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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHUKAT AHAJIU3A www.drreddys.com
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g ]
Ipoaykr : Haiiz" Axrusrens (HUMecynua) renb U HAPY/KHOTO npumenenns, 1 %, 100 T
Batch No / 1 V220587 Batch Quantity / : 9571 units /
(Cepua Ne O0bem napTun 9571 eamnnn |
Analytical Report No / : 890001608195 Date of Analysis / 1 22.08.2022
AdamuTu4ecKUH oryer Ne JlaTta amaauza
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Jlara npousBojcTBa T'ogen no
Analysis performed according ND / Ananu3 nposeaen mo 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 / uzm. Ne 2 ot 02.02.2022)

Pagel1 of 5/Crp. 1u3 5

i? / Test / Iloka3aTenb 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 / OgHOpoAHBIMH
OnHopoaHbIH npo3pauHbIii NpO3payHbIi refb OT HeClBETHOrO
resb GI€AHO-KENTOro UBeTa ¢ | A0  ONIEAHO-XKENTOro  UBeTa ¢
XapaKTepHbIM 3aMaxom XapaKTepHbIM 3aMaxom
2. Identification / IlogauHHOCTH
a) By HPLC / Metogom Complies as  prescribed /| The retention time of the main peak
B3XX CooTBeTCTBYET TpebOBAHUAM 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) / Bpemsa ynepxuBaHus
OCHOBHOTO M1Ka Ha
Xpomarorpamme UCTIBITYEMOIO
pacTBOpa JOMKHO COOTBETCTBOBATD
BPEMEHH YAEPIKUBAHHS OCHOBHOTO
IMKa Ha XpoMaTorpaMme pacTBOpa
CTaHOapTHOro obpaszua
HUMecCynuaa (paznen
«KonmuuecTBeHnoe onpeaeneH1e»)
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: [Ipoaykr coorBercTBYeT TpebosaHusm HJI 3aknoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroeneno: Pardeep IIposepeno: Himesh Kumar Onobpeno: Menemxep / Pykosoaurens
Kumar . Manoj Kumar —
QK_/ C:“-L’-"’—J 1h‘) [u.L@
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.08.2022 JHara: 22.08.2022 Jara: 22.08.2022

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
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CERTIFICATE OF ANALYSIS

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

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

CEPTHUOHUKAT AHAJIU3A www.drreddys.com
Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g -
IlpoaykTr Haii3" AkTHBresns (HumMecynua) resib uis Hapy kHoro nprumenenus, 1 %, 100 r
Batch No / : V220587 Batch Quantity / : 9571 units /
|Cepusi Ne __|Obbem napTuu 9571 ennnun
Analytical Report No / : 890001608195 Date of Analysis / : 22.08.2022
AvaguTuiecknii otuer Ne Jara ananuza
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
[ara npousBoacTBa T'ogen go

Analysis performed according ND / Ananus nposegen no HJI: JIIT-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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No/
Ne

Test / IlokasaTeuanb

Result / Pesyabrar

Specification / Hopma

b)By UV spectro-

METPHH

photometry / MeTtoaom
Y®-cnexrpodoro

Complies as prescribed /
CooTtBeTcTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / VO-
CHEKTp MOTJIOLEHUS UCTILITYEMOrO
pacTBOpa I0JXKEH UIMETh MaKCHMYM
nornouieHys npu 397+5 Hm

1034 canTtunyas

3. | Weight of package 101 g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBUM ¢
COAEPKHMOr0 YIAKOBKH TpeboBaHUAMU

I'® P®. (He menee 100,0 r)
4. pH 3.07 From2.5t04.5/012,5 n04,5
5. | Viscosity / Baskocrn 1034 centipoise / From 400 to 1200 centipoise /

Ot 400 no 1200 canTumnyas

6. | Related impurities / Poxcreennnie npumecu

i. | Impurity C/
IIpumecs C

ii. | Impurity D/
[pumecs D

Not detected / He 06Hapy»eHa

Below LOD (LOD = 0.02 %) /
Hwxe npenena obHapyxceHus

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

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

iii. | Any other impurity /
Jliobast npyras npumMech

(IT0 =0.02 %)
0.03 %

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

Remarks: The Product conforms to ND/
Ilpumeuanne: Ilponykr coorBercTByeT TpeGoBanusam HJT

Conclusion: APPROVED /
3axkmogenne: OJIOBPEHO

Prepared by /
TloaroroeneHo: Pardeep

Kumar .
< ':;.L_/

Checked by /
ITpoeepeno: Himesh Kumar

c:*:.,ﬁfﬂ—:

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykoroguress

Manoj Kumar

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

Reprint Date /
JlaTta: 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40U 4900 2Y9Y, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OIF ANALYSIS

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

CEPTUPHUKAT AHAJIN3A www.drreddys.com
'Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g ]
[IpoaykT Haii3" AkTHBrens (HuMecyua) renb 1uis HAPYKHOTO npuMenenns, 1 %, 100 r
Batch No / : V220587 Batch Quantity / : 9571 units /
Cepus Ne Oo6bem nmapruu 9571 eanHuu
Analytical Report No / : 890001608195 Date of Analysis / : 22.08.2022
AHaJluTHYEeCKHH oTyeT Ne JlaTa anaansa
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Jara npou3BoacTaa I'ogen po

Analysis performed according ND / Ananus mposeaen mo HJL: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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No/

Ne Test / IlokazaTesib Result / Pesyabrar Specification / Hopma
iv. | Total impurities / 0.03 % Not more than 1.50 % /
Cymma npumMecei He 6onee 1,50 %
7. | Microbial purity / MukpoOuonoruyeckas 4uMcrora

