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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNU3A
Product : Nise gel 1% |
IIpoaykT Haiiz®, reip s HapyHOro mpumesenus 1%
Batch No/ : V230754 Batch Quantity / : 60000.00 units /
Cepust Ne O0beM mapTHu 60000.00 eguHULY
Analytical Report No / : 890001695007 Date of Analysis / : 23.10.2023
AHaauTHuecKnii oryer Ne JiaTa aHa/iu3a
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
JlaTa npon3BoacTBEA I'ogen ao
Analysis performed according ND / Anaius nposeaes no HJI: JIT1-Ne(001198)~(PT-RU)-290323

Ne | Test / [Toxazarenn Result / Pezynbratsl ' Specification / Hopma |

1  |Description/ Onucanue Homogenous yellow transparent gel 'Homogenous light yellow to yellow
free from particulate matter / transparent gel, free from particulate matter
OAHOPOAHBIH MPO3pa4Hbli resb OIHOpOMHBIA MpO3pa4Hbli refab OT
HKEITOro 1BETa, CBOOOAHBIH OT CBETNIO-XKENTOr0 A0  JKEITOro  LBETa,
[10CTOPOHHHX YACTHLL ¢BOOOIHBIN OT MOCTOPOHHHX YACTHIL

2 |Identification by HPLC / Complies as prescribed / The retention time of the main peak in the

Wnentudnkanus (BOKX)  |CoorsercTByeT TpebOBaHMAM 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 ylepKHBaHHS OCHOBHOIO INHKa Ha
XpOMaTorpaMMe MCIIBITYEMOrO  pacTsopa
OJIKHO COOTBETCTBOBATh BpEMEHU
yIepkuBaHMs ~ OCHOBHOIO  TIMKa — Ha
XpoMaTorpaMMe  pacTBOpa  CTaHapTHOro
obpasua HUMeECYINJa (pa3pen
«KonuuecTBeHHOE OTIPE/CNEHHE)

3 | Weight of package content 20g/20Tr According to the requirements. Not less
Macca cogepKuMoro i{h'an 20 g / B COOTBETCTBHUH C
YTIaKOBKH TpeGopanusimi. He menee 20T

4 |pH 53 Between 4.6 and 6.0 / O14,6 110 6,0

[ Remarks : The Product conforms to ND/
Hpumeuanue: [IPOLYKT COOTBETCTBYET TPEOOBAHUAM HI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Jata: 23.10.2023

Tara: 23.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToAroToBieHo: I[MposepeHno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTeb
Tanuja Sharma Maurya [/ Kusum Lata AN
Reprint Date / Reprint Date / Reprint Date / |

Iara: 23.10.2023

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: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product : Nisegel 1%
IIpoaykr Hait3”, rens quist HapyskHoro npumeHenns 1%
Batch No / : V230754 Batch Quantity / : 60000.00 units /
Cepust N O0bem napTu 60000.00 ennHuUIL
Analytical Report No / : 890001695007 Date of Analysis / : 23.10.2023
AHanuTHYEeCKHH oTyer Ne Jlara anajausa
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
Jlata mpou3BoacTBa TomeH 10
Analysis performed according ND / Anasns npoesien no HJL: JITT-Ne(001 198)-(PI-RU)-290323

5 |Related substances /PoacTBEHHBIE IPUMECH

Below LOD (LOD =0.02 %) / Huxkell) Not more than 0.2 % / ne donee 0,2 %
npeaena obuapyxenus (110 =
0.02%)

1) Impurity A / ITpumecs A

2) Impurity B / ITpumecs B 0.04% 2) Not more than 0.2 % / He 6onee 0,2 %

3) Impurity C / ITpumecs C  [Below LOD (LOD =0.01 %) / Husxe[3) Not more than 0.2 % / ne 6onee 0,2 %
npenena ooHapyxenus (110 =
0.01%)

4) Impurity D / TTpumecs D [Not detected / He oGHapyxeHa 4) Not more than 0.2 % / He 6onee 0,2 %

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

5) Impurity E / IIpumecs E  [Not detected / He o6HapyxeHa

6) Impurity F / Ilpumeck F INot detected / ne oGHapyxeHa 6) Not more than 0.2 % / He 6onee 0,2 %

7) Highest individual
unknown impurity /
Ennnnuzas
HeHJeHTUHIIHPOBaHHAs
NpUMECh

0.11% 7) Not more than 0.2 % / 1e 6onee 0,2 %

Conclusion : APPROVED /
3Zakmouenue: OJJOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykr cootBeTcTBYeT Tpebosanuam H/I

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: ITposepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBoaurenb
Tanuja Sharma = Maurya (ﬁ‘\-—' Kusum Lata AN & -

