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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

CEPTU®UKAT AHAITNU3A www.drreddysicomm
Product : Nise gel
Hpoayxr Haii3®, renp anist HapyxHoro npumeHenus 1%
Batch No / : V211182 Batch Quantity / : 11475 SU units /
Cepus Ne Odbem mapTuu 11475 SU exunu
Analytical Report No / : 890001554970 Date of Analysis / : 14.11.2021
AHanuTHYeCKHUH oTueT No JaTta ananunza
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTa mpouzBoacTBA T'ogen oo

Analysis performed according ND / Ananu3 nposegen mo HJ/I: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / n3m. Ne 1 ot 16.09.2020)

Result / Pesynbrare

Ne | Test/ INokazatens

1 |Description / Onncanue

Specification / Hopma

free from particulate matter /

OT MMOCTOPOHHUX YaCTHII.

OIHOPOAHBIN NPO3pauHblii renkb
CBETJIO-XKEJITOIO L{BETA, CBODOOAHBIN CBETNO-KENTOr0 [0

l«.‘l|

TTomJIMHHOCTD

' Identification by HPLC/

Complies as prescribed /
CooTBeTCcTBYET
TpeOOBaHUAM

Homogenous transparent yellow gel Homogenous light yellow to vyellow

transparent gel, free from particulate matter
/  OnHOpPOAHBIA mpo3payHbii renp OT
XKENTOrO  1IBETA,
cBOOOHBIH OT MOCTOPOHHHX YACTHIL.

The retention time of the major peak in the
‘chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
YIEpXKMBaHUS  OCHOBHOIO  MHKa  Ha
XpOMATOrpaMMe HCHBITYEMOTO  pacTBopa
OJDKHO COOTBETCTBOBATD BpEMeHH
YAepXKHMBaHUS INHKA HAa XpoMaTorpamme
ICTaH,L[apTHOFO pactBopa  HHMecCynuza
(paspen «KonuyecTBeHHOE OIpeaeNeHHe»)

Macca copepxumoro
yaKOBKU

3 | Weight of package content

101g/101r

In according to Rus. Ph..Not less than
100.0 g/ B cooTBeTCTBUM ¢ TpEOOBAHUAMH
['® P®. He menee 100,0 r

4 pH

5.5

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

5 | Related substances /PocTBeHHBIE MPHMECH

1) Impurity A/ IIpumecs A

2) Impurity B / Ilpumecs B

3) Impurity C/ Ilpumecs C

4) Impurity D / IIpumecs D

5) Impurity E / ITpumecs E

Not Detected

Less than LOQ(0.04%
Not Detected

Not Detected

0.09%

1) Not more than 0.2 % / He 6011ee 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 6osnee 0,2 %

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

Remarks : The Product conforms to ND/
IIpumeuanne: [TponykT cooTBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axuawuenne: OJOBPEHO

Prepared by / Ankit

IToAroToBeHo: ('./B
i

Checked by / Himesh Kumar

Hposepw;

Approved by: Manager/Executive / Pawan
Kumar ]
Onobpeno: Menemxkep / PykoBoauTes ,A)_.__

Print Date /15.11.2021
Jara:

Print Date /15.11.2021
Hara:

Print Date /15.11.2021
Jara:
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Jarta npousBojcTBa

CEPTU®PUKAT AHAJIU3A www.drreddys.com
Product : Nise gel =]
IIpoaykT Haii3®, rens ans HapyxHoro npumenerus 1%
Batch No / : V211182 Batch Quantity / : 11475 SU units /
|Cepust Ne Oo0bem napruu 11475 SU epnnu
Analytical Report No / : 890001554970 Date of Analysis / : 14.11.2021
AHaTHTHYECKHH 0T4eT No |MaTa ananusa
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023

‘Foneﬂ Ji {0}

Analysis performed according ND / Ananu3 nposeaen no HJ/I: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

7) Highest individual
Enunnygas
npUMeCh

8) Total impurities /
Cymma nmpumeceii

6) Impurity F / [Tpumecs F
unknown impurity /

HCHI[GHTH(bHL[HpOBaHH&ﬂ

Not detected

Less than LOQ (0.1%)

