Economically Motivated Adulteration: The fraudulent, intentional substitution or
addition of a substance in a product for the purpose of increasing the apparent value of

the product or reducing the cost of its production for economic gain.

BB EEIC X AT BRFHFIREOTEDHICEE D RT EOESE ET 505 500
BEDR N2 TITH5Z2BEME LT, R TOREALAERME X2 VIMEDOTRN%E
ZE,

NN
OY

Electronic Signature: A computer data compilation of any symbol or series of symbols,
executed, adopted, or authorized by an individual and intended to be the legally binding

equivalent of the individual's handwritten signature.

BFEL: HEDELA LENWEARR L THAZ ERAEM SN, ALV ER SN,
FEREIN., BTSN TWAVURAIT—H O VRO B a—EF—X,

Excipient: Any substance, other than the active pharmaceutical ingredient or drug
product, that has been appropriately evaluated for safety and is included in a drug
delivery system to aid the processing of the drug delivery system during manufacture;
to protect, support, or enhance stability, bioavailability, or patient acceptability; to
assist in product identification; or to enhance any other attribute of the overall safety

and effectiveness of the drug delivery system during storage or use.

ERBRNE : FEUIERRUAOWE Th - T, RISV THEIICTEMS,
TGy T T IUNY = AT LAOEIERIT  BEME, N ATXA TV T 4—, HDHWIZ
BEOZEMERE, TEHDLVITED ; MEOBIIMECET D ; &5\ VRS LA
FO RSy FFYNY =2 RTF AOREKIAREEMER OE BT 511 5 h D DK
EREESEABIIRT v ITTIN =V AT AIEENDHDTH D,

Excipient Pedigree: Includes documentation of suitable excipient good manufacturing
practices applied by the excipient manufacturer and suitable good distribution practices.
See IPEC Excipient Pedigree White Paper.

EFRSAMABRE | mNFIRGEEE I LV EA Sh 28872200 GMP K& UNE Y72 GDP

XEZET, IPEC EELTIMAIBERESR
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External Audit: (See also Audit, Internal, and Third-Party Audit.) An audit carried out
typically on behalf of an excipient manufacturer's customer by a person or organization

that is not the manufacturer or the customer.

AREE : (WBEERVCE=FEELZROZ &) HARICIIINMIFEEEE OBEE 2R
LT, 2 bBIEREE H D VIIEE TRV EASUIMEBRIC L 0 IToh B,

Expiry (Expiration) Date: The date designating the time during which the excipient is

expected to remain within specifications and after which it should not be used.

BEZHIR : TMBAIRHBEANTH D Z EBNHIF SN, TRUBIIER L i3z bWk %
HET D AT,

FCA (Free Carrier, Named Place): The seller hands over the goods, cleared for export,
into the custody of the first carrier (named by the buyer) at the named place. This term
is suitable for all modes of transport, including carriage by air, rail, road, and

containerized/multimodal transport (also called roll on-roll off).

FCA GEXAESRM BEHP) : TE mBELEEY. EEXEELEERT. (BE
DHEE L) A OEENICH EES, T OF5MIE, Mz, g, BE KOarT ) —
®EEWEIC L DMEE BT R TOREBORXISET S (m—AFr / m—F7 |
b)), | “
FDA: Food and Drug Administration.

FDA: B EELE  CKE)

FD&C Act: Food, Drug, and Cosmetic Act.

FD&C 77 b : B R, B, hEMRE CKE)

FOB (Free on Board, Named Loading Port): The classic maritime trade term according
to which the seller must load the goods on board the ship nominated by the buyer, and
cost and risk are divided at ship's rail. The seller must clear the goods for export. The
purchaser is then responsible for all further costs associated with transport,

importation, and storage until the shipment reaches its destination. The term also is
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applied to air transport when the seller is not able to export the goods according to the
time schedule detailed in the letter of credit. In this case the seller allows a deduction
equivalent to the carriage by ship from the air carriage. FOB also can be qualified in
other ways. For example, FOB Factory Gate means that title and responsibility change

as soon as the shipment leaves the supplier's premises.