Reprint Date / Reprint Date / Reprint Date /

Jarta: 23.10.2023 Hara: 23.10.2023 Jara: 23.10.2023
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Jarta mpou3BoAcTBa

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIN3A

Product : Nisegel 1%
Mpoaykr : Haiiz”, reb ans HapyKHOTO NpHMEHEHHS 1%
Batch No / : V230754 Batch Quantity / : 60000.00 units /
Cepusa Ne O6bem napTHH 60000.00 ennHUL
Analytical Report No / : 890001695007 Date of Analysis / : 23.10.2023
AHaJuTH4YecKuii oTuer No JlaTa aHayimsa
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026

T'open no

Analysis performed according ND / Ananu3 nposejen no HJI: JITT-Ne(001198)-(PT-RU)-290323

8) Total impurities / 0.2% 8) Not more than 1.5 % / He Gonee 1,5 %
CymMa npumeceit
6 | Microbial limits* /

Muxkpobuonoruieckas

yhpcroTa*

Total viable aerobic microbial L\I

count / O61ee KONUYECTBO 20 CFU/g/ ot more than 10> CFU/g /

PKU3HECTIOCOOHBIX a3POOHEBIX 20 KOE/r He 6onee 102 KOE/r

MUKpPOOPraHU3MOB _

|'otal combined yeast and Less (lian 10 CTU/y / MNot more than 10" CFU/g/

molds count / O61iee 4HCIO Menee 10 KOE/r !He 6onee 10! KOE/r

IPOMOKEBBIX U MJIECHEBBIX

rpuboB

Pseudomonas aeruginosa Absent in 1 g/ Otcytetsyer B 17 Should absent in 1 g/ OtcyTcTBHE B Ir

Staphylococcus aureus Absent in 1 g/ Otcytetyer B 1 T [Should absent in 1 g/ OtcyTcTBHE B Ir

7 | Assay/ KonudecTBeHHOE 10.09 mg / 10.09 mr Not less than 9.0 mg and not more than

orpeieIeHue 11.0 mg of Ci3H;2N20sS (nimesulide) in
one gram of gel. /
Ot 9,0 no 11,0 mr C;3H12N>0sS
(unmecynun) B 1 T npenapara

Remarks : The Product conforms to ND/
Ilpumeuanue: Iponykr coorserctByeTr TpedoBaniaM HI

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

JTaTa: 23.10.2023

Hara: 23.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: I[Mposepeno: Santosh Kumar Onobpeno: Meremxep / PyxoBoautesnb
Tanuja Sharma - Maurya Kusum Lata w N\ @

T 48 S
Reprint Date / Reprint Date / Reprint Date /

Jara: 23.10.2023
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJINU3A
Product : Nise gel 1%
IIpoaykr Haii3", renb 11 Bapy»Horo npumenenus 1%
Batch No / : V230754 Batch Quantity / : 60000.00 units /
Cepua Ne O0bem napruu 60000.00 exnHuUL
Analytical Report No / : 890001695007 Date of Analysis / : 23.10.2023
AnaJuTHyecKHii oTuer No JlaTa anayusa
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
JlaTa npon3BOACTBA TI'ogen oo
Analysis performed according ND / Auaau3 nposeaen mo HJI: JITT-Ne(001198)-(PT-RU)-290323

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

[To 20 r B Ty M3 JIAMMHHPOBAHHOTO aJFOMUHHS, CHAOKEHHYIO MEMOpaHo# s
KOHTpOAst mepBoro BCkphITHs. [1o 1 Tybe B mauky KapTOHHYIO ¢ HHCTPYKLMEH
0 MPUMEHEHHIO (JINCTKOM-BKJIAJBILLEM).

8 |Package / YnakoBka

* 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./

* [IpOBOIMTCA NIPOU3BOJIUTENEM MPH BBITYCKE MEPHOAMYECKH (C MHTEPBAIOM OJIHO MCTIbITaHKE Ha 20 cepuii uiin He MeHee 1 pasa B
ron). ITokazarenb MoxeT GbITh HE BKIIIOYEH B CepTU(HHKAT aHAIH3a PUPMBIL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/13070688

Homep cepuu npouspoauteas ADC:

FP Manufacturer API Batch number /

Homep cepuu cyocranuuu npouspoaurenst I'JID: FEQA00380

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpomssoauresnb ADC, cTpaHa: Aapru parc JItn., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTByeT TpeboBanusM HJL

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxroToBneHo: IIposepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBonuress
Tanuja Sharma Maurya Kusum Lata R -

Reprint Date / Reprint Date / Reprint Date /

Jara: 23.10.2023 Jlata: 23.10.2023 JHara: 23.10.2023
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