Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3A
Product : Nise gel
IIponykr : Haiis®, reap pisg HapyxHOTo npuMeHeHus 1%
Batch No / : V210658 Batch Quantity / : 56,459.000 units /
Cepnst No O0bem mapTuu 56,459.000 eguHUL
Analytical Report No / : 890001530101 Date of Analysis / : 24.06.2021
AHanuTHyeckuii oTuer Ne JlaTa aHanuza
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa npou3BoacTBa T'onen no

Analysis performed according ND / Anann3 nposenxen no HJ[: [1N012824/02-100320 (amend Ne 1

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne | Test / ITokasarens

Result / Pesynbratel

Specification / Hopma

1 Description / Onucanue Homogenous yellow transparent gel | Homogenous light yellow to yellow
free from particulate matter / {transparent gel, free from particulate matter
ORHOPOHBIH MPO3payuHbIi reib OnHOpOAHBIM Mpo3pauHblii renp  OT

PKCJITOrO LIBCTA, CBOOOHBIN OT CBCTJIO-JKCJITOI'O A0  KCJITOTO  IBCTA,

MOCTOPOHHHUX YaCcTHL.

CcBOOOMHEIN OT MOCTOPOHHMX YaCTHLL.

2 Identiﬁ_cationb_y'HPLC / Complies as prescribed /
[ToanuHHOCTD COOTBETCTBYET

TpeGoBaHUSIM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard

preparation under assay / Bpewms
[yAEpKUBAHWS  OCHOBHOTO  THKa  Ha
XpoMarorpaMMe HCIBITYEMOrO  pacTBOpa
NOTKHO COOTBETCTBOBATH BPEMEHH
YACPKMBAHUA  1IMRA  HE  XPUMZLOLPAMME
CTaHAapPTHOIO  PacTBOpa  HHUMECYJHAA
i(paznen «KonuuecTBeHHOE ONPEAETICHHEY)

3 | Weight of package content |20 g/20T In according to Rus. Ph.Not less than
Macca cogepxumMoro 20.0 g / B cootBeTcTBUH C TpeOOBaHUAMHE
YIIaKOBKH [® PO. He menee 20,0 r

4 |[pH 5.6 Between 4.6 and 6.0 / o1 4,6 110 6,0

Remarks : The Product conforms to ND/

Ipumeyanne: [IponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

TMoxarorosneHo: IIporepeno:

Prepared by / Checked by /

Pardeep Kumar t Himesh M Manoj Kumar @_ﬁ}ﬁ,’/

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

Print Date / Print Date /
Jata: 24.06.2021

Hata: 24.06.2021

Print Date /
Hata: 24.06.2021

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@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A
Product : Nise gel
IIpoayxTt Haii3®, rens nnist Hapy»kHOro npuMeHeHus 1%
Batch No / : V210658 Batch Quantity / : 56,459.000 units /
Cepus Ne O6beM mapTHH 56,459.000 egunuL
Analytical Report No / : 890001530101 Date of Analysis / : 24.06.2021
AHaJUTHYeCKHUIT oTUeT Nt Jata apasusa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa mpousBoacTBa I'open no

Analysis performed according ND / Anasu3 nposeaes no HJI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5

Related substances /PoncTBeHHBIE TPUMECH

1) Impurity A / Ilpumecs A

2) Impurity B / Ilpumecs B

3) Impurity C / [Ipumecs C

8) Highest individual
unknown impurity /
Epnanunas
HeuIeHTU (UM POBAHHAS
NpUMECH

9) Total impurities /
CymMa npumecei

Not Detected

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

Less than LOQ (0.04%)

Not Detected

4) Impurity D / Ilpumecs D
) Tmpurity P Not Detected

6) Impurity E / Ilpumecs E
Not Detected

7) Impurity F / Ilpumecs F
Not Detected

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

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

Less than LOQ (0.1%)

Less than LOQ

5) Not more than 0.2 % / He 6oee 0,2 %
5) Not more than 0.2 % / He 6osee 0,2 %
6) Not more than 0.2 % / e 6onee 0,2 %
7) Not more than 0.2 % / e 6onee 0,2 %

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

Remarks : The Product conforms to ND/

IIpumeuanne: [Iponyxr cooTBeTcTBYET TpeboBaHusM H/I

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloxprorosnexo: D [IposepeHo: o~ OnobpeHo: Menemxkep / Pykqeoputens
Pardeep Kumar raL/ Himesh %A”——’ Manoj Kumar L

