Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

WA rirrerd_d_\’,:s‘corn

: Nise Activgel (Nimesulide) gel for external use, 1 %, l()OE

'Product

HpoaykTr Haiiz" AkTuBresb (HUMeCynu) rens Ais HapysKHOro npumeHenus. 1 %, 100 r -
Batch No / : V230098 Batch Quantity / : 11546 units /
Cepus Ne Ob6vem napTun 11546 eamuun
Analytical Report No / : 890001646736 Date of Analysis / : 28.02.2023
AHAJHTHYECKHH 0TyeT Ne Jara apanusa

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025

Jlara npon3BoJcTBa I'ogen no

Analysis performed according ND / Ananus nposenen mo HJI: JII1-005923-191119 (amend Ne 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)

Page1 of 5/Crp. 1135

| No/

B2XX

CooTBeTCTBYET TPEOOBAHIAM

N Test / Hoxazarenn Result / PesyasTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHoponHblil
OnHOpPOIOHBIH MPO3pauHbIi NIPO3payHbli renb oT O6eclBETHOrO
reab OJ1IGIHO-KENTOro UBETaA C | A0  ONEAHO-KENTOro  LUBeTa ¢
XapaKTEPHBbIM 3aMaxoM XapaKTepHbIM 3aMaxom

2, Identification / logmaunocTh

a) By HPLC / Meronom 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 ynepxusaHus
OCHOBHOTO nMka Ha
Xpomarorpamme UCIIBITYEMOro

pacTBOpa JOMKHO COOTBETCTBOBATh
BPEMEHH YACPKHBAHUS OCHOBHOIO
nYKa Ha XpoMmaTorpaMMe pacTeopa
CTaHAAPTHOrO obpasia
HUMeCYTH/a (paznen
«KonuuecTBeHHOE onpe/ienieHHe»)

Remarks: The Product conforms to ND/

IIpumevanne: [Tpoaykr coorBercTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmoyenue: OJOBPEHO

Prepared by /
Iloaroroeneno: Pardeep

Kumar "
sl =

Checked by /
IIpoBepeno: Himesh Kumar

—4 —

Approved by: Manager/Executive /
OnobpeHo: Menaiukep / PykoBonurens
Abhishek Chauha k

/

Reprint Date /
Jara: 28.02.2023

L.eprint Date /
Jara: 28.02.2023

Roprint Datc /

Jlata: 28.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, 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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CERTIFICATE OF ANALYSIS

CEPTH®IHKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

__W;,\f_\vvldrr,eﬁrl\::c com -

!Product : Nisc Activgel (Nimesulide) gel for external usc, 1 %, 100 g
TIpoayxTr Haii3" AxruBresb (HUMECYIINA) Ienb Jiis HAPYAHOTO puMenenns, 1 %, 100 r

Batch No / : V230098 'Batch Quantity / : 11546 units /|
|Cepus Ne - Oo0nem naprun 11546 ennHuu
Analytical Report No / : 890001646736 Date of Analysis / : 28.02.2023
AvanuTu4ecKHi oryer No Hara ananunsa

Date of Manufacture / : Feb-2023 Date of Expiry/ : Jan-2025

Jara npon3Boacrsa T'open go

Analysis performed according ND / Anasm3s nposenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page2 of 5/Crp. 2 u35

Ne

No/ |

Test / IToxazarenn

Result / Pesyabrar

Specification / Hopma

b) By UV spectro-
photometry / MeTogom
Y®-cnekrpodoto
METpHH

Complies as prescribed /
CoorBeTcTBYET TPEGOBAHMSAM

UV absorption spectrum of the test |
| solution should have absorption

maximum at 397+5nm / VYO-
CIIEKTP TOTTOLICHUS UCTILITYEMOrO
pacTBOpa NOJKEH HMETh MAKCUMYM
norjoleHus npu 39745 um

JIrobas npyras npumech

0.11 %

3. Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBUM C
COAEPIKHMOTr0 YIAKOBKH TpeOOBaHUAMU

I'® PO. (He menee 100,0 r)

