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CEPTUO®UKAT AHAJIN3A
Page10of3/Crp.1m33

Product : Nise tablets 100 mg
Hpoayxkr  : Hai3®, Tabnerku 100 mr
Batch No / 1 V2201153 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6beM cepun 25,00,000 tabnetox
Analytical Report No / : 040001589677 Date of Analysis / : 20.06.2022
AHanuTHuecKHii oTueT Ne JaTta aHaau3a
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JlaTa npou3BoacTBa I'onen ao (Bru)
Analysis performed according to ND / Anaaus nposeaen no HJI;: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3am. Ne 2 ot 10.08.2020)

| N Test / ITokazaTenb Result / PesyabraThl | Specification / Hopma
1 |Description / Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ XenToBaThIM
OTTEHKOM KpYrilble ABOSKOBBINYKIIbIE TaONETKH

| ¢ rnagkoit MOBEPXHOCTHIO.

2 | Identification / Complies / CooTBeTcTBYET | The retention time of principal peak in the
HMoanuuHOCTHL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep»uBaHus OCHOBHOIO
NMKa HAa  XpOMAaTorpaMMe  HCIIBLITYEMOro
pacTBOpa HOMKHO COOTBETCTBOBATH BPEMEHH

| yIaepKUBaHUSA OCHOBHOIO MIHKa Ha
| [ XpomarorpaMMe  pacTBopa  CTaHAapTHOro
| | obpazua HUMeCYJI1a (pa3nen

«KonuuecTBeHHOE OnpeneneHue»)

3 | Average weight and mass 307.4 mg/307.4 mr 310 mg£5.0% /310 mr+ 5,0 %

Lll;lf(:{l;)m:)tyﬂ/()ff:};ﬂ::;:lacca Complies / CooTBeTCcTBYET 18/20 tablets —-NMT + 5 %/
AHOPOA 18/20 tabnetok — He bonee + 5 %

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

4 Dissolution / PacTBopeHue 97%, 97 %, 97%, 97%, 96%, 97% | Not less than 75 % (Q) of labeled amount of
C13H2N~0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuuaneHoro conepxkaHus Ci3sHaN>OsS

‘ (uumecynun) uepes 45 MHH.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: IIpoaykT cooTBETCTBYET TpeboBannaM HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroToBneHo: ITposepeno: Pravésh Rana Onobperno: Menemkep / PykoBoauTeIb
Pawan Kumar Jlid Pavan Kumar Sharma |
\ fl " ) -~ Al __',

Y i
Print Date / Print Date / Print Date /
Hara: 20.06.2022 JlaTta: 20.06.2022 Jara 20.06.2022
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Page20f3/Crp.2u33

Product Nise tablets 100 mg
HpoaykTr Haiiz®, Tabnerku 100 mMr
Batch No / : V2201153 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6bem cepuu 25,00,000 tabneTox
Analytical Report No / : 040001589677 Date of Analysis / 1 20.06.2022
AHauTHYecKHH 0TUeT No HaTta aHaiu3za
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
Jlata npon3BoacTBa T'oaen no (BKJT)
Analysis performed according to ND / Ananu3 npogenen no HJI; T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
v3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

I. Ne Test / [lokazaTessb Result / Pe3yabTaThl ___ Specification / Hopma
5 |Water/ Boaa 29% Not morPe than 6.0 % w/w / He 6onee 6,0 %
6 | Related substances / Poacreenubie npuMecH B -
Impurity A / [pumecs A J v |NMT 0.20 % / He Gonee 0,20 %
. 0
|
Impurity B/ HpHMer B Less than LOQ (LOQ:0.0084%) NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
|Impurity E /Tlpumecs E 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% | NMT 0.20 % / He 6onee 0,20 %
impurity / EquHuunas
HeuAeHTUDULHpYyemast
| mpumecs
Total impurities / Cymma 0.07 % NMT 1.5 % / He 6onee 1,5 %
npuMmeceit
7 | Uniformity of dosage units / 3.1 Acceptance value (AV) should be not more
OaHOpPOAHOCTHL AO3HPOBAHUS than 15.0 / ITokazarens npuemaemoctu (AV)
IoJkeH 6eITh He Honee 15,0

