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Dr.Reddy's Y;° 
CERTIFICATE OF ANALYSIS 

CEPTMDHKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 
Vi l l .  Khoi, Nalagarh Road, Baddi, 
Dist. Solan, H P. ,  173 205, INDIA 

l e l  :  + 9 1 9 6 1 6 6  60~i-2 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 % ,  50 g 
IIpOIyKT: Hai13@ AKTHBTeI (HIMeCyJIII) Ten JUI HapyKH0TO IIpIMeHeHHA, 1 % ,  50 Tr 

Market / PLIHOK : Russia / Poccn 

Batch No./ 
:  V250603 

Batch Quantity/ 17424.000units / 

Cep No Pa3Mep cep 
: 

17424.000 eJMHLI 

Analytical Report No./  
:  040003025096 

Date of Analysis/ 
: 07.08.2025 

AHaHTHecKHi oTeT Ng [Iara aa/13a 

Date of Manufacture / 
: 07/2025 

Date of Expiry / 
06/2027 

JlaTa npo3Bo1cTBa FoIeH /10 
: 

Mfg. License No. / 
IIpo3BopIcTBeHaH : MNB/05/263 MA number: / HoMep Py : JII1-N(001336)-(PT-RU) 

JIHLIeH3HI Ng 

Analysis performed according ND / AHa1I3 npoBeIe1 1O HJI: IHI-N(001336)-(PF-RU)-251022 

Page 1 of 6 /  Crp. 1 3 6 

N o /  
N?  

1.  

2. 

Test / IHoKa3are51» 

Description / Onucame 

Identification / HeHTHpHa1u 

Result / Pe3y1TraT 

Homogeneous, transparent, pale­ 
yellow gel with characteristic odor I 
OopopHI IpO3pa9HI ren1 
6ne[Ho-KeITOrO IBeTa C 
XapaKTepH6IM 3a11aX0M 

Specification / HopMa 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor I 
OJHOpoIHM npO3paHIf Te1 OT 
6eCLIBeTHOrO II0 6neJIHO-KeTOTO BeTa 
C XapaKTepHIM 3a11aX0M 

a) HPLC / BDKX Complies as prescribed 
COOTBeTCTByeT Tpe60BaHHIM 

I The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
mam peak in the chromatogram of 
nimesulide reference standard solution 
(section Assay) / BpeMI yJIepKHBaHH 
OCHOBHOTO IIHKa Ha XpOMaTOFpaMMe 
HCIIITVeMOTO paCTBOpa JIODKHO 
COOTBeTCTBOBaT BpeMeHH 
YICpKHBaHHI OCHOBHOTO IIHKa Ha 
XpOMaTOrpaMMe pacTBopa 
CTaHJIapTHOTO 06pa3La HMMeCyJ1Ha 
(pa3pen «KOIHeCTBeHHoe 
onpeIeeHe») 

Remarks : The Product conforms to ND/ Conclusion : APPROVED/ 
IIpMeae: IlpoIyKT COOTBeTCTByeT Tpe6OBaHHM HJ 3ax.moee: OJIOBPEHO 
Prepared by / 

' 
Checked by/ Approved by: Manager/Executive / 

IIoJOTOBIeHO: Pravesh Rana IlpoBepeHo: Pardeep Kumar Opo6peno: MeHeep / PyKOBOIIMTe1 
< Ami Kumar _' .,. 

- � 

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 Hi l ls,  Hyderabad - 50034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email:  mail@dreddys.com 

Cl N :  L85195AP1984PLC004507 
www.drreddys.com 



­ Dr.Reddy's Y:;° 
CERTIFICATE OF ANALYSIS 

CEPTMOWKAT AHA.JJI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil l .  Khol, Nalagarh Road, Baddi, 

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

Tel : +91 96166 536001-02 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
[IpOIyKT: Ha3 AKTHBTeI (HHMeCyJIHII) TeJI JUI HaDpyHOTO IIpHMCHCHIHR, I %, 50 T 

