Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

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

Product: Nise gel 1%, 100 g

Mpoayxr: Haiiz®, rens ans HapysxHoro npumenenus 1%, 100 r

Market / PoiHox

: Russia / Poccus

Batch No. / JE— [Batch Quantity / ~ 11882.000 units /

Cepus Ne ) Pa3smep cepun © 11882.000 epunu1y

Analytical Repourt No./ . 040002954871 Date of Analysis / . 11.06.2025

AHanuTH4eckuil oTyer Ne Jara anaausa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

Hdara npomsBojcTBa TI'onen mo -
Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIITI-Ne(001198)-(PI'-RU)

JuneHsua Ne |

Analysis performed according ND No / Anajus nposegen no HJT Ne: JITI-Ne(001198)-(PI'-RU)-290323

Ne Te§t / Ilokazarean

[Result / PesynbTaThl

Specification / Hopma

1

Appéarance / Onucanue

[TOCTOPOHHUX YaCTHULI.

Clear homogenous light yellow gel, free from
particulate matter / OZHOPOAHBIH Npo3pauHbId
refib CBETIIO-XKENTOro LIBeTa, CBOOOAHBIN OT

Clear homogenous light
yvellow to yellow gel, free from
particulate  matter /  OpHOponHBIH
MPO3pavHbIf Tejlb OT CBETJIO-XKEITOro A0
PKEJITOro LIBETA, CBOOOHBII oT

MOCTOPOHHHUX 4YacCTHLI.

Identification by HPLC /
HNnentudpuranus (BIXKX)

lq|

Complies as prescribed / CoOTBETCTBYET
TpebOBaHHAM

Weight of package
contents Macca
COAepP:KHMOT0 YIIAaKOBKH

101g/101r

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>XuBaHHsI OCHOBHOTO
MHKa Ha XpOMATOrpaMMe HCIBITYEMOro
pactBopa  HOJDKHO  COOTBETCTBOBATh
BpEMEHH YINEp>KUBAHHS OCHOBHOTO ITHKA
Ha XpoMaTorpamme pacTBopa
cTaHgapTHoro  obpasma  HUMECYNHIa
(pazzen «KonM4eCTBEHHOE ONPEAETIEHHE)

According to the requirements. Not less
than 100 g / B COOTBETCTBHUH C
TpeboBanusmMu. He menee 100 ¢

Remarks : The Product conforms

Hpamevanne: IIpoaykT cooTBETCTBYET TpeboBaHUsM H

to ND/

Conclusion : APPROVED /
Zaxkmouenne: OJOBPEHO

Hara: 11.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneno: Ramgkant [IpoBepeHo: Pardeep Kumag_\!" a Onobpeno: Menemxep / PykoeoauTenb

ﬁ uth.It/ ———— Amit Kumar j’\"" —
Reprint Date / w'\/ Reprint Date / Reprint Date / )

Jara: 11.06.2025

Hara: 11.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hifls, Hyderabad - 500024, 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
CEPTU®UKAT AHATTUSA

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

Vilt. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +61 8166 50001-G2
www.drredays.corm

Product: Nise gel 1%, 100 g
Tpoayxr: Haiiz®,

resyib 1J1S Hapy»HOro IpuMeHeHus 1%, 100 r

Market / PoiHok : Russia / Poccus

|Batch No. /. . V250423 Batch Quantity / . 11882.000 units / il
Cepus Ne ) Pazmep cepuu © 11882.000 emuHwuIL

Analytical Repourt No./ . 040002954871 Date of Analysis / . 11.06.2025

AHanuTnYeckuii oTdeT Ne JlaTa aHasu3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTta npoM3BoACTBA T'oxeH g0

Mfg. License No. /

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

JuneH3ust Ne

Analysis performed according ND No / Anaaus nposeact no HJ Ne: JITT-Ne(001198)-(PI'-RU)-290323

4 pH

5.6

4.6 t0 6.0 / Ot 4,6 10 6,0

5 Related substances /PoacTBeHHbIe NpHMeCH

1) Impurity A / Tlpumecs A
2) Impurity B/ Ilpumecs B
3) Impurity C/ Ilpumecs C
4) Impurity D / IIpumecs D
5) Impurity E / [pumecs E
6) Impurity F/ Ilpumecs F
7) Highest Unknown
Impurity / EnuHuuHas
HeHJEeHTUMUUPOBAHHASK
IIpUMech

8) Total impurities /
CyMMa npumecei

Below LOD (LOD = 0.02 %) / Hixe npenena
o6Hapyxenns (ITO = 0.02 %)

Below LOQ (LOQ = 0.04 %) / Huxe npenena
kosMuecTBeHHOro onpenenenus (ITKO = 0.04 %)
Below LOQ (LOQ = 0.04 %) / Huxe npenena
konuuectBeHHOro onpexnenenus (ITKO = 0.04 %)
Not detected / He oGHapy>xeHa

Below LOQ (LOQ = 0.07%) / Huxe npenena
KonmuuecTBeHHOTo onpeaenenus (ITKO = 0.07%)
Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.1 %) / Huxe npenena
konuuectBeHHoro onpenenenus (ITKO = 0.1%)

