Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIN3A

Product : Nise gel 1%, 50 g

Ipoaykr: Haiiz"™, rens s vapyxkuoro npumenenns 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V260122 Batch Quantity / . 23439.0 units /

Cepus Ne ) Pasmep cepun " 23439.0equnnn
Analytical Repourt No./ . 040003286623 Date of Analysis / . 18.02.2026
AHaauTHYecKHi oTyeT No JlaTa anasusa

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

JlaTa mpoM3BoAcTBa T'ogen mo

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PT-RU)
JuueH3us No

Analysis performed according ND No / Auaans nposenen no H/L Ne: JITI-Ne(001198)-(PI'-RU)-050525

Ne | Test / IokazaTean

Result / PesyabTarsl

Specification / Hopma

1 Appearance / Onucanue

Clear homogenous light yellow gel, free fromClear

particulate matter / OmHopoaHbIHM Npo3pauHkiiiyellow
refib CBETNIO-XKENTOro LBeTa, cBoGomHeI oTparticulate matter / OanopoaHbIi 1po3payHbIii Teb
MOCTOPOHHUX YacTHLL

light
from

homogenous

to yellow gel, free
OT CBETJIO-)KEJTOTO 10 XKENTOTO LBETA, CBOOOAHbIN

OT INOCTOPOHHHMX YaCTHLL

2 Identification /

The retention time of the main peak in the

The retention time of the main peak in the

UpenTudurkanus chromatogram of test solution should chrom atogram of test solution should correspond to
corresponds to the retention time of the main the retention time of the main peak in the
HPLC / BO)KX peak in the chromatogram of nimesulide chromatogram of nimesulide reference standard
reference  standard solution / Bpems 'solution (section Assay). / Bpems ynepxuBaHus
YIep»KHUBAaHUS ~ OCHOBHOTO  NHKA  Ha OCHOBHOIO IIMKA HA XPOMAaTOrPaMMe HUCIIBITYEMOTO
XpOMAarorpamMMe MCIBITYEMOIO  pacTBOpa pacTBOpa MAO/DKHO COOTBETCTBOBAThH BPEMEHH
COOTBETCTBYET  BPEMEHU  YINEPXKHBAHUA yIEp)KMBaHMSI OCHOBHOIO [TMKa HA XPOMATorpamme
OCHOBHOTO  TNHMKa Ha  XpOMaTorpamMMe pacTBOpa CTaHAapTHoro obpasia Humecynuaa
pacTBOpa CTaHAapTHOIO obpasua (paszen «KonuuecTBeHHOE ONpejie/ieHUE)
HUMCECYJIHAA —t
3 |Weight of package contents / ‘According to the requirements. Not less than 50 g
Macca coaepkHMOro 50g/50r / B cooTBercTBuH ¢ TpeboBaHusmu. He menee 50
YHAKOBKH r
4 |pH 5.1 4.6t06.0/ 0t 4,6 no 6,0

Remarks : The Product confirms to ND/

Ipumedanne: IIpoaykr coorBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
Jakmiouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
IToarororneHo: [MposepeHo: [Mpoeepeno (AOK): Opobpeno: ObecneueHue kaueerpa/OTBEYCTBEHHOE JTMLO:
Pravesh Rana Pardeep Kumar—j) Amit Kum7?\ '__/\ ©
< L \ AT
Date / Date / Date / Date / 5.4
~0) 20
Jlara: 18.02.2026 Jlata: 18.02.2026 JHara: 18.02.2026 Jlarta: \ % L

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
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DI’. ReddY’S ‘.. Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
Ipoayxr: Haiiz™, rens ana vapyxHoro npumeHenus 1%, 50 r

Market / PpiHok : Russia / Poccust

Batch No. / . V260122 Batch Quantity / . 23439.0 units /

Cepus Ne ’ Pa3smep cepun " 23439.0equHHL
Analytical Repovrt No./ . 040003286623 Date of Analysis / . 18.02.2026
AHAJUTHYECKHIT oTYeT Ne JaTta ananusa

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

JlaTa npousBoacTBa I'oaeH go

Mfg. License No. /

IIponsBoacTBeHHAs : MNB/05/263 MA number: / Homep PY @ JIII-Ne(001198)-(PI'-RU)
auueHsnsa Ne

