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

CEPTH~HKATAHAJIII3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 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 
"" "'/ rl•r~.l,l11c: ;,~m 

IloOJJ.VleT: Haih® AKTHBreJih (HHMeCVJIH.U) reJih .um, Hapy)l(HOro IlPHMeHeHH.s!, 1 %, 50 r 

Market/ PblHOK : Russia I Poccilll 

Batch No./ 
: V260021 

Batch Quantity I 23500.0 units I 
Ceousi .N'2 Pa3Mep cepuu 

: 23500.0 e.lJJIHIU{ 

Analytical Report No./ 
: 040003251089 

Date of Analysis/ 
: 14.01.2026 

AuaJlUTU'feCKHH OT'feT .N'2 )],aTa attaJ1uJa 
Date of Manufacture / 

01/2026 
Date of Expiry/ 

12/2027 : : 
.l{aTa npOU3BOJJ,CTBa roJJ,eH JJ,O 
Mfg. License No./ 
IlpOU3BOJJ,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : flll-N2(001336)-(Pf-RU) 
J1HU,eH3USI .N'2 
Analysis performed accordin2 ND/ AuaJ1u3 npoBeJJ,eH no H.l{: JIIl-.N'2(001336)-(Pr-RU)-090625 

No/ 
.N'!! 

1. 

2. 

Test / Ilo1rnJaTeJib 

Description / Onucauue 

Result/ PeJyJibTaT 

Homogeneous, transparent, 
colorless gel with characteristic 
odor/ O.n:uopo,1],HbIH npo3pa'1HbIH 
renb 6eCQBeTHOro QBeTa c 
xapaKTepHbIM 3anaxoM. 

Identification / MJ.enTu4>m.:a._usi 

HPLC I B3>KX 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. / BpeMSI y.n:ep)KHBauu.si 
OCHOBHOfO 
xpoMaTorpaMMe 

IlHKa Ha 
HCilbITyeMoro 
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Specification / HopMa 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor I 
O.n:uopo,1],HbIH np03pa'1HbIH renb OT 
6eCQBeTHOro )J,O 6ne,1J,HO-)KeJITOfO QBeTa 
c xapaKTepHbIM 3anaxoM 

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). / BpeM.si y.n:ep)KHBaHH.si 
OCHOBHOfO nHKa Ha xpoMaTorpaMMe 
ucnhnyeMoro pacrnopa )J,OJI)KHO 

paCTBOpa COOTBeTCTByeT BpeMeHH COOTBeTCTBOBaTh BpeMeHH 
y.n:ep)KHBaHH.s! OCHOBHOfO IlHKa Ha 

xpoMaTorpaMMe pacrnopa 
cTau.n:apTHoro o6pa3Qa 
HHMecynu.n:a. 

y.n:ep)KHBaHH.s! OCHOBHOfO nHKa Ha 
xpoMaTorpaMMe pacrnopa 
CTaH,1],apTHOfO o6pa3Qa HHMecyJIH)J,a 
(pa3)],eJI «KOJIH'leCTBeHHOe 
onpe.n:eneuwe»). 

!
Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe'fauue: llpo.uyKT coorneTcTByeT -rpe6oeamrnM HJJ; aIrnIolfen11e: O)I.OEPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
llo,u.roTOBJietto: Yogesh llpoeepeHo: Pardeep nposepeHo (AOK): per on/ O.uo6petto: O6ecneqem1e 

Chauhan ~ Kumar Amit Kumar Ka<J:ecTsa/OTBeTCTBeHHOe JIHU0: 

J-::- ~· 
~<1.Vt-Jil k\Jvv?A~ 

/ _ _L_v-J\ 

IDate / 
:}J;aTa: 14.01.2026 

I Date / Date/ IDate/ I (1) )--;;.__ti ).. l 
: .Aara: 14.01.2026 )];am: 14.01.2026 ):{am: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTII<l>HKAT AHAJIH3A 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

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

Tel: +91 98166 56001-02 
...... A . , I .J • ,-

·-· -- ,-· 

Ilpo.uy,n: Hath® AKnrnreJih (H11Mecym1.n:) renh .n:m1 ttapy)l(Horo np11Mettemrn, 1 %, 50 r 

