
CERTIFICATE OF ANALYSIS 
CEPTl/l<l>I/IKA T AHAJ11113A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : : 91 ~8165 SSCUl C:?. 
www.drreddys.com 

Product : Nise gel 1 %, 20 g 

Ilpo11yKT: 1-Iaih°", reJib .!(JHI Hapy)l<H0r0 npHMeHeHHSI 1 %. 20 r 

Market/ f>hIHOK : Russia I Pocc11S1 

Batch No./ 
V250996 

Batch Quantity/ 57000.000 units/ 

Cepun N2 
: 

PaJMep cep1111 
: 

57000.000 e,nHHHU 

Analytical Report No./ Date of Analysis / 

AuaJIHTH•J:eCKHii OT'teT N2 
: 040003230816 

,ilaTa 3H3JIH3a 
: 26.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11 /2028 

.ilaTa llPOHJBO]lCTBa 
: 

ro,!J;eH JJ:O 
: 

Mfg. License No./ 

fipOH3BOJJ:CTBeHH3SI : MNB/05/263 MA number: / HoMep PY : JITI-}fa(00l 198)-(Pr-RU) 

JIHLl_eH3HSI .N'2 

Anlllysis performed :lccordin2 ND ~o I ,\ 11a. , 111 11 nonnc11 110 11,'l J'fg: .rm-N2(001198)-(Pr-RU)-050525 

.N'!! Test/ IloKaJaTeJib Result/ PeJyJILTaTbl Specification / HopMa 
1 Appearance/ Om1ca1111e CJcar homogcnous light 

Clear homogenous light yellow gel, free from )'Cllow lo yellow gel. free from 

particulate matter / O,1mopo.nH1,1ii np03pa11H1,1ii rerr 1, onrticul ale matter I O.iHOPOAHbrii npo:1po,rn1,tli r m, err 

CBeTJIO-)l(CJJTOro UBeTa, cso6o.L(Hl,JH OT nocropOHHII~ ·CBCTJI0•il(eJn'0fO 0 it,;CJIT0l'0 uncm. CBOfi0 Ublil OT 

'!aCTIIU 10crop01mux •racn,u 

2 identification/ The retention time of the main peak in the The retention time of the main peak in the chromatogram 
11.L(eHTH(jJHK3UHH chromatogram of test solution should corresponds oftest 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 / B3)!{)( chromatogram of nimesulide reference standard standard solution (section Assay). / BpeMSI y.neplIrnsaHmI 

solution/ BpCMII )'.ACp)l(tt8aH!ISI OCH0BHOro n11Ka Ha OCHOBH0ro lntKa Ha xpoMaTorpaMMe IICill,JT)'eMoro 
xpoMaTorpaMMe IICilbITyeMoro pacrsopa pacrsopa .!(0Jl)l(H0 C00TBeTCTBOBaTb BpCMeH!I 
C00TBeTcTByeT BpeMeHII y.nep)l(!IBaHIISI 0CHOBH0fO ty.nep)l(!IBaH!lll 0CH0BH0ro nuKa Ha xpoMaTorpaMMe 
n11Ka Ha xpoMaTorpaMMe pacrsopa CTaH.napTHOro pacrBopa craH.napTHoro o6pa:iua H11Mecyrr11.na (pa:i.nerr 
o6pa:ma HIIMCCYJIII.L(a «Korr1111ecrseHHoe onpe.nerreH11e») 

3 Weight of package contents/ 
20 g / 20 r 

According to the requirements. Not less than 20 g / 8 

Macca co~emi-nMoro ynaKOBKII C0OTBeTCTBIIII c Toe6oBaH!lllMII. He MCHCC 20 r 

4 pH 4.6 to 6.0 I OT 4,6 ,uo 6,0 
5.1 

!Remarks : The Product confirms to ND/ 
CTpnMe'iaHHe: TTpo,!lyKT COOTBtnCTByeT Tpe6osaHIUIM H,a I

IConclu ion : APPROVED I 
3:mmo<1ettne: O,UOBPEHO 

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

ITo.D.roTosneHo: 

f Pravesh Rana 

:,lla,a : 26.12.2025 
[Date / 

TTpoeepeHo: TiposepeHO (AOK): O,no6peHO: O6ecne4eHHe Ka'leCTBa!OTBeTCTBeHHOC JIHUO: 

