Dr.Reddy’s ":‘

CEPTUDUKAT AHANTN3A
Product Nise gel
Ipoaykt Haii3®, rens ans HapyxHOTo npuMeHeHus 1%
Batch No / : V210659 Batch Quantity / : 56,439.000 units /
Cepus No O6bem napruun 56,439.000 enunun
Analytical Report No / : 890001530354 Date of Analysis / 1 24.06.2021
Anajnrnyeckuid oryer Ne JlaTra anasmmza
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JaTa npou3BoacTBa T'open go

Analysis performed according ND / Anamm3 nposenen no H/I: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

No

Test / TTokazaTens

Result / Pezynbratel

Specification / Hopma

1 |Degcription / Onucariie

HOCTUPULHIHA MUCTHLL.

Homogsnous yellow transparent gol
(ree [rom particulate matter /
ONHOPONHBIA NPOPAYHKIR 1E0h
DKENITOrO 1IBeTa, CBOOOLHBIA OT

Homogenouo light yollow to yollow
ransparent gel, free from partlculate martrer
/ O,Jl,ann,n,H R npoRpadHRil - renk 0T
CBETJIO-XKEJITOTO A0 JKENTOTO  IBETa,
uBOSOULLIY G HOCTOPOLHNY 1AL,

2 | Ideulificativu by HPLC /
nﬂ.”\ﬂ”””ﬂﬂq‘lu

3 | Wcight of package content
Macca comepxumMoro
yIaKOBKH

Cuwplies ay prevuribed /
{ \NOTROTATIYOT
TpeOOBaHUSIM

20g/20r

The rotontion time of tho mujor pouk in tho
rhromntegenm Af the sample peeparation
corresponds to that in the standard
preparation under assay / Bpewms
yAepxUBaHUg ~ OCHOBHOTO  MNUKA  Ha
XpoMaTorpaMMe HCIBITYEMOIO  pacTBopa
MOJKHO COOTBETCTBOBATh BpEMEHH
yIEpKMBaHMS IMKA Ha XpoMarorpaMmme
CTaHAAPTHOrO  pacTBopa  HUMecyaHuja
(pasuc wloimae suanue vupuauicHe»)
In according w Rus. PL.Nol less than
20.0 g / B cooTBeTcTBUH C TpeOOBaHUAMHU
['® PO. He menee 20,01

4 pH

5.6

Between 4.6 and 6.0 / oT 4,6 10 6,0

Remarks : The Product conforms to ND/
TMpumesaune; TTpogyrr coorsercrsyer tpelosadnam HIT

Conclusion : APPROVED /
Jagmuenue: QMTOLPEITO

Prepared by /
IToaroroBneno:
Pardeep Kumar

Checked by /
IIpoBepeno:

el

Himesh KW"‘

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

Pawan Kumar %

Print Date /
Jara: 25.06.2021

Print Date /
Hata: 25.06.2021

Print

Hara: 25.06.2021

Date /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4500 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTU3A
Product : Nise gel
Npoaykr : Halis®, renp ans HapyxHOro npuMeHenus 1%
Batch No / : V210659 Batch Quantity / : 56,439.000 units /
Cepns Ne O0beM napTun 56,439.000 enmHuUI
Analytical Report No / : 890001530354 Date of Analysis / 1 24.06.2021
AHajguTHYeCKHi oTyeT No Jara ananuza
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa npousBojacTBa T'open go
Analysis performed according ND / Anann3 npoenen o HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3M. Ne 1 ot 16.09.2020)

5 | Related substances /PoncTBeHHbIE TPUMECH
1) Impurity A / Hpumecs A Not Detected 1) Not more than 0.2 % / e 6onee 0,2 %
?) Impurity B / [Tpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / He 6onee 0,2 %
3) Tmpurity C / TTpumces C 3) Not more than 0.2 % / 1ie 6onee 0,2 %
Not Detected
4) Impurity D / [Ipumecs D 5) Not more than 0.2 % / He 6onee 0,2 %
Not Detected
6) Impurity E / [Ipumecs E 5) Not more than 0.2 % / e 6onee 0,2 %
Not Detected
7) Impurity F / IIpumecs F on etecte 6) Not more than 0.2 % / He 6os1ee 0,2 %
Not Detected
8) Highest individual . 7) Not more than 0.2 % / we 6onee 0,2 %
unknown impurity / Less than LOQ (0.1%)
Enunuunas
HEeHJeHTHUIMpOBaHHAS
npUMech
P) Total imp ur1t1gs 4 Less than LOQ 8) Not more than 1.5 % / e Gonee 1,5 %
CyMMa npumeceit
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: I1pogykt cooTBeTcTBYET Tpeboranusam HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroronexo: ITpoBepeHo: Onobpeno: Menemxep / PykoBoauTens
Pardeep Kumar f Himesh W - g
Print Date / Print Date / Print Date / '
Hara: 25.06.2021 Hara: 25.06.2021 . Jarta: 25.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANTU3A
Product : Nise gel
Ipoaykr : Haii3®, rens A58 HapyKHOTO NpUMeHeHusn 1%
Batch No / : V210659 Batch Quantity / : 56,439.000 units /
Cepus Ne O0bem naprun 56,439.000 enuHuL
Analytical Report No / : 890001530354 Date of Analysis / 1 24.06.2021
AHaJHTHYeCKHii oTdyeT No Jata ananu3a
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JaTta npouspoacTea I'ogen no
Analysis performed according ND / Anasm3 nposened no H/I: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3am. Ne 1 ot 16.09.2020)

