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Product : Nise tablets 100 mg
IMpoaykrt : Haiiz®, tabnerku 100 mr
Batch No / 1 V2101638 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Oo6nem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001550297 Date of Analysis / : 16.10.2021
AHaJuTHYEeCKHUii oTueT Ne JlaTa ananusza
Date of Manufacture / : Sep.2021 Date of Expiry / ¢ Aug.2024
JlaTa npon3BoacTEa T"open go (BK)
Analysis performed according to ND / Auann3 nposeaen o HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / IlokasaTeb Result / PesyapTaThl _ Specification / Hopma I

1 |Description/ Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / bemble ¢ >KENTOBAaTHIM
OTTEHKOM KpYIJIbE IBOSKOBEITYKJIbIE TabJETKH
C IMafKOM MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
IMoanuHHOCTE chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep»uBaHus OCHOBHOTO
MMKa Ha XpOMAarorpamMMe  MCIIBITYEMOTO
pacTBOpa JOJXKHO COOTBETCTBOBATH BPEMEHH

yIepXKUBAHUS OCHOBHOTO TIHKa Ha
XpoMarorpaMme  pacTsopa  CTaHNapTHOTO
ofpaszua HUMeCynuaa (paznen

«KonuuecTBeHHOE OMpeseneHUE»)

3 | Average weight and mass B 308.1 mg/308.1 mr 310 mg +£5.0% /310 mMr+ 5,0 %

l;r::f(:il;)m:)tyli/offlel‘:iaslcs;::acca Complies / CooTBeTCTBYET 18/20 tablets —-NMT £ 5 %/
AHOpOL 18/20 tabnerox — He Gonee £ 5 %

2/20 tablets — NMT £ 10 % /
2/20 tabneTok — He 6osee = 10 %

4 |Dissolution / PactBopenne 97 %, 94 %, 97 %, 97 %, 96 %, Not less than 75 % (Q) of labeled amount of
95 % C13H12N-05S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomHHaneHOTro copepxanus Ci3HiaNoOsS
(namecysun) depes 45 MHH.

5 |Water /Boaa [ 25% Not more than 6.0 % w/w / He 6onee 6,0 % |
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tpumeuanne: [Iponykt cootBeTcTBYeT TpedosaHisam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBneHo: ITpoBepeHo: Onobpeno: Menemkep / PykoBoauTesb
Ankit Himesh Kumar Manoj Kumar

(A i e ‘

Print Date / Print Date / Print Date /
Jara: 18.10.2021 Hata: 18.10.2021 Jara: 18.10.2021
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Product Nise tablets 100 mg

IIpoaykr Haiiz®, tabnerxku 100 mr

Batch No / : V2101638 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001550297 Date of Analysis / : 16.10.2021
AHaNUTHYeCKHii oT4yeT Ne Jara avaausa

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

JlaTa nponssojcTia T'oaeH ao (BK)

Analysis performed according to ND / Anaaus nposenen no HJI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

No Test / Iloka3zaTesb

| B Result / PesynbTaThl

| Specification / Hopma

6 | Related substances / PoacTeeHHble npumecu

OagHopogHOCTh AO3HPOBAHUSA

o L) [)
Impurity A / Ilpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / IIpumecs B 0.01% NMT 0.20 % / He 6ounee 0,20 %
Impurity C/ ITpumecs 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 / IIpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EquHuuHas
HengeHTHQHUMpYeMas
[IpHMECh
Total impurities / CymMa 0.01 % NMT 1.5 % / He 6onee 1,5 %
npumeceit

7 | Uniformity of dosage units / 3.7 Acceptance value (AV) should be not more ]

than 15.0 / Iokazatens npuemiieMocTH (AV)
noykeH 6eITE He Gosee 15,0

8 Microbial limits / MukpoGHoJiorHyeckas 4YMcTOTa

count / OB1uee YHUCI0

‘a) Total aerobic microbial

a3poGHBIX MHKPOOPTaHU3MOB

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

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

b) Total combined yeasts

rpuboB

mould count / Obiee uncno
JPOXOKEBBIX U MIIECHEBBIX

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

and

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

¢) E. coli

!

Absentin 1g/
OrcyTterByeT B 1T

Shall be absent in 1g/
JIOJHBI OTCYTCTBOBATh B 1 T

Remarks : The Product conforms to ND /
IIpumeuanne: [IpoaykT cootBeTcTBYET TpedoBanusm HJI

Conclusion : APPROVED /
Zaxiaouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: ITposepeHo: Onobpeno: Menemxep / Pykosogurenb
Ankit Himesh Kumar s Manoj Kumar

(2 Sy el
Print Date / Print Date / Print Date /
JHara: 18.10.2021 Hata: 18.10.2021 JHarta: 18.10.2021
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Product : Nise tablets 100 mg
IIpoaykTt : Haiis®, tabnerku 100 mr
Batch No / : V2101638 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 rabneTtok
Analytical Report No / : 890001550297 Date of Analysis / : 16.10.2021
AHannTuyeckui otuer Ne JlaTa ananu3a
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024
JlaTa npou3BoAcTBa I'ogen po (BxuI)
Analysis performed according to ND / Ananus nposeaen no 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 / uam. Ne 2 ot 10.08.2020)

Ne Test / llokazaTenb Result / Pe3yabTaThi Specification / Hopma B
9 | Assay/ KonuuecTBeHHOe 99.4 mg/99.4 mr Not less than 90.0 mg and not more than
onpeaeseHHe 110.0 mg C;3H;2N2OsS Nimesulide in tablet /
Or 90,0 Mr pile) 110,0 Mmr C13H12NQOSS
(Humecynuna) B Tabnerke
10 |Package/ 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 Tabnerox B TIBX /
| IIBX/antomuuuer om 6nuctepe. [lo 3 | antomunuerom Gnucrepe. Ilo 1, 2, 3 umu 10
[ GiMcTepa BMECTE C UHCTPYKUMEH Mo | GNIUCTEpOB  BMECTE C  HMHCTPYKLMEH o
MPUMEHEHMIO B N24Ky KAPTOHHYIO. | NPUMEHEHHUIO B Ma4Ky KapTOHHYIO.
11 I:abeling / MapkupoBKa Complies as prescribed / According to ND /
CooTeeTcTBYeT TpeOOBaHUAM B cootBercTeuu ¢ H]

_ | . | |
| 12 |Storage conditions / | Store protected from light below 25°C / B 3amuumieHHOM OT CBeTa MecTe MNpH |
' Xpanenune TeMmneparype He Bollie 25°C

13 | Shelflife / Cpox roanoctn |3 years/ 3 roma - |

Remarks : The Product conforms to ND /

IIpumeuanue: [Iponyxt cooTBeTcTBYET TpeboBaHusM HJJ 3axkmouenune: OJJOGPEHO

Conclusion : APPROVED /

Prepared by / Checked by /
IMoaroroneHo: ITpoBepeHo:

Ankit Himesh Kg_‘l,,:) Manoj Kumar
A -, LL
(A (ol

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

<

Print Date / Print Date /

Jara: 18.10.2021 Hara: 18.10.2021 Hara: 18.10.2021

Print Date /
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