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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A
Product : Nise gel
IMpoaykTr Haii3®, renb Aiis HApYKHOTO npumMenenus 1%
Batch No / 1 V220647 |Batch Quantity / : 22633.00 units /
Cepusn Ne O6bem NapTHH 22633.00 ennHuLl
Analytical Report No / : 040001626031 Date of Analysis / 1 25.08.2022
AHanuTryeckuii oruer Ne JlaTa anaau3a
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
Jlata npoH3BOACTBA lonen po
Analysis performed according ND / AHa/iu3 0poBeCH N0 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)

i\f—g jﬁt / INokasaresb Result / PesynbTaThl - Sp_ccif@tion/ Hopma |
1 Description / Onucanue Homogenous transparent light ~ Homogenous light yellow to yellow
yellow gel free from particulate  transparent gel, free from particulate matter
matter / OAHOPOAHBIH Tipo3pauHblli /  OmHOPOAHbIH Npo3pauHbll  rens  OT
reslb CBETJ0-KENTOro IBETa,  CBETJO-XKENTOro  J0  JKEJNTOro  lBeTa,
cBOGOAHBII OT TOCTOPOHHUX  CBOOOJHBIH OT NOCTOPOHHUX HYACTHIL.
YacTUL.
2 Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
[MopnuHHOCTD CoOTBETCTBYET TPeOOBAHUAM chromatogram of the sample preparation
’ corresponds to that in the standard|
preparation ~under assay /  Bpewms
yAepKHMBAaHMS ~ OCHOBHOrO  MHUKa  Ha
XpoMmaTorpamme MCIHBITYEMOro — pacTBopa
JIOTKHO COOTBETCTBOBATh BpPEMEHH
yACPKUBAHNA [HKA Ha Xpomarorpamme
CTAHAAPTHOTO  PacTBOpa  HUMECYNnaa
s (pasnen «KonuyecTBEHHOE ONpeIENieHre)
3 Weight of package content S51g/5lr In according to Rus. Ph.Not less than
Macca conepauMoro 50.0 g / B cootBeTcTBUH € TpeGOBAHUAMH
[y 1AKOBKH ['® PO. He menee 50,0r
|
4 pll 5.7 Retween 4.6 and 6.0/ or 4,6 no 6,0

Remarks : The Product conforms to ND/
Ipumeuanne: [IponyKkT COOTBETCTBYET tpe6oanusM HJI

Conclusion : APPROVED /
3akaouenne: OIOBPEHO

Prepared by /
MogroToeneHo;Ramakant

Checked by /
IMposepeHo: Pardeep Kumar

e

I

Approved by: Manager/Executive /
Onobpeno: Menekep,/ PykoBoauTens
Kusum Lata 24

N\

Reprint Date /
Jata: 25.08.2022

X

Reprint Date /
Jarta: 25.08.2022

JlaTa

Reprint Date /

: 25.08.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A
Product : Nise gel
IpoaykT Haiia, resib A/ HAPYKHOTO npiMeHenns 1%
Batch No / : V220647 Batch Quantity / : 22633.00 units /
Cepust Ne O0beM NapTHH 22633.00 ennHHuLL
Analytical Report No / : 040001626031 Date of Analysis / : 25.08.2022
AHanuTHYecKuil oTyeT Ne JaTa ananusa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
Jlata npoH3BO/ACTBA T'open j10

Analysis performed according ND / AHanu3 npoBeaex no
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)

HJI: T1N012824/02-100320 (amend Ne 1

5

Related substances /PoACTBEHHbIE IPUMECH

1) Impurity A / [Tpumecs A

Not detected / He obHapy*xeHa

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

2) Impurity B / ITpumecs B

Less Than LOQ (LOQ = 0.04 %) /
Huoke npenena KonM4eCTBEHHOIO
onpenenenns (IMMKO = 0.04 %)

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

3) Impurity C / IIpumecs C

Not detected / He obHapy>eHa

3) Not more than 0.2 % / He bonee 0,2 %

4) Impurity D / IIpumecs D

Not detected / He obHapyXeHa

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

5) Impurity E / [Ipumecs E
6) Impurity F / ITpumecs F

7) Highest individual
unknown impurity /
EnuHuunas
HeuaeHTHHLUHPOBaHHAS
NpHUMECDH

8) Total impurities /

CyMMa npumecei

Not detected / He obHapyXeHa

| Not detected / He o6HapyxeHa

Huoxe npenena KOMUYECTBEHHOTO
onpenenerus (ITKO = 0.1 %)

