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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTU3A
Product : Nise gel
Ipoaykr Haiiz®, respb ans HapyHOro npumeneHus 1%
Batch No / : V230561 Batch Quantity / : 11582.000units /
Cepus Ne O6bemM napTun 11582.000 enunun
Analytical Report No / : 040002031702 Date of Analysis / : 13.08.2023
AnaguTHyeckuii oryer No Jlara aHajin3a
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2025
JlaTta npou3BoacTBa I'open no
Analysis performed according ND / Anasnus nposesen no H/I: JIT1-Ne(001198)-(PI™-RU)-120922

Ne | Test / Iloka3zarens Result / PesynbTars! Specification / Hopma

1 |Description / Onucanue [Tomogenous yellow clear gel frcc | ITomogenous light ycllow to yellow clear
from particulate matter / lgel, free from particulate matter /
OOHOPOAHDBIMA NPO3payuHbIi refb OnBOPOHBIH NPO3payHbIN Ielib OT CBETIIO-
PKEJITOrO 1[BETa, CBOOOJHEIN OT 5KEJITOTO JI0 JKEJTOro LIBETa, CBOOOAHBIH OT
MOCTOPOHHUX YaCTHLL. TOCTOPOHHHX YaCTHLL.

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

Hpnentuduxanuus CoOTBETCTBYET ichromatogram of test solution should

TpeOOBaHUAM icorrespond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay) /
BpeMs ymep>uBaHHsT OCHOBHOI'O NHMKa Ha
XpoMaTorpaMme HCIBITYEMOrOo  pacTBOpa
TOTDKHO COOTBETCTBOBATH BpeMeHU
yaepXXUBaHHS  OCHOBHOTO  IIMKAa  Ha
ExpomaTorpaMme CTaHZApTHOrO pPacTBOpa
HUMeCYH/a (paznen «KonuvecTBeHHOE
onpeneneHue)

3 | Weight of package content 101 g/101r According to the requirements. Not less
Macca conep)umMoro than 100 g / B cooTBeTcTBUH ¢C
YIIaKOBKH TpeboBanusamu ['® PO. He menee 100 r

4 |pH o - 5.6 'Between 4.6 and 6.0/ ot 4,6 10 6,0

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpogykr cootBeTcTBYeT TpebopanusaM H]I

Conclusion : APPROVED /
3akmouenue: QJIOGPEHO

Prepared by / Checked by /
[Toarorosneno: ) [Tposepeno:Santosh Kumar
Pardeep Kumar Q[_'_, Maurya (9&/

—

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoanTess
Manoj Kumar

Lt

Reprint Date /
JHara: 13.08.2023

Reprint Date /
Jara: 13.08.2023

Reprint Date /
Hata: 13.08.2023
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CEPTUD®UKAT AHAITU3A
Product : Nise gel
Ipoaykt Haii3®, renp Ui HapyXKHOro puMeHerus 1%
Batch No / : V230561 Batch Quantity / : 11582.000units /
Cepusi Ne O0bemM napTuu 11582.000 enuuuL
Analytical Report No / : 040002031702 Date of Analysis / : 13.08.2023
AHaIUTHYeCKMH 0TYeT Ne JlaTa apannsa
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2025
JlaTa npou3BoACTBA T'ogen ao

Analysis performed according ND / Auayns nposegen no HJI: JITT-Ne(001198)-(PI'-RU)-120922

5 |Related substances /PoncTBEHHbIE TPUMECH

1) Impurity A / Ilpumecs A
2) Impurity B / [Ipumecs B

3) Impurity C / IIpumecs C

4) Impurity D / ITpumecs D

5) Impurity E / [Ipumecs E

Not detected / He oOHapyxeHa
Below BDL (BDL= 5108)
/Huke 1opora perucTpaunm
(ITP=5108)

Not detected / He oOHapy»xeHa

Below LOQ (LOQ =0.04 %) /

Huxe npejena KoJIu4eCTBEHHOTO

onpenenenus (IIKO = 0.04%)
0.08%

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

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

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

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

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Enunnynas

NNpAaMeECh

HeuJeHTU (UL POBaHHas

Not detected / He 0bHapyxeHa

Below BDL (BDL= 5108) /Huxe
nopora peructpauuu (ITP=5108)

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

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

8) Total impurities /
CyMMa npuMecei

0.1%

8) Not more than 1.5 % / e 6osnee 1,5 %

Remarks : The Product conforms to ND/
Hpumevanne: IIpoaykr cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

