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Product  : Nise tablets 100 mg N i

Mpoaykr _ : Haiis®, rabnerkn 100 mr -

Batch No / 1 V2101563 ' Batch Quantity / : 25,00,000 tablets /
Cepua e Oonem cepuu 25,00,000 Tadnerok
Analytical Report No / : 890001546780 Date of Analysis / 1 24.09.2021
AHANMTHYECKHIT oTuer Ne JlaTa aHaau3a

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024

JlaTa npou3BOACTBA Tlopen g0 (BKJT) 7

Analysis performed according to ND / Ananuns nposegen mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3am. Ne 2 ot 10.08.2020)

| Ne | Test/IlokasaTtean Result / PesysibTaTnl o Specification / Hopma
1 |Description / Onucanue Complies / CoorBercTByeT Yellowish white round biconvex tablets with |
smooth surface. / Benble ¢ IKeNTOBATLIM |
OTTEHKOM KpYTJIble IBOSKOBbIMYKIIbIE TaONIETKH
C r1aJiko# MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTcTByET The retention time of principal peak in the
MoananuHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep1BaHHs OCHOBHOIO
nMKka Ha XpoOMaTorpaMMe  MCHBITYEMOro
pacTBopa AOJDKHO COOTBETCTBOBaTh BPEMEHU
yIOepIKUBAHU OCHOBHOTO nuka Ha
XpomarorpaMme  pacTBopa  CTaHOapTHOro
obpasua HUMeCYTUAa (pasnen
«KonuuecTBeHHOE ONpeleieHHE)

"3 Average weight andmass |  311.3mg/3113 mr 310mg+5.0%/310mMr£5,0%

uniformity | CPGANAR WACEA | Complies / Cootsercrayer | 18/20 tablets - NMT 5 % /
AR i 18/20 Tabnetok — He Gosiee £ 5 %

2/20 tablets = NMT = 10 % /
2/20 tabnetok — He 6onee = 10 %

4 |Dissolution / Pacteopenne | 99 %, 97 %, 99 %, 98 %, 96 %, | Not less than 75 % (Q) of labeled amount of |
97 % C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

HoMuHansHoro cogepxianus Ci3H2N20sS
(HuMecynun) uepes 45 MHH.
5 | Water/Boaa '  33% Not more than 6.0 % w/w / He Gozee 6,0 %
Remarks : The Product conforms to ND / T Conclusion : APPROVED /
ITpumeuanme: [TpoaykT cooTBeTcTBYeT TpeboBanusam HI 3akmouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[loarorosneHo: ITpoBepeHo: Opobpeno: Menemxep / Pykosoantens
Pardeep Kumar /# Himesh Kumar — Manoj Kumar P (
Print Date / Print Date / Print Date /
Hata: 24.09.2021 [ara: 24.09.2021 Hara: 24.09.2021
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Product Nise tablets 100 mg - o
MNpoaykr  : Haiis®, tabnetkn 100 Mr
Batch No / : V2101563 'Batch Quantity / : 25,00,000 tablets /
Cepus Ne |O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001546780 |Date of Analysis / : 24.09.2021 |
AHaANTHYECKHIH 0T4eT Ne JaTa anann3a |
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024 ‘
JlaTa npou3BoaACTBA Iogen no (BK.) ‘

Analysis performed according to ND / Anaans nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

N Test / IokasaTes

Result / PesyabTaTbl

Impurity A / Tlpumecs A

6 |Related substances / PoacTeeHHbie IpHMecH

Less than LOQ (0.0057%)

B ASpeciﬁca'fi'(")'ﬁ / Hopma

'NMT 0.20 % / He 6onee 0,20%
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

;Impurlty B/ INpumecs B 0.02%
| Impurity C / Ilpumecs C Not Detected
Impurity D / Ilpumece D Not Detected
Impurity E / IIpumecs E Not Detected
Impurity F / Tlpumecs F Not Detected
:Any u.nknown individual Less than LOQ (0.0143%)
impurity / EnuHu4Has
HeuaeHTHHUMpYeMas
npUMeCh
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npumecet