IBelow LOQ / Huxe npezaena KOJIW4ECTBEHHOTO
lonpeneneHus

1) Not more than 0.2 % / ne 6onee 0,2 %
2) Not more than 0.2 % / e 6onee 0,2 %
3) Not more than 0.2 % / e 6onee 0,2 %
4) Not more than 0.2 % / He 6onee 0,2 %

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

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

7) Not more than 0.2 % / ve 6osee 0,2 %

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

6 Microbial contamination / Mukpo6HoJoruyeckas YucTOTa*

Remarks ¢

The Product conforms to ND/
Hpumeuanue: Tlponyxr cootercTByeT TpebGoBanuam HJI

Conclusion : APPROVED /
Zaxmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

ITonroroeneno: Ramakgn IIposepeno: Pardeep Kumar - Onobpeno: MeHemKep / PyKQ’BO,ZII/ITCJ'IB
ﬁ . J\‘QJ\ Sl Amit Kumar |

Reprint Date / VT \ Reprint Date / Reprint Date / Y

Hara: 11.06.2025 Hara: 11.06.2025 Hara: 11.06.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 560024, 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':

Dr. Reddy's Laboratories Ltd.
Formulation Unit-56

Vili. Khol, Naiagarh Road, Baddi,
Disit. Soian, H.P, 173 235, INDIA
ol 461 RIARA SA0NT-DY

www.drredays.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTU3A
Product: Nise gel 1%, 100 g ]
I poaykr: Haiis™, rens a1 HapyxHoro npumeHeHus 1%, 100 r
Market / Prinox : Russia / Poceus
Batch No. / T |Batch Quantity / _ 11882.000 units / -
Cepust Ne i Pazmep cepun © 11882.000 eauuu1L
Analytical Repourt No./ . 040002954871 Date of Analysis / . 11.06.2025
Ananurn4eckuii otuer Ne JaTta ananusa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JaTa npon3BoacTBa Topen no
Mfg. License No. /
[pouszpoacTeeHHan : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JUueH3Hus Ne B
Analysis performed according ND No / Auaius nposeach no HJI Ne: JITI-Ne(001198)-(PI'-RU)-290323 J
Total aerobic microbial
count / ObLiee KOIMUYECTBO
KH3HECITOCOOHBIX Less than 10 CFU/g/ Not more than 10> CFU/g /
a3poBHBIX Menee 10 KOE/r He 6onee 10> KOE/r
MUKpPOOPTaHU3MOB
: Total combined Less than 10 CFU/g/ Not more than 10' CFU/g /
yeasts/molds count / Memnee 10 KOE/r He 6onee 10" KOE/r
O0611Ee YHCIIO IPOXOKEBBIX
U [JICCHEBBIX TpUOOB
Pseudomonas aeruginosa Absent in 1 g/ OrcytcTByeTr B 1 T Absent in 1 g/ OtcytcTBUe B 1 T
[Staphylococcus aureus Absent in 1 g/ OtcyTcTBYyeTB I T Absentin 1 g/ OtcyTcTBUE B 1 T
i IAssay / KonuvecTBeHHOE 9.98 mg / 9.98 mr 9.0 to 11.0 mg of C13H12N20sS ||
omnpeJesieHHe (nimesulide) per 1 g of the product. /
Ot 9‘0 o 11,0 mr C1:HpN2058
[ | - (uumecynna) B | r npenapara |
8 Package / YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /
[To 100 r B TYOY U3 TaMHHHUPOBAHHOTO ATIIOMUHUS, CHAOXKEHHYIO MEMOpaHOM A1
KOHTpOJs nepBoro BCkpeiThs. [Jo 1 TyOe B mauKy KapTOHHYIO C HHCTPYKLHUEH No
NpPUMEHEHHIO (JINCTKOM-BKIAbILIEM).

* 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. /

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

Opaaeyanue: T1poaykT cooTBeTcTBYeT Tpeboanusam HJT 3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorossieHo: Ramakant IIposepeno: Pardeep Kumar i _ | Onobpeno: MeHeLngip / PYKOBOZUTENL
o l]\‘L,L‘\ ~ | Amit Kumar P e

Reprint Date / \r"\/ Reprint Date / Reprint Date /

Jara: 11.06.2025 Jara: 11.06.2025 Hara: 11.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 46 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel:+61 2166 55001-07
www.drreddys.com

Product: Nise gel 1°_A,TO(_)_g

Hpoayxr: Haitz®, rens a4 HapykHoro npumenenus 1%, 100 r
11pony

Market / Peinok : Russia / Poccus

Batch No. / . V250423 Batch Quantity / . 11882.000 units /
Cepus Ne ) Pa3mep cepun * 11882.000 epyanL
Analytical Repovrt No./ . 040002954871 Date of Analysis / . 11.06.2025
AHanguTn4ecKkHuii oT4yeT Ne Jara ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa npou3BoicTBa T'ogeH no

Mfg. License No. /
IIpousBoacTBenHan : MNB/05/263
AnueHsus Ne

MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)

Analysis performed according ND No / Anaans nposegen no HJ Ne: JITI-Ne(001198)-(PT'-RU)-290323

* [TpOBOAMTCS MPOU3BOAUTEINIEM MPH BHITyCKe NEPHOANYECKH (C HHTEPBATIOM B OQHO UCTBITaHKE Ha 20 cepuil unu He MeHee 1
pasa 8 ron). [Tokaszarens MOXeT GBITE He BKIIOUEH B CepTHOUKAT aHaK3a GUPMBIL.

