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

CEPTHWHKATAHAJilI3A 

Product: Nise Activgel (nimesulide) gel for external use, I %, 100 g 
Ilpo,z:i:yKT: Hatl:3® AKrnBrenh (HttMecym1,z:i:) reJib .nm, ttapy)KHOro rrpHMettemrn:, 1 %, 100 r 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V260170 

Batch Quantity/ 
CepttH .N'!! PaJMep cepHtt 
Analytical Report No. / 

: 040003300719 
Date of Analysis/ 

AHaJJttTnqecKttii oTqeT .N'!! .lJ:aTa aHaJJttJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

.lJ:aTa npOH3B0.l1:CTBa ro,z:i:eH .Ll:0 
Mfg. License No./ 

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.u11 euuy~.L-UI 11 

11824.00 units/ 
• 11824.00e,nHHHU 

: 27.02.2026 

: 01/2028 

IlpOH3B0.!l_CTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1TI-N!!(001336)-(Pf-RU) 
JIHUCH3HH .N'!! 
Analysis performed accordin11: ND / AuaJIHJ npose.z:i:eH no Hll: JIIl-.N'2(001336)-(Pr-RU)-090625 

Page 1 of7 / CTp. 1 HJ 7 

No/ 
Test / IloKaJaTeJib Result/ PeJyJihTaT Specification / HopMa 

N!! 

1. Description / Onucauue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to 
yellow gel with characteristic odor pale-yellow gel with characteristic odor I 
/ O)],HOpO,!],Hbltt rrp03paqHbltt O)],HOpO,!],Hbltt rrpo3paqtthitt reJib OT 
6ecrweTttoro ,!J,0 6J1e,l],HO-)KeJ1Toro 6ecu.BeTHOro )],0 6J1e)],HO-)KeJ1TOro U.BeTa 
u.seTa c xapaKTepttbIM JarraxoM C xapaKTepttblM 3arraX0M 

2. Identification / II;:i:euTu4>uKaQHD 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpHMC'-lauue: TTpo,11.yKT cooTBe-TcTByeT -rpe60Ba 1-J HJ1M H,U 3aKmoqeuue: O,UOliPEHO 

Prepared by / 
IT o.nro-rOBrretto: 

1 Pravesh Rana 

!Date/ 
:)lam: 27.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITpoBepetto: Ramakant IIpoBepetto (AOK): O.no6petto: O6ecrre'-letttte Ka11ecrna/OrneTCrne1rnoe 

~~ 
Amit Kumar 

IlHQO ~ 
/\_/'_ 

I Date/ 
: ,[lam: 27.02.2026 I Date/ 

Aam: 27.02.2026 
'Date / 
,[(am: r""2.---g ~ 2-,:-- '2./l) 2.b 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 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-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKATAHAJIH3A 

_,_._ ·- -- -~ 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
\IY'I' Yv., •• u I lw"-'~'I~•'- .... 

Ilpo.uyKT: Haih® AKTHBrenh (HHMecynu.n) renh ,nm, Hapy)l(Horo rrpuMeHeHHSI, 1 %, 100 r 

Market/ Pb!HOK : Russia / PoccuSI 

Batch No./ 
: V260170 

Batch Quantity/ 11824.00 units/ 
CeoHH .N'! Pa3Mep cepuu • 11824.00e,nHH11U 

Analytical Report No. / 
: 040003300719 

Date of Analysis / 
: 27.02.2026 

AHaJIHTH'leCKHit OT'leT .N'! ,l(aTa aHaJIH3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
: 01/2028 

l{aTa DP0H3BO.UCTBa ro.ueH ,UO 

Mfg. License No./ 
IJpOH3B0.UCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JUl-.N!!(001336)-(Pf-RU) 

JIHU.eH3HSI .N'! 
Analysis performed accordine; ND/ AuaJim npoBe,UeH no H,l(: JIIl-.N'!(001336)-(Pr-RU)-090625 

