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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTN3A
1Pr0duct Nise gel
IIpoaykT Haiis®, renb a1 Hapy»XHOTO IpUMeHeHns 1%
Batch No / 1 V220722 Batch Quantity / : 22648.00units /
Cepus Ne Oo6bem mapTuu 22648.00 eauHuL
Analytical Report No / : 890001614209 Date of Analysis / : 15.09.2022
AHanaTHYecKHii oTuer Ne JlaTa ananusa
Date of Manufacture / : Sep.2022 [Date of Expiry / : Aug.2024
JlaTa npousBoacTBa (T"ogen no
Analysis performed according ND / Anasu3 nposenen no H/: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, usm. Ne 2 ot 13.01.2022)

‘Ne | Test/okasatens Result / PesynbTaThbi Specification / Hopma .
1 Description / Onucanue Homogenous transparent light ~ Homogenous light yellow to yellow
yellow gel free from particulate transparent gel, free from particulate matter
matter / OAHOpPOAHBII Npo3pauHblii /  OQHOPOAHBIA MPO3pauyHblii  refib OT
reflb CBETJIO-XKENTOrO LUBETA,  CBETJO-XKEJNTOro JO IKEeNTOro  IBETa,
CBOOOMHBIN OT NOCTOPOHHUX ~ CBOBOAHBIN OT MOCTOPOHHHUX YACTHIL
] YacTULL. :
2 Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
IlonnuHHOCTD CooTBeTCTRYET TpeboBaHUIM chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
YAEpKMBaHUS  OCHOBHOIO  NHKa  Ha
XpOMATOrpaMMe HCObITYEMOro pacTBopa
JIOJKHO COOTBETCTBOBATH BpPEMEHU
YACpXKUBaHMS TNHKa Ha XpoMarorpamme
CTaHJApTHOIO  pacTBOpa  HHUMECYNuJa
~ (paspen «KonnMYECTBEHHOE OMpeAEIEHHE)
3 Weight of package content Slg/Slr ‘In according to Rus. Ph.Not less than |
Macca conepxumMoro J 50.0 g / B cooTBeTCcTBUM C TpeOOBAHUAMHU
yIIaKOBKH | I'® PO. He menee 50,0 r
4 pH 5.7 Between 4.6 and 6.0 / ot 4,6 1o 6,0

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoayxr coorBeTcTBYeT TpeboBanmsm HJT

Conclusion : APPROVED /
3akarouenne: OJJOGPEHO

Prepared by /

Checked by /

[Toarotosneno: Ramakant IIpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Meuemiep / Pyxosoauren

f "I | .
l&»&ﬁ ﬁ _ Amit Kumar N i
HH { :
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.09.2022 Hara: 15.09.2022 Hara: 15.09.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A
Product : Nise gel
ITpoayxr Haii3®, resib A0 HapyHOro npumeHeHus 1%
Batch No / 1 V220722 'Batch Quantity / : 22648.00units /
Cepus Ne O6bem napTuu 22648.00 enrHUL
Analytical Report No / : 890001614209 Date of Analysis / : 15.09.2022
Anaantnyeckuii oryer Ne JlaTra ananusa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
Jata npousBoacTea I'onen no

Analysis performed according ND / Anannz npoegen mo H/I: T1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

5 Related substances /PoacTBeHHble nprMecH

1) Impurity A / I1pumecs A

Not detected / He 0OHapyxeHa

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

2) Impurity B / Ilpumecs B

Less Than LOQ (LOQ = 0.04 %) /
Huxe npenena KoJMueCTBEHHOTO
onpeaenenus (ITKO = 0.04 %)

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

3) Impurity C/ [Ipumecs C

Not detected / He obHapyxkeHa

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

4) Impurity D / TTpumecs D

Not detected / He o6HapyxeHa

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

5) Impurity E / [Ipumecs E
6) Impurity F / [Tpumecs F

7) Highest individual
unknown impurity /
Ennununas

IpUMecCh
8) Total impurities /
CymMma npuMeceit

HePIIIeHTH(bHLIHpOBaHHaﬂ

Not detected / He obnapyskeHa

Not detected / He oGHapyxeHa

" Less Than LOQ (LOQ = 0.1 %) / |
HI/I)KC npeacna KOJIH4YECTBEHHOI o
onpeaenenns (ITKO = 0.1 %)

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

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

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

Less Than LOQ / Huxe npeaena

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

KOJIHYECTBCHHOI'O ONpeAcICHUA

Remarks : The Product conforms to ND/
Ilpumeyanue: [Ipoaykt cooTBeTCTBYET TpeGoBaHusam HJT

