Dr.Reddy’s @3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Dr. Reddy's Laboratories ttd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IlpoayxT: Haiis® AKTUBreb (HHMECYNHIL) Telb Ui HAPY/KHOTO pumenerus, 1 %, 50 r

] =N ot
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Market / PoiHoK

: Russia / Poccus

Batch No. / . V260155 Batch Quantity / . 23416.0 units /

Cepus Ne ) Paszmep cepuu * 23416.0 eaunni
Analytical Repaft No. / . 040003298596 Date of Analysis / . 27.02.2026
ARanntnueckuii otyet Ne Jarta ananuza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npousBoacTBa T'onen no

Mfg. License No. /

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

Analysis performed according ND / Ananns nposenen no HJL: JIIT-Ne(001336)-(PI'-RU)-090625

Page1of6/Crp.1n36

No/ ; .

No Test / IlokazaTesnnb Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OmMHOPOAHBIH NMPO3paUHbIN reflb OpnHOpONHBIA  TPO3payHbIii  reib  OT
OecIIBeTHOrO LiBETa © OecLBeTHOr0 10 OMeJHO-XKENTOro 1BEeTa
XapaKTepHbIM 3aMaxoM. C XapakTepHbIM 3aMaxoM

2. Identification / UgenTnduxanuns

HPLC /BO)XX

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 ynepxxuaHus

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 ynepxuBanus

OCHOBHOT0O n1Ka Ha | OCHOBHOTO [IMKAa Ha XpOMarorpaMmme
XpoMarorpaMme UCIIBITYEMOTO | UCIBITYEMOTO pacTBopa JOJDKHO
pacTBOpa COOTBETCTBYET BPEMEHH | COOTBETCTBOBATH BPEMEHU
YAEP>KHUBAaHHA OCHOBHOI'O NUKA Ha | YAEPKUBAHUA OCHOBHOIO MHKa Ha
XpoMaTorpamme pacTBopa | XpomaTorpamme pacTBopa
CTaHAAPTHOTO obpasua | craHjapTHoro obpasua HHUMecyIMaa
HUMECYJU/A. (paznen «KonuuecTreHHOE
onpeneieHue).

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

ITpumeuanne: [IpoxykT cooTBeTCTBYET TpeboBaHuam HJI 3akiouenue: OJJIOBPEHO

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

[ToarorosneHo: Pravesh [Tposepeno: Rama Kant|[[Tpoeepeno (AOK): person / Onobpeno: ObecnieyeHue

Rana UXT Amit Kumar kauecTBa/OTBETCTBEHHOE JIULO:

@ l b (l OJ
Date / Date / Date/ Date / ,
Jlara: 27.02.2026 Jlara: 27.02.2026 Jlata: 27.02.2026  ||Tara: & 2L 206

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 “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiis® AxkTHBrenb (HUMECYI) rejib A1 HAPYXKHOTO NMpuMeHenns, 1 %, S0 r
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Market / PbiHOK

: Russia / Poccust

Batch No. / . V260155 Batch Quantity / . 23416.0 units /

Cepust Ne ) Pazmep cepumn " 23416.0 enunur
Analytical Repo“rt No./ . 040003298596 Date of Analysis / . 27.02.2026
AHasinTUYecKHil 0TyeT No JaTa aHaju3a

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

Jata npousBoacTBa T'open no

Mifg. License No. /

Ilpon3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)~(PI™-RU)
Junensus Ne

Analysis performed according ND / Auanus nposeen no HJL: JITI-Ne(001336)-(PT-RU)-090625

Page2 of 6 /Crp.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. / Y®-cnextp | maximum at 39745 nm. / Y®-cnekTp
OIJIOLLEHUS UCTIBITYEMOrO | TMOMJIOLIEHUS MWCHBITYEMOro pacTBopa
pactBopa UMeeT MaKCUMYM | JAOJDKEH UMETh MaKCHMYM IOTJIOIIEHHS
noryonieHus npu 39745 M. npu 39745 uMm.

