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

L T
DI’. Reddy’s ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : 461 98166 5600102
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHATTM3A

Product - Nise gel 1%, 20 g
Hpoayr : Haiis™, resis ana HapysHoro npumenenus 1%, 20 r

Market / Prinox : Russia / Poccus

Batch No./ . V250419 Batch Quantity / _ 57464.00 units /
Cepug Ne ) Pasmep cepuu © 57464.00eannun
Analytical Report No. / Date of Analysis / . 11.06.2025

ApannTiYecKnit oruer Ne IlaTa aHanu3a

Date of Manufacture / . 04/2025 Date of Expiry/ . 03/2028
Jara npon3soacTRa logen go

Mfg. License No. / |
IIpou3so/cTBEHHAS : MNB/05/263 MA number: / Homep PY JIMN-Na(001198)-(PT"-RU)
ampensna Ne B
Analysis performed according ND No / Auaaus nposenen no HJIL Ne: JITI-Ne(001198)-(PI-RU)-290323

: 040002953781 H

N |Test/lokasatens | Result/Pesynsrarsl g | Specification / Hopma _cliiliny ]
1 Appearance / Onucanne (Clear homogenous light yellow gel, free  Clear homogenous light
from particulate matter / OHOpOAHE yellow to yellow  gel, free  from
npospauHbili renb ceeTno-KenToro neera, particulate matter / OanopoaHLHT NpO3paLHLI
icnoGoinbtil or MOCTOPOHNIIX HACTHIL. rens of CRETAO-NERTOro A0 FREATOro UBeTa,
cBoBoaublIT OT NOCTOPOHHNX HACTRIL

4

2 ’ldentiﬁcation by HPLC/ |Complies as prescribed / Cootsetcrsyer The retention time of the main peak in the
Hpeuradurxanus (BIXKX) rpebopannam 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 yAepxuBaHHs OCHOBHOro MHKAa Hal

XpoMaTorpamMme  MCTBITYeMOro  pactsopa

MONKHO COOTBETCTBOBATS BpeMeH

YACPKNBAHHA OCHOBHOrO nuka Ha

xpoMaTorpamMmMe  pacTBopa  CTaHAAPTHOIO

o0pasiia HIMecynAa (pazaen
| T «I{oniuecTBEHHOE ONPECTCHIE)

3 ‘Weight of package 20g/20r 'According to the requirements. Not less than
contents Macca 20 g/ B coorsercTeuy ¢ TpeGopannamy. He
|co;[ep)|mM0ro YRaKOBKH menee 20 T

4 pH | 55 B 4.6106.0/014,6 10 6,0

Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Hpumeyanue: Tponykr cootseTcTByeT Tpebosanuam HIT 3axmouenne; OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToAroToBJIEHO: Ramal'ﬁ-‘t [ll}» Iposepero: Pardeep Kumar Ono6peno: MeHemxep / PykosoanTesns
'Ll\l o e Amit Kumar N =

Reprint Date / TV Reprint Date / Reprint Date /
Iata: 11.06.2025 Jara: 11.06.2025 Hara: 11.06.2025

itegsterad UIMicu: 8 1 387, Reotl M &, Do I Hperabined 500004, Teipngana, Indlja

Tel: +91 40 4300 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tol ; +01 62166 56001-02
www.drreddys.com

CEPTUD®UKAT AHATIU3A

"Product z Nise gel 1%,20 g
Tpoaysr: Haiis™,

resib A8 HAPYARHOro npuMeHeHys 1%, 20 1

Market / PolHOK

: Russia / Poccus

Batch No./ . V250419 Batch Quantity / . 57464.00 units /

Cepun Ne i Pasmep cepi T 57464.00enmnnn
Analytical Report No. / : 040002953781 Date of Analysis / : 11.06.2025
Anannnsdeckuii oraer Ne -0 |lara ananusa

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

JaTta npon3soacTBa Togen a0 -

Mfg. License No. /

IIponzBoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001 198)-(PI-RU)
Anyennsa Ne T

