
•·· 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 
CEPT111<1>111KAT AHAJ11113A 

Product : Nise®, topical gel 1 % 
IlpoJ:wtcr: Halh®, re11b Ami Hapy:>1rnoro rrpHMeHemrn: 1 % 

Market/ PMHOK : Russia/ Poccm, 

Batch No./ 
V260352 

Batch Quantity I 23333.0 units / 
CepuH .N2 

: 
PaJMep cepuu 

: 
23333.0e)],HHHU 

Analytical Report No./ 
: 040003397477 

Date of Analysis / 
: 23.05.2026 

AuaJIHTH'leCKHH 0T'leT .N2 .[(aTa anaJIHJa 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2029 
,[(aTa np0H3B0)],CTBa 

: ro)],eH )],0 
: 

Mfg. License No./ 
IlpOH3B0)],CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JUl-NQ(00 1198)-(Pf-RU) 

JIHQeH3HH .N2 
Analysis performed according to ND No I Auamn nposelleH rro HD, .N2: JIII-.N2(001198)-(Pr-RU)-050525 
Artworks of primary package approved: / MaKeTbI nepsuquoii ynaK0BKH yrnep~eu1,i: 02.10.2023 
Artworks of secondary package approved: / MaKeTbI srnpuquoii ynaK0BKH yTsepm)],eubl: 02.10.2023 
PL approved: / JIB yrnepm)],eu: 29.03.2023 

.N2 Test/ II0KaJaTeJ11, Result/ PeJyJ11,TaTbl Specification/ HopMa 
1 Appearance/ Onucauue 'Clear homogenous 

2lear homogenous light yellow gel, free fromYellow to yellow gel, 
light 

free from 
particulate matter I O.n.HopoAHbIH rrpo3pa4Hbittparticulate matter I O.n.HopOAHblH rrp03patJHbIH re11b 

2 

3 

rre11h CBeTJl0-)l(eJlT0ro useTa, CB060)],Hb1H O~OT CBeTJIO-)l(eJlT0ro )],0 )l(eJlTOro usem, CB060)],Hb!H 
1£IOCTOpOHHHX lJaCTHU OT ITOCTOpOHHHX lJaCTHU 

Identification / rrhe retention time of the main peak in the The retention time of the main peak Ill the 
HAeHTml>ttKaQHH chromatogram of test solution should chromatogram of test solution should correspond to 

corresponds to the retention time of the main the retention time of the main peak in the 
HPLC/ B3)KJ{ peak Ill the chromatogram of nimesulide chromatogram of nimesulide reference standard 

reference standard solution I BpeMll sol ution (section Assay). / BpeMll yAep)l(HBaHHll 
~)],ep)l(HBaHHll OCHOBH0ro ITHKa Ha 0CH0BH0ro ITHKa Ha xpoMaTorpaMMe HCITbITYeMoro 
xpoMaTorpaMMe HCITbITyeMoro pacTBopa paCTB0pa )],0Jl)l(H0 COOTBeTCTB0BaTb speMeHH 
C00TBeTCTByeT speMeHH yAep)l(HBaHHll y)lepmHBaHHll OCH0BH0r0 ITHKa Ha xpoMaTorpaMMe 
OCHOBHOro ITHKa Ha xpoMaTorpaMMe pacraopa CTaH)],apTHOro 06pa3u,a HHMecyJlH)],a 
pacTBopa cmH)],apTHOro 06pa3u;a ,(pa3)len «Ko11111IecTBeHHoe onpe)],e11eH11e») 
HHMecyJlH)],a 

Weight of package contents/ According to the requirements. Not less than 20 g / 
Macca coJJ,ep,tcttMoro 51 g/51 r 50g/100g./ 
JynaK0BKH B C00TBeTCTBHH c Tpe6osaHHllMH. He MeHee 20 r / 

Remarks : The Product confirms to ND/ 
IJ HMe'lanue: I1 0)], KT COOTBeTCTB eT T e6osaHHllM Hll 

Conclusion : APPROVED / 
3aKJIIO'leuue: O.[(OliPEHO 

Prepared by I Checked by / 
I10,nroTOs11eHo: Pravesh TiposepeHo: Pardeep i- Kumar Rana 

