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A tamper-evident package may involve an immediate container—closure system in
direct contact with the contents (primary packaging), a secondary container—closure
system not in direct contact with the contents (secondary packaging), or any
combination of syﬁstems intended to provide visual evidence of package integrity. For
primary packaging in direct contact with the excipient (e.g., paper bags), any leak or
break should be considered tampering even if the leak or tear is simply accidental
damage. AFor excipients shipped in bulk, using, e.g., tank cars or containers, other
means may be appropriate. However, whatever methods are adopted should provide

adequate assurance as to the integrity of the excipient being shipped. ausprs7
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Visual examination of the packaging at each stage in the supply chain should provide
evidence of repackaging or tampering with commercial packaging. In addition, the
manufacturer's name and address, net weight of the material, material name, batch or
packaging number, date of manufacture, and date of retest should be identified on a
packaging label. The label should be prominently placed on the package and should be

unaffected if the tamper-evident feature of the package is breached or missing.

VT T F == DEBRETITON S MO HIRREIC LY | FEAEORDEL RS
Jo (B o) D) DFHLMBEES B T b, S 610, SEEOLTE L UFTHE#, BE 0O
EHER, WEA. SvFHHVIEEES, BER, BIOYF 2 LA EFEET LT
BETDHIE, 7VVTEEDHMY YEICI LN, BEOREREHR (X5

61

205



YR BREAHEED D VIIXEL TV IBRICEEEZIT RV L,

The tamper-evident feature for excipient packaging should be designed so that it
remains intact when handled in a reasonable manner from the time of packaging at the
site of manufacture and throughout the supply chain—including but not limited to
warehouse storage during various phases of the supply chain, transport, distribution,

receipt, and storage at the user's facility until use for drug product manufacture.
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The manufacturer should communicate tamper-evident features to the downstream
members of the supply chain. If the latter observe any evidence that the tamper-evident
feature or other part of the package has been compromised in any way, they should
quarantine the material immediately and inform the supplier. Appropriate
arrangements should be made with the supplier to return the material promptly with a
description of the packaging breach. 4 Alternatively, arrangements can be made by the
excipient manufacturer or supplier for the local certified destruction of the quarantined
material. ausps7 The user should ensure adequate protection of the breached packaging
during shipment to the supplier and can send photographs of the breached packaging to

aid the supplier's investigation.
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The supplier is responsible for the integrity of packaging, including but not limited to its
tamper-evident features, until ownership of the commercial packages is transferred to

the user. Material returned because of breach in packaging should be thoroughly
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reviewed and investigated by the supplier. The material should not be returned to
commerce until the supplier has established that the integrity, identity, quélity, purity,
and safety of the excipient have not been compromised. The documentation requirement
should comply with GMP expectations as well as elements of documentation and

investigation suggested in Section 4.1 Returned Goods.
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4.5 Where Ownership Begins

The excipient user is resp.onsible for purchased materials throughout the supply chain.
The supply chain qualification is documented by audits and COAs for all parties
involved in trade and distribution of the materials. Such supply chain qualification and
documentation supports the Excipient Pedigree and ownership of the excipient. The
pedigree includes documentation of suitable excipient GMPs applied by the excipient

manufacturer and suitable GDPs.
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Ownership of the materials begins with the original excipient manufacturer and
transfers to an intermediary or customer according to agreed-upon terms for insurance
costs, transportation, and risk assumption. Such agreements are defined according to
International Chamber of Commerce terms (Incoterms) 6. Incoterms are a series of
international sales terms that are used to divide transaction costs and responsibilities

between buyer and seller and reflect state-of-the-art transportation practices.
ZORGOFAEETA YV DT NAVRMFAREERE L VHEEY . RREA. MERNY 270
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4.6 Adulteration 4 ausps7

4.6.1 Adulteration

Adulteration is defined in the FD&C Act and 21 CFR in Sections 501(a)(2)(B) and
501(b)7 and 21 CFR 211 for finished pharmaceuticals and Sections 402(a)(3) and (4) 8
and 21 CFR 110 for human food, 4and in 21 CFR 111 for dietary supplements. ausps7
These laws and regulations establish the minimum current GMP (cGMP) necessary to
prevent adulteration for 4 ausps7 finished pharmaceuticals, 4food products, and dietary
supplements,ausps7 respectively. 4 ausps7 Excipients for pharmaceutical use must be
manufactured under appropriate GMPs and must meet the required chemical and
physical specifications. In addition to specifications, excipient manufacturers and users
have generally agreed quality attributes and limits defined by regulatory agencies,

- common industry practices, and pharmacopeial expectations. Adulteration or
contamination of the products can be monitored and detected by many means including,

but not limited to, compliance with these predefined quality expectations.

