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CERTIFICATE OF ANALYSIS

AHaJHTHYECKHIT oTueT No

JlaTa anaau3za

CEPTU®UKAT AHAJTU3A
Product : Nise gel 1%
IIpoaykr Haii3®, res ans HapyxHoro npuMenenus 1%
Batch No / : V230755 Batch Quantity / : 57386.00 units /
Cepust Ne O0bem mapTuu 57386.00 enuHUL
Analytical Report No / : 890001695301 Date of Analysis / : 23.10.2023

Date of Manufacture /
JlaTa npon3BoaCTBa

: 09-2023

Date of Expiry /
T'oxen no

: 08-2026

Analysis performed according ND / Anaau3s nposeaes mo HJI: JITT-Ne(001198)-(PI'-RU)-290323

Ne | Test / [lokazartenn Result / Pe3ynbTaThl | Specification / Hopma

1 |Description / OnHcaiiie Homogenous yellow transparent gel Homogenous light yellow to yellow
free from particulate matter / transparent gel, free from particulate matter
OaHOPOIHBIN Mpo3paunblii rene  / OXDHOPOAHBIH MNpPO3pauHbId  rejib  OT
JKENTOrO L[BETA, CBOOOIHBIH OT CBETJIO-KEJNTOr0 [0 JKEJITOrO  LIBETa,
[TOCTOPOHHHUX YaCTHII. CBOOOZHBII OT MOCTOPOHHUX YaCTHILL.

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

Nnentndukanus (BOXKX)  [CoorBercTBYeT TpeOOoBaHUAM chromatogram of test solution should
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay) /
Bpemsi yAep)KUBaHHs OCHOBHOTO IHKAa Ha
XpOMATOrpaMMe UCHBITYEMOrO  pacTBOpa
JTOJDKHO COOTBETCTBOBATh BpEMEHHU
yIep)KMBaHMA  OCHOBHOTO  IIMKa  Ha
XpOMaTorpamMme pacTBopa CTaHIAapTHOTO
obpasna HUMeECYJIHIA (paspen
«KonnuecTBeHHOE ONpee/iEHHE)))

3 | Weight of package content 20g/20r According to the requirements. Not less
Macca conepxumoro than 20 g / B COOTBETCTBHM C
yIIaKOBKH TpeboBanusiMu. He menee 20 r

4 |pH 5.2 R Between 4.6 and 6.0 / Ot 4,6 110 6,0

Remarks : 'I'he Product contorms to NL/
IIpumeuanne: [IponykT, cooTBeTCTBYET TpeboBaHusam H]I

Conclusion : APPRUVED /
3akuouenne: OJIOBPEHO

Prepared by / Checked by /
[Toarorosneno! Iposepeno: Santosh Kumar
Rahul Dhiman Maurya

o

Approved by: Manager/Executive /

Onobpeno: Menemxep / P HTEND
Munish Sharma _/ﬁ
L e

Reprint Date /
Harta: 23.10.2023

Reprint Date /
Jara: 23.10.2023

Reprint Date /
Hara: 23.10.2023
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIUSA
Product : Nise gel 1%
Hpoayxr : Haiiz®, rens mis HapykHoro npumeHeHus 1%
Batch No / : V230755 Batch Quantity / : 57386.00 units /
Cepust Ne O6beM napTHH 57386.00 equHUL
Analytical Report No / : 890001695301 Date of Analysis / : 23.10.2023
AHajnuTH4YecKuii oTyeT Ne Jarta anannsza
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
JlaTta npoM3BoOACTBa I'open 1o
Analysis performed according ND / Auayn3 nposegen no HJI: JITT-Ne(001198)-(PI'-RU)-290323

5 |[Rclated substances /PoacTBCHHBIC TPHMCCH

1) Impurity A / ITpumecs A  [Not detected / He oGHapyskeHa 1) Not more than 0.2 % / He bosnee 0,2 %
2) Impurity B / [Tpumecs B 0.04% 2) Not more than 0.2 % / He 6oxnee 0,2 %

3) Impurity C/ [Ipumecs C  [Below LOD (LOD =0.01 %) / Huxe 3) Not more than 0.2 % / ze 6onee 0,2 %

npenena obnapyxenus (110 =
0.01%)

4) Impunty D/ HpI/IMCCB D [Not detected / e 06Hapyx(eHa 4) Not more than 0.2 % / He Oonee 0,2 %

6) Impurity E / Ilpumech B INot detected / He 06Hapykena 5) Not more than 0.2 % / He 6onee 0,2 %

B) Impurity F/1Ipumect F - Not detected / He obHapyxeHa 6) Not more than 0.2 % / He 6onee 0,2 %

7) Highest individual

unknown impurity / Below LOQ (LOQ = 0.04 %) / 7) Not more than 0.2 % / He 6onee 0,2 %

Huxe npeaeia KONMUYECTBEHHOTO

Enunudnas B .

