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Jaky krok je potrebny, aby

farmaceuticka vyroba mohla A neni to ve schéma uvedené!
efektivné fungovat?

Preparation of the ﬂ pharmaceutical products
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Benefity:

Inspekce vstupnich materialu

v' GMP pozadavky
do vyroby ,
v Zrychleni procesu
v V¢asné odhaleni hrozeb
v Redukce reklamaci
GMP (100% Materialova kontrola) v Whér dodavatele
GMP pOiadaka (e-g: § CFR 211.84, EU GMP Annex ‘/ Snl'ienl' na’kladloj na testova’nl' ai o 85 %
8, PIC/S)
L . . . Pouzivané metody Doba pripravy a analyzy vzorku
Kontrola kazdého vzorku, z kazdé Sarze a kvality (min)
Raman Spectroscopy 1-3
Mid IR spectroscopy 10-15
UV-VIS spectroscopy 20-30
Table 1: Workload Showing Current Sampling Frequency (Option/Scenario 1) Karl-Fischer 10-20
Incoming Raw Materials Sampling/Frequency . .
Operational 300 days per year Melting point 15-30
Raw materials delivered 3 truck loads per day Color reaction 10 - 120
Each load contains (average) 25 batches of raw materials
Each batch contains (average) 5 drums/bags TLC 40 -50
Current Sampling Frequency (7) 1 sample per batch
HPLC/GC 40 - 50
Total number of samples analyzed per year by | 300x3x25x1 = 22,500 samples
analytical laboratory (current)




Musime si polozit tri Co Raman umi?

zakladni otazky:
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Jak vypada?




Jak vypada?

* Robustni—IP certifikace

e Akorat do ruky

e Bateriové napajeny

e Svelkym mnozstvim prislusenstvi
e Snadno ovladatelny

* Funkce Audit trail

* Data integrity

 FDA Compliant

1064 nm laser — potlaceni flueorescence




Jak vypada?
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Jaké jsou pracovni postupy?

Kontrola API v tabletach

1. Eslicarbazepin
2. Lamotrigine
3. Pterocyn

4. Questax

5. Trazodone

Trazodon Questax Pterocyn_500mg Pterocyn_1000mg Lamotrigine
Eslicarbazepin 0.00 0.09 0.00 0.00 0.09
Lamotrigine 0.00 0.01 0.00 0.00
Pterocyn_1000mg 0.00 0.28 0.82
Pterocyn_500mg 0.00 0.55

Questax 0.00
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Jakeé jsou pracovni postupy?

Identifikace latek pro doplnky stravy
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Jaké jsou pracovni postupy? Kontrola kvality celulézy

14000 -
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Table 1. Specificity matrix for cellulose and cellulose

Figure 1. Raman spectra of cellulose powder collected derivatives
with 785nm and 1064 nm laser excitations. Spectra
manually offset for clarification.
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Jaké jsou pracovni postupy? Kontrola kvality celulézy

12:06 EST

2020/01/24 : 3% JEW 99%
e il methyl Ma carboxy- | cellulose ethyl
C
Heiuiose cellulose |methyl cellulose|  acetate cellulose
ko
PASS FAIL

v Pass X Fail & _ FAIL FAIL FAIL
cellulose F'l M M P'ﬂ pm
Scan Index:81 Scan Index:87

methyl FAIL PASS FAIL FAIL FAIL
Operation is completed Operation is completed cellulose p=0 p=0.899892 p=0 p=0

P-Value=1 P-Value=0 Na carboxy- FAIL FAIL FAIL
Cellulose Cellulose methyl cellulose p=0 I p=0

J : , - cellulose FAIL FAIL
Probable match suggestion [} Probable match suggestion _ p=0 p=0

Methyl Cellulose
ethyl FAIL PASS
cellulose p=0 p=1

Table 1. Specificity matrix for cellulose and cellulose
derivatives
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Jakeé jsou pracovni postupy?

Identifikace latek skrz plastovy obal

10000 (a) STRaman technology: sodium
o benzoate through a white PE bottle
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Dalsi vyuziti spektroskopie ve

farmaceutickém prumyslu

Priklad vyroby tablet ve Pharma primyslu

: Granulation m
Blend!ng and Tableting QC finished
_/ Operations —/ Drying —/ products

Ruéni Lab NIR Procesni NIR Raman
Raman Spektropie spektroskopie Spektroskopie Warghc_)use
Shipping

Guidance for Industry
PAT — A Framework for
Innovative Pharmaceutical Ra m a n
Development, Manufacturing,

and Quality Assurance spektroskopie

Raw Materials

Inspection

Officw s Begulatory Affirs (ORAY
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Dalsi vyuziti spektroskopie ve

farmaceutickém prumyslu
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Kontrola procesu pri syntéze Y ’
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Najdéete svoji aplikaci

www.metrohm.cz/aplikace

Upravit podle @ Analyte, Parameter @ Sample Matrix @ Method @ Norm @ Industry
Vybrané Vymazat vée X Spectroscopy (NIRS-Raman) X Pharmaceutical X

72 Aplikace

Sort by Search Relevance v

410000003-A

410000003-A Portable Raman Spectroscopy for the Study of Polymorphs and Monitoring Polymorphic Transitions

Raman spectroscopy is used for material characterization by analyzing molecular or crystal symmetrical vibrations and rotations that are excited by a laser, and exhibit vibrations specific to the
molecular bonds and crystal arrangements in the molecules. Raman technology is a valuable tool in distinguishing different polymorphs. Examples of portable Raman spectroscopy for identification ...

410000006-B
410000006-B Low Frequency Raman Spectroscopy

Raman Spectroscopy is an advantageous analytical tool that allows for the measurement of molecular structure and identifying chemical composition of materials based on the rotational and
vibrational modes of a molecule. With advanced technology and an optimized optical design, the B&W Tek BAC102 series E-grade probe can access lower freqguency modes down to 65 cm-1,...




£ Metrohm

Nechte se okouzlit...

V nasi demonstracni laboratori na Prirodovédeckeé fakulté Univerzity Karlovy




Metrohm Ceska republika s.r.o. je od
01.01.2022 vyhradnim distributorem a
podpora pro produkty Metrohm
BWTek. Ted hledame praveé vas

uzivatele BWTek Ramanovych
spektrometru.

Hleda se BWTek

#odmenajista5000kc

Zaregistrujte vas BWTek pristroj na naSem webu nebo pomoci
nasledujiciho QR kodu a ziskejte odménu!
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Ceska rep ublika  AMetrohm Group Company



£ Metrohm

RNDr. Milan Libansky, Ph.D. — milan.libansky@metrohm.cz
Aplikacni a produktovy specialista pro spektroskopii

Instagram: Metrohm_CZ Find us on
LinkedIn: Metrohm CZ Facebook
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