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

CEPTUHO®UKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Haii3® AxTHBrens (HUMeCYNUA) refb A HapYKHOro npumeneHus, 1 %, 50 r

Market / Poinok

: Russia / Poccust

Batch No. /

Batch Quantity /

. 23451.000 units /

Cepus Ne i Pazmep cepuu " 23451.000 ennML
Analytical RepO}'t No./ . 040003471939 Date of Analysis / . 28.06.2026
AHanuTHuyecKuii oTyeT Ne Jata ananusa

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

JlaTta npou3BoacTBa Togen no

Mfg. License No. /
IlpousBoacTBeHHAs
JNUneH3us Ne

: MNB/05/263

MA number: / Homep PY

: JIII-Ne(001336)-(PT-RU)

Analysis performed according ND / Ananus nposeaen no H/I: JIII-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTb! nepBUuHO#l YNaKOBKH yTBepaaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpU4HO# yNaKoBKH yYTBep:KAeHbI: 25.10.2022
PIL approved: / UMII yreepaxnaen: 25.10.2022

Pagel of 7/ Ctp. 1 u3 7

No /
Ne

Test / Ilokazareinb

Result / PesyabTat

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OnHOpOAHBIH MPO3payHbIi renb
GJIeIHO-KEITOr O LBETA C
XapaKTEepHbIM 3a11aX0M

OnHoponHbIH  MpO3payuHbIi

C XapaKTEPHBIM 3aI1aX0M

2. Identification / UnenTnguranus

RemarKks : The Product confirms to ND/

INpumeuanue: [TpoaykT coorBeTcTBYeT TpeOoBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[loAroToBieHO: [poBepeHo: Pravesh ITpoeepeno (AOK): Amit | person/ Onobpeno: ObecnieueHue
Shagun ~ Rana Kumar < KauecTBa/OTBETCTREHHOE JIHLO!
R { Ny | Ppepeme
' L ob
Date / Date / Date / Date / U /'\/%/D
Jata: 28.06.2026 Jara: 28.06.2026 JlaTa: 28.06.2026 JlaTa:

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

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
rejib  oOT
GeclBeTHOTO A0 GJIETHO-XKENTOro LBETA




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT 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 %, 50 g
Ipoayxr: Haii3® AkTusress (HUMeCyNUI) redib A1 HapY>KHOro npuMenenus, 1 %, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V260451 Batch Quantity / . 23451.000 units /

Cepusi Ne ) Pa3mep cepun * 23451.000 enunuu
Analytical Repovrt No./ . 040003471939 Date of Analysis / . 28.06.2026
AHaIUTHYECKHI oTUeT Ne JlaTa aHamM3a

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

JlaTa npousBoacTBa I'open g0

Mfg. License No. /

IIpou3BoacTReHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JIHUEH3Hs Ne

Analysis performed according ND / Auanus nposeaen no HJL: JIII-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBUYHOIi YIaKOBKH yTBepxaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YIaKOBKH yTBepxAeHbl: 25.10.2022
PIL approved: / UMII yrBepaxkaen: 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. / Bpemsa ynepxuBaHuA
OCHOBHOTO nMKa Ha
XpoMmarorpamme UCITHITYEMOTO
pacTBOpa COOTBETCTBYET BPEMEHH
yaepKUBaHHS OCHOBHOIO MHUKa Ha

XpomaTorpamme pacTBopa
CTaHAAPTHOIO obpasua
HUMECYJIMaa.

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 ynepKuBaHus
OCHOBHOTO THMKa Ha XpoMaTorpaMmme

UCNBITYEMOTO  pacTBopa  JOJKHO
COOTBETCTBOBATh BPEMEHHU
YOACP)KUBAHUSL OCHOBHOTO [MMHKa Ha
Xpomarorpamme pacTeopa
cTaHzapTHoro obpasua HUMECYNIHAA
(paznen «KonanuecTBeHHOE
ONpELCIICHUED).

