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

CEPTII <I> IIKAT AHAJllf3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
\Iii!. Khol, f\lai;,f::irh Roc1ci, Sacicii, 
OiSLL Sol?.n, H P; 1 i; ~!OS .. ii\lDi;\ 

Tipo,11y1n: f-Iaif3@ AKTHBreJJb (H11Mecym1,11) reJJb IUUl Hapyi!CH0ro TTJ}IIMeHeHWI. 1 %. 100 r 

Market/ Pi,.IHOK : Russia / Pocc1rn: 

Batch No./ 
: V250964 

Batch Quantity / 11844.00 units / 
CepHst .N'! PaJMep cepHH 

: l 1844.00e,11_1rn11u 

Analytical Report No. / : 040003225650 
Date of Analysis / 

: 13.12.2025 
AuaJrnTn'lec1rnu 0T'leT .N'! )J,aTa aHaJJuJa 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11/2027 

)J,ara npouJB0,llCTBa 
: 

ro,lleH .[1,0 
: 

Mfg. License No./ 
flp0lBBO,llCTBeHHast : MNB/05/263 MA number: / HoMep PY : JlTT-N!!(00 1336)-(Pf-RU) 
JIHUeHJIISI N! 

Analysis performed according ND/ AHaJJHJ npoBe,lleH no H)l: ./ITI-.NH001336)-(Pr-R U)-090625 

Page 1 of7 / CTp. 1113 7 

No/ 
Test/ IloKaJaTeJlh Result/ PeJyJlbTaT Specification/ HopMa 

.M! 

1. Description / On11cauue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to 

yellow gel with characteristic odor pale-yellow gel with characteristic odor/ 

/ O,uttopo.II.HbIH npo3paIJ:HbIH re11b O.II.HOPO.ll.HbIH npo3pa4HbIH reJlh OT 
611e,uHO-)KeJ1TOro l...lBeTa C 6eCQBeTHOro .ll.O 611e.II.HO-)l(eJ1TOro l...lBeTa 

xapaKTepHbIM 3anaxoM c xapaKTepHbIM 3anaxoM 

2. Identification / IIJJ:enTncl>nKaQnH 

Remarks : The Product confirms to ND/ 
I
IConclusion : APPROVED/ 

TipHMe'laHHe: Tipo,ayKT COOTBeTcTByeT Tpe6oBaHIDIM H,[( 3aKJIIO'leHne: O,11.OliPEHO 

Prepart:d by / IloJJ.TOTOBJJ.eRo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Anchal n po sepeHo:Pra vesh ITposepeHo (AOK): OJJ.o6petto: O6ecneqem1e Kaqecrna/OrneTCTBeHHoe 

J Rana 1 AmitKu:mar JIHl..(O : 

~ [\_, _,,,,,--
'Date I I Date / Date / Date / I r-

:,[(a-ra: 15.12.2025 : ,[(a-ra: .15.1 2.2025 )].am: 15.12.2025 )];am: I ~ ,--, 1 --- 1-A iA 

Registered Office: 8-2-337, Road No. 3, Banjara Hi lls, Hyi.ierab~d - 500034, T2l;;ngana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: LS5195AP1984PLC004507 
www. drreddys.com 



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

CEPTH<l>HKAT AHAJI113A 

Product: Njse Activgel (nimesulide) gel for external use, 1 %, 100 g 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vil!. Khol, Naiagarh Road, Baddi, 
Distt. Solan, rl.P., 173 :ws. INOIA 

www.c.liTc::udys.cor,1 

TipO):(yKT: }---lath® AKnrnreJJb (HHMecym1,u) reJJb ,UJUI Hapy)l<HOro npHMeHeHH.!I, 1 %, 100 r 

Market / PbflioK : Russia / Pocc1,rn 

Batch No./ 
V250964 

Batch Quantity / 11844.00 units / 
Cepusi .N"2 : PaJMep cepuu : 11844.00e,UHHHl.l, 
Analytical Report No. / 

: 040003225650 
Date of Analysis / 

: 13.12.2025 
AuaJlHTH'leCimu OT'leT .N"2 )laTa auanuJa 
Date of Manufacture/ 

12/2025 
Date of Expiry/ 

11/2027 
)laTa npouJJ30,UCTBa 

: 
fo,ueu ,uo 

: 

