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CERTIFICATE OF ANALYSIS
CEPTHOVIKAT AHAJIH3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoayxr : Haiis® AkTHBrens (HUMECYJIHA) PENb AN Hupy Aol o ipisiedeis, 1 %o, 50
|Batch No / : V230545 Batch Quantity / : 23035.0 units / W
Cepug Ne. o O6bem naprun _23035.0 cammin
Analytical Report rt No / : 040001981527 Date of Analysis / : 26.07.2023
|AnanaTHYecKHil oTaeT No Jara anamu3a o
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npoH3BOACTBA Topen no

Analysis performed according ND { Ananus npose,aen mo HJI: JITT-No( 001336) (PT-RU)- 251022

No/ |
N

Test/ Iloxazatens

Description / Onwcanue

Result / Pesynerar

Homogeneous, transparent,
pale-yellow gel with

characteristic odor /
OpHOPOIHBIH NPo3pavHbIH

.I Telb 6JI6I[HO—}KCIITOFO LIBeTa C

| XapaKTepHEIM 3amaxoM

| Xdentification / I/-IJE[C;{TH-(i)HKaI{HH '

a) HPLC / BDXKX

Complies
CoorBeTcTBYET TPEOORZHHAM

as prescribed

Homogeneous,

Page1of4/Crp. 1 n3 4

Specification / Hopma

transparent, |

colorless to pale-yellow gel with |

characteristic odor / OnHopoaHeIH
MpO3payHbiid refk oT HeclBeTHOro
0 OnegHO-XenTOro 1LBeTa ¢
XapaKTepHBIM 3a[axoM

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 ynepxuBaHus
OCHOBHOT'O IHKA Ha
XpoMaTorpamMme HCTIBITYEMOTO
pacTBOpa JOJDKHO COOTBETCTBOBATE
BPEMEHH YIEP)KHBAHHS OCHOBHOTO
MAKA HA XpOMaTOrpaMMe pacTBopa
CTaHAAPTHOI'O ofipasua
HUMECYIHIA (paznen

| «Konu4ecTBEHHOE ONPENETIeHHEY)

f Remarks : The Product conforms to ND/
« HMpumeanne: [IpoyKT COOTBETCTBYET TPEOOBAHHUAM HJ

Com&l?lsion : APPROVED /
3axmiouenne; OJOBPEHO

THIGE

1] ia, YL

Prepared by / Checked by / Approved by: Manager/Executive i
Tlogroroenexo: IMposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykogoiicib
Ramakant _1 Manoj Kumar v}
o W N
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.08.2023 I{aTa 22 08 2023 JIaTa 22.08. 2023
ST i R —-:—:———“rrr:-':rz‘: R :f’. l;.
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byuv spectrbphotometry /
Y®-criektpodoro
METpHs

Weight of package )
contents / Macca
COXEPIKHMOTO YITAKOBKH

4. | pH

5. 1 Viscosity / Baskocts

" 6. | Impurities / IIpamecn

Iy Impurity C/
[Ipumecs C

ii. | Impurity D/
IIpumece D

Any other impurity /
Jlrobas npyras npHMeck

iil.

iv. | Total impurities /
' Cymma npumecei

Complies  as "prescrif)éd /
CooTsetcTByeT TpeboBaHHAM

~ 51g/Slr

334
1031 centipoise/ .
1031 canrumyas

~ | Not detected / e obHapyxkena

| Below LOD (LOD =0.02 %) / |
Hioke npenena oOHapyKeHH
(1O = 0.02 %)