UV spectrophotometry / Y®-
cnexmpoghomomempus

UV absorption spectrum of the test
solution has absorption maximum at

397+5 nm. / Y®-cnekrp
MOMJIOIEHUS UCIBITYEMOrO
pacTBopa  HMMEET  MAaKCHMYM

norjoueHus npy 397+5 Hm.

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm. / Y®-cnektp
TNOJIOILEHHUST HCIIBITYEMOTO  pacTBOpa
JOJKEH UMETh MaKCHUMYM TOTJIOLEHHS
npu 397+5 HM.

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

Ipumeuanue: [Ipoaykt cooreeTcTBYeT TpeboBanmsam HJI 3akawuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

IToxroTtosneHo: ITposepeno: Pravesh IIpoeepeno (AOK): Amit | person/ Opobpeno: ObecneyeHue

Shagun Rana Kumar kaueersa/OTBETCTBERHOE JIMLIO:

) o — | OEE

L=cil A ¢

Date / Date / Date/ ! Date / () Ze 006

Jlata: 28.06.2026 Jlata: 28.06.2026 Jlata: 28.06.2026 Tlara: VAL

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
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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

CEPTUO®UKAT AHAJIN3A

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Haii3® AkTUBresb (HUMECYJIU) refib 1U1 HapyKHOTO npuMeHenus, 1 %, 50 r

Market / Pbinok : Russia / Poccus

Batch No. / . V260451 Batch Quantity / . 23451.000 units /

Cepusn Ne : Pasmep cepun © 23451.000 epviann
Analytical Report No. / . 040003471939 Date of Analysis / . 28.06.2026
AHaJMTHYECKHH oTYeT Ne JlaTa ananusa

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

JlaTa npousBoacTBa I'opgen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3 npoeeaen no HJI: JITI-Ne(001336)-(PT'-RU)-090625
Artworks of primary package approved: / MakeTsl nepBUYHO#i yNIaKoOBKH yTBepiaAeHb!: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPHUYHOI1 yTaKoBKH yTBep:kAeHbI: 25,10.2022

PIL approved: / UMII yrBepaxaen: 25.10.2022

Page3 of 7/ Ctp.3m3 7

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B coorBeTcTBUM
Macca cogepumMoro ¢ TpeboBaHusiMU ['D PO
yNaKoBKH

4. | pH 3.22 2.5t04.5/012,5 n04,5

5. | Viscosity / BaskocTb

937.5 centipoise /
937,5 canrumyas

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

6. | Impurities / Ilpumecn

i. | Impurity C/
ITpumecs C

Not detected / He oOHapy»xeHa

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

it. | Impurity D/

Not detected / He oOHapy>kena

Not more than 0.50 % /

IIpumecs D He 6onee 0,50 %
iii. | Any other impurity / 0.03 % Not more than 0.50 % /
JIrobas npyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.0346 % Not more than 1.50 % /
Cymma npumeceii : He 6onee 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykt cooTBeTCTBYET TpeboBanusim HJI 3akawuyenne: OJJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IloaroroineHo: ITposepeno: Pravesh [Tposepeno (AOK): Amit | person/ OnobpeHo: ObecneueHne
Shagun P Rana Kumar Kay éi/OTBtiTcrse HOE JIULIO:
- ) A 62] wd e
il i ¢
Date / Date / Date/ | Date / () Za? b
Jara: 28.06.2026 Jara: 28.06.2026 Hara: 28.06.2026 Jara: N ’V/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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':"

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

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykT: Haiizs® AkTuBrens (HUMecyJu) reib AL HAPYKHOIO npuMeHeHusd, 1 %, 50 r

Market / PeiHOK

: Russia / Poccus

Batch No. / . V260451 Batch Quantity / . 23451.000 units /

Cepus Ne T - Pasmep cepun © 23451.000 exunuL
Analytical RepOj‘t No./ . 040003471939 Date of Analysis / . 28.06.2026
AHanuTHyeckuid oTuer Ne JaTa ananusa

