Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IIpoaykTt Haiiz® AKTHBresns (HUMECYIIH) Telib ANl HApYXKHOro npuMeHeHus, 1 %, 100 r
Batch No / : V210914 Batch Quantity / : 9582 units /
Cepus Ne O6beM napTHH 9582 epuHuL
Analytical Report No / : 890001543448 Date of Analysis / : 07.09.2021
AHajuTHYecKHii oTueT Ne Jdarta apajmsa
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JaTa npon3BoacTBEA T'onen no

Analysis performed according ND / Ananu3 nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from

19.03.2020 / usm. Ne 1 ot 19.03.2020)

Pagel of4/Ctp.1u3 4

B3XX

No/ R :

Ne Test / Iloka3arenn Result / PesyasTar Specification / Hopma

1. Description / Onucanune Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHOpOAHBIH
OnHopoaHEBIH Tpo3payuHbIit Npo3payuHbIi rems or 6ecLBETHOrO
resib 61eHO-KEITOro UBeTac | A0  OJeqHO-KENTOro LBEeTa C
XapaKTePHBIM 3amaxoM XapaKTepHBIM 3aI1axoM

2. Identification / IloxnuamocTs

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

CooTBeTCTBYET TpeOOBAHUAM

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) / Bpemsa ynepxuBaHMs
OCHOBHOTO nuKa Ha
Xpomarorpamme UCIBITYEMOTO
pacTBopa JOJKHO COOTBETCTBOBATH
BpPEMEHH YAEPKUBaHUI OCHOBHOIO
NMKAa Ha XpoMarorpaMMe pacTBOpa
CTaHIApTHOTO obpasna
HUMeCYJuAa (pazmen
«KonnuecTBeHHOE OTpe/ieNieHHE))

Remarks : The Product conforms to ND/
IIpumeuanne: [IponyxT cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToBneHo: [IpoeepeHo: .| Onobpeno: Menemkep / PykoponuTeb
Pardeep Kumar Qﬁ-’- Himesh W Pavan Kumar Sharma =
Print Date / Print Date / Print Date /

Hara: 07.09.2021 Jara: 07.09.2021 Hara: 07.09.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Ipogyxr Haiiz® AktuBresns (HUIMECYIH/) Tellb TSl HApY)KHOTO puMeHeHus, 1 %, 100 r

Batch No / : V210914 Batch Quantity / : 9582 units /
Cepns Ne O6bem naprun 9582 equHu
Analytical Report No / : 890001543448 Date of Analysis / : 07.09.2021
AHajquTH4ecKHii oTueT No Jara anannza

Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JlaTa npoH3BoACTBA T'ogen o

Analysis performed according ND / Auanuz nposexen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)
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ﬁ.‘? / Test / Iloka3arean Result / Pesyasrar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metonom CooTBeTCTBYET TPEOOBAHMAM solution should have absorption
V®-cniextpodoro maximum at 397+5nm / Y-
MeTpUHU CHEKTp ITOrJIOIIEHHs HCIBITYEMOro

pacTBOpa A0JKEH UMETh MAKCHMYM
norJomeHus npy 39745 um

1064 cantumyas

3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBHUH C
COeP:KUMOr0 YIAKOBKH TpeOOBaHUAMMU

I'd PO. (He menee 100,0 1)
4. pH 3.26 From2.5t04.5/0t12,5 n04,5
5. | Viscosity / BazkocTs 1064 centipoise / From 400 to 1200 centipoise /

Ot 400 no 1200 canTunyas

6. | Related impurities / PorcTBennble npaMecH

iv. | Total impurities /

Cymma nipumMeceit

BDL

i. | Impurity C/ Not detected Not more than 0.50 % /
IMpumecs C He 6onee 0,50 %

ii. | ImpurityD/ Not detected Not more than 0.50 % /
IMpumecs D He 6onee 0,50 %

iii. | Any other impurity / BDL (Disregard Area 2448) Not more than 0.50 % /
Jlrobas mpyras nprmech He 6onee 0,50 %

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

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipoaykr cootBercTByet Tpeboanusam HJL

