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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Nisegel 1%
Hpoaykr Hatis®, rene ans HapyxHoro npuMesenus 1%
Batch No / 1 V230689 Batch Quantity / : 57161 units /
Cepus Ne O6bem napTHH 57161 equHULL
Analytical Report No / : 890001691809 Date of Analysis / : 30.09.2023
AHaauTHdeckuii oTuer No JlaTa aHannsa
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
JlaTa npon3BOACTBA Fonen no
Analysis performed according ND / Anasnns nposeaed mo HJI: JIIT-Ne(001198)-(PT-RU)-290323

Ne |Test / Ilokazatenn

Result / PesynbraThl

| Specification / Hopma

1 Description / Onucanue

Homogenous light ye_llow

reJib CBETIO-XKENTOro IBETa,
cBODOIHBIH OT MOCTOPOHHUX
YACTHUIL.

Homogenous light yellow to yellow

transparent gel free from particulate transparent gel, free from particulate matter
imatter / OIHOpPOAHBIH mpo3pauHblii / OOHOPOAHBIM INpOo3pauHbii TIelb OT

CBETJIO-XEITOr0o A0 2KEJITOro  I1BETa,
cBOOOHBIH OT NOCTOPOHHUX HaCTULL.

[3%)

Identification by HPLC /
Wnentudukanus (BOXX)

Complies as prescribed /
COOTBETCTBYET TPeOOBAHUAM

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 ynepxuBaHHs OCHOBHOIO IIHMKAa Ha
XpoMaTorpaMMe HCIIBITYEMOrO  PacTBOpa

[IOJDKHO COOTBETCTBOBATH BpPEMEHHU
yAepKUBAHHS  OCHOBHOTO  [MKAa  Ha
XpOMATOrpaMMe PACTBOpa CTAHAAPTHOrO
obpazua HUMECYIHA (pasz[en|

!«KOJ‘II/I‘-ICCTBeHHOC onpeJieNieHUEe»)

3 | Weight of package content 20g/20r
Macca cogepxumoro
yaKoBKH

4 |pH 5.7

According to the requirements. Not less
than 20 g / B COOTBETCTBHH C
Tpebopanusmu. He menee 20 r

‘Between 4.6 and 6.0/ O14,6 10 6,0 |

Remarks : The Product conforms to ND/
ITpumeyanne: ITponykT coorBercTBYeT Tpeboanusm HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
Ilogrorosieno:
Santosh Kumar Maurya

Checked by /
IIposepeno: Pardeep Kumar

s

Approved by: Manager/Executive /

Onobpeno: Menemigp / Pykosoautens
Abhishek Chauhan \/__ \
\ )

Reprint Date /
Jata: 26.10.2023

Reprint Date /
Hara: 26.10.2023

Reprint Date / .
Jara: 26.10.2023

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
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product : Nise gel 1%
Hponykr : Haiiz®, rens ans vapyxHsoro npumedends 1%
Batch No / : V230689 Batch Quantity / : 57161 units /
Cepus Ne O0bem napTnn 57161 enunuL
Analytical Report No / : 890001691809 Date of Analysis / : 30.09.2023
AHanuTHYecKkuii oTyeT No JlaTa aHanu3a
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
JlaTa npoH3BoOACTBa I'onen no
Analysis performed according ND / Anasu3 nposeaen no HJI: JITI-Ne(001198)-(PI"™-RU)-290323

5 |Related substances /PoacTBeHHble HpHMECH

1) Impurity A / [Ipumecs A

2) Impurity B / IIpumecs B

3) Impurity C / I[Ipumecs C
4) Impurity D / IIpumecs D
5) Impurity E / ITpumecs E
6) Impurity F / [Ipumecs F

7) Highest individual

Not detected / He o6HapyxeHa
Mpeaesa KOJNHYECTBEHHOrO

onpexnenenus (IIKO =0.04 %)
Not detected / He obHapyxeHa
Not detected / He o6HapyxeHa
Not detected / He 06HapyxeHa

Not detected / He oOHapykeHa

unknown impurity / Below LOQ (LOQ = 0.1%) / Huxe
Enunuunas npeaena KOJHYeCTBEHHOTO
HenfeHTHGUuEpoBatHas onpenenenus (ITKO =0.1 %)
HpUMEChH

Below LOQ (LOQ = 0.04%) / Huxe

1) Not more than 0.2 % / e 6o1ee 0,2 %

2) Not more than 0.2 % / He 6o1ee 0,2 %

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

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt cooTseTcTBYeT TpebopanusM HJI

Conclusion : APPROVED /
3axarouenue: OJOBPEHO

Prepared by /
IToaroTorieHo: CZV\'(/‘

Santosh Kumar Maurya

Checked by /
ITpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menenkep / PykoBogHTENb
Abhishek Chauhan \

