
••• Dr.Reddy's ~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Soia11, H.P., 173 205, INDIA 
Tel : +9198166 56001-02 

www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTlr'1<l>lf1KAT AHAfllr'13A 

Product : Nise gel I%, 20 g 
flpoJiytcr: Haitl0

, reJJb .11.JlJI Hapy)l(Horo npHMeHetn1J1 1 %, 20 r 

Market/ Pi,rnoic : Russia/ Pocc,rn 

Batch No./ 
: V260119 

Batch Quantity I 58100.000 units/ 

CepHH .N2 PaJMep cepuu • 58100.000 e.JJ,11H11U 

Analytical Report No. / 
: 040003283722 

Date of Analysis I 
: 18.02.2026 

AuaJJHTH'iecicuii oP1eT .N2 .Ll:aTa auaJJttJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
: 01 /2029 

.Ll:aTa npOHJBO.!J.CTBa ro.11.en }10 

Mfg. License No. / 

IlpOHJBO.!J.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JH1-N2(00I 198)-(Pr-RU) 

JlHl{eHJHH JV2 

Analysis performed accordin~ ND No/ AuaJJHJ nposeJieH no H.Ll .N2: JIIl-.N2(001198)-(Pr-RU)-050525 

.N"2 Test/ IloKaJaTeJJb Result/ PeJyJJbT3TbI Specification / HopMa 
I Appearance/ On11ca1111e Clear homogenous ligh 

Clear homogenous light yellow gel, free from yellow to yellow gel, free from 

particulate matter / OJlHOp0.11HbIH np03pa'!HbIH reJib particulate matter / O.11ttopo.11HbIH np03pa'!Hb!H reJih 01 

iCBeTJJ0-lKeJITOro UBeTa, CB060.11HblH OT IIOCTOpOHHl-!XCBe'TJIO-lKeJJTOro )lO lKeJITOro UBeTa, CB060.11HbIH 01 

'!aCTHU nOCTOpOHHHX '!aCTHU 

2 Identification/ rT'he retention time of the main peak in the irhe retention time of the main peak in the chromatogram 
HJieHTHljmKal{IIH 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 B3JKX chromatogram of nimesulide reference standard standard solution (section Assay). / BpeMl! yJleplKttBaHttll 

solution/ BpeMl! y)leplKHB8Hlill OCHOBHOro IIHKa Ha 0CHOBHOfO IIHKa Ha xpoMarnrpaMMe HCnbITyeMoro 
rxpoMarnrpaMMe 11cnb1TyeMoro pacrnopa paCTBopa .110JllKHO COOTBeTCTBOBaTb BpeMeHH 
iCOOTBeTCTBYeT BpeMeHJ-1 yJleplKHBaHHll 0CHOBHOro y)leplK11B8HHll 0CH0BHoro IIHKa Ha xpoMaTorpaMMe 
1111Ka Ha xpoMaTorpa~tMe paCTBopa CTaH.11apTHoro " pacTBopa CTaHJJ.apTHoro o6paJua HHMecyntt)la (paJJJ.eJI 
b6paJua H11MecyJ111JJ.a I «Ko1111'lecTBeHHoe orrpeJJ.eJieHtte») 

3 Weight of package contents/ 
20 g/ 20 r 

According to the requirements. Not less than 20 g / B 

Macca C0JleDlKIIM0ro vnaK0BKII C0OTBeTCTBHH c Toe6oBaHl1llMH. He Mettee 20 r 

~ pH 4.6 to 6.0 I OT 4,6 )lo 6,0 
5.2 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHtte: npo.11.yKT COOTBeTcTByeT Tpe6oea1-I11JJM H)]; 3aicmor.ieuue: O.Ll:OEPEHO 

Prepared by I 
TTo.11.roTOBJieHo: 1 Pravesh Rana 

:)laTa: 18.02.2026 
'Date/ 

C hecked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
Tiposepe,m: nponep e110 (AOK): 0 1106peHo : 06ecne4em,1e Kar.ie~ eTCTBCHHOC J!HUO: 

