Dr.Reddy’s Q,':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 2816€ 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponyxt: Haii3® AkTuBrens (Humecynnj) rens Juis HapyHoro npumenenus, 1 %, 50 r

WWW.OTrTeaays.Comm

Market / PoiHok : Russia / Poccust

Batch No. / . V260022 Batch Quantity / . 23480.0 units /

Cepuisi Ne ) Pasmep cepun © 23480.0 equnmig
Analytical Repovrt No. / . 040003251351 Date of Analysis / . 10.01.2026
AHaTUTHYECKHUIT oTueT Ne JlaTa ananusa

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

JlaTta npousBojicTBa I'open oo

Mifg. License No. /

IIponsBoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHueHs3Hsa Ne

Analysis performed according ND / Auaau3s nposenen no HJ1: JII1-Ne(001336)-(PI'-RU)-090625

Page1 of 6/ Crp.1m3 6

No / : :

No Test / Ilokazarein Result / PezyabTaTt Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent, colorless to
colorless gel with characteristic pale-yellow gel with characteristic odor /
odor / OHOpOAHBIM NPO3pAUHbIiA OnHoponHBIA Mpo3padHblii  I'ejib  OT
resib GECLBETHOrO IBETA C 6ecuBeTHOro 10 GJIeIHO-XKENTOro LBETA
XapaKTepHbIM 3a11aX0M. C XapakTepHbIM 3a1aXOM

2+ Identification / UnenTuduxanus

HPLC/B32XX

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 yaep>kuBaHHs
OCHOBHOTO nuKa Ha
XpomarorpamMme HCTIBITYEMOTO
pacTBopa COOTBETCTBYET BPEMEHH
YAEp>KUBAHUSL OCHOBHOTO IMKa Ha

XpoMmarorpamMmme pacTBopa
CTaH/IapTHOrO obpasua
HUMeCY/ .

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). / Bpemst ynepxuBaHus
OCHOBHOTO IIMKa Ha XpoMaTorpamme

UCIIBITYEMOTO ~ pacTBopa  JIOJDKHO
COOTBETCTBOBATH BPEMEHH
YAEp)KUBaHHUSA OCHOBHOTO TNHKa Ha
Xpomarorpamme pacTBopa
CTaHJapTHOro obpaslla HHMecynuaa
(pasnmen «KonunuectseHHoe
OTIPEACAEHUEN).

Remarks : The Product confirms to ND/

Ipumeuanue: [IpogykTt cooTeTcTBYET TpeboBaHmwsiM HJ

Conclusion : APPROVED /
3akaiouyenne: OJOBPEHO

Prepared by /
[ToarorosneHo: Nisha

Checked by /
[Tposepeno: Pravesh

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

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecneueHue
kauectBa/OTBETCTBEHHOE JIMLIO:

Kumari Rana |
4&}/ j/ \/K _Cumit i< WA
~ /\ — . 4\/\?
Date / Date / Date / Date / ]2 |~ 206) ¢

Jata: 10.01.2026

Hara: 10.01.2026

Hara: 10.01.2026

Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Uni:-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Sofan, H.P.,, 173 205, INDIA
Tel : +91 8816€ 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
lMponykt: Haiis® Axruerens (HUMecy i) refb Ul Hapy»KHOro npumerenus, 1 %, 50 r

WWW.OITEGUYSTOMm

Market / PoiHok

: Russia / Poccus

Batch No. / . V260022 Batch Quantity / . 23480.0 units /

Cepusi Ne ) Pasmep cepuu ' 23480.0 equHuL
Analytical Repovrt No. / . 040003251351 Date of Analysis / . 10.01.2026
AHaMIUTHYEeCKHH oTueT No JlaTa ananusa

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

JlaTa nponsBoacrsa I'ogen no

Mfg. License No. /

IMpon3BoacTBEeHHAR : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueHsms Ne

Analysis performed according ND / Ananu3 nposejes no H,Ili JIII-Ne(001336)-(PI'-RU)-090625

