Dr.Reddy’s Q’Z‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

fei T #9101 958100 oouUI-02

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

IMpoaykr Haiiz® AkTuBrens (HUMeCYJIHA) resb A/ HapyKHOTO !‘IpHMEHEHH\BM lqﬁ'ddﬂ‘ﬁ o

Batch No / 1 V220093 Batch Quantity / : 18,898units /
Cepus Ne O6beM NapTHH 18,898 eqnnun
Analytical Report No / : 890001576917 Date of Analysis / : 03.03.2022
AHanuTHYecKH# oTueT No JlaTra anaauza

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JaTa npoH3BOACTBA Tl'ogen po

Analysis performed according ND / Ananns nposenen no H/L: JI[I-005923- 191119 (amend Ne 1 from

19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Pagelof 5/Crp.1u35

No/

Test / IlokazaTenn
Ne

Result / PesyabTar

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent,
pale yellow gel with
characteristic odor /
OnaHOpOAHBIH TTPO3payuHbIH
resib 6J1€JHO-XKENITOTO LBETA C
XapaKTepHBIM 3aI1axoM

Homogeneous, transparent,
colorless to pale-yellow gel with
characteristic odor / OnHOpPOAHEIH
TNpo3payHbIi refib 0T 6ECUBETHOrO
0o ONegHO-KeNTOro LBeTa ¢
XapakTepHBIM 3aMaxoM

2. Identification / ITogJauHHOCTL

a) By HPLC / Meronom
BOXX

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 ynepxuBaHus
OCHOBHOTO nvKa Ha
XpomaTorpamMmme HCIBITYEMOIO
pacTBOpa OJDKHO COOTBETCTBOBATE
BPEMEHHM YACPXKHBAHHS OCHOBHOTO
NHMKa Ha XpOMaTorpaMMme pacTBopa
CTaHJAPTHOT'O obpasna
HUMECYIU/IA (pazmen
«KonudyecTBeHHOE OnpesesIeHHe)

Remarks :

The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBercTBYeT Tpedopanuaym HJL

Conclusion : APPROVED /
3axniouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloxrorosneHo: / d IIpoeepeno Ono6peno: Menemxep / PyxoBoautesis_
Ankit Naresh Kumar = Pavan Kumar Sharma <{"__—~—
Print Date / Print Date / Print Date /

Hara:03.03.2022 Hara: 03.03.2022 Hara: 03.03.2022

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

CEPTH®HKAT AHAJIU3A

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

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

Tl TF91T 98166 5000102

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

IIpoaykr Haiiz® Axtuprens (HUMeCynHa) refb JJis HApYIKHOTO npumenemm 1 {% %\6

Batch No / : V220093 Batch Quantity / : 18,898units /
Cepust Ne O0neM mapTHH 18,898 enmumnn
Analytical Report No / : 890001576917 Date of Analysis / : 03.03.2022
AnpanurHyecknii oryer Ne Jlara anannza

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
Jara npon3BoacTsea T'ogen g0

Analysis performed according ND / Ananns nposenen no HJI; JI1-005923-1911 19 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page2 of 5/Ctp.2 U3 5

ﬁ.:) / Test / [lokazaTean Result / PesyanTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metomom CootBeTcTBYET TPEOOBAHHAM solution should have absorption
V®-cniekrpodoTo maximum at 397+5nm / VY-
METpHUH CIIEKTP MOIJIOIEHHS HCIIBITYEMOrO

pacTBopa [0JKeH HMETh MAKCHMYM
norsoueHus npu 397+5 Hm

1067 cantunyas

3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cOOTBETCTBHH ¢
COMEPIKUMOTO YIIAKOBKH TpebGoBaHUAMU

I'® PO. (He menee 50,0 1)
4. | pH 3.11 From2.5t04.5/012,5 no 4,5
5. | Viscosity / BaskocTb 1067 centipoise / From 400 to 1200 centipoise /

Ot 400 mo 1200 canTumnyas

6. | Related impurities / PoacTBeHHbIEe IPHMECH

i. | Impurity C/
Tpumecs C

ii. | Impurity D/
ITpumecs D

Not detected / He oOHapyxeHa

Below limit of Detection
(LOD:0.02%) / re ofinapyxena
of Detection (LOD:0.02%)

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

Not more than 0.50 % /
He Gunee 0,50 %

Remarks : The Product conforms to ND/
Mpumeyanune: [Iponykr coorsercTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
Baxmouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: //JS [Ipoeepeno @/ Onob6peno: Menemxep / Pyxosoaureib
Ankit ( Naresh Kumar Pavan Kumar Sharma <~ ——
Print Date / Print Date / Print Date /

Jarta:03.03.2022 Jara: 03.03.2022 Jata: 03.03.2022

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: £85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTU3A

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

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

=y ma pode s Coana oo
el . 9L 70100 J0UUL-UL

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g Wik iRy, com

Ipoayxr Haifz® AxTHBrens (HUMECYIHA) Telb 1A HapyXKHOro npumeHeHHs,'({ %, 50T

Batch No / : V220093 Batch Quantity / : 18,898units /
Cepus Ne O0beM mapTHH 18,898 exunnu
Analytical Report No / : 890001576917 Date of Analysis / : 03.03.2022
AHaIuTHYECKHI oTYeT N2 Jlata apayu3za

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
Jlata nponsBoacTea Togen xo

Analysis performed according ND / Ananns nposenen no HJI: JI[1-005923-1911 19 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)

Page3 of 5/Ctp.3m35

No/

Ne Test / Ilokazarennb Result / PesyabTat Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
Jlrobas mpyrasi mpuMech OTGE% He Gonee 0,50 %
iv. | Total impurities / 0.03% Not more than 1.50 % /
CymMa nipumecei He 6onee 1,50 %
7. | Microbial purity / MukpoOnoJiornyeckas Y4HCTOTa

