Dr.Reddy’s ‘g‘.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. 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 %
IMpoayxr: Haii3® AkTuBrens (HUMECYJIH) reb 11 HapyKHOro npumenenus, 1 %

Market / PoiHok

: Russia / Poccus

Batch No. / . V260381 Batch Quantity / . 23431.000 units /

Cepust Ne ’ Pasmep cepuu " 23431.000 enuHuL
Analytical Repovrt No./ . 040003412329 Date of Analysis / . 30.05.2026
AHaTUTHYECKHIT 0THeT Ne JlaTa aHanu3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npon3eogcTea I"'open o 7

Mfg. License No. /

IIpousBoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"™-RU)
JIMUEeH3Ust Ne

Analysis performed according ND / Ananus nposeaen no HJI: JITT-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHO!H YIaKOBKH yTBepxkaeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpHYHO#l YHAKOBKH YTBep:KAeHbI: 25.10.2022
PIL approved: / UMII yrBepsaen: 25.10.2022

Page1of 7/Crp.1u37

No/
Ne

Test / ITokazarenn

Result / PesyabTar

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OHOPOAHBIN NPO3pPaYHBIii resb
On1eIHO-KEeNTOro LBEeTa ¢
XapaKTepHBIM 3allaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHopoaHsIH NpoO3pauHblii reab  OT
OecLiBETHOrO A0 6JIeIHO-KEATOro LBETa
C XapaKTepHbIM 3a11aXxoM

2. Identification / Uaenrnduranus

Remarks : The Product confirms to ND/
Tpumeuanue: [poaykt coorsercTByer Tpebosanuam HJI

Conclusion : APPROVED /
Zakmouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarotoBaeHo: 7 [TpoeepeHo: Pravesh IMposepeno (AOK): Ajay | person/ Onobpero: Obecneyenue
Yogesh Chauhan / - Rana Kumar Srivastava kauecTBa/OTBETCTBEHHOE NHLO:
i ) BN SHIUAN |
Date / Date / Date / Date / .‘ (O% () /‘o
Jara: 30.05.2026 Jara: 30.05.2026 Jara: 30.05.2026 Jlara: Moo N0
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, TeianganMa & 7

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. 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 %
Hpoaykr: Haiizs® AxTuBrenb (HUMECYNHA) reib JUl HapYXKHOTO NpuMeHenus, 1 %

Market / PoiHoK : Russia / Poccus

Batch No. / . V260381 Batch Quantity / . 23431.000 units /

Cepust Ne ) Pasmep cepuu * 23431.000 equnumi
Analytical Repourt No. / . 040003412329 Date of Analysis / . 30.05.2026
AHanuTHuyeckuii oTyeT No Jata ananuza

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JaTa npousBoacTea TogeHn no

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
auueH3us Ne

Analysis performed according ND / Anasnu3 npoBegen no HJI: JITI-Ne(001336)-(PT-RU)-090625
Artworks of primary package approved: / MakeTbl nepBH4HO#i YNaKOBKY YyTBepxKAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpUUHOIl yIaKOBKH YyTBepxaeHbl: 25.10.2022
PIL approved: / UMII yTeepaaen: 25.10.2022
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HPLC / BOJXXX

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. / Bpems yzaep)kuBaHMs
OCHOBHOT'O nuKa Ha
XpomaTorpamMmme UCIIBITYEMOTO
pacTBopa COOTBETCTBYET BPEMEHU

yIOep>KUBaHHUSA OCHOBHOIO IHKa Ha
XpoMarorpamme pacTBOpa
CTaHAapTHOrO obpasua
HUMeCYITH/a.

The retention time of the main peak in
the chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpems yneprxuBanus
OCHOBHOrO TMHMKa Ha XpoMaTorpamme

UCTIBITYEMOrO  pacTBOpa  JOJKHO
COOTBETCTBOBAThH BPEMEHHU
YACPKMBaHHMS OCHOBHOIO IMKa Ha
XpOMaTorpaMmme pacTBOpa
craHfapTtHoro ofpasla HUMecylIuaa
(paznen «KonnuecTseHHoe
OnpeeNieHHE»).

