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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANN3A
Product : Nisegel 1%
Ilpogykr : Haiiz®, renpb ans Hapy»KHOTO mpHMeHerns 1%
Batch No / : V230807 Batch Quantity / : 22976.0 units /
Cepiisi No O6beM napTHH 22976.0 enuHULY
Analytical Report No / : 040002244865 Date of Analysis / : 30.10.2023
AuHajuTHyecKuii oTyer Ne JlaTa apayin3a
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
Jara npou3BoaCcTBA T'open no
Analysis performed according ND / Ananus nposeaen no H: JITI-Ne(001 198)-(PI'-RU)-290323

[ Ne

Test / [TokazaTenb

Result / Pe3ynbratel

| Specification / Hopma

1

Description / Onucanue

from particulate matter / OnHOPOAHBIHA
MpO3pauHblif Telb JKEJTOro LBETa,
CBOGOIHBIN OT NIOCTOPOHHUX YACTHII.

Homogenous yellow clear gel fred Homogenous light yellow to yellow clear
N

gel, free from particulate matter /
OnHOPONHBIH  NpPO3payHbli  reib  OT
CBETJIO-KENTOr0 A0 JKCITOTO  LBCTa,
CBOOOIHBIH OT MOCTOPOHHKMX YACTHII.

Identification by HPLC /
Unentudukanus (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
reference standard solution (section Assay)
BpeMs yaepXK1BaHUsA OCHOBHOTO IIMKa Ha|
XpOMAaTorpaMMe MCHBITYEMOrO PacTBOpa
IOMKHO  COOTBETCTBOBATH  BPEMEHH
yOep)KHBaHUS  OCHOBHOTO — MuKa  HA
XpoMarorpaMMe pacTBOpa CTAHAAPTHOro
oOpasua HUMeECYJIUaa (pazaen
«oAMYeCTBEHHOE ONpeeneHHey)

Weight of package content
Macca conepxumoro
[yIaKOBKU

51g/5lr

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

pH

5.6

Between 4.6 and 6.0 / Ot 4,6 10 6.0

Remarks: The Product conforms to ND/
IIpumeuanue: [IpofyKT COOTBETCTBYET TPEOOBAHUAM HJI

Conclusion: APPROVED /
Sakmoyenne: QJIOBPEHO

Prepared by /
IToarotosyeHo:
Pardeep Kumar

1

Checked by /
[Tposepeno; Himesh Kumar

C == o

= J

<

Approved by: Manager/Executive /
Onobpeno: Menemnep / PykoBoaurenb
Abhishek Chauhan

\

Reprint Date /
Hara: 30.10.2023

Reprint Date /
Hara: 30.10.2023

Reprint Date /
Jara: 30.10.2023

\
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CEPTUD®UKAT AHAJTTU3A
Product : Nise gel 1%
Ipoaykr : Haiiz”, rens wis HapyxHoro npumenenns 1%
Batch No / : V230807 Batch Quantity / : 22976.0 units /
Cepus Ne O0pem mapTHn 22976.0 equHHULY
Analytical Report No / : 040002244865 Date of Analysis / : 30.10.2023
AnajnTuyecknii oruer Ne Jara anaausa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npou3BOACTBA I'open no
Analysis performed according ND / Ananus nposeaen no H/I: JITT-Ne(001 198)-(PT"-RU)-290323

5 | Related substances /PoacTBeHHBIE IPUMECH

1) Impurity A / TIpumecs A

2) Impurity B / [Ipumecs B

3) Impurity C/ I[Ipumecs C

4) Impurity D / [Ipumecs D

5) Impurity E / IIpumecs E

Below LOD (LOD = 0.02 %) / Huxe
npenena obrapyxenus (I10 = 0.02 %)
Below LOQ (LOQ = 0.04 %) / Huxe
npezena KOJM4eCTBEHHOTO
onpezenerus (ITKO = 0.04%)

Below LOD (LOD = 0.01 %) / Huxe
npenena obHapyxenus (ITO = 0.01 %)

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

Not detected / He obHapyxeHa

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

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

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

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

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

Remarks: The Product conforms to ND/
IIpumeuanue: [IpofykT cooTBeTCTBYET TpeboBanusm H/T

Conclusion: APPROVED /
3axmaouenune: OJJOBPEHO

Jata: 30.10.2023

Hara: 30.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIposepeno: Himesh Kumar Onobpeno: Menemxdp / Pykosogurensb
Pardeep Kumar = Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date / ¥