Analysis performed according ND No / Anasns nposeaed no H/T Ne: JIIT-Ne(001198)-(PT-RU)- 290323

S Related substances /PoacTBeHnble MPUMeECH

1) Impurity A / [Tpumecs A

2) Impurity B / ITpumecs B

3) Impurity C/ [Ipumecs C

4) Impurity D / Ilpumece D

5) Impurity E/ TIpumecs E

8) Impurity F / Tlpumecs F

7) Highest Unknown
Impurity / ERMHAYHAA
HeHIeHTHOHUHUPOBaHHASL
TIpHMECh

8) Total impurities /
CymmMa mpumecei

Below LOD (LOD = 0.02%) / Huxe npezgena
o6Hapyxenna (TI0 = 0.02 %)

Below LOQ (LOQ = 0.04 %) / Huxe npeznena

lkomnuecteenHoro onpenenexus (IIKO =

0.04%)

Below LOQ (LOQ = 0.04 %) / Huwxe npenena
comuecTBenHoro onpeaenenus (IMKO =
0.04%)

Not detected / He o6HapyKeHa

Below LOQ (LOQ = 0.07%) / Huxke npenesna
wonnuecTeeHHoro onpenenexna (IIKO =
0.07%)

INot detected / He 0bHapyxeHa

Below LOQ (LOQ = 0.1 %)/ Hiwxe npenena
komisecTeennoro onpenenetn ([IKO = 0.1%)

Below LOQ / Hike nipenena
HcOMTHUECTBEHHOTO OTIPENENEHHA

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

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

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

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

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

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

7) Not more than 0.2 % / He Gonee 0,2 %

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

.'M > The Product oonfmns=to-ND/

Hpumeyanue: IIpoaykt cootsercryer Tpedopanuam HJT

Conclusion : APPROVED /
3axaouenne: OJIOGPEHO

Iata: 11.06.2025

Hara: 11.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotoBneHo: Rama TposepeHo: Pardeep Kumar Ono6peno: MeHemxkep / Pyncoa_omrrenb

m \ [ Amit Kumar N —
Reprint Date / Reprint Date / Reprint Date / |

Hara: 11.06.2025

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

500024, Tetangana, India

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLCQ04507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 ’
vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 93166 56001 02
www.drreddys.com

CEPTUD®UKAT AHAJIU3A

"Product : Nise gel 1%, 20 g

Tipoayxr: Haia®, rene s HapyskHOro npiMenenus 1%, 20 r

Market / Puinok : Russia / Poccua

Batch No./ . V250419 Batch Quantity / . 57464.00 units /

Cepus Ne : Pazmep cepnu ' 57464.00emxmHi
Analytical Report No./ . 440002953781 [ st ot Analypis/ . 11.06.2025
AnanaTudeckni oryer Ne — {/laTa anannsa

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

JaTa npou3soacTEa ~ |Topen po B _—— -
Mfg. License No. /

TIponszsoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001 198)~(PT-RU)
AHensns No

Analysis performed according ND No / Ananus nposeaeu no HJL Ne: JITI-Ne(001198)- (PF—RU) 290323

I, § " . s -
6 iMlcrublal contamination / MukpoGuoornyeckas yncTora*

] _"|Tota1 aerobic microbial
count / ObI1ee x0114ECTBO
bKHIHECTIOCOBHEIX
|n9pOOHBIX
[MUKPOOPraHHIMOR

