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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIMA3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g \]
ponyxr Haiiz®™ Axrusrens (HUMECYITHE) relib Iyl HapyIKHOTO IPHMEHeHHs, 1 %,50r o
Batch No / : V230525 Batch Quantity / : 23116.0 units /
Cepusa Ne _ O0BbeM NAPTHH 23116.0 enuuury
Analytical Report No / : 040001990444 Date of Analysis / : 26.07.2023 i
Auanarudecknii oTuer Ne . Jlara anannza ey
Date of Manufacture / : Jul-2023 Date of Expiry / Jun-2025 '
Jara npoussoncrea _ [Tonen oo

Analysis performed according ND / Aranus nposexen no HJI: JIII-Ne(001336)-(PT-RU)-251022_

‘1:.:) / Test / HoxasaTenn Result / Pesyymmrar

L Description / Onucanue Homog_éne})us, traﬁgparent,
pale-yellow gel with
characteristic odor /
OHOpOIHBIH MPO3pAYHBIH
rens GneqHO-XKENTOro BETA C

i XapaKTepHBIM 34Maxom
2. identiﬁcatio_ﬁ_/THﬂ;eﬂ'fnd)ukaﬂﬁﬂ o

. a) HPLC / BOXX

| Complies as prescribed /
CoorsercTayeT TpeboBaHHAM

| BpEMEHH YACPAKHUBAHHA OCHOBHOI'O

|

Homogeneous,

Ji (o)
i
| XapakKTepHBIM 3araxoM

| The retention time of the main peak

| Assay) / Bpems

Page 1 of4/Crp.1uz 4

Specification / Hopma

transparent, l
colorless to pale-yellow gel with
characteristic odor / OnHoponusI
npo3payHelii rens ot GecnperHoro
6nenHo-KxemTOro  LBETa C

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
YACPKUBAHHSA
OCHOBHOTO TIHKa Ha [
XpoMaTorpamMme HCIBITYEMOrO |
PacTBOpa NOHKHO COOTBETCTBOBATE

NHKa HA XPOMAaTorpaMMe pacTeopa
CTaHAAPTHOIO obpasua
HUMECYJIHIIA (pazgen
«KonuuecTBeHHOE OTIpeEeNneHHE)

Remarks : The Product conforms to ND/
ITpumeyanne: [Tpoavkt coorsercTyeT Tpeboranuam HJI

":Conclusion : APPROVED /
Jaxnrouenue: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogroTosnexo: \ 1] [Tpoeepeno: Pardeep Kumar Onobpero: Menemxrep / Pykosoanre (b
Ramakant "W E’ ? Manoj Kumar \ )

i = L
Reprint Date / Reprint Date / Reprint Date /
JHara: 22.08.2023 Hara: 22.08.2023 Hara: 22.08.2023
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T T Ig. 3 Tara e, v

CIN: L85195AP1934PLCO04507
www.drreddys.com
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Qo.c Dr. Reddy's Laboratories Ltd.
? ® ; ;
Formulation Unit-6
D r. Reddy S *. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel ; +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTHA3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g B
\Ilpoaykr _ : Ham AxTHBrens (HUMeCYJIMA) reib Ul HapyKHOro npuMeHenus, 1 %, 50
Batch No / : V230525 Baich Quantity / : 23116.0 units/ |
Cepus Ne ) O6nem napTHR 231160 enunny_ |
iAnalytical Report No / : 040001990444 Date of Analysis / : 26.07.2023
AHaTATHYECKHH 0T9eT Ne _|dara ananusa ; _
Date of Manufacture / : Jul-2023 |Date of Expiry / : Jun-2025
Jdara mpousBogcTBa ___T'open go

Analysis performed according N ND / Anannz nponenen no HJI: JITI-Ne(001336)-(PT - RU)-251022
Page20f4/CTp 2n34

