, q...l 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 OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJTH3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
[Mpogykr Haitz" AxTvBrenb (HUMECY/iH) renb Ui HApYKHOTO NPHMEHEHNS, 1%.,50r
Batch No / 1 V230126 Batch Quantity / + 20000 units /
Cepus Ne O06bem napTuu 20000 enuHnL
Analytical Report No / : 040001765227 Date of Analysis / : 24.02.2023
Anagurayeckuii oTueT Ne Hara ananusa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
Jara npou3BojcTBa I'open o
Analysis performed according ND / Anasu3s nposenen no HJL: JII1-005923-191119 (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)
Page 1 of 5/Crp. 1 m35
i:’ / Test / IlokazaTenn Result / PezyabTaT Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoaHbI#i
OJHOPO/IHBIH MPO3PAUHBIHA Te/lb | MPO3PAYHbIH refb OT OECLBETHOTO
61 IHO-XKENTOro LBETA C 1o 61enHo-KeNToro UBETa C
HQPQICTOPIILIM JAIaX0M XAPAKTEPHRIM 2ATIAXNM
Z Identification / Ilon1uaHOCTD
a) By HPLC / Metonom Complies as  prescribed /| The retention time of the main
BOXX CooTBeTCTBYET TPEOOBAHHAM 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) / Bpems
yIep>KHUBaHHUs OCHOBHOTO NMUKA Ha
XpOMaTorpaMme  HCIBITYeMOro
pacTBopa JIOJKHO
COOTBETCTBOBATH BpPEMEHHU
yIep>XHBaHHUs OCHOBHOTO NKMKa Ha
XpOMaTOTrpaMmMe pacTBopa
CTaHIapTHOrO obpaszua
HHMeECYTuaa (paznmen
«KonnyecTBeHHOE
onpeaeNieHUue»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ipoaykt coorBeTeTsyer Tpedosanusm HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroropneno: Shivani IpoeepeHo: Ramakant Ono6peno: Menemkep / Pykosoauresb
Devi - Amit Kumar
H oyt P
Reprint Date / Reprint Date / Reprint Date /
Iara: 24.02.2023 Hara: 24.02.2023 Jata: 24.02.2023

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



Qe Dr. Reddy's Laboratories Ltd.
Dr. Red dy’s ".. Formulation Unit-6
. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr : Haii3" AKTHBrenb (HUMECYAH) refb AUs HapyKHOro npumeHenns, 1 %, 50 r
Batch No / : V230126 Batch Quantity / : 20000 units /
Cepus Ne Ob6bem napTuy 20000 enuHiL
Analytical Report No / : 040001765227 Date of Analysis / 1 24.02.2023
AHanuTHYecKHi oT4yeT Ne Jara ananuza
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa npon3BoacTBA I'ogen oo
Analysis performed according ND / Ananus nposexen mo HJI: JIIT-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / n3m. Ne 2 ot 02.02.2022)
Page2 of 5/ Crp.2m3 5
Jli? / Test / Ilokazarenn Result / Pe3yabTar Specification / Hopma
b) By UV spectro- Complies as  prescribed /| UV absorption spectrum of the
photometry / Metonom CooTBeTCTBYET TPEOOBAHHMAM test  solution should have
Y ®-cnexTpodoTo absorption maximum at 39745 nm
METpUH /[ VYd-cnekTp  MNOMIOWIEHUS
UCIIBITYEMOrO PacTBOpa JIOJDKEH
UMETh MAaKCUMYM IIOTJIOLEHHs
npu 397+5 Hm
3. | Weight of package 51g/5Slr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUH C
COAEPKHMOTO YIIAKOBKH TpeOOBaHUAMU
['® P®D. (He menee 50,0 r)
4. | pH 3.32 From 2.5t04.5/0t1 2,5 no 4,5
5. | Viscosity / BaskocTb 1023 centipoise / From 400 to 1200 centipoise /
1023 canTtunyas Ot 400 no 1200 canTuyas
6. | Related impurities / PoncTBeHHBIE IPHMECH
i. | Impurity C/ Below LOD (LOD = 0.02 %) / Huxe Not more than 0.50 % /
Ipumecs C npenena o6Hapyxenus (IO = 0.02 %) He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / H Not more than 0.50 % /
elow =0.02% mxe o
[pumeck D npenena oGHapyxenus (110 = 0.02 %) He Gonee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykTt cooTBeTCTBYET Tpedopanuam HJI 3akawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroneno: Shivani IIpoeepeno: Ramakant Onobpeno: Menemkep / PykoBoauTeb
Devi /&T‘ %\W&\,} Amit Kumar (\—:\}
Reprint Date / Reprint Date / Reprint Date /
Hata: 24.02.2023 Jata: 24.02.2023 Hara: 24.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



D dd , ...0 Dr. Reddy's Laboratories Ltd.,
I, Formulation Unit-6
:Re YS Qe Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS o oo forC 0

CEPTUDPUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haii3" AkruBrens (HUMeCYJIUA) refib U1 HAPYXKHOrO npumeHenus, 1 %, 50 T
Batch No / : V230126 Batch Quantity / : 20000 units /
Cepus Ne O6beM mapTuu 20000 eanHuL
Analytical Report No / : 040001765227 Date of Analysis / : 24.02.2023
AnajMTH4eCKHii oTyeT Ne JlaTa ananusa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa mMpoH3BOACTBA T'ogen no
Analysis performed according ND / Ananus 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)

