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Product Nise tablets 100 mg

IpoaykT Haitz®, Tadnerkn 100 mr

Batch No / : V2201031 Batch Quantity / 1 25,00,000 tablets /
Cepus Ne Odbem cepuu 25,00,000 Tabnetox
Analytical Report No / : 890001593229 Date of Analysis / : 31.05.2022
AHaNUTHYECKHI 0TyeT No Jlara anann3za

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

JlaTa npou3BoACTBA TIonen o (BKa)

Analysis performed according to ND / Ananus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

No Test / [loxazaTenn I
Description / Onucanne |

Result / Pe3ynbTaThl
Complies / CooTBeTCTBYET

2 Identification /
[HopAJMHHOCTDL

Complies / CooTBeTCTBYET

Speciﬁcation/ngma_ __ _
Yellowish white round biconvex tablets with

smooth surface. / benwle ¢ XkenTOBaTHIM
OTTEHKOM KpYTrJjlble IBOSKOBBITYKAbI€ TabNETKH
C TJIanxoit MOBEPXHOCTHIO.

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 ynepKuBaHUs OCHOBHOIO

nMKa Ha  XpoOMaTOrpaMMe  MCIIBITYEMOTrO
pacTBOpa HNOJDKHO COOTBETCTBOBATH BPEMEHH
yAEpPIKUBAHUS OCHOBHOT'O HKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHJApTHOIO
obpasua HUMeCyIuaa (paznen

«KonuvecTBeHHOE OMNpeleNIeHIE)

3 | Average weight and mass
uniformity / Cpeaunsas macca
H OJHOPOJHOCTH MACChI

309.6 mg/309.6 Mr

Complies / CooTBeTCTBYET

4 |Dissolution / PacrBopenne

97%, 99 %, 99%, 97%, 99%, 99%

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

18/20 tablets —-NMT £ 5 % /
18/20 tabnerok — He 6onee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 tabaerok — He 6osiee = 10 %

Not less than 75 % (Q) of labeled amount of
| C13H12N205S nimesulide is dissolved in 45

| minutes / He meHee 75 % (Q) ot
HomuHansHoro conepkanus Ci3H;2N2058
(Humecynun) yepes 45 MUH.

5 Water / Boga

28%

Not morPe than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /
Ilpumeyanue: [TpoaykT coorBercTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axiouenue: OJJOBPEHO

Prepared by /
ITogroroBneHo:
Naresh Kumar

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxep / Pyxosoaurens

Pawan Kumar %
_,_/

Print Date /
Jarta: 31.05.2022

Print Date /

Hata: 31.05.2022

Print Date /
Jata 31.05.2022
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Product  : Nise tablets 100 mg -

IMpoaykT : Haiiz®, radnerkn 100 mr

Batch No / 1 V2201031 Batch Quantity / : 25,00,000 tablets /
Cepuis Ne O6bem cepuu 25,00,000 Tabnerox
Analytical Report No / : 890001593229 Date of Analysis / : 31.05.2022
AHaJuTHYeCKHIi oTueT Ne ’ JlaTa ananu3za

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

JaTa nponszBoacTraa Toaen no (BKJT)

Analysis performed according to ND / Ananus nposeaen no HJI: TI N012824/03-140119 {amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

N Test / Mokasatens | Result / PesyapTatel | Speciﬁ_cation/ Hopma
6 |Related substances / PoacTBeHHbIe TpyMecH ) - ]
o 0, )
| Impurity A / ITpumecs A Less than LOQ (LOQ:0.0057%) INMT 0.20 % / He 6onee 0,20 %
|
Impurity B / Tpumecs B 0.01% iNMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected INMT 0.20 % / He 6onee 0,20 %
Impurity D / [Tpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / [lpumecs E Less than LOQ (LOQ:0.0186%) NMT 0.20 % / He 6oaee 0,20 %
Impurity F / TTpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
| impurity / ExuHuyHas
HeHAeHTHOHLUpYyeMas
npHMech
Total impurities / Cymma 0.08 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / - 32 | Acceptance value (AV) should be not more
OaHOPOAHOCTL J03HPOBAHMSA than 15.0 / ITokazarens npuemiemoctu (AV)
JnomkeH OvITh He 6ostee 15,0
8 | Microbial limits / Mukpo6uoaoruyeckas Yncrora - -
a) Total aerobic microbial ' Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / Obmee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
L a3pOOHBIX MHKPOOPraHU3MOB i
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeyanue: IIpoayxT cooTBeTcTBYET TpebOBaHHaM HI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo: [Tpogepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBogurens
Naresh Kumar @ Pawan Kumar )
Print Date / Print Date / Print Date /
Jara: 31.05.2022 Hata: 31.05.2022 Jata 31.05.2022
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Product Nise tablets 100 mg
Mpoaykr Haiiz®, tabnerku 100 mr
Batch No / 1 V2201031 Batch Quantity / : 25,00,000 tablets /
Cepns Ne |O6Bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001593229 | Date of Analysis / : 31.05.2022 ]
AHaaHTHYeCKHIT oTUeT No JlaTa aHanu3a
Date of Manufacture / : MAY 2022 |Date of Expiry / : APR.2025
Jata npousBoacTsa Togen a0 (BKJ)
Analysis performed according to ND / Ananu3s nposeaen no H/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N Test / [loxasaTens

Result / PesyasTaThl

IPOMOKEBBIX M [IJIECHEBBIX
rpuboB

¢) E. coli

| b) Total combined yeasts and
mould count / O6mee uncno

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

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

Absent /
OTtcyTCcTBYET

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

9 |Assay/KonunuecrsenHoe
onpegenenne

99.0 mg/99.0 mr

10 Pz_lckage / YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
TIBX/antomunues oM 6nucrepe. [1o 3
6nucTepa BMECTe ¢ MHCTPYKLMEH MO
MPUMEHEHHMIO B MaYKy KapTOHHYIO.

11 ; Labeling / Mapkuposka

Complies as prescribed /
CootBetcTBYET TpeOOBAHHAM

12 | Storage conditions /
' XpaHenue

13 | Shelf life / Cpox roasnocTn

Store protected from light below 25°C / B 3alMIEHHOM OT CBETA MECTe MpH

TeMIiepatrype He Beiuie 25°C

| According to ND /

Not less than 90.0 mg and not more than
110.0 mg C;3H;»N20sS Nimesulide in tablet /
Or 90,0mMr pmo 110,0mMr Cy3H;2N-OsS
(uumMecynun) 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 /
amomunuesoM Onuctepe. Io 1, 2, 3 uwnu 10
OMMCTEPOBR  BMeCTe C UHCTPYKLMEH 10
[IPUMEHEHHIO B MaYKy KapTOHHYIO.

B cooTtBercTBMM ¢ H]

3 years/ 3 rozna

Remarks : The Product conforms to ND /
Hpumeyanue: [IpogykT cooTBeTCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

JlaTa: 31.05.2022

Hara: 31.05.2022

Prepared by / Checked by / Approved by: Manager / Executive /
IToxrorosneHo: ITpoBepeno: Pardeep Kumar Onobpeno: Mernemkep / PykoBoauTeb
Naresh Kumar @/ Pawan Kumar Vi

QLQ I
Print Date / Print Date / Print Date /

Hara 31.05.2022
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