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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
) Page 1 of 3/Crp. 133

Product : Nise tablets 100 mg
Mpoayxr :  Haiz®, tabnerku 100 mr
Batch No / : V2101165 Batch Quantity / : 25,00,000 tablets /
Cepuisi Ne O6bem cepui 25,00,000 Tabnertox
Analytical Report No / : 890001533008 Date of Analysis / : 08.07.2021
AHauTHYECKH T 0T4eT No Jdara ananmsza
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JlaTa npoussoacrea T'onen no (Br.1)
Analysis performed according to ND / Ananus nposexen mo HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne | ot 08.06.2020. amend No 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

| Ne Test / IlokasaTens | Result / PesyabraTsr Specification / Hopma

1 | Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Benmsle ¢ >xenToBaTLIM
OTTEHKOM KPYTJIbIE IBOSKOBBIYKIIbIE TAGNIETKH
C IIaIKO¥ MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
IMognunHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep»musaHHs OCHOBHOTO
MUKa HA  XpOMAaTOrpaMMe  HCHBITYEMOTO
pPacTBOpa NOKHO COOTBETCTBOBaTh BPEMEHH
YOEPIKHUBAHUS OCHOBHOTO THKa Ha
XpOMarorpaMMe  pacTBOpa  CTaHAApTHOro
obpazua HUMECYIHIA (pazmen
«KoNHYeCTBEHHOE ONpPEENEHHEN)

3 | Average weight and mass 309.9 mg/309.9 mr 310_mg +50%/310mMr+5,0%

zlzle;m:)tyﬂlof_f:l:laﬂcﬂ :llacca Complies / CooTtBeTcTBY€ET 18/20 tablets - NMT + 5 %/
Axopoa ¢ 18/20 Tabnerok — ue 6onee + 5 %

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

4 | Dissolution / Pacteopenue 99 %, 97 %, 97 %, 99 %, 98 %, Not less than 75 % (Q) of labeled amount of
99 % C13H12N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMUHANBHOTO cofiepxanus Ci3H|2N>OsS
(HuMecynupn) uepes 45 MuH.

5 |Water/Boga 29%" Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [IpogyKxT cooTBeTCTBYET TpeGoBanusM HJ[ 3akmovyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoarorosneHo: IIposepeno: Onobpeno: Meunemxep / Pykosoaurens
Naresh Kumar @L Anil Kumar \A Pavan Kumar Sharma Vi )

\[,,u 42 ===
Print Date / Print Date / Print Date /
Hara: 08.07.2021 Hata: 08.07.2021 Hara: 08.07.2021
Kegistered UINesT 8-2-337, Toad NO. 3, Baitjara Hls, Hydorinad - Su0Ua, AP, i
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[Product ¢ Nise tablets 100 mg
IIpoaykTr :  Haiiz®, tabnetku 100 mr
Batch No / : V2101165 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 TabneTox
Analytical Report No / : 890001533008 Date of Analysis / : 08.07.2021
AHaJuTHYeCKHH oTyeT No Jarta ananu3za
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JlaTa npousBoAcTBa T'onen no (BKUI)
Analysis performed according to ND / Auanus nposeagen no HI; TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3Mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / [TokazaTean | _Besult / Pe3ynbTaThbl | Specificaan / HopM—a
6 |Related substances / PoacTBenHble npumMecH - o
- 0, 0,
Impurity A / Ilpumecs A Less than 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 / IIpumecs 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 / TTpumecs 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 / Exuanysas '
HeuzeHTHdHUMpyeMast
NpUMECh
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
npuMeceit
7 | Uniformity of dosage units / 4.6 Acceptance value (AV) should be not more
OnHopoaHOCTH J03HPOBAHUS than 15.0 / Iloka3arens npuemiemMoctu (AV)
JoJhKeH ObITh He Hornee 15,0
8 |Microbial limits / MﬂKpOﬁl;OJ_IOI‘H'-le_CKaﬂ YHCTOTA
a) Total aerobic microbial 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1mee yucno 10 KOE/r He 6onee 1000 KOE/r
a3pO6HEIX MHKPOOPTraHU3MOB
'b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obmee yucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXMOKEBBIX U TUIECHEBBIX
rpubos
¢) E. coli Absent in 1g/ Shall be absent in 1g /
OrcytctBYET B 1T HoxHb! OTCYTCTBOBaTh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpnmeyanne: IIpoaykT coorBeTcTBYET TpeboBanusam HJJ 3axniouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneno: ITposepeHo: OnobpeHo: Menemxep / PykoBouuresns
Naresh Kumar @ Anil Kumar /™ Pavan Kumar Sharma /~
| =g st 2
Print Date / Print Date / Print Date /
Jara: 08.07.2021 Hata: 08.07.2021 Hara: 08.07.2021
RegBlored UIICe: 5203 1, IROAU N0, 5, BOjaT F1s, Dy Oeanad - o U0uas, /.0, 1and
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Product : Nise tablets 100 mg
IlIpoaykT :  Haitz®, Tabnerxu 100 mr
Batch No / 1 V2101165 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6beM cepuu 25,00,000 Tabnerox
Analytical Report No / : 890001533008 Date of Analysis / : 08.07.2021
AHanuTHyeckuii oTyeT No JaTta ananuza
Date of Manufacture / ¢ Jun.2021 Date of Expiry / : May.2024
JlaTa npon3soacTea T'ogen o (BKa)
Analysis performed according to ND / Anaans nposeaen mo HJI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | Test / Mokasaresb Result / PesynnTaThl Specification / Hopma B
9 | Assay/ KonndecrBeHHoe 99.8 mg/99.8 mr Not less than 90.0 mg and not more than
onpeaeeHne 110.0 mg C13H12N>OsS Nimesulide in tablet /

Or 90,0mMr mo 110,0wMr C13H2N2 058
(urmecynun) B Tabnerke

10 |Package/ 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 Tabnmerox B|carton. / Ilo 10 Tabmerox B TIBX /
[IBX/antomuuues oM 6muctepe. o 2 | anomunuesoM 6aucrepe. Ilo 1, 2, 3 wmn 10
GIIMCTEpa BMECTE C MHCTpYKUMel 10 | GJIMCTepoB  BMeCTe € HHCTpYKUMeH 1o
NPUMEHEHKIO B NIa4Ky KapTOHHYIO. | IPUMEHEHHIO B NTAYKy KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootsercTByeT TpebOBaHUAM B coorserctBuu ¢ HJ|
12 |Storage conditions / Store protected from light below 25°C / B 3amidineHHOM OT CBETa MECTE IpH
XpaHeHne TemIiepatype He Beitle 25°C

| 13 | Shelf life / Cpox roauoctn 3 years /3 ropa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [Iponykr cooTBeTcTBYeT Tpebopanusm HJ 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToxarorosneHo: IIpoBepeno: Onobpeno: Menemxep / Pyxosoaurens
Naresh Kumar @ Anil Kumar "‘f’ Pavan Kumar Sharma [© _— _

/3 ~ =
Print Date / Print Date / Print Date /
Hara: 08.07.2021 Hara: 08.07.2021 Jlata: 08.07.2021
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