
a­ 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTMMKAT AHA1M3A 

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

Viii. Khol, Nalagarh Road, Baddi, 

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

Tel : +91 98166 56001-02 

www.drreddys.com 

Product : Nise gel 1 %, 20 g 
IIpoyKr: Hai3", re IIH HapyKHOTO IIpHMeHeHHA 1%, 20 r 

Market/ PIox : Russia / Pocc 

Batch No./  
V250653 

Batch Quantity/ 60000.000 units / 

Ceps No 
: 

Pa3Mep cepu 
: 

60000.000 e1ML 

Analytical Report No./  
:  040003040728 

Date of Analysis / 
: 25.08.2025 

AHanrHecKHi oTeT No Iara aanu3a 

Date of Manufacture/ 
08/2025 

Date of Expiry/ 
07/2028 

Iara npo3Bo/cTBa 
: 

Fo1eH 20 
: 

Mfg. License No./  

II  po3Bo/crBeHHaH : MNB/05/263 MA number: / HoMep PY : JII1-Na(001 198)-(PF-RU) 

JHUIeH3HI N 

Analysis performed according ND No / AHar3 npoee no H/I Ne: JIII-N(001198)-(PF-RU)-050525 

.No Test / IIoKa3are1% Result / Pe3y/16T2TH Specification / HopMa 
,- 

Clear homogenous light 1 Appearance / Oncane 

Clear homogenous yellow gel, free from particulate 
yellow to yellow gel, free from 
particulate matter / OIHOpOIHIM IIpO3paHI% Te1 O1 

matter / O1HOpOIHEI~ IIpO3paHHLI TeJIE KCITOTO CBCTIO-KeITOTO IIO KeITOTO LIeTa, CBOOOIIHIM OT 
(UBeTa, CBO6OIIHLI OT IIOCTOpOHHHX HaCTHII IIOCTODOHHHX HaCTHLI 

2 Identification / The retention time of the mam peak m the The retention time of the main peak in the chromatogram 
Hperbauu chromatogram of test solution should corresponds of test solution should correspond to the retention time of 

to the retention time of the main peak in the the main peak in the chromatogram ofnimesulide reference 
HPLC I BKX chromatogram of nimesulide reference standard standard solution (section Assay). / BpeM yIIepKBaHM 

solution / BpeMI yJICpKHBaHHH OCHOBHOTO IIMKa Ha OCHOBHOTO IIHKa Ha xpoMarorpaMMe HCIIITyeMOTO 
XpOMaTorpaMMe MCITY€MOTO pacTBopa pacropa JIOJIKHO COOTBCTCTBOBaT BDeMCHH 
COOTBCTCTByCT BDCMCHH IICpKHBaHHH OCHOBHOTO y JIepKHBaHH OCHOBHOTO IIHKa Ha xpoMaTorpaMMe 
nHKa Ha XpOMaTOTpaMMe paCTBOpa CTaHJIapTHOTO pacrBopa craHp1aproro 06pa3ua HMey1Ia (pa3/1e 
06pa3La HHMeCyJIHI1a «KOnMeCTBCHHOe OIIpCJICICHHe») 

3 Weight of package contents/ 
20 g I 20 r 

According to the requirements. Not less than 20 g /  B  
Macca CO[eDMOro VIaKOBI COOTBeTCTBHH C Tpe60BaHMM. He Meree 20 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeame: IIpOJ1yKT COOTBeTCTByeT Tpe6OBaHHAM HJI 3am1oee: OJI0BPEHO 

Prepared by I Checked by/ Checked by (AQA) Approved by: Quality Assurance/ Authorized person I 
IlOrOTOBnIeHO: Ilpoepeo: / IIpoBepeHo Op06peHo: O6ecneeMe KaeCTBa/OTBeTCTBeHHOe 
Yogesh Chauhan Rama Kant (AOK): LIO: Sunil Kumar 

(/ 3e} Ami Ser 
<h ­ Date/ 

75.08-»f 
Date/ S Date/ ~-le' Date/ 9€080 

JIaTa: Jlara: 5W' JIama: !S"° Jlara: 

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 
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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 3$166 56001 02 

www.drreddys.com 

CERTIFICATE OF ANALYSIS 

CEPTMdMKAT AHAM3A 

Product : Nise gel 1%, 20 g 
IpoyKr: Hai3", Te6 JUIH HapyKHOrO npMMeHeHH 1%, 20 r 

