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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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

Product : Nise gel 1%, 50 g
Mpoaykt: Haiis®, rens ana napysxworo npumenenns 1%, 50 r

Market / Poinok : Russia/ Poccus

Batch No. / . V260121 Batch Quantity / . 23467.0 units /

Cepus Ne ) Pasmep cepuu © 23467.0eaunnn
Analytical Repovrt No./ . 040003285299 Date of Analysis / . 18.02.2026
AHanuTuyeckuii oTyet No JlaTa ananu3a

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTa npon3BoacTBa Topaen g0

Mfg. License No. /

IIpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
aunensus Ne

Analysis performed according ND No / AnaJns nposenen no HJ1 Ne: JITI-Ne(001198)-(PI'-RU)-050525

Ne

Test / Iloka3zaTens

Result / PesyabTaThl

Specification / Hopma ]

1 Appearance / Onucanune

[TOCTOPOHHUX HaCTHIL]

Clear homogenous light yellow gel, free fromClear
particulate matter / OgHoponuslii npo3pauHsiityellow
rejib CBETJIO-KENTOro LBETa, CBOOOAHEIN otparticulate matter / OnHopoaHEIH NPO3payHBbIii refb

homogenous li gh1i

to yellow gel, free from
OT CBETJIO-XKEJITOrO 10 XKENTOro 118€Ta, CBOOOHBIH

OT NNOCTOPOHHUX YaCTHUL]

Identification /
Uaentuduxaunsa

HPLC / BOXX

The retention time of the main peak in the
chromatogram of test solution should
corresponds to the retention time of the main
peak in the chromatogram of nimesulide
reference  standard solution / Bpems
yOep)KMBaHWsS ~ OCHOBHOTO  THKa  Ha
XPOMaTorpaMMe  MCMBITYEMOro  pacTBopa
COOTBETCTBYET  BpPEMEHM  yIep>KMBaHUs
OCHOBHOTO  MHKa Ha  XpoMaTrorpamme
pacTBopa CTaHIAPTHOTO obpasua
HUMecCyTUIa

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 ynep>kUBaHUs
OCHOBHOTO TIHKa Ha XpOMaTorpaMmMe UCIbITyeMoro
pacTBOopa J0JDKHO COOTBETCTBOBAThH BPEMEHH
YAEpKMBaHHs OCHOBHOTO IUKa Ha XpOMaTorpaMmme
pacTBOpa cranjapTHOro obpasua HUMecyIHaa
(paznen «KonuuecTBeHHOE OMpeeNieHHe)

Weight of package

MAKOBKH

Macca cogep:RHMOro

contents /
50g/50r

iAccording to the requirement:s.iN:ot less than 50 g
/ B cooTBercTBIK ¢ TpeboBaHuamu. He menee 50
r

pH

5.0

4.6t06.0/0t14,6 00 6,0

Remarks : The Product

ITpumeuanmne: Mpoaykr coorsercrayer Tpebosanuam HJL

confirms to ND/

Conclusion : APPROVED /
3akatouenue: OJOBPEHO

Prepared by / ,
IMoarorosneno: |/
Pravesh Rana

Approved by: Quality Assurance/Authorized person /

Onobpeno: Oﬁecneqemyzjfﬁjrcmeuuoe JIMLO:

Date /

Jlata: 18.02.2026

Checked by / Checked by (AQA)/

INposepeHo: ITposepeno (AOK):

Pardeep Kumar Amit Kuma //\
(3-[—7/ [ —

Date / Date / Date /

Jara: 18.02.2026 JlaTa: 18.02.2026 JlaTa:

\ §-—o7L— 2016

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

CIN: L85195AP1984PLC0O04507
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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Nise gel 1%, 50 g

T poaykr: Haiis®, ress s HapyxHoro npumenenns 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No./ . V260121 Batch Quantity / . 23467.0 units /

Cepusi N ' Pa3mep cepun " 23467.0equnny
Analytical Repourt No./ . 040003285299 Date of Analysis / 18.02.2026
AHanuTuyeckuii oryer Ne Jlara ananansa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

Jata npousBogcTBa Togen go

Mfg. License No. /

IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT'-RU)
nuuensus No

Analysis performed according ND No / Auaans nposeaen no H/ Ne: JITI-Ne(001198)-(PT-RU)-050525

