Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Baddi,
D'sct. Solan, H.P., 173 205, INDIA
Tel:+91 98166 56001-02
www.cdrreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANIU3A

Product : Nise gel 1%, 20 g

IIpoaykr: Haitz®, rens s HapykHoro npumenenus 1%, 20 r

Market / Poidok : Russia/ Poccus

Batch No. / . V260281 Batch Quantity / . 58100.000 units /

Cepus Ne ;i Pasmep cepun " 58100.000 enunuil
Analytical Repourt No./ . 040003363483 Date of Analysis / . 17.04.2026
Anagutnyecknii oruer No JlaTta aHanusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npon3BoAcTBAa TI'ogen no

Mfg. License No. /

Ipou3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JI[1-Ne(001198)-(PI'-RU)
JIHUeH3ua Ne

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

Ne Test / ITokaszaTtess Result / PesyabraThl Specification / Hopma
1 Appearance / Onucanue Clear homogenous light
ellow to yellow gel, free from

matter / OJHOPOIHBIA NPO3PAYHBIA IENb JKEATOIO,
1BeTa, CBOOOAHBIH OT MOCTOPOHHMX HACTHIL

Clear homogenous yellow gel, free from paniculatey

particulate matter / OaHOpoAHBIH NPO3pauHbIi Tedb O
CBEIO-KENTOI0 0 KENTOr0 1BETa, CBOOOAHBIA OT|
TMOCTOPOHHUX YaCTHIL

2 Identification /
Haenrudurannn

HPLC / BIXX

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

solution / Bpemst ynep>xrBaHus OCHOBHOIO NUKa Ha
Fpoma’rorpf!mmc HCIIBITYEMOTO pacrBopa
COOTBETCTBYET BPEMEHH YNEP)KHUBAHUA OCHOBHOTO
MMKa Ha XpOMAaTOrpaMMe pacTBopa CTaHAapTHOro
00pasia HuMecyuaa

Fhromatogram of nimesulide reference standard Ftandard solution (section Assay). / Bpems ynepxuBauus

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

OCHOBHOIO NHKa Ha XPOMATOrpamme
pacreopa  JIOJDKHO COOTBETCTBOBATH BPEMEHH
YAEpKUBAHHS OCHOBHOTO TNHMKa HAa XpoMarorpamwe
pacTsopa crasmapTHoro ofpasua HHMecyiuna (pasien
«KonnuecTsentoe onpeneneHue»)

HCTIBITYEMOIO

3 |Weight of package contents /

According to the requirements. Not less than 20 g / B

20g/20
Macea coaepAnMOro YNakoBen 5 r coorpercrsun ¢ Tpebosanusmu. He menee 20 r

4 pH 55 4.61t06.0/014,6 106,0

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

IIpumeyanue: Ipoaykt coorBercrayeT Tpebosauuam HJL 3axkaoyenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: ¢+ [{ITposepeno: ITposepeno (AOK): Onobpetno: Obecneuenme kauectsa/OTBETCTBEHHOE
Pravesh Rana : Pardeep Kumar Ajay Kumar Srivastava JIHLO:

( A LUNIL UM
Date / Date / Date / Date / oYy -0 1L
Nara: 17.04.2026 Jara: 17.04.2026 Mara: 17.04.2026 J Jara: ‘ L' 4

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

CIN: L85195AP1284PLCOG4507
www.drraddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Ernail: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tet: +91 98166 56001-02
www.arreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A

Product : Nise gel 1%, 20 g
IMpoayxr: Haiiz®, ress ans HapyskHoro npumenenus 1%, 20 r

Market / PoiHok : Russia / Poccus
Batch No./ . V260281 Batch Quantity / . 58100.000 units /
Cepus Ne ) Pasmep cepun * 58100.000 enuumu