Pardeep Kumar 
Amit K f '~ 

~ f\77'1 r 
I D ate/ Date/ !Date/ 1 f--o 1-- ?AU : )la-ra: 18.02.2026 JJ,aTa: 18.02.2026 Jla-ra: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India 

Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP198~PLC004507 

www.drreddys.com 
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•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii . Khol, Nalagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys .com 

CERTIFICATE OF ANALYSIS 
CEPH1<l>L,1KAT AHAflL.13A 

Product : Nise gel l %, 20 g 

Iloo.avKT: Hatl300
, renh .anR 1rnpyJ1moro np11Me11e1111R I%, 20 r 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
: V260119 

Batch Quantity / 58100.000 units/ 
Ceom1 .N"! PaJMep cep1111 • 58100.000 e,UttH11U 

Analytical Report No./ 
: 040003283722 

Date of Analysis / 
: 18.02.2026 

AHaJIHTH'feCKHH OT'feT .N"! ,ll,aTa aHaJJtt3a 
Date of Manufacture/ 

: 02/2026 
Date of Expiry / 

: 01/2029 
.lJ.aTa 0P0ll380.QCTB3 ro.aeH .QO 
Mfg. License No. / 
fl pOH3B0.QCTBeH Haff : MNB/05/263 MA number: / HoMep PY : JITI-N2(001198)-(Pf-RU) 
m1ue113usr .N"! 

Analysis performed according: ND No I Am1JJ1n npor3cllCH no 1-1 /l .N"!: Jlfi-Ng{001198)-(Pf-RU)-050525 

5 
Related substances /PoACTBCHHbre np11Mec11 

] ) Impurity A/ np11MeCb A Below LOQ (LOQ = 0.06 %) I HmKe npeJieJia I) Not more than 0.2 % / He 6onee 0,2 % 
KOJIHYecTBeHHoro onpet1eneH11l! (OKO = 0,06 %) 

2) Impurity B / Op11Mecb B Not detected/ He o6HapylKeHa 
2) Not more than 0.2 % / He 6onee 0,2 % 

~) Impurity C / np11Mecb C Below LOQ (LOQ = 0.04 %) / HttlKe npeJieJia 3) Not more than 0.2 % / He 6onee 0,2 % 
KOJIHYecrseHHoro onpe,1J,enemrn (OKO = 0,04 %) 

M Impurity D / Op11Mecb D Not detected / He o6HapylKeHa 4) Not more than 0.2 % / He 6onee 0,2 % 

5) Impurity E / Op11Mecb E Not detected / He 061rnpyll\ett11 5) Not more than 0.2 % / He 6onee 0,2 % 

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

7) Highest Unknown Impurity/ 
Below LOQ (LOQ = 0.1 %) / HM)((e npenena 

7) Not more than 0.2 % / He 6onee 0,2 % 
EAHHH'-!Haff 
He11neHT11~11u11posaHHal! 

KOJIHYecrseHHOro onpeJielleHttll (OKO = 0,1 %) 

npHMeCb 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TT[>III\IC'l3HHe: ITpO.llYKT C00TBeTCTeyeT TJ)e6oeaHHHM H)l 3aKJJJO'feHHe: OJJ;OliPEHO 

Prepared by / 
llo.urOTOBJieHo: 

i Pravesh Rana 

!Date/ 
:,llaTa: 18.02.2026 

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

ITpoeepeHo: npooepeHo (AOK): O,a:06pe110: 06ecne'leHHe Ka•1ecTea/OTBeTCTae111-1oe n11uo: 

Pardeep Kumar Amit Kumar ~~ =k- ~~ 
I Date / Date/ 'Date / I ~ .-"Z) '"2-,:--- z.e, u : ,llaTa: 18.02.2026 ,llaTa: 18.02.2026 ,Uarn: 

Registered Office: 8-2-337, Road No. 3, B,mjara rlill s, Hyderabad - 500034, Telangan a, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP198~PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's ~;• 

