
•·· Dr. Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTVl<l>VIKAT AHAJ1V13A 

Product : Nise®, topical gel 1 % 
Ilpo,llyKT: Haih®, renb AJill Hapy>1<Horo npHMeHeHHll 1 % 

Market/ PhrnoK : Russia/ Poccwll 

Batch No./ 
V260351 

Batch Quantity / 23070.0 units / 
Cepm1 N2 

: PaJMep cepnn 
: 

23070.0e,llHHHU. 
Analytical Report No./ 

: 040003396670 
Date of Analysis / 

: 23.05.2026 
AuaJinTnqecKnii oTqeT ,N'g .l(aTa auaJinJa 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2029 

.l(aTa npOHJBO.llCTBa 
: 

ro.a:eu ,ll0 
: 

Mfg. License No./ 
IlpOHJBO.llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : Jlll-N!1(001198)-(Pf-RU) 

JIHU.eHJHH N2 

Analysis performed according to ND No I Auamn npoBe.lleH no H)l N2: JIII-N2(001198)-(Pr-RU)-050525 
Artworks of primary package approved: / MaKeThl nepsnqnoii ynaK0BKH yTsep~eHht: 02.10.2023 
Artworks of secondary package approved:/ MaKeThl srnpuquoii ynaK0BKH yTsep~eH1,1: 02.10.2023 
PL aooroved: / JIB yrnep~eu: 29.03.2023 

,N'g Test I IloKaJaTeJih Result/ PeJyJihTaThl Specification/ HopMa 

l 

2 

~ 

Appearance/ Onucaune tlear homogenous ligh 
~tear homogenous light yellow gel, free fromyellow to yellow gel, free from 
particulate matter / O.uHopo.UHblH np03pa'1Hb!Hparticulate matter / O.uHopO.llHblH np03pa'1Hb!H renb 
'"'eJib CBeTJIO-)l(eJITOro UBeTa, CB060)lHblH OTPT CBeTJIO-)l(eJIToro .uo )l(eJIToro useTa, cso60.uub1H 
nocTOpOHHJ,IX 'laCTHU ;OT DOCTOpOHHHX 'laCT11U 

Identification / ifhe retention time of the main peak in the :The retention time of the mam peak in the 

11.ll e HTH ct> n Ka u. n H chromatogram of test solution should :chromatogram of test solution should correspond to 
~orresponds to the retention time of the main :the retention time of the main peak in the 

IHPLC I B3}l{X peak m the chromatogram of nimesulide 'chromatogram of nimesulide reference standard 
reference standard solution I BpeMll ;solution (section Assay). I BpeMll y.uep)l(HBatt11ll 
y .uep)l(11BaHHll OCHOBHOro n111<a Ha ;ocHOBHOro TIHKa Ha xpoMaTorpaMMe HCDbITyeMoro 
!XpoMaTorpaMMe HCilb!TyeMoro pacTBopa ;pacTBopa )l0Jl)l(H0 COOTBeTCTBOBaTb BpeMeHH 
COOTBeTCTByeT BpeMeHH y .uep)l(HBaHHJI :y.uep)l(HBaHHJI OCHOBHOro n111<a Ha xpoMaTorpaMMe 
OCHOBHOro n111<a Ha xpoMaTorpaMMe !pacTBopa CTatt.n.apTHOro o6pa3ua HHMecyn11.n.a 

IPacTBopa CTaH.D.apTHOTO o6pa3ua '(pa3.uen «Kon11qecTBeHHoe onpe.ueneu11e») 
HJ,iMeCVJIH.D.a i 

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

Macca CO.llep,rcnMoro 51 g/51 r '50 g I l 00 g. / 

vnaKOBKH .B COOTBeTCTBl111 C Tpe6oBaHHllM H. He Me Hee 20 r / 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqaune: Ilpo.uyKT COOTBeTcTByeT Tpe6oBaHHl!M HJ]. 3aKmoqenne: O11O:EPEHO 
Prepared by / 
Ilo.n.roTOBJ1eHo: Pravesh 
Rana i 
Date/ 
,Uarn: 23.05 .2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Ilposepeuo: Pardeep Ilposepetto (AOK): O.n.o6peRo: O6ecneye1me 1<a•1eCTSa/OToei-cTeeHBOe m1uo: 