Conclusion : APPROVED /
3akarouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant ITpoBepeno: Pardeep Kumar Onobpeno: Menemxep / Pykoontens
| f Amit Kumar A\ AN~
} = " = --""d_ﬂ____
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.09.2022 Hara: 15.09.2022 Hara: 15.09.2022

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

% s

’ ® Formulation Unit-

Dr' Reddy s 0. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITN3A
Product : Nise gel
[Mpoaykr : Haiis®, resb 1015 Hapy>KHOTO NpUMeHeHus 1% -
Batch No / : V220722 'Batch Quantity / : 22648.00units / o
Cepusa Ne O6bem napTun 22648.00 eanHny
Analytical Report No / : 890001614209 Date of Analysis / : 15.09.2022
AHanuTH4YecKnii oruer Neo Jdata anannza
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
JaTta npon3BoacTea I'ogen o

Analysis performed according ND / Ananus nposened mo H/I: I1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

6 Microbial limits /
Mukpobuooruueckas
UKCTOTA
[Total aerobic microbial count
/ O61i1ee Yucio aspoOHbIX Less than 10 CFU/g / Not more than 100 CFU/g /
MHKPOOPTraHU3MOB Menee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and
molds count / O61iee uncio Less than 10 CFU/g/ Not more than 10 CFU/g /
[IPOXOKEBBIX M MIECHEBBIX Menee 10 KOE/r He 6onee 10 KOE/r
rpuboB
S.aureus Absent / OtcyTcTBYeT Should absent in 1 g/ OrcyTcTBue B I
[P.aeruginosa | Absent / OtcyrctByeT Should absent in 1 g/ OrcytcTBue B Ir
7 Assay / KonnuectsenHOe 10.18 mg/10.18 mr | Not less than 9.0 mg and not more than
onpeneneHune 11.0 mg of C13H12N»0;5S Nimesulide in
one gram of gel. /
i oT 9,0 pife] 11,0 MI C13H12N2058
!(HHMech‘lHl{a) B 1 r mpenapata
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeGoBanusam HJT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToeneno: Ramakant Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoautesns
b M Amit Kumar A -
&l <L - [ S
Reprint Date / Reprint Date / Reprint Date /
Hata: 15.09.2022 Hara: 15.09.2022 Hata: 15.09.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A
Product Nise gel W
Mpoayvkr Haii3®, renb 11 Hapy)KHOro mpuMeHeHus 1%
Batch No / 1 V220722 Batch Quantity / : 22648.00units /
Cepusi Ne O6beM naprun 22648.00 eqmuuLl
Analytical Report No / : 890001614209 Date of Analysis / : 15.09.2022
AHasinTHyeckui oTyet No HJata anaauza
Date of Manufacture / : Sep.2022 Date of Expiry / ¢ Aug.2024
Jarta npoussoacTBa I'open no

Analysis performed according ND / Anann3 nposeaen no H: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 o1 13.01.2022)

8

Package / YnakoBka

Labeling / Mapkuposka

50 g in a laminated aluminum tube 20 g, 50 g or 100 g in a laminated

equipped with tamper-evident
membrane. 1 tube and patient

[Io 50 r B TYOY U3
AAMUHNPOBAHHOTO alFOMUHUS,
[cHabKeHHY0 MemOpaHoit 1ns

TyOe B MauKy KapTOHHYIO C
HHCTPYKLUEH NO npliMeHeHifio

information leaflet in a carton. /

KOHTPOIs NEPBOro BCKpeITHS. [0 1

aluminum tube equipped with
tamper-cvident membrane. 1 tube and
patient information leaflet in a carton. /
ITo 20 r, 50 r unu 100 r B TYOY U3
JaMMHHAPOBAHHOIO aNMIOMMHHUS,
CcHabXXeHHYI0 MeMOpaHoil 1 KOHTPOJIS
nepBoro BckpbITHa. [Jo 1 Tybe B mauky
KapTOHHYIO C UHCTPYKLUHEN MO
IPHMEHEHHIO

IH‘

Storage conditions /
XpaHeHue

|
He 3aMopaxxnBars.

Shelf life / Cpox roasocty

2 years /2 rona

According to ND / B cootserctBuu ¢ HJI

\At temperature below 25 °C. Do not freeze. / TTpn TeMmnepatype He Boiule 25 °C.

Remarks : The Product conforms to ND/
IHpumeuanue: [TpoaykT cooTBeTCTBYET TpeOoBanusM HJT

Conclusion : APPROVED /
3akiaouenue: OJIOBPEHO

Prepared by /
[oarorosneno: Ramakant

A

Checked by /
Iposepeno: Pardeep Kumar

L

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTenb
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Reprint Date /
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