Page3 of 5/Crp. 335

il? / Test / IlokazaTeanb Result / PesyasTat Specification / Hopma

iii. | Any other impurity / Not more than 0.50 % /
Jliobas npyras npumech 0.09% He 6onee 0,50 %

iv. | Total impurities / 0.2 % Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %

7. | Microbial purity / Mukpo6Hosoru4yeckas 4HCTOTa

i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Obwiee uucio Menee 10 KOE/r He 6onee 1000 KOE/r
a’pO6HBIX MUKPO-
OpraHU3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Ob1ee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX W MIIECHEBBIX
rpuboB
ifl. | Pseudomonas aeruginosa Absent / Should absentin 1 g/
OtcyrcTBYET OtcyrctBueB 1 T
iv. | Staphylococcus aureus Absent / Should absentin 1 g/
OtcyTcTBYET OtcytrecrBue B 1 1
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: IIponykt coorsercTBYeT TpeboBanuam HJI 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Shivani [Ipoeepeno: Ramakant Ono6peno: Menemxep / Pykosoautens
Devi - Amit Kumar .
Al ot o=
Reprint Date / Reprint Date / Reprint Date /
Jata: 24.02.2023 Jara: 24.02.2023 Hata: 24.02.2023

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



@o Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ‘... Formulation Unit-6
- Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS .y drreddys.com

CEPTUDPUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hponykr : Haiiz" Axrusrens (HUMecynua) refb Aslsl HAPY’KHOro npumenenus, 1 %, 50 r
Batch No / : V230126 Batch Quantity / : 20000 units /
Cepna Ne O0BbeM HapTHH 20000 epunuL
Analytical Report No / : 040001765227 Date of Analysis / : 24.02.2023
Anannruyeckni oTuer Ne Harta ananusa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JaTta npousBoacTBa I'onen oo
Analysis performed according ND / Ananus nposenen mo HJL: 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 / u3m. Ne 2 o1 02.02.2022)

Page4 of 5/Ctp. 4u3 5

8 | Assay/KoanyecTteennoe onpeaejieHne

i. | Nimesulide / 9.99 mg / 9.99mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (99.9 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr no 11,0 mr Ci3H12N20sS
(numecynun) (ot 90,0 % no

110,0 % OT HOMHHAJILHOTO
cojepkaHus) B 1 T rens

ii. | Dimethyl sulfoxide / 102.1 % 90% to 110% of C,HsOS (dimethyl
Jumeruncynbdoxcun sulfoxide) of label claim /

Ot 90 % no 110 % C:HesOS
(mumeTuncynbGOKCUL) oT
HOMMHAJILHOT'O COAEPKaHHUs

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Iponyxr coorBeTcTByeT TpeboanusaM HJ[ 3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorornexo: Shivani IpoeepeHo: Ramakant Ono6peno: Menemkep / PykoBoaurens
Devi 57/ ; B Amit Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.02.2023 Jara: 24.02.2023 Jata: 24.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



@e Dr. Reddy's Laboratories Ltd.
Dl’. Red dy’s ‘... 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

CEPTHOUKAT AHAJIN3A

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

Hpoaykr : Haiis" Axrusrens (HuMecynna) resib Asist HApY)KHOrO MPUMEHCHHS, 1%,50r

Batch No / 1 V230126 Batch Quantity / : 20000 units /
Cepua Ne O6bem naprun 20000 ennHuny
Analytical Report No / : 040001765227 Date of Analysis / : 24.02.2023
AHaJuTHYecKHH oTueT Ne JfaTa aHanu3a

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JaTta npousBogcrea I'open 1o

Analysis performed according ND / Anaan3 nposenen no HJL: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page 5of S/ Crp. S5u3 5

10 | Packaging / Ynakopka Package / Ynakoska - 50 gina Package / YnakoBka - 20 g, 50 g or
lamnated ' 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. / ITo 50 r B TyOy u3

JIAMUHUPOBAHHOTO
ATIOMHUHUA, CHa0XEHHYIO
MeMOpaHO 1711 KOHTPOJIs

[To 20 r, 50 r unu 100 r B TYOY U3
NaMUHUPOBAHHOTO alOMHHHA,
cHabkeHHYtO  MeMOpaHOHW  JUid

nepBoro BekpbiThs. Kaxyto | KOHTPONA  TEPBOrO  BCKDLITAS.
Ty6y BMECTE C HMHCTPYKLMEH Kaxcnyro “Ty6y BMeCTC €
N0 NpUMeHeH o noMelnatoT p | HHCTPYKLMEH  TI0  NPHMCHEHUIO
NavuKy KAPTOHHYIO. [IOMELIAIOT B MAaUKy KAPTOHHYIO.

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

12 |Storage / XpaneHnue Store below 25 °C. Do not freeze./ [Ipu TemnepaType He BblLIe
25 °C. He 3amopa>kuBaTh.

13 | Shelf life / Cpok roagnocru | 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.

*[loKa3aTesIb MOJKET OTCYTCTBOBATH B cepTHQMKATe aHAIN32 npousBoauTes. [Iponssoanrens
rapanTHpPyeT KA4eCTBO NPENAPATA [0 3THM IOKAIATEIAM,

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanue: IIpoxykr cooteTcTBYeT Tpebosanusm HJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Shivani [Tposepeno: Ramakant Ono6peno: Menemxep / PykoBoaurtens
Devi f Amit Kumar

/5 4 W A’/
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.02.2023 Jlata: 24.02.2023 JHara: 24.02.2023

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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