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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
/m Khol iNalagarh Road, Baddi,
istt. Sai:. ), sl 7, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product :
Hpoayxr: Haiia",

Nise gel 1%, 50 g
refib 1A Hapy»KHOTo rpumeHenus 1%, 50 r

Market / Prinox : Russia / Poccust

Batch No. / . V251001 Batch Quantity / . 23392.0 units /

Cepus Ne ) Pazmep cepunu © 23392.0eauunn
Analytical Repourt No./ . 040003236186 Date of Analysis / . 23.12.2025
AnaguTnuyeckuii oTuer Ne Jlara ananun3a

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

JlaTa npoH3BOACTBA T'ogen 1o

Mfg. License No. /

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

anmensusa Ne

Analysis performed according ND No / Anauuns nposeacn no H/1 Ne: JITI-Ne(001198)-(PF-RU)-050525

Ne |

Test / Ilokaszarens

Result / PesyabraThi

1 Appe;rz;nce / Onucanue

\MTOCTOPOHHUX HYACTHLL

Specification / Hopma

Clear homogenous light yellow gel, free fromiClear
particulate matter / OnHoponmbiit npo3paunsiiyellow
reib CBETJIO-XENTOrO [BeTa, CBOOOAHBINH OTparticulate matter / O1HOpOAHBIH MPO3payHEBIH reib

to yellow

homogenous

gel, free

light
from

PT CBETJIO-XKEATOrO 40 XKEJTOro 1BETA, CBOGOﬂHbIﬁ

OT MOCTOPOHHHUX HaCTHLL

2 Identification /
NuaenTuduxanus

HPLC / BO)XXX

chromatogram of test solution should
corresponds to the retention time of the main
peak in the chromatogram of nimesulide

The retention time of the main peak in the 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

IIpumeyanue: [Ipoaykr coorsercrByeT Tpebopanuam HI

3axmouenue: OJJOBPEHO

. reference  standard  solution / Bpems [solution (section Assay). / Bpems ynepxusanus
yIOEpXKUBAaHUA  OCHOBHOrO MUKa  Ha [OCHOBHOIO NMKa Ha XPOMATOrpaMMe HCMBLITYEMOro
XpoOMaTorpamMMe  HCTBITYEMOrO  pacTBopa |pacTBOpa HO/DKHO COOTBETCTBOBATH BPEMEHH
COOTBETCTBYET  BpEMEHHM  YAEpXKHMBAHUS ;yaepmmamm OCHOBHOTO MUKa HAa XpOMaTOrpaMmMe
OCHOBHOTO  MHKa Ha  XpOMATOrpaMMe pacTBOpa CTaHJapTHOro obpazua Humecyaa
pacTBopa CTaHAAPTHOTO obpazua (pazaen «KonuuecTBeHHOE OnNpeienieHes)
HUMECYHA ) - B B

3 |Weight of package contents / IAccording to the requirements. Not less than 50 g
Macca cogep:KumMOoro 50g/50r :/ B cootBercTBuu ¢ TpeboBaHusmu. He menee 50 |
YNAaKOBKH S T |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

\Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[Mogrorosnexo; [pogepeno: 4 [porepeno (AOK): OnoGpeHo: Obecrieuenne kauecTBa/OTBETCTBEHHOE JIMLIO:
Shagun Pravesh Rana // Amit Kumar A & DNIL KuM AL

2= 7 W | -~ ”
Date / Date / Date / Date / D20
Jara: 23.12.2025 Jlara: 23.12.2025 Jara: 23.12.2025 Jlarta: ‘ -

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

CIN: L851S5AP1984PLCO04507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com



Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd .
Frormulation Unit-5

Vill. Khol, Malagarh Road, Baddi,
Distt. Soian. H.P, 172 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

\Product : Nise gel 1%, 50 g
IMpoaykr: Haiiz™, rens nns HapyxHoro npumenenus 1%, 50 r

I pouzBoacTBenHas
JgnueHsust Ne

Market / Prinox : Russia / Poccnst
Batch No. / . V251001 Batch Quantity / . 23392.0 units /
Cepusn Ne ) Pazmep cepuu * 23392.0eaunnny
Analytical Repovrt No./ . 040003236186 Date of Analysis / . 23.12.2025
AHaguTHuecKkuit order Ne Jara ananunza
Date of M anufacture / . 12/2025 Date of Expiry / 11/2028
Jarta npou3ssoacTsa ~ [loaen ao -
Mifg. License No. /
: MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)

