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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®HUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50g
IIpoaykTr Hait3® Axrusress (HUMECYJ1H) rejlb s HapYsKHOTO NPUMEHEHH, 1%,50r
Batch No / : V230095 Batch Quantity / : 19157 units /
Cepus Ne O0beM napTHH 19157 equnnu
Analytical Report No / : 040001760908 Date of Analysis / 15.02.2023
AmnajguTndeckuii oTuer No L JaTa anaJn3a
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
Jlata npoH3BOACTBA Tonen 1o
Analysis performed according ND / Anayin3 nposeies 1o HJ: J111-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzM. Ne 2 01 02.02.2022)

Page 1 of 5/Crp.1u3 5

No/

BOXX

CooTBeTCTBYET TPeOOBAHMAM

Ne Test / IloxazaTeib Result / PesyabTat Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent;~|
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpoOAHbIH
OnHOPOAHBIH TIPO3PAUHBIN reNlb | MPO3paiHbIf reJib OT HecLBETHOIO
6JIEAHO-KETOro UBETA C no 6iegHo-XKeNnToro UBeTa ¢
XapaKTepHBIM 3aMaxoM XapaKTepHBIM 3amaxom

2. Identification / IlogJHHHOCTH

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) /  Bpewms
yAEp>KMBaHUA OCHOBHOTO MKa Ha
XpOMATorpaMMe  HCIBITYeMOro
pacTeopa JOJIKHO
COOTBETCTBOBATh BpEeMEHH
yAep)KMUBaHHS OCHOBHOTO ITMKA HA
XpoMaTorpaMmme pacTBopa
CTaHAAPTHOTO obpasua
HUMeECYNUAa (pasnen
«KonyuuecTBeHHOE
OIpe/ieNIeHUe)

Remarks : The Product conforms to ND/
Ipuveuanue: [IPoJYKT COOTBETCTBYET TPEOOBAHHAM HI

Conclusion : APPROVED /
3axsmwodenne: OJOBPEHO

Prepared by /
Lot vioeneno: Ramakant

Julpd

Checked by /
IMponeperto: Purdeep Kt

~

Approved by: Manager/Executive /
Onnhpern Meniemicep / PykoBoAnTens

Manoj Kumar

Reprint Date /
Jarta: 15.02.2023

Reprint Date /
JHarta: 15.02.2023

Reprint Date /

Hara: 15.02.2023

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
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‘..c Dr. Reddy's Laboratories Ltd.
| [ ] . .
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, INDIA

. Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS uy drreddys.com

CEPTH®HKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoayxr : Haiis"® Axtusresns (HpMecynu) resib [T HapY#KHOro NpUMEHEHHH, 1%,50r
Batch No / : V230095 Batch Quantity / : 19157 units /
Cepus Ne O0beM nNapTHH 19157 epuHu1y
Analytical Report No / : 040001760908 Date of Analysis / : 15.02.2023
AHanuTHdecKuii oTdeT Ne Jlata anaausa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JaTa npoH3BOACTBA Tomgen g0
Analysis performed according ND / Ananns nposenen mo HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / w3m. Ne 2 ot 02.02.2022)
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1;,3 / Test / IloxazaTeinb Result / PesyasTar Specification / Hopma
b)By UV spectro- k Complies as  prescribed /| UV absorption spectrum of the
photometry / Metonom CoOTBETCTBYET TPEOOBAHHAM test solution should have
V@-criekTpodoTo absorption maximum at 397+5 nm
METPHU /  Yd-criekTp  MNOTJOLICHHUA
MCTBITYEMOTO DPAacTBOpa JIOJDKEH
UMETh MAaKCHMMYM TOTJIOLIEHHS
npH 397+5 HM
3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBETCTBHH C
COZIEP/KHMOr0 YIAKOBKH TpebGOBaHUAMHU
['® PD. (He menee 50,0 1)
4. pH 3.33 From2.5t04.5/012,5 n04,5
5, | Viscosity / Baskocrb 967.1 centipoise / From 400 to 1200 centipoise /
967.1 canTumnyas Ot 400 o 1200 canTuiTyas
6. | Related impurities / PoacTBeHHBIC IPUMECH
i. | Impurity C/ Below LOD (LOD = 0.02 %) / Huxe Not more than 0.50 % /
Ipumecs C npenena obHapysxkerus (110 = 0.02 %) He 6onee 0,50 %
ii, | Impurity D/ Below LOD (LOD = 0.02 %) / H Not more than 0.50 % /
elow =0.02% xe o
Mpuwecs, D npesena ooHapyzenna (110 = 0.02 %) He 6osee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpOAYKT COOTBETCTBYET tpeGosannam H/I Baxouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tinnratornero: Ramakant IIposepeno: Pardeep Kumar Onobpeno: Menemiep / Pykooaurens
.o— Manoj Kumar - ]
Reprint Date / Reprint Date / Reprint Date /
Jlata: 15.02.2023 Jlara: 15.02.2023 Jara: 15.02.2023

