
•·· Dr. Raddy's ~;• 

Product : Nise gel 1 %, 20 g 

CERTIFICATE OF ANALYSIS 
CEPTllt<l>lltKAT AHAf11113A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

D s,:t. Solan, H.P., 173 205, !NOIA 

Tel: +919816656001-02 

www.drreddys.com 

0 po}lylO': Haih®, rem, JlJlll Hapy)KHOfO npHMeHeHHlt 1 %, 20 r 

Market/ PbmOK : Russia/ Poccm, 

Batch No./ 
V260281 

Batch Quantity / 58100.000 units/ 

Cep1rn N2 
: 

Pa3Mep cep1111 
: 

58100.000 e)lHHHU 

Analytical Report No./ 
: 040003363483 

Date of Analysis / 
: 17.04.2026 

AuaJJHTtt'leCKHH OT'leT N2 .l];aTa auaJJHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
: 03/2029 

J{aTa np0ll3B0/lCTBa 
: ro)leH )lO 

Mfg. License No. / 
IlpottJBO)lCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JUI-N<i.(001198)-(Pf-RU) 

JJHUeH3HSI .N'2 

Analysis performed accordin!?. ND No I AuaJ1HJ n1>0Be11e11 no I-ILl N2: JIII-N2(001198)-(Pr-RU)-050525 

.N'!! Test/ IToKaJaTeJJb Result/ PeJyJJhTaThI Specification/ HopMa 
l Appearance/ Onucam,e Clear homogenous 

~ell ow to yellow gel, 
!igh 

free from 
Clear homogenous yellow gel, free from particulate particulate matter / Onttopontt1,1ti np03palfHhIH re111, 01 
mauer I Onttopontt1,1j:j npo3pa4HhIH ren1, mcsrroro ~BC'J'Jl0-ll(eJJT0ro no Jl(eJJTOro UBeTa, cso6onHhlH 01 
ueera, cso6o,nHblH OT noCTopOHHHX lfaCTHU noCTopo111111x 4acr1-1u 

2 Identification/ rfhe retention time of the main peak in the lfhe retention time of the main peak in the chromatogram 
l1Itc11T114>11Kau11R 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 ofnimesulide reference 
HPLCI B:J)K)( chromatogram of nimesulide reference standard $tandard solution (section Assay). I Bpewi ynep)KHBaHHll 

1solution / BpeMll y,nep]l(HBaHHll OCHOBHoro nHKa Ha OCIIOBHOf0 llHKa Ha xpoMaTorpaMMe HCflblT)'CMoro 
~p0MaTorpaMMe HCTTbITyeMoro pacrsopa pacreopa )lOJJJl(H0 COOTBeTCTB0B3Tb BpCMelUi 

COOTBCTC'l'0yer BpeMeHH y,nep]l(HBaHl1ll OCHOBHOrD ~.nepi1mBaHHll OCHOBHOro llHKa Ha xpoMaTOrpaMMe 
llHKa Ha xpoMaTOrpaMMe paCTB0pa CTaH,napTHOro pacTeopa cratt,naprnoro o6pa3ua HHMecyn1-1.na (pa:i.u.en 
ooproua H1-1Mecyn1-1na K<KonH•1ecTBemme onpenerrett1-1e») 

3 Weight of package contents/ 
20 g / 20 r 

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

Macca COJlCPit,IIMOro Yll3KOBKIJ COOTBCTCTBHI~ C me6oua11m1Mi.t. He Mettee 20 r 

4 pH 5.5 4.6 to 6.0 IO,- 4,6 .11.0 6,0 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
B1>rmettauue: npo,!lyKT COOTBeTCTByCT Tpe6ooaHHltM H,U 3aKmott.eHue: OAO6PEHO 

Prepared by / 

noAfOTOBJlCHO'. 

j Pravesh Rana 

D ale / 
.lJ.a-ra: 17.04.2026 

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

OposepeHo: nposepeHo (AOK): O.no6peHo: O6ecnelfeHtte KalfecTBa/OTeeTcTBeHHoe 

Pardeep Kumar Ajay Kumar Srivastava n11uo: 
,.i l)Nll 

cL-z--
KVMAQ__ 

_L_ v-J' 

