Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOHNKAT 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 %, 50 g
IlpoaykT: Hai3® AxTuBress (HUMecyJua) reslb Al HApYKHOro npuMeHeHus, 1 %, 50 r

Market / Poinok

: Russia / Poccus

Batch No. / . V260449 Batch Quantity / . 23396.000 units /

Cepus Ne ) Pazmep cepumu © 23396.000 enuumiy
Analytical Repourt No./ . 040003470155 Date of Analysis / . 28.06.2026
AHauTHYecKHii oTueT Ne Jata ananusza

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

JlaTa npoH3BoAcTBA TI'ogen ao

Mfg. License No. /

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

JIMIEeH3Hs Ne

Analysis performed according ND / Ananus npoeeaen no H/I: JIIT-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBU4HO#i YIaKOBKH yTBepkaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPU4HOH YIAaKOBKH YTBep:kKAeHbI: 25.10.2022
PIL approved: / UMII yreepxaen: 25.10.2022

Pagelof 7/Crp.1m37

No/
Ne

Test / Ilokazarein

Result / PesyabTar

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OmHOPOAHBI NMPO3PAUHBI I'elb

‘ 6JeIHO-KENTOrO 1[BETA C
XapakTepHbIM 3araxom

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OaHOpOAHBIH  NpO3paYHbIil
OeclBeTHOro A0 GJIeJHO-XKENTOro LIBeTd
C XapaKTepHbIM 3aaxoM

2. Identification / UnenTudnkanus

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoayKT cooTBeTCTBYET TpeboBaHusiM HJT

Conclus

ion : APPROVED /

3axkmwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarorosneHo: [TposepeHo: Pravesh [Tposepeno (AOK): Amit | person / OxoOpeno: ObecneueHue
Shagun Rana Kumar W Ka‘{eCTBa/OTBeTC’l;?eHHOC JIULO:
& N2 | aaticondin
- ab
Date / Date / Date / Date / 0y %ﬂi Y
JHara: 28.06.2026 Hata: 28.06.2026 JlaTa: 28.06.2026 Jlara: /I})

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

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

Vill. Khol, Naiagarh 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 %, 50 g
Ilpoaykr: Haits® AkruBress (HUMeCyIua) resib JUIS HApYKHOro NpuMeHeHus, 1 %, 50 r

Market / Poinok : Russia / Poccust

Batch No./ . V260449 Batch Quantity / . 23396.000 units /

Cepus Ne ) Pasmep cepun * 23396.000 enuHuIg
Analytical Repourt No. / . 040003470155 Date of Analysis / . 28.06.2026
AHaJMTHYEeCKHiT oTueT No Jarta ananuza B

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

JlaTa npou3BoacTBa I'oneH ao

Mfg. License No. /

IpouszBoacTEeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3us Ne

Analysis performed according ND / Ananu3s nposegen no HJI;: JITI-Ne(001336)-(PT-RU)-090625
Artworks of primary package approved: / MakeTbl nepBH4HOIi YNaKOBKH yTBep:kAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpU4HO#i yIaKOBKH YTBepxkAeHbI: 25.10.2022
PIL approved: / UMII yreepxkaen: 25.10.2022

Page2 of 7/ Ctp.2 u3 7

HPLC / BOXX

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 yaepxuBaHus
OCHOBHOTO n1Ka Ha
XpoMaTtorpamme UCTIBLITYEMOTO
pacTBOpa COOTBETCTBYET BpEMEHH
yIEPXKUBAHHUS OCHOBHOTO TMHMKa Ha

xpoMarorpamme pactBopa
CTaHAAPTHOTO obpazua
HUMeCYJIU/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 ynepskusaHus
OCHOBHOrO THMKa Ha XpoMaTorpamme

UCMBITYEMOI'0  pacTBOpa  JOJKHO
COOTBETCTBOBATH BpPEMEHU
VAEP)KUBAHHWS OCHOBHOTO TMKa Ha
Xpomarorpamme pacTBopa
cTaHAapTHoro ofpa3ua HUMeCYIHIa
(paznen «KonuuecTeeHHoe
onpenesieHUe»).