Market / PLIHOK : Russia / Pocc 

Batch No./  
:  V250603 

Batch Quantity/ 17424.000units / 

Cep No Pa3Mep cep 
: 

17424.000 eI1IHHII 

Analytical Report No . /  
:  040003025096 

Date of Analysis/ 
: 07.08.2025 

AHa1THeeKHi oTeT No [Iara a1an3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry/ 
06/2027 

J[aTa 1po3Bop1cTBa To1eH no 
: 

Mfg. License No. / 
II po3BopIcTBeHHa : MNB/05/263 MA number: / HoMep PY : J1I1-N(001336)-(PT-RU) 

JHIIeH3HI No 

Analysis performed according ND / AHa3 np0BeIe nO HJI: JIII-N(001336)-(PF-RU)-251022 

Page 2 of 6 /  CTp. 2 13 6 

N o /  
Test / IIoKa3are21 Result / Pe3yIT2T Specification / HopMa 

N 

b) UV spectrophotometry / y­ Complies as prescribed I UV absorption spectrum of the test 
CIeKTp0JOTO MeTpH COOTBeTCTByeT TDe6OBaHMM solution should have absorption 

maximum at 397±5 nm / V-ceKTp 
IIOTJIOILICHM HCIITyeMOTO pacTBopa 
JOJDKCH MOT MaKCHMVM IIOIJIOIIICHHH 
Ip 397±5 HM 

3. Weight of package contents / 5 1  g / 5 1 r  According to Rus. Ph. / B coOTBeTCTBHH 
Macca COIepHMOrO c Tpe6OBaHMM TD Pb 
yIaKOBKH 

4. pH 3.28 2 .5 t0  4 . 5 /Or2 , 5  210 4,5 

5. Viscosity / B3&OCT 948 .4 centipoise / 400 to 1,200 centipoise / 
948.4 caTHI1ya3 Or 400 J10 1200 caTHI1ya3 

6. Impurities / IIpMec 

1. Impurity C I  Not detected / e o6HapyeHa Not more than 0.50 % I 
IlpMec C He 60nee 0,50 % 

ii. ImpurityD I Below LOD (LOD =0.02 %) I Not more than 0.50 % / 
IlpMee D Hwe npeen1a 06HapyKeHH (TIO He 60nee 0,50 % 

=0.02%) 

Remarks : The Product conforms to ND/ Conclusion : APPROVED / 
IIpMeame: IIpOyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax.mnoeHMe: OJIOPEHO 
Prepared by I Checked by/ Approved by: Manager/Executive / 

IloAroTOBJietto: Pravesh Rana J IlpoBepeo: Pardeep Kumar Op1o6peHo: Mee[pep / PyKoBoHTenIL 
J) 

Aiko j 
c/. 

Reprint Date I Reprint Date / Reprint Date I 
¥ 

JIara: 07.08.2025 Jlara: 07.08.2025 Jlara: 07.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000?4, 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 .  Kho, Nalagarh Road, Baddi, 
Dist Solan, H . P ,  173 205, IND IA 

T e i :  +5i 93165 56001.02 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpoyKT: Hali3@ AKTHBreI (HMMeCyJIHJI) TeJJ» IUI HapyKH0TO IpHMeHeH1HA, 1 % ,  5 0 T  

Market / PIHOK : Russia / PoccH 

Batch No./ 
:  V250603 

Batch Quantity/ 17424.000units / 
: · -  .  

Cep N? Pa3Mep cep 17424.000 eHHLL 

Analytical Report No./  
:  040003025096 

Date of Analysis / 
: 07.08.2025 

AHa1THecKHi oTeT Ng lara an1an13a 

Date of Manufacture / 
: 07/2025 

Date of Expiry/ 
06/2027 

Iara 1po3BoncTBa FoIeH 210 
: 

Mfg. License No./  

IIpon3BocTBeHHa : MNB/05/263 MA number: / HoMep Py : JII1-N(001336)-(PF-RU) 

JIHLICH3HI No 

Analysis performed according ND / AHaw3 poBeIeH no H/I: JIII-(001336)-(PF-RU)-251022 

Page 3 of 6/Crp. 3 13 6 

No/  
Test / Iloxa3are1 Result / Pe3yJI1TaT Specification / HopMa 

.N 

. . .  

