Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®UKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA
— : , . Tel++9198166-56001-02—
Product Nise Activgel (nimesulide) gel for external use, 1 %0, 20 g www.drreddys.com 1
IIpoaykTr Haiiz" AKTUBres (HUMECYML) TeiTh s HapY/KHOIo npumenennd, 1 %, 20 r
Batch No / : V220401 Batch Quantity / : 46,771 units
Cepns Ne O6bem naprTun 46.771 envuun N
Analytical Report No / : 890001600220 Date of Analysis / : 06.07.2022
AHannTHYecKHH oT4yeT Ne JlaTa aHaiansza
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
JlaTa npouzBoacTBa Toaen xo
Analysis performed according ND / Ananus nposexen mo HJ/[: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1 of 5/Crp. 1 m3 5

No/ i .

N Test / ITokazaTean Result / PesyspTar Specification / Hopma

1. Description / Onuncanue Homogeneous, transparent, | Homogeneous, transparent,
pale-yellow gel with | colorless to pale-yellow gel with
characteristic odor / | characteristic odor / OnHopoaHbIH
OnHOPOAHBIN NPO3pauHbIi reNb | MPO3payHbIi reflb OT GECLBETHOrO
6JIeAHO-KENTOro  LBeTa ¢ | A0 ONefiHO-KeNToro LBeTra ¢
XapaKTepHBIM 3araxoM XapaKTePHBIM 3a1aX0M

2% Identification / IlognuaHOCTH

a) By HPLC / Metonom Complies as  prescribed /| The retention time of the main

B2XX

CoOoTBETCTBYET TPeOOBAHUAM

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
yIep:KUBaHUs OCHOBHOIO MHKA HA
XpOMaTorpaMme  HCHBITYEMOIro
pacTBopa JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIAEpXKUBaHHUS OCHOBHOIO NMUKa Ha
XpoMaTorpaMme pacTBopa
CTaHAAPTHOTO obpasua
HUMECYNHAA (pazmen
«KomuuecTBeHHOE
ornpeeneHue»)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpnmeuanue: IIponykT cooTBeTcTBYET TpeboBanuam HJJ 3axmouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IloarorosneHo: L_’ IIpoBepeHo: ——, | Omo6peno: Menemxep / Pykosoautens

Pardeep Kumar -] | Himesh M Amit Kumar e )
R

Print Date / 06.07.2022 Print Date / 06.07.2022 Print Date / 06.07.2022

Jlara: Hara: Jara:

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 Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHOUKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA
Product Nise Activgel (nimesulide) gel for external use, 1 %0, 20 g ;::’W drrediﬁf_cs:raﬁ e
Hpoayxr Haiiz® AKTMBrenb (HUMECYTUA) Feilb Uid HapysKHoro npumenenis, 1 %, ZVU'F
Batch No / 1 V220401 Batch Quantity / : 46,771 units
Cepns Ne O6vem napruu 46,771 eauHuu
Analytical Report No / : 890001600220 Date of Analysis / : 06.07.2022
AnanuTuyecknii oryeT Ne JaTta ananusa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
JlaTa npousBoacTBA T'onen no
Analysis performed according ND / Ananus nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page2 of 5/Crp.2m3 5

No/

Cymma nipumeceit

N Test / Ilokazarenn Result / PesyabTaT Specification / Hopma
b)By UV spectro- Complies as  prescribed /| UV absorption spectrum of the
photometry / Metonom CooTBeTcTBYeT TPeOOBAHUAM test solution should have
Y®-cnektpodoTto absorption maximum at 397+5 nm
METpUH / Yd-cnektp MOTJIOLUEHUS
UCTIBITYEMOTO  pacTBOpa IOJDKEH
MMETh MAaKCHMYM IOIJIOILIEHHS
npu 39745 HM
3. | Weight of package 21g/21r According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B cOOTBETCTBHUH C
COIEPXKMMOr0 YIAKOBKH TpebGoBaHUAMH
I'® PD. (He menee 20,0 1)
4. | pH 3.30 From 2.5t04.5/0t12,5 no 4,5
5. | Viscosity / Bazkocts 1026 centipoise / From 400 to 1200 centipoise /
1026 canTunyas Ot 400 no 1200 canTtHmyas
6. | Related impurities / Poacreennbie npuMecH
i. | Impurity C/ Not more than 0.50 % /
[Ipumecs C ADngeSIE He 6onee 0,50 %
ii. | Impurity D/ Not more than 0.50 % /
[Tpumecs D Blolfeciesiee He 6onee 0,50 %
iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jrobas apyras npuMech He 6Gosee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 605ee 1,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponykt coorseTcTBYeT TpeboBanusam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TNoarorosneHo: [IpoBepeHo: | OnobpeHo: Menemiep / PykoBoauTesb
Pardeep Kumar “\i’f' Himesh I\‘amk_ff\,l/fﬂ_—_' “Amit Kumar \ R

3 ‘l— = .__\ff--
Print Date / 06.07.2022 Print Date / 06.07.2022 Print Date / 06.07.2022
JHara: Hara: Hara:

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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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Fet+91+-98366-56004-02———

(Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g www.drreddys.com

pogyxr Hait3" AktuBrenb (HUMeCYsInA) renb AJisl HApY’>KHOro puMeHedus, | %o, 20 r

Batch No / 1 V220401 Batch Quantity / : 46,771 units
Cepus Ne Ob6bem napTun 46,771 envHnL
Analytical Report No / : 890001600220 Date of Analysis / : 06.07.2022
AganuTudyeckui oTuer Ne JlaTa anaau3a