UV spectrophotometry / Y-
cnexmpopomomempus

UV absorption spectrum of the test
solution has absorption maximum at

39745 nm. / Y®-cniekTp
HOIJIOIEHUS HCTIBITYEMOTO
pacTBopa  HMMEET  MAaKCHMYM

NOTJIOLUEHUs TIpH 39745 HMm.

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm. / Y®-cnektp
MOMJIOLLEHHA HCIIBITYEMOrO pacTBopa
JIOJDKEH UMETh MaKCHMYM TOTJIOLICHHMS
npu 397+5 HM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: TIponykT cootBercTBYeT Tpebosanuam HJT 3axmwyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TToproroBneHo: | ITpoBepeHo: Pravesh ITporepeno (AOK): Amit | person/ Onobpeno: ObecneueHne
Shagun ‘ Rana Kumar kayecTBa/OTBETCTBEHHOE JIMLIO:
¢ ¥ ) 4
i }\"'/l, KI%JL(U | CArt v
: N 7)
Date / Date / Date/ Date / (\\ S Y
Jara: 28.06.2026 Hara: 28.06.2026 Jata: 28.06.2026 Jara: =P

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,’:‘

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

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

CERTIFICATE OF ANALYSIS

CEPTNOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIponykr: Hait3® AkTuBreas (HUMeCyiaua) resb I HAPYKHOTO NpuMenenusd, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V260449 Batch Quantity / . 23396.000 units /

Cepus Ne : Pasmep cepun ° 23396.000 enunuIL
Analytical Repovrt No./ . 040003470155 Date of Analysis / . 28.06.2026
AHanuTnyeckuii ordyer Ne JlaTa aHaau3a

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

JlaTa npou3BOACTBA I'ogen oo

Mfg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JMueH3us Ne

Analysis performed according ND / Ananus nposenen mo H/I: JITT-Ne(001336)-(PT-RU)-090625
Artworks of primary package approved: / MaxeTb! nepBUUHON YNaKOBKH yTBepKAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTb! BTOPHYHOil YNaKoBKH yTBep:KaeHbl: 25.10.2022

PIL approved: / UMII yTBep:kaen: 25.10.2022

Page3 of 7/ Ctp.3m3 7

3. | Weight of package contents / 51g/5lr According to Rus. Ph. / B cootBercTBrn
Macca cogepkuMoro ¢ TpebosanusimMu ['® PO
YHAKOBKH

4. | pH 323 2.5t04.5/0t12,5n04,5

5. | Viscosity / BsizkocTh 917.1 centipoise / 400 to 1,200 centipoise /

917,1 canTtunya3s Ot 400 no 1200 canTunyas

6. | Impurities / IIpumecu

i. | Impurity C/ Not more than 0.50 % /

[Ipumecs C Not detected / He oOHapykeHa He 6onee 0,50 %
ii. | Impurity D/ Not detected / He oOHapyxeHa Not more than 0.50 % /
[pumecs D He 6onee 0,50 %

iii. | Any other impurity / 0.04 % Not more than 0.50 % / )

JIrobas apyras npumech He 6onee 0,50 %
|
|
iv. | Total impurities / 0.0406 % Not more than 1.50 % /
Cymma npumeceii He 6onee 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeyanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroTosieHo: ITpoBepeHo: Pravesh [Mposepero (AOK): Amit | person/ OnoOpeHo: Obecnieuenue
Shagun Rana Kumar kauecTBa/OTBETCTBEHHOE JIUIIO:

ﬂ/ =~ () 35Lad (o LO‘S?

i ﬁ 3

Date / Date / Date / Date / ’_D
Jara: 28.06.2026 Jara: 28.06.2026 Iata: 28.06.2026 JaTa:

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
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
[IponykT: Haiiz® AkTHBrens (HUMeCyaun) reib A8 HApyXKHOro npuMeneHusi, 1 %, 50 r

