
a­ 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTHOHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd 

Formulation Unit-6 
Vil .  Khoi, Nalagarh Road, Baddi ,  

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

Te l :  +91 9166 56001-02 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 % ,  50 g 
IIpOyKT: Haii3 AKTHBTeI (HHMeCyJIHII) Te1L JUI HapyKH0T0 IIpHMCHeHIHA, I % ,  50 T 

Market / PIHOK : Russia / Pocc 

Batch No./ 
:  V250604 

Batch Quantity / 23365.000units / 
Cep1 No PaMep cepm 

: 
23365.000 eJ1IHHu 

Analytical Report No./ 
:  040003025327 

Date of Analysis / 
: 07.08.2025 

AHaTeeKHii oTeT No Iara aa3a 
Date of Manufacture/ 

: 07/2025 
Date of Expiry / 

06/2027 
Iara npo3Bo1cTBa2 FoeH /I0 

: 

Mfg. License No. / 
II po3BOICTBeHHaH : MNB/05/263 MA number: / HoMep Py : JI1-N(001336)-(PT-RU) 

JIeIH3MI No 

Analysis performed according ND / AHan3 npoBeeH no HI: II1-(001336)-(PF-RU)-251022 

Page 1 of 6 /  Crp. 1 3 6 

Nol  

N? 

1. 

2. 

Test / Iloxa3are.n 

Description / Oncae 

Identification / MJeTpxau 

Result / Pe3y.JmTaT 

Homogeneous, transparent, pale­ 
yellow gel with characteristic odor/ 
OpHopop1H1 npo3paH5I re1 
6neJIHO-KeTOTO LBeTa C 
XapaKTepHLIM 3a11aX0M 

Specification / HopMa 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor/ 
OpHopo2IHI npo3par; reJI6 OT 
6eCLIBeTHOrO JI0 6eIHo-Ke1Toro uBeTa 
C XapaKTepHIM 3a11aX0M 

a) HPLC/ BKX Complies as prescribed 

COOTB&TCTRyeT TpefOaHIM 
/ The retention time of the main peak in 

tho chrorutogt of test solution should 
correspond to the retention time of the 
main peak in the chromatogram of 
nimesulide reference standard solution 
(section Assay) / BpeM yJepKBaH 
OCHOBHOTO IIHKa Ha XpOMaTOrpaMMe 
HCIITyeMOTO DaCTBOpa JIOJDKHO 
COOTBeTCTBOBaT BpeMeHH 
YICpKHBHM OCHOBHOTO IIHKa Ha 
XpoMaTorpaMMe pacTBopa 
CTaHJIapTHOTO 06pa3La HHMeCyJJMIIa 
(pa3pen1 «KonHeCTBeHHoe 
onpeneeHHe») 

Remarks : The Product conforms to ND/ Conclusion : APPROVED/ 
IIpnMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax.mnoeMe: OJI0PEHO 

Prepared by / 

¥ 
Checked by/ Approved by: Manager/Executive / 

IloJrOTOBeHO: Pravesh Rana IlpoBepeHo: Pardeep Kumar OJ106peHo: MeHepKep / PyKOBOIITeJ1» 

<[ ­ 
Amit Kumar _ 

Reprint Date / Reprint Date / Reprint Date / 
. 

JIara: 07.08.2025 [Iara: 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 
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Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

Vi l l .  Khol, iNalagarh Road, Baddi, 
Distt So lan ,  H.P,, 172 205, INDIA 
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Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
po1yKT: Hai3@ AKTHBTeI (HHMeCVJIII) TOI JUIH HapyKHOTO IIpHMeHeH, 1 %, 50 T 

Market / PIHOK : Russia / Poccw 

Batch No./  Batch Quantity/ 23365.000units / 
CeD No 

: V250604 
Pa3Mep cep 

: 
23365.000 e15Mu 

Analytical Report No./  
:  040003025327 

Date of Analysis/ 
: 07.08.2025 

AHa1HTMecKH oTeT No Iara anan3a 
Date of Manufacture/ 

: 07/2025 
Date of Expiry/ 06/2027 

JIaTa npo3BOIICTBa Tope1 2I0 
: 

