Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

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

IIpoaykT Haiiz" Axtusrens (HUMeCYnu) refib AN HapY>KHOro npumenenus, 1 %, 50 r

Batch No / : V220528 Batch Quantity / : 18,824/
Cepns Ne O06bem napruu 18,824 equnnn
Analytical Report No / : 040001607620 Date of Analysis / : 27.07.2022
AHanuTHuecKHnii oryer Ne JlaTa ananu3za

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
JlaTa npou3BoacTBa I'onen go

Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1l of 5/Ctp.1u35

No/

Ne Test / Iloka3zarenab Result / PesyabTaTt Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
colorless gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoAHBIH
OnHOpOAHBIH MPo3payuHbIii Npo3payHblii reib OT O6ECLBETHOrO
renb 6AEOHO-KENTOro UBeTac | A0  ONeAHO-KENTOro  LBETa ¢
XapaKTepHbIM 3aMaxom XapakTepHbIM 3anaxom
p Identification / IloxnunHOCTH
a) By HPLC / Metoaom Complies as prescribed / | The retention time of the main peak
BOXX CootseTcTBYET TpEbOBAHMAM 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 yaepxuBaHHA
OCHOBHOTO nMka Ha
xpomarorpamme HCTIBITYEMOTO
pacTBOpa JOJDKHO COOTBETCTBOBATD
BpEMEHU YACpP)KMBaHUs OCHOBHOTO
NHMKa Ha XpOMaTorpaMMe pacTBOpa
CTaH/IapTHOro obpasua
HUMECYHa (pazmen
«KonuyecTBeHHOE OnpesielleHHe»)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr coorBercTBYeT Tpebopanusm HJL 3axmoyenne: OIOBPEHO

Prepared by / Checked by / @% Approved by: Manager/Executive /
IToarororneHo: W IIpoeepeHo OnobpeHo: Menemkep / Pykoroinrens
Ramakant Santosh Kumar Maurya Manoj kumar Nt LU

Print Date / Print Date / Print Date / T
Jara:27.07.2022 Jara: 27.07.2022 Jara: 27.07.2022

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
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

CEPTHOMKAT AHAJIM3A Tel : +91 98166 56001-02
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g =~ www.drreddys.com
Hpoayrr Haits" AxTuBrenb (HUMeCYaHA) reib JUIsi HAPYKHOro npumeHenus, 1 %, 50 r
Batch No / 1 V220528 Batch Quantity / : 18,824/
Cepus Ne Obbem napruun 18,824 exunnn_ |
Analytical Report No / : 040001607620 Date of Analysis / 1 27.07.2022
AHaJINTHYeCcKHH oTueT Ne JlaTa ananusa
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
Jata npousBoacrsa T'oaen o
Analysis performed according ND / Auanu3z nposexen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page2 of 5/Ctp.2 m3 5

i? / Test / IloxazaTens Result / PezyabTar Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metonom CootseTcTBYET TPEGOBAHUAM solution should have absorption
Y®-cnekrpodoro maximum at 397+5nm / Y-
METpPHUH CHEKTP NOTJIOMIEHHS UCTIBITYEMOTO

pacTBopa 10JDKEH HMETh MAKCHUMYM
norJyioueHus npu 397+£5 um

1026 canTunyas

3. | Weight of package Slg/Slr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUM C
COEPKHMOr0 YIAKOBKH TpeGOBaHUAMH

I'® PO. (He menee 50,0 1)
4. | pH 3.23 From2.5t04.5/012,5 104,5
5. | Viscosity / Bazkocts 1026 centipoise / From 400 to 1200 centipoise /

Ot 400 no 1200 cantumyas

6. | Related impurities / PoxcreeHHbIe npumecu

i. | Impurity C/
IIpumecs C

Below limit of
Detection(LOD:0.02%) / ne
obHapyxeHa

Not more than 0.50 % /
He 6oiee 0,50 %

ii. | Impurity D/
ITpumecs D

Below limit of
Detection(LOD:0.02%) / ue
oBHapyxeHa

Not more than 0.50 % /
He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanne: Ilponykt coorsercrayer Tpebosanuam HJJ

Conclusion : APPROVED /
3axgaouecnne; OJOBPEHO

Prepared by / W Checked by / @”9 Approved by: Manager/Executive /
IToaroroBneHo: [Iposepeno Ono6peHo: Menemkep / PykoBonureib
Ramakant Santosh Kumar Maurya Manoj kumar s ﬂ_uLQi
Print Date / Print Date / Print Date / =
Hata:27.07.2022 Hara: 27.07.2022 Hata: 27.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLC004507
www.drreddys.com

TR e T T



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
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Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g

IIpoaykr Haii3" Axtusrenb (HuMecynun) resb A8 Hapy KHOTO NPHMEHEHHS], 1%,50r

Batch No / 1 V220528 Batch Quantity / : 18,824/
Cepnsa Ne O6bem napTun 18,824 eaunui
Analytical Report No / : 040001607620 Date of Analysis / 1 27.07.2022
AHajauTn4yeckui oryer Ne Jdata amajuza

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
Jlara npou3BOACTBA I'ogen go

Analysis performed according ND / Auanus nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Page3 of 5/Ctp.3u35

