D R dd ’ ..' Dr. Reddy's Laboratories Ltd.
r @ Formulation Unit-6
¢ ys . Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02

CEPTHO®UKAT AHAJTTHU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iposykr : Haiiz" AkTvrens (HUMECYIil) renb /Ul Hapy KHOTO MPUMEHCHHA, 1%,50r
Batch No / 1 V230244 Batch Quantity / : 19600 units /
Cepus Ne O0bemM napTHU 19600 eannHmn
Analytical Report No / : 040001792143 Date of Analysis / : 20.03.2023
Ananurndeckuii oryer Ne Jara ananuza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa mpou3BoACTBA I'onxen no
Analysis performed according ND / Axanus nposejien 1o H/A: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page 1 of S/ Crp. 1u3 5

i? / Test / Iloxazarenb Result / Pe3yabrar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOPOHBIH
OIHOPOIHBLA IPO3pavHBIA reNb | TPO3PayHBblH rejib OT GeCIBETHOIO
GJIeJHO-KENTOro LIBETA C 1o OneaHO-KENToro uBera C
XapaKkTepHBIM 3aMaXxoM XapaKTepHBIM 3aMaxom
2% Identification / IlogIHHHOCTH
a) By HPLC / Metonom Complies as  prescribed /| The retention time of the main
BDXX CooTBeTcTBYET TPEOOBAHNAM 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) /  Bpewms
yNep>KUBaHUsI OCHOBHOTO NMKa Ha
XpoMaTorpaMme  MCIIBITYEMOro
pacTBopa JIOJKHO
COOTBETCTBOBATH BpEeMEHH
yAEPKMBaHUSA OCHOBHOTO MMKA Ha
XpOMaTorpamMmme pacTBOpa
CTaHAaPTHOTO obpasua
HHAMeECYJHIa (paznen
«KonuuecTBeHHOE
ornpeaeneHue»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorsercTByet Tpedosanusm HIT Baxaouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: N/aresh IMposepeno: Pardeep Kumar Onobpeno: Menemxkep / PyKoBOIHUTEb
Kumar @( Manoj Kumar > j
— =
Reprint Date / Reprint Date / Reprint Date /
JHara: 20.03.2023 Hara: 20.03.2023 Hara: 20.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q':‘

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr Haii3" Axtusrens (HUMeCYIHA) refib ANs HapyXXHOro npumMeHenus, 1 %, 50 r
Batch No / : V230244 Batch Quantity / : 19600 units /
Cepns Ne O6bem napTuu 19600 ennHun
Analytical Report No / : 040001792143 Date of Analysis / 20.03.2023
AHanuTHYeCKHii oTdeT Ne Jarta ananuza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jarta npou3BoacTBa TI'ogen no
Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)
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Jli? / Test / Ilokazarenn Result / PesynabTar Specification / Hopma
b)By UV spectro- Complies as  prescribed /| UV absorption spectrum of the
photometry / Metonom CooTBETCTBYET TPEOOBAHUAM test  solution should have
Y®-cnekrpodorto absorption maximum at 397+5 nm
METpPUU / Y®-cnekrtp MOMJIOIEHMS
HCIIBITYEMOIO pacTBopa AOJIKEH
UMETh MaKCUMYM IIOTJIOLIECHHUS
rpu 3975 HM
3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBETCTBUH C
COEPKHMOr0 YIIAKOBKH TpebOBaHUAMHU
I'® P®. (He menee 50,0 r)
4. pH 3.28 From2.5t04.5/012,5104,5
5. | Viscosity / BazkocTs 992.1 centipoise / From 400 to 1200 centipoise /
992.1 canTumnyas Ot 400 no 1200 cantumnyas
6. Related impurities / PogcrBennsie npuMecu
i. | Impurity C/ Not detected / ne obnapyxena | Not more than 0.50 % /
Ilpumeces C He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Huxe | Not more than 0.50 % /
[Ipumecs D npenena obuapyxeuns (110 =0.02 %) | He 6onee 0,50 %

Remarks : The Product conforms to ND/
IHpumeuanue: [Ipoaykr cootBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by /
[NonroroeneHo: Naresh IIposepeno: Pardeep Kumar

Kumar é QLE_’

-

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

Manoj Kumar ) z w/

Reprint Date /
Hara: 20.03.2023

Reprint Date /
Hata: 20.03.2023

Reprint Date /
Jara: 20.03.2023

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
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOPHUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoaykr Haiiz" AxTuBrenb (HUMeCY/Ka) refib [Als Hapy>KHOro npumeHenns, 1 %, S0
Batch No / 1 V230244 Batch Quantity / : 19600 units /
Cepus Ne O0bem napTuu 19600 ennHMI
Analytical Report No / : 040001792143 Date of Analysis / : 20.03.2023
AHanuTH4ecKuii oryer No HJara ananusza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npoH3BOACTEA Tonen o

Analysis performed according ND / Anasnus 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 / w3m. Ne 2 ot 02.02.2022)

Page3 of 5/ Crtp.3u3 5

Cymma npumeceit

;? / Test / Iloka3zarenan Result / Pe3yabTar . Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
Jliobas npyras npumech He 6onee 0,50 %
_ 0.04%
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 6oxee 1,50 %

