Batch: NB1509M
Tests _ L
GENERAL TESTS
Appearance of the powder
Solubility

Identification IR

Loss on drying (EP)

Loss on drying (USP]

Identification UV (cUsP)
ASSAY

Assay HPLC (EP)

Asssay HPLC (USP)
RESIDUAL SOLVENTS

Acetone

Methanol

Isopropyl ether

Butyraldehyde

Pyridine

Tetrahydrofuran
IMPURITIES cEP

Impurity A

Impurity D

Impurify L

Impurity K

Unspecified impurities
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CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

Specifications

METAPHARMACEUTICAL

N DE LOTE:

00204 24 )

Manuf. date:

Expiration date:

White or almost white crystalline powder

Complies
Positive
NMTO0.5 %
NMT0.3 %
Positive

97.5% - 102.0% o.d.b,
98.0% - 102.0% o.d.b.

NMT 5000 ppm

NMT 1000 ppm
NMT 500 ppm

NMT 170 ppm
NMT 200 ppm
NMT 340 ppm

NMT 0.2 %
NMT0.20 %

NMT 0.2 %
NMT 0.2 %
NMT0.10 %

_ Cqm‘plles wn‘h c:EF’ and cUSP
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05/2021
‘ 03j91Y

035/, 2026

Resulis

Complies
Complies
Positive
0.12%
0.12%
Positive

100,6 %
1003 %

N.D.

31 ppm
N.D.

N.D.
N.D.
N.D.

0.12%
N.Q.

N.Q.
N.Q.
N.Q.

Approved by Quoln" ed Person



CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

Batch: NB1509M Manuf. date: | 05/2021
Expiration date: f __05/2026
Tesls Specificatlons Resulls
IMPURITIES cEP
Total impurities NMT 0.50 % 012%
Epimer A 40.0%-51.0 % 47.7 %
IMPURITIES cUSP
16a-hydroxyprednisclone NMT 0.20 % 011 %
Budesonide acetaldehyde acetal {epimers) NMT Q.10 % N.D.
D-Homobudesonide NMT0.10 % N.D.
Desonide NMTO0.10 % N.Q.
21-dehydrobudesonide (epimers) NMT 0.07 % N.Q.
IMP E {14,15-dehydrobudesonide) NMTC.10 % MN.Q.
IMP L (11-ketobudesonide) NMT 0.20 % N.Q.
IMP G (1,2 -dehydrobudesonide) epimers NMT 0.10 % N.Q.
Budesonide 21-bulyrate NMTO0.10 % N.Q.
Budesonide 21-acetale NMTO0.10 % 0,06 %
Each other single imputily NMTO0.10% N.GQ.
Total specified impurities NMT 0.40 % 0,17 %
Total unspecified impurities NMT0.4 % N.Q,
Epimer A 400%-51.0% 47,7 %
MICROBIOLOGIC TESTS
TAMC NMT 1000 cfu/g <10 cfu/g
TYMC NMT 100 cfu/g < 10cfu/g
Enterobacteria and other gram-negative bacteria Absent Absent
Escherichia Coli Absent Absent

| R Complies with ¢EP and cUSP e
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process has been reviewed by the Quality Unit
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CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

Batch: NB1509M Manuf. date: __ 05/2021

Expiration date: ©  05/2026

Tesis ) Specifications B ) Resull;___
MICROBIOLOGIC TESTS
Salmonella sp Absent Absent
Pseudomonas Aeruginosa Absent Absent
Staphylococcus Aureus Absent Absent
Clostridia Absent Absent
Candida Albicans Absent Absent
PARTICLE SIZE
Particle size 100 % NMT 10 pm 100 %
Particle size 99.5% s 5um 100 %

process has been reviewed by the Quality Unit
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MICROCHEM
The Microntzatian aince 1870

CERTIFICATO DI ANALISI GRANULOMETRICA

\AnaIISI #7 del 28/06/2021 |

_ Informazioni Prodotto |
Cliente - ~ NEWCHEM -
‘Nome Prodotto | BUDESONIDE E
Numeéro di lotto ciente | NB1509 |
Numero di lotto intemo | L21409A1 |
| Dafa fine produzione | . ~ 28/06/2021 B _
__ Shumentazione
Marca - o Malvern -
Modelo I Mastersizer 3000 -
Tecnica L LALLS i
- Metodo di Analisi __ -
Codice et " MGRE65BUD171
. | Mezzo disperdente o ; ACQUA DEPURATA ]
| Teoria di diffrazione | _ FRAUNHOFER
j - " Distribuzione Granulometrica -
I  Specifiche richieste ) ~ Risultati -
‘100%4:10 pm 100% < 10 um
199.5% <5 um 100% <& um
d(90) £ 2.8 ym (90) 2 494 pm |

I === S =+ S— Note
!