Market / PIHOK : Russia / Pocc 

Batch No./  
V250653 

Batch Quantity I 60000.000 units / 

Cepa No 
: 

Pa3Mep cep 
: 

60000.000 eIHHL 

Analytical Report No./  
:  040003040728 

Date of Analysis / 
: 25.08.2025 

AHan1THecKHi oTeT No Jara aHa/1u3a 

Date of Manufacture/ 
08/2025 

Date of Expiry / 
07/2028 

Iara npo3BO/cTBa 
: 

Foe no 
: 

Mfg. License No./  

IIpo3BoncTBeHHaH : MNB/05/263 MA number: / HoMep PY : JII1-N(001198)-(PF-RU) 

JuIeH3H Ng 

Analysis performed according ND No / Aas3 uposene no H/I Nh: JIII-N(001198)-(PF-RU)-050525 

4 pH 4.6 to 6.0/0 1  4,6 210 6,0 

5.7 

5 
Related substances /Pocrete npHMeCH 

1 )  Impurity A /IlpMees A Not detected / e o6apyena 1)  Not more than 0.2 % /  He 6onee 0.2 % 

2) Impurity B /IpMMee B Below LOQ(LOQ=0.04%)/  Hoe penena 2) Not more than 0.2 % / e 60nee 0,2 % 

KOJIHHeCTBeHOTO OIIpCJICICHH (TIKO = 0.04 %) 

3) Impurity C /  HIpMees C Not detected / e o6apyxea 3) Not more than 0.2 % / e 6oce 0,2 % 

4) Impurity D /IIpMMec D Not detected / He o6Hapyea I4) Not more than 0.2 % /  He 6oee 0,2 % 

5) Impurity E /IIpMee E Not detected / He O6HapyxeHa 5) Not more than 0.2 % /  He 6oee 0,2 % 

6) Impurity F /TIpMMccL F 6) Not more than 0.2 % /  e  6onee 0,2 % 

0.06% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeane: IIpOJyKT COOTBeTCTByeT Tpe60BaHMM HJI 3ax1oeHe: O/IOPEHO 

Prepared by / Checked by/ Checked by (AQA) Approved by: Quality Assurance/ Authorized person / 
[loJroToBneHO: IlpoBepeo: / IlpoBepeHo OJ06peHo: O6ecneeHMe KaeCTBa/OTBeTCTBeHHOe 
Yogesh Chauhan Rama Kant (AOK): JMLIO: Sunil Kumar 

// 3.k 
mi Ker 

4l • �  

-  

Date / 
25-08.225 Date'-<10 Date/ - }?  Date I 5€08-402\ 

JlaTa: Jara: [Iara: 
9 ¢ -0 %  

[Iara: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



s 
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CERTIFICATE OF ANALYSIS 

CEPTMMKAT AHAI1M3A 

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

Vil! Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te i .  +91 93166 5600102 www.drredys.com 

Product : Nise gel 1 %, 20 g 
IIpoyKr: Ha3, re I1 HapyKH0rO IIpMeHeHH 1%, 20 r 

Market / PIO : Russia / Pocc 

Batch No./  
V250653 

Batch Quantity / 60000.000 units / 

Cepns Nb 
: 

Pa3Mep cepH 
: 

60000.000 eI1ML 

Analytical Report No./  
:  040003040728 

Date of Analysis / 
: 25.08.2025 

AHanTHeCKHi oTeT No [Iara anan3a 

Date of Manufacture / 
08/2025 

Date of Expiry/ 
07/2028 

Iara npo3BoncrBa 
: 

Foe 210 
: 

Mfg. License No./  

II po3BOICTBeHHaH : MNB/05/263 MA number: / HoMep PY : JI1-N@(001198)-(PT-RU) 

JIIeH3HI .Nb 

Analysis performed according ND No / A a 3  npoBee no H/I Nh: III-N(001198)-(PF-RU)-050525 

7) Highest Unknown Impurity/ 7) Not more than 0.2 % /  He 60ee 0,2 % 

EIMHHHa 
HeHJICHTHpHIIHDOBHHaH 

Below LOQ (LOQ = 0.1 %) / Hwe npenena 
IIpHM€CL 

KO.WeCTBCHIHOTO OIIpCIC1CHM (IIKO = 0.1 %) 