4.6 {AFIHA susps
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Adulteration 4 canausps7 occur when any possible contamination of a product takes
place, e.g., from foreign materials or undesirable microorganisms. The problem of

adulteration can be addressed by standard practices supporting cGMPs, such as HACCP,

64

208



Standard Operating Procedures, and staff training to control product safety and purity.
This type of adulteration is the unforeseeable and unintentional type that can be

controlled and, at worst, detected before the product leaves the manufacturer's site.
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FDA specifies that a product can be considered adulterated when conditions may lead to
adulteration because it is impossible to test every product for every conceivable
contaminant. The safety and purity of substances require that manufacturers should

build quality controls into the process rather than relying on QC testing.
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4.6.2 AINTENTIONAL ausps7 ADULTELATION

Compared to Aunintentional ausps7 adulteration, Aintentional ausps7 adulteration is

- A suspa7 more 4specificausps7 because it requires a willful and knowing violation of
regulationé and standards designed to protect end user safety. It is the deliberate
adulteration of an excipient. AWhen an excipient is deliberately adulterated by
substitutingausps7 a lower-cost material4 ausps7 for a material of higher cost, At is
considered economically motivated intentional adulteration. ausps7 Every participant in
the supply chain should Aknow and monitor their supply chain for any adulterated

materials and take all reasonable precautions to prevent intentional ausps7 adulteration.

9
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4.7 Importation

Excipients manufactured outside the United States are subject to US FDA and US
Customs and Border Protection (CBP) regulations for importation into the United
States. The Bioterrorism Act (Public Health Security and Bioterrorism Preparedness
and Response Act of 2002, Title III-Protecting Safety and Security of Food and Drug
Supply) 19 has further formalized the requirements for importation of foods and drugs

into the United States.

4.7 A
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Overseas manufacturers of excipients used in drugs, food, and dietary supplements
intended for human or veterinary use who intend to export products into the United
States are required to follow the FDA, CBP, and Bioterrorism Act regulations. A
streamlined process for the importation of excipients used in pharmaceuticals, food, and
dietary supplements must be followed and implemented before the imports are allowed

into the United States.
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The manufacturing facilities and the manufacturers who produce the excipients should
be registered with FDA. An FDA registration number is required for importation..In
addition, FDA requires information about Prior Notice (PN) of Inﬁports. Upon receipt of
the information, FDA grants a PN confirmation number. FDA must confirm PN before
the products are shipped, and the PN confirmation number must appear on the customs

declaration that accompanies the package. PN information can be submitted
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electronically to FDA's Prior Notice Systems Interface (PNSD), a free Internet
application that allows facilities to provide information regarding the expected imports.
PN information also can be submitted via CBP's Automated Commercial System (ACS),
a system that processes imports and obtains information needed to make decisions

regarding articles entering the United States.
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CBP processes imports of all goods for entry into United States, including but not
limited to pharmaceuticals, food, and dietary supplements. CBP inspects but does not
release products regulated by the FD&C Act and delegates the final release
responsibility at the port of entry to the FDA for such materials. After reviewing the PN
information, FDA may determine that the regulated articles should not be allowed into
the United States or may allow conditional import of articles subject to testing and
release at the port of entry. In addition; during FDA review at the port the regulated
articles must meet all requirements of the FD&C Act and 21 CFR before they are
released by FDA to the importer.
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Importers of record (individuals or companies) for excipients can contract with a broker

to transmit PN information and other documents for them. In this case, the submitter is
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the person responsible for providing the information, but the broker is the transmitter.
Brokers are licensed private individuals or companies regulated by CBP who aid
importers and exporters in moving merchandise through CBP. Brokers provide the
proper paperwork and payments to CBP for clients and charge a fee for this service.

Before brokers apply for a license, they must pass the customs broker examination.

