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CERTIFICATE OF ANALYSIS

CEPTUDIKAT AHAJIM3A
Page 1 of 3/ Crp.1u33

Product Nise tablets 100 mg i
MpoaykTr Haii3®, rabnetku 100 mr
Batch No / 1 V2201466 Batch Quantity / : 25,00,000 tablets /
Cepusa No Ob6bem cepun 25,00,000 Tadbaerok
Analytical Report No / : 890001609472 Date of Analysis / : 23.08.2022
AnaanTtnyeckuii otyer Ne | daTa ananusa
Date of Manufacture / : JUL.2022 [Date of Expiry / : JUN.2025
JlaTa npou3BOACTBA |Toaen no (k)
Analysis performed according to ND / Avann3 npogenen o HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

N | Test / IToxazaTeab

Result / Pe;y_J_1 bTATBI

1 .'Description / Onucanue

Complies / CooTBeTCcTBYET

Specification / Hopma
Yellowish white round biconvex tablets with
smooth surface. / bBenblie ¢ KeaToBaThIM
OTTEHKOM KPYTJIbi€ ABOSKOBLINYKJblEe TabIeTKH
C ragKoi MOBEPXHOCThIO.

2 |Identification /
[MoaanHHOCTB

3 | Average weight and mass
uniformity / Cpeansisi macca
H OHOPOJHOCTb MACChl

Complies / CooTtBercTByeT

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 yaep)KMBaHHUs OCHOBHOTO

NUKa Ha  XpOMATOrpaMMe  MCIIbITYEMOTrO
pacTBopa HOMKHO COOTBETCTBOBaTb BPEMEHH
yaep>KUBaHWUA OCHOBHOI'O MHKa Ha
XpOMATOrpaMMe  pacTBopa  CTAHAAPTHOTO
obpasua HUMeECYNHAA (pazmen

«KonuyecTBeHHOE OMNpeneneHNE)

309.6 mg/309.6 mr

Complies / CooTBeTcTBYET

310 mg+5.0% /310 mMr+5,0%

18/20 tablets —-NMT £ 5 % /
18/20 tabnetok — He Honee = 5 %

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

4 | Dissolution / Pacreopenue

100%, 97 %, 99%, 97%, 96%, 97%

Not less than 75 % (Q) of labeled amount of
C13H2N-0sS Nimesulide is dissolved in 45
minutes / He meuee 75 % (Q) ot
HomuHansHoro conepxanns Ci3HzN2OsS
(uumMecynun) yepes 45 MuH.

5 i Water / Boga

3.5%

| Not more than 6.0 % w/w / He 6onee 6,0 %

_Remarks : The PI'Odl_.ICt conforms to ND_/

IIpumeuanne: [TponykT coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by /
TToarorosneno: Ramakant

ol

Checked by /
IIposepeno: Pardeep Kumar

.

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykosonurenb
Manoj Kumar 7

Print Date /
Hata: 23.08.2022

Print Date /
Jara: : 23.08.2022

Print Date /
Jara : 23.08.2022
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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJNIHN3A
Page20f3/Crp.2u33

Product : Nise tablets 100 mg |
INMpoaykTt ¢ Haiz®, Tabaerxku 100 mr
Batch No / 1 V2201466 'Batch Quantity / 1 25,00,000 tablets /
Cepus Ne Obbem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001609472 Date of Analysis / : 23.08.2022
AHanuTHYecKHii oTYeT No Jdata aHanau3a
Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025
JaTa npousBoacTea Iopen ao (BK)
Analysis performed according to ND / Ananus nposexen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3Mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

