Dr.Reddy’s “:"

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

CEPTH®UKAT AHAJIM3A
Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr Haiiz" AktuBrent (HUMeCysina) rejib Ul HApY»)KHOro npuMeHerus, 1 %, 50 r
Batch No / : V230199 Batch Quantity / : 20000 units /
Cepus Ne O6bem mapTum 20000 epuHNL
Analytical Report No / : 890001651134 Date of Analysis / 18.03.2023
Anaautayeckuii oTyer No Jara ananusa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JaTa npou3Boacrsa I'ogen oo

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

Pagel of 5/Ctp. 1u35

No/ . .

N Test / [lokazarenn Result / PesyabsTat Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpoaHbIi
OmHOPOAHBIA NPO3paUHBbIA refib | MPO3payHbli refb oT 6ECLBETHOTO
61eNHO-KENTOro 1{BeTa C o0 OneqHO-KeNnToro LiBeTa C
XapaKTepHBIM 3aMaXoM XapaKTepHbIM 3aMaxoM

2. Identification / IlogauuHOCTH

a) By HPLC / Metomom Complies as  prescribed /| The retention time of the main

CooTBeTCTBYET TpeOOBaHUAM

BOXX 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
YREPXKUBaHUA OCHOBHOTO MHUKA Ha
XpoMaTorpaMMe  HCIIBITYeMOIo
pacTBopa JOJIKHO
COOTBETCTBOBATH BpPEeMEHU
YIEPIKUBAHHUS OCHOBHOI'O IIUKA Ha
XpoMaTorpaMmme pacTBopa
CTaHJapTHOro obpazua
HUMeECYJIHAA (paznmen
«KonnuecTBeHHOE
onpeeieHUue»)

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menesxep / PykoBogurens

Abhishek Chauhan \

Remarks : The Product conforms to ND/

IIpumeuyanue: Ilpogykrt cooTseTcTByeT TpeboBarmam HJI
Prepared by / Checked by /
INoarotornexo: Anakaj [TporepeHo: Ramakant

Verma
& ) h"d(
Reprint Date /

Reprint Date / Reprint Date /
Jata: 18.03.2023 Hara: 18.03.2023 Jara: 18.03.2023

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: LE5195AP1984PLCOU4S0/
www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd.
? ® . .
Formulation Unit-6
Dr. Reddy S ‘. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OIF ANALYSIS www.drreddys.com
CEPTHUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haiiz" Akrusrens (HUMeCynna) reib As HapYKHOTO NpUMeHeHus, 1 %, 50 r

Batch No / : V230199 Batch Quantity / : 20000 units /
Cepusa Ne O6bem napTuu 20000 enmHML
Analytical Report No / : 890001651134 Date of Analysis / : 18.03.2023
AHanuTHYecKnid oTyeT Ne Jlara anaau3za

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jata npousBoacTBa Toxen no

Analysis performed according ND / Ananus nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page2 of 5/Ctp. 2 u3 5

JI:{I‘? / Test / Iloka3zaresin Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as  prescribed /| UV absorption spectrum of the
photometry / Metoznom CootsercTByeT TpEbOBAHNAM test solution should have
Y®-coekrpodoto absorption maximum at 397+5 nm
METPUH / Yd-cnekTp  MNOTJOLUCHHSA
HCTILITYEMOTO PacTBOpa JOJIKEH
HMeTb MAaKCUMYM TIOTJIOIIEHHS
ripu 39745 um
3. | Weight of package S51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBercTBUM C
CO/IepPKUMOr0 YHAKOBKH TpeboBaHUSIMU
I'd PD. (He menee 50,0 1)
4. pH 3.29 From2.5t04.5/012,5 04,5
5. | Viscosity / BazkocTb 1023 centipoise / From 400 to 1200 centipoise /
1023 cantunyas Ot 400 o 1200 cantunyas
6. | Related impurities / PoagcTBeHHbIe IpUMecH
i. | Impurity C/ Not detected / He 0GHapyxeHa Not more than 0.50 % /
IMpumecs C He 6ornee 0,50 %
ii. | Impurity D/ Befow LOD (LOD = 0.02 %) / H Not more than 0.50 % /
clow )=0.02 % KE 0
Ipumece D npenaena o6uapyxenus (ITO = 0.02 %) He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykr coorBercTByeT TpeboBanusiM HJL Saxawgenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Anakaj IporepeHo: Ramakant Onob6peno: Menekep / Pykosoaurennb
Verma , @- Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /
Jata: 18.03.2023 Hara: 18.03.2023 Jlara: 18.03.2023

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: L85195AR1984PLCO0O1507
www.drreddys.com



Dr.Reddy’s ":'.

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 AHAJIM3A
[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HpoaykT Haitz" Axktusrenb (HUMeCYJINMA) renb s HAPYKHOTro npuMeHeHus, 1 %, 50 r
Batch No / : V230199 Batch Quantity / : 20000 units /
Cepus Ne O6beM napTun 20000 eqrHuL
Analytical Report No / : 890001651134 Date of Analysis / 18.03.2023
AHaJIHTHYECKUH oTueT Ne JaTa anaauza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npon3BoAcTBA I'open no
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 / n3m. Ne 2 ot 02.02.2022)

Page3 of 5/Crp.3u3 5

No /

Ne Test / [lokazaTean Result / PesyabTar Specification / Hopma
iil. | Any other impurity / Not more than 0.50 % /
JlrobGas apyras npumechb 0.04% He 6onee 0,50 %
iv. | Total impurities / 0.1 % Not more than 1.50 % /

Cymma npumMecei

He 6onee 1,50 %

7. | Microbial purity / Mukpo0uoaornyeckas 44cToTa

iii.

iv.

