
CHEM 
CERTIFICATE OF ANALYSIS 

BUDESONIDE MICRONIZED 

Batch: NA1554M Manuf. date: L ... 05/2020! 

Explration dote: 1 

Tests ____ -----··----· Sp�cllfcollons __ 
GEN ERAL TESTS 

Appeoronce of !he powder 
Solubjijty 
ldenlifocollon IR (EP/USP) 

Loss on drylng (EPI 
Loss on drying (USPI 
ldentificollon uv (USPI 

ASSAY 

A11oy HPLC (EPI 
Amoy IIPLC (USPI 

RESIDUAL SOLVENTS 

Acelone 

Methonol 
l10p<0pyl efher 

Bullnic oldehyde 

Pyridine 
Tolrohydroluron 

PARTICLE SIZE 

Podicle size 

P01licle size 
IMPURITIES cEP 

lmpurity A 
lmpurityO 

lmpurilyl 

tmpurilyK 

While or almo1I whlle crysfoline powder 
Con\¡,11es 
Posillve 
NMT0.5% 
NMT0.3% 
Positiva 

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

NMT 5000 ppm 

NMT 1000ppm 
NMT500ppm 

NMT 170 ppm 

NMT200ppm 

NMl360 ppm 

100 � NMT 10 µm 
NLTt9.5% S 5 µm 

NMT�.2 % 

:::¡::: NMT .2'JI\ 

Complies wflh e P and cUSP 
--- -··- . .• -- t· . --- -

05/2025] 

Re,ull, 

Compfies 
Complies 

Posillve 
0.05 % 

o.os"

Posilive 

100.2 % 
100,1 % 

N.O. 

47ppm 
N.O. 

N.Q. 

N.D. 

N.O. 

100% 
99,96 % 

0 ,14% 
N.Q. 

N.Q. 

N.Q. 

NEWCHEM declares fhat: thls batch wos produced under GMP conditlon; the documentotlon relevont to thls 
process has been revlewed by the Quoítty IJnil 

Nl:WCHEM spa www.nowchomspa.com 1 
� Sede legale/rcglstered al: Via E. De Amicis 47 -20123 Milano - l!Aly Tel. +39 02 5 81516 r:::J Ir o- • he; 

VeroReP.llnle f'lW\19/i)¡fj!¡l)0OO.OO0 l.v. A.EA MI n. 155 9pb\.íg:�1.ee,e
E

lstro imp,cse MI - cod SiSro ,, . t;líltlml�tf§er 
Newchem -sp;.·: Soére1/I sogge!la a direzione e coo rdlnañfenlo di ZI jl3ng Xlen/u Pharmacoullca Co. Lid. 
StabilimentVfactories: 
Vía Roveggla 4 7  • 37136 Verona - ltaly Tel. +39 045 504922 Fax+< 045 8201568 C:"'.I infollnewchemspa.it 
Vía Pllfco del llclno 10 - 27028 S1n Martina Slccomatio- Pavia - llaly fel. +39 0382 521027 Fax •39 0382 4905 70 r:::J lnfo@newchemspa.lt 
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CERTIFICATE OF ANALYSIS 

BUDESONIDE MICRONIZED 

Batch: 

!��--

IMPURITIES cEP 

Unspecified impurities 

TotoJ impurities 

EpimerA 
IMPURITIES cUSP 

16o-Hydroxypredn�olone 

NA1554M 

Budesonide ocetoldehyde ocetol (epimersJ 

D-Homobudesonide 

Desonide 

21-<1ehydrobudesonide (epimers) 

IMP E ( 14, 15-dehydrobudesonide) 

IMP l (11--1:etobudesonide) 

IMP G ( 1 ,2 -dehydrobooesonide) epimers 
Budesonide 21-ocetate {epimeres) 

