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Product : Nise tablets 100 mg
IpoayXr  : Haiiz®, rabnerkn 100 mr
Batch No / 1 V2200609 Batch Quantity / : 25,00,000 tablets /
Cepusa N O6nem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001556872 Date of Analysis / ¢ 19.04.2022
AHaJu TuyeckHii oTueT Ne JlaTa ananusa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
Jata mPou3BoAcTBA T'open go (BxJ)
Analysisperformed according to ND / Ananu3s nposeaen no HJI: TT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne | ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / Iloka3zaTesnn Result / PesynbTaTsi Specification / Hopma ]

1 Description / Onucanue Complies / CooTBeTcTBYyeT Yellowish white round biconvex tablets with
smooth surface. / Bembie ¢ kenToBaThiM
OTTEHKOM KPYIJIbIE ABOAKOBHIITYKJIbIE TabIeTKH
C [IaJKO#H MOBEPXHOCTHIO.

2 | ldentification / Complies / CoorsercTByeT The retention time of principal peak in the
HopmuHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst ynepxuBaHis OCHOBHOIO
NUKa Ha  XpOMaTOrpaMMe  HCHBITYEMOro
pacTBopa HO/DKHO COOTBETCTBOBATH BPEMEHH

yIepKUBaHUS OCHOBHOTO nuKa Ha
XpoOMaTorpaMMme  pacrtBOpa  CTaHAapTHOrO ||
obpasua HUMecCyJTHIa (paznen

«KonnuectBeHHOE onpez[enem/[e»)

3 | Average weight and mass 310.7 mg/310.7 mr 310 mg £5.0% /310 Mmr+ 5,0 %

zlgftlimzwifoff:l:';txacca Complies / CooTBeTcTBYyET 18/20 tablets —-NMT £ 5 %/
AHOpoA 18/20 tabnerok — He Gosnee + 5 %

2/20 tablets - NMT + 10 % /
2/20 Tabnetok — He 6onee + 10 %

4 | Dissolution / PacTBopeHnue 96 %, 96 %, 95%, 95%, 96%, 98 % |Not less than 75 % (Q) of labeled amount of
Ci13H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHaJIbHOTrO coaepxauus Ci3H2N»OsS
(HuMecynun) yepes 45 MuH.

5 |Water/Boma [ 33% Not morPe than 6.0 % w/w / He 6oxnee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: I1poaykT cooTBeTcTBYET TpebGoBaHusmM HJ{ 3akaioyenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosnexo: ﬁ, IIposepeno: Pardeep Kumar Onobpeno: Mernemxep / PykoBoauresb
Ramakant () \&U’\k 1—1 - Amit Kumar ==

t‘gn’ . / —— |'k>(';.--- 2
\
Print Date / Print Date / Print Date /
Hara: 19.04.2022 Hara: 19.04.2022 Hara: 19.04.2022
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Product : Nise tablets 100 mg
Ipoaykr Haii3®, tabnerku 100 mr
Batch No / 1 V2200609 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O06bem cepun 25,00,000 TabneTox
Analytical Report No / : 040001556872 Date of Analysis / : 19.04.2022
AHanuTHUecKHii oTyeT Ne Jarta anaanza
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JaTa npou3BoJcTBa I'oxen no (BKu)
Analysis performed according to ND / Ananu3s nposesen mo HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uszmM. No 1 or 08.06.2020, amend Ne 2- from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)
- Ne “Test -/ Iloka3aTesb | Result / Pe3_y.m;ra"r|._| — Specification / Hopma L
6 |Related substances / PoucTBeHm,le npuMecH B B
0,
Impurity A / Tlpumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tlpumecy D Not Detected NMT 0.20 % / He 6oiee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / IIpumecs F Below limit of Detection (LOD: NMT 0.20 % / He 6onee 0,20 %
0.0045%)
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EauHnYHas Less Than LOQ (LOQ: 0.0143%)
HeupeHTubHUHpYyeMast
NpUMECh
Total impurities / Cymma 0.02% NMT 1.5 % / He 6onee 1,5 %
npuMecei
[ 7 Uniformity of dos_agT units / 25 Acceptance value (AV) should be not more
OaHOpoRHOCTL AO3MPOBAHHUS than 15.0 / Iloka3arens npuemnemoctu (AV)
| ROJDKEH 6eITh He Gonee 15,0
8 | Microbial limits / Mqu_oﬁuo.rle!_lecKan YHCTOTA )
[ ) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obuee 4ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTAHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g/
mould count / O6imee uucio Menee 10 KOE/r He 6onee 100 KOE/r
JPOXKIKEBBIX U TUIECHEBBIX [
rpuboB
I
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: [Ipoayxt coorseTcTBYET TpeboBaHusM H]I 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioxrorosnexo: IIpoBepeno: Pardeep Kumar Onobpeno: Meuemxep / Pykooaurens
Ramakant w@y (}ii) Amit Kumar \
= Q«w o
Print Date / Print Date / Print Date /
Hara: 19.04.2022 Jara: 19.04.2022 Jlarta: 19.04.2022
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Product Nise tablets 100 mg
| Ipoayxr Haiiz®, tabnerku 100 mr
Batch No / : V2200609 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6vem cepuu 25,00,000 Tabnerox
Analytical Report No / : 040001556872 Date of Analysis / : 19.04.2022
AHanuTHYECKNIi oTueT No Harta ananu3za
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTta npousBoacTBa I'ogen go (BK.I)

Analysis performed according to ND / Auasnus nposeaen mo HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 o1 10.08.2020)

Ne

Test/ H()L(aSaTeJl_b

Result / PesyabTaThl

Specification / Hopma

3 years / 3 roga

|¢) E. coli Absent / Shall be absent in 1g/
OTcyTCcTBYET JloIDKHBI OTCYTCTBOBAaTh B 1 T ,
9 | Assay/ KoaunuecTBeHnHoe 99.9 mg/99.9 mMr Not less than 90.0 mg and not more than
ompeneJjeHue 110.0 mg Ci3Hi2N205S Nimesulide in tablet /
Or 90,0mr pmo 110,0mr Ci3HpN>OsS
(amMecynun) B TabneTke
10 "Package / YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2,_3 or10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 Tabnerox B|carton. / Ilo 10 Tabnerok B IIBX /
IIBX/amomMutuer oM 6snctepe. [1o 2 | amomunuesom onuctepe. ITo 1, 2, 3 unm 10
6aucTepa BMecTe ¢ MHCTpYKUMeit Mo | GnMcTepoB  BMecTe € MHCTpyKLHeH 1o
TIPUMEHEHHIO B MAYKY KAPTOHHYKO. | IPUMEHEHHIO B NMauKy KapTOHHYIO.
11 |Labeling / MapkupoBka | Complies as prescribed / According to ND /
CootBeTcTBYET TpeOOBaHUAM B cooreercTeuu ¢ HJ|
12 | Storage conditions / [Store protected from light below 25°C / B 3aiIMieHHOM OT CBETa MeECTE MpH |
XpaHenne TeMreparype He Bolwe 25°C
13 | Shelf life / Cpox roasoctu o

Remarks : The Product conforms to ND / Conclusion : APPROVED /
INpumeuanue: [IpoayxT coorBercTByeT Tpebobanusim HJI 3axmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
HOIIFOTOBHCHO ITposepeno: Pardeep Kumar Onobpeno: Menenxep / PyxoBonurens
Ramakant 2% W _’_‘ Amit Kumar

Print Date / Print Date / Print Date /

Hata: 19.04.2022 Jara: 19.04.2022 Hara: 19.04.2022
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