Product : Nise gel 1 %, 20 g 

CERTIFICATE OF ANALYSIS 
CEPH1<J>l-1KA T AHAfil-13A 

n po.l\yKT: Haib®, rerrb ,nm1 H8Py)l{H0ro np11r-.1etteH11H I%, 20 r 

Market/ P1>IH0K : Russia I Poccmi 

Batch No./ 
: V260119 

Batch Quantity I 
Cep1u1 .N'2 Pa3MCP cep1111 
Analytical Report No./ 

: 040003283722 
Date of Analysis I 

A1rnmn11'lecic11ii OT'leT .N'2 )],an auaJJma 
Date of Manufacture/ 

: 02/2026 
Date of Expiry / 

)laTa np0ll3B0ACTBa fo.l{eH .l{O 

Mfg. License No./ 

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 

58100.000 units/ 
• 58100.000 C,!I.HHHU 

: 18.02.2026 

: 01/2029 

IlpOH3B0)1,CTBeHHall : MNB/05/263 MA number: / HoMep PY : J1TT-N!!(001198)-(Pf-RU) 

JJHQeH3HH .N'2 

Analysis performed accordin!!. ND No/ AuaJJm nD01l cllcH no l l!.l .N'2: Jln-.N'u(001198)-(Pf-RU)-050525 

Below LOQ / H»lKe npel(eJ1a KOJIH4CCTBe1-111oro 

8) Total impurities/ onpe}lCJICHll.1! 
CyMMa npHMecefi 8) Not more than 1.5 % / He 60J1ee 1,5 % 

6 Microbial contamination*/ M11Kpo6110.r10rH'tecKa11 lfHCTOTa* 

Total aerobic microbial count/ 
O6utee KOJltt4eCTBO Less than IO CFU/g / Not more than I 02 CFU/g / 
)KI-IJHecnoco6HblX a3po6Hb!X Mettee JO KOE/r He 60J1ee I 02 KOE/r 
Ml!Kp0opraJIH3~108 

!Total combined yeasts/molds count I Less than IO CFU/g / Not more than I 01 CFU/g / 
O6mee '!HCJIO llPOlKlKeBblX tt MeHee l O KOE/r He 60J1ee I 01 KOE/r 
nnCCHeBblX rptt60B 

1Pse11do111011as aeruginosa Absent in l g/ OTcyrc-rayeT B I r Absent in I g/ OTcyrc-rsHe B I r 

l,Sraphylococcus aureus Absent in I g/ Ore)'TCTB)'CT B I r Absent in I g/ OTCYTCTBHe s I r 

Rema1·ks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpUMC'IaHUe: npo,uy1cr C00TBeTCTByeT Tpe6oBaHl1JIM H,U 3a1emo'lenue: O)].O6PERO 

Prepared by I 

{ TTOJlf OTOBneHo: 
Pravesh Rana 

!Date/ 
:.na-ra: 18.02.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
npoeepetto: OpoeepeHo (AOK): 0A06peHOC 06ecneseHHO~~HHOe nHQO 
Pardeep Kumar Amil Kumar 

~ [\~ 
I Date/ Date / !Date/ \ "6~ ~?.-eU : ,UaTa: 18.02.2026 ,Ua-ra: 18.02.2026 :,Ua-ra: 

Registered Office: 8-2-337, Roacl No. 3, Banjarc1 Hiils, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys .com 
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•·· Dr.Reddy's ~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPT"1<t>"1KAT AHAJ1"13A 

Product : Nise gel I%, 20 g 
Ilpo.a,yKT: Haifa®, renb J]Jlll Hapy)KHOro nowMeHemrn 1 %, 20 r 

Market/ P1,rnoie : Russia/ Pocc,rn 

Batch No./ 
: V260119 

Batch Quantity/ 58100.000 units/ 
Ceum1 N2 Pa1Mep cep1111 • 5 81 00. 000 e)lHHIUl 

Analytical Report No. / 
: 040003283722 

Date of Analysis / : 18.02.2026 
A1rnmiT11Ltecieuu oT<teT N2 )].aTa auaJJHJa 
Date of Manufacture/ 

: 02/2026 
Date of Expiry / 

: 01/2029 
)].an npOlllBOACTBa ro.neu .no 

Mfg. License No./ 
Ilp0113B0tl.CTBCHH3H : MNB/05/263 MA number: / HoMep PY : JITT-N2(001198)-(Pr-RU) 

