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CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

Batfch: NC2574M Manuf. date: . 10/2022
N
ETAPHARMACEUTICAL | o I
M Expiration date: | 10/2027
N DE LOTE: Mo 123 T
Qoo L3
Tests ) ~_ Specifications ~ Resulls
GENERAL TESTS
Appearance of the powder White or almost while crystalline powder Complies
Solubility Complies Complies
Identification IR Positive Positive
Loss on drying (EP) NMT0.5% 013%
Loss on drying {USP} NMT 0.3 % 013%
Identification UV {cUSP] Positive Positive
ASSAY
Assay HPLC (EP) 97.5%-102.0% o.d.b. 100,5%
Asssay HPLC [USP) 98.0% - 102.0% o.d.b. 99.7 %
RESIDUAL SOLVENTS
Acetone NMT 5000 ppm 268 ppm
Methanol NMT 1000 ppm 43 ppm
Isopropyl ether NMT 500 ppm N.D.
Butyraldehyde NMT 170 ppm N.Q.
Pyridine NMT 200 ppm N.D.
Tetrohydrofuran NMT 360 ppm N.D.
IMPURITIES cEP
Impurity A NMT0.2% 0.10%
Impurity D NMT0.20% N.Q.
Impurity L NMT0.2 % N.Q.
Impurity K NMT0.2 % 005%
Unspecified impuriiies NMTO.10% N.Q.
Total impurities NMT 0.50 % 0,16%

B ééfnplieéw;ﬁ?h CEP and cUSP

NEWC&EM declares thai: %ﬁié Ecn‘éh was produced under GMP condition; the Jocumenfc:ﬁon relevant o this
_ process has been reviewed by the Quality Unit
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CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

Batch: NC2574M

Tests Speclfications

IMPURITIES cEP
Epimer A 400%-51.0%

IMPURITIES cUSP
1 6a-hydroxyprednisolone NMT .20 %
Budesonide acetoldehyde acetal (epimers} NMT 010 %
D-Homobudesonide NMT 0.10 %
Desonide NMT0.10 %
21-dehydrobudesonide (epimers) NMT0.07 %
IMP E (14,15-dehydrobudesonide) NMT 0,10 %
IMP L (11-ketobudesonide} NMT 0.20 %
IMP G (1,2 -dehydrobudesonide) epimers NMT0.10 %
Budesonide 21-butyrate NMT (.10 %
Budesonide 21-acetate NMT0.10 %
Each olher single imputity NMT Q.10 %
Total specified impurities NMT 0.40 %
Total unspecified impurities NMT 0.4 %
Epimer A 400%-510%

MICROBIOLOGIC TESTS
TAMC NMT 1000 cfu/g
TYMC NMT 100 cfu/g
Enterobacteria and other gram-negative bacteria Absent
Escherichia Cali Absent
Salmonelia Absent

] Comples with cEPand cUSP

-NEWCHI-ilMEM déc!c:ras that: this batch was produced under GMP condition; the doc_t-Jmenwﬂon re
~ process has been reviewed by the Quality Unit
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CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

Batch: NC2574M Manuf. date: _10/2022

Expiration dafe: 10/2027

Tests ) . Speciiications i o Resulis
MICROBIOLOGIC TESTS
Pseudomonas Aeruginosa Absent Absent
Staphylococcus Aureus Absent Absent
Clostridia Absent Absent
Candida Albicans Absent Absent
PARTICLE SIZE
Particle size 100 % NMT 10 pm 100 %
Parlicle size ?9.5%<5pm 100 %
T Complieswith cEP andcUSP
F  NEWCHEM deciares i This batch was produced under GMP condition: the documentation relevant to this
o ~__ process has been reviewed by the Quality Unit 3
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Particle Size Distribution Report

\\ne-srv-fslab\CQ147-malverniMeasurement Data\CQ\Budesonide\WNC2574M_PF.mea

Measurement file name:

Measurement date and time : venerdl 10 marzo 2023 15:27:58

Operator name : alessandro.adami

Via Roveggia, 47 - 37136 Verona - ltaly
tel. +30 045 504 922 fax +39 045 820 1568

