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Product Nise tablets 100 mg
IIpoaykT Haiiz®, Tadbnerkn 100 Mr
Batch No / : V2101635 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Ob6bem cepuu 25,00,000 Tabnerox
Analytical Report No / : 890001549915 Date of Analysis / : 12.10.2021
AHAJUTHYECKHH oTueT Ne Jlata ananusa
Date of Manufacture / 1 Sep.2021 Date of Expiry / : Aug.2024
JlaTa npoHu3BOACTBA I'onex po (BrT)
Analysis performed according to ND / Ananu3s niposeaen mo HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

No

Test / TlokazaTenb

Result / PesysabTaThl

SpeciﬁcatioH/ Hopma

1

Description / Onucanue

Complies / CoOTBETCTBYET

Yellowish white round biconvex tablets with
smooth surface. / bBeible ¢ XENTOBaTbIM
OTTEHKOM KpYITIble IBOSKOBLITYKIble TabNETKH
C THAaIKOM MOBEPXHOCTLIO.

Identification /
IopanHHOCTH

Complies / CooTBeTCTBYET

| The retention time of principal peak in the

| obpastia

chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yIep>KuBaHUs OCHOBHOTO
NMKa Ha XpOMATorpaMMe  UCIMBITYEMOIO
pacTBOpa AOKHO COOTBETCTBOBATH BPEMEHU
yAepKUBaHUS OCHOBHOT'O ryKa Ha
XpoMaTrorpaMMe  pacTBOpa  CTaHAApTHOIO |
HUMECYJIHIA (pazpmen
«KoIHMUECTBEHHOE OTIPENIEIICHHUE)

3

Average weight and mass
( uniformity / Cpeansis macca
| H OIHOPOXHOCTE MACCHI

308.0 mg/308.0 mr

Complies / CooTBETCTBYET

310 mg +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 Gonee + 10 %

Dissolution / PacTeBopenne

95 %, 95 %, 94 %, 95 %, 96 %,
97 %

Not less than 75 % (Q) of labeled amount of
C13H2N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) or
HomuHanbsHoro copepxanus Ci3Hi2N2OsS
(uuMecynun) yepes 45 MUH.

Water / Boaa

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

Remarks : The Product conforms to ND /
Tpumeuanne: [IpoaykT cooTBeTCTBYET Tpebosanusam HJ

Conclusion : APPROVED /
3axnrouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroTorneHo: ) IIpoBepeHo: Onob6peno: Meremxkep / Pykosogurens
Pardeep Kumar 3 Himesh Kumar e Pawan Kumar (

Print Date / Print Date / Print Date /

Jara: 12.10.2021 Jara: 12.10.2021 Jara: 12.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Jel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Product Nise tablets 100 mg

MpoaykT Haiiz®, tabnerku 100 Mr

Batch No / 1 V2101635 Batch Quantity / : 25,00,000 tablets /
Cepnsa Ne Ob6bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001549915 Date of Analysis / : 12.10.2021
AHaauTHYecKnii oTyer No Jara ananusa

Date of Manufacture / : Sep.2021 Date of Expiry / 1 Aug.2024

JaTa npou3BOACTBA Ioaen go (BKJI)

Analysis performed according to ND / Auanus nposeaen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / vzm. Ne 2 ot 10.08.2020)

Specification / Hopma

LN Test / Ilokazatean | Result / PesyabraThl
| 6 |Related substances / PoacTBeHHbI¢ IPUMECH
| Impurity A / Ilpumece A Less than LOQ (0.0057%)
Impurity B / [Ipumecs B 0.02%
Impurity C / Ilpumecs C Not Detected
Impurity D / ITpumecs D Not Detected
Impurity E / Ilpumecs E Not Detected
Impurity F / Ilpumecs F Not Detected
| Any unknown individual Less than LOQ (0.0143%)
| impurity / EnuHu4Has |
’ HeuJeHTHOUIMpYyeMast
MpUMECH
Total impurities / Cymma 0.02 %
npuMecei
7 | Uniformity of dosage units / 29

‘ O}lHOpO}IHOCTb A03HPOBaAHUA

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 %

NMT 1.5 % / He 6onee 1,5 %

Acceptance value (AV) should be not more
than 15.0 / Tlokazarens npuemnemMocts (AV)

nojpkeH ObiTh He Honee 15,0

8 Microbial limits / Mukpo6nonoruueckast 4ucToTa

a) Total aerobic microbial
count / Obuee yucno
a3pOGHBIX MUKPOOPTaHHU3MOB

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

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

b) Total combined yeasts and
mould count / O61ee uucno
IpPOJMOKEBBIX U MUIECHEBBIX
rpu6os

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

|
Not more than 100 CFU/g /
He 6osee 100 KOE/r

c) E. coli

Absentin 1g/
OtcyTcTBYET B 1T

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

Remarks : The Product conforms to ND /

IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusm H]I

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
INoaroroBneHo: [IposepeHo: OnoGpeno: Mernemxkep / PyxoBonuTens
Pardeep Kumar z Himesh Kugj/; Pawan Kumar ;{_)

Print Date / Print Date / Print Date /

Jara: 12.10.2021 Jarta: 12.10.2021 Jara: 12.10.2021

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
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Product . Nise tablets 100 mg

INpoaykr  : Haiiz®, tabaetkun 100 mr

Batch No / : V2101635 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6Lem cepun 25,00,000 tabnerok
Analytical Report No / : 890001549915 Date of Analysis / : 12.10.2021
AHaJuTH4YeCKHIi oTueT Ne Jara ananusa

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

JlaTa npoH3BOACTBA TI'ogen no (BKu)

Analysis performed according to ND / Ananus nposeaen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Result / PesysibTaThl

Specification / Hopma

Ne Test / lloka3aTensn
9 | Assay/ KoanuecTtBeHHoe
onpejenenye

98.4 mg/ 98.4 mr

10 "i’ac_kage / YnakoBka

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. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabmerox B IIBX /
IBX/amoMunues om 6auctepe. Ilo 3 | antomunneroMm Gnucrepe. Ilo 1, 2, 3 umu 10
GaucTepa BMECTE C MHCTpPYKUHMei 1o | GNIMCTEpOB  BMeCTe C  HMHCTPYKLMEH 1o
[PUMEHEHHUIO B MAYKY KAPTOHHYIO. | IPUMEHEHHIO B AYKY KapTOHHYIO.

T Labeling / MapknpoBka

Complies as prescribed /
CooTBeTcTBYET TPeGOBaHHAM

Not less than 90.0 mg and not more than
110.0 mg C;3H;2N-OsS Nimesulide in tablet /
Or 900mMr mo 110,0mMr Cy3H;2N-OsS
(unumecynun) B Tabietke

| According to ND /
B coorBerctBuu ¢ HJJ,

12 Sto@e conditions /
XpaHeHne

Store protected from light below 25°C / B 3amuiueHHoM OT CBETa MECTE MNpH

TeMmneparype He Boiuie 25°C

|
13 |Shelflife / Cpok roanoctn
|

3 years/ 3 roma

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: [Iponykr coorBeTcTBYET TpeboBanusiM HJL 3aknwuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBieHo: _ IIposepeno: Ono6peno: Mesemkep / PykoBoanuTeb
Pardeep Kumar ’L Himesh K%,Pawan Kumar _
Print Date / Print Date / Print Date /
Hata: 12.10.2021 Hata: 12.10.2021 Jara: 12.10.2021

TSI, TOaT = SO000SE, Terangang, Mo
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