HenpeHTH UIMpoBarHas |[OTPEACTICHHS (ITKO = 0.04%)

IIpUMECh
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanmsaM HJL 3axnwyenue: OJJOBPEHO
Prepared by / { Checked by / Approved by: Manager/Executive /
[loarorosneHo j,-.r/ IIpoeepeno: Santosh Kumar Onobpeno: Menemxep / PykoBonuTeb
Rahul Dhiman Maurya %\ Munish Sharma ¥]~_’/Q)
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.10.2023 Hara: 23.10.2023 Jara: 23.10.2023
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product : Nisegel [%
IIpoaykr Haii3®, resb juis HapyxHOro npuMenesns 1%
Batch No / : V230755 Batch Quantity / : 57386.00 units /
Cepus Ne O6bem napTun 57386.00 egquHuL
Analytical Report No / : 890001695301 Date of Analysis / : 23.10.2023
AnajguTHyeckuii oryer Ne JlaTta anajiu3a
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
Jdata npou3BoacTBa I'ogeH go

Analysis performed according ND / Ananm3 nposeaen no H/L: JIIT-Ne(001198)-(PI-RU)-290323

8) Total impurities /
CymMa npumMeceit

0.1%

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

6 Microbial limits* /

Mukpobuosornieckas
yucrora*

Total viable aerobic microbial
count / OblIee KOJIMYECTBO
PKN3HECTTIOCOOHBIX a3POOHBIX
MHKpPOOPIraHH3MOB

Total combined yeast and
molds count/ QQmee vneno
IIPOMOKEBBIX U IJIECHEBBIX
rpu6os

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in 1 g/ OtcyTcTBYeT B 1 T

Absent in 1 g/ OtcyrctByer B 1

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

’Not more than 10' CFU/g /
He fonee 10" KOE/r

Should absent in 1 g/ OtcyTcTBHE B 1 T

Should absent in 1 g/ OTcyTcTBHE B 1 T

7 | Assay/ KonnuectBeHHOE
orpeneeHue

10.19 mg/ 10.19 mr

Not less than 9.0 mg and not more than
11.0 mg of C13H12N>0;5S (nimesulide) in
one gram of gel. /

Ot 9,0 pa(e} 11,0 mr C3H12N20sS
(aumecynua) B 1 r mpenapara

Remarks : The Product conforms to ND/

IMpumeuanue: [Tpoaykr coorBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

IMoaroToBnexo Mﬂ IIposepeno: Santosh Kumar Onobpeno: Menemxkep / Pykagonurenb

Rahul Dhiman v Maurya @/v Munish Sharma &
o

Reprint Date / Reprint Date / Reprint Date /

Iara: 23.10.2023 Hara: 23.10.2023 Hara: 23.10.2023
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nisegel 1%
Hpoaykr : Haiiz®, rens ais HapyxHoro npumeseHus 1%
Batch No / : V230755 Batch Quantity / : 57386.00 units /
Cepusi No O6bem napTHH 57386.00 enuHUL
Analytical Report No / : 890001695301 Date of Analysis / : 23.10.2023
AnajguTHyecknii oTyeT Ne JlaTa anaanza
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
JlaTa npou3BOACTBA T'oneH 1o
Analysis performed according ND / Auanus npoBexen mo HJI: JITI-Ne(001198)-(PI™-RU)-290323

8 |Package / YmakoBka 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 TyOy M3 TAMHHHPOBAHHOIO AIOMUHUS, CHAOXKEHHYIO MeMOpaHoH s
KOHTPOJIst IEPBOro BCKpbITHS. I1o 1 TyGe B Mauky KapTOHHYIO C MHCTPYKIMEH
MO MPUMEHEHUIO (JINCTKOM-BKJIJIBILLIEM).

* 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. /

)
* TIpoBOAUTCA MPOU3BOUTENEM NIPH BBIMTYCKE MEPHOMMYECKH (C MHTEPBANIOM OJHO HCTIBITaHHE Ha 20 cepuit UM He MeHee 1 pasa B
ron). [Tokasarenb MOXKeT ObITH HE BKJIIOUEH B cepTUHKAT aHaM3a GUPMBIL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/13070717
Howmep cepun npouspoantea ADC:
FP Manufacturer API Batch number /
Howmep cepun cy6ctanuuu npoussoautesisa I'JID: FEQANSS9
API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoautess APC, crpana: Aaptu [parc JIta., Mgaus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt coorBercTBYeT Tpeboanusm H] 3axmouenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HOL[FOTOBneHO\ u ITpoBepeno: Santosh Kumar Onobpeno: Menemxep / OANTElNb
Rahul Dhiman Y~ Maurya Munish Sharma ;

= G
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.10.2023 Hara: 23.10.2023 Jata: 23.10.2023
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