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Product : Nise tablets 100 mg
IlpoaykT : Haii3®, rabnerku 100 mMr
Batch No / 1 V2101565 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne Ob1em cepun 25,00,000 Tabnetox
Analytical Report No / : 890001546988 Date of Analysis / : 28.09.2021
AHaJIUMTHYECKHUH oTueT No JaTta ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024
JlaTa npousBoacTBa Toaen ao (BK)
Analysis performed according to ND / Anaaus nposeaen mo HJI; T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

~ Test/IToka3zaTenn Result / PesyabTaThl

Specification / Hopma

1 Descrlptlon / Onucanue Complies / CoorsercrByer

2 Identification /
oA TUHHOCTDL

Yellowish white round biconvex tablets with |
smooth surface. / Benple ¢ >XeJTOBATHIM
OTTEHKOM KPYTJIble IBOSIKOBBINYKJIIbIE TAa0JIeTKH
C MJIaJKO# MOBEPXHOCTHIO.

Complies / CooTBercTBYET

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»uBaH!i OCHOBHOTO
nMMKa Ha  XpOMaTorpaMMe  HCIIBITYEeMOro
pacTBOpa AOQJDKHO COOTBETCTBOBATH BPEMEHH
yAEpXKHUBAHUS OCHOBHOTO 1Ka Ha
XpoMaTorpaMMe  pacTBopa  CTaHOapTHOro
obpasua HUMeCYNHIA (paznmen
«KonuuecTBeHHOE OMpeieneHHe)

3 | Average weight and mass 309.5 mg/309.5 mr
uniformity / Cpeansisi macca
H OJHOPONHOCTH MACCHI

Complies / CooTBercTByeT

310 mg £5.0% /310 mMr+5,0%

18/20 tablets —NMT + 5 % /
18/20 tabnerok — He Bonee + 5 %

2/20 tablets —NMT + 10 %/
2/20 TabneTok — He Gonee = 10 %

4 | Dissolution / PaCTBopéHue 97 %, 97 %, 96 %, 99 %, 98 %,

96 %

Not less than 75 % (Q) of labeled amount of
C13H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHaNbHOTO copepxanua Ci3HiaN-OsS
(rumecynun) uepes 45 MuH.

5 Water / Boaa

27 %

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanme: IIpoaykT cooTBeTCTBYET TpeboBanuam HJI 3axkmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ilonrorornexo: IIposepeno: Onobpeno: Menemiep / PyxoBonuTens
Pardeep Kumar i Himesh W Pawan Kumar
Print Date / Print Date / Print Date /
Hara: 28.09.2021 Hara: 28.09.2021 Hara: 28.09.2021
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Product 1 Nise tablets 100 mg
Ipoaykr Ha#i3®, tabnerxu 100 mr
Batch No / 1 V2101565 Batch Quantity / 1 25,00,000 tablets /
Cepus Ne |061>eM cepuu 25,00,000 TabneTok
Analytical Report No / : 890001546988 Date of Analysis / : 28.09.2021
AHaquTHYeCKH oTyeT No Hara ananu3za
Date of Manufacture / : Sep.2021 Date of Expiry / 1 Aug.2024
Jlara npou3BOACTBA Tonen g0 (BKJI)
Analysis performed according to ND / Auanus nposeaen o HI; T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)
Ne Test / lloka3zaTens | Result / PesyanaT; - B Specification / Hopma B ]
6 | Related substances / PoacTBeHHble npuMecH 8
o 0, 90,
Impurity A / ITpumMecs A | Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / ITpumecs B I 0.01% NMT 0.20 % / He 6omnee 0,20 %
Impurity C/ Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / TIpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / [Tpumecs 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 / Exunuunast
HenaeHTHdupyemasn
MIpUMECh
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 4.1 Acceptance value (AV) should be not more
OaHOPOAHOCTH NO3HPOBAHHUS than 15.0 / Iloka3zatens npueMaeMoctu (AV)
nokeH ObITh He Honee 15,0
—
8 |Microbial limits / MukpoGuoJioruyeckast 4ucTOTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obmee umco Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obwee ynco Menee 10 KOE/r He 6onee 100 KOE/r
JOPOMOKEBBIX U IIECHEBBIX
rpuboB
c) E. coli Absentin 1g/ Shall be absent in 1g /
OtcyreTByeT B 11 JonxHe! oTcyTcTBOBaTE B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [IponykT coorBeTcTBYET TpeboBanusM HJ| 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrotoBnexo: [IpogepeHo: Onobpeno: Menemxep / PykoroauTens
Pardeep Kumar (31:,/ Himesh K;_rmr}//’:,, Pawan Kumar
= = X—aﬂ—
Print Date / Print Date / Print Date /
Hata: 28.09.2021 Hara: 28.09.2021 Hara: 28.09.2021
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product Nise tablets 100 mg
Hpoayxt Haii3®, tadnerku 100 mr
Batch No / 1 V2101565 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O6nem cepun 25,00,000 tabneTtok
Analytical Report No / : 890001546988 Date of Analysis / : 28.09.2021
AHAJINTHYECKHI oT4eT No Jara ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024
JaTa npou3BOACTBA TI'ogen ao (BK)
Analysis performed according to ND / Ananus nposeaen nio HJI: 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/IlokasaTenn Result / PesyabTaTsl ! Specification / Hopma
9 | Assay/ KonnuyecrtBenHoe 99.0 mg/ 99.0 mr |Not less than 90.0 mg and not more than
onpegesneHne | 110.0 mg C;3H,>N-0sS Nimesulide in tablet /
Ot 90,0 Mr pile] 110,0 Mr C13H[3N305S
| (Humecyman) B TabeTke
10 | Paclag_e / YnakoBka 10 tablets in PVC/aluminum blister. 2 | 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 Tabmerok B TIBX /
[BX/anmomuuunes oM 6nucrepe. o 2 | amomunuesom Ganctepe. Ilo 1, 2, 3 unu 10
6aucrepa BMeCTe ¢ MHCTPYKUHEH 1o | GiuMcTepoB  BMeCcTe ¢ MHCTpyKUMeH 1o
NPUMEHEHHIO B MAYKy KAPTOHHYIO. | IPUMEHEHHIO B aYKy KapTOHHYIO.
11 |Labeling / Mapkupoexa | Complies as prescribed / According to ND /
CootBeTcTBYET TpebOBaHUAM B coorserctBum ¢ HJ
12 | Storage conditions / Store protected from light below 25°C / B 3aluuIieHHOM OT CBETa MeCTe IpH
Xpanenue TeMmneparype He Bole 25°C
13 | Shelflife/ Cpok roxnoctn |3 years /3 roma -
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanmne: [IpoaykT cooTBeTcTBYET Tpeboanusam HJJ Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: IIpoBepeno: Onobpeno: Menemkep / PykoBonutens
Pardeep Kumar sz— Himesh Ig(l/’;___‘ Pawan Kumar ?
< Al
Print Date / Print Date / Print Date /
Hara: 28.09.2021 Hara: 28.09.2021 )IaTa' 28.09.2021
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