Dr.Reddy’s Q-:‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

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

Tal 401 08188 EEANOT N2
e e = =

Product : Nise Activgel (Nimesulide) gel for external use, 1 %,50 8 www.drreddys.com

ITpoaykT Haiiz® AKTHBrenb (HHMeCy ) Feflb AT HApYKHOro mpHMeHeHus, 1 %, S0 r

Batch No / : V220018 Batch Quantity / : 18,745 units /
Cepust Ne O60beM mapTiu 18,745 eqnmunn
Analytical Report No / : 890001568291 Date of Analysis / : 20.01.2022
AHAJIHTHYECKHI oTueT Ne JlaTa apannza

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npoH3BOACTBA Togen 7o

Analysis performed according
19.03.2020 / mu3m. Ne 1 ot 19.03.2020)

ND / Anasus nposeaen mo HJ[: JI[1-005923-191119 (amend Ne 1 from

Page1 of 5/Crp. 1135

No/ . .
Ne Test / Ilokazarenn Result / PesyabTar Specification / Hopma
1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHOpOAHBIMH
OnHOpOAHBIH MPO3pavHbIH Npo3pauHbIi refib OT 6eclBETHOro
reip 6JI€MHO-KENTOro UBeTa ¢ | 10  OneAHo-KenToro LBeTa ¢
XapaKTepPHBIM 3aI1aX0M XapaKTEePHBIM 3aIlaXoM
2. Identification / IlogannHOCTH
a) By HPLC / Meroaom Complies as prescribed / | The retention time of the main peak
BOXX CooTBeTCTBYET TPeGOBAHHUAM 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 ynepKHBaHMs
OCHOBHOI'O nKa Ha
XpOMAaTOrpamme UCITBITYEMOIO
pacTBOpa AOJDKHO COOTBETCTBOBATD
BpEMEHHU YIEPKUBaHHA OCHOBHOI'O
MIMKa Ha XpOMAaTOrpaMMe pacTBopa
CTaHOApTHOIO obpazua
HUMeCYTUAa (paznen
«KONHUEeCTBEHHOE OTIPEZIeTIEHHEN)

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr cooTBeTcTBYeT TpeboBanmam HIL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / || Checked by / Approved by: Manager/Executive /
IToarotosieHo: IIpoeepeHo ‘iw ~ OpobpeHo: MeHexep ;"\EyKOBOI.[HTCJ‘[L
Ramakant Anil Kumar == Amit Kumar =

Print Nate. / Print Date / Print Date / '

Jata:20.01.2022 JHata: 20.01.2022 Jlara: 20.01.2022

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



Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUO®HUKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA
Tol: 401 08166 5500102

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

Hpoaykr : Haii3® AkTUBrens (HUMECYsiua) renb Uld HapyyKHOro NpUMEHCHH, 1%.50r

Batch No / : V220018 Batch Quantity / : 18,745 units /
Cepna Ne O0bem napTHi 18,745 epuuun
Analytical Report No / : 890001568291 Date of Analysis / : 20.01.2022
AHanuTH4YeCKHH oTueT Ne JaTa anayinsa

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npoH3BOACTBA Togen a0

Analysis performed according ND / Ananus nposejeH mo

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

HJI: JIT1-005923-191119 (amend Ne 1 from

Page2 of 5/Crtp.2u3 5

2.:) 4 Test / IlokazaTenn Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / MeTonom CootseTcTBYeT TPEGOBAHUAM solution should have absorption
Y®-cniekrpodoTo maximum at 397+5nm / VO-
METPHH CIIEKTP TIOIJIOIEHHs MCTIBITYEMOrO

pacTBOpa A0JKEH HMETh MAKCHMYM
pornowenus npu 397+5 HM

3. | Weight of package 51g/51lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBMM C
COJEPKUMOT0 YIAKOBKH TpebOBaHUAMHU

