Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT 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

|Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com

Hpoaykr : Haii3" AkTuresis (HMUMeCynna) reftb s HApYKHOro npumerenns, 1 %, 50 r

Batch No / : V220529 Batch Quantity / : 18,824/

Cepus No Oo0bem mapTuu 18,824 enmmunu
Analytical Report No / : 040001607730 Date of Analysis / : 27.07.2022
AnanuradecKkuii oruer No JlaTa aHaam3a

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024

JlaTa npon3BoacTBa T'oxen 1o

Analysis performed according ND / Anasns nposenen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 ot 19.03.2020)

Pagel of S/Crp.1u35

No/

BOXX

CootBeTcTBYET TpeOOBAHUAM

e Test / IlokazaTensn Result / PesyabTaT Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
colorless gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoaHBbIi
OnHOPOHBII TPO3pavHBIH Npo3payHblii refb OT 6ECLBETHOro
rejb GJIEAHO-XKENTOro 11BeTa ¢ | 00  OJefHO-KEITOro  UBETa ¢
XapaKTEePHbBIM 3aMaXoM XapaKTepHbIM 3aNaxoM

2. Identification / HoganuHocTb

a) By HPLC / Metoaom 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 ynepsxhBaHUA
OCHOBHOTO nMKa Ha
XpoMaTorpamme UCTILITYEMOro
pacTBOpa JOJKHO COOTBETCTBOBATH
BPEMEHHU YAEP)KUBAHUSI OCHOBHOTO
MHKa HAa XpoMaTorpaMMe pacTBoOpa
CTaHAApPTHOIO obpasua
HUMeCYHaa (paznen
«KonuyecTBeHHOE ONPEACIEHHE)

Remarks : The Product conforms to ND/
IIpumeuanne: [lponykr coorBercTByet TpeboBanusm HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by / A\ Checked by / wyS
IloaroroenenoT, LW IIpoeepeHo
Ramakant iy ' Santosh Kumar Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / E}fl(Oant;iTe.ﬂb

Print Date /
Hara:27.07.2022

Print Date /
Hara: 27.07.2022

Manoj kumar Attt
Print Date / | —
Hara: 27.07.2022

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: L85195AP1984PLCO0O4507
www.drreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUO®UKAT AHAJIM3A

Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
TIpoaykr Hait3" AKTUBrenb (HUMECYJIH) Telb s HAPYIKHOTo npimMeHeHns, 1 %, 50 r

Batch No / : V220529 Batch Quantity / : 18,824/
Cepus Ne O6beM napTun 18,824 equnnn
Analytical Report No / : 040001607730 Date of Analysis / 1 27.07.2022
AHanuTnyeckuii oryer Ne JlaTa ananamusza

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
JlaTta npoH3BOACTBA T'open 1o

Analysis performed according ND / Auanu3s nposeaen mo HJL: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 o1 19.03.2020)

Page2 of 5/Crp.2 3 5

i,‘? / Test / IlokazaTenn Result / PezyabraT Specification / Hopma
b)By UV spectro- Complies as prescribed /| UV absorption spectrum of the test
photometry / Metoaom CooTseTcTBYET TPEOOBAHNAM solution should have absorption
Y®-cnekrpodoto maximum at 397+5nm / VYO-
METpUH CMEKTP MOTJIOLIEHHS HCITBITYEMOrO

pacTBOpa NOJDKEH UMETh MaKCUMYM
nornoteHus npy 39715 am

1056 cantunyas

3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBMM C
COAep:KHMOro YHAKOBKH TpeboBaHUAMHU

I'® POD. (He menee 50,0 1)
4, pH 3.22 From2.5t04.5/012,5 n04,5
5. | Viscoesity / BaskoceTs 1056 centipoise / From 400 to 1200 centipoise /

