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TRIAMCINOLONE ACETONIDE MICRONIZED

Batch: NY14698M

Tesis
GENERAL TESTS
Appearance of the powder
Solubility
Icentification IR
lceniliachon UV
Idendification HPLC (EP)
Specific opftical rotation {EP)
Specific rotation (USP)
waler conient
Loss on drying (USP)
ASSAY
Assay HPLC (EP)
IMPURITIES
Impurily 8
Impurity C
Impurity £
Each olher single impurity
lotel impurilies
Any individual impurity {USP)
Total impurities (USP)
RESIDUAL SOLVENTS
Acelone
Methanol
Dichloromeltharne
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Manuf. date: . 06/20185

Expiration date: ”b'6/v2023§

Specllications

White or almost white crystalline powder

Complies

Positive

Positive

Posilive

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

NMT 2.0 %

NMT 1.5%

97.5% - 102.0% (anhydrous substance)

NMT 0.20%
NMT 0.15%
NMT 0.15%
NMT0.10 %
NMT0.50 %

NMT 0.30%
NMT 0.80%

NMT 10C0 ppm
NMT 900 ppm
NMT 400 ppm

Qc_)_q]pligs with cEP and cUSP

Results

Cornplies
Complies
Posilive
Posifive
Positive
+113°
+126°
1.5%
0.88 %

1€0.40 %

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

0.05 %
0,20%

92 ppm
203 ppm
N.D.
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Approved X

y QA Manager

Sede icgacregstered at: via E. De Amicis 47 - 20123 Milano - Haly Tel. +3G 02 581816 Fax +39 (2 58151627 E-mail: info@newchemspa.it

Canpcale socke Curn 1.000.000 wv. REA M 1550

Staglmentifactones:

Viz Roveggia 47 - 37136 Verona - kaly Tel. +39 045 504022 F

ax +35 048 82018628 =-nal: info@newchomspz.it

isurizione registro imprese M, codice fiscale  partita MAAat it n, 1243701015
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CERTIFICATE OF ANALYSIS
TRIAMCINOLONE ACETONIDE MICRONIZED

Batch: NY1698M Manuf. date: i 06/2018

Expiration date: d6/2023§

Tests . . ... Specilications o e .. Results
PARTICLE SIZE
Parlicle size MT 70% < 5 ym 89 %
Parlicle size 99% < 10 pm 100 %
... Complies with cEP and cUSP
T /;"/
VeromaﬂICH&ﬂ/s,'OJZ/v%Q/\!vgnewchemspa.com Page 2of 2 Approved. .0y QA Manager
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CERTIFICATO ANALISI N° S18P00373

Prodotto: TRIAMCINOLONE ACETONIDE 99%<10um-70%<5um
Cliente: NEWCHEM S.P.A.
N° lotto: NY1698
Codice: TAMDOO2N
Quantita: 71,58 Kg.
Lavorazione IMS N° 1850104
Codice IMS 420103
Metodo di analisi SOP-06-L-178-02
Versione Specifica 1
N° di analisi AV180104SF
Strumento LS13320 MLM
{ Saggio Specifiche h “Risultati i
j Identificazione(a o b o ¢) f
i NIR Positiva - _Positiva
H i
: Granulometria
%<5um >=70 % 88,6 %
; %<10pm >=99 % "100 %

Note: | dati sopra riportati sono stati ottenuti usando il metodo Indicato e sono soggetti a possibili varlazioni legate a
metodo e condizioni analitiche.

CONCLUSIONI: PRODOTTO CONFORME A SPECIFICHE- LOTTO APPROVATO
li responsabile cQ [ Il responsabile QA
!Dfnl_s C_"’”?’i‘_*F!F,’I,"V?E°EaF? 12/07/2018 Michele Urso Russof»\pprgva Dita‘12/07/2018

Il presente certificato é firmato elettronicomente

‘MQOD-01-L-012-1E in vigore dal 01/03/2018 Paglna 1 di 1
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File name:
AV180104SF_ca.$av
File ID: AV180104SF
Sample ID: TRIAMCINOLONE ACETONIDE SOP-06-L-178-02
Operator: Donata Picci
Comment: Prodotto finito
Sample info: Lotto NY 1698 per Newchem in lavorazione 1850104
Compliance: CONFORME ¥ NON CONFORME N.A,
Optical model: Fraunhofer.r780d
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\1 801 0408SF_01.51s

CiLS13320\samples\Newchem\Triamcinolone Acetonide\1 8010409SF_01.3Is
C:\LS13320\samples\Newchem\Triamcinolone Acetonide\1801041 O0SF_01.5Is

C:\LS13320\samples\CERT_18\Newchem\Triamcinolone Acelonide\AV180104SF_ca.$av

] TRIAMQINOLQNE ACETQNIDE SOP-06-L-178-02
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Particle Diameter (um)
Volume Statistics (Arithmetic) AV180104SF_ca.$av
Calculations from 0.375 pm to 2000 pym
Voluma: 100%
Mean: 2.785 pm
Median: 2471 pm
Moda: 4.444 pm
dig:  0.938 pm dso: 2.471 pm deo:  5.109 pm

AV180104SF _ca.Sav |
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Particle AV180104SF

Diameter _ca.%av

pm Volume
% <

5 88.6

8 100

10 100

15 100

20 100

45 100

50 100

60 100

100 100

200 100
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