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Product : Nise tablets 100 mg
Mpoaykr  : Haiis®, Tabnerku 100 mr

Batch No / : V2200606 Batch Quantity / : 25,00,000 tablets /
Cepust No O6nem cepun 25,00,000 Tabnerox
Analytical Report No / : 040001548845 Date of Analysis / ¢ 31.03.2022
AHaauTM4ecKuii oTueT Ne Jara anaanza

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

Jlata nponssoacTea T'ogen go (Bka)

Analysis performed according to ND / Anaaus 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 / uzm. Ne 2 oT 10.08.2020)

Ne Test / HoxazaTean _ Result / Pe3yJbTaTh Specification / Hopma

1 |Description / Onucanne Complies / CooteercTByeT Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ xenroBaTeiM
OTTEHKOM KPYIJIBIE IBOSKOBBINYKIIbIE TaOEeTKH
C INIAAKOI MOBEPXHOCTEIO.

2 |Identification / Complies / CootBercTByeT The retention time of principal peak in the
Hoanunnocts chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep)kMBaHHS OCHOBHOIO
NHKA Ha XpOMAaTOrpaMMe  HCIIBITYEMOro
pacTBOpa JOMKHO COOTBETCTBOBATH BPEMEHH |

YIepKUBaAHUS OCHOBHOT'O HKa Ha
XpOMaTOrpaMMe  pPacTBOpa  CTAHAAPTHOTO
obpazua HUMecynuaa (paznen

«KonuuecTeHHoe onpeneneuue»)

3 Average weight and mass 308.3 mg/308.3 mr 310 mg+£5.0% /310 Mr+5,0%

l;n;f(:;)m:)tyﬂ/o(c?::i:dﬂaﬂcs;:lacca Complies / CoorBercrByeT 18/20 tablets —-NMT + 5 % /
Aropoa 18/20 Tabnerok — ne Gonee £ 5 %

2/20 tablets —NMT = 10 % /
2/20 Tabnerok — He Gonee + 10 %

4 | Dissolution / PacrBopenme 95%, 94 %, 95%, 97%, 96%, 95 % |Not less than 75 % (Q) of labeled amount of
C13H2N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMMHaJIbHOro coaepxanus Ci3H|2N>0s5S
(numecynun) uepes 45 MHH.

5 |Water/Boga 3.6 % Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumevanue: [Tpoaykt cootBercTBYeT TpeGoBanusm HJT 3akmouenne: OQJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneno: Iposepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoguTes
Naresh Kumar @ - Pawan Kumar
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Print Date / Print Date / Print Date /
MHara: 31.03.2022 Hara: 31.03.2022 Hara: 31.03.2022
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Product : Nise tablets 100 mg
IMpoaykr :  Haii®, Tabnerku 100 Mr
Batch No / : V2200606 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O0bem cepun 25,00,000 TabneTok
Analytical Report No / : 040001548845 Date of Analysis / : 31.03.2022
AHanuTH4ecKuii oTyer Ne Jara ananuza
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
Jata npousBojacrea TI'oxen go (BKu1)
Analysis performed according to ND / Auanus nposegen no HJI: I N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N ] Test / IlokazaTesb | Result / PesyabTaTbl | Specification / Hopma
6 | Related substances / PoacTBeHHbIe nIpuMecH - |
Impurity A / Ilpumecs 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 / ITpumecs C Not Detected NMT 0.20 % / He 6osee 0,20 %
| Impurity D / TIpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E IGRIDEEECTEd NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumece F NoiDetested NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less than LOQ (LOQ: 0.0143%) NMT 0.20 % / He 60onee 0,20 %
impurity / Exuanyunas
HeuAeHTUGULHpYyeMast
NpHMECH
Total impurities / Cymma 0.02% NMT 1.5 % / He 6onee 1,5 %
npumece
7 | Uniformity of dosage units / 22 Acceptance value (AV) should be not more |
OaHOpOAHOCTE A03UPOBAHMS than 15.0 / Ilokazarens npuemnemoct (AV)
IOJDKeH ObITh He Gonee 15,0
8 | Microbial limits / MnKpoﬁno.u_omllecxaﬂ YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obmee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHEIX MUKPOOPTraHHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g/
mould count / O6uee yncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX H IUIECHEBLIX
rpuboB
Remarks : The Product conforms to ND / Conclusion : APPROVED /
I pumeuanue: [TponykT coorBercTByeT TpeGoBanmsaM H][ 3axaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosneno: ITposepeno: Himesh Kumar Onobpeno: Menemxkep / PykooauTens
Naresh Kumar @ Pawan Kumar /6
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Print Date / Print Date / Print Date /
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02
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Product Nise tablets 100 mg
Hponykr Haiiz®, tabnerku 100 mr
Batch No / 1 V2200606 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oo0bem cepun 25,00,000 Tabnetok
Analytical Report No / : 040001548845 Date of Analysis / : 31.03.2022
AHaJMTHYeCKHit oTueT Ne Jara ananuza
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
Jata npousBoacTea Tomen go (BKJI)

Analysis performed according to ND / Ananus nposeaen mo HJI: I1 N012824/03-140119 (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)

Ne Test / Iloxa3zatesn Res_qlt/ PesyabTaThl ___ Specification / Hopma
¢) E. coli Absent / Shall be absent in 1g /
Ot1cyrcTByeT JomkHsl oTcyTcTBOBaTh B 1 I

.

9 | Assay/ KoanuecTBeHHOE
onpejeneHue

98.6 mg/ 98.6 Mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H»N>OsS Nimesulide in tablet /
Or 90,0mMr pmo 110,0mMr Ci;3H;3N>OsS
(uumecynun) B Tabaetke

10 |Package/ Ynakoska

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
MNBX/antomuHuer om 6nucrepe. Ilo 2

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabmerok B TIIBX /
amomunueBom 6nucrepe. ITo 1, 2, 3 unu 10

bimicTepa BMecTe ¢ MHCTpYKUMEH 110 | GIMCTEPOB  BMecTe ¢ MHCTPYKLMeEH M0
NPUMEHEHHIO B IaYKy KaPTOHHYIO. | IPUMEHEHMIO B MAYKy KAPTOHHYIO.
11 | Labeling / MapkupoBka Complies as prescribed / According to ND /

CooTBeTcTBYeT TpeGOBaHUAM

B cooTteetcTEHY ¢ H]]

12 | Storage conditions /
XpaHeHnue

Store protected from light below 25°C / B samuineHHOM OT CBeTa MecTe NpH

TeMIIepaType He Bbiine 25°C

13 I' Shelf life / Cpox roguoctn

3 years/ 3 rona

Remarks : The Product conforms to ND /
Ilpumeuanne: [TpoaykT coorsercTBYeT TpeGoBanmam HJT

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Prepared by /
IToarorosnexo:
Naresh Kumar

Checked by /
INTposepeno: Himesh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoauTens

Pawan Kumar f
- N _

Print Date /
Hara: 31.03.2022

Print Date /
Hara: 31.03.2022

Print Date /
Hata: 31.03.2022
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