Print Date / Print Date / Print Date /

Jata: 24.06.2021 Hara: 24.06.2021 Jara: 24.06.2021

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

CEPTUOUKAT AHAIIU3A
Product  : Nise gel
Mponyxtr : Haii3®, resns 1ia HapyXHOro npuMeHenus 1%
Batch No / : V210658 Batch Quantity / : 56,459.000 units /
Cepus Ne O6beM napTHH 56,459.000 exuuuL
Analytical Report No / : 890001530101 Date of Analysis / 1 24.06.2021
ApajuTHyeckHii oruet Ne JlaTa aHanu3a
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa npoM3BOACTBA I'ogen no
Analysis performed according ND / Anayn3 nposeaen no HJI: IT N012824/02-100320 (amend Ne 1
from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

6 Microbial limits /

Mukpobuonorsuueckas
HHCTOTA

MHUKPOOPTraHU3MOB
Total combined yeast and

rpuboB
S.aureus

P.acruginosa

Total aerobic microbial count
O01ee uncno a’podHbIX

molds count / Ob1ee yncio
ITPOMOKEBBIX U MIECHEBLIX

Less than 10 CT'U/g/
Menee 10 KOE/r

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

Absent in 1 g/ OTcyTcTBYeT B 1t

\Aboont in 1 g/ Oroytotnyer n ir

Not more than 100 CFU/g/
He Gonee 100 KOE/r

Not more than 10 CFU/g/
He Gonee 10 KOE/r

Should absent in 1 g/ OtcytcTBUE B 1T

Should ahnent in 1 g/ OreytoTnie noir

ONpeEAC/ICHUEC

7 | Assay/ KonuuecrBenHoe

10.15mg/ 10.15 mr

Not less than 9.0 mg and not more than
11.0 mg of Ci3H2N,0sS Nimesulide in
one gram of gel. /

oT 9,0 pile] 11,0 MI C13H12N2058
(Humecynuaa) B 1 r npenapata

Remarks : The Product conforms to ND/
Ipumewanue: Ipoaykt cooTBeTcTBYET Tpebopanusm HIJ

Conclusion : APPROVED /
3akmouenune: OJJOGPEHO

Jata: 24.06.2021

Hata: 24.06.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToeneHo: ITposepero: Onobpeno: Menexep / PykoBoantens
Pardeep Kumar Qﬁ,__ Himesh M—Q Manoj Kumar

Print Date / Print Date / Print Date /

Jara: 24.06.2021
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : Nise gel
Hpoayxr : Haiiz®, renb Ans Hapy»XHOro npuMeHeHust 1%
Batch No / : V210658 Batch Quantity / : 56,459.000 units /
Cepus Ne OobeM napTuun 56,459.000 equHNI
Analytical Report No / : 890001530101 Date of Analysis / : 24.06.2021

AHauTHYeCKHIH oTueT Ne

JaTa anann3za

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

JlaTta npousBoacTBAa

T'open no

Analysis performed according ND / Ananu3 npoeened mo HJI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 |Package / YrnakoBka 20 gin a laminated 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. /
ITo 20 r B TYOy u3 [To 20, 50 r umu 100 r B TYOY U3
JMIAMHHHPOBaHHOIO AJTIOMUHHA, TaMHHIPOBAHHOTO AJIOMUHUS,
CHaD/KEHHYIO MeMOpaHou 1A CHAOKEHHYIO MCMOpaHOU JJ11 KOHTPOIIs
KOHTPOTS AepRAT RekpRITUS 10 1 [meproro sexpritag o 1 tyhe R mauky
TyOe B Maviy KapTOIIIyIO ¢ KApTOIIIYIO C HIICTpYKLHeEil 1Mo
HHCTPYKLIHCH 10 MPHMEHEHHIO pHMELEIHIO

9 | Labeling / MapkupoBka

According to ND / B coorBerctBuu ¢ HJ{

10 | Slorage conditions /
Wpanmau,

At tlemperalure below 25 “C. Do not lreeze. / 11pn reMnepaType He Bble 25 “C.
He samupasaara s,

11 | Shelflife / Cpok roaHoctu

2 years /2 roza

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: [ponykT coorBeTcTBYET Tpebopanusam HJI 3akawouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosinexo: ITpoBepeHo: —4 OnobpeHo: Menemxep / Pykospaurenn
Paideep Kumar ‘:Ji . ITimesh Kam — | Manoj Kumar ;

Print Date / Print Date / Print Date /

Jara: 24.06.2021 JlaTa: 24.06.2021 Hata; 24.06.2021
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