Pardeeµ Kumar Amit Kumar ,-£UNI L r:::vt-1 ~L 
-4---=-- /\_./-- _t.vvj 

I Date/ 

I

IDare / • D ate/ 2_ G-/ 2-,,J...Ol..c\ 
: )].am: 26.12.2025 ,/lam: 26.12.2025 )].am: 

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 



•·· Dr.Reddy's ~;• 

Product : Nise gel 1 %, 20 g 

CERTIFICATE OF ANALYSIS 
CEPTl/1<l>l/1KAT AHAJ11113A 

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.uytrr: Haj:i'300
, renh .umI ttapy)lrnoro np11MeHeHIU1 1 %, 20 r 

Market/ J>b1HOK : Russia/ Poccm1 

Batch No. I 
V250996 

Batch Quantity / 57000.000 units I 

CepuH .N"2 
: 

Pa1Mep cep1111 
: 

57000.000 e,!l,HH11U 

Analytical Report No./ 
: 040003230816 

Date of Analysis / 
: 26.12.2025 

AHaJIHTH"-leCKHH OT'leT .N"! )laTa auaJ1111a 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2028 

,llaTa DPOl13BO.llCTBa 
: 

ro.ueu ./lO 
: 

Mfg. License No./ 

IlpOH3BO,llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JUl-N!!(00l 198)-(Pr-RU) 

JIHUeH3HH .N'2 

Analysis performed accordin~ ND No/ AuaJitt3 npoBe,ucu no H)l .N"2: .JIIl-.N"2(001198)-(Pr-RU)-050525 

5 
Related substances /Po.ucTseuu1,1e np11Mec11 

1) Impurity A/ TTpHMecb A Not detected I ue o6Hapy)l(eHa I) Not more than 0.2 % / He 6onee 0,2 % 

2) Impurity B I TTpwMeCb B Below LOD (LOD = 0.01 %) / 
HH)l(e npe.uena o6Hapy)l(eHHJI (TTO = 0.01 %) 2) Not more than 0.2 % / He 6onee 0,2 % 

3) Impurity C / TTpwMecb C Not detected/ He o6HapyJKeHa 3) Not more than 0.2 % / He 6onee 0,2 % 

~) Impurity D / TTp11MCCh D Not detected I He o6HapyJKeHa 4) Not more than 0.2 % / He 6onee 0,2 % 

5) Impurity E / TTpwMeCb E Not detected I He o6HapyJKeHa 5) Not more than 0.2 % / He 6onee 0,2 % 

6) Impurity F / TTpHMecb F 6) Not more than 0.2 % / He 6onee 0,2 % 
Not detected I He o6HapyJKeHa 

7) Highest Unknown Impurity/ 7) Not more than 0.2 % / He 6onee 0,2 % 
E.UHHH'!Hall 
HCH.UCHTllcjllll.lHpOBaHHall Below LOQ (LOQ = 0.1 % ) I HH)l(e npe,u :l 

npl!MeCL tCOJIH'!ecrneImoro onpeaene1111J1 (llKO = 0.1 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMeqauue: Ilpo,!1,yKT COOTBeTCTByeT Tpe6oBaHJ1JIM H,[( 3aK.111oqe1111e: O)lOBPEHO 

Prepared by / 
ITo.nroTOBJieHo: 

1 Pravesh Rana 

Date I 
)Ja:ra: 26.12.2025 

C hecked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
ITpoBepe1-10: IlposepeHo (AOK): OJI.06p1:mo: O6ecne•1e1m.e KaqecTBa/OTseTCTBeHHoe nwuo: 

Pardeep Kumar Amit Kumar ~Ul'-ll L K.. Ul--1 F'-L 
c:4--c- (\_/ -- _ (""I 

Date/ Date/ 'Date I 2.,_b-/'2.-JJ))...~ 
,ll;arn: 26.12.2025 ,ll;arn: 26.12.2025 ,ll;arn: 

Registered Ofiice: 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 

I 



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

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

T1ol: +91 98166 56001-m 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPT~<lWIKAT AHAfl~3A 

