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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Sofan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 1o : +91 98166 55001-02

CEPTUDPHUKAT AHAJIU3A www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Ipoaykr : Haii3" Akrusrens (HUMecynun) resib 1Jis HAPYIKHOrO npumeHetus, 1 %, 100 r

Batch No / : V220589 Batch Quantity / : 9554 units /
Cepus Ne O6bem mapTun 9554 epuHnn |
Analytical Report No / : 890001608197 Date of Analysis / 1 22.08.2022
AHAJMTHYECKHH oTyeT No HJarta ananuza

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024

Jara npoun3BoacTBa I'ogen no

Analysis performed according ND / Ananns nposeaen o HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / n3m. Ne 2 ot 02.02.2022)

Page 1l of 5/Ctp.1u35

No / N i
N Test / Ilokazarenan Result / Pesyabtar Specification / Hopma
1. Description / Onucanune Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHoponaHelii
OnHOpOAHBIHA NpO3paUHbIi Npo3pauHblifl reib oT GEecLBETHOrO
resib OJI€IHO-XKEJITOrO LIBeTa ¢ | A0  OJIeIHO-XKENTOro  LBeTa ¢
XapaKTepHBIM 3aMaxom XapaKTepHbIM 3aMaxoM
2. Identification / IloanubHoCTL
a) By HPLC / Meronom Complies as  prescribed /| The retention time of the main peak
BOXX CootBeTcTBYET TpeOOBaHUAM 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) / Bpemsa ynepxupanHwus
OCHOBHOTO nuka Ha
XpoMaTorpamme UCTILITYEMOro
pacTBopa A0KHO COOTBETCTBOBATH
BpeMeHU YIePKUBAHUS OCHOBHOTO
MUKa Ha XpoMaTorpamMMe pacTBopa
CTaH/IapTHOI0 obpasua
HUMeCynuaa (paznen
«KonuuecTreHHOE OMNpeaencHHE)

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: Ilpoaykr coorBercTryer TpeboBanusam HJJ 3axkaruyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Pardeep ITpoepeno: Himesh Kumar Onobpeno: Menemxep / PykoBonuresb
Kumar p | Manoj Kumar - (]
Reprint Date / Reprint Date / Reprint Date /

JlaTa: 22.08.2022 Hara: 22.08.2022 Hara: 22.08.2022

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
CIN: L85195AP1984PLC004507
www.drreddys.com

: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Sofan, H.P., 173 205, INDi{A
Tel : +91 98166 56001-02
www.drreddys.com

S

'Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Mpoaykr : Haiiz" Akruerens (HUMecynua) resb AJ1s HapY>KHOro npumeHeHns, 1 %, 100 r

Batch No / 1 V220589 Batch Quantity / : 9554 units /
Cepus Ne Oo0bem mapTuu 9554 enunuy
Analytical Report No / : 890001608197 Date of Analysis / : 22.08.2022
AHanuTH4YecKHil oTyer Ne JdaTta apajanza

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Jdara npou3BoacTrBa T'ogen no

Analysis performed according ND / Ananu3 nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page2 of 5/Ctp.2 u3 5

JI;I,‘? / Test / IloxasaTesn Result / PeyabTar Specification / Hopma
b)By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Metoaom CoorsercTByeT TpeboBaHMAM solution should have absorption
Y®-cnekrpodoro maximum at 397£5nm / VY-
METpPHUH CNEKTp MOTJIOIEHHs] HCTIBITYEMOro

pPacTBOpa I0JKEH UMETh MAaKCUMYM
niornotueHus npu 39745 HM

3. | Weight of package 10l g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTrBeTcTBHY C
COJEPKUMOro YIAKOBKH TpeboBaHUAMH

I'® P®. (He menee 100,0 )
4. | pH 3.31 From 2.5t04.5/0T1 2,5 no 4,5

5. | Viscosity / Bazkoctb

1042 centipoise /
1042 cantumyas

From 400 to 1200 centipoise /
Ot 400 no 1200 canrumnyas

6. | Related impurities / PoacrBennbie npamMecu

iii, | Any other impurity /
Jiobas gpyras npumech

1. Impurity C / Not more than 0.50 % /
Ipumecs C Not detected / ne oGnapyxena | He 6onee 0,50 %

ii. | Impurity D/ Below LOD (LOD = 0.02 %)/ | Not more than 0.50 % /
[Ipumecs D Huxe npenena obHapyxeHns | He Gonee 0,50 %

(1O = 0.02 %)
0.03 %

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

Remarks: The Product conforms to ND/
ITpumeuanue: ITpoaykr cootBeTcTBYET TpeboBaHusM HJI

Conclusion; APPROVED /
3aknwuenue: OJIOBPEHO

Prepared by /
Iloarororneno: Pardeep

Checked by /
INposepeno: Himesh Kumar

4

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

Manoj Kumar .
gl
/

Kumar ﬁ
Reprint Date /

Hara: 22.08.2022

Reprint Date /
Jara: 22.08.2022

Reprint Date /

Jara: 22.08.2022

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
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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

CEPTI/I(I)I/IKAT AHAJIU3A www.drreddys.com
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g |
[Mpoayxr Haii3" AKTUBreib (HUMECYIIi1) redib JUis Hapy»KHOro npumenenus, 1 %, 100 r
Batch No / 1 V220589 Batch Quantity / : 9554 units /
|Cepus Ne O6bem napruu 9554 eannun
Analytical Report No / : 890001608197 Date of Analysis / : 22.08.2022
AHaJUTHYECKHI oTyeT No Jara ananusa
Date of Manufacture / 1 Aug-2022 Date of Expiry / : Jul-2024
Jarta nponzBoacTsa T'oaen no

Analysis performed according ND / Anasnns nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page3 of S/ Ctp.3m3 5

No/
Ne

Test / Ilokazarean

Result / Pesyabsrar

Specification / Hopma

Total impurities /
CyMmma npumecei

1v.

