
•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJill3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
Or>OJlYK"r: HMi3® AKTi-tarenb (H11Mecyn11.11.) renb .n.m1 ttapy)KH0ro rrp11Mettemrn, 1 %, 100 r 

Market/ PblHOK : Russia / Pocc1rn 

Batch No./ 
: V260455 

Batch Quantity/ 
Cep1rn .N'!! PaJMep cepHH 

Analytical Report No./ 
: 040003475085 

Date of Analysis / 
AHaJIHTH'leCKHH OT'leT .N'!! .LI:aTa auaJJHJa 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
.LI:aTa UPOl13B0JlCTBa ro.n.eH ,!1.0 

Mfg. License No./ 
IlpOH3B0JlCTBeHH8SI : MNB/05/263 MA number: / HoMep PY 
JlHUeHJHSI .N'!! 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H P., 173 205, IN DIA 

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

11844.000 units I 
: 

11844.000 e,D.l1H11U: 

: 28.06.2026 

: 05/2028 

: JU1-.N!!(001336)-(Pr-RU) 

Analysis performed according ND/ AuaJ111J npose)).eH no H,l(: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeThI nepBH'IHOfi ynaKOBKH YTBepm.n.eHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTopu11Hou ynaKOBKH yTsepm.n.eu1>1: 25.10.2022 
PIL annroved: / l.fMil YTBepm.n.eu: 25.10.2022 
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No/ 
Test/ IloKa3aTeJIL Result/ Pe1yJILTaT Specification / HopMa 

.N'!! 

1. Description / Onucauue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to 
yellow gel with characteristic odor pale-yellow gel with characteristic odor/ 
/ O.n.uopo,n:HbIH npo3paYHbIH renh O)].HOpO)].HhIH npo3paYHhIH renh OT 
611e)].HO-)KeJ1TOfO U:BeTa C 6ecu:seTHOfO )].O 611e)].HO-)KeJ1TOfO QBeTa 
xapaKTepttbIM 3anaxoM 

2. Identification/ Il)).euTuclrnKaunH 

Remarks : The Product confirms to ND/ 
n HMe'laHue: TI 0)). KT COOTBeTCTB eT T e6oBaHilllM HJ:I. 
Prepared by/ Checked by/ Checked by (AQA) / 
TionroTOanetto: ~ Tiposepetto: Pj a 1esh TipoaepeHo (AOK): Amit 
Vishal Sharma Rana Kumar 

_.-\ 

J -- _.,,,..,. 

Date I Date/ Date/ 
,Uarn: 28.06.2026 ,Uarn: 28.06.2026 .[{am: 28 .06.2026 

c xapaKTepHhIM 3anaxoM 

Conclusion : APPROVED I 
3aKJJIOYeuue: OllOEPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.n.o6petto: O6ecrre11em1e 
Ka,1ecTBa/OTBeTCTBem1oe mru:o: 

~ \ (QMA W\ 

Date/ 
.Uarn: 

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

Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

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 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
IlPOJlVKT: Hai-h® AKTHBreJib (H11MecyJI11)1) reJib .nm1 Hapy)l(Horo rrp11MeHemrn, 1 %, 100 r 

Market/ PbIHOK : Russia / Poccirn: 

Batch No./ 
: V260455 

Batch Quantity/ 11844.000 units I 
Cepusi .N'2 PaJMep cepuu 

: 
11844.000 emrnm.l 

Analytical Report No./ 
: 040003475085 

Date of Analysis / 
: 28.06.2026 

AHaJ1un1'lectcuii OT'leT .N'2 ,ll.aTa aHaJiuJa 

Date of Manufacture/ 
: 06/2026 

Date of Expiry / 
05/2028 

,ll.aTa np0U3B0JlCTBa ro,[J,eH ,IJ,0 
: 

Mfg. License No./ 
IlpOU3B0JlCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pr-RU) 
JIUUeH3USI .N'! 
Analysis performed according ND/ AttaJIU3 npoBeJleH no H,ll.: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBU'IH0H ynaK0BKU YTBepJKJJ.eHbI: 25.10.2022 
Artworks of secondary package approved: / MatceTbI BTOpH'IH0H ynaK0BKU yTsepiKJleHbI: 25.10.2022 
PIL annroved: / MMil yrnepJKJJ.eH: 25.10.2022 