Mfg. License No./  
IIpo3BO[ICTBCHHa : MNB/05/263 MA number: / HoMep PY : 1I1-N(001336)-(PT-RU) 
JMIIeH3HI Ng 

Analysis performed according ND / Aa3 npOBeIeH nIO HJI: JI1-N(001336)-(PF-RU)-251022 

Page 2 of 6/Crp .  2  13 6 

N o /  
Test / IIoa3are.nI Result / Pe3y.ITaT Specification / HopMa 

N 

b) UV spectrophotometry / Y <I>- Complies as prescribed I UV absorption spectrum of the test 
CIIeKTpOpOTO MeTpH COOTBeTCTByeT Tpe6OBaHMM solution should have absorption 

maximum at 397±5 nm / Vb-cneKTp 
IOTJIOIIIeHHI MCI6IT yeMOTO pacTBopa 
IIOIKCH HMOT MaKCHMVM IIOTJIOILIeHHM 
n1pH 397±5 HM 

3. Weight of package contents / 51  g / 5 1 r  According to Rus. Ph. / B cOOTBeTCTBHM 
Macca CO[epMoro c Tpe6oBaHMM T Pd 
yIMKOBKH 

4. pH 3.21 2.5 t0 4. 5 / 0 r  2,5 10 4,5 

5. Viscosity / B3KOcTL 925 centipoise / 400 to 1,200 centipoise / 
925 caTHI1ya3 Or 400 10 1200 caTHI1ya3 

6. Impurities / IIpMec 

1. Impurity C / Not detected / He o6HapyKeHa Not more than 0 . 5 0 % /  
IlpMecs C He 6on1ee 0,50 % 

ii. ImpurityD / Below LOD (LOD =0.02 %) / Not more than 0.50 % /  
IIpMecs D Hoe npene1a O6HapyKe (IO He 6onee 0,50 % 

=0.02%) 

Remarks : The Product conforms to ND/ Conclusion : APPROVED / 
IIpMeame: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3anoeHe: OIIOBPEHO 
Prepared by / 

1 
Checked by I Approved by: Manager/Executive / 

IlOIrOTOBIeHO: Pravesh Rana IIpoBepeHo: Pardeep Kumar Op06peHo: Mee;pep / PyKOBOIIMTeJI 

<l 
Amit Kumar 

k­ Reprint Date / Reprint Date / Reprint Date I • 

Iara: 07.08.2025 JlaTa: 07.08.2025 Jlara: 07.08.2025 

Registered Orifice: 8-2-337, Road No. 3, Banjara Hi l ls,  Hyderabad - 500034, Telangana, Ind ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  mai l@drreddys.com 

CIN :  L851954P1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTOMKAT AHA.IM3A 

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

Vil l .  Khol, Nalagarh Road, Baddi ,  
Distt. Solan, H.P., , 172 205, INDIA 
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Product : Nise Activgel (nimesulide) gel for external use, 1 % ,  50 g 
Ilpoyr: Haii AKTHreJIE (HHMeCyJIHII) TOI III HapyKHOTO IIpHMeHeH1HR, I %, 50 T 

Market / PIHOK : Russia / Poccw 

Batch No. / 
: V250604 

Batch Quantity/ 23365.000units / 
Cepin No Pa3Mep cep 

: 
23365.000 e11MHHL 

Analytical Report No. / 
: 040003025327 

Date of Analysis/ 
: 07.08.2025 

AarTHecKHi oTeT N Jara aan3a 
Date of Manufacture/ 

: 07/2025 
Date of Expiry/ 

06/2027 
laTa 1po3BoIcTBa Fop1eH 210 

: 

Mfg. License No. I 
IIpo3BonerBeHHaH : MNB/05/263 MA number: /HoMep Py : JII1-NA(001336)-(PF-RU) 
JHII€H3HI No 

Analysis performed according ND / Aas3 npoBee no H[I: JIII-N(001336)-(PF-RU)-251022 

Page 3 of 6 /  Crp. 3 13 6 
No/  

Test / IIoa3are1 Result / Pe3yJTaT Specification / HopMa 
.No 

. . .  

