Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A
Product Nise gel
IMpoaykr Haiiz®, renb ans HapyxHoro npumenenns 1%
Batch No / : V210706 Batch Quantity / 1 22,667 units /
Cepus Ne O0vem mapruu 22,667 eannuy
Analytical Report No / : 890001532301 Date of Analysis / : 05.07.2021
AHaanTuyeckHuii oTuer Ne Jara ananusa
Date of Manufacture / : June.2021 Date of Expiry / : May.2023
JaTa npousBoacTra I'ogen po

Analysis performed according ND / Ananu3s npoeeaen mo HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / n3M. Ne 1 ot 16.09.2020)

No | Test / IToxazarens

:' Result / PesynbtaTsl

Specification / Hopma

1 Description / Onucanue

Homogenous transparent light
yellow gel free from particulate
matter / OﬂHOpO}len‘/’[ [IPO3payvHbIi
refib XENTOro UBeTa, CBOOOAHbIH OT
MOCTOPOHHHX YACTHUL,

Homogenous light yellow to yellow
transparent gel, free from particulate matter
/  OnHOpOAHBIH TpO3payHblii Trenb OT
CBETJIO-KENTOTO IO  JKENTOrO  LIBETA,
CBOOOHBIH OT MOCTOPOHHUX YaCTHIL.

~

Tdentification by IIPLC /

Complies as presoribed /

Tho rotention time of the major peak in the

[ToanuaHOCTD CooTBeTcTBYyeT chromatogram of the sample preparation
Tpe6oBaHUsIM corresponds to that in the standard
propatation undu assay  / DBpems
YACDKUBAHUS  OCHOBHOTO — MHMKa  Ha
XpOMAaTOrpaMMe HCIBITYEMOI'O  PacTBOpa
JIOJIKHO COOTBETCTBOBATh BPEMEHH
YURLRMBUHMY  LIMKE  HY  XPOMATONPUMME
CTaHJapTHOIO  pacTBOpa  HUMeECYIHza
(pasaca «I{onnuceTBeIMOT oNpEACHCnniy)
3 | Weight of package content 5lg/S5lr In according to Rus. Ph..Not less than
Macca copepxumMoro 50.0 g / B cooTreTcTRUM ¢ TpehORAHUAME
lYIIAKOBKM ['© PO. He menee 50,0 r
4 |pH 5.7 Between 4.6 and 6.0 / ot 4,6 10 6,0
5 | Related substances /PoncTBeHHbIE TpUMecH

1) Impurity A / [Ipumecs A

Not detected

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

?) Impurity B / [Tpumecs B

Less than LOQ (0.04%)

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

3) Impurity C/ Ilpumecs C

Not Detected

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

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYeT Tpebosanuam HJL

Conclusion : APPROVED /
3axaouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: IIpogepeno: L Onobpeno: Menemikep / PykoBojuTelb
Naresh Kumar &7 Ashish Kumar /}Aﬂ/ Amit Kumar /\?

Print Date / Print Date / Print Date /

Jlata: 05.07.2021 Hata: 05.07.2021 Hara: 05.07.2021

Registered Office: 8-2-337, Road No, 3, Banjara Hills,

Hyderabad - 500034, AP, India

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLC004507
www.drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

AHasMTHYeCKUH oTueT No

CEPTU®PUKAT AHANTU3A
Produet : Nise gel
Hpoaykr  : Haiis®, renb mist HapysiHoro npumenenus 1%
Batch No / : : V210706 Batch Quantity / : 22,667 units /
Cepusi Ne O6bem maprun 22,667 enuHuLl
Analytical Report No / : 890001532301 Date of Analysis / : 05.07.2021

HaTa ananuza

Hdarta nponzsoacrsa

Date of Manufacture / : June.2021 Date of Expiry / : May.2023

Tomen g0

Analysis performed according ND / Anayu3 nposeaen mo HJI: TTN012824/02-100320 (amend Ne ]
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8) Total impurities /
CymMma mpumeceii