5

Related substances /PoacTBeHHbIE IPUMeECH

1) Impurity A / Tlpumecs A

Below LOQ (LOQ = 0.06 %)/ Huxe npenena
konuuecTBeHHoro onpenenenus (ITKO = 0,06

7o)

1) Not more than 0.2 % / ne 6onee 0,2 %

/ EnuHu4Has
HeuaeHTHHUIUPOBAHHAS
TIPUMECH

Below LOQ (LOQ = 0.1 %) / Hixe npenena
KonuyecTBeHHoro onpeaenenus (IIKO = 0,1%)

2) Impurity B / ITpuvecs B Not detected / He obHapyxeHa

2) Not more than 0.2 % / He Gonee 0,2 %
3) Impurity C / Ipumecs C Below LOQ (LOQ = 0.04 %) / Husxe npenena [3) Not more than 0.2 % / ne 6onee 0,2 %

KosnuyectBeHHoro onpenenenus (ITKO = 0,04
%)

4} Impurity D / Ilpumecs D Not detected / He o6Hapy>xeHa 4) Not more than 0.2 % / He 6onee 0,2 %
5) Impurity E / IIpumecs E Not detected / He oBHapyxeHa 5) Not more than 0.2 % / ue 6onee 0,2 %
6) Impurity F / Tlpumecs F Not detected / He 0OHapy>keHa 6) Not more than 0.2 % / ne 6onee 0,2 %
7) Highest Unknown Impurity 7) Not more than 0.2 % / ne 6osee 0,2 %

Remarks : The Product confirms to ND/
ITpumeuanne: [Mponykt cooTBeTCTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akurouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[ToaroTosneHo: [ [Tpoeepeno: [Mporepeno (AOK): Onobpeno: Obecneuenue kauecTsa/QTBETCTBEHHOE JTMLIO:
Pravesh Rana Pardeep Kumar CJ'/ Amit Kumgg 7~ s

: ﬁ — \ -
Date / Date / Date / Date / ’ .
Tata: 18.02.2026 Jara: 18.02.2026 Jlara: 18.02.2026 Jara: \ 2 D7 —20 16

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solain, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Nise gel 1%, 50 g

Ipoayxt: Haiiz®, rens auis HapyxHoro npuMeHenus 1%, 50 r

Market / PoiHOK : Russia / Poccus

Batch No./ . V260121 Batch Quantity / . 23467.0 units /

Cepusi Ne ) Pasmep cepuu © 23467.0eaunnn
Analytical Repovrt No./ . 040003285299 Date of Analysis / 18.02.2026
AHaJuTH4ecKuii oTuer Ne JlaTta ananuza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTta npousBoacTea T'ogen go

Mfg. License No. /

IpousBoacTBeHHan : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
auneH3ua Ne

Analysis performed according ND No / Ananns nposeaen no H/I Ne: JITI-Ne(001198)-(PI'-RU)-050525

8) Total impurities /
CymmMa npumeceit

Below LOQ / Huxe npenena
KOJIHYECTBEHHOTO ONpPEAENeH

8) Not more than 1.5 % / He 6onee 1,5 %
st

Microbial contamination* / Mu

KpOGHOIOrHyecKasi HUCTOTa*

‘Total aerobic microbial count /
OObl1ee KONHYECTBO
YKU3HECIIOCOOHBIX a3pOOHbBIX

Not more than 10> CFU/g /
He 6onee 10> KOE/r

NA
MHUKPOOPTaHU3MOB
Total combined yeasts/molds NA Not more than 10' CFU/g /
count / Obuee yucso He 6onee 10' KOE/r
IPOOKEBBIX U [IECHEBBIX
rpuboB
Pseudomonas aeruginosa Rth Absent in 1 g/ Orcyrcreue B 11
Staphylococcus aureus - NA Absent in 1 g/ OrcyrctBue B 1 1
Remarks : The Product confirms to ND/ Conclusion : WED/
[Ipumeuanue: [IpoayxT cootBeTcTBYeT TpebopaHusam HJT 3axnrouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
[MoarororneHo: Z IIpoBepeHo: [Mposepeno (AOK): Onobpeno: ObecrieueHue Ka Ba/OTRETCTREHHOE THLIO:
Pravesh Rana Pardeep Kumar (}_j/ Amit Kumar [
2 i S5 P
Date / Date / Date / Date / :
Nata: 18.02.2026 Jlata: 18.02.2026 Iata: 18.02.2026 Jlara: \2 ir- Ry B I )