8) Total impurities / 0 . 1% 

CyMMa npMece 8) Not more than 1 .5  % /  He 6oee 1,5 % 

6 Microbial contamination / MHKpo6Ho0reeKa HcT0Ta 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / IIpnMeane: IIpOJ1yKT COOTBeTCTByeT Tpe6OBaH1HM HJI 3ax1oeHHe: OJI0BPEHO 

Prepared by / Checked by / Checked by (AQA) Approved by: Quality Assurance/Authorized person I IloTOTOBJIeHO: [[ IpoBepeHo: / TIpoBepeHo Ono~peo: O6ecneeHe KaeCTBa/OTBeTCTBeHHOe 
Yoge.,hChaf� Rama� (AOK): ILIO: Sunil Kumar 

ha w '  dvM 

'Date I ps-08 )7 I Date/ $1 Date/ ¢ }  Date/ 2608-40g 
)> Jlaa: S° Jlara: Iara: Iara: 

Registered Ofiice: 8-2-337, Road No. 3, Banjara Hi l ls, Hyderabad - 500Q34, Telangana, India 
Te!: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 

CEPTMOMKAT AHA1M3A 

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

VII .  Khol, Nalagarh Road, Baddi, 

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

Tel. + 9 1  98166 56001 02 

www.drreddys.com 

Product : Nise gel 1%, 20 g 
IIpoIyKr: Hai3", re IUIH HapyKHOTO IpHMeHeHM 1%, 20 Tr 

Market / PLIHOK : Russia / Poccu 

Batch No./  
V250653 

Batch Quantity/ 60000.000 units I 

Ceps .N 
: 

Pa3Mep cep 
: 

60000.000 eI1HHLI 

Analytical Report No. I 
: 040003040728 

Date of Analysis / 
: 25.08.2025 

AHaHTecKHi oTeT Ni Iara awan13a 

Date of Manufacture / 
08/2025 

Date of Expiry/ 
07/2028 

Jara npow3BoncTBa 
: 

Foe 20 
: 

Mfg. License No. / 

IIpo3BO/ICTBeHHaH : MNB/05/263 MA number: / HoMep Py : J1I1-Ne(001198)-(PF-RU) 

JHUeH3HI N 

Analysis performed according ND No / Aan» npoBee no H/I N: JIII-N?(001198)-(PF-RU)-050525 

Total aerobic microbial count / 
O6u1&e KOJIMHeCTBO Not more than 10 CFU/g / Not more than 10 CFU/g / 
KM3HCCIOCO6HIX apO6HIX Menee 10 KOE/r He 60nee 10 KOE/r 
MHKDOODTaHH3MOB 

Total combined yeasts/molds count/ Not more than I O  CFU/g / Not more than 10 '  CFU/g / 
O6ILICC HCIO JIDOKKCBIX H Meee 10  KOE/r He 6once 10! KOE/r 
IIJICCHOBIX TpH6OB 

Pseudomonas aeruginosa Absent in I g/ OTcyTCTByCT B I r Absent in I g/ OTcyTCTBHe B I r 

Staphylococcus aureus Absent in l g/ OrcyTCTByeT B I r  Absent in I g/ OrcyrcrBHe B I r  

7  Assay / KonecrBeoe 9.0t0 1 1 . 0  mg of CHeN»OsS (nimesulide) per I g of 
oupee.nee 

10.09 mg/ 10.09 Mr 
the product/ 
Or 9,0 110 1 1 , 0  Mr CHeNOsS (Mecynu) B I r 
penapara 

Conclusion: APPROVED/ 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHM HJI Bax1oeme: O/IOPEHO 
-, Prepared by/ Checked by/ Checked by (AQA) Approved by: Quality Assurance/Authorized person/ loIroToBeHO: [IlpoBepeHo: [/ IlpoBepeo [Ono~peno: O6ecneee KaecTBa/OTBeTCTBeHHOe Yo..g�hChat,,b.n? /1/ / Rama� Kant l (AOK): into: Sunil Kumar 

jct [Amit Kumar J 
K W  

;  Date/ /,7 5----��-✓r'Y{' Date/ �,oB--ttf'lr Date/ - ..-c q, ,-- � � )  IDate/ :26--0 f.--j__D� Jlara: [Jlara:2 [Jara:US  ,[Iara: 