Product : Nise gel 1 %, 20 g 
Ilpo,!J.yKT: Hail:300

, reJJb )],Jill ttapy)l(ttoro np11MetteHHll 1 %, 20 r 

Market/ l'binoK : Russia/ Poccttll 

Batch No./ 
V250996 

Batch Quantity I 57000.000 units I 
CepuH N2 

: 
PaJMep cepuu 

: 
57000.000 e,11,HHHLI; 

Analytical Report No./ 
: 040003230816 

Date of Analysis / 
: 26.12.2025 

AnaJiuTuYecKHH OT'-leT N2 ,LJ:aTa anaJiuJa 
Date of Manufacture/ 

12/2025 
Date of Expiry / 

11/2028 
11.aTa npOJl3B0.IICTBa 

: 
roti;eH AO 

: 

Mfg. License No. / 
IlpOH3BO~CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIT-N2(001 l 98)-(Pr-RU) 

JIHUeHJHH .N'2 
Analysis performed according ND No/ AttaJIHJ npose)lctt no H,ll N2: JIO-N2(001198)-(Pr-RU)-050525 

Below LOQ / HmKe 11pe,11ena KOJIH'JeCTBeHHOro 
8) Total impurities/ ~mpe.11eneHHll 
CyMMa npHMeceif 8) Not more than 1.5 % / He 6onee 1,5 % 

6 Microbial contamination*/ MuKpo6uonoru'!ecKaH 'IHCTOTa* 

Total aerobic microbial count/ 
O6mee KOJilfqeCTBO Less than 10 CFU/g / Not more than 102 CFU/g / 
lKH3HeCTIOC06HbIX a3p06HbIX Mettee IO KOE/r He 6onee 102 KOE/r 
MHKpoopraHH3M0B 

Total combined yeasts/molds count/ Less than 10 CFU/g / Not more than I 01 CFU/g / 
O6mee qlfCJIO .llPOlKlKeBblX H Mettee 10 KOE/r He 6onee I 01 KOE/r 
IlJJeCHeBblX rpH60B 

1Pseudo111011as aeruginosa Absent in 1 g/ OTCYTCTBYCT B 1 r Absent in 1 g/ OTCYTCTBHe B I r 

Stuphy/u1:u1.:1:11s uure11s Absent in 1 g/ OTCYTCTBYeT B I r Auseul in 1 'I!) O1l:yl(;Jlll1e li l 1 

7 Assay/ KoJJH'leCTBCHHoe 9.0 to 11.0 mg ofC13H12N2OsS (nimesulide) per I g of 
onpe.uenettue 10.08 mg / I 0,08 Mr the product/ 

OT 9,0 .110 11,0 Mr C13H12N2OsS (HHMecym1.11) B 1 r 

Conclusion : APPROVED I 
!
Remarks : The Product confirms to ND/ 
Ilpm1-1c•meue: ITpon,y1,., coorncrcrnycT Tp 6oeatt1mM H,Il 3aim1oqcu11e: O~O.EPEHO 

Prepared by I 
Ilo.a.roToenetto: 

j Pravesh Rana 

Date/ 
LI,arn: 26.12.2025 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
OpoBepeHo: npo.aepcrno (AOK): OJJ.o6peHo: 06ecne'-leHtte Ka'leCTBa!OTBeTCTBeHHOe JJHLI;O: 
Pardeep Kumar Amit Kumar __cUI--JIL k:u i,v1 p.62.___ 
~ [\------ ~v--1 

Dale/ Date I IDate / ~ l ~, 2. ~ zo J.-s-
,D,arn: 26.12.2025 Ll,aTa: 26.12.2025 :,D,aTa: 

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 

I 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : -:-91 98166 56001-02 
www.drreddys.co;n 

CERTIFICATE OF ANALYSIS 
CEPTl'1l1>l4KAT AHAill43A 

Product : Nise gel 1 %, 20 g 
IIpo.nyKT: Haih00

, reJib ,lJ,JUI ttapy)Kttoro np11Mettett1ui 1 %, 20 r 

Market/ l'bIHOK : Russia/ Poccm1 

Batch No. I 
V250996 

Batch Quantity / 57000.000 units I 
CepuH .N2 

: 
Pa1Mep cepuu 

: 57000.000 e,11,HHHl( 
Analytical Report No./ 

: 040003230816 
Date of Analysis / 

: 26.12.2025 
AnaJJnTu"lecKuii OT'-teT .N2 .LJ:aTa auaJJu1a 
Date of Manufacture/ 