HPLCIB:JJKX 

UV spectrophotometry I Y<P­
cneKmporjJomoMempuR 

Remarks: The Product confirms to ND/ 

The retention time of the main peak 
in the chromatogram oftest solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of nimesulide reference standard 
solution. I BpeMH yJJ,ep)KHBamrn 
OCHOBHOI'O 
xpoMaTorpaMMe 

TTHKa Ha 
HCTTbITyeMoro 
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The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeMH yJJ,ep)l(HBamrn 
OCHOBHOro TTHKa Ha xpoMaTorpaMMe 
HCTTbITyeMoro pacrnopa )],OJI)l(HO 

paCTBOpa COOTBeTCTByeT BpeMeHH COOTBeTCTBOBaTb BpeMeHH 
yJJ,ep)KHBaHHH OCHOBHOI'O nHKa Ha 

xpoMaTorpaMMe pacrnopa 
CTaHJJ,apTHOI'O o6pa.3Qa 
HHMecyJIH)],a. 

UV absorption spectrum of the test 
solution has absorption maximum at 
397±5 nm. I Y<D-cneKTp 
nornoI.QeHHH HCTTbITyeMoro 
paCTBOpa HMeeT MaKCHMYM 
nornOI.I,leHHH npH 397±5 HM. 

yJJ,ep)KHBaHHH OCHOBHOI'O nHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaHJJ,apTHOro o6pa.3Qa HHMecyJIH)],a 
(pa.3)],eJI «KOJIHIIeCTBeHHOe 
onpeJJ,eJieHHe»). 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. / Y<D-crreKTp 
rrornoI.QeHHH HcnbnyeMoro pacrnopa 
)],OmKeH HMeTb MaKCHMYM nornoI.QeHHH 
npH 397±5 HM. 

Il UMelJ:aHue: TI 0Jl KT C0OTBeTCTB eT T e6osaHlUIM H,ll. 
Conclusion : APPROVED I 
3atcJ110<1eHne: OJJ.OEPEHO 

Prepared by/ Checked by/ Checked by (AQA) / 
noJl.rOToenett{ J Tipoeepetto: Pravesh TiposepeHo (AOK): Amit 