FOB (AfhlE UScfh. fREMAWE)  #RE LESBSIAECTHY . 2RI IEEE
FEEICE > THRESNZRRICEMEZRBZAE 2 TNIR 6T, BRAKOY 27 0&AH
AT T o s, BERITEEAEDOBBEEITORITNIERLb RV, RWTEE
EEDPEMHICEE T S E TOEE, MARMMREICET 22 TCOERAZABETIZL
W25, ZOERMEIE, BEMEARICEL LIZFA LR Vo —WZit-> TEY Z it H
Tl WA OMERXICHER IND, ZOBE, FREIIMEES L IE LRSEGDOEA
YT BEEAEID 5 <, FOBIXMDFEICLEBHT D Z & bH¥ES, #lx2iX. FOBFactory
Gate ITEMPIGE OBMEZEEN D L T SICFTERAOEENERIZ 25,

Forwarding Agents (Freight Forwarders): Agents who assist other organizations or-
individuals in moving cargo to a destination and are familiar with the import and

export rules and regulations of their own and foreign countries, the methods of shipping,

and the documents related to foreign trade.

i GERXREE) : EME MBI T Z LIZBWTHOMBECEA BT, BERL
OSNE O AIZ BT 2 H AR OS], Bt Hik, WONCHNE & OBBIIZBIT 2 E5EERK
WHEBLTWAREA,

Freight Forwarder: See Forwarding Agent.

ZAh (ExEEE) : Forwarding Agents B8

GDP: Good distribution practices.

GDP: ERF OB IEFE %

GMP: Good manufacturing practices.

GMP : EEMOMEEH K O EEF LY

83

227



Headspace: The volume left at the top of an almost-filled container before sealing.
~y FAR—Z : #HEIT 2 HOIFIEW 72 SN HFERO _LEICIE - 1225/,

HACCP (Hazard Analysis Critical Control Point): Hazard Analysis and Critical Control
Points has seven principles established by the National Advisory Committee for

Microbiological Criteria for Foods to control product safety.

HACCP (fEESITERVEEETER) :ﬁ%ﬁ*ﬁ&@ig%‘:fﬁﬁﬁ&i\ National Advisory
Committee for Microbiological Criteria for Foods (& &k DAY EENEZ 4 5 K[EK
MEES) LV RFOZLEEPEET O SNt 0FARS 5,

Importer: Either the US owner or consignee at the time of entry into the United States
or the US agent or representative of the foreign owner or consignee at the time of entry
into the United States who is responsible for ensuring that goods offered for entry into

the United States are in compliance with all laws affecting the importation.

BWAE  KEICRA SN DBEORE TORLEIFZA, HDHVIIKEICHA S DB
DENDFFH ENIFHZADKREDORBEAIIRKRE Tho T, KE~WARESNZE
VBB ETOBERICEE T D 2 L 2RiET 2 BELZADH,

Impurity: A component of an excipient that is not the intended chemical entity or a
concomitant component but is present as a consequence of either the raw materials used

or the manufacturing process and is not a foreign substance.

iy« B S NIALEWE SUITRE L7y Tida <. R S e B U3 BGE TR O
FERFET D H DT, B TIEIRWEIIAID—R5D,

Independent: In the context of internal audits, the quality of being free from any
influence, economic or otherwise, from the group, department, or organization under

audit.

MWSE U7 NEEEICEEL T, BRSO A —7, M, XUTEED S OB T
Z DO 7e AEE LTI RV BN,

In-Process Control: Checks performed during production in order to monitor and if
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necessary to adjust the process to ensure that the material conforms to its specifications.
The control of the environment or equipment also can be regarded as a part of

In-process control.

TENTE  8EPICTERAYER L, NELAGITITEAFHES L. AR ZoHRICEST
B L RHERICTAHIEOIIT OSSR, BERVCEBEOEE L TRERNEHO—IE R &N
%, ' \

In-Process Control/Testing: Checks performed during production to monitor and, if
appropriate, to adjust the process to ensure that the intermediate or excipient conforms

to its specification.

TRENSE KB S5 TEPEE L. KELLIFTHETREAFES L., TRED
BUVIIEINFINZ NS OBBICEET 5 2 L 2REICT B 7201017 9 FER,

Intermediate: Material that must undergo further manufacturing steps before it

becomes an excipient.
A IFNC e R0, BICRETRZNEL T 2WE,

Internal Audit: An audit conducted by an employee of the organization or by an
individual from outside the organization, but on behalf of the organization, to determine

the effectiveness of a system. (See: Audit, External Audit, and Third-Party Audit).

