Dr.Reddy’s ":‘

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: +91 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 ¢ www.drreddys.com

Ipoaykr Haiiz" AkTHBresb (HUMeCyaua) renb Al Hapy>KHOro npuMenenus, 1 %, 100 r

Batch No / : V220397 Batch Quantity / : 9507.000 units /
Cepus Ne O6bem napTnu 9507.000 eaunuL
Analytical Report No / : 890001599991 Date of Analysis / : 06.07.2022
AHajiuTHYEeCKHU T oTUeT No JlaTa anajau3a

Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024

JaTa npon3BoaCTBA T'ogen po

19.03.2020 / n3m. Ne 1 ot 19.03.2020)

Analysis performed according ND / Anaaus nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from

Page 1 of4/Crp.1u34

No /

e Test / Iloka3aTens Result / PesyabTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHOpPOAHBIH
OnHopoaHbIA Npo3payHbIi npo3pauHblil renb oT GecLBeTHOro
renb GJIeIHO-KENTOro 1BeTa ¢ | A0  OJeAHO-KENTOro  UBeTa C
XapaKTepHBIM 3arlaxoM XapaKkTepHbIM 3aMaXoM
2. Identification / IloguHHOCTH
a) By HPLC / Metonom Complies as prescribed /| The retention time of the main peak
B3XX 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) / Bpewmsi ynepxuBaHuA
OCHOBHOIO NHKa Ha
XpoMaTorpaMmme UCIBITYEMOro
pacTBopa JI0JDKHO COOTBETCTBOBATh
BpEMEHU YACPKMUBAHHA OCHOBHOTO
IYKa Ha XpoMaTrorpamme pacTBopa
CTaHIapPTHOrO obpasua
HUMECYIMAA (paznen
«KonuyecTBeHHOE OIIpeaeIeHUE))

Remarks : The Product conforms to ND/
Ipumevanue: [Ipoaykr coorBeTcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoeneHo: X IlpoBepeHo: Ono6peno: Menemxep / Pykosonutens
Pardeep Kumar '..-*-J L= Himesh K/umﬁr.,._};/”‘/f_; | Amit Kumar P( A

= AN —
Print Date / Print Date / Print Date /
Jara: 06.07.2022 Jlata: 06.07.2022 Jara: 06.07.2022

Reglsterad ONice: 8-2-557, Road No. 3, Banjara Hills, Hyaerabad - S00034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUDPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98165 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 ¢ www.drreddys.com

Ipoaykr : Ha@“‘ﬁm_nsrenb (HMMecyNIMA) Tenb AJs1 HAPYKHOTO npuMeHeHHs, 1 %, 100 r

Batch No / : V220397 Batch Quantity / : 9507.000 units /
Cepusi Ne O0bem maprun 9507.000 enunmy,
Analytical Report No / : 890001599991 Date of Analysis / : 06.07.2022
Ananuruyeckuii oTyer Ne JlaTa ananusa

Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024

Jlara npoun3soacTea Tonen no

Analysis performed according ND / Ananns nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Page 2 of 4/ Ctp. 2 u3 4

-
Jli? 4 Test / Ilokazarens Result / Pesyabrar 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 / VO-
METPHH CMEKTp MOTrJIOIEHHUS UCTIBITYEMOro
pacTBOpa I0JKEH UMETh MaKCUMYM
nornoweHus npu 397+5 uM
3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTcTBUM C©
COAEP:KHMOro YNaKoBKH TpebOBaHUAMHU
I'® PO. (He menee 100,0 1)
4. | pH 3.30 From2.5t04.5/012,5 n04,5
5. | Viscosity / BazkocTb 1017 centipoise / From 400 to 1200 centipoise /
1017 cantunyas Ot 400 go 1200 canTunyas
6. | Related impurities / PogcTBeHHbIe NPpAMECH
i Impurity C/ Not detected Not more than 0.50 % /
IMpumecs C He Gonee 0,50 %
ii. | Impurity D/ Not detected Not more than 0.50 % /
[Mpumecsy D He 6onee 0,50 %
iii. | Any other impurity / 0.03% Not more than 0.50 % /
JIrobas apyras npumech ’ He 6onee 0,50 %
iv. | Total impurities / 0.06% Not more than 1.50 % /
CymMa npumeceit He 6onee 1,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykr cooTBeTcTBYeT TpeboBanuam HJI 3akarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: . IIpoBepeHo: F____ﬂ_:_:OLLo6peHo: Meunemkep / Pykopogureins
Pardeep Kumar Qt__« Himesh Kux: = - | Amit Kumar '
s BTSN P>
§ e
Print Date / Print Date / Print Date /
Jata: 06.07.2022 JHara: 06.07.2022 Jarta: 06.07.2022
Teglsterad OMIce: 8-2-337, Road N, 3, Banjara Hills, Hyderabad - S00034, Telangana, Indja

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tal - +91 08165 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com