JlllUeHl llH N2 
Analysis performed accordin2. ND No/ A11amn nponc11e11 no llll N2: JIIl-.N'~(001198)-(Pf-Rffi-050525 

7 

8 

Assay/ ({o,1u1•1CCTBClll10e 9.0 to 11.0 mg ofC13H12N2OsS (nimesulide) per I g of 
the product/ oupeneJJem,e 10.16 mg/ 10,16 Mr 
OT 9,0 ,no 11,0 Mr C13H12N2OsS (HHMecymrn) B I r 
npenapirra 

Package/ Ynaicosica 20 g in a laminated aluminum tube equipped 1~ith 
120 gin a laminated aluminum tube equ(pped with tamper-

tamper-evident membrane. I tube and patient 
K:vident membrane. 1 tube and patient mformat10n leaflet 

information leaflet (package insert) in a carton. I 
~package insert) in a carton. I 

llo 20 r B zy6y 113 /IaMHHHpoBaHHOro aJJIOMHHHll, no 20 r ll Ty6y 113 11a,,m1utp0Blllrnoro aJIIOMIHHlll, 
1CH36)1;CIIH)'IO MeM6paHOH ,[I/Ill KOHTpOllll nepBoro CH86i!<CIIHYIO Me~16panoi'i JIJUI KOIITJ)0llil nepaor~ 

BCKpb1Tl1R. no I Ty6e B 118'1KY KapTOHHYIO C BCKpbrrHll . no I zy6e B na'IK)' KapTOHll)'IO C IHICTPYKllllert 
Hl!CTp)IKl,\HCli no npttMeHeHH!O (IIHCTKOM- no npHMCl•temuo (lll1CTKOM-Bt<Jlau,blUJCM). 
BKJIIU\bllllCM ). 

* 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./ 
* TipOBO,QHTCll npOH3B0)lHTeJJeM npH BblllYCKe nepHO)lH'leCKH (c HHTepeaJJOM B O)lHO HC0blTaHHe Ha 20 cepHH HJIH He Mettee I pa3a B ro,n). 
lloKa3aTe111, MOJKeT 6b!Tb He BKJIIO'leH B cepTmj_mKaT aHaJJH3a 4mpMbl. 

API name/ HanMc11osa1111e A<IIC: Nimesulide / H11Mccvm1;i 

INN/MHH: Nimesulide / l-l11Mecvn11)l 

API manufacturer batch number/ 
MS-1 A-243031-Ml 

Ho~1cp cc11nn n110113eo1,111TCA11 A<IIC: 
FP Manufacturer API Batch number/ FERA00717 
H0Mc11 ccp1111 cy6c-rauu1111 npo111Bo1u1-re.ru1 r Jl<ll: 

Remarks : The Product confitms to ND/ Conclusion : APPROVED / 
OpuMe•rn1111e: npo;zyKT cooTeeTcTeyeT Tpe6oeam1i1M H)]; 3aK'J1t01ten11e: O)].O'6PEHO 

Prepared by/ 
fJoA rOTOBJICHO: { Pravesh Rana 

!Date/ 
:.JJ,a·ra: I 8.02.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/A uthorized person/ 
nposepe110: npoeepeK0 (AOK): 

0A06peHOC 06e<:ne"'""~ ,---'BeHH0< •••• , 
Pardeep Kumar Amit Kumar 

~ ~~ 
I Date/ Date/ !Date/ \ t --v 2.:- 'UJ u : .[l,arn: 18.02.2026 ,Ua-ra: 18.02.2026 .JJ,a-ra: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 

Product : Nise gel I%, 20 g 

CERTIFICATE OF ANALYSIS 
CEPT"1<l>"1KAT AHAJ1"13A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

Tel : +91 98166 56001-02 

www.drreddys.com 

IlpOJlYKT: Haih i10, re11b .nm1 HapY)KHoro np11MeHeM1-tll 1 %, 20 r 

Market/ P1>IHOK : Russia/ Poccm1 

Batch No./ 
: V260119 

Batch Quantity / 58 100.000 units I 
Cepm1 N2 PaJMep cep1111 • 58100.000 e.nttHHU. 

