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Product : Nise tablets 100 mg
[NpoaykTt : Haiiz®, Tadbnerxi 100 mr -
Batch No / 1 V2201392 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne Ob1em cepuu 25,00,000 TadbneTtok
Analytical Report No / : 890001603564 Date of Analysis / 1 25.07.2022
AHannTHuyeckHii otueT Ne JlaTta anaan3za
Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025
JlaTa npou3BoOACTBA I"ogen po (BKu1) ]
Analysis performed according to ND / Anaaus nposeaen no HJ/: [1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

[ Specification / Hopma

| Yellowish white round biconvex tablets with |
smooth surface. / Befble ¢ KENTOBATbHIM
OTTEHKOM KpYyTiibie [BOSIKOBBIMYKbIE TaDNETKH

| C TIIaAKOH MOBEPXHOCTHIO.

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 yaepiuBaHHs OCHOBHOTO |
OMKa Ha  XpOMAarorpamMMe  HCTBITYEMOTO
pacTBOpa LOJKHO COOTBETCTBOBaTh BPEMEHH

YAEPXKUBAHUSA OCHOBHOTO nuka Ha
XpoMmaTorpaMMe  pacTBopa  CTaHAApTHOTO
obpasua HUMeECYIUaa (paznen

«KonuyecTBeHHOE onpeeNneHUe»)

N Test / [TokaszaTenb _- Result / Pe3ynbTaThl
1 |Description / Onucanue Complies / CoorBeTcTBYET
2 |Identification / Complies / CooTBeTCTBYET
IloaiHHHOCTDL
3 | Average weight and mass 311.4mg/311.4 mr

| uniformity / Cpeanss macca

Complies / CooTBeTcTBYET
| M OAHOpPOAHOCTE MacChl

:310mgi5.0%/310MFi 5,0 %

18/20 tablets —-NMT = 5 % /
18/20 Tabnetok — He Gonee = 5 %

1 2/20 tablets — NMT + 10 % / l
2/20 Tabnerok — He 6onee + 10 %

4 | Dissolution / PacTBopenue 97,98 %, 101%, 99%, 98%, 97% | Not less than 75 % (Q) of labeled amount of |
C13H2N>05S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHabHOTO conepxkanus C3H1aN-OsS
(uuMecyaun) uepes 45 MHH.

5 |Water /Boaa 35% Not morPe than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [Tpogykr cooTBeTcTBYET TpeboBanusam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroneHo: Ankit Iposepeno: Rajeev Gandhi Onobpeno: Menemxep / Pykosoautens

@ . Ir'[-, \ Manoj Kumar t‘h: C
A (% bl
Print Date / Print Date / o Print Date /
Jata: 25.07.2022 Hara: 25.07.2022 Jata 25.07.2022
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Jata npou3BoAcTBa

Product Nise tablets 100 mg

IMpoaykr Haiiz®, tabnerkn 100 mr

Batch No / 1 V2201392 ‘Batch Quantity / : 25,00,000 tablets /
Cepns Ne |O0Bbem cepun 25,00,000 TabneTok
Analytical Report No / 1 890001603564 Date of Analysis / 1 25.07.2022
ABanuTHyecknii oryer Ne JlaTa aHanu3a

Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025

Fonen mo (BkI)

Analysis performed according to ND / Auaaus nposegen no HJ/I: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. No 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 o1 10.08.2020)

Ne | Test/IokasaTenn |

~ Result/ Pe3yabraThl

} Specification / Hopma

Impurity A / TTpumecs A
Impurity B / ITpumecs B

Impurity C / Ilpumecs C
Impurity D / IIpumecs D |

Impurity E / ITpumecs E
Impurity F / [Ipumeces F

Any unknown individual
impurity / Expauynas
HeHIEHTUHLIHpYeMas
pUMecCh

Total impurities / Cymma
fipumeceit

6 | Related substances / Poacrsentble npumecu

0.02%

Below Limit of Detection

(LOD:0.0028%)
Not Detected
Not Detected

Less than LOQ (LOQ:0.0186%)