Analysis performed according ND No / Ananus npogeaen no H/L Ne: JIH-NQ(OHI98)-(PF-RU)-050525

l

5.7

4.6t06.0/014,6 10 6,0

4 pH
5

Related substances /PogcTBeHHbIe TpUMecH

1) Impurity A / Ilpumecs A

Not detected / He obHapy»eHa

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

' 2) Impurity B/ Ilpumecs B

Below LOD (LOD = 0.01 %) /

Huxe npenena obHapyxenus (IO = 0.01 %)

2) Not more than 0.2 % / e 6osiee 0,2 % ‘

3) Impurity C/ Tlpumecs C

Not detected / He o6HapyxeHa

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

4) Impurity D / llpumecs D

Not detected / He obHapyxeHa

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

| 5) Impurity E / Ilpumecs E

Not detected / He obHapyxeHa

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

6) Tmpnrity F / Tpuveck F

Not detected / He ofHapyxeHa

6) Not more than 0.2 % / He 6os¢¢ 0.2 %

/ Enynnuuas

MpUMECh

7) Highest Unknown Impurity

HeuaeHTHQUIMpPOBaHHAS

Below LOQ (LOQ = 0.1 %) / Huxe npenena
KonuuecTBeHHoro onpeneneHus ([TKO = 0.1%)

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

Remarks : The Product confirms to ND/
M pumeuanne: [IponykT cooTBeTcTBYET Tpeboranuam HJL

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Prepared by /

Checked by /

Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecneuenue kayecTsa/OTBETCTBEHHOE NTHLO:

[ToaroToBneHo: ~ |[TTpoBepeno: IMpoeepeno (AOK):
Shagun (5\//’ Pravesh Rana | Amit Kumar A QL Kym }QQ
Z b N~ .
; ‘ o <‘W,l
Date / Date / Date / Date / 2212 -A0L5
Mara: 23.12.2025 Hara: 23.12.2025 Hara: 23.12.2025 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: L85195AP1984PLCO04507

www.drreddys.com



Dr. Reddy's Lakoratories Ltd.

Qe . .
Formulation Unit-6
Dr. Reddy’s ‘.0. Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Soian, H.P., 173 205, INDIA
Tel : +21 98166 56001-02
www.drieddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product - Nise gel 1%,50 g
Hpoayxr: Hais®, rens a1s HapyHoro npumenenns 1%, 50

Market / Poinox : Russia/ Poccus

Batch No./ . V251001 Batch Quantity / . 23392.0 units /

Cepun Ne ) Pazmep cepun " 23392.0eanHnn
Analytical Repovrt No./ . 040003236186 Date of Analysis / . 23.12.2025
AnanuTHiecKHii oryet Ne Hara anaan3za

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

JlaTta npousBoacTBa TI'ogen no

Mfg. License No. /

IlpousBoacTrBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
JuueH3ust Ne

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

8) Total impurities / Below LOQ / Huxe npenena 8) Not more than 1.5 % / He 6onee 1,5 %
CyMmMa npumeceit KOJINYECTBEHHOTO ONpPeAeNeHuUs
6 Microbial contamination* / Muxpoonosoruueckas yucrora*
 [Total aerobic microbial count /
Ob1ee KONIHYECTBO ‘ Not more than 10> CFU/g /
YKM3HECITOCOOHEBIX a3pOBHBIX NA He 6onee 10° KOE/r
MHKPOOPTraHH3MOB
Total combined yeasts/molds NA Not more than 10' CFU/g /
count / O6wuee ynco He 6onee 10' KOE/r
INPOOKEBBIX H MIECHEBBIX
Irpubon
Pseudomonas aeruginosa ‘ Absentin 1 g/ OrcytctBHe B 1 1
NA
Staph}lococcus aureus NA O Absent in 1 g/ OrcyrcTBue B 1 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykt cooTBeTcTBYeT TpeboBanusam HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[Moarorosaeno: [MpoBepeno: [Npoeepeno (AOK): OnoGpeno: Obecneuenre kayecTBa/OTBETCTBEHHOE JIULO:
Shagun Pravesh Rana / Amit Kumar N &)H! y ‘UM
S ! [ A KUMPQ_
e ¥ } / ’_‘_{\\/’
Date / Date / Date / Date / 2% 2O LS—
Hara: 23.12.2025 Jlarta: 23.12.2025 Jlata: 23.12.2025 aTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4300 2999, Email: mait@drreddys.com
CIN: L85195AP1984PLL004507
www.drreddys.com



Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P, 173 205, INDIA
Tel: +51 55166 56001-02

www.drieddys.com

Product = Nise gel 1%,50 g
Ipoaykr : Haii3¥, rens ans vapyxusoro npumenenns 1%, 50 r

Market / Poinox : Russia / Poccus

Batch No./ . V251001 Batch Quantity / . 23392.0 units /

Cepust Ne ’ Pazmep cepun " 23392.0eaunun
. l . .