0.06%

0.2 %

[ 2.5t04.5/012,5 04,5

1400 to 1,200 centipoise /
Ot 400 po 1200 cantumnyas

i
Not more than 0.50 % /

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIHU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ]
Dpopyxr : Haiis® Axrusrens (HHMeCYMI) resib AN HAPYXHOTO Lpuneiicrin, 1 %, 50T
Batch No / 1 V230545 Batch Quantity / : 23035.0 units / |
Cepua Ne ] | O6bem napTHH 23035.0 equnmu_
Analytlcal Report No/ : 040001981527 Date of Analysis / : 26.07.2023
AnangTuueckuii oryer Ne - __ |Jara ananusa ) -
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npoU3BOACTBA Tonen oo o
| Analysis performed a Accordmg ND / Anannz uponenen no H/L: HH—N0(001336) (PT- RU)-251022 ]

Page2 of 4 /Ctp.2 u3 4

| UV absorption spectrum of the test_I
solution should have absorption |
maximum at 397+5nm / VY@-
CNEKTP TIOTJIOIEHHUS HCIBITYEMOro !
PACcTBOpa IODKEH HMETh MAKCHMYM
nornouieHus npu 39745 aM

_Acucording'to Rus. Ph. /B

COOTBETCTBHH C TPeOOBAHHAMM
e po

Not more than 0.50 % /
He 6omnee 0,50 %

! He 6onee 0,50 %

Not more than 0.50 %/
He 6onee 0,50 %

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

7. | Microbial purity* / Muakpobuosorudeckas YuHCTOTa™

Conclusion : APPROVED /

Remarks : The Product conforms to ND/

Ipumeuanne: ITponykr cooTrercTayeT Tpebopanmam HII Baknwyenue: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneno: \ . D ITporepeHo: Pardeep Kumar Onobpeno: Mernemxep / PYKOBO AT T
Ramakant 4 ? Manoj Kumar v /

Reprint Date / Reprint Date / Reprint Date /

| Hata: 22. 08 2023 ,Ha'ra 22 08.2023 I[ara 22 08 2023

Meprioron O IG5, Baninrd P, Pyt s

Tel: +51 40 4900 2900 Fax: +91 40 4800 2999, Email: mail@drreddys com

CIN: L85195AP1934PLCO04507
www.drreddys.com



Dr.Reddy’s Q;‘
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTM3A

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

IMpoayxt  : Haiiz® AkTsBrens (HUMECYTHT) Felb JUIS HAPY)KHOTO IPHMEHEHHS, 1%,50r .
Batch No / : V230545 Batch Quantity / : 23035.0 units /
Cepas Ne o ___ {O6bem napruy 23035.0 enumin
Analytical Report No / : 040001981527 Date of Analysis / : 26.07.2023
ApamaTHyecKni oTaer Ne _ Jara ananusa

Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025

Jara npou3BoOACTBA Tomen oo

Analysis performed accurdmg ND /Ana.rm:; fapoBeeH Mo H}I JII-No(001336)- ePI -RU)-25] iﬂ’”‘

Count / O61ee yucno
a3poOHBIX MHKPO-
OpTaHH3MOB

Total Aerobic Microbial

NA

Total Combined Yeast and

' mould count / O6uiee ymcno |

JPOMOKEBBIX H ITIECHEBBIX
rpubos

Pseudomonas aeruginosa

iii

Staphylococcus aureus

NA

NA

NA

8. | Assay/Koanuecrsennoe gnpenc.ueuue
Nimesulide / Hamecyomn | 9.93mg/9.93 mr
| (99.3 %)

9. |Dimethyl sulfoxide / 100.9 %

JumeTnncyasgoreun

|

f—#,__u—“%.= e
! Remarks : The Product conforms to ND/

_(rjﬁonclusioni:— APPROVED / )

Page30f4/CTp 3H34

"Not more than 100 CFU/g /
He 6onee 100 KOE/T

'Not more than
He 6onee 10 KOE/r

Should absentin 1 g/
Otcyrerue B 11

Should absentin 1 g/
'OtcyrctBue B 1 T

179.0 mg to 11.0 mg of C13H:2N20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

