Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

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

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

Product

Nise Activgel (nimesulide) ge] for external use, 1 %, 50 g
Opoaykr : Haii3" AkTurens (HuMecynna) refb Ais HApYAHOro NPUMEHCHHA, 1%.50r

Batch No / 1 V220731 Batch Quantity / : 18765 units /
Cepus Ne O0bem maprTHm 18765 enuHu
Analytical Report No / : 040001639772 Date of Analysis / 20.09.2022
_AHaﬂnTullecmlii oTueT Neo JlaTa anaau3za

Date of Manufacture / : Sep-2022 Date of Expiry / : Aug-2024
Jlara npou3Bo/JCTBA T'onen oo

Analysis performed according ND / Anaaus nposegen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend No 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Pagel of 5/Crp. 1 M35

No /

BOXX

CooTBeTcTBY€ET TpeOOBaHMAM

Ne Test / [lokazaTelb Result / PesyabTaT Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpOAHbIH
OnHOPOIHBIH [TPO3PaYHBIH npo3pauHblii renps oT 6€CUBETHOrO
resb 6J1€IHO-KENTOro LBeTa C | 10  ONEelHO-)KENTOro  uBera ¢
XapaKTepHbIM 3aMaxoM XapaKTepHBIM 3aMaxoM

28 Identification / IloxnuHHOCTE

a) By HPLC / MeTtonom 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) / Bpems yaepXuBaHHs
OCHOBHOTO MHKa Ha
Xpomarorpamme UCMBITYEMOIO
pacTBOpa JOKHO COOTBETCTBOBATh
BpEMEHH YAEPXKUBAHUS OCHOBHOIO
NMKa Ha XpomaTorpaMMe pacTBopa
CTaHAAPTHOTO obpasua
HHUMeCYNuaa (paznen
«KonuuecTBeHHOE ONpeAeTIeHHEN)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr coorBercTBYeT TpeboBanmam HJI 3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Naresh [Mpoeepeno: Pardeep Kumar Onob6peno: Menemkep / PykoBoaurens
Kumar Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 20.09.2022 Hara: 20.09.2022 Hara: 20.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabiad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8SLYS5AP LtY84PLLULASU Y

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 : 491 98166 56001-02
www.drreddys.com

CEPTUO®HUKAT AHAJIU3A
Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ]
IpoaykT Haitz" AKTUBrenb (HUMECyna) reb IS Hapy/KHOI0 NMpHMEHEHNS, 1 %, 50 r
Batch No / 1 V220731 Batch Quantity / : 18765 units /
Cepna Ne O0bem napruu 18765 egunuuy
Analytical Report No / : 040001639772 Date of Analysis / 20.09.2022
Ananuruyeckuii otuer Ne Jarta ananusa
Date of Manufacture / : Sep-2022 Date of Expiry / 1 Aug-2024
Jlata npou3BOACTBA Tonen xo
Analysis performed according ND / Ananns nposeaen no HJI: 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 o1 02.02.2022)

Page2 of 5/ Ctp. 2 u3 5

No /

Jlro6as npyras npumech

N Test / IlokazaTean Result / PesyasTat Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metonom CooTBeTCTBYET TPEOOBAHMAM solution should have absorption
Y®-cnekrpodoTo maximum at 397+5nm / VY-
METpPUH CNEKTP MOTJIOIEHUs UCTILITYEMOTrO
pacTBOpa AOJKEH HMETh MaKCUMYM
norsiowienus npu 397+5 um
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTcTBHM C
COAEPKUMOro yaKoOBKH TpeOOBaHUAMU
I'®d P®. (He menee 50,0 )
4. | pH 3.28 From2.5t04.5/0t1 2,5 no 4,5
5. | Viscosity / BaskocTh 1027 centipoise / From 400 to 1200 centipoise /
1027 canTunyas Ot 400 no 1200 cantunyas
6. | Related impurities / PoacTBennbie NpuMecH
i. | Impurity C/ Not more than 0.50 % /
Tpumeck C Not detected / He o6HapyxeHa He 6onee 0,50 %
ii. | Impurity D/ Below LOD (16~0D =0.02 "?)12[/0 Huwxe | Not more than 0.50 % /
npeaciia O0HapyKCHUS = [}
[Mpumecsy D 0.02 %) He 6onee 0,50 %
iii. | Any other impurity / 0.03 % Not more than 0.50 % /