JHara: 13.08.2023

Hara: 13.08.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[TogrotoBneHo: [Tposepeno: Santosh Kumar OnobpeHo: Menemxkep / PykoBofurens
Pardeep Kumar Ci—— Maurya yvo Manoj Kumar S’]’ ; o
Reprint Date / Reprint Date / Reprint Date /

JlaTa: 13.08.2023
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTIU3A
Product : Nise gel
Hpoaykr : Haii3®, rens a1 Hapy»HOro NpuMeHeHus 1%
Batch No / : V230561 Batch Quantity / : 11582.000units /
Cepus Ne O6beM mapTun 11582.000 egunnn
Analytical Report No / : 040002031702 Date of Analysis / : 13.08.2023
AHanuTHYecKui oTyeT No JlaTa aHaju3a
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2025
JlaTa npou3BoaCTBA I'onen oo
Analysis performed according ND / Ananu3 nposegen o HJI: JITT-Ne(001198)-(PT™-RU)-120922

Pardeep Kumar

6 |Microbial limits /
Mukpobuonoruieckas
HHUCTOTA
Total viable aerobic microbial
count / Obl1iee KOJTUYECTBO 5 CFU/g / Not more than 100 CFU/g/
KH3HECTIOCOOHBIX a9pO6HBIX 5 KOE/r He 6onee 100 KOE/r
MHKDPOOPTraHH3MOB
Total combined yeast and Less than 10 CFU/g / Not more than 10 CFU/g/
molds count / O6uiee 4ucno Menee 10 KOE/X He 6onee 10 KOE/r
IPOMOKEBBIX U MIECHEBBIX
rpubos |
Pseudomonas aeruginosa Absent in 1 g/ OTcyTcTBYer B Ir Should absent in 1 g/ OTcyTcTBUE B 1T
Staphylococcus aureus Absent in 1 g/ Otcyrctayer B I Should absent in 1 g/ OtcyrcrsHe B Ir
7 | Assay / KonnyecTReHHOE Not less than 9.0 mg and not more than
onpeieieHue 10.19mg / 10.19mr 11.0 mg of C13H2N20sS (nimesulide) in
one gram of gel. /
ot 9,0 no 11,0 mr Ci3H2N>OsS
(rumMecynun) B 1 I mpenapara
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [1poaykT cooTBeTCTBYET TpeboBanuaM HJL 3axiawouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToaroroBneHo: C,_}f/,. Iporepeno:Santosh Kumar Onobpeno: Menemxep / PYKGB?“TEM

Maurya Q(\A/ Manoj Kumar C Z .

Reprint Date / Reprint Date / Reprint Date /
Hata: 13.08.2023 Jara: 13.08.2023 Hara: 13.08.2023
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel
INpoaykr : Haiiz®, ressb Juist Hapy»XHOro npuMeHenus 1%
Batch No / : V230561 Batch Quantity / : 11582.000units /
Cepusn Ne O0bem napTuu 11582.000 eauuuL
Analytical Report No / : 040002031702 Date of Analysis / : 13.08.2023
AHanuTHYeCKHi oTyeT Ne JlaTa aHaniu3a
Date of Manufacture / : Aug-2023 Date of Expiry / ¢ Jul-2025
JaTta npousBoAcTBA T'open no
Analysis performed according ND / Ananus nposeaed mo HJI: JIIT-Ne(001198)-(PI™-RU)-120922

8 | Package / Ynakoska 100 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
tube and patient information leaflet (package insert) in a carton. /

[To 100 r B TY6y M3 TaMUHHPOBAHHOTO ATIOMUHHS, CHAOKEHHYIO MEMOpaHOH
U1 KOHTpOJIs [iepBoro BekpbiTHst. ITo 1 Tybe B mauky KapTOHHYIO ©
MHCTPYKLHEH 110 TPUMEHEHUIO (JIICTKOM-BKJIA/BILLIEM).

API name (INN) / AGC (MHH): Nimesulide / Humecynuz
API manufacturer batch number / NMS/13050481
Homep cepun npouspoantes ADC:
FP Manufacturer API Batch number /
Howmep cepuu cy6cTanuun npoussoaurens I'JID: FEQA00263
API Manufactured by & country / Aarti Drugs Ltd., India /
Ipoussoautenb ADC, cTpaHa: Aaprtu [lparc JIta., Uapus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: I[Tpoxgykt coorBeTcTBYET TpeboBanusM HJL 3axouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosieHo: Qf/' ITpoBepeno:Santogh Kumar Opnobpeno: Mernemxep / PykoBoaureis
Pardeep Kumar Maurya ( Manoj Kumar

L
Reprint Date / Reprint Date / Reprint Date /
Hara: 13.08.2023 Hara: 13.08.2023 Jlara: 13.08.2023
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