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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
www.drreddys.com

CEPTUOUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel_for external use, 1 %, 50 g ===
Hpoaykr Haii3" AkTuBrenb (HUMECYIMA) renb JUIS HapY/KHOTO npumMenerus, 1 %, 50 ¢
Batch No / 1 V220830 Batch Quantity / : 18769 units /
Cepus Ne O0beM mapTuu 18769 eqrnuy
Analytical Report No / : 890001619976 Date of Analysis / 10.10.2022
AHaauTHdeckuit oryeT Ne JlaTa ananan3a
Date of Manufacture / : Sep-2022 Date of Expiry / + Aug-2024
Jlara npoM3BOACTBA I'omen no

Analysis performed according ND / Ananus 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 / u3m. Ne 2 ot 02.02.2022)

Pagel of 5/Ctp.1mu35

B2XX

CooTBeTCTBYET TPEOOBAHUAM

No/ . .

e Test / [lokazaTenan 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 / OagHopoaHbIii
OnHOPOIHBIN NIPO3paYvHbIi Mpo3payHblii reib OT GECLIBETHOTO
resp GIeAHO-KeNTOoro seta ¢ | Ao  OGnefgHO-KENTOro  LBeTa C
XapaKTePHBIM 3a1axoM XapaKTepHbIM 3aNaxoM

2. Identification / HogauuHOCTD

a) By HPLC / Meronom 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) / Bpemsa ynepxuBanui
OCHOBHOTO nuKa Ha
XpOMaTorpamme HCTBITYEMOTO
pacTBOpa JOJKHO COOTBETCTBOBATh
BPEMEHH YAEPXKHMBAHUS OCHOBHOTO
nuKa Ha XpoMaTorpaMMe pacTBopa
CTaHJapTHOIO obpasua
HUMECYIHa (pazmen
«KonudecteHHOE OnpeneieHue»)

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykrt cooTBeTcTBYET Tpebosanmsam H/L

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
[Noaroroenexo: Ankit

i

Checked by /
Tpoeepeno: Pardeep Kumar

4
Q:+— —

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBoauTens

Amit Kumar
w‘\\/\ =
=

Reprint Date /
Hara: 10.10.2022

Reprint Date /
Hara: 10.10.2022

Reprint Date /
Jara: 10.10.2022

Registerad Office. 3-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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
www.drreddys.com

CEPTH®PUKAT AHAJIM3A
Product Nise A_ctivgel (nimesulide) gel for external use, 1 %, 50 g ]
IlpoaykT Haiiz" AktuBrenb (HUMeCynua) renb 1UiA HapY;KHOro npuMeHenus, 1 %, 50 r
Batch No / 1 V220830 Batch Quantity / : 18769 units /
Cepns Ne O6bem naprun 18769 enmHun
Analytical Report No / : 890001619976 Date of Analysis / 10.10.2022
AHanHTUHYeCKHH oTueT Ne Jlara ananusa
Date of Manufacture / : Sep-2022 Date of Expiry / ¢ Aug-2024
JlaTa npou3BoaCTBA Togen no
Analysis performed according ND / Ananus nposexen no 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 / n3Mm. Ne 2 ot 02.02.2022)
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Ne

