Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr Hait3® AkTuBrens (HUMeCyaMa) refb JUis Hapy>KHoro npumerenus, 1 %, 50 r
Batch No/ : V230093 Batch Quantity / : 19169 units /
Cepus Ne O0beM NapTHH 19169 enunun
Analytical Report No / : 040001759545 Date of Analysis / 14.02.2023
AHaJuTHYeCKHI oT9eT N2 Jara anaaunza
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa npon3BOACTBa Togen go

Analysis performed according ND / Ananus nposenen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Pagelof 5/Crp.1u3 5

No/

N Test / Iloxazarenn Result / PesyabTart Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpOAHBIA
OHOPOAHBIN NPO3paUHbIi refib | NpO3padHbIi rejb OT 6eCUBETHOrO
0JieTHO-)KENTOro BeTa ¢ [0 OnegHoO-XenToro 1LiBeTa C
XapaKTepHBIM 3aMaxoM XapaKTepHbIM 3aMaxoM
2. Identification / HHognuuHoCTH
a) By HPLC / Metonom Complies as  prescribed /| The retention time of the main
BOXX CooTBeTCTBYET TPEOOBAHKAM 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) / Bpewms
yaep>KHUBaHHsl OCHOBHOTO ITHKa Ha

XpOMAaTorpaMmMe  HMCIBITYEMOro
pacTBopa TIOJKHO
COOTBETCTBOBATH BpEMEHH
yAEPXKUBAHNUS OCHOBHOTO NMHKa Ha
XpoMaTorpaMme pacTBopa
CTaHJapTHOFO obpazua
HUMECYJIMAA (paznen
«KonuuectreHHOE
onpeneneHue»)

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpogykr coorsercTByeT Tpeboanuam HJL

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Jara: 14.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
TMoarorosneHo: Pravesh ITpoeepeno: Ramakant OnobpeHo: Menemxkep / Pykosonurens
Rana ) Manoj Kumar

¥ Aovd b
Reprint Date / Reprint Date / Reprint Date /

Jara: 14.02.2023

Jata: 14.02.2023

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



Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoxykr : Haiiz® Aktusrens (HUMecynun) renb ATs HapY)KHOro npumenenns, 1 %, 50 r
Batch No / : V230093 Batch Quantity / : 19169 units /
Cepnst Ne O6bem napTHH 19169 enuuuy
Analytical Report No / : 040001759545 Date of Analysis / 14.02.2023
AHamTHIeCKHH 0TYeT Ne Jarta anannza
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa mpoH3BOACTBA T'open no

Analysis performed according ND / Anaau3 nposegen mo HJI: JIT1-005923-191119 (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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i‘? / Test / IlokazaTesn Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as  prescribed /| UV absorption spectrum of the
photometry / Metomom CootBeTCTBYET TPEOOBAHHAM test solution should have
VY®-cnekrpodoro absorption maximum at 397+5 nm
METpUH /" YO-cnektp NOTJIOLICHUS

UCMBITYEMOI'O PacTBOpa IOJIKEH
YUMETh MAKCHMYM TIOTJIOLIEHUS
ripu 397+5 HM

3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHM C
COEPAKHUMOro yNaKoBKH TpeGoBaHUAMMU

I'® PD. (He menee 50,0 1)
4. pH 3.29 From2.5t0 4.5/ 012,5 no 4,5

5. | Viscosity / BazkocTh

971.8 centipoise /
971.8 cantumnyas

From 400 to 1200 centipoise /
Ot 400 no 1200 canTunyas

npegena obuapyxenus (I10 = 0.02 %)

6. | Related impurities / PoncTBeHHBIe NpHMeCH

i. | Impurity C/ Below LOD (LOD = 0.02 %) / Huxe Not more than 0.50 % /
Ipumecs C npenena o6uapyxenus (I10 = 0.02 %) He 6onee 0,50 %

ii. | Impurity D/ Not more than 0.50 % /
TMpumecs D Below LOD (LOD = 0.02 %) / Huxe He 6ornee 0,50 %

Remarks : The Product conforms to ND/
Hpumeuanne: ITpoaykT coorBeTcTByeT Tpebopanuam HJI

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /
[MoaroroeneHo: Pravesh

Checked by /
IIpoBepeno: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTesb
@ Manoj Kumar

Wi

Rana ;
Reprint Date /
Hara: 14.02.2023

Reprint Date /
Jara: 14.02.2023

Reprint Date /
Jara: 14.02.2023

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 ":’.

Dr. Reddy's Labcratories Ltd.

Formulation Unit-6

Vill. Khol, Nelagarh Road, Badd;i,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJM3A ~ VWW-.dreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoxykr : Haiiz® Axtusresb (HUMECYHL) refib [Uis HAPY/KHOTO MPHMEHEHNS, 1%,50r
Batch No / : V230093 Batch Quantity / : 19169 units /
Cepus Ne O0beM napTHH 19169 enquHuI
Analytical Report No / + 040001759545 Date of Analysis / 14.02.2023
AHanuTHYecKHi oTyeT Ne JlaTa aHanu3a :
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa npou3BoaACTBA TopeH go