'® PO. (He menee 50,0 1)
4, pH 3.27 From2.5t04.5/012,5 n04,5

5. | Viscosity / Baskocrs

1001 centipoise /

1001 canTunyas

From 400 to 1200 centipoise /
Ot 400 no 1200 canTunyas

6. | Related impurities / PogcTeeHHbIe IPUMECH

i. | Impurity C/ Not detected / ne o6napyxena | Not more than 0.50 % /
Ipumecs C He 6oee 0,50 %

ii. | Impurity D/ Not detected / ue o6Hapyxena | Not more than 0.50 % /
pumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ipameuanue: [Tpo1yKT cOOTBETCTBYET TPEOOBAHUAM HII

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHO: W ITposepeHo m Opobpeno: Menemkep / PykoBoauTesib
Ramakant Anil Kumar — Amit Kumar [N

Print Date / Print Date / Print Date / b

Jata:20.01.2022 Jata: 20.01.2022 Jara: 20.01.2022

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

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

vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

Tel: 401 02166 5600102

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

Mponykr : Haiis® Axtusrenn (HMMecy 1) Fellb I Hapy/KHOTO NPHMEHEHH, 1%,50r

Batch No / : V220018 Batch Quantity / : 18,745 units /
Cepus Ne O6neM napTHH 18,745 exuHun
Analytical Report No / : 890001568291 Date of Analysis / : 20.01.2022
AHAJIHTHYECKHH oT4eT No Jara anajausza

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npoH3BOACTBA Togen o

Analysis performed according ND / Anayiu3 nposejeH mo

19.03.2020 / m3m. Ne 1 ot 19.03.2020)

HJI;: JI[1-005923-191119 (amend Ne 1 from

Page3 of 5/ Crp.3u3 5

iv. | Total impurities /
Cymma npuMecei

;? / Test / Ilokazarenn Result / PesyabTar Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
JIro6as apyras IpuMech 0.03% He 6Goutee 0,50 %
0.1% Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / MukpoOHo/oryieckas 44CToTa

i. | Total Aerobic Microbial
Count / Obuiee YHcIo
a’pOoOHBIX MHKpPO-
OpraHu3MOB

ii. | Total Combined Yeast and
mould count / Ob1iee Yucio
JPOSOKEBBIX U ILIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

Less than 10 CFU/g/
Memnee 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 605ee 100 KOE/r

Should absentin 1 g/
OrcyrctBue B 1 T

Should absentin 1 g/
OtcyrcTBHe B 1 T

8 Assay / KonyecTBeHHO€E ONlpe/ieIeHHe

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoayKT COOTBETCTBYET tpebosanuam HJI

Conclusion : APPROVED /
3axmoyenne: OJIOBPEHO

Prepared by / \).{V Checked by / Approved by: Manager/Executive /
[Monroto Bneno%wg/ ITpoBepeHO QFP Onobpeno: Menegxep / PykoBoauTesb
Ramakant Anil Kumar - Amit Kumar i

Print Date / Print Date / Print Date / y

JlaTa:20.01.2022 Hata: 20.01.2022 Jara: 20.01.2022

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



Dr.Reddy’s ":‘

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTH®UKAT AHAJTM3A Distt. Solan, H.P., 173 205, INDIA
Tel: 401 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 508 www.drreddys.com
Ipoaykr : Haiis® AxTuBrens (HUMeCYH) reb [l Hapy#KHOro NPUMEHEHNA, 1%,50r
Batch No / : V220018 Batch Quantity / : 18,745 units /
Cepust Ne O6peM napTHH 18,745 equnun
Analytical Report No / : 890001568291 Date of Analysis / : 20.01.2022
AHaJHTHYECKHIT oTyeT Ne Jdara anaiusa
Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JaTa npou3BoacTea Topen 1o
Analysis performed according ND / Ananu3s nposejeH 1no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page4 of 5/ Crp.4u3 5

i. | Nimesulide/ 10.01 mg/ 10.01mr
Humecynun (100.1 %)

ii. |Dimethyl sulfoxide / 102.5 %
JumeTuncynbHoKcun

9.0 mg to 11.0 mg of Ci13H12N»05S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr Ci3H2N205S
(aumecymun) (ot 90,0 % no