MASTERSIZER «<z2ad»

s —scaes

Analysis date and time : venerdi 10 marzo 2023 16:27:58

Name of editor: alessandmo.adami QOperator Notes : authorship

Sample Name ! Budesonide_Micro Sample bulk lot ref : NC2674M Source type :
Instrument serial number : MAL1038317 Instrument kernel version : 4.01 Instrument firmware version : 2.01  Software version : 5.61
Particla name : Fraunhofer Particle refractive Index : 0.000 Particle absorption index : 0

Particle refractive index - blue : 0.000  Particle absorption Index - blue : 0
Dispersant name : Water Dispersant refractive Index : 1,330
Analysis sensltivity : Normal Analysls model : General purpose ( f)
Measurement integration time ; 10000 Background integration time : 10000
Obscuration range - lower : 5.0 Obscuration range - upper ; 20.0
Accessory name : Hydro 2000pP (A) Pump speed : 2500 Ulirasonic level : 50 Obsgcuration : 5.78
Resldual - weighted : 0.608 Result source : Averaged Average result roecords : "11,12,13,14,15"
Concantration : 0.0023 % Vol Span: 1.189 Uniformity ; 0.366 Beam length : 1,38
Size range: 0,020 to 2000.000 pm Bo@ulttmnsform type:

Specific surface area : 3.88 m¥g

D [3, 2] - Surfaca weighted mean : 1.545 pm D [4, 3] - Volume welghted mean : 1.87¢  um

Percentage helow Percentage below 5,00  D0.90) : 3.02 pm D{0.50) : 1.75 pm {010} : .94 prn
10.00 pm : 100.00% pm 2 100.00%
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Particle Size (um)
- Budesonide_Micro, venerdl 10 marzo 2023 15;27:56
[Sze(om | Ve Under ! [Sie fym)] Ve Under Fag-wm‘z Vol Under ] | Size ymy] va Ve ] [Sireiom Ve rda %]  [Srescjiaunecs]  [Saelomi|vol Unos %
1.000 1248 15000 100.00 29,000 100.00 43000 100 00 57.000 100,00 TH00 100.00 85000 100.00
2000 81588 16.000 100.00 30.000 100,00 44.000 100.00 58.000 100.00 72000 100.00 88,000 100.00
a000 875 17.000 10000 31.000 100000 45,000 100.00 53,000 100.00 TA000 10000 B7.000 100.00
4000 8855 18.000 100:00 32.000 100.00 46,000 100.00 €0.000 100,00 74000 10000 £8.000 100.00
600 100.00 18.000 100.00 3000 10000 47,000 100.00 61.000 10000 75000 100.00 B9.000 100,00
6.000 100.00 20.000 100:00 4000 100,00 48.000 1 100.00 62000 100.00 76,000 10000 20000 100.00
7.000 100.00 21.000 100.00 36000 10000 49.000 10000 61000 100.00 T7.000 100.00 85000 100.00
8.000 100.00 2000 100.00 38,000 100,00 50,000 100.00 84.000 100.00 T8.000 100.00 100.000 100.00
2.000 100.00 23000 100.00 37.000 100.00 51.000 100.00 £5.000 100.00 79000 100.00 11000 10000
10.000 100.00 24000 100.00 33,000 100.00 £2.000 100.00 £8.000 10000 80000 100.00 120000 100.00
11.000 100.00 25000 100.00 32,000 100.00 BA.000 100,00 87000 100.00 B1.000 100.00 130.000 100.00
12.000 100.00 28000 100.00 40.000 100,00 S4.000 100,00 £8.000 100.00 82000 100.00 140.000 100.00
13,000 100.00 27.000 100.00 41,000 10000 4000 100,00 89.000 100.00 83.000 | 100.00 150.000 100.06
14.000 100.00 28000 100.00 42,000 100.00 56.000 100,00 70000 100.00 84,000 100.00 200000 100.00
Maivem Instruments Lid. Mastersizer 2000 Ver, 5,61 ‘ File name: NC2574M_PF
Malvemn, UK Serial Number : MAL1039317 y f ’,w" " Record Number: 16
N - 10/03/2023 15:31:38
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