Less Than LOQ / Huxe nmpenena

KOJIMYECTBEHHOI'0 ONMpPEACICHNA

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

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

Less Than LOQ (LOQ =0.1 %)/ “I7) Not more than 0.2 % / ne 6onee 0,2 %

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

Remarks : The Product conforms to ND/
Tpumeuanne: [IpoLyKT COOTBETCTBYET TpedosanusiM HJI

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by /
MoaroTtoeneHo:Ramakant

Checked by /
ITposepero: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBoguTeNb

Kusum Lata W/

Reprint Date /
[ara: 25.08.2022

Reprint Date /
Jara: 25.08.2022

Reprint Date /
Jara: 25.08.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTN3A
Product : Nise gel
Hpoayxr Haiiz®, renb ans Hapy»HOro npumeHenus 1%
Batch No / 1 V220647 Batch Quantity / : 22633.00 units /
Cepus Ne O6beM mapTuu 22633.00 equHuL
Analytical Report No / : 040001626031 Date of Analysis / : 25.08.2022
AxajguTuyecknii otuer No Jarta anannza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JlaTa npou3BoJcTRA I"open no
Analysis performed according ND / Ananu3 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 ot 13.01.2022)

6 Microbial limits /

| Mukpobuonoruieckas
4yuCcTOTA

' Total aerobic microbial count

/ O611ee yncio a3pobHbIX
MHUKpOOPraHu3MoB
Total combined yeast and

molds count / O6liiee yucno

MPOXOKEBBIX ¥ NIECHEBBIX
rpu6oB
S.aureus

P.aeruginosa

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

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

Absent / OTcyTCTBYET

Absent / OTcyTCTBYET

i
iNot 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/ OTcytcTBUE B 1T

Should absent in 1 g/ OTcyTcTBHE B 1T

Assay / KonnyecTBeHHOE
orpeaeeHre

10.11 mg/10.11 mr

. Not less than 9.0 mg and not more than
'11.0 mg of C13H12N>05S Nimesulide in
one gram of gel. /

0T 9,0 A0 11,0 mr Ci13H;2N20sS
(aumecynuza) B 1 r mpenapara

Remarks : The Product conforms to ND/
Ipumeuanne: [ponykr cooTBeTcTBYET TpeboBaHUsIM HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
MoprotoeneHo:Ramakant

it

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTens
Kusum Lata

Reprint Date /
HaTta: 25.08.2022

Reprint Date /
Jara: 25.08.2022

Reprint Date /
Hata: 25.08.2022
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel
Hpoaykr : Haiis®, renb Mg HAPYIKHOTO MPUMCHEHA 1%
Batch No / 1 V220647 Batch Quantity / : 22633.00 units /
Cepust Ne Obbem mapTHl 22633.00 enuHun
Analytical Report No / : 040001626031 Date of Analysis / : 25.08.2022
Ananuruyecknii oryer Ne Jarta ananusa
Date of Manufacture / : Aug 2022 Date of Expiry / : Jul.2024
JlaTta poH3BOJACTBA Tojen 1o

Analysis performed according ND / Anaaus nposenen no HJL: 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, n3m. Ne 2 ot 13.01.2022)

8 Package / Ynakoska 50 g in a laminated aluminum tube 20 g, 50 g or 100 g in a laminated
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. /
TTo 50 r B TYOY U3 [To 20 1, 50 r unu 100 r B TyOy 13
JTAMUHUPOBAHHOIO alOMUHHS, JTAMUHMPOBAHHOTO aNFOMUHUS,
cHalkeHHy0 MemOpaHoi uist cHabKEeHHYIO MeMOpaHOH At KOHTPOJis
KOHTpOJIS 1epBOro BekpeiThst. [To 1 meporo BekpeiTus. I1o 1 Ty6€ B nauky
Ty0e B MauKy KapTOHHYIO C KAPTOHHYIO C HHCTPYKLKEH MO

[ MHCTPYKLHEN 10 NIPHMEHEHHIO TNPHMCEHEHHIO

9 Labeling / MapkitpoBka According to ND / B cootsetctauu ¢ HJT '

10  |Storage conditions / At temperature below 25 °C. Do not freeze. / I[Tpu Temnepatype He Bbilue 25 °C.

XpaHeHune He 3amopaxuBaTh.
1T | ShelfTife / Cpok roasoctu 2 years / 2 rona

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

Ipumeuanne: [1poayKT COOTBETCTBYET TPeOOBaHUAM HJT 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

MoarotoeneHo;Ramakant | Ilposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoauTesnb
%\W\\g’ ch’ Kusum Lata @5; L~

Reprint Date / Reprint Date / Reprint Date /

JaTa: 25.08.2022 Iara: 25.08.2022 Hara: 25.08.2022

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: L85195AP1984PLC004507
www.drreddys.com



