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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHATIUSA
Product : Nise gel 1%
ITpoaykT Haii3®, rens f1s HapyKHOro npuMeHeHust 1%
Batch No / : V230808 Batch Quantity / ¢ 230060.0 units /
Cepusa Ne O6beM NapTHH 230060.0 equHuL
Analytical Report No / : 040002246075 Date of Analysis / : 30.10.2023
AnaquTHyeckuii oTyeT Ne JlaTa aHain3za
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npousBoACTBA T'onen no
Analysis performed according ND / Ananm3 nposeaen no HJL: JITT-Ne(001198)-(PI'-RU)-290323

No

Test / [Tokazatenn

Result / Pe3ynprarsl

Specification / Hopma

1

Description / Onucanue

Homogenous yellow clear gel freg
from particulate matter / O1HOpOAHBIH
MpO3payHblii TeNb KENTOro IBETa,
CBOOOHBIH OT MOCTOPOHHUX YACTHIL.

Homogenous light yellow to yellow clear

el, free from particulate matter /
OnHOPOMHBIH MpO3payHBIi Tremb  OT
CBETJIO-XENTOr0 JO JKEATOrO LBeTa,
CBOBOHBIM OT MOCTOPOHHHUX YACTHLL

Identification by HPLC /
U nentudurauus (BIXX)

Complies as prescribed /
CooTBeTcTBYET TpEOOBAHUIM

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)
Bpemst yIep>XUBaHHs OCHOBHOT'O [TMKA HA
XpOMaTorpaMme HCIBITYEMOrO PacTBOpa
TOJDKHO ~ COOTBETCTBOBATh BpEMEHH
yAepXKHUBAHUS ~ OCHOBHOrO  IMKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHOTO
obpasia HUMecCynuaa (pazzen
«JCONMYECTBEHHOE OTIPE/IETICHUE)

Weight of package content
Macca copepKumMoro
yTIIaKOBKH

S1g/slr

IAccording to the requirements. Not less
than 50 g / B coorsercTtBUM C
TpeboBanusiMu. He menee 50 r

pH

5.7

Between 4.6 and 6.0 / Ot 4,6 10 6,0

Remarks: The Product conforms to ND/

ITpumeuanue: [IpoaykT coorBeTcTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[ToarorosieHo:
Pardeep Kumar

-

Checked by /
[Tposepero: Himesh Kumar

e,

(8

Approved by: Manager/Executive /

Onobpero: MenemRrep / Pykosoaureb
Abhishek Chauhan \

Reprint Date /
Hata: 30.10.2023

Reprint Date /
Hara: 30.10.2023

Reprint Date /
Jara: 30.10.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CEPTU®UKAT AHAJTTU3A
Product : Nise gel 1%
Ipoaykr Haii3®, rens ans HapyxHoro npuMeHeHust 1%
Batch No / : V230808 Batch Quantity / : 230060.0 units /
Cepus Ne O0beM napTHH 230060.0 eguHML
Analytical Report No / : 040002246075 Date of Analysis / : 30.10.2023
AnaanTHyeckuii oTyeT Ne JlaTa ananusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa npoussoacTBa Tonen oo
Analysis performed according ND / Ananu3s nposeaen no HJI: JITT-Ne(001198)-(PI'-RU)-290323

5 |Related substances /PoacTeeHHble NPUMECH

1) Impurity A / I[Ipumecs A

?) Impurity B / IIpumecs B

3) Impurity C / [Ipumecs C

4) Impurity D / IIpamecs D

5) Impurity E / IIpumecs E

Below LOD (LOD = 0.02 %) / Huxe
npenena obHapyxenus (I10 = 0.02 %)
Below LOQ (LOQ = 0.04 %) / Huxe
npejena KoJIM4eCTBEHHOTO
onpeaenenus (ITKO = 0.04%)

Below LOD (LOD = 0.01 %) / Huxe
npezena obHapyxenus (IT1O = 0.01 %)

Not detected / He obHapyxeHa

Not detected / He o6HapyxKeHa

1) Not more than 0.2 % / ne 6oiee 0,2 %

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

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

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

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

Remarks: The Product conforms to ND/
Ilpumeuanue: [TpoxykT cooTBeTcTBYET Tpebosaniam HT

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosnexo: )
Pardeep Kumar <:L,