Bud"sonide 2i-butyrote 

Eoch other single imputity 

Total specified impuñlies 
Tola! unspecified impuñties 

EpimerA 
MICROBIOLOGIC TESTS cUSP 

TAMC 
TYMC 
Gram negative bacleña 
Escherichio Coll 

____ S�peclllcallons __ _ 

NMT0.10% 

NMT0.50% 
40.0%-51.0% 

NMT0.20% 
NMT0.10% 

NMT0.10% 

NMT0.10% 

NMT0.07% 

NMT0.10% 

NMT0.20% 

NMT0.10% 
NMT0.10% 

NMT0.!0% 

NMT0.\0% 

=���:f:
40.0%f l.0% 

NMT 1000 UfC/g 
NMT1

1 

Ufc/g 
Absent 
Absent 

_ Complies with_cEP ond_c�S'. _____ .. -·

EM 

Monuf. dote: --�5/202� 

Expirotion dote: 1 0�/2_02� 

Resutts 

N,Q. 

0,14% 
46.6% 

0,14% 
N.D. 

N.Q. 

N.D. 

N.O. 

N.Q. 

N.Q. 

0.06% 
N.Q. 

N.Q. 

N.Q. 

0.20% 
N.Q. 

4 6.5% 

< lOCfu/g 
< lOCfv/g 

Absent 
Absent 

NEWCHEM declares lhot: fhis bolch wos produced under GMP condilion; !he documentotion relevan! to this 
_ ¡:,rocess has_ been reviewed by the Quolity Unit 

NEWCHEM spa www.newchemspa.com � _r, ,. _..-· 
Sede legale/registered at Via E. De Amicis 47 • 20123 Milano - lta!y Tel. -+39 02 581516 el i��• ., 

Yeroñopital•�f262Ó·0OO.OOC i.v. R.EA MI n. 155!j561:¡�1"'3egistro impresa MI· codi��i'jlrtita "'t,o/•Q)\4��er 
Newct.ein-Spa: Socie!á soggetta a direzione e coordinamento di Zhejiang Xianju Phasmaceutiéruéci. Ud. 
SiabilimenWfactories: 
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CHEM 

Batch: 

CERTIFICA TE OF ANAL YSIS 

BUDESONIDE MICRONIZED 

NA1554M Manuf. date: 

Expiralíon dote: --05/202� 

!_e�•. SpecMlcullons ., ___ • 1 - _____ R_e��)(s_ 

MICROBIOLOGIC TESTS cUSP 

Solmonello 
Pseudomonos oeruginoso 
Stophy!ococcus Aureus 
Clostrldio 
Condldo Alblcons 

Absent
\ Absent 

Absent 
Absent 
Absont 

.. Compfies with cEP and cUSP 

Absenl 
Absent 
Absent 
Absent 
Absont 

NEWCHEM declares thal: thls batch wos produced under QMP condillon; the documentotion relevan! lo lhls 
process has been revlewed by !he Quollty Unlt 

NEWCHEM spa www.newchemspa.com 
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Via Roveggla 47 • 37136 Vernna - llaly Tel. +39 045 504922 Fax t39

r
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CERTIFICATO DI ANALISI GRANULOMETRICA 

[Añalisi # 4 del 23/06/2020 1 
lnformazioni Prodotto 

Cliente 
� 

NEWCHEM 
1 Nome Prodotto

- . 
BUDESONIDE 

Numero di /atto cliente ---NA-15_54 
______ ___. 

Numero di lotto infemo -
--; •· •· ·-

L20383A 1 
Data fine produzione •··- 23/06/2020 

[Marca 
Mode/lo 
Tecnica 

'Codice 
1 Mezzo disperdente
· Teoria di diffrazione 

Strumentazione 
-Maivéi-n-

Mastersizer 3000 
LALLS 

Metodo di Analisi 
1 MGR665BUD171 

ACQUA DEPURATA 
FRAUNHOFER 

Distribuzione Granulometrica 
Specifiche richieste 

, 
Risultati j 

100% < 10 µm 100% < 10 µm , 
99.5% < 5 µm 1 99.98% < 5 µm 

¡· �9�: 2.8 µm_ _ ___ .l d{902 = 2.571 µm 

Note 

1
11 lotto sopraindicato e ricevuto dal cliente al solo scopo di essere micronizzato, dal 1
momento dell'arñvo alla fine produzione, é s1ato processato, analizzato e 
documentato in base al nostro Sistema Qualita gestito secondo le cGMP. 