v;shal harmv Rana i Kuma, ~ 

Date I Date/ Date I 
):.(am: 28.06.2026 J:.(am: 28.06.2026 }lam: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person I OJlo6petto: O6ecrre1Ieu11e 
Ka•1ecTea/OTBeTCTBCHHOe JI..HUO: 

~~~ 

Date I 
J:.(am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJill3A 

Viii. Khol , Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 
w ww.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, l %, 100 g 
IlpOAYKT: Haib® AKrnBrenb (HHMecymm) reJib AJUI Hapy)KHOro npttMeHeHml, 1 %, 100 r 

Market / P1,rnoic : Russia / Poccm1 

Batch No./ 
: V260455 

Batch Quantity I 11844.000 units / 
Ceonst .N"!! Pa1Mep cepnu 

: 
11844.000 emrnm.-1 

Analytical Report No./ 
: 040003475085 

Date of Analysis/ 
: 28.06.2026 

AttaJIHTH'feCKHH OT'fCT .N"!! )laTa auaJIH3a 

Date of Manufacture/ 
: 06/2026 

Date of Expiry/ 
05/2028 

)l,aTa npoH3B0ACTBa roAeH AO 
: 

Mfg. License No./ 
Ilpott3BOACTBeuuast : MNB/05/263 MA number: / HoMep PY : nrr-N2(001336)-(Pf-RU) 
JIHQeH3HSI .N"!! 
Analysis performed according ND/ AuaJIH3 npoBeAeH no H.II,: JIU-.N"!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTM nepBH'fHOH ynaKOBKH yTBep,ic,ueu1,1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl BTOpH'mou ynaKOBKH YTBe p,icAeHbt: 25.10.2022 
PIL approved: / MMD YTBep,imeu: 25.10.2022 

3. Weight of package contents/ 100 g / 100 r 
Macca co,11.ep*HMoro 
ynaKOBKH 

4. pH 3.25 

5. Viscosity / BH3KOCTb 935.9 centipoise / 
935,9 caHnmya1 

6. Impurities / IIpuMecu 

i. Impurity C / 
l1p11Mecb C Not detected / He o6Hapy)KeHa 

11. Impurity D / Not detected / He o6Hapy)KeHa 
l1p11Mecb D 

... 
Any other impurity / 0.03 % Ill. 

J1106aH .npyraH npttMech 

iv. Total impurities/ 0.03 % 
CyMMa npttMecei1. 

Remarks : The Product confirms to ND/ 
Il ttMe'faHne: IT OA KT cooTBeTCTB eT T e6osaHH51M H,U 
Prepared by/ Checked by/ Checked by (AQA) / 
Ilo,n:rornsneuo : f'l Ilposepetto: P{ vesb Ilposepetto (AOK): Amit 
Vishal Sharma ~ Rana Kumar 

-
Date I Date I Date/ 
.II.am: 28 .06.2026 .[{am: 28.06.2026 .[{am: 28.06.2026 
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According to Rus. Ph. / B cooTBeTcrn1111 
c Tpe6osaHHHMl1 r<I> P<l> 

2.5 to 4.5 / OT 2,5 ,11.0 4,5 

400 to 1,200 centipoise / 
OT 400 .no 1200 caHrnnya1 

Not more than 0.50 % / 
He 6onee 0,50 % 

Not more than 0.50 % / 
He 6onee 0,50 % 

Not more than 0.50 % / 
He 6onee 0,50 % 

Not more than 1.50 % / 
He 6onee 1,50 % 

Conclusion : APPROVED / 
3aKJ1t0lfeH11e: 0)].0BPEHO 
Approved by: Quality Assurance/ Authorized 
person / O.uo6petto: O6ecne4em1e 
~·1;_sa!Oree1cTBeHHoe m1uo: 

r I ~ la-U ~ wi 

Date I 
.[{am: 

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

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85 195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHA.JIU3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.d rreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
npoAyKT: Hath® AKTHBreJih (~111MeCyJHIA) reJih .!lJlll Hapy>KH0fO np11M eHeHJ1'1 , 1 o/o, 100 r 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V260455 

Batch Quantity/ 11844.000 units / 
Cepusi .N"!! Pa3MCp cepuu 

: 
11844.000 e}lMHHU 

Analytical Report No./ 
: 040003475085 

Date of Analysis/ 
: 28.06.2026 

AHaJIHTHl.feCKHH OTl.feT .N°!! )laTa auaJIMJa 

Date of Manufacture/ 
: 06/2026 

Date of Expiry / 
05/2028 

)laTa Uf)OHJBO,ll,CTBa ro,ll,eH ,1),0 
: 

Mfg. License No./ 
IlpOH3B0,1J,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : J1Il-N2(001336)-(Pf-RU) 
