Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, iNDIA

CEPTHO®UKAT AHAJIM3A Tel : +91 98166 56001-02

wyvsw drreddys com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykr: Haiiz® AktuBrens (HUMeCYaUa) refb JUls HAPYXKHOTO puMeHeHus, 1 %, 20 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V260050 Batch Quantity / . 59,000 units /

Cepus No Pasmep cepun 59,000 eaunniy
Analytical Repovrt No. / . 040003260055 Date of Analysis / . 27.01.2026
AHaanTuyeckuii oruer No JlaTa ananausa

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

Jlata npousBoacTea TIogen po

Mfg. License No. /

IlpousBoacTBEeHHAN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JILeH3Hs1 Ne

Analysis performed according ND / Ananu3s nposeaen no HJI; JIIT-Ne(001336)-(PI'-RU)-090625

Pagelof 6/ Crp.1u3 6

o/ . .
iﬂ Test / [Toka3zaresnn Result / PesyabTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to pale-
yellow gel with characteristic odor / yellow gel with characteristic odor /
OnHOPOHBINA MPO3pauHbIi Tefb OmHOPOMHRIA  MpO3pauHbBlii  resb  OT
61eIHO-XKEJITOrO IBETA C OecLBETHOTO N0 OJIEAHO-XKENTOTO UBETA C
| XapaKTEepHBIM 3aI1axoM XapaKTepHBIM 3aMaXxoM
2, Identification / Unentndukauus
HPLC / BoXX | The retention time of the main peak in | The retention time of the main peak in the

the chromatogram of test solution | chromatogram of test solution should
corresponds to the retention time of the | correspond to the retention time of the main
main peak in the chromatogram of | peak in the chromatogram of nimesulide
nimesulide reference standard solution. | reference standard solution (section Assay). /
/ Bpemsa ynepxuBaHUS OCHOBHOTO | Bpems yaepxuBaHus OCHOBHOTO IHKA Ha
TNHKa Ha XpoMaTorpamMMe HCIILITYEMOTO | XpOMarorpamMMe MCIBITYEMOro  pacTBOpa
pacTBOpa  COOTBETCTBYET
YIEPXXMBAHUs OCHOBHOIO [MKAa Ha | YIEP)KUBAHHS  OCHOBHOIO  [HMKa  Ha
XpoMarorpamme
CTaHAapTHOro obpasiia HUMeCyJIHa. obpasua HUMECYJIHAA (paszmen

BPEMEHU | JOJDKHO COOTBETCTBOBATh BpEeMEHH
pacTBopa | XpoMaTorpamMMe pacTBOpa CTaHAAPTHOTO

«Konn4ecTBeHHOE ONPECIEHUE).

Remarks : The Product confirms to ND/

[Tpumeuanue: IlpoaykT cooTBeTCTBYET TpeOoBaHusM HJJ

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / Checked by /
[TonrotosieHo: [Tposepeno:Pardeep
Ramakant ﬁ' Kumar

Checked by (AQA) /
[Tposepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnevenue kayecTBa/OTBETCTBEHHOE

JTHLIO: ¢ J)
A%

Date / Date /
Hara: 27.01.2026 JHara: 27.01.2026

Date /
JMara: 27.01.2026

Date /
Jara: 3 Fo) 2016

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4300 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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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

AALALAAL r’.rrpdd\rm com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
MpoaykT: Haiizs® Axrusrenb (HUMeCYJIU) redib I HapYKHOro npumeHenus, 1 %, 20 r

Market / Pbinok : Russia / Poccus

Batch No./ . V260050 Batch Quantity / . 59,000 units /
Cepus Ne i Pasmep cepuu 59,000 enuHnL
Analytical Repo:‘t No./ . 040003260055 Date of Analysis / . 27.01.2026
AHaJanTuyeckuii otyet No JlaTa aHanu3a

Date of Manufacture / . 01/2026 Date of Expiry / . 122027

JlaTta npou3BOACTBA TI'ogen ao

Mfg. License No. /
ITpoussoacTBeHHAs
JuneH3us Ne

: MNB/05/263

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

Analysis performed according ND / Anaans npoeenes no HJ: JITI-Ne(001336)-(PI'-RU)-090625

