Dr.Reddy’s ‘f:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P,, 173 205, iNDIA
Tel * +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
Ipoayxr: Haiis

. reflb 111 HAPY)KHOTO npuMmeHenns 1%, 50 r

Market / Puinox

: Russia / Poccus

Batch No./ . V250922 Batch Quantity / . 23530.0 units /

Cepus Ne ) Pa3mep cepuu " 23530.0equHun
Analytical Repourt No./ . 040003204378 Date of Analysis / . 30.11.2025
AHanuTH4YeckHii orueT Ne JlaTa aHaJu3a

Date of Manufacture / . 11/2025 Date of Expiry / 10/2028

JlaTa npou3BOACTBA I'ogen no

Mfg. License No. / [

IpounssoacreeHHas : MNNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PT-RU)
JIHIeH3us No

Analysis performed according ND No / Anann3 nposeacn no H/L Ne: JIII-Ne(001198)-(PI'-RU)-050525

Ne Test / Mokasarens
1 Appearance / Onucanue

2 [dentification /

Result / PesyabTaThbt
lear homogenous yellow gel,

rens xenroro LBETAa,
MOCTOPOHHWX HacTHL

free fromClear
articulate matter / OgHopoaHBI#A npospaqﬂbmycllow to
cBO6OHBII orpamculate matter / OaHOPOAHSLI MPO3payHbIil ress,

Specification / Hona-
homogenous
yellow gel,

lighu
free hom
OT CBETNO-KENTOr0 10 KEJTOro 1BeTa, CBOOOAHbIIi
OT NMOCTOPOHHUX YaCTHLL

The retention time of the main peak in the

The retention time of the main peak in the

Upenrudpuxanus chromatogram of test solution should chromatogram oftest solution should correspond to
corresponds to the retention time of the main the retention time of the main peak in the
HPLC / BOXXX peak in the chromatogram of nimesulide chromatogram of nimesulide reference standard
reference standard solution / Bpemsa solution (section Assay). / Bpems ynep)xuBaHus
yACPXHMBAHUA  OCHOBHOTO  MHKa  HAa OCHOBHOTO NMHKAa Ha XpOMATOrPaMMeE MCTIBITYEeMOro
‘ XPOMATOTPAMME  MCTTRITYEMOTO  pacTBOpa pPACTBOPA [JOJKHO COOTBETCTBOBATh BPEMEHH
i COOTBETCTBYET  BPEMEHHM  YAEPXKMBAHHA YIEPIKHBAHHA OCHOBHOIO IHKA Ha XpOMaTorpaMmme
‘ OCHOBHOIO  MMKAa -HAa  XpPOMAaTrorpaMMe pacTBOpa CTaHAApPTHOro obpasua HUMECYIHAR
pacTBOpa CTaHJapTHOTO obpasua (paznen «KoaH4ecTBEHHOE ONpeieICHUEN)
L] HUMeCYJIuaa -
3 |Weight of package contents / Accordmg to the requirements. Not lessthan 50 g ‘
Macca coaepikimoro 51g/Slr ‘/ B coorBercTBHH ¢ TpeboBanusamu. He menee 50
| lynaxoBKH - ) Ir
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Dpumeuanne: I[TpoxykT cooTBeTcTBYeT TpeboBaHuam HJI 3axmouenue: ONOBPEHO
Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
IToaroroBneHo: ITpoBepeHo: [Tpoeepeno (AOK): Ono6peHo: ObecneueHre kauectBa/OTBETCTBEHHOE JIMIIO:
Pravesh Rana Pardeep Kumar Amit Kumar

N Cym~it (MR

.

<

Date / Date /

Jarta: 30.11.2025

Mara: 30.11.2025

Date /
Hara: 30.11.2025

Date /
JaTa:

LOA)Ab2rE
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A

Product : Nise gel 1%, 50 g

Ipoayxr: Haii3*, ress anst Hapyxuoro npumenenns 1%, 50 r

Market / Poinox : Russia / Poccus

Batch No./ . V250922 Batch Quantity / . 23530.0 units /
Cepus Ne ’ Pasmep cepun © 23530.0eauHnL
Analytical Repo“rt No./ . 040003204378 l?ate of Analysis / . 30.11.2025
AHanuTHYeckuii oTyeT No Jlara aHaanza