HPLCIB3JKX 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 BpeMsr y.n,ep)KHBattmr 
OCHOBHOfO nHKa Ha 
xpoMaTorpaMMe HCnb1ryeMoro 
pacTBopa COOTBeTCTByeT BpeMeHH 
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The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
main peak in the chromatogram of 
nimesulide reference standard solution 
(section Assay). I BpeMsr y;:i:ep)KHBaHHSI 
OCHOBHOfO nHKa Ha xpoMaTorpaMMe 
HCTTbITyeMOfO pacrnopa .[(OJl)KHO 
COOTBeTCTBOBaTb BpeMeHH 

y.n,ep)K11BaHl1SI OCHOBHOro nHKa Ha I y.n,ep)l<HBaHHSI OCHOBHOfO nHKa Ha 
xpoMaTorpaMMe 
CTatt;:i:apTHOfO 
HHMecynH;:i:a. 

pacrnopa 
o6pa3ua 

xpoMaTorpaMMe pacrnopa 
CTaH.n,apTHOfO o6pa3Qa HHMecynH;:i:a 
(pa.3,nen «KonHqecTBeHHoe 
onpe,nenettHe»). 

UV spectrophotometry I Y<P­
cneKmporjJomoMempuJl 

UV absorption spectrum of the test 
solution has absorption maximum at 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. I Y<I>-cneKTp 
nornomeHHSI HCTTbITyeMoro pacTBopa 
,D,OJl)KeH HMeTb MaKCHMYM nornomeHmI 
npH 397±5 HM. 

397±5 nm. I Y<I>-cneKTp 
nornomettHSI HCnbnyeMoro 
pacrnopa HMeeT MaKCHMYM 
nornomettHSI npH 397±5 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHHe: flpo.uyKT COOTBeTcTByeT Tpe6oBaHHSIM H.D: 3aKJIIO'lenue: O,l(OliPEHO 

Prepared by/ 

1 no.uroTOBJleHo: 
Pravesh Rana 

IDate/ 
:.ll:aTa: 27.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
OpoaepeHo: Ramakant ITpooepeHO (AOK): O)lo6peHo: O6ecrret.Jettue Ka4ecrna/~ Tne crneH.1-1oe 

~~ 
Amit Kumar 

mmo: ~~ 
/\--\--

I Date/ Date/ IDale/ ---i--- <g ..--a '2--~ '1---V 2-,6 : )].aTa: 27.02.2026 )J,aTa: 27.02.2026 )];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 
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•·· Dr.Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<I>HKAT AHAJIH3A 

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

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

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

Tel: +9198166 56001-02 
r r , __ -

vv vv V\1,U .._,_,,u y..;i.LUI 

IlPO.llVKT: Haih® AKTHBreJib (HHMeCVJIH.D.) reJib )lJIR Hapy)l<HOf0 npHMeHeHHR, 1 %, 100 r 

Market/ Phrnoic : Russia / PoccHR 

Batch No./ 
: V260170 

Batch Quantity/ 11824.00 units/ 
Cepusi .N'!! PaJMep cepuu • 11824.00e.lllrnHU 

Analytical Report No./ 
: 040003300719 

Date of Analysis / 
: 27.02.2026 

AHaJlHTU'leCKHH OT'leT .N'!! )J.aTa auaJ1H3a 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / 
: 01/2028 

)J.aTa npOHJBO)lCTBa fo.lleH .llO 

Mfg. License No./ 
IlpOH3BO)lCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-.NQ(001336)-(Pf-RU) 
JlHL(eHJHSI .N'!! 

