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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page1of 3/Ctp. 1133

Product : Nise tablets 100 mg
Mpoayxkr  : Haiiz®, tabnerkn 100 Mr
Batch No / 1 V2100145 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O6bem cepuu 25,00,000 Tabnerox
Analytical Report No / : 890001503073 Date of Analysis / : 31.01.2021
AHaquTHYECKHIT oTUeT No JlaTa aHaJqu3a
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
JaTta npou3BoacTsa T'onen xo (Bku1)
Analysis performed according to ND / Ananus nposeaen mo HJ[: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3am. Ne 2 ot 10.08.2020)

N Test / IlokasaTean Result / PesyabTaThbi Specification / Hopma

1 |Description/ Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XenToBaTHIM
OTTEHKOM KpYTJIble ABOSIKOBbIMYKJIbIE TAONETKH
C rNIaJIKOH MOBEPXHOCTBIO.

2 |Tdentification / Complies / CooTBeTcTBYET The retention time of principal peak in the
IMopMHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>KHBaHUsi OCHOBHOTO
nMKa Ha  XpOMarorpaMMe  HCIIBITYEMOTO
pacTBopa INO/KHO COOTBETCTBOBATH BPEMEHM

|
yIEP>KUBaHHS OCHOBHOTO nuka Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAAPTHOro
obpasua HUMECYNuaa (pazmen

«KonnuyecTBeHHOE onpeneneHHe»)

3 | Average weight and mass 307.8 mg/307.8 mMr 310 mg+ 5.0 % /310 Mr+5,0 %

Elzlf(::;)m:)tyl:o(c:‘f:;;uaﬂcs;::acca Complies / CooTBeTCTBYET 18/20 tablets —-NMT + 5 % /
AHOPOR 18/20 rabnerok — He 6onee = 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He Gonee + 10 %

4 |Dissolution / PacTtBopenue 99 %, 96 %, 98 %, 98 %, 100 % , |Not less than 75 % (Q) of labeled amount of
95 % C13H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) or
HomuHassHoro copepxxanusi Ci3sHaN2OsS
(HuMecynun) uepes 45 MUH.

5 |Water/Bopaa 2.8 Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [Tponykr cooreTcTBYeT TpeboBaHusM HI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toxgrorosneno: IIposepeHo: Onobpeno: Menemxep / PykoBonurens
Pardeep Kumar “{ Himesh Kumar Pavan Kumar Sharma (

< 9,“/\./7
Z=
Print Date / Print Date / Print Date /
Jara: .31.01.2021 Jara: 31.01.2021 Hara: 31.01.2021
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Product Nise tablets 100 mg
[poaykT Haiiz®, Tabnerku 100 mr
Batch No / 1 V2100145 Batch Quantity / 1 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnetok
Analytical Report No / : 890001503073 Date of Analysis / : 31.01.2021
AHajuTHYecKHit oTyeT Ne JlaTa anaau3a
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
JaTta npou3BoacTpa Tomen po (BKJI)
Analysis performed according to ND / Anaan3s 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 / uzm. Ne 2 ot 10.08.2020)
N | Test / [Toxa3aTess Result / PesyabTarthl | Specification / Hopma
9 | Assay/ KoaudyecTBeHHOe 96.8 mg/ 96.8 mr Not less than 90.0 mg and not more than
onpeaeieHHe 110.0 mg C3H;>N>0sS Nimesulide in tablet /
Ot 90,0 Mmr a0 110,0 M C13H12N205S
| (HUMecyaun) B TabeTke
10 |Tackage/ Vnakoska 10 tablcts in PV C/aluminum blister. 2 | 10 tablets in PV C/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
Ih a caron. / o 1O Tadnerox e|carton. / Tlo 10 ‘rtabnerok B TIBX /
IIBX/amoMuHueBoM Gnuctepe. o 2 | amoMunueBoM Onuctepe. o 1, 2, 3 umm 10
6nucTepa BMeCTe ¢ MHCTPYKUMEH 1Mo | GNIHCTEpOB  BMECTE C  HMHCTPYyKLMell Mo
MPUMEHEHHIO B MayKy KapTOHHYIO. | IPUMEHEHHIO B [TAYKY KApTOHHYHO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBeTcTBYET TpeOOBaHUAM B coorserctBuu ¢ HJ{
12 | Storage conditions / Store protected from light below 25°C / B 3amuiieHHOM OT CBeTa MecTe IpH
Xpanenue TeMTepaType He Runme 25°C
13 | Shelf life / Cpok ronnocTu 3 years/ 3 rona
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanusaM HJJ 3akmwoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: ITpoeepeno: OnoGpeno: Menemxkep / Pykosonurens
Pardeep Kumar Z Himesh Kumar Pavan Kumar Sharma i/y/? 5
v Q-l—/”g\ /
Print Date / Print Date / Print Date /
Hara: .31.01.2021 Hara: 31.01.2021 Hara: 31.01.2021
Kegisterea UIIICE: d-2-55 7, IKoad N0, 3, varmﬂu— SOOI, FLL. LT
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Product : Nise tablets 100 mg
Ilpoagyxt  : Haiiz®, tabnetku 100 mr
Batch No / : V2100145 Batch Quantity / : 25,00,000 tablets /
Cepnsa Ne O6bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001503073 Date of Analysis / : 31.01.2021
ApanuTHuecKHi oTyer No Jlara anaausa
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
Jara npoussoacTsa Fogen po (Bk.)
Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzM. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. No 2 ot 10.08.2020)

Ne Test / [lokazaTenb | Result / PesyabTaTsl | Specification / Hopma
6 |Related substances / PoacTBennble npumMecu
3 0, 0,

Impurity A / Ilpumecs A BDL (Disregard Area 808) NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B Less than LOQ (0.0084%) NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs 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 6omee 0,20 %
Impurity F / Iprnect F Naf Detecterd NMT 0.20 % / He Gonee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %

impurity / ExuHuuHas
HHISNTHDHUMPYEMan

npHMecL
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %

[ npumecer

| 7 | Uniformity of dosage units / 4.7 Acceptance value (AV) should be not more
OQHOpPOAHOCTH 103UPOBAHMSA than 15.0 / Tloka3arens npuemieMoctu (AV)

JoJpKkeH ObITE He Gonee 15,0

8 |Microbial limits / MukxpoGuoJjornyeckas YucToTa

a) Total aerobic microbial 20 CFU/g/ Not more than 1000 CFU/g /
count / O61mee 4ucao 20 KOE/r He 6onee 1000 KOE/r
a3po6m,1x MHKpPOOPrannu3MoB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6mee 9ucio Menee 10 K OE/r He 6onee 100 KOE/r
| APOAOKEBBIX H IJICCHCBBIX
rpuboB
¢) E. coli Absentin 1g/ Shall be absent in 1g/
OtcyrcTByeT B IT JIOJDKHBEI OTCYTCTBOBAaTh B 1 I
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumetanne: [Tpoaykr coorserctsyer TpedosaHusm HJY 3axnouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / L'xecutive /
[Toarorosnexo: [IposepeHo: Ono6peno: Menemxep / PykoBoaHTENDb
Pardeep Kumar ] Himesh Kumar Pavan Kumar Sharma TR
) e
Print Date / Print Dale / Print Date /
Hara: .31.01.2021 Hara: 31.01.2021 Hara: 31.01.2021
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