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 .

CEPTUOUKAT AHAINTUSA

Product : Nise gel 1%, 20 g
Hpoayxr: Haiis®, rens 01 HapyskHoro npuMenenus 1%, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250997 Batch Quantity / . 58185.000 units /

Cepust Ne ) Pasmep cepun * 58185.000 eaumvng
Analytical Repourt No./ . 040003232001 Date of Analysis / . 23.12.2025
AHaIuTHYeCKNi oTueT No JlaTa ananuza

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa npou3BoACTBA Togen a0

Mfg. License No. /

IIpousBoacTBeHHasn : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI™-RU)
JAuueH3us Ne :

Analysis performed according ND No / Ananns nposeaen no HJI Ne: JIII-Ne(001198)-(PI'-RU)-050525

Ne

Test / [TokazaTenan

Result / Pe3yabTaThl

| Specification / Hopma

1

Appearance / Onucanme

YACTHIL

lear
Clear homogenous light yellow gel, free fromjyellow
particulate matter / OiHOpoRHBI# Tpo3paunblil rensparticulate matter / OmXHOPOAHBIR NMPO3pauHBIH TeNb OT]
CBETNIO->KEATOTO L{BETA, CBOOOAHBIH OT MOCTOPOHHUXCBETIO-XKENTOrO 0 KENTOTO 1IBETA,

homogenous
yellow gel,

light

to free from|

CBOGOIHBIA 01
inOCTOPOHHPIX 4acTuIl

2 Identification / The retention time of the main peak in the [The retention time of the main peak in the chromatogram
IMaenTudnkauns chromatogram of test solution should corresponds |of test solution should correspond to the retention time of]
to the retention time of the main peak in the [the mainpeak inthechromatogram of nimesulide reference
|HPLC / BoXKX chromatogram of nimesulide reference standard [standard solution (section Assay). / Bpems ynepxusanust
solution / BpeMs yaep)xuBaHKsi OCHOBHOTO MHKa HA |OCHOBHOTO MKMKA HA XPOMAaTOTpaMME HCIIBITYEMOro
XxpoMarorpamme HCIBITYEMOTO pacTBopa [pacTBopa JIOJIIKHO COOTBETCTBOBATh BPEMEHH
COOTBETCTBYET BPEMEHH YJEPKUBAHHS OCHOBHOrO [yIEPXKUBAHMSL OCHOBHOIO TMHKA HA XPOMATOrpamMme
NUKa HAa XpOMAaTOorpaMMe pacTBOpa CTAaHIApPTHOTO |pACTBOpa CTaHAapTHoro ofpasua HuMecynuzga (pasmen
oOpasiia HUMecCyJIaa «KonuuecTBeHHOE OTpeaeneHuen)
3 Weight of package contents / 208/20r According to the requirements. Not less than 20 g / B
Macca coaepKUMOro YNaKkoBKH & cooTBeTcTBUM ¢ TpeboBannsmMu. He menee 20 r
4 pH 4.61t06.0/014,6 10 6,0
5.3

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr cootBeTcTBYET TpeboBanusaM HJ

Conclusion : APPROVED /
3axmiouenne: OJIOBPEHO

Prepared by / Checked by / Check‘sd by (AQA) / [|[Approved by: Quality Assurance/Authorized person /
[MoaroroBneHo: IIposepeHo: [Tpoegpeno (AOK):  |[Onobpeno: OGecnedenue kayecTsa/OTBETCTBEHHOE JTULIO:
Ramakant P K i -
amakan N ardeep Kumar Abhishek ChauhaP (\g ORIl L KUM F\(L
ol Ay
Date / Date / Date/ Date / 240240 14
Hara: 20.03.2026 Hara: 20.03.2026 Jara: 20.03.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Qf‘