Analysis performed according ND No / Ananus nposenen no H/ Ne: JIII-N‘Q(OOI198)—(PF-RU)-050525

S Related substances /PoacTBeHHbIe npuMecn
1) Impurity A / ITpumecs A Below LOQ (LOQ = 0.06 %) / Huxe npenena [1) Not more than 0.2 % / ne 6onee 0,2 %
KkonuuectBeHHoro onpenenenus (ITKO = 0,06
7o)
2) Impurity B / [Tpumecs B Not detected / He ob6Hapykena
2) Not more than 0.2 % / ne 6onee 0,2 %
3) Impurity C/ ITpumecs C Below LOQ (LOQ = 0.04 %) / Husxe npenena [3) Not more than 0.2 % / e 6onee 0,2 %
kofimgecTBeHHoro onpeaenenus (IIKO = 0,04
%)
4} Impurity D / [lpumecs D Not detected / He oOHapyxeHa 4) Not more than 0.2 % / ve 6onee 0,2 %
5) Impurity E / ITpumecs E Not detected / He o6HapyxeHa 5) Not more than 0.2 % / ne 6onee 0,2 %
6) Impurity F / ITpumecs F Not detected / ne o6HapyxeHa 6) Not more than 0.2 % / xe 6onee 0,2 %
High i 7) Not more than 0.2 % / He 6onee 0,2 %
i / é%l”(;s;ir;l;nown Impirity Below LOQ (LOQ = 0.1 %) / Huxe npenena ) i ’
HEHACHTHHLIMPOBAHHAA konuectBeHHoro onpeneneHua (ITKO = 0,1%)
NPHUMECH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IponyxT cooTBercTByeT TpeboraHusam HJL 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
IToarotosnexo: [Tposepeno: Ipoeepeno (AOK): Ouobpeno: ObecricueHne KauecTBa/OTBETCTREHHOE JTHLIO:
Pravesh Rana Pardeep Kumar sj-/ Amit Kumap /215‘\}\95'
¢ ,_/\ /
: \
Date / Date / Date / Date / ’ -2 C
JlaTa: 18.02.2026 Jlara: 18,02.2026 ‘llaTa: 18.02.2026 Jlata: \ /8 i s v

Registered Office: 8-2-337, Road No. 3, Banjafa Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@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

CEPTUOHUKAT AHAJIN3A

Product : Nise gel 1%, 50 g
IMpoayxt: Haits®, rens ans napyscHoro npumenenus 1%, 50 r

Market / PeIHOK

: Russia / Poceus

Batch No. / . V260122 Batch Quantity / . 23439.0 units /

Cepusi Ne ) Pasmep cepun " 23439.0eaunun
Analytical Repourt No./ . 040003286623 Date of Analysis / 18.02.2026
AnanuTHuecknt oTyer No Jara ananu3a

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

JlaTta npou3BoacTBa T'ogen o

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY @ JIII-Ne(001198)-(PT"-RU)
JuueH3us Ne

Analysis performed according ND No / Anaans nposesen mo H/1 Ne: JITT-Ne(001198)-(PI'-RU)-050525

CymMa npumeceit

8) Total impurities /

Below LOQ / Huxe npenena
KOJINYECTBEHHOTO OTIPEfeNICHUA

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

Microbial contamination* / Mu

KpoGHoJornyeckast yucrora*®

O0111ee KOJUYECTBO

Total aerobic microbial count /

MKH3HECIOCOOHBIX a3pOOHBIX

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

NA
MUKPOOPTaHHU3MOB
Total combined yeasts/molds NA Not more than 10' CFU/g /
count / O6mee yucno He Gonee 10! KOE/r
IPOMOKEBBIX M TNIECHEBBIX
rpubos
Pseudomonas aeruginosa Absent in 1 g/ OrcyrcrBue B 1 ¢
NA
Staphylococcus aureus NA Absent in 1 g/ OtcytctBue B 1 ¢

Remarks : The Product confirms to ND/
IIpumeuyanue: Ilpoaykt coorBeTcTBYET Tpebopaunam HJ

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by /
[ToaroToBneHo:
Pravesh Rana

Checked by /
IIpoeepeHo:

Pardeep Kumar ‘j

[Tporepeno (AOK):