Analysis performed according ND/ AHaJlHJ npose,11.eu no H)J.: Jlll-.N'!!(001336)-(Pf-RU)-090625 
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3. Weight of package contents/ 100 g / 100 r According to Rus. Ph. I B coorneTCTBHH 
Macca coAepmuMorn c Tpe6oBaHH~MH f<I> P<I> 
ynaKOBKH 

4. pH 3.2 2.5 to 4.5 / OT 2,5 .no 4,5 

5. Viscosity / BH3KOCTb 957.8 centipoise / 957.8 caHTm1ya3 400 to 1,200 centipoise / 
OT 400 .n:o 1200 caHnmya3 

6. Impurities / IlpuMecu 

1. Impurity C / Not detected / He o6Hapy)l(eHa Not more than 0.50 % / 
flpHMecb C He 6onee 0,50 % 

11. Impurity D / Not detected / He o6Hapy)KeHa Not more than 0.50 % I 
flpHMecb D He 6onee 0,50 % 

iii. Any other impurity / 0.04% Not more than 0.50 % I 
JI106a~ .npyraR npHMeCb He 6onee 0,50 % 

lV. Total impurities/ 0.13 % Not more than 1.50 % I 
CyMMa npttMecei-1 He 6oJiee 1,50 % 

7. Microbial purity* / MnKpo6uoJioruqecKaH qucToTa* 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'-13HHe: Ilpo,nyKT COOTBeTCTByeT Tpe60BaHJrnM H.[{ 3aKJ110'leuue: O)1.OliPEHO 

Prepared by / f 
Ilo.nroTOBJieuo: / 
Pravesh Rana 

,1, .,.-· 

!Date/ 
:l-(aTa: 27.02.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
OpoacpeHo: Ramakant nposepeHo (AOK): O.no6peI-io: O6ecne4emi:e Ka'-lecrna/OrneTcrneHHoe 

~~ 
Amit Kumar mi:uo: 

~~ /\~ \ '/ 
I Date / Date I IDate I <1--g--0'2---'"2..-e>2-6 
: l-(aTa: 27.02.2026 Aarn: 27.02.2026 .[{am: 

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: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

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

Tel : +91 98166 56001-02 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
vVVV.UI r euuy:J,\..Vlfl 

Ilpo1ly1n: Hath® AKnrnre11b (HHMecym111) reJib llJI51 Hapy)KHOro rrpttMetteHH51, 1 %, 100 r 

Market/ PbIHOK : Russia / Pocctt51 

Batch No./ 
: V260170 

Batch Quantity I 11824.00 units / 
Cepusi N2 PaJMep cepuu • 11824.00e;::uunn.( 
Analytical Report No./ 

: 040003300719 
Date of Analysis / 

: 27.02.2026 
AuaJ1HTH':leCKHH OT':leT N2 l{aTa aHaJlHJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

: 01/2028 
j.(aTa rrpOH3B01lCTBa ro.ueu .uo 
Mfg. License No./ 
IlpOH3B01lCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : nrr-N2(001336)-(Pf-RU) 
J1uu_eu3usi N2 
Analysis performed according ND / AuaJ1HJ npoBe,ueu rro Hll: Jlll-N2(001336)-(Pr-RU)-090625 

Page 4 of 7 / CTp. 4 HJ 7 

l. Total Aerobic Microbial Count/ NA Not more than 102 CFU/g / 
O6rn.ee '-IHCJIO a3po6HblX MHKpo- He 6oJiee 102 KOE/r 
opraHH3M0B 

11. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count I O6rn.ee '-IHCJI0 He 6oJiee 101 KOE/r 
1lP0)lOl(eBbIX H nJieCHeBblX 
rpH60B 

111. Pseudomonas aeruginosa NA Should absent in 1 g / 
OTcyrcTBHe B 1 r 

iv. Staphylococcus aureus NA Should absent in 1 g / 
OTcyrcTBHe B 1 r 

8. Assay/ KoJiuqecTeeuuoe onpe,ll;eJieuue 

Nimesulide / 9.95 mg 19,95 Mr 9.0 mg to 11.0 mg ofC13H12N2OsS 
HHMecyJIH1l (99.5 %) (nimesulide) (90.0% to 110.0% of label 

claim) in 1 g of gel / 

OT 9,0 Mr .n.o 11,0 Mr C13H12N2OsS 
(HHMecym-1).1,) (OT 90,0 % ).1,0 110,0 % OT 
H0MHHaJibH0fO CO)],ep)KaHH51) B 1 r rem1. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
TJpuMe':laHue: npon.yKT CO0TBeTcTByeT 1"pe6oaaHWIM H.D; 3a1cmo':leuue: O1{O.liPEHO 