WNAIOEE LoBAE (EAX1343) 13, PN EREMOXER EETHHICT 0
—A—LTETHENTED, ZOHE., FEEIIEREZERTLIBEEETHY., Tun—
—IfEEE LB, 7u——LtiL, CBP &:iof%ﬁfﬁijém\ CBP %38 U CRE5 R E)
Té¢fﬁk%&@%ﬁ%%%%?é FA RV AEZF EAILETHE, T o
—iE, RIS 5 T CBP ~OH) 2 EHAImOIT N EITV, 20— Rk
Té*ﬁr@%%aiffﬁ“éo Tu—n—it, FAEURAER LA, BEEERRICEKL
TWRITIUT R B 720,

FDA currently uses its Operational and Administrative System for Import Support
(OASIS)u1

<http://www.uspnf.com/uspnf/pub/data/v37320/usp37nf32s0_c1197.xml>

for making its admissibility determinations to ensure the safety, efficacy, and quality of
the foreign-origin products for which FDA has regulatory responsibility under the
FD&C Act. OASIS is integrated with CBP's ACS and FDA's PNSI systems to receive

information related to imported articles.

FDA IIHRAE, WAV R — hOBZBOBEBRAKOEHE Y X7 A (0ASIS) 1%,

<http//www.uspnf.com/uspnf/pub/data/v37320/usp37nf32s0_c1197.xml>
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US Customs and FDA storage areas at the Port of Arrival may not strictly be in
compliance with storage conditions required for certain excipients. Importers of record
and brokers who represent importers must ensure that the products are released from
Customs and FDA inspection as soon as possible. If release is delayed, FDA generally
allows removal by Customs and FDA and quarantine in the importer's warehouse until
release. FDA staff who review imports at the port of entry are trained fo understand
that pharmaceutical excipients must be stdred under defined conditions. The

- manufacturer, the importer on record in the importing country, and brokers have a
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responsibility in working with Customs and FDA staff to ensure that the storage

conditions do not adversely affect product quality during quarantine and review.
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4.8 Traceability

4.8.1 TRACEABILITY

The pedigree of the excipient should be tracked from the manufacturer's storage
through the final cielivery to customers by means of recorded identification. The entire
supply chain should provide full traceability (for example, via lot numbers and shipping
documents) in order to allow fast and efficient investigation of any quality issue or
product recall. Every entity in the supply chain should also take responsibility from the
preceding supplier and pass the product to subsequent intermediaries down to the end
user. Therefore, the original excipient manufacturer and subsequent handlers should
always be traceable, and the information should be available both downstream and
upstream in the supply chain. All parties to the excipient supply chain should ensure

that the excipient is strictly handled according to GDP at every stage.
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To ensure the integrity of the supply chain, intermediaries should use contracts,
agreements, inspections, and audits downstream and upstream to monitor compliance
with GDP principles. When multiple entities constitute the supply chain for each single
batch of excipient, each entity should provide ifs own supplier's certification
documentation (see Appendix: Definitions and Acronyms) that represents their
manufacture or receipt of the excipient batch through release to the subsequent entity.
The total of each entity's supplier certification documentation should represent the
entire supply chain from original excipient manufacture through use in the final drug

product.
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4.8.2 TRACEABILITY-RELATED DOCUMENTS

To ensure traceability, all entities in the supply chain should have clear definitions
about the shipping documents to be expected with every delivery. At a minimum the
documents for every delivery should provide the following information:

*  Name and grade of the excipient

* Lot number(s) assigned by the original excipient manufacturer (see Section 3.4.2
Repackaging and Labeling Batches)

*  Quality and compliance data (e.g., COA) of the excipient

*  QOrigin of the excipient (manufacturer and manufacturing site)

*  QOriginal excipient COA(s) (see Section 3.4.5 Certificates of Analysis)

*  Entity and site of repackaging (when performed), including opening or relabeling
the original excipienf manufacturer's packaging for any purpose

*  Date of shipment and carrier

*  Consignor and consignee

A copy of the COA also should accompany the shlpment (see Significant Change Guide
for Bulk Pharmaceutical Excipients <1195>
<http://www.uspnf.com/uspnf/pub/data/v37320/usp37nf32s0_c1195.xml>

and Bulk Pharmaceutical Excipients-Certificate of Analysis <1080 >
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<http://www.uspnf.com/uspnf/pub/data/v37320/usp37nf32s0_c1080.xml> ).
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In the event of repackaging from the original excipient manufacturer's package into
another container (including any breach or labeling that does not result in a new
package), the identity and address of the repackaging entity should be included in the

shipping documents.
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‘Additional data resulting from analyses conducted by entities other than Athe
laboratory of ausps7 the original excipient manufacturer should be provided, along with
a clear indication of the source. Quality documents should facilitate traceability back to
Athe original auspz7 manufacturer with contact information. The COA issued by the
manufacturer should indicate which results were obtained by testing the original
material and which results were obtained by other means. A distributor should not
change the original title and data of the COA or other quality documents. Whenever

possible, the original excipient manufacturer's documentation should be used, or data
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transcription should be verified. The original manufacturing site should be identified on
the COA.
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If any lot mixing is carried out, COAs from manufacturers are no longer valid, and the
distributor should perform analyses in its own laboratory or at an ap}aroved and
qualified contract laboratory. The distributor should supply a COC, and if the blended
lot has not been retested, the distributor should inform the customer that the material
is a mixture of different original excipient manufacturers' lots, provided that all other

repackaging and storage activities are carried out according to GDP.
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SECTION 5: EXCIPIENTS USED IN PHARMACY COMPOUNDING

