Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATI3A
Prodict : Nise gel
IIpoJykr Haii3®, reab Ans Hapy>kHOTO npuMeHeHus 1%
Batch No / : V220788 Batch Quantity / : 11422.000 units /
Cepun Ne : O0bemM napTHH 11422.000 enunuy
Analitical Report No / : 040001647794 Date of Analysis / : 01.10.2022
AHaJuTndeckHii oTueT Ne Jara anann3za
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JdaTa nponssoacTea TIonen no
Analysis performed according ND / Ananuz nposeaen no HJI: ITN012824/02-100320 (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)

Ne  Test/ TokazaTenb Result / Pe3ynbratsl

Specification / Hopma

1 'Description / Onucanne

0

JacCTH L.

Homogenous transparent light
yellow gel, free from particulate
matter / OQHOpOAHbIH po3pauHblii /  OJHOPOAHBIA  MpO3pauHbIH
rens CBETJIO-KENTOTO 1IBETa,
CBOGOJHBIH OT IOCTOPOHHMX

Homogenous light yellow to yellow
transparent gel, free from particulate matter
rejlb  OT
CBETJIO-KENTOO O OKENTOro  LIBETA,
CBOOOZHBII OT IOCTOPOHHUX YACTHLI.

2 |Identification by HPLC / C_om_plies as prescribed /

[ToanmuHHOCTL

CooTBeTCTBYET TpeGOBaHUAM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
yIepXHBaHWsl  OCHOBHOTO  mNHKa  Ha
XpoMaTorpaMMe HCOBITYEMOTO  pacTBOpPa
IOJDKHO COOTBETCTBOBATD BpPEMEHH
YAEpXKUBaHUS NHUKA Ha XPOMATOrPaMMe
CTAaHIAPTHOrO  PACTBOPA  HHMeCYIHIa
(pazznen «Kosn4uecTBEeHHOE OpeaeIeH e)

|

3 | Weight of package content 101 g/101r ‘In according to Rus. Ph.Not less than
Macca conepxumoro 100.0 g/ B cooTBeTCcTBHH C TpeOGOBaHUAMH
[yIIaKOBKH ['® PO. He menee 100,0 T

4 |pH 5.4

'Between 4.6 and 6.0 / 0T 4,6 10 6,0

F—J Related substances /PoacTBeHHEbIe TPUMECH

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykT coorBeTcTBYeT TpeGoBanusm HJT

Conclusion : APPROVED /
3axmouenue: OTOBPEHO

Prepared by / & Checked by /
A

Approved by: Manager/Executive /
Onobpeno: Menemxep / Py}rcaaomirenb
Pawan Kumar Sharma ‘_b‘://

IMonrorosneHo: Ankit Ilposepeno: Ramakant‘@“&
Reprint Date /01.10.2022 Reprint Date /01.10.2022
Jlara: Hata:

Reprint Date /01.10.20227
Jara:
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Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTUSA
Product : Nise gel
IIpoAykT Haii3®, reap ans HapyxHoro npumeHedus 1%
BatchNo / : V220788 Batch Quantity / : 11422.000 units /
Cepus Ne O6pem napTHH 11422.000 eaMHNUL
Analytical Report No / : 040001647794 Date of Analysis / : 01.10.2022
AHaJUTHYECKHH oTdeT No JlaTa aHau3a
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JlaTa npon3BoacTBa T'open mo

Analysis performed according ND / Ananu3s nposenen no HJI: [1N012824/02-100320 (amend Ne l
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 or 16.09.2020, u3m. Ne 2 ot 13.01.2022)

1) Impurity A / Tlpumecs A

2) Impurity B / [Ipumecs B

3) Impurity C / ITpumecs C
4) Impurity D / [Tpumecs D
5) Impurity E / ITpumecs E

6) Impurity F / [Ipumecs F
7) Highest individual
unknown impurity /
Ennanunas
HeuaeHTHPULHMpOBaHHAS
pUMEChH

8) Total impurities /
CymMa npuMecei

Not Detected
Hwxe npenena obHapyxeHHs

Less than LOQ (LOQ = 0.04 %) /
Hiwke npenena KOIH4ECTBEHHOTO
ompeaenenus ([TKO = 0.04 %)
Not detected / He o6HapyxeHa
Not detected / He o6HapykeHa

Huxe npeaeia KOJH4ECCTBEHHOI O ’

Not detected / He 0bHapy»xeHa
Less than LOQ (LOQ = 0.1 %) /
Huxe npenena KOMMIECTBEHHOTO
onpeaenenus ([TKO = 0.1 %)

Less than LOQ / Huxe npenena
KOJIMYECTBEHHOTO OMPEAEICHUA

‘6 ‘Microbial limits /

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipogykt cootBeTcTBYET TpeboBanusiMm HIT

Conclusion :-APPROVED /
3axawuenne: OJOBPEHO

Prepared by /

IToarorosneHo: Ankit @’/

Checked by /

Iporepeno: Ramakant g i ﬂ

Approved by: Manager/Executive /

Reprint Date /01.10.2022
Jara:

Reprint Date /01.10.2022
JlaTta:

Reprint Date /01.10.2022 ~
Hara:
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1) Not more than 0.2 % / ne 6onee 0,2 %

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

3) Not more than 0.2 % / ne 6onee 0,2 %
4) Not more than 0.2 % / He Gonee 0,2 %
Less than LOQ (LOQ = 0.07%) / [5) Not more than' 0.2 % / ve 6onee 0,2 %

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

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

Opobpeno: Menemxep / Pyl(bzsgwem
Pawan Kumar Sharma ‘/




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJTTU3A
Produtt  : Nise gel
IIpogykT Haii3®, renp 1l HapyHOro npumereHus 1%
Batch No / : V220788 Batch Quantity / : 11422.000 units /
Cepa Ne O06beM NapTHH 11422.000 eanHuL
Analytical Report No/ : 040001647794 Date of Analysis / : 01.10.2022
AmnaJsIHTHYeCKHI oTueT Ne Jata anannza
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
Jara Ipon3BoacTBa I'oaen no
Analysis performed according ND / Ananus nposenen no BJI: I1 N012824/02-100320 (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)

Muxpobuonoruieckas

HHcToTa

Total aerobic microbial count
O011iee 4nCcno a3pOoOHBIX

MHKPOOPraHin3MoB

Total combined yeast and

molds count / Obliiee yucio

UIPOJOKEBBIX U TIIECHEBBIX

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

Less than 5 CFU/g/
Menee 5 KOE/r -

Not more than 10 CFU/g /
He 6onee 10 KOE/r

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

tube equipped with tamper-evident
membrane. 1 tube and patient
information leaflet in a carton. /
ITo 100 r B TYOy U3
NaMHHUPOBAHHOTO AIOMUHHS,
cHaGkeHHy10 MeMOpaHO# AJis
KOHTPOJIS IEPBOrO BCKpPhITHSA. 110 1
Ty0Oe B n2a4Ky KapTOHHYIO ¢
MHCTPYKIMEH MO NPUMEHEHHIO

rpuooB
S.aureus Absent / OTCyTCTBYET Should absent in 1 g/ OrcyTcTBHE B 1T
P.aeruginosa Absent / OTcyTcTBYeT Should absent in 1 g/ OrcyrcrBue B Ir
7 Assay / KonmiuecTBeHHOE 10.16mg /10.16MF ‘Not less than 9.0 mg and not more than
onpeneNeHne 11.0 mg of C13H12N20sS Nimesulide in
one gram of gel. /
.ot 9,0 no 11,0 mr Ci3H2N2058
(nMMecynuaa) B 1 r npenapara
8 |Package / YnakoBka 100 g in a laminated aluminum 20 g, 50 g or 100 g in a laminated

aluminum tube equipped with
tamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
o 20 r, 50 r unm 100 r B TYOY 13
JIAMHHUPOBAHHOT'O AJIFOMUHHS,
‘cHabxeHHyr0 MeMOpaHO# st KOHTPOS
nepBoro BCkpuITHsL. ITo 1 TyOe B mauky
KapTOHHYIO ¢ HHCTPYKLMEH 1o
MPUMEHEHHIO

Remarks : The Product conforms to ND/
ITpumeuanne: ITpoaykr coorBeTcTBYET Tpedosanusm HII

Conclusion ;: APPROVED /
Zaxmouenue: OJIOGPEHO

Prepared by /
[ToarorosneHo: Ankit

L3

Checked by /

ITpoeepeHo: Ramakant @M/

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKoBoauTenb
Pawan Kumar Sharma =

=

Reprint Date /01.10.2022
Haru:

Reprint Date /01.10.2022
Hara:

Jara

Reprint Date /01.10.2022
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIN3A
Produtt : Nise gel
posaykr Haii3®, resb qist HapyxHoro npiuMeHenus 1%
BatchNo / : V220788 Batch Quantity / : 11422.000 units /
CepusaNe O0beM napTHH 11422.000 egunun
Anal ytical Report No / : 040001647794 Date of Analysis / : 01.10.2022
Amnayurnyeckuii oryet Ne JaTa aHaau3a
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JlaTa npou3BoacTBA Togen a0

Analysis performed according ND / Ananu3 nposenen no H/L: [1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. No 2 or 13.01.2022)

9 Labeling / MapkupoBka According to ND / B cootsetctuy ¢ HJI
10 | Storage conditions / IAt temperature below 25 °C. Do not freeze. / [1py Temneparype He Bbiwne 25 °C.
Xpanenue He 3aMopaXHBaTh.

11 |Shelflife / Cpok rogsocTd 2 years /2 rona LS S
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IpoaykT cooTBETCTBYET TpeborannaM HJT 3aximogenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HonrorosneHo: Ankit C IIpoBepeHo: Ramakant Onobpeno: Menemxkep / Pykogoaurens

A &d Pawan Kumar Sharma (J.‘_"’._';}r'

Reprint Date /01.10.2022 Reprint Date /01.10.2022 Reprint Date /01.10.2022
Jara: Hara: Hara:
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