Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Ilpoaykr : Haiis® AkTusrens (HUMeCYIHI) refib [UTsl HAPYXKHOTO NpuMeHeHHs, 1 %, 100 ¢
Batch No / : V210916 Batch Quantity / : 9531 units /
Cepusa Ne O6beM napTHH 9531 eguHu
Analytical Report No / : 890001543622 Date of Analysis / : 09.09.2021
AHanuTHYecKHH 0TUeT N2 Jara asannza
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JlaTa npon3BoacTBA Tomen 1o

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from

Page 1l of4/Crp.1u3z 4

B2XX CooTBeTCcTBYET TpeOOBAaHHIM

No/ . i

Ne Test / IlokazaTennb Result / PesynbTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OmHOpOHBI
OnHOPOHBIH TPO3PaYHEIi MPO3PaYHbIA reb OT GeCLBETHOIO
resib GHeAHO-KENITOro LBeTa ¢ | 0  ONEeOHO-KENTOro LBeTa ¢
XapaKTepHBIM 3aM1ax0M XapaKkTepHBIM 3a11aXoM

2. Identification / IlogmuHHOCTH

a) By HPLC / Metoaom 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 ynepxxuBaHHS
OCHOBHOT'O MHKa Ha
XpoMaTorpamme UCTIBITYEMOT'O
pacTBopa JA0JKHO COOTBETCTBOBATH
BpPEMEHH YAEP>KUBAHHSI OCHOBHOI'O
[IMKa Ha XpOMaTorpaMMe pacTBOpa
CTaHJAPTHOTO obpasna
HUMeECYNTHIA (paznen
«KonuuecTBeHHOE OIpe/ieNeHUE»)

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipoaykr cooTBeTcTBYeET TpeboBaHusm HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

IloxrorosneHo: IIpoBepen
Pardeep Kumar - Himesh K

Prepared by / Checked by /

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoonurens

Amit Kumar <N\
./A—» -~ -

Print Date / Print Date

IR

Tel: 91 40 4900 2900,

Hara: 09.09.2021 ) Hara: 09.09.2021
REEserce o

/

Print Date /

Gapan

Fax: 91 40 4900 2999, Email

Hara: 09.09.2021

T AT = O, 7.1 (ot

: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Ipoayxt : Haii3® AkTHBrens (HUMeCYJIHI) relib Ui HAPYKHOTO MpuMeHeHus, 1 %, 100 r
Batch No / : V210916 Batch Quantity / : 9531 units /
Cepusa Ne O6bem napTun 9531 eguHun
Analytical Report No / : 890001543622 Date of Analysis / : 09.09.2021
AnanuTHyeckHnii oryet Ne Jara anaianza
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JaTa npomn3BoacTaa I'ogen 1o
Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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;? / Test / Ilokazarens Result / PezynbsTar Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / MeTonom CootsercTByeT TpeGOBAHUAM solution should have absorption
V®-cnekrpodoto maximum at 397+5nm / V®-
METpUH CIIEKTp TIOTIOLUCHHMS UCTIBITYEMOTO
pacTBopa I0JHKEH UMETh MAaKCUMYM
rorjiomenus npy 397+5 um
3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTcTBHH C
CO/Iep:KHMOr0 YAKOBKH TpeOOoBaHUIMH
I'® P®. (He meree 100,0 1)
4. pH 3.14 From2.5t04.5/0t12,5 10 4,5
Viscosity / Baskocts 1028 centipoise / From 400 to 1200 centipoise /
1028 cantumnyas Ot 400 no 1200 canTunyas
6. | Related impurities / PoxcrBeHHbBIe mpHMecH
i. | Impurity C/ Not detected Not more than 0.50 % /
[Mpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected Not more than 0.50 % /
Ipumecs D He 6onee 0,50 %
iii. | Any other impurity / BDL (Disregard Area 2448) Not more than 0.50 % /
JIrobas npyras npuMech He 6onee 0,50 %
iv. | Total impurities / BDL Not more than 1.50 % /
CyMMa nipumMeceit He 6onee 1,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameuanne: [Iponykt coorBeTcTBYeT TpeboBanusm HJJ 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoBepeno: Onobpeno: Menemxep / PykoBonurens
Pardeep Kumar CL Himesh W Amit Kumar N
- A} Pf—'-‘/
Print Date / Print Date / Print Date /
Hara: 09.09.2021 _ | Jlata: 09.09.2021 _ ) Hata: 09.09.2021
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Ipoaykr Haiiz® Aktusrens (HUMeCyJIMa) renb i HApyXXHOro npuMeHeHus, 1 %, 100 r
Batch No / : V210916 Batch Quantity / : 9531 units /
Cepus Ne O0BbeM mapTHH 9531 eauHuL
Analytical Report No / : 890001543622 Date of Analysis / : 09.09.2021
AnanuTH4eckuii oTuer No Jata anaausa
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JaTa mpon3BoJacTBa I'ogen no
Analysis performed according ND / Ananus nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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7. | Microbial purity / MukpoOHosiorudeckasi YHCTOTA

