Dr.Reddy’s ‘f:’.

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Pro duct Nise Activgel (Nimesulide) gel for external use, 1 %6,,100 g

IpOiykr Haiiz"“ AxTuBrens (HUMECYSIMA) renb AN HAPY)XKHOro npumeneHus, 1 %, 100 r

Bat<h No / : V230310 Batch Quantity / : 9612 units /
Cepla Ne O06beM mapTHu 9612 epunny
Analytical Report No / : 890001657171 Date of Analysis / : 18.04.2023
AnaJuTuyecknii oruer Ne JlaTa ananusa

Dateof Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JdaTanpousBoncrea T'onen go

Analysis performed according ND / Ananus nposeaen no H/I: JII1-005923-191119 (amend Ne 1 from
19.032020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page 1 of 5/Ctp. 1u3 5

i{?l Test / IlokazaTenn Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoubIii
OnHOpOAHBIH NPO3paUHbIi NpO3payHbIii resib oT GecLBETHOrO
renb OJIeIHO-KENTOro UBeTa ¢ | 10  ONeHO-KeNToro LBeTa ¢
XapaKTEepPHbIM 3arlaXxoM XapaKTepHBIM 3aMaxoM
2. Identification / IlogtuHHOCTH
a) By HPLC / Meronom Complies as prescribed / | The retention time of the main peak
BDXKX CooTeetcTBYyeT TpeGOBaHUAM 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 ynepxuBaHHA
OCHOBHOT'O nHKa Ha
XpoMaTorpamme HCTIBITYEMOro
pacTBOpa AOJDKHO COOTBETCTBOBATH
BPEMEHU YACP>KMBaHHS OCHOBHOTO
n1Ka Ha XpoMaTorpamme pacTBopa
CTaHJAPTHOTO obpasua
HUMECYJIH/Ia (paznen
«KonuvecTBeHHOE OTIPE/ICTICHHE)
Renearks. ''he Produet conlonns (o NLY Concluston: APPROVED /
IIpameyanue: [Iponykr coorBercTByeT TpeboBanusm HJL 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroenexo: Pravesh IIposepero: Ramakant Ono6peno: Menemxep / PykoBoautens
na :
Ra / b 1) qul,f Amit Kumar I,"&T.,.l\‘/
o | ="
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.04.2023 Jlara: 18.04.2023 Jlarta: 18.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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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CEPTHOPUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Ilpoaykr Haiiz"™ AktuBrens (HUMeCyNnu) resb AJisl HAPY)XKHOTO ripuMeHeHus, 1 %, 100 r

Batch No / : V230310 Batch Quantity / : 9612 units /
Cepusa Ne O6bem napTun 9612 equnuiy
Analytical Report No / : 890001657171 Date of Analysis / : 18.04.2023
AHanuTn4eckuit oryer Ne Jara ananu3za

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JaTa npoun3BoacTBa TI'ogen go

Analysis performed according ND / Ananu3s nposegen mo H/I: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page2 of 5/Ctp.2m35

Jl\:: / Test / Iloka3aTenn Result / PesyabTaTt Specification / Hopma
b) By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Metonom CootsercTByer TpeboBanusM | solution should have absorption
Y®-cnextpodoto maximum at 397+5nm / VY-
METpHH CIIEKTP MOTJIOLIEHHS HCTIBITYEMOro

pacTBopa 10JDKEH UIMETh MAaKCUMYM
norJyioieHus npu 397+5 Hm

3. | Weight of package 101 g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTcTBUH ¢
COIEP)KHMOr0 YIIAKOBKH TpeOOBaHUAMH

I'®d P®. (He menee 100,0 r)