Hara: 30.10.2023
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAITU3A
Product : Nise gel 1%
Ipoaykr : Haii3®, renb as HapyXHOro NpuMeHeHNs 1%
Batch No / : V230807 Batch Quantity / : 22976.0 units /
Cepus Ne O6beM napTHH 22976.0 equHU1L
Analytical Report No / : 040002244865 Date of Analysis / : 30.10.2023
AHaInTHYeCKHid oTyeT No JaTa ananuza
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npou3BOACTBA I'open o
Analysis performed according ND / Anajns nposegen mo HJI: JITI-Ne(001 198)-(PI"-RU)-290323

6) Impurity F / [Tpumecs F Not detected / ne obHapyxena  [0) Not more than 0.2 % / ne 6osnee 0,2 %
7) Highest individual Below BDL (BDL=4306) / Hike  [7) Not more than 0.2 % / He 6osiee 0,2 %
unknown impurity / nopora perucrpauuy (ITP= 4306)
EnuHuyHas
HeuAeHTHQHLUPOBaHHAS
NpHMech
8) Total impurities / Below LOQ / Huxe npenena

CymMa npumecei KOJIM4ECTBEHHOr0 onpeleneHus  |8) Not more than 1.5 % / He 6onee 1,5 %

6 Microbial limits* /

Muxpobuonoruyeckas
ypcToTa*
Total viable aerobic microbial
count / Obl1ee KOITUUECTBO <10 CFU/g /<10 KOE/r Not more than 10> CFU/g /
KH3HECTIOCOOHBIX a3pOOHBIX He 6onee 10> KOE/r
MHKPOOPraHH3MOB
Total combined yeast and <10 CFU/g /<10 KOE/r Not more than 10' CFU/g /
molds count / Ob1ee yucno He 6onee 10' KOE/r
IPOXKEBBIX M MIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absent Should absent in 1 g/ OTcytcTBHE B 1 T
Staphylococcus aureus Absent Should absent in 1 g/ OtrcyTcTBUE B 1 T
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [TpoxykT coorBeTcTBYeT Tpebosanusam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [posepenq: Himesh Kumar Onobpeno: Menemxep\ PykoBonuTeb
Pardeep Kumar c:i,f-- d__,_ . | Abhishek Chauhan \Qd )\
Reprint Date / Reprint Date / Reprint Date / \
Hata: 30.10.2023 Hara: 30.10.2023 JHara: 30.10.2023

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




D R dd ’ ...' Dr. Reddy's Laboratories Ltd.
r.me S ® Formulation Unit-6
* Y . 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 AHAJIU3A
Product : Nisegel 1%
Hponykr : Haiiz", resb s HapyskHOro npumenenns 1% |
Batch No / 1 V230807 Batch Quantity / : 22976.0 units /
Cepus Ne O6bem napTun 22976.0 equHU1Y
Analytical Report No / : 040002244865 Date of Analysis / : 30.10.2023
AHaIMTHYECKHii oTyeT Ne JlaTa anaausa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa npou3BOACTBA I'ogen no
Analysis performed according ND / Ananu3s nposeaen no H/L: JITT-Ne(001198)-(PI'-RU)-290323

7 | Assay/ KonuuecTBeHHO® 10.27mg / 10.27mr Not less than 9.0 mg and not more than
oTpeeIeHne 11.0 mg of Ci3H12N205S (nimesulide)
in one gram of gel. /

Or 9,0 pi(¢] 11,0 Mr Ci3H12N2OsS
(ammecysun) 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 TyOy U3 IaMHHHPOBAHHOTO ATOMHHMSA, CHabKEHHYI0 MeMOpaHOH
ISl KOHTPOJIst IEpBOro BCKpbITHs. [1o 1 Ty6e B mauky KapTOHHYIO €
MHCTPYKIIHEH 110 MPUMEHEHHIO (JIUCTKOM-BKJIAJBILIEM).

* 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. /

* TIpOBOAMTCS NPOU3BOAMTENIEM MPU BEIYCKE [EPHOAHUECKH (C HHTEPBAJIOM OJHO HcbTaHUe Ha 20 cepuii Wik He MeHee 1 pasa B
ron). IMokazarens MOXeT 6BITH He BKIIOUEH B cepTU(HKAT aHaH3a GUPMBIL.

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

API manufacturer batch number / NMS/13070717

Homep cepun npouspoantens ADC:

FP Manufacturer API Batch number /

Howmep cepun cy6cTannun npousBoguress I'JID: FEQA00399

API Manufactured by & country / Aarti Drugs Ltd., India /
IlIponsBoanrenb ADC, cTpana: Aapty Jlparc JIta., Manus

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeyanue: [TponykT coorBeTcTByeT Tpebosanuam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: 0 IIposepeno: Himesh Kumar Ono6peno: Menemskep / PykoBonutesnsb
Pardeep Kumar QI_// d—/—ﬁ’ Abhishek Chauhan M
Reprint Date / Reprint Date / Reprint Date / !
Hara: 30.10.2023 Jara: 30.10.2023 Hara: 30.10.2023
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