UV spectrophotometry / Y @-
cnexmpogomomempus

UV absorption spectrum of the test
solution has absorption maximum at

39745 nm. / Y®-cnektp
TIOTJIOIEHHS UCIIBITYEMOTO
pacTBopa  HMEET  MAaKCHMyM

nornoueHus npu 397+5 Hm.

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm. / V®-cnektp
NOIJIOLEHUS. HMCOBITYEMOro PacTBOpa
JIOJDKEH MMETh MakCUMYM [MOTJIOILECHHUS
npu 397+5 HM.

Remarks : The Product confirms to ND/

Ilpumeuanue: [IpoxykT cooTBeTCTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
Jakmawuyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarotorneHo: I[Tposepeno: Pravesh [Tporepeno (AOK): Ajay | person/ Onobpeno: ObecneueHue
Yogesh Chauhan / Rana Kumar Srivastava kadyecTBa/OTBETCTBEHHOE JIULIO:
v Ay SNUAMY,
| Date / Date / Date / i Date / U//U @>
Jlara: 30.05.2026 Jara: 30.05.2026 Jata: 30.05.2026 Hata: m A Q%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, tndia
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +491 98166 56001-02
www.drreddys.com

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
TMpoaykr: Haii3® Axrupresnb (HUMECYIH) resib JUI HApYXKHOTO npumMeHeHus, 1 %

Market / Poinok : Russia / Poccust

Batch No. / . V260381 Batch Quantity / . 23431.000 units /

Cepusi Ne ) Pa3smep cepun " 23431.000 equnnn
Analytical Repourt No. / . 040003412329 Date of Analysis / . 30.05.2026
AHaJIUTHYeCKHUH oT4yeT No Jarta ananusa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jara npousBoacTsa Togen no

Mfg. License No. /

Ilpous3BoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
Juuen3ns Ne

Analysis performed according ND / Ananu3 nposenen mo HJ: JITT-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl NepBHYHON YNIAaKOBKM YTBepxAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpHYHOi1 YIAKOBKH yTBepxaeHbI: 25.10.2022

PIL approved: / UMII yreepauien: 25.10.2022
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3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cootBeTcTBHM
Macca cogepKuMOro ¢ Tpebopanusmu ['® PO
YHAKOBKH

4. | pH 3.2 2.5t04.5/012,5004,5

5. | Viscosity / Baskoctn

978.1 centipoise /
978,1 canTumyas

400 to 1,200 centipoise /
Ot 400 no 1200 cantumnyas

6. | Impurities / Ilpumecu

i. | Impurity C/ _ Not more than 0.50 % /
[Ipumecs C Not detected / He oOHapyxeHa He 6onee 0,50 %
it. | Impurity D/ Not detected / ne oOHapyxeHa Not more than 0.50 % /
[Tpumecsy D He 6onee 0,50 %
iii. | Any other impurity / 0.08 % Not more than 0.50 % /
Jlrobas apyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.1 % Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [poaykr coorercTByeT Tpedosanusm HJL 3akmouenue: OJJOGPEHO ,
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToAroToBaEHO: / TIposepeHo: Pravesh IMposepeno (AOK): Ajay | person/ Onobpeno: Obecniedenue
Yogesh Chauhan Rana Kumar Srivastava kadecTBa/OTBETCTBEHHOE JIMLIO:
' =
Date / Date / Date / Date / S
Jara: 30.05.2026 Jara: 30.05.2026 Jara: 30.05.2026 Jara: ( éQJ", ; & (O'—j (2?’(’
Registéred Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, Inth = =

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. 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 %
[Mpoaykr: Haiiz® AxTusrenb (HUMeCYNHI) reb Ui HApYKHOIO npumeHerns, 1 %

Market / PoiHok : Russia / Poccus

Batch No. / . V260381 Batch Quantity / . 23431.000 units /

Cepuist Ne ) Pasmep cepun ° 23431.000 enynun
Analytical Repourt No./ . 040003412329 Date of Analysis / . 30.05.2026
AHaNNTHYEeCKH il 0TUeT Ne JlaTa aHasim3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npon3BoacTBa I'open 10