Reprint Date /
Hata: 26.10.2023

Reprint Date /
JlaTa: 26.10.2023

Reprint Date /
Hara: 26.10.2023
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Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A
Product : Nisegel 1%
Hpoaykr : Haii3®, rens suis HapyxHoro npumenenust 1%
Batch No/ : V230689 Batch Quantity / : 57161 units /
Cepus Ne O0beM napTuu 57161 enuHun
Analytical Report No / : 890001691809 Date of Analysis / : 30.09.2023
AHaJuTHYeCKH#H oT4eT Ne JlaTa anannza
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
JlaTa mpou3BoAcTBA T'ogen no
Analysis performed according ND / Auaym3 nposeaen mo HJI: JITT-Ne(001198)-(PI'-RU)-290323

8) Total impurities /
CyMMa npuMecei

Below LOQ / Himxke npeaena
KOJIHYECTBEHHOTO ONPEAETEHHS

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

6 Microbial limits* /

MuKpoOHOIOruIecKas
yucToTa*

count / Qblriee KOTHYECTBO
YKU3HECTTOCOOHBIX a3pOOHBIX
MHKPOOPTaHU3MOB

Total combined yeast and
molds count / OO1uee yncno
ITPOXKKEBBIX U TIECHEBBIX
rpuboB

Pseudomonas aeruginosa

|Staphylococcus aureus

Total viable aerobic microbial|

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

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

Absent in 1 g/ OrcyrctByerB 1 T

Absent in 1 g/ OtcyTrcTBYyeT B 1 T

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

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

|Should absent in 1 g/ OtcyTcTBHE B 1 T

Should absent in ! g/ OrcyTcTBHE B 1T

7 | Assay/ KonuuecTBeHHOE
omnpezeneHue

10.21 mg/10.21 mr

| Not less than 9.0 mg and not more than
11.0 mg of C;3H2N>0sS (nimesulide) in
one gram of gel. /

Or 9,0 pile] 11,0 mr C;3H2N2OsS
(numecynun) B 1 r npenapara

Remarks : The Product conforms to ND/

Hpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanusM HJ{

Conclusion : APPROVED /
3axawuyenne: OJOBPEHO

Prepared by /

IToxaroroBieHo: E,}

Santosh Kumar Maurya

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemwep / PYKoBOHTEND
Abhishek Chauhanx \\

Reprint Date /
Jata: 26.10.2023

Reprint Date /
Jata: 26.10.2023

Reprint Date /
Jara: 26.10.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
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

CEPTUDPUKAT AHAJIU3A
Product : Nisegel 1%
Hponykr : Haiis®, rens quis HapyxHoro npumeHerus 1%
Batch No / : V230689 Batch Quantity / : 57161 units /
Cepus Ne O6beM NapTHH 57161 enuHuL
Analytical Report No / : 890001691809 Date of Analysis / : 30.09.2023
Ananntadeckni oTyer No JaTa anasusa
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
JlaTa npou3BoACTBA I'onen o
Analysis performed according ND / Anuanu3 nposeaex mo HJI: JIIT-Ne(001198)-(PI'-RU)-290323

8 |Package / YnaxoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
tube and patient information leaflet (package insert) in a carton. /

ITo 20 r B Ty6y M3 TAMHHHPOBAHHOTO AIFOMMHHS, CHabXKEHHYIO MEMOpaHOH st
KOHTPOJIS iepBOro BCKpbITHS. 1o 1 Ty6e B mauky KapTOHHYIO C HHCTPYKHHUEH
110 IPUMEHEHHUIO (JINCTKOM-BKJIQBIIIEM).

* It is carried out by the manufacturer at release periodically (with an interval of one test for 20 series or at least 1 time per
year). The test can be absent in the certificate of analysis of manufacturer. /

* TIpoBOAMTCA NPOU3BOUTENEM TIPH BBIMYCKE NEPHOIHYECKH (C HHTEPBAJIOM OIHO HCTIHITaHHe Ha 20 cepuii niu He MeHee |1 pasa B
ron). [Tokasarens MoxeT GBITH He BKIIIOUEH B CepTUHKAT aHaNu3a QUPMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecynug
API manufacturer batch number / NMS/13070686
Howmep cepun nponspogntens ADC:
FP Manufacturer API Batch number /
Homep cepun cyocTannuu npouspoanrens I'JID: EEORO0572
API Manufactured by & country / Aarti Drugs Ltd., India /
IponzBoaurens ADC, cTpana: Aaptu Jparc Jita., Unaus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: Ipoaykr coorseTcTBYET TpeboBanusaM HII 3akmouenue: QJJOGPEHO
Prepared by / @ Checked by / Approved by: Manager/Executive /
[MogrotoBneHo: = [IpoeepeHo: Pardeep Kumar Opnobpeno: Menezzep / PykoBoaurens
Santosh Kumar Maurya t Abhishek ChauhanL

- \l -
Reprint Date / Reprint Date / Reprint Date / _
Hara: 26.10.2023 Hara: 26.10.2023 Hara: 26.10.2023
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