0.03 %

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

Microbial purity / Mukpo6uonornyeckas yucrora

a3poOHBIX MHKPO-
OpraHu3MoB

ii.
rpuboB
iil.

1v.

1. | Total Aerobic Microbial
Count / O61ee yucno

Total Combined Yeast and
mould count / O61iee uucno
JPOAGKEBBIX U MJIECHEBBIX

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absentin 1 g/
OtcytcrByerB 1 T

Absentinl g/
OrcyrcTeyerB 1 1

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

Not more than 100 CFU/g

He 6o0nee 100 KOE/r

Should absentin 1 g/
OtcyrctBueB 1 1

Should absent in 1 g/
OtcyterBUHe B 1 T

/

Remarks: The Product conforms to ND/
ITpumeuanne: Ilpoaykr coorBercTBYeT TpeGoBanuam HJI

Conclusion: APPROVED /
3axkaroyenue: OJOBPEHO

Prepared by /
[Noarorosneno: Pardeep

Kumar
Q,[;/

Checked by /
IMpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
OnoGpeno: Menemxep / Pykosonurens
Manoj Kumar

Reprint Date /
Jlara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIN3A www.drreddys.com
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g o
Ilpoaykr Haii3" Akrusresnb (HUMeCY/IU) reb A1 HAPYHKHOTO NPUMEHEHHUS, | %, 100 r
Batch No / : V220589 Batch Quantity / : 9554 units /
Cepust Ne Oo0bem napTuu 9554 ennHun
Analytical Report No / : 890001608197 Date of Analysis / : 22.08.2022
AdanuTH4ecKHi oTyeT No JaTa anann3za -
Date of Manufacture / : Aug-2022 Date of Expiry / ¢ Jul-2024
Jarta npon3soicTea TI'ogen oo

Analysis performed according ND / Auann3 nposexen no HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 01 19.03.2020, amend Ne 2 from 02.02.2022 / n3m. Ne 2 ot 02.02.2022)

Page4 of 5/Crp.4m3 5

8 | Assay/KoauvecTBeHnoe onpeaesienne

1. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
Oumeruncynbdokeun

9.99 mg/ 9.99 mr
(99.9 %)

102.5 %

9.0 mg to 11.0 mg of C13H12N»05S
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 MTI' 10 11,0 Mmr C13H12N2058
(numecynun) (ot 90,0 % 1o

110,0 % oT HOMMHANBLHOTO
coaepxaHus) B 1 r rens

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HeOS
(aumetnncynedokcuna) ot
HOMHHAJILHOTO COMIeP:KaHus

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpameuanne: [Ipoaykr coorpercrayer Tpebosanusm HJL 3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Pardeep ITposepeno: Himesh Kumar OnobpeHo: Menemxkep / Pykosoaurens
Kumar ? ____ | Manoj Kumar - (]

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.08.2022 MHara: 22.08.2022 Jlara: 22.08.2022

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
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. 5olan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUDPUKAT AHAJIM3 A Www_drreddys.com
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g ]
Hpoayvkr Haii3" Akrusresib (HUMECYAHT) renb UTS HAPYIKHOTO npuMeHenns, 1 %, 100 r
Batch No / : V220589 Batch Quantity / : 9554 units /
Cepus Ne Obbem naprin 9554 eannun
Analytical Report No / : 890001608197 Date of Analysis / : 22.08.2022
AHaJnTnyecKuit oryer No Hara ananusza
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Jdara nponszBogcrea I'oaen o
Analysis performed according ND / Ananu3 nposenen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 or 02.02.2022)

PageS5of 5/Crp.5u3 5

10 | Packaging / Ynaxoska

Package / Ynakogka - 100 g in
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / [To 100 r B Ty6y us3

JIAMUHHPOBAHHOTO
aNOMUHUS, CHabXEHHYIO
MeMOpaHOH Ul KOHTpOJS

nepBoro BCkpbiTHA. Kaxayro
TYOy BMECTE ¢ HHCTPYKLHMEH
M0 NPUMEHEHHUIO NOMELAIOT B

HauKy 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. /

ITo 20 r, 50 r unu 100 r B TYGY u3
JaMUHUPOBAHHOIO AJIFOMUHMUS,
cHabeHHyt0  MeMOpaHoii i
KOHTPOJIsI  NEPBOr0  BCKPBITHA.
Kaxayro  1y0y  BMecTe c
UHCTPYKLIMEH [0 NpPUMEHEHHIO
NOMELLAIOT B MAUKY KapTOHHYHO.

11 |Labeling / MapkupoBka

According to ND / B cootsetcTeumn ¢ HJJ

12 | Storage / Xpanenue

25 °C. He 3amopakuBarts.

Store below 25 °C. Do not freeze. / [Ipn Temnepatype He Bbilue

13 | Shelf life / Cpox roanocTn

2 years /2 rona

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

*Iloka3saTesIb MOKET OTCYTCTBOBATH B CePTHOUKATE AHAJIN3A MPOH3BOAHTEIS. IIpousBoauTEH
rapaHTUPYET Ka4eCTBO NPenapaTa mo 3THM N0KA3aTeIAM.

Remarks: The Product conforms to ND/
Hpumeuanne: [Mpoaykr coorBeTcTBYeT Tpebopanusm HJI

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
IToaroroeneno: Pardeep

Kumar
L —

Checked by /
IMposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonurens
Manoj Kumar

Reprint Date /

Reprint Date /

MHara: 22.08.2022

Jlara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