Date/ Date/ 
,[{am: 23.05.2026 .IJ:am: 23.05.2026 

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

Date/ 
,[{am: 23.05.2026 

Approved by: Quality Assurance/Authorized person/ 

O.no6~~ne~:,CTBalOTBeTCTBeHHOe JlHU,0: 

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.co rn 



•·· 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 5600 l.-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPT1'1<l>"1KAT AHAfl"13A 

Product : Nise®, topical gel 1 % 
IlPMYITT: Ha~b®, renb JlJHl Hapy)KH0ro np11MeHeHHll 1 % 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
V260352 

Batch Quantity I 23333.0 units I 

Cepm, .N'2 
: 

PaJMep cep1111 
: 

23333.0e}l.HHHU 

Analytical Report No./ 
: 040003397477 

Date of Analysis/ 
: 23.05.2026 

AHa.llllTll'ICCKllii OT'leT .N'2 j.QaTa 3H3.IIH33 

Date of Manufacture / 
05/2026 

Date of Expiry / 
04/2029 

)laTa npo11JB0J1CTBa 
: 

fo)leH )),0 
: 

Mfg. License No./ 
IlpOH3B0,lJ,CTBeHH3H : MNB/05/263 MA number: / HoMep PY : JlfI-Ni!(00l 198)-(Pf-RU) 

JIIIUCH3HH .N'2 
Analysis performed according to ND No / Am1J11n npoBe11eH no H)l. .N'2: JIIl-.N'2(001198)-(Pf-RU)-050525 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaicoBKH yrnep~enbl: 02.10.2023 
Artworks of secondary package approved:/ MaiceThI BTOpH'lH0H ynaKoBKH yTsep~J1eHhI: 02.10.2023 
PL aoorovcd: / JIB YTBeomaen: 29.03.2023 

50r/100r. 

4 pH 5.6 4.6 to 6.0 I OT 4,6 JJ.O 6,0 

s 
Related substances / Po/lCTBeHHhle npttMectt 

1) Impurity A / flpttMecb Not detected I He o6Hapy)KeHa I) Not more than 0.2 % / He 6onee 0,2 % 
A 
2) Impurity B I Tip11MeCb Not detected I He o6Hapy)KeHa 2) Not more than 0.2 % / He 6oi1ee 0,2 % 
B 
3) Impurity C I Tip11Mech 

Not detected/ He o6Hapy)KeHa 
3) Not more than 0.2 % / He 6onee 0,2 % 

C 
4) Impurity D / TipttMech 

Not detected I He o6Hapy)KeHa 
14) Not more than 0.2 % / He 6onee 0,2 % 

D 
5) Impurity E I Tip11Mecb E Not detected/ He o6ttapy)KeHa 5) Not more than 0.2 % / He 6onee 0,2 % 

6) Impurity F / Tip11MeCh F Not detected / He o6Hapy)KeHa 
16) Nol more than 0.2 % / He 6onee 0,2 % 

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

impurity / EJIHHH'!Hall 
!Below LOQ (LOQ = 0.1 %) I Htt)Ke npeJlena 

Hel1)].eHTH¢HUHpOBaHHall 
np11MeCb 

b<0JJW"lecTBeHHoro onpe.o.eneHHll (fIKO = 0,1 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHHe: ITpOJlVKT CO0TBeTCTBVeT Toe6oaaHHllM H}l 3aKJIIO'leHne: OAOEPEHO 
Prepared by / 
TTo.o.roToaneHo: Pravesh 
Rana i 
Date/ 
,lJ.a111: 23.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality A s urance/Authori:zed person / 
TTpoaepeHo: Pardeep TipoaepeHo (AOK) : O.a.o6peHo: O6ecne"le1-111e Kat.teCTea/OTeeTcTse1-1Hoe m.-iuo: 
Kumar 

~ 
Amit Kumar ~w~/7,,~ "'~ • ~ ~ LI ~ A {,. 