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

JIo6a pIpyra npMec He 6onee 0,50 % 

IV. Total impurities I 0.1% Not more than 1 .50 % I  

CyMMa npMecef He 6onee 1 ,50 % 

7. Microbial purity / MKpo6Ho1ore~Ka HcTOTa 

1. Total Aerobic Microbial Count / NA Not more than 100 CFU/g / 
O6Lee CJ1O apO6HIX MHKpO­ He 6oee 100 KOE/r 
OpraHH3MOB 

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

mould count / O6tee Meno He 60nee 10 KOE/r 
JIpOKeBIX H IJIeCHeBIX 
rp6OB 

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

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

8. Assay / KoecrBemnoe onpenteree 

Remarks : The Product conforms to ND/ Conclusion : APPROVED I 
IIpMeae: IHpOJIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax1oeHe: OIOPEHO 

Prepared by / _ Checked by/ Approved by: Manager/Executive/ 
IlorOTOBJIeHO: Pravesh Rana j IlpoBepeHo: Pardeep Kumar O106peHo: Mee[pep / PyKOB0IIHTeJ1 

! Amit Kumar A.' 
Reprint Date / Reprint Date / Reprint Date / v 

Jlara: 07.08.2025 Iara: 07.08.2025 Jlara: 07.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 5000?4, 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 Y;° 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

Viii. Khol, Nalagarh Road, Baddi, 
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA 

CEPTMMKAT AHA.JIM3A Te l :  +91 98166 56001-02 
www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 % ,  50 g 
IIpOyKT: Hai3 AKTMHBTeJIE (HMMeCyJIMI1) Te1 JUI HapyKH0T0 IIpHMeHeH, I %, 50 r 

Market / PLIHOK : Russia / Pocc» 

Batch No./ 
:  V250603 

Batch Quantity I 17424.000units / 
Cep No Pa3Mep cep 

: 
17424.000 eMHMI 

Analytical Report No. / 
: 040003025096 

Date of Analysis / 
: 07.08.2025 

AHa1MTecKHi oTeT N [Iara aan13a 

Date of Manufacture / 
: 07/2025 

Date of Expiry/ 
06/2027 

JIaTa npo3BoncTBa FoIeH /10 
: 

Mfg. License No. / 
IIpo3BOIICTBeHHaH : MNB/05/263 MA number: / HoMep Py : JII1-N6(001336)-(PT-RU) 

JHIIeH3HH No 

Analysis performed according ND / AHam3 npoBeIeH nO HII: JIII-N(001336)-(PF-RU)-251022 

Page 4 of 6 /  CTp. 4 w 6 

N o /  
Test / IIoa3are1 Result / Pe3yJ1TaT Specification / HopMa 

.No 

Nimesulide / 10.05 mg/ 10.05 Mr 9.0 mg to 1 1 . 0  mg of CH+NO,S 
HMecyJI (100.5 %) (nimesulide) (90.0% to 110.0% oflabel 

claim) in 1 g of gel I 

Or 9,0 Mr I0 1 1 ,0  MT CHeN»O,S 
(HMMecy/1HI1) (0T 90,0 % 110 110 ,0 % 0T 
HOMHHaJIHOTO COII€DKaHH») B I r re1 