Mfg. License No./ 
TipOHJBO,UCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JH1-N2(001336)-(Pf-RU) 
m1ueHJm1 .N'g 

Analysis performed accordin2 ND/ Auamn npose,ueu no H,ll: JITI-.N"2(001336)-(Pf-RU)-090625 

HPLC / B3JK¥ 

UV spectrophotometry I Y<P­
cneKmpoq;o11w.11tempuJ1 

The retention time of the main peak 
in the chromatogram of test solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of nimesulide reference standard 
solution. / BpeMJi yAep)KHBamrn: 
OCHOBHOro 
xpoMaTorpaMMe 

llHKa Ha 
HCllhITyeMoro 

Page 2 of7 / CTp. 2 HJ 7 

The retention time of the main peak in 
the chromatogram of test solution should 
correspond to the retention time of the 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). I BpeMJI yAep)l(11BaHH51 
OCHOBHOro TIHKa Ha xpoMaTorpaMMe 
HCilblTyeMoro pacTBopa AOJDKHO 

paCTBOpa COOTBeTCTByeT BpeMeHH COOTBeTCTBOBaTb BpeMeHH 
y;:i:ep,KI-IBaHH51 OCHOBHOro TIHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaHAapTHOrO 06pa3ua 
HHMecyJIHAa. 

UV absorption spectrum of the test 
solution has absorption maximum at 
397±5 nm. I Y<I>-cneKTp 
IIOl 'JIOW.eHl1}l w.:Hbl'l'YeMUI 'U 

pacTBopa HMeeT MaKCHMYM 
nornolll,eHH51 npH 397±5 HM. 

YAep)KHBaHH51 OCHOBHOfO TIHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaHAapTHOro o6pa3ua HHMecyJIHAa 
(pa3AeJI «Konw-iecTBeHHOe 
onpeAenetttte» ). 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. / Y<I>-cneKrp 
IJUI 'JIUW,t:Hl1}1 11l:l !bl I yt:MUI U pa(; I 11opa 

AOJI)KeH HMeTb MaKCHMYM nornow.eHH51 
npH 397±5 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3a1m10•1em1e: O)1,OliPEHO n pn IC"13ll.HC: CTpOJJ.YKT COOTBeTCTB eT Tp 6oBaHJUIM H)]. 

Prepared by/ TTo,urornsnetto: becked by/ Checked by (AQA) / 
Anchal ITpoBepeHo:Prave h ITpoBepetto (AOK): 

(\1 Rana j Amit Kumar , 

J) - 1- _______.. .....----

!Date I 
Aani: 1s.12.202s 

I Dole / 
)].am: 15.1 2.2025 

Date/ 
}];ant : 15.12.2025 

Approved by: Quality Assurance/ Authorized person / 
O,uo6petto: O6ecne<JeHiie Ka<JeCTBa/OTBCTCTBCHHOe 
JlHJ.J,O : 

Date/ 
)].am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - SC0034, Tcl angana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr.R.eddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH <I> HKAT AHAJill3A 

Product: N,se Activgel (nimesulide) gel for external use, 1 %, 100 g 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Dist.:. Solan, rl.P, 173 205, iNDIA 

V,JiN'W. d ,redciys.corn 

IIpoJly1n: r!atb® AKTHBrenb (H11Mecy1111JJ.) renb JJ.JJR Hapyi1rnoro np11MeHeH11R, 1 %, 100 r 

Market/ PbllioK : Russia / Pocc1rn 

Batch No./ 
: V25O964 

Batch Quantity/ 11844.00 units / 
Cepnsi .N"! PaJMep cepnn 

: 11844.OOe)].HHl::IU 
Analytical Report No./ 

: 040003225650 
Date of Analysis / 

: 13.12.2025 
AHaJIHTH'le(:1,:nu OT'leT .N"! l(aTa aHaJIHJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
l(aTa npoHJf30JlCTBa ro)].eH )].0 

: 

Mfg. License No./ 
flpOH3BOJJ.CTBeHH3H : MNB/O5/263 MA number: / HoMep PY : J1IT-N!!(00 1336)-(Pf-RU) 
JIIU).eHJlfH .N"!! 

