Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.

Formulation Unit-6
Vill. Khol, Naiagarh Road, Baddi,

CEPTUDUKAT AHATU3A Distt. Solan, H.P., 173 205, INDIA
[Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g Tel : +91 98166 56001-02
Hpoaykr Haiiz" AxTusrens (Husmecynu) reb aas Hapy#cHoro npumeHeHw-4rraddG.£om
Batch No / : V220402 Batch Quantity / : 46,634 units
Cepun Ne O0bem napTun 46,634 eanmuy,
Analytical Report No / : 040001598399 Date of Analysis / : 08.07.2022
AHaauTdyecKknii oryer Ne Harta ananusa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
JlaTa mpon3BOACTEA Togen mo
Analysis performed according ND / Ananns nposeaen mo H/I: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page 1 of5/Crp. 1 u3 5

No /

OnHOpOoIHBIN NpO3pauHbIi Tejlb
OJIEMHO-KEJITOr O 11BETA c
XapaKkTepHBIM 3a11aX0M

Ne Test / [Toka3areJib Result / PezyabTar Specification / Hopma

1. Description / Onuncanue Homogeneous, transparent, | Homogeneous, transparent,
pale-yellow gel with | colorless to pale-yellow gel with
characteristic odor / | characteristic odor / OnHopoaHBIiH

NpO3pavHbIi refb OT 6eCLBETHOTO
no ONegHO-KeNToro IBeTa ¢
XapaKTepHBIM 3aMaxoM

Identification / IlogaunnoCcTh

a) By HPLC / Meronom
B2XKX

Complies as  prescribed  /
CooTBeTCTBYET TPEOOBAHUAM

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
yIepXKUBaHHsl OCHOBHOTO IHKa Ha
XpoMaTrorpamMme  HCIBITYEMOrO
pactBopa JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIep>XHBaHUsl OCHOBHOIO IMKa Ha
XpoMaTorpaMmme pacTeopa
CTaHAAPTHOIO obpasua
HUMeCYIuaa (paznen
«KonuuectBeHHOE
oTipe/ielIeHHE»)

Remarks : The Product conforms to ND/
Npumeuanne: Ipoaykr cooTBeTcTBYET Tpedosanuam H/JJ

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
IToarorosnexo:
Pardeep Kumar C‘—‘l -

Checked by /
IIpoBepeno:

Himesh Kunﬁr;‘,\.,’—*""\'/

Approved by: Manager/Executive /
Onobpeno: Menejxep / Pykosoautens
Amit Kumar 1’\ " A

) e

sl

Piriul Dale / 08.07.2022
Jata:

Print Date / 08.07.2022
Jlara:

F
Print Date / 08.07.2022
Jara:

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

CEPTHOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 58166 56001-02

Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g www.drreddys.com

Tpoaykr Haiis" AkTnBresb (HUMecya) renb as HapysicHoro npumerenns, 1 %, 20 r

Batch No / : V220402 Batch Quantity / : 46,634 units
Cepus Ne O0nem naprun 46,634 envnun
Analytical Report No / : 040001598399 Date of Analysis / : 08.07.2022
AvaanTuyeckuit oruer No Hdarta anannsa

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
Jarta npoussogcrsa Togen o

Analysis performed according ND / Ananus nposenen no HJI: JI[1-005923-191119 (amend Ne | from
19.03.2020 / u3m. Ne | ot 19.03.2020)
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No /
Ne

Test / Ilokazatens

Result / PesyabTar

Specification / Hopma

b)By UV spectro-

METpHH

photometry / MeTonom
Y®-cniekrpogoro

Complies as prescribed  /
CooTBeTcTBYET TpeboBaHMAM

UV absorption spectrum of the

test  solution should have
absorption maximum at 39745 nm
/' Y®-cnekrp MOTJIOLEHHS

KCTIBITYEMOTO PacTBOpa HOJIKEH
UMEThb MaKCHMYM TOTJIOUIEHHS
npu 397+5 um

3. | Weight of package 21g/21r According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B cootBeTcTBUM ©
COAEPIKHMOT0 YIAKOBKH TpebOBaHUSIMMU

I'd PO. (He menee 20,0 1)
4. | pH 3.18 From2.5t04.5/0t12,5 no 4,5

5. | Viscosity / BaskocTb

912.0 centipoise /
912.0 cantunyas

From 400 to 1200 centipoise /
Ot 400 no 1200 canrumnyas

6. | Related impurities / Poxcreennnie mpumecu

i. | Impurity C/

Not detected

Not more than 0.50 % /

IIpumeces C He 60nee 0,50 %

ii. | Impurity D/ Not more than 0.50 % /
Ipumecs D et detestad He 6onee 0,50 %

iii. | Any other impurity / Less than LOQ (LOQ:0.03% Not more than 0.50 % /
JIrobas npyras npumecs He 6onee 0,50 %

iv. | Total impurities /
Cymma npumecei

Less than LOQ

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

Remarks : The Product conforms to

ND/

Ipumeuanue: Ilpoayxr coorsercreyer Tpe6osanuam HJT

Conclusion : APPROVED /
3axaouenne: OJJOGPEHO

Prepared by / Checked by /
IoarorosneHo: IIposepeno: e
Pardeep Kumar Qﬁ_f/ Himesh Kumar. | —

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBoaurens

Amit Kumar -
I[\—-‘

Y

Print Date / 08.07.2022

Hara: Hara:

Print Date / 08.07.2022

Print Date / 08.07.2022
JHara:

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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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

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

Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g www.drreddys.com

Hpoaykr Haiiz" AkTusrens (Humecynia) resn ans HAPVIAKHOrO npuMeHenus, 1 %, 20 r

Batch No / : V220402 'Batch Quantity / : 46,634 units
Cepus Ne O6bem naprun 46,634 eannuy
Analytical Report No / : 040001598399 Date of Analysis / : 08.07.2022
AHasuTHYeckuil oTyer No JlaTta ananuza

