CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

Batch: NA1554M Manut. date: | 05/2020)

Expiration date: { 6575655]

Tests e Specilications o [T Resulls
GENERAL TESTS
Appearance of the pawder White or almost white crystalline powder Complies
Solubility Conjplies Complies
tdenlification IR {(EP/USP) Positlve Positive
Loss on drying {EP) NMT0.5 % 0,05 %
Loss on drying (USP) NMT 0.3 % 0.05%
Identitication UV (USP) Posifive Posilive
ASSAY
Assay HPLC (EP) 97.5% - 102.0% o.d.b. 100.2 %
Asssay HPLC {USP) 98.0% - 102.0% 0.d.b. 100.1%
RESIDUAL SOLVENTS
Acelone NMT 5000 ppm N.D.
Methanol NMT 1000 ppm 47 ppm
Isopropyi elher NM1 500 ppm N.D.
Buliric aldehyde NMT 170 ppm NQ.
Pyridine NMT 200 ppm N.D.
Telrohydrofuran NMT 360 ppm N.D.
PARTICLE SIZE !
Porlicle size 100 % NMT 10 pm 100 %
Parlicle size NLT 99.5% S 5 pm 99.98 %
IMPURITIES cEP ‘
Impurity A NMT0.2 % 014%
Impurity D NMTP.2 % N.Q.
Impurity L NMTD.2 % NQ.
Impurity K NMTD.2 % N.Q.

Complies with cEP ond cUsP
_ Complies with cEF .

NEWCHEM declares that: this batch was produced under GMP condition; the documentation relevant to this
process has been reviewed by the Quolity Unit

NEWCHEM spa www.nevichemspa,com
Seda legale/reglstered at: Via E. De Amicis 47 - 20123 Milano - ltaly Tel. +39 02581516 = irfo,

Verofenitale sagiglp fonrmth000.000iv. REA. Ml n. 15596 jecrzipgespalstro imprese Mi - codighlsBroved
Newchem gg -}gg:%:té sngge!ta a direzione e coordina?ngenlo di 24jgllang Xianju Pharmacaeutical Co, Ltd.

Stabilimenti/factorles:
Via Roveggia 47 - 37136 Verona - Italy Tel. +39 045 504922 Fax +:9 0458201568 (2] info@newchemspa.it
Via Parro del Ticino 10 - 27028 San Martino Siccomario - Pavia - ltaly Tel. +39 0382 521027 Fax +39 0382 490570 =] Info@nevichemspa.lt




CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

Batch: NA1554M

Tests.

IMPURITIES cEP
Unspecified impurities
Total impurities
Epimer A

IMPURITIES cUSP
16a-Hydroxyprednisolone

Budesonide acetaldehyde acetal (epimers)

D-Homobudesonide

Desonide
21-dehydrobudesonide {epimers)
IMP E {14.,1 5-dehydrobudesonide}
IMP L (11-ketobudesonide)

IMP G (1,2 -dehydrobudesonide) epimers

Budesonide 21-acetate (epimeres)
Budesonide 2i-bulyrate
Each other single imputily
Total specified impurities
Tolal unspecified impurities
Epimer A
MICROBIOLOGIC TESTS cUSP
TAMC
TYMC
Gram negative bacteria
Escherichia Coli

NEWCHEM declares that: this baich was produced under GMP condition: fhe documentchon relevont to thls
_process has been reviewed by the Quality Unit

Specifications

NMT0.10 %

NMT0.50 %
40.0%-51.0%

NMT 0.20 %
NMT0.10 %

NMT0.10 %
NMT0.10 %
NMT 0.07 %
NMT0.10 %
NMT 0.20 %

NMT0.10%
NMT0.10 %

NMT0.10%
NMT0.10%

NMT0.40 %
NMT 0.40 %

40.0%-51.0%

NMT 1000 UFC/g
NMT 109 Ufc/g
Absent

Abseni ]

Complles wnh cEP cnd cUSP”

Manuf. date: 05/2020|

Expiration date: | =

05/2025;
Results

N.Q.