Dale/ 'Date/ IIDate I 11r-O Lt,_ io 1-<;;, 
JlaTa: 17.04.2026 :,lJ.aTa: 17.04.2026 llaTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, F;,x: +91 40 4900 2999, Ernail : mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drrecidys.com 
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•·· Dr.Raddy's~;• 

Product : Nise gel 1 %, 20 g 

CERTIFICATE OF ANALYSIS 
CEPTl!1¢>1!1KAT AHAJ11!13A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 

O' st'c Solan, H.P., 173 205, INDIA 

Te i : +91 98166 56001-02 

www.drreddys.com 

flpoJlyKT: Hai-h®, renb AJUI Hapy,imoro rtPHMeHemrn 1 %, 20 r 

Market/ PMHOK : Russia/ Pocc,rn 

Batch No./ 
: V260281 

Batch Quantity / 58100.000 units I 
[Cepm, N2 PaJMep cepuu 

: 
58100.000 e,nl1H11U 

Analytical Report No./ 
: 040003363483 

Date of Analysis / 
: 17.04.2026 

AuaJJHTH'tecicuu oTqeT N2 }laTa aHaJiuJa 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2029 : : 

Jl.aTa n POll380/lCTBa fo)),eH AO 

Mfg. License No./ 
IlpoH3B0)),CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(001198)-(Pf-RU) 

Jiil U. e tom, N2 

Analysis performed accordine ND No/ Amw113 nnooe.ilCH no 1111. N2: Jlfl-.NH001198)-(Pf-RU)-050525 

s 
Related substances /Po.QCTBeHHbie npnMecn 

1) Impurity A / ITp11MeCb A Below LOD (LOD = 0.02 %) / Htt)l(e rrpeJlena l) Not more than 0.2 % / He 6onee 0,2 % 
o6Hapy)l(eHIUI (ITO = 0,02 %) 

~) Impurity B / ITp1-1Mec1, B Not detected / He o6Hapy)l(eHa 
2) Not more than 0.2 % / He 6onee 0,2 % 

3) Impurity CI ITp1-1Mec1, C Not detected / He o6Hapy)l(eHa 3) Not more than 0.2 % / He 6onee 0,2 % 

~) Impurity D / ITp1-1Mec1, D Not detected/ He o6ttapy)l(eHa 14) Not more than 0.2 % / He 6onee 0,2 % 

S) Impurity E / ITp11Mec1, E Not detected / He o6Hapy)l(eHa S) Not more than 0.2 % / He 6onee 0,2 % 

16 ) Impurity F / ITp1-1Mec1, F <">) Not more than 0.2 % / He 6onee 0,2 % 
Not detected / He o6Hapy)l(eHa 

17) Highest Unknown Impurity/ 
Below LOQ (LOQ = 0.1 %) / Hu)l(e npeAena 

7) Not more than 0.2 % / He 6onee 0,2 % 
EJll!HJ.1qfflUI 
HeHJleHTH~HUl!pOBaHHIDI KonuqecTBeHHoro orrpeJleJ1eHm1 (ITKO = 0,1 %) 

np11MeCb 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
fipuMeqaHHe: npo,ey1<1· COOTBeTcTByeT Tpe6osaHH/IM H.D: 3a1rn1oqe1111e: 0Jl.06PEHO 

Prepared by I 
flOJlrOTOBneHo: 

f Pravesh Rana 

Date/ 
.D,aTa: 17.04.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
n,poaepeHo: flpoaepeHo (AOK): 0,no6peHo: O6ecneqeH11e Kaqecrna/OTseTcTBeHHoe 
Pardeep Kumar Ajay Kumar Srivastava nJ,ll.(O: 

~ U~!L K tr r--t P. rt_ 

=r ,-< \ I ~ 

Date / !Date / ll°ate/ n.--c l/ r ,,z O 1- b 
,Uara: 17.04.2026 :.D.aTa: 17.04.2026 .Uarn: 

Registered Office: 8-2-337, Road No. 3, Baniara Hiils, Hyderabad· 500034, 1elang;:;na, India 
Tel: +9140 4900 2900, fr,x: +9140 4900 2999, Ernail: mail@drreddys.com 