I l Allegato stampato analisi

Data I: Firma Laboratorio 
"- ·s.v"- w� , :¡,....._µ. fu¡., �� _J 

t/Firma QP 



Result Analysis Report 

MeMlJtefT\Cnt Oatds 
$ampla Nomo NEWCHEM BUOESONIOE 

Lotnumbor NA155'1 (l20l83A1) 
SOP Fllt Nomo Budtsonldel.rmop 

!n:.ln:::\:;'ltlj,;,:i t,faJtc:s::Zcr?OOO 
lnslnlmont Strlal No. MAL123088S 

Puttdt Name Fraunhofer 
Portklo Rtfroctfve lndtx 0,000 

Putlde Absorpdon lodox 0,000 
Portlclo Rtlractfvo lndox Blu• 0,000 

PortJd• Absorptlon lndex Blua 0,000 
DUpenant N•m• Water 

Dlspemnt Rohtih1e lndox 1.330 
Satmlng Mocltl f,aunho/er 

Anll)'SIS Modtl Gon«al Purpott 
B1<kground Meuurtmtnt Timo 12,00 s 

S1mpf1 MtHUnH'ntnt Time s.oo J 
ManU'II Stmff SpHd 2000 

A«wory Name Mar<Jal Acce'5o,y 
Ato portldos non-sphtrlall Yes 

Frequcn<y (compatiblt) ,nci Undfflw! 

15 

i! 
,¡¡-10• 

' ,.

2 6 Grn. mo
ccp-,(:jr 

Mtasur'ffl'lfflt OetJlls 

Rts>Jt 

Anelysls º'" 11me 23/06/2020 13:36:21 
Mmu,omont Dm Time 23/06(2020 13:36:21 

lllesult Soutee Measurement 
Rccanl Nut!\btr -t 
Operator Na.me montanari 

Wtlghttd R<slclual 0.28 % 
werOhswratk>n 111.82" 

0V (10) 0,745 Jlffl 
Dv(SO) 1A20pm 
Dv (901 2,571 pm 
D (4;lJ 1.557 Jlffl 

Span 1,286 
Dv (70) 1,833 Jlffl 
Dv(75) l,968Jll11 
Dv (85) 2,llS pm 
0V (95) 2,970 Jll11 
0V (91) l,tl-4 Jlffl 
Dv (99) l,154 pm 

Dv (99,9) -1,525 pm 
DV(100J 5,162JIITI 

--------·-------- - 100 

o+---.-...... -.-...,..,,..,.,_-,....,,..,:.;e;;.,.,.�--�""",..,..,,..,·.,.,,,-.-,-,,....,.,,,.,,,.,,.,.,n¡¡--.-,,-.,.-,,,.,,,.,,.,.,.,1)--,-...... ,.,,n,n¡..-¡,¡J '-,-

R.-,ult 

0,01 o,, 1�.o 100-.0 1.000,0 

11 ) J,a)UWOIU.t SiuCIJtsff��,lf..-,)•l')ll(WCH(M 
-11�fs'�D!-n¡'tH:no101HG;21 BUOiSOtl•OE-J:l,05m20 IJ:l6'21 
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(tt¡t,d 11,'Vl/2019 
Prlnltd: 23M/2020 1 S;.41 



Result Analysis Report 

Slgnature: 

R,(:o,d Number Sample Name Signat\Jte Stlte 

"'•#>., 

Malve� 

4 NEWCHEM BUOESONIDE Sógned 

Loclced 

Malvem lnstnJments Ltc:I. 

wwwrnalvem.com 

s;gnatory Signature Date 

MICROCHEM\mOOtanari 23/06/2020 13:36:41 +02:00 

MICROCHEM\pallastn!lli 23/06/2020 15'40:08 +02:00 

M�..erSi:Zcr-v.3.81 

Page2 of2 

;:;:: ··-7

���.'!�� 

l.20383A 1 Bodesonide 

Cn,an,d; 12/03/2019 

Printed: 23/()6/2020 15:41 