Kumar =J--:- Amit Kumar ~LO\ ~"V'I 

~~ /2.tJ_,,, j ~ 
Date/ Date/ Date I ( \v' ' / <1/Y~,, 
,Uarn: 23.05.2026 ,Uarn: 23.05 .2026 ,Uarn: / 

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.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Na lagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTlll<l>VIKAT AHAJ1Vl3A 

Product : Nise®, topical gel 1 % 
ITpotJ.yKT: Haib®, reJJb )].JUI Hapy)l(HOro np11MeHemu1 1 % 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
V260351 

Batch Quantity/ 23070.0 units / 
Cepm1 N2 

: 
PaJMep cepuu 

: 
23070.0etJ,HHHLI 

Analytical Report No./ 
: 040003396670 

Date of Analysis / 
: 23 .05 .2026 

AHaJIHTH1-1ecicui1 OPieT N2 ,UaTa aHaJiuJa 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

llaTa npoHJBOtJ.CTBa 
: 

rotJ,eH tl,O 
: 

Mfg. License No./ 
ITpoH380tJ,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITT-NQ(00 1198)-(Pr-RU) 
JIHQeHJHH X2 

Analysis performed according to ND No / Au:u11n npoBeneu no H,U N2: JIIT-N2(001198HPr-RU)-050525 
Artworks of primary package approved: / MaiceTbI nepBtt'iHOH ynaicosicu yTsepm,u:eHbI: 02.10.2023 
Artworks of secondary package approved:/ MaiceTbI BTopu'iHOH ynaicosicu YTBep1Kt1.eHbI: 02.10.2023 
PL approved: / JIB yrnepJKtJ.eu: 29.03.2023 

4 

5 

50 r/ 100 r. 

pH 5.5 4.6 to 6.0 I OT 4,6 .no 6,0 

Related substances / Pot1.cTBeHHb1e npuMecu 

1) Impurity A/ ITp11Mecb Below LOD (LOD = 0.02 %) / H11)1(e npe.nena 1) Not more than 0.2 % / He 6onee 0,2 % 
A 06Hapy)l(eH11& (ITO = 0,02 %) 

2) Impurity B / ITp11MeCb Not detected/ He o6Hapy)l(etta 2) Not more than 0.2 % / He 6onee 0,2 % 
B 
3) Impurity C / ITp11Mecb 

Not detected/ He o6uapy)l(eHa 
3) Not more than 0.2 % / He 6onee 0,2 % 

C 
4) Impurity D / TTpttMeCb 

Not detected/ He o6Hapy)l(eHa 
4) Not more than 0.2 % / He 6onee 0,2 % 

D 
5) Impurity E / ITp11Mecb E Not detected/ He o6uapy)l(etta 5) Not more than 0.2 % / He 6onee 0,2 % 

6) Impurity FI ITpttMeCb F Not detected / He o6Hapy)l(eHa ki ) Not more than 0.2 % / He 6onee 0,2 % 

7) Individual unidentified 7) Not more than 0.2 % / He 6onee 0,2 % 

impurity I E.n11H11tJHa& Below LOQ (LOQ = 0.1 %) / H11)1(e npet1.ena 
He11.neHTttcp11u11posaHHa& KOJ111tJecTBeHHOro onpe.neneHtt& (TTKO = 0,1 %) 
npttMeCb 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMeqauue: ITpo.nyKT COOTBeTCTByeT Tpe6oBaHHHM H)]. 3aKJIIO'ieuue: O,UOEPEHO 
Prepared by / 
ITonroTOBJJeHo: Pravesh 
Rana i 
Date / 
)].am: 23.05.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
ITpoBepetto : Pardeep ITposepeHo (AOK): Ollo6pe110: O6ecie•1ett11e KaYecTBa/OTBeTcTBeHttoe n11uo; 
Kumar Amit Kum~ ~'~"" 
~ f'' ~ /7;:,J.C {. 

