Dr.Reddy’s ":

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUD®HUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Haiis™ Akrusrens (HUMeCYIA) renb 11 HAPY KHOTO puMeHenus, 1 %, 50 r
Batch No / : V221030 Batch Quantity / : 19078 units /
Cepus Ne Oobem mapTun 19078 enuHun
Analytical Report No / : 040001719307 Date of Analysis / 29.12.2022
AHaTUTHYECKHIT oTUyeT No Jara ananusa
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2024
Jara npoussoacTea I'onen no
Analysis performed according ND / Ananus nposexen mo HJI: JITT-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020, amend Neo 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page 1 of 5/Crp. 11435

No /

B2XX

No Test / ITokazarenn Result / Pesyabrar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOAHBIH
OnHoponHbtd Mpo3pauHbii NpO3pavHblii ek OT HECHBETHOrO
resb GJIEIHO-KENTOro UBeTa C | A0  ONEQHO-KENTOro 1BeTa ¢
XAPAKTCPILIM 3AMAX0OM XAPAKTCPHBIM 3a0aX0M

2. Identification / HognunnocTh

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

CooTBeTcTBYET TpeOOBaHUSIM

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 yaepxuBaHus
OCHOBHOT'O nuka Ha
XpoMaTtorpaMmme HCTIBITYEMOTO
pacTBOpa JOHKHO COOTBETCTBOBATh
BPEMEHH YACP>KUBaHHsS OCHOBHOIO
MHKa Ha XpoMaTorpaMMme pacTBopa
CTaHIaPTHOIO obpasua
HUMECYJIUAa (paznen

«KonuuecteenHoOe ornpenieneHues)

Remarks : The Product conforms to ND/
IIpumeuanne: TIpogykT cooTBeTCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Bk

.,

Checked by /
IlpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykoBoauTens

Amit Kumar .
S

Reprint Date /
JlaTa: 29.12.2022

Reprint Date /
Jara: 29.12.2022

Reprint Date /
Hata: 29.12.2022

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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Dr.Reddy’s ":’.

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoayxt : Haiis® Axtuerens (HUMecysua) reib Il HApY/KHOTO NpHMeHenns, 1 %,50r

Batch No / : V221030 Batch Quantity / : 19078 units /
Cepus Ne Oobem napTun 19078 enuHML
Analytical Report No / : 040001719307 Date of Analysis / : 29.12.2022
AnanuTuyeckuii oTyer Ne Jara ananausza

Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2024
JlaTa npou3BoJcTBa I'ogen 10

Analysis performed according ND / Ananus nposexen mo 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 / u3m. Ne 2 ot 02.02.2022)
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No/
Ne

Test / IloxazaTennb Result / PesyabTaTt

Specification / Hopma

b) By UV spectro-

Y®-cnekrpodoTo
MeTpHUH

Complies as  prescribed

photometry / Meronom CooTBeTCTBYET TpeOOBaHUIM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-
CIIEKTpP NOMJIOMEHHS UCTIBITYEMOrO
pacTBOpa I0/DKEH HIMETh MAKCUMYM
norowenus 1npa 39745 aM

3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHH C
COXEPIKMMOro YNAKOBKH TpeOOoBaHUAMHU

I'® P®D. (He menee 50,0 1)
4, pH 3.34 From 2.5to 4.5/0t12,5 no 4,5
5. | Viscosity / BaskocTb 1016 centipoise / From 400 to 1200 centipoise /

1016 canTunyas

Ot 400 go 1200 cantumyas

6. | Related impurities /

PoacTBeHHbIe NPpHMECH

1. Impurity C/ l ] Not more than 0.50 % /
Below Limit of Detection 0
ITpumecs C (LOD:0.02%) He 6onee 0,50 %
ii. | Impurity D/ SR e Not more than 0.50 % /
¢low Limie of Derection o
[Ipumecs D (LOD:0.02%) He 6onee 0,50 %
iii. | Any other impurity / Not more than 0.50 % /

Jrobas npyras npumech 0.03%

He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykt cooTBeTcTBYET Tpebosanuam H/J

Conclusion : APPROVED /
Bakaouenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Ramakant

Gol

Checked by /
[TpogepeHo: Pardeep Kumar

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

Amit Kumar TN
/th/

Reprint Date /
Jata: 29.12.2022

Reprint Date /
JHara: 29.12.2022

Reprint Date /

Jara: 29.12.2022

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
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CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIM3A

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

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

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

Mpoaykr : Haiiz® AxTuBrenb (HHMeCysni) resib 1y HapY/KHOTO MPHMEHEHHA, 1%,50r

Batch No / : V221030 Batch Quantity / : 19078 units /
Cepus Ne O6bemM napTuH 19078 enuHull
Analytical Report No / : 040001719307 Date of Analysis / : 29.12.2022
AnanuTH4ecKnii oTyet Ne Jara anaansza

Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2024
Jara npou3BojJcTBEA I'ogen xo

Analysis performed according ND / Ananus uposenen mo HJI: JI[1-005923-1911 19 (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)