Market / Prinok : Russia / Poccus

Batch No. / . V260449 Batch Quantity / . 23396.000 units /

Cepusi No ’ Pa3smep cepun * 23396.000 eqyuuL
Analytical RepO}‘t No. / . 040003470155 Date of Analysis / . 28.06.2026
AHasnTndecknii oruer Ne JlaTa aHanusa

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

JlaTa n1pou3BOACTBA T'ogen no

Mfg. License No. /

IIpousBoacTBeHHAsN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)

nuneHsust Ne

Analysis performed according ND / Anasnus nposeaex no HJL: JITI-Ne(001336)-(PI"-RU)-090625
Artworks of primary package approved: / MakeTbl mepBHYHOIl yNaKOBKH yTBepxaeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpUYHOIi YNaKOBKH yTBepaxAeHbI: 25.10.2022

PIL approved: / UMII yrBep:xaen: 25.10.2022

Paged4 of 7/Ctp.4n3 7

7. | Microbial purity* / Mukpo6uosioruyeckast 4HcToTa*

i. |Total Aerobic Microbial Count / NA Not more than 10 CFU/g /
O0611ee 4ncio a3poOHBIX MUKPO- He 6onee 10? KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more than 10'CFU/g /
mould count / Ob1iee uncno He Gosee 10! KOE/r
JPOMOKEBBIX H [UIECHEBBIX
rpuooB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBue B 1 r
iv. | Staphylococcus aureus NA Should absentin 1 g/

OtcytcTBUe B 1 1

8. | Assay/ KoJsinuecTBeHHOE OIpege/ieHHE

Nimesulide /

9.99 mg /9,99 mr

9.0 mg to 11.0 mg of C13H12N2058

Humecynun (99.9 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /
Or 9,0 MI" 10 11,0 MI’ C13H12N2058
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMHUHAaNBHOTO cofiepxanus) B 1 r resis
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: ITponykT cooTBETCTBYET TpeboBanuam HJI 3akawuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToAroToBNEHO: ITposepeno: Pravesh [Mpoeepeno (AOK): Amit | person / OnodpeHo: OdecnieueHue
Shagun - Rana Kumar kauecTBa/OTBETCTBEHHOE JIULO:
— 1540 (o
- \ o (o
Date / Date / Date / Date / ( ) a7 _4b
Jata: 28.06.2026 Jata: 28.06.2026 Jata: 28.06.2026 Jara: v

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

CEPTUOUKAT AHAJIN3A

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

Vill. Khol, Naiagarh 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 %, 50 g
Mpoaykr: Haiiz® AxTupress (HUMeCyaua) renb JUll Hapy»KHOTo npuMeHeHus, 1 %, 50 r

Market / Poinok

: Russia / Poccus

Batch No. / B + VAL Batch Quantity / ~23396.000 units /
Cepust Ne i Pasmep cepun  23396.000 equHML
Analytical Repourt No./ . 040003470155 Date of Analysis / . 28.06.2026
AHasuTH4eckuii otyet Ne JlaTa ananu3za

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

JlaTta npon3BOACTBA T'ogen no

Mfg. License No. /

IIponsBoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT'-RU)
JIHUeH3Hs1 Ne

Analysis performed according ND / Ananu3 nposeaex mo HJ/I: JITI-Ne(001336)-(PI'™-RU)-090625
Artworks of primary package approved: / MakeThl IepBUYHOI YNaKOBKH yTBepxkaeHbl: 25.10.2022
Artworks of secondary package approved: / Makers! BTOPM4HOil YIaKOBKH yTBep:xkaeHbl: 25.10.2022
PIL approved: / UMII yTeep:kaen: 25.10.2022

Page S of 7/ Crp. 5 u3 7

9. | Dimethyl sulfoxide /
JAuMeTHICYIHLPOKCHA

101.5 %

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

Ot 90 % 1o 110 % C;HeOS
(mumernncynbdokeun) ot
HOMHHAJILHOTO COAEPIKAHUS

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. / ITo
50 r B TyOy M3 JJaMUHMPOBAHHOTO
ATIOMHUHUS, cHabxeHny1o
MeMOpaHo# [Jisl KOHTPOJIS 11EPBOTO
BekphiTHs. Kaxxayro TyOy BMecTe ¢
VHCTPYKLMEH 1O MEIUIUHCKOMY
NPUMEHEHHUIO TIOMELIAIOT B MaYKy
KapTOHHYIO.