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.corn



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcratories Ltd.
Forrnulaticn Unit-6

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

CEPTU®UKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50g
TIpoaykT Haiis® AkTrBress (HUMeCy i) refb 1l HapyskHoro npumenenns, 1 %, 50
Batch No / : V230095 Batch Quantity / : 19157 units /
Cepns Ne O6beM napTuy 19157 enmnmi
Analytical Report No / : 040001760908 Date of Analysis / 15.02.2023
AnanuTHyecknii oTuer Ne JlaTa anaausza ;
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa mpou3BOACTBA T'open o
Analysis performed according ND / Anasin3 npose/ies no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / wam. Ne 1 oT 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 or 02.02.2022)

Page3 of 5/ Crp.3u3 5

CyMma npumecei

1;.‘? / Test / Iloka3zarenn Result / PesyabTar Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
Jio6ast fpyras MpUMeCh 0.08% He 6onee 0,50 %
iv. | Total impurities / 0.1 % Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / MukpoOHoJIOrHYecKas 1YHCTOTA

i. | Total Aerobic Microbial
Count / O0uuee 9ucio
a’pOOHBIX MUKPO-
OpraHHu3MOB

ii. | Total Combined Yeast and
mould count / O6u1ee 4ucIo
JPOMOKEBBIX M [IECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absent /
OTcyTCTBYET

Absent /
OTCYTCTBYET

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

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

Should absentin 1 g/
OtcytctBUe B 1 T

Should absentin 1 g/
OtrcyTcTBHE B 1 T

Remarks : The Product conforms

Ipumeuanne: [TponykT cootpeTcrsyer Tpedosanusm HJL

to ND/

Conclusion : APPROVED /
3axmouenne: QJJOBPEHO

Prepared by /
Toarorosneno: Ramakant

e

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Mexemxkep / PykoBoaurenn
N

Manoj Kumar ]
Vodusal

Reprint Date /
Jara: 15.02.2023

Reprint Date /
Jlata: 15.02.2023

Reprint Date /
Hara: 15.02.2023

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.comn



Dr.Reddy’s ":'.

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

www.drreddys.com

CEPTUPHKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50g ]
IIpoaysr : Haiis® AxTHBreb (HUMECYNA) redb [l HAPYKHOTO MPUMEHCHHA, 1%,50r
Batch No / : V230095 Batch Quantity / : 19157 units /
Cepust Ne O6beM NapTHH 19157 eguHuIL
Analytical Report No / : 040001760908 Date of Analysis / 15.02.2023
AnanuTHuecknii orueT Ne JlaTa anaJjn3a
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa npon3BoACTBA Togen 1o

Analysis performed according ND
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne

/ Ananu3 nposeaen no HJI: TI11-005923-191119 (amend Ne 1 from
2 from 02.02.2022 / m3m. Ne 2 ot 02.02.2022)
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Assay / KosnuecTBeHHOe onpe/ieJieHne

—

Nimesulide /
Humecynun

Dimethyl sulfoxide /
JuMmeTuincynbGOKCH

ii.

