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| Ne Test / Ilokasarenn

| Result / PesyabTaThbl

Specification / Hopma

| 1 |Description/ Onucanue

Complies / CoOTBETCTBYET

Yellowish white round biconvex tablets “with |

smooth surface. / benble ¢ XKeNTOBaTHIM
OTTEHKOM KpPYIJible IBOAKOBBIMYKJIbIE TaONETKH
C TJIaJAKOMN MOBEPXHOCTHIO.

2 Identification /
IMoasinHHOCTL

Complies / CooTBeTCTBYET

3 |Average weight and mass

|  oxnopoaHOCTL MacehI

4 |Dissolution / PacTBopenue

uniformity / Cpeanasa macca

308.9 mg/308.9 mr

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 yaep>HBaHUsS OCHOBHOIO

NMKa Ha  XpOMATOrpaMMe  HCTILITYeMOTro
pacTBopa AOMXKHO COOTBETCTBOBATH BPEMEHH
yaepKUBaHUS OCHOBHOTO nuKa Ha
XpomarorpaMme  pacTBopa  CTaHAapTHOro
obpasua HUMeECYIHaa (paznen

«KonuuecTeeHHOE OTIpesieIeHHE)

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

| 18/20 Tabnetok — He Gonee = 5 %

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

| 798%, 100%, 102%, 99%, 99%, 99%

Not less than 75 % (Q) of labeled amount of
C13H2N-0;8S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomHHaneHoro coaepykanus Ci3Hi2N20sS
(Humecynun) yepes 45 MUH.

5 | Water/Boaa

25%

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

Product Nise tablets 100 mg |
[MpoayxT Haiiz®, radnerku 100 mr

Batch No / 1 V2202341 Batch Quantity / + 25,00,000 tablets /

Cepus No Obbem cepu 25,00,000 Tabnerox
Analytical Report No / : 890001627589 Date of Analysis / : 16.11.2022
A"annTuyeckuii oTdeT Ne JlaTta ananansa

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

Jlara npon3soacTea Toxen a0 (BKI)

Analysis performed according to ND / Anaaus nposeaen no HI: Tl N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wm. Ne 1 o1 08.06.2020), amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Remarks: The Product conforms to ND /
Ipumeuanue: [IpogyKT cooTBeTCTRBYET Tpebosanusam HJT

Conclusion: APPROVED /
Zakmouenune: OJJOGPEHO

Prepared by /
IToprorosneHo: Ramakant

Checked by /
IIposepeno: Pardeep Kumar

o

Approved by: Manager / Executlve /
Ono6peHo: Menemxep / PykoBonurenb
Amit Kumar

A
/\/

:}w N
Y
Print Date /

Hata: 16.11.2022

Print Date /
Jara: : 16.11.2022

Print Date /
Jata : 16.11.2022

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
IpoayrTt Haiiz®), Tabnerky 100 mr
Batch No / 1 V2202341 Batch Quantity / + 25,00,000 tablets /
Cepus Ne Odnem cepnu 25,00,000 Tabnetok
Analytical Report No / : 890001627589 Date of Analysis / : 16.11.2022
AHaJUTHUYECKHI oT4eT No JlaTa aHaau3a
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025

Togen po (Bica)

Jdata npoM3BOACTBA

Analysis performed according to ND / Ananus nposenes no HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /

vsm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | Test / Honca3a_'ren_b

| Result / PesyabTaThl

| Specification / Hopma

6  Related substances / PogcTBeHHble IpuMecH

Impurity A / Tlpumecs A

Impurity B / IIpumecs B
Impurity C / Tlpumecs C
| Impurity D / Tlpumecs D
[mpurity E / Ilpumeck E

0.0019%)
0.02%
Not Detected
Not Detected

0.0062%)

Below limit of detection (LOD:

Below limit of detection (LOD:

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

NMT 0.20 % / He Gonee 0,20 %

OZHOPOAHOCTL J03MPOBAHUS

Impurity F / Tlpumecs F Below limit of detection (LOD: NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 016085%) NMT 0.20 % / He Gonee 0,20 %
impurity / EauHu4Has 0.02%
HenaeHTHUUIHpYyEMast
npumech
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npumecei
| Uniformity of dosage units / 2.0 Acceptance value (AV) should be not more

than 15.0 / TokazaTens npuemaemMocTu (AV)
noipkeH ObITh He Gonee 15,0

Microbial limits / MukpoGuoJioruueckas YucTora

a) Total aerobic microbial

count / Oblee UUCIIO

a3pOOHBIX MUKPOOPraHH3MOB

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

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

Remarks: The Product conforms to ND /
Tpumeyanue; [poaykT coorBeTcTRYeT Tpedosanam HJL

Conclusion: APPROVED /
Zaxmouenune: OJOBPEHO

Jara: 16.11.2022

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBJIEHO: tnakagt [Mposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaureib
9 ' Amit Kumar - N—
> oA e
Print Date / Print Date / Print Date / i

JaTa: : 16.11.2022

Jara : 16.11.2022

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: L85195AP1984PLLCUU45U/
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Product Nise tablets 100 mg ]
MpoaysT Haitz®, Tabnerxy 100 mr

Batch No / 1 V2202341 Batch Quantity / . 25,00,000 tablets /

Cepus Ne O0Bem cepuu 25,00,000 TabneTox
Analytical Report No / : 890001627589 Date of Analysis / : 16.11.2022
AnanuTuyeckuii oTueT Ne Jlara ananusa

Date of Manufacture / : 0OCT.2022 Date of Expiry / : SEP.2025

JlaTa mpOU3BOACTBA Toaex 80 (BKJ)

Analysis performed according to ND / Anaaus nposeaed o HJI: TI NO012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

N | Test / Iloka3aTeas |

Result / Pezyar ﬁnt:

1 b) Total combined yeasts and |
mould count / O6uiee 9ucIo
JPONOKEBLIX U TIIECHEBBIX

rpubos

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

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

) E. coli

Absent /
OTcyTcTBYET

9 | Assay/ KoauuecTBeHHOe
onpeaeaeHne

98.9 mg/ 98.9 mr

10 |Package/ YnakoBka

" | Shall be absent in 1gT

JOJDKHBI OTCYTCTBOBATh B 1 T

Not less than 90.0 mg and not more than
110.0 mg Cy3H;-N205S Nimesulide in tablet /
Or 90,0mr no 110,0 mr Ci13H2N-0Os5S
(numecynun) B TabneTke I

10 tablets in PVC/aluminum blister. 3|10 tFletsm’VC/aluminumbTister. 1,2,30r 10

blisters and patient information leaflet
in a carton. / Ilo 10 TaGneTox B
[IBX/amomuHues oM Gnucrepe. [1o 3
GnucTepa BMECTe C UHCTpYKLMER MO
IPMMEHEHHIO B NaYKy KapTOHHYIO.

blisters and patient information leaflet in a‘
carton. / Ilo 10 raGmerox B IBX /
anoMubmeBoM 6nucrepe. Ilo 1, 2, 3 10
GAUCTEpPOB  BMECTE  C UHCTpYKLMEH Mo
TIPUMEHEHUIO B IAYKY KapPTOHHYIO.

11 | Labeling / Mapkuposka

Complies as prescribed /
COOTBETCTBYET TPEOOBAHUAM

According to ND /
B coorercteun ¢ HJI

12 | Storage conditions /

Xpaunenne

TeMmepaType He Bhime 25°C

Store protected from light below 25°C / B 3allMUIEHHOM OT CBETa MeECTe MpH

13

Shelf life / Cpok roqHocTH

3 years / 3 rona

Remarks: The Product conforms to ND /
Ipumeuanne: [TpOAYKT COOTBETCTBYET tpebosanisam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[TonrorosieHo: Ramakant

Checked by /
ITposepeno: Pardeep Kumar

=

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoauTesis
Amit Kumar

e

Print Date /
Tara: 16.11.2022

Print Date /
Jara: : 16.11.2022

Print Date / v
Hara : 16.11.2022
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