Page2 of 6/ Ctp. 2 u3 6

UV spectrophotometry /
Y®-cnexmpoghomomempus

UV absorption spectrum of the test
solution has absorption maximum at

UV absorption spectrum of the test
solution should have absorption

39745 nm. / VY®-cnektp | maximum at 39745 nm. / Y®-cnekrp
MOJIOLIEHHUS UCIIBITYEMOrO | MOMIOLEHUsT MCIBITYEMOro pacTBopa
pacTBopa UMeeT MAaKCUMYM | JOJDKEH UMETh MaKCHMYM IIOTJIOIIEHHUS
norsioleHus npu 39745 uwm. npu 397£5 um.
3. | Weight of package Slg/Slr According to Rus. Ph. / B cootBeTcTBHU
contents / Macca ¢ TpeboBanusamu '@ PO
COAEPKMMOr0 YNIAKOBKH
4. pH 33 25t045/012,5104,5
5. Viscosity / BazkocTh 982.8 centipoise / 400 to 1,200 centipoise /

982,8 canTHIya3

Ot 400 go 1200 cantumnyas

6. Impurities / lIpumecu

1. Impurity C/
INpumecs C

Not detected / ne obHapyxeHa

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

ii. | Impurity D/
[Tpumecs D

Not detected / He oOHapyxeHa

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

Any other impurity /
Jlro6as apyras npuMech
iii.

0.03 %

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

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboaHmam HJI

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by /
IToarorosaeHo: Nisha

Kumariﬁ‘%,

Checked by /
[Tposepeno: Pravesh

Rana
7

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

Approved by: Quality Assurance/Authorized
person / Ono6peno: Obecneuenue
kauecTBa/OTBETCTBEHHOE JIULIO:

LQurit KU

<)

Date /
Jara: 10.01.20264

Date /
Jata: 10.01.2026

A
/”
e
Date /

Jlata: 10.01.2026

Date /
Jlara:

| 201746206

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000234, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUNKAT AHAJIN3A

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

Vili. Khol, Naiagarh Road, Baddi,
Distt. Solan, A.P., 173 205, INDIA
Tel : +91 28166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykt: Haiis® AKTUBress (HUMECYNHI) redb 1JIs HAPYIHHOTO npuMenenus, 1 %, 50 r

WWW.OTTEOGYS.CON

Market / PeiHok : Russia / Poccust

Batch No. / . V260022 Batch Quantity / . 23480.0 units /

Cepusa Ne ’ Pasmep cepun * 23480.0 equnun
Analytical Repo“rt No./ . 040003251351 Date of Analysis / . 10.01.2026
AHanuTHYECKHI oTyeT No JaTa ananusa

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

JlaTa npousBoacTea TI'onen no

Mfg. License No. /

IlponsBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
anueH3us Ne

Analysis performed according ND / Ananu3s nposeaen no HJ1: JITI-Ne(001336)-(PI'-RU)-090625

Page3 of 6/ CTp.3 u3 6

iv. | Total impurities / 0.2 % Not more than 1.50 % /
CymMma npumeceit He 6osee 1,50 %
7. | Microbial purity* / Mukpo6uoJiornyeckas 4ucToTa*®
1. | Total Aerobic Microbial NA Not more than 10> CFU/g /
Count / O6uiee uucIo He 6onee 10 KOE/r
a3poOHBIX MHKPO-
OpraHu3MOoB
ii. | Total Combined Yeast and NA Not more than 10'CFU/g
mould count / Ob1uee uuciio He 6onee 10! KOE/r
JIPONOKEBBIX U TIECHEBBIX
rpuboB
iil. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBue B 1 r
8. Assay / KosinuecTBeHHOE onpejeieHHe
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeyanue: [Iponykt coorsercTyeT TpeboBanusam HJL 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized
[ToarorosneHo: Nisha [Mposepeno: Pravesh [Tposepeno (AOK): person / Opobpeno: Obecneuenue
Kumari Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:
Date / Date / Date / Date / b 26\~ LuLb
Jara: 10.01.2026 Hara: 10.01.2026 Jara: 10.01.2026 Hara:

Registered Office: 8-2-327, Road No. 3, Banjara Hifls, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 6816€ 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
ITpoayxr: Haiiz® AKTHBrenb (HUMECYINN/) TeNb I HAPYKHOTO npuMeHenns, 1 %, 50 T