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
Jara nponsBoacrsea Ilogen go

Analysis performed according ND / Ananns npoBesen no HJ: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)
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7. | Microbial purity / Mukpo6uoJioruyeckas yucrora

i. | Total Aerobic Microbial
Count / O61uee yncso
as3pOOHBIX MHKPO-
OpPraHH3MOB

ii. | Total Combined Yeast and
mould count / O6uiee uncno
JPOXOKEBBIX U [IECHERbIX
rpubos

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less thanl0 CFU/g /
Menee 10 KOE/r

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

Absentin1 g/
OtcyrerByeTB 1 1

Absentin 1 g/
OtcyretByer B 11

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

Not more than 100CFU/g /

He 6osee 100 KOE/r

Should absent in 1 g/
OtcyrcTeue B 1 1

Should absentin 1 g/
OtcyrctBue B 1 1

Remarks : The Product conforms to ND/

Hpameuanue: [Tpoaykr coorsercrayer TpeGopanmsam HJ|

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by /
IToaroroeneHo:

Pardeep Kumar CJ

Checked by /
IIporepeHno:

Himesh Kug}_%l,ff“:'

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBonurens
" Amit Kumar '

{ B

Print Date / 08.07.2022
JlaTa:

Print Date
Jara:

/08.07.2022

Print Date / 08.07.2022

Jlara:

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



Qe
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : 491 98166 56001-02

Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g www.drreddys.com

[Mponykr Hait3" AkTHBrens (HuMecy/ i) reb Ana HAPYIKHOTO NIpUMeHeHns, 1 %, 20 T

Batch No / : V220402 Batch Quantity / : 46,634 units
Cepus Ne O6bem napruu 46,634 enunury
Analytical Report No / : 040001598399 Date of Analysis / : 08.07.2022
AHanuTHYecKHi oTyeT No JlaTa anasnza

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
Jlata npon3eoncTea T'ogen no

Analysis performed according ND / Ananus nposenen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)
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8 | Assay/KonnyecTBeHHOE Onpeaenenne

i. |Nimesulide /
Humecynun

9.88 mg/9.88 mr
(98.8 %)

9.0 mg to 11.0 mg of Cy3H12N»05S
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MTI" 10 11,0 Mr C13H12Nzoss
(numecynun) (ot 90,0 % o

110,0 % ot HOMHHAJIBHOTO
colepxaHus) B 1 r rens

ii. | Dimethyl sulfoxide /
Jumeruncynbdokeun

105.4 %

90% to 110% of Co2HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(muMeTHICYnbGhOKCHI) OT
HOMHHAJIBHOT'O CO/IEPyKaHUs

9 | Packaging / Ynaxopka

Package / Ynakoska - 20 gin a
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 20 r B TY6y M3
JAMMHHPOBAHHOTO

ATIOMUHWUS, CHaOXKEHHYIO
MeMOpaHOH a1 KOHTpOJIA
nepeoro BCKpbiTHA. Kaxayio
TyOy BMeCTe ¢ MHCTpYKLMEH
10 MPUMEHEHHIO TTOMEINAOT B
HayKy KapTOHHYIO.

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. /

ITo 20 r, 50 r unu 100 r B TYOY M3
JTAMUHUPOBAHHOTO ATIOMHUHHS,
cHabeHHYI0O  MeMOpaHoM  nns
KOHTPOJIl ~ NIEPBOTO  BCKPBITHA.
Kaxnyio TyOy BMeECTe c
HHCTPYKLIMEH 10 MNpPUMEHEHHIO
NOMELIAIOT B IAYKY KAPTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanite: Iponykr coorercTByet TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenune: OJJOEPEHO

Prepared by /
Iloaroroenexo:
Pardeep Kumar

«—

Checked by /
IIporepeHo:

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

Himesh Kume_zg__u_ﬁff-'-—'_—:' Amit Kumar L
ho

Print Date / 08.07.2022
Jara:

Print Date / 08.07.2022

Print Date / 08.07.2022

MHara; JHara:

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 Q':'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,

CEPTU®UKAT AHATM3A Distt. Solan, H.P., 173 205, INDIA
Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g Tel : +91 98166 56001-02
Ilpoaykr : Haiiz"” AxktuBresb (HUMecynu) reb As HapyKRHOro 1|puMEHc’Hl;i-B?';'-@W/%QQVﬁfcom
Batch No / 1 V220402 Batch Quantity / : 46,634 units
Cepus Ne O6bem mapTin 46,634 egnHuL
Analytical Report No / : 040001598399 Date of Analysis / : 08.07.2022
AnpanuTHyecKui oTyeT No HMara ananusa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
JlaTa npon3BOACTBA TI'onen o
Analysis performed according ND / Ananus nposenen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)
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10 | Labeling / Mapkuposka According to ND / B cootserctuu ¢ HJI

11 | Storage / XpaHeHue Store below 25 °C. Do not freeze./ ITpu Temnepatype He Bbile 25
°C. He 3aMmopa>XuBarth.

12 | Shelflife / Cpok rognocra | 2 years /2 roga

Remarks : The Product conforms to ND/
Ilpameuanne: [Ipoaykr coorseTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by /

IloaroroBneHo: t [IpoeepeHo: \ __;%06;361101 Menemxep / PykoBoauteib
Pardeep Kumar Himesh Kumag.— _ | Amit Kumar ‘(r' Wy

Approved by: Manager/Executive /

Print Date / 08.07.2022 Print Date / 08.07.2022
Jara:

JlaTa:

Print Date / 08.07.2022
Jara:

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