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
JaTa npou3BoacTBa T'oaen no

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

Page3 of 5/Ctp.3u3 5

7. | Microbial purity / Mukpobuonoruyeckast 4McToTa

1. | Total Aerobic Microbial
Count / Obuee uncno
a’pOOHBIX MHKPO-
OpraHyu3MoB

i1. | Total Combined Yeast and
mould count / Obumee yucio
JIPOMOKEBBIX U TJIECHEBEBIX
rpuboB

ili. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than10 CFU/g /
Meunee 10 KOE/r

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

Absentinl g/
OrcyrctByerB 1 T

Absentin1 g/
OtcyrctByerB 1 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/
OrcyrcTBue B 1 1

Should absentin 1 g/
OtcyrctBHE B 1 T

Remarks : The Product conforms to ND/
ITpumeuanne: Ilpoaykr cooTseTcTBYET TpeboBaHHaM HJI

Conclusion : APPROVED /
3axmodenne: OJJOBPEHO

Prepared by /
IlonroroBiieHo:

Checked by /
IIporepeHo:

Approved by: Manager/Executive /

Opnobpeno: Menemxep / Pykoroauresib

Pardeep Kumar <>€——j Himesh I\u_ga_r,_lr/_(— ” Amit Kumar \ N

2 (SeN—_
Print Date / 06.07.2022 Print Date / 06.07.2022 Print Date / 06.07.2022
Hara: Hara: Hara:

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
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel+014-0816656001-02—

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g www.drreddys.com
(XpomykT Haii3" AxTtuBrenb (HUMeECYnA) refb Als HAPYAKHOro npnmenenns, 1 %, 20 r

'Batch No / : V220401 Batch Quantity / : 46,771 units
Cepus Ne O6bem napTuu 46,771 eaqnuun
Analytical Report No / : 890001600220 Date of Analysis / : 06.07.2022
AHaauTHYECKHI oTueT No JlaTa anajm3a

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
JlaTa npoH3BOACTBA T'ogen oo

Analysis performed according ND / Ananus nposexen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 ot 19.03.2020)

Page 4 of 5/ C1p. 4 u3 5

8 Assay / KoangecTBeHHOE onipeaecHue

1. | Nimesulide /
Humecynun

9.69 mg/ 9.69 mr
(96.9 %)

9.0 mg to 11.0 mg of C13H12N20OsS
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr no 11,0 mMr Ci3H12N>OsS
(mumecynun) (ot 90,0 % no

110,0 % oT HOMUHAJIBLHOTO
conaepkaHus) B 1 r rens

ii. | Dimethyl sulfoxide /
Jumetnncynbhokeun

101.5 %

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

Ot 90 % 1o 110 % CoHsOS
(mameTuncynphoKcua) oT
HOMHMHAJIBHOTO COJEepPIKaHHA

9 |Packaging / Ynakoska

Package / Ynakoska - 20 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 20 r B TyOy u3
JIAMHHUPOBAHHOT'O

ATFOMUHWA, cHaOXEeHHYIO
MeMOpaHOH [JI1  KOHTpPOJA
nepBoro BCKpbITHA. Kaxkmyro
TyOy BMecCTe C WHCTPYKLHEH
0 MPUMEHEHHUIO [TOMELIAIOT B
NayKy 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. /

ITo 20 r, 50 r unu 100 r B TY6Y M3
JIAMHHUPOBaHHOI O AJTFOMHUHHUAL,
cHabxeHHYI0  MeMOpaHOH A
KOHTPOJII ~ NEPBOTO  BCKPBITHA.
Kaxnayro TYOY BMecTe c
HHCTPYKLMEH 10 TNPMMEHEHHIO
MOMEIAIOT B MAYKy KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IponykT cooTBeTcTBYET TpeboBanuam HI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBneHo: [poBepeHo: Ono6peno: Menemkep / Pykosonurensb
Pardeep Kumar =-f’—‘ Himeshw/_" Amit Kumar \ e

\ > il
Print Date / 06.07.2022 Print Date / 06.07.2022 Print Date / 06.07.2022
Jlara: Jlata: Jara:

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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Dr. Reddy's Laboratories Ltd.

& o
) ‘.. Formulation Unit-6
DI'. Reddy s s Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS

CEPTUD®PUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g TRt sTeom
Ipoxaykr : Haiis" Akrusrens (Humecynun) refib As HapyXHoro npumerenns, 1 %, 20 r
Batch No / : V220401 Batch Quantity / : 46,771 units
Cepusn Ne O6bem mapTun 46,771 einHun,
Analytical Report No / : 890001600220 Date of Analysis / : 06.07.2022
AHanuTHYECKHIi oTYeT No Jlara aHa/IM3a
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
JaTta npou3BojacTBa Tonen g0
Analysis performed according ND / Ananns nposenen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / mam. Ne 1 o1 19.03.2020)

Page Sof 5/Crp.5u3 5

10 |Labeling / Mapkuposka According to ND / B cootBerctBuu ¢ H/|

11 |Storage / Xpanenne Store below 25 °C. Do not freeze./ Ilpu Temnepatype He Bblie 25
°C. He 3amMopa)xuBarth.

12 | Shelf life / Cpox rognocra | 2 years/2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [TpoaykT coorBeTcTBYET TpeboBanuam H/JI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Mauaget/Executive /
IoarorosneHo: [Tposepeno: OnobGpeno: Menemiep / Pykosogurens
Pardeep Kumar «—{ — Himesh QM"Amit Kumar & N

e
Print Date / 06.07.2022 Print Date / 06.07.2022 Print Date / 06.07.2022
JlaTta: Jara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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