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Dr.Reddy’s Q.o CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr : Haiiz" Aktusrens (HUMeCYIHA) redib Ul HAPYXKHOIO NpuMeHeHus, 1 %, 20 r
Batch No / : V210644 Batch Quantity / : 47,074
Cepusa Ne O0bem napruu 47,074 ennHuy,
Analytical Report No/ : 890001529217 Date of Analysis / : 19.06.2021
AHaJquTHYecKHH oTueT Ne JlaTa aHaJH3a
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JlaTa npousBoacTaa Togen no
Analysis performed according ND / Anann3 nposener nmo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 o1 19.03.2020)

4Page 1 of 5/ Crp. 1 u3 5

Jlj‘f d Test / IlokazaTean Result / PezyabTar Specification / Hopma
1. Description / Onucanne Homogeneous,  transparent, | Homogeneous, transparent,
pale-yellow gel with | colorless to pale-yellow gel with
characteristic odor /| characteristic odor / OaHOpOOHBIH
OnHopoamblii  MpO3payHblil | MPO3payHbIi relb OT GECLBETHOrO
rens OJieIHO-XKENITOrO 1BeTa ¢ | 10  OnejHo-KenToro  LBeta ¢
XapaKTepPHBIM 3aMaxom XapaKTepHbIM 3ar1axoM
2. Identification / IloanuaHOCTH
a) By HPLC / Metonom Complies as prescribed / | The retention time of the main peak
B2XX CootBercTByeT TpeOOBAHMIM in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram  of  nimesulide
reference standard solution (section
Assay) / Bpems ynep>xuBaHuUA
OCHOBHOTO KA Ha
XpoMarorpamme HUCTIBITYEMOIO
pacTBOpa A0KHO COOTBETCTBOBATH
BpPEMEHH YIEep>KHBAHUS OCHOBHOTO
MHKa Ha XpOMAaTorpaMMe pacTBopa
CTaHAapTHOrO obpasua
HHUMecCyIuaa (paznen
«KonuuecTBeHHOE OTpeiesieHHE»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuannue: [Ipoaykr cooteeTcTBYET TpeboBanusm H 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: @& IIpoBepeHo: _—_ | Omobpero: Menen;geg/ PyxoBoautens
Naresh Kumar Himesh K!_m__a_,_gﬂ!/”% Amit Kumar J\r-:/
Print Date / 19.06.2021 Print Date / 19.06.2021 Print Date / 19.06.2021
JHara: Hara: Hara:

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 AHAJIU3A
Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
IIpoaykT Haiiz" Akrusrens (HUMeCynua) resib 118 HapY>KHOTO npuMenenus, 1 %, 20 ¢
Batch No / : V210644 Batch Quantity / : 47,074
Cepus Ne Oo0bem naprun 47,074 enunny
Analytical Report No / : 890001529217 Date of Analysis / : 19.06.2021
AHannTHYecKHii oTuer Ne Hara ananausa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JaTa npou3BoacTBa TI'ogen go

Analysis performed according ND / Ananus nposenaen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)
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No/
Ne

Test / IlokazaTean

Result / PesyabTar

Specification / Hopma

b)By UV spectro-

Y®-cnexrpodoro
MeTpUH

photometry / Metoaom

Complies as  prescribed
CoOTBEeTCTBYET TpeGOBaHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / YO-
CHEKTP MOTJIOIIEHHS UCTIBITYEMOTO
pacTBOpa JOSKESH HMETh MAKCUMYM
nornotneHus npu 397+5 um

LU2Y canrniyas

3. | Weight of package 20g/20r According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B cooTBeTCTBHH C
COMAEPIKAMOTr0 YIAKOBKH TpebGoBaHUAMU

['® PO, (He menee 20,0 1)
4, pH 3.22 From2.5t0 4.5/ 071 2,5 1o 4,5
5. | Viscosity / BazkocTh 1029 centipoise / From 400 to 1200 centipoise /

OUr 400 po 1'20U canruityas

6. | Related impurities / PoncrBennbie mpumMecu

Jlrobas apyras npumMech

L. Impurity C / Not detected
ITpumecs C

if. | Impurity D/ Not detected
IIpumecs D

iii. | Any other impurity / BDL(Disregard area 2430)

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 0.50 % /
He 6onaee 0,50 %

Not more than 0.50 % /
He 6osee 0,50 %

Total impurities /
CyMmMma npuMeceit

iv.

