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CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHAJTTU3A
Product : Nisegel 1%
IlpoaykT Haii3®, resp s HapyxHoro npumMeHexns 1%
Batch No/ : V230608 Batch Quantity / : 22867.0 units /
Cepnst Ne O0beM napTHu 22867.0 eqnHnL
Analytical Report No / : 890001685563 Date of Analysis / : 31.08.2023
AnanuTHyecKHii oTueT No JaTa ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JaTa npoH3BOACTBA T'open 10
Analysis performed according ND / Anamus nposefen no HJL: JI[1-Ne(001 198)-(PI-RU)-290323

No | Test / ITokazaTenn

Result / Pezynpratsl

Specification / Hopma

1 Description / Onucanne

Homogenous light yellow clear gel
free from particulate matter /
OAHOPOAHEIH NPO3padHBIi [ellb
CBETJIO-XKEJTOrO IBETa, CBOOOAHEIH
OT MOCTOPOHHHX YACTHLI.

Homogenous light yellow to yellow clear

gel, free from particulate matter /
OmHOpOAHBIA NpO3padHBll  reib  OT
CBETIIO-KEITOr0 JIO KEJNTOro IBETa,
CBOOOAHBIH OT MOCTOPOHHUX YACTHLI.

2 |Identification by HPLC/
Unentudpukanus (BOXX)

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUAM

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
ireference standard solution (section Assay)
|/ BpeMs ynep>xuBaHHs OCHOBHOI'O NHKa Ha
XpOMATOrpaMMe HCIIBITYEMOrO pacTBopa

TOJDKHO ~ COOTBETCTBOBATh BpEMEHH
yOEPXKUBAaHUS ~ OCHOBHOIO  IMKa  Ha
XpOMATOTpaMME pacTBOpa CTaHAapTHOro
obpasua HUMECYJIUIa (paznen

«KonuuecTBeHHOE ONPEIEIEHHE)

3 | Weight of package content 50g/50r According to the requirements. Not less
Macca conep>XUMoro than 50 g / B cooTBercTBUM ¢
'YIAKOBKH tpeGoBanusmu. He menee S0 ©

4  |pH 5.7 Between 4.6 and 6.0 / Ot 4,6 10 6,0

5 | Related substances /PoacTBeHHBIE TPUMECH

Remarks : The Product conforms to ND/
Ipumeyanne: [IpoaykT cooteTcTBYeT Tpeboparusm HJT

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

Prepared by /
[lopgroroBieHo: <
Santosh Kumar Maurya

Checked by /
ITposepeHo: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosomwinb

Manoj Kumar

Reprint Date /
Jara: 21.11.2023

Reprint Date /

Jara: 21.11.2023

Reprint Date /
Jara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Qf:"

CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHATTU3A
Product : Nise gel 1%
[Ipoaykr Haiis", rens pyis wapysxsoro npiumenenns 1%
Batch No / : V230608 Batch Quantity / : 22867.0 units /
Cepusa Ne O0bem napruu 22867.0 exnnn
Analytical Report No / : 890001685563 Date of Analysis / : 31.08.2023
AHaJUTHYECKHI oTdeT No JlaTa aHaau3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jlata npoH3BOACTBA Iopen g0
Analysis performed according ND / Anaim3 nposegen no HJL: JITT-Ne(001 198)-(PI'-RU)-290323

1) Impurity A / Tlpumecs A

2) Impurity B / l[Ipumecs B

3) Impurity C / IIpumecs C

4) Impurity D / IIpumecs D

5) Impurity E / ITpumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
EnunuuHas
HeuneHTU U POBaHHAS
IpUMECh

8) Total impurities /
Cymma npumeceit

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.04 %) /
Huxxe mpenena KOMMUECTBEHHOTO
onpenenenns ([IKO = 0.04 %)

Not detected / He 06HapYXEHA

Below LOD (LOD = 0.02%) / Huxe
npeneina obHapyxenus (I10 =
0.02%)

0.11%

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.1 %) / Huxe
npenena KOJIHYECTBEHHOTO
onpenenenus (ITKO = 0.1 %)

0.1%

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

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

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

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpoaykT cooTBeTCTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3axmouenune: ONOBPEHO

Prepared by / dA
IloaroroBneHo: =
Santosh Kumar Maurya

Checked by /
IIposepeHo: Pardeep Kumar

(=

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKoBoANTENb
Manoj Kumar

St

Reprint Date /
Jara: 21.11.2023

Reprint Date /
Jara: 21.11.2023

Reprint Date /
Hara: 21.11.2023

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q_‘:‘.