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

JaTa npousBoaAcTBa Tonen no

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
auueH3us Ne

Analysis performed according ND / Ananus nposeaen no HJ/I: JITT-Ne(001336)-(PT'-RU)-090625
Artworks of primary package approved: / MakeTsl nepBHYHOIl YIaKOBKH YTBeP:KAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpHUYHONH yNaKOBKH yTBepKIeHbI: 25.10.2022

PIL approved: / UMII yreepacaen: 25.10.2022

Page4 of 7/ Ctp. 4 n3 7

7. | Microbial purity* / MukpoounoJioruueckas YHcToTa*
i. | Total Aerobic Microbial Count / NA Not more than 10? CFU/g /
O61ee yKcno aspoOHBIX MUKPO- He 6onee 10? KOE/r
OpraHu3MOB
ii. |Total Combined Yeast and NA Not more than 10'CFU/g /
mould count / OGuiee uncno He 6onee 10! KOE/r
JIPONOKEBBIX U TIECHEBBIX
rpuboB
iil. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcrBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrctBue B 1 ¢
8. | Assay / KonnuecTBeHHOe onipefeieHHe
Nimesulide / 9.96 mg/ 9,96 mMr 9.0 mg to 11.0 mg of Ci3H12N,OsS
| Humecynun (99.6 %) (nimesulide) (90.0% to 110.0% of label
\ claim)in 1 gofgel /
Or 9,0 MTI" 10O 11,0 MI C13H12N2058
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMHUHAJIBHOTO cojiepxkanus) B 1 r rens
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IHpumeuanue; IIpoaykT cooTBeTcTBYET TpeboBaHuAM HJI 3akawuenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroTogseHo: [TpoeepeHno: Pravesh [Tposepeno (AOK): Amit | person/ Opobpeno: Obecnieuenne
Shagun Rana Kumar Kav a/OTBETCTBEHHOE NHLIO:
/ / o = - (/2’;}/ 26
Date Date Date Date )
Jara: 28.06.2026 Jlara: 28.06.2026 Jlata: 28.06.2026 Hara: \’ ’b/l/o'}’

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

CEPTUDPUKAT 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 %, 50 g
IMponykT: Haiis® AxTuBrens (HuMecyaua) refb 18 Hapy>KHOro npuMeHenus, 1 %, 50 r

Market / PbiHoKk : Russia / Poccus

Batch No. / . V260451 Batch Quantity / . 23451.000 units /

Cepusi Ne ) Paszmep cepun ‘' 23451.000 enunuL
Analytical RepO}'t No. / . 040003471939 Date of Analysis / . 28.06.2026
AHajsiuTu4YecKHii oTyeT Ne JlaTa ananusa

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

JlaTa npoM3BOACTBa Topen po

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
JIHUEeH3Us Ne

Analysis performed according ND / Ananus nposeaen no H/I: JITI-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBH4HO# YIAKOBKH YTBep:KAeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi YIAKOBKH yTBep:KAeHbI: 25.10.2022
PIL approved: / UMII yreepxkaen: 25.10.2022

Page S of 7/ Crp.5u3 7

9. | Dimethyl sulfoxide /

100.5 %

90% to 110% of CoHsOS (dimethyl

JuMeTuiIcyaboKcHa sulfoxide) of label claim /
Ot 90 % o 110 % C,HesOS
(aumeruncynshokcun) ot
HOMUHAJILHOI'O COZICP)KaHHs
10. |Package / YnmakoBka 50 g in a laminated aluminum tube | 20 g, 50 g or 100 g in a laminated

equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo
50 r B TYyOY W3 JaMUHHPOBAHHOTO
ATMIOMUHHA, cHa0KEHHYIO
MeMOpaHo# 11 KOHTPOJIS MEPBOTO
BckpbiTHs. Kaxknyto TyOy BMecTe ¢
UHCTPYKLHMEH [0 MEJUIMHCKOMY
MPUMEHEHHUIO TIOMELIAIOT B MAYKy
KapTOHHYIO.

aluminum tube equipped with tamper-
evident membrane. Each tube and a
patient information leaflet in a carton. /
ITo 20 r, 50 r wiu 100 r B TYOYy U3
JIAMUHHPOBAHHOTO aIIOMUHUA,
cHab)KeHHYIO0 MeMOpaHoM U1l KOHTPOJIS
nepeoro BckpbiTua. Kaxayio TyOy
BMecTe c MHCTpYKLMeH 1o
MEAULHHCKOMY IIPUMEHEHHIO
MOMEILAOT B [TAYKy KaPTOHHYIO.