-

Checked by /
Ipoeepeno: Himesh Kumar

——

Approved by: Manager/Executive /

Onobpeno: Menemixel / PykoBoautens
y Abhishek Chauhan \
= A

Reprint Date /
Jlara: 30.10.2023

Reprint Date /
Hara: 30.10.2023

Reprint Date /
Hata: 30.10.2023
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A
Product : Nise gel 1%
MpoayKT Haiiz", renn uis HApyKHOTO npiuMenenis 1%
Batch No / : V230808 Batch Quantity / : 230060.0 units /
Cepus No O0beM napTHH 230060.0 eannnL
Analytical Report No / : 040002246075 Date of Analysis / : 30.10.2023
AHnanuTHYecKHii oTyeT Ne Jata ananusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
Jara npou3BoACTBa I'opeH go
Analysis performed according ND / Ana/u3 npoBejies 0o HJI: JII1-Ne(001198)-(PI'-RU)-290323

6) Impurity F / ITpumecs F

7) Highest individual
unknown impurity /
EnunuyHas
HenJeHTHHULEPOBaHHAS
IpUMeECh

8) Total impurities /
Cymma npumeced

Not detected / He 0OHapyxeHa

Below BDL (BDL= 4306) / Huxe
nopora peructpauuy (ITP= 4306)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO OTIpe/IeIeHHUS

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

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

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

6 Microbial limits* /

MukpoGuonoruueckas
uncroTa®

Total viable aerobic microbial
count / Ofliee KOTUYECTBO
PKH3HECITOCOOHBIX a3pOOHBIX
MIKPOOPTaHH3MOB

Total combined yeast and
molds count / Obmee yucio
NPOXIKEBBIX 1 TJIECHEBBIX
rpHdos

Pseudomonas aeruginosa

Staphylococcus aureus

NA

NA

NA
NA

Not more than 10> CFU/g /
He Gonee 10° KOE/r

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

Should absent in 1 g/ OtcyTcTBUE B 1 T

Should absent in 1 g/ OrcyrcrBue B 11

Remarks: The Product conforms to ND/

Ipumeuanue: [Ipoaykt coorsercTByeT Tpebosannsm HJl

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IToAroToBIEHO:
Pardeep Kumar

-

Checked by /
IMpoeepeno; Himesh Kumar

<

Approved by: Manager/Executive /

Onobpeno: Meneagkep / Pykosonurenb
Abhishek Chauha‘r]fL \

Reprint Date /
Jlara: 30.10.2023

Reprint Date /
Jara: 30.10.2023

Reprint Date / =
Jlara: 30.10.2023
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A
Product : Nise gel 1%
Ipoaykr : Haiis", rens ang napykHoro npiumesenns 1%
Batch No / : V230808 Batch Quantity / : 230060.0 units /
Cepusi No O0beM mapTu 230060.0 egnHMA L
Analytical Report No / : 040002246075 Date of Analysis / : 30.10.2023
AnajmTudecknii oryer Ne Jara aHannsa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa npou3BOJICTBA I'ogen ao
Analysis performed according ND / Anayus nposesen no HJL: JITT-No(001198)~(PI'-RU)-290323

7 | Assay / KonuuecTBeHHOE 10.18 mg/ 10.18 mMr Not less than 9.0 mg and not more than
onpesieNieHue 11.0 mg of C13H2N20sS (nimesulide)
in one gram of gel. /

Ot 9,0 no 11,0 Mr C;3H12N20sS
(Humecynun) B 1 r npenapara

8  |Package / YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
tube and patient information leaflet (package insert) in a carton. /

ITo 50 r B TYGY H3 TAMHHHPOBAHHOTO AOMHHNS, CHAOKEHHYIO MeMOpaHoii
151 KOHTPOs NepBoro BekphiThst. [To 1 TyGe B na4ky KapTOHHYIO C
HHCTPYKILHEH 110 NPUMEHEHITO (JIHCTKOM-BKJIAIIBILIEM).

* 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. /

* [TpOBOIMTCA MIPOU3BOAUTENEM IIPH BBITYCKE NEPHOAMUECKH (C HHTEPBAJIOM OJIHO MCTIBITAHUE Ha 20 cepwuii uny He MeHee 1 paza B
roxn). [TokasaTens MoXeT GbITh He BKIIIOUEH B CepTHHUKAT aHanu3a Gupmsl.

API name (INN) / A®C (MHH): Nimesulide / Humecynua
API manufacturer batch number / NMS/13070717
Homep cepiin npoussoantes ADC:
FP Manufacturer API Batch number /

A0
Homep cepnu cyderanumin npoussoantens [JID: FEQA00399
API Manufactured by & country / Aarti Drugs Ltd., India /
IIpouspoaurenb APC, crpaHa: Aaptu lparc Jita., Mnans
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [IpoxykT cootBeTcTBYeT Tpebosanusm HJT Zakmarouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noarorosneno: (L’ [Mposepenp: Himesh Kumar OnobpeHo: Menemxgp / PykoBonutens
Pardeep Kumar < — df,—\f_“_y Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date / )
Jara: 30.10.2023 Jara: 30.10.2023 Hata: 30.10.2023
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