Market/ PblHOK : Russia / PoccIDI 

Batch No./ 
: V260021 

Batch Quantity/ 23500.0 units / 
CepuSI .M, Pa3Mep cepuu 

: 
23500.0 e,UHHH'-l 

Analytical Report No./ 
: 040003251089 

Date of Analysis / 
: 14.01.2026 

AHaJlHTH'ICCKHH OT'-ICT .N'2 naTa aHaJ1H3a 

Date of Manufacture/ 
01/2026 

Date of Expiry/ 
12/2027 : : 

naTa npOH3B0,UCTBa roJJ,eH JJ,O 

Mfg. License No./ 
IlpOH3BOJJ,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : nn-N2(001336)-(Pf-RU) 

J1 H ueH3HSI .N'2 

Analysis performed according ND/ AuaJJH3 nooBeJJ,eH no Hn: JIIl-.N'2(001336)-(Pr-RU)-090625 
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UV spectrophotometry I UV absorption spectrum of the test UV absorption spectrum of the test 
Y<t>-cneKmpor/_JomoMempuR solution has absorption maximum at solution should have absorption 

397±5 nm. I Y <l'>-cneKTp maximum at 397±5 nm. I Y<I>-cneKTp 
nornorn:emrn: HCTTbITyeMoro nornomeHH~ HCTTbITyeMoro pacTBopa 
pacTBopa HMeeT MaKCHMYM ,ll.OJI)KeH HMeTE, MaKCHMYM nornomeHH~ 
nornomemrn: npH 397±5 HM. npH 397±5 HM. 

3. Weight of package 51g/5lr According to Rus. Ph. / B cooTBeTCTBHH 
contents / Macca c Tpe6oBaHIHIMH f<l'> P<l'> 
co~epmuMoro ynaK0BKH 

4. pH 3.27 2.5 to 4.5 I OT 2,5 .u.o 4,5 

5. Viscosity / BH3KOCTh 979 .6 centipoise / 400 to 1,200 centipoise / 
979,6 cattrnnya3 OT 400 .u.o 1200 cattrnnya3 

6. Impurities / IIpuMecu 

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

ti. Impurity D / Below LOD (LOD = 0.02 %) / Not more than 0.50 % / 
Tip11Mecb D HmKe npe.u.ena 06ttapy)Kettm1 (TIO He 6onee 0,50 % 

= 0,02 %) 

Any other impurity / 0.03 % Not more than 0.50 % / 
111. JI106aJI .u.pyra~ np11MeCb He 6onee 0,50 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMetJaHtte: ITpo.uyKT CO0TBeTCTByeT T{)e6oBaHIDIM H,!]. 3aKJJIOtJeuue: onoliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
no.n:roTosneHo: Yogesh nposepeuo:Pardeep TTpoeepe1i0 (AOK): person/ O.n:o6peHo: O6ecneqem,1e 

Chauhan V Kumar Amit K umar Ka'ieCTBa/OTBeTCTBeHHOe JJHU.0 : 

=k- {\_/'~ 
__{} U r..il L 1<.,1.,--,,f\'L_ 

~-,J) 

I Date/ I Date I Date I IDate / I ~ --o 1 ~ .1. D )_£ 
:,[I.am: 14.01.2026 : ,!].am: 14.01.2026 ,!].ara: 14.01.2026 ,[I.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: L85195AP1984PLC004507 
www. drreddys.com 
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Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 ••• Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTMWIIKATAHAJIH3A 

Viii Khol, Nalagarh Road, Baddi, 

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

Tel: +9198166 56001-02 

"" 
, ____ ·-,-I ·I ..I, r ,,n, 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ·- - I 

Ilpoi:i:yKT: Haib® AKTHBreJib (HHMecyJIHJJ:) reJib ,nm, Hapy)KH0ro ITPHMeHeHH51, 1 %, 50 r 

Market / PblHOK : Russia / Pocc1151 

Batch No./ 
: V260021 

Batch Quantity/ 23500.0 units / 
CepHH .N'2 Pa1Mep cepuu 

: 
23500.0 e,nHHHU 

Analytical Report No./ 
: 040003251089 

Date of Analysis/ 
: 14.01.2026 

AHaJIHTH'IeCKHH oTqeT ,N'g .l(aTa auaJima 

Date of Manufacture / 
01/2026 

Date of Expiry/ 
12/2027 

.l(aTa UPOH3BOJJ:CTBa 
: 

roi:i:eu Ll:0 
: 

Mfg. License No./ 
IlpOH3B0Ll:CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(001336)-(Pf-RU) 
JIHU,eH3HH ,N'g 