4. pH 3.36 From2.5t04.5/012,5 04,5

5. | Viscosity / Baskocts 1029 centipoise / From 400 to 1200 centipoise /

1029 canTunyas Ot 400 no 1200 canTunyas
6. Related impurities / PogcrBennbie npamecn
1. Impurity C / Not more than 0.50 % /
[Tpumecs C Below LOD (LOD = 0.02 %) / | He 6onee 0,50 %
y . Hixe npenena obHapyxenus
ii. | Impurity D/ Not more than 0.50 % /
IIpumecs D Below LOD (LOD =0.02 %) / | He 6osee 0,50 %
Hwxe npenena o6napysxxenms
lii. | Any other impurity / (I10 =0.02 %) Not more than 0.50 % /

He 6onee 0,50 %

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ilpoaykr cootBeTcTBYET TpeHoBanusam HJJ 3akaryenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: Pardeep IMpoeepeno: Himesh Kumar Onobpeno: Menemxep /,PykoBoautesb
Kumar DQ—,"_.‘_——.“ Abhishek Chauhan

o i___ : < : I\ o
Reprint Date / Reprint Date / Reprint Date /
Hara: 28 02.2023 Jara: 28.02.2023 Hata: 28.02.2023

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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s QS¢

CERTIFICATE OF ANALY

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

SIS Distt. Solan, H.P,, 173 205, iNDIA

CEPTH®HUKAT AHAJIH3A

Tel : +91 98166 56001-02

wwwdrreddys.eom——

Product : Nise Activgel (Nimesm&el for external use, 1 %, 100 g

HpoayrT Haiiz" Axtusrens (Humecynmn) rens nis HAPYIKHOTO Npumenenns, 1 %, 100r ]
Batch No / : V230098 Batch Quantity / : 11546 units /
Cepus No Ob6wvem naprun 11546 enrmun
Analytical Report No / : 890001646736 Date of Analysis / : 28.02.2023
AHasiuTnyecknit oruer No Jdara ananuza

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025

Aara npoussoacrea T'onen 1o

Analysis performed according ND / Auanus nposexen no H/I: J1
19.03.2020 / u3m. Ne 1 o1 19.03.2020. amend No

[1-005923-191119 (amend Ne 1 from

2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page3 of 5/ Crp.3u3 5

'No/ |

Ne Test / Iloka3zatens

Result / PesyabTar

Specification / Hopma

iv. | Total impurities /
Cymma ripumeceit

0.20 %

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity / Muxkpo6uonornyeckas uncrora

i. | Total Aerobic Microbial
Count / O6uee uucno
a’3pOBHBIX MHKpPO-

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

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

OpraHuzMoB
ii. |Total Combined Yeast and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Ob1uee uucno Menee 10 KOE/r He Gonee 100 KOE/r
TPOACKEBBIX H MJIECHEBbIX
rpu6os
iii. | Pseudomonas aeruginosa Absentinl g/ Should absent in 1 g/
OtcyrctByerB 1 1 OrcytetBue B 1 1
iv. | Staphvlococcus aureus Absentinl g/ Should absent in 1 g/
OtcyrctByerB 1 10 OtcyrcrBue B 1 1
— |

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanne: [Iponykr CooTeeTCTBYET TpeOoBanusm HJT 3akaouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Pardeep ITposepeHo: Himesh Kumar Onobpeno: Meﬂemﬁi Pykosoagurens
Kumar ; — Abhishek Chauhan | :

£ | s AT

._\‘—'— i}
Reprint Date / Reprint Date / Reprint Date /
Mara: 28.02.2023 [Mara: 28.02.2023 Jlara: 28.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hil!

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email

CIN: L85195AP1984PLCO04507
www.drreddys.com

s, Hyderabad - 500034, Telangana, India
s mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | td.
Formulation Unit-6

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

CEPTH®HKAT AHAJIH3A

Tel : +91 98166 56001-02
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|Product Nise Activgel (Nimesulide) gel for external usc, 1 %. 100 ¢

Hpoayxr Haii3" Axktusress (HHMecYUn) res ans HAPVKHOro npumerenus, 1 %, 100 r -

Batch No / : V230098 Batch Quantity / : 11546 units /|
Cepust Ne O0bem napruu 11546 eniinng
Analytical Report No / : 890001646736 Date of Analysis / : 28.02.2023
AHaJIUTHYECKHH oTueT No Hara anaanza

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025

JaTta mpoussoacraa T'onen no

Analysis performed according ND / Ananus nposenex no HJL: JII1-005923-191119 (amend No 1 from
19.03.2020 / m3m. Ne 1 o1 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 / KonndecTBeHHOE onpeneeHue

1. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
Hdumetnncynshokenn

9.89 mg/9.89 mr
(98.9 %)

