Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

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 %, 50g |\« drreddys.com

IpoaykT Haiiz® Aktusrens (HUMeCynu) reab Ans Hapy»KHoro npumenenus, 1 %, S0 r

Batch No / 1 V211244 Batch Quantity / : 18,745 units /
Cepna Ne O6beM napTuu 18,745 eamunn
Analytical Report No / : 890001555661 Date of Analysis / : 17.11.2021
AHAJIHTHYECKHH 0TYeT No Jarta apanuza

Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JaTta npou3BoacTBa Tonen no

Analysis performed according ND / Ananu3s nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

PagelofS/Ctp.1u3 5

No /

N Test / Ilokazarean

Result / Pesyabtar

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent,
pale yellow gel with
characteristic odor /
OpHOpOOHEIN MpO3pavHbIH
resib 6JICIHO-XKENTOrO LIBETA C
XapaKTepHBIM 3a11axoM

Homogeneous, transparent,
colorless to pale-yellow gel with
characteristic odor / OnHOpOAHEIH
NpO3padHEbIil refib OT GECLBETHOrO
g0 OneIHO-KENTOro 1BeTa ¢
XapaKTepHBIM 3aIlaXoM

Identification / IlomuHHOCTE

a) By HPLC / Meroaom
B3XX

Complies as  prescribed /
CooOTBETCTBYET TpeHOBaHHAM

«KonuyecTBeHHOE ONpPENEICHHUE)

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 ynepuBaHUS
OCHOBHOT'O IHKa Ha
XpoMaTorpaMme HCIIBITYEMOT'0
pacTBopa JOJIXKHO COOTBETCTBOBATh
BPEMEHH YACP)KHBAHHS OCHOBHOTO
M1Ka Ha XpoMaTorpaMMe pacTBopa
CTaHOApTHOTO obpasua
HUMeCYuaa (pazpen

Remarks : The Product conforms to ND/
Hpumeuanne: [Iponykt coorBeTcTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
3axkaouyenne: ONOGPEHO

Approved by: Manager/Executive /
Ono6peno: Menemiep / Pyﬁ‘(z;ao;[meﬂb

S

Prepared by / Checked by /

INoarorosneHo: c\ri_f IIpoBepeno @)"//_D

Pardeep Kumar Himesh Kut i Manoj Kumar
Print Date / Print Date / Print Date /
Jara: 17.11.2021 Hara: 17.11.2021 Jara: 17.11.2021

Re

. o2 Dffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India

Tel. 191 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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’ °® Formulation Unit-6

Dr’ Red dy S g CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTH®UKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA

Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g .\ drreddys.com
Hpoayxt : Haiiz® Aktusrens (HUMeCynuI) reb Ul HApYKHOro npuMerenns, 1 %, 50T

Batch No / : V211244 Batch Quantity / : 18,745 units /
Cepust Ne O0beM napTHH 18,745 enuaun
Analytical Report No / : 890001555661 Date of Analysis / : 17.11.2021
AnanuTHYecKH# oTyeT Neo JlaTa anHanu3a

Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JaTa npoH3BOACTBA T'ogen go

Analysis performed according ND / Ananus nposegen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Page2 of 5/Ctp.2 m3 5
;? / Test / IlokazaTenab Result / PesyanTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metomom CootsercTBYeT TpEOOBAHMAM solution should have absorption
Y®-cnekrpodoro maximum at 397+5om / YO-
METPHU CIEKTp MOrNOLIEHUS UCTIBITYEMOTO
pacTBopa IOKEeH UMETh MaKCUMYM
nornouieHus npu 397+5 um
3. | Weight of package 51g/S5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cOOTBETCTBUH ¢
COIEPKHMOI0 YIAKOBKH Tpe6OBaHUAMHU
I'® PO. (He menee 50,0 r)
4. | pH 3.16 From2.5t04.5/0t12,5 no 4,5
5. | Viscosity / Baskoctn 1039 centipoise / From 400 to 1200 centipoise /

1039 cantumyas Ot 400 no 1200 cantumyas

6. | Related impurities / Poncreennnie npumecu

i. | Impurity C/ Not detected / e obuapyxera | Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He oGHapykeHa | Not more than 0.50 % /
ITpumecy D He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameqanne: [IponykT coorBercTBYeT TpeboBanusam HJ 3aknwuenne: OXOBPEHO
Prepared by / P Checked by / Approved by: Manager/Executive /
IMoxrorosneHo: ITporepeHo = | Opobpeno: Menemkep / Pykooaurens
Pardeep Kumar ] Himesh K | ManojKumar  /Th,.¢ u_u-?
Print Date / Print Date / Print Date / i

Jarta: 17.11.2021 Jara: 17.11.2021 Jara: 17.11.2021

iicsistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g " (rreddys.com

IpoaykT Haii3® Aktusrens (HUMeCYM) Telib [T HAPYKHOTO MpuMeHeHus, 1 %, 50 r

Batch No / : ' V211244 Batch Quantity / : 18,745 units /
Cepus Ne O0bemM napTHH 18,745 exunnn
Analytical Report No / : 890001555661 Date of Analysis / : 17.11.2021
AHaJINTHYECKHH oTueT No JlaTa anaH3a

Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JaTa npou3sBojacTea T'oneH mo

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

19.03.2020 / usm. Ne 1 ot 19.03.2020)