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 AHAJTU3A

Product : Nise gel 1%, 20 g

M poayxr: Haiis®, rens nis napysxknoro npumenenus 1%, 20 r
p Py P

JAMUeH3na Ne

Market / PoiHok : Russia / Poccusa

Batch No. / . V250097 Batch Quantity / . 58185.000 units /

Cepus No ) Pasmep cepun * 58185.000 enuumLy
Analytical Repovrt No./ . 040003232001 Date of Analysis / . 23.12.2025
AHanuTHYecKHi oTueT Ne JaTta anannia

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2028

JlaTa npon3BoAacTBa TI'onen no

Mfg. License No./

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

Analysis performed according ND No / Anaans nposeaen mo HJI Ne: JIII-Ne(001198)-(PI'-RU)-050525

5
Related substances /PoacTBerHLIE NpUMecH

1) Impurity A/ pumecs A

Not detected / He obHapyxeHa

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

2) Impurity B/ [Ipumecs B

Below LOD (LOD =0.01 %)/

Huxe npenena o6Hapyxenus (110 = 0.01 %)

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

3) Impurity C/ IIpumecs C

Not detected / He o6HapyxeHa

3) Not more than 0.2 % / ue 6onee 0,2 %

4) Impurity D / Tlpumecs D

Not detected / He oGHapysxeHa

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

5) Impurity E / ITpumecs E

Not detected / He obHapysxeHa

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

6) Impurity F / Ilpumecs F

Not detected / He o6Hapy»x«eHa

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

7) Highest Unknown Impurity /
Epuuuynas
HEUJCHTHUUMPOBaHHAS

Below LOQ (LOQ = 0.1 %) / Huxe npenecna

7) Not more than 0.2 % / e Gonee 0,2 %

TIIPHMECH

onnyecteHHoro onpenenerns (ITKO = 0.1 %)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ilponykr coorsercreyer Tpedopanuam HJL Zaxmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MoaroToeneno: INpoBepeno: [lpdeepeno (AOK): ||Onobpeno: ObecneueHre kauecTBa/OTBETCTBEHHOE JIMLIO:
Ramakant M‘}L% Pardeep Kumar Abhjishek Chauhan C Y L YuwmnA n__
/ l;:j—-’L" l / '/‘[ —C\/\J}
Date / Date / Date / Date / 0102l
Hara: 20.03.2026 Jlata: 20.03.2026  ||[TaTa: 20.03.2026 Hara: A 30340

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 ":‘

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

CEPTUDOUKAT AHAJTIU3A

Product : Nise gel 1%, 20 g

Mpoaykr: Haiis®, rens ans HapysxHoro npumedenus 1%, 20 r

Market / Peinox

: Russia / Poccus

Batch No. / . V250097 Batch Quantity / . 58185.000 units /

Cepnst Ne i Pasmep cepun * 58185.000 equHuyy
Analytical Repourt No./ : 040003232001 Date of Analysis / . 23.12.2025
AHanuTHUYECKHI oTueT No JlaTa ananusa

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2028

JlaTa npoH3BoACTBA Tonen go

Mfg. License No. /

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

Analysis performed according ND No / Auaans nposeaen no H/{ Ne: JIIT-Ne(001198)-(PI'-RU)-050525

8) Total impurities /
Cymma npumeceti

Below LOQ / Hmke mpenmena xonud4ecTBEHHOTO
OIIpeAeIICH IS

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

J Microbial contamination® / MukpoGuosoruyeckas uncrora®
|Total aerobic microbial count /
[O6wee komuuectso Less than 10 CFU/g/ Not more than 10 CFU/g /
KM3HECITOCOOHBIX a3pOOHBIX Mewnee 10 KOE/r He Gonee 102 KOE/r
MHKPOOPTaHHU3MOB