Date / Date / Date I I l ~,, '11° 11-
)].am: 23.05 .2026 )].am: 23.05.2026 )].am: I 

Registe red Offi ce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanga na, India 
Tel : +9140 4900 2900, Fax: +91 40 4900 2999 , Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys .com 



•·· Dr. Raddy's ~~• 

Product : Nise®, topical gel 1 % 

CERTIFICATE OF ANALYSIS 
CEPTll1<l>l-1KAT AHAJll-13A 

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

Tel: +9198166 56001-02 
www.drreddys.com 

Ilpo;:i;yKT: Hat\3®, renb )],ml Hapy)KH0ro rrpHMeHeHl151 1 % 

Market/ PblHOK : Russia I Pocc1151 

Batch No./ 
V260351 

Batch Quantity I 23070.0 units / 
CepuH N2 

: 
Pa3Mep cepuu 

: 
23070.0e;:i;HHHU 

Analytical Report No. I 
: 040003396670 

Date of Analysis / 
: 23.05.2026 

AuaJJHTH'ieCKHH oTqeT N2 ,IJ;aTa auaJJH3a 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

,IJ;aTa npOH3B0));CTBa 
: 

ro;:i;eH ));O 
: 

Mfg. License No./ 
IlpOH3B0));CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JUl-NQ(00l 198)-(Pf-RU) 
JJHUeH3HH N2 
Analysis performed according to ND No/ Auamn npose11eu no H)]_ N2: JIII-N2(001198)-(Pr-RU)-050525 
Artworks of primary package approved: / MaKeTbI nepsHquou ynaKOBKH yTBep,imeub1: 02.10.2023 
Artworks of secondary package approved:/ MaKeTbI BTopuquou ynaKOBKH yTBepm;:i;eub1: 02.10.2023 
PL aooroved: / JIB yTBepm;:i;eu: 29.03.2023 

6 

7 

8) Total impurities/ 
aelow LOQ / H11)Ke npe)],eJJa K0JJJ11.{eCTBeHtt0ro K:yMMa np11Mece11 
~npe)].enemrn 8) Not more than 1.5 % / He 6onee 1,5 % 

!Microbial contamination*/ MuKpo6uoJJorn<tecKaH qHcToTa* 

Total viable aerobic count/ Less than 10 CFU/g / 
O61I.1ee KOJIJ11.{eCTBO Mettee 10 KOE/r Not more than 102 CFU/g I 
)l(J13Hecnoco6Hb!X a3po6ttb!X He 6onee 102 KOE/r 
M11Kpooprami3MOB 

Total combined yeasts/molds 
Less than 10 CFU/g / 

Not more than 101 CFU/g / 
count I O61I.1ee 411cno He 6onee 101 KOE/r 
)].p0)K)KeBblX 11 nnectteBbIX Mettee 10 KOE/r 

rp1160B 

Pseudomonas aeruginosa 
Absent in 1 g/ OTcyTcTByeT B 1 r 

Absent in 1 g/ OTCYTCTB11e B 1 r 

IStaphvlococcus aureus Absent in 1 g/ OTCYTCTByeT B 1 r Absent in 1 g/ OTcyTcTB11e B 1 r 
Assay/ KoJJH<tecTseuuoe 
onpe;:i;eJJeuue 

10.11 mg/ 10,11 Mr 

Remarks : The Product confirms to ND/ 
II HMeqauue: IT 0)].YKT C0OTBeTCTB eT T e60Batt1151M H.U 
Prepared by / Checked by / 

~~:;0TOBJ1etto:5 ave h ~~::::etto: Pardeep 

J-- ~L 
Date/ Date I 
)lam: 23.05.2026 )lam: 23.05.2026 

Checked by (AQA) / 
ITpoBepeHo (AOK): 
Amit Kumar 

Date/ 
)lam: 23.05.2026 

19.0 to 11.0 mg of C13H12N2OsS (nimesulide) per 1 
g of the product / 
:oT 9,0 )],0 11,0 Mr C13H12N2OsS (H11Mecyn11)].) B 1 r 
npenapam 

Conclusion : APPROVED / 
3aKmoqeuue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized person / 
On~~: O6ecne4e~He KalJecTBalOTBeTCTBeuuoe n11uo: 

( r2'7 wJ lc...i2vu v--.. 

Date/ 
)lam: 

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 



•·· Dr. Reddy's ~;• 

Product : Nise®, topical gel 1 % 

CERTIFICATE OF ANALYSIS 
CEPT~~~KATAHAfl~3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Na\agarh Road, Baddi, 

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

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

Ilpoti:yKT: Haib®, renb .nm, ttapy)Kttoro npttMeHeHirn 1 % 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
V260351 

Batch Quantity/ 23070.0 units I 
CepttH .N'2 

: 
PaJMep cepuu 

: 
23070.0eJJ:UHHU 

Analytical Report No./ 
: 040003396670 

Date of Analysis / 
: 23.05.2026 

AHaJIHTH'leCKHH 0T'leT .N'2 )];aTa aHaJittJa 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2029 

llaTa npouJBOJJ:CTBa 
: 

ro.neH J]_O 
: 