Il lotto sopraindicato e ncevuto dal cliente al solo scopo di essere micronizzato, dal
momento dellarrivo alla fine produzione, & stato processato, analizzato e

documentato in base al nostro Sistema Qualita gestito secondo le cGMP. :

Allegato stampato analisi

o Data I Fi_ﬂﬁﬁ_gbof‘éﬂﬂf? _ _
o ;?.SID(";]'{D'H C ] ) [y% ;\.Hl ,u,.}mu - B
" DatafFirma QC T DatalFima QP
D@[D#[QO}( N
‘ , — 1ED PERSO
Y(eeiroy Pref Mol Okbslos: Q““é‘FanPasw”

Mod. MBR4/A7!
i MICROCHEM S.R.L. & soclo upléo Via Turatl 2 |- 28017 Fierenzuola d'Arda (PC)
!a/“r"'—"ﬁj T. 4390523 581130 F +38 0523 9429 36 ._l’) ,‘
% microchem@microchem,it www.miorochem.ft - %
o Rlva - CF - Reg. imp 01026710333 R.E.A. PC 122206 Oap. Soc. €93.600 Iv. St
Sopgatta ad attivit di dlrszlono a coordinamento di AL.GA. Holding BA



Result Analysis Report

#7165 MIGROCHEM

The Micronkzalen #nce 1978
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" Measurement Datalls E

| Measurement Details.- o

Sample Name NEWCHEM BUDESONIDE
Lot number NB1509 (L2140341)
} SOP Flle Name Budesanide3.msop
Instrumont Type Mastersizer3000
Inszrument Se_ﬁai No. MAL1230885

o emp

1%:30:13

: Measurement Date Time 28/06/2021 19:30:13

P Result Source Measurement’
!

Analysis Date Time 28/06/2021

Record Number 7
Operator Name montanari t_

'

i

Result

: Analysis
Particle Name Fraunhofer
' " Particle Refractive Index 0,000
' Particle Absorption Index 0,000
§ Partlcle Refractive Index Slue 0,000
Particle Absorption Index Blue 0,000
Dispersart Name Water
Dispersant Refractive Index 1,330
" Seattering Model Fraunhofer
Analysis Mode! General Purpose
Background Measurement Time 12,00 s
' Semple Measurement Time 5.00s
t Manwal Stirrer Spead 2000
Accessory Name*Manugl Accessory
Are particles non:sphericai? Yes

Freq ueng_r_[cgmp_agibﬁ _gnd Undersize

Waighted Residual 022% |
Laser Obscuration 28,67 % ‘
Dv (10) 0718 ym -

Dv (50) 1382 pm

Dv (80 2,494 ym

D [4;3] 1,511 um

Span 1,285

Dv (70) 1,785 um

Dv (75) 1,914 pm

Dv (85) 2253 urmi

Dv (35) 2,878 um

Dv (88) 3325 um

Dv {39) 3,583 ym

Dv {99,9) 4,348 um

Dv (100) 4572 ym
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BUDESQONIDE-28/06/2021 19:30:13
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Operatar Notes ANALIS| FINALE {2 GOCCE TWEEN 80 + 3' US)

Malvern
Malvern Instruments Ltd.
wwav.malvern.com

L21409A1 Budescnide

Created: 12/03/2019

Mastersizer - v3.81
Printed: 28/06/2021 21:02°
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Result An’alysis Report

Signature

————— e W e - -~ = e = o

Record Number | Sa'rpp1e Name .Slgnature-gr:ate o 'Signamry'f ’ o o _S'._igpature Daté -
7 NEWCHEM BUDESONIDE Slgned , MICROCHEM\montanari 28/06/2021 19:30:31 +02:00
Locked ~ MICROCHEM\delmatti 28/06/2021 21,0219 +02,00
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