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Product Nise tablets 100 mg

MpoaykT Haitz®, Tabnerku 100 mr

Batch No / 1 V2101826 Batch Quantity / : 25,00,000 tablets /
Cepun Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001552788 Date of Analysis / : 31.10.2021
AHaJnTHYecKHii oTueT Ne JlaTa aHann3a

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

JlaTa npoH3BOACTBA T'onen go (BKJ)

Analysis performed according to ND / Anaans nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / [okazaTean

~ Result/ PesynbTatsl

Specification / Hopma

1 |Description / Onucanue

Complies / CooTBeTcTBYET

Yellowish white round biconvex tablets with |
smooth surface. / bBemsle ¢ KelToBaThIM
OTTEHKOM KPYTJIbIe NBOSIKOBBIITYKIblE TabneTku
C rIagKoM MOBEPXHOCTHIO.

2 Identification /
IMoanuHHOCTH

Complies / CooTBeTcTBYET

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 / BpeMs ynepKuBaHHA OCHOBHOTO

MMKa Ha  XpPOMaTOrpaMMe  HCIBITYEMOIO
pacTBOpa HO/DKHO COOTBETCTBOBATH BPEMEHM
yIepKUBaHUS OCHOBHOTO MHKa Ha
XpoMarorpaMMe  pacTBopa  CTaHOAPTHOrO
obpasia HUMeCYNua (paznen

«KonuuecTBeHHOE or[pez[eneHMe»)

3 | Average weight and mass
uniformity / Cpeansia Macca
H OAHOPOJHOCTH MaCChl

307.3 mg/307.3 Mr

Complies / CooTBeTcTBYET

310mg+5.0%/310 Mr = 5,0 %

18/20 tablets —-NMT £ 5 % /
18/20 Tabnerok — He 6onee = 5 %

2/20 tablets — NMT £ 10 % /
2/20 Tabnerok — He 6onee + 10 %

4 | Dissolution / PacTBopenue

96 %, 93 %, 96 %, 96 %, 97%, 95 %

Not less than 75 % (Q) of labeled amount of
C13H12N>OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHanpHoro coaepxanus C3Hj2N20sS
(uumecynun) yepes 45 MuH.

5 Water / Boaa

29%

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: [IpoaykT cooTBeTcTByeT Tpebosanusam H/L 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosieHo: ITposepeHo: Onobpeno: Menemxep / PykoBonuTens
Ankit Himesh Ku&ir/___g Pawan Kumar (

‘ail(i/ ~ =
Print Date / Print Date / Print Date /
Hata: 31.10.2021 Jara: 31.10.2021 Jata: 31.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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Product : Nise tablets 100 mg

Mpoayxr :  Haiiz®, Tabnerxku 100 Mr

Batch No / 1 V2101826 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 TabneTok
Analytical Report No / : 890001552788 Date of Analysis / : 31.10.2021
AHaauTHYeCKHii oTueT Ne Jara anannza

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

JlaTa npou3BOACTBA Topeu go (BKA)

Analysis performed according to ND / Ananus nposegen no HJL: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / ITokazaTenn

Result / PesyabTarTh! _] Specification / Hopma_

6 |Related substances / Poacreennbie npuMecH

Impurity A / TIpumecs A
Impurity B / Ilpumecs B
Impurity C / Ilpumecs C
Impurity D / TIpumecs D
Impurity E / [Tpumecs E
Impurity F / TIpumecs F

| Any unknown individual
impurity / Eqpnuynas

Less than LOQ (0.0057%)
0.01%
Not Detected
Not Detected
Not Detected
Not Detected

Less than LOQ (0.0143%)

|NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6osee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6ounee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

OJIHOPOJIHOCTL AO3HPOBAHHUA

HeUAeHTUDULHpyeMast
MPUMECH
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
npuMecer
7 | Uniformity of dosage units / - 3.6 Acceptance value (AV) should be not more

than 15.0 / Iokasartens npuemMiaeMocTH (AV)
|I10J'DKCH 6bITE He Gosiee 15,0

8 |Microbial limits / MukpoOGHOMOTHYECKAS YHCTOTA

a) Total aerobic microbial
count / O61uiee 4HCIO
a>pOOHBIX MUKPOOPraHH3MOB

<10 CFU/g/
<10 KOE/r

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

b) Total combined yeasts and
mould count / Ob1iee yucio
IPOXOKEBBIX M THECHEBBIX
rpuboB

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

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

¢) E. coli

Absent /
OTtcyTcTBYET

Shall be absent in 1g/
JlomKHBI OTCYTCTBOBATE B 1 T

Remarks : The Product conforms to ND /

Ipumeuanne: [IpoaykT cootercTByeT TpedoBanusam HJL

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

(£

Prepared by / Checked by /
IToarotosneHo: [IposepeHo:

Ankit - Himesh Kumar E sl

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoauTenb
Pawan Kumar

2

Print Date / Print Date /
Hara: 31.10.2021 Jara: 31.10.2021

Print Date /
Jata: 31.10.2021
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Product : Nise tablets 100 mg

AHaauTHYecKHnit oTyer No

IlpoaykT : Haiiz®, tadnerku 100 mMr

Batch No / : V2101826 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O61em cepun 25,00,000 tabnerox
Analytical Report No / : 890001552788 Date of Analysis / : 31.10.2021

llaTa anaausa

Date of Manufacture / : OCT.2021
Jarta npou3BoACTBA

Date of Expiry / : SEP.2024
T'oxen o (BKJT)

u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08

Analysis performed according to ND / Anaaus nposeaen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /

2020 / u3m. Ne 2 ot 10.08.2020)

__N_' ' Test / IokasaTens Result / PesyabTaTnl | Specification / Hopma
9 |Assay/KoanuyecTBeHHoe 98.3 mg/98.3 mr Not less than 90.0 mg and not more than
omnpeaeseHue 110.0 mg Ci3H;2N>0sS Nimesulide in tablet /
Or 90,0mMr go 110,0mr Ci3H;2N2OsS
(urmecynun) B Tabnerke
10 |Package/ Ynakopka 10 tablets in PVC/aluminum blister. 2 | 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. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabnetok B IIBX /
IMBX/amomunnes oM 6nucrepe. Io 2 | amomuuueoM 6auctepe. Ilo 1, 2, 3 wmu 10
GnucTepa BMECTE € MHCTPYKUMEH 110 | 6AMCTepoB  BMecTe C  WHCIpyKuUueill Mo
MPHMEHEHHIO B IAYKy KapTOHHYIO. | IPUMEHEHHUIO B a4Ky KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND / i
CooteetcTByeT TpeboBaHHAM B coorBercTeum ¢ HJ]
12 |Storage conditions / Store protected from light below 25°C / B 3alMIEHHOM OT CBETa MecTe MpH
Xpanenune Temueparype He Boilie 25°C
[ 13 | Shelf life / Cpox roanoctu 3 years / 3 rona -

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

IIpumeuanue: [Tpoaykr cootBeTcTBYeT Tpebopaniam HJJ 3akmouyenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBNEHO: ITporepeHo: Onobpeno: Menemxep / PykoBOAMTEND

)

Ankit — Himesh Kgx/—/_ o Pawan Kumar

Print Date / Print Date /

Hara: 31.10.2021 Hara: 31.10.

Print Date /
2021 Hara: 31.10.2021
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