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

JIHUeHJHH .N°2 
Analysis performed according to ND No/ AHaJIH3 npoBeileH no Hll N2: JIU-N2(001198)-(Pr-RU)-050525 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yrnep'lK,11,eHbI: 02.10.2023 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOii ynaK0BKH YTBep~.neHbI: 02.10.2023 
PL approved: / JIB YTBep'lK,11,eH: 29.03.2023 

8 Package/ YnaKOBKa ISO g in a laminated aluminum tube equipped 20 g, 50 g or 100 g in a laminated aluminum tube 
~ilh tamper-evident membrane. 1 tube and equipped with tamper-evident membrane. 1 tube and 
ratient information leaflet (package insert) in a la patient information leaflet (package insert) in a 
K:a11011. / no 50 r B Ty6y H3 JiaMHHHpOBaHHOro carton. I ITo 20 r, 50 r HJIH 100 r B Ty6y H3 
iaJJIOMHHHJI, CHa6)KeHHYIO MeM6paHOH J]_Jlll na~rn,mpoBaHHOro aJIIOMHHHll, CHa6)KeHHYIO 
~OHTpOJill nepaoro BCKpb!THll. Ilo 1 Ty6e B MeM6paHOH J]_Jlll KOHTpOJill nepsoro BCKpblTHll. Ilo 1 
na4KY KapTOHHYIO c 11ttcTpyKu11eA no Ty6e B na'-IKY KapTOHHYIO c HHCTPYKUHeH no 
illPHMel•leHH.l-0 (JIHCTKOM-BKJiaJ]_bIWeM). npHMeHeHHIO (JIHCTKOM-BKJiaJ]_bIWeM). 

9 Labeling/ MapKttpoBKa 

See Module 1, section 1.3.2 ofregistration dossier./ 
Complies/ CooTBeTcTByeT HHqlOpMaUMll npttae.netta B pa3J]_eJie 1.3.2 MOJJ:YJill 1 

per11CTpau110HHOro JJ:OCbe. 

10 Storage/ XpaHeHue At temperature not higher than 25 0 C. Do not freeze. I Ilp11 TeMnepaType He BbIWe 25 0 C. He 

11 
3aMopa>KH88Tb. 

Shelf-life (storage period) / 
3 ro.na. / 3 years . 

CpoK roti:HOCTH (xpaHeHHH) 
* 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./ 

* IlpOBOJ]_HTCll npOH3BOJJ:HTeJieM npH BhmycKe nepHOJ]_H'-leCKH ( C HHTepBaJIOM B 0.[(HO HCnbITaHHe Ha 20 cep11A HJIH He Mettee 1 
pa3a B ro.[(). IloKa3aTeJib MO)KeT 6bITb He BKJIIO'-leH B cepTHqJHKaT aHaJIH38 qmpMb!. 

Remarks : The Product confoms to ND/ Conclusion : APPROVED I 
II HMe'lattue: IT o KT COOTBeTCTB eT T e6oBaHHl!M HD; 3aKJIIO'lenue: Ol{OliPEHO 
Prepared by / 

TTo.nroTOBJietto: Pr7 sh 

Rana ")-

Date/ 
)lam: 23.05.2026 

Checked by I Checked by (AQA) I 
Ilpoaepetto: Pardeep IlpoBepetto (AOK): 
Kumar Amit Kumar ___...,._ --Date/ Date I 
)];am: 23.05.2026 )];am: 23.05.2026 

Approved by: Quality Assurance/Authorized person/ 
O.a.o~. : 06ecne'-!ett11e Ka'-!eCTBa/OrneTCTBeHHOe JIHUO: 

( r ~ w \CO-MW"\ 

Date/ 
)];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 ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tei : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTVl<PVIKAT AHAJ1Vl3A 

Product : Nise®, topical gel 1 % 
IlpoJlyirr: Haih®, rem, ,n.r1J1 Hapy,1rnoro npr1MeHe1rnJ1 1 % 

Market/ PMHoK : Russia/ Pocc,rn 

Batch No./ 
V260351 

Batch Quantity/ 23070.0 units / 
I Cepusi ,N'g 

: 
Pa1Mep cep1m 

: 
2307-0.0ellHHIIU 

Analytical Report No./ 
: 040003396670 

Date of Analysis / 
23 .05.2026 

All8JIIIT11'1CCKHH OT'leT .N'! )1.aTa auanma 
: 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2029 