11 |Labeling / MapkupoBka

Complies / CooTBeTCTBYET

In accordance with the approved artwork
(see Section 1.3.2 of Module 1 of DMF).
/ B CcOOTBETCTBUM C YTBEp>KAECHHBIM
maketoMm (cm. pasmen 1.3.2 mogyns 1
PErUCTPALIMOHHOTO J0CKE).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: IIpoaykt cootBeTcTBYET TpeboBaHusam HJI 3akarwuenune: OIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo: [posepeno: Pravesh Iposepeno (AOK): Amit | person/ OmpobpeHo: Obecneyenune
Shagun Rana Kumar KkaugcyBa/OTBETCTBEHHOE JTULIO:

o / |

el i — 90

Date / Date / Date/ ¢ Date / U Db
Hara: 28.06.2026 Hara: 28.06.2026 Jata: 28.06.2026 Jara: %Wb

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 ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHUKAT AHAJIN3A

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IlpoaykT: Haii3® AxTuBresnb (HUMECYJIHN) reb AJs HApY)KHOro npumenenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V260451 Batch Quantity / . 23451.000 units /

Cepusi N ) Pasmep cepun " 23451.000 exunuig
Analytical Repo“rt No./ . 040003471939 Date of Analysis / . 28.06.2026
AHaauTHYecKH i oTyeT Ne JlaTa ananM3a

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

JlaTa npoM3BOACTBa I'ogen go

Mfg. License No. /

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

JuueH3us Ne

Analysis performed according ND / Ananu3 nposenen no HJI: JIIT-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHOIf yakoBKH yTBepaaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTsl BTOpHYHOIi yNIaKOBKH yTBepxaeHbi: 25.10.2022

PIL approved: / UMII yreepxkaen: 25.10.2022

Page 6 of 7/ Ctp. 6 n3 7

12 | Storage / XpaHenue Store below 25 °C. Do not freeze. / Ilpu Temnepatype He Bbime 25 °C. He
3aMOpPaXKHBATb.
13 | Shelf-life (storage period) / 2 years. / 2 ropa.
Cpok rogHocTH (XpaHeHHs)

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

*Iloka3aTe/Ib MOXKET OTCYTCTBOBATH B cepTHdHKaTe aHaaH3a npon3BoauTes. Ilponssoaurens
rapaHTHPYeT Ka4ecTBO Npenapara 1o 3THM NOKa3aTeJ M.

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

Nimesulide / Humecynun

API manufacturer batch number /

Howmep cepnu npoussogutesa APC: WAIB/126080213
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMH NPOH3BOAHTEIS FETA00204

IId:

API Manufactured by, address & country /
IIpoussoautenr ADPC, agpec u cTpaHa:

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal.
Palghar, Dist. Thane, 401506, Maharashtra State, India /
Aaptu Jlparc JIta., Yuactok Ne N-198, MIDC, Tapamyp, boucap,
Tan. [Tanrxap, Auctpukt Txane 401506, Maxapawrpa, Mnnus

Remarks : The Product confirms to ND/

Ilpumeuanue: [IpomykT cooTBeTCTBYET TpeboBanmsaM HJI

Conclusion : APPROVED /
3axkmwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
ITonrorosaeHo: ITpoBepeHo: Pravesh IMposepeno (AOK): Amit | person/ Onobpeno: ObecneueHne
Shagun Rana Kumar Kaye a/OTBeTCTBeHH.Oe JIMLO:
T/ /\._q C15od \coimn
» g . \ﬁ» "
Date / Date / Date/ Date / { ‘%/bk;/b
Hara: 28.06.2026 Jata: 28.06.2026 Jara: 28.06.2026 Harta: = %/0