Any other impurity/ 0.03% Not more than 0 . 5 0 % /  11. 

Jlo6a 21pyran npMecs He 60nee 0,50 % 

1V. Total impurities/ 0 . 1% Not more than 1 . 5 0 % /  
CyMMa npMecei He 6oee 1,50 % 

7. Microbial purity / MHKpo6o.IorHecKa ICTOTa 

1. Total Aerobic Microbial Count/ NA Not more than 100 CFU/g / 
O6lee Hen1O apOHIX MHKpO­ He 6oee 100 KOE/r 
OpraHH3MOB 

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

mould count / O61Iee cn10 He 6oee 10 KOE/r 
JIpOKKCBIX H IIJIOCHeBBIX 
rp16oB 

. . .  

Pseudomonas aeruginosa NA Should absent in 1 g / 111. 

OTCyTCTBe B I r 

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

8. Assay / KonecrBeoe onpepe.nee 

Remarks : The Product conforms to ND/ Conclusion : APPROVED/ 
IIpMeante: IlpOIyKT COOTBeTCTByeT Tpe6OBaHM H/I 3ax.uoeHe: OJIOBPEHO 
Prepared by / 

·i 
Checked by/ Approved by: Manager/Executive/ 

IloIrOTOBeHO: Pravesh Rana Ilpoepeo: Pardeep Kumar Op06peHo: Mee[pep / PyKOBOJIMTeI1 

<! 
Amit Kumar 

-. 
Reprint Date / Reprint Date I Reprint Date / ' 

Jara: 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, Ind ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195P1934PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTMDHKAT AHA.JI3A 

Dr. eddy's Laboratories Ltd. 

Formulat ion Unit-6 
Vi l l .  Khol, Nalagarh Road, Baddi, 

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

l e i  ·  + 9 1  9 & ± b  56uui-~ 

www.drrecidys.corn 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpOIIyKT: Hai3@ AKTMBTeJI6 (HHMeCyIMAI) TeJI JUI HapyKH0TO IIpHMCHeHH, 1 % ,  50 T 

Market / PIHO : Russia / Pocc 

Batch No./ 
:  V250604 

Batch Quantity / 23365.000units / 
Cep No PaMep Cep 

: 
23365.000 e1MHML 

Analytical Report No. / 
: 040003025327 

Date of Analysis / 
: 07.08.2025 

AHaITHecKH oTeT No Jara aan3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry / 
06/2027 

JIaTa npom3BocTBa Fo1eH I10 

Mfg. License No./ 
IIpor3Bop¢TBeHHa : MNB/05/263 MA number: / HoMep PY : J11-N(001336)-(PF-RU) 

JUIeH3IH No 

Analysis performed according ND / Aaaw3 nposenen no HJI: JII1-N(001336)-(PF-RU)-251022 

Page 4 of 6/Crp.  4 13 6 

N o l  
Test / IIoa3are.n1» Result/ PeyraT Specification / HopMa 

Ni 

Nimesulide / 10.08 mg/ 10.08 Mr 9.0mg to 1 1 . 0  mg of CHNO,S 
HMecynp (100.8 %) (nimesulide) (90.0% to 110 .0% of label 

claim) in 1 g of gel I 

Or 9,0 Mr 210 1 1 , 0  Mr CH»NO,S 
(HHMecyJ1HI0) (0T 90,0% 110 1 10 ,0  % 0T 
H0MMHaJIH0TO COJIepKaH) B I r re1H 

9. Dimethyl sulfoxide / 102.4 % 90% to 1 10% of CH,OS (dimethyl 
)[MeTIJcyI pOKc sulfoxide) of label claim / 

Or 90 % 110 1 1 0  %  CH«OS 
(IHMeTHJICVJIpOKCHI1) OT 
H0MHHaIBH0T0 C0JIeDKaHH 

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

JI1aMHHHD0BaHH0T0 aIOMHHHH, CHa6KeHHyO MeM6paHof JJ1 K0HTp0J1 
nepB0rO BCKpITHI. KaKIyIO Ty6y BMeCTe C MHCTpVKLIe II0 MeJIHIIMHCK0My 
IIpHMeHeHHO II0MeIIIaIOT B IIaHKy KapT0HH/IO. 