Checked by (AQA)/

Amit Kumar =K

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecreueHue KalleCTBa./OTBj’I‘CTBCHHOC JIALO:

awtl

Date /
JlaTa: 18.02.2026

Date /

Jara: 18.02.2026

Date /
Jlara: 18.02.2026

Date /
JlaTa:

\ g/av~’?/oz4

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

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

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
Mpoaykr: Haiiz®, reas nis napyxuoro npumenenns 1%, 50

Market / Poivox : Russia / Poccus

Batch No./ . V260122 Batch Quantity / . 23439.0 units /

Cepust Ne J Pasmep cepun " 23439.0eannnu
Analytical Repourt No./ . 040003286623 Date of Analysis / . 18.02.2026
AHANHTHYECKHIT oTueT Ne Jlara aHanu3za

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

JlaTa npomsBoacTBa Togen no

Mfg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI"-RU)
JuueH3us No

Analysis performed according ND No / Auasns nposeaen no HJL Ne: JITI-Ne(001198)-(PI'-RU)-050525

9.0 to 11.0 mg of C;3H2N-OsS (nimesulide) per

7  |Assay / KoanyecrBeHHOE

onpeaejeHue

10.12 mg /10,12 mr

Il g of the product /
Ot 9,0 no 11,0 mr C;3H;2N>OsS (aumecynun) B 1
I npenapara

Package / YnakoBka

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

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

carton. /

ANFOMUHMA,

Mauky

I[lo 50 r B TyOy H3 JaMHUHHPOBAHHOTO
cHabxeHnyo wMemOpaHol s
KOHTpOJI TiepBoro BckphiTHA. ITo 1 TyGe B
KapTOHHYO
NPUMEHEHHIO (JIMCTKOM-BKJIAZbILLIEM).

ITo 50 r B TyOy M3 JaMUHHUPOBAHHOIO AIIOMUHMA,
CHaO)eHHY10 MeMOpaHOi sl KOHTPOJIS [EePBOro
Bekpeitva. [To 1 TyGe B mauky KapTOHHYIO ¢
WHCTPYKLIMEH MO  MPUMEHEHWIO  (JIUCTKOM-
BIJTAZIBILLIEM ).

HHCTpYKLMEH 1o

* 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./

* [IpoBOANTCS NPOM3BOAMTESNIEM NPHU BBIILYCKE IEPHOAUYECKH (C MHTEPBAJIOM B OHO UcTbITaHUE Ha 20 cepuil unu He MeHee 1
pa3za B rox). [Toka3arenb MOXKeET ObITh He BK/IIOUEH B cepTUdUKAT aHanu3a GpupMmsl.

| API name / HaumenoBanue ADC:

Nimesulide / Humecymuzg

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanme: IIpoaykT coOTBETCTRYET TpeboBaHuaM HJ| 3axnouyenune: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: [Npoeepeno: IIporepeno (AOK): Opnodpeno: Obecneverne kayecTra/OTBETCTBEHHOE JHLIO:
Pravesh Rana Pardeep Kumu,/_ Amit Kuma ° 19_5 -

= i \2\ il
Date / Date / Date / Date / 5 /

DY — L 02

Jlara: 18.02.2026 Jlata: 18.02.2026 IlaTa; 18.02.2026 Jlata: \ g 2 %

Registered Office: 8-2-327, Road No. 3, Benjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 49C0 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. Soian, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Nise gel 1%, 50 g

HMpoayr: Haitz®, reas s HapyxkHOro npuMenenus 1%, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / : V260122 Batch Quantity / . 23439.0 units /

Cepun Ne ’ Pa3smep cepun © 23439.0egunun
Analytical Repovrt No./ . 040003286623 Date of Analysis / 18.02.2026
AHanuTHYecKuil oTyeT Ne JlaTta aHanunza

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

JlaTa npou3BoACTBa I'ogen go

Mfg. License No. /

ITpoussoacrBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
aunen3us Ne

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

INN/ MHH:

Nimesulide / Hamecymin

API manufacturer batch number /
Homep cepuu npoussoautesa ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /

Homep cepun cy6ctanuuu npoussoguteas I'JId:

FERA00717

API Manufactured by & country /
IIpoussoautenb ADC, cTpana:

Mangalam Drugs and Organics Ltd., India /
Masnranam Jpar3s sua Opranukc Jita., Uagus

Name, address, authorization No for

IJIOLAAKH, OCYILIECTBAS oM el

manufacturing site / Control site / Release site /
HaumeHoBaHue, agpec 1 HOMep JIMIEH3UH

FP

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

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

IIpousBoacTBeHHOE nofpazaeneHue-6, Bumi. Kxones, Hanarapx
Poyn, bagau, uctpuxr Conan, X.I1., 173205, Uunus (Jlunensus

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». /

3aknioueHue 0 COOTBETCTBHM: «HacToALIMM 1 MOATBEPIKAAK0, YTO NPUBEACHHAS BhILIe HHOOPMALMSA ABAETCS AOCTOBEPHOM U TOYHOM.
OTa cepus MPOIYKLUHHU Npou3BeAeHa (BKIIOUas YTAaKOBKY (MapKHPOBKY) M KOHTPOJIb KaUeCTBa) Ha BBIICYKa3aHHON NPOU3BOACTBEHHOM

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

IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeGoBanuam HJI 3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: IlpoBepeHo: [Mpoesepeno (AOK): Opobpeno: Obecrieuerue kauecTra/QTBETCTBEHHOE JIHLIO:
Pravesh Rana Pardeep Kuma{’:i/j_ Amit Kumar | A 0

Date / Date / Date / B Date / . 2L

Tlara: 18.02.2026 Jlata: 18.02.2026 Tlata: 18.02.2026 Tlara: \ Yo —20

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 Ltd.
Formulation Unit-6

@
Dr. Reddy’s ‘.0 Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Product : Nise gel 1%, 50 g
Ipoayxt: Haiiz®, rens i Hapy»Horo npumeHedns 1%, 50 r
Market / Poinok : Russia / Poccus
Batch No. / . V260122 Batch Quantity / . 23439.0 units /
Cepus Ne ) Pazmep cepuu " 23439.0eauHny
Analytical Repovrt No./ . 040003286623 Date of Analysis / . 18.02.2026
AHaJuTHYecKHii oTueT No JlaTa aHaau3a
Date of Manufacture / . 02/206 Date of Expiry / . 01/2029
JlaTa mpoH3BoACTBA T'oaen no
Mfg. License No. /
IlpousBoacTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
auneH3us Ne
Analysis performed according ND No / Anann3 nposeaen no H/I Ne: JITI-Ne(001198)-(PI'-RU)-050525

nnolagke (nnomazu(ax) B MOJIHOM COOTBETCTBHH C Tpe6OBaHI/l$[Ml/l HpaBnn Hanjexawen ﬂpOH?»BOJICTBeHHOﬁ MpaKTHKH EBpa3MﬁCKO]"O
3KOHOMHYECKOIro COr3a U Tpe6OBaHl/IﬂM[/l KOHTPOJIA Ka4€CTBa JIEKAPCTBEHHBIX CPEACTB, & TAKIKEC B COOTBETCTBUU CO cneumbnkaummu,
coleprKalllUMHUCS B PETUCTPALMOHHOM HAOChE CTpAaHbLI-UMNIOpTEpaA. 3anucu 1o MPOM3BOACTBY, YNAKOBKE KW aHajIM3y MNPOBCPEHBI, U
YCTAHOBJICHO HX COOTBETCTBHE Tpe6OBaHV[ﬂM HpaBnn HaJJiexaleH ﬂpO[/ISBOIICTBeHHOi"l MpakKTHKH EBpa?:HﬁCKOl"O JKOHOMHUUECKOTI O
CORO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlponyxT coorBercTByeT TpeboBanusim HJJ 3axaouyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
IoxaroTorieHo: 4 IIpoeepeHo: ITposepeno (AOK): Onobpeno: Obecnieuenue kadectsa/QTBETCTBEHHOE JTHLIO:
Pravesh Rana Pardeep Kumar l Amit Kuma o }}J

. e ;\(‘//\ m%’\ /
Date / Date / Date / : Date / ,
Hara: 18.02.2026 Hara: 18.02.2026 Hara: 18.02.2026 Jlara: \ grz) 2—20 24

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
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