Prepared by I 

I l10.D,roTos11etto: 
Pravesh Rana 

:)Xai-a: 27.02.2026 
IDate / 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
l1poeepetto: Ramakant l1posepetto (AOK): On.o6peuo: O6ecne•1ew1e Ka'!ecTBa/OrneTcTBeHHOe 

~~ Amit Kr:-,:_ nano ~ 

I Date/ Date/ 'Date/ ~:3 ,-v 2----~~ : Aarn: 27.02.2026 Aarn: 27.02.2026 ,n: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 
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•·· Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<I>HKAT AHAJilI3A 

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

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

Tel : +91 98166 56001-02 

'"'" v ......... ·-1--- .... -

Tipo.11y1n: Hai-h® AKnrnrenh (HHMecym1.n) renh .nm, HapyJ1rnoro rrp11MeHeH11JI, 1 ·%, 100 r 

Market / PblHOK : Russia / Pocc11JI 

Batch No./ 
: V260170 

Batch Quantity / 11824.00 units/ 
CepHH N2 Pa3Mep cepuu • 11824.00e.lll1HHLI, 

Analytical Report No./ 
: 040003300719 

Date of Analysis / 
: 27.02.2026 

AnaJIHTH'leCKHH 0T'leT N2 )].an anaJima 

Date of Manufacture / : 02/2026 Date of Expiry/ : 01/2028 
)].aTa npoH3B0,llCTBa fo.11en .110 

Mfg. License No./ 
IlpottJBO.llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIT-M1(001336)-(Pf-RU) 
JittUeHJHH N2 

Analysis performed according ND/ AuaJIHJ npoBeJI.eH no HL(: JITI-N2(001336)-(Pf'-RU)-090625 

9. I Dimethyl sulfoxide / 
,il;HMeTHJICY Jibcl>OKCH,ll 

10. I Package/ YnaKOBKa 

101.9 % 

100 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. I ITo 
100 r B Ty6y 113 JiaM11H11poBaHHOro 
aJIIOMl1Hl1H, CHa6)KeHHYIO 

MeM6paHOH ,D,JIH KOHTpOJIH nepsoro 
BcKpbITl1H. Ka)K,ll,YIO Ty6y BMecTe c 

11HCTPYKQ11eii no Me,D,11QHHCKOMY 
np11MeHeH11IO noMell.J,aIOT B naqKy 

KapTOHHYIO. 

Page 5 of7 / CTp. 5 H3 7 

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

OT 90 % ,D,0 110 % C2H6OS 
(.D.11MenmcyJihQ)OKC11.D.) OT 
HOMHHa.JibHOro CO,D,ep)KaHHJI 

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. / 
ITo 20 r, 50 r 11Jil1 100 r B Ty6y 113 
JiaMl1H11pOBaHHOro aJIIOMl1Hl1H, 
ctta6)KeHHYIO MeM6pattoii .D.IIH KOHTpOIIH 
nepsoro BCKpblTl1H. Ka)K,ll,yJO Ty6y 
BMecTe c 11ttcTpyKQHeii no 

Me,D,11Q11HCKOMy np11MeHeHHIO 
noMell.J,aJOT B na'IKY KapTOHHyIO. 

