L 1) Dr. Reddy's Lahoratories Ltd.
Dr' Reddy’s '.. Formulation Unit-6

. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA

Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Product : Nisegel %

Iponykr _: Haif3®, renp 11 HAPY)KHOTO IPUMEHEHHA 1% B .
Batch No / 1 V230539 'Batch Quantity / : 56956 units /

Cepus Ne _ _ ' O6bem napTau 56956 epunay
Analytical Report No/ : 890001677267 Date of Analysis / : 31.07.2023 B
AHQIHTHYECKHH oTyeT No JlaTa apannia . _ L
Date of Manufacture / : Jul-2023 Date of Expiry/ : Jun-2025

JarTa mpou3soicTBa [Tomen 1o

Analysis performed according ND / Anaﬂm nposezxeﬂ o HJI: JITT-Ne(001198)-(PI-RU)- 120922

Ne | Test/ I'Iorcaza"renbk ;_ Result / Pesysbrarsl Specification / Hopma
il Descnptlon / Onucanue Homogenous light yellow Homogenous  light yellow to yellow
transparent gel free from particulate transparent gel, free from particulate matter

matter / Onsopoanbii npospaynsdl / OmHopoiHei mnpo3paudbid  rens oT |

| ireJib CBETIIO-KEITOrO 1iBETA, CRETJIO-KENTOr0 A0 KENTOro  UBETE,
cBOGOAHBIN OT NOCTOPOHHHX cBOBOIHEI OT TOCTOPOHHHX YACTHLL |
YACTHIL f
{
2 Identification by HPLC / Complies as prescribed / The retention time of the main peak in the
MuenTuprkanns CoOTBETCTBYET chromatogram of test solution should
P TpebopaHuAM correspond to the retention time of the main

; peak in the chromatogram of nimesulide
reference standard solution (section Assay) /
Bpems ynepxHBaHMR OCHOBHOTO NHKAa Ha
XPOMATOrpaMME MCIBITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATD BPEMEHH

YOED)KUBAHUA ~ OCHOBHOrO  INHKa  Ha

: XpoMaTorpamMme CTaHAAPTHONO pAacTBOpA
Humecymuaa (pasmen «KoJHuecTBEHHOE

NERE, I _____ oupeneneHuex)
3 | Weight of package content 20g/20r According to the requirements. Not less
‘ acca CONepHHMOro | than 20 g / B coorBeTcTBMHM ¢
| YIAKOBKH | rpebopanuamu. He menee 20 r
4 pH N - Between 4.6 and 6.0/ ot 4,6 70 6,0 ‘
Remarks : The Product conforms to ND/ Conclusion : APPROVED / :
Hpumeuanue: ITponykr coorsercTyeT TpeboBaruam HI Zaxmwouenue: ONOBPEHO i
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Iporepeno: Himesh Kumar Onobpeno: Menemxep / Pykosonutens i
Kumar Maurya 4y i i Amit Kumar "o
— ) R TR
b
Reprint Date / m“ﬁeprint Date / Reprint Date / '
I[aTa 31.07. 2023 Jara: 31.07.2023 Hara: 31.07.2023 o

Registered Off:ce 8- 2-337 Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
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www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@e
Dr, Red dy’s ‘... 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

CEPTUOUKAT AHAJTUSA
Product : Nisegel 1% )
Hpoxyxr : Haiis®, renb nis HAapyKHOTO puMenenns 1% _ .
Batch No / : V230539 Batch Quantity / : 56956 units / -
| Cepus Ne o O6BbemM DapTHA 56956 epunuy
Analytical Report No/ : 890001677267 Date of Analysis / :31.07.2023
AHagaTHYeCKHH oTyeT Ne ~ ___ |[laTa anagu3a
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
Hara npoM3BoAcTBa 'Togen go
Ana]ysxs performed according ND / Anannz nposexen no HJL: JIII-Ne(001198)-(PT- RU) 120922

=
sl

Related substances /POACTEEHHbIE IPHMECH

1) Impurity A / TIpamecs A Not detected / ne o il)T\IOt more than 0.2 % / ne 6onee 0,2 %
obHapyxeHa !
2) Impurity B / TIpuMecs B Below LOD (LOD = 0.01 %) 2 2) Not more than 0.2 % / ne 6onee 0,2 %

/ Huxe npepena
obuapyxenns (110=0.01 |

4
!

9% H
3) Impurity C / ITpumecs C Z\;g ¢ deiocted Fre 3) Not more than 0.2 % / ue 6onee 0,2 % I
obHapy»eHa E
4) Tmpurity D / Ilpumecs D Mot-detected fe 4) Not more than 0.2 % / ne Gonee 02 %
obHapyxeHa
5) Impurity E / Tlpumecs B Below LOQ (LOQ = 0.07 %)|5) Not more than 0.2 % / ue Gonee 0,2 %
/ Huxe npezena |
KOTHYECTBEHHOTO ;
onpezenenus (IIKO =
1 0.07%)
6) Impurity F / ITpumecs F Not detected / we 6) Not more than 0.2 % / ue 6ostee 0,2 %
obHapyxeHa
7) Highest individual Below LOQ (LOQ = 0.1 %) /7) Not more than 0.2 % / ne bonee 0,2 %
unknown impurity / Hioke npenena !
Eppruanas KOJIHIECTREHHOTO
HEHICHTHORIAPOBAHHAS onpenenenus (ITKO =0.1%)
[IPUMECH
E ,
"Remarks : The Product conforms o ND/ | Conclusion : APPROVED / a
 Ipumeuanue: TTponykt cootsercrayeT TpedoBanmsm HJL Saxiouenne; OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToeneno: Santosh ITpogepeno: Himesh Kumar Onobpeno: Mernemxep / PykoBoguTens
Kumar Maurya .« Amit Kumar s
. 1 —
Reprint Date / Reprint Date / Reprint Date / o
Hata: 31.07.2023 Hata: 31.07.2023 Hara: 31.07.2023 -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A
Product : Nisegel 1% -
Ipoayxr : Halis®, rems 1ns HapyKHOro npuMeHenus 1% }
Batch No / : V230539 TBatch Quantity/  : 56956 units/
Cepus No O6bem DapTHn 56956 epuHuL L
Analytical Report No/ : 890001677267 Date of Analysis / : 31.07.2023
AnanaTHyeckuii oTyeT No - Jdara apaqmza
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npoM3BOACTBA Topen no
_Analvs15 performed according ND / Ammnz npoBeneH o HJI: JITT-Ne(001198)- (PT~RU) 120922

