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Modulo N° 3:

Calificacion - puntos criticos gue no
deben faltar y generacion de
procedimientos operativos
estandarizados
Parte 4
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CERCAL

Para HVAC — Anexo 5 del Informe 45

8.3.1 Debe haber un programa planificado de mantenimiento preventivo,
procedimientos Yy registros para el sistema HVAC. Se deben mantener
registros.

8.3.2 Manuales de operacion y mantenimiento (O&M), dibujos
esquematicos, Los protocolos e informes deben mantenerse como
documentos de referencia para cualquier futuros cambios Yy
actualizaciones del sistema. Estos documentos deben ser actualizado,
gue contiene las revisiones del sistema realizadas.

8.3.3 El personal de mantenimiento debe recibir la capacitacion
adecuada.
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Para HVAC — Anexo 5 del Informe 45

8.3.4 Los filtros HEPA deben ser cambiados por un especialista 0 un
capacitado persona, y luego seguido por la prueba de fugas del filtro
Instalado.

8.3.5 Cualquier actividad de mantenimiento debe evaluarse criticamente
para determinar cualquier impacto en la calidad del producto, incluida la
posible contaminacion.

Para HVAC — Anexo 6 del Informe 45

4.5 en un Intervalo recomendado de cada 6 meses, pero no superior a
12 meses
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Para HVAC — Anexo 2 del Informe 40

Table 3
Part A: schedule of tests to demonstrate compliance (for reference purposes only)

Schedule of tests to demonstrate continuing compliance

Test parameter Clean room  Max. time Test procedure

class interval
Particle count test All classes 6 months Dust particle counts to be carried
(Verification of out and printouts of results pro-
cleanliness) duced.

No. of readings and positions of
tests to be in accordance with ISO
14644-1 Annex B

Air pressure difference  All classes 12 months Log of pressure differential readings

(To verify absence of to be produced or critical plants

cross-contamination) should be logged daily, preferably
continuously. A 15 Pa pressure dif-
ferential between different zones is

recommended.
In accordance with ISO 14644-3
Annex B5*
Airflow volume All classes 12 months Airflow readings for supply air and
(To verify air change return air grilles to be measured and
rates) air change rates to be calculated.
In accordance with ISO 14644-3
Annex B13*
Airflow velocity All Classes 12 Months Air velocities for containment sys-
(To verify laminar flow or tems and laminar flow protection
containment conditions) systems to be measured.

In accordance with ISO 14644-3
Annex B4*
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Para HVAC — Anexo 2 del Informe 40

Part B: recommended optional strategic tests (ISO 14644)

Schedule of tests to demonstrate continuing compliance

Test parameter Clean room  Max. time Test procedure
class interval

Filter leakage tests All classes 24 months Filter penetration tests to be carried

(To verify filter integrity) out by a recognized authority to
demonstrate filter media and filter
seal integrity. Only required on
HEPA filters. In accordance with SO
14644-3 Annex B6"

Containment leakage All classes 24 months Demonstrate that contaminant

(To verify absence of is maintained within a room by

cross-contamination) means of:
* airflow direction smoke tests
® [DOM &ir pressures.
In accordance with 150 14644-3
Annex B4*

Recovery All classes 24 months  Test to establish time that a clean

(To verify clean- room takes to return from a con-

up time) taminated condition to the specified
clean room condition. This should
not take more than 15 min. In accor-
dance with 150 14644-3 Annex B13®

Airflow visualization All classes 24 months Tests to demonstrate airflows:

(To verify required
airflow patterns)

* from clean to dirty areas

* do not cause cross-contamination
* uniformly from laminar flow units.
Demonstrated by actual or video-
taped smoke tests.

In accordance with |50 14644-3
Annex B7*
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Expectativas regulatorias y como implementarlas?

v'Requerimientos
Regulatorios

e Garantizar cumplimiento
especificaciones del
medicamento

e Garantizar el
abastecimiento

e Garantizar la verificacion
del status
calificado/validado

v'Qué, coOmo?
* Capacitacion
* SOPs

* Monitoreos ambientales y
de personas

* Registro presiones
— diferenciales

e Analisis de tendencias, de
desvios, OOS; OOT; OOE

e Calificacion del personal:

* Evaluacion del desempefio
(media fills, otras
simulaciones)
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Expectativas regulatorias y como implementarlas?

v'Requerimientos 1  vQué, cé6mo?
Regulatorios » Capacitacion
* Garantizar cumplimiento e SOPs

especificaciones del

medicamento * Logbooks

— *Plan de mantenimiento

e Garantizar el iy ——

abastecimiento
* Mantenimiento

e Garantizar la verificacion )
correctivo

del status _
calificado/validado * Registros
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Expectativas regulatorias y como implementarlas?

v'Requerimientos il v'Qué, como?
Regulatori .1 R :
CE° * Andlisis de Riesgos
. 0Q: *Puntos criticos de
* cumplimiento clasificacion: at rest CO ntrOI

* Flujo del aire

=— *Esperado vs real:

* At rest
* PQ: desempefio : in operation * In operation

*Ensayos
complementarios
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