“‘t“))UV spectrophotometry / | Complies as  prescribed / ngbsorptlon spectrum of the test
Y ®-cnextpodoTo Cootsercrayer TpeboBaHHAM solution should have absorption |
METpHs maximum at 397+5nm / VO- |
CIIEKTP TOTTIOLIEHHS UCTIBITYEMOrO
| PAcTBOpA JOJ/DKEH HMETh MAKCHMYM
| rorjomenus npy 397+£5 uM
3. |[Weight of package ’ B 51g/51r According to Rus. Ph. /B
contents / Macca COOTBETCTBHH C TpeOOBaHUAMU
CONEPKHMOro YIIaKOBKH [DPD
4. [pH - 326 25t045/012,5004,5
} 5. | Viscosity / Bazkocts 1026 centipoise / 1400 to 1,200 centipage-/
1026 cauTHmyas Ot 400 mo 1200 canTumyas
6. ] Impurlt:es / Hpnmeu: - |
1, Impunty cf Not detected / He 06_11apy;K6Ha I Not more than 0.50 % / o
Ilpumecs C He 6onee 0,50 %
i . . .
ii. gnpunty %/ ' Below LOD (LOD = 0.02 %) / gotﬁmore gh;g (;:50 % /
, PHMECH Huxe npenena obHapy»KeHus e bomee L,08 7
iii. | Any other impurity / (IO =0.02 %) Not more than 0.50 % /
Jrobas npyras npuMech 0.06% He 6onee 0,50 %
1v. | Total impurities / 0.3% Not more than 1.50 % /
CymMMa npumeceit ! He 6onee 1,50 %
L sy =3 o H T, - i e iy
7. | Microbial purity* / MuxpoGronoruieckas 4uacroTa®

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT cooTsercTByet Tpebosanuam HJJ 3armouenue: ONOBPEHO
Prepared by / . Checked by / Approved by: Manager/Executive /
ogrororneno: /| |\, (4 | Iposepeno: Pardeep Kumar Omobpeno: Menemxep / PyKoBoAHTENb
Ramakant A~ | Manoj Kumar ; -
v e hogteeel
| Reprint Date / Reprint Date / Reprint Date /

Jara: 22.08.2023 | g[a}.Ta 22.08. 2(}23 | Hara: 22.08.2023

it R s ST Road 1 BanaTd BNS, Flyanigod0 - SUOUSS, Terangana, ndi

Tal: +91 40 4200 2900, Fav: +"-\1 AN 4ﬂnn 7999, Fmall mall@drredrys rom
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Q ﬂ‘ Dr. Reddy's Laboratories Ltd.
s @ ‘ .
Formulation Unit-6
Dr‘ Reddy S e . Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUHPUKAT AHAJINU3A

'Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g B —;
Ilpopykr : Hak3™ AxTusrens (HUMeCynHN) renb /s HAPYKHOTO MpuMeHenHs, 1 %, S0 ]
Batch No/ : V230525 Batch Quantity / : 23116.0 units /
!Cepusa Ne __1O6bem papTHR 23116.0 equnmn_ |
Analytical Report No/ : 040001990444 Date of Analysis / : 26.07.2023
ApanaTHYeckuii oTuer Ne o Mara ananusa
Date of Manufacture / : Jul-2023 :Date of Expiry / : Jun-2025
JlaTa DpoH3BOACTBA Conen o

i Analysis performed according ND / Araus nposenen no HJI: JITI-Ne(001336)-(PI-RU)-251022 |
Page3 of 4 /Crp.3 u3 4

i. | Total Aerobic Microbial o NA ] | Not more than 100 CFU/g /
Count / O6mee uncno | He 6onee 100 KOE/r
aspOBHEIX MHKPO- ' i
OpTaHH3IMOB ‘ '
ii. | Total Combined Yeast and "NA  Not more than 10 CFU/g [/
i mould count / OB1uee uucio { He 6onee 10 KOE/r
IOPOXOKEBBIX M TIECHEBIX |
rpubos
iii. | Pseudomonas aeruginosa | NA Should absentin 1 g/
i OrcyrctBue 8 11
iv. | Staphylococcus aureus NA Should absentin 1 g/
l OtcyrcTBHe B 1 1
8. | Assay/KonmuecTBemmoe ompenenenue o - =
Nimesulide / H Humecynup T 9.94 mg /9.94 mr [9.0 mg to 11.0 rrTg of Ci3H12N2058
(99.4 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr CisHi2N2OsS |
(wumecynun) (ot 90,0 % mo
110,0 % OT HOMHHAILHOTO
cofepxanus) B 1 rrens

