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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product : Nisegel 1%
Hpoayxr Haii3®, resib juist HapyHOro npuMeseHus 1%
Batch No / : V230862 Batch Quantity / : 57561 units /
Cepus Ne O0beM napTuu 57561 epuHuLy
Analytical Report No / : 890001700029 Date of Analysis / : 18.11.2023
AnaauTudeckuii oryer Ne Jara anaiusa
Date of Manufacture / : 11-2023 Date of Expiry / : 10-2026
JaTa npou3BoACTBa I'onen no
Analysis performed according ND / Anau3 nposegen mo HJIL: JI[T-Ne(001198)-(PI'-RU)-290323

Ne | Test / IToka3zarenb

Result / Pe3ynbratsl

| Specification / Hopma

1 | Description / Onucanue

Homogenous light yellow

YaCTHULI.

transparent gel free from particulate transparent gel, free from particulate matter
matter / OqHOPOHBIN npo3payHbli / OXHOPOAHBIA NPO3payHbIi
reflb CBETJIO-KENTOrO L{BETA,
CBOGOJHBIH OT MOCTOPOHHUX

Homogenous light yellow to yellow

renb  oT
CBETJIO-KENTOrO0 O OKEJITOro  IBETA,
CBOOOIHBIM OT MOCTOPOHHHUX YACTHLL.

2 | Identification by HPLC /
U penrudukaius (BIXX)

Complies as prescribed /

CooTBeTCTBYeT TpeOOBaHUSIM

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 ynepkuBaHHMSA OCHOBHOIO INHUKa Ha
XpOMaTOrpaMMe HCIBITYEMOTO  pacTBOpa
JIOJIZKHO COOTBETCTBOBATh BpEMEHH
VIAEepXKHBaHHS ~ OCHOBHOIO  IIHKA  Ha
XpOMaTorpaMMe pacTBOpa CTaHIapTHOro
obpasua HUMeCyuaa (pazzmen
«KonYeCTBEHHOE ONPENICNICHUE)

3 | Weight of package content 20g/20r
Macca conepUmMoro
yI1aKOBKH

4 |pH 5.7

According to the requirements. Not less
than 20 g / B cooTBeTCTBUM ¢C
TpebosanusMu. He menee 20 T

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

Remarks : The P

roduct conforms to ND/

ITpumeuanne: IIpopykT cooTBeTCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: [Iposepeno: Rama Kant Onobpeno: Menemkep / PykoBoauTtes
Pravesh Rana Manoj Kumar /

s L
Reprint Date / Reprint Date / Reprint Date /
Jata: 18.11.2023 Jlata: 18.11.2023 Jlata: 18.11.2023
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Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATTU3A
Product : Nise gel 1%
Ipoaykr : Haiiz", rens aist HapyxHoro npuMeHenns 1%
BatchNo / : V230862 Batch Quantity / : 57561 units /
Cepus No O6bem napTHH 57561 enuHUIL
Analytical Report No / : 890001700029 Date of Analysis/ - : 18.11.2023
AnaJurHyeckuii oryeT Ne JdaTta aHajausa
Date of Manufacture / : 11-2023 Date of Expiry / : 10-2026
JlaTa npoM3BOJACTBA I'onen no
Analysis performed according ND / Ananm3 nposeaen no HJL: JITI-Ne(001 198)-(PI"-RU)-290323

5 |Related substances /PoncTBeHHBIE IPUMECH

1) Impurity A / ITpumecs A

?) Impurity B / IIpumecs B

3) Impurity C / I[Ipumecs C
1) Impurity D / IIpumecs D
5) Impurity E / Ilpumecs E
6) Impurity F / IIpumecs F

7) Highest individual
unknown impurity /

Not detected / He oOHapyxeHa
Not detected / He oGHapyxeHa
Below LOQ (LOQ =0.04 %) /
Hibke npeaena KOTMYeCTBEHHOTO
onpeaenenus (ITKO = 0.04%)
Not detected / He oGHapyxeHa
Not detected / He 0OHapyxeHa

Not detected / He oOHapy»xeHa

Below LOQ (LOQ = 0.1%) / Hixke

Enunuunas penena KOMUYeCTBEHHOrO
HeupeHTHGuIMpoBantas lonpeaenenns ([TIKO =0.1 %)
IpUMech

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

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

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

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

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpedoBanuaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
TTonroroBjieHo:
Pravesh Rana