4. | pH 3.37 From2.5t04.5/0t12,5004,5

Viscosity / Bazkoctb 1026 centipoise / From 400 to 1200 centipoise /

1026 canTunyas

Ot 400 o 1200 cantunyas

6. | Related impurities / PoncTBeHHBIE IpHMeCH

i. | Impurity C/

Not more than 0.50 %/

IIpamevanne: [Iponykr coorBeTcTBYET TpeboBanusam HJI

Ipumecs C Not detected / ne obHapyxena | He Gonee 0,50 %
ii. | Impurity D/ Below LOD (LOD =0.02 %) / | Not more than 0.50 % /
HpHMeCB D Huxe npenena 06Hapy)KeHHg He 6oee 0,50 %
) ) (ITO = 0.02 %)
iii. | Any other impurity / Not more than 0.50 % /
o
JIrobas npyras npumech 0.03 % He 6onee 0,50 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

3axarouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Pravesh ITporepeno: Ramakant OpobpeHo: Menemxep / PykoBogurensb
Rana / V\j\ Amit Kumar “\
} N
4 %W/ [
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.04.2023 Jlara: 18.04.2023 Jara: 18.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: 491 40 490U 2900, Fax: 491 4U 4900 2Y9Y, Ematl: maili@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Activgel (Nimesulide) gel for external uses.1 %, 100 g
Ipoaykr : Haiz" Aktusresnb (HUMeCyNnA) reib MU HAPYKHOTO npumeHenus, 1 %, 100

Batch No / : V230310 Batch Quantity / : 9612 units /
Cepus Ne O6bem napTuu 9612 eaunuLy
Analytical Report No / : 890001657171 Date of Analysis / : 18.04.2023
AHanuTHYecKHH oT4eT Ne Jarta ananunsa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npon3BoaCTBa I'onen 1o

Analysis performed according ND / Ananus nposexen 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. Ne 2 ot 02.02.2022)

Page3 of 5/Crp.3u3 5

E.f / Test / IlokazaTens Result / PesyabTaT Specification / Hopma
iv. | Total impurities / 0.07 % Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %

7. | Microbial purity / Mukpo6uosiornyeckasi 4HCTOTA

i. | Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee yKcIo He 6onee 1000 KOE/r
a’po6GHBIX MUKPO-
OpraHHW3MOB
ii. | Total Combined Yeast and NA Not more than 100CFU/g /
mould count / Obuiee unciao He 6onee 100 KOE/r
JPOMOKEBBIX U MIECHEBBIX
rpubos
iii, | Pseudomonas aeruginosa NA Should absentin 1 g/

OrcyrcTBUE B 1 T

iv. | Staphylococcus aureus NA Should absent in 1 g/
OrcytcTtBUE B 1 T

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpameuanne: [IponyKT cooTBeTCTBYET TpeboBanusam HJI 3akmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToarotorneHo: Pravesh IlpoepeHo: Ramakant Onobpeno: Menemxkep / Pykosoaurens
Rana Amit Kumar -

Reprint Date / Reprint Date / Reprint Date /

Jara: 18.04.2023 Hara: 18.04.2023 JlaTa: 18.04.2023

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. Selan, H.P., 173 205, INDIA

CEPTUD®UKAT AHAJIM3A

Tel : 491 98166 56001-02

www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

IIpoaykTt Haii3"® AKkTHBFeNb (HUMECYJIMA) reflb ATl HAPY)KHOrO NPUMEHEHUS, 1 /o, 100 r

Batch No / : V230310 Batch Quantity / : 9612 units /
Cepus Ne O6Bbem mapTuu 9612 enuHu1y
Analytical Report No / : 890001657171 Date of Analysis / : 18.04.2023
AuanuTHuyeckHii oTueT No JlaTa aHaJau3a

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npou3BoACTBA I'ogen 10

Analysis performed according ND / Ananns 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 / uam. Ne 2 ot 02.02.2022)

Page4 of 5/Crp. 4u3 5

Assay / KonnyecTBeHHOe onpenejieHue

il.