8 [Microbial limits / Mukpobdnonoruieckasi Yuerora

a) Total aerobic microbial
count / Obee 4ucao
a3p0oOHBIX MHKPOOPraHU3MOB

Less than 5 CFU/g /
Meree 5 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Remarks : The Product conforms to ND /
IIpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBaHusaM H]J,

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosieHo: [IposepeHo: Pravesh Rana Onobpeno: Menemxep / PykoBognTens
Pawa Km:ggr - fl Pavan Kumar Sharma

Print Date / Print Date / Print Date /

Hara: 20.06.2022 Hata: 20.06.2022 Hara 20.06.2022
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CEPTUD®UKAT AHAJIU3A
Page3of3 /Crp.3u3 3
Product Nise tablets 100 mg
IIpoaykr Haiiz®, tabnerku 100 mr
Batch No / 1 V2201153 Batch Quantity / 1 25,00,000 tablets /
Cepusi Ne O6bem cepun 25,00,000 tabneTtok
Analytical Report No / : 040001589677 Date of Analysis / : 20.06.2022
AHAJIUTHYECKHIT oT4eT No Jara anaausa
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JlaTa mpon3BoJacTBa Tonen po (BKJ)
Analysis performed according to ND / Ananus nposenen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)
j Ne Test / IToxasaTenn Result / PesyabTaThl | Specification / Hopma
b) Total combined yeasts and Less than 10 CFU/g/ | Not more than 100 CFU/g /
mould count / O61mee yncno Menee 10 KOE/r He 6onee 100 KOE/r
TIPOMOKEBBIX U TUIECHEBBIX
rpubor
c) E. coli Absent / Shall be absent in 1g/
OtcyrcTByer Jomxnsl oTcyTcTBOBaTH B 1 T
9 | Assay/KoauuecTBeHHOe | 98.3 mg/98.3 mr Not less than 90.0 mg and not more than
onpejgejeHne 110.0 mg Ci3H2N:20sS Nimesulide in tablet /
| Or 900mr mo 110,0mMr C;3H2N20sS
(numecynun) B Tabnetke
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. / [lo 10 Tabmerok B|carton. / Ilo 10 Tabnerok B IIBX /
IBX/amoMuuuer oM 6nucrepe. Ilo 2 | amomunueBoM Onucrepe. ITo 1, 2, 3 umm 10
6nHcTepa BMeCTe ¢ MHCTPYKLHMeEH Mo | OJIMCTEpOB  BMECTE C  MHCTpYKLMEH no
MPUMEHEHHUIO B NaYKy KapTOHHYIO. | IPUMEHEHHIO B NMAUKy KapTOHHYIO.
L
11 |Labeling / MapxupoBka Complies as prescribed / iAccording to ND /
CooTtBeTcTBYET TpeOOBaHUAM | B cootBercTBuu ¢ HJI
12 | Storage conditions / Store protected from light below 25°C / B 3aliMIIEHHOM OT CBETa MECTE NpH I
1 XpaHenue Temreparype He Boiue 25°C
13 | Shelf life / Cpok rognocru |3 years/ 3 rona

Remarks : The Product conforms to ND /
IIpumeuanue: [IponykT coorBercTByeT Tpebopanusm HJI

Conclusion : APPROVED /
3akuouenne: ONJOBPEHO

Prepared by /
IToarotosneHo:

Pawan Kymar
Bagmar e,

S

Checked by /
Ilpoeepeno: Pravesh Rana

—

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBOAKHTENb
Pavan Kumar Sharma 1

¢

Print Date /
Jata: 20.06.2022

Print Date /
Jata: 20.06.2022

Print Date /
Hata 20.06.2022
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