HREZE : VAT AOFNEZHWTT 5720, EROBE S L 132 DM DO
BERDEACLY, ERshIEE, EE ATEERVCEEFEEZR)

International Nonproprietary Name: International Nonproprietary Names (INN)
facilitate the identification of pharmaceutical substances or active pharmaceutical
ingredients. Each INN is a unique name that is globally recognized and is public

property. A nonproprietary name also is known as a generic name.

ERLEERE—RELAHF  ERLEE &L (W) 12, EEVEIFREOBEEZASICL
TW3, ZNFNO INN IR ONT-EEEDOLHTHY . AEMETH D, —
AT, BB (generic) L LTHHEBN TS,
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ISO: International Ofganization for Standardization.
ISO : [EIFRIEAE iR

Lot: See Batch.

gy b Ny FEBR

Labeling: The affixing to a container or vessel of a tag or document that contains’

information about that container and its contents.

SRYVY 2D FF—ROEONEYNETIEREEATEE T b DI TESL T
TP =UAEBICR VAT &,

Manufacturer/Manufacturing Process: All operations of receipt of materials, production,
packaging, repackaging, labeling, relabeling, quality control, release, and storage of

excipients and related controls.

BUEE /BUETRE  FM B0z AN, £E, B FEE IV T BINY T
mEEE, B, ROREICEDLIETOMREE, T ITEET 2B,

Master Production Instruction (Master Production and Control Record): Documentation

that describes the manufacture of the excipient from raw material to completion.

SEHRRERA (EASERREF) : OB b 5B E TORMA DRLEIZ DWW TRiE L 723X
=

B o

Material: A general term used to denote raw materials (starting materials, reagents,
and solvents), process aids, intermediates, excipients, packaging, and labeling

materials.

FETEL < RORL (SRR BUE. WD . MTHBVAL R, ROA, BERUT Y L
PR — R R R

Nonconforming Material: A material that is deficient in a characteristic, product

specification, process parameter, record, or procedure that renders its quality
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unacceptable, indeterminate, or not according to specified requirements.

REAEME : i, BIEHK., Yot r 52 —%— 8. IFIERTR+57800.
MEPREES. FEED LITREDEFIZESIN TV RN & SN D EME '

OASIS: Operational and Administrative System for Import Support.
0ASIS : KERMEELFORMBATEL 2T L

Original Excipient Manufacturer: Organization responsible for manufacturing, under

appropriate GMPs, the excipient(s) distributed and addressed by this chapter.

FY CFVRMFIRGES . — 0= TR LR TV ARSI 2887 GP O T cilisd
DELEE D Xk,

Packaging/Repackaging Distributor: A distributor who transfers products from the
original packaging or transport vessel(s) provided by the original manufacturer into
alternative packaging and sells the products in the alternative packages. See

Distributor and Repackager.

BE/EDBAREEE WG A UTNVREEEN LR SN ) P AT
WxAASENP LR OBEICB L, TORGENAY OB TRET DIRITEE. BEEE
RUOEDBEZEEBR,

Primary Container-Closure System: The packaging components that come into direct

contact with the excipient in the closed, sealed package dhring storage and transport.

—REE - BRR  RERUEEFIC, DAL, SN OEART ORMA & B
it 5 BIRTB O EK 7

Packaging Material: A material intended to protect an intermediate or excipient during

storage and transport.
FEABL  RE R OEEF OFREIIIRMEI 2 R#ET2 2 L 2 BRI LML
Packaging: The container and its components that hold the excipient for storage and
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transport to the customer.
A RE R OBE DD ZIRINA 2 WS 5 @%%&U“% DRI,
Pass-Through Distributor: See Closed-Container Distributor.

HIFE  REHRRIREEESR

M

PN: Prior notice.

PN : ZERTEAN

PNSI: Prior Notice Systems Interface.
PNSI : TRTEBA S AT LAV H—T = —R

Primary, Secondary Packaging: See Packaging/Repackaging Distributor and Primary
Container-Closure System. Packaging materials which do not come into contact with

the excipient during the normal course of storage and transport of the excipient.

