CERTIFICATE OF ANALYSIS

Dr.Reddy’s Q’:‘.

CEPTUPUKAT AHANTNSA
Product : Nise gel
Hpoayxr : Haii3®, ress 11 HapyKHOro npuMeHenus 1%
Batch No / : V210698 Batch Quantity / : 22,648 units /
Cepus Ne O6bem napTun 22,648 enuiuig
Analytical Report No / : 890001531619 Date of Analysis / : 30.06.2021
AHaTUTHYeCKHIT oTyeT No Jlara ananu3za
Date of Manufacture / : June.2021 Date of Expiry / : May.2023
Jarta npousBoacTBa I'oaen o
Analysis performed according ND / Anaiu3 npoBenen mo HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / n3m. Ne 1 ot 16.09.2020)

Ne | Test / Ilokazatens Result / PezynsTatst Specification / Hopma

1 | Description / Onucanue Homogenous transparent light ~ Homogenous light yellow to yellow
yellow gel free from particulate ftransparent gel, free from particulate matter

matter / Oniopoanoiii npoapaunnii /! Oxnopomuiii  mpospatuiniii  rent ot

CJIL KCIATOrO peTa, CROBOJIILIT OTCRETNIO JIeNToTe  JI0 enToro  I1iBeTa,

MOCTOPOHHWY HACTHI] CRODOTITRIF OT TOCTOPOITTHX YACTHIL
2 |Identification by HPLC/ Complies as prescribed / The retention time of the major peak in the
[ToaMMHHOCTS COOTBCTCTBYCT chromatogram of thc sample preparation
TpeOOBaHMIM corresponds to that in the standard

preparation under assay / Bpems
yIepKHBaHUS ~ OCHOBHOTO  IIMKa  Ha
XpOMATOrpaMMe HCIBITYEMOrO  pacTBOpa
JIOJIKHO COOTBETCTBOBATH BpPEMEHHU
VIACPAHBAHNA THKA HA XPOMATOrpamMmc
CTaHAapTHOTO  pacTBOpa  HHMecymuja
(paznen «KosruecTBEeHHOE ONpE/IeNeHUED)

3 | Weight of package content 51g/S5lr In according to Rus. Ph.Not less than
Macca coaepxKIMoro 50.0 g / B cooTBeTCTBHH € TpeOOBaHUAMH
YIIaKOBKU ['D PL. He menee 50,0 ¢

4 |pH 5.7 "Between 4.6 and 6.0 / o1 4,6 10 6,0

5 |Related substances /PoAcTBEHHBIE IPUMECH

1) Impurity A / Tlpumecs A Not detected 1) Not more than 0.2 % / me bonee 0,2 %
2) Impurity B / ITpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / ne 6onee 0,2 %
3) Impurity C / ITpumecs C Not Detected 3) Not more than 0.2 % / e boiee 0,2 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [poaykr coorsercTByeT TpeboBannsaM HJI 3akaogenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIposepeHo: > Onobpeno: Menemxep / Pyxosonutens
Naresh Kumar @/ Pardeep Kumar (Di_._-— Manoj Kumar
Print Date / Print Date / Print Date /
Hara: 07.07.2021 Hara: 07.07.2021 Jara: 07.07.2021

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
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CEPTUPUKAT AHATNN3A
Product : Nise gel
Hpoaykr : Haiis®, rens Juist HApY>KHOrO npuMeHenus 1%
Batch No/ : V210698 Batch Quantity / : 22,648 units /
Cepus Ne O0beM mapTHu 22,648 enuHNULL
Analytical Report No / : 890001531619 Date of Analysis / : 30.06.2021
AHanuTH4Yeckuii oTyet Ne JlaTa aHaau3za
Date of Manufacture / : June.2021 Date of Expiry/ : May.2023
JaTa npou3BoJCTBA I'ogen no
Analysis performed according ND / Auanu3 nposeen no HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