Nimesulide / 9.98

Humecynua

Dimethyl sulfoxide /
Jumetnncynbdoxcun

mg/9.98 mr
(99.8 %)

100.2 %

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

Ot 9,0 mr o 11,0 mr Ci3H12N205S
(numecynun) (ot 90,0 % o

110,0 % OT HOMHHAJIBHOTO
coaepxanus) B 1 T rens

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

Ot 90 % no 110 % C;HsOS
(numeTmncynshokcua) ot
HOMHHAJIBHOTO COJIepIKaHHA

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanne: [IpooyKT COOTBETCTBYET Tpebosanusam HJJ Zaxmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pravesh [TpoBepeno: Ramakant Onobpeno: Menemkep / PykoBoaurens
Rana : u~ Amit Kumar

'(L w /3«“‘\”’

ey —

Reprint Date / Reprint Date / Reprint Date /
JHara: 18.04.2023 Hara: 18.04.2023 Jara: 18.04.2023

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




Dr.Reddy’s “_‘:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJII3BA

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, {NDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

IpoaykT Haii3" AKTHBrenb (HHMECYIINL) renib [UIs Hapy/RHOTo npumenenns, 1 %, 100 r

Batch No / : V230310 Batch Quantity / : 9612 units /
Cepus Ne O6beM napTun 9612 enuHHLL
Analytical Report No / : 890001657171 Date of Analysis / : 18.04.2023
AHajauTnyeckuii oTuer Ne JaTa anaymsa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jara npon3BoAcTBA Togen xo

Analysis performed according ND / Ananus nposenen mo HJL: JIT1-005923-1911 19 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

PageSof S/ Crp.Su3 S

10 |Packaging / YnakoBka Package / Vnaxoska - 100 gin | package / Ynaxoska - 20 g, 50 g or
a laminated aluminum tube | 100 g in a laminated aluminum tube
equipped with tamper-evident | equipped with  tamper-evident
membrane. Each tube and a | membprane. Each tube and a patient
patient information leaflet in a | jyformation leaflet in a carton. /
carton. / ITo 100 r B TyOy u3
JIAMHHUPOBAHHOTO ITo 20 1, 50 r unu 100 r B TYOY U3
ATTIOMHHMS, cHabxkeHHyto | JTAMMHMPOBAHHOTO aJTFOMHHUA,
MeMOpaHOH Ui KOHTPOIs cHabxeHHY0O  MeMOpaHOH  [uia
nepBoro BCkphiTHA. Kayro | KOHTPOMA  MEPBOrO  BCKPBITHA.
Ty6y BMECTE C HMHCTPYKLHEH Kaxnyro T 6y  Bmecte ¢
[0 MpHMEHeHHMIO MoMelatoT B | MHCTPYKUMeH 10 NPUMEHEHHIO
MavKy KapTOHHYO. NOMEIIAIOT B MAYKy KaPTOHHYIO.

11 |Labeling / MapkupoBka According to ND / B coorercTeuu ¢ HI[

12 |[Storage / Xpanenue Store below 25 °C. Do not freeze. / IIpu TemnepaType He BbiLIe
25 °C. He 3amMOpaXHBaTh.

13 | Shelf life / Cpok roamoctn | 2 years /2 roga

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

*[oka3aTeJb MOXKeT OTCYTCTBOBATh B cepTHHKATE aHAIN3a NpousBoauTens. [Iponssonurens
rapaHTHpyeT Ka4ecTBO MPenapara 1o 3THM N0Ka3aTelisiM.

Remarks: The Praduct conforms to ND/ Conclusion: APPROVED /
Ipumeuanne: Ipoaykr cootsercTByeT Tpebosanuam HJI 3axsmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMToarotoeneHo: Pravesh [TpoeepeHo: Ramakant Onobpeno: Menewkep / Pykosoauresnb
Rana . ’Yd\ Amit Kumar N\—

Reprint Date / Reprint Date / Reprint Date /

Jata: 18.04.2023 Hara: 18.04.2023 Jara: 18.04.2023

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