—k. ZWREE B OB AEERVOC—REEMERBR, BEEOEFMAIDORE K
O DOIBFE T i@%ﬁﬂ%’&%‘%ﬁﬂi‘fé & MR ELEERT R

Production: Operations involved in the preparation of an excipient from receipt of raw

materials through processing and packaging of the excipient.
APE : FRIOZEN DRETRE & G0 E 5 BEESTIVNFIORBICE T 81E

QbD (Quality by Design): A systematic approach to pharmaceutical development that
begins with predefined objectives _and emphasizes product and process understanding
and process control based on sound science and quality risk management. It means
designing and developing products and manufacturing processes to ensure a predefined

quality.

QW(7¢)74'A4 FFA V) BRIOBEREICHRE Y, BEEOTEOEMMEIF O
TREEFHICEREZBWEELINTERZEENRE Y A7 w2 VA MCESERI
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EXEET Fu—F, “Hd. BRCRESNERESRELR LD LTAEDIC, BEK
VEIET 0 2 R ROBERT D2 L 2ERT 5,

QMS: Quality management system.
QMS : WE~RX—TV AL NIRRT A

Quality Assurance (QA): The total of the organized arrangements made to ensure that
all excipients are of the quality required for their intended use and that quality systems

are maintained. See Quality Unit.

mERIE Q) : £ETORMFRENLDOER LRI L TLELENDIBED DT
HY, BEIVATAPMERSND Z L 2HEECT DD OMBRTZ - To FEROKREK, mEE
E S

Quality Control (QC): Checking or testing that specifications are met. See Quality Unit.
mEEHE (QC) : HRICHEETA2ZL2BREL, BBT5Z &, WEBMSE,

Quality, Critical: Describes a material, process step or process condition, test
requirement, or any other relevant parameter that directly influences the quality

attributes of the excipient and that must be controlled within predetermined criteria.

MEICEER R ORERECESEREL, TOEDONHENICHE S D&
FR B &L, TROSKMH. RBREFE. HDWITTOMDOUER/ T A —F —ZERT
5T &,

Quality Management System (QMS): Management system that directs and controls a

pharmaceutical company with regard to quality.

mEETHEER AT A (S) : MEICEL TEELRSHTAERL, BETLIvR—VRA Y
h 2T A

Quality Manual: Describes the elements of the QMS and includes the quality
organizational structure, written policies, procedures, and processes or references to

them, and a description of departmental functions as they relate to the policies,
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procedures, and processes. Document specifying the quality management system of an

organization.

mET=a TV MS DEREZTHLZbDOT, BRI, SCE L E izt FIR, T
BXIZZEND L ORET 2B EE, WO HE, FIEROCTRICEEFR T 5P O#EEC
B 2RENEENTVD, MBORBERTAL PV RT LERE LTEXE,

Quality Unit: See also: Quality Control and Quality Assurance. A group within a larger
organization that is responsible for monitoring and ensuring all aspects of quality.
Current industry practice generally divides the responsibilities of the quality control
unit (QCU), as defined in the cGMP regulations, between quality control (QC) and
quality assurance (QA) functions. QC usually involves (1) assessing the suitability of
incoming components, containers, closures, labeling, in-process materials, and the
finished products; (2) evaluating the performance of the manufacturing process to
ensure adherence to proper specifications and limits; and (3) determining the
acceptability of each batch for release. QA primarily involves (1) review and approval of
all procedures related to production and maintenance, (2) review of associated records,

and (3) auditing and performing/evaluating trend analyses.

SEEM (REEREETM)  AEEERVCAERIELEB, REOSREPER L, KX
RYLDETHIEENDARERMHBICBIT A7 —7, BROEZE TORERET, 6MP FRAI
TEDTWD XL oIC, —RICHEEHEIM QCU) OBEEZHEEHE (A0 RUOWERE
Q) OHEEIZH T TS, QCILEH (1) BT ANRDHS, B8 B, TRV U7,
W ROBMELE OB AN ; (2) EOABKRROBEICA> TS Z & RHEECT
B 72 DRE TROMEDTHE ; RO (3) HEOADE Ny FOBEEDOHE, 1B
TW5, QAIFEEL LT, (1) MERUHRERICEET 22 TCOFIEORE R OFE, (2)
BT 5 R OMRE, RO (3) EEROMEMASHOEN, /3l [CBboTnD,

Quarantine: The status of materials isolated physically or by other effective means

pending a decision about their subsequent approval or rejection.