3. | Weight of package 51g/51r According to Rus. Ph. / B cooTBeTcTBHH

contents / Macca
COICPIKHMOr0 YIIAaKOBKHU

¢ TpeboBanusmu I'® PO

4. | pH 3.17 25t04.5/012,5n04,5
5. Viscosity / BazkocTb 964.0 centipoise / 400 to 1,200 centipoise /
964,0 cantunyas Ot 400 mo 1200 cantunyas
6. Impurities / Ilpumecu
i Impurity C/ Not detected / He o6Hapy»xeHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / ne o6HapyxeHa Not more than 0.50 % /
[Ipumecs D He 6onee 0,50 %
Any other impurity / 0.03 % Not more than 0.50 % /

JlroGas npyras npumech
1il.

He 6onee 0,50 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanne: [Mpoaykr coorBeTcTBYeT Tpebosanusam HJ{ 3axnouenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized
[onrorosneno: Pravesh [Tposepeno: Rama Kant||[TposepeHo (AOK): person / Ono6peno: Obecneyenue
Rana ﬁ Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
, A /%’)M
Date / Date / Date / Date / . _
Jlara: 27.02.2026 Jara: 27.02.2026 Hata: 27.02.2026 Jara: L&D L0 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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoayxT: Halsz® AxTuBresns (HUMeCynua) refib s HapyxHoro npumenenns, 1 %, 50 r

ewEr P delise penron
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Market / Poinok

: Russia / Poccus

Batch No. / . V260155 Batch Quantity / . 23416.0 units /

Cepusi Ne ) Pasmep cepuu " 23416.0 eguHuL,
Analytical Repourt No./ . 040003298596 Date of Analysis / . 27.02.2026
AHaJINTHYECKHIT oTYeT Ne Jarta aHanuza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JaTa npousBoacTBa Tonen no

Mfg. License No. /

ITponsBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JMueH3ust Ne

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

Page3 of 6/ Ctp.3 13 6

iv. | Total impurities / 0.1% Not more than 1.50 % /
CymMa npumeceit He 6onee 1,50 %
7. | Microbial purity* / Mukpo6uonorudeckasi 4ucrora*
1. | Total Aerobic Microbial NA Not more than 10> CFU/g /
Count / O6miee uMcio He 6onee 10? KOE/r
a’pOOHBIX MUKPO-
OpraHM3MOB
ii. | Total Combined Yeast and NA Not more than 10'CFU/g
mould count / O61ee yncno He 6onee 10" KOE/r
JIPOMOKEBEBIX U MJIECHEBBIX
rpuboB
iil. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBue B 1 ¢
iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyterBue B 1 ¢
8. Assay / KosmyecTBeHHOe onpeaeieHHe
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: IMpoaykT cootBetcTBYeT TpeboBanuam HJJ 3axmoyenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ [[Approved by: Quality Assurance/Authorized
[ToproropineHo: Pravesh [Ipoeepeno: Rama Kant||[IpoepeHo (AOK): person / Opobpeno: Obecneyenne
Rana J Amit Kumar kauecTra/OTBETCTBEHHOE JIMILO: ‘j
[+
M| e
Date / Date / Date / ) Date / .
Tata: 27.02.2026 Tlata: 27.02.2026 Tara: 27.02.2026 Jata: kit

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 Q’:'.

CERTIFICATE OF ANALYSIS

CEPTHOPUNKAT 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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Haii3® AkTusresb (HUIMECYJIUA) reflb U HApYXKHOro npumenenus, 1 %, 50 r

e aad s sn oo oun
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Market / Poinok : Russia / Poccust

Batch No. / . V260155 Batch Quantity / . 23416.0 units /

Cepusi Ne ) Paszmep cepun " 23416.0 exunun
Analytical Repovrt No. / . 040003298596 Date of Analysis / . 27.02.2026
AHaUTUYeCKHil 0TUeT No JaTa ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JaTa npousBoacTBa T'onen no

