
•·· Dr. Reddy's ~;• 
Dr. Retjd'y"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 

CERTIFICATE OF ANALYSIS 
CEPTVl<l>VIKAT AHAJ1V13A 

Product : Nise gel 1 %, 20 g 

IlpoD,yKT: Haib0'\ renb JJ,Jlll ttapy)l{Horo np11MeHeHJ1ll 1 %, 20 r 

Market/ PbIHOK : Russia I Pocc11ll 

Batch No./ 
V250996 

Batch Quantity / 57000.000 units / 

Cepusr .N"! 
: 

PaJMep cepuu 
: 

57000.000 eJJ,HHHU 

Analytical Report No. / 
: 040003230816 

Date of Analysis I 
: 26.12.2025 

AHaJJHTHlfeCKHH OTlfeT .N"2 l(aTa aHaJJuJa 

Date of Manufacture / 
12/2025 

Date of Expiry/ 
11/2028 

llaTa nponJBOJJ,CTBa 
: 

roJJ,CH JJ,0 
: 

Mfg. License No. / 
IlpOH3B0JJ,CTBeHH3SI : MNB/05/263 MA number: / HoMep PY : JIIT-N2(001198)-(Pf-RU) 

JIHQeH3HSI .N"2 
Analysis performed according ND No / AttaJJH3 nposc,11,cH no Hll .N"2: JIIl-.N"2(001198)-(Pr-RU)-050525 

.N'!! Test/ IIoKa3aTem, Result/ PeJyJihTaTbl Specification / HopMa 
I Appearance/ Om,caHue Clear homogenous light 

Clear homogenous light yellow gel, free fi:om yellow to yellow gel, free from 

particulate matter / 0.uHopo.UHhIM npo3pa'!Hbii1 rem particulate matter / 0.uHopo.UHbIM np03pa'!Hhii1 renb OT 

CBeTJIO-)[(eJTTOro usera, cso6o.UHbll1 OT noL-rOpOl·!llMX ' De'J'llO•,t(CJITOro .uo )[(eJTToro UBCTa, cao6o.uHhii1 01 

'!aCTHU llOCTOpOHHlfX '!aCTHU 

2 Identification / The retention time of the main peak in the The retention time of the main peak in the chromatogram 
H.ueHTmjmKa1.urn 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 Lhc main peak in the chromatogram of nimesulide reference 
HPLC I B3)KX chromatogram of nimesulide reference standard standard solution (section Assay). I Bpewi y.uep)[(HBaHHll 

solution/ BpeMll y.uep)[(HBaHHll OCHOBHOro nHKa Ha OCHOBHOl"O nHKa Ha xpoMaTorpaMMe HCnbITyeMoro 
xpoMarnrpaMMe HCnhITyeMoro paCTaopa pacTBopa ,UOJ!)[(HO COOTBe'I'CTBOBaTb BpeMeHH 
COOTBeTCTBYeT apeMeHH y.uep)[(HBaHHll OCHOBHOro i)'llCp,trnBaHHll OCHOBHOro nHKa Ha xpoMaTorpaMMe 
n11Ka tta xpoMaTorpaMMe paCTsopa CTaH.uapTHoro paL·-roopa CTaH.uapTHoro o6pmua HHMecynH.ua (pm.uen 
o6pmua HHMecyn11.ua «l<on H•1ec-rue1rnoo onpe.uenettHe») 

3 Weight of package contents/ According to the requirements. Not less than 20 g / B 

Macca coJJ,ep;1mMoro vnaicoBKH 
20 g / 20 r 

COOTBCTCTDHH C Tpe60BaHI1llMH. He MeHee 20 r 

~ pH ~-6 to 6.0 I OT 4,6 .uo 6,0 
5.1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpHMClf3HHC: TTpOAYKT COOTBeTCTByeT 1'pe6oBaHH/lM HLI: 3aKJJIOlfeHne: Ol(OliPEHO 

Prepared by/ 
no.uroToaneHo: 

Ashi sh Kumar ,__ 
:.D:arn: 02.03.2026 
!Date/ 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 

npoBCpeHO: nposepetto (AOK): Ooo6pe•oc 06eorrese•~ =•e••oe mmo, 
Rama Kan~ ~Amil Kumar 

A__/.:..-~,/"' 

