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CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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 %, 50 g

Ilpoaykr Haiiz" AkTuBrens (HUMeCynua) reab Ans Hapy»KHOro npumetenus, 1 %, 50 r

Batch No / 1 V220590 Batch Quantity / : 18798 units /
Cepus Ne O0beM napruu 18798 ennHun
Analytical Report No / : 040001620169 Date of Analysis / : 13.08.2022
AHaJIUTHYeCKMH oTUeT No Jara anaausza

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
Jara npouzBoacTBa I'ogen xo

Analysis performed according ND / Ananu3 nposened o HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3M. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uam. Ne 2 ot 02.02.2022)

Pagelof 5/Ctp.1u35

B32XKX

CooTteercTBYET TpeOOBAHUAM

No / . .

N Test / Ilokazarenn Result / Pesynsrar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoaHbIk
OnHopoaHbiii Npo3payHbii NPO3payvHbIi renb OT OeclBETHOroO
renpb ONE€HO-KENTOro UBeTac | A0  OJeaHO-KENTOoro IBera ¢
XapaKTepHBIM 3a1axoM XapaKTepHBIM 3aMaxom

2. Identification / IfoxnunnocTs

a) By HPLC / Metonom 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 ynepxkuBaHus
OCHOBHOTO nHKa Ha
XpOMAaTOrpamMMe UCIIBITYEMOrO
pacTBopa JOMKHO COOTBETCTBOBATh
BpPEMEHH YAEP>KHBaHHS OCHOBHOIO
MKKa Ha XpoMaTorpaMMe pacTBopa
CTaHAapTHOTO obpazua
HUMECYJIHAA (pazmen
«KonuuecTBeHHOE onpesienieHUe»)

Remarks : The Product conforms to ND/
IIpameuanne: [IponyxT cooTBeTcTBYET TpeGoBanusm HJT

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant

i

Checked by /
IIpoBepeno: Himesh Kumar

Approved by: Manager/Executive /
OpnobpeHo: Meneukep / PykoBonuresns
Abhishek Chauhan

S

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Hata: 13.08.2022

Reglstered Offlee: 8-2-387, Rudad Nu. 8, Banjaid Hllls, Hydeiabad - 300034, Telatigana, India
Tel: +91 40 4900 2900, Fax; +91 40 4900 2999, Email: mait@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS

Tel : +91 98166 56001-02

CEPTUD®UKAT AHAJIM3A AT e o
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ]
Mpoxykr : Haii3" Akrusrens (HUMeCynua) reb AN HAPYKHOIO NpUMeHEHUs, 1 %, 50 r
Batch No / 1 V220590 Batch Quantity / : 18798 units /
Cepust Ne O6beM napTiu 18798 envuun
Analytical Report No / : 040001620169 Date of Analysis / : 13.08.2022
AnanuTH4ecKnii oT4yeT Ne JlaTa ananusa
Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
Jata npou3BOACTBA T'onen go
Analysis performed according ND / Ananus nposeaen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 o1 02.02.2022)
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i.f / Test / Ilokazarenn Result / PesyabTaTt Specification / Hopma
b)By UV spectro- Complies as  prescribed / | UV absorption spectrum of the test
photometry / Metonom CooTBeTcTBYET TpEOOBAHUAM solution should have absorption
Y®-cnekrpodoto maximum at 397+5nm / VY®-
METpUH CIEKTP MOTJIOIIEHHS HCTILITYEMOTO

pacTBopa 10JIKEH UMETb MAKCUMYM
nornouleHns npu 39745 um

3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTcTBUM ¢
COAEPKUMOrQ YNAKOBKH TpeGoBaHUsIMU

F'® P®. (He menee 50,0 1)
4. pH 325 From2.5t04.5/012,5n04,5
5. | Viscosity / BazkocTs 1059 centipoise / From 400 to 1200 centipoise /

1059 canTumyas

Ot 400 no 1200 canTunyas

6. | Related impurities / PoncTeeHHbIe IpuMecH

i. | Impurity C/
IIpumecs C

Not detected / He oOHapyxeHa

ii. | Impurity D/
pumecs D

npenena obuapyxenus (I10 =
0.02 %)

iii. | Any other impurity /
Jlobas ppyras npumech

0.04 %

Below LOD (LOD = 0.02 %) / Huke | Not more than 0.50 % /

Not more than 0.50 % /
He 60nee 0,50 %

He Gonee 0,50 %

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT coorBeTcTRYeT TpebGopanusam H]J 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorornexno: Ramakant [poeepeno: Himesh Kumar Onobpeno: Menemiep / PykoBoautens

N Abhishek Chauhan&w\

% 5 | |

Reprint Date / Reprint Date / Reprint Date /
Jlata: 13.08.2022 Jata: 13.08.2022 Jata: 13.08.2022

Registered Uttice: 8-2-33/, koad No. 3, Banjara Hills, Hyderabad - 500034, Telangdiidg, hidla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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|Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

| IpoaykT Hai#iz" AkTuBrens (HUMeCYNMa) resib [l HApY KHOTO nipuMeHerns, 1 %, 50 T

Batch No / : V220590 Batch Quantity / : 18798 units /
Cepus Ne O6bem napruu 18798 ennHul
Analytical Report No / : 040001620169 Date of Analysis / : 13.08.2022
AnanqurudecKui oTyer Ne JaTa ananuza

Date of Manufacture / 1 Aug-2022 Date of Expiry / : July-2024
JaTta npousBoacTea T'onen mo

Analysis performed according ND / Auanus nposenen no HJ/[: 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 / u3m. Ne 2 ot 02.02.2022)
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No/

