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Chapter 4, Required GMP documentation®©|| Site Master File©| &2} 9]0 & SMF+

! Site Reference Fileo|2} 1% shc} [Canada GUI-0005]
2 A document describing the GMP related activities of the manufacturer, [PIC/S-EU GMP Chapter 4]
¥ SME/IE2 PIC7} A &ofli= Pareto & Aokt Zleld) 1993y Ajelste] A|a¥sloic),



o g Az, o]ita o gt 7rzo} 3= ILA|(mandatory documents)* &4 PIC/S2] AA}
E S 7]Eo| = A]o|t)?. EMAS] “Conduct of inspections of pharmaceutical
manufacturers or importers” | 3, Inspection planning and preparation®]| 4| Inspection=- A|3l
317] Al inspectori= inspectiond}alAl Sh= BIARE & Hrolof FiThH A T1Fol A WA
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® Explanatory notes for pharmaceutical manufacurers on the preparation of a site

master file [PIC/S PE 008-4, 2011]

® Explanatory notes on the preparation of a site master file [Eudralex Vol, 4, Part III]

® Explanatory notes for drug establishments on the preparation of a site master file

[Canada, GUI-0005]

® WHO guidelines for drafting a site master file [WHO TRS No, 961, 2011, Annex 14|
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il
rJEi
O’

st v} I}, ] FDAL: uhet SMES 2761 104.2 it

SMES 875R: A4 o v} glove g it 2 s gout g4eks aw
& Asts Aele] A1 ee] s Qi E Tstel G4k o] £71ck, Akl

* A requirement for a Site Master File is referred to in Chapter 4 of the GMP Guide,

5 The Site Master File concept had been developed by the PIC/S and is expected as a standard in many EU
GMP inspections today, [ECA Academy, GMP News 20/01/2010]
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SMF 2P S35 of 7] Agshatfl 1 HAS 845k 247} oH B0 A8

o] whel AA o} §Hof, SMF+= PE 008-42] 2. Introduction?} 3, Purpose@ol| 4] U5}
Aol A7 ol A GMP LS AlZ)sta Hash= dlof -85 ws SE-Ech SMF
= 5alo] 1 3Ake] e} 5 H(site capability) W GMP AE[& wlelslal ofju]of &4 %]
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7 Guidance documents are administrative and do not have the force of law, Because of this, they allow for
flexibility in approach,
® PIC/S2| Explanatory notes for pharmaceutical manufacurers on the preparation of a site master file'/} 8} 2He
200239] PE 008-10] ¥ o]F 2011'd9] PE 008-45 WY =2 ofz] ¥ =43 v} Qlct, of33] of4
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* The aim of these Explanatory Notes is to guide the manufacturer of medicinal products in the preparation of a
Site Master File that is useful to the regulatory authority in planning and conducting GMP inspection,
[PIC/S, PE 008-4, 3. Purpose]
0 (SMF) can be useful in general supervison and in the efficient planning and undertaking of GMP inpsection,
[PIC/S, PE 008-4, 2. Introduction 2.2]
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" The SMF should be prepared and administered according to GMP requirements, This would include updating
at defined interval. An inferval of tweo years has proved useful Establishing a change history is helpful to
ensure transparency of changes and amendments made,

[GMP in Practice, 15, E. 4 Regulatory requirements, - Maas & Peither AG - GMP Compliance Adviser.
Dittps://ampeadviser, gmp-verlag, de/ |

2 a site master file whose approval date was not more than one year ago, and any forecast modifications,

together with legible colur printouts of water treatment and air-handling systems, including pipeline

and instrumentation drawings in A3 or A2 format” - Guidance on good practices for desk assessment of
compliance with good manufacturing practices, good laboratory practices and clinical practices for medicinal

products regulatory decisions [WHO TRS No. 1010(2018) Amnex 9]






