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(t6m) #FERIE = Background of the "Guideline”

K (f5@) FENEUREARECTIREPEARA. KXENRRERESHEEN ;
This "Guideline" hope to provide guiding for effectively reducing the risk of confusion and cross
contamination in drug production processes ;

R (35 FEH—FHESMIEARKRLHTFAIFEA. AREFEUFAREETMINZS
mESEFHREFEE, BE

This "Guideline" " hope to further guidance and standardization for the scientific management and
supervision of drug multi production by drug marketing license holders, drug production
enterprises, and drug regulatory authorities;

(36 F~EGMPKETER ;

uideline" is not a GMP inspection guideline;

B amErtWiREAEE~REESHIE
eline" is a tool for providing guidance for drug production enterprises of different
ucts in shared facilities;
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(35/) BEERE I The ideas for drafting the "Guideline”

HREAN X TAMEEZEREETEMNEN., EEEAXHE, RIAT{ESEMALN
Study the regulations, guidelines, and literature on quality management of different medicinal products in shared
facilities, and extract valuable experiences for reference;

BUEERAFFXR, WILiEmERTEHE ;
Investigate user needs and establish the scope of application of the guidelines;

AR T EREN H S IR, FREHAEFI O
Investigate the current situation of different medicinal products in shared facilities, and sort out common and
individual issues;

X ERAEAEREZEREETERIERRN ;
the principles of using risk management methods in quality management of different medicinal products in
cilities;

ot e E BRI ERRFNEREN

ic principles and individual principles of quality management of different medicinal products in shared
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(ter/a) FRONETEEMFERY, FEAEMRLIZIATHNEESMNAENAER, RNZERERPNMERNSSRE
O SEPRRI LR RR, NRFEBEERESEX
The "Guideline" balance foresight and applicability, incorporating widely recognized concepts and methods internationally
into the guidelines, while taking into account the actual multi production found in the domestic drug production field
during research, striving to be practical and instructive;

($5F) T ERIXE A The main ideas for drafting the "Guideline”

(/@) LamAddaBPIXNREENT S (FHESRIENAGEAYMARES) | LLESFEINRASCER N LS,
BIEZA M ETTRIFA A EERTTE, FEPX PGS 5 Wi Z2 A T 1, u%ﬂﬁ_%%%ﬁ?ﬂﬂfiiﬂ?mﬂﬂ FEFMIE
PR ;

The "Guideline" focus on the drug life cycle and risk management (integrating the life cycle of clean validation), adhere to
regulatory and normative requirements, emphasize the main responsibility of drug marketing license holders, balance risk
ontrol measures with overall benefits, and use health based exposure limit evaluation as the main evaluation indicator;

) BEEARTAHRPR, BARES, AnETNEMENEASKIERNEE, WIETXX5RRENEHE
)4 %Hﬂ NIBINESME, XELIFHRESRLLHITT 2,

'Guideline" focus on the consideration of collinearity strategies in drug research and development, technology
drugproduction, and post market stages, and discuss the influencing factors and control strategies of cross

atic pathways. For added guidance, specific types of different medicinal products in shared facilities are

sed.
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(@) TERBBIN A Introduction to the Main Content of the "Guidelines"

F—ETSNES, ERT (Em) BEMBM, NAREZEFMTENXSH TR, [EITEA
WT (f6m) ERERE,

The "General Provisions" section explains the purpose of writing the "Guidelines", explains the
definition of different medicinal products in shared facilities, and clarifies the scope of application of
the "Guidelines".

E_ETEHARNRNESY, /HET (B MEREAREREN, BELEEENLERN., 298 LEHF
AFAAERRN., £aBEEERN, REXREERERNFANEREES W EZARTERERN, F
X X e B AR R AT 7 2l [ 5k

he "Basic Principles" section provides the five basic principles of the "Guidelines", namely the priority
iaciple of laws and regulations, the main responsibility principle of drug marketing license holders,
cycle principle, the quality risk management principle, and the overall balance principle

h.risk control measures and benefits, and elaborates on these basic principles in detail.
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(36@) TERABIN Bintroduction to the Main Content of the "Guidelines"

FEZETAMMIANMBRHESE TR &7y, TEELFEAGHNEEFTEMETRENRSER
ERER TN ,ﬁ/mIzE’J&ﬁﬂl}FEﬁﬁﬁW@ Bl A THBELFIPDE, XA EEE = T Z B EY
WM ENFFABERETT Eik,

The section on “Multi production strategy in the Drug Development Phase" mainly includes two
aspects: toxicological evaluation of drugs, health based exposure limit evaluation, and design and
development of clean processes. HBEL and PDE are introduced to elaborate on the development points
of clean processes and residue detection methods in the research and development phase.

FOETBRARBNERMESETRE 7, TEAEFRAMEZXNZEHERINREHFS
llﬁf%ﬁﬂﬁliﬁﬁﬁmﬁo

section on “Multi production strategy in the technology transfer stage” mainly includes two
s: factors to be considered for special types of co production and factors to be considered for

nt cleaning and validation.
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(EE) TERNABIFT T Dintroduction to the Main Content of the “Guidelines”

FRETAMETMEPLZE RIS, TATRXSEREFNEZWERRIEH KK, E
AEHBEROPITHEN LT EEXERBRETIEENZE=TFTEMNAS,

The section on “Multi production strategies in the Drug Production Phase" introduces three aspects:
the influencing factors and control strategies of cross contamination pathways, the evaluation of
existing control measures, and considerations after changes in co line strategies occur after marketing.

ENRETNE BoX ({5@) LIl BF. ‘ETERREMNREZRE". ‘BEHATREE".
‘BEAEZRSZE". ‘RURZRE"M—REFERABEAR"EHTE X,

The "Terminology" section defines the "hazards", "health based exposure limits", "daily allowable
xposure levels", "daily acceptable exposure levels", "occupational exposure limits", and "disposable
nologies" that appear in the Guidelines.
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(EE) TERNABIFT T Dintroduction to the Main Content of the “Guidelines”

tETME : uiBEr R L ETRA B UERWSIAF=RZAB, MEFTFELHITE
EI’JJ%U_“L EEmarmErRASEHENNSE,
The "Appendix: Examples of Multi production Evaluation for Antitumor Products" section takes the
introduction of a new product by a certain enterprise as an example, and provides a case and reference
based on the principles of hazard level determination and production examples of high toxicity and

high activity products.

FNETSEFBEENMER LT () SEMERNEXEREN. SEEXHMiER
The 'Reference Regulations and Guidelines' lists the relevant domestic and foreign laws, regulations,
ormative documents, and guidelines referenced in the' Guidelines'
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525 Summarize

AmBELE PRI X5 RO ZH 01T B el fF R — N R MR
The cross contamination in of different medicinal products in shared facilities is a common problem in
the pharmaceutical industry;

(t6/) MEERBETEIRM—LME SIATE2LEnBRAMER FEEIEREASHEEFIRE
IR—EI5S,
The "Guidelines" draws on some international practices and introduces the concept of a full lifecycle,
hoping to provide some guidance to regulators and the industry through the guidelines.

(}6/) w/HMEREARN, BN ESSMWRIESH, UREEAIERALXLRROFFENS
HE, FAGULAESFENEK,
he "Guidelines" provide a general principle that enterprises can flexibly apply their own varieties to
ve the scientific and reasonable of different medicinal products in shared facilities decision-making
latory authorities, and cannot fail to comply with regulatory requirements.
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