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, IND|A

CEPTHDHEAT AHATII3A

Tel : +91 98166 56001-02

www.drreddys.com

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Tipoaykr Haiiz" AkTuBrenb (HUMecyni) renb ans Hapy/KHOro npumeHenusa, 1 %, 50 r

Batch No / : V220594 Batch Quantity / : 18836 units /
Cepus Ne O6bem naprTun 18836 ennHun
Analytical Report No / : 040001620825 Date of Analysis / : 13.08.2022
AHanuTH4YecKHi oTueT No Jdara anannza

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
Jlara npoussoncTBa Ionen no

Analysis performed according ND / Anaaus nposexen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 oT 02.02.2022)

Pagelof 5/Crp.1u3 5

BOXX

CooTBeTcTBYET TpebOBaHUAM

No/ . .

Ne Test / IlokazaTens Result / Pesyabrar Specification / Hopma

1. Description / Onucanune Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoasslit
OaHopoaHbI# npo3pauHkIit MIPO3payHBIi 'efib OT GECLBETHOTO
reitb GeHO-KEITOro UBeTa c | 0  ONEIHO-XKENTOro  LBeTa ¢
XapaKTepHbIM 3aMaxoM XapaKTEepHBIM 3a1axoM

2. Identification / IlogaauHOCTH

a) By HPLC / Metonom 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) / Bpems ynepxuBanus
OCHOBHOI'O IH1Ka Ha
XpOMaTorpamMmme UCIIBITYEMOTrO
pacTBOpa JOJKHO COOTBETCTBOBATE
BPEMEHU YAEP)KUBAHUS OCHOBHOIO
NHKa Ha XpOMaTOrpaMMe pacTBopa
CTaHAApPTHOrO obpasua
HUMeCynuaa (paznen
«Kosnn4ecTBeHHOE onpeesieHue»)

Remarks : The Product conforms to ND/
IIpumeyanne: IponykT coorserctByer Tpebosanusam HJJ

Conclusion : APPROVED /
3akaouyenue: ONOBPEHO

I'repared by /
IMoxgroroeneno; Ramakant

i

Checked by /
[Tposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoauTtesns

Abhishek Chauhan L
/ !
[SA

Reprint Date /
Hara: 13.08.2022

Reprint Date /
MHara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

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

Hyderabad

- 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +391 40 4900 2895, Email: mail@d, reddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr Haii3" AKTHBreb (HUMeCY:111) rentb /IS HAPYKHONO npumeHeHus, 1 %, 50 r
Batch No / : V220594 Batch Quantity / : 18836 units /
Cepusa Ne Oo0bem nnaprum 18836 ennHnn
Analytical Report No / : 040001620825 Date of Analysis / : 13.08.2022
AHanuTHyeckuil oruetr No Jlara ananuza
Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
JlaTa mponsBsojcTia I"omen go
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, amend Ne 2 from 02.02.2022 / u3m. No 2 ot 02.02.2022)

Page2 of 5/Ctp.2u3 5

.1;: i Test / Ilokazarenn Result / Pesyabrat Specification / Hopma
b) By UV spectro- Complies as  prescribed / | UV absorption spectrum of the test
photometry / Metoaom Cootsercrayer TpeGoBanuim solution should have absorption
Y®-cnextpodoro maximum at 397+5nm / VO-
METPHH CMEKTP [1OTJIOIEHUS UCTIBLITYEMOTO
PacTBOpa J0JDKEH UMETh MAKCUMYM
roryomeHus npu 397+5 um
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTseTcTBUM C
COJEeP:KHMOro YIAKOBKH TpeOOBaHUAMH
I'® P®. (He menee 50,0 r)
4. | pH 3.26 From2.5t04.5/012,5 04,5
5. | Viscosity / Baskocts 1073 centipoise / From 400 to 1200 centipoise /
1073 cantunyaz Ot 400 no 1200 cautunyas
6. | Related impurities / PogcrBennblie npamecn
i. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / He o6Hapyxena He 6onee 0,50 %
ii. | Impurity D/ Not more than 0.50 % /
Ipumecs D Not detected / He oBHapyxena He 6onee 0,50 %
iii. | Any other impurity / Bios Not more than 0.50 % /
JIrobas npyras npumecs L He 601ee 0,50 %

Remarks : The Product conforms to ND/
IIpumeyanne: [1poyKT COOTBETCTBYET TPEGOBAHHAM HJ

Conclusion : APPROVED /
3akawuenne: OJJOEPEHO

Prepared by /
INonrorosneno: Ramakant

!

