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Product Nise tablets 100 mg
TMpoaykr Haiiz®, Tadnerku 100 mr
Batch No / : V2202393 [Batch Quantity / : 25,00,000 tablets /
Cepnsa Ne O0beM cepuH 25,00,000 TadnieTok
Analytical Report No / : 890001628989 Date of Analysis / 1 23.11.2022
AHAJHTHYECKHI oTueT Ne Jlara ananusa
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP. 2025
JlaTa npou3BoACTBA TogeH a0 (BxA)
Analysis performed according to ND / Anaaus nposeaen no HJ/I: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / Iloxa3zaTe/in

Result / PesyabTaTst

1 |Description / Onncanue

Complies / CooTBeTcTBYET

_ Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Denble ¢ KENTOBAThHIM
OTTEHKOM KpYIJIbIe ABOSKOBBIMYKIIbIE TAONETKH
C IJ1aAKOH MOBEPXHOCTEIO.

| Identification /
ITognnHHOCTDL

2

Complies / CooTBeTcTBYeET

The retention time of principal peak in the
chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemsi ynep»KuBaHHsi OCHOBHOTO
MMKA Ha  XPOMATOrpaMME  HCMBITYEMOTO

pacTBopa AOKHO COOTBETCTBOBATL BPEMEHH
yIOEpKUBAHUS OCHOBHOTO nHKa Ha
XpoMarorpaMme  pacTBopa  CTaHAapTHOTO
ofpaszua HUMeCYInIa (paznen

Average weight and mass
uniformity / Cpeansisi macca
W OTHOPONHOCTh MACCHI

308.2 mg/308.2 mr

Complies / CoOoTBETCTBYET

310 mg + 5.0 % /310 mMr+ 5,0 %
18/20 tablets —NMT £ 5 %/

18/20 rabneruk — He Guiee L 5 %

2/20 tablets — NMT + 10 % /

«KonMuecTBEHHOE OTpeaeicHIE»)
|

2/20 tabnerok — He 6onee £ 10 % |
|

'Dissolution / PacTopenue

95%, 95%, 95%, 94%, 95%, 95%

| Not less than 75 % (Q) of labeled amount of

| C13H12N>0sS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHaneHoro coaepxanus Ci3HixN2OsS
(auMecyaun) uepes 45 MUH.

5 | Water / Bon; -

25%

Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks: The Product conforms to ND /

Conclusion: APPROVED /

ITpumeuanue: [IponykT cooteTcTByeT Tpebobanusm H/J

Zakmouenne: OJJOBPEHO

Prepared by /
Honrom?euo: Pawan Kumar
\

Checked by /
[Iposepeno: Naresh Kumar

[y

e

Approved by: Manager / Execulive /
Onobpeno: Menemxep / PyKOTﬂI-ITGHI:

Manoj Kumar Wh}_f},“,z

Print Date /
Jlara: 23.11.2022

Print Date /
Jara: : 23.11.2022

Print Date /
Hata : 23.11.2022
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Product : Nise tablets 100 mg
[poaykr :  Haiiz®, Tadnetkyn 100 mr
Batch No / : V2202393 Batch Quantity / : 25,00,000 tablets /
| Cepus Ne Oodnem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001628989 Date of Analysis / ¢ 23.11.2022
AHaauTu4YecKHii oTuetr No JlaTa avanu3za
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP. 2025
JlaTa npoussBoacTBa T'open ao (BKII)
Analysis performed according to ND / Ananus nposeaen no HJI: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. No 2 o1 10.08.2020)

