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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

CEPTUOUKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IIpogyxT Haii3" Akrusrens (HUMecynua) refib IUis Hapy»KHOrO npumeHenus, 1 %, 100 r
Batch No / 1 V220948 Batch Quantity / : 9624 units /
Cepust Ne Oo0bem maprTuu 9624 ennnun,
Analytical Report No / : 890001628807 Date of Analysis / ; 22.11.2022
AHaauTHYeCKNH oT4yeT No Jara anannza
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
Jlara npon3BojacTBa Tonen mo
Analysis performed according ND / Ananu3s nposeaen mo HJ/I: 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 / u3zm. Ne 2 ot 02.02.2022)

Pagelof 5/Ctp.1m35

No/ B :

Ne Test / Ilokazarens Result / Pesynwsrat Specification / Hopma

1. Description / Onncanune Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OmHOpOAHbIHA
OnHopoHBIH Mpo3payHbId NpO3payHbIi renb OT OeCLBETHOrO
renb ONIEAHO-KENTOro LIBeTa ¢ | 10  OJeIHO-KENTOro  1BETa C
XapaKTepHBIM 3aMaxoM XapaKTepHBIM 3a11aX0M

2. Identification / IllognunnocTn

a) By HPLC / Metonom
BOXX

Complies as  prescribed /
CooTBeTcTBYET TpeOOBAHUIM

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 ynepxuBaHus
OCHOBHOTO nHKa Ha
XpoMaTorpamme HCTIBITYEMOrO
pacTBopa JOKHO COOTBETCTBOBATH
BPEMEHHM YACPKHBaHHS OCHOBHOTO
MUKA Ha XpoMaTorpaMMe pacTBopa
CTaHIAPTHOTO obpazua
HHUMECYJIHAA (paznen
«KonudyecTBeHHOE OMNpeneeHue»)

Remarks: The Product conforms to ND/
IIpumeuanue: [IponykT coorBercTBYeT TpeboBaHusM HJJ

Conclusion: APPROVED /
3akmwuyenne: OJJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
IIpoeepeHo: Pardeep Kumar

N

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

NS

Reprint Date /
Hara: 02.12.2022

Reprint Date /
JHara: 02.12.2022

Reprint Date /
Hara: 02.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys com

CIN: L85195AP1984PLCCO4507
www.drreddys.com
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Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Opoaykr  : Haiis" Akrusress (HUMECYIU) refib V1S HApY»KHOro npumenenus, 1 %, 100 r

Batch No / : V220948 Batch Quantity / : 9624 units /
Cepns Ne O6bem napTun 9624 enunuy
Analytical Report No / : 890001628807 Date of Analysis / 2 22.11.2022
AHATHTHYECKHH oTueT No JlaTa anajausa

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
Hara npousBoacrea T'oxen no

Analysis performed according ND / Ananus nposenen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)
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;{f 4 Test / Ilokazarean Result / Pesyabrar Specification / Hopma
b) By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Metromom CootseTcTBYeT TpeHOBAHHAM solution should have absorption
Y®-cnexrpodoro maximum at 397+5nm / V-
METpHU CTIEKTP MOTJIOIIEHHS HCTIBITYEMOTO
pacTBOpa JOMKEH UMETh MAKCHMYM
noryioiexHus npu 39745 um
3. | Weight of package 102 g/102r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBUM C
COAEeP:KHMOr0 YIHAKOBKH TpeGOBaHUAMU
I'® PO. (He menee 100,0 r)
4. | pH 3.14 From2.5t04.5/012,5 n04,5
5. | Viscosity / Baskocrn 1037 centipoise / From 400 to 1200 centipoise /
1037 canTunyas Ot 400 no 1200 canTHIya3
6. | Related impurities / PoxcTBeHHbIe NpUMecH
i. Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / He obHapyxkena | He 6onee 0,50 %
ii. | Impurity D/ Not detected / He o6HapyxeHa | Not more than 0.50 % /
IIpumecs D He 6onee 0,50 %
iii. | Any other impurity / 0.03 % Not more than 0.50 % /
JIrobasa apyrast npumech He 6onee 0,50 %
iv. | Total impurities / 0.10 % Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ilponykr coorBercTBYyeT TpeboBanusm HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh Rana | Ilposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosomurens
C}ﬁ" Amit Kumar Ne—
Reprint Date / Reprint Date / Reprint Date /
Hara: 02.12.2022 Jara: 02.12.2022 Hara: 02.12.2022

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




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Ipoaykr Haiiz"” Aktusresns (HUMeCY/ ML) I'efib Jiis HAPYXKHOTO Npumenenus, 1 %, 100 ¢
Batch No / 1 V220948 Batch Quantity / : 9624 units /
Cepus Ne O6bem mapruu 9624 ennHny
Analytical Report No / : 890001628807 Date of Analysis / 1 22.11.2022
AHanuTH4ecKkHi oTyeT Ne Jata ananuza
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JlaTa npousBoacTBa T'onen no

Analysis performed according ND / Ananus nposegen mo HJ: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 01 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 / Ilokaszaresn
Ne

Result / Pesyasrar

Specification / Hopma

7. | Microbial purity / MuxkpoGuonorayeckast uncrora *

i. | Total Aerobic Microbial
Count / O61uee yncio
a3pOOHBIX MHKPO-
OpraHU3MORB

ii. | Total Combined Yeast and
mould count / Obwiee uncno
JIPOMOKEBBIX U MIIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

