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Product : Nise tablets 100 mg

Ipoaykr :  Haiis®, tabnetkn 100 mr

Batch No / : V2102165 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O61em cepun 25,00,000 Tabnerox
Analytical Report No / : 8560001567106 Date of Analysis / : 12.01.2022
AHaJNTHYeCKH oTyeT Ne JlaTa anannza

Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024

JaTta npousBoacTBa Ioaen xo (BK)

Analysis performed according to ND / Auanus npoeenen no H/: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
v3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

Ne | Test / Tlokazareas Result / PesyapraTrn Specification / Hopma
1 | Description/ Onucanue Complies / CoorsercTByeET Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ >enToBaTbiM
OTTEHKOM KPYTJIBIE IBOSKOBBIYKJIbIE TAOIETKH
C TJIaJIKOH MOBEPXHOCTEIO.
2 |Identification / Complies / CoorBercTByer The retention time of principal peak in the]
HoanuuHOCTD chromatogram of test solution should

correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemsi ynepxMBaHus OCHOBHOTI'O
NUMKa Ha XPOMATOTPAMME  HCIIBITYEMOTO |
pacTBopa HOKHO COOTBETCTBOBATH BPEMEHH

H OJHOPOAHOCTHL MACCHI

yIepKUBaHHs OCHOBHOT'O NTHKa Ha
XpoMmaTorpaMMe  pacTBOpa  CTaHIapTHOro
obpasua HUMecCYIHuaa (paznen
«KonnuecTBeHHOE OMnMpeaeneHre»)
3 | Average weight and mass 308.2 mg/308.2 mr 310 mg+£5.0% /310 Mmr+ 5,0 % |
BRioEity/" CpexuamMatea Complies / CootBeTcTBYET 18/20 tablets - NMT + 5 % /

18/20 tabsetok — He Gosee £ 5 %

2/20 tablets — NMT £ 10 % /
2/20 Tabnerok — He Gonee £ 10 %

4 |Dissolution/ PacTBopenue 100 %,

98 %, 98%, 98 %, 98%, 99 % | Not less than 75 % (Q) of labeled amount of
C3H12N20OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOoMUHanpHOTO cogepkanus Ci3HnN2OsS
(Humecymnn) yepes 45 mMun.

5 Water / Boga

22% N Not more than 6.0 % w/w / He 6onee 6,0 % |

Registere

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: [TpojyKkT coorseTcTBYET TpedoBaHmsiM HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toprorosnexo: IIpoBepeHo: ‘ Onobpeno: Menemxep/ Pykosoautens
Ankit Naresh Kumar @5/ Abhishek Chauhan

(K )
Print Date / Print Date / Print Date /
Hata: 12.01.2022 Hara: 12. 01 2022 Hara: 12.01.2022

voerandad - sUUISH, TeEngartd, mg
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Product : Nise tablets 100 mg

Ipoaykr : Haits®, rabmerku 100 mr

Batch No / 1 V2102165 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnetox
Analytical Report No / : 890001567106 Date of Analysis / : 12.01.2022
AHaJINTHYeCKUH oTyeT Ne JlaTta ananusa

Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024

JlaTa opou3BoACTBA I'oaen a0 (BKJ)

Analysis performed according to ND / Ananns nposenen no HJI: T1 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)

Ne ‘Test / MoxasaTeas | Result / PesyabTaThl | Speciﬁ_cation / Hopma
6 | Related substances / PoxcrBennble npumecu B |
Impurity A / Ilpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
. 0
Impurity B / Ilpumecs B 0.02% 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 6onee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Equanunas ’
HeuaeHTHGULMpYeMas
npUMech
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 24 Acceptance value (AV) should be not more |
OaHopoaHOCTH NO3UPOBaHMS than 15.0 / ITokazatens npuemiemoctu (AV)
IoJbkeH ObiTh He Gonee 15,0

8 | Microbial limits / Muxpoduonorugeckas 4ucToTa

a) Total aerobic microbial Less than 10 CFU/g /
count / O6uiee umncso Menee 10 KOE/r
a3po6HBIX MUKPOOPTaHU3MOB

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

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /

mould count / O61nee uncio Menee 10 KOE/r He 6onee 100 KOE/r

JPOMOKEBBIX H [UIECHEBBIX

rpuor

c) E. coli Absent / Shall be absent in 1g/
OrtcyTcTByeT JOIDKHBI OTCYTCTBOBATE B 1 T

Remarks : The Product conforms to ND /
IlIpumeuanue: TIponykt coorBeTcTBYET TpeGoBadusm HJT

Conclusion : APPROVED /
3axiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

IToarororneno: ITposepeno: Onobpeno: Menemxep | Pykosoaurens

Ankit , Naresh Kumar @2 Abhishek Chauhan :
(L ]

Print Date / Print Date / Print Date /

Hara: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022

Registered Office: B-7-337, Road No. 3, Banjara mills, ﬁyf]era
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Product : Nise tablets 100 mg

IMpoayxkr : Haiia®, Tabaerku 100 mr

Batch No / 1 V2102165 Batch Quantity / : 25,00,000 tablets /
Cepusi N O6bem cepuu 25,00,000 Tabnetoxk
Analytical Report No / : 890001567106 Date of Analysis / : 12.01.2022
AHATUTHYECKUH oTueT No JlaTa ananu3a

Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024

JlaTa npou3goacTBa Ionen o (BKT)

Analysis performed according to ND / Anaau3s nposegen no HJ[: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | Test/Hoka3zartenn Result / Pe3yabTaTh | Specification / Hopma
9 | Assay/ Konnyecreennoe 99.4 mg/99.4 mMr 'Not less than 90.0 mg and not more than
onpeJenenne 110.0 mg C;3Hi2N20sS Nimesulide in tablet /

Or 90,0 Mr pie; 110,0 Mmr C|3H|3N205$
(HumMecymn) B Tabnerke

10 |Package/ Ynakoska 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 Tabnetox B T[IBX /
IBX/amomunues om 6mvcrepe. ITo 3 | amomunuesom 6auctepe. Io 1, 2, 3 unu 10
BrucTepa BMECTE C MHCTPYKLMEH IO | GIMCTEpOB  BMECTe C  MHCTPYKLHMEH o

NPUMEHEHHIO B MAYKy KAPTOHHYIO. | IPUMEHEHUIO B NMAYKy KAPTOHHYIO.
11 |Labeling / Mapkupoeka Complies as prescribed / According to ND /
CooTtBeTcTBYeT TpeHOBaHUAM B cootBercTBuH ¢ H]]
12 | Storage conditions / Store protected from light below 25°C / B zamMineHHOM OT CBeTa MecTe npn-
Xpanenue TeMmIieparype He Bbliie 25°C

13 | Shelf life / Cpok roauocTi 3 years/ 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanme: ITpoaykT cootBeTcTBYET TpeboBaHUAM HJI 3akmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosnexo: ITposepeHo: A Onobpeno: Menemxep / PykosoanTens
Ankit Naresh Kumar @i - | Abhishek Chauhan /|

(2 (-
Print Date / Print Date / Print Date /
Hata: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022
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