12/2025 
Date of Expiry/ 11/2028 

.LJ:aTa npOJl3B0,U:CTB3 
: 

ro.neu .no 
: 

Mfg. License No./ 
IIpOH3BO~CTBeHH3H : MNB/05/263 MA number: / HoMep PY : JIIT-N2(001198)-(Pf-RU) 
JJH1.(eH3HH .N'2 
Analvsis performed accordin2 ND No/ Auamn npoBe/lCH no Hll .N2: JITI-.N2(001198)-(Pr-RU)-050525 

8 

rrperraparn 

Package/ Yna1rnsica 20 g in a laminated aluminum tube equipped with 120 gin a laminated aluminum tube equipped with tamper-
tamper-evident membrane. I tube and patient 

~vidcnl membrane. I tube and patient information leaflet 
information leaflet (package insert) in a carton. / 

1
, packagc insert) in a carton. I 

CTo 20 r B ry6y 113 JHIMl1H11pOBaHHOfO aJIIOMHHHJI, 
CHa6lKeHHYIO MeM6paHOH )UIJI KOHTPOJIJI rrepsoro 

rlO 20 r B ry6y 113 JiaMHHHpOBaHHOro aJIIOMl1Hl1JI, 

BCKpblTl1JI. Ilo I Ty6e B rra'IKY KapTOHHYIO c 
cnafol\CHH YIO MeM6paHOH ,ll,JIH KOHTpOJill rrepsoro 

ltHl-'TPYKU11eii ITO I1p11MCHCH11!0 (JI11CTKOM-
ouKp1;m1ST. Ilo I ry6e B rra'!KY KapTOHHYIO c 11ucrpyKu11ei1 

BKJia,ll,blll!eM). 
no rrp11MeHeHl1IO (JIHCTKOM-BKJia,ll,blll!CM). 

* Performed by the manufacturer penod1cally 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./ 
* I1pOB0/111TCll rrp0113B0/111TeJieM rrp11 BbITIYCKe rrepH0/111lJeCKl1 ( C HHTepBaJIOM B 0/IHO l1CI1bITaH11e Ha 20 cepHH 11J111 He MCHCC J pa:3a B ro,1.1). 
IlOKa3aTeJib MOlKCT 6b!Tb He BKJIIOlJCH B cepT11<ti11KaT aHarrl13a <ti11pMbl, 

API name/ HauMeHoBaHue A<l>C: Nimesulide / H11MecyJ111,n 

INN /MHH: Nimesulide / H11MecyJ111,n 

API manufacturer batch number/ MS-lA-243031-Ml 
HoMep cep1rn rrpo111so1111TeJJH A<l>C: 

FP Manufacturer APl Batch number/ FERA00717 
HoMel) cepu11 cv6cTaHUHH np0U]B0,ll,IITeJJH r Jl<I>: 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
[IpHMeqaune: ITpo,11,yKT CO0TBeTCTByeT Tpe6oBaHHllM H,U 3aKJJtoqem1e: O.LJ:OEPEHO 

Prepared by / 
ITo.11:roToBnetto: 

{ Pravesh Rana 

/Date/ 
:.[].am: 26.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
ITpoaepe1m: IlpoBepeHO (AOK): O.no6peHo: O6ecneqem1e KaqecTBa/OTBeTCTBettttoe JJHl(O: 
Pardeep Kumar Am.It Kumar --fVNIL K.uV'--/ p(l_ 

~ /\~ ___L vv1 
I Date I Date / 

I
IDate / J}...6-12--<.o )_s-

: ,Lhrra : 26.12 .2025 .[J.aTa: 26.12.2.025 .D.arn: 

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 

I 



Dr. Reddy's Laboratories Ltd 
Formulation Unit-5 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 

www.drreddys.com 

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

-
Product : '.Ni e gel 1 %, 20 g 
IlpoJlyKT: l·fai,11->', renb .llJlJl uapyito-toro np.iMeHCI-IH!l 1 %, 20 r 