*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJib MO,t,:eT OTCYTCTBOBaTb B cepTucl>nKaTe auaJIU3a npOH3BO~UTeJIH. IlpOH3BO~HTeJih 
rapauTnpyeT KaqecTBO npenapaTa no :nnM noKa3aTeJIHM. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
np11Me4am1e: TTpon.yKT C0OTBeTCTByeT TPe6oBaHl1HM H.[( 3aKJ110l.fe1me: O)1.OliPEHO 

Prepared by / 

1 TToJJ.roTOsneHo: 
Pravesh Rana 

I Date/ 
:.[(am: 27.02.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
ITposepetto: Ramakant ITposepeHo (AOK): O.no6peHo: O6ecne'-iem1e Kaqecrna/OrneTcTsem1oe 

~ 
Amit Kumar 

llHUO ~~ r -
I Date/ Date / IDate / ~ -t)']_r-7..R.> M 
: ,[(aTa: 27.02.2026 )],aTa: 27.02.2026 :Llarn: 

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 Labo~atories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSl 
C.1!:PTH<l>HKAT AHAJIH3A 

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

Tel : +91 98166 S6001-02 

Product : Nise Activgel (nimesulide) gel for external use, J %, I 00 g vv rw.u1 1 "''-''-'V~-~v, 

IlpOJWK'T: Hath® AKT11Brenb (HHMecym,u1,) renb .um, H30V)KH0f0 noHMCHeHH/1, 1 %, 100 r 

Market / PblHOK : Russia / Poccm, 

Batch No./ 
: V260170 

Batch Quantity/ 11824.00 units / 
Cep,rn .N"2 PaJMCP cep1111 • 11824.00e.uimmt 

Analytical Report No./ 
: 040003300719 

Date of Analysis / 
: 27.02.2026 

A11amtT11<Jec1rni1 OT<JeT .N"2 .ll,aTa aHaJiu3a 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / : 01/2028 
.l{aTa np0l!3B0)lCTB3 ro)leH )lO 

Mfg. License No./ 
TTpoH3BO.!J.CTBeHH3SI : MNB/05/263 MA number: / HoMep PY : JII1-N2(001336)-(Pr-RU) 

JIHUeH3HSI .N"2 

Analysis performed accordinf! ND/ AHaJIHJ nposeaeH no H)l: J1B-.N'!!(001336)-<Pr-Rrn-090625 
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API name (INN)/ HauMeuoeauue A<l>C Nimesulide / HttMecyntt)l 
(MBH): 
API manufacturer batch number/ NMS/125110965 
HOMCp CCPIUf DPO113BOJlHTCJUl A<I>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHI.l,IUI npOH3BO)lHTCJIH FESA00645 
r JI<I>: 
API Manufactured by & country / Aarti Drugs Ltd., India / 
1Ipo11Jeo.nn-reJib A<l>C, c-rpaua: Aapn1 )lparc JlT,n. , l1H.nm1 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6 , Vill. Khol, 
Name, address, authorization No for FP Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 
manufacturing site/ Control site/ Release site MNB/05/263) I 
I ,D;-p Pe)Ul,tt'c Jia6opaTOpHC JlT,n., l1H,UH51, TTpoH3B0.[lCTBeHHOe 
HaHl\1CUOBaHue, a.upec, Jlltl{eH3HH llJIH no.npa:3,neneHHe-6, Bmrn. Kxonh, Hanarapx PoyA, 6aJl.llH, )],11cTp11KT 
1Ipo113so.ncTBeHHaH nno~a!lKa / 

ConaH, x.n., 173205, 11HJJ.HR (JlHueH3H» N!! MNB/05/263) 

Declaration of certification: «I hereby certify that the above infonnation is authentic and accurate. This batch of 
product has been manufactured, including packaging/Jabebng 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». 

1Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flp11Me<Jauue: TTpoJ.tyKT cooTBercTByer T!)e6osaH11JtM H,ll. 3a1ww1e11ue: O,ll:OliPEHO 

Prepared by I 

1 Tio.nroToBneHo: 
Pravesh Rana 

I Date / 
:,ll.ara: 27 .02.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTponepeHo: Ramakant nposepetto (AOK): OJJ.o6petto: O6ecne•1em1e KaYecrsa/OrseTcrnettHoe 

9-1~ Amit Kumar ••uo: ~ Jr--';_ 
I Date / Date / !Date / 

"2---~--z>1-r-'2..e>'l-£ : ,/l.aTll : 27.02.2026 .[(aTl!: 27.02.2026 :J].a-ra : 

