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Product : Nise tablets 100 mg
Ilpoayxr  : Haiis®, Tabnerxu 100 Mr

Batch No / 1 V2200773 Batch Quantity / + 25,00,000 tablets /
Cepusa Ne O61em cepun 25,00,000 TabneTox
Analytical Report No / : 890001587591 Date of Analysis / : 27.04.2022
AHaMTHYeCKHI oTyeT No JlaTa aHa/inza

Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025

JaTa npousBogcTBa I'open ao (BK)

Analysis performed according to ND / Ananus nposegen mo HH: I1 N012824/03-140119 (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 / Iloxa3aTenn ' Result / PesyabTaThbl Specification / Hopma |

1 |Description / Onucanue ‘ Complies / CoorBercrByer Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ xKenToBaTEIM
OTTEHKOM KPYTJIble ABOSIKOBBIYK/bIE TabIETKH
C IIaIKOH TOBEPXHOCTEIO.

2 | Identification / Complies / CooTBeTcTBYyET | The retention time of principal peak in the_!
HMoaauHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMms yaepUBaHHs OCHOBHOTO
NMMKa Ha XpOMaTorpamMme  HCIIBITYEMOTO
pacTBopa [HOJDKHO COOTBETCTBOBATH BPEMEHH

yIOepKUBAHHUS OCHOBHOTO nuka Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAAPTHOTO
obpasna HUMecynuaa (paspen

«KonuuecTBeHHOE OMpeeneHHeE»)

3 | Average weight and mass 309.6 mg/309.6 mr 310 mg +5.0% /310 Mmr+ 5,0 %

ETf(:ll;)m:)tyﬂ/oSf:iiﬂaﬂcilracca Complies / CoorBercrByeT 18/20 tablets —-NMT £ 5 % /
AHOPOL 18/20 Tabnerok — He 6onee = 5 %

2/20 tablets — NMT + 10 %/
2/20 Tabnerox — ue 6onee = 10 %

4 | Dissolution / PacTtBopeHue 99 %, 99 %, 100%, 98%, 99%, 99% | Not less than 75 % (Q) of labeled amount of
C13H12N20s58S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHaNEHOTrO copepxanus Ci3H|2N-OsS
(nuMecynun) depes 45 MHUH.

5 | Water /Boaa 22% Not morPe than 6.0 % w/w / He 6onee 6,0 %
I— 6 Related substances / Poagcreensnlie npumecu -
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuannue: [Tpoaykt cootseTcTBYET Tpedoanusm HIT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[loaroroeneHo: Ankit [Tposepeno: Naresh Kumar Onobpeno: Menemxep / PykopomuTesns
5 ( K Manoj Kumar % 23

L/ S f_\_'ﬁ (s
Print Date / Print Date / Print Date /
Jarta: 27.04.2022 Jata: 27.04.2022 Hara:; 27.04.2022
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Product Nise tablets 100 mg
Ipoayxr Haiiz®, Tabserkn 100 mr
Batch No / : V2200773 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O0nbem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001587591 Date of Analysis / : 27.04.2022
AHanuTHUYECKHii oTyeT Ne JlaTa aHanu3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JaTa npousBoJcTBa I'onen oo (BKu1)
Analysis performed according to ND / Ananu3s nposeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne Test / IokazaTenn

Result / PesyabsTaThi

Specification / Hopma |

Impurity A / Ilpumecs A

Impurity B / TIpumecs B
Impurity C/ Ilpumecs C
Impurity D / Ilpumecs D
Impurity E / Ilpumecs E

Less than LOQ (LOQ:0.0084%)

Less than LOQ (LOQ:0.0186%)

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

Not Detected

Not Detected
Not Detected

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 %

- |

| Impurity F / pumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / EaunnyuHas
HeMAeHTHDULHpYyeMas
NpUMECH
Total impurities / Cymma 0.05% NMT 1.5 % / He 6onee 1,5 %
npumeceit