Mfg. License No. /

IpouseoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIHUeH3HsA Ne

Analysis performed according ND / Ananu3 npoeeaen no HJI: JIII-Ne(001336)-(PI'-RU)-090625

Page4 of 6/ Ctp. 413 6

Nimesulide /
Humecynun

9.95mg/ 9,95 mr

(99.5 %)

9.0 mg to 11.0 mg of Ci3H12N>OsS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 gofgel /

Or 9,0 MI' 10 11,0 Mr C13H12N2058
(numecynum) (ot 90,0 % no 110,0 % ot
HOMHUHAJIBHOTO cofep>kanus) B 1 r rens

Dimethyl sulfoxide /
JAumernicyabdokcnn

102.7 %

90% to 110% of C;HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % 1o 110 % C,HsOS
(numertuncynehoxkcu) ot
HOMMHAJILHOTO COAEPIKaHHU

10.

50gina
equipped

Package / YnakoBka

laminated aluminum tube
with  tamper-evident

membrane. Each tube and a patient
information leaflet in a carton. / ITo
50 r B TYOy M3 JTaMMHUPOBAHHOTO

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 mnu 100 r B TyOy u3

AJIFOMUHUS, CHa0XKEHHYIO | JJAMMUHHUPOBAHHOI'O TIFOMUHUS,
MeMOpaHOM Al KOHTPOJIS NepBOro | CHabXeHHYIO MeMOpaHO 11 KOHTPOJS
BckpbiTHs. Kaxryro TyOy BMecTe ¢ | mepBoro BekpbiTvs.  Kaxaywo  TyOy
HHCTPYKLMEH MO MEeJULMHCKOMY | BMECTE c UHCTPYKLUEH o
IPUMEHEHHIO TIOMELAT B Ia4Ky | MEIMLMHCKOMY MIPUMEHEHUIO
KapTOHHYIO. MOMELIAIOT B NTaYKy KapTOHHYIO.

Remarks : The Product confirms to ND/ " |[Conclusion : APPROVED /

Ipumeuanne: [Ipoaykt coorercrayer Tpedosanuam HJL 3akniouenne: OJOBPEHO

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

[Tonrorosnero: Pravesh I[TpoBepeHo: Rama Kant|[[Tposepeno (AOK): person / Ono6peHo: Obecneuenue

.||Rana W Amit Kumar kayecTBa/OTBETCTBEHHOE JIULO:
¢ ol L /%3 }ﬂJ) ,
Date / Date / Date / Date /
‘ ~ 1L
Jara: 27.02.2026 Hara: 27.02.2026 JHara: 27.02.2026 Hara: TLR o712

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 Laboratories ttd.

@ o
DI‘. Reddy,s ‘_... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Dpistt. Solan, H.P.,, 173 205, INDIA
CEPTUOUKAT AHAJIU3A Tel : +91 98166 56001-02
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Mpoaykr: Haiiz® AkTUBresb (HUMECYJMI) redib 1Jisl HAPYKHOIO puMeHenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V260155 Batch Quantity / ; 23416.0 units /
Cepns No Pasmep cepun 23416.0 enqnnuiy
Analytical Repovrt No./ . 040003298596 Date of Analysis / . 27.02.2026
AHaJIUTHYECKHI oTyeT No JlaTa anajim3a

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npou3BoacTBA T'oaen o

Mfg. License No. /

IIpouseoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Juuen3ns Ne

Analysis performed according ND / Anann3 nposenen no HJI: JITI-Ne(001336)-(PI'-RU)-090625

PageSof 6/ Crp.5u36

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

*IIoka3aTesib MOJXKET OTCYTCTBOBATH B cepTudukaTe anaauza npouspoantess. [IpousBoantens
TAPAHTHPYET KAYECTBO PENAPATA MO 3THM MOKA3ATEAM.