Mfg. License No. /

IIpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Jinuensns No

Analysis performed according ND / Ananu3s npogeaen mo HJI: JITI-Ne(001336)-(PI™-RU)-090625
Artworks of primary package approved: / MakeTbl nepBH4HO#i YNaKOBKH YTBepkAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPUYHOI YIaKOBKH YTBep:kAeHbl: 25.10.2022

PIL approved: / UMII yrBepxaen: 25.10.2022
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Ts

Microbial purity* / MukrpoGuosiornyeckas yncrora*

i. | Total Aerobic Microbial Count /
Ob6wyee yncno a3poOHBIX MUKpPO-
OpraHu3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 10? CFU/g /
He 6onee 10> KOE/r

ii. | Total Combined Yeast and
mould count / Ob1uee uucso
JPOMOKEBBIX H TUIECHEBBIX
rpuboB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than
He 6onee 10! KOE/r

10" CFU/g

/

iii. | Pseudomonas aeruginosa

Absentinl g/
OtcyrerByerB 1 1

Should absent in 1 g/
OtcyrcTRue B 1 r

iv. | Staphylococcus aureus

Absentinl g/
OtcyterByeTB 1 T

Should absent in 1 g/
OtcyrctBue B 1 1

8. | Assay/KosndecTBeHHOE ONpec/ieHHe

Nimesulide /
Humecynun

9.7mg/9.7 mr
(96.7 %)

9.0 mg to 11.0 mg of Ci3H2N>0sS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 MTI 10 11,0 mr C13H12N2058
(aumecynun) (ot 90,0 % 0o 110,0 % ot
HOMHUHAJIBHOTO cojiepxkaHus) B 1 r rens

Remarks : The Product confirms to ND/

IMpumeuanne: [pouykT cootBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoxgroroenexo: . [Tposepeno: Pravesh [Mposepeno (AOK): Ajay | person/ Onobpeno: Obecneyenne
Yogesh Chauhan Rana Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIUILO:
S 4 Py QMM
Date / Date / Date / Date / l ) 4
Jlara: 30.05.2026 Jlara: 30.05.2026 Jara: 30.05.2026 Jara: QLL i @(OZQXD
4

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Inds
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com

o




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khof, 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 %
IMpoayxTt: Haiis® AktuBresib (HUMECYIUA) refib AN HAPY)KHOTO npuMeHeHust, 1 %

Market / PoiHok : Russia / Poccus

Batch No. / . V260381 Batch Quantity / . 23431.000 units /

Cepusi No ) Pasmep cepun " 23431.000 epunny
Analytical Report No. / . 040003412329 Date of Analysis / . 30.05.2026
AHaJuTHYEeCKHH oTueT Ne JlaTa anaiunsa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npousBoacTBa T'open no

Mfg. License No. /

IIpousBoacTBeHHasi : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI™-RU)
JnueH3ust Ne