Analvsis performed according; ND/ AttaJIHJ noose,lleH no Hl(: JITI-.N"!(OO1336)-(Pr-RU)-O9O625 

Page 3 of7 / CTp. 3 HJ 7 

3. Weight of package contents I 100 g / 100 r According to Rus. Ph. I B coOTBeTCTBHH 
Macca co~ep:IKHMoro c Tpe6osaHH5iMH r<l> P<I> 
ynaKOBKII 

4. pH 3.34 I 3.34 2.5 to 4.5 I OT 2,5 JJ.O 4,5 

5. Viscosity / BH3KOCTb 985.9 centipoise / 400 to 1,200 centipoise / 
985.9 caHTHnya1 OT 400 JJ.O 1200 caHTHnya1 

6. Impurities / IIpuMecu 

1. Impurity C / Not detected I He o6ttapy,Ketta Not more than 0.50 % I 
IlpHMeCb C He 6onee 0,50 % 

ii. Impurity D / Below LOD (LOD = 0.02 %) / Not more than 0.50 % / 
IlpHMecb D HmKe npeJJ.ena o6ttapy)KeHH5! He 6onee 0,50 % 

iii. Any other impurity/ (TTO = 0.02 %) Not more than 0.50 % / 
JI106a51 JJ.pyra51 npHMecb 0.04 % He 6onee 0,50 % 

IV. Total impurities / 0.12 % Not more than 1.50 % I 
CyMMa npHMecett He 6onee 1,50 % 

7. Microbial purity* / MnKpo6uoJioruqecKaH 'lfHCTOTa* 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMe'laHHe: ITpo.uyKT COOTBeTcTByeT -rpe6osaHHRM H,ll; 3aKJIIO'leHHe: Ol(OliPEHO 

Prepared by / IloJJ.roToB11etto: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
AnchaJ 

[Yy_. 
IDate / 
:.ZJ:arn: 15.12.2025 

n posepeno: Pravesh npoaepeHo (AOK): O.uo6p~etto: O6e~,ne1Iem1e Ka1IecTBa!OTBeTcTBeHHoe 
~ 

Rana i Am.it Kumar 1muo: 

f\.-/ -- -
I Uatc / Date/ 'Date I 1.-.:l- ~ I 'L r "vtl 11,/" 
: )laTa: 15.U._Q_S ,ZJ;aTa: 15.12.2025 ,ZJ;arn: 

Registered Office: 8-2-337, Road No. 3, Banja rc1 Hills, Hyderabad - 500034, Tel,;ngan a, Ind ia 
Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH <l>IIKAT AHAJill3A 

Vill. !Choi, NaiagJrh P.02d, i3acidi, 
i)i~u. So lc1'l H.P. 1/3 205, if1JDIJl. 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
IlPOLIYKT: Haih® AKT1rnreJJb (H11Mecym1.u) reJJb .IlJJR Haovarnoro nu11MeHeHHR, 1 %, 100 r 

Market/ PblHOK : Russia / Pocc,rn 

Batch No./ 
: V250964 

Batch Quantity / 11844.00 units / 
Cep1rn .N"! Pa1Mep cepu 11 

: 11844.00e.1urn11u 

Analytical Report No. / 
: 040003225650 

Date of Analysis / 
: 13.12.2025 

AHaJJHTH'leCICHH OT'leT .N"! ,L(aTa aHaJJHJa 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 11/2027 
,Uara npOH3BOLl,CTBa fo.ueH .uo 

: 

Mfg. License No./ 
Ilp0113BO,UCTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1TT-N~(00I336)-(Pf-RU) 
JIHUeHJHSI .N"!! 

Analysis performed according ND/ AHaJJHJ npose.ueH no H,L(: JIO-.N"!(001336}-(Pr-RU)-090625 