He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ilpumeuanue: ITpoaykr cootBeTcTBYeT TpebOBaHMsIM H/JI

Conclusion : APPROVED /
3axmouyenne: ONOBPEHO

Prepared by /
[Moarorosneno: Naresh

Checked by /
[IporepeHo: Pardeep Kumar

=l

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens

Manoj Kumar > i
-&‘nM

Kumar
(Y
5
Reprint Date /

Jara: 20.09.2022

Reprint Date /
JHara: 20.09.2022

Reprint Date /
Jara: 20.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2539, Email: mail@drreddys.com

CIM: L85195AP1QR4API FNNARNT
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HpoaykTr Haiis" AkTuBrens (HUMeCYWa) rens ANs Hapy)KHOro npumenenns, 1 %, 50 B
Batch No / : V220731 Batch Quantity / + 18765 units / _I
|Cepus Ne O06bemM napTuu 18765 enunun
Analytical Report No / : 040001639772 Date of Analysis / 20.09.2022
AHanuTn4deckui oryer Ne JlaTa aHanm3a
Date of Manufacture / : Sep-2022 Date of Expiry / : Aug-2024
JaTa npousBoacTBA Togen no

Analysis performed according ND / Anasnn3 nposenen mo 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 / u3m. Ne 2 ot 02.02.2022)

Page3 of 5/Ctp.3u3 5

i? 4 Test / Iloxa3aTean Result / PesyabTaTt Specification / Hopma
" iv. | Total impurities / 0.1 % Not more than 1.50 % /
CyMmMma npumeceit He 6onee 1,50 %
7. | Microbial purity / Mukpo6uosoruyeckas 41McTOTa
i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / O6miee uucino Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOoOHBIX MUKPO-
OpraHU3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Ob1uee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX M TIECHEBBIX
rputoB
iii. | Pseudomonas aeruginosa Absentin 1 g/ Should absentin 1 g/
OrcytctByeTB 1 T OtcytcTBHe B 1 T
iv. | Staphylococcus aureus Absentin1 g/ Should absent in 1 g/
OtcyrcrByerB I T OtcyrcTBHe B 1 1

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpogykT cooTseTcTBYeT TpeboBanusam HJI 3akmwoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotorneHo: Naresh [Mposepeno: Pardeep Kumar Ono6peHo: MeHemkep / PykoBoaurens
Kumar Manoj Kumar — 4

,C'U, o }!‘*L,R‘ﬂit
Reprint Date / Reprint Date / Reprint Date /
Hara: 20.09.2022 Hata: 20.09.2022 Hara: 20.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

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

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

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

Ilpoaykr Haitz" AKTHBreb (HUMECYML) Teflb ANs HApYkHOro mpumeHenus, 1 %, 50 r

Batch No / 1 V220731 Batch Quantity / : 18765 units /
Cepus Ne O6beM NaApPTIM 18765 eanHu
Analytical Report No / : 040001639772 Date of Analysis / 20.09.2022
AHajnuTH4ecKuii oruer No JlaTa anannsa

Date of Manufacture / : Sep-2022 Date of Expiry / : Aug-2024
Jlata npou3Bo/ICTBA I'ojen oo

Analysis performed according ND / Anasus nposenen no HJL: JIM-005923-191119 (amend Ne 1 from
19.03.2020 / 3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page 4 of 5/Ctp. 4u3 5