Ot 400 no 1200 caxnTumyas

6. | Related impurities / PoacTBeHHbIE IPHMECH

i. | Impurity C/
IMpumecs C

Below limit of
Detection(LOD:0.02%) / ne
obHapyxena

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

ii. | Impurity D/
Ipumecs D

Below limit of
Detection(LOD:0.02%) / ne
o6Hapy»xeHa

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoayKT COOTBETCTBYET TpebOBaHHAM H/ 3akmouenue: U/IUBPEHO

Prepared by/ () ﬂﬁw Checked by / _@(ﬁ Approved by: Manager/Executive /
IToAroToBICHO: ‘*L ITpoBepeHO Ono6peno: Menemwkep / Pykosoaurensb
Ramakant ' Santosh Kumar Maurya Manoj kumar .
Print Date / Print Date / Print Date / S
Iata:27.07.2022 Hara: 27.07.2022 Jara: 27.07.2022

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



Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT 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

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com

Mpoayrr Hali3" AKTHBresb (HUMECYIIMA) TeNb 1st HAPYIKHOTO NMPUMEHEHUS, 1%,50r -
Batch No / 1 V220529 Batch Quantity / : 18,824/

|Cepust Ne O0bem napTHH 18.824 exnnun
Analytical Report No / : 040001607730 Date of Analysis / : 27.07.2022
AHaauTu4ecKui oTyet Ne Jlara aHanusza

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024

Jlara npon3BoACTBA Tonen xo

Analysis performed according ND / Ananus nposeren no HJI: JI[1-005923-1911 19 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3u3 5

i}? / Test / IloxazaTesnb Result / PesynsTar Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jiobas apyras npumech He 6osnee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /
Cymma ripumecei He 6onee 1,50 %
7. | Microbial purity / Mukpo6noaoruieckast YMcrora

i. | Total Aerobic Microbial
Count / O61ee 4ucio
a3poOHBIX MMKPO-
OpraHu3MOB

ii. | Total Combined Yeast and
mould count / Ob61uee uncno
APONCOKEBBIX U TJIECHEBBIX
rpuboB

ili. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absent g /
OrcyTeTBYET T

Absent /
OTCyTCTBYET I

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/
OrcyrcTBHe B 1 T

Should absentin 1 g/
OrcytctBUe B 1 T

8 | Assay/KonanuyecTBeHHOe onpeaesieHue

Remarks : The Product conforms to ND/
IIpumeuanne: [ponykr cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Zaxnwuyenne: OJOBPEHO

Prepared by /

[ToAroTOBIEHO: W

Checked by / @-1 W s
[Tpoeepeno /-’“—Lj

Approved by: Manager/Executive /

Ono6peHo: Menemxep / P ’]\'OB?’EU’IT‘CIIB

Ramakant Santosh Kumar Maurya Manoj kumar Mokl
Print Date / Print Date / Print Date / Fo—
JHata:27.07.2022 Jara: 27.07.2022 Jara: 27.07.2022

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




Dr. Reddy's Laboratories Ltd.

@
Dr. Reddy,s ‘... Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTU®IHKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA

o— B _ : - Tel : +91 98166 56001-02
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
Mpoaykr : Hailis" AkTuBrens (HUMECYNMA) Feib Ul HAPYIKHORO NPUMEHCHHUS, 1%.,50r
Batch No/ : V220529 Batch Quantity / : 18,824/
Cepus Ne O6bemM mapTiu 18.824 exnnun
Analytical Report No / : 040001607730 Date of Analysis / : 27.07.2022
AHanuTUYecKHii oTyer No Jara apanusa
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
Jara npon3BoacTBa TI'oaen o
Analysis performed according ND / Ananns nposeaen no H/L: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. No 1 o1 19.03.2020)

Page4 of 5/Crp.4m3 5

i. | Nimesulide/ 10.18 mg / 10.18 mr 9.0 mg to 11.0 mg of C13H12N20OsS
Humecynup (101.8%) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr o 11,0 mr CiaH12N2OsS
(numecynun) (ot 90,0 % no

