Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
IIpoaykT Haii3® AkTuBrenn (HUMECYNUA) refib AT HAPY:KHOro npumeHenus, 1 %, 20 r
Batch No / : V210910 Batch Quantity / : 46,702
Cepus Ne O6bemM napTuu 46,702 epuHun
Analytical Report No / : 890001541634 Date of Analysis / : 30.08.2021
AHaHTHYECKHH oT4HeT No Jlara ananusa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JaTa npou3BOACTBA T'ogen g0

Analysis performed according ND / Ananus nposegen no HJI: JII1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1 of 5/Ctp.1m35

BOXX

No/ . ]

e Test / lloka3aTennb Result / Pe3yabTaT Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, | Homogeneous, transparent,
pale-yellow gel with | colorless to pale-yellow gel with
characteristic odor / | characteristic odor / OgHOpoAHBIH
OnHOpOmHBIM  MpO3payHbIf | MPO3payHBIA reb OT GeCLBETHOTO
renb GIIeMHO-KeNToro 1Bera ¢ | o  OneqHO-KeNToro  IBeTra ¢
XapakTepHBIM 3araxom XapaKTepHBIM 3a11axoM

2. Identification / IlopimaBOCTH

a) By HPLC / Meromom Complies as  prescribed / | The retention time of the main peak

CooTBeTcTBYET TpeOOBAaHUIM

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 yIepXuBaHHA
OCHOBHOTO NHKa Ha
XpOMaTorpaMmme HCMBITYEMOT0
pacTBOpa JOJKHO COOTBETCTBOBATh
BpPEMEHH YACPKMBaHUA OCHOBHOIO
NHKa Ha XpoMaTorpamMMe pacTBopa
CTaHAAapTHOIO obpasua
HUMeECYNUAA (paszmen
«KonuuecTBeHHOE OTIPEAETICHUEN)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpameuanne: ITponykt cooTBeTcTBYeT Tpebopanuam HJI 3axmwoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieHo: IIposepeno: Onobpeno: Menemxkey / PykoBonurens
Pardeep Kumar ‘ Himesh W Abhishek Chauhan /

e /L~
Print Date / 30.08.2021 Print Date / 30.08.2021 Print Date / 30.08.2021
Jara: Jara: Jlara:

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

CEPTUOPUKAT AHAJIU3A
Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr Haiis® AKTHBreb (HUMECYIH L) Teb U1 HAPYsKHOrO rpumenenns, 1 %, 20 ¢
Batch No / : V210910 Batch Quantity / 1 46,702
Cepust Ne O6beM mapruu 46,702 enMuuul
Analytical Report No / : 890001541634 Date of Analysis / : 30.08.2021
AHAJIHNTHYECKHH 0TyeT No Jlara anaigusa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
Jdata npousBoacTBa TI'ogen oo
Analysis performed according ND / Ananns nposeaen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page2 of 5/Crp.2 135

Result / PesyabsTar

Specification / Hopma

1;.(? / Test / Ilokazarenb
b)By UV spectro-
photometry / Metonom
Y®-cnekrpodoto
METpPUH

Complies as  prescribed
CooTBeTcTBYET TpeOOBaHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 3975nm / VY-
CNIEKTP MOIJOLYEHUS UCTIBITYEMOTO
pacTBOpa JOJDKEH HMETh MAKCHMYM
noryomeHus mpu 397+5 am

3. | Weight of package 20g/20r According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B cooTBeTCTBHY C
COIEePKMMOr0 YHAKOBKH TpebOBaHUAMHU

I'®d PO. (He menee 20,0 1)
4. pH 3.18 From2.5t04.5/0t12,5 no 4,5
5. | Viscosity / BaskocTb 1070 centipoise / From 400 to 1200 centipoise /

1070 canTunyas

Ot 400 no 1200 canTumyas

6. | Related impurities / PogcTBeHAbIe IPUMECH

i, | Impurity C/ Not detected Not more than 0.50 % /
ITpumecs C He 6osee 0,50 %

ii. | Impurity D/ Not detected Not more than 0.50 % /
[pumecs D He 6omnee 0,50 %

iii. | Any other impurity / BDL(Disregard area 2484) Not more than 0.50 % /
Jlrobas npyras npuMech He Gonee 0,50 %

iv. | Total impurities /
CymMa npumMeceit

BDL

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

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr coorsercrpyer Tpebosanmsam HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

TloarororseHoO:

Prepared by / Checked by /

= [Ipoeepeno: —
Pardeep Kumar c_ﬁ‘ HimeshW i

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PyxosoaunTteib
Abhishek Chauhan | /1

Print Date / 30.08.2021 Print Date / 30.08.2021
JaTa: Hara:

Print Date / 30.08.2021
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Toli 91 10 1900 2900, Fax: 81 10 1900 2999, Email: mail@drreddys com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g

IpoxykT Haitz® Axtugrens (HUMeCyMa) resib Ui HapY KHOro fpruMeHenus, 1 %, 20 r

Batch No / : V210910 Batch Quantity / : 46,702

Cepust Ne O6bem napTun 46,702 eamnnniy
Analytical Report No / : 890001541634 Date of Analysis / : 30.08.2021
AHanuTHYeCKHA oTueT No Hara ananuza

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
Jara npon3BoicTBA Tonen 10

Analysis performed according ND / Anaaus nposenen mo HJI: JI[1-005923-1911 19 (amend Ne 1 from

19.03.2020 / uzm. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3m35

7. | Microbial purity / MukpoOHoJiorn4ecKast 44CTOTa

i. | Total Aerobic Microbial
Count / O6111€€ uncio
a3poOHBIX MUKPO-
OpraHu3MOB

Total Combined Yeast and
mould count / O611iee yucio
JPOXOKEBBIX U IUIECHEBBIX
rpubor

ii.

