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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 : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Hpoaykr Haii3"™ AkThBreab (HAMECYI) reflb JUlsl HAPYIKHOrO fpiumeHeHns. 1 %o, 100 r
Batch No / 1 V220827 Batch Quantity / : 9485 units /
Cepns Ne Oo0bem napThi 9485 eannuy
Analytical Report No / : 890001621871 Date of Analysis / : 20.10.2022
Ananuruyeckuii oruer Ne Jara ananusa
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
Jara npou3soacTea T'omen po
Analysis performed according ND / Auanus 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 / uzm. Ne 2 ot 02.02.2022)

Page 1 of 5/Crp. 1u35

BOXKX

CooTBeTcTBYeT TpeOOBaHUIM

No/ " :

No Test / IlokazaTenn Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoaHbI#
OnHopoHbIN MPO3payHbIA npo3pavHblii renb oT 6eCUBETHOTO
refb 6JEAHO-KENTOrO LiBeTa ¢ | A0  ONEJAHO-XKENTOro  uBeTta ¢
XapaKkTepHbIM 3a11aX0M XapaKTepHBIM 3aMlaxom

2. Identification / IlogaunnoCTE

a) By HPLC / Meroaom Complies as prescribed / | 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) / DBpems ynepXuBaHus
OCHOBHOI'O nuka Ha
Xpomarorpamme UCIIHITYEMOrO
pacTBOpa IOMAKHO COOTBETCTBOBATH
BpeMeHH YZAEPXKHBAHUA OCHOBHOTO
NKMKa Ha XPOMATOrpaMMe pacTBopa
CTaH/apTHOIO obpasua
HUMeCYNuaa (paznen
«KonuuecteeHHoe onpeeneHue»)

Remarks; The Product conforms to ND/
I pumeyanue: [Ipoaykr coorseTcTBYET TpeboBanusm HJ

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
IMoarotornexo: Pardeep

Kumar

Checked by /
IMposepeno: Himesh Kumar

Approved by: Manager/Executive /

Opnobpeno: Menemxep / PykosoauTens

Manoj Kumar

Reprint Date /
Jara: 20.10.2022

Reprint Date /

Jara: 20.10.2022

Reprint Date /
Jara: 20.10.2022

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
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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 : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g '
Hpoaykr @ Haii3" AKTUBreab (HAMECYITHa) refb IS HapyKHOro npumeHenns, 1 %, 100 ¢
Batch No / 1 V220827 Batch Quantity / : 9485 units /
Cepus Ne O6bemM DapTHn 9485 eannunil
Analytical Report No / : 890001621871 Date of Analysis / : 20.10.2022
AHANMTHYECKHI oTueT Ne JlaTa ananusa
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
JlaTa npou3BOACTBA Tonen no
Analysis performed according ND / Ananus nposenes no HJL: JI1-005923-191119 (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)

Page2 of 5/Ctp. 2 m3 5

i? J Test / Ilokazarennb Result / PesynbTrar Specification / Hopma
b)By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Metonom CootserctByeT TpeboBanmsaM | solution should have absorption
V®-cnektpodpoTo maximum at 3974#5nm / Y-
METpPHH CMEKTP NOTJIOLIEHHS] HCOIBITYEMOTO

pacTBOpa NOJDKEH HMETh MAKCUMYM
norjouteHus npu 397+5 UM

3. | Weight of package 101 g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBUY C
COAEPIKUMOro YNaKOBKH TpeboBaHUIMU

I'® PO. (He menee 100,0 r)
4. | pH 3.33 From2.5t04.5/012,5 n04,5

5. | Viscosity / BazkocTb

1053 centipoise /
1053 canTunyas

From 400 to 1200 centipoise /
Ot 400 go 1200 cantunyas

6. | Related impurities / PoacTBeHHble NpHMeCH

Jiobas apyras npUMech

i. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / He obHapyxeHa | He Gonee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / | Not more than 0.50 % /
[Mpumecs D Huxe npenena obuapyxeHua | He 6osee 0,50 %
(T1I0 = 0.02 %)
iii. | Any other impurity / 0.05 % Not more than 0.50 % /