Market/ f>brnoic : Russia/ Pocc1-u1 

Batch No. I 
V250996 

Batch Quantity / 57000.000 units I 
Cepusi .N'2 

: 
Pa1Mep cepuu 

: 
57000.000 e,nHHHU 

Analytical Report No. / 
: 040003230816 

Date of Analysis / 
: 26.12.2025 

AnaJIHTH'-Jec,rnii oTqeT .N'2 ,ll.aTa anaJIHJa 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 
11/2028 

,ll.aTa npoJ,13B0.llCTBa 
: 

ro,leH .llO 
: 

Mfg. License No. / 
IlpOH3BO.llCTBennaH : MNB/05/263 MA number: / HoMep PY : JU1-N2(001198)-(Pf-RU) 
JIHLl,eH3HH .N'2 

Analysis performed according ND No/ AmlJlHJ npose,'len no Hll .N'2: Jlll-.N'2(001198)-(Pr-RU)-050525 

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

FP manufacturing 

HauMeHOBaHHe, a,'lpec H HOMep J1HUeH3IIH UJlOlUa,'IKH, 

ocviuecTBJIHIOIUett 

Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. Solan (HP) 173205, 
India (license No MNB/05/263. / ITpo113BO.UCTBeHHOe no.upmJ:1eJJeH11e-6, Bmrn. 

KXOJlb, HaJJarapx PoyJ:1, Ea.u.u11, )],11CTp111a CoJJaH, x.rr., 173205, l1H,U11JI 
(J111uett311J1 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 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 are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established»./ 

3aKJ1IO'ICHHe O COOTBCTCTBHH: «HaCTOJII1111M !l no.ursepJK,UalO, 'ITO np11se.ueHHaJI BbJIIIe 11mjiopMal(l1JI JIBJIJICTCJI ,UOCTOBepHOH 11 TO'IHOH. 3ra cepHll 
npo.uyKl(Hli np0113Be,'leHa (BKJIIO'laJI ynaKOBKY (MapK11pOBKY) 11 KOHTpOJJb Ka'leCTBa) Ha BbJIIIeyKITTaHHOH np0113B0,UCTBCHHOH UJIOilla,UKe (nJJOilla,UKax) B 
llOJIHOM COOTBeTCTBl111 C rpe6oBaHl1SIMl1 ITpaBHJI Ha,UJICJKa[l(CH np0113BOJICTBeHHOH npaKTl1Klt Espa311HCKOro 3KOHOMl1'1CCKOfO COI03a H rpe6oBaHl1SIMH 
KOHTPOJJJI Ka'leCTBa JJeKapCTBCHHbIX cpeJ:jCTB, a TaKJKe B COOTBCTCTBHH co cneumjrnKal(HJIMH, CO,'lepJKa[l(HMHCSI B pernCTpal(HOHHOM ,'IOCbe CTpaHbl­
HMUOpTCpa. 3an11c11 no npott3BOJICTBY, ynaKOBKe H aHaJJl13Y npoaepCHhl, H yL,aHOBJJeHo HX COOTBeTCTBtte rpe6oaaHHJIM ITpaBHJI Ha,UJJelKameii 
npOH3B0,'ICTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH'!eCKOro COI03a>>. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
CTpuMeqanue: IIpo.uyKr cooTBercTByer rpe60BaH11J1M H,[( 3aicmoqenue: O)1.OliPEHO 

Prepared by / 
Tio,n.r0TOBilf?HO: 

1 Pmvesh Rana 

IDate / 
:}laTIII 26.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITpo0epe110: TipoaepeHo ( OK): O.uo6peHo: O6ecrreqem1e KatJecrBa/OTBercrBeHnoe m1uo: 
Pardeep Kumar Amit K umar ~Ur-JI L kVMAf2_ 

~ ~---- ~v-0 
I Date/ 
: D.att: 26.12.2025 /

Date / 
.[Ian: 26.12.2025 

I Date/ 
)J;ara: 

:;;_ l, 12. --J._ ~ i--~ 

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 

I 