No/

Test / IlokazaTenn

Result / PesyabsTat

Specification / Hopma

b)By UV spectro-

Complies as  prescribed /

UV absorption spectrum of the test

Jlrobas npyras npumech

0.04 %

photometry / Metomom CootsercTByeT TpeboBaHHAM solution should have absorption
Y®-cnekrpodoro maximum at 397+5nm / YO-
METPHH CIEKTP MOTJIOLIEHHS HCTIBITYEMOrO
pacTBopa 0JKEH UMETh MAKCUMYM
nornoweHus npu 397+5 um
3. | Weight of package 5lg/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHH C
COAEeP:KUMOro YHAKOBKH TpebOBaHUAMH
I'd PO. (He menee 50,0 1)
4. | pH 3.33 From2.5t04.5/0t12,5 no4,5
5. | Viscosity / BazkocTb 1050 centipoise / From 400 to 1200 centipoise /
1050 canTunyas Ot 400 go 1200 cantunyas
6. | Related impurities / PoacrBennbie mpamecu
i Impurity C/ Not more than 0.50 % /
pumecs C Not detected / He 0OHapyxeHa He 6oee 0,50 %
ii. | Impurity D/ P ection Not more than 0.50 % /
[Tpumecs D QR0 He 6onee 0,50 %
iii. | Any other impurity / Not more than 0.50 % /

He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBercTryet TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenne: OJOLPEHO

Prepared by /
ITonrorosneno: Ankit

Checked by /
IIposepeno: Pardeep Kumar

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

Jara: 10.10.2022

Jara: 10.10.2022

,%l ) Amit Kumar \ —

A E 2N .\-r:_:’__,—-'-’_f.
Z o J = /
Reprint Date / Reprint Date / Reprint Date /

Hata: 10.10.2022

Registercd 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
www.drreddys.com

CEPTUOPUKAT AHAJIU3A
Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr Haiiz" Akrusrens (HUmMecynna) resib A1 HapY:KHOro npumMeHenns, 1 %, 50 r e
Batch No / : V220830 Batch Quantity / : 18769 units /
Cepns Ne O6vem napruu 18769 ennuuy
Analytical Report No / : 890001619976 Date of Analysis / 10.10.2022
AHanuTHYeCKHH oTyeT Ne JlaTa anannza
Date of Manufacture / : Sep-2022 Date of Expiry / : Aug-2024
HJata npouspoacrea I'ogen o
Analysis performed according ND / Ananans nposeaen 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 / uzm. Ne 2 ot 02.02.2022)

Page3 of 5/ Crp.3 u3 5

No/

Test / ITokazaTeynb
Ne

Result / PesynbTat

Specification / Hopma

iv. | Total impurities /
CymmMa npnmeceii

0.04 %

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

7. | Microbial purity / MukpoOuosiornyeckas YucToTa

i. | Total Aerobic Microbial
Count / O61iee yncio
a’3pOOHBIX MUKPO-
OpraHu3MoB

ii. | Total Combined Yeast and
mould count / O61ee yucno
JIPOAOKEBLIX M IIECHEBBIX
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

Absent /
OtcyrcTBYer

Absent /
OrcyTcTBYET

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

Not more than 100CFU/g /

He 6omnee 100 KOE/r

Should absentin 1 g/
OrcyrctBue B 1 r

Should absentin 1 g/
OtcyrcTBue Bl T

Remarks : The Product conforms to ND/

Ilpumeyanne: [IpoaykT cooTBeTcTBYeET TpeboBanusm HJ|

Conclusion : APPROVED /
3akawuenne: OJIOBPEHO

Prepared by /
ITonroroeneHo: Ankit

(b

Checked by /
IIposepeno: Pardeep Kumar

™ —-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonutesnn
Amit Kumar

—

Reprint Date /
Jara: 10.10.2022

Reprint Date /
Hata: 10.10.2022

Reprint Date /
Jara: 10.10.2022

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
www.drreddys.com

CEPTUPUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 ¢ ) o
Tpopykt : Haii3™ AkTuBrenb (HUMeCYNIN) reb i HAPYXKHOro npumenenns, 1 %, 50 r
Batch No / : V220830 |Batch Quantity / : 18769 units /
Cepnusi Ne O0beM napTuu 18769 eauuuyy,
Analytical Report No / : 890001619976 Date of Analysis / 10.10.2022
AHanuTHYEeCcKHIT oTyeT Ne Jarta ananuza
Date of Manufacture / : Sep-2022 Date of Expiry / : Aug-2024
Jara npou3BoacTsa I'omen no

Analysis performed according ND / Anaau3 nposegen mo HJL: 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 / uzm. Ne 2 ot 02.02.2022)

