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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
www.drreddys.com

CEPTUOUKAT AHATU3A
Product : Nise gel
Ipoayxr : Haiis®, renb ans HapyxHOro NpUMeEHeHUs 1%
Batch No / : V220274 Batch Quantity / + 11422.000 units /
Cepus Ne O0bem napTuu 11422.000 eanHuL
Analytical Report No / : 890001587302 Date of Analysis / : 27.04.2022
AHaJuTHYeCKHH oTueT No JlaTa ananu3a
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JlaTa npousBoacTBa Tonen no
Analysis performed according ND / Auaau3 nposeaen no HJI: [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 ot 13.01.2022)

Ne | Test / Ilokasatens ] | Result / PesynbTarh! Specification / Hopma |
1 | Description / Onincanue [Homogenous transparent light Homogenous light yellow to yellow "
yellow gel, free from particulate transparent gel, free from particulate matter
matter / OiHopoaHbIi npo3payHblli /  OXHOpOAHBIM NpO3padHbIA  renb  OT
renb CBETIIO-XKENTOro LBETA, CBETJIO-KENITOr0 [0 JKEITOro  LBETa,
CBOOO/HEIA OT MOCTOPOHHHX cBOOOAHBIH OT MOCTOPOHHMUX HACTHIL.
| YaCTHII. |
2 |Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
[loANMMHHOCTD COOTBETCTBYET chromatogram of the sample preparation
TpeOoBaHUAM corresponds to that in the standard
preparation under assay / Bpemsa
yIepKUBaHHS  OCHOBHOrO  MHKa  HA
XpOMaTorpaMme HCTBITYEMOro  pacTBOpa
JIOTDKHO COOTBETCTBOBATH BPEMEHH
yIepKUBaHUS TIMKA Ha XpoMaTorpamMe
' CTaHJAPTHOMO  pacTBOpa  HUMeECYnHia
o (pa3nen «Konu4ecTBEHHOE ONPEAENEHUEY) |
3 | Weight of package content 101 g/101r In according to Rus. Ph..Not less than
Macca coiepxumMoro 100.0 g/ B cooTBeTcTBUH C TpeOOBaHUAMH
yTTaKOBKH ['® P®. He menee 100,0T
4 |pH 5.5 ~Between 4.6 and 6.0/ ot 4,6 110 6,0
: |

Remarks : The Product conforms to ND/
IIpameuanue: [Iponykt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akawouenne: OJJOBPEHO

Prepared by / Ankit
MNoaroToBneHo:

(2

Checked by / Naresh Kumar
IIpoBepeHo: é
7

—

Approved by: Manager/Executiye /Pavan
Kumar Sharma = e
OnobpeHo: Menemxep / PykoOaHTeNb

Reprint Date /27.04.2022
HaTa:

Reprint Date /27.04.2022
Jara:

Reprint Date /27.04.2022
Hara:
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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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A
Product : Nise gel
Ipoayxr : Haii3®, rens 1n1s HapyHOro npuMeHeHust 1%
Batch No / : V220274 Batch Quantity / : 11422.000 units /
Cepnsa Ne O0bem naptuu 11422.000 equnuig
Analytical Report No / : 890001587302 Date of Analysis / : 27.04.2022
ABpanuTudeckuii oTyer No JlaTa ananusa
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JaTa npousBoacTBa I'ogen no
Analysis performed according ND / Ananns npoenen mo HJI: ITIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / usam. Ne 1 ot 16.09.2020, usm. Ne 2 ot 13.01.2022)

5

Related substances /PocTBeHHBIE MPUMECH

1) Impurity A / IIpumecs A

=0.02 %)
2) Impurity B / TIpumecs B

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

Below LOQ (LOQ = 0.04 %) /
HI/I)KC npe,nena KOJIMYECCTBCHHOTO

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

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

3) Impurity C / [Ipumecs C
4) Impurity D / I[lpumecs D
5) Impurity E / TIpumecs E
6) Impurity F / Ilpumecs F
7) Highest individual
unknown impurity /
Enuauunas
HeUACHTUGULHPOBAHHAS
TIpUMeCh

8) Total impurities /
Cymma npumeceit

onpeaenenus (IIKO = 0.04 %)
Not detected / He obHapyxeHa
Not detected / He o6HapyxeHa
Not detected / He 0OHapyxeHa
Not detected / He obHapyxkeHa
Below LOQ (LOQ =0.1 %)/
Huxe npeaena KomMuecTBEHHOTO
onpexenenus (IIKO = 0.1 %)

Below LOQ / Huwxe npeaena
KOJIMYECTBEHHOTO ONpeeNeH s

3) Not more than 0.2 % / "He 6osiee 0,2 %
4) Not more than 0.2 % / He 6oJee 0,2 %
5) Not more than 0.2 % / He 6oiee 0,2 %
6) Not more than 0.2 % / He 6onee 0,2 %
7) Not more than 0.2 % / e 6onee 0,2 %