I D ate/ Date/ 'Date / 6 1--~ 3 ~ '7--<) 1-(. 
: ,UaTa: 02.03 .2026 )),an: 02.03.2026 ,Uarn: 

Registered Office: 8-2-337, Road No. 3, BanJara Hills, Hyderab~d - 500034, Te,3ngana, India 
Tel : +9140 4900 2900, l<lx: 19140 4900 2!:199, Email: muii@drreddys r:om 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Raddy's ~;• 

Product : Nise gel 1 %, 20 g 

CERTIFICATE OF ANALYSIS 
CEPTll1<l>111KAT AHAJ11113A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol_. Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, 1r~DIA 
Tel : +91 98166 56001-02 
www.dn·eddys.com 

TipoJJ.yKT: Haib°'', renb )lJill Hapy)KH0ro np11MeHeH11ll 1 %, 20 r 

Market I PbIHOK : Russia I Pocc11l! 

Batch No./ 
V250996 

Batch Quantity I 57000.000 units/ 

Cepnsi N! 
: 

Pa1Mep cepnn 
: 

57000.000 e)ll1Hl1U, 

Analytical Report No. / 
: 040003230816 

Date of Analysis I 
: 26.12.2025 

AuaJJHTH'lecicnii 0T'leT N! ,l(aTa auann1a 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
,l(aTa np0H3B0)].CTBa 

: ro)].eH )].0 
: 

Mfg. License No. / 
TI p0H3B0)].CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : Jin-.N2(001198)-{Pr-RU) 

nuueu1nH N! 
Analysis performed accordin!! ND No/ A,rnmn npoBCllCH no Hll N!: JITI-N!<001198)-{Pr-RU)-050525 

5 
Related substances /PoJJ.CTBeHHb1e npnMecn 

1) Impurity A / Ilp11Mecb A Not detected / He o6ttapylKeHa 1) Not more than 0.2 % / ue 6onee 0,2 % 

2) Impurity B I Ilp11Mecb B Below LOO (LOO= 0.01 %) / 
HHlKe npe11:ena o6HapylKeHHll (ITO= 0.01 %) ~) Not more than 0.2 % / He 6onee 0,2 % 

3) Impurity C / Ilp11Mecb C Not detected / He o6HapylKeHa 3) Not more than 0.2 % / He 6onee 0,2 % 

~) Impurity D I Ilp11Mecb 0 Not detected / He o6HapylKeHa f4) Not more than 0.2 % / He 6onee 0,2 % 

5) Impurity E / Ilp11Mecb E Not detected / He o6HapylKeHa 5) Not more than 0.2 % / He 6onee 0,2 % 

Ki) Impurity F / Ilp11Mech F 6) Not more than 0.2 % / He 6onee 0,2 % 
Not detected/ He o6HapylKeHa 

7) Highest Unknown Impurity I 7) Not more than 0.2 % / He 6onee 0,2 % 
EAHHH'lHal! 
HeH/J;eHTH~HUHpOBaHHal! Below LOQ (LOQ = 0.1 %) I H11lKe npe11:ena 
IlpHMeCb KOJIH'leCTBeHHoro onpe11:eneHHll (ITKO = 0.1 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMC'laHne: TipOJJ.YKT C00TBeTCTByeT Tpe6oBaHl1llM H,l( 3aKJJto'leune: O,l(OliPEHO 

Prepared by I 
Tio)lroTOBJJeHo: 
Ashish Kumar 

~ 
!Date / 
:,[{aTa.: 02.03.2026 

Checked by / Checked by AQA) / Approved by: Quality Assurance/Authorized person I 
Tiponepe1-10: TipoacpeHo (AOK): O,D.06pe1-10: O6ecrreqeu11e Ka'le~ eei-c· ee1rnoe n11u,o: 

RamaKant t Amit Kumar 

tvA'r 1' nJ,; 1/ 
I Date/ Date / 'Date/ <3 '1-------0 '] - 2..LJ 1.....-t, : ,!l.aTa: 02.03 .2026 ,l(a-ra: 02.03.2026 ,l(arn: 

Registered Office : 8-2-337, Road No. 3, Sanjara Hills, Hyderabad - 500034, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em,iil: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Un it-6 
Viii . l<hol _. Na lagarh Road, Baddi, 