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2028

/laTa npou3BoACTBa

I'ogeu no

Mfg. License No. /
IIpou3BoacTBEeHHAN
auueHzusa Ne

: MNB/05/263

MA number: / Homep PY

: JI[T-Ne(001198)-(PT-RU)

Analysis performed according ND No / Auamns nposexen no HJ Ne: JITI-Ne(001198)-(PI'-RU)-050525

4 \pH [

5.4

4.6t06.0/0T14,6 10 6,0

5

Related substances /PoacTBeHHBIE NpHMecH

1) Impurity A / Ilpumecs A

Not detected / ne obHapy»xeHa

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

2) Impurity B/ [pumecs B

Not detected / He oOHapyxeHa

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

Impurity C / Ilpumecs C

Not detected / He o6HapyxeHa

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

Impurity D / ITpumecs D

Not detected / He o6GHapyskeHa

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

TLwpuwily T/ Hpuwmees T

Mot detected / 1ie o6napysrctia

5) Mot more than 1.2 % / e Ronee N7 %

Impurity F / lipumecs ¥

Not detected / He obHapyxeHa

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

Highest Unknown Impurity
/ EnuaudHas
HeuaeHTUGULHpOBaHHAS
NpUMech

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

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [TponykT coorsercTayet Tpedbosaunam HIT 3axaouenue: OJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
IMoarorosnexo: TTporepeHo: ITpoeepeno (AOK): OnoGpeno: Obecnieuenue kayectBa/OTBETCTBEHHOE JIHLIO:
Pravesh Rana /[ Pardeep Kumar Amit Kumar C UL UM RAR
{ "—"-"VE-" _//' i ,/)

& —V
Date / Date / Date / Date / SO0 0L
Jara: 30.11.2025 Hara: 30.11.2025 Hata: 30.11.2025 Hara:
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Dr.Reddy’s ‘,’:‘.

Dr. Reddy's Laborateries Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

[Product : Nise gel 1%, 50 g
Mpoaykr: Haiis®, rens ans HapyxHoro npumenenus 1%, 50

Market / Poinok

: Russia / Poccus

Jlara npousBoacTBa

T'onen 10

Batch No./ . V250922 Batch Quantity / . 23530.0 units /
Cepusi Ne ’ Pa3mep cepuu " 23530.0eaunun
Analytical Repourt No./ . 040003204378 Date of Analysis / . 30.11.2025
AHaguTnyeckHii ordyer Ne JlaTa ananu3za

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2028

Mfg. License No. /
IIponspoacTBeHHAs
JIHUEeH3us Ne

: MNB/05/263

MA number: / Homep PY

: JITI-Ne(001198)-(PI'-RU)

Analysis performed according ND No / Anamns nposeact no HJ Ne: JITT-Ne(001198)-(PT-R1)-050525

8) Total impurities /
CyMmmMma npumeceit

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO OMpeeNeHust

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

6 Microbial contamination* / Muxkpobuonornyeckas yucrora*

Total acrobic microbial count /

Not more than 10> CFU/g /

‘ OfL1ee KOUYECTBO
YKNU3HECTIOCOOHBIX a3pOBHBIX NA He 6onee 10° KOE/r
MHKPOOPraHH3MOB
|
} Total combined yeasts/molds NA Not more than 10! CFU/g /
‘ count / O6uiee yncio He 6onee 10! KOE/r
\ [IPOMOKEBBIX K MIECHEBBIX
rpuboB
|Pseudomonas aeruginosa - Absentin 1 g/ OrcyrctBue B 11
A
|
jStaphylococc_us augus NA A‘bsegt il} 1g/ Orcyrcteie B 11
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Iponyxr coorsercreyer Tpebosannam HII 3axnoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
[oaroToeneHo: [Tposepeno: IMposepeno (AOK): OnobpeHo: O6ecneyenne kayecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar Amit Kumar \ S UNIL RuUMABAR
‘ DL’— f\ = (
- j‘ \ s VV/
Date / Date / Date/ Date / NUE I CIRN
Jara: 30.11.2025 Jara: 30.11.2025 Jlara: 30.11.2025 Jlata:

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

Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Lakboratories Ltd.
Formutation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, iNDIA
Tel : +91 88165 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Nise gel 1%, 50 g
Ipoaykr: Hait3¥, rens ana Hapysxaoro npumerenus 1%, 50 r

