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 : +91 98166 56001-02

_ CEPTUO®HUKAT AHAJIM3A AU

Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

IIpoaykr Haii3" AkTuBrennb (HUMeCynua) reib 4/ Hapy)XHoro rpumeretns, 1 %, 20 r

Batch No / : V220710 Batch Quantity / : 47074 units /
Cepus Ne O6beM napTuu 47074 enuuny
Analytical Report No / : 040001637886 Date of Analysis / : 12.09.2022
ApannTndeckuii oTuyet No Jlara ananun3za

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
JaTa npouszBoacTsa T'ogen g0

Analysis performed according ND / Auanus nposeaen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page 1 of 5/Ctp.1 135

No/ . .

Ne Test / IlokazaTens Result / PesynbTat Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
colorless gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHopoAHBIH
OnHopoaHbIH NMPO3padHbIi NpOo3pavHblil rejb OT OECUBETHOrO
resb GIIEIHO-KENTOro LBeTa ¢ | 10  ONeAHO-KEJITOro UBETa C
XapaKTEePHBIM 3a11aXxoM XapaKTePHBIM 3a11axoM

2. Identification / IlonnuHHOCTH

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

CootsercTBYET TpEGOBAHHAM 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 ynep:xuBaHHA
OCHOBHOIO nuKa Ha
XpoMaTorpamme HCTBITYEMOTO
pacTBOpa IOJKHO COOTBETCTBOBATH
BpEMEHM YAEP>KUBAHHUS OCHOBHOTO
NMKa Ha XpOMaTorpamMMe pacTBopa
CTaHJApTHOTO obpasua
HUMeCYNIUAA (paznen
«KonuuecTBeHHOE ONpee/ieHUE»)

B2XKX

Conclusion : APPROVED /
Sakawuenne: OJOBPEHO
Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykoponutens
Manoj Kumar o

Remarks : The Product conforms to ND/

Ipumeuanne: [Jpogykr coorBercTBYET TpeboBanuam HJL
Prepared by / Checked by /
Toarorosnexo: Ramakant [Tpoeepeno: Pardeep Kumar

Qs ==

Reprint Date /
Jara: 04.11.2022

Reprint Date /
Jara: 04.11.2022

Reprint Date /
Jara: 04.11.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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CEPTUPUKAT AHAJIM3A e (Y
Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Opoaykt : Haiis" Aktusrens (HUMecynua) refib 414 Hapy»HOrO NpuMeHenus, 1 %, 20 r
Batch No / : V220710 Batch Quantity / 1 47074 units /
Cepus Ne O6beM NapTHH 47074 epnung
Analytical Report No / : 040001637886 Date of Analysis / : 12.09.2022
AHanuTH4YecKHi oTyer No Jlara aHa/IH3a
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Jlata npou3BOACTBA TI'onen no
Analysis performed according ND / Anaau3 nposexen 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 / uzm. Ne 2 o1 02.02.2022)
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;? / Test / Ilokazarenn Result / Pesyabrar Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / MeTonom CooTBETCTBYET TPEOOBAHKAM solution should have absorption
Yd-cnekrpodoto maximum at 397+5nm / VO-
METPHH CIEeKTp MOTJIOEHHS UCIIBITYEMOro
pacTBOpa A0JDKEH HMETh MAKCUMYM
norsiouwienus npu 39745 HM
3. | Weight of package 21g/21lr According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B coOTBETCTBHH C
COXEPKUMOr0 YHAKOBKH TpeGOBaHUAMHU
I'd PD. (He menee 20,0 1)
4. | pH 3.25 From 2.5t04.5/0T1 2,5 n0 4,5
5. | Viscosity / Bazkocts 1061 centipoise / From 400 to 1200 centipoise /
1061 caHTumyas Ot 400 no 1200 cantumnyas
6. | Related impurities / PoacTBenHbIe IPHMECH
i. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / He 06HapyseHa He 6omee 0,50 %
ii. | Impurity D/ Not more than 0.50 % /
HpHMer D Below LOD (LOD:002 %)/HI/I)KC He 60J‘Iee 0 50 %
npenena obuapyxenus (110 = ?
iii. | Any other impurity / 0.02 %) Not more than 0.50 % /
Jliobas npyras npumech 0.04 % He 6onee 0,50 %

Remarks : The Product conforms to ND/
HNpumeuanue: [Ipogykr coorBeTcTByeT Tpebosanusam HJI

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

Prepared by /
INoarorosieno: Ramakant

Checked by /
IporepeHo: Pardeep Kumar

L

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Manoj Kumar ¥ ; ™

Reprint Date /
Jata: 04.11.2022

Reprint Date /
Hara: 04.11.2022

Reprint Date /
Hara: 04.11.2022

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
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CEPTUDPUKAT AHAJIM3A o

www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IIpoaykt Haiiz" AxTuprens (HUMeCynua) renb Aas HapyxHoro npumenenus, 1 %, 20 r
Batch No / : V220710 Batch Quantity / : 47074 units /
Cepug Ne O0bem napTun 47074 enpuuuy
Analytical Report No / : 040001637886 Date of Analysis / : 12.09.2022
AnaguTHyecknii oryer Ne Jara anaausa
Date of Manufacture / : Aug-2022 Date of Expiry/ : Jul-2024
Jara nponssoacTea Tonen go

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

Test / ITokazaTeanb
Ne

Result / PesyabsraTt

Specification / Hopma

Total impurities /
CymMa npumMeceit

1v.