'API name (INN) / A®C (MHH):

Nimesulide / HnMecymf_m_

API manufacturer batch number /
Homep cepun npoussoautes APC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
Homep cepuu cyGeTanuyu npouspoautess IJID:

FERA00716

API Manufactured by & country /
IIpousBoauTear APC, crpana:

Mangalam Drugs and Organics Ltd., India /
Manranam Jpar3 sua Opranukc JIta., UHous

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HauMeHoBaHHe, aipec H HOMep JHIECH3HH
ILJIOIAAKH, OCYLeCTBIAIONI el

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

Solan (HP) 173205, India (License No MNB/05/263 /
IpousBoacTBeHHOE MoApa3aeneHue-6, Bumnamk Kxons,

Hanarapx Poyx, bannu, Conan JQuctpukr, X.I1. 173205, Unans

(Jlunenzus 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 (No. GMP/EAEU/RU/00554-2022 dt.

Remarks ; The Product conforms to ND/

Npasevanye: Ipoaykr coorBeTcTBYET TpeboBaHMsM HJI

Conclusion : APPROVED /
3akmwouenune: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Ioarorosneno: Ramalg n‘ IposepeHo: Pardeep Kumar I OnobpeHo: Menemkep / Py‘]L{OBOJIIITtEI[b
[y dlt; = Amit Kumar A~

Reprint Date / N \/ Reprint Date / Reprint Date / '

Hata: 11.06.2025 Hata: 11.06.2025 Hara: 11.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, 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.

® o i
Formulation Unit-6
9 ®
Dr‘ Reddy S ‘ @ Vili. Khol, Najagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA

Tel 1461 €8166 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHATTIU3A

Product: Nise gel 1%, 100 g
Ipoaykr: Haii3®, rens A5 Hapy)kHOro npuMeHenus 1%, 100 r

Market / Poinox : Russia / Poccus

Batch No./ . V250423 [Batch Quantity / . 11882.000 units /

Cepus Ne ' |Pasmep cepuu * 11882.000 equnum - _ |
Analytical Repo;t No./ . 040002954871 Date of Analysis / . 11.06.2025

AnanuTH4eckuii oTyer Ne Jata anaausa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JaTa npousBoacTBa T'open po

Mfg. License No. /

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

JHueH3us Ne

Analysis performed according ND No / Agasus nposeaen no HJI Ne: JITI-Ne(001198)-(PT-RU)-290323

02 September 2022) 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».

3akil0ueHHe 0 cOOTBeTCTBHU: «HacTosmMM s MOATBEPX/Al0, YTO NpPUBEEHHas Bhbille HHOOPMALUA ABNIAETCA
JOCTOBEPHOM M TOYHOM. DTa cepust MPOAYKUMH MpOM3BeAeHa (BKIOUYAs YNAKOBKY (MapKMpPOBKY) W KOHTPOJb
KauecTBa) Ha BHILEYKA3aHHOM MPOM3BOACTBEHHOH IUIoWaAke (IUIOmMaaKax) B TIOJIHOM COOTBETCTBUM C
Tpebopanusamu [lpaBun Hajuiexalleil IPOM3BOACTBEHHON NpakTUKH EBpasHilcKoro 3KOHOMMYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHtabps 2022) u Tpeb0OBaHUAMHU KOHTPOJIA KaYECTBA JIEKAPCTBEHHBIX CPE/ICTB,
a TaKKe B COOTBETCTBHMH CO creluHKAIUAMH, COAEPKAIUMHUCH B PETUCTPALIMOHHOM IOChE CTpaHbI-UMIIOpTEpA.
3anucy 1o NPOM3BOJCTBY, YIIAKOBKE M aHAIH3Yy IIPOBEPEHB], U YCTAHOBJIEHO MX COOTBETCTBHE TpeboBaHusaM [1pasui
HaJIexKallel MpoU3BOACTBEHHON NPAKTUKH EBpasniicKoro SKOHOMUYECKOTO COHO3ay.

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

Hpamevaune: Iponykr coorBeTcTBYeT TpeboBanusam HJI 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToaroroeieHo: Ramak LU.D [Tpoeepeno: Pardeep Kumar ,j_/ OnobpeHo: MeHenme]{Pquaoﬂmenb
N Amit Kumar SN

Reprint Date / - \ - Reprint Date / Reprint Date / !

Jata: 11.06.2025 Hara: 11.06.2025 Harta: 11.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, iHyderabad - 500024, Telangana, {ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L.85195AP1984PLC004507
www.drreddys.com




