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Product Nise tablets 100 mg

Mpoaykr Haiiz®, Tabnetku 100 mr

Batch No / 1 V2102266 Batch Quantity / ¢ 25,00,000 tablets /
Cepus Ne O0bem cepum 25,00,000 rabnertok
Analytical Report No / : 040001499168 Date of Analysis / : 11.01.2022
AHaIHTHYECKHH 0TUeT Ne Jlara ananuza

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

JdaTa npoussoacrsa TIogen go (BKN)

Analysis performed according to ND / Auaans nposexes mo HJ: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

—

Result / PesyabTaTsi

Specification / Hopma B

N | ~ Test/IlokazaTens |
1 |Description/ Onucauue '

Complies / CooTtBeTcTBYeET

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XeNTOBRATHIM
OTTEHKOM KpYTJIblE ABOSIKOBBINMYKIIbIE TA6IETKH
C IMaAKO#l MOBEPXHOCTBIO.

2 Identification /
HoanmuuuocTn

Complies / CoorBercTByeTr

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 yaepuBaHusi OCHOBHOTO

NMKA Ha  XpOMAaTOTPaMME  MCIIBITYEMOro
pacTBOpa MOMKHO COOTBETCTBOBATH BPEMEHH
yIAepKUBaHUs OCHOBHOTO IHKa Ha
XpOMAaTOrpamMMe  pacTBOpa  CTAHAAPTHOrO
obpazia HUMeCYnHIa (pazmen

«KonanuecTBeHHOE onpeneneﬂue»)

3 | Average weight and mass
uniformity / Cpeauss macca
H OJHOPOAHOCTBH MacChl

311.2mg/311.2 mr

Complies / CootBeTcTRYyET

310mg+50%/310 Mmr+5,0%

18/20 tablets —-NMT + 5 % /
18/20 tabnerox — He 6onee = 5 %

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

4 | Dissolution / PacTrBopenne

100 %,98 %, 98%, 101 %, 98%,

Not less than 75 % (Q) of labeled amount of

98 % Ci3H2N20sS nimesulide is dissolved in 45 |
minutes / He mernee 75 % (Q) ot
HOMMHaneHOTO coaepxkanus Ci3HjpN>OsS
(Humecynun) yepes 45 MUH.
5 |Water/Boaa 24 % Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / B

Conclusion : APPROVED /

Ipumevanne: Hpoaykr coor

BeTcTBYeT TpebosanusM HJJ

3akawuenne: OJJOBPEHO

Hara: 12.01.2022

Hara: 12.01.2022

Prepared by / Checked by / Approved by: Manager / Executive /
Iloaroroenexo: ITpoBepeHo: Onobpeno: Menemxep / PykoBonuTens
Ankit Pardeep Kumar (;f,..a Pawan Kumar f

: o
Print Date / Print Date / Print Date /

Jara: 12.01.2022
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Product : Nise tablets 100 mg

Mpoayxr : Haiia®, rabnerku 100 mr

Batch No / 1 V2102266 Batch Quantity / : 25,00,000 tablets /
Cepuis Ne Ob6bem cepun 25,00,000 tabnetok
Analytical Report No / : 040001499168 Date of Analysis / : 11.01.2022
AHANUTHYECKHIT 0TYeT No JlaTa aHanu3a

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

Hdara nponssoacrsa I'onen ao (Bii)

Analysis performed according to ND / Ananus nposeaen no HJI: I1 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)

L Ne ] Test / IlokazaTesnb | Result / PesyabTarTni | Specification / Hopma
6 | Related substances / PoactBennnie npumecn
Impurity A / ITpumecs A '

NMT 0.20 % / He 6onee 0,20 %

0.01%
Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tlpumeces D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Tlpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Not Detected NMT 0.20 % / He 60nee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 601ee 0,20 %
impurity / Enunuunas
HeuaeHTUGHLMpYemas
TIpHMech
Total impurities / Cymma 0.03 % NMT 1.5 % / He Gonee 1,5 %
npuMecen
7 | Uniformity of dosage units / 3.2 Acceptance value (AV) should be not more
OnuopoaHOCTL KO3UPOBAHHS than 15.0 / [okasaTens npuemiemoctu (AV)

| ZIOoJKeH ObITh He 6onee 15,0

8 | Microbial limits / Mukpofnonornueckas 4ucrora

a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /

count / Obuiee yucIo Menee 10 KOE/r He 6onee 1000 KOE/r

a3pOOHBIX MUKPOOPraHU3MOB

'b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /

mould count / O61uee yucno Menee 10 KOE/r He 6onee 100 KOE/r

IOPONOKEBBIX Y TIECHEBBIX

rpubos

¢) E. coli Absent / Shall be absent in 1g /

OtcytcTBYyeT ‘I[OJ‘DKHBI OTCYTCTBOBaTb B 1 r

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanne: [Tpoaykt cooTBeTCTBYET TpeboBanusm HJT 3axarouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioaroroenexo: Ilposepeno: Onobpeno: Menemxkep / Pykosoaurens
Ankit & Pardeep Kumar OL” Pawan Kumar )?_ﬁ
Print Date / Print Date / Print Date /
Hara: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022
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Product : Nise tablets 100 mg

IMpoaykr : Haiz®, tabnerku 100 mr

Batch No / 1 V2102266 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001499168 Date of Analysis / : 11.01.2022
AHaJHTHUYECKHIi oTyeT No Jara ananu3a

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

Hara nponssoacrea Tonen g0 (BKT)

Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3mM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

!_Ne | Test / Ilokazarean Result / PesyabraTnl | Specification / Egma__ B .
| 9 | Assay/KoauyecrBeHnoe 99.7 mg/99.7 Mr Not less than 90.0 mg and not more than
| | ompenenenne 110.0 mg Ci3H;2N-0sS Nimesulide in tablet /

Or 90,0mr gmo 110,0mr Cj3H;pN-OsS
(Humecynun) B Tabrnerke

10 |Package/ Ymakoska 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. / [To 10 Tabnerok B|carton. / Ilo 10 Tabmerox B IIBX /
MBX/amomunuer om Giucrepe. o 2 | amoMHUHHEBOM 6nucrepe. Ilo 1, 2, 3 unu 10
fnucTepa BMECTe C MHCTPYKLMEN M0 | GMMCTEPOB  BMECTE C  MHCTPYKUMed Mo

NPUMEHEHHIO B IAYKY KAPTOHHYIO. | IPUMEHEHHIO B MayKy KapTOHHYIO.
11 |Labeling / Mapxuposka Complies as prescribed / According to ND /
CootBeTcTBYET TpeGOBaHUAM B cooteercTum ¢ HJJ
12 | Storage conditions / Store protected from light below 25°C / B 3aLUMIIEHHOM OT CBETA MeECTe IpH |
XpaHeHue Temnepartype He Boitne 25°C

13 | Shelf life / Cpok roanocTu 3 years/ 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeyanmne: [TpoaykT cooTBeTcTBYET TpeboBaHmMaM HJI 3akuouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloagrororneHo: ITposepeno: OnobpeHo: Menemxkep / PykoBoguTens
Ankit : Pardeep Kumar (;J)_j Pawan Kumar 0

A A,,
Print Date / Print Date / Print Date /
Hata: 12.01.2022 JlaTa: 12.01.2022 Hara: 12.01.2022
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