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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

CEPTHOHKAT AHAJII3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ]
Hpogyrr Haiiz" AkTUBrens (HUMecys1i) reib AN HApYIKHOTO NPUMEHCHKA, 1%.50r
Batch No / : V230200 Batch Quantity / + 19035 units /
Cepusn Ne O0beM napTHu 19035 eqnHuu
Analytical Report No / : 040001791537 Date of Analysis / : 20.03.2023
AHanuTHYeCKnit oTueT No JlaTa anaausa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JaTa npousBoacTBa T'ogen mo

19.03.2020 / usm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2

Analysis performed according ND / Ananus nposenen mo HJI: JIIT-005923-1911 19 (amend Ne 1 from

022 / w3am. Ne 2 o1 02.02.2022)

Page4 of S/ Crp. 4135

8 Assay / KoruyecTBeHHOE onpeJeieHHe

i. | Nimesulide / 9.99 mg/ 9.99mr
Humecynni (99.9 %)

ii. | Dimethyl sulfoxide / 100.1 %
JumeTuncynbhorcun

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 mo 11,0 mr C13HpN2OsS
(numecynun) (ot 90,0 % mo

110,0 % OT HOMHUH&IBHOI'O
comepkanus) B 1 r rens

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

Ot 90 % no 110 % C:HeOS
(mumeTHncynsGOKCHa) OT
HOMMHAJILHOTO COJEPKAaHHUA

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoayKT coOTBeTCTBYET TpedoBanusam HJT 3axmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Naresh IMposepeno: Pardeep Kumar Onobpeno: Menekep / Pykopoaurens
Kumar ‘ Manoj Kumar »

G : SR )

o

Reprint Date / Reprint Date / Reprint Date /
Jata: 20.03.2023 Jara: 20.03.2023 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: LES1YSAP LYS4PLLU04A50 /
www.drreddys.com



’ Formulation Unit-6
Dr' Reddy S ‘- Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA
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Sa Dr. Reddy's Laboratories Ltd.
®
@

CEPTU®PUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr : Haiiz" AkTHBresb (HUMECYNHT) reftb Ajis HapYXKHOrO npumenenns, 1 %, 50 r
Batch No / 1 V230200 Batch Quantity / : 19035 units /
Cepus Ne O6bem napruu 19035 eanHul
Analytical Report No / : 040001791537 Date of Analysis / : 20.03.2023
AHanuTHYecKHH oTyeT Ne JlaTa aHaau3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jdara npoussoacTea I'open no
Analysis performed according ND / Auanns nposenen no 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 / nam. Ne 2 ot 02.02.2022)

Pagel of 5/Crp. 1u3 5

ﬁ: / Test / Ilokazarens Result / PesyabTat Specification / Hopma |
1. Description / Onncanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOAHbII
OIHOPOHBIM MPO3pavHbIi reNb | MpO3pauHbli relb oT 6eCIBETHOrO
OJIeIHO-KENTOro L[BETA C no 6regHo-KenToro LBeTa ¢
XapaKTepHbIM 3a[axom XapaKTepHBIM 3a11axoM
2. Identification / IloxanaHOCTH
a) By HPLC / Mertonom Complies as  prescribed /| The retention time of the main
B2XX CooteTcTBYET TpeOOBAHUAM 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
yaep KHBaHUs OCHOBHOTO MHKa Ha
XpoMarorpamMme  HCIBITYEMOIO
pacTBopa JOJIKHO
COOTBETCTBOBAThH BpPEMEHH
yJep>KMBaHUsl OCHOBHOIO NMKa Ha
XpomarorpaMme pacTBopa
CTaHJapTHOTO oOpazua
HHUMECYIHAA (pazmen
«KonuyecTBeHHOE
onpeeneHue»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanuam HJI 3axmoyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Naresh ITporepeno: Pardeep Kumar Ono6peno: Menemxkep / PykoBonurens
Kumar @ : Manoj Kumar @/@
C:j——« (LLL
-~ - =
Reprint Date / Reprint Date / Reprint Date /
MHara: 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 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJI3A

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

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

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

IlpoaykT Haiiz" AkTHBresnb (HUMECYNH) relb AJist HapysKHOTO npumenerus, 1 %o, 50 ¢

Batch No / V230200 Batch Quantity / : 19035 units /
Cepus Ne O6bem napTuu 19035 eauniin
Analytical Report No / : 040001791537 Date of Analysis / 20.03.2023
AHaJuTH4eCKH i oTyeT Ne Hara ananu3za

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JaTa mpousBoJAcTBa I'omen no

Analysis performed according ND / Ananus nposenen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page2 of 5/Crp. 2135

No/

o Test / Iloka3aTens Result / PesyabTar Specification / Hopma
b) By UV spectro- Complies as  prescribed /| UV absorption spectrum of the
photometry / Meroznom CooTBeTCTBYET TPEOOBAHHUAM test  solution should have
Y®-cnektpodoTto absorption maximum at 397+5 nm
METPUH / Y®-cnekTtp  TOrJIOIIEHHS
UCIIBITYEMOro PacTBOPa JOJIKEH
UMETH MaKCHUMYM T1OTJIOUIEHHA
nipu 3975 um
3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUM C
COMEPKUMOro YNIAKOBKH TpeOOoBaHUIMHU
I'd PD. (He meuee 50,0 1)
4. pH 3.24 From2.5t04.5/012,5 04,5
5. | Viscosity / BaskocTb 991.9 centipoise / From 400 to 1200 centipoise /
991.9 cantunyas Ot 400 no 1200 cantuityas
6. | Related impurities / PoxcTBeHnbIe MpHMeECH
i. | Impurity C/ Not detected / He 0OHapyxeHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
3 : Below LOD (LOD = 0.02 %) /
ii. | Impurity D/ Hivke penena oGuapyxerus (110 | Not more than 0.50 % /
[Mpumece D =0.02 %) He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoayKT COOTBETCTBYET TPEOOBAHUIM HAO

