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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

CEPTUDUKAT AHATIN3A . direiiicom
Product Nise gel
IMpogyxT Haii3®, rene aAns HapyxHOro npuMeHeHus 1%
Batch No / 1 V211230 Batch Quantity / : 11489 SU units /
Cepus Ne O6bem mapTun 11489 SU eannuiy
Analytical Report No / : 890001554975 Date of Analysis / ¢ 15.11.2021
AnaanTndecknii oTyer Ne Jara ananm3za
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jata npousBoacTBa I'ogen 1o
Analysis performed according ND / Ananu3 nposeaen mo HI: [T1N012824/02-100320 (amend No 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne | Test / ITokazartens

Result / Pe3ynbraThl

1 |Description / Onucanue

Homogenous transparent yellow gel*-i:i_onmgenous light yellow to yellow'

| .
free from particulate matter /
{OnHOpOAHBLI PO3padHEI rellb

aol
ICBETJIO-XKEIITOrO LBETA, CBOOOAHBIH iICBCTJIO-XKEJITOI'O

IOT MOCTOPOHHUX YaCTHULI.

Specification / Hopma

transparent gel, free from particulate matter
/  OJHOPOAHBIA MpPO3pauHbli rejb  OT
0 KENTOro  LBeTa,
‘CBO6OL{HBII7I OT MOCTOPOHHUX YACTHII.

2 | Identification by HPLC /
[TomMMHHOCTE

Complies as prescribed /
COOTBETCTBYET
TpeboBaHUsM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpews
yIOCPKUBaHHMs ~ OCHOBHOTO  TNMKa  Ha
XpOMAaTorpaMMe MCNBITYEMOrO  PacTBOpa|
JOJDKHO COOTBETCTBOBATh BpEMEHH
yIAEpXKHUBaHUS IHKa Ha XpPOMaTorpamme
CTaHAApTHOIO  pacTBOpa  HUMECYJHJAa
(pasaen «KoJIMYECTBEHHOE ONIPENETICHHE)

3 | Weight of package content
Macca conepxxumoro
yTIAKOBKH

101g/101r

'In according to Rus. Ph.Not less than
100.0 g/ B cooTBeTCTBUH C TpeGOBAHUAMH
['® P®. He menee 100,0r

|

4 |pH

5.6

Between 4.6 and 6.0 / ot 4,6 0 6,0

5 |Related substances /PoacTeeHHbIE TPUMECH

1) Impurity A / Ilpumecs A Not Detected

2) Impurity B / ITpumecs B Less than LOQ(0.04%
3) Impurity C / I[Ipumecs C Not Detected

4) Impurity D / Ilpumecs D Not Detected

5) Impurity E / IIpumecs E 0.08%

1) Not more than 0.2 % / He 6onee 0,2 %
2) Not more than 0.2 % / He 6onee 0,2 %
3) Not more than 0.2 % / He 6onee 0,2 %
4) Not more than 0.2 % / He 6onee 0,2 %
5) Not more than 0.2 % / e 6onee 0,2 %

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykr cooretcTBYET TpeboBanusiM H]|

Conclusion : APPROVED /
3aximwouenue: OJIOGPEHO

Prepared by / Ankit

X
IloxgroroBieHo: C 3

Checked by / Himesh Kumar

HpOBepf;f‘;;}j/p

Approved by: Manager/Executive / Pawan

Kumar
Opobpeno: Menemxep / PykoBoautens

£

Print Date /15.11.2021
Jlara:

Print Date /15.11.2021
Hara:

Print Date /15.11.2021
Hara:
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CEPTU®UKAT AHAJTU3A www.drreddys.com
[Product : Nise gel
Ipoaykr : Haii3®, renb ans HapyxHoro npuMeHeHus 1%
Batch No / 1 V211230 Batch Quantity / : 11489 SU units /
Cepus Ne O6bem mapTuu 11489 SU eaunun
Analytical Report No / : 890001554975 Date of Analysis / : 15.11.2021
Ananutnyecknii otuer Ne Hdara ananuza
Date of Manufacture / : Oct-2021 Date of Expiry / ¢ Sep-2023
JdaTa npon3BoacTBa ToxgeH no
Analysis performed according ND / Ananus npoeeger mo HJI: I1N012824/02-100320 (amend Ne |
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Enunnunas

npuMech

HEUACHTHOULUPOBaHHAS

8) Total impurities /
CymMma npumecer

6) Impurity F / [Ipumecs F Not detected
7) Highest individual
unknown impurity /

0.1%

Less than LOQ (0.1%)