Analysis performed according ND/ AuaJIH3 npoBetJ,eH no H.l(: JIIl-.N'2(001336)-(Pr-RU)-090625 
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IV. Total impurities/ 0.1 % Not more than 1.50 % I 
CyMMa np11Mecei1 He 6onee 1,50 % 

7. Microbial purity* / MHI.:po6uoJioru'lecKaH 'IHCTOTa* 

1. Total Aerobic Microbial Less than 10 CFU/g / Not more than 102 CFU/g / 
Count I 06mee q11cno MeHee 10 KOE/r He 6onee 102 KOE/r 
a3po6Hb!X MHKpO-
opraHH3MOB 

ii . Total Combined Yeast and Less than 10 CFU/g / Not more than 101 CFU/g 
mould count / 06mee q11c110 MeHee 10 KOE/r He 6011ee 101 KOE/r 
,!1.pO)K)KeBbIX H nnecHeBbIX 
rpH60B 

.. . 
Pseudomonas aeruginosa Absent in 1 g / Should absent in 1 g / 111. 

0TcyrcTByeT B 1 r 0TCYfCTBHe B 1 r 

IV. Staphylococcus aureus Absent in 1 g / Should absent in 1 g / 
0TcyrcTByeT B 1 r 0TCYfCTBHe B 1 r 

8. Assay / KoJiu'leCTBeuuoe onpei:i::eJieuue 

!
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMeqauue: Tipo,nyKT C00TBeTcTByer rpe6oBaHH51M H.l( 3a1rn 1oqeu11e: O.l(OliPEHO 

P repared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 

TIOllfOTOBnev-ro: ' ogesh ITposepeuo: Pardeep ITposepetto (AOK): person/ O,no6petto: O6ecneqett11e 
Chauhan Kumar Amit Kumar Kaqecrsa/Ornercrnettttoe Jim.J:Q: 

y ~ ~~ _ __{1 U r-1 I L Kuv-vi01(___ 

--<vv1 
!Date / 
:Aa-ra: 14.01.2026 

I Date I 
: Aara: 14.01.2026 I 

Date/ 
Aara: 14.01.2026 

'Date I 
Aara: 

i _c:,---n,~ /OL(, 

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 

I 



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

CEPTH<l>IIKA T AHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

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 
.... .,,., ,.i,,arl,h,~ rl"lm 

Ilpo,11,yKT: Haib® AKrnsreJib (HHMecvmm) reJib ,11,JI.si ttapy)Kttoro rrp11Mettemrn, 1 %, 50 r 

Market/ PLIHOK : Russia / Poccm, 

Batch No./ 
: V260021 

Batch Quantity/ 23500.0 units/ 
PaJMep cep1111 

: 
23500.0 e,IJ,HHHU Cepm1 .N'! 

Analytical Report No./ : 040003251089 
Date of Analysis/ : 14.01.2026 

AuaJIHTH'-leCKHH 0T'-leT .N'! ,LI.am aHaJ111Ja 

Date of Manufacture / 
01/2026 

Date of Expiry / : 12/2027 
,L(aTa np0H3B0,IJ,CTBa 

: 
ro,11,eu ,11,0 

Mfg. License No./ 
IT poHJB0,11,CTBeH uaH : MNB/05/263 MA number: / HoMep PY : Jlll-N2(001336)-(Pf'-RU) 
JIHlleHJHH .N'! 
Analvsis performed according ND/ AHaJIHJ npoBe,11,eu no H,LI.: JIIl-.N'!(001336)-(Pr-RU)-090625 

Nimesulide / 

H11MecyJI11,1J, 

9.97 mg I 9,97 Mr 

(99.7 %) 
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9.0 mg to 11.0 mg of C13H12N2OsS 

(nimesulide) (90.0% to 110.0% of label 

claim) in 1 g of gel / 

OT 9,0 Mr JJ.O 11,0 Mr C13H12N2OsS 

(H11MecyJI11JJ.) (OT 90,0 % JJ.O 110,0 % OT 
HOMHHaJihHOro COJJ.ep)l(aHH.sI) B 1 r rem1 

9. Dimethyl sulfoxide / 
,lI;uMeTHJICYJib~OKCH.D: 

100.2 % 90% to 110% of C2H60S ( dimethyl 
sulfoxide) of label claim / 

OT 90 % ,n:o 110 % C2H60S 
(JJ.11MeT11JlCYJ1hq>OKCHJJ.) OT 
HOMHHaJihHOrO COJJ.ep)l(aHH.sI 

