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Product Nise tablets 100 mg
IlpoaykT Haiiz®, tabnetkn 100 mr
Batch No / : V2200881 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 tabneTtok
Analytical Report No / : 890001590581 Date of Analysis / : 18.05.2022
AHaJnTHyeckHii oTuet Ne JaTa ananu3za
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
Jara npousBoacrea TI'ogen ao (BkuI)

Analysis performed according to ND / Ananus nposegen mo HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. No | ot 08.06.2020, amend No 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / MMoka3zaTenan

Result / Pe3yabTaThl

Specification / Hopma

1 |Description / Onuncanue

Complies / CooTBeTcTBYyET

Yellowish white round biconvex tablets with
smooth surface. / DBenpsle ¢ KENTOBATHIM
OTTEHKOM KpYTJIbIC IBOAKOBBITYKIIbIE TAOJIETKH
€ raaKoi MOBEPXHOCTBIO.

2 |Identification /
IHoaNHHHOCTD

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»uBaHHS OCHOBHOTO
MMKa Ha  XpoMarorpamMMe  UCIILITYeMOTo
pacTBOpa HODKHO COOTBETCTBOBATH BPEMEHU

YOEPKHBAHUS OCHOBHOTO MHKa Ha
XpoMarorpaMMe  pacTBOpa  CTAHAAPTHOTO
obpasua HUMeCYT1Ia (pazpmen

«KonnuectBeHHoe onpeneneHue»)

3 | Average weight and mass
uniformity / Cpeausas macca
H OAHOPOIHOCTH MacChl

4 | Dissolution / PacTBopeunue

310.0 mg/310.0 mr

Complies / CooTBeTCTBYET

96 %, 96 %, 97%, 97%, 97%, 97%

Not less than 75 % (Q) of labeled amount of

310 mg+5.0% /310 mr+ 5,0 %

18/20 tablets —NMT £ 5 % /
18/20 tabnerok — He Honee £ 5 %

2/20 tablets —NMT £ 10 % /
2/20 Tabnetok — He GoJee + 10 %

Ci3H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMMHaNbHOTO conepxkanng Ci3H2N»OsS
(aumecynun) uepes 45 MuH.

5 i Water / Boaa

29%

Not morPe than 6.0 % w/w / He Gonee 6,0 % J

Remarks : The Product conforms to ND /

ITpumeuanue: IIponyKT cooTBeTCTBYET TpeboBaHHsaM HJL

Conclusion : APPROVED /
3akmrwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosieHo: [Ipoeepeno: Himesh Kumar Onobpeno: Menemxep / Pykosoaurenn
Pardeep Kumar Ji C}L/’A Pawan Kumar 4'

Print Date / Print Date / Print Date /

JaTa: 18.05.2022 JHara: 18.05.2022 Jara 18.05.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA

CEPTURUKAT AHATN3A Tel : +91 98166 56001-02
www.drreddys.page 2 of 3 / Ctp. 2 u3 3
Product Nise tablets 100 mg
ITpoaykr Haiiz®, Tabnerkn 100 mr
Batch No / 1 V2200881 Batch Quantity / : 25,00,000 tablets /
Cepust Ne Oo6bem cepun 25,00,000 Tabmerok
Analytical Report No / : 890001590581 Date of Analysis / : 18.05.2022
AHanuTHYecKHuii oTder Ne Jlara ananu3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JlaTa nponssoacrea I'ogen ao (Bxu1)
Analysis performed according to ND / Ananus nposenen nmo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. No 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)
| N _ Test/ IoxazaTes | Result / PesyabTaThl | Specification / Hopma __
6 |Related substances / PoacTBeHHble NpHMecH -
Impurity A / Ilpumecs A 0.02% NMT 0.20 % / He donee 0,20 %
. (]
|
Impurity B / Ilpumecs B Less than LOQ (LOQ: 0.0084%) NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not Detected NMT 0.20 % / He 6oniee 0,20 %
Impurity E / I[Tpumecs E 0.03% NMT 0.20 % / He 6osiee 0,20 %
Impurity F / IIpumecs F Not Detected NMT 0.20 % / He Gonee 0,20 %
Any unknown individual 0.02% |NMT 0.20 % / He 6onee 0,20 %
impurity / EquHH4YHas
HeHAeHTHDHULUpyeMast
npyMech
Total impurities / Cymma 0.08% NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 1.5 Acceptance value (AV) should be not more |
OOHOPOAHOCTH NO3UPOBAHHS [than 15.0 / Tlokasatens npuemiiemocty (AV)
‘ noJkeR ObITh He Oonee 15,0
8 | Microbial limits / Mukpo6uoornueckast 4McTOTa -
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Obee uucno Menee 10 KOE/r He 6onee 1000 KOE/r
[ a3pO0OHBIX MUKPOOPraHU3MOB

