@
Dr.Reddy’s €3¢

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

,ZlaTa IIpOU3BOACTBA

[T'ogen no

CEPTU®UKAT AHATTU3A
Product Nise gel |
IpogykT Haiis®, renp Ay HapyuHoro npumederis 1%
Batch No / : V220719 Batch Quantity / : 56,439.000units /
Cepus Ne O6bemM maprTum 56,439.000 earnuy
Analytical Report No / : 890001614506 Date of Analysis / : 15.09.2022
| AHATUTHYECKHH oTyeT No Jarta anannza
Date of Manufacture / : Sep.2022 [Date of Expiry / : Aug.2024

Analysis performed according ND / Ananus npoeenes mo H/[: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / n3m. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

' Ne  Test / Tlokasatens

1

Result / Pe3 VAIbTaThl

Description / Onucanue

Homogenous transparent light

Specification /Hopma |
Homogenous light yellow to yellow

yellow gel free from particulate transparent gel, free from particulate matter
matter / OnHOPOAHBIH Hpo3paunbiii /  ONHOPOAHBIM MpPO3pauyHblii  reab oOT
rejib CBETJIO-XKENTOrO LIBETa,  CBETJO-KENTOro 10 JKEJNTOrO  1BETa,
CBOOOJHBIH OT MOCTOPOHHNX ~ CBOOOAHBIM OT MOCTOPOHHUX YACTHLI,
YaCTHII.
2 |Identification by HPLC / Complies as prescribed / The retention time of the major peak in the|
[loanuHHOCTB CoOTBETCTBYET TpeOOBaHUAM chromatogram of the sample preparation
corresponds to that in the standard
preparation  under assay / Bpewms
YIEpPXUBaHHUs  OCHOBHOTO  TMHKa  Ha
XpOMaTorpaMMme HCIbITYEMOro pacTBopal
IOJIKHO COOTBETCTBOBATH BpeMeHH|
yNepKHBaHUA TNHKA HA XPOMATOrpamMMe
CTAHIAPTHOrO  pAcTBOpa  HMMECYIHAa

[ (pazzen «Konn4ecTBEHHOE ONpeIe/IEHUEY)

3 | Weight of package content 20g/20r 'In according to Rus. Ph.Not less than
Macca conepxumoro 20.0 g / B cooTBercTBMM C TpeGOBaHUAMH
YIaKOBKH I'® PO. He menee 20,0

1
4 |pH 5.7 Between 4.6 and 6.0 / ot 4,6 10 6,0

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorBeTcTBYET TpeGoBanmsam HJI

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / [logrotrosneHo:
Ramakant

Checked by / [IposepeHo:
Pardeep Kumar

ot —

Approved by: Manager/Executive / OgobpeHo:
Menemxep / Pykoronurens
Amit Kumar \ ~ N\

L
{ _—

Reprint Date /
Hara:15.09.2022

Reprint Date /
Hata: 15.09.2022

Reprint Date /
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
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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

CEPTUDPUKAT AHATTN3A
Product Nise gel
HpoaykTr Haii3®, renb 1is apysmHoro npumeHedus 1%
Batch No / : V220719 Batch Quantity / : 56,439.000units /
Cepus Ne O6bemM naprun 56,439.000 egmnni
Analytical Report No / : 890001614506 Date of Analysis / : 15.09.2022
| AHAJIMTHYECKHH 0T4yeT Ne Jata ananu3a
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
Jarta npousBoacTBa T'onen no

Analysis performed according ND / Auann3s nposeaen mo HJI: [TN012824/02-100320 (amend Ne 1

from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 or 13.01.2022)

wh

Related substances /PonctBenHble npumecn

1) Impurity A/ [lpumecs A

2) Impurity B / [Ipumecs B

3)Impurity C / ITpumecs C
W) Impurity D / [Ipumecs D
5)Impurity E / Ilpumecs E
6)Impurity F / [lpumecs F
7)Highest individual
unknown impurity /
EnuHnuHas
HEUACHTUPULHPOBAHHAS
MprMech

8)Total impurities /
CymMa npumecei

Not Detected

Below LOQ (LOQ = 0.04%) /
Huxe npenena
KOJINYECTBEHHOIO OMpeNeNeHHs
(ITIKO = 0.04%)

Not detected / He 06HapykeHa
Not detected / re oOHapyxeHa
Not detected / He 0OHapyxeHa
Not detected / He oOHapykeHa
Less than LOQ (0.1%
KOJIMUECTBEHHOT'O OMpPeNECCHHS
(TIKO = 0.1%)

Less than LOQ
KONMUYECTBEHHOTO Ofpe/eeHNs
[KO

1) Not more than 0.2 % / He 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 6onee 0,2 %
5) Not more than 0.2 % / He 6onee 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 % / ne 6onee 1,5 %

Remarks : The Product conforms to ND/
IIpumeqanue: [Ipoaykt coorBeTcTBYeT Tpebopanmam HJT