Registered Ofiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Te!: +91 40 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys.com 

Remarks : The Product confirms to ND/ 
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Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 

CEPTMDMKAT AHA1M3A 

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

Vill, Khol, Nalagarh Road, Baddi, 

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

Te l .  +391 £616G 56001 02 
www.drreddys.com 

Product : Nise gel 1 %, 20 g 
IIpopyKr: Haii3", re6 III HapyKHOTO IpHMeHeHH9 1%, 20 T 

Market / PIHO : Russia / Pocc 

Batch No. /  
V250653 

Batch Quantity / 60000.000 units I 

Ceps No 
: 

Pa3Mep cep 
: 

60000.000 e[HMLI 

Analytical Report No./  
:  040003040728 

Date of Analysis / 
: 25.08.2025 

AHa1HTHHecKH oTeT No Iara anan3a 

Date of Manufacture/ 
08/2025 

Date of Expiry/ 
07/2028 

Jara npo3Bo2cTBa 
: 

FoeH 20 
: . 

Mfg. License No./  

II po3BoncrBeHHaH : MNB/05/263 MA number: / Howep PY : J1I1-N(001198)-(PF-RU) 

JIHIIeH3I .N? 

Analysis performed according ND No / AHaas nposee no H/I N?: III-N2(001198)-(PI-RU)-050525 

8 Package / VnaKo8a 20 g in a laminated aluminum tube equipped with 
20 g i n  a  laminated aluminum tube equipped with tamper- 

tamper-evident membrane. I tube and patient 
evident membrane. I tube and patient information leaflet 

information leaflet (package insert) in a carton. / 
(package insert) in a carton./ 

[lo 20 T Ty6y H3 aMHHHpOBaHHOTO ZIIOMHHHM, 
[lo 20 T B Ty6y M3 JJaMHHHpOBaHHOTO 2LIOMHHM, 

CHa~eyIo MeM~paoi II KOHTpOJI IIepBOTO 
CHa6KCHHyIO MeM6pa0 JUI KOHTpOJI nepBOTO 

CprTHA. Ilo ] Ty6e B naHKy KapTOHyIO C 
ncrpyxuHeif no IIDHMCHCHHO (JHCTKOM­ 

BCKpITH. lo I Ty~e B IaKy KapTOHHyIO C MHCTpyKLMei 

BK1a,IILLICM). 
IIO IIDHMCHCHHIO (JIMCTKOM-BKIaJIILIIeM). 

Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The test may be 
absent in the in-house certificate of analysis./ 
[IpOBOIMTCH IIpOH3BOJIHTCJICM IIpH BLIIIyCKC IICDHOJUIHCCKH (C MHTCpBaIOM B OIHo McrTaHe Ha 20 cepi nu He MeHee I pa3a B TOI1). 
IloKa3aTen MOKeT 6BITE He BKIOHCH B CepTMpHKaT aHa1H3a (pHpMI. 

API name / HaMenopaune AC: Nimesulide / HMecyn 

INN /MHH: Nimesulide / HMecy1 

API manufacturer batch number/ 
MS-IA-243031-MI 

HoMep cepmu npom3Boren AC: 

FP Manufacturer API Batch number/ 
FERA00717 

HoMep cepnu cy6crauut npow3sore DJI: 

Remarks : The Product confirms to ND/ 'Conclusion : APPROVED / 
IlpnMeae: IHpOyKT COOTB&TCTBVeT TD&OBHMM HIT 3aoeHHe: OJI05PEHO 
Prepared by / Checked by/ Checked by (AQA) Approved by: Quality Assurance/ Authorized person / - . 

loJrOTOBJIeHO: IlpoBepeHo: / IIpoBepeHo Op1openo: O6ecneeHwe KaeCTBa/OTBeTCTBeHHOe 
' Y ogesh  Chauhan Rama Kant (AOK): to: Sunil Kumar 

{ A. 
Amit Kumar \ 

dl 
­ Date I 

-3 
Date I ,¢ )s '  I  Date/ 2C0&40« I Date/ ' 

IlaTa: • JIara: Jara: "° JIara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Te!: +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 AHA1M3A 