BDL

Not more than 1.50 %/
He 6omnee 1,50 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarotoBiieHO:
Naresh Kumar

b

Checked by /

IIpoBepeHo: _ :
Himesh KM

Approved by: Manager/Executive /
Opnobpeno: MeHnekep j\PyKOBOHI/ITCHB

Amit Kumar /\ -_/_/

Print Date / 19.06.2021
Jara:

Print Date / 19.06.2021
JHara:

Print Date / 19.06.2021
Hara:

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

CEPTUD®UKAT AHAJIU3A
Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr : Haiiz" Akrusrens (HUMECYIU) Feib A7 HAPYHKHOTO MpuMenenus, 1 %, 20 r
Batch No / : V210644 Batch Quantity / : 47,074
Cepus Ne ObbeM napTun 47,074 enuuun
Analytical Report No / : 890001529217 Date of Analysis / : 19.06.2021
AHauTHYECKHH oTueT No Jara anannza
Date of Manufacture / : Jun-202]1 Date of Expiry / : May-2023
Hara npouzBoacTBa T'ogen no
Analysis performed according ND / Ananns nposenen no HJI: JITT-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020)
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rﬁ: / Test / IlokazaTenan

Result / Pe3yasTat

Specification / Hopma

7. | Microbial purity / Mukpo6Hoornyeckas 44cToTa

i. | Total Aerobic Microbial
Count / O6uee uucio
a5pPOOHBIX MHKPO-
OpTaHU3MORB

rpuboB

iv. | Staphylococcus aureus

ii. | Total Combined Yeast and
mould count / O61uee uncno
JPOOKEBBIX W TIECHEBBIX

itl. | Dscudomonas acruginosa

Less than10 CFU/g /
Memnee 10 KOE/r

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

Abaentinl g/
OreyreTryeT R 1 T

Absentinl g/
OtcyrcteyeTrB 1 T

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Mot more than 100CTU/g /
He 6onee 100 KOE/T

Should abacntin 1 g/
Orcyreteue B 11

Should absentin 1 g/
OtcyrcTeue B 1 T

Remarks : 'I'he Product conforms to N/
Ipumeuanne: [lponykr coorBercTBYeT TpeboBanmam H]T

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / N
IToaroroeyieHo:
Naresh Kumar

Checked by /

IIpoep
Himesh

o
P b

Approved by: Manager/Executive /
OpnobpeHo: Meﬂeme,ef Pykoroautens

Amit Kumar j\.-/-’/

Print Date / 19.06.2021
Jlara:

Print Date / 19.06.2021

Jlara:

Print Date / 19.06.2021
Jlarta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel. 91 40 4900 2900, Fas. 91 40 4900 2999, Emall: maili@drreddys.com
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
Product Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
IIpoaykT Haiiz® Aktusrenb (HUMECYAUA) redib AJis HapyxHoro npuMeneHus, 1 %, 20 r
Batch No / 1 V210644 Batch Quantity / : 47,074
Cepus Ne O6bem napTuu 47 074 envuuy
Analytical Report No / : 890001529217 Date of Analysis / : 19.06.2021
ApaauTayeckui oTuer Ne Jlata anamuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jara npou3BoacTBa Tonen o
Analysis performed according ND / Auanus nposenen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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. | Nimesulide / R
Humecynua