Page 4 of7 / CTp. 4 u3 7 

1. Total Aerobic Microbial Count / NA Not more than 102 CFU/g / 
O6mee 411CJlO a1po6HblX MHKpo- He 6oJiee 102 KOE/r 
opraHl13M0B 

ii. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count I O6mee 4Hcno He 6oJiee 101 KOE/r 
,upO)K)l(eBblX 11 nnecHeBblX 
rpH60B 

iii. Pseudomonas aeruginosa NA Should absent in 1 g / 
OTC)'TCTBHe s 1 r 

iv . Staphylococcus aureus NA Should absent in 1 g / 
OTCy'TCTBHe s 1 r 

8. Assay / Kom1qecTBen11oe onpe,[],eJieuue 

Nimesulide / 9 .98 mg I 9.98 Mr 9 .0 mg to 11.0 mg ofC13H12N2O sS 
H11Mecyn11)]. (99.8 % I 99.8 %) (nimesulide) (90.0% to 110.0% of label 

claim) in 1 g of gel I 

OT 9,0 Mr ,uo 11,0 Mr C13H12N2OsS 
(HHMecyn11,u) (oT 90,0 % ,uo 110,0 % OT 
HOMHH3JlbHOro CO)].ep)KamUI) s 1 r rem! 

Remar ks : The Product confirms to ND/ Conclusion : APPROVED / 
Opm1e1.1aH11C: □po,llyl<T COOTBeTCTByerTpe6osamrn M H,n: 3aKJJto'leHue: O,L(OliPEHO 

Ptepared by / 110.urornsneHo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Anchnl 

~ 
IDate / 
:}.l.aTa: 15.12.2025 

TTpoBepetto:Pravesh ITpOBepetto (AOK): O.uo6petto: O6ecrreqem1e Kaqecrna/OrneTcTBettHoe 
Rana 

1 
Amit Kumar JJJJ U,0'. I 

A_/;_ ~ 
I Date I Date / Date/ 

'~ ~, 'l.- '}A'1.1' 
: p:arn: 15.12.2025 )],aTa: 15.12.2025 ,ll:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50003,l , Tclangana, India 
Tel: .,9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@cirreddys.com 

CIN: L35195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTII<l>MKAT AHAJIII3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vil!. l<hol, f\Jalagarh Roc1d, Bacidi, 
Disi.t. Solan, rl.P. 1/3 20S, if\!DIA 

TiponvITT: Hai:\3® AKnmrenh (H11Mecym1,u) reJJh )].JJR Hapy;1moro np11MeHe1111n, 1 %, 100 r 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V250964 

Batch Quantity/ 11844.00 units I 
CepHH N2 Pa3Mep cepHH 

: 
11844.00e)].HHIU.( 

Analytical Report No./ 
: 040003225650 

Date of Analysis/ 
: 13.12.2025 

AuaJIHTHl.fec1mu OTl.feT N2 ,l(aTa auaJIH3a 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 
11/2027 

l,l(aTa npouJBO.llCTBa ro,lleH ,llO 
: 

Mfg. License No./ 
TipOH3B0)].CTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1TI-N2(001336)-(Pf-RU) 
JIHUCH3HSI .N"!! 

Analysis performed according ND/ AuaJIH3 npose,lleH no H)l: JITI-N2(001336)-(Pr-RU)-090625 

Page5of7/CTp.5n37 

9. Dimethyl sulfoxide / 
)l_HMCTHJICYJihcl>OKCH~ 

100.5 % 

90% to 110% of C2H GOS ( dimethyl 
sulfoxide) of label claim / 

OT 90 % ,[\O 110 % C2H6OS 
(J:IHMeTHJJCYilb!pOKCH.D:) OT 
HOMHHaJJbHOfO C0,[1ep)KaHH51 

10. Package/ YnaKoeKa 100 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / IIo 
100 r B Ty6y 1-13 JlaMHHHpOBaHHOro 
aJJIOMHHH51, CHa6)KeHHYIO 
MeM6paHOH ,[\Jl51 KOHTp01l51 nepBOf'O 
BCKpbITHR. Ka)K.[(YIO Ty6y BMecTe c 
HHCTPYKUHeif no Me.D:HUHHCKOMY 
npHMeHeHHIO noMelll,a!OT B na"!KY 
KapTOHHYfO. 

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. / 
IIo 20 r, 50 r HJ1H 100 r s Ty6y 1-13 

JlaMHHHpOBaHHOfO aJUOMHHH51, 
ctta6)Ketttty10 MeM6paHOH ,[(Jl51 KOHTpon51 
nepBoro BCKpblTl-151. Ka)K.[(yio Ty6y 
BMecTe c HHCTPYKUHeH no 
MC,D.HUHHCKOMY npHMeHeHHIO 
noMemmoT B na"!KY KapTOHHyIO. 