0,14%
46,6 %

0,14 %
N.D.

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

0,06 %
N.Q.

N.Q.
N.Q.

0.20 %
N.Q.

46.5%

<10Cfu/lg
<10Chu/g
Absent
Absent

NEWCHEM spa www.newchemspa.com
Sede legale!registered at: Via E. De Amicis 47 - 20123 Milano - italy Tel. +39 02 581516 [ iR_us A
Verorﬁipltaie @3-000.00C.v. R.EA Min. 15535 i@oﬁz'@pesegistm imprese Mi - codiwwb N QAT er
wChiem I%gcma soggetta a direzione e coordinamento di Zhejiang Xianju Pharmaceutical Co, Ltd w

Stabullmenu/faciorles
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Via Parco del Ticino 10 - 27028 San Martino Siccomario - Pavia - Italy Tel. +39 0382 521027 Fax +39 0382 480570 [X] info@newchemspa.it



CERTIFICATE OF ANALYSIS
BUDESONIDE MICRONIZED

Baich: NA1554M Manuf.date:  05/2020¢

Expiration date: 05/5025}

Tests. ..__Specilications e Resulls
MICROBIOLOGIC TESTS cUSP :
Salmonetlla Absent Absent
Pseudomonas aeruginosa Absent Absent
Staphylococcus Aureus Absent Absent
Closlridia Absent Absent
Candida Albicons Absent Absent

l

o - _Complies with cEP and cUSP

NEWCHEM declores that: Ihis balch was produced under GMP condition; the documentation relevant 1o this
process has been reviewed by the Quallly Unit

{
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CERTIFICATO DI ANALIS| GRANULOMETRICA

[ Analisi # 4 del 23/06/2020 |

[ - Informazioni Prodotto ]

Cliente - ) NEWCHEM

| Nome Prodotto BUDESONIDE |
Nurmero di lotto cliente NA1554 i

1 Numero di lotto interno L L20383A1 N

| Data fine produzione 23/06/2020

il Strumentazione - |
Marca Malvern |
Modello | Mastersizer 3000
Tecnica I LALLS

I Metodo di Analisi

" Codice MGR665BUD171 -

| Mezzo disperdente ACQUA DEPURATA _
Teoria di diffrazione - FRAUNHOFER

[ =, " Distribuzione Granulometrica
Specifiche richieste | Risultati |
|
100% < 10 pm '100% < 10 um
99.5% < 5 ym 99.98% < 5 ym
11(90) $2.8um ,6(90) = 2.571 um

fe Note

Il lotto sopraindicato e ricevuto dal cliente al solo scopo di essere micronizzato, dal |
momento dell'arrivo alla fine produzione, & stato processato, analizzato e
1 documentato in base al nostro Sistema Quali¥ gestito secondo le cGMP.

[Allegato stampato analisi

) Data i | - Firma Laboratorio
23.96.29% o 2 B JioulRin |
- Data/Firma QC ] Data/Firma QP |

T ek | eem
" QUALIFIED PERSON
G%ﬁ_bn‘ Sarah Pastori . |

7
l. % -—
TR PPun a2 JOAL
MICROCHEM S.R.L. ViaTurati 2 | - 28017 Florenzucla d'Arda (PC)
1.439052398 1130 F +390523 942935
Plva - CF - Reg. Imp 01026710333 REA. PC 122208 Cap. Soc. €53.600Lw
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Societh a socko unioo - Sogpetts ad ativith di dlALGA g




Result Analysis Report

Measurement Dataifs
Sample Name NEWCHEM BUDESONIDE
Lot number NA1554 (120383A1)
SOP File Name Budesonlde3.msop
Instrumaat Typa bantcrsizer2000
Instrument Serlal No. MAL1230885

fiii
MeH MICROCHE!