Not Detected

0.02%

0.04 %

7 | Uniformity of dosage units /
OaHopoaAHOCTh A03HPOBAHMSA

23

NMT 0.20 % / He Gonee 0,20 %

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

NMT 1.5 % / He 6onee 1,5 %

Acceptance value (AV) should be not more
than 15.0 / ITokazaTens npuemnemoctu (AV)
JokeH OpITh He Gosee 15,0

8 Microbial limits / MuxpoGuonoruyeckasi 4McToTa

a) Total aerobic microbial
count / O611ee yucio
a3poBHBIX MUKPOOPTraHU3MOB

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

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

Remarks : The Product conforms to ND /

IIpumeyanue: IIpoaykt cooreTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axkmouenne: OJIOGPEHO

Prepared by /
IToprorosneno: Ankit

Checked by /
IIposepeno: Rajeev Gandhi

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoaurens

Manoj Kumar s
: ul&’;)i_{;"ﬁ:{

%
Print Date/

Hara: 25.07.2022

Print Date /
JHara: 25.07.2022

N

Print Date /
Hata 25.07.2022
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JlaTa npousBoacTBa

Product Nise tablets 100 mg
MpoayxT Haiiz®., Tabnetku 100 mMr
Batch No / 1 V2201392 Batch Quantity / : 25,00,000 tablets /
Cepna Ne Oonem cepuu 25,00,000 TabneTok
Analytical Report No / 1 890001603564 Date of Analysis / : 25.07.2022
AHanuTudeckmin oTueT Ne Jlara ananusa
Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025

\Toxen Ao (BK.)

Analysis performed according to ND / Auanus nposenen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mwam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne

Test / [Toxazarenn

Result / PesyabTaThl

Spe_ciﬁcation / Hopma

b) Total combined yeasts and
mould count / O6iiee 4uco
JIPOROKEBBIX U TUIECHEBBIX
rpubos

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

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

') E. coli

Assay / KoaudecTBenHoe
onpejejeHne

Absent /
OTcyTCTBYET

| Shall be absent in 1g/

JlomxHbl OTCYTCTBOBaTh B 1 ¢

98.9 mg/98.9 mMr

Not less than 90.0 mg and not more than
110.0 mg Ci3H,2N-0sS Nimesulide in tablet /
Or 90,0mMr g0 110,0mMr Ci3Hi2N-OsS
(uumecynnn) B TabneTke

10

| Package / YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
|in a carton. / Ilo 10 Tabnetox B
| TIBX/antoMuuues om 6aucrepe. 1o 3
6nucTepa BMeCTe C WHCTPYKUUEH IO
NPUMEHEHHIO B NMAYKY KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / JIlo 10 Tabnerox B IIBX /
amomuHueBom Gnucrepe. Ilo 1, 2, 3 wnn 10I
6aucTepoB BMecTe C  MHCTPyKUMeH Mo
TIPUMEHEHHUIO B TIaUKy KApTOHHYIO.

11

Labeling / MapkupoBka

Complies as prescribed /
CoOTBETCTBYET TpebOBaHUAM

According to ND /
B cootsercTeun ¢ H]J

12

Storage conditions /
XpaHenue

Temrmepatype He Bbime 25°C

Store protected from light below 25°C / B 3awiuiieHHOM OT CBETa MecTe NpH

13

Shelf life / Cpok rognocTn

|3 years /3 ronma

|

Remarks : The Product conforms to ND /
Ipumcyannc: [poaykt cootsercToyetr Tpedosanmsan HI

Conclusion : APPROVED /
3akmodenue: OJOBPEHO

Prepared by /
ITonrorosneHo: Ankit

Checked by /
ITposepeno: Rajeev Gandhi

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBonuTtenb
Manoj Kumar

Print Date /
JHara: 25.07.2022

Print Date /
Hara: 25.07.2022

i

Print Date /
JlaTa 25.07.2022
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