JIHUeHJHSI .N°!! 
Analysis performed according ND/ AuaJIHJ np0Be,1J,eu no H.LJ:: JIIl-.N"!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKoBKH yTBep,K,!\eu1,1: 25.10.2022 
Artworks of secondary package approved: / MaiceTbl BTopuquou ynaKOBKH yTsep:>K,ll,eHbl: 25.10.2022 
PIL aooroved: / MMD YTBCD,KJ\eH: 25.10.2022 

7. Microbial purity* / MnKpo6uoJioruqecKast 'IHCTOTa* 

1. Total Aerobic Microbial Count/ NA 
O6ll.(ee 'IHCJI0 a3po6Hb!X MHKp0-
opraHH3M0B 

11. Total Combined Yeast and NA 
mould count/ O6J.U:ee q11cno 
AP0)K)l(eBbIX 11 nnecHeBb!X 
rp1160B 

iii. Pseudomonas aeruginosa NA 

lV. Staphylococcus aureus NA 

8. Assay/ KoJiuqecTBenuoe onpep;eJieuue 

Nimesulide / 10.15 mg I 10,15 Mr 
H11Mecyn11)], (101.5 %) 

Remarks: The Product confirms to ND/ 
Il HMe'!aHHe: fl O.!l KT C00TBeTCTB eT e6osaHHllM H)], 
Prepared by I Checked by I 
IloJJ,roToBJieuo: /l IlpoBepeuo: Prave h 
Vishal Sharma v Rana i 
Date I Date I 
)],am: 28.06.2026 )],am: 28.06.2026 

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

Date/ 
)],am: 28.06.2026 
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Not more than 102 CFU/g / 
He 6onee 102 KOE/r 

Not more than 101 CFU/g 
He 6onee 101 KOE/r 

Should absent in 1 g / 
OTcyrcrn11e B 1 r 

Should absent in 1 g / 
OTcyrcrn11e B 1 r 

9.0 mg to 11.0 mg of C13H12N2OsS 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel I 

OT 9,0 Mr AO 11,0 Mr C13H12N2OsS 
(HHMecyJIHA) (OT 90,0 % )],0 110,0 % OT 
H0MHHMbH0ro COJ],ep)KaHJ.UJ.) s 1 r rem, 

Conclusion : APPROVED / 
3aKJitotieuue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O,1J,06petto: O6ecnetieHMe 
K~~/? ~B~TCTBeHHOe JIHU0: 
\ ) ~ \~--i 

Date I 
)],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 

I 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIII3A 

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.drred dys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
OpoJJ,yirr: Hai13® AKTHBreJlb (1-111Mecyrr11Jl) renb JlmI ttapy)Kttoro np11Mettemu1, 1 %, 100 r 

Market / PblHOK : Russia / Poccm1 

Batch No./ 
: V260455 

Batch Quantity/ 11844.000 units / 
CepuH .N'!! Pa1Mep cepu11 

: 
11844.000 e}llrn11u. 

Analytical Report No. / 
: 040003475085 

Date of Analysis/ 
: 28.06.2026 

AHaJIHTH'leCKHH OT'leT .N'!! _a:arn attaJIHJa 

Date of Manufacture/ 
: 06/2026 

Date of Expiry/ 
05/2028 

.ll:aTa UPOH3B0}lCTBa ro}leH }lO 
: 

Mfg. License No./ 
IlpOH3BO}lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N!i(001336)-(Pf-RU) 
JIHUeHJHH .N'!! 
Analysis performed according ND/ AHaJIH3 npose}leH no H,a:: JIII-.N'!!(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaKeTbI nepBH'IH0ii ynaKOBKH yTsep,imeHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbl srnpH'IHOH ynaKOBKH yTseplK,11.eHbt: 25.10.2022 
PIL anoroved: / filMIT yrneo,imeH: 25.10.2022 

9. Dimethyl sulfoxide / 
,ll;nMeTuncynhtOKCH,11. 

10. Package/ YnaKOBKa 

11 Labeling / MapKupoBirn 

Remarks : The Product confirms to ND/ 

101.6 % 

100 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / Tio 
100 r B Ty6y H3 JiaMHHHpOBaHHOro 
aJIIOMHHml, CHa6)((eHHYIO 
MeM6pattoii .n.1rn KOHTpom1 nepBoro 
BCKpblTHj{, Ka)((,IJ.yto Ty6y BMeCTe c 
HHCTPYKQHeii no Me,nHQHHCKOMY 
npHMeHeHHIO noMeW,aIOT B naqKy 

KapTOHHyto. 

Complies / CooTBeTcTByeT 
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90% to 110% of C2H6OS ( dimethyl 
sulfoxide) of label claim / 

OT 90 % ,no 110 % C2H6OS 
(AHMeTHJicymcpoKCHA) OT 
HOMHHaJibHOro co,11.ep)((aHllil 

20 g, 50 g or 100 g in a laminated 
