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Design and completion in line with GMP

Design qualification (DQ)
Installation qualification (1Q)
Operational qualification (OQ)
Performance qualification (PQ)




Pharmacy entrance

Visitors have to register here

Pharmacy premises and equipment: DQ, 1Q, OQ, PQ
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Cleanroom garments

Underwear (long sleeves and long trousers)

Overall
Detachable hood
Over-boots

Material: microfiber




—

REINHEITSKLASSEN Compre| \%
GMP / US-FED-STD 209 E (seit 2001 offiziell durch ISO ersefzt) / 1SO 14644-] At s \
Klasse \ GroBe 20,1 um 20,2pm 20,3 pm 205um 21 pum 25pum
Gmp  USFEDSTDf o o 1 = { /e o /md e s =
209E
Closs 1 4] 2 - 5
Closs 2 100 3 21 | fe] 4 - =
Class 3 | D00 28 237 7 102 3 a5 |
|.240 35 265 r.5 104 3 353 |
Closs 4 10,000 283 2.370 &7 1020 9 352 10 B3 2
10 12.400 350 2.650 ] 1060 k1] 353 16
) 35340 Fiv]
B i) 3.520 100 22 1
Class 5 100,000 2832 23.700 A71 10.200 289 3520 100 832 24 2% |
1 DO - 26.500 750 10,800 300 3,530 100 -
Class & 1.000.000 28.317 237.000 &711 102.000 2.8588 35.200 Fr 8.320 234 293 &
1000 - - 35.300 | 000 247
Blo} ! Clr} 352000 7968 2500 82
Chass 7 - = - - 352.000 T.968 83.200 2.356 2530 83
10.000 = - - 3.53.000 10.000 2.470 70
Fad [ 1 AR ITS] = ol G 00
Clos 8 - = - 3,520,000 99874 B32.000 23540 29.300 830
100000 - - = 3.530.000 100.000 24.700 700
Cigss 7 - - 35200000 | 9746758 | 8.320.000 | 235597 293000 8297
Fartikel Emptahlens Grenrwerte an “kaloniebddendean Einkeiten” [KBE) 10r cse mikrobiologi-
sche Eonlaminierung (al
Klosse e " ; P
— il Lutorobe KBE/m? |*‘1F:'-1: :S[ ':‘":' S?Lﬁgzn Kuﬂgl.“:l?r-.an :.@ i ';T:‘S:LJ”_-'H;;
2 0,5 2 5 um 20,5 uen > 5 pm ! mmiKBE/ Male | war t Hangschuh
A 3.520 20 3.520 20 <] <] < )
B 3.520 2 352.000 2.800 10 5 5 5
= 352.000 2500 3.520.000 29000 100 50 25
D 3.520.000 29000 nicht fesfgelegt night fesigeiegl 200 10 <0
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a = hierbaj handelt es Sch um Cunchschniiswerse

b = girgaine Pefkchoian kdnnen ouch weniger ol 4 Shunden esponest waroan

Anmercungen: [1): af rest: [o): in operation, Die m* und fi*-Werle h:Jr den US-FED-5TD wurden direkt aus dem US-FED-5TD-209E Obermommen, Die m*-Werte aus der
I30-Klassifizierung wurden mit dem Faktor 0,028317 multipliziert und auf ganze Lahlen gerundet und ergeben den Wert in T2, Alle Angaben ohne Gewdhr.

Cleanroom classes (figure source: comprei.com, March 2012)
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Maximum permitted number of particles per m’ equal to or greater
than the tabulated size

At rest In operation
Grade 0.5 um 5.0um 0.5 um 5.0pum
A 3520 20 3520 20
B 3520 29 352 000 2900
C 352 000 2 900 3 520 000 29 000
D 3520 000 29 000 Not defined Not defined

Recommended limits for microbial contamination (a)
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(a) These are average values.
(b) Individual settle plates may be exposed for less than 4 hours.

