!..o Dr. Reddy's Laboratories Ltd.
? @ . .
Formulation Unit-6
Dr. Reddy S o CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHO®HKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g M;WW.Arredd;s.com
Mpoaykr  : Haiiz® AxTuBress (HUMeCyna) reb sl HapYKHOro npumenenus, 1 %, 50 r

Batch No / : V220091 Batch Quantity / : 18,890 units /
Cepusg Ne O6bem napruu 18,890 exnmnn
Analytical Report No / : 890001575945 Date of Analysis / : 28.02.2022
AHaJIUTHYeCKHH oTueT Ne Jlara ananusza

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024

Jlata npon3BOACTBA TI'oagen no

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1 of 5/Crp.1u35

i.:) / Test / IloxazaTenn Result / PesyasTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHoponHbI#
OnHOpOAHEBIH MPO3pauHbIA Npo3payHbli renb OT GECLBETHOTO
rejis ONIEAHO-KENTOro BeTa ¢ | A0  OneAHo-KenToro LBeTa ¢
XapaKTepHBIM 3aMaxoM XapaKTepHBIM 3a11aXoM
2. Identification / IlogaunHOCTD
a) By HPLC / Meroaom Complies as prescribed / | The retention time of the main peak
BOXX CootBeTcTBYET TPEOOBAHHAM 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 yIoepKuBaHHUs
OCHOBHOTO n1Ka Ha
XpoMarorpamme HCTIBITYEMOTO
pacTBopa JOJDKHO COOTBETCTBOBATD
BpEMEHH YAEP)KUBAHUA OCHOBHOTO
NMKa Ha XpoMarorpaMme pacTBoOpa
CTaHapTHOI'O obpasiia
HUMeCYuaa (pazmen
«KoIu4ecTBeHHOE OTIPEACNICHHEN)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykt coorsercTByeT Tpedosannam HJ 3akmouenne: OJJOBPEHO
Prepared by / ) Checked by / Approved by: Manager/Executive /
[oarorosneno: __ {' npOBepc]-IO‘:__:’A_,,—'H‘J Onobtpeno: Menemxe ﬁ PykosojuTensb
Pardeep Kumar — Himesh Kumar ~ " | Abhishek Chauhan / /ﬂ
Print Date / Print Date / Print Date / = !
Mara:28.02.2022 Hara: 28.02.2022 Jara: 28.02.2022

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol+94 931665500102 ——

'Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
[poaykr Haitz® AKTUBresb (HUMECYI1) refb Ul HapYKHOro npumeHenus, 1 %, 50 ¢

Batch No / 1 V220091 Batch Quantity / : 18,890units /
Cepusn Ne O0bem napTnu 18,890 exumun
Analytical Report No / : 890001575945 Date of Analysis / : 28.02.2022
AdanuTn4yeckuii oruer No JlaTta anannza

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JlaTa nNpou3BOACTBA I'onen go

Analysis performed according ND / Ananus nposegen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 2 of 5/Ctp. 2 n3 5

;? / Test / lloka3zarein Result / PesyabtaTt Specification / Hopma
b) By UV spectro- Complies as prescribed /| UV absorption spectrum of the test
photometry / Metonom CooTBeTCTBYET TPEOOBAHUAM solution should have absorption
Y®-cnekrpodoro maximum at 397+5nm / VY-
METpUH CIIEKTP TIOTNOLIEHHs] HCIIBITYEMOTO

pacTBOpa A0JDKEH UMETh MAKCHMYM
nornoweHus npy 39745 am

3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B coOTBETCTBHH ¢
COMEPKUMOr0 YIIAKOBKH TpebOBaHUAMH

I'd P®. (He menee 50,0 1)
4. | pH 3.13 From2.5t04.5/0T1 2,5 10 4,5

5. | Viscosity / BaskocTb

1053 centipoise /

1053 cantunyas

From 400 to 1200 centipoise /
Ot 400 no 1200 canTunyas

6. | Related impurities / PoacTBeHHbIE IPHMeECH

i. | Impurity C/
ITpumecs C

ii. | Impurity D/
Ipumecs D

Not detected / He o6Hapy)eHa

Below limit of Detection
(LOD:0.02%) / He o6HapyxeHa
of Detection (LOD:0.02%)

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

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

Remarks : The Product conforms to ND/
Ipumeuanne: [poaykT cooTRercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBaeHO: <—_--f Tlposepeno ~—5 Onobpeno: Menewkep [ Pykoojures
Pardeep Kumar — Himesh Kiumar Abhishek Chauhan /A fl

Print Date / Print Date / Print Date / i
JaTta:28.02.2022 Jara: 28.02.2022 Jara: 28.02.2022

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
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel:+01 981665600102

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

IpoaykT Haii3"’ Axtueresib (HUMecynun) refib 4j1s HAPY’HHOro npumerenus, 1 %, 50 r

Batch No / 1 V220091 Batch Quantity / : 18,890units /
Cepusa Ne Ob6bem napTHu 18,890 eanmun
Analytical Report No / : 890001575945 Date of Analysis / : 28.02.2022
AHaJIATUYECKHI oTueT No JlaTa aHaIM3a