110,0 % oT HOMHHAJIBEHOIO
comepxanus) B 1 r rens

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

Ot 90 % mo 110 % C;HeOS
(nuMeTHcyb(poKcHa) oT
HOMHMHAJILHOTO COJEPIKaHUS

laminated aluminum

JJaMUHHPOBAHHOTO

QYILy KAPTOHIIYIO.

AOMMHHSA, CHa0XKEHHYIO
MeMOpaHOH s KOHTpOJIS
nepeoro BCkpbiTuA. Kaxmyro
Ty6y BMeCTE C MHCTPYKIHMEH Kaxpyro  1ydy ~ Bmecte ¢
10 NPUMEHEHHIO TIOMEIAIOT B

9 |Packaging / YnakoBka Package / Vnakoska - 50 gina | package / Ynaxoska - 20 g, 50 g or

tube | 100 g in a laminated aluminum tube

equipped with tamper-evident | oquipped ~ with  tamper-evident
membrane. Each tube and a | membrane. Each tube and a patient

patient information leaflet in @ | jnformation leaflet in a carton. /
carton. / ITo 50 r B Ty6y M3

ITo 20 r, 50 r unu 100 r B TyOy M3
JIAMHHHPOBAHHOTO ATIOMUHUS,
cHabxeHHyl0 MeMOpaHOH /s
KOHTPOJNsL ~ NEpBOTO  BCKPBITHSL.

MHCTPYKUMEe 10  TPUMEHEHHMIO
MOMENIAIOT B MAUKy KapTOHHYIO.

10 |Labeling / MapkupoBKa According to ND / B cooreetcTBuu ¢ HJI

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoayKT COOTBETCTBYET TpeDOBAHHAM H]I

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / U.t _ | Checked by /
IloaAroToBeHO: W [Iposepeno W
Anil Kumar o

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoautens
e g B

Ramakant Amit Kumar [ D
Print Date / Print Date / Print Date / '
Jata:20.01.2022 Hara: 20.01.2022 Tara: 20.01.2022

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel » +G1 08166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50g  www.drreddys.com —‘
Mpoaykr : Haiiz® AkruBrens (HUMECYHA) reilb TS HAPYKHOTO NPUMEHEHHA, 1%,50r

Batch No / : V220018 Batch Quantity / : 18,745 units /
Cepus Ne O0beM NapTHH 18,745 ennHHL
Analytical Report No / : 890001568291 Date of Analysis / : 20.01.2022
AHAJUTHYECKHH oT49eT No JlaTa aHanu3a

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023

Jlara npoH3BOACTEA Togen xo

Analysis performed according ND / Anayin3 nposeeH no HJI: JIT1-005923-191119 (amend Ne 1 from
119.03.2020 / u3m. Ne 1 oT 19.03.2020)

Page Sof 5/ Crp.5u3 5

11 |Storage / Xpanenmue

Store below 25 °C. Do not freeze./ [Tpu Temnepatype He BbiLe 25
°C. He 3amopa>xuBarth.

12 | Shelf life / Cpox rognocTn

2 years / 2 roza

Remarks ; The Product conforms

IIpumeuanne: [Ipoaykr coorerctryet Tpedopannam HJL

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

to ND/

Prepared by / Checked by / Approved by: Manager/Executive /
l'lom*onmneuo:w ITposepeno 4 Ono6peno: Menemiep / PykoBonurens
Ramakant Anil Kumar - Amit Kumar J}\.,.; X~

Print Date / Print Date / Print Date /

Jara:20.01.2022 Jara: 20.01.2022 Jara: 20.01.2022

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




