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METAPHARMACEUTICAL CERTIFICATE OF ANALYSIS

N DE LOTE:

Q444022

Batch: NB283&6M

74110 [102

Tests

GENERAL TESTS
Appearance of the powder
Solubility
identification IR
Loss on drying {EP}
ASSAY
Assay HPLC (EP)
RESIDUAL SOLVENTS
Acelone

Methano!
Isopropyl ether

Butyraldehyde
Pyridine
Tetrahydrofuran

. IMPURITIES cEP
Impurify A
Impurity D
Impurity L
impurity K

Unspecified impurities

Total impurifies
Epimer A

MICROBIOLOGIC TESTS
TAMC

Specffications =~

white or almost white crystalline powder

Complies
Positive
NMT OS5 %

$7.5% - 102.0% o.d.b.

NMT S00C ppm

NMT 1000 ppm
NMT SCC ppm

NMT 170 ppm
NMT 200 ppm
NMT 360 ppm

NMT0.2 %
NMT0.20 %
NMT 0.2 %
NMTO02 %

NMT0.10 %

NMT0.50 %
400%-51.0%

NMT 1000 clu/g

|
i

‘Complies with cEP

" NEWCHEM de'cms'ihég this baémci produced under Gﬁ'émggndx—ﬁon;

BUDESONIDE MICRONIZED

Manuf. dafe:  10/2021

Expirafion date:  10/2028

_Resulls

Complies
Complies
Positive
0.20%

100,4 %

N.Q.

67 ppm
N.D.

N.Q.
N.D.
N.D.

012%
0.05%
005%

N.Q.

N.Q.

0.22%
48.7 %

< 10clufg

the documentation relevant 1o this

process has been reviewed by the Quality Unit
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CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

NB2836M

MICROBIOLOGIC TESTS

TYMC

Escherichia Coli

Saimonella

Pseudomonas Aeruginosa

Staphylococcus Aureus

Clostridia

Candida Albicans

Enterobacieria and other gram-negative bacleria

PARTICLE SIZE

Parlicle size
Parlicle size

s
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o Conipiita?_l»_fﬁig cEP "
that: this batch was prd&?ééé under GMP cgr_':diﬁoh': the documentation relevant to this
process has been reviewed by the Quality Unit
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Manuf. date:

Expiration date:

NMT 100 clu/g
Absent
Absent
Absent
Absent
Absent
Absent
Absent

100 % NMT 10 pm
99.5% < 5um

Sede legale/registered at: Via E. De Amicis 47 - 20123 Milano - ltaly Tel. 39 02 581516 [ info@newchemspa.it
Capitale sociale Euro 1.000.000 i.v. R.EA. Min. 15598575 iscrizione registro imprese Ml - codice fiscale e partita IVA/vat 12437910156
Newchem Spa - Societd soggetta a direzione e coordinamento di Zhejiang Xianju Pharmaceutical Co. Lid.
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Via Roveggia 47 - 37136 Verona - ltaly Tel. +39 045 504922 Fax +38 045 8201568 =1 info@newchemspa.it
Via Parco del Ticino 10 - 27028 San Martino Siccomario - Pavia - ltaly Tel. +38 0382 521027 Fax+39 0382490570 ] info@newchemspa.it

10/2021

.. 10/2026

Resulis

< 10cfu/g
Absent
Absent
Absent
Absent
Absent
Absent
Absent

100 %
100 %

08/2022

Approved by Qualified Person
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MASTEBSIZER « i

Partzcle s:ze D:stnbution Report

Msasurement file name:  \nc-srv-fslab\CQO98-malvemiiieasurement Data\CQBudesonide\NBEZ836M.mea

Measurament dale and time : luned! 30 maggic 2022 10:55:32 Analysis date and time : luned] 30 maggio 2022 10:55:34

Operator name : maria.grilio Name of edifor : maria.grilio Operator Notes : Authership '-:,
Sample Name : Budesoride BSA Micro Sample buik ot ref : NB2836M Source type : Prodotio finito |
Instrument serial number : MAL101392  Instrument keme! version : 1.02 Instrument fimmware version : 1.07  Software version : 5.61
Particle name : Fraunhofer Pariicle refraclive index : 0.000 Particle absorption Index : 0
Pariicle refractive Index- biue : 0.000  Particle absorption Index - bive : G
Dispersant name : Water Dispersant refractive index : 1.330
Analysis sensitivity : Normal Analysis mode! : General purpose o
Measwement integration ime : 10000  Background integration time : 10000 h@}
Obscuration range - lower : 5.0 Obscuration range ~ upper : 8.0 S
Accassory nams : Hydro 2000uP {A) Pump speed : 2500 Ultrasonic level : 50 Obscuration : 6.80
Reslduai - welghted : 0.533 Result source : Averaged Average result records : *30,31.32.33.34"
Concentration : 0.0024 % Vol Span: 1171 Uniformity : £.363 Beam length : 1.35
Size range: 0.020 to 2000.000 pm Rmﬂltmsfoxmhpe
Speclﬁcsurfacenrea 4..27 m¥g D[32] Surfncuwarghtsdmean 1.407 ¥m D[4, 7] - Volume welghted mean : 1.697  pm
2 = Peccentage balo TeI0 e Bioioi - 18Cm  Ae:eLepm
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