7 Unit_'ormity of dosage units / 2.7 Acceptance value (AV) should be not more

O,E[HOpO[[HOCTb AO3UPpOBaHUA

than 15.0 / Iloka3atens npuemiemocth (AV)
Ioimken OuITh He 6osee 15,0

a) Total aerobic microbial
count / Obliee yucIo
a3pOBHBIX MUKPOOPTraHH3MOB

8 | Microbial limits / Mukpo61o10oruueckas 4HeTOTa

5 CFU/g/
KOE/r

b) Total combined yeasts and
mould count / O6iee yucio
JIPOKXKEBBIX U TUIECHEBEIX
rpubos |

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

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

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

Remarks : The Product conforms to ND /

Npumeuanne: [Ipogykt coorBeTcTBYET Tpeborauuam HJJ

Conclusion : APPROVED /
3axkmwuenue: OJOBPEHO

Prepared by /
ITogrorosne”o: Ankit

Checked by /
IIpoBeperno: Naresh Kumar

——

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBonutens

@ Manoj Kumar @&g/

(K
Print Date /

Jara: 27.04.2022

Print Date /
Hara: 27.04.2022

Print Date /
Hara: 27.04.2022
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
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Product Nise tablets 100 mg
Hpoaykr Haiia®, rabnetkn 100 mr
Batch No / : V2200773 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O0nem cepun 25,00,000 rabnetox
Analytical Report No / : 890001587591 Date of Analysis / 1 27.04.2022
AHanuTHYecKHil oTueT Ne JaTa aHau3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JlaTa npousBoacTBa I'open go (Bxa)

Analysis performed according to ND / Auanns nposenen no HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

—

[ N Test / HHokazaTesn

‘ Result / PesynbTatsl

Specification / Hopma

:c) E. coli Absent / Shall be absent in 1g/
OrcyTcTBYeET JomxHbl oTCyTCTBOBaTH B 1 T
9 |Assay/ KonanuyecTtBenHoe 99.7mg / 99.7 Mr Not less than 90.0 nTg and not more than|
onpejgeenue 110.0 mg C;3H;2N>0sS Nimesulide in tablet /
Or 90,0mMr gmo 110,0mMr C;3H;2N-OsS
(uumecynun) B Tabnerke
10 |Package/ YnaxkoBka 10 tablets in PVC/aluminum blister. 3| 10 tablets in PVC/aluminum blister. 1,2,30r10
blisters and patient information leaflet | blisters and patient information leaflet in a
{in a carton. / ITo 10 Tabnerok B|carton. / Ilo 10 Tabmerox B IIBX /
[IBX/amomunue om Gincrepe. ITo 3 [ amomunuesom 6auctepe. Ilo 1, 2, 3 unu 10
fnucrepa BMECTE C MHCTpYKLHEH MO | GNMCTEPOB  BMECTE C  MHCTPYKUOMeEH  mo
MNPUMEHEHHIO B MTAYKY KAPTOHHYIO. | IPUMEHEHHMIO B [Ia4YKy KapTOHHYIO.
11 | Labeling / Mapkuposka Complies as prescribed / According to ND / 1
CooTBeTCTBYET TpeOOBaHMAM B coorercTHM ¢ HJ]
J |
12 | Storage conditions / Store protected from light below 25°C / B samuuieHHOM OT cBeTa MecTe NpH
XpaHenue TeMmIeparype He Brlie 25°C
13 | Shelf life / Cpox roanocru 3 years/ 3 roga

Remarks : The Product conforms to ND /
Ilpumeuanue: [IponykT cootBeTCcTBYET TpebOBaHMsAM H]L

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Hara: 27.04.2022

Hata: 27.04.2022

Prepared by / Checked by / Approved by: Manager / Executive /
IHoaroroeneno: Ankit IIposepeHo: Na};@sh Kumar Onobpeno: Menemxep / PykoBopurens
/5 W Manoj Kumar
(8- = "
Print Date / Print Date / Print Date /

Jlata: 27.04.2022
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