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FDA - GMP

= Total System Accuracy better than = 0.5° C per
proposed cGMP (1976)

BANRGRNEEN T+ 05 C

= Validation System Accuracy shall be adequate for its
specified intended use (Current cGMP)

S UE AR Gu N R UE T ZEOR I 2 08 5 [

= Total System Accuracy includes recorder, sensors, and
calibration references and standards
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]Dj %B No. Datalogger Location Description
o 50cm from back wall, 50cm from left wall, 50cm from top
® o 5cm from front wall, 5cm from right wall, 5cm from top
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= [ISPE Good Practice Guide: Cold Chain Management (2011)
ISPE RUFsSCEkfEm: AHEEHE (2011)
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= BMSE(BAS
= BMS = Building Management System
= BAS = Building Automation System
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= EU GMP Vol. 4 Annex 11 "Computerised systems”

“A computerised system is a set of software and hardware components
which together fulfill certain functionalities.”
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= EU GMP Vol. 4 Annex 15 "Qualification and Validation” new
draft version.

“Computerised systems used for the manufacture of medicinal products
should be validated according to the requirements of Annex 11.”

= EU GMP Vol. 4 Annex 11 "Computerised systems”

“The application should be validated; should be
LI 2 5 T 22 R 7 i 5 A

Page 51 /2013 / cGMP Seminar / DY / LSC / CEN / ©Vaisala VAISALA




7RI
= 1% 1T\ Design Qualification (DQ)
= T RIS B RIS B AT IR B A% 5
= 72X 1 I\ Installation Qualification (1Q)
o S TR £ B 22 B AT A 5
B A% R
= 385 /E 1 1\ Operational Qualification (OQ)
o ST A% IE AR AR R IE B A 5L
- A% R
= £ BE A U\ Performance Qualification (PQ)
= X TR MR RE A AT IR B AR B A SE
» BT A (77 ) R R G

Page 52 /2013 / cGMP Seminar / DY / LSC / CEN / ©Vaisala VAISALA



REIE 3 !
MREE LR, A LAARE RE!

= T2 R s i 58 48 B0 SOR SR

= M 0 02 A UE I SRS

= 0 AE AN AT,
H H A s it e B Bk

VAISALA




by 2 o 2 SR

APl Z8t25], I, BRI

= FDA Warning on missing data and proper controls
FDA &5 s/ DB s 05 1 9% il

= “Failure to have adequate controls to prevent manipulation
of raw data during routine analytical testing.” ... “You are
responsible not only for having controls to prevent
omissions in data, but also for recording any changes made
fo existing data, which should include the date of change,
identity of person who made the change, and an
explanation or reason for the change.” “# H # )7 Hril i
FET, AR R R A 15 7 ... I
A LG X E A g 1T B F5, i7 H 2 i s L 20 45 19 1

1, XEIEHIINRE, RIFA RIS 0L, P
IR FIRERE .
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Department of Health snd Human Services Food and Drug Administration

= FDA Warning on storage conditions
FDA 2. frfif 5% 1F

VIA UNITE ~CEL SERVICE

My Anchiz
Chief Exg
ARC Ma:
68 Qian
Rizhime

= “Storage conditions were not defined or monitored ...” /-
Additionally, “temperature storage controls have not been wa =

S01Ch) a1 iz uzed in, or the facilities or
established... [resulting from unobtainable] storage S Ng
LA ] with the current good rman. sirernents of the Quality System
(Q5) regulation found st Title 21, ations (CFR), Part 820,
" b2 " We received a response from you dated Decs 2010, concerning our investigator's
observations noted on the Form FDA 483, List of 1o, [ctional Observstions, that was izsued
ten pera ture range recommendations”... from your s uppl/er ghrematons ot o e o T 45 L T Chaions i

violstions include, but sre not limited to, the following:

N 1. Failure to adequately ensure that when the results of a process cannot be fully
. " " 66 ) ﬂ “ 2> ) ///L“ ,' 2 werified by subsequent inspection and test that the process shall be validated with a
O ‘ : e’ ' ’I‘ :a I' ’ I( :a OrS Z J ; Y s high degres of assurance and spproved according to established procedure, as
- /7\ — _m NS = = = required by 21 CFR 220.75(=),

For examnple:

66\ . ) v Y - Ay 4 a There was na documentation svailable to demanstrate that the validation
iy r, e ﬁ &7 1F 70 157 H 1 JRZIT /%W .. [ L I fﬁ‘Eénj: 5 ] @& o T s s i s o s srcsse o

b. Storage conditions were not defined or monitored for the chernical indicators

used in the Ethylzne Oxide validation study a: well 2= routine processing,
y ) ) »‘E EF S 2 /L; ,‘_’4 N i o The time and temperature specifications used to incubste the hiological
) y ) ) ) )/ [y, indicators to determine growth of microorganizrms, wers not adequately
_[ZH %% P / H/ A) 2N 7/ o defined, For instance, there was no documantation that the (b)(4) biological

indicators (BI) wers incubated for (b)(4) hours and there was no justification for
using a temperature range for incubating B1 that differed fram the recommended
temnperature of the BI manufacturer

We revieved your response and concluded that it is not adequate because there is
insufficient information to ensure that the sterilizstion processes were appropristely

ualidsted and that = systamic corective action has been implemented. You stated that you
bmilibu bosbe nn (RACAN bbb stmvilizad b sint v " s
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