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Product Nise tablets 100 mg
MpoaykT Haitz®, Tabnerku 100 mr
Batch No / 1 V2101955 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obbem cepin 25,00,000 Tabnerok
Analytical Report No / 1 40001473745-1 Date of Analysis / : 30.11.2021
AHaJINTHYECKHUI oTyeT Ne Jara anaaunsa
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2024
JlaTa npoU3BOJACTBA I'omen go (BKJ)
Analysis performed according to ND / Anaau3 nposeaen mo HJI: [TN012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020)
Ne Test / IlokasaTenb Result / PesyabTaThl n Specification / Hopma |
1 |Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with:
smooth surface. / bBejble ¢ XKENnTOBATHIM |
OTTEHKOM KPYTJible IBOSKOBBITYKNBIE TabyeTkH
C IJIaaKOU TIOBEPXHOCTBIO.
2 | Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
IMoanunnoCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep:KUBaHUS OCHOBHOIO
nMKa Ha  XpoMarorpaMme  MCIIBITYEMOTo
pacTBOpa JOKHO COOTBETCTBOBATH BPEMEHH
yIaepXuBaHUA OCHOBHOTO MyKa
XpOMaTorpamMmme  pacTBopa  CTaHAAPTHOrO
obpasua HHMECYTHIA (pasnen
«KonuuecTseHHOe omnpeeneHne»)
3 | Average weight and mass 310.8 mg/310.8 mr {310 mg+£5.0% /310 mMr+5,0%
::I:)lf:)mlty AR racea Complies / CooTBeTcTBYET 18/20 tablets —-NMT + 5 % /
B 18/20 tabnerok — He bonee = 5 %
2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He Honee £ 10 %
4 | Dissolution / PacTBopeHue 96 %, 100 %, 96 %, 95 %, 96%, |Not less than 75 % (Q) of labeled amount of
97 % C3H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHabHOTO comepxauusa Ci3H2N>OsS
(HuMecynun) yepes 45 MUH.
5 |Water/Boaa 2.6 % Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /
IMpumeuanne: I1poaykt cooTBeTcTBYeT Tpebopanusm HII

Conclusion : APPROVED /
Zaxawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Iloarotosnexo: IIpoBepeHo: Onobpeno: Menemxep / PykoBoIUTENb
Ankit Pardeep Kumar Kusum Lata s

a 4 Sabe
Print Date / Print Date / Print Date /
Hara: 30.11.2021 Hara: 30.11.2021 Hata: 30.11.2021
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Product Nise tablets 100 mg

MpoaykT Haiiz®, Tabnerku 100 mr

Batch No / : V2101955 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 40001473745-1 Date of Analysis / : 30.11.2021
AHajuTHYecKHIi oT4eT No JlaTa ananusa

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2024

Togen 10 (BKUT)

Jara npousBoaACcTBa

Analysis performed according to ND / Ananus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

|__ Ne Test / HokaszaTeab | Result / Pesy.anaTbl_ | Speciﬁzation / Hopma
Related substances / PoacTeennbie npuMecu -
q 0, 70 9
Impurity A / Tlpumecs A Less than LOQ (0.0057%) ‘NMT 0.20 % / He 6onee 0,20 %

; Impurity B / TTpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ipumeck F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Eauau4Has
HeuzeHTHhUUMpyemas
NpUMeECh
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npumecei

7 | Uniformity of dosage units / 32 Acceptance value (AV) should be not more

OAHOpPOAHOCTH T03HPOBAHMUS

8 |Microbial limits / MnKpoﬁnonornquIZa;l YHCTOTA

than 15.0 / ITokaszatennb npuemaemoctu (AV)
nokeH OpITh He 6onee 15,0

‘a) Total aerobic microbial
count / Ob1uee yucio
a3pOOHBIX MHKPOOPraHU3MOB

<10 CFU/g/
<10 KOE/r

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

b) Total combined yeasts and
mould count / Obuiee yncno

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

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

JPOXOKEBBIX U IIIECHEBBIX
rpubos

c) E. coli

Absent /
OTCyTCTBYET

Shall be absent in 1g/
JonxHsl oTCyTCTBOBaTh B 1 T

Remarks : The Product conforms to ND /
IIpumeuanne: [TpoaykT coorBeTcTBYeT Tpebobanusm HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: ITpoBepeHo: Onobpeno: Menemxep / PykoBoAHTENL
Ankit Pardeep Kumar Kusum Lata 1 .
(- = A
o
Print Date / Print Date / Print Date /
Hara: 30.11.2021 Hata: 30.11.2021 Hata: 30.11.2021
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Product : Nise tablets 100 mg
Ipoaykr :  Haiiz®, Tabnerkn 100 mr
Batch No / : V2101955 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 40001473745-1 Date of Analysis / : 30.11.2021
AHaauTU4YeCKH il oTueT Ne JlaTa aHann3a
Date of Manufacture / : Nov-2021 Date of Expiry / ¢ Oct-2024
JaTa npousBoacTBa Togen go (BKJT) -
Analysis performed according to ND / Ananus nposeaen mo HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

__ Ne _ Test / Hokazarenb B Result / Pe3ynbTaThbl Specification / Hopma
9 |Assay/ KosuyecTtBeHHOE 99.9 mg/99.9 mr Not less than 90.0 mg and not more than
onpeaeeHue 110.0 mg Ci3H2N>0OsS Nimesulide in tablet /

Or 900mr mo 110,0mMr C;3H;2N-OsS
(vumecynun) B Tabnerke

10 | Package / YnakoEka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Tlo 10 tabnerok B carton. / Ilo 10 Tabnerox B IIBX /
[MBX/antomuunes oM 6nuctepe. [o 3 | amomunuesom Omucrepe. Ilo 1, 2, 3 numn 10
6HcTepa BMECTE ¢ MHCTPYKLMEH 110 | GMMCTEpOB  BMECTE C  HHCTPYKUMER  nio
NPUMEHEHHIO B NMaYKy KAPTOHHYIO. | [IPHMEHEHHUIO B MaYKy KAPTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
| CooTeeTcTBYeT TpeOOBaHUAM B cootBercreuu ¢ HJL

12 | Storage conditions / Store protected from light below 25°C / B 3aliMIieHHOM OT CBeTa MeCTE TpH |
| Xpanenue Temnepatype He Bblie 25°C

|
L | —
I 13 | Shelf life / Cpok roanocTn 3 years / 3 roja

Remarks : The Product conforms to ND / Conclusion : APPROVED /

TIpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanusam HJ 3aknwuenne: OJJIOBPEHO

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

Iloprorosnexo: ITpoBepeHo: Onobpeno: Menemxep / PykoBonuTeNb

Ankit ’1‘“ Pardeep Kumar CJ o Kusum Lata T W
(£~ - =

Print Date / Print Date / Print Date /

Jara: 30.11.2021 JHara: 30.11.2021 Hara: 30.11.2021
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