CIN:l85195AP1984PLC004507 
www.drrecidys.com 
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•·· Dr.Raddy's~;• 

Product : Nise gel 1 %, 20 g 

CERTIFICATE OF ANALYSIS 
CEPT111<t>ll1KAT AHAJ11113A 

Ilpo,ll.yKT: Haifa®, renb .ll.Jlil ttapy)lrnoro np11Mettemrn 1 %, 20 r 

Market/ PMHOK : Russia/ Pocc,rn 

Batch No./ Batch Quantity/ 
: V260281 

CepHH .N'2 PaJMep cepnn 

Analytical Report No./ 
: 040003363483 

Date of Analysis/ 
AHaJlHTHqecKHii oTqeT .N'2 ,11.aTa aHaJ1H3a 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
: 

,11.aTa IlPOH3B0,/J.CTB3 ro,ll.eH ,ll.O 

Mfg. License No. / 

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

Tei: +91 98165 56001-02 
www.drreddys.com 

58100.000 units/ 
: 

58100.000 e,UHHHU 

: 17.04.2026 

: 03/2029 

JI pOH3BOACTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIT-N~(00 1198)-(Pr-RU) 

JlHU,eH3HH .N'2 
Analysis performed accordin2 ND No/ A1rnmn nposeneH no H.Ll, .N'2: JIII-.N'2(001198)-(Pf-RU)-050525 

Below LOQ / H11)Ke npeAena KOJIH'leCTBeHHOro 

8) Total impurities/ pnpeneneHHll 

CyMMa np11Mecetl 8) Not more than 1.5 % / He 6onee 1,5 % 

6 Microbial contamination*/ M1rnpo6110.rior11'leCKaH 'IIICTOTa* 

Total aerobic microbial count/ 
O6mee K0JIH'leCTBO Less than IO CFU/g / Not more than I 02 CFU/g / 
)KH3Hecnoco6HbIX ropo6HbIX MeHee IO KOE/r He 6onee 102 KOE/r 
M11KpoopraHH3MOB 

Total combined yeasts/molds count/ Less than IO CFU/g / Not more than I 01 CFU/g / 
O6mee 'IHCJI0 APO)KlKeBJ,JX 11 MeHee IO KOE/r He 6onee I 01 KOE/r 
nnecHes1,1x rp116os 

Pseudomo11as aerugi11osa Absent in I g/ OTcyrcrnyer B I r Absent in I g/ OTcyTCTBHe s I r 

l,Staphylococcus aureus Absent in I g/ OTcyrc-rsycr s I r Absent in I g/ OTcyrcrs11e B I r 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpnMe'faune: IlpO.ll.YKT cooTBeTcTByeT Tpe6osattnsiM H,[( 3aicJ110'feHne: O,11.OEPEHO 

Prepared by/ 

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

Ilo,urOTOBJleHo: OpoBepeHO: ITpoeepetto (AOK): O,uo6petto: O6ecne'-lem1e Ka'-!ecTBa!OTBeTCTBeHHOe 
Prave h Rana Pardeep Kumar Ajay Kumar Srivastava nnu,o: 

cl---=- ~ __ ( Uv-l I L '(Uvv\ 1-(1-Q___ 

--~~ ' 

Date/ Date/ 'Date I IIDate / \ r')--o Lf ,.--~o 2-6 
,[(am: 17.04.2026 .[lam: 17.04.2026 :.[lam: 17.04.2026 .[lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034 .. Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: rnail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

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

Tel: +9198165 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTl,1<l>l,1KAT AHAJ11,13A 

Product : Nise gel 1 %, 20 g 
[foOJIYKT: Haih®, reJJb JlJlll Hapy)KHQf0 npHMeHeHHll 1 %, 20 r 

Market/ PMHOK : Russia/ PoccHll 

Batch No./ 
V260281 

Batch Quantity/ 58100.000 units/ 
: 

Pa3Mep cepuu 
: 

