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Product : Nise tablets 100 mg

MIpoaykr : Haiiz®, Tabnerxu 100 mr

Batch No / 1 V2101825 Batch Quantity / : 25,00.000 tablets /
Cepus Ne Odnem cepun 25,00,000 Tabnetok
Analytical Report No / : 890001552654 Date of Analysis / : 30.10.2021
AHaguTnyecKnii oruyer Ne HMara anannsa

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

JlaTa npou3BOACTBA TI'open mo (BKI)

Analysis performed according to ND / Ananus nposenen no HJI: [T 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 or 10.08.2020)

N | Test / IlokazaTenb Result / Pe3ynbTaTsl | __ Specification / Hopma

1 |Description/ Onucanue Complies / CooTBeTCTBYET | Yellowish white round biconvex tablets with
'smooth surface. / Beable ¢ XenTOBATHIM
OTTEHKOM KpYTJible ABOSIKOBBIIMTYKJIblE TaOIETKM
C rnajKoit MoBEPXHOCTHIO.

2 | Identification / Complies / CooTBETCTBYET The retention time of principal peak in the
IMoanuHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>xupaHHA OCHOBHOTO
' NMKa Ha  XpOMAaTOrpaMMe  HCITBITYEMOro
pacTBOpa AO/DKHO COOTBETCTBOBATh BPEMEHH

yIoepXKHUBaHUA OCHOBHOTO nYKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHAAPTHOTO
ofpa3ua HUMECYNIIa (paznen

«KonmuuecTBeHHOE onpeneneﬂue»)

3 | Average weight and mass 308.0 mg /308.0 mr 310 mg+5.0% /310 mMr+5,0%

. ::I::f(:;)m:)tyﬂ/o(c:f :;;:l:cs;:acca Complies / CooTBeTCTBYET 18/20 tablets —NMT + 5 % /
AHOPOA 18/20 Tabnerok — He 6onee £ 5 %

| 2/20 tablets = NMT £ 10 % /
2/20 Tabnerok — He 6onee = 10 %

4 |Dissolution / PacTBopenue 98 %, 98 %, 96 %, 97 %, 95%, 97 % | Not less than 75 % (Q) of labeled amount of
C13H,2N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHanbHoro coaepkanus Ci3H2N2058
(uumecynum) yepes 45 MUH.

5 | Water /Bona o 29% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /

Al

Conclusion : APPROVED /

IIpumeuanue: IIponykT cootBercTBYeT TpeboBanusM HJL 3akmouenue: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[NMoaroroBneHo: IporepeHo: Onobpeno: Menemxep / PykoBoauTenb
Ankit o Himesh Kumar - ~_— | Manoj Kumar

C_ﬁ- o > ;{; e
Print Date / Print Date / Print Date /
Hara: 30.10.2021 JHara: 30.10.2021 JHara: 30.10.2021
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Product : Nise tablets 100 mg

lpoayxkr  : Haiiz®, tabnerxku 100 mr

Batch No / : V2101825 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6nem cepumn 25,00,000 tabaerok
Analytical Report No / 1 890001552654 Date of Analysis / : 30.10.2021
AHaauTHYeCKMii oTueT Ne JlaTa aHanusa

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

JaTa npou3BOACTBA I'oxen go (BKJ)

Analysis performed according to ND / Anaan3 nposeaen no HJI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

N | Test / Ilokazatesb | Result / PesynbTaThbl | Specification / Hopma
6 | Related substances / PoacreeHHble mpuMecH . |
| 1 | [\ 0
Impurity A / ITpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.02% | NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpamecs 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 / ITpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 % '
Impurity F / [Ipumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Exunn4Has ’
[ HeuaeHTUOULIUpYEMast
npuMech
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npumecen
7 | Uniformity of dosage units / 3.2 Acceptance value (AV) should be not more
OIHOpPOAHOCTH AO3MPOBAHMA than 15.0 / Ilokasatess mprHeMmiaeMocTH (AV)
JIoikeH 6uiTE He Gosee 15,0
8 |Microbial limits / MukpoGroaornyeckas YHcTOTa
a) Total aerobic microbial 15 CFU/g/ Not more than 1000 CFU/g /
count / O01ee yuco He 6osee 1000 KOE/r
15 KOE/r
a3pOGHBIX MUKPOOPTaHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / | Not more than 100 CFU/g / ]
mould count / Obmee aucno Menee 10 KOE/r He 6onee 100 KOE/r
| IPOXOKEBBIX U INIECHEBBIX
[ rpuboB
1 E—
[ c) E. coli Absent / Shall be absent in 1g/
OTtcyTerByeT Jlo/KHBL OTCYTCTBOBATE B 1 1
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: IIpoaykT cootBeTcTBYeT TpeboBanusaM HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoarotosieHo: IIpoBepeHo: Ono6peno: Menemkep / PykosoguTens
Ankit 7 Himesh Kumar Manoj Kumar P
- R gl
Print Date / Print Date / Print Date /
Jara: 30.10.2021 Hara: 30.10.2021 Hara: 30.10.2021
Registerad Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Nise tablets 100 mg

IMpoaykTr :  Haiiz®, tabnerxu 100 mr

Batch No / : V2101825 Batch Quantity / : 25,00,000 tablets /
Cepusi No O6nem cepuu 25,00,000 Tabaerok
Analytical Report No / : 890001552654 Date of Analysis / : 30.10.2021
AHAJUTHYECKHIi oTueT Ne JlaTa ananusza

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

JlaTa npon3BoacTEA I'oaen ao (BKJI)

Analysis performed according to ND / Anaans nposeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020)

N | Test / IlokasaTenn Result / PesyabTaThbl Specification / Hopma
9 | Assay/ KoauuecrseHnuoe 98.9 mg/98.9 mr Not less than 90.0 mg and not more than
onpeaelieHHe 110.0 mg Ci3H;2N>0sS Nimesulide in tablet /

Oor 90,0 Mr a0 110,0 Mr C13H|2N305S
(aumecynun) B Tabnerke

10 | Package/ YnaxkoBka 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. / Tlo 10 Tabnerox B|carton. / Ilo 10 rabmerox B IIBX /
[BX/amomuHues oM 6muctepe. [To 2 | amomunueBom Gaucrepe. Tlo 1, 2, 3 wnu 10
fnrcTepa BMECTe ¢ MHCTPYKUMEH Mo |6nucTepoB  BMECTE €  MHCTPYKLMEH —TI0

MPUMEHEHHUIO B NAYKy KapPTOHHYIO. | IPUMEHEHHIO B Ma49Ky KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBercTByeT TpebOBaHMAM B coorercTBuu ¢ HJ|
12 | Storage conditions / |Store protected from light below 25°C / B 3ampmeHHOM OT CBETa MeCTE NpH
XpaHenne Temrepatype He Boile 25°C

13 | Shelf life / Cpox rognoctu 3 years / 3 roza

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpofykT cooTBeTcTBYET Tpebosanusm HJT Zaxmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoaroroBneHo: IIposepeHo: Onobpeno: Menemxep / PykoBogureis
Ankit - Himesh Kumar Manoj Kumar )
/8 e I (ogrwd
- ==
Print Date / Print Date / Print Date /
Jlara: 30.10.2021 IIaTa' 30 10 2021 Hata: 30.10.2021
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