4) Impurity D / TTpumecs D Not Detected 4) Not more than 0.2 % / ue 6onee 0,2 %
5) Impurity E / IIpumecs E Not Detected 5) Not more than 0.2 % / ne 6onee 0,2 %
6) Impurity F / [Ipumecs F Not Detected 6) Not more than 0.2 % / He 6onee 0,2 %
7) Highest individual Less than LOQ (0.1%) 7) Not more than 0.2 % / ne 6onee 0,2 %

unknown impurity /

Ennnuynas

HEWJEHTU(ULINPOBAHHAs

NPUMECH

Less than LOQ

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

6 Microbial limits /

Mukpobronoruueckas
yHeTOoTA

Total aerobic microbial count
Ob1iee yucno a3pobHbIX
MHKPOOPraHH3MOB

Total combined yeast and
molds count / O61uee umcio
NPOXOKEBBIX U TLIECHERRIX

i puGus

S.aureus

P.aeruginosa

Less than 10 CFU/g/ Not more than 100 CFU/g/
Memnee 10 KOE/r He 6omnee 100 KOE/r

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

Absent in 1 g/ Otcyretsyer B 111 |Should absent in 1 g/ Oteyrersue B 1r

Absent in 1 g/ OtcytctByer B I |Should absent in 1 g/ OtcyTcTsue B 1T

Naresh Kumar

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IpoaykT cootBeTcTBYET TpeGoBanusM HJT 3axmouenue: OTOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ionrorornexo: ITposepeHo: /)61— Onobpeno: Menemxkep / PykoBoaurens
@g/ Ashish Kumar / Amit Kumar S

Print Date / Print Date / Print Date /
Jlata: US.0 /. 202) Hata: 05.07.2021 Hata: 05.07.2021
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTU3A
Product Nise gel
Ilpoaykr Haii3®, resip a5 Hapy)KHOro npuMeHeHust 1%
Batch No / : V210706 Batch Quantity / : 22,667 units /
Cepusa Ne O0bem napTun 22,667 eqnHul
Analytical Report No / : 890001532301 Date of Analysis / : 05.07.2021
AHaguTH4YecKHil oTyeT Ne JlaTa anasuza
Date of Manufacture / : June.2021 Date of Expiry / : May.2023
JlaTta npousBojacTBa I'omen oo
Analysis performed according ND / Anann3 npoeeaen mo HJI: TT N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7 | Assay/ KonuuecTBeHHOE

ONpENCIIEHUE

Package / Ynakoeka

9.95 mg /9.95 mr

eyuipped  wills
membrane. 1
information lcaflct in a carton. /
Ilo 5 r B TYyOy

JTAMHHUPOBAHHOTO
cHabxeHHyl0o  MeMOpaHoii

rmmpnnq NepROTO RCKPRITUE |0 |

Ty0e B HAaYKYy  KAPTOHHYK)
[MHCTPYKLMEI 110 IPUMEHEHUIO

U3

ATFOMMHUS,

U1

C

| Not less than 9.0 mg and not more than
11.0 mg of Ci13H2N,OsS Nimesulide in
one gram of gel. /

oT 9,0 J0 11,0 mr Ci3H12N20s5S
(numecynuia) B 1 r mpenapara

50 g in a laminated aluminum tube|20 g, 50 g or 100 g in a laminated
lainper-evidenl
tube and patient

aluiinu tube eyuipped witly
tamper-evident membrane. 1 tube and
paticnt information leaflet in a carton. /
[To 20, 50 r unu 100 r B TYSY U3
naMHHUPOBAHHOTO AJIFOMHUHU,
cHabeHHyI0 MeMOpaHoOil A7 KOHTpOJIA
AePROTO RCKPRITHS 11O | TYHE R AUKY
KAPTOHHYH) ¢ MHCTPYKUMER 110
[PHMEHEHHIO

Labeling / MapxupoBka

{According to ND / B cootBeTcTBHU ¢ HJJ

10 |Storage conditions /

X paHeHue

11 |Shelflife / Cpok FOJHOCTH

He 3am OpaXxuBaThb.

D years / 2 roaa

At temperature below 25 °C. Do not freeze. / IIpu Temneparype He Bblie 25 °C.

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpogykT cootBeTcTBYeT Tpebosanusm HJL

Conclusion : APPROVED /
3akiarouenne: OJOBPEHO

Hara: 05,077,202 1

Jard: 05,07.2021

Prepared by / Checked by / L Approved by: Manager/Executive /
IloarorosneHo: @ [Iposepeno: {/\& OnobpeHo: MeHe,umewcosozmTenb
Naresh Kumar \&%_ Ashish Kumar Amit Kumar j\ /

Print Date / Print Date / Print Date /

Jlara: 05.07.2021
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