Total combined
lyeasts/molds count /

: {0611ee YMCTO APOXOKEBBIX
| IH IJIeCHEBBIX TPUGOB l
Pseudomonas acruginosa

{Staphylococcus aureus

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

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

\Absent in 1 g/ OtcyTcTByeTB 1 T

{Absent in 1 g/ OtcyrerByerB 1 1

Not riore than 107 CFU/g /
He Gonee 10° KOE/r

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

|
|
I
:Ahscnl in i g/ Qreyrersne 8 1 ¢

"Absent in 1 11 ¢/ Oreyretenes 1 r

7__'i§§sayllconnqec1'aeﬂuoe | 10.20 mg / 10.20 Mr
onpenenenue ‘

8 | Package / YniakoBKa

9.0 to 11.0 mg of Ci3H12N205S (nimesulide)
per 1 g of the product. /

01 9,0 g0 11,0 Mr C3H2N20sS (HHMGC}'J'IH,II)
B 1 r openapara

120 g in a laminated aluminum tube equlpped with tamper-evident membrane. 1 tube and '
’patlent information leaflet (package insert) in a carton. /

[1o 20 r B Ty6Y 43 JAMHHHPOBAHHOIO AMIOMHHHS, CHabXeHHyro MeMOpaHo# 1A
KOHTPO/IS TIEPBOro BEKpbITHs. 110 1 Tybe B NauKy KapTOHHYIO C MHCTPYKITHEH no
[I‘IpHMBHCH 110 (JIMCTKOM-BKJIAAbILIEM).

test may be absent in the in-house certificate of analysis./

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at Jeast once a year). The

Remarks - The Product conforms to ND/
Mpumeyamue: ITpoaykr cooTBeTcTBYET TpeboBatiam HJ

Conclusion : APPROVED /
3akmoyerne: OJOBPEHO

Prepared by / Checked by /
INoxroToBneHo: Ram& t_ [Ipoepeno: Pardeep
Tl i

Kumar

Approved by: Manager/Executive /
Onobpeno: Menenxep / P)’I\@OJLHTCHL
Amit Kumar |

"

= Reprint Date /

Hara: 11.06.2025

Reprint Date /
Jara: 11.06.2025

Reprint Date / 1

Jara: 11.06.2025

Registered Ottice: ¥-2-337, Koad No. 3, Banjara Hiills, Hyderdbad -

800034, Telangans, hdia

Tel: +21 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q.‘:’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, [NDIA
Tel : +91 93166 56001-02
www.drreddys.com

CEPTUD®UKAT AHAJIU3A

| Opoayscr: Hais®, rens na HapyxHoro npuMenetna 1%, 20 ©

Market / Poinok : Russia / Poccus

Batch No./ . V250419 Batch Quantity / . 57464.00 units /

Cepna Ne ) Pazmep cepuut * 57464.00eaunnu

Analytical Repo:'t No./ . 040002953781 Date of Analysis / . 11.06.2025

AnaanTryeckuii oTyer Ne _ e N | sSi Hata anannza .

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

JlaTa npoH3BOACTEA 5 |Togen no e o .
Mfg. License No. /

TIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001198)-(PT-RU)
JHueH3Hus No

Analysis performed according ND No / Ananus nposeact no HIL Ne: JI T1-Ne(001198)-(PI" -RU)-2905§3

* [IpOBOTUTCS NPOU3BOIMTENEM MPH BEIMYCKE MEPHOANYECKH (C MHTEPBANIOM B OJHO HCTILITAHNE HA 20 cepuii unu He MeHee 1
paza B ron). IokasaTens MOXeT 6bITe HE BKIIIOUEH B CepTHOUKAT aBanm3a QUPMEI.

API name (INN) / AOC (MHH):

Nimesulide / Humecynug,

API manufacturer batch number /
Homep cepun nponssogutes APC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
Homep cepun cyGcrannus nponssogurens [JId:

FERAO00716

API Manufactured by & country/
IIpouszBopuTeas APC, cTpaHa:

Mangalam Drugs and Organics Ltd., India /
Manranam Jlpars suj Oprasuxe JIta., Muons

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaunmeHoBaHHe, AAPEC H HOMEP THHCH3HH
NACIIAAKH, 0CYIleCTBIAIOMm el

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263} /
[TpouzsoncTBEHHOE noapaszeneHue-6, Brinamk Kxounn,
Hanarapx Poyn, Bagau, Conan JInctpukr, X.IL 173205, Aunus
(JTuuensusa 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.
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».