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. /
Ilo 20 r, 50 r wnu 100 r B TYOYy U3
JaMHHHUPOBAHHOI'O ATIOMHUHUS,
cHabXXeHHYI MeMOpPaHOi U1 KOHTPOJIS

nepporo BckpbiTHA. Kaxayio TyOy
BMeCTe c UHCTPYKLIHEH 1o
MEAMLIUHCKOMY PUMEHEHHUIO

NOMELAIOT B MNa4yKy KApTOHHYIO.

11 |Labeling / MapkupoBka

Complies / CoOoTBETCTBYET

In accordance with the approved artwork
(see Section 1.3.2 of Module 1 of DMF).
/ B COOTBETCTBMM C YTBEpP)KAECHHBIM
MakeroM (cM. paszmen 1.3.2 momyns 1
PErucTpPaLMOHHOIO 10ChE).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJL 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroroneHo: ITpoBepeHo: Pravesh [Tpoeepeno (AOK): Amit | person / Onobpeno: OGecnevenue
Shagun Rana Kumar Kaue OTBETCTBEHHOE NIHLLO:
=R Yol \coviva

V e = ) 28
Date / Date / Date / Date / ( ) — aq°nl
Hata: 28.06.2026 Hata: 28.06.2026 Hata: 28.06.2026 Jara: -V

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIN3A

Tel: +91 98166 56001-02

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Hail3® AxTusrenb (HUMeCYIU) refb UL HApYKHOTo npuMeneHus, 1 %, 50 r

Market / Puiiok

: Russia / Poccust

Batch No. / . V260449 Batch Quantity / . 23396.000 units /

Cepusi Ne ) Pasmep cepun ° 23396.000 equHuI
Analytical Repourt No./ . 040003470155 Date of Analysis / . 28.06.2026
AnaguTH4yeckuii oTyet No JlaTta aHanusa

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

JaTra npoussoacTBa I'ogen go

Mfg. License No. /

IponszsoacTBeHHAN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Jauuen3ns No

| Analysis performed according ND / Anaau3 nposeaen no HJ/L: JIIT-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBH4HOil ynakoBKH yTBep:xAeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpHUHOIf yNaKOBKH yTBepxaeHbl: 25.10.2022
PIL approved: / UMII yrBepaxkaen: 25.10.2022
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12 | Storage / Xpanenue

3aMOpaXKnBaTh.

Store below 25 °C. Do not freeze. / I[lpu Temneparype ne Boimie 25 °C. He

13 | Shelf-life (storage period) /
Cpok rogHocT (XxpaHeHHs )

2 years. / 2 roga.

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

*TlokasaTe/ib MOXET OTCYTCTBOBATHL B cepTudHuKaTe aHAMM3a NpousBoauTens. IlpousBoanTen
rapaHTHPYeT Ka4eCcTBO Mpenaparta mo 3THM NMOKA3aTe/IsM.

API name (INN) / HaumenoBauune AQC

(MHH):

Nimesulide / Humecynmj

API manufacturer batch number /

NMS/126030213

Homep cepuu npouspoaurensa ADPC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIIHH NPOU3BOAUTEA FETA00204

TJID:

API Manufactured by, address & country /
Ipounzeoautens ADC, agpec u crpana:

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal.
Palghar, Dist. Thane, 401506, Maharashtra State, India /
Aapru Jlparc JIta., Yuacrok Ne N-198, MIDC, Tapanyp, boucap,
Tan. [Tanrxap, Auctpukt Txane 401506, Maxapawrtpa, Uuaus

Remarks : The Product confirms to ND/
Tlpumeuanne: [IponykT cooTBeTcTBYET TpebopanuaM HJT