Ne Tes£ / lMokazaTeab | Result / PesyabTaThi Sp_eciﬁca&on /__ Hop@
6 | Related substances / PoacTBeHHble npHMecH
o 0 )
Impurity A / Tlpumecs A Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He 6onee 0,20 %
[mpurity B / Ipumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ipumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Mpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ipumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
[ Impurity F / TIpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / EquHHuHas
| HeuaeHTUGULMpYyemas
| npumech
Total impurities / Cymma I 0.04 % NMT 1.5 % / He 6onee 1,5 %
npuMmecem .
7 | Uniformity of dosage units / 3.7 Acceptance value (AV) should be not more
OaHOpPOAHOCTL A03HPOBAHMS than 15.0 / Ilokazatens npuemnemoctH (AV)
JIoJIkeH ObITh He Oonee 15,0
8 Microbial limits / Mukpo6nonoruyeckasi 4McToTa - H - __
a) Total aerobic microbial | Less than 10 CFU/g / Not more than 1000 CFU/g/
count / Ob1ee uucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPraHU3MOB I'

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IMpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusM HJ{ 3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

[Toarorosneyo: Ramakant IIposepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBognTeb
W L Manoj Kumar 2

N—— g7 155
Print Date / Print Date / Print Date /
Hata: 23.08.2022 Jara: : 23.08.2022 Jlata : 23.08.2022
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CERTIFICATE OF ANALYSIS

CEPTUDPHNKAT AHAJIU3A
Page3 of 3/ Crp.3 133

Product Nise tablets 100 mg
Mpoaykr Haiiz®, tabnerxu 100 mr
Batch No / : V2201466 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6nem cepun 25,00,000 tabnerok
Analytical Report No / : 890001609472 Date of Analysis / : 23.08.2022
AHanuTHYeCKHil oTyeT No JlaTa anajinza
Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025
/laTa npou3BOACTBA Iogen go (Bx)
Analysis performed according to ND / Anaaus nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mwsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ci3HpN»OsS |
|
|

nBx /

no

! Ne Test / [lokazatens | Resuli/ Pe3yabTaTbl Specification / Hopma B
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / Obuiee uncio Menee 10 KOE/r He 6onee 100 KOE/r
IPOKIKEBBIX U MIIECHEBBIX
rpubos
¢) E. coli "Absent / Shall be absent in 1g/
OTtcyTtcTBYyeT JIOJKHBI OTCYTCTBOBaTE B 1 T
9 _an / KosinuecTBenHoe 1002 mg/ 1002 mr Not less than 90.0 mg and not more than |
onpejaeeHne 110.0 mg C;3H2N>0sS Nimesulide in tablet /
| Or 90,0mr po 110,0wMr
| (uumMecynun) B Tabnetke
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister._l, 2,30r10 i
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 Ttabnerok B|carton. / [Ilo 10 Tabnerok B
MBX/amomunues om 6avctepe. 1o 3 | amomunuesoM Gnucrepe. Ilo 1, 2, 3 uau 10
6iucTepa BMeCTe C MHCTpYKUMeH Mo | OIMCTEpOB  BMECTE C  MHCTPYyKUUEH
MPUMEHEHHIO B NAYKY KApPTOHHYIO. | IPUMEHEHUIO B Ma4yKy KapTOHHYIO.
11 |Labeling / MapkupoBka | Complies as prescribed / According to ND /
CootreTcTBYyET TpeOOBAHUIM B coorsercteuu ¢ HJI
12 |Storage conditions / Store protected from light below 25°C / B 3ammuineHHoM OT cBETa MecTe NnpH
Xpanenue Temneparype He Bbiie 25°C
13 | Shelf life / Cpok rognocTn 3 years / 3 rona

Remarks : The Product conforms to ND /

Ipumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusm H]L

Conclusion : APPROVED /
3akmrouenne: OJTOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Bl

Checked by /
ITpoepeno: Pardeep Kumar

.

Approved by: Manager / Executive /
Omnobpeno: Menemxep / PykoBoauTtent

Manoj Kumar 5
({ W

Print Date /
JlaTa: 23.08.2022

Print Date /
Jara: : 23.08.2022

Print Date /
Jata : 23.08.2022
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