Analytical Report No./ 
: 040003283722 

Date of Analysis / 
: 18.02.2026 

AuaJI11T11qecK11H OT'leT N2 ,ll.aTa auaJIHJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / 
: 01/2029 

)l.aTa npOll3B0)lCTBa fotJ,eHAO 

Mfg. License No. / 

IlpOH3B0)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1TI-N~(001198)-(Pf-RU) 

m1ueu3su1 N2 
A nalysis performed accordin~ ND No / Auamn nr>oseaeu no I ILi. N2: JIII-.N'2(001198)-(Pf-RU)-050525 

Name, address, authorization No for FP manufacturing Fomwlation Unit-6, Vill. Khol , Nalagarh Road, Baddi, Distt. Solan (HP) 173205, 
India (license No MNB/05/263. / TTpo113DOJlCTDe1111oc nonpa11leJ1e111-1e-6, B1-1nn. site / Control site/ Release site/ 

HanMeHOB3Hlfe, a)lpec II HOMep JIIIUCHllllf nJIOLQa)lKII, 
0C)' l!!CC_!B.l!_ffl_()_IJ!di 

Kxom,. l-lanarapx PoyJl, fauuw, .ltHc-rpuKT Co11a11, x.n., 173205, Htt/lHll 
(TimtCll3HR N~ MNB/05/263). 

Declaration of cerlificalion: «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 arc verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». / 

3a1a 110 11c1111c O C00TBCTCTB1111: «HaCTOJIU~HM JI nO,l\TBCplK,l\alO, 'ITO npHBCJIClafl!aJl Bbtuse l·fH4lOpM8UHJI JIB!llleTCll AOCTOaepHoJi 11 T0'IHO•t '31'8 cepHll 
11p0JzyKUHII np0H3BC.l.lCH8 (BK1110'fll1i ynaKOBK)' (~1apKHpOBKy) 11 KOHTJ)Ollb Ka•1ecraa) ua BbtWeyKa38tlllOH npoH3B0JlCTDemroi1 nnowanKe (11J101UIJ!l,K8X) B 
llOJlH0M COOTBeTt.'TBIIH C TJ)e60B8HHllMII npaBHJ1 HMJleiKatUe» npOHJBO)lCTBeHUOfl npaK'J'l1K11 EBptrrnttCKOfO :)KOII0MW-ICCKOl'O COI038 11 -rpe6ooamti!Mli 
K011Tp011JI IOl'lecrna JlCKapt.'TBCUll!,IX cpe.uCTe, a i'JK)Ke B COOTBeTCT8111f co cneu1Ht111KaUll!IMH, C0l tep>KaUU1MHC1! 8 pcrnc-rpau1m11110M IlOCbC crpaHbl-
11Ml10P,'epa. 3ar111c11 no npo11JB0Jl(.'TB)', )'113K08Ke H a11am13y npoeepe111,1, 1-1 Y(,'T81 10BJ1CIIO ux COOTBCTt.'TBlle TJ)C6088H11llM npaBIIJI HiUIJIC;f(aU(Cll 

npo1BB0J.lt..'TBCHl!Oi1 npaKTl1KH Eepa:3HHCKOl'O 3K0H0Ml1'1CCK0f0 COIOJa>>. 

Remarks : The Product confitms to ND/ Conclusion : APPROVED I 
fip11111e4RHUe: TipOJlJKT COOTBe-TCTByeT Tpe6onaHHilM H)]. 3aKJJI-04c1uie: O)l.O6PEHO 

P repaJed by / 
rlOAfOTOBJleHo: 

f Pravesh Rana 

:)laTa: 18.02.2026 
'Date/ 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
npoaepeHo: TTposepeH0 (AOK): O,o,06pe110: O6ecne'leHHe Ka'l.eCTea/OTaeTc-ree1-111oe n11uo: 
Pardeep Kumar Amit Kumar 

~~ d-:- ('..-,_:. 
I Date/ Date/ 'Date/ 

' ~ "Z) 1--- 'UJ u : )la-ra: 18.02.2026 ,D.aTa: 18.02.2026 L].aTa: 

Registered Office: 8-2-337, Road No. 3, Binjara t-liils, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, fa)(: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP198•1PLC004507 
www.drreddys.com 

I 