0.1%

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity / Mukxpo6

HOJIOrHYEeCKAsd YUCTOTA

1. | Total Aerobic Microbial
Count / O61ee 4ucio
a3poOHBIX MHKPO-
OpraHM3MOB

ii. | Total Combined Yeast and
mould count / Ob1uee yucio
JPOXOKEBBIX U TUIECHEBBIX

rpubos
ili. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentinl g/
OtcyrcTByerB 1 T

Absentinl g/
OrcyrcTByeTB 1 T

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

Not more than 100 CFU/g

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrcrBue Bl r

Should absentin 1 g/
OtcyrcTBue B 1 1

/

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr coorsercTByeT TpebosanuaM HJI

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /
IMoaroroBneHo: Ramakant

¥

Checked by /
ITpoeepeno: Pardeep Kumar

SV

Approved by: Manager/Executive /

Ono6peno: Menemxep / PykoBoauTes

Manoj Kumar

on

Reprint Date /
Jara: 04.11.2022

Reprint Date /
Hara: 04.11.2022

Reprint Date /
Jata: 04.11.2022

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




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

CERTIFICATE OF ANALYSIS Tel : 491 08166 S6001-02

CEPTUDUKAT AHAJIU3A o
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g |
IMpoxykr : Haiiz" AkruBrens (HUMeCYINA) refb JUIS Hapy>KHOro npumeHenns, 1 %, 20 r
Batch No / : V220710 Batch Quantity / : 47074 units /
Cepns Ne O6beM napTuu 47074 enunany
Analytical Report No / : 040001637886 Date of Analysis / : 12.09.2022
AHanuTuyecKuii oTuer Ne JlaTa aHaansa
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
JlaTa npou3BojcTBA Topen no
Analysis performed according ND / Ananus nposenen 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 / u3m. Ne 2 ot 02.02.2022)
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8 | Assay/ KonnuecrBeHHoe onpejeJienne
i. | Nimesulide / 10.01 mg/10.01 mr 9.0 mg to 11.0 mg of C13H12N2058
Humecynun (100.1 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

Ot 9,0 mr po 11,0 mr Ci3H12N2OsS
(aumecynun) (ot 90,0 % no

110,0 % OT HOMHHAJIBHOFO
conepxanus) B 1 rrens

ii. |Dimethyl sulfoxide / 101.1 % 90% to 110% of C:HsOS (dimethyl
Jumernncynbdokcun sulfoxide) of label claim /

Ot 90 % no 110 % CHesOS
(mumeTHncynbGOoKCHI) OT
HOMHHAJIBHOT'O COJCPIKaHMA

10 |Packaging/ YnakoBka Package / Yrakoska - 20 gina | package / Vrakoeka - 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 | memprane. Each tube and a patient

patient information leaflet in a | jnformation leaflet in a carton. /
carton. / Tlo 20 r B TYy6y u3

JaMUHHPOBAHHOTO
AJIFOMMHMS, CHaOXEHHYIO
MeMOpaHoil Ui  KOHTPOJIA

ITo 20 r, 50 r wmu 100 r B TYOYy U3
JIAMHUHHUPOBAHHOT O ATIOMHHUA,
cHaOxeHHyr0o  MeMmOpaHoH — [uis

repBoro BCkpsiTHa. Kaxyto | KOHTPOIA  NEDBOTO  BCKPBITHS.
Ty6y BMecTe ¢ MHCTpyKumed | KOKIYIO Tyby ~ BMecTe  ¢C
[0 TPUMEHEHHIO foMelaroT B | WHCTPYKIWEH 1o NpHMEHEeHHIO
MasKy KAPTOHHYIO. MIOMENIAIOT B N24Ky KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ipumeuanne: [Iponykr coorseTcTBYeT TpeboBanusam HJI 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosnexHo: Ramakant [MpoeepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoroauTens
W \ [ - Manoj Kumar h"} i‘f—ﬁi

Reprint Date / Reprint Date / Reprint Date /

Hara: 04.11.2022 Jara: 04.11.2022 Hara: 04.11.2022

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
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Dr. Reddy S ".. Formulation Unit-6
* Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIN3A e
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IIpoaykr : Hal3" AktuBresnb (HUMeCYauA) refib 1Jist Hapy)kKHOro npumenenus, 1 %, 20 r
Batch No / 1 V220710 Batch Quantity / : 47074 units /
|Cepna Ne Oo0vem napTun 47074 enuHnu
Analytical Report No / : 040001637886 Date of Analysis / : 12.09.2022
Ananurnyeckuit orger Ne JaTa asanuza
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Jara npon3BoacTsa Topen no
Analysis performed according ND / Auanu3z nposenen nmo 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 / u3zm. Ne 2 ot 02.02.2022)

PageSof 5/Crp.5n35

11 | Labeling / MapkupoBka According to ND / B cootercTBuu ¢ H]J,

12 |Storage / XpaHenune Store below 25 °C. Do not freeze./ Ilpn Temneparype He BbliLE
25 °C. He 3amopakHBaTh.

13 | Shelf life / Cpoxk rognocTu | 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.

*[Toka3aresb MOKET OTCYTCTBOBATH B cepTHdUKAaTe anann3a npousBoauTens. Ilponssogurenn
rapaHTHPYeT KavyecTBO NpenapaTa mo 3THM HOKa3aTeaM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeganue: [IpogykT cooTBeTCTBYET TpeboraHusM HJJ 3axawuyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneHo: Ramakant [TporepeHo: Pardeep Kumar Ono6peno: Menemkep / PykoBquutenb
o LU

Manoj Kumar
Qe I :

Reprint Date / Reprint Date / Reprint Date /
Hata: 04.11.2022 Hara: 04.11.2022 JHara: 04.11.2022

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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