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

Vil l .  Khol, Nalagarh Road, Baddi, 

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

Te l .  +91 93166 56001 02 
www.drreddys.con 

Product : Nise gel 1 %,20  g  
IIpoyKT: H a ,  re1 IUI HapyKH0T0 IIpMMeHeHM 1%, 20 r 

Market / PIO : Russia / Pocc 

Batch No./  
V250653 

Batch Quantity / 60000.000 units/ 

Cepn No 
: 

PaMep cep 
: 

60000.000 e1MHHL 

Analytical Report No./ 
:  040003040728 

Date of Analysis / 
: 25.08.2025 

AHaIHTHecKHi oTeT No Iara aa13a 

Date of Manufacture/ 
08/2025 

Date of Expiry I 
07/2028 

JI[aTa 1pow3Bo€TBa 
: 

Foe 2o 
: 

Mfg. License No./  

IIpoH3Bo/cTeHHa : MNB/05/263 MA number: / HoMep Py : JII1-N(001198)-(PT-RU) 

Jue3 No 

Analysis performed according ND No / Aaum npoBene no H/I N: JIII-N2(001198)-(PF-RU)-050525 

Name, address, authorization No for 
site / Control site / Release site/ 

FP manufacturing Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 1 73205, 
India (license No MNB/05/263./ I1pow3BoIcTBeHHOe nO1pa3JeIeHHe-6, BM1. 

Kxo1, Haarapx Poy1. Eau, JIcrpKr ConaH, X.II., 173205, Ha1 
(lute13Ms N MNB/05/263). 

HaHMeHOBae, ape€ II HOMep J I e 3 I  I1OUIaIM, 
ocyuecrB.1IoIei 

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 sitc(s) in full compliance with the GMP requirements of the Eurasian Economic 
Union and requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, 
packaging and testing records arc verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established»./ 

aKIOeHMe O COOTBeTCTBHH: «HaCTOIIM IOITBCpKJIaIO, TO IIpHBCJICHHaH BIIIIe HH]OpMaLH BIHCTCH JIOCTOBCpHOi TOHO. ra cep 
IIpOIyKLIHH IDOH3BCIICHa (BKIIOHa yIIaKOBKy (MapKHDOBKy) M KOHTD0I KaHeCTBa) Ha BIIIIeyKa3aHHOf IIpOH3BOJICTBeHHOH IIJIOIIIaJIKe (IIJIOIIIJIKaX) B 
IIOJIHOM COOTBCTCTBHH C Tpe6OBaHHHMM HpaBHI HaJUICKaLIIC IIpOH3BOICTBeHHOf IIDaKTHKH EBpa3@CKOTO KOHOMHHeCKOTO CO103a H TDe6OBaHHHMH 
KOHTDOJIH KaHeCTB JICKapCTBeHHEIX CpCJICTB, a TaKKe B COOTBCTCTBHM CO CIICLIM]HKaIIMMH, COIICDKaIIIHMHCH B DeTHCTDaLIHOHHOM JIOCC CTpaHEI­ 
HMIOpTepa. 33aCH IO IpOH3BOICTBy, IIaKOBKe H aHaIH3Y IpOBCpCHI, M yCTaHOBICHO x cOoTeTCTHe Tpe60aHHM IHpan aUIeKaIei 
IIpOH3B0ICTBCHHOH IIDZKTHKM EBpa3HfCKOrO KOHOMHHeCK0TO COO3a». 

Remarks : The Product confirms to ND/ [[Conclusion : APPROVED / 
IIpnMeae: IIponyKT cOoTBeTCTByeT Tpe6oBaHM H)I 3aoee: O/IOBPEHO I 

Prepared by / Checked by / Checked by (AQA) Approved by: Quality Assurance/ Authorized person/ IloJrOTOBnIeHO: IlpoBepeHo: / IHpoBepeHo O0~peno: O6ecneeHe KaecTBa/OTBeTCTBeHHOe 
­ 

, (AOK): nIO: Sunil Kumar 
3kl 

Amit Kumar A 

4M 1'----- 
Date I )5-c3-205% Date/ 3<& Ul ]p a t e /  ' 4 • % $  ·,Date I 240840G 

I  Jlara: Jlara: Jlara: 
<<° Iara: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 