He 6onee 0,50 %

Conclusion: APPROVED /
Zaxiawuenne: OJOBPEHO
Approved by: Manager/Executive /
Ono6peno: Menekep / PykoBonutensb
Manoj Kumar i

Mmdette

Remarks: The Product conforms to ND/
Mpumedanne: [Ipoaykr cootBercTByer TpedosaHuam HJI

Prepared by / Checked by /
IMoarorosneHo: Pardeep IMposepeno: Himesh Kumar

Kumar —l] —=
-, 3
L—EL( e N
L=

Reprint Date /
Jara: 20.10.2022

Reprint Date /

Reprint Date /
Jara: 20.10.2022

Jara: 20.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CEPTH®HKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product . Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

IIpoaykT Haii3" AkTuBreab (HUMECYNH) reflb Uis HapysKHOro npumerenus, 1 %, 100 r

Batch No / 1 V220827 Batch Quantity / : 9485 units /
Cepus Ne O0bem napruu 9485 eanHniy
Analytical Report No / : 890001621871 Date of Analysis / : 20.10.2022
AHAaAUTHYECKHH oTUeT No Jdara ananusza

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
Jiara apou3BoACTBA Tomen 30

Analysis performed according ND / Auanus nposeaen mo HJI: JI[1-005923-1911 19 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020. amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page3 of 5/Ctp.3m3 S

i.:) 4 Test / IlokazaTtennb Result / PesyabTar Specification / Hopma
iv. | Total impurities / 0.12% Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
7. | Microbial purity / MukpoGuoorundeckas Yucrora *

i. | Total Aerobic Microbial
Count / O61iee 4ucno
a3pOoOHBIX MUKPO-
OpraHM3mMoB

rpuboB

iii.

iv. | Staphylococcus aureus

ii. | Total Combined Yeast and
mould count / O01ee uncno
JIPOOKEBBIX M MIIECHEBBIX

Pseudomonas aeruginosa

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

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

Absentin1 g/
OtcyrcTByerB 1 T

Absentinl g/
OrcyrctByeT B 1 T

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

Not more than
He 6onee 100 KOE/r

100 CFU/g  /

Should absentin 1 g/
OrcyrctBue B 1 r

Should absent in 1 g/
OrcyterBue B I T

Remarks: The Product conforms to ND/
Ipumeuanne: [Iponykr coorercTBYeT Tpedoanuam HJ

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
[Moarorosneno: Pardeep

Checked by /
Mposepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoauterns

Manoj Kumar )

Kumar Q\]‘
Reprint Date /

Jata: 20.10.2022

Reprint Nate /
Jara: 20.10.2022

Reprint Date /
Jara: 20.10.2022

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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CERTIFICATE OF 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

CEPTHOHUKAT AHAJIM3A BT TETTE. £
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g ]
HpoaykT Haifz" AxTuBrens (HUMECysInMa) reb JUTs HapY:KHOTO npumeHenus, 1 %, 100 r
Batch No / 1 V220827 Batch Quantity / : 9485 units /
Cepns Ne O0bem napTun 9485 enuHun |
Analytical Report No / : 890001621871 Date of Analysis / : 20.10.2022
Aganurnyeckuii oryer Ne JlaTa ananu3a
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
JlaTta npon3BoaCTBA Togen o0

Analysis performed according ND / Ananus nposesen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / n3m. Ne 2 or 02.02.2022)

Page4 of 5/Ctp. 4u3 5

8 Assay / KolnuecTBeHHOE OIpeieieHne

i. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
Jumernncynbdokeun

10.09 mg / 10.09 mr
(100.9 %)

101.0 %

9.0 mg to 11.0 mg of C1aH12N20sS
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr C13H2N20sS
(anmecynun) (ot 90,0 % no