Date/ Date/ Date/ I ·-~~ '))>v 
,llaTa: 23.05.2026 ,lJ.aTa: 23.05 .2026 ,lJ.aTa: / 

Registered Office: 8-2-337, Road No 3, SanJa ra Hills, Hyderabad - 500034, Telangana, India 
Tel : +91 40 4900 2900,_fax: +91404900 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 

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

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

Product : Nise®, topical gel l % 
nooJJ,YK'f: Haih®, renb ,ll,/lii Hapy)lrnoro np11MeHeHHH 1 % 

Market/ PhIHOK : Russia/ PocCHH 

Batch No./ 
V260352 

Batch Quantity/ 23333.0 units / 
CepnH N2 

: 
Pa3Mep cepnn 

: 
23333.0e,IJ.HHHU. 

Analytical Report No./ 
: 040003397477 

Date of Analysis / 
: 23.05.2026 

AHaJIHTn<tecKHH OT'feT N2 ,lI:aTa aHaJIH3a 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2029 

,LI:aTa np0H3B0.!I.CTBa 
: 

[oJJ,eH .!1.0 
: 

Mfg. License No. / 
flpOH3B0,IJ.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-.N2(001198)-(Pf-RU) 

JJHU.eHJHH N2 
Analysis performed according to ND No/ AHamn nposeLieH no H.ll, N2: Jlfl-N2(001198)-(Pf-RU)-050525 
Artworks of primary package approved:/ MaKeTbl nepBH'fHOH ynaK0BKH yTsep:lK,lleHbl: 02.10.2023 
Artworks of secondary package approved:/ MaiceThI sTopuquoit ynaK0BKH yTsep:lK,llenbl: 02.10.2023 
PL annroved: / JIB yrnep,KlleH: 29.03.2023 

8) Total impurities/ 
Below LOQ / Hm1<e npe.n.ena KOJJJ1liecTBeHHoro t:yMMa np11Mecett 
onpe.n.enemrn 8) Not more than 1.5 % / He 6onee 1,5 % 

6 Microbial contamination*/ MnKpo6ttoJiornqecicasi 'fHCTOTa* 

Total viable aerobic count I 
O6mee KOJIW-leCTBO Less than 10 CFU/g / Not more than 102 CFU/g / 
)l(H3Hecnoco6HblX a3po6HblX Mettee 10 KOE/r He 6onee 102 KOE/r 
MHKpoopraHH3M0B 

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

Not more than 101 CFU/g / 
count I O6mee 4Hcno 

Mettee 10 KOE/r 
He 6onee 101 KOE/r 

.!I.PO)IOKeBblX H nnecHeBblX 
rpH60B 

Pseudomonas aeruginosa 
Absent in 1 g/ OTcyrcTByeT B 1 r 

Absent in 1 g/ OrcyrcTBHe B 1 r 

'Sta_phylococcus aureus Absent in 1 g/ OTcyrcTByeT B 1 r Absent in 1 g/ OTCYTCTBHe B 1 r 

7 Assay/ KoJJtt'feCTseuuoe 
onpe,lleJieHtte 

10.12 mg/ 10,12 Mr 

Remarks : The Product confitms to ND/ 
flpttMe'faHue: TI o,uyKT cooTBeTCTB eT T e6oeaum1M H.U 
Prepared by I Checked by / Checked by (AQA) / 
Tio,uroTOBJieHo: Pravesh Tipoeepeuo: Pardeep Tiposepeuo (AOK): 

Rana i Kumar Amit Kumar 

~f 
y 

Date I Date/ Date I 
,llarn: 23.05.2026 ,llarn: 23.05.2026 ,llarn: 23.05.2026 

,9.0 to 11.0 mg of CuH12N2OsS (nimesulide) per 1 
,g of the product / 
:oT 9,0 .no 11,0 Mr C13H12N2OsS (HHMecyJJHJl) B 1 r 
npenapaTa 

Conclusion : APPROVED / 
3aKJIIO'fenue: O,LI:OliPEHO 
Approved by: Quality Assurance/Authorized person/ 

0 t~~ r~H~ Ka'!eCTBa/0TBeTCTBeHHOe JIHI~O: 

( 

Date I 
,llarn: 

.., b 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

Product : Nise®, topical gel 1 % 

CERTIFICATE OF ANALYSIS 
CEPTll1<t>ll1KAT AHAJ11113A 

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

Tel : +91 98166 56001-02 

www.drreddys .com 

IlpoJlyKT: Haih®, renb .um1 ttapy)l(HOro np11Mettemu1 1 % 

Market/ PbrnoK : Russia I Poccm1 

Batch No./ 
V260352 

Batch Quantity / 23333.0 units / 
Cepusr .N"2 

: 
Pa1Mep cepuu 

: 
23333.0e,llHHH .. 