*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
I[oKa32Te.JI MOKeT OTCYTCTBOBaT B cepTpHKaTe aHa.I3a mpo3Bo/Te1H. IIpor3BO1Te.JI 
TapaTpyeT KaeCTBO IIpeIapaTa no THM II0Ka3aTe1IM. 

Remarks : The Product conforms to ND/ Conclusion : APPROVED/ 
IIpMeame: IlpOIyKT C00TBeTCTByeT Tpe6OBaHHAM HJI 3ax.moee: OJI0PEHO 
Prepared by / . Checked by/ Approved by: Manager/Executive/ 
loroToBIeHO: Pravesh Rana 

4 
IHpoBepeHo: Pardeep Kumar Op06peHo: Mee;pep / PyKOBOJITen1 

<l' 
Amit Kumar }. 

Reprint Date I Reprint Date / Reprint Date I 
I 

Jlara: 07.08.2025 Ila ra: 07.08.2025 Jlara: 07.08.2025 

Registered Office: 8-2-337, Road No. 3, B2njara Hil ls, Hyderabad - 500034, Telangana, Ind ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  mail@drreddys.com 

CIN: L851954P1984PLC004507 
www.drreddys.com 



9s 
Dr.Reddy's Y;° 

CERTIFICATE OF ANALYSIS 

CEPTMMKAT AHA.JIM3A 

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

Vi l l .  Khol, Nalagarh oad, Baddi ,  
Distt So lan ,  H . P ,  173 205, I N DI A  

T e t : + 9 1  &106 oUU1-U. 

www.drredys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpOyKT: Hai3 AKTHBTeI (HHMeCVJIHI1) Te JUI HapyKH0TO IIDMMeHeHHR. I %, 50 T 

Market / PIHO : Russia / PoccH 

Batch No./  
:  V250604 

Batch Quantity/ 23365.000units I 

CepI No Pa3Mep cep 23365.000 eI1MHMLI 

Analytical Report No./  
:  040003025327 

Date of Analysis/ 
: 07.08.2025 

AHaTeeKHi oTeT N Iara aan3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry I 
06/2027 

[Iara 1po3BoncTBa Toe 210 
: 

Mfg. License No. / 

IIpO3BOIICTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1I1-Ne(001336)-(PF-RU) 

JMLIeH3HI N? 

Analysis performed according ND / AHa3 npoBeIeH nO HJI: JII1-N(001336)-(PI-RU)-251022 

Page 5 of 6/Crp.  5  3  6 

API name (INN) / HaMeoBae AC 
Nimesulide / HMecyJp 

(MHH): 

API manufacturer batch number/ 
NMS/125040339 

HoMep cep npo3BoHTe1 AC: 

FP Manufacturer API Batch number/ 

HoMep Cep cy6CTaI FESA00227 
IIDOH3BOITe.JI II: 

API Manufactured by & country / Aarti Drugs Ltd., India / 
Hpor3Bo2Te1 ADC, crpaHa: Aapr JIparc JITA., Hann 
Namo, 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} / 

HaMeoBare, a1pee HoMep JI-p Pen'c Jla6opaTopc JIr., Hp1M, 
JIHIIeH3HH IIIOIIJIKH, HpOH3BOICTBeHHOe IIOI(pa3J1eJ1€HMe-6, BMI1aJK KxOn1, 
ocymrecTrB.1ouIeif Hanarapx PoyI1, Bau1H, Con1a JIMcTpMKT, X.II. 173205, 
IIpOH3BOJICTBO/KOHTD0JI HJ1H8 (JIML1eH3 N MNB/05/263) 

KaeCTBa/BIIIyCK IJI / 

Declaration of certification: «I hereby certify that the above infonnation 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: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax1oenHe: OJIOBPEHO 
Prepared by I 

! 
Checked by I Approved by: Manager/Executive / 

ITO/rOTOBeHO: Pravesh Rana IlpoBepeHo: Pardeep Kumar O106peHo: Mee[pep / PyKOBOIIHTeJI 

l 
oko 

­ 
(.._._..--- 

Reprint Date / Reprint Date / Reprint Date / 
. 

