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POWDER FLAKES
Pharmaceutical products Alexanderwerk Roller Integrated Rotor Fine
with dusty characteristics Compactors transform powders = Granulation of Alexanderwerk
are difficult to process. mechanically into a reduce flakes to a
homogeneous compound., defined particle size.
(A) (8) R (€)
Granules size lower Granules size Granules size

greater than 2 mm

than 0.45 mm

M 7 T T—_ o & W Unt,
FAILURES OF BEST PERFORMANCE
AGGREGATION in terms of granulation yield OVERWETTING
PHENOMENA and ﬂowability PHENOMENA
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e Press rollers with ribbon

e Size reduction unit with granules
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Agglomeration

Particles collide and begin
to stick together
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Spraying Finished Granulate
Particles are sprayed with Particles remain bound
water or binder solution after agglomeration
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Droplet deposition on the particle
©*» Droplet evaporation
--------- - * Nuclei formation
""""""""""""" * Granule growth and formation
"af »® N\ % * Granule formation and growth

* Granule breakage

| % :1 7ngzone'
".‘ % ‘ry | * @Granule drying
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« FhE{ Qeight .Variation Limits:-
1) For Tablets 2) For Capsule:-
IP/BP Limit |USP IP| Limit
& 4 % 44 Less than| 10%
80 mg orless |10% |130mg or less 300mg
More than 7.5% [130mg to 300mg or| 7.5%
80mg or Less 324mg More
than 250mg
250mg or 5% More than
more 324mg
- Ji

Friability Test:- This test is additional to check crush ==
strength of tablet by this test one can check Capping M" e

Lamination. USP limit is 0.5 to 1%. R
100 rotations in 4 min.
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multi-sphere 1 multi-sphere 2 multl-super-elllpsold

Spray nozzle

e ‘Droplets

Q >Mass transfer

Coating process “Contact detection

polyhedron

Coating layer

Coated tablet
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Maximum permitted
Old Fed Std 209E | IS0 EN14644 | EU GMP Annex 1| particles per m? equal to or | Maximum Microbiological
. . B greater than tabulated size | Active Air Action Levels

EEHFHE | ISOWNE EXA%/WHO [~ Atrest [In operation (chw/m?)

T 0.5u 0.5u i [ 2
G 100 IS05 | ClassA&B* | 3520 | 3520 1 10048: 1008k T HER
1,000 ISO 6 S 35,200 oo 7
10,000 IS0 7 Class C 352,000 | 3,520,000 10 100048 : 10008/ 2 HHER
Ty 100,000 ISO 8 Class D 3,520,000 | Not defined 100 100004 . 100008f#: /32 AR

*Requirements for particle counts during operation are different from class A, 35,200 particles at 0.5 p

Class A 5 Class BEYX 5.
Class A: LR AL B ]
Class B: L UiIMIEK
A/BEGERKIEAAS, X, —REREERPDXigmEia,

AZR 3 5 R B U
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https://www.youtube.com/watch?v=BgJo
WD_GRbY

https://www.youtube.com/watch?v=XrZg
RCWH3No

https: //www.youtube.com/watch?v=tazn5
kUDHMU

https: //www.youtube.com/watch?v=ZnQr
Z00zbjE

https://www.youtube.com/watch?v=w9m
9USJVo5M

https://www.youtube.com/watch?v=zbvK
S7yryhg

https://www.youtube.com/watch?v=0Gch
nawdJ3ul