aluminum tube equipped with tamper­
evident membrane. Each tube and a 
patient information leaflet in a carton. I 
Tio 20 r, 50 r HJIH 100 r a Ty6y H3 
JiaMHHHp0BaHHOrO aJIIOMHHHjj, 
CHa6)((eHHyto MeM6paHOH )].Jljl KOHTpOJijj 
nepBoro BCKpblTJ,ljI, Ka)((,IJ.yro Ty6y 
BMecTe c HHCTPYKQHeH no 
Me,D.Hl.\HHCKOMY npHMeHeHHIO 
noMeW,aIOT B naqKy KapTOHHyto. 

In accordance with the approved artwork 
(see Section 1.3.2 of Module 1 of DMF). 
I B cooTBeTCTBHH c yTBep)((,IJ.eHHbIM 
MaKeTOM (CM. pa3,neJI 1.3.2 M0,11.YJijj 1 
perncTpaQHOHHOro )].OCbe). 

n HMe<taHHe: rr 0,11. KT COOTBeTCTB eT T e6oBaHIUIM H)]. 
Conclusion : APPROVED / 
3aKJIIO'leHue: O)1.OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / 
IloJlrOTOBneHo:~ IlposepeHo:1 ra esh ITposepeHo (AOK): Amit 
Vishal Sharma Rana Kumar 

,_.-"\ -
Date/ Date I Date/ 
JJ:am: 28.06.2026 ,[(am: 28.06.2026 )]..am: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person I O}lo6petto: O6ecneqem1e 
Kal.feCTBa!OTBeTCTBeHHOe n11uo: 

(jb-fJDJ. '~ 0-\ 

Date I 
)]..am: 

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

CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTHwHKATAHAJIII3A 

Viii. Khol , Nalagarh Road, Baddi, 
Distt. Solan, H P., 173 205, INDIA 
Te l: +9198166 56001-02 
www drreddys. com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
npo,!lyKT: Hai'.h® AKTMerenb (1:111Mecymw) re11b .n:m1 Hapy)l(Horo rrpMMettemui, 1 %, 100 r 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V260455 

Batch Quantity/ 11844.000 units/ 
Cepnst .N'! PaJMep cepnn 

: 
11844.000 e.n:i,IHHI.-l 

Analytical Report No. / 
: 040003475085 

Date of Analysis / 
: 28.06.2026 

AHaJIHTH'lfeCKHH OT'-leT .N'! ,l],aTa 3H3JIH33 
Date of Manufacture/ 

: 06/2026 
Date of Expiry I 

05/2028 
llaTa npoHJBO,!lCTBa ro,!leH JJ,O : 

Mfg. License No. / 
IlpOH3B0,!lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : Jlll-.N'!1(001336)-(Pr-RU) 
JIHUeHJHSI .N'! 
Analysis performed according ND/ AuaJIHJ npose,!leu no H,l],: JIII-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepsnquou ynaKOBKH yTsep'.IKJJ,eHbJ: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTopnquou ynaKOBKH yTsep'.lK,!leHbI: 25.10.2022 
PIL aooroved: / MMII YTBep'.IKJJ,eH: 25.10.2022 
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12 Storage / Xpaueuue Store below 25 °C. Do not freeze. / ITpw TeMnepaType He BbIIIIe 25 °C. He 
3aMopa)lmBaTb. 

13 Shelf-life (storage period)/ 2 years. / 2 roJJ,a. 
CpoK roAHOCTH (xpaueHHH) 

*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJih MO,KeT OTCYTCTB0BaTb B cepTmJ>uKaTe auaJIH3a npOH3BOAHTeJIH. IlpoH3BOAHTeJih 
rapanTupyeT Ka<JeCTBO npenapaTa no 3THM noKaJaTeJIHM, 

API name (INN)/ HauMeuosauue AWC 
Nimesulide / HwMecyJIHJJ, 

(MHH): 
API manufacturer batch number / 

NMS/126030213 
HoMep cepuu npoH3BOJJ:HTeJIH AWC: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTanuuu npou3BOAUTeJJH FETA00204 
r JI<I>: 

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal. 
API Manufactured by, address & country/ Palghar, Dist. Thane, 401506, Maharashtra State, India / 
IlpoH3BOAUTeJlb Awe, aApec H CTpaua: Aaprn ,n:parc JlT,!J,., Y4aCTOK N!! N-198, MIDC, Tapanyp, BoHcap, 

Ta.JI. Ila.JJrxap, llwcTPHKT Txatte 401506, MaxapaIIITpa, l1ttJJ,HJ1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp1-1Me'lau1te: Ilpo,!lyKT coorneTcrnveT me6oaamrnM HJ:l 3aKJit0'-leH1te: O,l],OliPEHO 
Prepared by / 
Ilo/J,roTOBJieHo: 0-
Vishal Sharma 

Date/ 
,narn: 28 .06.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