Page2 of 6/ Crp.2 13 6

UV spectrophotometry / Y ®-

UV absorption spectrum of the test

UV absorption spectrum of the test solution

cnexmpo@omomempus solution has absorption maximum at | should have absorption maximum at
39745 nm. / V@-cnektp nornowenusd | 397+5nm. / VY®-cnekTp MOTJIOIEHHUS
MCTILITYEMOTO pacTBOpa HMEET | UCHLITYEMOTO pacTBOpa MNODKEH HMEThb
MaKCUMYM MOTIOILEHUA npHu | MakCUMYyM MorjolieHus npu 39745 Hm.
39745 HMm.
3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cootBeTcTBUM C
Macca conepxkuMoro TpeboBanusimMu [ ' PO
yIaKOBKH
4. pH 3.31 2.5t04.5/012,51004,5
5. | Viscosity / BaskocTh 971.8 centipoise/ 971.8 canTunyas 400 to 1,200 centipoise /
Ot 400 no 1200 cantumyas
6. | Impurities / IIpumecu
; N Not more than 0.50 % /
. mpurity o
1. Tpumecs C Not detected / e oOHapyxeHa Mot
Not more than 0.50 % /
I ‘D / He Gonee 0,50 %
i mpurity Not detected / He 0OHapyxeHa
[Tpumecs D

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ipoaykr coorBeTcTBYeT Tpebopanuam HJL 3akmouenne: OIOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonrororneHo: [Tpoeepeno:Pardeep [Mposepeno (AOK): ||Onobpeno: ObecneueHue kauectBa/OTBETCTBEHHOE
Ramakant Kumar Amit Kumar NHUO:
&‘ 1 s /—7 ¢ .

% &= /\ — X 2\ /
Date / Date / Date / Date /
Tara: 27.01.2026  ||Mara: 27.01.2026 Tata: 27.01.2026  ||[Tara: QLA 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Vil 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 %, 20 g
Mpoaykt: Haii3® AkTuBrenb (HUMECYNUA) relib U1 HAPY)KHOIo npuMeHeHus, 1 %, 20 r

Market / Poinok : Russia / Poccust

Batch No./ . Batch Quantity / . 59,000 units /

Cepusa Ne R VIRIS0 Pa3mep cepuu © 59,000 exunun
Analytical Repo“rt No./ - 040003260055 Date of Analysis / . 27.01.2026
AHaJIUTHYEeCKHIf oTueT Ne JlaTa ananu3a

Date of Manufacture / . 01/2026 Date of Expiry / . 122027

Jlata npousBoJacTBa T'opeH a0

Mfg. License No. /

IIpousBoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3usn Ne

Analysis performed according ND / Ananns nposegen nmo H/I: JITI-Ne(001336)-(PI'-RU)-090625

Page 3 of 6 / CTp.3 u3 6

iii. | Any other impurity /
Jlrobas apyras mpuMech

0.03%

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

iv. | Total impurities /
Cymma nipumeceit

0.035 %

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

7. | Microbial purity* / Mukpo6nosoruyeckasi yucTora*

i. | Total Aerobic Microbial Count
/ Of1uee Yuceno aspoOHbIX
MUKPOOPraHU3MOB

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

Not more than 102 CFU/g /
He 6osee 102 KOE/r

it. | Total Combined Yeast and
mould count / O61iee yncio
JPOXOKEBBIX U MNECHEBBIX
rpnooB

iil. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

Absentin 1 g/
OrcytctByerB 1 T

Absentin 1 g/
OtcyrcTByeT B 1 T

Not more than
He 6onee 10! KOE/r

10' CFU/g

Should absentin 1 g/
OtcyTtcTBHE B 1 T

Should absentin 1 g/
OtcyrcTBUE B 1 T

8. | Assay/Konan4ecTBeHHOE onpeeaeHne

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

IIpumeuanue: ITpoaykr coorBeTcTBYeT TpeboBanuam HJ{ 3axnwoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: [Tposepeno:Pardeep ITposepeno (AOK): ||OnobpeHo: ObecneueHue kauectBa/OTBETCTBEHHOE
Ramakant &_ Kumar Amit Kumar 5 TTALLO: - J\,O)\D

Date / Date / Date / |[Date /

Hara: 27.01.2026 Hara: 27.01.2026 Hara: 27.01.2026 Jara: 219> J— 20 26

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

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

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykt: Haiiz3® AkTHBrens (HUMECYNUA) refb A8 Hapy>KHoro npuMenenus, 1 %, 20 r