Tre Micronizatien sk 1671

26 6. 2000
ccrn@(
Measurement Detalls

Analysls Date Time 23/06/2020 13:36:21
Measurement Date Tima 23/06/2020 13:36:21
Result Source Measurement
fecord Number 4
Operator Nama montanari

Analysis Result
Particle Nsma Fraunhofer ‘Welghted Residual 0,28 %
Particle Refractive Index 0,000 Laser Obscuration 18,82 %
Particie Absorption Index 0,000 Dv (10) 0,745 ym
Particle Refractiva Index Blue 0,000 Dv (50) 1420 pm
Particle Absorption Index Bluae 0,000 Dv {(90) 2,571 pm
Dispersant Name Water D [4;3) 1557 ym
Dispersant Refractive Index 1,330 Span 1,286
Scattering Model Fraunhofer Dv (70) 1,833 um
Analysts Model General Purpose Dv(75) 1,968 um
Background Meeasurement Time 1200 s Dv (85) 2315 pm
Sample Measurement Time 5.00 s Dv (95) 2970 pm
Manzual Stirrer Speed 2000 Dv (98) 3434 nm
Accessory Name Manual Accessory Dv (99) 3.754 pm
Are particies non-sphedeal? Yes Dv (99,9) 4,525 pm
Dv (100) 5162 ym
Frequency {compatible) and Undersize
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o (Frequancy] - [4] NEACHEM e (Undzisizc) « 1] NEVICHEM
BUDESONIDE-23/0572020 13:3G21 BUDFSONOE-23/08/2020 13:3521
Result
Seofor) HVolurelndn  Stegm WWLaUde  Sube S0 il St Siegem) u Sabed WUy Sregen) %vchizeUdr
eno L a5 25 o "o $50¢ 7w 14500 W e 10900 e 100,00 120000 10ae)
oo a@w aroo » wn (21313 8000 10203 o e 80 10003 7,000 1207 134000 *€00Y
oy a0 arsy mie nn “o 006 me oo 20 13000 10200 740 10009 135000 e
0w Q0a Qe00 s w00 " 2500 AL W0 w0 3850 10000 %00 10000 MU gy
Qo LE Q) s w9 N4 "wx 10063 10000 (=13 0 1)°080 20X 104,00 143000 Ky
a0 000 10 0 "o 913y 2000 %®0 ko2 wae e W00 #5000 0.0 15300 0042
R0 o L0 nn 10 " 2950 oo [[RL) 1aco it ] 1909 2000 100,00 1R ey
ol an 1200 10 un nn 10003 100% 1% 1080 48000 10200 $4.0%0 10000 1675000 1eLn
400 LY o “n 350 AR 10507 100.00 100 0m $H000 1048 e 1000 190009 1204
Qo 0% 11, RLit} uw 910 11,000 1o oL ‘Wato $542) R 18,000 10000 2060M 1000
s a AR “n Wwn F2A1) e 100 W 10,0 4,000 " 104,80 100.00
040 060 0y «on 450 e 11007 10 5080 1 €000 10200 naow 1026
[ e 1%0) L] nrn “ASe 14000 10029 na 0900 5009 naco 115.000 100,00
Operator Notes ANALISI FINALE (2 GOCCE TWEEN B0 + 3' US)
/Sy
L2 120383A1 Budesonlde
Malvern ;
Malvem Instruments Ltd. Mastersize { - v381 Createdt 12/03/2019
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Result Analysis Report

Signature
Record Number Sample Name Signature State Signatory Signature Date
4 NEWCHEM BUDESONIDE Signed MICROCHEM\montanari  23/06/2020 13:36:41 +02:00
Locked MICROCHEM\pallastrelli 23/06/2020 15:40:08 +02:00
Malvemn

Malvern Instruments Ltd. Mastersizer - v3.81
Page2 of2

wvsw.malvem com

.
B8CH Mlcnocnswj
The Micron! ".

eation since 1

L20383A1 Budesanide

Created: 12/03/2013
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