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

Nimesulide / Humecynug

Howmep cepun npounssoautens ADPC: NN 1251 10854 B
FP Manufacturer API Batch number /

Homep cepnu cy0cTaHIHH TPOU3BOINTEIS FESA00643

J1d:

API Manufactured by & country / Aarti Drugs Ltd., India /

IIponssoantean APC, cTpana: Aapru Jlparc Jlta., Uugus

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 Jlabopatopuc JIta., Unaus, [IponzsoacteeHHOE
noapasaenedue-6, B, Kxons, Hanarapx Poya, bagmu, Jluctpukr
Conan, X.I1., 173205, Uuaus (JIuuensus Ne MNB/05/263))

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

HanmeHoBaHme, agpec, THUEH3US JJIsI
IIpousBoacTBeHHAs MIOIAKA /

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 /
ITpumeyanne: [NpoaykT coorsercTByeT TpeGoBanuam HJI 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[Moarorosneno; Pravesh ITpoeepeno: Rama Kant|{[Tporepeno (AOK): person / Onobpeno: ObecneyeHue
Rana Amit Kumar kauecTa/OTBETCTBEHHOE JINLIO:
(5.5}&& | 1 2 o)

-/ .
Date / Date / Date / Date / ;
Tara: 27.02.2026 Tarta: 27.02.2026 Jlata: 27.02.2026 Tara: LB 2 2L2024L

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



‘.o Dr. Reddy's Laboratories Ltd.
’ °@® Formulation Unit-6
Dr' Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTUOPHUKAT AHAJIM3A Tel : +91 98166 56001-02
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

IpoaykTr: Haii3® AkTuBrens (HUMeCYIINL) Telb [UIA HapyXXHOTO npumeHeHus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V260155 Batch Quantity / . 23416.0 units /
Cepust Ne ) Paszmep cepuu ° 23416.0 equHul
Analytical Repo:‘t No./ - 040003298596 Date of Analysis / . 27.02.2026
AHaJINTHYECKHIT oTyeT Ne JlaTa aHanu3za

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npousBojcTBa ToaeH 00

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuLeH3us Ne

Analysis performed according ND / Auanus nposegen mo HJI: JIIT-Ne(001336)-(PT-RU)-090625

Page 6 of 6/ CTp. 6 M3 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».

3akJrouenne o coorBercTBUM: «HacTosmuM st moATBEPXKAAl0, YTO NIPUBEACHHAS BBIIE HHGOpPMANHs SBISETCS
IOCTOBEPHOH M TOYHOM. DTa cepusi NPOAYKIHUM IIpOoU3Be/ieHa (BKJIIoUas yHNakoBKY (MapKHPOBKY) H KOHTPOJb
KayecTBa) Ha BBINICYKAa3aHHON NPOM3BOICTBEHHOM IUIoHm[aKe (MIIOMAAKaX) B TOJHOM COOTBETCTBHM C
TpeboBanusamu IlpaBun HaIexamei Ipou3BOJACTBEHHON NpakTHKH EBpa3suicKOro 3KOHOMHYECKOTO COI03a M
TpeOOBAaHUAMH KOHTPOJSI KadecTBa JICKAPCTBEHHBIX CPEJICTB, a TAKXKE€ B COOTBETCTBUU CO CHENU(PUKAIUSIMU,
COJICP>KaLIMUCS B PETUCTPALIMOHHOM J0Che CTPaHbI-UMIIOPTEPA. 3aIUCH IO MPOU3BOJICTRY, YIIAKOBKE M aHATIN3Y
IPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHUE TpeOoBaHuAM [IpaBuit Hajexaiel MpoU3BOICTBEHHOHN IPaKTUKI
EBpazuiickoro 3KOHOMHYECKOTO COO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED / o
ITpumeuanne: [TpoayxT coorsercTayeT Tpedoannsam HJL 3axkmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[MoaroTtosneHo: Pravesh [Tporepeno: Rama Kant||[Tposepero (AOK): person / Onobpeno: ObecneueHue
Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:
&

\ /?D”!}'M) :
Date / Date / Date / ; Date /
Tlata: 27.02.2026 Tara: 27.02.2026 Jlata: 27.02.2026 Jlata: QEDOL~2026

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