No/

Test / IToxazaTennb
Ne

iii. | Any other impurity /
Jrobas npyras npumMecs

iv. | Total impurities /
CymMa npumeceii

Result / Pesyabrat

Specification / Hopma

0.03%

0.1%

Not more than 0.50 % /
He 6onee 0,50 %

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

7. | Microbial purity / MukpoOuoJioruieckast 44CTOTA

i. | Total Aerobic Microbial
Count / Obuiee yUco
a3pOOHBIX MHKPO-
OpraHu3MOB

ii. | Total Combined Yeast and
mould count / Ob1iee yucno
JPO}OKEBBIX H TUIECHEBBIX
rpu6os

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absent g/
OTCyTCTBYET T

Absent /
OTtcyTcTBYeT T

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

Not more than 100CFU/g /

He 6o0nee 100 KOE/r

Should absentin 1 g/
OtcyrcTBUe B 1 1

Should absentin 1 g/
OtcyrctBue B 1 r

8 Assay / KosinyecTBeHHOE onpeelieHHe

Remarls : The Product conformo to MDY Conelusion : APPROVED /
Ilpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHusam HJI 3akawuenne: OJJOBPEHO

Prepared by / W Checked by / S Approved by: Manager/Executive /
IMoaroTonexo: IIpoBepeHo Ono6peno: Menemxep / Pykosoaurens
Ramakant Santosh Kumar Maurya Manoj kumar (g:jwjjl

Print Date / Print Date / Print Date / —
Hara:27.07.2022 Hara: 27.07.2022 Jata: 27.07.2022

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

www.drreddys.com
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[Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g

IIpoayxr Haii3" AKTHBrenb (HUMECY/IMA) renb Alst HAPYAKHOTO MPUMEHEHUS, 1%.50r ~
Batch No / : V220528 Batch Quantity / : 18,824 /-
Cepus No O6beM napTuu 18,824 enunny
Analytical Report No / : 040001607620 Date of Analysis / : 27.07.2022
AHAaHTHYECKHH 0TueT Ne JlaTa anajusa

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
JlaTa npou3Bo/ICTBA Togen 10

Analysis performed according ND / Ananus nposenen no HJI: JIII- 005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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i. | Nimesulide /
Humecynni

ii. | Dimethyl sulfoxide /
JTumeruncynbdokcu

10.06 mg / 10.06 mr
(100.6%)

100.5 %

9.0 mg to 11.0 mg of Ci13H12N,0s5S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr o 11,0 mr Ci3H12N2OsS
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHAIBHOIO
colepkaHus) B 1 r renis

90% to 110% of C;H¢OS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C2HsOS
(ammeTuncynbdokcua) ot
HOMHMHAJILHOrO COACpIKaHUs

9 |Packaging / Ynakoska

Package / Vniakoeka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B TYOy M3
JaMUHUPOBaHHOIO

ANFOMHUHHUA, cHaOXeHHY10
MeMOpaHo#i Uil KOHTPOJIA
nepeoro BCKpbITHs. Kaxayro
TyOy BMecCTe ¢ HMHCTpyKUMeH
0 MPUMEHEHHIO [TOMELLAOT B
NayKy KapTOHHYIO.

Package / YnakoBka - 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 wiu 100 r B TYOY M3
JIAMUHHPOBAHHOTO IFOMHHUS,
cHaOkeHHYt0  MeMmOpaHOW  Iuid
KOHTPOJIs  TEPBOrO  BCKPBITHS.
Kaxnayro  Ty0y  BMecTe  C
HHCTpYKUHMEH MO0  NPUMEHEHHIO
[OMEIIAIOT B [AYKy KApTOHHYIO.

10 |Labeling / MapkupoBka

According to ND / B cootsercTsuu ¢ HJ[

Remarks : The Product conforms to ND/
Mpumenanne: [Iponykr coorreteTryeT TpeRnraHWam HJT

Conclusion : APPROVED /
Raxmmuenne: QOJIORPEHO

Prepared by / )
[lonroroemneHo: &

Ramakant

Checked by / ’r (el 9
[Mporepeno M '

Santosh Kumar Maurya

Approved by: Manager/Executive /
Opo6peno: Menemxep / P
Manoj kumar / -.| ]j“ L

KO BOJ}H‘I Teilb

Print Date /
Jata:27.07.2022

Print Date /
Jlata: 27.07.2022

Print Date /

Jara: 27.07.2022

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA
CEPTU®UKAT AHAJIN3A Tel : +91 98166 56001-02

'Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g LB a ]
IlpoaykT Hait3" AkTuBrens (HUMECYNR) refib ANA HapYXKHOro npumerenus, 1 %, 50r
Batch No / : V220528 Batch Quantity / : 18,824/
Cepus Ne O6beM mapTUH 18,824 eamunn
Analytical Report No / : 040001607620 Date of Analysis / 1 27.07.2022
AHaJuTHYeCKHH oTYeT Ne JlaTa ananu3a
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
JaTa npoM3BOACTBA T'oaen 10

Analysis performed according ND / Anaau3s nposenes mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / wam. Ne 1 ot 19.03.2020)
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11

Storage / Xpanenne

Store below 25 °C. Do not freeze./ [Ipu Temniepatype He Bbiuie 25
°C. He zamopaxuBarh.

12

Shelf life / Cpox roanocTn

2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanne: ITpoaykr cooTBeTcTBYeT TpebOBaHMAM H/L Zaxaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToprorosineHo: W IIpoBepeHo @L—S Onobpeno: Menemkep / Pykosguurensb
Ramakant Santosh Kumar Maurya Manoj kumar ,-\;.“Z L_L«L;Ql

Print Date / Print Date / Print Date /

Hata:27.07.2022 Jara: 27.07.2022 Jara: 27.07.2022
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