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 59,000 units /

Cepus Ne : V260050 Pasmep cepun 59,000 envHun
Analytical Repovrt No./ . 040003260055 Date of Analysis / . 97.01.2026
AHAJIMTHUYECKHUIT oTueT Ne Jara anasinza

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JarTa npousBoacTBa Togen go

Mfg. License No. /

IIpou3BoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JnueH3ns Ne

Analysis performed according ND / Ananu3s npoBeaed no HJ/I: JIII-Ne(001336)-(PI'™-RU)-090625

Page4 of 6 / Crp. 4 u3 6

Nimesulide /
Humecynun

10.05 mg / 10.05 mr
(100.5 %)

9.0 mg to 11.0 mg of Ci3H;2N,0sS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 Mr g0 11,0 mr C13H;2N20sS
(aumecynn) (ot 90,0 % mo 110,0 % ot
HOMWHAJIBHOTO cofepkaHus) B 1 r reis

9. | Dimethyl sulfoxide /
Jumerniicyabdoxenn

101.2 %

90% to 110% of C2HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % nmo 110 % C,HsOS
(nuMeTHICyNbOKCHI) OT HOMUHAITLHOTO
cofiepKaHus

10. | Package / YnakoBka

20 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo 20
r B Ty0y U3 JIAMHHUPOBAHHOTO
ATIOMUHUS, CHabXEHHYI0 MeMOpaHOii
IUII  KOHTPOJISA MEpPBOr0 BCKPBITHSL.
Kaxayio TyOy BMECTE C UHCTPYKLHEH
N0 MEIMILHHCKOMY MPUMEHEHHIO

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 uin 100 r B TyOy U3 NaMUHHPOBAHHOIO
AMOMUHUSA, CHaOXEHHYI MeMOpaHOW s
KOHTPOJIS ITIEPBOTO BCKpbITHA. Kaxknyro TyGy
BMECTE C MHCTPYKUHeH M0 MeIULMHCKOMY
NPUMEHEHHIO  MOMEIalT B MNauKy

IIOMEILAIOT B 14Ky KAPTOHHYIO.

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.
*[loka3aTe/lb MOXKeT OTCYTCTBOBAThL B cepTHdUKATe aHAMuU3a npousBoauTes. [IpousBoauTens rapanTupyer
KauecTBO Mpenapara 1o 3TUM MoKa3aTeJIsIM.

Remarks : The Product confirms to ND/
Mpusmeuanne: [poaykT cooTsercreyeT Tpebosanusam HJT

Conclusion : APPROVED /
3axmovenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroToBneHo: [porepeHno:Pardeep [Mpoeepeno (AOK): [|Opobpeno: Obecnieuenne kauecTBa/OTBETCTBEHHOE
Ramakant JLX‘ Kumar Amit Kumai/\ JINLIO: )}S)

d
Date / Date / Date / Date /
Tlata: 27.01.2026  ||[Tata: 27.01.2026 Jlara: 27.01.2026 _||dara; ) IY—>i— 2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




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
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Dr.Reddy’s e
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IlpoaykT: Haiis® AkruBrens (HUMeCyaun) rejib Ul HapyKHOrO NpuMeHenus, 1 %, 20 r

Market / PbiHok : Russia / Poccus

Batch No. / X Batch Quantity / . 59,000 units /

Cepust Ne 3 V260050 Paszmep cepuu © 59,000 equHML
Analytical Repovrt No./ . 040003260055 Date of Analysis / . 27.01.2026
AHaauTHYecKHii oTueT No Jara aHanusa

Date of Manufacture / . 01/2026 Date of Expiry / . 122027

JaTa npousBoacTBa Togen oo

Mfg. License No. /

IlpousBoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JI1-Ne(001336)-(PI™-RU)
JUUeH3us Ne

Analysis performed aécording ND / Ananus nposeaen no HJI: JITT-Ne(001336)-(PT-RU)-090625
Page Sof 6/ CTp. Su3 6

API name (INN) / Haumenosaune A®C
(MHH):
API manufacturer batch number /

Nimesulide / Humecynun

Howmep cepnn npouseoautenst AQC: BMSI23080767
FP Manufacturer API Batch number /
Howmep cepuu cyGecTaHUMH NPOU3BOAUTESA FESA00556