Analytical Report No./ 
: 040003397477 

Date of Analysis / 
: 23.05.2026 

AttaJIHTH'leCKHH OT'leT .N"2 )(aTa attaJ1u1a 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2029 

)(aTa IlPOH3B0JlCTBa 
: 

ro,lleH ,llO 
: 

Mfg. License No./ 
TTpOHlBO,lJ.CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-N2(001198)-(Pr-RU) 

JIH .. eHJHH .N"2 
Analysis performed according to ND No/ AttaJ11t3 nposenett no H)l .N"2: JITT-.N"2(001198)-(Pr-RU)-050525 
Artworks of primary package approved: / MatceTbI nepBH'IHOH ynaK0BKH yrnep,K,UeHbt: 02.10.2023 
Artworks of secondary package approved:/ MatceTbI srnpu11uou ynaK0BKH yrnep,K,ll.eHbt: 02.10.2023 
PL annroved: / JIB yrnep,K,UeH: 29.03.2023 

8 Package/ YnaKOBKa \50 g in a laminated aluminum tube equipped 

~

vith tamper-evident membrane. 1 tube and 
20 g, 50 g or 100 g in a laminated aluminum tube 
equ ipped with tamper-evident membrane. 1 tube and 

atient information leaflet (package insert) in a a patient information leaflet (package insert) in a 
carton, / Ilo 50 r B Ty6y 113 naMHHHpOBaHH0ro carton. / no 20 r, 50 r 11n11 100 r s Ty6y 113 
aJllOMHHHll, ctta6)1(eHHYIO MeM6paHOH )],ml naMHHHp0B8HHoro aJJIOMl1Hl1JI, CHa6)1(eHHYIO 
KOHTpOJIJI nepsoro BCKpb1Tl1JI. no 1 Ty6e B MeM6paHOH )],JIJI KOHTpOJIJI nepBOro BCKpblTl1JI. no 1 
na<11<y KapTOHHYIO C l1HCTpy1<1.1,11e11 no 

rry6e B na'-IKY KapTOHHYIO C HHCTpy1<1.1,11e11 no 
np11MeHeHHIO (JIHCTKOM-BKJJa)],blllieM), lnpHMeHeHHIO (nHCTKOM-BKJia)],hILUeM). 

9 Labeling/ Maptcuposi.:a 

See Module 1, section 1.3.2 of registration dossier. I 
Complies I CoorneTcrnyeT YIHcjlopMaUHl! npHBe)].eHa B pa3)],ene 1.3.2 MO)],ym, 1 

perncrpaUM0HH0ro ,lJ.OChe. 

10 Storage/ Xpatteuue At temperature not higher than 25 0 C. Do not freeze. I ITpH TeMnepaType He BhILUe 25 0 C. He 
38MOP8)1<HBaTb. 

11 Shelf-life (storage period)/ 
3 ro)],a. / 3 years. 

CpoK ro,llHOCTH (xpaHeHIUI) 
* 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./ 

* npoB0)],11TCJI npo113B0)],HTeneM np11 BhmycKe nepHO)],H'-leCKH (c HHTepBaJJOM B 0)],HO MCilhIT8HMe Ha 20 cep111111n11 He MeHee 1 
pa3a B roJJ.). noKa3aTeJJh MO)l(eT 6b!Th He BKJIIO'-!eH B cepTH<pHK8T aHaJJM3a cjmpMhl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
JlpHMe'laHMe: npo)],yKT C00TBeTCTByeT Tpe6oBaHHJIM H,U 3ai.:moqeuue: O)(OEPEHO 
Prepared by / 
noJJ.rOTOBJJetto: Pravesh 
Rana 1 
Date / 
,Uarn: 23.05.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
npoBepeHo: Pardeep npoBepeHo (AOK): 0,Ho: O6ecne'leH~e 1<a'leCTBa/OreeTCTBeHHOe nwu.o: 
Kumar c:L-r Amit Kumar ~ (ffi.,Uvvi /\-A-- ~~Al~ ,h 
Date I Date I Date/ (, ' (/ ~y -
Llarn: 23 .05 .2026 Llarn: 23.05.2026 ,Uarn: / 