Registered Office: 8-2-337, Road No. 3, Banjara Hii!s, Hyderabild - 500034, Tel;ingana, india 
Tel: +9140 4-900 2900, Fax: +91 40 4900 2999, Email: mail@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· 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 

CERTIFICATE OF ANALYSIS 
CEPTH «I> HKAT AHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g 
, v\lV\J,UI I c;-, ... n...1y:>,\...VI 

ITpoi:1y1n: Hath® AKnrnre11b (HttMecymm) re11b .nm1 ttapy)l{HOro TTPHMeHeHmr, 1 %, 100 r 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
: V260170 

Batch Quantity/ 11824.00 units / 

CepuH .N'!! PaJMeJ} cepuu • 11824.00emrnm . .\ 

Analytical Report No./ 
: 040003300719 

Date of Analysis / 
: 27.02.2026 

AHaJJHTHqecKHH oTqeT .N'!! )laTa aHaJJHJa 

Date of Manufacture / 
: 02/2026 

Date of Expiry I 
: 01/2028 

.LI.aTa UPOH3B011CTB3 ro):leH J:1O 

Mfg. License No. / 
IlpOH3B0/:ICTBeHH3H : MNB/05/263 MA number: / HoMep PY : J1Il-N!!(001336)-(Pf-RU) 

J1HQeH3HH .N'!! 
Analvsis performed accordin2 ND/ AuanuJ npoBeJ:leH no HIT: JIIT-.N'!!(001336)-(Pr-RU)-090625 
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3aKJUOqeHHe O COOTBeTCTBHH: «HacT05IIIJ;IIM 5I IIO.[{TBep)K.[{aIO, "l!TO rrprrne,r:i:eHHa5I BhIIIIe ttmpopMaIIIrn 5IBJI5IeTC5I 

.[{OCTOBepHOH H T01JHOH. 3rn cepmr rrpo,n:yKIIHH rrpott3Be,n:eHa (BKJII01Ia5I yrraKOBKY (MapKttpOBKY) H KOHTpOJih 

KatJecrna) Ha BhIIIIeyKa3aHHOH rrpott3BO.[{CTBeHHOH IIJIOIIIa.n:Ke (rrrroma.n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH:5IMH ITpaBHJI Ha,n:Jie)KaIIIeii rrpOH3BO.[{CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMH:1JeCKOfO COI03a H 

Tpe6oBaHH:5IMH KOHTpOIT5I KatJeCTBa rreKapCTBeHHhIX cpe,r:i:CTB, a TaK)Ke B COOTBeTCTBHH co crreum}n-IKaIIH5IMH, 

co.n:ep)KaIIIHMHC5I B perttcTpaIIHOHHOM .[{OChe CTpaHhI-HMIIOpTepa. 3arrttCH no rrpOH3BO.[{CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHhI, H ycTaHOBJieHO HX COOTBeTCTBH:e Tpe6oBaHH:5IM ITpaBHJI Ha,n:Jie)KaIIIeH rrpott3BO.[{CTBeHHOH rrpaKTHKH 

EBpa3ttHCKoro 3KOHOMtttJecKoro coI03a». 

1Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
1Tip11Me•1a1me: rlpo.n_yKT COOTBeTCTByeT Tµe60BaH1UIM H,[( 3aicmoqemie: O.LJ.OliPEHO 

Prepared by I 

1 IlOJ:lfOTOBJleHO: 
Praves.h Rana 

IDate / 
:,[(am: 27.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IlpoBepetto: Ramakant Opoaepetto (AOK): O.no6petto: O6ecne'-!eHtte Ka'-!eCTBalOTBeTcTBeHHOe 

~~ 
Amit Kumar JlHQ0: 

~ I ~ -

I Date / Date I I Date I <"2---!Z<-z)'2--'"2-<l~ : D:an1: 27.02.2026 ,[(am: 27.02.2026 ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hii!s, Hyderabad - 500034, Telang3na, iridia 
Tel: t9140 4-900 2900, Fax: +91 40 4900 2999, Email: mai!@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 