I'Jd:
API Manufactured by & country /
IIpousBoanteabr APC, cTpana:

Aarti Drugs Ltd., India /
Aaptu Jlparc JItn., Uuaus
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
MNB/05/263) /
J-p Pennu’c Jlaboparopuc Jita., nnus, [TpoussoacTeeHHOE
noapazaenenne-6, Bumn. Kxons, Hanarapx Poyn, banau, uctpuxt Conan,
X.I1., 173205, Mnaus (JIuuensus Ne MNB/05/263)

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHMe, ajipec, THLEH3UsT QIS
ITpou3BoAcTBEHHASsI IJIOIAAKA /

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».

3akJoueHne 0 co0TBeTCTBUH: «HacToAMM A MOATBEPKAl0, UTO IPUBEJECHHAs BbIle HHGOPMaLKS SBIACTCA NOCTOBEPHOM U
TOYHOM. DTa cepus NMPOAYKLUUU MpoW3BeldeHa (BKNOUas YNnakoBky (MapKHpPOBKY) M KOHTPOJb KauyecTBa) Ha BbILIEYKa3aHHOM
NIPOM3BOACTBCHHOMN MIIOLIAKe (TUI0MIAAKAX) B TOJHOM COOTBETCTBUH ¢ TpeboBaHusME [IpaBun Hanexamei Npou3BOACTBEHHOM
NpakTUKK EBpasuiickoro 3K0HOMHYECKOro coro3a U TpeOOoBaHMAMU KOHTPOJIS KauyecTBa JIEKAPCTBEHHBIX CPEJICTB, a TaKkKe B
COOTBETCTBHH €O creudpuKanyuamMu, CONEPKALIUMHUCS B pETHCTPALIMOHHOM JOChE CTPaHbI-MMIIOpTEpa. 3aKCH TI0 IPOU3BOJCTBY,

Remarks : The Pro;i:ct confirms to ND/

Ipumeuanue: [Npoaykr coorsercTByeT TpedopaHusam HJT

Conclusion : APPROVED /
3akmiouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IToaroToBneHo: [Tposepeno:Pardeep [Tposepeno (AOK): [|Onobpeno: Obecneuenue kauecTpa/OTBETCTBEHHOE
Ramakant \— Kumar Amit Kumar JIULIO: o N

- o o :
Date / Date / [Date/ Date / .,
Jlata: 27.01.2026  ||MTara: 27.01.2026 Tlata: 27.01.2026  ||/lara: 23—oyr2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykr: Haiizs® Axrusrens (HuMecynua) resis oJisi HapyKHoro npumesenus, 1 %, 20 r

|Market / Poinok : Russia / Poccus

Batch No. / . V260050 Batch Quantity / . 59,000 units /
Cepust Ne Paszmep cepun 59,000 enunuL
Analytical Repourt No./ . 040003260055 Date of Analysis / . 27.01.2026
AHanuTH4ecKHuii oTyeT No - Harta ananuza

Date of Manufacture / . 01/2026 Date of Expiry / 12/2027

JlaTa npousgoacTBa Tomen g0

Mfg. License No. /
IIpousBoacTBeHHAs
JuneH3us Ne

: MNB/05/263

MA number: / Homep PY

+ JIM-Ne(001336)-(PT-RU)

Analysis performed according ND / Ananu3 npogegex mo HJI: JITI-Ne(001336)-(PT"-RU)-090625

Page 6 of 6 / Ctp. 6 u3 6

YIaKOBKE M aHajlu3y TNMPOBEpPEeHbl, U YCTAHOBIEHO MX COOTBETCTBHE TpeboBaHuaM IlpaBun Haaexalueil NpoU3BOACTBEHHON
NpaKTUKH EBPa3niickoro 3K0OHOMHYECKOrO COH3a.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanuam HJ{

Conclusion : APPROVED /
3akmouenune: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: ITposepeno:Pardeep [Ipoeepeno (AOK): [|Onobpeno: Obecnedenue kauecTBa/OTBETCTBEHHOS
Ramakant Kumar Amit Kumar JIHLO: M
~ o
, b N A\
Date / Date / Date / Date / )
Jlara: 27.01.2026 Jara: 27.01.2026 Jlata: 27.01.2026 Jara: ()/9 2= 2026

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

J

Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
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