Remarks : The Product conforms to ND /
ITpumeuanne: [Iponykt cooTBeTcTBYET TpeOoBanuaM HJJ

Conclusion : APPROVED /
3akmouenne: OJJIOGPEHO

JlaTa: 18.05.2022

Hara: 18.05.2022

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBieHo: [Iposepeno: Himesh Kumar Onobpeno: Mernemxep / Pykosonutens
Pardeep Kumar f —_— Pawan Kumar 4

Print Date / Print Date / Print Date /

Jara 18.05.2022
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAIH3A Tel : +91 98166 56001-02
www.drreddys.Page 3 of 3 / Ctp. 3 u3 3

Product Nise tablets 100 mg
MpoaykTr Haiiz®, tabnerku 100 mr
Batch No / : V2200881 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6nem cepun 25,00,000 tabietok
Analytical Report No / : 890001590581 Date of Analysis / : 18.05.2022
AHaAUTHYECKHI oTUeT No JlaTa aHanu3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JlaTa nponsBoacTea Iogex xo (BK)
Analysis performed according to ND / Anann3s nposeaen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzMm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

| Ne Test / Moka3zaTes

Result / PesyabTarsi

Specification / Hopma

b) Total combined yeasts and
mould count / Obwiee uncio
APOM}OKEBBIX U TWIECHEBBIX
rpruboB

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

Not more than 100 CFU/g/

| He 6onee 100 KOE/r

¢) E. coli

9 | Assay/ KonnuecrBeHHoe
onpexesenue

10 | Package / YnakoBka

Absent /
OrcyTcTByeT

99.6mg / 99.6Mr

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tadnerox B
[MBX/amomunuer oM Guctepe. Io 3
6mMcTepa BMECTe ¢ HHCTPYKLHEH MO
TIPUMEHEHUIO B NIAYKY KapTOHHYIO.

Shall be absent in 1g/
JIOJDKHBI OTCYTCTBOBATL B 1 T

Not less than 90.0 mg and not more than
1 110.0 mg C;3H;>N20sS Nimesulide in tablet /
Or 90,0mr no 110,0mMr Ci3H]2N-OsS
(HuMecynun) B Tabnetke

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10|
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerok B IIBX /
antoMuHueBoM Onuctepe. Tlo 1, 2, 3 wnmu 10
ONIMCTEPOB  BMECTE C  HHCTPYKLHeH 110
[PUMEHEHHIO B NAYKy KapTOHHYIO.

11 | Labeling / MapkupoBKa

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHHUAM

12 | Storage conditions /
XpaHeHnne

Temneparype He Boille 25°C

According to ND /
B coorrerctern ¢ HJJ

Store protected from light below 25°C / B 3aluuieHHOM OT CBETa MecTe npu

13 | Shelf life / Cpox rognoctn

3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanue: [IponykT coorBeTcTByeT TpeboBannsam HJT 3aximouenune: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo: [Tpoepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoauTtenn
Pardeep Kumar [ (33———’/_& Pawan Kumar 0

Print Date / Print Date / Print Date /

Hara: 18.05.2022 Hara: 18.05.2022 Hata 18.05.2022
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