@
Dr.Reddy’s Q}‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

Ipoaykr Haiiz"™ AKTHBRreab (HUMeECVIIMA) Fefb Jis HAPYHHOTO npumMeHenus. 1 %, 20 r

Batch No / : V220586 Batch Quantity / : 46785 units /
Cepus No O6bem maprun 46785 ennHmuul
Analytical Report No / : 040001619766 Date of Analysis / : 13-08-2022
AHaJuTHYeCKH oTueT No Jarta ananmmza

Date of Manufacture / : Aug-2022 Date of Expiry / ¢ Jul-2024
Jara npon3soacrea T'osen no

Analysis performed according ND / Auanus nposenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / nam. Ne 2 ot 02.02.2022)
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BOXX

CoortBetcTBYET TpeboBaHUAM

No/ . .

Ne Test / Ilokazatenn Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHoponHblit
OnHOpoaHBIH Mpo3pauHblii NpO3pavHbIi refib OT OeCLBETHOro
resb 61e1HO-KeNToro uBeTac | A0  GNEeAHO-KeNToro LBeTa ¢
XapaKTEPHBIM 3araxoM XapaKTepHBIM 32MaxoM

2. Identification / ITognuuHoCTHL

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

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 ynrepxupanus
OCHOBHOTO nuKa Ha
XpoMaTtorpamme HCTIBITYEMOTO
pacTBopa JOMKHO COOTBETCTBOBATH
BPEMEHH YIEPIKUBAHHMS OCHOBHOIO
[HMKa Ha XpoMaTorpaMMe pacTBopa
CTaHAaPTHOIO obpasia
HUMeCYJIHa (paznen
«KonnuecTBeHHOE OnpeeneHre»)

Remarks : The Product conforms to ND/
Hpnmeuanne: [Ipoaykr coorBercTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3akmogenne: OQJIOGPEHO

Prepared by /
Iloarorosnedo: Ramakant

ful!

Checked by /
INposepeno; Himesh Kumar

| e——

Approved by: Manager/Executive /

Onobpeno: Menenxkep / PykoBogurens
i — | Abhishek Chauhafl& \

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

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: L85195AP1984PLCO04507
www.drreddys.com



‘.. Dr. Reddy's Laboratories Ltd.
/ °® Formulation Unit-6
Dr' Reddy S L Vill. Khol, Nalagarh Road, Baddi,

Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIM3A
www.drreddys.com -

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
[Mpoaykr : Hai3" AxTusrens (Humecyina) renb ans HAPVIKHOIO npumeHenus, 1 %. 20 r
Batch No / : V220586 Batch Quantity / : 46785 units /
Cepus Ne Oo6bem napruun 46785 ennuin
Analytical Report No / : 040001619766 Date of Analysis / : 13-08-2022
AHAIHUTHYECKHH oT4eT No Hara ananusa
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Hdata npoussoacrea T'oxen o
Analysis performed according ND / Ananus nposexen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / uam. Ne 2 ot 02.02.2022

Page 2 of 5/ Ctp. 2 u3 5

ﬁ:} d Test / Ilokazatenn Result / Pesyabrar Specification / Hopma —‘
b)By UV spectro- Complies as  prescribed /| UV absorption spectrum of the test
photometry / Meromom CootsercTByeT TpeGOBaHUAM solution should have absorption
Y®-cnekrpodoro maximum at 397+5nm / V®-
MeTpUH CTIEKTP TOTJIOEHUS HCTIBITYEMOro
pacTBopa NOKEH UMETh MAKCUMYM
NOTJIOWICHHS Tipu 39745 HM
3. | Weight of package 21g/21r According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B cooteTcTBUM ¢
COIeP:KHMOT0 YIIAKOBKH TpeboBaHHUAMH
'O PO. (He menee 20,0 r)
4. pH 3.26 From 2.5t04.5/0t12,5 no 4,5
5. | Viscosity / Bsazkocrs 1037 centipoise / From 400 to 1200 centipoise /
1037 canTunyas Ot 400 no 1200 cantunyas
6. | Related impurities / PoacTBennnbie npumecn
i. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / He obuapyxena He Gonee 0,50 %
ii. | Impurity D/ , Not more than 0.50 % /
Ipumecs D Below LOD (LOD = 0.02 %) / Husxe He 6onee 0,50 %
npenena obuapysxenus ([10 =
iii. | Any other impurity / 0.02 %) Not more than 0.50 % /
JIrobas apyras npumecs 0.05 % He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [IpoaykT cootsercTByeT TpeGosanusam HJJ 3akmwyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosneno: Ramakant [Tposepeno: Himesh Kumar Onobpeno: Menespkep / Pykosoaurens
& {hﬂu _ —- | Abhishek Chauhan \
= ST 3
Reprint Date / Reprint Date / Reprint Date /
Hara: 13.08.2022 Hara: 13.08.2022 Jara: 13.08.2022

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



Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

Hpoavier Ha#i3s" AkTusresns (HUMECYIMA) reab QU1 HAPYIKHOMO npumeHenus, 1 %, 20 r

Batch No / : V220586 Batch Quantity / : 46785 units /
| Cepusn Ne Oo6nem napruu 46785 emmuun
Analytical Report No / : 040001619766 Date of Analysis / : 13-08-2022
AHanHTHYECKH oTYeT No Jara ananauza

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Hdata npouspoacrea I'onen no