Page3 of 5/Ctp.3u3 5

i‘? 4 Test / Ilokasareb Result / PesyabTart Specification / Hopma —‘
iv. | Total impurities / 0.1 % Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
7. | Microbial purity / MukpoO6HoJI0rH4ecKas 4ucToTa

i. | Total Aerobic Microbial
Count / O6uiee uncno
a3poOHBIX MUKPO-
OpraHu3MOB

Total Combined Yeast and
mould count / O61ee yucno
JPONOKEBBIX U TIIECHEBBIX
rpuboB

ii.
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

5CFU/g/
5 KOE/r

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

Absent /
OTcyTCcTBYET

Absent /
OTtcyTcTBYET

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OrcytcrBue B 1 1

Should absent in 1 g/
OtcyrcTBHe B 1 T

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYeT TpebosaHuam HJ

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by /
Tlonrorosneso: Ramakant

Bkt

Checked by /
[TpoeepeHo: Pardeep Kumar

%

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykopoaureb
Amit Kumar

o

Reprint Date /
Hata: 29.12.2022

Reprint Date /
Hara: 29.12.2022

Reprint Date /
Hara: 29.12.2022

Registered Office: 8-2-337, Road Wo. 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
www.drreddys.ccm

CEPTUDPUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Haiiz® AkTUBrennb (HUMECYHI) Telb JLis HapyKHOro npumenenus, 1 %, 50 r
Batch No / : V221030 Batch Quantity / : 19078 units /
Cepns Ne O0beM napTHi 19078 ennnuiy
Analytical Report No / : 040001719307 Date of Analysis / 29.12.2022
AHanuTHYecKHH oTyeT Ne Jata ananusa
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2024
JlaTa NpoH3BOJACTBA Togen 10

Analysis performed according ND / Auanns nposegen mo HJI: JII1-005923-1911 19 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020, amend No 2 from 02.02.2022 / u3m. Ne 2 o1 02.02.2022)

Page4 of 5/Crp. 4u3 5

8 Assay / KosmudecTBeHHOC Onipee/iecHHe

i. | Nimesulide/
Humecynun

ii. [ Dimethyl sulfoxide /
JuMeTUncynbQoKcu

9.99 mg/ 9.99mr
(99.9 %)

99.9 %

9.0 mg to 11.0 mg of C13H12N205S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3H2N2OsS
(numecynun) (ot 90,0 % no

110,0 % OoT HOMHHAJIBHOTO
cofepxanun) B 1 r rens

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

Ot 90 % 10 110 % C2HesOS
(numeTHACYITBEGOKCHI) OT
HOMMHANBHOTO COJEPIKaHHA

Remarks : The Product conforms to ND/
Mpameuanne: [Ipoayxr cootBetcTByeT Tpebosanusm HJI

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IMonrorosieHo: Ramakant

Checked by /
ITposepeHo: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoauresb
Amit Kumar

A=

Reprint Date /
Mara: 29.12.2022

Reprint Date /
Jara: 29.12.2022

Reprint Date /
Jlara: 29.12.2022

Registerad Office: 8-2-337, Read 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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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel; +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIM3A

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr Haiiz® AxTusrens (HUMeCyaH) Tesb s HapykHoro npumenenns, 1 %, 50 T
Batch No / : V221030 Batch Quantity / : 19078 units /
Cepus Ne O6beM napTHH 19078 eanHmL
Analytical Report No / : 040001719307 Date of Analysis / 29.12.2022
Ananarugeckuii oruer Ne Jara anannsa
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2024
Jata npoH3BoACTBA Togen no
Analysis performed according ND / Anasms nposeaen no HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / n3m. Ne 2 o1 02.02.2022)

Page50of 5/ Ctp. Sn3 5

10 |Packaging / YmakoBka Package / Ynakoeka - 50 gina | package / Vmakopka - 20 g, 50 g or
langnated ~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. / Ilo 50 r B TyOy u3
NAMHHUPOBAHHOTO ITo 20 r, 50 r unu 100 r B TYyOy U3
ATTIOMUHNA, cuabxenHyto | TAMHHMPOBAHHOTO ATIOMHHMA,
MemApanni e KNHTPOTE ciabxeHHylo ~ MeMbpaHOH  and
nepBoro BekphiTHa. Kaxyto | KOHTPOMA  MEPBOrO  BCKPRITHS.
Ty6y BMECTe ¢ HHCTpYKLMeH Kasxyio va6y BMEEIE G
10 MpHMEHeHHIo foMelator B | HHCTPYKLMEH 10 MPUMEHEHHIO
MKy KapTOHHYIO. MOMELIAIOT B [AYKy KAPTOHHYIO.

11 |Labeling / MapkHpoBKa According to ND / B cootetcTBHu ¢ HJI |

12 |Storage / XpaHenue Store below 25 °C. Do not freeze./ [Ipu Temnepatype He BbIlLe
25 °C. He 3aMopa>xusath.

13 | Shelflife / Cpok rogsoctn | 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.

*TlokazaTelh MOKET OTCYTCTBOBAThL B cepTHHKATe aHAIN3A Npou3BoauTes. llpousBoxuTenn
LAPAH I MPYEL KA4ECTBO MPCOAPATA [0 YTHM MORAIATCISIM,

Remarks : The Product conforms to ND/
TIpumeuanue: [IponykT cootBercTByeT Tpedopanusim HJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant

ol

Checked by /
[Mposepeno: Pardeep Kumar

D

Approved by: Manager/Executive /
Ono6peno: Menempkep / PykoBoaurens
Amit Kumar

N

Reprint Date /
Jara: 29.12.2022

Reprint Date /
Jara: 29.12.2022

Reprint Date /
Jara: 29.12.2022

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
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