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Jara nponzBoicTBa

|Product 1 Nise tablets 100 mg

Ipoayxr :  Haiiz®, Tadnerku 100 mr

Batch No / 1 V2200884 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001591284 Date of Analysis / : 20.05.2022
AHAJHTHYECKHH oTYeT Ne JlaTa ananu3za

Date of Manufacture / ¢ APR.2022 Date of Expiry / : MAR.2025

T'ogen go (BKuI)

Analysis performed according to ND / Ananus nposegen no HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / [TokazaTean

Result / PesyabTaThl Specification / Hopma

1 |Description/ Onucanue

Complies / CooTreTcTBYyeT Yellowish white round biconvex tablets with

smooth surface. / bBejbsie ¢ XKeNTOBATHIM
OTTEHKOM KpYTJible ABOSKOBLIMYKJbIE TabneTku
€ IMaiKoM MOBEPXHOCTLIO.

2 | Identification /
IMogauHHOCTDL

3 | Average weight and mass

H OXHOPOAHOCTL MACChI

uniformity / Cpeauss macca |

307.6 mg/307.6 Mr

Complies / CooTBeTCTBYET The retention time of principal peak in the

Complies / CooTBeTCTRYET | 18/20 tablets —~NMT £ 5 % /

chromatogram  of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep»HBaHUS OCHOBHOI'O
NUMKa HAa  XpOMAaTOrpaMMe  HCIBITYeMOro
pacTBOpa HO/DKHO COOTBETCTBOBAaTH BPEMEHH

yIepKUBaHHUA OCHOBHOT'O NUKa Ha
XpOMaTrorpaMMe  pacTBOpa  CTaHIApTHOTO
obpazua HUMeECYIuaa (pazmen

«KonuuecTBeHHOE OnpeeeHre»)

1310mg+5.0%/310Mr+5,0%

18/20 Tabnerok — He 6onee = 5 %

2/20 tablets — NMT + 10 %/
2/20 tabnerok — He 6ojiee = 10 %

4 |Dissolution / PacrBopenue

98%, 99 %, 99%, 99%, 98%, 98% | Not less than 75 % (Q) of labeled amount of

Ci13H2N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) or
HoMuHansHoro copepxanusas Ci3H(2N»OsS
(Humecynua) yepes 45 MuH.

5 Water / Boga

27 %

Not morPe than 6.0 % w/w / He 6onee 6,0 %

| Remarks : The Product conforms to ND /
IIpumeuanne: IIpoaykTt coorBercTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IToaroroBneno:

Ankit ;
[

Checked by /
IlpoBepeHo: Pravesh Rana

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBoaurens
Amit Kumar v

b

Print Date /
Jarta: 20.05.2022

Print Date /
JHata: 20.05.2022

Print Date /
JaTa 20.05.2022
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Product Nise tablets 100 mg
Mpoaykr Hariz®, Tabnerkm 100 mr
Batch No / : V2200884 Batch Quantity / : 25,00,000 tablets /
Cepus No O6Gbem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001591284 Date of Analysis / : 20.05.2022
AHAIUMTHYECKHT oTyeT No JlaTa ananu3za
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JaTta npoussoacrea Tonen po (Bxi)
Analysis performed according to ND / Anaaus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne
6

Test / Mokasatens B |

Related substances / PoacTBeHHble IPHMeCH

Result / PesyabTaTh!

| Specification / Hopma

Impurity A / Ilpumece A

Less than LOQ(LOQ:0.0057%)

NMT 0.20 % / He Gonee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

a) Total aerobic microbial

count / Obiee uncino

a3pOOHBIX MUKPOOPTaHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Impurity B / IIpumecs B 0.02%
Impurity C / Ilpumecs 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 / [Ipumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Enunnanas
HeupeHTHdULKpYyemast
pHUMEChH
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 3.1 Acceptance value (AV) should be not more
OaHOPOAHOCTH NO3UPOBAHHS than 15.0 / TToka3zatens npuemieMocTH (AV)
IoJbkeH ObiTh He Oonee 15,0
8 |Microbial limits / MukpoGuoJiornyeckast 4McTOTA

[ Not more than 1000 CFU/g /
He 60nee 1000 KOE/r

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpoayxT coorBercTBYET TpeboBanmsM HJJ 3akawuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroBneHo: [Ipoeepeno: Prayesh Rana Onobpeno: Menemxkep / PykoBogurens
Ankit ‘ ( Amit Kumar N—

(A =
Print Date / Print Date / Print Date /
Jara: 20.05.2022 Hara: 20.05.2022 Hata 20.05.2022
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Product Nise tablets 100 mg
IMpoaykTt Haii3®, tadnerku 100 mr
Batch No / 1 V2200884 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 TabneToxk
Analytical Report No / : 890001591284 Date of Analysis / : 20.05.2022
AHajiMTHYecKHii oTueT Ne JlaTa aHaausa
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JlaTa Npon3BOACTBA T'onen go (BKJT)
Analysis performed according to ND / Auanus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne Test / ITokazaTean

'b) Total combined yeasts and |
| mould count / O61uee uncio

IPONOKEBBIX U MIECHEBBIX
rpuboB

¢) E. coli

| Result / PesyabTaThl
Less than 10 CFU/g/
Menee 10 KOE/T

Absent /
OrcyTtcTBYyeT

| Not more than 100 CFU/g /

| Shall be absent in 1g/

Specification / Hopma '

He 6onee 100 KOE/r

JosmKHbl OTCYTCTBOBaTE B 1 T

9 | Assay/KonanyecrBenHoe
omnpeaeseHHe

99.4mg / 99.4mr

Not less than 90.0 mg and not more than
110.0 mg C;3H;>N20sS Nimesulide in tablet /
Or 900mr mo 110,0mr Ci3H;pN-OsS
(uumecynun) B Tabnerke

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
IBX/amoMuHK1eB oM 6auctepe. 1o 3
6amcTepa BMECTe ¢ WHCTpPYKLHeH Mo

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B IIBX /
anromMuHueBoM Onucrepe. Ilo 1, 2, 3 unu 10

NPUMEHEHHIO B MaYKy KapTOHHYO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CooteetcTByeT TpeboBaHUIM

B cooteerctBuu ¢ HJJ,

6IMCTEPOB  BMECTe C  HHCTPyKLHeH Mo
NPHMEHEHHMIO B MauKy KapTOHHYIO.
According to ND /

12 | Storage conditions /
XpaHeHue

Temiepatype He Bpile 25°C

13 | Shelf life / Cpok roanocTu

3 years / 3 rona

Store protected from light below 25°C / B 3amuineHHOM OT CBETa MECTE NpH

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Ipoaykrt coorBercTBYeT TpeboBanusM HJL 3akiouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarotoBneHo: ITposepeno: Pravesh Rana Onobpeno: Menemkep / PykoBoaurtens
Ankit ) Amit Kumar i

@ A &‘ /x:' /
Print Date / Print Date / Print Date /
Hara: 20.05.2022 Hara: 20.05.2022 Hata 20.05.2022
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