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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATTU3A
Product : Nise gel 1%
Ilpoaykr Haiiz®, rens ans sapysxHoro npumenesnst 1%
Batch No / : V230688 Batch Quantity / : 57102 units /
Cepusg Ne O6beM napTuy 57102 eguHULL
Analytical Report No / : 890001691807 Date of Analysis / : 30.09.2023
AnaJurHyecknii oTyeT Ne JlaTa ananusa
Date of Manufacture / : Sep-2023 Date of Expiry / + Aug-2026
JlaTa npou3BoACTBa TI'onen no
Analysis performed according ND / Anasn3 npoenen mo HJI: JIIT-Ne(001198)-(PI"-RU)-290323

Ne |Test / Iloka3aTenb Result / Pe3yabpTaThl

| Specification / Hopma

1 |Description / Onucanue Homogenous light yellow

[eJib CBETJIO-XKEJITOro BETA,
CBOOOIHBIN OT MMOCTOPOHHHUX
HaCTHUL.

transparent gel free from particulate transparent gel, free from particulate matter
matter / OTHOPOXHBIi MPO3pauHbIH

'Homogenous light yellow to yellow

/  OnHOPOAHBIA NpO3payHbIi rejb OT
CBETJIO-KEJITOr0 IO JKEJITOTO  IIBETA,
cBOOOHBIN OT MOCTOPOHHUX YaCTHL.

Complies as prescribed /
CoOTBETCTBYET TPEOOBAHHSM

2 |Identification by HPLC /
Unentudukaims (BOXKX)

| 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) /
Bpems yaep>kuBaHUsI OCHOBHOI'O IHKa Ha

pOMAaTOrpaMMe HCIIBITYEMOTO  pacTBOpa

JIOJDKHO COOTBETCTBOBATH BPEMEHHU
YIEpXKUBaHHS ~ OCHOBHOIO  IMKa  Ha
XpoMarorpaMMme pacTBOpa CTaHIAPTHOrO
obpasua HUMeCynuaa (pazmen

«KONMMYECTBEHHOE OMPENCIICHHUEY)

3 | Weight of package content 21g/21lr
Macca coaepXXumMoro
yTTaKOBKH

4 |pH R 57

According to the requirements. Not less
than 20 g / B COOTBETCTBHH C
TpeboBanusmMu. He menee 20 r

'Between 4.6 and 6.0 / OT 4,6 710 6,0

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoayxT cooTBeTCcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmouyenue: OJIOBPEHO

[oxroroBneHo: IMposepeno; Himesh Kumar

Prepared by / Checked by /
Pardeep Kumar QL-/

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBojinTtens
Manoj Kumar W

Reprint Nate /
Hara: 30.09.2023

Reprint Date /
Jara: 30.09.2023

Reprint Nate /
Jara: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A
Product : Nise gel 1%
IpoAykT Haiiz®, rens 11st HapysxHOro npumeHeHns 1%
BatchNo / : V230688 Batch Quantity / : 57102 units /
CepHs No O6beM napTuu 57102 eguHury
Analytical Report No / : 890001691807 Date of Analysis / : 30.09.2023
AnaJrndeckuii order Ne JlaTa ana;u3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaTa npousBoacTBa I'open no
Analysis performed according ND / Anann3 nposeen no HJI: JITI-Ne(001198)-(PI™-RU)-290323

l

S

Related substances /Po/icTBEHHbIE IPUMECH

2) Impurity B / ITpumecs B

3) Impurity C / ITpumecs C

5) Impurity E / [Ipumecs E
6) Impurity F / IIpumecs F
7) Highest individual

unknown impurity /
Ennnuynas

IIPUMECH

1) Impurity A / Ilpumecs A

4) Impurity D / ITpumecs D

HeHL[eHTPI(i)HL[PIpOBaHHaﬂ

Not detected / He 0OHapyxeHa
Below LOQ (LOQ = 0.04%) / Huxe
npenesia KOJMYeCTBEHHOTO
onpenenenus (ITKO =0.04 %)

Not detected / He oGHapyxeHa

Not detected / He o6Hapy>xeHa

Not detected / He 0OHapy>keHa

Not detected / He oGHapyxeHa
Below LOQ (LOQ = 0.1%) / Huxe

pejesia KOIMYECTBEHHOro
onpenencuus (IIKO =0.1 %)

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

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

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

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

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

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponykt cooTBeTCcTBYET TpeboBanusm HJ|

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: [Tposepeno: Himesh Kumar Onobpeno: Menemxep / Pykoso%m'enb
Pardeep Kumar BL; ~——— | Manoj Kumar %\BL y .',{