Page3 of S/Ctp.3mu3 5

JI:.‘? / Test / Ilokazarenn Result / PesyabTar Specification / Hopma
iii. | Any other impurity / . Not more than 0.50 % /
JItobas apyras npuMech BDL(Disregard Area 2498) He 6onee 0,50 %
iv. | Total impurities / BDL Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %
7. | Microbial purity / MukpoOHosiornyeckas 4ucToTA

i. | Total Aerobic Microbial
Count / Obiee unciio
a3pOOHBIX MHKPO-
OpraHu3MOB

Total Combined Yeast and
mould count / O6iee yucao
JIPONOKEBBIX W MIIECHEBBIX
rpuboB

il
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/
OtcyTcTBYET T

Absent /
OtcyTcTBYET T

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/
OtcyrcTBHE B 1 T

Should absentin 1 g/
OtcyrcTBHe B 1 T

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykT coorBeTcTBYET TpeboBaHusaM HJ|

Conclusion : APPROVED /
3akmiouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrorosieno: ‘( Ilpoeepeno "‘ POno6peHo: Menemwkep / PykoBoaurens
Pardeep Kumar Himesh Kumar Manoj Kumar L am

Print Date / Print Date / Print Date / -

Jara: 17.11.2021 Jlara: 17.11.2021 Jara: 17.11.2021

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: mai!@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




..o Dr. Reddy's Laboratories Ltd.
y ® Formulation Unit-6
Dr. Reddy S ‘.‘ CERTIFICATE OF ANALYSIS  Vill. khol, Nalagarh Road, Baddi
CEPTU®UKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g . "0 0”0
Ilpoaykr : Haiiz® AkTrBrens (HUMeCyJU/) Tenb J11 HApY>KHOrO npuMeHenns, 1 %, 50 T
Batch No / 1 V211244 Batch Quantity / : 18,745 units /
Cepnst Ne O6bem napTun 18,745 exunnn
Analytical Report No / : 890001555661 Date of Analysis / : 17.11.2021
AnanuTH4eckuii oTyer Ne JaTa anaansa
Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JlaTa npou3BoAcTBa T'onen 1o
Analysis performed according ND / Anamu3z nposexen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 ot 19.03.2020)

Page4 of 5/Ctp.4u3 5
8 Assay / KosiniecTBeHHOE onpeJiesicHHe
1. | Nimesulide / 9.90 mg/9.90 mr 9.0 mg to 11.0 mg of Ci13H12N,0sS
Humecynup (99.0 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

Or 9,0 MI' 10 11,0 Mr C,3H12N2058
(aumecynun) (ot 90,0 % mo

110,0 % oT HOMHHAJILHOT'O
coniepaHus) B 1 T remns

ii. | Dimethyl sulfoxide / 100.5 % 90% to 110% of C;HsOS (dimethyl
Humeruncynbdokcun sulfoxide) of label claim /
Ot 90 % no 110 % C,HsOS

(ouMeTHICYbOKCH) OT
HOMHHAJIIBHOT'O COJIEPKaHUA

9 | Packaging / YnakoBka Package / YnakoBka - 50 gina Package / Ynakoeka - 20 g, 50 g or
la@nated ) aluminum ‘tube 100 g in a laminated aluminum tube
equipped with tamper-evident | cquipped with  tamper-evident
membrane. Each tube and a | membrane. Each tube and a patient

patient information leaflet in a | jnformation leaflet in a carton. /
carton. / ITo 50 r B TyOy u3

JIAMHHHPOBaHHOTO
TFOMUHHS, cHabXKeHHYIO
MeMOpaHOH i KOHTpOJA

Ilo 20 1, 50 r wnu 100 r B TYOy u3
JIAMUHMPOBAHHOTO aItOMHUHUS,
cHabxeHHyl0O  MeMOpaHoft  [uis

nepeoro BekpbiTHi. Kaxmyro | KOHTPOIA — MEPBOrO  BCKPBITHS.
Tyby BMecCTe C WHCTPYKLMEH Kaxnyro va6y BMECTE c
110 NpUMeHeHHIo noMerfaror B | HHCTPYKLHCH  TI0 IPUMEHCHHIO
MMaYKy KapTOHHYIO. MNOMEIAIT B MAaYKy KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIpoagykT cooTBeTcTBYeT TpeGoBanusam HJ{ 3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneHo: ] IIposepeno (::A/’—: Onob6peno: Menemxkep / Pykopoauress
Pardeep Kumar i Himesh Kumar ~ | Manoj Kumar Ldiiil

Print Date / Print Date / Print Date /

Hara: 17.11.2021 Hara: 17.11.2021 Hara: 17.11.2021

Registored Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganaz, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOHUKAT AHAJINBA Distt. Solan, H.P.,, 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g wad;re;a;scdor;“ o
IIpoaykTt Haiiz" AkTHBrens (HUMeCynun) resip JUisl HapyXHOro npumerenus, 1 %, 50 r
Batch No / 1 V211244 Batch Quantity / : 18,745 units /
Cepus Ne Oo0bem napruu 18,745 exmuun
Analytical Report No / : 890001555661 Date of Analysis / : 17.11.2021
ApajnTHYecKHHi oTdeT Neo JlaTa anannsa
Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
Jara npon3BoacTea Tomen xo
Analysis performed according ND / Ananns nposeaen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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10 |Labeling / MapkupoBka

According to ND / B cooteetcTeuu ¢ H/]

11 | Storage / Xpanenne

°C. He 3amopaxuBars.

Store below 25 °C. Do not freeze./ Ilpu Temnepartype He Bbilie 25

12 | Shelf life / Cpok rogHocTH

2 years / 2 rona

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykr cooTBeTcTBYET Tpeboranusam HJJ

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Jlara: 17.11.2021

Hara: 17.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHo: Qf,_,_ ITporepeno - Onobpeno: Menemkep Pykgeonurens
Pardeep Kumar B Himesh Kumar Manoj Kumar ’bjﬁﬂ

Print Date / Print Date / Print Date / '

Jara: 17.11.2021
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