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, 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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
Ipoaykr: Haiis®, rens juis Hapysknoro npumenenus 1%, 50 r

Market / PoiHok : Russia / Poccus

Batch No./ . V260121 Batch Quantity / . 23467.0 units /

Cepus No ) Pasmep cepunt * 23467.0equuun
Analytical Repourt No./ . 040003285299 Date of Analysis / . 18.02.2026
AHaNUTHYECKHH oTHYeT No Jlara anann3za

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTa npou3BoACTBa Topen no

Mfg. License No. /

IlpousBoacTBEHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
auueH3usi Ne

Analysis performed according ND No / Axanns nposeaen no H/1 Ne: JITI-Ne(001198)-(PI'-RU)-050525

7  |Assay / KoarnuecTBeHHOe

PRpRAGICEE 10.21 mg /10,21 mr

9.0 to 11.0 mg of Ci3H;2N>OsS (nimesulide) per
11 g of the product /

0t19,0 no 11,0 mr Cy3H12N20sS (Humecyann) B 1
r npenapara

50 g in a laminated aluminum tube equipped
l with tamper-evident membrane. 1 tube and
, patient information leaflet (package insert) ina
\
i
|

8 Package / YnakoBka

carton. /

[lo 50 r B T1y0y W3 /JaMUHHUPOBAHHOTrO
amoMMHUs, cHaOXeHHyl0 MeMmOpaHOH [l
KOHTpOJIsL IiepBoro BekpbiTHA. ITo 1 Tybe B
nNayky KapTOHHYKW C HMHCTpyKLueH
[IPUMCHEHHIO (JIMCTKOM-BKJIAABILLIEM).

50 g in a laminated aluminum tube equipped with
amper-evident membrane. 1 tube and patient
information leaflet (package insert) in a carton. /

[To 50 r B TyOy M3 TaMMHUPOBAHHOIO AJIIOMUHMA,
HaOeHHY10 MeMOpaHOH 1 KOHTPONS NMEPBOTO
BekpoitHa. [lo 1 TyGe B nauky KapTOHHYIO €
MHCTPYKUHEH TI0  MOpUMEHEeHHIO  (JIMCTKOM-

BKJIAZABILLEM).

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The

test may be absent in the in-house certificate of analysis./

* [IpOBOIMTCS MPOW3BOIAMTENEM TIPH BHIMTYCKE IEPHOAUYECKH (C MHTEPBAOM B OIHO McNbITaHHe Ha 20 cepuii nin He MeHee |
paza B ron). [Tokaszarens MoxeT ObITh He BKJIIOYEH B cepTHdUKAT aHanu3a GUPMBIL.

| API name / HanmenoBanne ADC: | Nimesulide / Humecynun
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: [poaykr coorsercryer Tpebosanuam HJT 3axaoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
IMoaroTosneHo: ITpoeepeno: g [Mpoeepeno (AOK): OnoGpeno: Obecnieuenne kauectsa/OTETCTBEHHOE JIMLO:
Pravesh Rana : Pardeep Kumar CJ:__,/ Amit Kuﬁr A /é‘ }gj
P ‘ e ‘ /
Date / Date / Date / Date /
Jlara: 18.02.2026 Jlara: 18.02.2026 Jlara: 18.02.2026 Jlara: AR DL~2074

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
MpoayxT: Haiiz®, rens uis HapyHOro npumexenus 1%, 50 r

Market / Poitok : Russia / Poccus

Batch No. / . V260121 Batch Quantity / . 23467.0 units /
Cepusi No ’ Pasmep cepuu © 23467.0enunun
Analytical Reponrt No./ . 040003285299 Date of Analysis / . 18.02.2026
AHanuTHYECKHIT oTueT Ne Jlara anajinza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTta npon3BoAcTBA I'oseH mo

Mfg. License No. /
IIpousBoacrBeHHas
nuneHsus Ne

: MNB/05/263

MA number: / Homep PY

: JIT-Ne(001198)-(PT-RU)

Analysis performed according ND No / Anasus nposeaen no HJ Ne: JIII-Ne(001198)-(PT'-RU)-050525