Test / Ilokasarein
Ne

Result / Pesyabrar

Specification / Hopma

iv. | Total impurities /
Cymma npumecei

0.1 %

Not more than 1.50 % /
He Gonee 1,50 %

7. | Microbial purity / Mukpo6

HOJIOFHY€CKasd YHCTOTA

1. | Total Aerobic Microbial
Count / Ob6uee 4ucio
a3pOOHBIX MUKPO-
OpraHU3MOB

1. | Total Combined Yeast and
mould count / O61ee uucno
JPOMOKEBBLIX H TIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentinl g/
OtcyteTByeTrB 1 T

Absentinl g/
OtcyrctByerB 1 1

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

Not more than 100 CFU/g

He 6omnee 100 KOE/r

Should absentin 1 g/
OtcyrctBue B 1 1

Should absentin1 g/
OtcyrctBHe B 1 T

/

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykT cooTBeTcTBYeT TpeGoBaHHsamM HJI

Conclusion : APPROVED /
3axmoyenne: OJIOBPEHO

Prepared by /
[Toarorosneno: Ramakant

Checked by /
IIporepeno: Himesh Kumar

Approved by: Manager/Executive /

OpobpeHo: Menemikep / Pykosoauresib
Abhishek Chauhan t /\

Reprint Date /
Jlara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

Reprint Date /
JlaTa: 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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

_ CEPTUPUKAT AHAJIM3A e

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ]
IIpoayxr Haiiz" Axktusrens (HAMeCynua) renb ans Hapy kHoOro npumenenus, 1 %, 50 r

Batch No / : V220590 Batch Quantity / : 18798 units /
Cepusn Ne O0bem naptun 18798 envuun
Analytical Report No / : 040001620169 Date of Analysis / : 13.08.2022
AnanuTHueckuii oryer Ne JlaTa ananu3za

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
Jarta npou3zBoacTBa T'onen g0

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIIT-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 o1 02.02.2022)
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8 Assay / KonndecrBeHHOe onpenesienne

i. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
Humetuncynodokeng

10.00 mg / 10.00 mr
(100.0 %)

101.1 %

9.0 mg to 11.0 mg of Cy13H12N20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr Ci3H12N>OsS
(numecynun) (or 90,0 % no

110,0 % ot HOMMHANLHOTO
coaepxaHus) B 1 r rens

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

0190 % nmo 110 % C,HsOS
(numeruncynsdokcun) or
HOMUHAITLHOTO COIeprKaHus

10 | Packaging / YnakoBka

Package / Ynakoska - 50 gin a
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 50 r B TYOy u3
JTAMUHHPOBAHHOTO

ATFOMHUHUS, CcHabOXKEeHHYIO
MeMOpaHOil U1 KOHTpOns
nepBoro BCKpbiTHA. Kaxayio
TyOy BMeEcCTe ¢ HWHCTpYKIHei
110 MPUMEHEHHIO MOMELIaloT B
Ma4Ky 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 unu 100 r B TYOY U3
JTAMUHUPOBAHHOIQ ANIOMHHUA,
cHabxeHHYt0O  MeMOpaHOW  Juis
KOHTpOJI  TEPBOTO  BCKPBITHSL.
Kaxnyo TyOy BMeECTE c
WHCTPYKUMEH M0 NpPUMEHEHHIO
MOMELIAIOT B MaYKy KAPTOHHYIO.

Remarks : The Product conforms to ND/
Ipameuanue: Ipoaykr coorBeTcTBYeT Tpebosanuam HJT

Conclusion : APPROVED /
3akaruenne: OJIOBPEHO

Prepared by /
Ioaroroeneno: Ramakant

Checked by /
ITposepeno: Himesh Kumar

. U

Approved by: Manager/Executive /

Opobpeno: Menemkep / PykoBoauresns
Abhishek Chauh?n \

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

Registered Office: & 2 227, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3IA

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50?

Mponyxr : Haiiz" Aktusrens (HUMecynuil) renb uis Hapy>kKHOro npuMenenus, 1 %, 50 r

Batch No / : V220590 Batch Quantity / : 18798 units /
Cepust Ne O6bem mapTuu 18798 eanHuy
Analytical Report No / : 040001620169 Date of Analysis / : 13.08.2022
AHaauTHYecKHi oTueT Ne Jara ananuza

Date of Manufacture / : Aug-2022 Date of Expiry / 1 July-2024
JlaTta npou3BoACTBA Tonen no

Analysis performed according ND / Anasu3 nposenen mo 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 / uam. Ne 2 ot 02.02.2022)

Page Sof 5/ Crp. 5u3 5

11 |Labeling / Mapkuposxa According to ND / B cootretcTBUM ¢ HJL

Store below 25 °C. Do not freeze./ Ilpu TemniepaTtype He BbILLE
25 °C. He 3amopaxuBarb.

12 | Storage / XpaHneunune

13 | Shelf life / Cpox roanocTn | 2 years/ 2 roga

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

*[Ioka3zaTesib MOKET OTCYTCTBOBATh B cepTH(HKATe aHANN3A npon3BoauTens. Ilponssogureib
rapaHTHpPYeT KadecTBO NPenapara 1o 3THM IM0Ka3aTesIsIM.

Remarks : The Product conforms to ND/
Ilpaveuanue: [Ipoaykt cooTBeTcTBYET TpeOOBaHUsIM HJI

Conclusion : APPROVED /
3axaruenne: OJJOBPEHO

Prepared by / Checked by /
IToarorosneno: Ramakant [Ipoeepeno: Himesh Kumar

(}L”Mﬁ

Approved by: Manager/Executive /
Ono6peHo: Menemwkep / Pykoonurens
Abhishek Chauhan \

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Jlata: 13.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5UUU34, lelargaha, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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