4

Checked by /
[Mposeperno: Rama Kant

Bupd

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroaurens
Manoj Kumar - j

Reprint Date /
Jara: 18.11.2023

Reprint Date /
Jara: 18.11.2023

Reprint Date /
Hara: 18.11.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A
Product : Nise gel 1%
Hpoaykt : Haiis®, rens uis napykHoro npumenenns 1%
Batch No / : V230862 Batch Quantity / : 57561 units /
Cepusn No O6bem napTHH 57561 enuHui
Analytical Report No / : 890001700029 Date of Analysis / : 18.11.2023
AHanuTHYecKHii oTueT No JlaTa aHajusa
Date of Manufacture / : 11-2023 Date of Expiry / : 10-2026
Jara npou3BOACTBA Tonen 1o
Analysis performed according ND / Ananu3 nposenen no HJI: JITI-Ne(001 198)-(PI"-RU)-290323

8) Total impurities /
CymMa nprmMecei

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTrO OMPEAEIEHHS

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

Microbial limits* /

Muxpobronorudeckas
upcToTa*

Total viable aerobic microbial
count / Ob1iee KOIUYECTBO
PKU3HECTIOCOOHBIX a3pOOHBIX
MHKPOOPTraHW3MOB

Total combined yeast and
molds count / Obmiee yuciao
TPOMOKEBBIX ¥ TIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absentin 1 g/ OtcytcTByeT B 1 1

Absent in 1 g/ OtcyrctByeT 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/ OTcyTcTBHE B 1T

|
Should absent in 1 g/ OtcyTcTBHE B I T

Assay / KonndectBeHHOE
onpeeseHIe

10.11 mg/10.11 mr

| Not less than 9.0 mg and not more than
11.0 mg of C13H2N20s5S (nimesulide) in
one gram of gel. /

Or 9,0 pi(e] 11,0 mr C;3H1aN2OsS
(Humecynun) B 1 r npenapara

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykt coorBeTcTByeT TpeboBanmsM H/T

Conclusion : APPROVED /
3axmwouyenue: OJJOBPEHO

Prepared by /
ITonrotosjieHo:
Pravesh Rana

4

Checked by /
[Tpoepeno: Rama Kant

Ruidd

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautenb

Manoj Kumar

Reprint Date /
Jata: 18.11.2023

v

Reprint Date /
Hara: 18.11.2023

Reprint Date /
Jlara: 18.11.2023
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Formulation Unit-6
Dr. Reddy s °. Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product : Nisegel 1%
Mpopykr : Haiis", rens ana napyxsoro npumexerns 1% :
Batch No / : V230862 Batch Quantity / : 57561 units /
Cepusi Ne O6beM NapTHH 57561 enunily
Analytical Report No / : 890001700029 Date of Analysis / + 18.11.2023
AnanuTHdeckmii oTyeT No JlaTa aHanu3a
Date of Manufacture / : 11-2023 Date of Expiry / : 10-2026
JaTa npon3BOACTBA T'opeH no
Analysis performed according ND / Anasnu3 nposesen no HJI: JIII-Ne(001 198)-( PI'-RU)-290323

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

IMo 20 r B TYOY M3 JTAMMHUMPOBAHHOTO AOMUHHS, CHAGKEHHYIO MeMOpaHoii st
KOHTpPONA IepBOro BCKpbiTus. ITo 1 Tybe B MadyKy KapTOHHYIO C HHCTPYKUUEH
0 MPUMEHEHHIO (JINCTKOM-BKJIA/bILIEM).

* 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. /

* [IpOBOAMTCA TIPOM3BOAMTENEM NPH BHIMYCKE NEPUOAUIECKH (C HHTEPBAJIOM OJIHO UCTIBITAHHE Ha 20 cepuii unu He MeHee 1 pa3a B
ron). [TokazaTens MOKET GBITh HE BKIIIOYEH B CEPTHRHKAT aHaiu3a QUpMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS-1A-233010
Homep cepun npomssoautens ADPC:

FP Manufacturer API Batch number / FEQA00508

Homep cepun cyberannun nponssogurens I'JID:

API Manufactured by & country /
IIpousBoautens ADC, crpana:

Mangalam Drugs and Organics Ltd., India /
Masnranam J{pars 911 Oprauukc JITa., Maaus

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeqanue: [Tponykt coorsercTByeT TpeboBanusam H/L 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToproTosnieHo: ITposepeno: Rama Kant Onobpeno: Menemxep / PykoBoauTtens
Pravesh Rana { UJ;\ Manoj Kumar

~ ol
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.11.2023 Iara: 18.11.2023 Hara: 18.11.2023
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