INN / MHH:

Nimesulide / Humecynug

API manufacturer batch number /
Homep cepun npousBogutessa ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Howmep cepnu cy6cranuuu npoussoautens I'JId:

FERA00717

API Manufactured by & country /
IIpon3ssoautenp APC, cTpana:

Mangalam Drugs and Organics Ltd., India /

Masnranam Jlpar3s sua Opranukce JIta., Manus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHHe, aApec N HOMeD JIMIIEeH3UH
IUIOLAJAKH, OCYIEeCTBIs I0LIe

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan

(HP) 173205, India (license No MNB/05/263). /

[pousBoacTBeHHOE NoApazenenne-6, Bumi. Kxons, Hanarapx
Poyn, banau, Hucrpuxr Conan, X.I1., 173205, Uuaus (JIuuensus

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 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». /

3akuiloueHne 0 cOoTBeTCTBUM: «HacTosummm s NOATBEPKAAL0, YTO NMPUBEIEHHAS BbiLIe MHPOPMALIMS ABJISETCS JOCTOBEPHON M TOYHOM.
Ota cepust NpOAYKUMH TIpou3BeaeHa (BKIIIOYas YIIaKOBKY (MapKMPOBKY) M KOHTPOJIb KQU€CTBA) Ha BBILIEYKa3aHHOM MPOU3BOACTBEHHOM

Remarks : The Product confirms to ND/
ITpumeuanne: Ilponykt cootBeTcTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenne: OJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[MoaroroBneHo: I[Tposepeno: 3 Ipoeepeno (AOK): Opobpeno: Obecneyenne kauecTea/OTRETCTBEHHOE JIULIO:
Pravesh Rana f Pardeep Kumar‘_’f___ Amit Kumar /;\ Ly;’

‘ A \Z
Date / Date / Date/ Date /
Tlara: 18.02.2026 Jlata: 18.02.2026 [ara: 18.02.2026 Jlara: \% DD = 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




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

. Q%%
DI’. Reddy S @ Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Nise gel 1%, 50 g
Mpoaykr: Haiis®, rens ana uapysxHoro npumenenus 1%, 50 r

Market / PuiHok : Russia / Poccus

Batch No. / . V260121 Batch Quantity / . 23467.0 units /

Cepus Ne ’ Pasmep cepun © 23467.0eannun
Analytical RepO}‘t No./ : 040003285299 Date of Analysis / 18.02.2026
AunanuTuyeckHii oTuer Ne JlaTa ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

Jarta nponszsoacTaa TI'open go

Mfg. License No. /

IIpousBoacTBeHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
JULeH3ua Ne

Analysis performed according ND No / Ananus nposeaen no HJ/L Ne: JITI-Ne(001198)-(PI'-RU)-050525

momaake (MIolaakax) B MOJIHOM COOTBETCTBUHM ¢ TpeboaHusaMH [IpaBun Haanexalued Npou3BOACTBEHHON npakTHkH Eppaszuiickoro
3KOHOMHYECKOTIO CO03a U TPeOOBAHMAMM KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPENICTR, a TakiKe B COOTBETCTBUHU CO CICHHU(PHKAIMAMHE,
cogepkalllUMHCA B PErHCTPalMOHHOM AOChE CTPaHbl-UMIIOpTEpa. 3amucu M0 TPOW3BOJCTBY, YMAaKOBKE W aHaJIH3y IPOBEpPEHBl, U
YCTaHOBIIEHO MX COOTBETCTBUE TpeboBaHHAM IIpaBuyl Halnexkalleil NPOW3BOACTBEHHON NpakTHKA EBpPazniiCKOro 3KOHOMHYECKOTO
COr03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr cooreercreyer tpedopanuam HJT 3axnoyenne: OJOBPEHO -
Prepared by / J ||Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[Monroroenexo: IMpoeepeno: [Tposepeno (AOK): OnoGpeno: ObecneyeHue kauecTra/OTRBETCTREHHOE IULO:
Pravesh Rana  ||Pardeep Kumar Amit Kum /;:\ ;

= (= f\*{i \ =
Date / Date / Date / Date /
[lata: 18.02.2026 [ara: 18.02.2026 [lara: 18.02.2026 [ara: \@ 22 —2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com





