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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

CEPTUDPUKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr Haiiz" Axtusrenn (Humecynua) retb Ui HapysKHOro npumenerus, 1 %, 50 r
Batch No / : V220591 Batch Quantity / : 18848 units /
Cepus Ne Oo6BbeM mapTuu 18848 eauHunu
Analytical Report No / : 040001620069 Date of Analysis / : 13.08.2022
AnanuTuyecknii oryer Ne JlaTa ananusa
Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
JdaTa npou3BoacTBa Toaen oo
Analysis performed according ND / Anann3s nposeaen no 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)

Page 1 of 5/Ctp. 1135

BOXX

CooTtBercTBYeT TpebOBaHUAM

No/ : A

Ne Test / [lokasaTenn Result / PesyabTaTt Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHopoaHbIi
OnHopoIHBIN Npo3payuHbLi NpOo3pavyHblil reib oT GecLBETHOrO
rejb OJIeAHO-KENTOro LiBeTa C | 10  ONeAHO-KENTOro  LBETa ¢
XapaKTepHbIM 3a11aX0OM XapaKTepHbIM 3aMaXxoM

2. Identification / IlogaunHOCTH

a) By HPLC / Meroaom 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 yaepkKuBaHHA
OCHOBHOTI'O nuKa Ha
XpoMaTorpaMme HUCITBITYEMOTro
pacTBopa OOJKHO COOTBETCTBOBATH
BpeMeHH YAep>KUBaHHsI OCHOBHOIO
KA Ha XpoMaTorpaMMe pacTBOpa
CTaHJAPTHOTO obpasua
HUMeCyuaa (paznen
«KonuuecTBeHHOE OMpe/IeieHne»)

Remarks : The Product conforms to ND/
Hpumeyanne: IIpoaykr cooTsercTByeT Tpebosanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
ITonrotoeneHo: Ramakant

ol

Checked by /
IIposepeno: Himesh Kumar

c'ﬁ}—j"_"/

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

Abhishek Cha‘hgljt
\ )\

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Jlara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

Registered Office: 8-2-337, Rcad No. 3, Banjara Hills, Hyderabad - 500034, Tzlangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2898, Email: mail@drreddys.com

CIN: L85195AP1984PLCC04507
www.drreddys.com
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CEPTUOHUKAT AHAJIN3A

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
www.drreddys.com

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

| I poaykT Haiiz" Aktusresib (HUMECYNHUA) renb I8 HAPY>KHOro npuMeHeHus, 1 %, 50 r

Batch No / : V220591 Batch Quantity / : 18848 units /
Cepua Ne Ob6bem napTuu 18848 eamHuu
Analytical Report No / : 040001620069 Date of Analysis / : 13.08.2022
AHaauTHYECKHIH oTyeT Ne Jarta anaansa

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
HJara npoussoacTra Topen go

Analysis performed according ND / Ananus nposenen no HJI: JITT1-005923-191119 (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)

Page2 of 5/Ctp.2u3 5

;? / Test / IlokazaTenn Result / Pesyabrar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metomom CootgercTByeT TpeGoBaHMHAM solution should have absorption
Y®-cnektpodoro maximum at 397+5nm / VO-
METPHU CMEKTP MOTIOLIEHHS UCTIBITYEMOIO

PAcCTBOP2 N0JKEH UMETH MAKCUMYM
norsoueHys npu 397+5 um

3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBETCTBUH C
COAEPKUMOTr0 YIAKOBKH TpeboBaHUIMU

I'd PO. (He menee 50,0 1)
4. | pH 3.27 From2.5t04.5/012,5 10 4,5

5. | Viscosity / BazkocTb

1022 centipoise /
1022 canTumnmyas

From 400 to 1200 centipoise /
Ot 400 a0 1200 canTunyas

6. | Related impurities / PogcTBeHHbIE IpHMecH

i. Impurity C/

Jlrobast npyras npumecs

[Tpumecs C Not detected / He o6HapyxeHa
ii. Impurity D / Below LOD (LOD = 0.02 %) / Huxe
Ipumecs D npenena 06(1)-1.2(1)};)2/!;;1-11451 (110 =
iii. | Any other impurity / BSOS

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykr cooTrercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
IMonrorosnero: Ramakant

B2

Checked by /
IIposepeno: Himesh Kumar

:';')vg//’;

Approved by: Manager/Executive /

Onob6peHo: Menemxep / Pykosoaurens

Abhishek Chayhan \

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4500 2395, Email. mail@&direddys.com

CING Leb LySAPL1234PLCOGAS0T
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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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

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

poaykr Haiiz" AkTHBrenb (HUMeCy/iun) refib A0s HApY»KHOro npumenenns, 1 %, 50r
Batch No / : V220591 Batch Quantity / : 18848 units /
Cepus Ne O6beM napTun 18848 eanHun
Analytical Report No / : 040001620069 Date of Analysis / : 13.08.2022
AHaJunTHYeCKHK oT4yer No Jarta ananusa

Date of Manufacture / 1 Aug-2022 Date of Expiry / : July-2024
JlaTa npou3BoacTBa I'onen oo