)1.aTa DP0ll3B0JlCTBa 
: 

roti:eH JlO 
: 

Mfg. License No./ 
IlpOH3B0tJ:CTBeHH8SI : MNB/05/263 MA number: / Ho111ep PY : JlTI-N!c!(00 1198)-(Pf-RU) 
JHIUCH3JUI .N'! 
Analysis performed according to ND No / AuaJJHl nponeLieH no H.U .N'2: Jll1-.N'2(001198)-(Pr-RU)-050525 
Artworks of primary package approved: / MaKeThl nepBH'IHOH ynaKOBKH yTnep,imeHbl: 02.10.2023 
Artworks of secondary package approved:/ MaKeThl BTOpH'IHOH ynaKOBKH yTnepmti:eu1,1: 02.10.2023 
PL armroved: / JIB VTBCD:.KlleH: 29.03.2023 

API name/ Ham1eHosau11e A<l>C: Nimesulide / HHMecvm1Jl 
INN/MHH: Nimesulide / T-IHMecyJrn.D. 
API manufacturer batch number/ MS-lA-243032-Ml 
HoMep cep1111 npo113no.11,11Te.rui A<l>C: 
FP Manufacturer API Batch number/ FERA00718 
HoMep cep1111 cy6CT3HUlllf np0IIJBOJlllTCJUI r Jl<l>: 

Mangalam Drugs and Organics Ltd ., Unit-I , lA Plant, Plot No. 187, 
G.I.D.C., 2nd Phase, Vapi , 396 195 Gujarat, India/ 

API Manufactured by, address & country/ MattranaM ,[(pare 3H.D. OpraHHKC JlT.D.. 
Ilpo11JBOJU1TeJ1b A<l>C, a}lpec u cTpana: TipOHJBO)].CTBeHHOe ITO.D.pa3)].eJ1eH11e 1, I A 3aBO)]., y '-laCTOK N'!! 187 J 

Kopnopau.1111 npoMh!WJJettHoro pa1B11T11J1 unarn fy.D.)l(apaT <l>a3a II, Ban11, 
396 195, fyJl)l<aoaT l1H,/lHJI 

an1c, address, authorization o for FP manufacturing Dr. Reddy's Laboratorie Ltd., Formulation Unit-6 Viii. Khol Nalagarh 
site/ Control site/ Relea c site/ Road, Baddi Distt. Solan (HP) 173205, lndia (license No MNB/05/263). / 
HanMCH0B3HIIC 3Apec, Jllll_J.Cll31ISI ,llJI H ,ll-p PeD.D.w C Jla6opaTopHC JlTA., npoM.3B0)].CTBeHHOe 00Jlp33.lleJJe~!He-6 
Ilp0113BO}lCTBCH H3S1 nnowaaKa / nnowaaKa K0IITpOJUI 8111111 . KXOJlb Hanarapx PoyA, oa}l)].H ,llHCTpHKT Cona1-1, x.n., 173205, 
K3'1CCTBa / ITnowaAKll BbmycKa YIHA Hll (Jl11ueH3HH 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 al the above mentioned site(s) in full compliance with the GMP requirements 
of the Eura ian Economic Union (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) and requirements to the medicinal quality and 

Remarks : The Product confirms to ND/ 
l1 IIMC'l!IIUIC: 0 OJl KT C00TBeTCTB)'eT 'f e60B3HWJIM H,ll 
Prepared by/ Checked by / Checked by (AQA) / 
Tio.D.rOTOBJJetto: Pravesh TTposepetto: Pardeep TiposepeHo (AOK): 
Rana ) Kumar f Amit Kumar 

~ .,-A---Date/ Date/ Date/ 
,llaTa: 23.05.2026 ,llaTa: 23.05.2026 ,llarn: 23.05.2026 

Conclusion : APPROVED / 
3aKJII0'te1111e: O,llO6PEHO 
Approved by: Quali ty Assurance/Authorized person/ 
O~Ho: O6ecnelfem1e Ka •1ecrea/OrseTCTBeHHoe 1111u.o: 

1~\~""' --~ 

Date/ 
,[(aTa: 

C) ~ < 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



•·· Dr. Raddy's ~;• 

Product : Nise®, topical gel I% 

CERTIFICATE OF ANALYSIS 
CEPTVICl>VIKAT AHAI1Vl3A 

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

Viii. Khol, Nalagarh Road, Baddi, 

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

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

IlpoJJ.yKT: Haih®, reJib .UJill Hapy)KHOro rrp11MeHemrn I% 

Market/ PblHOK : Russia I Pocc11l! 