RARE (WBHE) : KOEBD L IIREKERE L THEND 5 WITMO B PR ITIET
SR S T EAT RO IRER,

Raw Material: A general term used to denote starting materials, reagents, and solvents

intended for use in the production of intermediates or excipients.
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SO PR SUIAIRI O BIE TRV TR S o R BRI, ROWEEZRT—&
72 S,

Recall: See Retrieval.
Ya—n . [ER] &R

Record: A document stating results achieved or providing evidence of activities
performed. The medium can be paper, magnetic, electronic or optical, photographic,

another medium, or a combination thereof.

FOE RSN REBRARD 0, XITEM U-IEB ORI #E 7 E, AR, B
R BFHOINEFEN., BE, thoEIIF o 0lAEDERH VED,

Reevaluation Date (Retest Date, Re-evaluation Interval): The date when the material

should be reexamined to ensure that it is still in conformity with the specification.

BRMER (V7R A, BFESRE) BB MEAFEICES T2 2 L 2HRT 57201
HFRBRZITS~&H,

Recommended Re-evaluation Date: The date suggested by the supplier when the
material should be re-evaluated to ensure continued compliance with specifications. It
differs from the Expiration Date because the excipient can be re-evaluated to extend the
length of time the material can be used, if supported by the results of the evaluation and

appropriate stability data.

HEIREREAN A : IIANCE L THRRICEI S MEER T 5 2 L 2R T 5 o hIciia EE 1T
FVRESNIHHETNEH, b L HFHEORRECEY R ZESET —FIc &) s
NDbOTHIE, BMFIOERSMEZIERT5RICHMEZ T 52 &8 TE 50D THRF
i B iZA 2 HIRR & 13 R 2D,

Repackager: A person or organization that takes an excipient from the original
manufacturer's container and repackages it into different containers. See also

Distributor and Packaging/Repackaging Distributor.
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HOBZEE  FNMAELTY CFNBEETORENOBRO B L, FRE R DIFRICA
NTEETHEANE TG, REEEROINYITIRFEEESR,

Repackaging: Removal of the excipient from its original container (combination of

secondary and/or primary packaging), and transfer to another container.

EOBEZ  AE L) VA Bmr bR EL {ZrED () —KREBOBRED
), MOFBRIBETZ &,

Reprocessing: Introduction of previously processed material that did not conform to
standards or specifications back into the process and repetition of one or more necessary

steps that are part of the normal manufacturing process.

BT : BICRR L, EEIFEICEE LR TeWEE, TR IR LT, @
HORE T n 2 ZAD—8THL— > ILNLU LOMBBELRBEREOBVIELEZ{TS Z &,

Retrieval (Recall): Process for the removal of an excipient from the distribution chain.

B (Y 2—n) : REF =— ol zRET 5 7 r kX,

7

Reworking: Subjecting previously processed material that did not conform to standards

or specifications to processing steps that differ from the normal process.

ﬁ%ﬂ:%K%@bk%gT%ﬁX@ﬁ%Kﬁébﬁ#ot%®%\Eﬁ@fﬂﬁx&ﬂ
7 DI TR 5,

Secondary, Primary Packaging: See Primary, Secondary Packaging.

TR, —REE TR ZREE 22K,

O

Senior Management: See Top Management.
SRR Ny SR — TR N EBRRE,

Significant Change: A change that alters an excipient's physical or chemical property

from the norm or that is likely to alter the excipient's performance in the dosage form.
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BAREE : TINFI OWERE UL ERME 2 D BEZ B, HBVEED = L 33
51T B EIMEIOMEER B2 5 = L b 0 % 5 HREHE,

Specification: The quality parameters to which the excipient, component, or

intermediate must conform and that serve as a basis for quality evaluation.

HRE  TINEL. B B VIR EERES LA AUE 2 BB RT A —F —Cdho T,
REOEARZED D H O, |

Stability: Continued conformity of the excipient to its specifications.
A« RNIFI G L CE ORISICEST 5 T L,

Stable Process: A process whose output, regardless of the nature of the processing
(batch or continuous), can be demonstrated by appropriate means to show a level of
variability that consistently meets all aspects of the stated specification (both USP and

customer specifications) and thus is acceptable for its intended use.