i. | Total Aerobic Microbial
Count / O011iee yuciIo
a3pOOHBIX MUKPO-
OpraHH3MOB

ii. | Total Combined Yeast and
mould count / Ob1ee uncio
JPOXOKEBBIX U IIECHEBBIX
rpubos

iii. | 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/
OrcyrcrByerB 1T

Absentinl g/
OtcyrcTByeTB 1 1

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absent in 1 g/
OtcyrerBue B 1 T

Should absentin 1 g/
OtcyrctBUe B 1 1

8 | Assay/Koan4yecTBeHHOe onpe/e/ieHHe

i. | Nimesulide /
Humecynupg

ii. |Dimethyl sulfoxide /
JuMeTuncyneQokcun

9.94 mg/9.94 mr
(99.4 %)

101.0 %

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 go 11,0 mr Ci3H12N,OsS
(rumecymun) (ot 90,0 % no

110,0 % ot HOMHHAJILHOTO
cofepxanus) B 1 r rens

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

Ot 90 % no 110 % C,HsOS
(mumeTwicynbGOKCHT) OT
HOMHHAJIBHOT'O COJIEPIKaHKS

Remarks : The Product conforms to ND/
I pumeuanne: [Iponykt coorBercTByeT TpebGosanusm HJI

Conclusion : APPROVED /
3akniouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: IlpoBepeHo: _—| Onobpeno: Menemxep / PykoBoaurens
Pardeep Kumar l Himesh I(@E@ﬁ;l‘—"/‘_’) Amit Kumar F’”: (.

Print Date / Print Date / Print Date /

Hara: 09.09.2021 Hara: 09.09.2021 Jara: 09.09.2021
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Hpoaykr : Haiis® Akrusrens (HUMECYNIH) reib NS HAPYXKHOTO npumenerns, 1 %, 100 r
Batch No / : V210916 Batch Quantity / : 9531 units /
Cepus Ne O6beM mMapTHH 9531 enuHML
Analytical Report No / : 890001543622 Date of Analysis / : 09.09.2021
AHajuTHYecKHH oTyeT No JlaTa ananunsa
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JlaTa npou3BoACTBA T'ogen g0
Analysis performed according ND / Auanu3s nposeaen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)
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9 | Packaging / Ynakoska Package / Ynakoeka - 100 g in Package / Ynakoeka - 20 g, 50 g or
a l?umnateq 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 | i, formation leaflet in a carton. /
carton. / ITo 100 r B TyOy u3

JIAMHHUPOBAHHOI'O
AIIIOMMHUA, CHaO>KEHHY1O
MeMOpaHO#i IOl KOHTpOJIA

ITo 20 r, 50 r wm 100 r B TYOY U3
JIaAMUHHPOBAHHOTO AMIOMUWHUSA,
cHabkeHHYl0O  MemOpaHOH  [uIs

repBoro BekphiThsa. Kaxyio | KOHTPOIS  MEPBOFO  BCKPBITHS.
Ty6y BMecTe ¢ MHCTpyKumed | KOKAYIO Ty0y ~ BMecTe ¢
10 MpPHMEHEHHIO noMeaoT B | MHCTPYKIMeH 10 NPUMEHEHHIO
MaYKy KapTOHHYIO. MIOMEIIAIOT B NAYKY KAPTOHHYIO.

10 |Labeling / MapkupoBska According to ND / B coorserctBum ¢ H]

11 | Storage/ Xpanenue Store below 25 °C. Do not freeze. / [Ipu Temniepatype He Bble 25
°C. He 3aMopaxuBatsh.

12 | Shelf life / Cpok rogunocTu | 2 years /2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Tpogykr coorercTBYeT TpeboBanusam HJI 3axiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosneHo: ™ f IIposepeno: . — Onobpeno: Menemxep / Pykopoaurens
Pardeep Kumar =2 Himesh @&E-A"’_/ Amit Kumar NS
\ /

Print Date / Print Date / Print Date /
Jara: 09.09.2021 Hara: 09.09.2021 Jara: 09.09.2021
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