NA

NA

NA

NA

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

Not more than 100 CFU/g

He 60mnee 100 KOE/r

Should absentin 1 g/
OtcytctBHe B 1 1

Should absentin 1 g/
OrcytctBue B 1

/

Remarks: The Product conforms to ND/

IIpumeuanne: ITponykr cooTBeTcTBYET TpeGoBauusm HJT

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
[MoaroroeneHo: Pravesh Rana

~

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Amit Kumar -'.\\w\ —

:

Reprint Date /
Hara: 02.12.2022

Reprint Date /
Jara: 02.12.2022

Reprint_Date /
Hara: 02.12.2022
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CEPTHOPUKAT AHAJIU3A

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

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

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

Iponykr : Haii3" Akturens (HUMECYN1A) renib U1 HAPYXKHOTO npumeHenns, 1 %, 100 r

Batch No / 1 V220948 Batch Quantity / : 9624 units /
Cepus Ne O0bem napTuun 9624 eanHuy
Analytical Report No / : 890001628807 Date of Analysis / 1 22.11.2022
AHanuTH4YecKHii oTyer Ne JlaTa aHanu3a

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
Jarta npon3BoacTBa I'onen xo

Analysis performed according ND / Auanus nposeaen mo HJ: JII1-005923-191119 (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 / KonndecTBeHHOe onpeaeenne

i. | Nimesulide /
Humecynmun

ii. | Dimethyl sulfoxide /
Jumetuncynedoxcun

9.96 mg/ 9.96 mr
(99.6 %)

99.5 %

9.0 mg to 11.0 mg of Ci3H12N,0s5S
(Nimesulide) (90.0% to 110.0% of
label claim)in 1 g of gel /

Ot 9,0 MI" 10 11,0 mr C13H12N2058
(mumecymun) (ot 90,0 % no

110,0 % oT HOMMHAIBLHOTO
conepxkanus) B 1 r rens

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

Ot 90 % no 110 % C,HeOS
(mumertnncynbedokcum) ot
HOMHHAJIEHOTO COAEPIKAHHUS

9 |Packaging / Ynakoska

Package / Ynakoska - 100 g in
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 100 r B TyOy u3
JAMHHUPOBAHHOTO

TIOMHUHUS, CHabXEeHHYIO
MeMOpaHOH [ KOHTpPOJIs
nepeoro BCKpbITHA. Kaxamyro
TyOy BMECTE C HUHCTPYKIHEH
0 MIPUMEHEHHIO MOMEHIAIOT B
Na4yKy KapTOHHYIO.

Package / Ynakoska - 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 mnm 100 r B TYOY U3
JaMUHUPOBAHHOTO AOMHHUA,
cHabkeHHYI0  MemOpaHoll  juis
KOHTpPONSl  TIEPBOTO  BCKPBITHSL.
Kaxnayro TyOY BMECTE c
MHCTPYKIMEH 10 TNpPUMEHEHHIO
HOMEILAIOT B Ma4Ky KapTOHHYIO.

Remarks: The Product conforms to ND/
Ilpameuanne: ITpoxykT cooTBeTCTBYET TpeboBaHusam HJT

Conclusion: APPROVED /
3axkiarouenne: OJOBPEHO

Prepared by /
IloaroroeneHo: Pravesh Rana

Checked by /
IIposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBomuTens

Amit Kumar N
N

Reprint Date /
Hara: 02.12.2022

Repriut Dale /
Jara: 02.12.2022

Reprint Date /
Hara: 02.12.2022

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: L85195AP1984PLC0O0A507
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 AHAJIU3A T e
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IIpoaykr Haii3" AktuBresib (HUMeCYNHA) reib U1 HAPYIKHOTO npumeHenus, 1 %, 100 r
Batch No / 1 V220948 Batch Quantity / : 9624 units /
Cepns Ne O0bem naprTun 9624 envHuy
Analytical Report No / : 890001628807 Date of Analysis / : 22.11.2022
AHaTUTHYECKHI oTyeT No Jara anannza
Date of Manufacture / : Nov-2022 Date of Expiry/ : Oct-2024
Jara npousBoacTBa T'onen no

Analysis performed according ND / Auanus nposexen mo HJI: JIT1-005923-191119 (amend No 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)
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10 |Labeling / MapxupoBka

According to ND / B cootercTeum ¢ HJI

11 | Storage / XpaHeHue

25 °C. He 3amopaxuBarth.

Store below 25 °C. Do not freeze. / [1pu TemriepaType He Bbiile

12 | Shelf life / Cpok roanocTu

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.

*IToxazaTesib MOKET OTCYTCTBOBATh B cepTudHKaTe aHaau32a nponssoantes. llpoussoauten
rapaHTHPYeT Ka4yecTBO NPenapara mo 3THM NOKA3ATeJIsAM.

Remarks: The Product conforms to ND/
IIpameuanue: [Tpogykr cooTBeTcTBYET TpebOBaHMIM HJT

Conclusion: APPROVED /
Jakmouenne: OJJOBPEHO

Prepared by /

/

¢ '[:-.'

IMoarorosneHo: Pravesh Rana

Checked by /
IIpoBepeno: Pardeep Kumar

=L —

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaureis

Amit Kumar N
/&" /

Reprint Date /
Hara: 02.12.2022

Reprint Date /
Jara: 02.12.2022

Reprint Date /
Hara: 02.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 46 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




