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Product : Nise tablets 100 mg

INpoayxr  : Haiiz®, tabaerku 100 mr

Batch No / 1 V2201126 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 TabneTox
Analytical Report No / : 040001589057 Date of Analysis / : 20.06.2022
Aunagurnyecknii oryet Ne JlaTta anannsa

Date of Manufacture / : MAY 2022 Date of Expiry / : APR.2025

JlaTa npousBoACTBA Togen no (BKuT)

Analysis performed according to ND / Auaaus nposeaen no HJI: 1T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTenan Result / PesyabTaTsl '

- | Specification / Hopma

1 |Description / Onucanue Complies / CooTBeTcTBYET | Yellowish white round biconvex tablets with
smooth surface. / benble ¢ »XenToBaThHM
OTTEHKOM KPYTJIble ABOSIKOBBIITY KIbIE TabNeTKY

C rIagKomn NMOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTCTBYET | The retention time of principal peak in the
HMoanuuHOCTD chromatogram of test solution should
| correspond to retention time of principal peak in
! Nimesulide standard solution chromatogram|
under Assay / Bpems ynep>KHBaHHA OCHOBHOTO
nvMka Ha  XpPOMAaTOTpaMMeE  HCIIBITYEMOTO
pacTBopa IO/DKHO COOTBETCTBOBATh BPEMEHU
YIEPXKUBAHHS OCHOBHOTO MHKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHZapTHOro
obpazua HUMecCyJIuaa (paznen
| «KonuuecTBeHHOE ONIPENEIICHUE)

3 |Average weight and mass 309.6 mg / 309.6 mr 310mg 5.0 % /310 Mr+ 5,0 %

i l;lgfizmltylfocc:f:i:l;xacca Complies / CooTBeTcTBYET 18/20 tablets —NMT £ 5 % /
AHOPOX 18/20 tabnerok — He Bonee £ 5 %

| 2/20 tablets - NMT £ 10 % /
2/20 tabnerok — He Gosnee = 10 %

4 |Dissolution / Pactsopenne | 100%, 99 %, 99%, 96%, 95%, 98% | Not less than 75 % (_Q) of labeled amount of
C13H>N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHaneHOro cogepxkaHusa Ci3HipN205S
(Humecynum) yepes 45 MUH.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanuam HJI 3akmiouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosnexo: IIposepeno: Pravesh Rana Onobpeno: Mernemxep / Pykosonurens
Pawan Kumar [/ Pavan Kumar Sharma

(A < |p
Print Date / Print Date / Print Date /
Hata: 20.06.2022 Hara: 20.06.2022 Hara 20.06.2022
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Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabnerku 100 Mr
Batch No / : V2201126 Batch Quantity / + 25,00,000 tablets /
Cepna Ne O6bem cepuu 25,00,000 TabneTtok
Analytical Report No / : 040001589057 Date of Analysis / 1 20.06.2022
AnaguTnyeckni oruet Ne Jara ananunza
Date of Manufacture / : MAY 2022 Date of Expiry / : APR.2025
JlaTa npousBoacTBa Topen go (BK.T)
Analysis performed according to ND / Auanns nposenen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)
Ne Test / IlokazaTesb Result / Pesyabrarthl Specification / Hop!u;
5 |Water/Boaa 2.7 % Not morPe than 6.0 % w/w / He 6onee 6,0 %
6 | Related substances / PoacTennbie npumMecH _
Impurity A / Tlpumecs A 0.02% |NMT 0.20 % / He 6onee 0,20 %
. 0
Impurity B/ HpHMeCB B | Less than LOQ (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 / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / [Tpumecs E 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity F / [Ipumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
| Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / EnuHUYHas
HenaeHTHOHLIHpyeMast
NpUMECh
Total impurities / Cymma 0.07 % NMT 1.5 % / He 6osee 1,5 %
npuMecei |
7 | Uniformity of dosage units / 38 Acceptance value (AV) should be not more
OaHOPOAHOCTH J03HMPOBAHUSA than 15.0 / ITokazarens npuemnemoctu (AV)
JlokeH OuITh He 6onee 15,0
8 | Microbial limits / Mukxpo6uosioruyeckasi 4ucToTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obiee yncno Memnee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPIraHU3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanue: [IpoayxT coorBercTByeT Tpeboanusam HJJ 3aknwdenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoxrorosneHo: Ilposepeto: Prayesh Rana Onobpeno: Menemxep / Pykosoautes
Pawan Kumar 4 Pavan Kumar Sharma )
- Y =—

{31_,1, oy = W F
Print Date / Print Date / Print Date /
JHara: 20.06.2022 Hara: 20.06.2022 Hata 20.06.2022
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Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabnerku 100 mr
Batch No / : V2201126 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Ob6Bem cepun 25,00,000 Tabnetok
Analytical Report No / : 040001589057 Date of Analysis / : 20.06.2022
AHaguTH4ecKuii oTyeT Ne Jarta anannsa
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JlaTa npou3BOACTBA Toxen mo (BK.)

Analysis performed according to ND / Ananu3s nposeaen 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 / nam. Ne 2 ot 10.08.2020)

Ne Test / MokasaTenn

Result / PesyabTaTnl

Speciﬁcaﬁon / Hopma

JPOXOKEBBIX M TMJIECHEBBIX
rpuboB

b) Total combined yeasts and
mould count / Obuee yrcno

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

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

¢) E. coli

Absent /
OT1cyTcTBYET

Shall be absent in 1g /
Jlo/KHbL OTCYTCTBOBATH B 1 T

9 | Assay/Koan4dectBenHoe
onpeaeeHne

99.0 mg/ 99.0 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H;2N-0sS Nimesulide in tablet /
Or 900mMr mo 110,0mr C3H;2N-OsS
(unMecynun) B TabneTke

10 |Package/ Ynakoska

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
IBX/amomunues oM 6iauctepe. ITo 2
OnvicTepa BMeCTe ¢ HHCTPYKLHEH Mo
TIPMMEHEHHIO B [aYKy KaPTOHHYIO.

11 |Labeling / Mapkuposka

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHUAM

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabneroxk B IIBX /
amoMuuresom 6nucrepe. Ilo 1, 2, 3 wiu 10
OMUCTEPOB BMECTE C  HHCTPYKLHEH IO
NPUMEHEHHIO B MTa4YKy KapTOHHYIO.

According to ND /
B cootBetcTBHE ¢ H]]

| 12 |Storage conditions /
| Xpanenue
i—13 Shelf life / Cpok rognocru

Store protected from light below 25°C / B 3amuimieHHoM OT CBeTa MeECTe MNpH

TeMmreparype He Bbilue 25°C

13 years / 3 rona

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoaykT coorBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[loaroTosnexo: [IpoepeHo: Pravesii Rana Onobpeno: Menemxep / Pykosoaurens
Pawap Kumar Pavan Kumar Sharma

f g ,L_L;CH.
Print Date / Print Date / Print Date /
Jlara: 20.06.2022 Hara: 20.06.2022 JaTta 20.06.2022
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