Analytical Report No. /
AHaAMTHYECKHI oTUeT No

: 040003363483

JlaTa aHanmn3a

Date of Analysis /

: 17.04.2026

Date of Manufacture /
JlaTa npoH3BOACTBA

: 04/2026

Toaen xo

Date of Expiry /

: 03/2029

Mfg. License No. /
IIpoussoacTBeHHast
aunensua Ne

: MNB/05/263

MA number: / Homep PY

: JIT1-Ne(001198)-(PT-RU)

Analysis performed according ND No / Auaans nposeacn no HJJ Ne: JIT-Ne(001198)-(PT'-RU)-050525

I
5 :
Related substances /PoacTBeHnbIe npuMecH
1) Impurity A / TTpumecs A Below LOD (LOD = 0.02 %) / Huxe mpenena  |1) Not more than 0.2 % / ue 6onee 0,2 %
obnapyxenus (IO = 0,02 %)
2) Impurity B / IIpumecs B Not detected / He o6napyxena
2) Not more than 0.2 % / ne 6osee 0.2 %
3) Impurity C/ Ipumecs C Not detected / ne obHapysxeHa 13) Not more than 0.2 % / ue Gonee 0,2 %
4) Impurity D / [Tpumecs D Not detected / ne oOHapyskeHa 4) Not more than 0.2 % / He 6osnee 0,2 %
5) Impurity E / Ilpumeck E Not detected / e obnapysxena 5) Not more than 0.2 % / ne Gonee 0,2 %
) Impurity F / [Tpumecs F 6) Not more than 0.2 % / ve 6onee 0,2 %
Not detected / He oOHapyxeHa
H H 0, 0,
7) g;i};ffx:ax;known Impurity / Below LOQ (LOQ = 0.1 %) / Hinke npezera 7) Not more than 0.2 % / ne 6onee 0,2 %
HEHTICHTH(ULUPOBAHHAS konnuecrBerHoro onpenenenns (ITKO = 0,1 %)
NpHMECh

Remarks : The Product confirms to ND/
Ipumeuanne: [Npopykr cooTBeTcTBYeT TpeboBanuam HJ|

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: [Npoeepeno: [Mposepeno (AOK): Opobpeno: Obecnieuerue kauecTBa/OTBETCTBEHHOE
Pravesh Rana Pardeep Kumar Ajay Kumar Srivastava JIHLLO!

S @I;——:;* )’ /<\}\4‘
Date / Date / Date / Date / Vit i
Jara: 17.04.2026 Jlata: 17.04.2026 [lara: 17.04.2026 Jlara: V)KO 1 AU’L é

Registered Office: 8-2-337, Road Mo, 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP12&4PLCOD4507
www.drreddys.com




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei: +91 98165 56001-02
www.drreddys.com

Product : Nise gel 1%,20 g

Mpoayxkt: Haii3®, reb Ans Hapy»HOro npumeHeHus 1%, 20 ©

Market / Poinok : Russia/ Poccus

Batch No./ . V260281 Batch Quantity / . 58100.000 units /

Cepust Ne ) Pa3mep cepuu * 58100.000 enunuyy
Analytical Repovrt No./ . 040003363483 Date of Analysis / 17.04.2026
AHanruTHUecKHil oTueT Ne JlaTa anann3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npou3BOACTBA I'oneH no

Mfg. License No. /

IIpou3BoaAcTBEeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI"-RU)
JHIeH3uA Ne

Analysis performed according ND No / Auasnus nposeaen no HJ1 Ne: JITII-Ne(001198)-(PI'-RU)-050525

8) Total impurities /
Cymma npumeceit

Below LOQ / Huxe npepena KoJMYECTBEHHOTO)
DIIPE/ICNCHN

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

Microbial contamination* / Mukpo6unonoruueckas uncrora®

Total aerobic microbial count/
O061ee KOJITUUECTBO
SKHU3HECTTOCOOHBIX adpobHBIX
MHKPOOPraHH3MOB