103.5 %

9.0 mg to 11.0 mg of C;3H;2N>OsS |
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mMr mo 11,0 mr C;3H;2N,OsS
(Humecynun) (ot 90,0 % no

110,0 % ot HoMHHaBHOTO
coflepkaHus) B 1 T rens

90% to 110% of C:HsOS (dimethyl
sulfoxide) of label claim /

0190 % no 110 % C2HOS
(mmmetuncynbdokcun) ot

HOMHWHAJIIBHOIO COAep KaHus J

Remarks: The Product conforms to ND/
Ilpumeyanne: I[Tponykr cooteTcTBYET TpeboBanusam H]J

Conclusion: APPROVED /
3akmovenune: OJJOBPEHO

Prepared by /
Iloarorosneno: Pardeep
Kumar

o

Checked by /
[Iposepeno: Himesh Kumar

=
—

i

~

Approved by: Manager/Executive /
Onobpeno: Menenjkep / Pykosoautens
Abhishek Chauhan/

Reprint Date /
Harta: 28.02.2023

Reprint Date /
Hara: 28.02.2023

Reprint Date /
Jlara: 28.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04567

www.drreddys.com

==



Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJI3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

'Product : Nisc Activgel (Nimesulide) gel for external use. | %, 100 ¢

Ipomxyxr Haiiz " AxTusrens (Humecyniun) rens s HAapyIRHOro npumerenns, 1 %, 100 r S
Batch No / 1 V230098 Batch Quantity / : 11546 units /
Cepus Ne O0vem napriun 11546 envnun
Analytical Report No / : 890001646736 Date of Analysis / : 28.02.2023
AHanuTHYeCKHIT oTueT No Hara ananuza

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025

Jara npoussoacrsa I'ogen no

Analysis performed according ND / Ananus n

poseaed mo HJI: JIT1-005923-191119 (amend Ne 1 from
2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

{19.03.2020 / u3m. Ne 1 o1 19.03.2020, amend Ne

Page S of 5/ Crp.5u3 5

[ 10

Packaging / YnakoBka

Package / Vnakoska - 100 g in |
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 100 r B Ty6y u3

NaMHHHUPOBAHHOIO
ANMOMHWHHUSA, CHaOXKEHHYIO
MeMOpaHoW  [UIs  KOHTpons

nepBoro BCKpbITHS. Kaxmyro
TYOYy BMECTE ¢ MHCTPYKLUEH
110 NIPUMEHEHUIO NOMEUIAIOT B
Na4yKy KapTOHHYIO.

Package / Vnakoska - 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. /

Io 20 r, 50 r wm 100 r B Ty6y u3
JTaAMHHUPOBAHHOIO AMOMUHHS,
CHabXeHHYIO  MeMOpaHOH  njig
KOHTPOIsL  NIEPBOrO  BCKPBITHA.
Kaxxnyro TyOy BMECTE c
WHCTPYKUMEH 10  NPUMEHEHMIO
NIOMEILAIOT B Na4Ky KAPTOHHYIO.

11 | Labeling / Mapkuposka According to ND / B cootseTcTBuH ¢ H]]

12 | Storage / Xpanenue Store below 25 °C. Do not freeze. / Ilpn Temneparype He BbiLe
25 °C. He 3amopax1Bats.

13 | Shelf life / Cpok rognoctn | 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.

*IlokazaTe/Ib MOXKeET OTCYTCTBOBATD B cepTH}uKare anamm3a nponssogurens. lpoussoaurens
FApAHTHPYET KA4eCTBO NpenapaTa Ho I THM NOKA3aTe IAM.

Remarks: The Product conforms to ND/
Ipumesanne: [Ipogykr COOTBETCTBYET Tpebosanmsam HJJ

Conclusion: APPROVED /
3akmoyenne: OJJIOBPEHO

Prepared by /
Iloaroroeneno: Pardeep
Kumar §

P -

Reprint Date /
Jara: 28.02.2023

Reprint Date /

Checked by /
IIposepeno: Himesh Kumar

——

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBonurens
Abhishek Chauhan'

Hara: 28.02.2023

Reprint Date /
Hara: 28.02.2023

Registered Office: 8-2-337, Road No. 3
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail

CIN: L85195AP1984PLCO04507
www.drreddys.com

, Banjara Hills, Hyderabad - 500034, Telangana, India

@drreddys.com



