Dr.Reddy’s Q‘:’.

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJTM3A

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

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

Tel+91 58166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g e s —

Hpoaykr Haiiz" Axtuerens (HUMeCYNua) refib A1 HAPYIKHOTO npuMeHeHml,'dl O%,dﬁ’é'r

Batch No / : V211039 Batch Quantity / : 18,781 units /
Cepusn Ne O6bem mapTuu 18,781 enumun
Analytical Report No / : 890001547910 Date of Analysis / : 30.09.2021
AHaauTHYEeCKHNH oTyeTr Ne JlaTa aHa/iu3a

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa npon3BoACTBA lNogen go

Analysis performed according ND / Anaiaus nposened wo HJI: JI[1-005923-191119 (amend No 1 from
19.03.2020 / uam. Ne 1 o1 19.03.2020)

Page 1 of 5/Ctp. 1 m35

BOXX

No/ . .

Ne Test / Ilokazarens Result / PesynbTaT Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, {ransparent,
colorless gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OmHOpOAHBIH
OnHOpPOIHBIH [TPO3pavYHbIH Npo3pavHbIil refb 0T 6eCLBETHOTO
refb 6J1eIHO-KENTOro LIBETa ¢ | K0  ONeAHO-KENTOoro IBera C
XapaKTePHBIM 3aI1aXOM XapaKTePHBIM 3aIlaXOM

2. Identification / IloxnannoCcTHL

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

CooTBeTCTBYET TpeOOBAHUAM

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 ynepvBaHHS
OCHOBHOI'O m1Ka Ha
XpOMaTorpaMmme HCTIBITYEMOTO
pacTBOpa IOTHKHO COOTBETCTBOBATh
BpPEMEHH YIEp>KUBaHUA OCHOBHOI'O
NMKa Ha XpoMarorpaMMe pacTBopa
CTaHJapTHOTO obpasua
HHMECYIUAA (paznen
«KonnuecTBeHHOE OTIpEAeeHUE))

Remarks : The Product conforms to ND/
Ipumeuanne: IIpoaykr cooTseTcTBYeT Tpebobaruam HJT

Conclusion : APPROVED /
Zaxnwuyenne: OJJOBPEHO

Hara: 30.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[logroroBneHo: IIpoBepeHo: Ono6peno: Menemkep / Pykosonurensb
Pardeep Kumarqli/__ Himesh Kumar_ Pawan Kumar 4{

Print Date / Print Date / Print Date / '

Jara: 30.09.2021

Hara: 30.09.2021

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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Tl owlt1 Q- Connd Ao
ey /L Jorou JauuUlL~ua

Product : Nise Activgel (Nimesulide) gel for external use, 1 %,50 g o\ drraddys.com

IIpoayKT Haitz" AkTWBress (HUMECYNH ) resib JUls Hapy:Horo npumenenns, 1 %, 50 r

Batch No / : V211039 Batch Quantity / : 18,781 units /
Cepns Ne O0beM napruf 18,781 ennuun
Analytical Report No / : 890001547910 Date of Analysis / : 30.09.2021
AHanuTHyecKHH oTueT Ne Jara anaamnsa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Jara npon3BoJcTBa Togen go

Analysis performed according ND / Anaaus nposeaen no H/I: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page2 of 5/Crp.2u3 5

No/

e Test / llokasaTean Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / MeTtonom CooTBeTCTBYET TPEOOBAHUAM solution should have absorption
Y®-cnektpodoto maximum at 397+5nm / VYO-
MeTpHH CIIEKTD TIOTJIOLIEHHUS UCTILITYEMOTO
pacTBOpa JOJDKEH HMETh MAKCUMYM
nornoweHus npu 397+5 HM
3. | Weight of package Slg/Slr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cOOTBETCTBHH C
COIEPKUMOT0 YIAKOBKH TpeboBaHUSIMU
I'®d PO. (He menee 50,0 r)
4. pH 3.16 From2.5t04.5/012,5 no 4,5
5. | Viscosity / BaskocTs 1036 centipoise / From 400 to 1200 centipoise /
1036 cantuya3 Ot 400 mo 1200 canTHITyas
6. | Related impurities / PoacrBenHble mpuMecH
i. | Impurity C/ Not detegted / e obuapyxena | Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / ve o6uapyxena | Not more than 0.50 % /
IMpumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanne: IIponykT coorsercByet Tpebosanusam HJ

Conclusion : APPROVED /
3axmouenune: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBneHo: [IposepeHo: Onobpeno: Menemxep / Pykosoaurenb
Pardeep Kumar . Himesh W Pawan Kumar )‘2’-"

Print Date / Print Date / Print Date /

Jara: 30.09.2021 Jara: 30.09.2021 JHara: 30.09.2021

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

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

Tet—+91 98166 56001-02

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

[poayxr Haiiz® AxTuBrens (HUMeECYAHT) Telb ISl HAPYAHOTO I'I[)}Ih%CH(w-m\;}/;qrr‘ﬁafdglé.%om

Batch No / : V211039 Batch Quantity / : 18,781 units /
Cepust Ne O0bem napTun 18,781 ennunn
Analytical Report No / : 890001547910 Date of Analysis / : 30.09.2021
AHAJHTHYECKHIH oTueT No Jlara ananausa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTta npon3BoaCcTBAa Tonen o

Analysis performed according ND / Ananu3s nposeaen no HJL: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3u3 5

No/

N Test / Iloka3zaTenb

Result / PesyabTart

Specification / Hopma

iii. | Any other impurity /

Jiobas npyras MpUMeECh

BDL (Disregard Arca 2484)

