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Product : Nise tablets 100 mg
Ilpoaykr :  Haiiz®, Tabnerku 100 mr
Batch No / 1 V2200607 Batch Quantity / + 25,00,000 tablets /
Cepns Ne O6Bem cepum 25,00,000 Tabnerok
Analytical Report No / : 040001555526 Date of Analysis / : 16.04.2022
AHaauTHYECKHH oTUeT Ne JlaTa aHaJm3a
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
Jata npoussoacTea T'ozen mo (BKJT)
Analysis performed according to ND / Anasuz nposesest o HJI: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020) |
Ne Test / Tloka3aTeas Result / PesyabTaThbl ) Specification / Hopma -
1 |Description / Onucanue Yellowish white round bioconvex | Yellowish white round biconvex tablets with
tablets with smooth surface smooth surface. / bBenble ¢ XeaTOBaTHIM
OTTEHKOM KPYTJIble JBOSKOBBIMYKIbIE TabNETKH
C IJIaJKON MOBEPXHOCTEIO.
2 |Identification / Complies / CoorBercrByeT The retention time of principal peak in the
IMoannuHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>uBaHusi OCHOBHOT'O
NMKa Ha  XpOMATOTPaMMe  HCIILITYEMOIo
pacTBopa NOJDKHO COOTBETCTBOBATH BpPEMEHH
yIEPKUBAHHUS OCHOBHOTO nrKa Ha
| XpoMaTorpaMMe  pacTBOpa  CTaHAAPTHOTO
obpazua HUMECYHUA (paznen
«KonnuectBeHHoe onpeeneHue)
3 | Average weight and mass 309.8 mg /309.8 mr 310 mg £ 5.0 % /310 Mr+£ 5,0 % |
ey CRengag Macca Complies / CooTBercTByeET [ 18/20 tablets — NMT + 5 % /
e e 18/20 tabnerox — ve Gostee = 5 %
2/20 tablets - NMT + 10 %/
2/20 Tabnerok — He Gonee £ 10 %

4 | Dissolution / PacTBopenue 97 %, 99 %, 98%, 97%, 97%, 97 % |Not less than 75 % (Q) of labeled amount of
C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHaJIbHOTO cofepxkanus Ci3H 2N2OsS
(HuMmecynun) yepes 45 MuUH.

5 |Water /Bogaa ) , 31% Not morPe than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: IIpoaykt coorBeTcTBYeT TpeGoBaHusam HJT 3akarodenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[TonrorosneHo: IIposepeHo: Naresh Kumar Onobpeno: Menemxep /|PykoBogurens
Pravesh Rana ) (l Abhishek Chauhan Z

" Aé /1 — —
Print Date / Print Date / Print Date /
Hara: 16.04.2022 Hara; 16.04.2022 Jlata: 16.04.2022
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Foduct ¢ Nise tablets 100 mg
Hpoaykr : Haiiz®, Tabnerxu 100 mr
Batch No / 1 V2200607 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6bem cepuu 25,00,000 tabnerok
Analytical Report No / + 040001555526 Date of Analysis / : 16.04.2022
AHanuTHYecKHii oTueT No : Jlara ananusa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTa npou3BOACTBA : I'ogen mo (BKT)
Analysis performed according to ND / Ananus nposexen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

__ N | Test / IoxazaTeJn. | Result / PesyabTaThl | Specification / Hopma
6 |Related substances / PogcTBeHHbIE NpHMecH
Impurity A / ITpumecs A | Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He 6onee 0,20 % |
Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity D / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / TTpumecs E WUgRaty NMT 0.20 % / He G6onee 0,20 %
Impurity F / TIlpumecs F Lllaseetst NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less Than LOQ (LOQ: 0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EquHuyHas
HeuaeHTuhuuHpyemas
pUMeECh
Total impurities / Cymma 0.02% NMT 1.5 % / He 6onee 1,5 %
| npumeceit
7 | Uniformity of dosage units / 1.9 Acceptance value (AV) should be not more
OAHOpPOAHOCTE 103HPOBAHUS than 15.0 / ITokazarens npuemieMoctu (AV)
nosokeH Os1Th He 6osee 15,0
8 |Microbial limits / MuKpoGuOIOrHYeCKAS YHCTOTA B -
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1mee yucso Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6HBIX MHKPOOPTaHM3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obuiee yuciao Menee 10 KOE/r He 6onee 100 KOE/r
JPOCKEBBIX U IJIECHEBBIX
rpuboB
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpogykT cootBeTcTBYET TpeboBanusam HJT 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TToarorosnexo: A ITpoBepeno: Naresh Kumar Onobperno: Menemkep / PykoBoaurtens
Pravesh Rana _ % Abhishek Chauhan HZJ g
e b e =
| S
Print Date / Print Date / Print Date /
Hata: 16.04.2022 Hara: 16.04.2022 Jara: 16.04.2022
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Product Nise tablets 100 mg

Mpoaykr Haiia®, tabnerku 100 Mr

Batch No / : V2200607 Batch Quantity / : 25,00,000 tablets /

Cepus No O06nem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001555526 Date of Analysis / : 16.04.2022 ]
AHANUTHYECKHIT 0T4eT No laTta anannsza

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JlaTa npousBoacrea I'onen go (BKT)

Analysis performed according to ND / Ananus nposegen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

[N |

Test / Ilokaszateas

| Result / PesyabtaTsi

Specification / Hopma

<) E. coli

Absent /
OtcyTcTBYyeT

Shall be absent in 1g/
JlormxHb! oTcyTCTBOBATS B 1 T

9 | Assay/ KonuuecTBeHHoe
onpejeIeHne

99.2 mg/99.2 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H;2N>OsS Nimesulide in tablet /
Or 90,0mMr gmo 110,0mMr C;3H;2N-OsS
(uumecynun) B Tabnetke

10 |Package / Ymaxoska

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
TIBX/amomuunes om 6mictepe. Ilo 2
6nMcTepa BMeCTe ¢ MHCTPYKLHMEH 110
NPYMEHEHHIO B [TAYKY KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B TIBX /
ammomunkeBom 6nucrepe. Io 1, 2, 3 wmm 10
OaMCTEpOB  BMECTe ¢ HHCTPYKLMEH Mo
NPUMEHEHHIO B NTAYKY KAPTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CooTBeTCTRYET TPEOOBAHHAM

. According to ND /

B cooteercTeru ¢ H]

Store protected from light below 25°C / B 3aMImieHHOM OT cBeTa MecTe npu

12 | Storage conditions /
XpaHenne TeMmepartype He Boiie 25°C
13 | Shelflife / Cpok rogHocTH 3 years / 3 rona

Remarks : The Product conforms to ND /
ITpumeuannue: IponyKT cootBeTCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoarorosineHo:
Pravesh Rana { /

Checked by /
ITposepeno: Naresh Kumar

o

Approved by: Manager / Executive /
Onobpero: Meunemiep / PykqBoziTess
Abhishek Chauhan | j

— -
—

N

Print Date /
Hata: 16.04.2022

Print Date /

Hara: 16.04.2022

Print Date /
Hara: 16.04.2022
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