Oo11ee 4HCIIO APOKIKEBBIX H
[JIECHEBBIX TPHOOB

Pseudomonas aeruginosa

Total combined yeasts/molds count /

Absent in 1 g/ OtcyrcrByerB 1 1

Less than 10 CFU/g/
Memnee 10 KOE/r

Less than 10 CFU/g/
Memnee 10 KOE/r

Not more than 102 CFU/g /
He 6osee 10 KOE/r

Not more than 10' CFU/g /
He Gosee 10" KOE/r

Absentin [ g/ OrcyrerBue B 1 ¢

Staphylococcus aureus

Absent in 1 g/ Otcyrcryer B 1 ©

Absent in 1 g/ OrcytcrBue B 1 r

Remarks : The Product confirms to ND/
IMpnmeuanne: ITpoaykT cooTBeTcTBYET Tpeboanusam HJL

Conclusion : APPROVED /
3akaruenue: OJOEPEHO

Jarta: 17.04.2026

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[MoarotorneHo: [Mposepeno: ITpoepeno (AOK): Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
Pravesh Rana Pardeep Kumar Ajay Kumar Srivastava JIUIIO:
- B LusIL o
Date / Date / ’Date ! Date / DU~
Jata: 17.04.2026 Jara: 17.04.2026 Jlara: \ q W AO lé

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2989, Email:

CIN: .85195AP1984PLC004507
www.drreddys.com

mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98165 56001-02
www.drreddys.com

Product : Nise gel 1%, 20 g

I poaykr: Haiiz®, resis mis HapyxkHoro npumenenns 1%, 20 r

Market / PoiHOK : Russia / Poccus

Batch No./ . V260281 Batch Quantity / . 58100.000 units /

Cepus No ’ Pa3mep cepun " 58100.000 exuHuL
Analytical Repovrt No. / . 040003363483 Date of Analysis / . 17.04.2026
AHanuTHYeCKHii oTueT Nt JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npon3BoacTBa I'open o

Mfg. License No. /

IMpousBoacTBEHHAs : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001198)-(PT-RU)
anueHznn Ne

Analysis performed according ND No / Auannus nposeaer no H/I Ne: JITI-Ne(001198)-(PT-RU)-050525

7 Assay / KonnuecrBeHHoe

9.0 to 11.0 mg of C13H12N20sS (nimesulide) per 1 g of

onpeneeHie ‘ the product / ,
10.07 mg /10,07 Mr Ot 9,0 10 11,0 mr Ci3H12N20sS (vumecyimug) B 1 ¢
npenapara
8 Package / YnakoBska 20 g in a laminated aluminum tube equipped with

WHCTPYKLMEH
BIJIAABILLEM).

tamper-evident membrane. 1
information leaflet (package insert) in a carton. /

[To 20 r B Ty0y U3 NaMHHMPOBAHHOIO ANIOMMHHS,
CHa0XEHHYI0 MeMOpPaHO# IS KOHTPOJs MEPBOro
BekpbiTus. Ilo 1 Tybe B mauky KapTOHHYKHO C

N0  TPUMEHEHHUIO

tube and patient

(MUCcTKOM-

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

[lo 20 r B Ty6y W3 NaMHHUPOBAHHOIO AJIIOMMHHUS,

cHaOAKCHHYIO MEeMOpaHON I  KOHTpPONISL  TEPBOrO
sekpbiTHa. ITo 1 TyGe B mauky KapTOHHYIO € HHCTPYKLUei
110 MPUMEHEHHIO (JINCTKOM-BKIIABIIIEM).

* 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./
* TIpoBOANTCS MPOU3BOAMTENEM TIPH BBIMYCKE MEPHOAUUECKH (C MHTEPBATIOM B OJIHO MCMEITaHHE HA 20 cepuit uau He MeHee 1 pasa B rox).
[Toxazaresnb MOXeT ObITh HE BIITIOYEH B CePTU(HKAT aHann3a GUPMEIL,

API name / Haumenosanne ADC:

Nimesulide / Humecynun

INN/MHH:

Nimesulide / Humecynuz

API manufacturer batch number /
Howmep cepuu nponssoaurenss AOC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepun cy6eranun nponsoautens [JID:

FERA00717

Remarks : The Product confirms to ND/
IIpumeuanue: ITponykt coorBercTByeT Tpeboanuam HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoarorosnero:

