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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTTU3A
Product Nise gel
Ipoaykt Haiiz®, rens s HapyxHOro npuMeHeHus 1%
Batch No / : V230469 Batch Quantity / : 11537.000units /
Cepus Ne O6beM mapTHH 11537.000 equHuL
Analytical Report No / : 040001905866 Date of Analysis / : 20.06.2023
AHaJanTH4eckHi oT4yeT No Jata ananuza
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2025
JaTa npouM3BoJcTBa I'oneH 1o
Analysis performed according ND / Anain3 nposegen mo HJI: JIIT-Ne(001198)-(PI'-RU)-120922

No [Test / Ilokazarens Result / Pe3ynbratsl | Specification / Hopma
1 |Description / Onucanue Homogenous yellow clear gel free | Homogenous light yellow to yellow clear
from particulate matter / gel, free from particulate matter /
OIZHOPOHBINA . IPO3pauHbIi renb OnHOPOJHBIH NPO3padHbli IeNlb OT CBETIIO-
DKEJITOTO 11BeTa, CBOOOAHDIH OT PKEJITOrO JI0 JKEJITOro LiBeTa, CBOOOIHBIH OT
MOCTOPOHHUX YaCTHLI. MOCTOPOHHHX YacTHL,.
2 |Identification by HPLC/ Complies as prescribed / The retention time of the main peak in the
Upentudukanus COOTBETCTBYET chromatogram of test solution should
TpeOOoBaHUAM correspond to the retention time of the main
peak in the chromatogram of nimesulide
[ reference standard solution (section Assay) /
BpeMmsi yaepXHBaHHS OCHOBHOT'O [MHKA Ha
XpoOMaTorpaMMe HCHBITYEMOTO  pacTBOpa
JIOJKHO COOTBETCTBOBATh BpEMEHH
YAEpXHBaHUS  OCHOBHOrO  IHMKA  Ha
XpoMarorpaMme CTaHAApTHOTO pacTBOpa
HuMmecynmuaa (pazgmen «KonuyecTBeHHOE
OIpeIeIIEHUE)) _
{3 | Weight of package content 101 g/101r According to the requirements. Not less
Macca coaepxumoro than 100 g / B COOTBETCTBHH C
y[IaKOBKH tpedopanusmu I'O PO. He menee 100 r
4 |pH - - 55 'Between 4.6 and 6.0 / ot 4,6 10 6,0 '

Remarks : The Product conforms to ND/
Ipnmeuanne: [Iponykr cootBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akimouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
lloarorosneno: ) IIposepeno:Pardeep Kumar Onobpeno: Menejpkep / Pykosonutens
Ankit Ajay Sharma ﬁk

[ —

|
Reprint Date / Reprint Date / Reprint Date /
Hara: 20.06.2023 Hara: 20.06.2023 Hara: 20.06.2023
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJTTU3A
Product : Nise gel
Ilpoaykr : Haii3®, renb 151 Hapy)xHoro npumeHenus 1%
BatchNo / : V230469 Batch Quantity / : 11537.000units /
CepHs Ne O0bem napTuu 11537.000 egnHuL
Analytical Report No / : 040001905866 Date of Analysis / : 20.06.2023
AHaJinTu4eckuif oTuet Ne JlaTa aHaju3a
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2025
JlaTa npon3BoACTBA I'ogeH 1o
Analysis performed according ND / Ananu3s nposeaen mo HJL: JIIT-Ne(001198)-(PI'-RU)-120922

S |Related substances /PocTBeHHbBIE TPUMECH

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

3) Impurity C / I[Ipumecs C

4) Impurity D / [Ipumecs D
5) Impurity E / [Ipumecs E

6) Impurity F / [Tpumecs F

7) Highest individual

Not detected / He obHapyxeHa
Below BDL (BDL=4331%)
/Hyxke nmopora peracTpauin
(ITP=4331%)

Below LOQ (LOQ =0.04 %) /
Hixe npenena KOJM4YeCTBEHHOTO
onpeaenenus (ITKO = 0.04%)
Not detected / He obHapyxeHa

Not detected / He 06HapyxeHa
0.13%

Below BDL (BDL=4331%)

unknown impurity /

EqMHAuYHAsA /Huxe mnopora peructpauuu
HeugentuduuupopanHas | ([1P=4331%)

NpUMech

1) Not more than 0.2 % / He 60nee 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 % / ne 6onee 0,2 %
5) Not more than 0.2 % / e 6onee 0,2 %
6) Not more than 0.2 % / He 6onee 0,2 %