Analysis performed according ND / Ananns nposeaen mo HJI: JI[1-005923-191 119 (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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Count / Obee unciio
a3poOHBIX MHKPO-
OpraHH3MOB

ii. | Total Combined Yeast and
mould count / O6uee yuciio
JPOMOKEBBIX M IUIECHEBBIX

rpubos
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

JI:I: / Test / llokazaTenn Result / Pe3yabTaT Specification / Hopma
iii. | Any other impurity / Not more than 0.50.% /
Jliobas apyras npyumech 0.03% He 6onee 0,50 %
iv. | Total impurities / 0.03 % Not more than 1.50 % /
CymmMa npumeceit He 6onee 1,50 %
7. | Microbial purity / MukpoGHoIorgtecKkas 44cTOTa
i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /

Memnee 10 KOE/r

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

Absent /
OtcyTcTBYET

Absent /
OTcyTCcTBYET

He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Should absentin 1 g/
OrcytctBUe B 1 1

Should absent in 1 g/
OtcytcTBHE B 1 T

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr cootBeTcTBYeT Tpebosanam HJI

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
ITonrorosneHo: Pravesh

Checked by /
[TporepeHo: Ramakant

e

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

Manoj Kumar Z lw/

Rana n
4
Reprint Date /

Jara: 14.02.2023

Reprint Date /
Jlarta: 14.02.2023

Reprint Date /
Hara: 14.02.2023

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 ":'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJ3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haiis® AkTHBrenb (HUMECYNH]) reb A HAPY/KHOrO NPHMEHEHH!S, 1 %,50r
Batch No / : V230093 Batch Quantity / : 19169 units /
Cepust Ne O0BbemM napTHH 19169 ennHuUIL
Analytical Report No / : 040001759545 Date of Analysis / 14.02.2023
AHaguTHYecKHit oTyer No : JlaTa aHaauza i
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JaTta npou3BoAcTBA T'omen no
Analysis performed according ND / Ananns nposexen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 or 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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Assay / KonnyecTBeHHOe onpeaesieHHe

Nimesulide /
Humecynun

Dimethyl sulfoxide /
Jumernncynbdoxcus

il

9.90 mg / 9.90mr
(99.0 %)

100.1 %

9.0 mg to 11.0 mg of C13H12N>0sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MTI" 10O 11,0 mr C13HpN2OsS
(aumecynun) (ot 90,0 % mo

110,0 % oT HOMUHANBLHOTO
coaepkanus) B 1 r rens

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

Ot 90 % mo 110 % C:HeOS
(mumeTnncynbPoKkcHa) oT
HOMHHAJIBHOTO COJEPIKAHMS

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanne: Hpuayki wuissicisyur 1puGusanpm T Jaxmoucnne: OJOLI'EIIO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pravesh ITposepeno: Ramakant Ono6peno: Menemkep / PykoBoaurenb
Rana 2 Manoj Kumar /

& Qi bt
Reprint Date / Reprint Date / Reprint Date /
Jara: 14.02.2023 Jara: 14.02.2023 Jara: 14.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, fFax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s “:'.

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

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJM3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoaykr : Haiis® AkTuBrens (HUMeCYU) resib ANS HapyXHOro npuMeHenns, 1 %, 50 r
Batch No / : V230093 Batch Quantity / : 19169 units /
Cepnsa Ne O6beM NapTHH 19169 eguHmI
Analytical Report No / : 040001759545 Date of Analysis / 14.02.2023
AnanuTH4eckuii oTyeT Ne JaTta anannza
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JaTta npou3BoJcTBa T'open oo
Analysis performed according ND / Ananu3 nposenen 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 / uzm. Ne 2 ot 02.02.2022)
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10 |Packaging / YmakoBka

Package / YnakoBka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 50 r. B TyOy u3
JIAMHAHUPOBAHHOTO

ATIOMUHMSA, CHa0XeHHYIO
MEMOpaHOH [Uid  KOHTPOJIA
nepBoro BCKphITHA. Kaxayro
TyOy BMecCTe ¢ HHCTpYKLHeH
10 IPUMEHEHHUIO TTOMELIAIOT B
nayky 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. /

Mo 20 r, 50 r unu 100 r B TYOy M3
JIAMUHHUPOBAHHOTO ATIOMUHH,
cHabxeHHYI0  MeMmOpaHOH A
KOHTPOJISI  [I€PBOTO  BCKPBITHS.
Kaxnayro TyOy BMeECTe c
WHCTPYKUHEH MO [PHMEHEHHIO
FOMEIIAIOT B Ma4Ky KapTOHHYIO.

11

Labeling / MapkxupoBka

According to ND / B cooTBetcTBum ¢ HJI

12 | Storage / Xpanenne

25 °C. He 3aMopaxxuBaTh.

Store below 25 °C. Do not freeze./ [Ipu TemnepaType He BbILIE

13

Shelf life / Cpok roanocTx

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.

*Tloka3aTe/Ib MOKET OTCYTCTBOBATh B cepTHHKaTe aHaH3a npou3soauTes. llpoussoaurenn
rapaHTHPYeT Ka4eCTBO Mpenaparta mo 3THM I0KA3aTeJIsM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Llpumeuanue: |lponykr coorBeTcTBYeT TpeboBanuaM HJT 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Pravesh [TpoBepeno: Ramakant Onobpeno: Menemxkep / Pykoponuresns
Rana \» Manoj Kumar J
Reprint Date / Reprint Date / Reprint Date /

Jara: 14.02.2023 Jara: 14.02.2023 Jara: 14.02.2023

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