Di st t. Solan, H.P .. 173 205, Ir~DI A 

Te! : +91 98166 56001-02 

www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPT~~~KATAHAfi~3A 

Product : Nise gel 1 %, 20 g 
IlpOJlYKT: Haj;h00

, renb JlJljj Hapy)KHOro np11MeHeH1rn 1 %, 20 r 

Market/ PblHOK : Russia / Poccttjj 

Batch No./ 
V250996 

Batch Quantity/ 57000.000 units / 

Cepnst .N2 
: 

PaJMep cepnn 
: 

57000.000 e,nHHHU 

Analytical Report No./ 
: 040003230816 

Date of Analysis / 
: 26.12.2025 

AHaJJHTH'leCKHH OT'leT .N2 )laTa aHaJJHJa 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11/2028 

)laTa np0H3B0JlCTBa 
: 

ro)leH JlO 
: 

Mfg. License No./ 
TipOH3B0JlCTBeHHaSI : MNB/05/263 MA number:/ HoMep PY : J1IT-N2(001198)-(Pf-RU) 

JIHQeH3HSI .N2 
Analysis performed accordin2 ND N o / Amt JJ HJ nponc)lcH no H.U .N2: JITI-.N2(001198)-(Pr-RU)-050525 

Below LOQ / HttlKe npe.!(ena KOJIH'leCTBeHHOfO 
8) Total impurities/ bnpe.!(eneHH» 
CyMMa npttMecei1 8) Not more than 1.5 % / He 6onee 1,5 % 

6 Microbial contamination*/ MuKpo611onornqec1-aS1 'lHCTOTa* 

Total aerobic microbial count / 
06w.ee KOJIH'lCCTBO Less than IO CFU/g / Not more than I 02 CFU/g I 
lKH3Hecnoco6HbIX aJpo6HblX MeHee 10 KOE/r He 6onee I 02 KOE/r 
MHKpoopraHH3MOB 

Total combined yeasts/molds count I Less than IO CFU/g / Not more than 101 CFU/g / 
06mee 'llfCJIO .!lpOlKlKeBblX 11 MeHee 10 KOE/r He 6onee 101 KOE/r 
nnecHeBbIX rp116os 

1Pse11domo11as aeruginosa Absent in 1 g/ 0TcyTc-rsye-r B I r Absent in 1 g/ OTcyTCTBHe B 1 r 

Staphy lococc11s aureus Absent in 1 g/ OTcyYcrnye-r B I r Absent in 1 g/ 0TCyYCTBHe a 1 r 

7 Assay I Kom1qecTeeH11oc 19.0 to 11 .0 mg ofC13H12N20sS (nimesulide) per 1 g of 
onpe.!(eJJcH11e 10.08 mg / I 0,08 Mr he product / 

OT 9,0 .!\O 11 ,0 Mr C13H12N20sS (tt11Mecyn11.!l) B 1 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipHMC'laHHC: Tipo,nyKT COOTBeTcTByeT Tpe6oeaHJrnM H,l], 3aKJJIO'ICHHe: O)lOliPEHO 

Prepared by/ 
TionroTOBJietto: 
Asl1i sh Kumar 

~ 
'Date / 
:,l],arn: 02.03 ."2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
npoBepCHO: □poeepeHO (AOK): 0no6pOHO: 06ocrroqoa •\~CTBOHHOC nHUO: 
R am a Kant t- !A m it Kumar 

~~-~~_;-

I Date / 
1 Date / IDate I 0 L----e s ~L---0 }_--b : ,l],arn: 02.03.20.26 ,l],arn: 02.03 .2026 )lam: 

Regist ered Office : 8-2-337, Road No. 3, 6a njara Hills, Hyderabad - 500034, Te,angana, India 
Tel : +91404900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's "llllli;• 

Product : Nise gel 1 %, 20 g 

CERTIFICATE OF ANALYSIS 
CEPTVl<l>VIKAT AHAJ1Vl3A 

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 

IlpoayKT: Haihl)<), reJJb am1 Hapy)l(H0ro npHMeHeHlrn 1 %, 20 r 

Market/ Pbrnoic : Russia / PoccH» 

Batch No./ 
V250996 

Batch Quantity/ 57000.000 units I 
Cepusr .N!! 