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




Qe Dr. Reddy's Laboratories Ltd.
Y/ ‘.. Formulation Unit-6
Dr‘ Reddy s -. Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02
CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
ITpoaykr: Haiis® AxTusresnb (HUMeCylIua) refb ULl HAPYXKHOTO npuMeHenus, 1 %, 50 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V260451 Batch Quantity / . 23451.000 units /

Cepust Ne . Pasmep cepun * 23451.000 equHuL
Analytical Repourt No./ . 040003471939 Date of Analysis / . 28.06.2026
AHaJIUTHYECKHUIt oTueT No JaTa ananusa )

Date of Manufacture / . 06/2026 Date of Expiry / . 052028

JlaTa npou3BoacTBa T'open ao

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)
JHLeH3us Ne

Analysis performed according ND / Ananu3s nposeaen no H/I: JIII-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBUYHOI YNIAKOBKH yTBepKaAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YIIaKOBKH YTBep:KaAeHbl: 25.10.2022
PIL approved: / UMII yrBepsxaen: 25.10.2022
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Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vill. Khol,

m‘:“l’f:c‘igifzs ;;‘;l/‘"cr(‘fnattr‘g;‘sig /f‘l’{eleas?; .o | Nalagarh Road, Baddi, Distt. Solan FLP. 173205, India (license No
g MNB/05/263) /

/

Ty me——— H-p Pennu’c JlaGoparopuc JIta., [IpousBoacTeeHHOE
b L ]

I / nofpasnenenue-6, Bunnamk Kxons, Hanarapx Poyn, bannu, Conan
PORSEORCTECHIAN IOt Juctpukr, X.I1. 173205, Uaaus (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 establishedy.
3akoueHne 0 cooTBeTCTBHU: «HacTosIUM s TOATBEPXKIAt0, YTO MPUBEACHHAS BhIILE MH)OPMAITUS SBIISIETCS
JIOCTOBEpHOM ¥ TOYHOU. JTa cepus MPOAYKUMH MpOH3Be/IcHa (BKJIIOYAs YIIAKOBKY (MAPKUPOBKY) M KOHTPOJIb
KauecTBa) Ha BBIIICYKA3aHHOH IIPOM3BOACTBEHHOU ILIOIIA/KE (IJOL[AKax) B IOJHOM COOTBETCTBHM C
tpeboBanusaMu [IpaBuil HapsexKaleh TPOU3BOACTBEHHON IIPAKTUKKU EBpasuicKoro skoHoMHu4eckoro corosa (Ne
GMP/EAEU/RU/02329-2025 ot 19 centsa6ps 2025 r.) u TpeOOBaHUSIMHU KOHTPOJSI KauecTBa JICKAPCTBEHHBIX
CpPEJICTB, a TaK)X€ B COOTBETCTBUH CO CIENU(UKAIUAMHU, COAEPIKAIUMICS B PETHCTPAIMIOHHOM JIOChE CTPAHBI-
HMIOpTepa. 3amucH 10 MPOU3BOACTBY, YIAKOBKE M aHAIM3y MPOBEPEHBI, U YCTAHOBIEHO HX COOTBETCTBHE
TpeboBanusM [IpaBui HaJuIeKaeH IPOU3BOACTBEHHON NPAKTUKH EBpa3sHiicCKOro 3KOHOMHUYECKOTO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IponykT cooTBeTcTBYET TpeboBaHusM HJT 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarorosineHo: [Tposepeno: Pravesh [Tpoeepeno (AOK): Amit | person/ Onobpeno: ObecneueHue
Shagun Rana Kumar Kaye a/_PTBeTCTBeH}gOB JMLO:
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Date / Date / Date/ ! Date / ( \"@J/ q/'o 0%
Jara: 28.06.2026 Jara: 28.06.2026 JlaTa: 28.06.2026 Jlara: X ’V/Vo
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