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

CERTIFICATE OF ANALYSIS  Www.drreddys.com
CEPTU®UKAT AHANU3A

Product : Nisegel 1%

AdanuTnyeckuii ordet Ne

HpoaykT Haits”, renp nns #apy:Horo npuMeHenns 1%

Batch No / : V230608 Batch Quantity / : 22867.0 units /
Cepus Ne O0bem napTuu 22867.0 ennHidL
Analytical Report No / : 890001685563 Date of Analysis / : 31.08.2023

Harta apainsa

Date of Manufacture /
JaTa npousBoacTBa

: 08/2023 Date of Expiry / : 07/2026

T'oxen go

Analysis performed according ND / Ananus nposesen no HJL: JITI-Ne(001198)-(PI'-RU)-290323

Santosh Kumar Maurya

6 | Microbial limits* /
Mukpobuonornyeckas
ypcToTa*
Total viable aerobic microbial
count / Ob1iee KOJIUYECTBO Less than 10 CFU/g/ Not more than 10 CFU/g /
HKU3HECTIOCOOHBIX a3POBHBIX Menee 10 KOE/r He 60nee 10> KOE/r
MHKPOOPIraHH3MOB
Total combined yeast and Less than 10 CFU/g/ Not more than 10' CFU/g/
molds count / O61ee 4yucno Menee 10 KOE/r He Gonee 10! KOE/r
[IPOXOKEBBIX U MIECHEBBIX
rpu6oB ' '
Pseudomonas aeruginosa Absent in 1 g/ Otcyrcteyer B 1T [Should absent in 1 g/ OTcyrcTBHE B 1T
Staphylococcus aureus Absent in 1 g/ Orcyrctyer B 1 T [Should absent in 1 g/ OtcyTcTBHE B 1 T
7 | Assay/ KonndyecTBeHHOE 10.27mg / 10.27Mr Not less than 9.0 mg and not more than
oTpesieNieHUE 11.0 mg of C13H12N2OsS (nimesulide) in
one gram of gel. /
Or 9,0 A0 11,0 MI C13H12N205S
I (numecynun) B 1 r npemapara
8 | Package/ YmakoBka 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 TYOy M3 JAMHHMPOBAHHOTO ATOMHHHS, CHAOKEHHYIO MeMOpaHoii
111l KOHTPOIst TepBoro BekpbiTHs. TTo 1 Tybe B nauky KapTOHHYIO €
I HHCTPYKIHMel N0 NPHMEHEHNIO (THCTKOM-BKIA/BILLIEM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cooTsercTBYeT Tpedosanmsam HJI 3axmouenue: OJJOBPEHO
Prepared by / QN Checked by / Approved by: Manager/Executive /
IToaroroBiexo: = ITpoeepeHo: Pardeep Kumar Onobpeno: Menemxkep / Pykosoayreln

) Manoj Kumar @
Q-j_,r' ’—""J

Reprint Date /
Hara: 21.11.2023

Reprint Date / Reprint Date /
Jara: 21.11.2023 Jara: 21.11.2023

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

CIN: L85135AP1984PLC0O04507
www.drreddys.com




S Dr. Reddy's Laboratories Ltd.

L/ Q‘ Formulation Unit-6
Dr.Red dy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  Www.drreddys.com

CEPTU®UKAT AHAITU3A
Product : Nise gel 1%
Ipoaykr : Haiis”, rens s napyxkuoro npumenenns 1%
Batch No / : V230608 Batch Quantity / : 22867.0 units /
Cepus Ne O6bemM napTHH 22867.0 eAMHH L
Analytical Report No / : 890001685563 Date of Analysis / : 31.08.2023
ApasuTHyeckuii orger Ne JlaTa aHanu3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JaTa npon3BoacTBa T'ozien 10 - N
Analysis performed according ND / Anasius nposesen no H/L: JITT-Ne(001198)-(PT-RU)-290323

* 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. /

* TIpOBOIUTCA NPOU3BOJMTEIIEM IIPH BBIYCKE NEPUOAMHECKH (C HHTEPBAJIOM OJIHO MCITLITAHHE HA 20 cepwii unu He MeHee 1 pasa B
ron). [TokazaTesb MOXET GbITh He BKIIOYEH B CepTUHKAT aHanu3a QUpMEL.

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

API manufacturer batch number / MS-1A-223030-M1

Homep cepun npoussoauTeas ADC:

FP Manufacturer API Batch number /

Homep cepun cydcranuun npoussoautesi [JID: SR

API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
Ipoussoaurens APC, crpana: Masnranam JIpars sua Oprannke JIta., Wanus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IpoaykT cooTBeTcTBYeT TpeGopannsam HJL 3axmouenune: OJOBPEHO

Prepared by / @ Checked by / Approved by: Manager/Executive /
[MoaroToBieHO: [Mpoepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoayTens
Santosh Kumar Maurya f Manoj Kumar 8 /_,..ai!.\'-‘"‘
Reprint Date / Reprint Date / Reprint Date /

JaTta: 21.11.2023 Jara: 21.11.2023 Jara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