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

iv. | Total impurities / BDL Not more than 1.50 % /
Cymma nipuMecei He 6onee 1,50 %
7. | Microbial purity / MukpoOnoJioru4eckas YucToTa

i. | Total Aerobic Microbial
Count / O611ee YUCIIO
a3pOOHBIX MHKpO-
OpraHu3MOB

Total Combined Yeast and
mould count / Ob1iiee uncyio
JPONOKEBBIX H IJIECHEBBIX
rpubos

il.
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentin 1 g/
OtcyteTByerB 1 T

Absentinl g/
OtcyrerByerB 1 T

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OrcyrctBue B 1 1

Should absentin 1 g/
OtcyrcTBue B 1 1

Remarks : The Product conforms

Ipumeuanne: ITponykt coorsercTRyeT TpebosanisM HJL

to ND/

Conclusion : APPROVED /
Zaxauenune: ONOBPEHO

Prepared by /
TloarorosieHo:
Pardeep Kumar

_]

ey

Checked by /
TIposepeno:
Himesh Kuma

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBogurennb
Pawan Kumar f

Print Date /
Hara: 30.09.2021

Print Date /
Hara: 30.09.2021

Print Date /
Jara: 30.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Nisve Activgel (Nimesulide) gel for external use, 1 %, 50 g ‘::‘:V'M:q:rz(?;;uj;:w-uz
Hpoaykr : Haiiz" Axtusrens (HUMECYINA) reslb AA HAPYKHOTO MPHMEHEHUA, %, 5T
Batch No / : V211039 Batch Quantity / : 18,781 units /
Cepust Ne O6beM mapTHH 18,781 ennnun
Analytical Report No / : 890001547910 Date of Analysis / : 30.09.2021
AHanuTHYecKHil oTyeT Ne Jara ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Jlata npon3BoacTBa T'ogen o
Analysis performed according ND / Apanus nposeaen no HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)

Page4 of 5/Ctp. 4u3 5

No/

o Test / ITokazaTeJb Result / PesyabTaTt Specification / Hopma

8 Assay / KonndecTBeHHoe onpeeeHue

i. | Nimesulide / 9.86 mg/9.86 mr 9.0 mg to 11.0 mg of C13H12N2058
Humecynun (98.6 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci13H12N2OsS
(snumecynun) (ot 90,0 % o

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

ii. | Dimethyl sulfoxide / 99.2 % 90% to 110% of C:HsOS (dimethyl
JumeTuncynsQoKCHT sulfoxide) of label claim /

Ot 90 % o 110 % C2HesOS
(mumeTHcynbHOKCHUA) OT
HOMUHAJILHOTO COJEPIKAHMA

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipameuanne: [Iponaykr cootsercTByeT Tpedosanusam HJI 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBneHo: ' [posepeno: ____ | Onobpeno: Menemiep / PykoBoautesnb
Pardeep Kumar _ “E Himesh KM Pawan Kumar

Print Date / Print Date / Print Date /

Iata: 30.09.2021 Jara: 30.09.2021 Jara: 30.09.2021

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

CEPTH®UKAT AHAJII3A

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

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

z | o1 o4 cm re A
e F5 130100 S0UUL-UL

f”]rod‘urcth ghsve ﬁ;‘flvgel (Nlmesuhfi‘e? gel for external'use_,’l %,508 o d[rg d dX?].com

POAYKT aiiz™ AKTHBreSb (HUMECYI1/1) reflb U1 HapY KHOro npumeneHus, | %o, JU T

Batch No / : V211039 Batch Quantity / : 18,781 units /
Cepua Ne O06beM napTHH 18,781 eannun
Analytical Report No / : 890001547910 Date of Analysis / : 30.09.2021
AHaJIUTHYECKHH oTyeT No JlaTa aHamu3a

Date of Manufacture / : Sep.2021 Date of Expiry/ : Aug.2023
Jara npou3soacTBa I'onen no

Analysis performed according ND / Apanns nposenen no HJL: JIM1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 50f 5/ Crp. S5u3 5

No/

Test / Iloka3zaTennb
Ne

Result / PesynbTar

Specification / Hopma

9 | Packaging / Ynaxkoska

Package / YnakoBka - 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 u3
JIAMHHHAPOBAHHOTO

ANFOMHHHA, CHa0XXEHHYIO
MeMOpaHOH U1 KOHTPOJIA
nepBoro BekphITHA. Kaxayro
Ty0y BMeCTe€ C HHCTPYKLIMEH
N0 NPUMEHEHHIO TIOMELIAIOT B
a4yKy KapTOHHYIO.

Package / YnakoBka - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Fach tube and a patient
information leaflet in a carton. /

ITo 20 r, 50 r wm 100 r B TYOY U3
JTaMUHHPOBAHHOIO ATIOMHUHHS,
cHaOXeHHyl0O  MeMmOpaHOW g
KOHTPOJIi ~ MEpPBOTO  BCKPBITHS.
Kaxnyro TYOy BMECTE c
UHCTPYKUHEH MO0 TMPHUMEHEHHIO
MOMELIAIOT B NMayKy KapTOHHYIO.

10 |Labeling / MapkupoBka

According to ND / B cooretcTeuu ¢ HJI

11 | Storage / Xpanenne

Store below 25 °C. Do not freeze./ [Ipu Temneparype He Boiiie 25

°C. He 3amopaxuBathb.

12 | Shelf life / Cpox roanocTu

2 years / 2 rona

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipoaykr coorsercTByet Tpebosarmsim HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: :t ITpoBepeHo: _ Ono6peHo: Menemxep / PykoBoauresns
Pardeep Kumar Himesh KM Pawan Kumar

Print Date / Print Date / Print Date /

JHara: 30.09.2021 Jara: 30.09.2021 Hara: 30.09.2021

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