58100.000 e)lHHHl.\ CepHH .N'2 

Analytical Report No. / 
: 040003363483 

Date of Analysis / : 17.04.2026 
AnaJJHTH'leCKHH 0TtteT .N'2 ,l.l.aTa aHaJJnJa 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
: . 03/2029 

)l.arn DPOH3B0.llCTBa 
: 

fo.l(eH .£(0 

Mfg. License No./ 

IlpOH3BO.llCTBeHH3H : MNB/05/263 MA number: / HoMep PY : Jlll-N2(001198)-(Pr-RU) 

JUIU.eH3HH .N°~ 
Analvsis performed accordinl?: ND No/ AttaJJ111 npoBe.aen no H,l .N'~: JIII-.N'~(001198)-(Pf-RU)-050525 

7 

8 

Assay/ Kom1<teCTBeHHOe 9.0 to I 1.0 mg ofC13H12N2OsS (nimesulide) per I g of 
onpe,'l.eJiettne 10.07 mg/ 10,07 Mr 

the product / 
OT 9 0 llO 11,0 Mr C13H12N2OsS (HHMecy;m,n) B I r 
rrpenaprrra 

Package/ YnaKOBKa 20 g in a laminated aluminum tube equipped with 120 gin a laminated aluminum tube equipped with tamper-
tamper-evident membrane. 1 tube and patient 

evident membrane. I tube and patient information leaflet 
infonnation leaflet (package insert) in a carton. I 
no 20 r B Ty6y 113 JlaMHHHpOBaHJ-IOro MJOMHHHll, 

(package insert) in a carton. / 
no 20 r B ry6y 113 naMHH11pOBaHHOro aJIJOMHHHll , 

CHa6lKeHHYJO MeM6paHOH JlJlll KOHTpOJill rrepBoro 
CH86:;KettH)'IO MeM6paHoii Jl!lll KOHTp0Jill nepaoro 

BCKpblTHll. Ilo I Ty6e s na'IKY KapT0HHYJO c 
11ttcrpyK1.u,1eii no np11MeHeHHIO (JIHCTKOM-

BCKpblTHll . Ilo I ry6e B na'IKY KapTOHHYJO c HHCTPYKUHeii 

BKJia}lblllleM). 
no rrpHMeHCHHIO (JIHCTKOM-BKJiaJlblllleM). 

* 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./ 
* IlpOBOJlHTCll rrpOH3BO}lHTeneM np11 BbIIlYCKe rrepHOJlH'leCKH ( C HHTepBaJIOM B O}lHO HCilbITaHHe Ha 20 cepHH HJIH He MeHee I pa3a B ron). 
TToKaJaTeJib MOlKeT 6bITb He BKJIIO'leH B cepTmfrnKaT aHaJIH3a qrnpMbl. 

API name/ Ha11Me11oeaH11e A(l>C: Nimesulide / H1-1Mecyn1-1n 
INN/MHH: Nimesulide / H1-1Mecyn11.n 
API manufacturer batch number/ 

MS-IA-243031-Ml 
HoMeD cenI111 nno111so.n11TeJIH A$C: 
FP Manufacturer API Batch number / FERA00717 
HOMCD cennn cv6cTa11111111 nnoI1JB0)ll1TCJIH r JI(I>: 

!
Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IlpuMettanue: IlponyKT cooTBeTcTByeT Tpe6osa1111J1M HLJ: 3ai.:nioqenue: O,l(OJiPEHO 

Prepared by/ 

flo.a.roT0.BJJeHo: 

f Prave .h Rana 

Date / 
)laTa: 17.04.2026 

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

IlpoaepeHo: OposepeHo (AOK): Ono6peHo: O6ecrreYeHHe KaYeCTBalOTBeTCTBeHHOe 
Pardeep Kumar Ajay Kumar Srivastava JIHL\O: 

a!-::- ~ _(\)t-JI L KlfwlfVL__ 

__L \,"1 

Date/ !Date / I Date/ 11,-a 4 ~~ 0 '2--6 
.[{aTa: 17.04.2026 :):(ai-a: 17.04.2026 LJ:arn: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 