8 Assay / KosmmyecTBeHHoe onpege/ieHHe

10.04 mg / 10.04 mr
(100.4 %

0.0 mg to 11 0 mg nf CHENOS
(mmesulide) (YU.U% to [ 10.U% of
label claim) in 1 g of gel 7

O1 9,0 mr no 11,0 mr C13H2N2OsS
(Humecyina) (Ut 90,0 %6 uu

110,0 % OT HOMHHAJIBLHOIO
cofiepkanus) B 1 r rens

Dimethyl sulfoxide /
Jumernicyiibdoren

il

99.7%

90% to 110% of C;HsOS (dimethyl
sulfoxide) ol label claim /

OT1 90 % o 110 % CoHsOS
(uume tnieysdroken,t) vt
HOMMHAJIBHOTO COIEPXKAHHS

9 |Packaging / YnakoBka

Package / YrakoBka - 20 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Tlo 20 r B TYOy u3
JIAMHHHPOBAHHOTO

ATIOMHHUA, CcHa0XKEHHYIO
MeMOpaHOH AN KOHTpON
nepBoro BeKpeITHA. Kaxxmyio
TYOY BMCCTC € WNCTPYKITHCH
MO NMPUMEHEHHIO MOMELIAlOT B
NayKy KapTOHHYIO.

Package / Ynakogka - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane, Each tube and a patient
information leaflet in a carton. /

o 20 1, 50 r uau 100 r B TYOY M3
JIAMUHUPOBAHHOI'O ATIOMHHHUS,
cHaOXeHHYI0O  MeMOpaHoH  ans
KOHTPONA  MEPBOr0  BCKPBITHSA.
Kaxnyio TyOy BMECTE c
HHCTPYKLMEH 10 MNpPUMEHEHHUIO
MOMEINAIOT B MAYKY KAPTOHHYIO.

Remarks : The I'roduct conforms to ND/
Ipameuanne: [IpoaykT cooTBeTCTBYET TpeOoBaHusaM HJJ

Conclusion : APPROVED /
3axnwuenue: OJOBPEHO

Prepared by /
IToaroToBlIEHO:
Naresh Kumar

Checked by /

IIpoBepeHo: o
Himesh @gﬂé_/j-)

Approved by: Manager/Executive /
Opnobpeno: Mene,ungep / PykoBoauTens
Amit Kumar [\.-»‘//

Print Nate / 19 0A 2021
Jara:

Print Date / 19 06 2021
Jlara:

Print Date / 19.06.2021
Jara:

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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Dr.Reddy’s ‘.0‘ CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr : Haii3" Aktusrens (HuMecynna) refib VIS HAPYKHOTO npumeHenus, 1 %, 20 r
Batch No / : V210644 Batch Quantity / : 47,074
Cepus Ne O6bem napruu 47,074 ennHun
Analytical Report No / : 890001529217 Date of Analysis / : 19.06.2021
AHanuTHYecKHi oTueT No JlaTa anaamsa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jara mpou3BoacTBa T'onen mo
Analysis performed according ND / Ananu3s nposeaen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)
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10 |Labeling / MapkupoBka According to ND / B coorercteun ¢ HJI
11 |Storage / XpaHenue Store below 25 °C. Do not freeze./ IIpu Temneparype He Bbiie 25

°C. He 3amopaxuBaTb.
12 | Shelf life / Cpok roanocTu | 2 years/2 roga
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
llpumeuanne: llponykr coorseTcTByeT TpedoanusM HJI 3axnwuenue: OJIOBPEHO
Preparcd by / Checked by / Approved by: Manager/Exccutive /
IToarororneHo: p IIpoeepeHo: Onobpeno: Meneiep / Pykosoautesnnb
Naresh Kumar - Himesh Kumar — | Amit Kumar J\' =
Print Date / 19.06.2021 Print Dale / 19.06.2021 Print Dale / 19.06.2021
Jara: Jlara: Jara:

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
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