Market / Poinox

: Russia / Poccust

Batch No./ . V250022 Batch Quantity / . 23530.0 units /

Cepusn Ne ' Pazmep cepun * 23530.0eaunun ]
Analytical Repourt No./ . 040003204378 Date of Analysis / . 30.11.2025

AHanuTHYecKM oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2028

JlaTa npou3BOACTBA - Toaen no B R
Mfg. License No. /

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

JnueH3us Ne

Analysis performed according ND No / Anamns nposeaen no H/T Ne: JITT-Ne(001198)-(PI"-RU)-050525

onpeaeneHue

7  |Assay/ KonuuecrBeHHOE

10.19 mg /10.19 mr

9.0to 11.0 mg of C:H;2N-0sS (nimesulide) per
1 g of the product /

0719.0 no 11,0 mr C3H2N205S (numecynun) B 1
I npenapara

8 Package / Ynakopka

carton. /

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

Mo 50 r B Ty0y 3 naMHHHUPOBAHHOIO
|

lamoMuHus, cHabxeHHy0 MeMbOpaHoit 1A
KOHTponA nepeoro BCKpeiTHA, [To 1 Tybe B

mayKy

KapTOHHYIO €

UHCTpYKUHEN

MPUMEHEHWUK) (HHCTKDM-RK )'lﬁ,TI.HI"eM).

no

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

[1o 50 r B Ty0y U3 TAMHHHPOBAHHOTIO AJTHOMHHHI,
cHa®eHnyl0 MeMOpaHoil s KOHTPOIA MEepBoro ‘
pekpuiTHa. [lo 1 TyGe B nauky kaproHHyw ¢

HHCTPYKUMER 1O HpHMEHEHHK (e Kum-

BKJIQbILUEM ). |

* 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./
* JIpoBOAMUTCSA MPOU3BOAUTENEM MPH BBIMYCKE MEPHONHYECKH (C HHTEPBAJIOM B OJIHO HcMbITaHUe Ha 20 cepuit unu He meHee 1
pasa B ron). [Tokazatesns MoxeT GbITh HE BKJIFOUYEH B cepTUGUKAT aHan13a GUPMBIL.

Remarks : The Product

confirms to ND/

IIpumeuanue: Ilponykt coorBeTcTBYeT TpedoraniaM HJL

Conclusion : APPROVED /
3akatouenune: OJOBPEHO

|Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
IMoaroroeneno: ITpoeepeno: Iposepeno (AOK): Opobpeno: Obecrieuenne kauecTBa/OTBETCTBEHHOE JTULIO:
Pravesh Rana Pardeep Kumar Amit Kumar A rynd iU U _R12_
E o <V 3
[ <]
Date / Date / Date / 30-))1~Q02r5
Mara: 30.11.2025 Hara: 30.11.2025 [ara: 30.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

‘Product : Nise gel 1%, 50 g
Ilponyxr: Haiis®, rens ais HapyxHoro npumeHenus 1%, 50 r

Market / Peinokx

: Russia / Poccus

Batch No./ Batch Quantity / 23530.0 units /

1 V250922 :
Cepus Ne Pasmep cepun 23530.0eannniy
Analytical Repovrt No./ . 040003204378 Date of Analysis / . 30.11.2025
AHaauTuveckuii oTuet Ne |MaTa ananusa

| .

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2028
Jara npousBoacTsa T'open o
Mfg. License No. /
ITpousBoacrBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PI"-RU)
JnueH3us Ne

Analysis performed according ND No / Anasans nposeaen no H/ Ne: JIIT-Ne(001198)-(PI™-RU)-050525

API name / Haume

HoBaHue ADC:

Nimesulide / Humecynug

INN / MHH:

Nimesulide / Humecynun

API manufacturer

batch number /

Homep cepun npouzBogurteas ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepun cyOcTanumuu npoussoautes I'JID:

FERAO00717

API Manufactured by & country /
IIpousBogurtens ADPC, cTpana:

Mangalam Drugs and Organics Ltd., India /

Masnranam par3s sun Oprauuxc Jita., Magus

Name, address, authorization No for
manufacturing site / Control site / Release vite /
HanmeHoBaHHe, aapec H HOMep JIMIEH3MH