1
Total combined yeasts/molds count / Less than 10 CFU/g/ Not more than 10' CFU/g /
O611e€e YMCITO APONOKEBBIX U Metuee 10 KOE/r He Gonee 10! KOE/r
IJICCHEBBIX rpubOB
Pseudomonas aeruginosa Absentin | g/ OtcytrcTByerB 1 1 Absentin 1 g/ OtcyrerBue B 1 1
\Staphylococcus aureus Absent in 1 g/ OtcyTcTByeTB I T Absentin 1 g/ Otcytcreue B 1 ¢

7 Assay / KonndecreenHoe 9.0 to 11.0 mg of C13Hi2N20s5S (nimesulide) per 1 g of
onpeaeleHHe 10.18 mg/ 10.18 mr the product /

Ot 9,0 no 11,0 mr C13H12N20sS (Humecynun) B 1 1

Remarks : The Product confirms to ND/
IIpumeuanue: Ipoaykt cooTBeTcTByeT Tpedoranuam HJJ

Conclusion : APPROVED /
Baxiaruenue: OJOBPEHO

Prepared by / Checked by / Chegked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toaroroeneto: IposepeHo: ITpopepeno (AOK): [|Omo6peno: Obecneuenye kauectsa/OTBETCTBEHHOE JIMLO:
Ramakant Pardeep Kumar _QUYJ W K U }Q(L

Date / Date / Date / Date / 20T~ 20) IS

Jara: 20.03.2026 Jata: 20.03.2026  ||[ara: 20.03.2026 Hara:

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: L85195AP1584PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':‘

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

CEPTU®UKAT AHATIU3A

Product : Nise gel 1%, 20 g

Npoayxr: Haiis®, renb ms HapykHoro npumerenns 1%, 20 r

Market / PoiHok : Russia / Poccus

Batch No./ . V250997 Batch Quantity / . 58185.000 units /

Cepust Ne * Pasnmep cepnu * 58185.000 enunuu
Analytical Repoyrt No./ . 040003232001 Date of Analysis / . 23.12.2025
AHaauTH4eckuii oTdeT Ne JlaTa anajausa

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

Jata npou3BoacTBa T'ogen no

Mfg. License No. /

IIpou3BoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JnneH3ust Ne

Analysis performed according ND No / Anaau3 nposeact no HJI Ne: JITI-Ne(001198)-(PI'-RU)-050525

rpenapara

Package / YnakoBka

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

[To 20 r B Ty0y U3 TAaMHHYPOBAHHOTO AIIOMMHWUA,
cHAOXXEHHYIO MeMOpaHoH VIl KOHTPOJIS NEPBOro
sekpelTus. [lo 1 TyGe B nauky KapTOHHYIO ¢
|MHCTpYKIMEH MO  MPMMEHEHHIO  (JIUCTKOM-
[BKJIAZBIILEM).

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

[To 20 r B TyOy u3 JIaMHHMPOBAHHOIO AaJIOMWHHLA,
ciabxentvio MeMOpaHOH s KOHTpONst MEPBOTO
sekpbiTis. TTo | TyOe B auky KapTOHHYIO € MHCTPYKUHeEH
{10 TIPHMEHEHMIO (JINCTKOM-BKIIa/ibIIEM).

]

* 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./

* [IpOBOAUTCS IPOU3BOAMTENEM NIPH BBULYCKE TIEPHOANHCSCKH (C MHTEPBATOM B OJHO MCTbITaHue Ha 20 cepuit Ui HE MeHee 1 pasa B ron).
[MokazaTens MOXKET ObITh HE BKIKOYEH B CepTU(MKAT aHATH3a QUPMBL

API name / Hanmenosanne A®C:

Nimesulide / Humecynun

INN / MHH:

Nimesulide / Humecynug

API manufacturer batch number /
Homep cepunt npoussognTenst ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepuu cy6eTanuun npouspoautens [JId:

FERAO00717

API Manufactured by & country /

Mangalam Drugs and Organics Ltd., India /

Remarks : The Product confirms to ND/

INpumeuanue: [Tponykr coorsercTByeT Tpeboranusam HII

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
[Moarorosneno: [NpoeepeHo: Tposé¢pero (AOK): ||Onobpeno: O6ecneuenne kauecTBa/OTBETCTBEHHOS JIMLO:
Ramakant @&d&d/ﬂr Pardecilj'u’l?ir Abhishek Chau}jn A U:_.JCL Xy AT

Date / _ Date / Date / Date / 93034006

Jara; 20.03.2026 Jara: 20.03.2026 Jara: 20.03.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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

CEPTU®UKAT AHAJTU3A

Product : Nise gel 1%,20 g

Iponyxr: Hait3®, rens mns napyxnoro npumerenust 1%, 20 r

Market / PoiHOK : Russia / Poccus

Batch No./ . V250997 Batch Quantity / . 58185.000 units /

Cepusi Ne ) Pa3mep cepuu " 58185.000 enuHuLL
Analytical Repovrt No./ . 040003232001 Date of Analysis / . 23.12.2025
AHaanTHYecKHuii oTueT Ne Hata anannza

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JaTta nponssoicTea Toaen 1o

Mfg. License No. /

I[MpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PT-RU)
auuensusa Ne

Analysis performed according ND No / Auannz nposenen no H/I Ne: JIII-Ne(001198)-(PT'-RU)-050525

ITpoussoantens ADC, crpana:

Manranam Hdpars sus Oprauukc JIta., Manous

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

0CYUIECTRAIOIIEH

FP manufacturing

Haumenosauue, ajapec H HOMEP JIMUEH3UH NJTOLAAKH,

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
India (license No MNB/05/263. / [TIpou3BoAcTBeHHOE NoApa3aenenye-6, Bumn.
Kxomns,

Hanarapx Poyn, Banau, Jucrpukr Conan, X.I1., 173205, Unaus
(JIunensua 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». /

3aKI04eHUe 0 COOTBETCTBHM: «HACcTOAIIMM i MOATBEPHKAAIO, YTO NPHBENEHHAs BbILe HHGOpMAUUs SIBASETCA NOCTOBCPHOH M TOYHOW. JTa cepus
NpPONYKLIMY NPOou3BeieHa (BKII04as YIIAKOBKY (MAPKHPOBKY) U KOHTPOJb KQUECTBA) Ha BBILICYKA3aHHOM NPOK3BOCTBEHHO! IUIOMAKE (TUIOIAIKaX) B
TIOJTHOM COOTBETCTBHH ¢ TpeGoBanuamu [Ipasui Hanexallel NPOM3BOACTBEHHOM NPaKTHKU EBpasuifckoro 3k0HOMHYECKOTO COK03a U TPeOOBaHUAMY
KOHTPOJIA KAa4eCTBa JICKAPCTBEHHbBIX CPEICTB, & TAKKE B COOTBETCTBUM CO CreUMPHMKALMAMU, COAEPKAIMMHUCA B PETUCTPALMOHHOM JOChE CTPAHBI-
MMMoOpTepa. 3alucK 10 MPOM3BOACTBY, YNIAKOBKE M AHANM3Y MPOBEPEHEI, M YCTaHOBIEHO MX CooTReTcTBHE TpeboBanusam llpasun Hapnexaweht
NPOM3BOACTBEHHOI NPaKTHKH EBpasuiickoro 3KOHOMHYECKOr0 COI03a».

Remarks : The Product confirms to ND/

[Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3aknaouyenne: OJJOBPEHO

Prepared by / Checked by /
Ilposepeno:

[MonroroneHo:
Pardeep Kumar

Ramakant W

Checked by (AQA) /
[Tpoedpeno (AOK):
Abhistek Chauhan

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecneuenune kauecTsa/OTBETCTBEHHOE JIULIO:

it RV AL

<

Date / Date /
Jara: 20.03.2026 Jara: 20.03.2026

Date /

Jlata: 20.92_5.2026

Date /
Jara:

23-02-40LL

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