i. | Total Aerobic Microbial
Count / O01ee yucio
a3pOOHBIX MUKPO-
OpraHUu3MOB

ii. | Total Combined Yeast and
mould count / Obee yucno
JIPOMOKEBBIX M ITIECHEBBIX
rpuboB

Pseudomonas aeruginosa

NA

NA

NA

Staphylococcus aureus NA

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

Not more than 100 CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OrcyrcTBHE B 1 T

Should absent in 1 g/
OtcyrctBUe B 1 1

Remarks : The Product conforms to ND/
IIpumeuanue: | lpoaykT cooTBeTcTBYET TpeboBaHuaM HJL

Conclusion : APPROVED /
3aknawuenune: OJOBPEHO

Prepared by / Checked by /
[MonrorosneHo: Anakaj ITpoBepeno: Ramakant

Approved by: Manager/Executive /
Ono6peno: Meite
Abhishek Chauhan

\!

\

Verma & (;LLW
W
Reprint Date /

Reprint Date /
Jlara: 18.03.2023 Jata: 18.03.2023

Reprint Date /
Jara: 18.03.2023

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
CIM- | R5195AP1ARAPI CNNAGNT

www.drreddys.com

cep / PykoBonurens




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDJ|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIU3A
Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT - : Haiiz" Axtusrens (HUMecynun) resib AJisl HAPYKHOrO npuMeHenus, 1 %, S0 r
Batch No / : V230199 Batch Quantity / : 20000 units /
Cepus Ne Oobbem napruu 20000 eauHuL
Analytical Report No / : 890001651134 Date of Analysis / 18.03.2023
" |AHaJIMTHYeCKHIT oTueT Ne JlaTa anaianza _
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jara npou3BoaAcTBA Togen go

Analysis performed according ND / Ananans npoBeaen nmo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page4 of S/ Crp. 4 u3 5

Assay / KonmnuecTtBenHoe onpenenenue

Nimesulide /
Humecynup

Dimethyl sulfoxide /
Humernncynsdoxcun

il.

9.97 mg/ 9.97mr
(99.7 %)

99.6 %

9.0 mg to 11.0 mg of C13H12N-OsS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

O19,0 mr o 11,0 mr Ci13HiaN20sS
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHAJIBHOT'O
conepkaHus) B 1 T rens

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

Ot 90 % o 110 % C,;HsOS
(numeruncynsdokcun) oT
HOMMHAJILHOT'O COEpKAHUS

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpnmeuanne. Llpugyrs coviservisyet 1pebusanmim H) Jariawuaenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Anakaj ITporepeno: Ramakant Ono6peHo: Menemykep / Pykosoaurens
Verma W Abhishek Chauhan |

ot A
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.03.2023 JHara: 18.03.2023 Jara: 18.03.2023

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



Dr.Reddy’s Q:.

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

CEPTH®HUKAT AHAJIU3A
Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ]
IIpoaykT Haiiz" Axtusrens (HUMeCYnHa) renb A HapyxHoro npuMenenus, 1 %, 50 ¢
Batch No / 1 V230199 Batch Quantity / : 20000 units /
Cepus Ne ObdBem napTun 20000 eavHMILL
Analytical Report No / : 890001651134 Date of Analysis / 18.03.2023
AHanuTuYeckHH oTueT No JaTta ananu3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jlara npou3BoACTBA Tomen no

Analysis performed according ND / Ananu3 nposeaen no H/I: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 or 19.03.2020, amend Ne 2 from 02.02.2022 / usm. Ne 2 ot 02.02.2022)

PageSof 5/ Crp. 5u3 5

10 | Packaging / YnakoBka

Package / Ynakoeka - 50 gina
laminated aluminum tube
equipped with tamper-evident
mémbrane. Each tube and a
patient information leaflet in a
carton. / Ilo 50 r B TyOy u3

JIAMHHHPOBAHHOTO
ATIOMHUHHS, CHabXKeHHYIO
MeMOpaHOW 111 KOHTpOJA

nepeoro BCKpeITHS. Kaxnayio
TyOy BMecTe ¢ HHCTPYKLHMEH
IO TIPUMEHEHHIO IOMELLAOT B
MayKy KapTOHHYIO.

11 |Labeling / Mapknpopka

Package / Ynakoeka - 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
JIAMWUHHAPOBAHHOTO aJIFOMMHHS,
cHabKeHHYI0  MeMOpaHOH s
KOHTpPOJISl ~ MEpBOTO  BCKPBITHSL.
Kaxnyro TyOYy BMECTE c
WHCTPYKILIMEH MO  [PUMEHEHHIO
MOMELIAIOT B [IaUYKy KAPTOHHYIO.

i According to ND / B COOTBETCTBHM C HI

12 | Storage / Xpanenue

25 °C. He 3amopaxuBarthb.

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

13 | Shelf life / Cpox rognoctn

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.

*IlokazaTesb MOXKET OTCYTCTBOBATH B cepTHUKATE aHAIN3a npousBoauTes. llpousBogurens
rapaHTHPYET Ka4eCTBO NPenapara mo ITHM MOKA3aTe/IfAM.

Remarks : The Product conforms to ND/
Hpnmeyanne: Hposyst couvisercisyer tpebusannsm HJL

Conclusion : APPROVED /
Jaxswuenne: OJOBPEHO

Prepared by /
IToarotorneno: Anakaj

Verma ﬁ/

Checked by /
IIposepeno: Ramakant

o

Approved by: Manager/Executive /
OnobpeHo: Mene
Abhishek Chauhan \

cep / PykoBonurens

Reprint Date /
Jara: 18.03.2023

Reprint Date /
Jara: 18.03.2023

Reprint Date /
Hara: 18.03.2023

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