Conclusion : APPROVED /
3axkmogyenue: OJOBPEHO

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

IToarorosneHo: ; IIpoBepeHo: _ - OnobpeHo: Menemxkep / PykosogHTeib

Pardeep Kumar ’ Himesh KW Pavan Kumar Sharma < f————
= e

Print Date / Print Date / Print Date /

Hara: 07.09.2021 Hara: 07.09.2021 Jara: 07.09.2021

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

CIN: L85195AP1984PLC004507

www.drreddys.¢om



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Hpoaykr Haii3® Axtuerenb (HUMECYNH[) rejib ATl HAPYKHOTO npuMeHenns, 1 %, 100 r
Batch No / : V210914 Batch Quantity / : 9582 units /
Cepus Ne Oo0nem napTau 9582 equuunng
Analytical Report No / : 890001543448 Date of Analysis / : 07.09.2021
AHanuTHyecKHuii oTyeT No Jata ananuza
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JlaTa mpon3BoACTBA T'onen o
Analysis performed according ND / Auanu3s nposexen 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 / Mukpo6uosornueckas YHCTOTA
i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / O6uiee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHU3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / O61mee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JPONOKEBBIX H IUIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa Absentin 1 g/ Should absent in 1 g/
OtcyrctByeTB 1T OtcyrcTBue B 1 r
iv. | Staphylococcus aureus Absentin 1 g/ Should absent in 1 g/
OrcyrctByeTB 1 T OtcyrcTBue B 1 1
8 | Assay/KoanuecTBeHHOE OnpeaesIeHHe
i. | Nimesulide / 9.89 mg/ 9.89 mMr 9.0 mg to 11.0 mg of Ci13H12N20s5S
Humecynun (98.9 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /
Or 9,0 MI 10 11,0 MIr C]3H12N205$
(aumecynun) (ot 90,0 % no
110,0 % oT HOMHHAJIEHOT'O
conepxanus) B 1 r rens
ii. | Dimethyl sulfoxide / 100.6 % 90% to 110% of C;HsOS (dimethyl
JumeTuncynbehokcun sulfoxide) of label claim /

Ot 90 % no 110 % C,HgOS
(mumetuncynpdokcun) oT
HOMHHAJILHOT'O COIEPIKAHHS

Remarks : The Product conforms to ND/
IIpumeyanue: [lpoaykt cooTsercTBYeT TpeboBanmam HJI

Conclusion : APPROVED /
3akiarouyenne: OJOBPEHO

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

IToaroToBieHo: IIpoeepeHo: P Onobpeno: Menemxep / Pykosonutens

Pardeep Kumar §<ﬁ'f Himesh KM Pavan Kumar Sharma ql:.f;—;’:’;"
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
HpoaykT Haiiz® Aktusrens (HAMECYJIU/) e Aylsl HAPY)KHOro rpuMerenus, 1 %, 100 r
Batch No / : V210914 Batch Quantity / : 9582 units /
Cepusa Ne O6bem napTuu 9582 ennHun
Analytical Report No / : 890001543448 Date of Analysis / : 07.09.2021
AHaJuTHYeCKHUH oTUeT N2 Jara ananuza
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JaTa npon3BoacTBa T'ogen 1o
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)
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9 | Packaging / YnakoBka

Package / Ynakoeka - 100 g in
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 100 r B TyOy u3

equipped

JTAMUHHPOBAHHOTO
A — cHabeHHyto | TAMMHUPOBAHHOTO ATOMUHMS,
b
MeMOpaHOif 1% KOHTpOIA cHaOkeHHYl0O  MeMOpaHOH s
MepBoro BekphiTHa. Kaxyto | KOHTPOIS  TEPBOTO  BCKPHITHSL.
Ty6y BMecTe ¢ MHCTpyKuued | Kaxiylo — Ty6y  BMecte ¢
MHCTPYKIHMEH IO NPUMEHEHMIO

o NMpUMEHECHHUIO MOMEIAOT B
MnavKy KapTOHHYIO.

Package / Ynakoeka - 20 g, 50 g or
100 g in a laminated aluminum tube

membrane. Each tube and a patient
information leaflet in a carton. /

ITo 20 r, 50 r wm 100 r B TyOy u3

NMOMELIAIOT B NNa4YKy KapTOHHYIO.

with  tamper-evident

10 |Labeling / MapxupoBka

According to ND / B coorBercTBuu ¢ HJJ

11 |Storage / Xpanenue

Store below 25 °C. Do not freeze. / IIpu Temnepatype He Bbile 25

°C. He 3amopaxuBarsb.

12 | Shelf life / Cpox ronnoctn

2 years / 2 rona

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipogykr cootrercTByeT TpeboBanmsam HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToaroroBneHo:
Pardeep Kumar

Checked by /

IIporepeHo: -
Himesh W

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Pavan Kumar Sharma <« e

i

Print Date /
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