Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUD®UKAT AHAJTU3A
Product : Nisegel 1%
IIpoaykr Haii3®, rens nnis HapyxHOro npuMernenus 1%
Batch No / : V230466 Batch Quantity / : 22847.000 units /
Cepust Ne O0beM napTuu 22847.000 enunaul
Analytical Report No / : 040001904154 Date of Analysis / : 19.06.2023
AHanuTHYecKH oTueT Ne JlaTa ananusa
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2025
JlaTa npou3BoACTBA I'ogen po

Analysis performed according ND / Ananu3 nposeaen no HJI: JITT-Ne(001198)-(PI'-RU)-120922

'Ne |Test/Tlokasarens [Result

/ Pe3ynbraThl

Specification / Hopma

1 |Description / Onucanue

Homogenous light yellow clear gel free
from particulate matter / OnHopoaHb1ii
MPO3payHbIil Tellb CBETIIO-XKENTOrO
1IBeTa, CBOOOHbIH OT MOCTOPOHHUX
4acTUL.

Homogenous light yellow to yellow
clear gel, free from particulate matter /
OOHOPOAHBIA TNpPO3payHbIA  Treib  OT
CBETJIO-KENITOr0 0 XKEATOro LiBeTa,
CBOOO/HBIH OT MOCTOPOHHUX HACTULL,

3

Identification by HPLC /

[TonnMHHOCTE
1

Complies as prescribed /
CootsercTByeT TpeGOBaHNAM

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 yaepxuBaHus
OCHOBHOTO TNHKa Ha XpoMaTorpamme
UCIIBITYEMOTO pacTBOpa JOJKHO
COOTBETCTBOBATh BPEMEHHU YJICP)KUBaHHUSI
OCHOBHOI'O TMHKa Ha XpoMarorpamme
CTaHAApPTHOIO pacTBopa HHUMECYIHAA
(paznen «KonuuecTBeHHOE
DIPEACIIEHUEN)

Weight of package content
Macca conepxumMoro
YIaKOBKH

51g/5ir

4 |pH 5.3

According to the requirements. Not less
than 50 g / B cooTBeTcTBUM C
Tpebopanusmu. He menee 50 r

| Between 4.6 and 6.0/ ot 4,6 10 6,0

Remarks : The Product conforms to ND/

IIpumeuanne: IIpoaykt coorBeTcTBYET TpeboBanusM H]J

Conclusion : APPROVED /
3akawyenne: OJJOBPEHO

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

ITonroTorneHo: Ankaj IIposepeno:Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens

Verma S - Manoj Kumar J
[ of— el

Reprint Date / Reprint Date / Reprint Date /

Harta:19.06.2023 Jara: 19.06.2023 Jlata: 19.06.2023

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
10481 20 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP 1284PLCO04507
voww.direddys.com




Dr.Reddy’s !,’:‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

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

Product : Nisegel 1%
Ipoaykr : Haiiz®, reib 11 Hapy)XHOTo NpUMEReHHs 1%

Batch No / : V230466 Batch Quantity / : 22847.000 units /
Cepus Ne O6bem napTuu 22847.000 equHuUI
Analytical Report No / : 040001904154 Date of Analysis / ¢ 19.06.2023
AHaJIUTHYeCKHii oTyeT No JlaTa aHanu3a

Date of Manufacture / : May-2023 Date of Expiry / : Apr-2025

JlaTa NpoU3BOACTBA I'onen o

Analysis performed according ND / Anaan3s nposeaen no HJI: JITI-Ne(001198)-(PT-RU)-120922

r

5 | Related substances /PoicTBeHHbIE TPUMECH

3) Impurity C / ITIpumecs C

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

7) Highest individual
unknown impurity /

Below LOQ (LOQ = 0.04 %) /
Hike nmpeiena KOMHUECTBEHHOTO
onpeaenenus ([TKO = 0.04%)

1) Impurity A / [Ipumecs A 1) Not more than 0.2 % / ne 6onee 0,2 %
Below LOD (LOD = 0.02%) / Huxe
npenena obHapyxeHus (I1O = 0.02
%)

2) Impurity B / Ilpumecs B 2) Not more than 0.2 % / e 6onee 0,2 %

3) Not more than 0.2 % / e 6ouee 0,2 %
Below LOQ (LOQ = 0.04 %) /
Huxe npenena konu4eCTBEHHOTO
onpenenenns (ITKO = 0.04%) 4) Not more than 0.2 % / e 6onee 0,2 %

Not detected / He oOHapyxeHa

Not detected / He oOHapy)eHa 6)

0.07%

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

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

7) Not more than 0.2 % / e 60ee 0,2 %

Enunuunas
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
JIpumeuanne: [Iponykr cooTBeTcTBYET TpebGoBanusam HJT 3axkmouenue: OJJOBPEHO