\ '_'__,_4-4
Roprint Dato / Roeprint Dato / Roprint Dato /
Hara: 30.09.2023 Jara: 30.09.2023 Hara: 30.09.2023
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JlaTa npou3BoAcTBA

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHATTU3A

Product : Nise gel 1%
IIpoAykT Haiiz®, resib ay1s1 HapyxkHOro npumeHenus 1%
BatchNo / : V230688 Batch Quantity / : 57102 units /
Cepus Ne O6bem mapTum 57102 enuHun
Analytical Report No / : 890001691807 Date of Analysis / : 30.09.2023
AnaJluTudeckuii oTuyer Ne Jara ananusa
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026

TI'onen gpo

Analysis performed according ND / Apaaus nposeaen no HJI: JITT-Ne(001198)-(PI-RU)-290323

8) Total impurities /
CymMa npumecei

Below LOQ / Huxe npeaena
KOJIMYECTBEHHOTO ONpPEEICHUS

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

6 Microbial limits* /

Mukpobuonornyeckas
upcrora*

Total viable aerobic microbial
count / O611iee KOJHYECTBO
KH3HECTTOCOOHBIX a3pOOHBIX
MHIKPOOPTaHU3MOB

Total combined yeast and
molds count / O61uee yncio
IIPOMOKEBBIX M MIJIECHEBBIX
rpudoB

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in 1 g/ OtcytctByer B 1 T

Absent in 1 g/ OrcyrcTByeT B 1 T

Not more than 10 CFU/g/
He 6onee 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/ OtcyrctBHe B 1 T

7 | Assay / KonudecTBeHHOE
onpezeneHue

10.15 mg/ 10.15 mr

Not less than 9.0 mg and not more than
11.0 mg of C;3H2N20sS (nimesulide) in
one gram of gel. /

Ot 9,0 mo 11,0 mMr C3H;2N20sS
(aumecynun) B 1 r npenapara

Remarks : The Product conforms to ND/

IIpumeuanne: ITpoaykT coorBeTcTBYET TpeboBanusam HI

Conclusion : APPROVED /
3axkmwouyenune: OJJOBPEHO

Prepared by /
ITomrorosneHo:
Pardeep Kumar

S

—

Checked by /
IIpoBepeno: Himesh Kumar

—

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

Reprint Date /
Hara: 30.09.2023

Reprint Date /
Hara: 30.09.2023

Reprint Date /
Hata: 30.09.2023
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CEPTUDUKAT AHAJIU3A
Product : Nisegel 1%
Ipolykr Haii3®, resib s HapyxHoro npumenenusi 1%
Batch No/ : V230688 Batch Quantity / : 57102 units /
CepHsa No O0bem napTuH 57102 enuHHULL
Analytical Report No / : 890001691807 Date of Analysis / : 30.09.2023
AnaJuTHuyecKnii oTuer Ne Jlara anaausa
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaTa npoM3BoJACTBa I'open no
Analysis performed according ND / Ananns nposesen o HJI: JIIT-Ne(001198)-(PI'-RU)-290323

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

o 20 r B TYOY U3 TaMHHHPOBAHHOTO ATIOMHHHUS, CHAOXKEHHYO MeMOpaHOM s
KOHTPOJIs IEPBOro BCKpbITHS. I1o 1 TyGe B mauky KapTOHHYIO C HHCTPYKLHEH

0 MPUMEHEHHIO (JINCTKOM-BKJIAJIBILIIEM).

* 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. /

* TIpOoBOAMTCS MPOM3BOAMTENEM TIPH BBIILYCKE IEPHOUUESCKH (C HHTEPBANOM OJHO HCbITaHue Ha 20 cepuii wiin He MeHee 1 pasa B

ron). Ilokasarens MosxeT GbITh HE BKIIIOYEH B CEPTU(HHUKAT aHaIN3a QUPMEL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun

Homep cepun nponspoauteis ADC:

API manufacturer batch number / NMS/13070686

FP Manufacturer API Batch number /
Homep cepun cyGeTanuuu npoussoaurens IJIdD: FEQA00379

API Manufactured by & country / Aarti Drugs Ltd., India /

IIpoussoaurens ADPC, ctpana: Aaptu [parc JIta., Uaaus

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusm HJJ 3aximouenne: OJIOBPEHO

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

IlonrorosneHo: IIposepero: Himesh Kumar Onobpeno: Meunemxep / PykoBognTeb

Pardeep Kumar Qﬁ» -~ | Manoj Kumar % of
Pkl

Reprint Date / Reprint Date / Reprint Nate /

Hara: 30.09.2023 Hata: 30.09.2023 Hara: 30.09.2023
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