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

Tel : +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLCD04507 

www.drreddys.corn 



••• Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt . Solan, H.P., 17 3 205, IN DIA 
Tei : +91 98166 56001-02 
wv,w.d rreddys.corn 

CERTIFICATE OF ANALYSIS 
CEPT~~~KATAHAfi~3A 

Product : Nise®, topical gel 1 % 
IlpoJJ,yKT: Haj;i3®, reJJb J],Jlll Ha0V)l<HOro npHMeHeHHll 1 % 

Market / Pi,rnoK : Russia/ PoccHH 

Batch No./ 
V260352 

Batch Quantity / 23333.0 units/ 
Cepm1 N! 

: 
PaJMep cepuu 

: 
23333.0eJJ,HHHI.I, 

Analytical Report No./ 
: 040003397477 

Date of Analysis / 
: 23.05.2026 

AuaJJttTH'leCKHH OT'leT N! llaTa aHaJJttJa 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

IJ;aTa npOHJBOJJ,CTBa 
: 

roJJ,eH J],0 
: 

Mfg. License No. / 
IlpOHJBOJ],CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(001198)-(Pr-RU) 
nuueuJHH N! 

Analysis performed according to ND No/ Auamn npoBeaeu no H).I, N!: JIIl-N!(001198)-(Pr-RU)-050525 
Artworks of primary package approved: / MaKeTbl nepBH'IHOH ynaKOBKH yTsep,KJJ.eui,i: 02.10.2023 
Artworks of secondary package approved: / MaKeTbt BTOpH'IHOH ynaKOBKH yTsep:1KJJ,eu1,1: 02.10.2023 
PL approved:/ JIB yrnep:iKaeu: 29.03.2023 . 

API name/ HanMeHosauue A(l>C: Nimesulide I HHMecyJm,!l, 
INN/MHH: Nimesulide / H11Mecyn1-1.u 
API manufacturer batch number / 

MS-lA-243032-Ml 
HoMep cepuu npoHJBOJJ,HTeJJH A(l>C: 
FP Manufacturer API Batch number/ 

FERA00718 
HoMep cepHH cy6CTaHUHH DPOHJBOJJ,HTeJJH r JI(!>: 

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

API Manufactured by, address & country/ MaHranaM .[{pare 3H,!l, OpraHHKC JlTJJ,. 
IlpottJBOLlHTeJ11, A(l>C, aapec u cTpaua: Tipo113BOJJ,CTBettttoe no,!l,paJ,!l,eJ1eH11e 1, lA 3aBoJJ,, YqacTOK N2 187, 

Kopnopau1rn npOMbI!IlJJeHHoro pa3BHTHll lllmm fy,!l,)KapaT, <l>aJa II, Bann, 
396 195, ry,n)KapaT, J1HJJ,HJI 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vil!. Kho!, Nalagarh 
site / Control site / Release site / Road, Baddi, Distt. Solan (HP) 173205, India (license No MNB/05/263). / 
HattMeHOBaHHe, aJJ,pec, JJHUeHJHH /J,JIH L{-p Pe)])l11'c Jla6opaTop11c JlT,!J,., Tipo113B0,!l,CTBeHHOe no,!l,pa3,!l,CJICHJ1e-6, 
IlpoHJBO/J,CTBeHHaH DJJOIUa/J,Ka / Ilnoma/J,Ka KOHTpOJJH Bunn. KxoJJb, Hanarapx Poy,!l,, Ea)])l11, .[{11cTpHKT ConaH, X.TI., 173205, 
KalJeCTBa / IlJJO(Ua/),Ka BblDYCKa l1H,Ul1JI (J1HUCH3Hll N2 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 (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) and requirements to the medicinal quality and 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lauue: TTpo.uyKT cooTBeTCTByeT TPe6oeaHHllM HL{ 3aKJJIO'leHue: O.l(O6PEHO 
Prepared by / 
Tio,!!,rOTOBJJeHo:Pravesh 
Rana 1-
Date/ 
.[{am: 23.05.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person/ 
TipoaepeHo: Pardeep TipoBepeHo (AOK): O~o6 e1m: O6ecne"letrne Ka•1ecr ea/Oree-rcTne1-1Hoe n11uo: 
Kumar Amit Ku nar l ,rc \~~ 

cl-:- j~-> /2~)Jt ( ,,1, 
Date/ Date/ Date/ \ , -c-r '?'I)'>., 
.[{am: 23.05.2026 .[{am: 23.05.2026 .[{am: / 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