1. | Total Aerobic Microbial
Count / Obuiee yucio
a3pOOHBIX MHKDO-
OpraHU3MOB

Total Combined Yeast and
mould count / Ob11ee yucno
IPOAOKEBBIX U TUIECHEBBIX
rpuboB

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

Absent g/
OTCcyTCTBYET T

Absent /
Oreyresyer v

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

Not more than 100CFU/g /

He 6oniee 100 KOE/r

Should absent in 1 g/
OtcytctBre B 11

Should absentin 1 g/
OtcyTetBue B i T

Remarks : The Product conforms to ND/

Ipumeuanne: [IpoaykT coorseTcTBYeT TpebosaHusm HJL

Conclusion : APPROVED /
3akaouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo; IIporepeno OnoGpeno: Menemxep / PyxopoauTens
Ankit @ Naresh Kumar @/ Pavan Kumar Sharma i
Print Date / Print Date / Print Date / -~
Jata:03.03.2022 Hara: 03.03.2022 Jara: 03.03.2022

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




@o
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIMU3A

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

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

TelrT+51 58166 5600102

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g e, Tt oloh) o m

IlpoayxT Hait3® AxTuBrens (HAMECYJIHa) refb Ul Hapy>KHOTO HpI/IMeHeHI/IH,.T b %ﬁr

Batch No / : V220093 Batch Quantity / : 18,898units /
Cepua Ne O6bem napTuu 18,898 exmunig
Analytical Report No / : 890001576917 Date of Analysis / : 03.03.2022
AnanaTuyeckuii oTyer Ne JaTa ananusa

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JaTta npou3BoJcTBA T'open a0

Analysis performed according ND / Anaaun3 nposeaes mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 ot 19.03.2020)

Page 4 of 5/ Ctp. 4135

8 | Assay/ KoanuecTBeHHOe onpee/iecHHe

i. | Nimesulide /
Humecynun

Dimethyl sulfoxide /
JumeTtuncynbQorcun

1i.

9.88 mg/9.88 Mr
(98.8%)

99.5 %

9.0 mg to 11.0 mg of Ci13H12N20s8S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr o 11,0 Mr Ci1sH12N2OsS
(numecynun) (ot 90,0 % no

110,0 % oT HOMHHAJILHOTO
cofiepkaHus) B 1 r ress

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

Ot 90 % o 110 % C;HesOS
(mumeTHICYIHPOKCHN) OT
HOMHHAJIBHOTO COAEPIKAHHSA

9 | Packaging / YnakoBka

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
JIAMUHHPOBaHHOTO

ANKOMBHASA, CHAOXKEHHYIO
MeMOpaHOH A7t KOHTpOJIA
nepBoro BcKkpbiTHA. Kaxayro
TyOy BMeCTE€ C HHCTpYKLMEH
N0 NPUMEHEHHIO NOMELIAoT B
Mayky KapTOHHYIO.

Package / Ynakoeka - 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. /

Ilo 20 1, 50 r unu 100 r B TYOy u3
JTAMHHHPOBAHHOTO ANOMUHHS,
CHab)XEHHYIO ~ MeMbpaHOHW  Juid
KOHTPOJII ~ TNEPBOrO  BCKPBITHA.
Kaxxoyro TYOyY BMECTE c
MUHCTPYKLHEH 10 MPUMEHEHHIO
MOMEIIAOT B MAaYKy KAPTOHHYIO.

RemarKks : The Product conforms to ND/
Ipumeuanue: [TpoaykTt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Hata:03.03.2022

JHara: 03.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ~p IIpoepeHo @ Onobpeno: Menemxkep / Pyxosoaurens
Ankit [ /A ) Naresh Kumar Pavan Kumar Sharma < ["———
Print Date / Print Date / Print Date /

Jlara: 03.03.2022

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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Dr. Reddy S ‘.‘ CERTIFICATE OF ANALYSIS

Formulation Unit-6

Dr. Reddy's Laboratories Ltd.

Vill. Khol, Nalagarh Road, Baddi,

CEPTHOHUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Product : Nisve Activgel (Nimesulide) gel for external use, 1 %, 50 g S&;j:gzgébﬁsoo;urw
Hpoaykr : Hais® Axtusrens (HUMeCynua) resib Anls HAPYKHOTO MPUMEHEHHA, 1 7o, 0T
Batch No / : V220093 Batch Quantity / : 18,898units /
Cepus Ne O0beM napTuH 18,898 eanunn
Analytical Report No / : 890001576917 Date of Analysis / : 03.03.2022
AHamMTHYeCKHii oTyeT Ne Jlara apaansa
Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JlaTa npoH3BOACTBA TI'onen oo
Analysis performed according ND / Auanus nposegen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)

Page 50f 5/ Crp.5u3 5
=

10 |Labeling / MapkupoBka According to ND / B cootBercteuu ¢ HJ|

°C. He 3amMoOpa)kMBaTh.

11 |Storage / Xpanenue Store below 25 °C. Do not freeze./ Ilpu Temniepatrype He BbliLe 25

12 | Shelf life / Cpok ropgnoctn | 2 years/2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanue: ITpoaykr cooteTcTBYeT Tpeboanusam H/ Sakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TToroTORIEHO: o~ ITporepeHo Onobpeno: Menemxkep / Pykosogurens
Ankit ( ,i,- Naresh Kumar @/ Pavan Kumar Sharma <{ " ——
Print Date / Print Date / Print Date /

Jlata:03.03.2022 Jara: 03.03.2022 Hara: 03.03.2022

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