/Iara: 07.08.2025 Iara: 07.08.2025 Jlara: 07.08.2025 

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

CIN: i851954P1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTMWKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil l .  Khol, Nalagarh oad, Baddi,  

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

T el :  + 9 1 9 1 6  56001-02 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 % ,  50 g 
IlpOIyKT: Hai3 AKTHBTeIL» (HHMeCyIII) TeI JUI HapyKH0T0 IpHMeHeHM, 1 %, 50 T 

Market / PLIHOK : Russia / Pocc 

Batch No./  
:  V250604 

Batch Quantity I 23365.000units / 

Cep No Pa3Mep cep 
: 

23365.000 eJ1IHMLI 

Analytical Report No./  
:  040003025327 

Date of Analysis / 
: 07.08.2025 

AHaTHeeKHi oTeT No Iara aHa13a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry/ 
06/2027 

[Iara npo3Bo/cTBa FoeH I10 
: 

Mfg. License No. /  

IIpO3BOIICTBeHHaH : MNB/05/263 MA number: /HoMep PY : JII1-N(001336)-(PF-RU) 

JIMLIeH3HI Ng 

Analysis performed according ND / AHa3 npoBeeH nO H[I: 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». 

axnoeHHe o cooTBeTCTBHH: «HaCTOIIM IIOJITBCpKJIO, TO IIpHBeJIeHHaI BIIIIe HHbOpMaIIMI IBJIHTC 
IIOCTOBepH0 H TOHO. Ta Cep npOJIyKWH IIpOH3BeJIeHa (BKIOHa yIIaKOBKy (MapKHpOBKy) H KOHTpOJI 
KaHeCTBa) Ha BBIIIIeVKa3aHHOf IIpOH3BOJICTBeHHO IUJIOIIIaJIKe (IUJIOIIIaJIKaX) B IIOIHOM COOTBeTCTBHH C 
Tpe6OBaHHMH IHpaBJI HaJUIOKaIIIe IIpOH3BOJICTBeHHO IIpaKTHK EBpa3MCKOTO KOHOMHHeCKOTO CO03a (No 

GMP/EAEU/RU/00554-2022 0T 02 ceHT16p» 2022) M Tpe6OBaHMIMH KOHTpOI KaeCTBa JIeKapCTBeHH5IX 

CpeIICTB, a TaKKe B COOTBeTCTBHH CO CIIeIIHpHKaIIHIMH, COJICDKaIIIHMHCH B DeTHCTDaIIMOHHOM JI0Ce CTpaHBI­ 
HMIIOpTepa. 3anHC IO IIpOH3BOIICTBy, VIaKOBKe H aHaIH3y IIpOBepeHI, H yCTaHOBIHO X COOTBeTCTBMe 

Tpe6OBaHHM IHpaBMI HaJUIOKaIIe IIpOH3BOIICTBeHHO IIpaKTHKH EBpa3~CKOrO KOHOMHeCKOTO CO103a». 

Remarks : The Product conforms to ND/ Conclusion : APPROVED I 
IIpeane: HpOyKT COOTBeTCTByeT Tpe60BaHMM HJI 3ax/oee: O]IOBPEHO 

Prepared by I Checked by I Approved by: Manager/Executive / 
I1o,D,rnTOBJietto: Pravesh Rana i IlpoBepeno: Pardeep Kumar Ono6peHo: Mee/pep / PyKoBoI1wren1 

.I < 
Amit Kumar \_ 

Reprint Date / Reprint Date / Reprint Date / t 

Jlara: 07.08.2025 Iara: 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 :  L851954P1984P\C004507 
www.drreddys.com 