Analysis performed according ND / Ananus npogenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uzM. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 oT 02.02.2022)
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No /

e Test / Ilokazaresn Result / Pesyanrar Specification / Hopma
iv. | Total impurities / 0.1% Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %
7. | Microbial purity / Mukpo6uonornueckas 4ucrora

i. | Total Aerobic Microbial
Count / Ob1ee uucno
a3pOOHBIX MHKPO-
OpraHH3MOB

ii. | Total Combined Yeast and
mould count / O6uee uncno
JPOXOKEBLIX U TIECHEBBIX

rpubos
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentinl g/
OtcyrctByerB 1 T

Absentinl g/

OtcytetByeTB 1 T

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrctBue B 1 1

Should absent in 1 g/
OtcyrcrBue B 1 1

Remarks : The Product conforms to ND/
Hpumeuganne: [IpoaykT cootsercTBYET TpeboBaHMAM HJJ

Conclusion : APPROVED /
3axkmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarorosneHo: Ramakant ITpoeepeno; Himesh Kumar Onobpeno: Meneyukep / Pykosoaurens
(__;4/:\ Abhishek Chauh’;& k

Reprint Date / Reprint Date / Reprint Date / '

Jara: 13.08.2022 Jara: 13.08.2022 Hara: 13.08.2022

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




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTHUOUNKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

IpoaykT Haii3" Axtusresis (HUMeCynua) refb st HapysKHOro npumerenus, 1 %, 20 r

Batch No / : V220586 Batch Quantity / : 46785 units /
Cepus Ne O0bem naprun 46785 enqrnnu
Analytical Report No / : 040001619766 Date of Analysis / : 13-08-2022
Ananurudeckuit oruer Ne Jara ananusza

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
JlaTa npousBoacTBa T'onen oo

Analysis performed according ND / Ananu3s nposenen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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8 Assay / KonnvecrBenHoe onpeeenue

i. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
Humernncynbdokenn

10.01 mg/ 10.01 mr
(100.1 %)

101.9 %

9.0 mg to 11.0 mg of C;3H12N>O;sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 gof gel /

Ot 9,0 MrI 10 11,0 Mr C]3H]2N2058
(mumecynun) (or 90,0 % no

110,0 % oT HOMMHAJIBHOTO
cofepxanus) B 1 r rens

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

0190 % no 110 % C,HsOS
(numeTnncynb@okcrn) oT
HOMHHANIBHOI'O COJIEPIKAHKsA

10 |Packaging / Ynakoska

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

aNrOMHHKA, CHabXKEeHHYIO
MeMOpaHOH i1 KOHTpOJIs
nepBoro BCKphITHA. Kaxayio
TyO0y BMeCTE€ C MHCTPYKLMEH
0 NPUMEHEHUIO MOMEILAIOT B
MayKy KapTOHHYIO.

Package / YnakoBka - 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. /

Ilo 20 r, 50 r unu 100 r B TYOY M3
JIAMUHHPOBAHHOIO AFOMHUHWUS,
cHabxeHHYIO  MeMmOpaHoM i
KOHTPONSl  MEpPBOrO  BCKPLITHA.
Kaxnymo TYOY BMECTE c
WHCTPYKLIHEH 1O TNPUMEHEHHIO
MOMELUAIOT B NMa4Ky KAPTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykr coorBeTcTBYeT TpebGoBanusm HJI

Conclusion : APPROVED /
3akmouenune: OOBPEHO

JlaTa: 13.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Ramakant [Tposepeno: Himesh Kumar Onobpeno: Menemrep / PykoBonurens
QUW’ ) > | Abhishek Chauha% (

] \ e
Reprint Date / Reprint Date / Reprint Date / '

Jara: 13.08.2022

Jara: 13.08.2022

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



@ Dr. Reddy's Laboratories Ltd.
’ ® Formulation Unit-6
Dr’ Reddy s ‘-. Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIN3A  Tel:+91 98166 56001-02
www.drreddys.com

TP;oduct ¢ Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Hpoaykr  : Haiz" Axtusrens (HUMecvini) refp fuis HAPYAHOro npumeHenus, 1 %, 20 r

Batch No / : V220586 Batch Quantity / : 46785 units /
|Cepus Ne O6bem naprTun 46785 ennnun
Analytical Report No / : 040001619766 Date of Analysis / : 13-08-2022
AHajauTH4eckuii oryer No Jara anannza

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Jata npoussoacrea T'onen mo

Analysis performed according ND / Auannz npoeexen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uam. Ne 2 ot 02.02.2022)
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11 |Labeling / Mapkuposka According to ND / B cootsercTBum ¢ HJJ

12 | Storage / Xpanenune Store below 25 °C. Do not freeze./ [pu TemnepaType He BbiLe
25 °C. He 3amopaxusarts.

13 | Shelf life / Cpoxk rognocrn | 2 years / 2 ropa

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*Ilokasarenn, MOKeT OTCYTCTBOBATHL B cepTHHKATE aHAIN3A npoussoanTens. [Ipounssogurenns
rapaHTHPYeT KA4€CTBO NMpenapara mo 3THM M0KA3aTeNAM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
| Iipumeuanne: [Ipoaykr cooteercrayer Tpebopanusam HJ| 3axatoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosneno: Ramakant ITposepeno: Himesh Kumar Onobpeno: Menexap / Pykqeoantens
%ﬂ’ (———_—)A,/——r; Abhishek Chauhan k‘\
Reprint Date / Reprint Date / Reprint Date /
Jara: 13.08.2022 Hara: 13.08.2022 Hara: 13.08.2022

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