110,0 % oT HOMHHAJIBHOIO
conepxanus) B 1 rrens

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

Ot 90 % 10 110 % C,HeOS
(amMertuncynsdokeua) oT
HOMMHAJILHOTO COJIEP>KaHHs

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBercTByeT Tpeboranusim HJI

Conclusion: APPROVED /
3axnmouenune: OJOBPEHO

Prepared by /
Ioaroroenexo: Pardeep

Checked by /
[poeepeHo: Himesh Kumar

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

Manoj Kumar
}_1_1 ; i f-tié

Kumar
Bﬂﬁ o
Reprint Date /

Jara: 20.10.2022

Reprint Date /
Hara: 20.10.2022

Reprint Date /
Hara: 20.10.2022

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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CERTIFICATE O ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 5600102

CEPTUO®UKAT AHAJIM3A el a0
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 ¢
[poaykTr Haii3" AkTusresbs (HuMecyaua) refib Ans HapyxHoro nprmenenus, 1 %, 100 r
Batch No / : V220827 Batch Quantity / : 9485 units /
Cepus Ne __ |O6bem napTun 9485 enHunl |
Analytical Report No / : 890001621871 Date of Analysis / : 20.10.2022
Anasurndecknii oryet Ne Hara anaau3za
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
JlaTa npou3BoJACTBA I'onen o
Analysis performed according ND / Anannz nposeaen no 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 / n3m. Ne 2 ot 02.02.2022)

PageSof 5/ Crp. 5135

10 | Packaging / YnakoBka Package / Ynakoska - 100 g in | package / Ynakosxka - 20 g, 50 g or
a Igrmnateq aluminum .tube 100 g in a laminated aluminum tube
equipped with tamper-evident | equipped ~with  tamper-evident
membrane. Each tube and a | membrane. Each tube and a patient
patient information leaflet in a | jnformation leaflet in a carton. /
carton. / [To 100 r B TyOy u3
NAMUHUPOBAHHOTO ITo 20 r, 50 r unu 100 r B TYOY U3
ATIOMUHM, cHabkeHHyto | J1AMHHHPOBAHHOTO ATIOMHUHHA,
MeMGpaHoii 118 KOHTpons cHabXeHHYI0O  MemOpaHoi  ans
NepBOro BekpbiTHs. Kakayro | KOHTPOA — MEPBOro  BCKPBITHS.
Ty6y BMecTe ¢ HHCTpyKumeii | NaXKAyIO va6y LS
10 NPUMEHEHHMIO nomewaror B | UHCTPYKUMEN  TI0 - NMPUMEHEHHIO
Nayky KapToHHYIO. MOMELIAIOT B MaYKy KapTOHHYIO.

11 | Labeling / MapxupoBka According to ND / B cootrserctBuun ¢ H/J,

12 | Storage / Xpanenne Store below 25 °C. Do not freeze. / [Ipu TemnepaTtype He BbllIE
25 °C. He 3amopaxuBaTh.

13 | Shelflife / Cpox roanoctn | 2 years /2 roga

*The parameter may not be included in the manufacturer's Certificate of Analysis. The manufacturer
guarantees the quality of the product for these parameters.
*[IokazaTeqlb MOXKeT OTCYTCTBOBATHL B cepTHQHKaTe aHajn3a npoussogurensn. Ilpomssogurenn
rapaHTHpPYeT Ka4yecTBO NMpenapaTa o 3THM NoKazaTeJsiM.

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipoaykt coorBercTBYET TpeboBaHuam HJI

Conclusion: APPROVED /
3axarouenune: OJTOBPEHO

Prepared by /
Iloarororneno: Pardeep

K .
umar C-;L,

Checked by /
Jlposepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoautens
Manoj Kumar

Reprint Date /
Jara: 20.10.2022

Reprint Date /
Hara: 20.10.2022

Reprint Nate. /
Jara: 20.10.2022

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