OT 9 0 mr pis] 11 0 mMr C13H12N2053
(Hnmecynun) (ot 90,0 % no

' 110,0 % OT HOMHHANBEHOTO
coziepxaHus) B 1 r rens

90% to 110% of C2HeOS (dimethyl |

‘ sulfoxide) of label claim /

Ot 90 % mo 110 % C:HsOS
| (muMeTHncyIbGOKCH) OT
| sovumanzroro conepKaHHs

i
10 CFU/g /]

Zaxmoyenune: OJNOBPEHO

| . Mpumeqanue: [Iponykt cootercTByeT Tpebosanusam HJT
Prepared by / Checked by / Approved by: Manager/Executive /
INoxrororJieHo: Y \a Ilpoeepeno: Pardeep Kumar Onobpeno: Menexep / P\ KOBOAITTEIIs
Ramakant T\ Manoj Kumar '

> QL‘“ ! "’7‘_‘«:‘.‘

| Reprint Date / Reprint Date/ Repnrr—lt Date / -

| Hara: 22.08.2023 JHara: 22.08.2023 )Ia'ra 22. 08. 2023
! ORI UNE: B s T, RO . 3, Ban ata Hile, Byoer ST, A0
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CERTIFICATE OF ANALYSIS
CEPTHOHEAT AHATIIZA

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

|

Hpoxyxr : Haiis® AxTHBrens (HHMECVIHL) PENIb U8 HaPy AHOTO npuMeHenia, 1 %o, 50T I
Batch No / 1 V230545 Batch Quantity / : 23035.0 units /
Cepnsa Ne _ _ |O6wnem naprumn 23035.0 ennnn
Analytical Report No / : 040001981527 Date of Analysis / : 26.07.2023
AnanuTHYecKHil oTyeT Ne o HJaTa asanusa o L
Date of Manufacture / : Jul-2023 ]Date of Expiry / : Jun-2025

Jlara mpoussoacisa Tonen o

Analys;s nalysis performed according ND / Anajiu3s nposenen no o FT: JITT-Ne( 001336) (PT-RU)-251022

Page40f4/C1p _4 u3 4

10. ' Package/Ynaxoska 50 g in a laminated aluminum tube equipped with tamper-evident |
membrane. Each tube and a patient information leaflet in a carton. / Io
50 r B TyO0y M3 NAMHHHMPOBAHHOIO ANIOMHHMA, CHabXeHHYIO
MemOpaHoi U KOHTPONs Mepeoro BekpelTHA. Kaxayro Ty6y BmecTe
¢ MHCTPYKLHMEH N0 MeHIIHHCKOMY NPUMEHEHHIO TOMELIA0T B Na4Ky

f KapTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The

manufacturer guarantees the quality of the product for these parameters.
*Tlokasareib MOXET OTCYTCTEOBATH B cepTHdHKaTe aHaNH3a npoussouTens. IlponssoguTens

rApaNTHPYET KAYECTBO 11)enapata no ITHM NoKasareJaM. ~ o
[ API name (INN) / Haumenopanne A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/13050477
Howmep cepuu npoussoguTens A®PC: o o
FP Manufacturer API Batch number / FEQA00261
Howmep cepun cy6erannmu npouwssogurena IJA®: |
API Manufactured by & country / Aarti Drugs Ltd., India /
IIponssoanTens APC, cTpana: Aaptu [Jlparc JIta., Manua
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
| IIpameuanne: [Ipopykt cootserctsyer Tpebosanmam HJT 3armouenne: OJOBPEHO
Prepared by / \ } Checked by / Approved by: Manager/Executive /
[TonroToBneHo: \ ;\ IIpoeepeno: Pardeep Kumar Ono6peno: Menemxkep / Py hOBO‘]!I]LRL
Ramakant A -L"" \,«L_, Manoj Kumar Yoo il
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.08.2023 I[ara 22.08.2023 ;Hara 22 08 2023
R TSR EDY R 1] 57, nOa0 N0, 3, Banjara rivs, et - SURI3S, Eany
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