Ne Test / TlokazaTen | Result / PesynbTatnl | Specification / Hopma
6 | Related substances / PoacTBeHHBIe NDUMecH
g | 0 0
Impurity A / [Ipumecs A Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / IIpumece B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
. Impurity D / TIpumecs D Below limit of detection (LOD: NMT 0.20 % / He 6onee 0,20 %
0.0049%
[mpurity E / Tlpumecs E & NMT 0.20 % / He 6onee 0,20 %
Not Detected '
Impurity F / IIpumecs F |NMT 0.20 % / He 6onee 0,20 %
Not Detected
Any unknown individual |NMT 0.20 % / He 6onee 0,20 %
ae 0.02 %
impurity / EquHnunas '
HeuzaeHTuGULHpyemasn
npuUMech
Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
|
npuMecen
| 7 'Uniformity of dos?ge units / 1.8 Acceptance value (AV) should be not more
OaHOpOAHOCTDb 103MPOBAHMA than 15.0 / TToxa3zaTens npuemineMocty (AV)
noskeH ObITh He Gosiee 15,0
8 |Microbial limits / Mukpo6uosioruyeckasi Y44cToTa -
a) Total aerobic microbial | Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1ee yHCIOo Menee 10 KOE/r He 6omnee 1000 KOE/r
a3poOHBEIX MHKPOOPTaHU3MOB

Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ilpumeyanue: I[TponykT coorseTcTBYET TpeboBanusam HJI 3axnwdenue: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Hogrorosnero: Pawan Kumar [Iposepeno: Naresh Kumar Onobpeno: Menemxep / Pyxosonurens

( f LU&T @7 Manoj Kumar " m

- P

Print Datk / Print Date / Print Date /
Hara: 23.11.2022 Hara: : 23.11.2022 Hara : 23.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500; Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘;.’.

CERTIFICATE OF ANALYSIS

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

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

CEPTUD®OUKAT AHAJIN3A

Page30f3/Crp.3n33

Product Nise tablets 100 mg

Mpoaykr Haiz®, Tabnerku 100 Mr

Batch No / : V2202393 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001628989 Date of Analysis / 1 23.11.2022
AHaANTHYECKHH oTueT No JlaTa ananu3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP. 2025

JlaTa npon3BoacTBa |Topen mo (BK.I)

Analysis performed according to ND / Ananus nposeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
im3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

- Ne [ Test / IloxazaTenn
|b) Total combined yeasts and
mould count / Obee uucno
JPOMOKEBBIX U IJIECHEBBIX
rpuboB

)E.coli

Result / Pesyan;Tu

Specification / Hopma |

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Absent /
OTcyTCTBYET

9 | Assay / KosimuectBenHoe
onpeaeieHne

99.3 mg/99.3 mMr

Shall be absent in 1g/
JIo/mKHBI OTCYTCTBOBaTbL B 1 T

Not less than 90.0 mg and not more than
110.0 mg C3H)>N2OsS Nimesulide in tablet /
Or 90,0 Mmr - no 110,0 Mr Ci3H12N>OsS
(MuMecynun) B TabneTke

10 |Package/ YnakoBka

11 |Labeling / MapkupoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerokx B
[MBX/amomunueB om 6aucrepe. ITo 3
6nucTepa BMeCTE C MHCTPYKUHEH IO
NPUMEHEHHUIO B Ma4Ky KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B IIBX /
amoMuuueBom bnuctepe. o 1, 2, 3 umn 10
6IIMCTEPOB  BMECTe C  HHCTPYKLMEH IIo
MPUMEHEHHUIO B MTAYKy KAPTOHHYIO.

| Complies as prescribed /
CootsercTByeT TpebOBaHUAM

According to ND /
B cootsercruH ¢ HJI

12 Storage conditions /
XpaHenue

Store protected from light below 25°C / B 3aumMimmeHHOM OT CBETa MECTE MPH

TeMmneparype He Boiue 25°C

13 | Shelf life / Cpox roanoctu

3 years /3 roga

Remarks: The Product conforms to ND /
IIpumeuanne: [IpoaykT cootBeTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
Zakawuenue: OJOBPEHO

Hara: 23.11.2022

Hara: : 23.11.2022

Prepared by / Checked by / Approved by: Manager / Executive /
IMoxgrorosneno: Pawan Kumar [Ipoeepeno: Naresh Kumar Onobpeno: Menemxep / Pykosojures

’QOL 04},} i 1"_&;?,/ Manoj Kumar M
Print Date / \ Print Date / Print Date /

Hata: 23.11.2022
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