: 
PaJMep cepun 

: 57000.000 e}lHHHI..\ 

Analytical Report No./ 
: 040003230816 

Date of Analysis / 
: 26.12.2025 

AuaJIHTH'leCKHH OT'leT .N!! ,11,aTa auaJIHJa 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 11/2028 
.l(aTa DPOHJBOJICTBa 

: 
roaeu JlO 

: 

Mfg. License No./ 
Il pOHJBOJlCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITT-N2(001198)-(Pf-RU) 
JIHUeHJHSI .N!! 
Analysis performed according ND No / AHaJIHJ npoBeJICH no H,[l, .N!!: JIII-.N!!(001198)-(Pf-RU)-050525 

npenaparn 

8 Package/ YnaKOBKa 20 g in a laminated aluminum tube equipped with 
20 gin a laminatccl aluminum tube quipped w ith tamper-

tamper-evident membrane. 1 tube and patient 
information leaflet (package insert) in a carton. / 

eviden t membrane. I !Ube and patient in formation leaflet 
(package insert) in a carton./ 

no 20 r B ry6y 113 JJaMHHHpoeaHHOro aJJIOMHHHJI, 
no 20 r B T)'6y Ill na~utlili()OB!ll·IHOJ'O a.r11omIHHJI, 

CHa6lKCHHYIO MeM6paHOH AJJJI KOHTpOJJJI nepeoro 
CHa6mCHH 10 MCM6pa11oi1 llJUl KOHTJ)OJU! nepeoro 

BCKpblTHJI. no 1 Ty6e 8 natJKY KapTOHH)'IO C 
nCJ.l)bmui. n o I Ty6c n naLtl\")' KapTOHHy1-0 c HHCT())'KUHell 

f!HCTpyKUHeil no npHMeHeHl.flO (IIHCTKOM-
no ll ()IIMCIICUIUO (ilHCTKOM·Blv!MbUUeM). 

BKJl8.!lblllleM). 
* Performed by the manufacturer penod1cally at release (with an mterval of one test per 20 batches or at least once a year). The test may be 
absent in the in-house certificate of analysis./ 
* TTpoBOAHTCJI npOH3BOAHTeJJeM npH Bb!Il)'CKe nepHO,!l;HtJeCKH ( C HHTepsaJJOM n OAHO HCTibITaHHe Ha 20 cepHil HJIH He MeHee 1 pa3a 8 ro,!1;) . 
TTOKaJaTeJJb MOlKeT 6b!Tb He BKJl!OtJeH 8 cepTH<fmKaT aHaJJH3a <fmpMbl. 

API name/ HaHMeuosauHe AcJ.>C: Nimesulide / HHMecynH,!I; 

INN/MHH: Nimesulide / HttMecyJJHA 

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

HoMep cev1m npo1nsoJIHTCJJH AcJ.>C: 
FP Manufacturer API Batch number/ FERA00717 
HoMCP CCPHH cv6cTaHl(HII TIPOHlBOAIITCJJH r JlcJ.>: 

Conclusion : APPROVED / ,~em arks : The Product confirms to ND/ 
,npuMe'laHne: TTpOJlYKT C00TBeTCTByeT Tpe6oBaHHHM H.[\ 3aKJIIO'leune: O,11,0.6PEHO 

Prepared by/ 
f10D.r0Toane1-1 0: 
Ashish Kumar .--. 

'Date/ 
:.[\aTa: 02.03 .2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoaepe110 : TTpoaepetto (AOK): O.n,o6peHo: O6ecrre4ett11e Ka4eCTB~ eT TBe HHOe 11111..\0: 
Rama Kantunt Amrt Kumar 

~ ~/ ~'~ r 
I Date/ • Date / !Date / o2-~3~~u : Jlara: 02.03.2026 JJ.a,:a: 02.03.20-6 )lam : 

Reg istered Office : 8-2-337, Road No. 3, 6anja ra Hills, Hyderabad - 500034, Te,angana, India 
Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

Product : Nise gel 1 %, 20 g 

CERTIFICATE OF ANALYSIS 
CEPT~~~KATAHAfi~3A 

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 

Ilpo,a;yKT: Hai:\3°0
, reJib .[(ml Hapy»rnoro np11MeHett1151 1 %, 20 r 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
V250996 

Batch Quantity / 57000.000 units / 

Cep1-rn .N"2 
: 

PaJMep cepuu 
: 

57000.000 e,D;l1H11U 

Analytical Report No./ 
: 040003230816 

Date of Analysis / 
: 26.12.2025 

AuaJIHTH<tecicnii OT<teT .N"2 )laTa auaJiuJa 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11 /2028 

,llaTa DPOH3B0,ll;CTBa 
: 

roaeH .a;o 
: 

Mfg. License No. / 

fi pOH3B0,ll;CTBeH Ha SI : MNB/05/263 MA number: / HoMep PY : JUl-NQ(00l 198)-(Pf-RU) 

JIHUeH3HSI .N°! 