10. Package/ YnaKOBKa 50 g in a laminated aluminum tube 
equipped with tamper-evident 

membrane. Each tube and a patient 

information leaflet in a carton. / no 

50 r B Ty6y 113 Jl3Ml1H11p0BaHHOro 

an10M11mrn:, cua6)KeHHYIO 

MeM6paHOH JJ.JJSI KOHTpOJJSI nepsoro 

BCKphlTH.s!. Ka)KJJ.yJO Ty6y BMeCTe c 

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. / 

no 20 r, 50 r 11n11 100 r B Ty6y 113 

Jl3Ml1HHp0B3HH0rO aJJIOMHHH.sI, 

cttafoKeHHYIO MeM6paHOH }],Jl.s! KOHTpOJJ}I 

nepsoro BCKphlTHSI. Ka)KJJ.yIO Ty6y 

HHCTPYKl..(HeH no MeJI.111..(HHCKOMY BMeCTe C HHCTPYKl..(HeH no 
np11MeHeHJ1IO ITOMeW,aIOT B na'-IKY 

KapTOHHyIO. 

Me}],Hl.(HHCKOMy npHMetteHHIO 

noMew,aIOT B na'-IKY KapTOHHYJO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Op11Me'-laHue: npOJlYKT cooTBeTCTByeT -rpe6oaatt1rnM HJ]. 3aKJilO'-leHue: O,LI.OliPEHO 

I~============::::;-;=====:::::::::::====.;::::::::::::::=====::::::! 
Prepared by I 
IIo,11,roTOBJieHo: Yogesh 

Checked by (AQA) I 
ITposepeHo (AOK): 

Approved by: Quality Assurance/ Authorized 

Chauhan V Checked by I 
Ilposepetto: Pardeep 
Kumar Amit Kumar 

person/ O.no6petto: O6ecne'!em1e 
Ka'!ecrna/OrneTCTBeHHOe JIJ,!U0: 

_ (\Ji---1 \ L \(\JvvJ(_'\ 

~ vv) 
IDate / 
.D;arn: 14.01.2026 

I Date / 
):Carn: 14.01.2026 

Date/ 
LJ;arn: 14.01.2026 

!Date/ 
.D;arn: 

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

CERTIFICATE OF ANALYSIS 
CEPTHwIIKATAHAJilI3A 

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

Tel: +91 98166 56001-02 
..... ·- ,,e ,..,...,.. ., __ ,,-l,-l, 

-Product: Nise Activgel (nimesulide) gel for external use, I %, 50 g 
-- , -

IlpOAYKT: Haih® AKTHBreJJh (HttMecvm1,11:) reJJb AJJH Hapy)l(HOro npttMeHeHttH, 1 %, 50 r 

Market/ PbIHOK : Russia / Pocctt5l 

Batch No./ 
: V260021 

Batch Quantity I 23500.0 units / 
Cepttsi Jfo PaJMep ceptttt 

: 23500.0 e)].HHHU 

Analytical Report No./ 
: 040003251089 

Date of Analysis / 
: 14.01.2026 

AuaJ1HTH'leCKHH 0T'leT .N"2 ,ll.aTa auaJ1ttJa 
Date of Manufacture/ 

01/2026 
Date of Expiry/ 

12/2027 
,LI.an np0H3B0ACTBa 

: 
ro.neu )].0 

: 

Mfg. License No./ 
IlpOH3BOACTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1TT-.N2(001336)-(Pf-RU) 
JlHIJ_eHJHSI .N°! 

Analysis performed according ND / AuaJ1HJ npoBeAeH no Hll: JIIl-.N"2(001336)-(Pr-RU)-090625 
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*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJlh MOmeT OTCYTCTBOBaTh B cepTncl>nKaTe auaJIH3a npOH3B0)].HTeJIH. IlpoH3B0)].HTeJih 
rapauTupyeT Ka'leCTBO npenapaTa no 3THM noKaJaTeJIHM. 