8 Assay / KojiuuecTBeHHOE ONpeaeeHHe

i. | Nimesulide /
Humecynun

ii. |Dimethyl sulfoxide /
Jumetuncynbokcua

9.89 mg/9.89 mr
(98.9 %)

100.4 %

9.0 mg to 11.0 mg of C13H12N2058
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 MI OO 11,0 mr C13H12N205S
(mumecymun) (ot 90,0 % no

110,0 % oT HOMWHAJIBLHOIO
conepxanus) B 1 rrens

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

Ot 90 % o 110 % CoHsOS
(mumeTtnncynbhokeua) ot
HOMMHAIBHOIO COEpPIKaAHUA

10 |Packaging / Ynakoska

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

JIAMHHHPOBAHHOIO
AJIFOMHHMS, CHaOKeHHYHO
MeMOpaHOi 1ns  KOHTpOJIS

nepBoro BCKpbITUA. Kaxayro
Ty0y BMECTe€ C HHCTPYKLHMEH
N0 NPUMEHEHHIO NOMEILAIOT B

MayKy KapTOHHYIO.

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 mim 100 r B TYOy H3
JaMHUHUPOBAHHOI O AJIFOMHHHA,
cHabxeHHYyl0  MeMmOpaHOH — [uid
KOHTpOJIsl ~ TIEPBOTO  BCKPBITHSL.
Kaxnyio  Tyby BMeECTE c
MUHCTPYKLUHEH 1O TNPHUMEHEHHIO
MOMEUIAIOT B MAYKy KaPTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanne: [IpoaykT cootetcTByeT Tpedosanuam HJI 3axmovyenue: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosyieHo: Naresh [Mpoeepeno: Pardeep Kumar Ono6peno: Menemkep / PykoBonuress
Kumar . Manoj Kumar - -

Reprint Date / Reprint Date / Reprint Date /

Jara: 20.09.2022 Jara: 20.09.2022 Jara: 20.09.2022

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



Dr.Reddy’s ‘;.'.

Dr. Reddy’s Labhoratories Ltd.

Formulaticn Unit-6

Vill. Khol, Natagarh Road, Baddj,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

AnamuTHdeckKuii oTuer Ne

JlaTa amaJjn3a

CEPTHOHUKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g -
Mpoaykr : Haii3" AxTiBrens (HUMECYANA) Fefb /1A HAPYIKHONO MpUMeHeHHs, 1 %, 50 r -
Batch No / 1 V220731 Batch Quantity / : 18765 units /|
Cepust Ne Ob6bem mapTuu 18765 eauHuy
Analytical Report No / : 040001639772 Date of Analysis / 1 20.09.2022

Date of Manufacture /
Jara mpou3BoJcTB2

: Sep-2022 Date of Expiry / : Aug-2024

Tonen no

Analysis performed according ND / Ananus nposenen no HJI: JI1-005923-191119 (amend Ne 1 from
119.03.2020 / w3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / w3m. Ne 2 o1 02.02.2022)

Page Sof 5/Ctp.5u3 5

11 |Labeling / MapkupoBka

According to ND / B coorsercTeumn ¢ HJ1

12

Storage / Xpanenue

Store below 25 °C. Do not freeze./ [lpu TemnepaType He Bbllie
25 °C. He 3aMopaxkuBarts.

13

Shelf life / Cpok rogHocTu

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.

*[lokazaTeab MOKET OTCYTCTBOBATD B cepTHduKaTe anammza npoussoaures. Ilpoussoaurens
rapaHTHPYET Ka4ecTBO MPenapara Mo 3THM MOKA3aTeIsAM.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanne: [Iponykr coorBercTByeT Tpeboanusam H/L 3axnrwyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Naresh Ipoeepeno: Pardeep Kumar Onobpeno: Menenxep / Pykosogurens
Kumar @ I Manoj Kumar _

Reprint Date / Reprint Date / Reprint Date /

Jara: 20.09.2022 Hara: 20.09.2022 Hara: 20.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49300 2599, Ernail: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




