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Product Nise tablets 100 mg
IMpoaykT Haii3®, tabnetkn 100 mr
Batch No / : V2101564 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 Tabnetok
Analytical Report No / : 890001546985 Date of Analysis / 1 27.09.2021
AHaJNTHYECKHH oTyeT No Jlara ananunsa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024
JlaTa NpoM3BOACTBA T'oaen oo (BKUT)
Analysis performed according to ND / Ananns nposenex mo H: ITN012824/03-140119 (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/ITokazaTean Result / PesyabTaThl ] Specification / Hopma R
1 |Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Bemsle ¢ xenToBaThIM
OTTEHKOM KpYTIJible IBOSIKOBBIMYKIIbIE TaONeTKH
C IIafIKO# MOBEPXHOCTEHIO.
2 | Identification / Complies / CootBeTcTBYyeET The retention time of principal peak in the
IoanuHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaepxuBaHus OCHOBHOTO
IMKa Ha  XpOMATOrpamMMe  HCTIBITYEMOTO
pacTBopa AQJDKHO COOTBETCTBOBATH BPEMEHH
YIePKUBAHUSA OCHOBHOTO TTHKa Ha
XpoMaTorpamMme  pacTBOpa  CTaHAAPTHOTrO
obpazna HUMeCyIuIa (paznen
«KonugecTBeHHOE onpeaeeHue»)
3 | Average weight and mass 3104 mg/3104 mr 310 mg+£5.0% /310 mMr+5,0%
Elgﬁizrgzgn/off:i“;t::acca Complies / CootBetcTByeT 18/20 tablets —-NMT + 5 % /
18/20 rabnerok — He Gonee + 5 %
2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He G6onee + 10 %
4 | Dissolution / PactBopenne 99 %, 98 %, 97 %, 99 %, 95 %, Not less than 75 % (Q) of labeled amount of
97 % C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHanbHOTO conepxanus Ci3H;pN-OsS
(aumecynun) uepes 45 MUH.
5 |Water /Boaa 3.1 % Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusxon APPROVED/
IIpumeuanue: Ilpogykt coorBeTcTBYeT TpeboBanusm HJT 3axumouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarotoBieHo: Ilposepeno: = Onobpeno: Menemxep / Py‘hOBOJ]HTeﬂb
Pardeep Kumar P Ravinder Kumar Pavan Kumar Sharma .
=+ B _/
Print Date / Print Date / Print Date /
Hara: 27.09.2021 Hara: 27.09.2021 Hata: 27.09.2021
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JlaTa npon3BoacTBa

T'oaeu xo (BK)

Product Nise tablets 100 mg

IpoaykT Halliz®, tabnerku 100 mr

Batch No / : V2101564 Batch Quantity / : 25,00,000 tablets /
Cepnsa Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001546985 Date of Analysis / : 27.09.2021
AHaNUTHYECKHH oTUeT No JaTa aHanu3a

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024

Analysis performed according to ND / Ananus nposenen no HJI: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / [TokazaTean | }

Result / P_e:*,y.ﬂbTaTbl

L

_Speci_ﬁ?ati:n;/ Hopma

6 | Related substances / PoacTrBeHHble mpumMecu

Impurity A / [Ipumecs A

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

Any unknown individual
impurity / Enunnanas

0.01%
Not Detected
Not Detected
Not Detected
Not Detected

Less than LOQ (0.0057%)

Less than LOQ (0.0143%)

NMT 0.20 % / He 6osnee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6oiee 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 %

OHHOpOlIHOCTl: Ao3upoBanust

|

HeUIEHTUDULMpYeMas
npUMech
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
npuMeceit
7 | Uniformity of dosage units / 4.8 Acceptance value (AV) should be not more

than 15.0 / I[Tokazarens npuemneMoctu {AV)
noskeH ObITh He Gonee 15,0

a) Total aerobic microbial
| count / O6wee yucio
a3pOOHBIX MUKPOOPraHH3MOB

8 | Microbial limits / Mukpo6Honornyeckasi YucToTa

05 CFU/g /
05 KOE/r

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

b) Total combined yeasts and
mould count / O6uiee uncio
JPOXCOKEBBIX M TUIECHEBBIX
rpuboB

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

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

¢) E. coli

Absentin 1g/
OrcytctByeT B IT

Shall be absent in 1g/
JlomKHBI OTCYTCTBOBaThH B 1 T

Remarks : The Product conforms to ND /

IIpumeuannue: IIpoaykT cooTBeTCcTBYET Tpeboranuam H]|

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneno: ITpoBepeHo: — Ono6bpeno: Menemxkep / PykosoanTtens
Pardeep Kumar Ravinder Kumar Pavan Kumar Sharma -

P - G
Print Date / Print Date / Print Date /
Hata: 27.09.2021 Hara: 27.09.2021 Hara: 27.09.2021
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Product Nise tablets 100 mg
Tpoaykt Haii3®, Tabnerxu 100 mr
Batch No / 1 V2101564 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 tabneTok
Analytical Report No / : 890001546985 Date of Analysis / ¢ 27.09.2021
AHanuTHYeCKHI oTyeT No Jlata ananu3za
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024
Jlata npon3BOACTBA T'open ao (Bxu)

Analysis performed according to ND / Ananns nposeaen no HJI: IT 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 / IloxasaTean

Result / PesynbTaThl

Speciﬁcaﬁgﬁ/ HOpM;

T
9 | Assay/ KoanuecrsenHoe
onpejeseHue

99.4 mg/ 99.4 mr

Not less than 90.0 mg and not more than
110.0 mg C;3H;2N-OsS Nimesulide in tablet /
Or 90,0 MTI a0 110,0 MI C]3H|1N305S
(uumMecynun) B TabneTke

10 | Package/ YmaxoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / ITo 10 TabrmeTok B
IBX/amomunues om 6mucrepe. ITo 2
6rucTepa BMECTE C MHCTpYKUUEH o
MPUMEHECHHIO B NAYKy KAPTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CooteercTBYET TpEOOBAHUAM

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabmetoxk B TIBX /
anmoMuHueBoM 6nuctepe. Ilo 1, 2, 3 nnu 10
faMcTepOB  BMecTe C  MHCTpYKLMeH Mo
[PUMEHEHHIO B [Ta4YKy KapTOHHYIO.

' Acc_ording to ND /

B cootBercrBuu ¢ HJJ,

12 |Storage conditions /
XpaHeHHe

Store protected from light below 25°C / B 3ALIMIIEHHOM OT CBETa MeCTe MpH

TeMneparype He Bole 25°C

13 | Shelf life/ C;FK TOIHOCTH

3 years / 3 roga

Remarks : The Product conforms to ND /
Ipumeyanne: I[IpoaykT cooTBeTCTBYET TpeboBaHUsIM HJ|

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / ———— Approved by: Manager / Executive /
IToarorosneHo: [Ipogepeno: H) ﬁ’ - Onobpeno: Menemxep / PykooanTens
Pardeep Kumar Ravinder Kumar " 2~ Pavan Kumar Sharma [" e
‘“_&i—/ ~J e ==
= o
Print Date / Print Date / Print Date /
Hara: 27.09.2021 Hara: 27.09.2021 Hara: 27.09.2021
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