ1MHL 

Analytical Report No./  
:  040003026479 

Date of Analysis / 
: 07.08.2025 

AHaJIHTHecHi oTeT N Jara aan3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry I 
06/2027 

Iara 1po3B 0ICTBa Foe /10 
: 

Mfg. License No. / 
IIpo3BOIICTBCHHaH : MNB/05/263 MA number: / HoMep Py : 1I1-N(001336)-(PI-RU) 

JIUe3H No 

Analysis performed according ND / Aaw3 np0BeIeH n0 HJI: JII1-(001336)-(PF-RU)-251022 

Page 6 of 6/Crp.  6 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». 

3aKIOHeIHMe O COOTBeTCTBIHH: «HaCTOIIMM IIOJITBODKJIaIO, HTO IIpHBOJICHHa BIIIIe HHbOpMaIII BIIeTCH 
JI0CTOBCpHO M TOHHO. Ta Cep IpOyKIIH IIpOH3BeJIeHa (BKIOHa yIIaKOBKy (MapKHpOBKy) M KOHTDOJI 
KaeCTBa) Ha BIIIIeVKa3aHHOf IpOH3BOJICTBCHHO IIJIOIIIaJIKe (IUJIOIIIaJIKaX) B IIOIHOM COOTBeTCTBMM C 
TDe6OBaIMMH IHpaBUI HaJUIOKaIIIe IIpOH3BOJICTBCHHO IIpaKTHKH EBpa3MCKOTO KOHOMHHeCKOFO CO03a (N 

GMP/EAEU/RU/00554-2022 0T 02 ceHTA6p 2022) Tpe6oBaHHIMH KOHTpOJ11 KaHeCTBa JIeKapCTBeHHIX 
CpeICTB, a TaKKe B COOTBeTCTBHH CO CIICIIMbHKaIIHIMH, COJICpKaIIIHMHCH B DCTHCTpIIMOHHOM IIOCLe CTpaH5I­ 
HMIIOpTepa. 3aIHCH IIO IIpOH3BOJICTBy, VIIaKOBKe H aHaIH3Y IIpOBCDeHI, H yCTaHOBJIeHO HX COOTBTCTBMe 
Tpe6OBaHMM IHpaBI HaJUIOKaLIIe IIpOH3BO2ICTBeHHO IIpaKTHKH EBpa3CKOrO KOHOMHHeCKOTO CO03a». 

Remarks : The Product conforms to ND/ Conclusion : APPROVED / 
IIpMeane: IlpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax.moeHe: OIOBPEHO 
Prepared by/ 

: 
Checked by/ Approved by: Manager/Executive / 

IloIITOTOBJIeHO: Pravesh Rana IHpoBepeHo: Pardeep Kumar Op06peHo: Mee[pep / PyKOBOIIHTeJ1 

V. 
mar 

Reprint Date / Reprint Date I Reprint Date / 
[Iara: 07.08.2025 Jlara: 07.08.2025 Jlara: 07.08.2025 

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

CIN: L851954P1984PLC004507 
www.drreddys.com 