Checked by /
IMposepeno: Himesh Kumar

-

Approved by: Manager/Executive /
Onobpeto: Menemiep / Pykoroaurens

Abhishek Chauhan & (

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

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

Tel: 91 40 4900 2900, Fax: +91 40 4900 2

598, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

WWw.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJII3A

Tel : +91 98166 56001-02

. —— - wwwedrreddvs . com o
Product  : Nise Activgel (nimesulide) gel for external use, | %, 50 ¢
Ipoaver Haiiz" Axrtusrens (HUMCCYIIHIL) reftb JUIS HAPVAHOTO 11 prMeHenns, 1 %, 50 r
. ) p)

Batch No / : V220594

Batch Quantity / : 18836 units /

Cepusn Ne O6bem napruu 18836 eamnun
Analytical Report No / : 040001620825 Date of Analysis / : 13.08.2022
Anajguriudeckuii oryer No Jara ananmnza

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
LlaTa IPOH3BOACTRA Topen j1o

Analysis performed according ND / Ananus NpOBeAeH 10
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend No

B JII1-005923-191119 (amend Ne 1 from
2 from 02.02.2022 / u3m. Ne 2 or 02.02.2022)

|

Page 3 of 5/ Crp.3 u3 5

CymMa npumeceii

;{f / Test / ITokazatenn Result / Pesyanrar Specification / Hopma
iv. | Total impurities / 0.1% 1 Not more than 1.50 % /

-

He 6onee 1,50 %

7. | Microbial purity / Muxpobuonornueckas uncrora

1. | Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
Count / O6uiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a9pOOHBIX MHKpPO-
OpraHH3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g / Not more than 100 CFU/ g /
mould count / Ob1wee uncno Menee 10 KOE/r He 6onee 100 KOE/r
IPOMOKEBBIX U IIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa Absentin1 g/ Should absent in 1 g /
OrcyrcreyerB 1 ¢ OrcyrctBue B 1
v. | Staphylococcus aureus Absentin1 g/ Should absentin 1 g/
OrcyrereyerB 1 1 OrcytctBre B 1 1
L l =

Remarks : The Product conforms to ND/
Ipumeuanmne: [ponykr cooTBercTBYeT TpeGoBanusm HJ[

Conclusion : APPROVED /
3akmoyenne: OJIOEPEHO

Prepared by / Checked by /
IToarororneno: Ramakant Ilposepeno: Himesh Kumar

(S —

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Abhishek Chauhan

O

Reprint Date / Reprint Date /
Hara: 13.08.2022 Hara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

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

[iyaerabad - 500034, Telangana, India

Tel. +91 40 4900 2800, Fax: +91 40 4900 1552 Email: mail@drreddys.com

CIN: L85195AP198 1P (1, 04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56C01-02
www.drreddys.com

.Product

Nise Activgel (nimesulide) gel for external use, 1 %, 50 ¢
Npoaykr : Haii3" AKTuBreab (HUMeCYaNA) reflb AJIst HAPYsKHOTO npumeHenus, 1 %, 50 r

Batch No / : V220594 Batch Quantity / : 18836 units /
Cepus Ne O6wem napTun 18836 ennhun
Analytical Report No / : 040001620825 Date of Analysis / : 13.08.2022
AHnaamTHyeckuii oTuer No Jara ananusa

