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[Product : Nise tablets 100 mg
Hpoaykr : Haiiz®, Tabnerkn 100 mMr
Batch No / : V2200775 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O6beM cepun 25,00,000 TabneTox
Analytical Report No / : 890001587834 Date of Analysis / : 29.04.2022
AHaauTHYECKHH oTyeT Ne JlaTa ananu3za
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
Jara nponssoacrea Togen xo (BxJI)
Analysis performed according to ND / Ananus nposesen no HJI: I1 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 / llokasaTenb Result / PesyabTaThl Specification / Hopma

1

| HognuuHOCTEL

'Identification/

Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with

smooth surface. / bBeawsle ¢ XKeNTOBAaTBHIM
OTTEHKOM KPYTJIBIE IBOSKOBBIMYKIIBIE TaOIETKH
| C TJIaAKOH MOBEPXHOCTHIO.

Complies / CooTBeTcTByeT | 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 ynep>KHBaHUs OCHOBHOTO
OMKa Ha XpOMATOrpaMMe  HCHBITYEMOro
pacTBopa JO/DKHO COOTBETCTBOBAaTH BPEMEHH
yIepKHBaHHUA OCHOBHOTO MHUKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHAApTHOTO
obpasia HUMeCyIuaa (paznen
«KonuuecTBeHHOE onpeaeneHUe»)

uniformity / Cpeanss macca
M OAHOPOJHOCTH MaCChI

Average weight and mass 308.5 mg/308.5 mr
Complies / CooTBeTcTBYET 18/20 tablets —-NMT £ 5 %/

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

18/20 tabnerok — He 6osiee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnetok — He 6onee = 10 %

4 | Dissolution / PacTBopenue 101 %, 100 %, 100%, 96%, 97%, | Not less than 75 % (Q) of labeled amount of
Ci3H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHaNeHOTO cofepkaHus Ci3Hj2Na2OsS
(HuMecynun) uepes 45 MUH.

5 | Water / Boaa 25 % Not morPe than 6.0 % w/w / He 6onee 6,0 %

|6 |Related substances / PogcTBennble npumecH - -

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

IIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusM HJL 3axnawyenue: OJJOBPEHO

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

[ToproroBneHo: Ankit Ilposepeno: Pravesh Rana Onobpeno: MeHemxkep / Pykogonureib
(B Manoj Kumar ‘\' . LL‘L" _
B - W YLt X

Print Date / Print Date / Print Date /

Jara: 29.04.2022 Hata: 29.04.2022 JHara: 29.04.2022

Registered Office: 8-2-337,
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Product Nise tablets 100 mg
HpoaykTr Hait3®, tabnerxu 100 mMr
Batch No / : V2200775 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6Bem cepuu 25,00,000 tabnerok
Analytical Report No / : 890001587834 Date of Analysis / 1 29.04.2022
AHaJuTHYecKHii oTyeT No Jara anaan3za
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
Jlata npoun3BoacTBa T'omen po (BKu)
Analysis performed according to ND / Aranus nposegen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020)

Test / IlokasaTean

Result / PesyabTats!

Specification / Hopma

N

Impurity A / Ilpumecs A

Impurity B / IIpumecs B
Impurity C/ Ipumecs C
Impurity D / ITpumecs D
Impurity E / Ipumecs E
Impurity F / Ilpumecs F

Any unknown individual
impurity / Equnuunas
HeuaeHTUhULHpYyemas
MpUMEChH

Total impurities / Cymma
npuMmecei

7 Uniforﬁnity of dosage units /
OaHOpOTHOCTH A03UPOBAHMS

Not Detected

Less than LOQ (LOQ:0.0084%)
Not Detected
Not Detected
0.03%
Not Detected

0.03%

0.1%

,NMT 0.20 % / He 6osee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6omee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 % '

4.7

8 | Microbial limits / MuxpoGuoJornueckas 44cToTa

| Acceptance value (AV) should be not more
than 15.0 / [lokazarens nmpuemnemoct (AV)
JoJbkeH OBITh He 6osiee 15,0

a) Total aerobic microbial
count / O6mee uucio
a3pOOHBIX MHKPOOPTaHH3MOB

10 CFU/g /
10 KOE/r

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

b) Total combined yeasts and
mould count / O6ugee umncno
JAPOMOKEBBIX M IIECHEBBIX
rpubos

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

Not more than 100 CFU/g /
|He 6onee 100 KOE/r

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Ilpumeqanne: IIponykT coorBeTcTBYeT TpeboBaHHAM HJT

3axawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ITogrorosneHo: Ankit [IpoBepeHo: Pravesh Rana Onobpeno: Menemxep / PykoBoauTens
Manoj Kumar l (
4 '{\ . ,-.‘,-“ pried
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Print Date / Print Date / Print Date /
Hata: 29.04.2022 Hara: 29.04.2022 Jara: 29.04.2022
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Product Nise tablets 100 mg
Mpoaykr Haiiz®, Tabaetku 100 mr
Batch No / : V2200775 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O61em cepun 25,00,000 TabaeTox
Analytical Report No / : 890001587834 Date of Analysis / : 29.04.2022
AHanuTH4YecKHil oTyeT Ne Jara anaausa
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JlaTta npou3BoacTea I'open o (BruT)
Analysis performed according to ND / Ananus nposeaen mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

[ Ne Test / [TokazaTenn

_Result/ PezyabTaThl

Spgcit_ic%_tion / Hopma

' c) E. coli Absent / Shall be absent in 1g/
OtcyTcTRYyeT JIOMXHBI OTCYTCTBOBATE B 1 T
9 | Assay / KosuuecTBeHHOe 100.1mg / 100.1mr Not less than 90.0 mg and not more than|
onpejgegeHne 110.0 mg Ci3Hi2N20sS Nimesulide in tablet /
Or 900mMr mo 110,0mr Ci3H12N20sS
(HuMecyaun) B TablieTke
10 |Package/ Ynakopka 10 tablets in PVC/aluminum blister. 3 | 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. / [To 10 Ttabnerok B|carton. / Ilo 10 Tabnerok B IIBX /
IBX/amomunuer om 6xucrepe. [To 3 | amomunuesom Gnucrepe. o 1, 2, 3 wm 10
6ancTepa BMecTe ¢ HHCTPYKLMeH Mo | 6AMCTepOB  BMecTe €  MHCTpYKUHeH 10
NPUMEHEHHIO B Ia4Ky KapTOHHYIO. | IPHUMEHEHHUIO B [TAYKY KAPTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooteTcTByeT TpeboBaHIIM B cootBercTBun ¢ HJI
12 | Storage conditions / Store protected from light below 25°C / B 3allMIIEHHOM OT CBeTa MeCTe MpH
XpaHeHue TeMmnepartype He Boiule 25°C
13 | Shelf life / Cpox roasoctu 3 years/ 3 rona o -

Remarks : The Product conforms to ND /
Ilpumeuanme: ITponykt coorBeTcTBYeT TpebGoBanusm HJT

Conclusion : APPROVED /
3axnouenne: OJIOBPEHO

Prepared by /
ITogrotoBneno: Ankit

Checked by /
IIpoBepeHo: Pravesh Rana

i

Approved by: Manager / Executive /
Onobpeno: Menexkep / Pykosoaurenb
Manoj Kumar 3 /

e

(¥
Print Date /

Jlara: 29.04.2022

Print Date /
Jata: 29.04.2022

Print Date /
Jara: 29.04.2022
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