Analytica Repovrt No./ . 040003236186 Date of Analysis / . 23.12.2025

AHaguTHYecKuit oTyeT Ne JlaTa aHaau3a

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

JlaTta npou3BoAcTBa

I'onen po

Mfg. License No. /
IlpousBoAcTBeHHAs
JHueH3usi Ne

: MNB/05/263

MA number: / Homep PY

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

Analysis performed according ND No / Asanns nposeaen no H/l Ne: JII1-Ne(001198)-(PI'-RU)-050525

jonpeaeneHue

[7 !Assas"/ KoanuecTBeHHoe

10.11 mg /10.11 mr

8 ‘Eclage / YnakoBka

carton. /
ANFOMHHUS,

nayky

KapTOHHYIO ¢C
MPUMEHEHHIO (JINICTKOM-BKJIAJBILIEM).

patient information leaflet (package insert) in a .

Mo 50 r B Tyby u3 NaMHHHPOBAHHOTO
cHabxeHHY0 MemOpaHoO#H s
KOHTpoNis mepBoro BekpeiTua. [To 1 TyGe

HHCTPYKLMEH 10

9.0 to 11.0 mg of C;3H2N20sS (nimesulide) per

1 g of the product /
Ot 9,0 no 11.0 mr C3H;2N20sS (Humecynun) B 1
I npenapara

50 g in a laminated aluminum tube equipped . . . . .
’ . 5
witl: tamper-evifiont membrane, 1 tube andl 0 g in a laminated aluminum tube equipped with

tamper-cvident membrane. 1 tube and patient
linformation leaflet (package insert) in a carton. /

Mo 50T B TyOy M3 NTaMHHHUPOBAHHOT'O AFOMMHUSA, |
caabkeHHyI0 MeMOpaHO [ KOHTPOJIA MEPBOro
pckpbitis, Ilo 1 Tybe B Mayky KapTOHHYIO C
MHCTPYKIHEll 10  OpHMEHEHHIO  (JIMCTKOM-

BRJIAIBILIECM ).

* 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./
* [IpOBOAMTCS TIPOU3BOAMTEIICM MPU BBIMYCKE NEPUOAMYECKH (C HHTEPBAJIOM B OHO HCIbiTaHKe Ha 20 cepuii nnu He MeHee 1

paza B rog). [Toka3arens MOXKeT OBITh HE BKJIIOYEH B CEPTH(UKAT aHATH3a QHPMEL.

Remarks : The Product confirms to ND/
[Mpumeuanne: [MponyxT cootBercTByeT TpeboBaHusm H/L

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
IMoarorosieHo: ITposepeno: j I[Nporepeno (AOK): Ono6peno: ObecneueHne kadectsa/ OTBETCTBEHHOE NULO:
Shagun?v/ Pravesh Rana / Amit humar/ A &UH’ L Kum™ “K

rz £ e o '_6,\,’
Date / Date / Date / Date / 9Q3—(2-AbL &
Ilarta: 23.12.2025 Jlara: 23.12.2025 JlaTa: 23.12.2025 Jlarta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 260024, Telangana, India
Tei: +91 40 4900 2900, Fax: +31 4C 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507

www.drreddys.com



Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel : +01 63166 56001-N2
www.drreddys.coni

CEPTHUOUKAT AHAJIM3A

rProduct = Nise gel 1%, 50 g

Ipoayxr: Haiiz"™, rens ans Hapyskuoro npumenenus 1%, 50 r

Market / Prinok : Russia / Poccus

Batch No./ . V251001 Batch Quantity / . 23392.0 units / B
Cepus Ne ) Pazmep cepun * 23392.0eanuny ]
Analytical Repovrt No./ . 040003236186 Date of Analysis / . 23.12.2025

AHaauTH YecKHI oTUeT Ne JlaTa ananu3a

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

JlaTa npousBoacTea Tlopen oo

Mfg. License No. /

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

JuueH3us No

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

API name / HaumenoBanue ADC:

Nimesulide / Humecynug

INN / MHH:

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepun npouspogutensa ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepun cybctanunu npoussoautess I'JIdD:

FERAO00717

API Manufactured by & country /
IIponssogutens ADC, cTpana:

Mangalam Drugs and Organics Ltd., India /
Matranam Jlpar3 sun Opraduxc JIta., Uapus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenoBanmue, agpec H HOMep JTHIEH3IHH
IUIOIIAKH, OCYLIIECTB/ISAIOLIeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan
(HP) 173205, India (license No MNB/05/263). /
[IpouseoacTBeHHOEe nogpazaeneHue-6, B Kxons, Hanarapx
Poyn, bapnu, Quctpukt Conan, X.I1., 173205, Unans (JInuensus

Ne MNB/05/263).