6 Microbial limits /

MAK I I AHASMEIR
I'otal combined yeast and

rpubos
S.aureus

P.aeruginosa

Mrukpobuonoruueckas
yuCrOTd
Tatal asrahic mivrahial aonnt

( OAmee MHCIO AFPOOIILIX

molds count / OSuiee unciio
IlpO)K)KeBLIX U MJICCHECBBIX

T ess than 1N CFT /g (
Monow LU KOLA

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

Absent in 1 g/ OtrcyrcTByeT B 1T

IAbsent in 1 g/ OTcyTcTByeT B 1r

Nnt mare than 100 CEL/g /
e bones T RO,

ot morc than 10 CI'U/g /
He 6onee 10 KOE/r

Should absent in 1 g/ OTcyTtcTBHe B 1T

Should absent in 1 g/ OtcyrcTBre B Ir

7 Assay / KonyyecTBeHHOe
oInpeaecHue

10.11 mg/ 10.11 mMr

Not less than 9.0 mg and not more than
11.0 mg of Ci3H12N,05S Nimesulide in
one gram of gel. /

ot 9,0 1o 11,0 mr C;3H;pN205S
(unmecynuna) B 1 r npenapata

Remarks : The Product conforms to ND/
Ilpumeqanne: [TpogykT cooTBeTCTBYET TpeGoBanmsam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IToxrorosnexo: .
Pardeep Kumar

Checked by /
ITpoBepeno:

s Fal-
Himesh Kgg:r.g’//

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTelib

Pawan Kumar ?

Print Datc /
Jara: 25.06.2021

Print Date /
Jara: 25.06.2021

Print Date /
Hata: 25.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@direddys.com

CIN: L85195AP1984PLC004507

wwiw.drreddys.com




Dr.Reddy’s ‘,‘.

CERTIFICATE OFF ANALYSIS

CEPTUOUKAT AHAJTU3A
Product : Nise gel
Ipoaykr : Haiis®, resb /st HAPYKHOTO NPUMEHEHHS 1%
Batch No / : V210659 Batch Quantity / : 56,439,000 units /
Cepus Ne O61LcM DapTHH 56,439.000 equHuL
Analytical Report No / : 890001530354 Date of Analysis / : 24.06.2021
AHanuTHuYecKHni oTyeT Ne JlaTa aHaJn34
Date of Manuflucture / : Jun.2021 Date of Expiry / : May.2023
JlaTa npou3BOACTBA T'open po
Analysis performed according ND / Auaims nposesen no HJI: [TN012824/02-100320 (awend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 | Package / YmakoBka 20 g in a laminated aluminum tube |20 g, 50 g or 100 g in a laminated
equipped with tamper-evident aluminum tube equipped with
etibrane. 1 luby and paticit tamper-cvident membranc. | tube and
information leaflet in a carton. / patient information leaflet in a carton. /
Ilo 20 r B TYOy U3 ITo 201, 50 r unu 100 r B TYOY U3
NaMHHHPOBAHHOIO aNIOMHHHS, aMUHUPOBAHHOTO aNIOMHHM,
cHabKeHHYIO MeMOpaHOH Ans cHabXKeHHYIO MeMOpaHOH sl KOHTPOJIS
KOHTpO/IS IepBoro BekpbiTys. 1o 1 [mepsoro Bekpeitus. ITo 1 Ty6e B mauky
V0@ N MKy KapTOIYIQ ¢ KAPTOHHYID ¢ WHOTPYRTIRT 110
HIICTPYKLHE( 110 NPUMEHEHHIO MpIMEHEHHUI)

9 |Labeling / MapkupoBka /According to ND / B cootsetctiuu ¢ HJ{

10 | Storage conditions / /At temperature below 25 °C. Do not freeze. / [1pu Temnepatype He Bbiie 25 °C. |

XpaHeHue He 3aMOpaXuBaTh.

11 |Shelflife / Cpok rognoctn 2 years / 2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cOOTBETCTBYET TpeboBanysM H/T 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: IIposepeno: — | Onobpeno: Menenxep / PyKoBogMTEb
Pardeep Kumar l Himesh W Pawan Kumar /gg

Print Date / Print Date / Print Date /

Hata: 25.06.2021 Hata: 25.06.2021 Hara: 25.06.2021

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@@direddys.com
CIN: LEYLYSAP1984PLCU0450
www.drreddys.com