Conclusion : APPROVED /
3axnwyenue: OJOBPEHO

Prepared by / [loaroroeneHo:
Ramakant I:(‘" ak

Checked by / TIpoepeHo:
Pardeep Kumar

Approved by: Manager/Executive / Ono0peHo:
Menenxep / Pykorogutenn

Jata:15.09.2022

Jata: 15.09.2022

O, o il Amit Kumar N
~— A«My
Reprint Date / Reprint Date / Reprint Date / =

Jara: 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
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAITN3A
Product : Nise gel
Tlpoaykr Halis®, rens aist Hapy)kHOTO npruMeHeHns 1%
Batch No / : V220719 Batch Quantity / : 56,439.000units /
|Cepus Ne O6bem napruu 56,439.000 enmnnu
Analytical Report No / : 890001614506 Date of Analysis / : 15.09.2022
AnanuTnyecKuii oTyer No |MaTa ananusa -
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
JaTa npouseojcrea I'open no
Analysis performed according ND / Ananan3 nposeaen nmo HJI: 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 / |
|
Mukpobnonoruyeckas
YNCTOTA
Total aerobic microbial count
[/ Ob1iee uncno aspobHBIX
MMKPOOpPraHU3MOB
Total combined yeast and
molds count / O06wee yncio
TPOACKEBBIX U MNECHEBBIX
rpuboB

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

Less than 10 CFU/g/
Menee 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

S.aureus

P.aeruginosa

Absent / OTcyTcTBYET

Absent / OrcyTeTByeT

7 | Assay/KonnuectseHHoe
oIpeseNeHUe

10.09mg / 10.09mr

‘Should absent in 1 g/ OtcyTcTBue B 1r

Should absent in 1 g/ OtcyTcTBME B 1T

Not less than 9.0 mg and not more than

11.0 mg of C13H2N2058 Nimesulide in
one gram of gel. /

oT 9,0 a0 II,U MT C]?.H::N:OSS
(numecynnaa) B 1 r npenapara

Remarks : The Product conforms to ND/

ITpumeyanue: IIponykr coorBeTcTBYeT TpeGoBanusm HJJ

Conclusion : APPROVED /
3akuawouenue: OJOBPEHO

Prepared by / [loarotoenexo: Checked by / TlposepeHo: Approved by: Manager/Executive / Ono6peno:
Ramakant n 0 L\ Pardeep Kumar Menenxep / PykoBoanTens
-l “;j\‘{@?l [ Amit Kumar * \N—
D = ‘:-— il
Reprint Date / Reprint Date / Reprint Date /
Hara: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
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A
Product : Nise gel
Ilpoaykr : Haiiz®, reap ans HapyxHoro npumenenus 1%
Batch No / 1 V220719 Batch Quantity / : 56,439.000units /
Cepus Ne O6bem maprTuu 56,439.000 enviuun
Analytical Report No / : 890001614506 Date of Analysis / : 15.09.2022
| AHAJTHTHYECKH I 0TYeT No Jara ananusa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
Jara npousBoacTBa Ilogen 10
Analysis performed according ND / Ananu3s nposeaen mo HJI: 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, n3m. Ne 2 ot 13.01.2022)

8 | Package / Ynakoska

Ilo 20 r B TYOY U3

TyOe B mauky KapTOHHYIO C

9  |Labeling / MapxiipoBka

NaMIHIPOBAHHOTO ANIOMHUHUS,
cHaOxeHHyro MeMOpaHoit ms
KOHTpoAs nepsoro BCkpouiTha. [To 1 nepsoro Bekpbitus. [To 1 Ty6e B nauky

|20 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
information leaflet in a carton. / patient information leaflet in a carton. /

aluminum tube equipped with
tamper-evident membrane. 1 tube and

[To 20 r, 50 r unu 100 r B TyOy 13
JTaMHHHPOBAHHOTO aJIOMUHN,

CcHabXEeHHYI0 MeMOPaHOi 1151 KOHTPOJIS

KapTOHHYIO C HHCTPYKLHEH no |

HHCTPYKLHElT N0 MpHMEHEHHIO NPHMEHEHHIO |
According to ND / B coorseTcTru ¢ H]T '

10 |Storage conditions /
XpaHeHie

He samopaxxuBaTth.

11 | Shelf life / Cpok roaHoctn

2 years / 2 rona

Al temperature below 25 °C. Do not freeze. / Ilpu Temneparype He Bbie 25 °C.

Remarks : The Product conforms to ND/
Il1pumevanue: IIpoaykT coorBeTcTBYeT TpeGoBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OAOBPEHO

Prepared by / Iloarorosneno:

Ramakant M \ \@\d
LLL

Checked by / IIpoBepeno:
Pardeep Kumar

Approved by: Manager/Executive / Ono6peHo:
MeHnemxep / PykoBoautenn

Amit Kumar ,5 :\,_/

Reprint Date /
Hata:15.09.2022

Reprint Date /

Hara: 15.09.2022

Reprint Date /
Hara: 15.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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