Pseudomonas aeruginosa

1.

iv. | Staphylococcus aureus

Less than10 CFU/g/
Menee 10 KOE/r

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

Absentin 1 g/
OtcyrctByeTB 1T

Absentin 1 g/
OTtcytcTByeTB 1 T

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

Not more than 100 CFU/g

He 6omee 100 KOE/r

Should absentin 1 g/
OrcytctBUe B 1 T

Should absentin 1 g/
OrcytctBue B 1 r

i

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr coorsercTRYeT Tpebopanusam HJT Zaxmawgenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [IposepeHo: Onobpeno: Menexep E}Bomwenb
Pardeep Kumar Himesh HM Abhishek Chauhan

<f— R [~
Print Date / 30.08.2021 Print Date / 30.08.2021 Print Date / 30.08.2021
JHara: Hara: Jata:

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

CEPTHOHKAT AHAJIM3A
Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
Hpoayxr Haiis® AkTuBress (HAMeCy L) refb A1 HapysKHOro npuMenenns, 1 %, 20
Batch No / : V210910 Batch Quantity / : 46,702
Cepus Ne O0beM nNapTiu 46,702 enuHu1L
Analytical Report No / : 890001541634 Date of Analysis / : 30.08.2021
AHAJTUTHYECKHH oT4eT No JlaTa aHajau3za
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JlaTa npoH3BOACTBA Toaen oo
Analysis performed according ND / Ananus nposeaen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 o1 19.03.2020)

Paged of 5/ Crp.4m35

8 Assay / KoanuecTBenHoe onpeaejieHue

i. | Nimesulide/
Humecynun

10.13 mg/ 10.13 mr
(101.3 %)

9.0 mg to 11.0 mg of Ci3H12N20sS
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MI 0o 11,0 Mr C13H12N2053
(uumecynun) (ot 90,0 % no

110,0 % oT HOMHHAJILHOTO
cogepkanus) B 1 r rens

ii. |Dimethyl sulfoxide /
JumetuncynbGoKCu

99.9 %

90% to 110% of C,HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C.HeOS
(aumeTucyibHOKCHa) OT
HOMHHAJILHOTO COICPKaHUsA

9 | Packaging / YnakoBka

Package / YnakoBka - 20 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 20 r B TY6y M3
JIAMHHUPOBAHHOI O

AMFOMUHUA, CHA0>KEHHYIO
MeMOpaHOi 11 KOHTPOJIA
nepBoro BCKphITHA. Kaxayro
TyOy BMecTe C HMHCTPYKLMEH
MO NPUMEHEHHIO NOMEILAIOT B
NayKy KapTOHHYIO.

Package / Ynakoeka - 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. /

ITo 20 r, 50 r wm 100 r B TYOY U3
JIAMWHUPOBAHHOTO AIIOMHHHUS,
cHabkeHHYl0  MeMOpaHoW Ui
KOHTpOJIL ~ TIEPBOrO  BCKPBITHS.
Kaxagyro  1y0y  BMecre  C
HHCTPYKLMEH MO MNPUMEHEHHIO
MOMEIIAIOT B MAaYKy KAPTOHHYIO.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanne: Ilpoaykt coorseTcTByeT Tpebopanusm HI

3axmrodenue: OJJOBPEHO

JHara:

Jlara:

JlaTa:

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIposepeno: Onobpeno: Menemikep|/ PygoBoanTens
Pardeep Kumar Ot_,, Himesh M Abhishek Chauhan [ 7

e
Print Date / 30.08.2021 Print Date / 30.08.2021 Print Date / 30.08.2021

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
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g

Ipoayxr : Haiis" AktuBrens (HUMecynua) resb Ansi HAPY)KHOFO NPUMEHCHNS, 1%,20r

Batch No / : V210910 Batch Quantity / : 46,702

Cepust Ne O6BeM MapTHH 46,702 eaunmn
Analytical Report No / : 890001541634 Date of Analysis / + 30.08.2021
AHanuTHYecKHi oTueT Ne Jara anannsa

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
Jdata npou3BOACTBA Toaen g0

Analysis performed according ND / Anaius nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page 50fS/Crp.5u3 5

10 |Labeling / MapkupoBka

According to ND / B cootercTBuy ¢ HJI

11 |Storage / XpaneHue

°C. He 3aMopa:xHBaTh.

Store below 25 °C. Do not freeze./ [Ipu TeMniepaType He BbiLie 25

12 | Shelf life / Cpox roanoctu | 2 years /2 ropa

RemarKks : The Product conforms to ND/
Ilpumeuanue: [Iponykr coorBercTByeT TpeGosanusam HI

Conclusion : APPROVED /
3axmiouenune: OJJOBPEHO

Prepared by /
IToaroTosneHo:
Pardeep Kumar

Checked by /

ITposepeHo: ;
— [ Himesh W

Approved by: Manager/Executive /

Ono6peno: Menemxkep / Pykosoantens
Abhishek Chauhan ,,?O

Jarta:

Print Date / 30.08.2021 Print Date / 30.08.2021

Jara:

Print Date / 30.08.2021
Jlara:

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
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