Remarks : The Product conforms to ND/
Tpunmegamue: TTposyKr coorBeTcTByeT Tpebosannay H

Con¢lusion : APPROVED /
Zaxaroyenue: QJJOBPEHO

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

Tloaroroinero: Ramakan TIporepeHo: Pardeep Kumar OnoGpeno: Menenxep / Pynosonutens
aﬁy _:\@Jj; o - Amit Kumar T

Reprint Date / \f"’\ - Reprint Date / Reprint Date / |

Harta: 11.06.2025 Hara: 11.06.2025 Hara: 11.06.2025

Nagisterrd Nffire: R-2-337, Ragd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
www,drreddys.com




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

(=23
Dr. Reddy’s ‘;. Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA
Tel ; +21 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A
Product ; Nise gel 1%, 20 g ~ 5y S — ]
Tipoayir: Haiis, resb juis HapyHOTO NPUMEHEHNR 170, 20r
Market / Ppinok : Russia / Poccus
Batch No./ . V250419 Batch Quantity / . 57464.00 units /
Cepusn Ne ) Passicp cepi © 57464.00eannn1
Analytical Repo:‘t No./ . 040002953781 Date of Analysis / . 11.06.2025
AnanuTuYeckuit oTier N Mata ananm3a Sensimeinyinll s 0 8 o SEEESE
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JlaTa npon3BOACTBA Topex ao g o - s on
(Mfg. License No. /
|Tiponze0ACTBEHHAS : MNB/05/263 MA number: / Homep PY  : JI[1-Ne(001 198)-(PT-RU)
{amnensns Ne =)

Analysis performed according ND No / Anamus nposeaen 1o HJI Ne: JITI-Ne(001198)-(PT-RU)-290323

3aKoueHNe 0 COOTBETCTBHM: «HacToAWMM A NOATBEPYIAI0, YTO MpHBEJeHHas Bbille HHPOPMALHA SBIAETCS
[IOCTOBEPHON M TOYHOH. DTa Cepus NpOAYKUMH IpOU3BECHA (BKTIOUAs YNAKOBKY (MApKMpOBKY) M KOHTpOJb
kayecTBa) Ha BHILIEYKA3aHHOH MPOM3BOACTBEHHON MUIOLIAKE (nnomankax) B IOJIHOM COOTBETCTBHH C
tpebopasiamu [Tpasun Haanexawed NpON3BOICTBEHHON MpakTHKY EBpasUACKOro 3KOHOMHUYCCKOro COHO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6psa 2022) u TpeboBaHMsAMU KOHTPOII KauecTBa JICKAPCTBEHHBIX CPEACTE,
A TaKKe B COOTBETCTBHH €O CHELM(HUKALMAMY, COAEPXKAUNUMHUCA B PEHCTPALMOHHOM JI0CkE CTPAHBI-MMIOPTEpA.
3aIKcH MO MPOU3BOACTRY, yIIAKOBKE W aHANK3Y MPOBEPEHEI, U yCTAHOBIICHO UX COOTBETCTBHS tpe6osanusM [Tpasun
HaUIexXaIeit Ipou3BOACTBEHHOH NPAKTHKH EBPa3sMACKoro 3kOHOMUYECKOT0 COM3a.

{ Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpuamesanue: [TpoayKT COOTBETCTBYET TPebOBAHHAM HI 3axiouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tozrorosneno: Ramak; IposepeHo: Pardeep Kumar Opobpeno: Menemxep / Pykqeoautens
ﬁp, d; P Amit Kumar M
Reprint Date / Reprint Date / Reprint Date / 1
Iara; 11.06.2025 Iara: 11.06.2025 Jara: 11.06.2025
Foagh b L AT W NONT, Tl Min 3 Injnm Iilts, bedorapagt OB, tplangans, indla

Tel: +©1 40 4300 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




