Dr.Reddy’s Q':'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTH®HUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haiis™ AxruBrens (HuMecynn/) reib AUl HAPYIKHOTO MpUMEHEHH, 1 7o,

Ter =31 58166 5600102
www.dr ocig S.com
5550 T

Batch No / : V220094 Batch Quantity / : 18,788units /
Cepus Ne QO0bem napTun 18,788 exuuun
Analytical Report No / : 890001576918 Date of Analysis / : 03.03.2022
ABaJIuTHYECKHH oTueT Ne Jara ananuza

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024

JlaTa mpoH3BOACTBA T'open no

19.03.2020 / n3m. Ne 1 ot 19.03.2020)

Analysis performed according ND / Ananns nposenen no HJI: JII1-005923-191 119 (amend Ne 1 from

Page2 of 5/Crp. 2 u35
JI:{I: / Test / Iloxazarens Result / PezyasTaT Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Meronom CooTBETCTBY®T TPEOOBAHUAM solution should have absorption
V®-cniekrpodoTo maximum at 397+5nm / V-
METPHH CIIEKTP MOTJIOLIEHHs HCIBITYEMOrO

pacTBOpa JOJDKEH HMETh MAKCHUMYM
nortomeHus npu 39745 BM

3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHU C
COAEPXKHMOr0 YIHAKOBKH TpeGOBaHUAMH

I'® P®. (He menee 50,0 r)
4. | pH 3.11 From2.5t04.5/012,5 50 4,5
5. | Viscosity / BazkocTb 1042 centipoise / From 400 to 1200 centipoise /

1042 canrumnyas Ot 400 no 1200 canTumyas

6. | Related impurities / PogcTBeHnbIe IpuMecH

i. | Impurity C/
Ipumecs C

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

ii. | Impurity D/

Below limit of Detection Not more than 0.50 % /

[Tpumecs D g;%lstgcgéf’g]i g]g?gggﬁ’/i’;“ma He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [IpoaykT coorBeTcTByeT TpeboranusM HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: }& [posepeno @ OnoGpeno: Menemxep / Pykosoaurens
Ankit (o~ Naresh Kumar Pavan Kumar Sharma <i"~ ___—~——
Print Date / Print Date / Print Date / —
Mara;03.03.2022 Hata: 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




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

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

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

Tel: +91 98106 5oU0U1-UZ

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

IIpoaykT Haiiz® Aktusrens (HUMeCyIUR) reb AJls HApY>KHOTro npnmenéﬁ‘-’?ﬁﬁf‘*%@@'?cm

Batch No / 1 V220094 Batch Quantity / : 18,788units /
Cepns Ne O0beM naprun 18,788 exnnun
Analytical Report No / : 890001576918 Date of Analysis / : 03.03.2022
AHAIUTHYIECKHH oTUeT Ne JlaTa ananu3a

Date of Manufacture / : Feb.2022 Date of Expiry/ : Jan.2024

JaTa npon3BojcTBa T'open go

Analysis performed according ND / Anaaus nposexen mo HJI: JI[1-005923-191119 (amend Ne 1 from

19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page 1l of 5/Ctp.1mn35

No/ . .
e Test / IlokasaTenn Result / PesyasTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OmHOPOAHKIH
OnHOpoaHBIHN Mpo3paYHbIi Npo3payHblil reib OT OeCHBETHOIO
renp 6J1eHO-KENITOro uBeTa ¢ | 10 OneaHo-KenToro  1pera ¢
XapaKkTePHBIM 3aI1aXOM XapaKTEePHBIM 3aI1ax0M
2. Identification / IlonJHHAOCTH
a) By HPL.C / Metonom Complies as prescribed / | The retention time of the main peak
BOXX CooTBeTCTBYET 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 yZepxuBaHUs
OCHOBHOTO nHKa Ha
XpoMaTorpamMme HCIBITYEMOT O
pacTBOpa JOJDKHO COOTBETCTBOBATD
BPEMEHH YIEPXKHBAHUA OCHOBHOIO
NMKa Ha XpOMaTorpaMMe pacTBOpa
CTaHJapTHOTO obpazla
HUMECYJIUAa (paznmen
«KonM4ecTBEHHOE OTIPENENEHHEN)

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr coorsercrayet Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosseHo: /K IIposepeno @/ OnoGpeno: Menemxkep / Pykooautens
Ankit e Naresh Kumar Pavan Kumar Sharma <™= "
Print Date / Print Date / Print Date /

Jata:03.03.2022 Hara: 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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

CEPTHUOHKAT AHAJIM3A

Distt. Solan, H.P.,, 173 205, INDIA

Te 91T 98166 5600102

B e e o i 125"

Batch No / : V220094 Batch Quantity / : 18,788units /
Cepusn Ne O0bem HapTHu 18,788 enmuun
Analytical Report No / : 890001576918 Date of Analysis / : 03.03.2022
AHATUTHYECKAH oTUeT Ne JlaTa aHaM3a

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
Jlara npon3BoIcTBA Topen 10

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

Page3 of 5/Crp.3 35

i‘? / Test / Iloka3aTtenn Result / PesyabTar Specification / Hopma

iii. | Any other impurity / Not more than 0.50 % /
Jliobas npyras NpuMech oI He 6onee 0,50 %

iv. | Total impurities / 0.03% Not more than 1.50 % /
CymMa nipumeceit He 6onee 1,50 %