110,0 % OT HOMHHAABHOIO
comepxxanus) B 1 r rens

ii. | Dimethyl sulfoxide / 100.7 % 90% to 110% of C2HesOS (dimethyl
HumetuincynbhokcHy | sulfoxide) of label claim /

Ot 90 % mo 110 % CHOS
(numeTHcynb(okcHa) oT
HOMMHATBHOTO COAEPMKAHUS

9 |Packaging / YnakoBka Package / Ynakoska - 50 gina Package / VriakoBka - 20 g, 50 g or

larrgnated . aluminum  tube | 100 g in a laminated aluminum tube
equipped with tamper-evident equipped  with  tamper-evident
membrane. Each tube and a | membrane. Each tube and a patient
patient information leaflet in a | jpformation leaflet in a carton. /

carton. / TTo 50 r B TYybYy M3

JIAMUHHPOBAHHOTO .| o 20 r, 50 r mnu 100 1. B TYOy U3

ATIOMUHHUSL, cHabxkeHHyro | JJAMMHHPOBAHHOTO ATFOMMHMS,
cHabxeHHyt0o  MeMOpaHOH  Juid

MeMOpaHoi Uil  KOHTpOJIs
MepBoro BekpuiTHs. Kaxqryio | KOHTPOTS  NEpBOTO BCKPBITHS.
BMECTE €

TyOy BMECTe C HHCTPYKLHUEH Kaxayio  T1y6y
1O NPUMEHEHHMIO TToMelatoT B | WHCTPYKUHMEH 10 MPHMEHEHHIO
MUKy KApTOHHYIO. IOMELIAIOT B [1a4Ky KAPTOHHYIO.

10 |Labeling / MapkupoBka According to ND / B cootsercTeuu ¢ HJ

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeqanne: [IpogykT cooTBeTcTBYeT Tpebosanuam HJI 3akmouenue: OJJOBPEHO

Prepared by / W Checked by / 9 Approved by: Manager/Executive /
IMoaroTosneHo: IIpoBepeHo Ono6peno: Menemkep / PykoBoguTtesb
Ramakant Santosh Kumar Maurya Manoj kumar i tuﬂjj

Print Date / Print Date / Print Date / =
Hata:27.07.2022 Jara: 27.07.2022 Iara: 27.07.2022

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




Se
Dr.Reddy’s ‘,’o’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel:+81 981665600102

Product  : Nisc Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
HpoaykTt Haiiz" AKTHBrens (HUMeCYMA) reib AJs HapyAHOro npiserenns, 1 %, 50r

Batch No / 1 V220529 Batch Quantity / : 18,824/
Cepusa Ne O6bem napTiin 18,824 eaunun
Analytical Report No / : 040001607730 Date of Analysis / : 27.07.2022
AHaJIuTHYECKHH oTyeT Ne JlaTa anagusa

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
Jlara npomsBoacTBa I'ogen mo

Analysis performed according ND / Ananns nposenen no HJ/I: JITT-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 ot 19.03.2020)

PageSof 5/Ctp.5u3z 5

11 |Storage / Xpanenue

°C. He 3amopaxuBars.

Store below 25 °C. Do not freeze./ [1put Temnepatype He Bbilie 25

12 | Shelf life / Cpox roanocTn

2 years / 2 ropa

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Ipumeuanue: [Tpoaykr cooTseTcTBYeT TpeboBanusm HJ

Prepared by / @UM) Checked by / @g Approved by: Manager/Executive /
IloarorosieHo: [IpoBepeno Onobpeno: Menemwkep / Pykogoauresns
Ramakant Santosh Kumar Maurya Manoj kumar ),’{1], ;_U.L.? .

Print Date / Print Date / Print Date / S
Hata:27.07.2022 Jara: 27.07.2022 Jara: 27.07.2022

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: L85195AP1984PLCO04507
www.drreddys.com