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

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

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

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

4) Ipurity D / Tpumecs D Not Dctected
5) Impurity E / IIpumecL E Lese than LOQ (0.07%)
6) Impurity F / IIpumecs F Not Detected
7) Highest individual 0.14%

unknown imputity /

Enunnunas

HEUACHTUPULIMPUBIHHEN

HpUMeEch

0.1%

8) Total impurities /
CyMMa nipumecei

6 Microbial limits /

Muxkpobuonoruueckas

YHCTOTA

Total aerobic microbial count
O61ee yrcno adpoOHBIX

MMKDPOOPTaHH3MOB

Total combined yeast and

molds count / ObLiee uncio

IMPOJGKEBBIX U MJIECHEBBIX

rpuboB

S.aureus

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

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

Absentin 1 g/ OtcyTcTBYET B 1T

P.aeruginosa Absent in 1 g/ OTcyTcTBYET B 1T

Not 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/ OrcyTcTBHE B 1T

Should absent in 1 g/ OrcyTcTBHE B 1T

Remarks : The Product conforms to ND/
Ilpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanuam HII

Conclusion : APPROVED /
3axkaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAaroToBneHo: ITpoBepeHo: D Onobpeno: Menexkep / PykoBouTesib
Naresh Kumar >~ Pardeep Kumar <Dj"7 Manoj Kumar / ot

Print Date / Print Date / Print Date /

Jara: 07.07.2021 Hara: 07.07.2021 Hara: 07.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
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CIN: L85195AP1984PLC004507
www.drreddys.com

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

CEPTUOUKAT AHATIU3A
Product : Nise gel
Ipoaykr Haif3®, renb Jis HAPYHKHOTO NpUMeHeHus 1%
Batch No / : V210698 Batch Quantity / : 22,648 units /
Cepust Ne O6beM napTHH 22,648 egnHUL
Analytical Report No / : 890001531619 Date of Analysis / : 30.06.2021
AHaauTudeckuii oruer Ne JlaTa aHaau3a
Date of Manufacture / : June.2021 Date of Expiry/ : May.2023
JlaTa mpou3BoJCTBA Yonmen go
Analysis performed according ND / Ananus nposeaen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

7

Assay / KonudecTBeHHOE
orpesieneHue

10.05 mg/ mr ' Not less than 9.0 mg and not more than
11.0 mg of Ci3H2N20sS Nimesulide in
one gram of gel. /

OT 9,0 a0 11,0 MIT C13H12N2058

(nuMecynuna) B 1 r mpenapata

Package / YnaxoBxa

50 g in a laminated aluminum tube 20 g, 50 gor 100 gina laminated
equipped  with  (amper-evident aluminum tube cquipped with
membrane. 1 tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / palieut information lcaflct in a carton. /
Ty 40 r n vy  moTlo20r, 50 rwm 1008 Tyhy w2
NIaMHHUPOBAHHOTO ANTOMMHMS, TaMHUHUPOBAHHOIO ANIFOMUHUS,
cHaBKeHHY0 ~ MeMOpaHOW NS CHaOXeHHyI0 MeMOpPaHOH st KOHTPOIIS
KOHTPOJIsl IEPBOro BCKpbITHA. [Io 1 mepBoro BCKPHITHAL. ITo 1 TyOe B navky
Tybe B TMadky KapTOHHYIO CKapTOHHYIO C HHCTPYKLHKEH 110
HICTPYKIMER 110 UPUMEHEHIO MPUMCHCHHIO

Labeling / MapkupoBka

According to ND / B cootserctuu ¢ H]I

10

11

Storage conditions /
XpaueHue

/At temperature below 25 °C. Do not freeze. / IIpu Temnepatype He BbILIC 25 °C.
He 3aMopaxuBarh.

Shelf life / Cpok rofHocTH

2 years / 2 roa

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoyKT COOTBETCTBYET TPEOOBAHHAM HA

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by /
IToAroToBAEHO:
Naresh Kumar

3

Checked by /
IIposepeHo:
Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykooautesb

(i/ Manoj Kumar M

Print Date /
Jata: 07.07.2021

Print Date /
JaTa: 07.07.2021

Print Date /
Jara: 07.07.2021
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