IlpoaepeHo (AOK): Amit person/ O);lo6peHo: O6ecne'-IeHHe 
Kumar 

~:epeHO 1-vesh 

"' '~ -- K~ ea/OTBeTcTae~rnoe 1111uo: 

' ~ \_C,C>vd \IV") ~~ 
- ,-0.br 

Date/ Date I 
. Date I 

,narn: 28 .06 .2026 Llarn: 28.06.2026 ,narn: 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTHWMKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel: +91 98166 56001-02 
www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
flpo.nyicr: Hat13® AKTHBreJlb (H11Mecvm1t1.) renb )JJH! Hapy)l<HOfO ITPHMeHemrn, 1 %, 100 r 

Market/ P1>rnoK : Russia / Poccm, 

Batch No./ 
: V260455 

Batch Quantity / 11844.000 units I 
Cemrn .N'2 PaJMep cepu11 

: 
11844.000 eJ].11HHU 

Analytical Report No./ 
: 040003475085 

Date of Analysis / 
: 28.06.2026 

AHaJIHTl1'feCKHH OT'feT .N'2 ,l(aTa anaJ1HJa 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
05/2028 

,l(aTa UPOHJBO,[{CTBa ro.a:en ,[{0 
: 

Mfg. License No./ 
IlpOHJBO,[{CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-.N2(001336)-(Pf-RU) 
JIHUeHJHSI .N'! 

Analysis performed according ND/ AttaJIHJ npose,a:en no H,l(: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaKeTbl nepBH'fHOH ynaKOBKH yTsep"')J.eHhl: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpHlfH0H ynaK0BKH yTsepJKJl.eHbt: 25.10.2022 
PIL approved: / MMil yTBep"'JJ,eH: 25.10.2022 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site 
I 
HanMenosauue, Mpec, J1u~eu3usr JI.JIH 

IIponJBOJJ.CTBenuasr DJIOI~a.[(Ka / 

Page 7 of 7 / CTp. 7 nl 7 

Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vill. Khol, 
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 

MNB/05/263) I 
.Il:-p Pe;::u:u,1'c Jla6opaTOpHC JlTJJ.., I1pOH3B0)],CTBeHHOe 

noJJ.pa3JJ.eJieHHe-6, BmrnaJJ.)I( Kxonh, Hanarapx PoyJJ., EaJJ.JJ.11, ConaH 
.Il:ttcTpHKT, x.n. 173205, HHJJ.HSI (J1JU._\eH3HSI Mi 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 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». 
3aKJIIO'leHHe O COOTBeTCTBHH: «HacTOSilllJ1M }I IIO,lJ,TBep)l(,lI,aIO, l!TO rrpHBe,D.eHHllil BbIIIIe 1rn<popMaIJ,H}I SIBJISieTCSI 

,[l,OCTOBepHOM H TOlJHOM. 3rn cepHSI rrpO,lI,YKUHH rrpOH3Be,lJ,eHa (BKJIIOlfaSI yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

KatJecrna) Ha BbIIIIeyKa3aIIHOH rrpOH3BO,lJ,CTBeHHOH rrrrorn.a,[l,Ke (rrrrorn.a,[l,Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH51MH ITpaBHJI Ha,[l,Jie)l(arn.err rrpOH3BO,lJ,CTBeHHOH rrpaKTHKH EBpa3HMCKOro 3KOHOMHtJeCKOro COI03a (N2 
GMP/EAEU/RU/02329-2025 OT 19 ceHrn6p51 2025 r.) H Tpe6oBaHHHMH K0HTporrx KatJecrna rreKapcrneHHhIX 

cpe,ll,CTB, a TaK)l(e B COOTBeTCTBHH co crreuH!pHKaUHSIMH, co.n.ep)l(alll.HMHCH B perHCTpauHOHHOM ,[l,OChe CTpaHbI­
HMIIOpTepa. 3arrHCH no rrpOH3BO,lJ,CTBY, yrraKOBKe H aHaJIH3Y rrpoBepeHbI, H ycTaHOBJieH0 HX COOTBeTCTBHe 
Tpe6oBaHH51M ITpaBHJI Ha,[l,Jie)l(arn.err rrpOH3BO,[l,CTBeHHOM rrpaKTHKH EBpa3HMCKOro 3KOHOMHl!eCKOro COI03a». 

Remarks : The Product confirms to ND/ 
Il IIMe'-laHHe: TT 0)1. KT C0OTBeTCTB eT e60BaHm1M Hll 

Conclusion : APPROVED / 
3aKJ110'feHue: OllOliPEHO 

Prepared by I Checked by I 
TToJJ.roTOBJietto: /J TTpoBepeHo: Pl ravesb 
Vishal Sharma (/ Rana 

Date I Date I 
)lam: 28.06.2026 nam: 28.06.2026 

Checked by (AQA) I 
TTpoBepetto (AOK): Amit 
Kumar 

Date I 
)lam: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ OJJ.o6peHo: O6ecneqett11e 
Kaqecrna/OrneTCTBeHHOe JUIU0: 

~UCLl \co.vJ'"" 
Date I 
,l(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 
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