7. | Microbial purity / MukpoOHoJ0ru4ecKas YucToTa

i. | Total Aerobic Microbial
Count / Ob11ee 4ucIo
a3poOHBIX MHKPO-
OpraHHU3MOB

ii. | Total Combined Yeast and
mould count / Ob1niee yncio
JAPOOKEBBIX U TNIECHEBBIX

rpudoB
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/
OTcyTCTBYET T

Absent /
OrcyTcTBYyeT T

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

Not more than 100CFU/g /

He 6omnee 100 KOE/r

Should absentin 1 g/
OtcyrctBue B 1 1

Should absentin 1 g/
OrcyrcTBue B 1 1

Remarks : The Product conforms to ND/
Ipumeuanne: Iponykr coorsercTByeT Tpedosannsm HJL

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: % ITpoBepeno Onobpeno: Menemxep / Pygosoaurest
Ankit { e Naresh Kumar @é/ pavan Kumar Sharma < %~ __—* -
Print Date / Print Date / Print Date /

Jata: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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

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

Tel T FI1 98166 5600102

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

ITpoayrr Haiiz® Aktuprens (HUMeCyaua) rejb I HapYKHOTO npnmeHeHMﬁ TEEG%\& fanl

Batch No / : V220094 Batch Quantity / :+ 18,788units /
Cepust Ne O0Bbem napTun 18,788 enqnmnn
Analytical Report No / : 890001576918 Date of Analysis / : 03.03.2022
Anajguruveckuii oruer Ne Jara anannsa

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024

Jlata npon3BOACTBA T'ogen no

Analysis performed according ND / Anaaus npogseaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page4 of 5/Crp.4u35

8 | Assay/KonuyecTBeHHOe onpege/ieHHe

i. | Nimesulide/
Humecynun

ii. | Dimethyl sulfoxide /
JumMeTuncynodokrcun

9.91 mg/9.91 mr
(99.1%)

98.0 %

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 go 11,0 mr Ci3H12N>05S
(amumecynun) (ot 90,0 % o

110,0 % OT HOMUHAJIBHOT'O
coniepxaHus) B 1 r rens

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

Ot 90 % mo 110 % C;HsOS
(mumeTHICyTbGOKCHA) OT
HOMHHAJLHOTO COIePKaHUA

9 | Packaging / YnaxkoBka

Package / YnakoBka - 50 gin a
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 50 r B Ty6y u3
JaMUHUPOBAHHOT O

aNOMHUHMS, CHa0XKEHHYIO
MeMmOpaHOi Ul  KOHTpOJIA
nepsoro BekpsITHA. Kaxayro
Ty0y BMecCTe C MHCTPYKLHMEH
N0 NPUMEHEHHIO MOMELIAOT B
NayuKy KapTOHHYIO.

Package / Ynakorka - 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 TYOYy U3
JIAMUHUPOBaHHOTO ANIOMHHHS,
cHabxenHyro MemOpaHoM  [uid
KOHTpPOJISL ~ MEPBOrO  BCKPBITHS.
Kaxnyro TyOy BMECTE c
HHCTPYKLUHEH MO0 [PpUMEHCHUIO
HNOMELIAIOT B MAYKy KapTOHHYTO.

Remarks :

The Product conforms to ND/
Ipumeyanue: [Ipoaykr cootBeTcTBYeT TpeboBanusM HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Jlata:03.03.2022

Jara: 03.03.2022

Prepared by / ; Checked by / Approved by: Manager/Executive /
[MoarotorneHo: / .‘;\ ITpoeepeHo < Onobpeno: Menemxep / PykoBonntens
Ankit L2 Naresh Kumar “~>— Pavan Kumar Shattha <¢7__—* —
Print Date / Print Date / Print Date / -

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: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.

Qe
’ ‘.. Formulation Unit-6
DI'. Reddy S s CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHOHKAT AHAJI3ZA Distt. Solan, H.P., 173 205, INDIA

Te 9158166 5600102

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

Hpoaykr : Haiis® AkruBresb (HUMECYIHA) renb Ul HAPY/KHOTO npumeﬂe\ﬁmﬂf rEf’uc, %\{]S'lgom

Batch No / : V220094 Batch Quantity / : 18,788units /
Cepust Ne O6beM NapTHH 18,788 eaunniy
Analytical Report No / : 890001576918 Date of Analysis / : 03.03.2022
AHaJTUTHYECKHiT oTdeT Ne JlaTa aHanu3a

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
Jlarta nponsBojcrea T'open o

Analysis performed according ND / Ananu3 nposenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3am. Ne 1 ot 19.03.2020)

Page 5of 5/Crp.5u3 5

10 |Labeling / MapxkupoBKa According to ND / B coorsercteuu ¢ HJJ
11 | Storage / XpaneHue Store below 25 °C. Do not freeze./ Ilpu TemMnepatype He Bbile 25

°C. He 3aMopaXxuBaTh.
12 | Shelf life / Cpox roanocru | 2 years /2 roga
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipogyxt cooTBeTcTBYeT TpeboBanusm HJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToprotosneHo: 16 IIpoeepeno Opobpeno: Menemxkep / Py:__\'_pfmm:[enb
Ankit R Naresh Kumar Pavan Kumar Sharma il e
Print Date / Print Date / Print Date / =
Jara:03.03.2022 Hara: 03.03.2022 Jara: 03.03.2022
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