Conclusion : APPROVED /
3akiawdenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[NoaroroeneHo: [TpoBepeHo: Pravesh ITposepeno (AOK): Amit | person/ OnobpeHo: ObecneueHne
ShagHEV. é | Rana Kumar kauecTBa/OTBETCTBEHHOE JTHLLO;
] = ¢ (o) \Coiim
-
. (/70 mjzb}o
Date / Date / Date / Date / ?!} 6
Hara: 28.06.2026 Jara: 28.06.2026 JaTa: 28.06.2026 Jara: W’L

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

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

www drreddys.com

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykt: Haiiz® AxTuBrenb (HUMeCyJMa) renb AJst HApy»KHOro npuMmenenus, 1 %, S0 r

Market / PoiHok : Russia / Poccus

Batch No. / . V260449 Batch Quantity / . 23396.000 units /

Cepus Ne ) Pasmep cepun " 23396.000 ennHuL
Analytical Repourt No./ . 040003470155 Date of Analysis / . 28.06.2026
AHaauTnueckuii oTyer Ne JlaTa aHanu3a

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

Jata npousBoacTBa Topen oo

Mfg. License No. /

IlponsBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)
JauueH3us Ne

Analysis performed according ND / Ananu3 nposeaen no H/I: JITI-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl NepBHYHO YTaKOBKH yTBepskaAeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpUYHOi ynaKkoBKH yTBepxAeHbl: 25.10.2022
PIL approved: / UMII yreepaxnen: 25.10.2022

Page 7of 7/ Ctp. Tuz 7

Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
MNB/05/263) /

J-p Pennu’c Jlaboparopuc JItx., IlpousBoacreenHoe
noapazaeneHue-6, Bunnamk Kxone, Hanarapx Poyn, baanu, Conan
Juctpukr, X.I1. 173205, Muaus (JInuensus Ne MNB/05/263)

Name, address, authorization No for  FP
manufacturing site / Control site / Release site
/

HaumeHoBaHue, agpec, JIMIEH3Hs IS
IIpousBoacTBeHHas MJIoMAAKa /

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».
3akJl0YeHne 0 COOTBeTCTBHM: «HacTosAmuMM s TOATBEPKAal0, YTO IPUBEACHHAs BBIIIE HHOpMALUS SIBIISETCS
JIOCTOBEPHON M TOYHOM. DTa cepHs MPOAYKIMH IPOM3BENeHA (BK/IIOYas yNAaKOBKY (MapKUpPOBKY) H KOHTPOIb
KayecTBa) Ha BBIIIEYKAa3aHHONH NPOM3BOACTBEHHOH IIomaKe (IJIOMAAKaX) B MOJHOM COOTBETCTBUH C
tpeboBanusiMu I1paBui HajuIexanel TpOKU3BOJCTBEHHOM IPAaKTUKH EBpasuiickoro skoHoMHuYecKkoro corosa (Ne
GMP/EAEU/RU/02329-2025 ot 19 centsOps 2025 r.) u TpeGoBaHMSMHU KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX
CPEJICTB, & TAK)Xe B COOTBETCTBHHU CO CHEIU(PUKAIUAMHE, COACPKALIMMUICSA B PETHCTPAIIUOHHOM JIOChE CTPAHBI-
UMITOpPTEpa. 3aluCH IO MPOU3BOJACTBY, YIAKOBKE M aHAINU3y NPOBEPEHBI, U YCTAaHOBJICHO HX COOTBETCTBUE
TpebGoBanusim [IpaBui Hajexale# Npon3BoACTBEHHOM NIPaKTUKU EBPasuiCKOro 53KOHOMHUYECKOTO COO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusimM HJL 3akawuyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oxroToBJeHO: [NpoBepeno: Pravesh [Tpoeepeno (AOK): Amit | person/ Onobpeno: Obecneyenue
Shagun Rana Kumar : Kave /OTBCTCTBCHHOg JIMLO:
P
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Date / Date / Date / Date / Q
Jara: 28.06.2026 Jara: 28.06.2026 Jara: 28.06.2026 Jlara: /’)//Vo

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





