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Product : Nise tablets 100 mg
Ilpoaykr : Haiiz®, tabnerkn 100 mMr
Batch No / : V2200808 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 tabnerok
Analytical Report No / : 890001587708 Date of Analysis / : 29.04.2022
AnajguTuyeckuii oruer No JlaTa aHaaH3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
Jata npousBoacTBa T'onen no (BKII)
Analysis performed according to ND / Auanus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne ~ Test / Iloka3sarean Result / PesyabTaThl R Specification / Hopma

1 |Description / Onucanue Complies / CooTBeTcTByeT Yellowish white round biconvex tablets with
smooth surface. / bBenmble ¢ XKenToBaThbiM
| OTTEHKOM KpPYTJIbIe JBOSKOBBITYKITbIE TAOTETKH
| ¢ rIaJKOH MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTcTByeT The retention time of principal peak in the |
HoannHHOCTH chromatogram of test solution should |
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemsi yaepHUBaHHI OCHOBHOTO
NMKa Ha  XpOMaTorpaMMe  HCIIBITYEMOro
pacTBOpa HO/KHO COOTBETCTBOBATH BpPEMEHHU
yIepKUBaHHA OCHOBHOT'O THKa Ha
XpOMaTorpamMMe  pacTBOpa  CTAHIapTHOrO
| obpasna HHUMECYIIUAA (paznmen
| «KonuyecTBeHHOE OMpesieNieHHE)

3 | Average weight and mass 306.4 mg/306.4 mr 310 mg£5.0% /310 Mmr+ 5,0 %

:n;ft:;)m:)tyﬂ/off:xllv:ias:z::acca Complies / CooTBercTBYET 18/20 tablets —-NMT £ 5 %/
AHopon 18/20 tabnerok — He 6onee = 5 %

2/20 tablets — NMT = 10 % /
| 2/20 Tabnerok — He Gonee = 10 %

4 | Dissolution / PacTsopenne 96 %,98 %, 97%, 98%, 100%, 99% | Not less than 75 % (Q) of labeled amount of
C13H2N2OsS nimesulide is dissolved in 45

[ minutes / He menee 75 % (Q) ot
HoMuHansHOTO copeprkadus Ci3HpN20sS
(unmecynun) yepes 45 MUH.

5 |Water/Boaa 21 % Not morPe than 6.0 % w/w / He 6onee 6,0 %

6 Related substances / Poum‘sénﬁme npuMecH

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

IIpumedanne: [IpogykT cootseTcTBYET TpeboBaHusAM HJI 3akmouenue: OJIOBPEHO

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

ITonroroBneHo: Ankit IIpoBepeno: Pravesh Rana Onobpeno: Meneaxep / PykoBoauTens
( / Manoj Kumar g

Print Date / Print Date / Print Date /

Jara: 29.04.2022 Hara: 29.04.2022 Hara: 29.04.2022
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Product : Nise tablets 100 mg
Ipoaykr Hait3®, Tabnerku 100 mr
Batch No / : V2200808 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnetox
Analytical Report No / : 890001587708 Date of Analysis / : 29.04.2022

JaTa ananuza

Date of Manufacture /
JlaTa npou3BoACTBA

1 APR.2022 Date of Expiry / : MAR.2025

T'omen no (Bxa)

Analysis performed according to ND / Anaaus nposegen mo HJ: ITI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

| N Test / Iloka3zarTens Result / Pe3yabTaThl _____ Specification / Hopma 3
| - B D)
Impurity A / Ilpumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %
_f[mpurity B/ HpPIMCCB B Less than LOQ (L0OQ: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 / [Tpumecs E Less than LOQ (LOQ:0.0186%) NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Not Detected | NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6ouee 0,20 %
impurity / EnuHuunas
| HeuaeHTubuurpyemas
TIPHUMECh
| Total impurities / Cymma 0.05% NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / 2.1 Acceptance value (AV) should be not more
OnHopoaHOCTH AO3HPOBAHUS than 15.0 / [Tokazarens npuemiemMocty (AV)
JIoJKeH OBITE He Oonee 15,0
8 |Microbial limits / MukpoGnonornieckasi Y4HCTOTA B
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
count / Ob1ee yuco Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MEKPOOPTraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / | Not more than 100 CFU/g /
mould count / Ob1mee yucio Memnee 10 KOE/r He 6onee 100 KOE/r
JPONOKEBBIX M TUIECHEBBIX
rpu6os I
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeyanue: [IpogykT cooTBercTBYeT TpebGoBanusm HJL 3akmwuyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonroroBneno: Ankit IIposepeno: Pravesh Rana Onobpeno: Menemxkep / Pykopoaurensb
P ¢ Manoj Kumar (
[k 7 - . \ Y ttu..
. L - | Ty ’,_,-»-“"'
Print Date / Print Date / Print Date /
JHata: 29.04.2022 Hara: 29.04.2022 Jara: 29.04.2022
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Product Nise tablets 100 mg
IIpoaykTt Haiiz®, tabnerku 100 mr
Batch No / : V2200808 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001587708 Date of Analysis / 1 29.04.2022
AHaJuTHYeCKHi oTyeT Ne Jarta ananu3za
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
Jarta mpoussoacTea I'ogen ao (Bxa)
Analysis performed according to ND / Ananus nposeaen no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne Test / [Toxa3zaTesnb

Result / PesysbTaThl

Specification / Hopma |

¢) E. coli

Absent /
OrcyTcTBYET

Shall be absent in 1g/ |

JIOMKHEI OTCYTCTBOBaTE B 1 T
|

9 |Assay/ KonnuecTBenHoe
onpegeneHne

99.5 mg/ 99.5mr

Not less than 90.0 mg and not ‘more than |
110.0 mg C;3H(2N2OsS Nimesulide in tablet /
Or 900mr pmo 110,0mr C3H;aN.OsS
(Humecynun) B Tabnetke

10 |Package/ YnakoBka

10 tablets in PV C/aluminum blister. 3

[MBX/amomunues om 6nucrepe. Ilo 3

blisters and patient information leaflet |
in a carton. / ITo 10 Tabnerok B |

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

11 |Labeling / MapkupoBka

12 | Storage conditions /
XpaseHnne

| 6cTepa BMeCTe ¢ MHCTPYKLIMEH 1O | GIMCTEpOR  BMeCcTE €  MHCTPYKUMEH 1o
| IPUMEHEHHIO B MUKy KAPTOHHYIO. | MPHMEHEHHIO B Maky KapTOHHYIO.
Complies as prescribed / According to ND /

CootreetcTBy€T TpeOOBaHUAM

B coorBercrBuu ¢ HJI

TeMmneparype He Brilue 25°C

Store protected from light below 25°C / B 3amMImMeHHOM OT CBETa MECTe NpU

13 | Shelf life / Cpok rogHocTH

3 years / 3 roga

Remarks : The Product conforms to ND /
IIpumeuanune: [IponykTt coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axnwuenue: OJIOGPEHO

Prepared by /
IToarorosneHo: Ankit

(2.

Checked by /
ITposepeHo: Pravesh Rana

1»

Approved by: Manager / Executive /
Opnobpeno: Menenxep / Pykosoaurens
Manoj Kumar

"LEL

Print Date /
Jara: 29.04.2022

Print Date /
Hara: 29.04.2022

Print Date /
Jara: 29.04.2022
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