Product : Nise®, topical gel 1 % 

CERTIFICATE OF ANALYSIS 
CEPT~~~KATAHAfi~3A 

fl POJlYKT: Haih®. reJib .lUlll Hapy>KHOrO npHMeHeHHll 1 % 

Market/ Pb1HOK : Russia/ Pocc11.11 

Batch No./ 
V260352 

Batch Quantity / 
Cep11H N2 

: 
Pa1Mep cep1m 

Analytical Report No./ 
: 040003397477 

Date of Analysis / 
AuaJJHTfflJCCKHH OT'JeT N2 )].ara auaJJHJa 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
)laTII npOHJBO.LlCTBa 

: 
ro,QeH JlO 

Mfg. License No. / 
IlpoHJBO/lCTBeuuaH : MNB/05/263 MA number: / HoMep PY 
JlltJ.leHJHH N2 

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

Distt. Sol,rn, H.P., 173 205, INDIA 

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

23333.0 units / 
: 

23333.0emumu 

: 23.05.2026 

: 04/2029 

: JITI-N2(001198)-(Pf-RU) 

Analysis performed according to ND No / AttaJJHJ nposeaen no H)l N2: JII1-N2(001198)-(Pr-RU)-050525 
Artworks of primary package approved: / MaiceTbl nepBH<tHOH ynaicos1m yTsep~em,1: 02.10.2023 
Artworks of secondary package approved:/ Maicen,.1 BTOpH<tHOH ynaKOBKH yrBep~eHbl! 02.10.2023 
PL ap1>roved: / JIB yTOep:Maen: 29.03.2023 

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». 
3aKJJIO<teHHC O C0OTBCTCTBHH: «HacTO$lll{HM .II 00,UTBep)l(,Ua!O, 'lTO npttse,ueHHall Bblllle HH<pOpMaUHll llBJlllCTCll )lOCTOBepHOH H TO'lHOH. 
3Ta cepttll npoAyKUH11 npOH3Be)leHa (BKJl!O'lall ynaKOBKY (MapKHpOBKY) 11 KOHTpOJib KatJecrna) Ha BbillleyKa3aHHOH np0113B0)1,CTBeHHOH 

nnoma,uKe (nnoma.nKax) B TTOJIHOM COOTBCTCTBl1H C Tpe6oaaHHllMH IlpaBl1JI Ha,UJie)l(amew npott3B0JlCTBeHHOH npaKT11Kl1 Eapa3HHCKOro 
3KOHOMHtJecKoro coIOJa (N2 GMP/EAEU/RU/02329-2025 oT 19 cettrn6pll 2025 r.) 11 Tpe6oaaHHSIMl1 KOHTpOJill KatJecrna neKapcTBeHHhIX 

cpe,UCTB, a TaK)l(e B COOTBeTCTBl1H co cneu11<p11KaU11.1IMl1, CO)J.Cp)l(all{l1Ml1Cll B pemcrpau110HHOM JlOChe CTpaHbl-11MnopTepa. 3an11c11 no 

npo113B0,UCTBY, ynaKOBKe 11 aHaJil13Y npoaepeHbI, 11 ycTaHOBJieHo HX COOTBCTCTBl1e Tpe6oBaHl1llM flpaBl1JI Ha)lJie)l(amew np0113B0,UCTBeHHOH 

npaKTHKl1 Eapa311HCKOro 3KOHOMl1tJeCKOfO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJJIO'lenue: O.llOliPEHO Il JIMelJaHHC! IT 0 KT COOTBeTCTB eT 1 e6oaaHHllM HA 
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