9.91 mg/9.91mr
(99.1 %)

96.9 %

9.0 mg to 11.0 mg of Ci3H12N20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MI' 10 11,0 Mr C13H12N205S
(aumecynun) (ot 90,0 % 10

110,0 % OT HOMMHAJIEHOI'O
coaepkanus) B 1 r ress

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

Ot 90 % mo 110 % C2HsOS
(numeTUnCynbhOKCHA) OT
HOMUHAIBEHOTO COZIEPIKaHuUS

Remarks : The Product conforms fo ND/
IMpumeyanne: [poAYKT COOTBETCTBYCT tpebosanuam HJ

Conclusion : APPROVED /
Baxmouenne: OJIOBPEHO

Prepared by /
MMoaroropnexo: Ramakant

b

Checked by /
TporepeHo: Pardeep Kumar

L~

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauTeb

Manoj Kumar 3

Reprint Date /
Hara: 15.02.2023

Reprint Date /
Jara: 15.02.2023

Reprint Date /
Jlata: 15.02.2023

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.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoayxkr : Haiis® AktuBress (HUMECYIIHZL) reflb A1 HAPY/KHOTO NPHMEHEHNA, 1%,50r
Batch No / : V230095 Batch Quantity / : 19157 units /
Cepna Ne O0BemM HapTHH 19157 enunung
Analytical Report No / : 040001760908 Date of Analysis / + 15.02.2023
AHAJIMTHYECKHI oTUeT No JaTa ananusa
Date of Manufacture / : Feb-2023 Date of Expiry / 1 Jan-2025
Jara npon3BoACTBA Tomen oo
Analysis performed according ND / Asayiu3 npoBeieH mno HI: 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 / nzm. Ne 2 ot 02.02.2022)
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10 |Packaging / YnakoBKa

Package / Ynakoeka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B TyOy M3
JIaMHHUPOBAHHOTO

ANIOMHUHUS, CHa0XXEHHYIO
MeMOpaHOil ANl KOHTPOJIS
nepBoro BCKkpbiTHA. Kaxayro
Ty6y BMecTe ¢ HHCTPYKLHEH
0 NPUMEHEHHIO MTOMEILAIOT B
[1a4Ky 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. /

[To 20 r, 50 r wiu 100 r B TyOy u3
JIAMHHMPOBaHHOIO ATOMUHM,
cHaOXeHHyr0  MeMOpaHOH s
KOHTpOJIi ~ MEPBOrO  BCKPBITHS.
Kaxmyto TyOY BMecCTe c
UHCTPYKUMEeH 10 TPUMEHEHHIO
AIOMELIAIOT B MaYKy KaPTOHHYIO.

11 |Labeling / MapkupoBKa

According to ND / B cooreetcTuu ¢ HJI

12 | Storage / Xpanenue

25 °C. He 3aMopaxxuBaTh.

Store below 25 °C. Do not freeze./ Ilpu TemriepaType He BbIIIE

13 | Shelf life / Cpox roanocrn

2 years / 2 rozja

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*[JokazaTe]b MOMKET OTCYTCTBOBATH B cepTHGHKATE aHAIH3A NPOU3BOAHTEIA. IIponzBoaUTENHL
rapaHTHpyeT Ka4ecTBO Npenapara no 3THM NoKasaTesM.

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoayKT COOTBETCTBYET Tpebosanuam HIL

Conclusion : APPROVED /
3akaouenne: QJJOBEPEHO

Prepared by /
[Toarorosneno: Ramakant

ol

Checked by /
[MposepeHo: Pardeep Kumar

L

Approved by: Manager/Executive /
Onobpeno: Menepxep / Pykosoautesb
Mano] Kuidr . |

Reprint Date /

Reprint Date /

Jlara: 15.02.2023

Jata: 15.02.2023

Reprint Date /
JHara: 15.02.2023

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