Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

N CEPTUDUKAT AHATIU3A
Product : Nise gel
INpoaykr : Haiis®, rep A HapyxHOro npumexeHus 1%
Batch No / : V210832 Batch Quantity / : 22,651 units /
Cepusi Ne OGbem mapTHH 22,651 epunnn
Analytical Report No / : 890001542408 Date of Analysis / : 31.08.2021
AHaJuTHYecKHit oTueT No JlaTa anaausa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
Jata npoH3BoacTBa T'omen ao
Analysis performed according ND / Ananns nposexen mo HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

No | Test / Ilokasatens Result / Pe3ynbTaThl 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 / OTHOPOAHBIN MPO3pAYHBIN :/ OnHOpONHBIH MpPO3payHbId  reiab  OT
reNlb XKENTOro HBETa, CBOOOMHBIA OT CBETIO-KENTOr0 10 XKENTOr0  LBET3,
IIOCTOPOHHHX YaCTHIL. cBOOOIHEIM OT NOCTOPOHHHMX YaCTHII.
2 | Identification by HPLC/ Complies as prescribed / The retention time of the major peak in the
[[TopnuHHOCTD CoOTBETCTBYET chromatogram of the sample preparation
TpeboBaHUAM corresponds to that in the standard
preparation under assay / Bpems
yAEep)KMBaHMs ~ OCHOBHOIO  MHKa  Ha
XpoMaTorpaMmMe HCIBITYEMOrO  pacTBOpa
JIOTDKHO COOTBETCTBOBATh BpPEMEHH
ylepXKHBaHHA THKAa Ha XpOMarorpamme
CTAHJAPTHONO  pacTBOpa  HHUMECYNHIa
! (pazzen «KoNMYeCTBEHHOE OMpeE/IeHUE)
3 | Weight of package content 51g/5lr In according to Rus. Ph.Not less than
Macca conep>XxMMoro 50.0 g / B cooTBeTCTBHU € TpeOOBaHUAMH
YIIaKOBKH [® Pd. He menee 50,0
4 |pH 5.2 | Between 4.6 and 6.0/ ot 4,6 10 6,0
5 | Related substances /PoacTBeHHBIE NPUMECH

1) Impurity A / IIpumecs A

Not detected

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

2) Impurity B / [lpumecs B

BDL (Disregards Area 4385)

2) Not more than 0.2 % / ne bonee 0,2 %

) Impurity C / Ilpumecs C

Remarks : The Product conforms to ND/
Hpumeuanue: [IpoaykT cootBeTcTBYeT Tpebosanusm HJT

Not Detected

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

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: _f IIpoBepeHo: Opobpeno: Menemxep / PykoBoguTessb
Pardeep Kumar “=— Rajeev Gandhi Manoj Kumar WJ
Print Date / Print Date / Print Date /

Hara: 31.08.2021 Jata: 31.08.2021 Hata: 31.08.2021
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CERTIFICATE OF ANALYSIS

" CEPTUDUKAT AHATIN3A
Product : Nise gel
IIpoayxT Haiis®, resp miist HapykHOro npruMeHeHus 1%
Batch No / : V210832 Batch Quantity / : 22,651 units /
Cepust Ne O0bem napTan 22,651 eqMHHUL
Analytical Report No / : 890001542408 Date of Analysis / + 31.08.2021
AHanuTHYecKHil oTueT No JlaTa aHaIM3a
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JlaTa npoH3BOACTBEA Tosmen o
Analysis performed according ND / Ananus nposeaen no HJI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7) Highest individual
unknown impurity /
Enunndnas .
HeneHTHQUIPOBaHHas
pUMECh

BDL

8) Total impurities /

CymMa npuMecei

Less than LOQ (0.1%)

4) Impurity D / TIpumecs D Not Detected 4) Not more than 0.2 % / He bonee 0,2 %
5) Impurity E / [Tpumecs E Less than LOQ (0.07%) 5) Not more than 0.2 % / e Gonee 0,2 %
6) Impurity F / [Ipumecs F Not Detected 6) Not more than 0.2 % / ne 6onee 0,2 %

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

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

6 Microbial limits /

Miuxkpobruonoruueckas

YHCTOTA

Total aerobic microbial count
Ob1ee 4yncno a3poOHBIX

MEKPOOPTaHU3MOB

Total combined yeast and

molds count / Ob1uee yucio

IPOMCKEBBIX U MJIECHEBBIX

rpuboB

S.aureus

P.aeruginosa

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

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

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

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

Absent in 1 g/ OrcyrerByer B It Should absent in 1 g/ OtcyTctsre B 1r
|

Absent in 1 g/ OtcyretByer B Ir  Should absent in 1 g/ OtcyTcTBHe B 1T

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoOJYKT COOTBETCTBYET tpeboBanuam HJ{

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Nara: 31.08.2021
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CERTIFICATE OF ANALYSIS

. CEPTUDUKAT AHAJTU3A
Product : Nise gel
Hpoaykr : Haiis®, rens [ns Hapy»*KHOTO NpUMEHEHHS 1%
Batch No / : V210832 Batch Quantity / : 22,651 units /
Cepus No O6beM mapTHH 22,651 eqUHHKL
Analytical Report No / : 890001542408 Date of Analysis / : 31.08.2021
Ananurnyeckuii oryer Ne JaTa ananusa
Date of Manufacture / : Aug-2021 Date of Expiry / : luly-2023
JlaTa MpoN3BOACTBA T'open 10
Analysis performed according ND / Anamm3 nposeaen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

7 | Assay / KonudecTBeHHOE 10.13 mg/ 10.13mr Not less than 9.0 mg and not more than
onpeneneHne 11.0 mg of C;3H12N205S Nimesulide in
one gram of gel. /

ot 9,0 mo 11,0 mr C;3H12N20OsS
(numecynija) B 1 r mpenapara

o]

Package / YmakoBka 50 g in a laminated aluminum tube| 20 g, 50 g or 100 g in a Jaminated
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. /
Mo S0 r B 1y6y wm3llo20r, 50T umm 100 r B TyOy U3
JIaMUHHPOBAHHOTO ATOMMHMS, TaMHHHPOBAHHOTO AJIIOMHHUS,

cHabseHHYI0  MeMOpaHOM Ui CHAGIKEHHYIO MEMOPaHOH 1 KOHTPOIIS
KOHTpOns nepsoro Bekpsitist. [1o 1 nepsoro Bekpbitas. 1o 1 Tybe B mauky
Tybe B TauKy KapTOHHYI CKapTOHHYIO C HHCTpYKLHeH 1o
HHCTpYKILHEii [0 IPHMEHEHUIO PHMEHEHHIO

0 |Labeling / MapkupoBka According to ND / B cootetcTuu ¢ HJI

10 |Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu TemnepaType He BbIILE 25 °C.
XpaHeHnue He 3aMopaXHuBarTh. '

11 |Shelflife / Cpok roqaoctd 2 years / 2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT coorsercTByeT Tpedosanisam HJT 3akmouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxroToBneHo: IlpoeepeHo: \ Onobpeno: Meremkep / PykoBoaurensb
Pardeep Kumar C—l,’_ Rajeev Gandhi Manoj Kumar ‘@(ﬁéd

o L
Print Date / Print Date / Print Date /
Iata: 31.08.2021 Hara: 31.08.2021 Jlara: 31.08.2021
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