Declaration of certifieation: «I hereby certify that the above infotmation is autliculic and accutate. This balelr 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». /

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [ponyxr coorBeTcTByeT Tpeboranuam HJL 3axnioyenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
TNoarorosneHo: [Mporepeno: ( [posepeno (AOK): Onobpeno: ObecneyeHue kauecTBa/ OTBETCTBEHHOE JIULIO:
ShagunC-Vf—- Pravesh Rana /’ Amit Kum'{ \ &UH‘ L KumMm AR
,é)/ . “ //7 ——<\/‘/'
Date / Date / Date / Date / QUL -AOLS
Jlara: 23.12.2025 Hara: 23.12.2025 Jara: 23.12.2025 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AF1984PLC004507

www.drreddys.com




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

@
Dro Reddy’s ‘.... Vill. Khot, Natagarh Road, Baddi,

Disti. Solan, H.P, 172 205, INDIA
Tel ; +91 88166 56001-02

WurwLdrreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Product = Nise gel 1%, 50 g
Ipoaykr: Haii3™, rens ans HapyxHoro npumenenus 1%, 50 r

Market / Peinok : Russia / Poccus

Batch No./ . V251001 Batch Quantity / . 23392.0 units /

Cepun Ne ’ Pa3zmep cepuu © 23392.0eauuni

Analytical Repovrt No./ . 040003236186 Date of Analysis / . 23.12.2025

AHanuTHuYecKuii oTyeT Ne JlaTa anaausa -
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2028

Jlata npouspoacTaa I'onen a0

Mfg. License No. /

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

NHueH3us1 Ne |
Analysis performed according ND No / Auasns nposeaen no H/I Ne: JITT-Ne(001198)-(PI'-RU)-050525

3akniodeHne o cOOTBETCTBUH: «HacTosuuM st NOATBEPk A0, YTO NPUBEAEHHAS BhILIE HHPOPMAUMWS ABIAETCA JOCTOBEPHOI U TOYHOM.
Ora cepus NpOAyKUKK NPOU3BeIeHa (BKIIKOUAs yIaKOBKY (MapKHPOBKY) M KOHTPOJIb KauecTBa) HAa BbllLEYKa3aHHOW MPOW3BOACTBEHHOMN
miowanke (rowmankax) B MoJHOM COOTBETCTBUU ¢ TpedoBaHusaMH [TpaBun Haanexalled mpou3BoACTBEHHOM NpakTUkU EBpasuiickoro
3KOHOMMUECKOTO COK3a U TPeOOBAHUAMU KOHTPOJISI KQUeCcTBa JISKapCTBEHHBIX CPENCTB, a TAKOKe B COOTBETCTBMH CO CELMMHKALUAMH,
cofepKallUMUCA B PErMCTPALIMOHHOM J0OChE CTpaHBI-MUMIMOpTepa. 3alHMcH MO MpPOM3BOACTBY, YNMAKOBKE W aHAIW3y TIPOBEPEHBbI, H
YCTAHOBJIEHO MX COOTBeTCTBHE TpeboBauusam [lpaBun Hajsexalue# MPOM3BOACTBEHHON NpakTMKH EBpasniickoro 3KOHOMHUYECKOTO
coro3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: I[Ipomykt cootBeTcTRYeT TpeboraHuam HJI 3axmwouyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[TogrorosneHo: [Tposepeno: / ITposepero (AOK): Onobpeno: Obecneyenre kauecTBa/OTBETCTBEHHOE JIMLO:
Shagun Pravesh Rana Amit Kumar

ey — 1 - QuHiL KymRR_

7 £ / o ,..<VV1

Date / Date / Date / Date / 24~ 0L
Hara: 23.12.2025 JHara: 23.12.2025 Iata: 23.12.2025 JlaTa:

Registered Office: 8-2-337, Roaa No. 3, Banjara Hills, Hyderabad - 60024, Telangana, India
Tei: +91 40 4900 2900, Fax: +31 4C 4300 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



