Dr.Reddy’s “6.'

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

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

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

Tel: +01 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
IIponykT Haiiz“ AxTusrenb (HUMeCyaMa) resib AJ1s HAPY>KHOro npumeneHus, 1 %, 100 r

Batch No / : V211340 Batch Quantity / : 9457 units /
Cepus Ne O0beM napTuH 9457 ennnui
Analytical Report No / : 890001561694 Date of Analysis / : 23.12.2021
Ananuradecknii oryer No JlaTa ananu3a

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa Npou3BOACTBA I'onen 1o

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 1 of 4/ Ctp. 1 u3 4

BOXX

CoOTBETCTBYET TPeOOBAHUAM

No/ X ]

No Test / ITokaszaren Result / PesyabTart Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHoponHSIH
OnHOpOAHBINA MPO3payHBIH Npo3payHbiid reyib 0T GecLBETHOro
reib 6J1€JHO-XKENTOro 1BeTa c | 10  ONeHO-KENTOro  LBETa C
XapaKTepHBIM 3aMaxoM XapaKTepPHBLIM 3arlaxoM

2. Identification / IlogaannocTs

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) / BpeMms ynepxuBaHMS
OCHOBHOTO nuKa Ha
XpoMaTorpamme HCHBITYEMOIO
pacTBOpa JOJIKHO COOTBETCTBOBATh
BpEMEHH YIEP)KUBAHUI OCHOBHOIO
nuvKa Ha XpoMaTorpaMMme pacTBopa
CTaHIAPTHOTO obpa3ua
HUMeCYIHIa (pazmen
«Konu4ecTBEHHOE OnpeaeIeHUe»)

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cootBercTByeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoeepeHo: Onobpeno: Menemxep / PykoBonuresns
Ankit Himesh KM “Pawan Kumar

Print Date / Print Date / Print Date /

Jlarta: 23.12.2021 Jlara: 23.12.2021 Jara: 23.12.2021

registered

LiItice; 8-1=3.

7, Road No. 3, Danjara Hills, Hyderabad

500034, Telangana

Incia

Tel: +31 40 4900 2990, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP198471.C004507
wwwdrredriys.com
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Dr.Reddy’s ‘,’.‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
CERTIFICATE OF ANALYSIS Vill. Khol, Naiagarh Road, Baddi,

CEPTUDPUKAT AHAJIMN3A Distt. Solan, H.P., 173 205, INDIA
Tal. 101 Q@1EE CEANT.OD

Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g v;wwa:re;aysd quur;u_ o
Hpoaykr  : Haii3" Aktusress (HuMecyiin) reib Ais HAPY/KHOTO npumenenns, 1 %, 100 r
Batch No / : V211340 Batch Quantity / : 9457 units /
Cepus Ne Ob6bem naptTun 9457 enmnnn
Analytical Report No / : 890001561694 Date of Analysis / 1 23.12.2021
AHaJmTu4deckuii oryer Ne HaTta ananuza
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Jara nponsBoacrea T'oaen o

Analysis performed according ND / Anaius nposenen mo HJI: JI[1-005923-191119 (amend Ne 1 from

19.03.2020 / y3m. Ne 1 ot 19.03.2020)

Page2 of4/Crp.2 u3 4

JI;I.(? / Test / Ilokazarenn Result / Pesyaprar Specification / Hopma
b)By UV spectro- Complies as  prescribed / | UV absorption spectrum of the test
photometry / Metogom CooteerctByeT TpeGoBaHUM solution should have absorption
Y®-cnektpodoro maximum at 397+5nm / VO-
METPHH CMEKTP MOTJIOLIEHHS HCIBITYEMOTrO

pacTBOpa AO0JDKEH UMETh MaKCUMYyM
norjoueHus nmpyu 39745 um

IIpumecs D

iii. | Any other impurity /
Jlro6as npyras npumeck

iv. | Total impurities /
Cymma npumeceit

3. | Weight of package 101g/101r According to Rus. Ph. (Not Iess
contents / Macca than 100.0 g) / B cooTBeTcTBUH C
COAEePKHMOr0 YIAKOBKH TpeOOBaHUAMHU

I'®d PO. (He menee 100,0 )
4. | pH 3.14 From2.5t04.5/012,5 no 4,5
5. | Viscosity / BazkocTs 1048 centipoise / From 400 to 1200 centipoise /
1048 canTunyas Ot 400 go 1200 canTumyas
6. | Related impurities / PoacrBennsie npumecn
i. | Impurity C/ Not detected Not more than 0.50 % /
Ilpumecey C He 6onee 0,50 %
ii. | Impurity D/ Not detected Not more than 0.50 % /

He 6outee 0,50 %

Not more than 0.50 % /

BDL (Disregard Area 2411)- | 1 0 0.50 %
€ 0oJiec U, 0

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [lpoaykr coorsercTByeT Tpebopanuam HJJ 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oxarororneHo; IIposepeHno: Onobpeno: Menemxep / PykoBoaurenn
Ankit @ Himesh KuW Pawan Kumar I;Q,

Print Date / Print Date / Print Date /

Jara: 23.12.2021 Hata: 23.12.2021 Hara: 23.12.2021

Registered Office: 8-

2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T=langana, Indi-

Tel: +91 40 4900 2590, Fax: +91 40 4900 2999, Email: mail@drreddys.ccm

CIN: L85195AP1984PLC0N4507
wwiw.drredidys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