WWW.ArTeGavs. Coim

JauueH3ua Ne

Market / Poivok : Russia / Poccus

Batch No. / . V260022 Batch Quantity / : 23480.0 units /

Cepusa Ne Pasmep cepuu 23480.0 equnuUI
Analytical Repourt No./ . 040003251351 Date of Analysis / . 10.01.2026
AHaJHTHYECKHI oTYeT Ne JaTa ananu3a

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

JaTa npousBoacTBa I'ogen o

Mfg. License No. /

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

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

Page4 of 6 / Ctp. 4 u3 6

Nimesulide /
Humecynun

9.97 mg/ 9,97 mr
(99.7 %)

9.0 mg to 11.0 mg of Ci3H;2N2058
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Ot 9,0 mr o 11,0 mr C13H12N20sS
(numecynun) (ot 90,0 % mo 110,0 % ot
HOMMHAJILHOTO coziepxanus) B 1 I rens

9. | Dimethyl sulfoxide /
JAumerniacyabdorcun

99.9 %

90% to 110% of C;H¢OS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(anmetuncynsdokcua) ot
HOMUHAJIIBHOTO COJIEpKaHusA

10.

Packaée / YnakoBka

aMIOMUHUS,

50 g in a laminated aluminum tube
equipped  with
membrane. Each tube and a patient
information leaflet in a carton. / Ilo
[ 50 r B TYOy M3 JTaMHHHpPOBaHHOTO
CHabXKEHHYIO
MeMOPaHOU AJi1 KOHTPOJIS MEPBOro
BekphiTas. Kaxayro Ty0y BmecTe ¢
HHCTPYKUHEH M0 MEeIUUMHCKOMY
NPHMEHEHHIO MOMELIAIOT B TayKy
KapTOHHYIO.

tamper-evident

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 wu 100 r B TYOY U3
JIAMUHUPOBAHHOI'O ANOMHHHUS,
cHabeHHY0 MeMOpaHOH [Tt KOHTPOJISA
nepsoro BekpbiTHA. Kaxayio T1yOy
BMECTE c UHCTPYKLMEH o
MEIULIMHCKOMY IPUMEHEHHIO
NOMELIAIOT B MAYKY KApTOHHYIO.

Remarks : The Product confirms to ND/
INpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusAM HJJ

Concl

usion : APPROVED /

3axmoyenue: OJOBPEHO

Prepared by /
IMoarorosneHo: Nisha
Kumari

Checked by /
IlposepeHo: Pravesh
Rana

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

Approved by: Quality Assurance/Authorized
person / OnobpeHo: ObecneueHne

Ka4yec

rBa/OTBETCTBEHHOE JIMIIO:

&}" g Quril L KU AL
Date / Date / Date / Date / ;Lfo(qo),é
Jara: 10.01.2026 Jara: 10.01.2026 Jara: 10.01.2026 Jlata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@ :
Formulation Uniz-5
’ ®
DI“. REddy S ‘.‘ Vill. Khol, Naiagarh Road, Baddi,
‘ CERTIFICATE OF ANALYSIS  pistt. Solan, 4.P, 173 205, INDIA
CEPTUDUKAT AHAJIM3A el : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g Wyt
IMpoayxr: Haif3® AkTuBrens (HUMeCYIIH/) reb A HapyKHOrO npuMeHenus, 1 %, 50 r

Market / PbIHOK : Russia / Poccus

Batch No./ . V260022 Batch Quantity / . 23480.0 units /
Cepus Ne ) Pasmep cepun " 23480.0 equHuL
Analytical Repovrt No./ . 040003251351 Date of Analysis / . 10.01.2026
AHanuTHUYeCKUii oTyeT No JaTa anannza

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

JlaTa npousBojacTBa TI'ogeH no

Mfg. License No. /

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

Analysis performed according ND / Auanaun3s nposeaen no HJI: JITT-Ne(001336)-(PI'-RU)-090625

PageSof 6/ Crp.5u3 6

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

*Iloka3arejib MOXKeT OTCYTCTBOBAThb B cepTHUKATe aHAIM3a IpousBoauTeis. IIpousBogurten
rapanTHpPyeT Ka4eCTBO Nnpenapara mo 3 TUM MOKa3aTeJIfAM.