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
Jata npousBoacTBa T'ogen o

Analysis performed according ND / Auanus nposeaen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. No 2 ot 02.02.2022)
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8 Assay / KosinuecTBenHoe onpenenenne

i. | Nimesulide /
Humecynun

it. | Dimethyl sulfoxide /
Humeruncynsdokeng

9.96 mg/9.96 mr
(99.6 %)

101.5 %

9.0 mg to 11.0 mg of Ci3H12N»0;58
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 MTI" 10 11,0 MrI C13H12N2058
(aumecynun) (ot 90,0 % no

110,0 % OT HOMHUHAJILHOTO
conepxanus) B 1 r rens

90% to 110% of CoHeOS (dimethyl
sulfoxide) of label claim /

O1 90 % no 110 % C-HeOS
(zumeTuncynsbokcun) ot
HOMHHAJIBHOTO COMIEPIKAHUA

10 |Packaging / Ynakorka

Package / Ynakoeka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 50 r B TyOy u3

JAMUHHUPOBAHHOTO
ATIOMHHUS, CHAOKEHHYHO
mMeMOpaHOH At KOHTpOJIA

epBOro BCKpbITHA. Kaxmyio
TyOy BMeECTE€ C WHCTPYKIIHEH
0 NPUMEHEHHIO TIOMELAIOT B
nayky KapTOHHYFO.

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. /

o 20 r, 50 r vau 100 r B TYGy U3
JIaMHHHPOBAHHOIO ANIOMMHUS,
cHalKeHHYIO  MemOpaHoW s
KOHTPOJIsl ~ NEpBOr0  BCKPBITHAL.
Kaxnyto TYOY BMECTE (¢
WHCTPYKLIMCH MO MPUMEHEHHIO
NOMELIAOT B 124Ky KaPTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeyanne: [Ipoaykr cooTrercTByeT TpeboBanrsaM HJT

Conclusion : APPROVED /
Baxmwouenune: OJJOBPEHO

Prepared by /
Iloarorosneno: Ramakant

b

Checked by /
IIposepeno: Himesh Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemkep / Pykosoautens
Abhishek Chauha&l k
/

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Jlara: 13.08.2022

Registered Office: 8-2-337, Read No. 3, Banjara Hilis, Hyderabod - 500034, Telangana, India

T

CIl: LES195AP1234PLC001507
www.drieddys com

Tel #9140 4900 2500, Fav: +91 20 4200 2588, Email: mail@drreddys.com
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Product  : Nise Activgel (nimesulide) gel for external use, 1 %. 50 g

ITpoaykr @ Haiiz" Aktusrens (Humeevnua) res ais HApYIKHOTO npumeHeHus, 1 %, 50 -
Batch No / : V220594 Batch Quantity / : 18836 units /
Cepusa Ne Oobbem naprunu 18836 ennnHun
Analytical Report No / : 040001620825 Date of Analysis / : 13.08.2022
Adanurniecknii oryet Ne JlaTa apagansa

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
Hdara nponsBoacrea INomgen jgo

Analysis performed according ND / Ananusz nposegen 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 / uzam. Ne 2 ot 02.02.2022)

Page S of 5/Crp.5u3 5

11 |Labeling / Mapkuposka According to ND / B coorsetctauu ¢ H]J

12 | Storage / Xpanenne Store below 25 °C. Do not freeze./ Ilpu Temnepatype He Bbiwue
25 °C. He 3amopaxuBarts.

13 | Shelf life / Cpox ronnocru | 2 years /2 roaa

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

*IlokazaTe b MOXET OTCYTCTBOBATEL B cepTHHKATE aHAIH3A npoussoauTens. Illpoussogurenn
rapaHTHPYET KAYeCTBO Npenapara no 3THM I0Ka3aTe/ M.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [poaykT coorsercTByet Tpeboanusm HJJ 3akayenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: Ramakant Ilpoeepeno: Himesh Kumar Onobpeno: Menemxep / @TBMHW%

\m I Abhishek Chauhan
)/ <= :
=

Reprint Date / Reprint Date / Reprint Date /
Jara: 13.08.2022 Jara; 13.08.2022 Hara: 13.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2396, Email: mail@drreddys com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