9. |Dimethyl sulfoxide / | 92% 90% to 110% of CoHsOS (dimethyl
Jamerancyanpoxcny ’ sulfoxide) of label claim /
Ot 90 % po 110 % C:HeOS
| (mumeruncynsdoxcun) ot
' HOMMHAIEHOTO COAEPIRAHMUS

. . B
"Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpamveyanune: [IpoaykT cooTercTBYeT Tpebopanuam HII 3axaroyenne: ONOGPEHO
Prepared by / . & Checked by / Approved by: Manager/Executive / |
Ioarorosneno: | \ U\; [Tporepeno: Pardeep Kumar Onobpero: Menemxep / PYKOBO,I[HTeJlb
Ramakant ¢\ W Manoj Kumar \

s - !11
Reprint Date / Reprint Date / Reprint Date / )
Hata: 22.08.2023 ,I[aTa 22.08.2023 Hara: 22.08.2023
T e Tihe. S 140, 3, Banjard TG, Fyaeraodd - SO0, Tormigang, o

Tel: 491 40 4Q00 2qnn Fav* +91 40 4900 7999, Fmail- mail@drreddys ram
CIN: L85185AP1984PLCO04507
www.drreddys.com



Q .. J Dr. Reddy's Laboratories Ltd.
B ! ;
Formulation Unit-6
qu Reddy S ’ Vill. Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTH3A
(Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g !
lgp(_)%m:_ : Haiiz® AxTHBrenb (HHMECYTHIT) reflb TS HAPYKHOTO NpuMererns, 1 %, 50 r
Batch No / : V230525 Batch Quantity / : 231160 units /|
Cepus Ne. S 7 {O6bemM napTHH 23116.0 egunmu_
Analytical Report No / : 040001990444 Date of Analysis / 1 26.07.2023
Amnajaradeckuii oryer Ne o Hara anaansa S
Date of Manufacture / : Jul-2023 ‘Date of Expiry / : Jun-2025
JlaTa DpoM3BOACTBA Copen xo

Analysis performed according ND / Ananns uponeneu no HJI: JIIT-Ne(001336)- (Pl"-RU)-251022
Page4of4/CTp 41{34

{ 10. |Package / YuakoBka 50 g in a laminated aluminum tube equipped with tamper—ewdent
membrane. Each tube and a patient information leaflet in a carton. / [To
50 r B TyOy U3 JNaMMHHPOBAHHOIO AJIIOMHHHSA, CHaGKEHHYIO |

' MeMOpaHo#t Ut KOHTPOS NepBoro Bekpritud. Kaxayio Ty6y Bmecte

; ¢ MHCTPYKUMEH MO MeIHLIMHCKOMY NPHMEHeHHIO [IOMEIAIoT B MaYKy

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.
*[ToxazaTesh MOXET OTCYTCTBOBaTh B cepTHUKaTe anaiu3a nponssoxaTes. lpoussognTens

rapauTHpyeT KA4YeCTBO OpCIapaATa o 3THM NoKasaTeIaAM.

API name (INN) / Haumenosanue A®PC (MHH): | I{lmesuhde / Himecynun _ —l
API manufacturer batch number / NMS/13050479 |
Homep ceprnr npoussoguTens ADC: _ _ ) L
FP Manufacturer API Batch number / FEQAQ00262
Howmep cepun cyGcraruun npoussogntens I'JId; ] o o
API Manufactured by & country / Aarti Drugs Ltd., India /
| Ipoussognrens A@C, crpana: _ Aapru Jlparc JItg,, Hunus __l
| Remarks : The Product conforms to ND/ Conclusion : APPROVED / -
IIprmewanue: IIpoaykr cooTreTcTBYET TpeboranusM HJJ 3axmouenne: OJJOGPEHO
Prepared by / , Checked by / Approved by: Manager/Executive /
TloarorosigHo: _" ' j-“,"\ Ilposepero: Pardeep Kumar Onobpeno: Menemxep / Pykosos vm b
Ramakant P ) { . Manoj Kumar '
= - iy I :
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.08.2023 I[a'ra' 22. 08 2023 )_'[a'ra 22, 08 2023
e Renloro L S Roao 1 Tar gt g, EINED Tii )

Tel: +91 40 49{}9 2900, Fax +91 40 45900 2999 Ema|l mapl@drreddys com
CIN: L85195AP1984PLCO04507
www,drreddys.com