"'The parameter may uut be im:luc.lcc.l iu Ute mauufadm·c1·'~ Cc1 tificah: uf Analy~i~. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJih M0,KeT 0TCYTCTB0BaTh B cepTnct>uKaTe auaJIH3a np0H3B0~HTeJIH. IIpoH3B0,IJ;HTeJih 
rapauTupyeT Ka'leCTB0 npenapaTa no 3THM U0Ka3aTeJIHM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipttMe'laHHe: Tipo,nyKT C00TBeTCTByeT Tpe6oBaHHRM H)l 3aKJIIOl.feHHe: O,ll.O6PEHO 

Prepared by / TTo)].rOTOBJieHo: Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Anchal 

lb> 
'Date / 
:)lam: 15.12.2025 

n poeepe1-1.o:Prnve h TTpoBepe1-10 (AOK): O)].o6peHo: O6ecnetJ:eHHe KaqecTBa/OTBeTcTBeHHoe 
Rana ;l Amit Kumar JIHUO: ~ 

/\_,/--

I Dale/ Dale I Uate / I 

: )J.ara: 15.L.2025 )I.an: 15. l 2.20- 5 )lam: I "1' -4 L .-~ 115 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH <I> IIKAT AHAJIH3A 

Viii. Khol, Nalagarh Rozid, Bc1ddi, 
Distt. Solan .. H P. 173 205, INDIA 

www.drrecJuys.cor,-, 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
TTpOAYKT: I--lal-h® AKrnBreJJh (H11Mec)'m1,u) rellb All» Hapy)l<HOro n p 11 McHe 111rn . I %, 100 r 

Market/ PblHOK : Russia / Pocc11» 

Batch No./ 
: V250964 

Batch Quantity/ 11844.00 units / 
CepHH x~ Pa1Mep cepHH 

: 11844.00e,UHH11U 
Analytical Report No./ 

: 040003225650 
Date of Analysis/ 

: 13.12.2025 
AH8JIHTH'leCl-:HH OT'leT .N'~ )],aTa aHaJJ111a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
llaTa npoHJBOllCTBa fot1.eH AO 

: 

Mfg. License No./ 
fl pOH3B0,[l,CTBeHlrnH : MNB/05/263 MA number: / HoMep PY : J1TT-N~(00 1336)-(Pf-RU) 
JJHUeHJHH .M! 
Analysis performed according ND/ AHaJJHJ npoBet1.eH no H)],: JIIl-.N'~(001336)-(Pr-RU)-090625 

Page 6 of7 / CTp. 6 u1 7 

API name (INN)/ HanMeHOBauue A<l>C Nimesulide / HHMecy1rnJJ, 
(MHH): 
API manufacturer batch number / NMS/125050526 
HoMep cepuu npouJBO}],HTeJIB A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepmt cy6cTaHUHH npOH3B0}],HTeJIB FESA00375 
r JI<I>: 
API Manufactured by & country / Aarti Drugs Ltd., India I 
IlpouJBO}],UTeJib A<l>C, cTpaua: Aaprn: .[J.parc JlTJJ.., l1HJJ.H» 

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

manufacturing site/ Control site / Release site MNB/05/263) I 
I .[J.-p PeJJ.JJ,H'c Jla6opaTOpHC JlTJJ,., l1HJJ.H5I, TipOH3BOJJ.CTBeHHOe 
HanMenoBauue, a}],pec, Jiuueu1un }],JIB 

noJJ.paJJJ.e11em1e-6, B111111. Kxonb, Hanarapx Poy.u, EaJJ.JJ.H, ,[(HcTpHKT 
IlpouJBO}],CTBeuuan nJiom:a.1u~a / ConaH, X.TI., 173205, l1HJJ.HS! (Jlm.1,eH3HSI N!i 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 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». 