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JaTa npou3BoJcTBA T'omen o

Analysis performed according ND / Anasmus npoeexen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page3 of 5/Ctp.3 135

tv. | Total impurities /
Cymma npumMeceit

;? / Test / [lokaszaTenn Result / PesyabTar Specification / Hopma
ili. | Any other impurity / Not more than 0.50 % /
JlroGast npyras NpUMeCh — He 6onee 0,50 %
0.1% Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / Mukpo6nosoraueckass 4HCTOTA

i. | Total Aerobic Microbial
Count / O011ee 9CiI0
a’POOHBIX MHKPO-
OpraHU3MOB

ii. | Total Combined Yeast and
mould count / Obuiee uucio
JIPOMOKEBBIX M TUIECHEBBIX
rpuboB

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 g/
OTtcyTcTBYET T

Absent /
OTcyTCTBYET T

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

Not more than 100CFU/g /

He 6osnee 100 KOE/r

Should absent in 1 g/
OtcyrctBHE B I T

Should absent in 1 g/
OrcyrcrBue B 1 1

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr cooTBeTcTRYET TpeboBanusm H/J

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloAroToBIEHO: i l'[poaepeg;;_&/_ﬁ\ Onobpeno: Menemxep / Pykopoaurensb
Pardeep Kumar - Himesh Kumar - | Abhishek Chauhan /(___ ff‘/

Print Date / Print Date / Print Date / ’
Jara:28.02.2022 Jlarta: 28.02.2022 Hara: 28.02.2022

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.
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Formulation Unit-6
Dr‘ Reddy S s CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Tel 491 98166-56001-02
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
Hpoaykr : Haiz" AxtuBrenb (HHUMeCYIHA) renib AMis HAPYKHOTO NMPUMEHCHHS, 1%.50r

Batch No / 1 V220091 Batch Quantity / : 18,890units /
Cepus Ne O6bem napTuu 18,890 eannnn
Analytical Report No / : 890001575945 Date of Analysis / : 28.02.2022
AHaTuTHYeCKH i oTyeT Ne Jlara anaiausa

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
Jarta npou3BoacTea I'ogen no

Analysis performed according ND / Ananns nposenen no HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020)

Page4 of 5/ Crp.4u35
8 Assay / KonuuecTBeHHOE onpeaejieHHe
i. | Nimesulide/ 9.94 mg / 9.94mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (99.4%) (nimesulide) (90.0% to 110.0% of

label claim) in 1 gof gel /

Ot 9,0 mr o 11,0 mr C13Hi2N2OsS
(anumecynun) (ot 90,0 % no

110,0 % oT HOMHHAJIEHOTO
copepxxanus) B 1 r rens

ii. | Dimethyl sulfoxide / 100.0 % 90% to 110% of C:HsOS (dimethyl
JuMeTuncynbdokcua sulfoxide) of label claim /

Ot 90 % no 110 % C:HsOS
(mumeTHaCcynbGOKCHA) OT
HOMMHAJIBHOTO COAEPKaHU

9 | Packaging / YmakoBka Package / Ynakoska - 50 gina | package / Ynakorka - 20 g, 50 g or

la@nated . 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 @ | jnformation leaflet in a carton. /
carton. / Ilo 50 r B Ty6y u3

JIAMHHUPOBAHHOIO
ANFOMUHUS, cHabKEeHHYIO
MeMOpaHOH /sl KOHTPOJIS

Mo 20 r, 50 r wiu 100 r B Ty6y U3
JIAMHHUPOBAHHOIO ATIOMUHHA,
cHaOXXeHHYI0O  MeMOpaHOH  JuIs

nepsoro sekpeiTia. Kaxayro | KOHTPOIL NEepBOr0  BCKPBITHSL.
Ty6y BMeCTe C MHCTpYKLMei Kaxayro Ty6y BMECTC ¢
10 TpHMeHerHIo noMemator B | WHCTPYKUMeH 110 TIPUMEHEHHUIO
NauKy KapTOHHYIO [OMELIAIOT B [Ia4Ky KAPTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr cooTseTcTBYET Tpebosannam HJL 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBiIEHO: : Hposepenwh(mnﬁpeﬂo: Menemxkep //PykosoauTenb
Pardeep Kumar o Himesh Kumar ' | Abhishek Chauhan & —7

Print Date / Print Date / Print Date / '
Jara:28.02.2022 Jlara: 28.02.2022 Jara: 28.02.2022
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CEPTUOPHUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com

IMpoaykT Haiiz® AxTusrens (HUMECYiA) refb s Hapy/KHOTo npumeHedns, 1 %, 50t

Batch No / : V220091 Batch Quantity / : 18,890units /
Cepus Ne O6bem napTum 18,890 ennunn
Analytical Report No / : 890001575945 Date of Analysis / 1 28.02.2022
AHanuTHYeCKHH oTdeT No Jlara anaau3za

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JaTa npon3BoacTBa Togen no

Analysis performed according ND / Ananns nposenen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page 50f 5/Crp.5u3 5

10 |Labeling / MapxupoBKa

According to ND / B cootreercteuu ¢ HJI

11 |Storage / Xpanenue

°C. He 3aMopaxuBaTth.

Store below 25 °C. Do not freeze./ [1pu Temnepatype He Bbille 25

12 | Shelf life / Cpok roanocTn

2 years / 2 roga

Remarks : The Product conforms to ND/
Ilpumedanue: IIpoaykT cootBercTBYeT TpebosanusaM HJJ

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: )I” [Tposepen o —— OpobpeHo: MGI-IC,E[}KEF@)}'KOBOI{HTBJTb
Pardeep Kumar = Y — Himesh Kumar Abhishek Chauhan

Print Date / Print Date / Print Date / '
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