Hpoaykr Haiiz" Aktusrens (HAMECYJIWA) reab 1J1sl Hapy>KHOro npuMeHenus, 1 %, 100 r |
Batch No / : V220397 Batch Quantity / : 9507.000 units /
Cepus Ne O0vem naprun 9507.000 equumn
Analytical Report No / : 890001599991 Date of Analysis / : 06.07.2022
AHaantHyeckni order Ne JlaTa ananuza

Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024

JlaTta npou3BoAcTBA T'open go

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Analysis performed according ND / Auanns nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from

Page3 of 4/ Ctp.3 uz 4

7. | Microbial purity / Muxpo6HnoJsioru4yeckasi 4ucToTa

i. | Total Aerobic Microbial
Count / OGLiee uucno
a3pOBHBIX MHUKPO-
OpraHu3MoB

ii. | Total Combined Yeast and
mould count / O61iee uncno
JPO}OKEBBIX U MIIECHEBBIX
rpuboB

iil. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentinl g/
OtcyrcTByer B 1 T

Absentinl g/
OtcytcrByerB 1 1

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrctBUe B 1 T

Should absentin 1 g/
OtrcyrcrBue B I 1

8 | Assay/KosanyecTBeHHOe onIpeaeleHHe

i. | Nimesulide/
Humecynun

ii. | Dimethyl sulfoxide /
JTumeTtuncynsdokcua

9.76 mg/9.76 mr
(97.6 %)

101.6 %

9.0 mg to 11.0 mg of Ci3H2N20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr o 11,0 mr Ci3H12N20O5S
(mumecynun) (ot 90,0 % no

110,0 % ot HOMHHANTBHOTO
cosiepxanus) B 1 rrens

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

Ot 90 % mo 110 % CoHeOS
(mumeTuncynshokcun) oT
HOMMHAJIEHOT'O COJIepXKAHHUS

Remarks : The Product conforms to ND/
I pnmeuanue: [Iponykr coorBercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
Zaxkiawuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoBepeHo: Onobpeno: Menemxkep / Pykosoautens
Pardeep Kumar mf_,/ Himesh K : | Amit Kumar

- . , N
Print Date / Print Date / Print Date/
Jara: 06.07.2022 Jara: 06.07.2022 Jarta: 06.07.2022

Registerad Office: 8-2-33/, Read No. 3, Banjara Hills, Hyderabad - 500034, Tefapgana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTUDPUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
— Tol:+91 981665600102
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 ¢ \ww.drreddys.com
Ilponyxr : Haii3" AkTusrens (HMMecynuAa) refb Ajis HApY)KHOTO MPUMEHEHHUS, 1%, 100r
Batch No / : V220397 Batch Quantity / : 9507.000 units /
Cepns Ne O0bem napTun 9507.000 ennnun
Analytical Report No / : 8900015599991 Date of Analysis / : 06.07.2022
AHajuTu4YecKHi oTdeT No JlaTa aHanmu3za
Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024
JlaTa npou3BoacTea I'onen go
Analysis performed according ND / Ananus nposexen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 o1 19.03.2020)

Page 4 of 4/ Ctp. 4 u3 4

9 [Packaging / YnakoBka Package / Ynakoska - 100 g in | package / Vrakoeka - 20 g, 50 g or
a lgminateq aluminum 'tube 100 g in a laminated aluminum tube
equipped with tamper-evident | ¢quipped with — tamper-evident
membrane. Each tube and a | memprane. Each tube and a patient

patient information leaflet in a | iy formation leaflet in a carton. /
carton. / ITo 100 r B Tyby u3

JIaMUHUPOBAHHOTO
ANFOMHHUS, CHabXXeHHYIO
MeMOpaHOH Uil KOHTPOJIS

ITo 20 r, 50 r wmm 100 r B TY6Y U3
JaMUHUPOBAHHOTO AJIIOMUHUS,
cHaOxeHHY0O  MeMmOpaHoOil  ans

MepBoro BekpbiTus. Kaxyio | KOHTPOIS  MEPBOTO  BCKPBITHA.
TyOy BMeECTe C HHCTPYKLHEH Kasxayro va6y BMECTE c
10 NMPUMEHEHUIO NMOMELIAOT B WHCTPYKIIUEX TIO TPHMEHCHHIO
NaukKy KapTOHHYIO. TIOMELHAIOT B Ma4yKy KapTOHHYYO.

10 |Labeling / MapkupoBka According to ND / B coorerctBuu ¢ HJI,

11 | Storage / Xpanenmue Store below 25 °C. Do not freeze. / Ilpu Temnepatype He Bbilie 25
°C. He 3amopaxxuBats.

12 | Shelf life / Cpox roxnoctn | 2 years /2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuyanue: IIpoayxT cooTBeTcTBYET TpeboBanuam HJI Zakmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorornexo: IlpoeepeHo: | Omobpeno: Menemxep / PykoBoaurenb
Pardeep Kumar e‘f___, Himesh Kpj:._._sg_},.,/" ~I" Amit Kumar \&\ N =

= e =
Print Date / Print Date / Print Date /
Jarta: 06.07.2022 Hara: 06.07.2022 Jata: 06.07.2022

fegisterad 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