Cleanroom classes (figure source: EU Guidelines to Good Manufacturing Practice Medical
Products for Human and Veterinary Use Annex 1)

Grade | air sample settle plates contact plates glove print
cfu/m’ (diameter 90 mm) (diameter 55 mm) 5 fingers
cfu/4 hours (b) cfu/plate cfu/glove
A < | < | < | < ]
B 10 5 5 5
| C 100 50 25 -
D 200 100 50 -
Notes
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Monitoring system in the clean rooms

On-line monitoring: Validated software
Partlcles (0,5um and 5um), down-flow, temperature, humidity, pressure differentials
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Clean room in Steyr

Material and waste pass-throughs

I{‘?minar air flow safety work bench
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Cleanroom in Steyr

2nd workplace
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Commencing the project

Validation master plan (VMP)
Type
Scope and frequency

of validation activities

Risk assessment

Site master file (SMF)
Detailed operational descriptions
Organisational diagram

Work station descriptions
Standard operating procedures (SOPs)
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Conducting process validation (media fills)

- Plan when to conduct the media fills, plan for new colleagues

- Annual revalidation
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Computer software CATO

For the compounding of cytotoxic drugs the software was also validated.
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Keeping certified status

Maintenance

Annual calibration
Revalidation/requalification

Guarantee of environmental standards
Trend analysis

Training of employees/ new employees/technical staff/ cleaning staff

Documentation system
Annual review of SOPs
Change controls (CC)
Risk assessment
Deviation reports
Audits




Miscellaneous

Access and key concept: Make sure you define WHO gets
WHAT access rights

Plan enough room for storage
A separate cleaning room can be very useful

Make sure you have defined a way for your product
approval

Provide detailed plans for actions to be taken in event of a
system failure

Make sure you have appropriate I'T/technical support







Working on the LAF
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Cytostatic drugs are sealed in foil

ﬁ

[ e
L — s
miaking the ditference |I'| |1|E|Jl|:.‘:ll|:-"l L%

Fr
(( Burapean L0 aln

of hospital pharmacists




References

Useful links:

http://www.gmp-compliance.org/eca link navigator.html

http://www.gmp-navigator.com/nav_quidelines.html

—
(

DIN 12980 Laboreinrichtungen — Sicherheitswerkbanke fir Zytostatika/Laboratory furniture — Safety cabinets for
handling cytotoxic substances, 2005.

EU Guidelines to Good Manufacturing Practice , Medical Products for Human and Veterinary Use, Volume 4, Annex 1
Manufacture of Sterile Medicinal Products, 2008.

FDA Guidance for Industry Part 11, Electronic Records; Electronic Signatures — Scope and Application, 2003.
Final Version of Annex 15 to the EU Guide to Good Manufacturing Practice, Qualification and Validation, 2001.
ICH Q7 Good manufacturing practice guide for active pharmaceutical ingredients, 2000.

ICH Q9 Quality risk management , 2005.

PIC/S PE 009-9 Guide to good manufacturing practice for medicinal products, 2009.

PIC/S PE 010-3 Guide to good practices for preparation of medicinal products in healthcare establishments, 2008.

PIC/S Pl 007-6 Recommendation on validation master plan installation and operational qualification non-sterile
process validation cleaning validation, 2007.

PIC/S P1 007-6 Recommendation on the validation of aseptic processes, 2011.
PIC/S P1 011-3 Guidance Good practices for computerised systems in regulated “GXP” environments, 2007.

Resolution CM/ResAP on quality and safety assurance requirements for medicinal products
prepared in pharmacies for the special needs of patients, 2011.

USP Pharmaceutical compounding — Sterile preparations, 2007.




Thank you very much for your
Source photos: Pharmacy LKH Steyr atte nti O n !

"" F e a h p making the difference in medication use

( Eufopean LTS aln
of hospital pharmacists

H:.-’

_._
_r
||_|

o



