Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS gt solan, H.P, 173 205, INDIA

CEFTUDUKAT AHATINSA Tel : +91 98166 56001-02
Product : Nise gel www.drreddys.com
\HOpoaykr : Hali3s®, renb ans napyxHoro npuMmexeHns 1%
Batch No / 1 V211274 Batch Quantity / : 22,835 units /
Cepus Ne Obbem napTuu 22,835 equHuL
Analytical Report No / : 890001558424 Date of Analysis / : 30.11.2021
AHaauTnyeckuii oryer No JlaTa aHaJmn3a
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JaTta npou3BoACcTBa I'open no
Analysis performed according ND / Ananu3s nposeaes no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne [Test/ Hgﬁﬁﬂ Result / Pesynbrarsl

Specification / Hopma

| Description / Onucanne Homogenous transparent yellow gel Homogenous light yellow to yellow
free from particulate matter /
OaHOPOAHBLA NPO3payuHbli renb
JKEJITOro UBETa, CBOOOHBIN OT
TIOCTOPOHHUX YacTHIL.

transparent gel, free from particulate matter
/  OOHOpPOHHBIM MPO3paqHBId Trenb OT
CBETJIO-KEJITOr0 O  JKENTOro  IIBeTa,
CBOOOHBIM OT MOCTOPOHHUX YACTHLL.

2 |Identification by HPLC / Complies as prescribed /
[ToanuHHEOCTH COOTBETCTBYET
TpeboBaHUAM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation  under assay / Bpems
yOepKMBAaHAS ~ OCHOBHOTO  MHKA  Ha
XpoMaTorpaMMe HUCIIBITYEMOIO pacTBoOpa
MOJDKHO COOTBETCTBOBATh BpEMEHH
YyIEpXKUBAaHHS MHKA Ha XpOMaTorpamMMe
CTaHZApTHOrO  pacTBOpa  HHUMecyJHIa
(pasmen «KonuiecTBEHHOE ONPEEICHHE)

3 | Weight of package content 50g/50r
| Macca conep:KuMoro
yTTaKOBKH

In according to Rus. Ph..Not less than
50.0 g / B coorBeTcTBUM ¢ TpeOOBaHUAMU
['® P®. He menee 50,0

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

5 Related substances /PoacTBeHHBIE TPUMECH

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr cooTBeTcTBYET TpeboBanuam HJI

1) Impurity A / IIpumecs A Not Detected 1) Not more than 0.2 % / He 6onee 0,2 %
) Impurity B / Ilpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / He 6onee 0,2 %
3) Impurity C / Ilpumecs C Not Detected 13) Not more than 0.2 % / He 6onee 0,2 %

Conclusion : APPROVED /
Zaxmouenue: OJJOGPEHO

Prepared by / Checked by /

IoarorosneHo: IMposepeHo: =
Ankit C A Hirnesh&W_ﬂiﬂl""'/*3

Approved by: Manager/Executive /

Onobpeno: Menemiep / PykosoauTeb
Pawan Kumar /é_\/

Print Date / Print Date /
Hara: 30.11.2021 Jara: 30.11.2021

Print

Date /

Hara: 30.11.2021

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
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHATIM3A Tel : +91 98166 56001-02
Product : Nise gel www.drreddys.com
Ipoaykr Haiiz®, renw aas HapyxHoro npinMeHenys 1%
Batch No / : V211274 Batch Quantity / : 22,835 units /
Cepnst Ne O6bem mapTuu 22,835 equHni
Analytical Report No / : 890001558424 Date of Analysis / : 30.11.2021
|AHanATHYECKHii oTueT No Jara ananusa
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JaTa npoH3BOACTBA I'ogen o

Analysis performed according ND / Anann3 nposeaen mo HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 or 16.09.2020)

|

4) Impurity D / [Ipamecs D

5) Impurity E / Ilpumecs E

6) Impurity F / IIpumecs F

7) Highest individual
unknown impurity /
EnuHuuHas
HenJeHTU(DULHPOBAHHAS
TIpUMECh

8) Total impurities /
Cymma npumecei

Not Detected

Not Detected

Not Detected

Less than LOQ (0.1%)

Less than LOQ

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

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

Microbial limits /

Miukpobuonornueckas

YHCTOTA

Total aerobic microbial count
Ob11iee yuCIo a’3poBHBIX

MHKPOOPTaHU3MOB

Total combined yeast and

molds count / Ob61uiee yucio

IMPOMOKEBBIX U TIJIECHEBBIX

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

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

Not more than 100 CFU/g /
|He 6onee 100 KOE/r

Not more than 10 CFU/g/
He 6o1ee 10 KOE/r

rpubos
' S.aureus Absent / OTcyTcTBYET Should absent in 1 g/ OtcyrcTBHE B IT
! P.aeruginosa Absent / OtcyTcTBYET Should absent in 1 g/ OtcyTcTBrE B 1T

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykt cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosexo: [TposepeHo: Onob6peno: Menemkep / PykoBoguTens
Ankit C i Himesh W Pawan Kumar AO_,_,,,

Print Date / Print Date / Print Date / !

Hara: 30.11.2021 Hara: 30.11.2021 MMata: 30.11.2021
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHATNN3A Tel : +91 98166 56001-02
Product Nise gel www.drreddys.com
IIponykT Haiiz®, rens 115 Hapy»xHoro npuMeHenus 1%
Batch No / : V211274 Batch Quantity / : 22,835 units /
Cepusa Ne Oo0beM napruu 22,835 enMHHUIL
Analytical Report No / : 890001558424 Date of Analysis / : 30.11.2021
AnanuTHuyecKHuii oryer No Jlara aHaam3a
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
|[laTa npon3BojcTBA Topen a0
Analysis performed according ND / Ananus nposeaen mo HJL: T1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3M. Ne 1 ot 16.09.2020)

7

Assay / KonnuecTBeHHOE
oTpeeNeHue

Not less than 9.0 mg and not more than
11.0 mg of C13H2N205S Nimesulide in
oone gram of gel. /

oT 9,0 A0 11,0 MIr C13H12N205S
(Humecynuaa) B 1 r npenapata

10.25mg/ 10.25 mr

| Package / Yraxoska

50 g in a lam inated 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. /
Mo 50 r B T1yoy u3llo20r,50r umu 100 r B TyOy U3
NaMHHHPOBAHHOIO ANFOMUHHA, JTAMUHHPOBAHHOTO aJIOMMHMUS,
CHaOweHHyl0  MeMmOpaHo#  1Jis cHaGKEeHHYIO MeMOpaHOH JUist KOHTPOJIS
KOHTPONs TepBoro BekpsiThs. Io 1 nepsoro Bekpeitys. [1o 1 TyGe B mauky
Ty0e B Nayky KapTOHHYIO CKapTOHHYIO C MHCTPYKLHUEH 10
HHCTPYKLLHEIi 10 TPHMEHEHHIO MPUMEHEHHIO

Labeling / MapkupoBka

According to ND / B cootserctaun ¢ HJJ

1

0 |Storage conditions /

XpaHenue

At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He Bbiie 25 °C.
He 3aMopaxuBarTh.

1

1

Shelf life / Cpok rognoctu

2 years / 2 rona

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponykr cooTseTcTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
Zaxmwouyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTosnero: IIposepeno: . | Onobpeno: Menemnyep / PykoBoauresb
Ankit Q] = Himesh K{M Pawan Kumar s

Print Date / Print Date / Print Date /
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