API name (INN)/ HauMenoBauue AwC Nimesulide / HttMecy1rn,11. 
(MHH): 
API manufacturer batch number / NMS/125070680 
HoMep cepuu nponJBo;::i;uTeJIH AwC: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTanu_uu npottJBOJJ;HTeJIH FESA00553 
r.Jiw: 
API Manufactured by & country / Aarti Drugs Ltd., India/ 
IlpOH3B0)J;HTeJib Awe, CTpaua: AapTH ,ll.parc JlT,11.., l1tt,11.m1 

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 ,ll.-p PeMtt'c Jia6opaTopttc JlT)].., 11H)].H5l, I1pOH3B0)].CTBeHHOe 
HauMenoBauue, a;::i;pec, J1nu_enJHH )].JIH 

no)],pa.3)],eJieHtte-6, B11J1J1. KxoJib, Hanarapx Poy)]., EaMH, ,ll.ttcTpHKT 
IlpouJBOACTBenuaH nJiom:a;::i;Ka / CoJiaH, x.rr., 173205, 11H)],H5l (Jlm.(eH3H5l 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 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
1np11MC'-tau11e: TTpo,nyKT cooTBeTcTByeT Tpe6osa1rn11M HA JaKmo'-teutte: O,ll.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Do,nroTOBJJeHo: Y ogesh TTposepeHo: Pardeep TipouepeHo (AOK): person / O,no6peHo: O6ecneY.ett11e 
Chauhan (/ Kumar Amit Kumar Ka•1ecTBa/OTBeTCTBeH 1-JOe Jll1l(O: 

=1---::- ~0 
-1 \j r-ll (__ k:_\) \r'1 (-\ Ye_ 

__ <, v/ 
IDate / I Date/ Date/ !Date/ I ~ -o 1 ,,_ .(CD-l 
:.l(arn: 14.01.2026 : .lJ.aTa: 14.01.2026 )],am: 14.01.2026 )lam: 

Registered Office: 8-2-337, Road No. 3, Ba11jarc1 Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: -19140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



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

CEPTHwlIKATAHAJIB3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 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 ... , ,.! . .., ..I, --- ,~ ---·- -
IlponyKT: Haib® AKnrnreJih (H11Mecvmm) renh nn» ttapy)Kttoro rrp11MeHett11», 1 %, 50 r 

Market/ PblHOK : Russia / Pocc11» 

Batch No./ 
: V260021 

Batch Quantity/ 23500.0 units / 
CepttH .N'2 PaJMep ceptttt 

: 
23500.0 e)],HHMU 

Analytical Report No./ 
: 040003251089 

Date of Analysis/ 
: 14.01.2026 

AHaJlMTH'feCKMH 0TlfeT .N'!! )].aTa attaJ1M3a 

Date of Manufacture / 
01/2026 

Date of Expiry/ 
12/2027 

)].aTa npOM3B0,!lCTBa 
: 

ro,!leH ,[{0 
: 

Mfg. License No./ 
flpOM3B0,!lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITT-.N2(001336)-(Pf-RU) 
JlMUeHJMH .N'!! 
Analvsis performed according ND/ AnaJ1M3 nposelleH no H)].: JIIl-.N'2(001336)-(Pr-RU)-090625 
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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». 

3aKJIIoqeHHe O COOTBeTCTBHH: «HacT051lll;JIM 51 IIOJJ:TBep)K,n:aIO, "ITO rrp1rne,n:eHHa51 BbIIIIe HHq>OpMaIIH51 51BJrneTC51 

,[(OCTOBepHOH H TOl:JHOH. 3m cepH51 rrpo,n:yKIIHH rrpOH3Be,n:eHa (BKJI1oqa51 yrraKOBKY (MapKHpOBKy) H KOHTpOJib 

Ka<:recTBa) Ha BbIIIIeyKa3aHHOH rrpOH3B0,[(CTBeHHOH IUIOIIIa,n:Ke (rrnoIIIa,n:Kax) B IIOJIHOM COOTBeTCTBHH c 

Tpe6oBaHH51MH ITpaBHJI Ha,n:Jie)KaIIIeH rrpOH3B0,[(CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHqecKoro COI03a H 

Tpe6oBaHH51MH KOHTpom Kal:JeCTBa JieKapcTBeHHbIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBHH co crreIIHq>HKaIIH51MH, 

co,n:ep)KaIIIHMHC51 B perHCTpaIIHOHHOM ,n:ocbe CTpaHbI-HMIIOpTepa. 3arrHCH ITO rrpOH3B0.lJ:CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHbI, H ycTaHOBJieHO MX COOTBeTCTBHe Tpe6oBaHH51M ITpaBHJI Ha,n:Jie)KaIIIeH rrpOH3B0.lJ:CTBeHHOH rrpaKTHKH 

EBpa3HHCKoro 3KOHOMH1:JecKoro coio3a». 
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