T
CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

Batch: ND0241M Manuf. date:  02/2023
METAPHARMACEUTICAL AGloal2h. .
Expiration date: ~ 02/2028
N DE LOTE:
_@'—104 A
Tests o Specifications ~ Results
GENERAL TESTS
Appearance of the powder White or almost white crystalline powder Complies
Solubility Complies Complies
Identification IR Positive Positive
Loss on drying (EP} NMT 0.5 % 014%
Loss on drying {USP} NMT 0.3 % 0,14%
Identification UV {cUSP} Positive Posifive
ASSAY
Assay HPLC (EP) 97.5% - 102.0% o.d.b. 100.8 %
Asssay HPLC {USP) 98.0% - 102.0% odb. 1009 %
RESIDUAL SOLVENTS
Acelone NMT 5000 ppm N.D.
Methano! NMT 1000 ppm N.D.
Isopropyl ether . NMT 500 ppm N.D.
Butyraidehyde NMT 170 ppm N.D.
Pyridine NMT 200 ppm N.D.
Teirahydrofuran NMT 360 ppm N.D.
IMPURITIES cEP
Impurity A NMT0.2% 0.08%
Impurity D NMT 0.20 % N.Q.
impurity L NMT0.2% - N.Q.
Impurity K NMT0.2% N.Q.
Unspecified impurifies NMTO.10% N.Q.

"~ Complies with cEP and cUSP

i NEWCHEM declares that: this batch was produced under GMP condilion; the documentation relevant fo this
~_process has been reviewed by the Qggig’ry_m_'}f?_
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CERTIFlCTE OF ANALYSIS
BUDESONIDE MICRONIZED

Batch: ND0241M Manuf. date:  02/2023

Expiration date: | 02/2028)

Tests Specifications ) .- S Results
IMPURITIES cEP
Total impurities NMT Q.50 % 0,08 %
Epimer A 40.0%-510% 48,1 %
IMPURITIES cUSP
1é6a-hydroxyprednisolong NMT 0.20 % 0,08 %
Budesonide acelaldehyde acetal (epimers} NMT0.10 % N.D.
D-Homobudesonide NMT 0.10 % N.D.
Desonide NMTO0.10 % N.D.
21-dehydrobudesonide {epimers} NMT 0.07 % N.Q.
IMP E (14,15-dehydrobudesonide) NMT0.10 % N.Q,
IMP L {11-ketobudesonide} NMT 0,20 % N.Q.
IMP G (1,2 -dehydrobudesonide} epimers NMT0.10 % N.Q.
Budesonide 21-butyrate NMT 0,10 % N.D,
Budesonide 21-acetate NMT0.10 % N.Q.
Each other single imputity NMT 0,10 % N.Q.
Total specified impurities NMT 0.40 % 0,08 %
Totat unspecified impurifies NMT0.4 % N.Q.
Epimer A 400%-51.0% 48,2 %
MICROBIOLOGIC TESTS
TAMC NMT 1000 cfu/g < 10 cfu/g
TYMC NMT 100 cfu/g <10chu/g
Enterobacleria and other gram-negative bacteria Absent Absent
Escherichia Coli Absent Absent

| - | _ Complies with cEP andl cUSP _

" NEWCHEM declares 7'{'?:1":!71':‘1!‘.1?5 batch was prodz}céd under GMP coﬁ&ﬁioﬁ: the ddc_;hfﬁénfotion I Ié\fron? tothis
_process has been reviewed by the Quality Unit
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CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

Batch: ND0241M Manuf. date:  02/2023

Expiration daie: 02/2028.

Tesis 7 Specifications ~ Results
MICROBIOLOGIC TESTS
Salmonelia Absent Absent
Pseudomonas Aeruginosa Absent Absent
Staphylococcus Aureus Absent Absent
Clostridia Absent Absent
Candida Albicans Absent Absent
PARTICLE SIZE
Particle size 100 % NMT 10 ym 100 %
Parlicle size 99.5% < 5 um 100%

. CompleswithcEPondcUsP o
r NEWEﬁMdgaore; ’;f;d’ff *.hiis_bofch“\'ubs produééd t;\der GhXP -c-or;éﬁibwn.: ;Ehéh documenm ion fé!'é\;a-r;’f"\;o this
process has been _rc_e_\(iewed by the _Qucij:lyr_U{ﬁ?
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Budesonide

Measurement Details

Operator Name enricoscarpellini

Sample Name ND0241M
SOP File Name HgdroMV.cfg

Measurement Details
Analysis Date Time 26/05/2023 14:31:29

Measurement Date Time 26/05/2023 14:31:29
Result Source Averaged

Analysis Result
. Particle Name Default Concentration 0,0026 %
particle Refractive Index 0,000 Span 1,360
Particte Absarption Index 0,000 Uniformity 0,420
Dispersant Name Water Specific Surface Area 423% m¥/kg
PDispersant Refractive Index 1,330 D [3;2] 1415 pm
Scattering Model Fraunhofer D [4;3] 1,827 yum
Analysis Model General Purpose Dv (10) 0,811 pm
Welghted Residual 0,38 % Dy (50) 1,668 pm
Laser Obscuration 12,75 % D {90) 3,080 um
Volume Below (10) pm 100,00 %
Volume Below (5) pm 99,80 %
Frequency {compatible)
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9§ % NDO241M " Instrument Serlal No: MAL1243587
\ 21CFR Mode: Active
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