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

Vill. Khol, Nailagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 58166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
IpoaykT Hait3" AxTuBrenns (HMMeCynua) refib A0si Hapy»KHOro npuMeHeHus, 1 %, 100 r

Batch No / : V211340 Batch Quantity / : 9457 units /
Cepnsa Ne OoBem napruu 9457 eamHunLL
Analytical Report No / : 890001561694 Date of Analysis / 1 23.12.2021
AHaIuTHYECKHUH oTueT No Jara ananusza

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Jata npousBoiacTsa I'ogen xo

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

Page3 of4/Crp.3n3 4

Microbial purity / Mukpo6uosioruueckas YHcTOTA

i. | Total Aerobic Microbial
Count / Ob11ee 4yucio
a3pOOHBIX MHUKPO-
OpraHU3MOB

Total Combined Yeast and
mould count / Ob11ee yucio
IPOXOIKEBBIX U [IECHEBBIX
rpuboB

il.

iii. | Pseudomonas aeruginosa

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

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

Absentinl g/
OtcytctByerB I T

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

100 CFU/g  /

Not more than
He 60nee 100 KOE/r

Should absent in 1 g/
OtcyrctBUe B 1 T

Should absentin 1 g/

iv. | Staphylococcus aureus Absentin 1 g/
OtcyterByerB I 1 OrcyrctBue B 1 1
8 Assay / KonuyecTBeHHOe onlpeie/ieHHe

i. | Nimesulide/
Humecynun

Dimethyl sulfoxide /
JumeruncynbPokcu

il.

9.86 mg/9.86 mMr
(98.6 %)

99.2%

9.0 mg to 11.0 mg of C13H12N205S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MI" 10 11,0 MI C13H12N205$
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHAJIBHOTO
conepxanus) B 1 r rend

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

Ot 90 % no 110 % C:HsOS
(mumetuncynsdokrcun) ot
HOMMHAJIBHOT'O COAEpKaHMs

Remarks : The Product conforms to ND/
Ipumeuanne: ITponykT cooTBercTBYeT Tpebosanyam H/JI

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Ono6peno: Menemxkep / PykoBonurens
Ankit @ Himesh KM Pawan Kumar /?

Print Date / Print Date / Print Date / 4

Jata: 23.12.2021 MHara: 23.12.2021 Hara: 23.12.2021

RERISIETED WITTILE: -

=227, RGaU N, 3, pallladd Fils

Hyaelrapad—

SUUUSS, 12ld) e, (NG

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCONO1507
www.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

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

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

Tel:+0198166 56001-02

119.03.2020 / msm. Ne 1 ot 19.03.2020)

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g \;\;\l«/;rv.ds‘reddys SOl
Ipoaykr Haii3" AkTuBres (HuMecysina) renb st HapyKHOTO npuMeHerns, 1 %, 100 r

Batch No / : V211340 Batch Quantity / : 9457 units /
Cepus Ne O0nem napruu 9457 enunuyg
Analytical Report No / : 890001561694 Date of Analysis / : 23.12.2021
Anaanruyeckuii oruet Ne Jata ananuza

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Hdara npouszsoacTea Togen a0

Analysis performed according ND / Ananns nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from

Page 4 of 4/ Crp. 4 u3 4

9 |Packaging / Ynakoska

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

JIAMMHHPOBaHHOIO
AIIIOMUHUS, CHabXKEeHHYIO
MeMOpaHOM 111 KOHTpons

nepeoro BCKpeITHS. Kaxmayro
TyOy BMecTe ¢ HMHCTpYKLHeH
N0 MPUMEHEHHIO ITOMELIAIOT B
[aYKy KapTOHHYIO.

Package / Ynakoeka - 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. /

ITo 20 r, 50 r umm 100 r B TYOy U3
JIAMHUHHUPOBAHHOTO ATOMUHHS,
cHaOXeHHYI0  MemOpaHOM  juis
KOHTPOJIA  NEPBOTO  BCKPHITHS.
Kaxnayro TyOy BMECTeE c
UHCTPYKLMEH M0 NpPHMEHEHHUIO
NOMEIIAIOT B NAYKy KAPTOHHYIO.

10

Labeling / Mapxuposka

According to ND / B cootsetcTeun ¢ HJJ

11 |Storage / Xpanenue

°C. He 3amopaxuBaTs.

Store below 25 °C. Do not freeze. / ITpu Temneparype He Bbiiue 25

12

Shelf life / Cpox rogaocTn

2 years / 2 rona

Remarks : The Product conforms to ND/
ITpumeuanne: Ilpoaykr coorsercTByer Tpeboanusam HIT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Hara: 23.12.2021

Hara: 23.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IoxaroroeneHo: IIpoBepeHo: Ono6peno: Menemxkep / Pykosoautens
Ankit /& Himesh Knmar .,\ ———3 Pawan Kumar )
/ (o p%-b_,
( Sl
Print Date / Print Date / Print Date /

Hara: 23.12.2021

Registered Office: 8-2-327, Road No. 3, Banijara Hills, Hyderabad - 500034, Telanigana, I
Tel: +21 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L35195AP1934PLC004507
wwiwLdrreddys.com