9. Dimethyl sulfoxide / 102.9 % 90% to 1 10% of CH«OS (dimethyl 
JI,MeTn1Cy.21» bOKcI sulfoxide) of label claim I 

Or 90 % 110 1 1 0  % C»HOS 
(IHMeTHJICyJI]OKCHI) OT 
HOMHHaIHOTO COJIeDKaHHH 

10. Package / YnaoBKa 50 gin  a  laminated aluminum tube equipped with tamper-evident membrane. 
Each tube and a patient information leaflet in a carton. / Ilo 50 r B Ty6y H3 
JIaMMHHDOBaHHOTO aJIOMHHHH, CHa6KeHHyIO MeM6paHof [1J11 KOHTpO1 
IIepBOTO BCKDITMH. Ka&IyO Ty6y BMeCTe C HHCTpyKIMe IIO MeIHLIMHCKOMy 
IIpHMHHHO IIOMeIIIaOT 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. 
IIOKa3a2TeI» MORT OTCyTCTBOBaT B cepTbare aHa1H3a npoM3BoTe.1. IIpo3Bo1Te.JI 
TapaTHpyeT KaeCTBO IIpenapaTa IO 3THM IIOKa3TeJIHM. 

Remarks : The Product conforms to ND/ Conclusion : APPROVED I 
LHpHMeaHHe: IHpOyKT COOTBeTCTByeT TpebOBaHM H)I ax.moeMe: U/I0PEHU 

Prepared by / 

t 
Checked by/ Approved by: Manager/Executive / 

IoJrOTOBIeHO: Pravesh Rana IIpoBepeHo: Pardeep Kumar Op06peHo: MeHeppKep / PyKOBOIIMTeIE 

<l 
Amit Kumar ._ 

Reprint Date / Reprint Date / Reprint Date I ' 
Ilara: 07.08.2025 JIara: 07.08.2025 Iara: 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, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



­ Dr.Reddy's Y;° 
CERTIFICATE OF ANALYSIS 

CEPTMWKAT 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 9$166 56001-02 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IIpoyKT: Hai3@ AKTHBTeJIL (HMMCCyJIHII) TeJI IUIH HapyKH0TO IIpHMeHeHH8, 1 %, 50 T 

Market / PIIOK : Russia / Pocc 

Batch No./ 
: V250603 

Batch Quantity/ 17424.000units / 

Cepus .No Pa3Mep cep 
: 

17424.000 e11IHM1I 

Analytical Report No./  
:  040003025096 

Date of Analysis / 
: 07.08.2025 

AHa1HTHeeKHi oTeT N IaTa anan3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry/ 06/2027 : 

JlaTa 1po3BoncTBa FoJeH /10 

Mfg. License No./  

IIpo3Bo[IcTBeHHaH : MNB/05/263 MA number: / HoMep PY : JII1-N(001336)-(PF-RU) 
JHICH3HH No 

Analysis performed according ND / AHa3 npOBeeH nO HJI: JI1-N(001336)-(PF-RU)-251022 

Page 5 of 6 /  CTp. 5 3 6 

API name (INN) / HaMenoBawe AC 
Nimesulide / HMecynp 

(MHH): 
API manufacturer batch number / 

NMS/125040339 
HoMep cepnn npo3Bore AC: 

FP Manufacturer API Batch number / 
HoMep cepn ey6cramuu FESA00227 
npo3Borre1 IId: 

API Manufactured by & country / Aarti Drugs Ltd., India / 
IIpo3BOIITe.I ADC, eTpaHa: AapTH JIparc JI., Hp1 

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)/ 
HaeoBae, apec HoMep JI-p Pep1wc Jla6opaTope JIr., HJ1M, 

JI II CH3HH IIJIOIIaJIKH, IlpO3BOIICTBeHHOe nOJIpa3Jen1eHMe-6, BMIIaJ Kxo16, 
ocyurecTB.Io1ueif Hanarapx PoyI, Bau, Conan JIMcTpMKT, XII. 173205, 
IIpO3BO]ICTBO/KOHTpOJI Hp (IHLe3Ms N» MNB/05/263) 
KaHeCTBa/BLIIIyCK 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 / 
IIpMeae: IHpOIyKT COOTBeTCTByeT Tpe6OBaHHHM HJI 3ax.1oeMe: OJIOBPEHO 