Analysis performed according ND / Ananu3s nposexen no HJ/I: 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 / uzm. Ne 2 ot 02.02.2022)

Page3 of 5/Ctp. 3135

Jlt{l‘f 4 Test / Ilokasarenn Result / Pesyabrar Specification / Hopma
iv. | Total impurities / 0.1% Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
7. | Microbial purity / Mukpoouosioruueckast 4HcToTa

i. | Total Aerobic Microbial
Count / O61uee uucno
a3poOHBIX MUKPO-
OpPraHU3MOB

rpuboB

iv. | Staphylococcus aureus

ii. | Total Combined Yeast and
mould count / Obwee yucio
JIPOSKIKEBDBIX H JIECHEBBIX

iii. | Pseudomonas aeruginosa

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

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

Absentin 1 g/
OtcytctByerB 1 1

Absentinl g/
OrcyrctByerB 1 T

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absent in 1 g/
OtcyrctBUe Bl T

Should absentin 1 g/
OtcyrctBue B 1 1

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooTsercTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
Zaxmouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

ol

Checked by /
ITposepeno: Himesh Kumar

——

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoaurens
Abhishek Chayhan

T\

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5C0034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4500 2365, Email* mail@drreddys.com
CINe LES195AP1S3IPLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

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

|TIpoaykT Haiiz" AkTuBrens (HuMecyua) reab uis Hapy>HOTo npuMeHenus, 1 %, S0 T

Batch No / 1 V220591 Batch Quantity / : 18848 units /
Cepus Ne O6bem naprun 18848 ennuun
Analytical Report No / : 040001620069 Date of Analysis / : 13.08.2022
AHanuTHYecKH# oTyeT No JlaTa anaimuza

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
Jdarta npon3Boacrsa T'ogen no

Analysis performed according ND / Ananns nposenen no 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 / uzm. Ne 2 ot 02.02.2022)

Page4 of 5/ Crp.4u3 5

8 Assay / KonnyecTBeHHOe onpeaesienue

1. | Nimesulide /
Humecynun

il. | Dimethyl sulfoxide /
HJumetuncynedokcus

10.00 mg / 10.00 mr
(100.0 %)

101.7 %

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

Ot 9,0 mr go 11,0 mr C13H12N2O5S
(aumecynun) (ot 90,0 % mo

110,0 % oT HOMHHAJIEHOTO
conepxanus) B 1 1 rens

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

Ot 90 % no 110 % C,HeOS
(numetuncynedokcun) or
HOMHHAJIBHOTO COAEPIKaHUS

10 |Packaging / Yuaxkoska

Package / Ynakoeka - 50 gin a
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B Ty6y u3
JIAMHHHPOBAHHOTO

aOMUHMS, cHabXeHHYI0
MeMOpaHOHl Ui KOHTpOJs
nepBoro BCKpeITHA. Kaxnyro
Ty0y BMecTe C HHCTpYKUMEH
10 MIPUMEHEHHIO TTIOMEIIAIOT B
NayKy 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
JIAaMUHHPOBAHHOTO AIOMUHMU,
cHabxeHHYI0O  MeMOpanoil A/
KOHTPOJI1 ~ TIEpPBOTO  BCKPBITHS.
Kaxnyto Tyby BMECTe c
HMHCTPYKUMEH TIO0 MNPUMEHEHHIO
NIOMELIAIOT B MAYKy KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanne: IIpoaykT cooTBeTcTBYET TpeGoBanusam HJI

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

Prepared by /
Iloarorosneno: Ramakant

b2

Checked by /
[Mposepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoautens

= Abhishek C hauhan&b \

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Jlara: 13.08.2022

Reprint Date /
Jara: 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 2335, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid.
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 Haii3" AktuBrenb (HUMecyJIH 1) reib A1 HapYKHOro npumenenns, 1 %, 50 r

Batch No / : V220591 Batch Quantity / : 18848 units /
Cepus Ne O6beM mapTun 18848 ennnuy
Analytical Report No / : 040001620069 Date of Analysis / : 13.08.2022
AnanuTu4ecKni oryer Ne Jara anaauza

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
Jara npousBoacTaa Topen no

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

PageS5Sof 5/ Crp.5u3 5

11 |Labeling / MapkupoBka According to ND / B cootBetcTBru ¢ HJ

12 | Storage / XpaHenue Store below 25 °C. Do not freeze./ [1pu Temneparype He Bbiwe
25 °C. He 3amopaxxuBarts.

13 | Shelf life / Cpok rognocTu | 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.
*ITokasaTesb MOKET OTCYTCTBOBATL B cepTH(HKAaTe aHANA3A npousBoauTeas. IlpoussoauTenn

rapanTHPYET Ka4eCTBO npenmapara mo 3TUM NoKa3aTeJigM.

Remarks : The Product conforms to ND/
ITpumeuanne: [TponykT coorBercTBYeT Tpebosanusm HJ{

Conclusion : APPROVED /
Saxnwuenne: OJOBPEHO

Prepared by / Checked by /
[loarororneHo: Ramakant IMpoeepeno: Himesh Kumar

Bl

—e

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosonurens
Abhishek Chauhfin

Reprint Date /
Jarta: 13.08.2022

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Jarta: 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