ZERTE  MIOWE &ITERR (Y FTER) 12, £OERPITET2FEIC X

0. BECEE (USP RUBEEOEKI) OATOREI—8 LTHEATS &\ 5 B0
L Z R L., TOREERLI-ARICERETAHOTHIZ LRGBS S TE,

Subcontractor: A person or organization that undertakes work or services on behalf of a
different person or organization that in turn is contracted to undertake work or provide

services from the original contract giver.

BEIE (TR £ toZREEIOLRALCL D IEEI T — v 2 2RI 22 L 25
TROTRRD AT ONIE L L THEE T — U 225 X1 5 AT,

Supplier's Certification Documentation: Specific information and data associated with a
single batch of an excipient. Its accuracy is certified by the business entity that has had
control of the same single batch of excipient. Supplier's Certification Documentation
includes both quality and supply chain data and information. The methods and
processes that derive the included data and information should be understood and

controlled, and all data and information sources should be traceable. All entities that
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take possession and responsibility for the excipient batch should provide Supplier's
Certification Documentation including the original excipient manufacturer, all
distributors, and all repackagers. Special attention and clarity should be applied within
the Supplier's Certification Documentation in any event that breaches the original

manufacturer's packaging and/or labels’(including addition of new labels).

e KB TR CE B OB — "y FICEE LB EOFRE T —F, £ OIEFEMEIT,
BMAIOR CH— Ny FEEBRLZEVRAT T AT I L VA EIND, HaEE
DIEAXEL, RERMHET =— v OT7F —F RMEROWM G 2 &1, BENTT—F K
CERBIB/ONTEFEROT aE AREF I, FRINLINETHY, &2 TOT—
5 ROEROIRILBHIATRETH 2 NETH D, TOWMBAD Ny F 2 AF L, BELFD
ETCDTUFT 4 =34V DT NVIRMABLERE . ETOREEERCETOFOEZE
FEEURGERTEACELHETRE Tbh D, MHEEHIERAXETIE, 4) VTV RlE
EEOBERDT (L) FIVBHE LI~ voBlzagte) LIESEacEL, &
BIREEBSL DI, ETEANPHEERSNDINETH D,

Third-Party Audit: An audit conducted by an individual from outside the organization
and who is neither a supplier nor customer of the organization, e.g., a certification body,

to determine the effectiveness of a system.

EoFHELR . REE THLHEBOBEE THRWEBANS DEA, FIZIEY AT LADOED
WA BETDHOORMERAE, L ViThbhdERE,

Top Management: Person or group of people who direct and control an organization at
the highest level. The highest level can be at either the site level or the corporate level

and depends on how the quality management system is organized.

by PeRk—UR b MfEE L CERRNEET 5 AUIAL DI L—F, Bl
AL, A PO LV UTEMNMEBO L AL TH VBRI HOT, WESRX VAV MY
AT AN ED L HITHEEE SN T D ITRET 5,

Traceability: Ability to determine the history, application, or location that is under
consideration, e.g., origin of materials and parts, processing history, or distribution of
the product after delivery.

FL— U U F ¢ GEBFFTEERE) : 0l 2 122 R 5 % WE R O 4 O T 1 T OB,
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X OREOFLEICE LT, BE, HRXIIRELZHET D Z LICBET 28E,

Trader: An entity that buys products from a manufacturer, may or may not take
possession of the products, and resells them to another party or parties.

Note: In the case of traders, the sale usually is made before product purchase.

Fo—F— R ZREEENCBAT O MR EF T2 LN I L b H DD,
il DA T O HAEICIRTE T 5 F1E,
& BEO N —F—05E, REEFRLOBAORNIATONS,

User: A person or organization that uses pharmaceutical excipients to manufacture

pharmaceutical intermediates or finished products.
; a—PF— BELFMFZER LT BELPEESOIEKERR 2 8ET 5 AUTHEHR,

Validation: A documented program that provides a high degree of assurance that a
specific process, method, or system will consistently produce a result meeting

predetermined acceptance criteria.

NYF—vary : FEOTRER, FEXIIVAT AR, HEHUDED b AhELE
WHATORREEVHTZ LOEERFRIELRET I XELEINTZT 0T T A,
ZRER F : RTER)
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