Conclusion : APPROVED /
Saxaouenne: OJOBPEHO

Prepared by /
Honarorosneno: Naresh
Kumar

i

-

Checked by /
IMpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menerxep / PykosoauTenb
Manoj Kumar

i

Reprint Date /
Jara: 20.03.2023

Reprint Date /
Hara: 20.03.2023

Reprint Date /
Hata: 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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpogyKT Haiiz® AkTHBress (HUMecynua) refib [Uisi HapyKHOro rpuMerenns, 1 %, 50 T
Batch No / 1 V230200 Batch Quantity / : 19035 units /
Cepns Ne O6bemM napTum 19035 enuHuy
Analytical Report No / : 040001791537 Date of Analysis / 20.03.2023
AHanuTH4ecKuil oTuer Ne JlaTa aHaaHd3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jlara npon3BojAcTBa T'oaen no

Analysis performed according ND / Ananus nposesen 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)

Page3 of 5/Ctp.3m35

;? / Test / Iloxazarens Result / PesynabTar Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
Jlrobas npyras npHuMech He 6onee 0,50 %
0.03%
iv. | Total impurities / 0.1 % Not more than 1.50 % /
Cymma npumMeceit He 6onee 1,50 %
7. | Microbial purity / MuKpoOHOIOrHYeCKAast YHCTOTA

Total Aerobic Microbial
Count / O6uiee yncio
a3pOGHBIX MUKPO-
OpraHu3MoB

Total Combined Yeast and
mould count / O61uiee yucno
JPOXOKEBBIX U TIIECHEBbIX
rpuboB

il.
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absent /
OTtcyTcTBYET

Absent /
OrcyTcTBYET

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OtcytcTBUe B 1 T

Should absent in 1 g/
OrcyrcTBUE B 1 T

Remarks : The Product conforms

Hpumeuanne: [IpoaykT coorBeTcTBYeT TpeOoBanusm HJJL

to ND/

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by /
IMoaroroeneno: Naresh

Kumar
L

-

Checked by /
IMpoeepeHo: Pardeep Kumar

=L

Approved by: Manager/Executive /
Onobpero: Menemxep / Pykosoaurerns

Manoj Kumar
ksl

Reprint Date /
Jara: 20.03.2023

Reprint Date /
Hara: 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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJII3A

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

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g [
IpoaykT Haii3" AKTHBrenb (HUMECYTHI) rentb Ul HapyskHOro fipumeHenus, 1 %, 50 r

Batch No / : V230200 Batch Quantity / : 19035 units /
Cepusn Ne O6pem napTuu 19035 eanHuL
Analytical Report No / : 040001791537 Date of Analysis / 20.03.2023
AHATUTHYECKUH oTueT No Jara ananusa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025

JlaTa npoH3BOACTRA Togen no

Analysis performed according ND / Ananus nposeaen mo HJI: 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

Page5of5/Crp. 5135

10 |Packaging/ Ynakoska Package / Ynakoeka - 50 gina | package / Vnakoska - 20 g, 50 g or
laminated aluminum  tube | 100 g in a laminated aluminum tube
equipped with tamper-evident | ¢quipped  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. / ITo 50 r B Tyby Hu3
JIAMHUHMPOBAHHOTO Mo 20 r, 50 r unu 100 r B TyOy u3
ATIOMUHHA, cHabxkeHHyto | JTAMMHMPOBAHHOTO ATFOMUHWA,
MeMbpaHoil [ KOHTPOJIS cHaOXeHHYr0  MeMOpaHOH — and
Hepsoro BekpbITHA. Kaayto | KOHTPOTA TIEpBOre  BCKPBITHA.
Ty6y BMecTe ¢ MHCTpyKuue Kaxnyto uTy6y pmecte ¢
Mo MpHMeHeHHto Momewaior B | AHCTPYKUMeH 10 IPUMEHEHHIO
MauKy KapTOHHYIO. TIOMELIAIOT B MUKy KAPTOHHYIO.

11 |Labeling / MapkupoBka According to ND / B cootserctBuu ¢ HJI

12 |Storage / XpaneHune Store below 25 °C. Do not freeze./ IIpu Temneparype He BbILIE
25 °C. He 3amopaxxuBaTh.

13 | Shelflife / Cpok roanocru | 2 years /2 roxa

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*IToKkaszaTeslb MOKET OTCYTCTBOBATh B cepTHQHKATE aHAIN3A Npon3BoauTes. IIponssoauTeL
rapasTHpyeT Ka4ecTBO NPenapara 1o 3 THM NoKa3aTe/IsM.

Remarks : The Product conforms to ND/
Ipumevanue: [TPOAYKT COOTBETCTBYET TPeOOBAHUAM HI

Conclusion : APPROVED /
Zaknouenne: OJOBPEHO

Prepared by /
IToarorossneHo: Naresh

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoautens
Manoj Kumar

Kumar Q
o
Reprint Date /

[ara: 20.03.2023

Reprint Date /
Jara: 20.03.2023

Reprint Date /
Jlara: 20.03.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com