Product : Nise gel 1 %, 20 g 

CERTIFICATE OF ANALYSIS 
CEPTlll<l>IIIKAT AHAI11113A 

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

Tel: +919816556001-02 
www.drreddys.com 

IlpoJlyKT: Halh®, reJih JlJUI Hapy)l{Horo np11MeHeH11ll 1 %, 20 r 

Market/ PbIHOK : Russia/ Pocc11ll 

Batch No./ 
V260281 

Batch Quantity/ 58100.000 units I 
CepuH .N'2 

: 
PaJMep cepuu 

: 
58100.000 e,L1l1Hl11..( 

Analytical Report No./ : 040003363483 
Date of Analysis / 

: 17.04.2026 
AHaJIHTH'leCKHH 0T'leT .N'2 ){aTa auaJIHJa 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

I.II.aTa npoHJBOJlCTBa 
: 

ro)leH )lO 
: 

Mfg. License No./ 

IlpOHJBO.llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JlIT-N2(001198)-(Pf-RU) 

JIHQeHJHH .N'2 
Analysis performed accordinl!: ND No/ Am1mn np0Be.11en no HD, .N'2: JIO-.N'2(001198)-(Pr-RU)-050525 

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

FP manufacturing Fonnulation Unit-6, Viii. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205, 
India (license No MNB/05/263. I TTpo11JBO.llCTBeuuoe nonpa3nerreu11e-6, B11rrrr. 

Ha11MeHOBaH11e, a.upec II HOMep JIIIUCH311H DJIOIU3.llKII, 

OCVIUCCTB,rJHIOllleii 

Kxorrb, Harrarapx Payn, Ean.u11, .[(11cTpmcr Corrau, X.n., 173205, l-1unm1 
(JI11ueu31ui N~ MNB/05/263). 

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 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». / 

]aKJIIO'-leHHe O COOTBeTCTBIIII: «HaCTOlllllHM ll no.urneplK,aaJO, '!TO npllBC.UCHHal! Bblllle IIH<popMaUllll llBJilleTCll .llOCTOBepH0H II TO'IHOH. 3Ta cep11ll 
npO.!IYKUIIII np0113Beneua (BKJIIO'lall ynaKOBKY (MapK11pOBKY) II KOHTpOJib Ka'!eCTBa) Ha BblllleyKa3aHHOH np0113B0.UCTBeHHOH nrromanKe (nrroIUanKax) B 
Il0JIHOM C0OTBeTCTBHII C Tpe6osaHHllMII TTpaBIIJI H8.!1JlelKaIUei1 npOH3BO.!lCTBeHHOH npaKTIIKII EBpa311HCKOro JK0H0Mll'leCKOro COJ03a II Tpe6osaHlll!Mli 
K0!iTp0Jill Ka'!eCTBa rreKapCTBeHHblX cpe.!ICTB, a TaKlKe B COOTBeTCTBHII co cneu11qmKaUHllMII, coneplKalllllMIICll B perncTpaUIIOHHOM .!lOCbe CTpaHbl-
11Mil0pTepa. 3anHCl1 no npOH3BO.!lCTBY, ynaKOBKe II aHarrH3y nposepeHbl, H ycTaHOBJieHO 11X COOTBeTCTBlle Tpe6oBaHllllM TTpaBIIJI H3.!IJ1elKaIUei1 
np0113BO.UCTBeHHOH npaKTHKH EBpa3HHCK0ro 3KOHOMl1'!eCKOro COI03a>>. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Op11Me'lanue: np0n.yn cooTBeTcTByeT i-pe6oaru-111l!M HJ], 3a1m101.1c11ue: O){OEPEHO 

Prepared by I 

f 
non.rOTOBJJeHo: 

Pravesh Rana 

Date/ 

.[(am: 17.04.2026 

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

Oposepe1w: TTponepeHo (AOK): O.no6 peH.o: O6ecneqeHHe KaqecTBalOTBeTCTBeHHOe 

Pardeep Kumar Ajay Kumar Sr ivastava JIHI..\O: 
-i'.Ut-JiL {(UM~>'l 

~ ~ ~v'1 
Date / 'Date/ IIDate/ I 1--0 y ----<.01--6 
)],am: 17.04.2026 :)],am: 17.04.2026 )],aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 