7. | Microbial purity / Mukpo6Hooruyeckasi 4HcToTa

1. | Total Aerobic Microbial
Count / O6uiee yucno
a’pOOHBIX MUKPO-
OpraHM3MOB

ii. | Total Combined Yeast and
mould count / Ob1iee uncio
JPOMOKEBBIX U TUIECHEBBIX
rpuboB

iil. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

NA

NA

NA

NA

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Should absentin 1 g/
OrcyTcTBUE B 1 T

Should absentin 1 g/
OtcyrcTBUE B 1 T

Remarks : The Product conforms to ND/

Ipumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusaM HJ|

Conclusion : APPROVED /
3axarwuenune: OJOBPEHO

Prepared by /
IloarorosneHo: /‘Naresh

ICumar
A

-—

Checked by /
Ilpoeepeno: Pardeep Kumar

|

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoaurens

Manoj Kumar W

Reprint Date /
Jlara: 20.03.2023

Reprint Date /
Hara: 20.03.2023

Reprint Date /
Jlara: 20.03.2023

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



Dr.Reddy’s “:'.

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Haiiz" AktuBresnb (HUMeCyIHa) reib [l Hapy XKHOro npumenenus, 1 %, 50r
Batch No / 1 V230244 Batch Quantity / : 19600 units /
Cepnsa Ne O0bem naprun 19600 epuHMI
Analytical Report No / : 040001792143 Date of Analysis / 20.03.2023
AnanuTHyecknii oryer No JlaTa anangusza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npoM3BOACTBA I'open no

Analysis performed according ND / Auasns nposeaen mo HJI: JIT1-005923-191119 (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)
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Assay / KoinuecTBeHHOE onpefesieHHe

8

1. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
Jumeruncynbdorcun

9.91 mg/9.91mr
(99.1 %)

99.9 %

9.0 mg to 11.0 mg of Ci3H12N20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr no 11,0 mr C3Hi2N2OsS
(aumecynun) (ot 90,0 % no

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

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C;HeOS
(mumeTuncynehoxcun) ot
HOMMHAJIBHOT'O COJEPIKaHMS

Remarks : The Product conforms to ND/

N pumeyanne: [IpoaykT coorBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
Zaxkawuenue: OJOBPEHO

Prepared by /
IMoarorosneHo: Naresh

Kumar
(o

-—

Checked by /
I[TpoBepeHo: Pardeep Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosopurens

Manoj Kumar
-

Reprint Date /
Jara: 20.03.2023

Reprint Date /
Jara: 20.03.2023

Reprint Date /
Jara: 20.03.2023

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




Dr.Reddy’s “:"

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50g
IlpoaykT Haiiz® AxTuBrens (HHMeCyIIi) relib JUid HApY/KHOro NpUMeHEHNA, 1%,50r
Batch No / 1 V230244 Batch Quantity / : 19600 units /
Cepus Ne O0beM napTHH 19600 eguHKAL
Analytical Report No / : 040001792143 Date of Analysis / : 20.03.2023
AHaJIHTHYECKHIi 0THYeT Ne JlaTa aHa/14M3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JiaTa npoH3BOACTBA Tonen 10
Analysis performed according ND / Anan3 apoBefeH no HI: JII1-005923-191119 (amend Ne 1 from

19.03.2020 / usm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uam. Ne 2 ot 02.02.2022)
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10 |Packaging / YmakoBka

Package / Vnakoska - 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

Package / Vnakoeka - 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. /

MayKy KapTOHHYIO.

NAMMHHMPOBAHHOTO
AFOMMHHS cHaGKeHHyto | TAMMHUPOBAHHONO ATIOMMHHS,
? ~
MeMOpaHOH s KOHTpOINA CHAaOXKEHHYI0  MeMOpaHOoH  JUis
nepsoro BckpeITas. Kaiiyio | KOHTPOnA MIepBOrO  BCKPBITHSL.
TyGy BMeCTe C MHCTpYKLHEH Kaxnyro NTY6)’ BMECTE  C
MHCTPYKLMEH MO  NPUMEHEHUIO

10 IPUMEHCHHIO noMemaroT B

ITo 20 1, 50 r mwim 100 r B TyOy u3

MOMEINaK0T B IMa4yKy KapTOHHYIO.

11 |Labeling / MapxkupoBka

According to ND / B cootsetcTBuy ¢ HJ

12 |Storage / Xpanenue
25 °C. He 3aMOpaXHBaTh.

Store below 25 °C. Do not freeze./ Ilpu TemnepaType He BbILIC

13 | Shelf life / Cpox rogmocra | 2 years /2 rona

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*Tlokazareinb MOKET OTCYTCTBOBATH B cepTHdUKATe AHAIA3A NPOH3BOAUTEIA. IIpoussoauTeIb

rapaHTHPYET Ka4yecTBO IIpenapara no 3THM MmoKa3arejiiM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT coorTsercrayer Tpedosannsam HJL 3axmwouenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeieHo: Naresh INposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTennb
Kumar @ Manoj Kumar ;

& S W
Reprint Date / Reprint Date / Reprint Date /
Jara: 20.03.2023 Jara: 20.03.2023 Hara: 20.03.2023

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
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www.drreddys.com