Analysis performed according ND / Ananus nposenen mo HJI: JITI-Ne(001336)-(PT-RU)-090625
Artworks of primary package approved: / MakeThl nepBHYHOI1 YNaKOBKH yTBepxaeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi YIaKOBKH yTBepxaeHbI: 25.10.2022
PIL approved: / UMII yrBepaxkaen: 25.10.2022
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9. | Dimethyl sulfoxide / 99.6 % 90% to 110% of C;HsOS (dimethyl
JAumeTHiIcyabgoken sulfoxide) of label claim /
Ot1 90 % no 110 % C;HsOS
(mumeTnncynsdoxcun) ot
HOMHHAJIBHOIO COJIePIKaHUA
10. |[Package / YnakoBka 50 g in a laminated aluminum tube | 20 g, 50 g or 100 g in a laminated
equipped with tamper-evident | aluminum tube equipped with tamper-
membrane. Each tube and a patient | evident membrane. Each tube and a
information leaflet in a carton. / [To | patient information leaflet in a carton. /
50 r B TyOy m3 namunupoBasdoro | [To 20 r, 50 r unu 100 r B TYOY U3
ATOMHHUS, CHa0XEeHHYIO | JIJAMHHWPOBAHHOT'O ATFOMHUHHUS,
MeMOpaHOi 111 KOHTPOJIA MepBoro | cHabxeHHY0 MeMOpaHOH /Ui KOHTPOJIS
BckpeITHs. Kaxkayro TyOy BMecte ¢ | nepBoro  BeKpeITHS.  Kaxnaywo TyOy
MHCTPYKLIMEH MO MEIULIMHCKOMY | BMecCTe c MHCTPYKLHek 1o
NPUMEHEHHIO MOMEIAIOT B MavyKy | MEOULIMHCKOMY NPUMEHEHHUIO
KapTOHHYIO. NIOMEIIAIOT B MTAYKY KAPTOHHYIO.
11 |Labeling / MapkupoBka Complies / CooTBeTCTBYET In accordance with the approved artwork
(see Section 1.3.2 of Module 1 of DMF).
/ B COOTBETCTBMM C YTBEpP)KICHHBIM
MakeToM (cM. paszgen 1.3.2 momynsa 1
PerucTpalMoOHHOTO JOChE).

Remarks : The Product confirms to ND/

Ipumeuanue: [Iponykt cooTeTcTBYET TpeboBaHUsM HJJ

Conclusion : APPROVED /
3akawdenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarorosneHo: _ [posepeno: Pravesh [Tporepeno (AOK): Ajay | person/Opobpeno: Obecneyenue
Yogesh Chauhan Rana Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIUIIO:
y hy Sl
s
Date / Date / Date / Date /
Jata: 30.05.2026 Jata: 30.05.2026 Jlata: 30.05.2026 Jlata: @ K}@ P ? 8

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

A

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

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

Tel ; +91 98166 56001-02

www.drreddys.com

CEPTUO®UKAT AHAJIM3A

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
Ipoaykr: Haii3® AxTHBreab (HUMECYJIUI) Ielib 1JIsl HAPY>KHOTO NpuMeHeHus, 1 %

Market / Poinox : Russia / Poccus

Batch No. / . V260381 Batch Quantity / . 23431.000 units /
Cepus No ’ Pasmep cepun © 23431.000 eaunuig
Analytical Repourt No./ . 040003412329 Date of Analysis / . 30.05.2026
AHanuTuyeckuii oTuet Ne Harta ananusa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npousBoacTBa Toaen no

Mfg. License No. /
ITpousBoacTBeHHas : MNB/05/263
JIeH3ust No

MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)

Analysis performed according ND / Ananu3s nposenen mo HJI: JITI-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHOIf YIaKOBKH yTBep:kAeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPUYHOIl YIAKOBKH YTBepKAeHbI: 25.10.2022

PIL approved: / UMII yreepaaen: 25.10.2022
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12 |Storage / Xpanenue Store below 25 °C. Do not freeze. / [Ipu Temneparype He Boiiue 25 °C. He
3aMOpPaKUBaTh.
13 | Shelf-life (storage period) / 2 years. / 2 ropia.
Cpoxk rogHocTH (XpaHeHusl)

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*TTokazaTeb MOXKET OTCYTCTBOBATH B cepTHdHKATe aHANN3a npousBoauTes. [IpousBoaurens
rapaHTHPYET KAYeCTBO Mpenapara Mo 3THM [0Ka3aTeJIsIM.

API name (INN) / Haumenopanue ADC
(MHH):

Nimesulide / Humecynug

API manufacturer batch number /

Homep cepuu npouzpogurens ADC: INE/1 26020153
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHU TPOM3BOAUTENA FETA00129

TJIP:

API Manufactured by, address & country /
IIpoussoautens ADC, aapec u cTpaHa:

