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Product : Nise tablets 100 mg
IIpoaykr : Hai3®, Tabnerky 100 mr
Batch No / : V2102163 Batch Quantity / : 25,00,000 tablets /
Cepnsa Ne O6bem cepun 25,00,000 TabneTox
Analytical Report No / : 890001564070 Date of Analysis / : 27.12.2021
AHaJuTHueckuii oruer Ne Harta ananusa
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JlaTta npou3BoAcTBA TI'open o (BxJT)
Analysis performed according to ND / Auanns nposegen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne Test / [lokasaTenn ' Result / PesyabTaTs! | __Specification / Hopma |

1 |Description / Onucanue Complies / CoorBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Bensie ¢ KeaTOBATHIM
OTTEHKOM KPYTJIble ABOSKOBBIMYKIIbIE TabneTku
C IaJKON MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBercTBYET The retention time of principal peak in the
HoanuHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep:KUBaHUS OCHOBHOTO
NMHKa Ha  XpPOMarorpaMMme  HCIIBLITYEMOTO
pacTBOpa AOKHO COOTBETCTBOBATH BPEMEHH

yIOEpKUBAHUSA OCHOBHOTO MHKa Ha
XpoMarorpaMMe  pacTBOpa  CTaHAapTHOrO
obpa3ua HUMeECYNUAa (pazzen

«KonuuecTBeHHOE ONpeneIeHne»)

3 | Average weight and mass : 308.4 mg/308.4 mr 310mg£5.0%/310 Mr+ 5,0 %

::I:,lf(:;)m:)tyﬂ/offfﬁaﬂ;::acca Complies / CooTBercTByeT 18/20 tablets —-NMT + 5 % /
AHOPOL 18/20 Tabnetok — He 6onee = 5 %

2/20 tablets —NMT £ 10 % /
2/20 tabnetok — He 6onee £ 10 %

4 |Dissolution / PacTBopenue 99 %, 98 %, 98 %, 100 %, 97%, Not less than 75 % (Q) of labeled amount of
98 % Ci13H2N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHanbsHOTO conepxanusa CiaHpN>OsS

| (HuMecynun) yepes 45 MHUH.

5 |Water /Boaa 1.9% |'Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IponykTt cooTBeTcTBYET TpeboBanusam HJJ 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroromieHo: IIposepeHo: & Onobpero: Meuezmkep / PykoBoauTens
Ankit @ Naresh Kumar — Pavan Kumar Sharma _{/ g

C——
//
Print Date / Print Date / Print Date /
Jara: 27.12.2021 Hara: 27.12.2021 . Hata: 27.12.2021
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Product : Nise tablets 100 mg
Ilpoaykr : Haiiz®, tabnerxu 100 mMr
Batch No / : V2102163 Batch Quantity / : 25,00,000 tablets /
|Cepun N\e Obbem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001564070 Date of Analysis / : 27.12.2021
AHaTHTHYeCKHIT oTueT Ne Jarta anaaunsza
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JlaTa npou3BOACTBA I'ogen o (BKT)
Analysis performed according to ND / Ananns nposenen no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3zM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. No 2 ot 10.08.2020)

Ne Test / IokasaTes [ Result / PesyabTaThl ' Specification / Hopma B |
6 | Related substances / Poncrsennsie npuvecu |
| [ o,
Impurity A / Tlpumecs A ' Less than LOQ (LOQ:0.0057%) NMT 0.20 % / He 6onee 0,20 % '
Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He 6onee 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 / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Not Detected NMT 0.20 % / He 6oxee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Enunnanas
HeuaeHTUbHLHpyemast
ApUMEChH
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6osee 1,5 %
npuMeceit
7 Uniformity of dosage units / 12 Acceptance value (AV) should be not more
OaHOpPOAHOCTE AO3UPOBAHHSA than 15.0 / [Tokazatens npuemnemoctH (AV)
JIoinkeH 6b1Th He Gonee 15,0
8 |Microbial limits / MuxkpoGuoJorniecKas YHCToTa B -
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6ee 9uco Menee 10 KOE/r He 6onee 1000 KOE/r
a3pO6HBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obmee gucno Mesnee 10 KOE/r He 6onee 100 KOE/r
JIPONOKEBBIX U IIECHEBBIX
| rpuboB
¢) E. coli a Absent / Shall be absent in 1g/
OTcyTcTBYET JorkHbl oTcyTCTBOBATh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeqanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: ITpoBepeHo: @ Onobpeno: Menemkep / PykosoguTens
Ankit ; Naresh Kumar Pavan Kumar Sharma __/ .
Print Date / Print Date / Print Date /
Hara: 27.12.2021 - Hara: 27.12. 2021 P I[aTa 27.12. 2021
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Product Nise tablets 100 mg

ITpoayxT Haiiz®, tabnetku 100 mr

Batch No / 1 V2102163 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepum 25,00,000 tabneTok
Analytical Report No / : 890001564070 Date of Analysis / : 27.12.2021
AHanuTHYecKHni oTyer Ne Hara anannza

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

JlaTa npou3BojacTBa T'ogen no (BKJI)

Analysis performed according to ND / Ananus nposexen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)
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| N

_| Test / IlokaszaTenanb

Result / PesyabTarst B

| Assay / KoauuecTBenHoe

onpeaeneHue

99.1 mg/99.1 mr

| Specification / Hopma

[Not less than 90.0 mg and not more than|
110.0 mg Ci3H;2N20sS Nimesulide in tablet /
Or 90,0mr mo 110,0mMr C;3H;2N-OsS
(auMecynun) B TabneTke

i’ackage / ¥YnaxoBka

| 10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / I[To 10 Ttabnerok B
IIBX/amomuHueB om 6auctepe. Io 3

blisters and patient information leaflet in a
carton. / Ilo 10 Tabneroxk B IIBX /
amomuHuesoM Omucrepe. Ilo 1, 2, 3 wim 10

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

IIpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBaHusIM H]J

6amcTepa BMECTe C MHCTPYKUWMeEH Mo | ONMCTEpOB  BMeCTe € MHCTPYKUMEH 1o
NPUMEHEHUIO B MaUYKy KAPTOHHYIO. | IPUMEHEHHIO B MTAYKY KAPTOHHYIO.
11 |Labeling / Mapkupogska Complies as presc_ribed / According to ND /
| CootBeTcTBYeET TpeGOBAHHAM II B cooteercreuu ¢ HJJ
12 | Storage conditions / [ Store protected from light below 25°C / B 3awumeHHoM OT cBeTa MECTe MNpH
XpaHeHue Temmneparype He Beiie 25°C
13 | Shelf life / Cpok rognocTn 3 years / 3 rona - -
Remarks : The Product conforms to ND / Conclusion : APPROVED /

3axmouenue: OIOBPEHO

Prepared by / Checked by /
ITogrorosneHo: IIpoepeno:
Ankit Naresh Kumar &

(A

Approved by: Manager / Executive /
OnobpeHo: Menemxep / Pymaomi'renb
Pavan Kumar Sharma

Print Date /
Hara: 27.12.2021

Print Date /
IIaTa 27.12. 2021

Print Date /
IIaTa 27.12. 2021
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