Checked by /
[IposepeHo:

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneyeHue kauecTBa/OTBETCTBEHHOE

Pravesh Rana Pardeep Kumar Ajay Kumar Srivastava JTALO:
(SL/‘ _jC\} _(uNle KA
} . ,,éwf
Date / Date / Date/- Date / }’)ro(,{,_<0‘)/é
Jlara: 17.04.2026 JlaTa: 17.04.2026 Jlara: 17.04.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98165 56001-02
www.drreddys.com

Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATTU3A

Product : Nise gel 1%,20 g
MpoaykT: Hait3®, rens ans HapysxHoro npumenenns 1%, 20 r

Market / PoiHok : Russia / Poccust

Batch No./ . V260281 Batch Quantity / . 58100.000 units /

Cepus Ne ) Pasmep cepun * 58100.000 eguHuL
Analytical Repovrt No./ © 040003363483 Date of Analysis / . 17.04.2026
AHanuTHueckHii oTueT Ne JlaTa aHann3za

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npousBoacTBa TI'ogen no

Mfg. License No. /

IIpon3poacTBeHHAan : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JIMIEeH3nsa Ne

Analysis performed according ND No / Auaanz nposeaen mo H/I Ne: JIII-Ne(001198)-(PT'-RU)-050525

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
India (license No MNB/05/263. / [Ipon3BoACTBeHHOE NoApaseneHue-6, Bui.
Kxonw, Hanarapx Poyn, banau, Quctpukt Conau, X.I1., 173205, Uuaus
(JInuensus Ne MNB/05/263).

Name, address, authorization No for
site / Control site / Release site /
HaumenoBanue, agpec H HOMep JIHUCH3NN TJIOMIAAKH,
ocyulecTBAsIOI el

FP manufacturing

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». /

3akmodenne o cooTBercrBii: «HacTosMUM s TOATBEPIKAAIO, YTO MPHUBE/ICHHAS BbIile MH(OPMALMA SBIAETCSA JIOCTOBEPHOH U TOUHOM. JTa cepus
MPOAYKLMH N1poM3BeIeHa (BKIIIOUat YMAKOBKY (MAPKMPOBKY) H KOHTPOJIb KAYECTBa) Ha BhILICYKA3aHHOW NPOM3BOACTBEHHOM miollaake (naowmankax) B
IOJIHOM COOTBETCTBUY ¢ TpeOoBanusMu [IpaBun Haexalnel npou3BOACTBEHHON NMpakTuky EBpa3suitckoro 5k0HOMHYECKOTO COKO3a ¥ TpeOOBaHUAMU
KOHTpPOJISL Ka4eCTBa AEKapCTBEHHBIX CPEJCTB, A TAIOKE B COOTBETCTBUM CO CTELM(HKALUMAMY, COREPKAIUMMUCA B PETHCTPALMOHHOM JIOCHE CTPAHBI-
WMIopTepa. 3amicu 10 NPOM3BOJICTBY, YNAKOBKE W AHANU3Y IMPOBEPEHBI, K YCTAHOBIEHO MX COOTBETCTBHME TpebGomanusm I[lpasun Hajnexainei
Hp0M3BOIlCTBeHH017[ IIPpaKTUKH EBpaBHﬁCKO]"O 3KOHOMHYECKOT'O COHO3a».

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

[Ipumeuanue: [1poaykT cootBeTcTByeT Tpebopanusm HJL

3akaiouenne: OJJOBPEHO

JlaTa: 17.04.2026

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroToBneHo: [Tpoeepeno: IMpoeepeno (AOK): Onobpeno: Obecneuenne kauectea/OTBETCTBEHHOE
Pravesh Rana Pardeep Kumar Ajay Kumar Srivastava SIHLO: . ;
N \ _CuriL KUMRY_
<§f/ / _4-——4\/\/,
Date / Date / Date / Date / i 0 (,) LOves
Jlata: 17.04.2026 Jlata: 17.04.2026 Jlara:

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