API name (INN) / Haumenosanue A®C
(MHH):

API manufacturer batch number / NMS/125070680
Homep cepuu nponzsoaurens ADC:
FP Manufacturer API Batch number /

Nimesulide / Humecynun

Homep cepnu cybcTaHmuu NPOH3BOAUTEJISA FESA00553

II®:

API Manufactured by & country / Aarti Drugs Ltd., India /
Ipoussoaurenn APC, crpana: Aaptu parc JItn., Uuaus

Kanie. adilress. suthoriztion No fa FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
mamj;'acturins’ site / é;n trol site / Rrelease site Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
; g MNB/05/263) /
J-p Pennu’c Jlaboparopuc JIta., Unnus, Ilpouspoacreennoe
HaumeHoBanue, agpec, THHeH3Hs A5 6.B K H P B i T
TpoH3BOACTBEHHAS TIOWAKA / noxapasznenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, Iuctpuk
P Comnan, X.I1., 173205, Uuaus (JInuensus 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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TMpumeuanue: IIponykT coorBeTcTBYET TpeboBaHusam HJJ Sakmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized
IMoxrorosneHo: Nisha [Tpoepeno: Pravesh [Mposepeno (AOK): person / OpoOpeno: Obecneyenue
Kumari Rana Amit Kumar A kayecTBa/OTBETCTBEHHOE JIMLIO:
:—’\9\3/ ‘:/ /\/ s QUL KU AL
! <
Date / Date / Date / Date / 126 ) A
Hara: 10.01.2026 Hara: 10.01.2026 Jlara: 10.01.2026 Hara: i

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 Laboratories Ltd.

Qe :
Formulation Unit-6
y
DI’. Reddy S ‘... Vill. Khol, Nalagarh Road, Baddi,
) CERTIFICATE OF ANALYSIS s, Sofan, H.P,, 173 205, INDIA
CEPTUPUKAT AHAJIU3A Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g SN RNy
Hpoaykr: Haiis® AxTusrens (HUMECYnA) Tenb IS HAPYKHOro npumenenus, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / ; Batch Quantity / . 23480.0 units /
Cepnst Ne E VAGU0E2 Pa3mep cepuu " 23480.0 epuHuL
Analytical RepOft No. / . 040003251351 Date of Analysis / . 10.01.2026
AHanuTHyeckHii oTuer No JlaTa ananusa

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

JlaTta npousBoacTBa Tonen no

Mfg. License No. /

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

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

Page 6 of 6 / CTp. 6 u3 6

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».

3akiarouenue o coorBercTBHM: «HacTosAmmM 5 MoATBEpXKIAKO, UTO NPUBEICHHAA BHILIE HHGOPMALHUS SBJIAETCS
JIOCTOBEPHOW U TOYHOW. DTa CepHs MPOAYKLMH IIpOM3BeJeHa (BKIIOYas yIaKOBKY (MApKHPOBKY) M KOHTPOJIb
KauecTBa) Ha BbILIEYKa3aHHOH IIPOM3BOJACTBEHHOM IUIOMAKe (IUIOINAAKAX) B IIOJIHOM COOTBETCTBUM C
TpeboBaHusaMu IlpaBun Haexamed MpOU3BOACTBEHHON NPAKTHKUA EBpasuiicKoro 3KOHOMHYECKOTO COI03a U
TpeOOBaHUAMH KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX CPENCTB, a TAKXKe B COOTBETCTBHH CO CHENUMHKAIHAMY,
COZIEPXAIIUMUCS B PETUCTPALIMOHHOM JIOChE CTPAaHBI-UMIIOPTEPA. 3allUCH 10 IIPOU3BOJCTBY, YIAKOBKE H AHAIU3Y
TPOBEPCHBI, U YCTAHOBJIEHO WX COOTBETCTBUE TpeboBaHMAM [IpaBuiI HajuIexKaIei IPOU3BOICTBEHHON IPAKTHKH
EBpa3uiicKoro 3KOHOMUYECKOTO COI03a».

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

IMpumeuanue: [TpoaykT coorBeTcTBYET TpeOoBaHUAM HJT 3akmrouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Toarorosneno: Nisha I[TpoBepeHo: Pravesh ITposepeno (AOK): person / Onobpeno: ObecnieyeHUe

Kumari Rana P Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:

Date / Date / Date / Date / | N 4)-fL) G

Hara: 10.01.2026 ‘}J;aTa: 10.01.2026 Jara: 10.01.2026 Jara: -

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1L.C004507
www.drreddys.com