Analvsis performed according ND No/ Amu11n npoBC/lCH no H)]. .N"2: JIIl-.N"2(001198)-(Pr-RU )-050525 

API Manufactured by & country/ 
Mangalam Drugs and Organics Ltd., India / 

IlpouJBO.llHTeJ11, A«l>C, CTpaua: 
Maura.rrnM .D,par:i :rn.11 OpraHHKC JIT.11., 11H.11Hll 

Name, address, authorization No for FP manufacturing Formulation Unit-6, Vill. Kho!, Nalagarh Road, Baddi, Distt. Solan (HP) 173205, 
site/ Control site/ Release site/ India (license No MNB/05/263. / TipomBO/lCTBeHHoe rro.11pa:i,lleJieHJ.1e-6, Bmrn. 
HauMeHOBattue, a.11pec II HOMep JlHl(CH3HH nJJOUl3.11KH, KxoJJb, HaJJarapx Poy.!l, ba,lllll1, .D,11CTpl1KT CoJJaH, x.n., 173205, 11H.!ll1ll 
ocymeCTBJlHIOWCU (Jlm.teH311ll N~ MNB/05/263). 

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 and requirements to the medicinal quality and with the 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»./ 

3aKJllO'leHUe O COOTBeTCTBHH: «HaCTOllllll1M ll no.urneplK,llaI0, 'ITO rrp11ae.11eHHal! Bblllle 11H<p0pMaU11ll llBJllleTCll ,!IOCT0BepHOH 11 TO'IHOU. 3Ta cep11ll 
npo.uyKUHII rrp0113Be,lleHa (BKJJJO'lal! yrraKOBKY (MapK11pOBKY) II KOHTpOJJb Ka'!eCTBa) Ha BblllleyKa:iaHHOH rrp0113B0.!ICTBeHHOU IlJlO!lla.11Ke (nJJOllla.[(Kax) B 
ITOJJHOM COOTBeTCTBlll1 C Tµe6oBaHHl!MII TTpaBl1Jl Ha.[(JlelKameu np0113B0.llCTBeHHOH rrpaKTIIKl1 EBpa311HCKOro JKOHOMl1'1eCKOfO COJOJa II Tpe6oaaHl1llMl1 
KOHTpOJJll Ka'!eCTaa JJeKapCTBeHHl,IX cpe,ucTB, a TaKlKe B C0OTBeTCTBl111 co crreu111jrnKaUHllMl1, CO/leplKallll1MIICll B perncrpaUIIOHH0M .!IOCbe crpaHbl-
11MllOpTepa. 3arr11c11 no rrp0113B0,llCTBY, yrraKOBKe " aHaJJl13Y rrpoaepeHbl, 11 ycraHOBJieHO 11X COOTBeTCTBHe Tpe6oBaHl1llM TTpaBl1Jl Ha.[(JlelKameii 
np0113B0,!ICTBeHH0U rrpaKTIIKl1 Eapa:iuiicKoro 3K0HOMl1'!eCKOTO COJ03a>>. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
CTpnMe<taune: flpo.nyKT cooTBeTcrnyeT Tpe6osaHH51M H,U 3aKJIIO<teHne: O.l(OliPEHO 1:==============~===::::::::==~=======:::: 
Prep ared by I 
OoLI,rOTOBJieHo: 

hish Kumar 

~ 
D ate/ 

.D,ai-a: 02.03.2026 

Checked by/ 

rJposepeHo: 

Rama 

Date/ 

,Uarn:" 02.03.2026 

Checked by (AQA) / 

IIpoaepeHo (AOK): 

Amit Kumar 

D ate / 

" .---,\ -( ' ---
.[lam: 02.03.2026 

Approved by: Quality Assurance/Authorized person/ 

Oao6peHo: O6ecne'!eHHe Ka'!CCTBa/ BeTCTBeHHOe JIHUO: 

IDate / 
,Uarn: 

R,,e;,tnPd Office: 8-2-337, Road No. 3, 6anjara Hills, Hyderabc:d - 500034, Tei3ngana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys .com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 