Count / O61uee uncio
a3pOGHBIX MHUKPO-
OpraHU3MOB

1. | Total Aerobic Microbial

Less than 10 CFU/g/ Not

Menee 10 KOE/r

Not

He 6onee 1000 KOE/r

ii. | Total Combined Yeast and
mould count / Obuee uncio
JIPO2OKEBBIX U TIeCHEBbIX

rpuboB
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

Absentin 1 g/
OtcytcTByerB 1 1

Absentin 1 g/

OrtcytctByerB 1 T

He 6onee 100 KOE/r

Should absent in 1 g/
OtcyrctBrHe B 1 1

Should absentin 1 g/
OrcyrcTBue B 1 1

more than 1000 CFU/g/

than

more 100 CFU/g /

Remarks: The Product conforms to ND/
IIpumeuanne: Ilponykr cootsercTyeT TpeboBanusam HJL

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
[loarorosneHo: Pardeep

Kumar i

Checked by /
Ipoeepeno: Himesh Kumar

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

Manoj Kumar

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Jara: 22.08.2022

Reprint Date /
Jlara: 22.08.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02

CEPTUDPHUKAT AHAJIM3A www.drreddys.com
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g ]
IpoaykT Haiiz" Aktusrens (HMMecyaua) renb s Hapy:kHoro npumenenus, 1 %, 100 r
Batch No / 1 V220587 Batch Quantity / : 9571 units /
|Cepusi Ne O0bem napTuu 9571 eanHny
Analytical Report No / : 890001608195 Date of Analysis / : 22.08.2022
ApanntHuyecKHH oTyer No Jdara ananu3za
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
JaTa npou3BoACTBA T'oxen go
Analysis performed according ND / Ananu3 nposexen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)
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8 | Assay/KonnyecrBenHoe onpeesienue

1. | Nimesulide/
Humecynnn

ii. | Dimethyl sulfoxide /
Humernncynbsdokenn

9.99 mg/9.99 mr
(99.9 %)

101.1 %

9.0 mg to 11.0 mg of Ci3H2N-05S
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr C13H;2N20s5S
(anmecynua) (ot 90,0 % no

110,0 % oT HOMHHAJIBEHOTO
conep:xanusi) B 1 r rens

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

Ot 90 % o 110 % C,HsOS
(aumertuncynedokenn) oT
HOMHHAaLHOTO COMIepIKaHUs

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercrayeT TpeGosanusm HJJ

Conclusion: APPROVED /
3axiawuenue: OJJOBPEHO

Prepared by /
IlonrorosneHo: Pardeep

Kumar | f

-

Checked by /
IIporepeno: Himesh Kumar

Approved by: Manager/Executive /
Onob6peHo: Menemxkep / PykoBoaurens
Manoj Kumar f

Yiteat

Reprint Date /
Jara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Hata: 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +Y1 4U 4900 290U, Fax: +91 40 4900 2999, Emall: mall@drieddys.cuim

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P., 173 205, INDiA
Tel : +91 98166 56001-02

CEPTU®HUKAT AHAJIU3A www.drreddys.com
|Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Hpoaykr Haiiz™ AktuBrens (HuMecynua) renb s HApY»KHOFO npumeHeHus, 1 %, 100 r ]
Batch No / 1 V220587 Batch Quantity / : 9571 units /
Cepust Ne O6bem mapTun 9571 eanHuy
Analytical Report No / : 890001608195 Date of Analysis / : 22.08.2022
AHaJuTHYeCKHI oTueT No Harta ananusa
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
JaTta npou3BoxcTBa Togen mo
Analysis performed according ND / Ananus nposeaen mo HJI: JII1-005923-191119 (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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10 |Packaging / Ynakorka

Package / Ynakoska - 100 g in
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / [To 100 r B Ty6y u3

JIAMHHUPOBAHHOTO
ATIFOMUHMS, CHaOXEeHHYIO
MeMOpaHOH A8 KOHTpOJs

nepeoro BekpeiTHi. Kaxayio
TyOy BMeCTE€ C HHCTPYKIIMEM
MO NMPUMEHEHUIO TIOMELIAIOT B
NayvyKy KapTOHHYIO.

Package / Ynakosxka - 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 u3
JIAMUHHPOBAHHOTO ANOMHHHUS,
cHabxeHHYIO  MeMOpaHOH  mid
KOHTpOJs  MEPBOTO  BCKPLITHSL.
Kaxnyto TyOYy BMecCTe c
MHCTPYKLHEH N0  OpUMEHEHHIO
MOMELIAIOT B MUKy KaPTOHHYIO.

11 |Labeling / Mapxkuposka

According to ND / B cootBercTsuu ¢ HJ

12 | Storage / Xpauenune

25 °C. He 3amopaxxuBarts.

Store below 25 °C. Do not freeze. / [Ipu Temnepatype He Bbille

13 | Shelf life / Cpox roguocTn

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.

*Iloka3saresb MOXKET OTCYTCTBOBATHL B cepTH(HUKATEe anann3a npoussoauTes. Ipoussoaurens
rapaHTHPYeT Ka4eCcTBO NIpenapara no 3THM NOKA3aTeJsaM.

Remarks: The Product conforms to ND/
IIpnmeuanne: [IponykT cooTBeTcTBYET TpeGoBanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Iloarorosneno: Pardeep

Kumar <)f_’_

Checked by /
Ipoeepeno: Himesh Kumar

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBouTens
Manoj Kumar

Reprint Date /
Jlata: 22.08.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