Page4 of 5/Crp.4m3 5

8 | Assay / KostnuecTBeHHOE onpenesieHHe

1. | Nimesulide /
Humecynun

il. | Dimethyl sulfoxide /
Hdumetuncynbdokeus

9.97 mg/9.97mr
(99.7 %)

99.7 %

9.0 mg to 11.0 mg of Ci3H15N>Os8S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3H2N20s58
(aumecynun) (ot 90,0 % no

110,0 % oT HOMUHaNBHOTO
conepkaHus) B 1 r rens

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

0190 % no 110 % C,HeOS
(mnmetuncynbdokcua) ot

HOMUHAJIbHOI'O COACPIXKAHUA

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTcTRYET Tpeboranusm HJ|

Conclusion : APPROVED /
3akmoyenne: OMOBPEHO

Prepared by /
IMoarorosneno: Ankit

i

Checked by /
[Tpoeepeno: Pardeep Kumar

~f—=

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Amit Kumar

(L\ Ko
.-\.--—://

Reprint Date /
Hara: 10.10.2022

Reprint Date /
JHara: 10.10.2022

Reprint Date /
Hara: 10.10.2022

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: L85195AP1984PLCO0
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJ3A

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

IHpoaykr Haiiz™ Akrusrens (HHMECYITHIL) renb AN HApYKHOIro npuMerenns. 1 %, 50 r

Batch No / : V220830 Batch Quantity / : 18769 units /
Cepus Ne O6bem napTun 18769 eannun
Analytical Report No / : 890001619976 Date of Analysis / 10.10.2022
AHaauTHuecKkMii oTyeT Ne JAara anannza

Date of Manufacture / : Sep-2022 Date of Expiry / : Aug-2024
Jara nponsBoacrsa I'ojen 10

Analysis performed according ND / Ananus nposenen mo HJI: JII1-005923-191119 (amend Ne | 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)

PageSof S/Crp.5u3 5

10 |Packaging / YnakoBka

Package / Ynakoeka - 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

JTAMUHHUPOBAHHOTO
ANIOMMHHMS, CHaOXEeHHYIO
MeMOpaHOH [N KOHTpOJs

nepBoro BCKpbITHA. Kaxmyro
Ty0y BMECTe€ C WHCTPYKLMeH
N0 MPUMEHEHHIO TIOMELIAIOT B

NauKy KapTOHHYIO.

Package / Ynakoska - 20 g, 50 g:‘
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 unm 100 r B TYOY u3
JTAMHUHUPOBAHHOO ATOMUHHUS,
cHabxxeHHYIO  MeMOpaHoH  jns
KOHTPOJNSl ~ MEPBOIO  BCKPBITHS.
Kaxnyro TYOY BMECTe c
MHCTPYKLKEH 1O MPUMEHEHMIO
MOMEINAIOT B NAYKy KAPTOHHYIO.

11 | Labeling / Mapkuposka

According to ND / B coorsercteuu ¢ HJT

12 | Storage / Xpauenue

25 °C. He 3amopaXkuBarts.

Store below 25 °C. Do not freeze./ [Ipu Temnepatype He BblLe

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.

*IlokasaTenb MOKET OTCYTCTBOBATE B CEePTH(HKATE aHAIM3A npoussoauTtess. llpoussoaurenn
FAapaHTHPYET KAaY€CTBO Npenapara o 3THM NOKAa3aTe M.

Remarks : The Product conforms to ND/
Mpumeuanne: [poaykr coorsercTByeT Tpebopanuam HJT

Conclusion : APPROVED /
3axaouenne: OTOBPEHO

Prepared by /
IMoaroroeneHo: Ankit

J
L

Checked by /
ITposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens
Amit Kumar

Ay

Reprint Date /
Jara: 10.10.2022

Reprint Date /
Hara: 10.10.2022

Reprint Date /
Hara: 10.10.2022

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