0.1%

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

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

6 Microbial limits /

Mukpobuonornyeckas
YHCTOTA

MHUKPOOPraHu3MoOB

rpu6os
S.aureus

P.aeruginosa

Total aerobic microbial count
/ OblLLee uncao aspobHBIX

Total combined yeast and
molds count / O61ee yucio
JIPONOKEBBIX U [IECHEBLIX

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

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

Absent / OTcyTCTBYET

Absent / OTcyTcTBYyeT

ornpeneneHue

7 | Assay/KonudecTBeHHOE

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

Not more than 10 CFU/g /

iHe 6onee 10 KOE/T

Should absent in 1 g/ OtcytcTBUE B IT

Should absent in 1 g/ OtcyTcTBHE B 1T

10.16 mg/ 10.16 mr

Not less than 9.0 mg and not more than
11.0 mg of Ci3H2N>05S Nimesulide in
one gram of gel. /

0T 9,0 10 11,0 Mr C13H2N,05S
(Humecynuna) B 1 r npenapara

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpameyanne: [IponykT cooTBeTcTBYET TpebGoBaHusM HJT 3akmouenue: ONIOBPEHO

Prepared by / Ankit Checked by / Himesh Kumar Approved by: Manager/Executive / Pawan
HpUBeW Kumar

IToprororneHo: Lj | o ' Onobperno: Menemxkep / PykoBoauTeb /%-’

Print Date /15.11.2021 Print Date /15.11.2021 Print Date /15.11.2021

Hara: Hara: Hara:
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CEPTUPUKAT AHAJTIU3A www.drreddys.com
Product : Nisc gel
Ipoaykr : Hais®, renp A1st HApyKHOTO NpuMmeneHus 1%
Batch No / : V211182 :Batch Quantity / : 11475 SU units /
Cepus Ne O0bem naprTuu 11475 SU eanuui
Analytical Report No / : 890001554970 Date of Analysis / : 14.11.2021
AHammTu4yeckuii ordeT No JlaTa ananusa
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npou3BoacTBa T'omen no
Analysis performed according ND / Anann3 nposeaen no HJI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 ‘Package / YnakoBka 100 g in a laminated aluminum 20 g, 50 g or 100 g in a laminated
tube equipped with tamper-evident aluminum tube equipped with
membrane. | tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
o 100 r B TyOy n3 [To 20 r, 50 r nnu 100 r B TYOY 13
NIaMITHHPOBAHHOTO AJTKOMHHHISI, JIAMHHUPOBAHHOTO AJIFOMHHHS,
jcHabxxeHHyr0 MeMOpaHoii s cHaOKeHHYI0 MeMOpaHoii 11 KOHTPOIS
[KOHTPOJIsl iepBoro BekphiTis. [1o 1 nepsoro sekpbitus. o 1 TyGe B mauky
TyOe B MauKy KapTOHHYIO € [KapTOHHYIO € HHCTPYKLHeii 1o
- MHCTPYKLETT MO NpIMEHEHH 0 NpHMEHEHHIO
9 | Labeling / MapkupoBka According to ND / B cooTBerctBuu ¢ HI] R
10 |Storage conditions / At temperature below 25 °C. Do not freeze. / Ipu Temnepatype se Bbliue 25 °C.
XpaHeHHe He 3aMoOpaxuBaTh.
11 |Shelflife / Cpok rogHocT {2 years / 2 rona ) __
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusM HIT 3axmouenue: OJIOGPEHO
Prepared by / Ankit Checked by / Himesh Kumar Approved by: Manager/Executive / Pawan
: IIposepeHo: —~ Kumar
[ToarorosneHo: @ P <‘::_\.l/” < Onobpeno: Menemxep / PykoBoauTeib %7—
Print Date /15.11.2021 Print Date /15.11.2021 Print Date /15.11.2021
Jara: Jara: Hara:

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: L85195AP1984PLCO04507
www.drreddys.com