Prepared by /
IMoarororneno: Ankaj

Verma b
-

Checked by /
[TpoBepeno:Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens

Jii Manoj Kumar @ﬁi{,}

Reprint Date /
Mara:19.06.2023

Reprint Date /
Hara: 19.06.2023

Reprint Date /
JHara: 19.06.2023

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tcl: +91 40 4500 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTUDPUKAT AHAJTTU3A
Product : Nisegel 1%
Hpoaykr : Haiis®, rens 1515 Hapy)xHOro npumeneHus 1%
Batch No / 1 V230466 Batch Quantity / : 22847.000 units /
Cepus Ne O6beM mapTuu 22847.000 eguuun
Analytical Report No / : 040001904154 Date of Analysis / : 19.06.2023
AHanuTHYecKHUii oTyeT No JarTa ananuza
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2025
JlaTta npou3soacTBa I'open go
Analysis performed according ND / Anasu3 nposened no HJ: JITT-Ne(001198)-(PI"™-RU)-120922

) HEHAEHTU(PHLMPOBaHHAS
NpUMech

9) Total impurities /
CyMMa npumMecei

Below BDL (BDL=4331) / Huxe
nopora peructpauun (I1P=4331)

0.1%

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

6 Microbial limits /

MiikpoBHosoriyeckas
HHCTOTA

Total viable aerobic microbial
count / Obuiee KONHUECTBO
AH3HECTOCO0HBIX a9pOOHBIX
MHKPOOPTaHH3MOB

Total combined yeast and
molds count / O61ee uucio
JIPOIIKEBBIX U TIIECHEBBIX
Irpubor

PPseudomonas aeruginosa

Staphylococcus aureus

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

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

INot more than 10 CFU/g/
He 6onee 10 KOE/r

Absentin 1 g/ OrcyrctByer B Ir  [Should absent in 1 g/ OtcytcTBHE B 1T

Absentin 1 g/ OtcytcTByer B Ir  [Should absent in 1 g/ OtcyTcTBie B 1T

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykr coorseTcTBYET TpeboBanusm H]T

Conclusion : APPROVED /
3akmouyenue: OJIOBPEHO

Prepared by / Checked by /
Ilonrotosneno: Ankaj ITposepeno:Pardeep Kumar
Verma

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBogureib

Manoj Kumar

Reprint Date / Reprint Date /
Hara:19.06.2023 Hara: 19.06.2023

Reprint Date /
Hara: 19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4500 2800, Fax: +91 40 4900 2992, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formuilation 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

CEPTUDPUKAT AHAJIU3A
Product : Nise gel 1%
IIpoaykr Haii3®, resnp ans HapyHOro npuMeHesus 1%
Batch No / : V230466 Batch Quantity / : 22847.000 units /
Cephn Ne O0bem napTuu 22847.000 equHuUIL
Analytical Report No / : 040001904154 Date of Analysis / ¢ 19.06.2023
AHaMITHYECKHH 0TYeT Ne Jara ananusa
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2025
Jata npous3BoacTsa I'onen no

Analysis performed according ND / Anaan3s nposeaen mo HJI: JIIT-Ne(001198)-(PI-RU)-120922

7 |Assay/Konuuectsennoe | 10.29mg / 10.29mr | Not less than 9.0 mg and not more than
oIpesieneHne 11.0 mg of C13H2N20sS (nimesulide)
in one gram of gel. /
‘1ot 9,0 mo 11,0 Mr C3H12N20sS
(Himecynng) B 1 r mpenapara
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. /
[To 50 r B TYOY M3 TaMHHHPOBAHHOTO AJIFOMHHHS, CHAOXEHHYIO MeMOpaHoi 11s
KOHTPOJIS epBOro BCKphITHL. 1o 1 Tybe B mauky KapTOHHYIO C HHCTPYKIMeH

! [0 MPUMEHEHHIO (JIUCTKOM-BKJIA/IBIIIEM).

API name (INN) / A®C (MHH):

Nimesulide / Humecymig

API manufacturer batch number /
Howmep cepun npousBoguTeasa A®C:

NMS1A-223025-M1

FP Manufacturer API Batch number /
Homep cepuu cyocranuyu npoussoauressa I'J1dD:

FEPA04323

API Manufactured by & country /
IIpouspogurenr APC, crpana:

Mangalam Drugs and Organics Ltd., India /
Manranam Jlpars 3ax Opranukc Jlta., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanue: [IpogykT coorBercTByeT TpeboBanusm HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[Toarororneno: Ankaj Iporepeno:Pardeep Kumar

Verma ﬂ/ ” Q,L"

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykoBogurens

Manoj Kumar 2 {g
Yoofuesl

Reprint Date /
Hara: 19.06.2023

Reprint Date /
Jara:19.06.2023

Reprint Date /
Jara: 19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1384PLC004507
www.drreddys.com