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

Remarks : The Product conforms to ND/
IIpumeyanue: [Iponykt coorBeTcTBYET TpeboBanrsaM HJ|

Conc

lusion : APPROVED /

Saxkmiouenue: OJOBPEHO

Prepared by / Ankit
MoaroTosneHo:

=

Checked by / Naresh Kumar

IIpogepeHo: @

Onob6
/

Approved by: Manager/Executive /Pavan
Kumar Sharma - :

L T~ =5

peno: Menemxep / PykoBoguTe b

Reprint Date /27.04.2022
Hara:

Reprint Date /27.04.2022
Hara:

Hara:

Reprint Date /27.04.2022
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A
Product : Nise gel
poayrr Haiis®, reas ans HapyKHOro npuMereHus 1%
Batch No / 1 V220274 Batch Quantity / : 11422.000 units /
Cepust Ne O0BeM napTun 11422.000 enynun
Analytical Report No / : 890001587302 Date of Analysis/ ¢ 27.04.2022
AHanuTHYeCKUi oTueT No Hara ananm3za
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
Jata npousBoacTBa I'ogen o

Analysis performed according ND / AHann3 nposegen no HJI: I N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / usam. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

6 Microbial limits /

MukpoOuonoruyeckas
[4ncrora

/ Ob1iee yncno aspobHbIX
MHKPOOPraHH3MOB
Total combined yeast and

VIPOJKEBEIX U IIJIECHEBBIX
rpudos
S.aureus

IP.aeruginosa

Total aerobic microbial count

molds count / Ob11ee yncio

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

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

[Absent / OrcyreTryeT

Absent / OrcyTeTByer

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

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

Should absent in 1 g/ OrcyTteTue B 1r

Should absent in 1 g/ OtcyTereue B 1r

7 | Assay/ KonuuecTBeHHOE
orpesencHne

10.07 mg /10.07mr

Not less than 9.0 mg and not more than
11.0 mg of C13H2N205S Nimesulide in
one gram of gel. /

loT 9,0 A0 11,0 mr Ci;3H2N2OsS
(rumecynuza) B 1 r mpenapata

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpeGosanmsam HJ

Conclusion : APPROVED /
Saxmouyenne: OJJOBPEHO

Prepared by / Ankit
[NoaroToBneHo:

(A

Checked by / Naresh Kumar
IIpoepeno:
(&

P

Approved by: Manager/Exegutive /Pavan
Kumar Sharma Spv=—

Ono6perno: Menemkep / PYkoBozinTes

Reprint Date /27.04.2022

Jara:

Reprint Date /27.04.2022
Jara:

Reprint Date /27.04.2022
Jara:
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Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTU3A

Product : Nise gel
Ipoayxr : Haiis®, rens 112 Hapy>xHoro npuMeHenus 1%

Batch No / 1 V220274 Batch Quantity / : 11422.000 units /
Cepusi Ne Obbem napTun 11422.000 egununy
Analytical Report No / : 890001587302 Date of Analysis / : 27.04.2022
AHaJIUTHYECKHI oTyeT No JlaTa aHa/H3a

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024

JlaTa nmpon3BoOACTBA TI'opeH 1o

Analysis performed according ND / Ananus npogsenen o HJI: TI N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uam. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

8 | Package / Ynakoska | 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. 1 tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
ITo 100 r B TY6Y U3 Mo 20 r, 50 r unu 100 r B TyOYy U3
NAMMHHPOBAHHOrO ATIOMHHUS, NTaMHHUPOBAHHOTO ANIOMUHUS,
cHabmeHHy0 MeMOpaHo# Ui ‘cHabxeHHY0 MeMOpaHO# JJ1 KOHTPOJIs
KOHTPOJis nepBoro Bekpbiths. [To 1 nepeoro Bekpbitus. ITo 1 Ty6e B mauky
Ty0e B MaYKy KapTOHHYIO C KapTOHHYIO C HHCTPYKLHEH 110
HHCTPYKILeil 10 MPUMEHEHHIO TIPHMEHEHITI0

9 |Labeling / Mapxuposka According to ND / B cootsercTBuu ¢ HJJ

10 |Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He BbiLue 25 °C.

XpaHeHue He 3amMopaxxuBarth.
11 |[Shelflife / Cpok rogsocTd |2 years / 2 rona B

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

IMpumeuanue: IIpoaykt cooTBeTcTBYeT Tpebobanusam HJI 3akmouyenne: OJJOBPEHO

Prepared by / Ankit Checked by / Naresh Kumar Approved by: Manager/Executive /Pavan

MoAroToBNEHO: [TpoBepeHo: , Kumar Sharma g e
& Q/ Ono6pero: Mesemkep / PYkoBoauTtes

Reprint Date /27.04.2022 | Reprint Date /27.04.2022 Reprint Date /27.04.2022

Hara: Hara: Hara:
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