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

8) Total impurities /
Cymma npumeceit

0.1%

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

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanusM HJT

Conclusion : APPROVED /
3akmwuenune: OJJOBPEHO

Prepared by /

lloarorosneno:  / A

AIlkit [\ >
f -~

Reprint Date /

JHara: 20.06.2023

Checked by /
[Tposepeno:Pardeep Kumar

Reprint Date /
Hara: 20.06.2023

S

OnobpeHo: MeHex;
Ajay Sharma :}‘K

Approved by: Manager/Executive /

¢ep / PykoBoautens

(N

Reprint Date /
Hara: 20.06.2023
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTTU3A
Product : Nise gel
Ipoelykr : Haiis®, renp Juis HapyxHOro npuMenesus 1%
Batch No / 1 V230469 Batch Quantity / : 11537.000units /
Ceplin Ne Oo6bem napTun 11537.000 egunHuUL
Analytical Report No / : 040001905866 Date of Analysis / : 20.06.2023
AnaJuTHyeckui oTuer Ne JlaTa aHaJau3a
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2025
JaTa npon3Boacrea I'ogen fo -
Analysis performed according ND / Anasnu3 nposenen no HI: JITI-Ne(001198)-(PI'-RU)-120922

6  [Microbial limits /
Mukpobronoruueckas
’ HUCTOTA
Total viable aerobic microbial
count / Ob11ee KONU4ecTBO Less than 10 CFU/g / Not more than 100 CFU/g /
KU3HECTIOCOOHBIX a3pOOHBIX Menee 10 KOE/r He 6onee 100 KOE/r
MHKPOOPTaHH3MOB
Total combined yeast and Less than 10 CFU/g / Not more than 10 CFU/g/
molds count/ O61ee ynucno Menee 10 KOE/r He 6onee 10 KOE/r
ITPOXOKEBBIX H TUIECHEBBIX
rpuboB |
Pseudomonas aeruginosa Absent in 1 g/ OtcyreTByer B Ir iShould absent in 1 g/ OtcyTcrBue B I
~_|Staphylococcus aureus Absent in 1 g/ Otcytetyet B I Should absent in 1 g/ OtcyTcTsue B Ir
7 | Assay/ KonuyecTBeHHOE , Not less than 9.0 mg and not more than
foTipeiesieHue 10.25mg / 10.25mr i11.0 mg of Ci3H2N,205S (nimesulide) in
%one gram of gel. /
! ot 9,0 no 11,0 mr C;3sH(2N20sS
(aumMecynun) B 1 r npemnapara
: Y penap

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: IIpoaykxT cooTBeTCTBYET TpeboBanusM H]I 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: HpOBepeHO:Bardeep Kumar Onobpeno: MeHekep / PykoBoaurens
Ankit Ajay Sharma |

ﬂ S jay 0y
Reprint Date / Reprint Date / Reprint Date /
Hara: 20.06.2023 Hara: 20.06.2023 Jara: 20.06.2023
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Nise gel
Ipoaykr : Haii3®, renb A5 HapyKHOrO IpuMEHEHHUs 1%
Batch No / : V230469 Batch Quantity / + 11537.000units /
Cepns Ne O6bem napTuHd 11537.000 equHuL
Analytical Report No / : 040001905866 Date of Analysis / : 20.06.2023
AHanuTHYecKHii oTueT Ne JlaTa aHaiM3a
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2025
JlaTa npou3BoAcTBa TI'ogen no
Analysis performed according ND / Anaan3 nposeaed no HJ: JIIT-Ne(001198)-(PI'-RU)-120922

8 |Package / YnakoBka 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 U3 TaMUHUPOBAHHOTO AJIFOMHHHUS, CHabXKEHHYIO MEMOpaHOi
715t KOHTPOJIsl mepBoro BekpbiTHsl. [To 1 Tybe B nayky KapTOHHYIO €
MHCTPYKILHEi] 0 NPUMEHEHHIO (JIHCTKOM-BKJIA/IBILIEM).

API name (INN) / A©@C (MHH): Nimesulide / Humecynug
API manufacturer batch number / NMS1A-223025-M1
Homep cepun npousBoautes ADPC:
FP Manufacturer API Batch number / FEPA04323
Homep cepun cyocrannuu npoussoautesisi IJID:
API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
ITponspoaurtesar APC, cTrpana: Manranam J[par3 sun Opranukc JIta., Haaus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Tpoxykt coorBeTcTBYeT Tpebopanuam HJI 3akaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonrorosneHo: [Iposepeno:Pardeep Kumar Onobpeno: Menemkep / Pykosonurens
Ankit Ajay Sharma _
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