Batch No./ 
V260351 

Batch Quantity/ 23070.0 units/ 
CepuH N2 

: 
PaJMep cepuu 

: 
23070.0e)].HHHU 

Analytical Report No./ 
: 040003396670 

Date of Analysis / 
: 23.05.2026 

AuaJJHTH'teCKHH oTqeT N2 )laTa auaJJHJa 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2029 

11.aTa DP0HJB0)],CTBa 
: 

ro)].eH )1,0 
: 

Mfg. License No. / 
TipOH3B0)],CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(001 I 98)-(Pf-RU) 

JJuueu1uH N2 

Analysis performed according to ND No/ AttaJJHJ npose}:{eu no H,/l, N2: JITI-N2(001198)-(Pr-RU)-050525 
Artworks of primary package approved:/ MaKeTbl neps11quoii ynaKoBKH yTsepmJlettb1: 02.10.2023 
Artworks of secondary package approved: / MaiceTbI BTopuquoii ynaK0BKH yrnep:iKJJ.eHLI: 02.10.2023 
PL approved: / JIB yrnepmJleH: 29.03.2023 

with the specifications in the Marketing Authorization dossier of the imp011ing country. Production, packaging and testing records are verified 
and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». 

3aicmoqeuue 0 C00TBeTCTBHH: «HacTO.l!ll{HM ll ITO.llTBep)K.llalO, 'ITO npHBe)],eHHaH Bb!We HH<pOpMaU.11!1 .l!BJil!eTCH )],OCTOBepHOH 11 T04HOH. 
3Ta cep11H npOJJ.YKUHH npOHJBe)],eHa (BKJIIO-lfaH ynaKOBKY (MapKHpOBKY) H K0HTpOJib KaqecTBa) Ha BbIWeyKa3aHHOH np0113B0)lCTBeHHOH 

TIJIOll{a,nKe (rrJiowa,nKax) B TIOJJH0M COOTBeTCTBl111 C Tpe6oBaHl1HMH TipaBHJI Ha,nJie)Kaweii. rrp0113B0.ll:CTBeHH0H rrpaKTl1Kl1 Espa3HHCKoro 
3K0HOM11qecKoro coIOJa (N2 GMP/EAEU/RU/02329-2025 OT 19 ceurn6pll 2025 r.) 11 Tpe6osaHHllMl1 KOHTpOJill KaqecTBa neKapcTBeHHbIX 
cpe.UCTB, a TaK)Ke B COOTBeTCTBl111 co cneu.11<p11KaU.HHMH, co.nep)Kall{11Ml1Cll B per11cTpau.110HHOM .llOCbe CTpaHbl-11MTIOpTepa. 3arr11c11 no 

np0113B0.ll:CTBY, ynaKOBKe 11 attan113y rrposepeHbl, 11 ycTaHOBJieH0 HX COOTBeTCTBl1e Tpe6oBaH11llM TipaBl1JJ Ha,nJie)Kaweii. np0113B0.ll:CTBeHHOH 

rrpaKTHKl1 Espa311HCKOro 3KOH0MH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ 
TI uMelfauue: TI o.u KT cooTBeTcTByeT T e6osamuiM H.U 

Conclusion : APPROVED / 
3aKmoqeuue: O)lOliPEHO 

Prepared by / Checked by / 

Tio.nroTOBJietto: Pravesh Ilposepeuo: Pardeep 

Rana 
.{ Kumar ~ 

Date I Date/ 

)].am: 23.05.2026 .Uarn: 23.05.2026 

Checked by (AQA) / 

Tiposepetto (AOK): 

Amit Kumar 

Date I 
,Uarn: 23.05.2026 

Approved by: Quality Assurance/ Authorized person/ 
O.no6peuo: O6ecm11IeHHe Ka'!eCTBa/OTBeTCTBeHHOe JIHU.O: 

~JRllc.tJM~ 

Date I 
.Uarn: 

Registered Office: 8-2-337, Road No. 3, Banj;ir;:i Hills, Hyderabad· 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax : +91404900 2999, Ema il: mail@drreddys.com 

CIN: L85 195AP1984PLC004507 
www.drreddys.corn 