) Total impurities /
Cymma npumeceit

6 Microbial limits /

MukpoGnonorrgeckas

YHCTOTa

Total viable aerobic microbial

count / Ob1uge KOIUYECTBO

KU3HECTIOCODHEIX a3pO0HEIX

MHKpPOOPIaHH3MOB

Total combined yeast and

molds count / OButee uncio
POMOKEBEIX H NIIECHEBBIX

rprubos

Pseudomonas aeruginosa

Staphylococcus aureus

7 Assay/ Komuuectsennoe
' ompegpencHuHE

Below LOQ / Huxe npenena
i e 8) Not more than 1.5 % / ne 6onee 1,5 %
OIpeNeNeHH

5 CFU/g/ Not more than 100 CFU/g/

5 KOE/r He 6onee 100 KOE/r

Not more than 10 CFU/g/
He Gonee 10 KOE/T

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

Absent in 1 g/ OtcyrerByer B Ir  Should absent in 1 g/ OtcytcTBue B IT

Absent in 1 g/ Orcyreteyer B Ir  Should absent in 1 g/ Otcyrersue B 1r
- Not less than 9.0 mg and not more than
11.0 mg of Ci3H2N>05S (nimesulide) in
one gram of gel. /

ot 9,0 o 11,0 Mr C13H2N2058

(uwmecynun) B 1 r npenapata

'10.29mg / 10.29mr

Conclusion : APPROVED /
] Saxnrouenne: OJOBPEHO

Approved by: Manager/Executive /

Remarks : The Product conforms to ND/
| Ilpumenanne: [Ipoaykr coorsercTsyeT Tpeboanuam HI{
' Prepared by / Checked by /
[Nomrororieno: Santosh [Tposepeno: Himesh Kumar
Kumar Maurya (% . ,\i—— )
Reprint Date / Reprint Date /
MHara: 31.07.2023 Hara: 31.07. 2023___ .

Onobperno: Meremxkep / Pykosogurenb
Amit Kumar

—
T

' Reprint Date /

| Hara: 31.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A
‘Product Nise gel 1% o )
Opogykt Haii3®, rens ans HapyxHoro npumererns 1% N
Batch No / : V230539 Batch Quantity / ¢ 56956 units /
Cepust Ne _ {O0bem napTHR 56956 epnnpL B
Analytical Report No / : 890001677267 Date of Analysis / : 31073023
AHATHTHYECKHH oT4eT Ne L Hara anasmza . o
{Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025

JlaTa npoussofcTBa

‘Tonen mo

{Analysis performed according ND / Ananus [lpOE_tf,l_I_a; 1110 Hﬂi ﬂiﬁ:}\[g( Q"Ol 198)»(PF—RU)~1209“2§“ _ _~

8 Package / Ynakoska

|
|
!
i
| F— — S— —

| 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1

l tube and patient information leaflet (package insert) in a carton. /

, ITED 20 r B Ty0y M3 NaMHHUPOBAHHOTO AMOMHHHS, CHAlXERHYIO MeMBpaHoH 11 ‘
KOHTPO15t 11epBOro BCKphITHSA, [1o 1 Ty6e B navky KapTOHHYIO C HHCTpYKUMel

’ 110 TPHMEHEHHIO (THCTKOM-BKIA/BILIEM).

API name (INN) / A®C (MHH): !

Nimesulide / Humecynun

! API manufacturer batch number /
. Homep cepun nponzsoaaTens ADC: .

i NMSI1A-223025-M1

FP Manufacturer API Batch number /
Homep cepun cyGeranuunn npoussopurens ['D:
| APT Manufactured by & country /

FEPA04323

_Mangalam_]—jrugs and*O“;ganics Ltd., India /

| IIpon3BoauTens A®C, cTpana:

Mauranam Jpars su Oprauuxce Jta., Unpus

Remarks : The Product conforms to ND/
Ipumeganne: Iponyxr cooreeTcTBYeT Tpebonanusm HJI

Conclusion : APPROVED /
3axkmovenne: OHOBPEHO

o |

_—

Prepared by / Checked by /
[Tonroroeneno: Santosh [Iposepeno: Himesh Kumar

) |
Kumar Maurya [g]; A f'*'lb-vj' e

Approved by: Manager/Executive /

Onobpeno: Meremwxep / PyxoBonutens

Amit Kumar —
[T

Reprint Date /

Reprint Date /
Hara: 3 1.07.2023

_gaTa: 31.07.2023

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Reprint Date /

| Mara: 3 1_.07;2923

Tel: +91 40 4300 2900, fFax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85185AP1984PLCO04507
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