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal.
Palghar, Dist. Thane, 401506, Maharashtra State, India /
Aaptu [parc JIta., Yuactok Ne N-198, MIDC, Tapanyp, boucap,
Tan. [Tanrxap, Jluctpukt Txane 401506, Maxapaurpa, Uuaus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeyanue: Tlpoaykt cooTBeTcTBYET TpeboaHusm HI 3akiwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroToBieHO: / [TposepeHo: Pravesh [Mporepeno (AOK): Ajay | person/ OnobpeHo: ObecneueHue
Yogesh Chauhan / Rana Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULIO:
%f / ,DD\J, Sinub Mr}
"/ : W) \>/ d
Date / Date / Date / Date / @' T D
JHata: 30.05.2026 Jlata: 30.05.2026 Hara: 30.05.2026 JlaTta: @O W%
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India =

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

CIN: L85195AP1984PLC004507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.
/ °o@® Formulation Unit-6
Dr. Reddy S I-’ Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIN34 ~ WWw.drreddys.com

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
IpoaykT: Haiiz® AxTHBrens (HUMeCyIM) renb Ajs HAPY)KHOTO IpuMeHeHust, 1 %

Market / PoiHok : Russia / Poccus

Batch No. / . V260381 Batch Quantity / . 23431.000 units /

Cepust Ne ) Pasmep cepun " 23431.000 enunmig
Analytical Repourt No./ . 040003412329 Date of Analysis / . 30.05.2026
AHaJIuTHYecKHUii oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jlata npou3BoacTBa T'open no

Mfg. License No. /

IIponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIHIEeH3Us Ne

Analysis performed according ND / Auanu3 nposenen no HJI: JITI-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl NnepBHYHOI YNIaKOBKH YTBepkAeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpHYHOI yNAaKOBKH yTBepxkaeHbl: 25.10.2022
PIL approved: / UMII yrrepaxkaen: 25.10.2022

Page 70f7/Crp. T3 7

Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vill. Khol,

Name% a(:dr ess, zf;lﬂ/“glzattloln 1:0 /f(ll{ . FP, " Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
manufacturing site / Control site / Release site MNB/05/263) /

/
Hanmeuosa}me, aapec, JUNEH3IUA AJIA

H-p Pennu’c JlaGopartopuc Jlta., [IpouzeoacteeHHoe
TTDOH3BOICT omanKa / noapasaenenue-6, Bumnampk Kxone, Hanarapx Poyn, bagnu, Conan
POMBOCTRERERL IO Juctpukr, X.I1. 173205, Uuaus (Jluuensus Ne 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».
3ak/04enne 0 cO0TBeTcTBUH: «HacTosAmuM st TOATBEPIKIAI0, UTO IPUBEICHHAS BBIIIe MHDOpMAaLUs SBIISETCS
JIOCTOBEPHOM M TOYHOM. DTa cepus NMPOAYKIUY ITpou3BeeHa (BKIOYAs YMAaKOBKY (MapKUPOBKY) U KOHTPOJb
KAa4yecTBa) Ha BEHINICYKA3aHHON MPOM3BOACTBEHHOW IUTOUIaAKe (IUIOIIAajKaX) B TIOJHOM COOTBETCTBHH C
TpeGoBanusMu [IpaBuI Ha/uTeKaleH IPOU3BOJCTBEHHON NPAKTUKH EBpasuiickoro skoHoMHuYeckoro coro3a (Ne
GMP/EAEU/RU/02329-2025 ot 19 centsabps 2025 r.) u TpeGoBaHUSAMU KOHTPOJIS KadecTBa JIEKApCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBHHU CO CIECHU(PUKAIMAMHE, COAECPXKALIUMICS B PETHCTPAIIMOHHOM JIOChE CTPAHBI-
HUMITOpPTEpa. 3alucH [0 MPOU3BOJCTBY, YIAKOBKE W AHAIN3y IIPOBEPEHBI, M YCTAHOBICHO HUX COOTBETCTBUE
TpeboBanusM [IpaBuir Hajexanieil mpou3BOACTBEHHOM MpakTHKU EBpasHiicKoro 5KOHOMHUYECKOTO COK03aY.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Mpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJT 3akawuenue: OJIOBPEHO

Prepared by / ) Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarotoBneHo: IIpoBepeHo: Pravesh Mposepeno (AOK): Ajay | person/ OnobpeHo: Obecneuenue
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