Conclusion : APPROVED / !Remarks : The Product confirms to ND/ 
IlpttMetJamie: TTpo.D.yKT coorneTcrnyeT rpe60BaH11S1M H,[I, 3aKJJIO'leHtte: O)],O6PEHO 

Prepared by I I1ot1.roToBJJeHo: Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Anchal 

}-
:,[(aTa : 15.12.2025 
'Dale/ 

TTpoBepeHo:Pravesh Tiposepec10 (AOK): O.D.06peHo: O6ecrreqemre Kaqecrna/OrneTcTBeHHOe 
Rana 1 Amit Kumar mr~o: ' 

['_/ -- ~ 
I Date / Date / Date / I ~ 1.< 'vO ~ : ,[),am: 15.12.2025 )];a Ta: 15. I 2.2025 ,[),am: 

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

CIN: L85195AP1984PLC004S0, 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH <l>lfKAT AHAJill3A 

Viii. Khol, r~aiagarh Road, Bacidi, 
Distt. Sol,in, H.P. 173 205, iNDIA 

www.drreac.iys.co; n 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
Ilpo.a.yKT: Haib® AKrnBreJJb (H11Mecyn11.a.) reJJb J1,JJ 11" HapY)KJloro np11.MeHe.H1rn . 1 %, I 00 r 

Market/ Pi,rnoK : Russia / Pocc1u1 

Batch No./ 
: V250964 

Batch Quantity/ 11844.00 units / 
Cepusi .N"2 PaJMep cepI111 

: 
11844.00eiurnHU 

Analytical Report No./ 
: 040003225650 

Date of Analysis / 
: 13.12.2025 

AHaJIHTH'ICCKHH OT'IeT .N"2 .l(aTa aHamoa 

Date of Manufacture / 
12/2025 

Date of Expiry/ 
11/2027 

,[laTa npOH3B0,ll.CTBa 
: 

ro,a_eH ,!J;O 
: 

Mfg. License No./ 
IlpOH3B0,ll.CTBCHHaH : MNB/05/263 MA number: / HoMep PY : JU1-.N2(001336)-(Pf-RU) 
JIHUCH3HH .N°!! 
Analysis performed according ND/ AHamn npose,!J;eH no H.l(: JITI-.Nl!(001336)-(Pr-RU)-090625 
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3aKJUoqeHHe O COOTBeTCTBHH: «HacT05IIlJJfM 5I IIOL(TBep)I(,l:(aIO, qTo rrp1rne,ueHHM BhIIIIe MHq>OpMaI.IJUI 5IBJUleTC5I 

L(OCTOBepHOH M rnqHoH. 3m cepM5I rrpo,nyKI.(MH rrp01f3Be,netta (BKJIIOqM yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

Kaqecrna) Ha BhillleyKa.3aHHOH rrpOH3B0,lJ.CTBeHHOH rrrroma,nKe (rrnoma,nKax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6osaHH5IMH IlpaBirn Ha,nJie)Kameii: rrpOH3B0,lJ.CTBeHHOH. rrpaKTHKH EBpa.3HH.CKOro 3KOHOM1fqecKoro COI03a H 

Tpe6oBaHH5IMH KOHTpOM KaqecTBa rreKapcTBeHHhIX cpe,nCTB, a TaK)Ke s COOTBeTCTBHH co crreIIH!pliKaI.(H5IMH, 

co,nep)Karn:MMHC5I B perHCTpaIIHOHHOM ,lJ.OCbe CTpaHhI-HMIIOpTepa. 3arrHCM no rrpOH3B0L(CTBY, yrraKOBKe li aHaJIH3Y 

rrpoBepeHhI, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBamrnM IlpaBHJI Ha,z.J,Jie)Kall.]e.H. rrpOH3B0,lJ.CTBeHHOH. rrpaKTHKH 

EBpa.3HH.CKOro 3KOHOMHqecKoro COI03a». 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'IaHtte: TTpo,uyKT cooTBeTcrnyeT rpe6oBaHIDIM H,ll; 3aKJIIO'IeHtte: O.l(OliPEHO 

Prepared by I TToJJ:rOTOBJieHo : Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Anchal 

~ 
:JJ:ara: 15.12.2025 
IJJale I 

flposepeHo:Pravesh. IIpoBepefl'0 (AOK): OJJ:o6peHo: O6ecne'--le1me Ka11ecTBa!OTBeTCTBeHHoe 

nHUO ~~ Rana i Amit Kumar 

~ ----I Date/ Date / IIDate / I 1-~ "-~ w ½ : ,D;ara: 15.12.2025 )],aTa: 15.12.2025 ,ll;ara: 

Registered Office: 8-2-337, Road No. 3, Banjarc, rlills, Hyderabad - 500034, Tel;,ngana, !ndia 
Tel: r9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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