CERTIFICATE OF ANALYSIS
TRIAMCINOLONE ACETONIDE MICRONIZED

Batch: NX1064M

Tests
GENERAL TESTS

Appearance

Solubility

Identification IR

Identitiaction UV

identification HPLC (EP)

Water content (EP)

Loss on drying (USP)

Specific optical rotation (EP)

Specific rotation (USP)

Heavy metals (USP)
ASSAY

Assay HPLC (EP)
IMPURITIES

Impurity B

Impurity C

Impurity E

Each other single impurity

Total impurities

Any individual impurity {USP)

Total impurities (USP)
RESIDUAL SOLVENTS

Acetone

Methanol

Dichloromethane
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Manuf. date:

Expiration date:

Specifications

While or almosi white crystaliine powder
Complies

Positive

Posltive

Positive

NMT2.0%

NMT 1.5%

+110° - +117° {anhydrous substance)
+118°-+130° 0.d.b.

NMT 25 ppm

97.5% - 102.0% (anhydrous substance)

NMY 0.2 %
NMT 0.15%
NMT 0.15%

NMT 0.10 %
NMT 0.5 %
NMT 0.3%
NMT 0.8%

NMT 10C0 ppm
NMT 90C ppm
NMT 400 ppm

Complles with cEP and cUSP '

Approved &~ Q

05/2017,

05/2022

Resulis

Complies
Complies
Positive
Positive
Posltive
1.38%
1.12%
+113°
+126°
Complies

99.70 %

0.07 %
0.06 %
N.Q.

0.0 %
019 %
0,07 %
036 %

121 ppm
255 ppm
N.D.
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CERTIFICATE OF ANALYSIS
TRIAMCINOLONE ACETONIDE MICRONIZED

Batch: NX1064M Manuf. date: 05/2017;

Expiration date: 05/2022

Tests Specifications Resulls
PARTICLE SIZE
Particle size NLT 70% < Spm 98,20 %
Particle size NLT 99 % < 10 pm 100 %

Combﬁés wnfh cEP cnd cUSP

i o
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CERTIFICATO DI ANALISI

Prodotto TRIAMCINOLONE ACETONIDE

Cliente NEWCHEM S.P.A.

N° lotto NX1064

Codice : TAMOOO2N

Quantita Kg 61,060

Lavorazione IMS N° 1750056

Codice IMS 420103.01

Versione Specifica S

N° Bollettino di analisi 11700422

N° Analisi AV170056SF

Metodo di analis| SOP-06-1-178-02

Strumento LS13320 MM

Analisi  _ 'Risultato [ Specfica  |um. |
dentificazione NIR | Positiva ... Positiva |- —d
[%<topm 10000 " [>=9900 % |
|%<sum Te820 T is>=7000 %

Note:

CONCLUSIONI: PRODOTTO CONFORME A SPECIFICHE

o ;) Yol
Responsabile Controllo Qualita: - Data
AL
PRV AN
o - < PR
Data

QA Managerw

| dati sopra riportati sono stati ottenut] usando il metodo indicato e sono soggetti a possibill variazioni legate a metodo e condizioni analitiche

Q.A. Manager S.Pagnoncelli Autorirzato da: Q.P. R.Brusa In vigore da 01.09.09
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Beckman Goulter LS Particle Size Analyzer oo
12 May 2017 1807

StGasati 1.M.S. Micronizzazlonl sri

C:\L513320\samples\Wewchem\Triamcinolone Acetonide\17005601 SP_01.%Is

File name:
17005601SP_01.%Is
File 1D: 17005601SP
Sample ID: TRIAMCINOLONE ACETONIDE SOP-06-L-178-02
Operator: Donala Picci
Comment: Materia prima
Run number: 1 .
Sample info: Lotto NX1084 per Newchem In lavorazione 1750056 i
Compliance: CONFORME NON CONFORME NLA.
Optical model: Fraunhofer.rf780d PN
Reslidual: 1.47% ‘
LS 13 320 Micro Liquid Module
Start time: 16:07 12 May 2017 Run length: 30 seconds
Stirrer speed 51
Obscuration: 22%
Fluid: Water
Software: 5.03 Firmware: 2.02
TRIAMCINOLONE ACETONIDE SOP-06-L-178-02
o 17005601SP_01.is
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0.4 0.6 1 2 4 8 10 20 40 60 100 200 400 1000 2000
Particle Diameter (um)
Volume Statistics (Arithmetic) 17005601SP_01.5is
Calculations from 0.375 pm to 2000 pm
Volume: 100%
Nean: 28,81 gm
Median: 20.36 pm
Mode: 72.84 pm
dio: 1.139 um dso:  20.36 pm dea:  72.92 ym
Particle 17005601SP
Diameter _01.8Is
pm Volume / /
% < /} /7 / %) / /.
5 38.1
8 42.5
10 44.2 A
18 46.9 o LY ¢ 1
20 48.8
45 69.2
50 72.3
60 79.4
100 08.9
200 100 A
g9l
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f"’*?fv : Beckman Coulter LS Paititle Size Analyzer
(] [N BN e . Pm‘
- LS. - J 17 May 2017 885
I.M.S. Micronizzazioni si
File name: C:\LS13320\samples\CERT_17\Wewchem\Trigmcinolone Acetonide\AV170056AF _ca.$av
AV170056AF _ca.$av
File ID: AV170056AF
Sample ID: TRIAMCINOLONE ACETONIDE SOP-06-L-178-02
Operator; Donata Picci
Comment: Prodotto finito
Sample info: Lotto NX1064 per Newchem In lavorazione 1750056
Compliance: CONFORME . NON CONFORME N.A,
Optical modsl: Fraunhofer.rf780d
LS 13 320 Micro Liquid Module
Run length: 30 seconds
Stirrer speed (Off)
Fluid: Water
Average of 3 files:
C:\LS13320\samples\Newchem\Triamcinolone Acetonide\17005608SF_01.51s
C:\LS13320\samples\Newchem\Triamcinolone Acatonide\17005608SF_01.$ls
C:\L813320\samples\Newchem\Triamcinolorie Acetonlde\17005610SF_01.$ls
TRIAMCINOLONE ACETONIDE SOP-06-L-178-02
24 AV170056AF_ca.$av
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Particle Diameter (um)
Volume Statistics (Arithmetic) AV170056AF _ca.$av
Calculations from 0.375 pm to 2000 uym
Volume: 100%
Mean: 2.154 pym
Median: 1.921 ym ]
Mods: 1.918 pm i
dio: 0.890 pm dso:  1.821 um deo: 3816 pm
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Beckman Coulter LS Paitlsle Size Analyzer o
17 May 2017 B850

— L.M.S. Micronigzazioni sd

Particle AV170056AF

Diameter _cagav

pm Volume
% <

5 98.2

8 100

10 100

15 100

20 100

45 100

50 100

60 100

100 100

200 100
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