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

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

lqyucToTa

P.aeruginosa

6 Microbial limits /

Muxpobuosnorayeckas

Total aerobic microbial count
/ Ob1ee 4Hcio a3poOHBIX
MHKPOOPTraHU3MOB Menee 10 KOE/r
Total combined yeast and
molds count / O61uee yuco

IMPOAOKEBBIX U MJIECHEBBIX Menee 10 KOE/r
rpuboB
S.aureus Absent / OtcyTcTBYyeT

Less than 10 CFU/g /

Less than 10 CFU/g/

Absent / OTcyTCcTBYET

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

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

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OtcyTcTBue B 1T

OIpeacICHUe

7 | Assay / KonnuecTennoe 10.09 mg / 10.09 mMr

Not less than 9.0 mg and not more than
11.0 mg of C;3H;2N,0sS Nimesulide in
lone gram of gel. /

oT 9,0 mo 11,0 mr Ci3H2N205S
(Humecynuaa) B 1 r mpenapara

Remarks : The Product conforms to ND/
Ipumeuanne: IIponyKT cooTBETCTBYET TpeboBanusIM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Ankit

Checked by / Himesh Kumar

& ITpoBepeHo:
IToAroToBieHo: QL—’/D

Approved by: Manager/Executive / Pawan
Kumar
Onobpeno: Menemxep / P}’I{DBO,H'HTEIII)/LX*/

Hara:

Print Date /15.11.2021 Print Date /15.11.2021

Jara:

Print Date /15.11.2021
Jara:
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AHanuTHYecknit oTdeT Ne

CEPTUPUKAT AHATTN3A www.drreddys.com
Product : Nise gel
Mpoaykr : Haiis®, renb ans Hapy>kHoro npuMeHenus 1%
Batch No / : V211230 |Batch Quantity / : 11489 SU units /
Cepus Ne O0Bem napTuu 11489 SU enuumi
Analytical Report No / : 890001554975 Date of Analysis / : 15.11.2021

JlaTa anaausza

Date of Manufacture /
JaTta npousBoacTBa

: Oct-2021 Date of Expiry / : Sep-2023

Togen no

Analysis performed according ND / Anann3s nposegen mo HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 | Package / Ynakopka 100 g in a laminated aluminum 20 g, 50 gor 100 g in a laminated
ftube 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. /

ITo 100 r B TyDy 13 [To 201, 50 r unu 100 r B TYOY U3
NaMIHUPOBAHHOTO aFOMITHUSI, JIaM HHHPOBAHHOTO ATFOMHHNIA,
cHabxeHHyo MemOpaHoit j1ns cHAOKEHHYI0 MemOpaHoii 4J1s1 KOHTPONs
KOHTpOAA nepeoro BekpwitHa. [To 1 nepsoro BekpsiTus. [To 1 Tyde B nauky
Ty0e B NauKy KapTOHHYIO C KApTOHHYIO € MHCTPYKLHei mo

_ WHCTPYKIIHEIl N0 NpUMEHEHHIO NPHMEHEHHIO

9 |Labeling / MapxupoBska According to ND / B cootBetcTBru ¢ HJI

10 |Storage conditions / At temperature below 25 °C. Do not freeze. / IIpu Temneparype He Bbitue 25 °C.

Xpanenue He 3aMopaXxuBaTh.

11 | Shelflife / Cpok rogHoctn ]2 years / 2 roxa -

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeqanne: [Iponykr coorBeTcTBYET TpeboBanusm HJJ 3akmouyenue: OJJOBPEHO
Prepared by / Ankit Checked by / Himesh Kumar Approved by: Manager/Executive / Pawan

IToarotosneno: &

ITpoBepeHo: Kumar
c’,__,__“hi———/-""f’) Onobpeno: Menenxep / PykoBonuresp g%
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