7 | Uniformity of dosage units / | 3.6

| OAHOPOAHOCTL NO3MPOBAHMA |

Acceptance value (AV) should be not more
than 15.0 / [okasarens npuemiemoctu (AV)
n0/KeH 66Tk He Gosee 15,0

a) Total aerobic microbial
count / Obiee uHcI0

adp0o6HBIX MUKPOOPraHH3MOB

8 |Microbial limits / Muxpo6uosoruueckast 4ucToTa

05CFU/g/
05 KOE/r

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

| IPOMOKEBBIX M MJIECHEBBIX
rpubos

b) Total combined yeasts and
mould count / Obuwee yucao

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

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

¢) E. coli

“Absent in 1g/
OrcyrerByeT B 1r

Shall be absent in 1g/
| llomkHBI OTCYTCTBOBATH B 1 T

Remarks : The Product conforms to ND /
Ipumeuanue: [Tpoaykt cooTBeTcTBYeT Tpebosanusm HI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /

[ToaroToBneHo:

Pardeep Kumar
-

Checked by /
ITposepeHo:

Himesh Kumar —
.—\—>’S//

Approved by: Manager / Executive /
Opnobpeno: Menexep / PykoBonutene

Manoj Kumar -

Piint Dale /
Jlara: 24.09.2021

Print Dalte /
Jara: 24.09.2021

Priut Dale /
Mara: 24.09.2021
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Page 3 of 3/Ctp.3 133
Product . Nise tablets 100 mg T '
Tlpoayxr 1 Haiis®, tadnerku 100 mr
Batch No / : V2101563 'Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oo0bem cepumn 25,00,000 rabnerok
Analytical Report No / : 890001546780 | Date of Analysis / 1 24.09.2021 B
AHAJNTHYECKHH 0TuyeT Ne lata anaanza
Date of Manufacture / : Sep.2021 |Date of Expiry / : Aug.2024
Jara nponsBoacTBa |Tonen a0 (BK.1)
Analysis performed according to ND / Auaans nposeaex no HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020) |

Ne | Test/Tokasarens ~ Result/PesyabTatel Specification / Hopma |
Assay / KonnyecrseHnoe 99.5 mg/99.5 mr Not less than 90.0 mg and not more than
onpesaecHue 110.0 mg Ci3H,2N-0sS Nimesulide in tablet /

OT 90,0 MrI a0 110,0 Mr C|3H12N305$
(Humecynun) B TabneTke
10 |Package/ YnakoBka 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. / Tlo 10 Tabnetok B carton. / Ilo 10 Tabnerok B [IBX /
IIBX/amomuunes om 6auctepe. [To 2 | amomunmeBom Gaucrepe. ITo 1, 2, 3 wmu 10
6MCcTepa BMECTE C MHCTPYKUHMeEH Mo | OIMCTEpOB  BMECTE C  HHCTPYKUMEH 1o
NPMMEHEHHIO B MAaYKy KapTOHHYIO.  [IPWMEHEHMIO B MayKy KapTOHHYIO.
11 | Labeling / MapkupoBka ” .'Complics as prescribed / " According to ND /
CootsercTByeT TpebOBaHHAM B coorBercTBuu ¢ HII

12 | Storage conditions / Store protected from light below 25°C / B 3amuueHHOM OT cBETa MecTe npu'
XpaHenne Temrnepatype He Bbiwe 25°C

13 1 Shelf life / Cpok rogHocTn 3 years/ 3 ropa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [Tpoaykr coorsercTByeT TpeboBanusm HJI 3axiovyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Togrorosnexo: [1posepeno: Omnob6peno: Menemkep / PykoBoauTe b
Pardeep Kumar /J Himesh Kumar e Manoj Kumar ;

" O—L/ - [\\7’7 t I-LC -
Print Date / Print Date / Print Date /
Jara: 24.09.2021 Hara: 24.09.2021 Jara: 24.09.2021
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