IVIOIIAIKH, OCYIIeCTBISIOLI e

FP

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan
(HP) 173205, India (license No MNB/05/263). /
L []pon3sBoACTBCHHOC MOApAa3Acaciiuc-b, Bl Kxonw, Hanarapx
Poyn, bapnn, Iuctpukt Conan, X.I1., 173205, Unaus (JIuuessus

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». /

Remarks : The Product

confirms to ND/

[pumeuanue: Iponykr cooreercTByeT Tpedbopanmuam HJJ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / g

[ToprorosneHo:

Pravesh Rana /
4

P

Checked by /
ITposepeno:
Pardeep Kumar

Checked by (AQA) /
[Mposepeno (AOK):
Amit Kumar \

/ —

“ -

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnieuenne kauecTBa/OTBETCTREHHOE JIULIO:

QURIL HUMAR_
<

Date /
Iara: 30.11.2025

Date /
Jara: 30.11.2025

Date /
Jlara: 30.11.2025

Date / \(?D" )’-ADLS—_\

Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2300, Fax: +31 4C 4900 2959, Email: maii@drreddys.cormi
CIN: L85195AP1584PLC0O04507

www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel : +51 55166 56001-02
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Dr.Reddy’s ‘_’:‘.

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

Product : Nise gel 1%, 50 g
IMponyir: Haiiz®, rens ans napyakuoro npumenenns 1%, 50t

Market / Poinok : Russia / Poccus

Batch No./ . V250922 Batch Quantity / . 23530.0 units /

Cepus Ne i Pa3zmep cepun " 23530.0enunun

Analytical Repourt No. / . 040003204378 Date of Analysis / . 30.11.2025

AHanuTHYecKHni oT4yeT Ne Jara ananusa

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2028

Hara nponssoacrea T'open no |
Mfg. License No. /

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

JuHen3nn Ne

Analysis performed according ND No / Anaans nposcics no H1 Ne: JITI-Ne(001198)-(PI'-RU)-050525

3axsoueHue o cooreeTcTBHH: «HacTosmumM s oaTBepH a0, YTO NpUBEAEHHAs BBILIE HHGOPMAIIHS SIBIAETCS JOCTOBEPHON U TOUHOIA.
OTa cepus npoAyKLUWK MpousBeeHa (BKI04as yrnakoBKy (MapKMPOBKY) M KOHTPOJIb KauecTBa) Ha BBILICYKA3aHHON MPOWU3BOACTBEHHOM
niaowagke (TIOLAAKaxX) B MOJHOM COOTBETCTBUH ¢ TpeGoBaHuamu [IpaBun Haanexaweit MpoU3BOACTBEHHOM NpakTHKH EBpasuiickoro
5KOHOMMYECKOTO CO03a U TpeOOBaHUAMM KOHTPOJIS KayecTBa JIEKapCTBEHHBIX CPEJICTB, a TaK)K€ B COOTBETCTBUM CO CllelndHKaUMAMM,
COOEpKALIUMHUCA B PErMCTPALIMOHHOM JOCHE CTPAHBI-UMIIOPTEpa. 3anucCH N0 MPOM3BOACTBY, YNAKOBKE M aHAlIM3y MPOBEPEHbI, U
YCTAHOBJIEHO WX COOTBETCTBME TpeGoBaHusM IlpaBun Haajexameil NMpoH3BOACTBEHHOH MNMpPakTHKH EBpa3zHiCKOro 3KOHOMHYECKOro
COI03a.

Remarks : The Product confirms to ND/
Ipumeuanne: Iponyxr cooTreTcTByeT Tpedopannam HJJ

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

[ —

~ |}
.L 'S/( <

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
IloarorosneHo: [Mporepeno: [Tpoeepero (AOK): OnobGpero: ObecrieueHue kauecTBa/OTBETCTBEHHOE JIHLIO:
Pravesh Rana ] Pardeep Kumar Amit Kumar _unL L K jav2

v

Date /
JlaTa: 30.11.2025

=l
Date /

Jara: 30.11.2025

Date /
Jlata: 30.11.2025

Date /
JlaTa:

RO |~hory

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2300, Fax: +31 4C 4900 2999, Email: maii@drreddys.com
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