Prepared by / 

( 
Checked by/ Approved by: Manager/Executive / 

IloJroToBIeHO: Pravesh Rana IHpoepeno: Pardeep Kumar O,uo6pe1,m: MeFJe.D,)1-:ep / P(KOBOJJ.HTeJib 
el Amit Kumar -' ,,,-- 

c 

Reprint Date / Reprint Date / Reprint Date / ¥ 

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:L85195AP1984PLC004507 
www.drredys.com 
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Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 

CEPTHHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 
Vil .  Khol ,  Nalagarh Road, Baddi ,  

Dist. Solan, H.9., 173 205, INDIA 

T e l :  +91 96106 560~ 62 

www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IpoyKT: Hai3 AKTHBTeII6 (HHMeCyJIHII) Te1IL» JIIH HapyHor0 npIMeHeHH, I %, 50 r 

Market / PIIHOK : Russia / Pocc 

Batch No./  
:  V250603 

Batch Quantity/ 17424.000units / 

Cep No Pa3Mep cep 
: 

17424.000 e1HM1L 

Analytical Report No./  
:  040003025096 

Date of Analysis / 
: 07.08.2025 

AHaHTeeKHi oTeT N Jara aa913a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry / 
06/2027 

JIaTa 11po3Bo[cTBa Foe po 
: 

Mfg. License No . /  

Ilpo13BOICTBeHHa : MNB/05/263 MA number: /HoMep Py : J1I1-(001336)-(PF-RU) 

JIMIIeH3H No 

Analysis performed according ND / AHaw3 np0BeIeH nO HJI: JIII-N(001336)-(PF-RU)-251022 

Page 6 of 6 /  Crp. 6 113 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». 

3aKJIOHCHHe O COOTBOTCTBHH: «HaCTOIIHM IIOJITBeDKJIaIO, HTO IIpHBeJIHHa BBIIIIe HHpOpMaIIHH HBJIHeTC 
JI0CTOBepHO H TOHHO. Ta Cep IpOIyKIIHH IIpOH3BeJIeHa (BKIOHaH yIIaKOBKy (MapKHpOBKy) H KOHTpOJI 
KaecTBa) Ha BBIIIIeVKa3aHHO IpOH3BOJICTBHHO IIOIIIaJIKe (IIJIOIIIaJIKaX) B IIOJIHOM COOTBeTCTBHH C 
Tpe6OBaHHAM IHpaBI HaJUIKaIIe IIpOH3BOJICTBeHHO IIpaKTHK EBpa3MCKOTO KOHOMHHeCKOTO CO03a (N 

GMP/EAEU/RU/00554-2022 0T 02 ceHT6p 2022) M Tpe6OBaHHMH KOHTpOJI KaeCTBa JIeKapCTBeHH6IX 
CpeICTB, a TaKKe B COOTBeTCTBHH CO CIIeIIMbHKaIIHIMH, COJIpKaIIHMHC B DCTHCTpaIIMOHHOM JI0Ce CTpaHI­ 
MMIIOpTepa. 3aIC IO IIpOH3BOIICTBy, IIaKOBKe H aHaIH3Y IIpOBCpeHBI, H yCTaHOBIeHO HX COOTBeTCTBHe 
TD&OOBaHLHM IHpaBJI HaJIICKaIIICH IIpOH3BOJICTBCHHOH IIpaKTHKI EBpa3HiHCKOrO DKOIIOMHMCCIKOTO CO100». 

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

IIpMeae: IlpoIyKT COOTBeTCTByeT Tpe6OBaHIM HJI 3ax1oeHe: OJI0PEHO 

Prepared by / 

% 
Checked by/ Approved by: Manager/Executive / 

IloITOTOBIeHO: Pravesh Rana IIpoBepeHo: Pardeep Kumar Op06peHo: Mee[pep / PyKOBOIIMTeJ1 

<la 
Amit Kumar " 

­ Reprint Date / Reprint Date / Reprint Date / ' 
Jlara: 07.08.2025 JlaTa: 07.08.2025 Jlara: 07.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hi l ls, Hyderabad - 50004, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  mai l@drreddys.con 

CIN: L85195AP1984PLC004507 
www.drredys.com 