A Although analytical testing of incoming components by the compounding pharmacy to
confirm quality attributes stated in the COAs is ideal, generally because of resource
limitations, compounding pharmacists rely upon the distributors of excipients for
assurance of quality and pedigree. Additional guidance on the quality attributes of
excipients received by compounding pharmacies can be foundausps7 in USP general
chapter Pharmaceutical Compounding-Nonsterile Preparations <795>1In certain
instances USP-NF handles compounded preparations differently than commercially
manufactured lots. For example, expiration dates are assigned to commercially

manufactured products, and beyond-use dates are assigned to compounded
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preparations (see General Notices 10.40.100.1 Compounded Preparations) .A similar
situation is needed for bulk pharmaceutical excipients as not all excipients that are
useful in compounding are listed in official compendia (see Pharmaceutical

Compounding-Nonsterile Preparations <795>).

%58 . WRFEAITEAIh S EmA

ARBRAEZICRH I N TV D REREL R T 2BICHRAERIC L 2Z T ANBRENE

RBIER, —EIZ) Y —ZARRENTND B, FAFZIT O EBRMITXRE L BREORIEE R
MANOFREZ R LTV 5, BAEBAAFT 5 HEMA O RT3 B
L. auspsr USP ®H ®D general chapter, FAAI—IERERAF <TIB>ICRIENTE D, &

& HEFITIX, USP-NF 1%, FAGRAIZEHENICREI Nz y MEEERBZFNIZLT

W5, Bz, BREIRIIEERANCEI D B ToHh, EHABE (beyond-use date) 23FHE
HWHANCE Y B THND, (@RI 10.40.100.1 FAESEAIZSM) FAHITE AR TS TOERMA

DAEEIZNHE SN TODRRTIE WO T, FERRES AL 7 BNANC b NE L 725,

(FARI—FER A RIA <795>5 R, )

State boards of pharmacy regulate pharmacy compounding. USP standards are
provided in Pharmaceutical Compounding-Nonsterile Preparations <795 >,
Pharmaceutical Compounding-Sterile Preparations <797>, and Quality Assurance in
Pharmaceutical Compounding <1163>.

<http://www.uspnf.com/uspnf/pub/data/v37320/usp37nf32s0_c797.xml>

[11i}

N DI RITEE R TOTA EHH LT D, USP EER, FHHI—IEIRERE <795>,
A—RERA <7197>, RURAGRHAOMERIE <1163>IHESH TN D,
<http-//'www.uspnf.com/uspnf/pub/data/v37320/usp37nf32s0_c797.xml>

i
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APPENDIX: DEFINITIONS AND ACRONYMS

Acceptance Criteria: The specifications and acceptance or rejection limits-such as
acceptable quality level or unacceptable quality level with an associated sampling
plan-that are necessary for making a decision to accept or reject a lot or batch of raw

material, intermediate, packaging material, or excipient.
HEE : ERKUUEE

ZANHEEE - HEEREROZANOTGRZRDDEE, TANETETLME L
NAROZRANERFETDRELNNVTY 7Y o 7RHEEZE A, Bk, TRE, Ol
e B DVIIEERRIRNF O v My FORAND AR ZIRET 2 DITHETH
60

ACS: Automated Commercial System.
ACS : HENFBBET AT &

Adulterated Material: 4A material that fails to conform to its purported quality
standard or is intentionally contaminated, diluted, or substituted for another substance
or which was not manufactured, processed, packaged, distributed and held in

conformance with current good manufacturing practice. ausrar

BRI ARR SN B EEICES L2V, &2 WITEEICEIN mEEEE SN
oo FRENTZ, HAWVIHOWME LT 0L 6;14,71‘ % %N cGMP qiézb'é‘ TRIE,
oA R OMRE SN, auvses

Audit: An assessment of a system or process to determine its compliance with the
requirements of a particular standard of operation. See also External Audit, Internal
Audit, and Third-Party Audit. '

BEE  BEOREAEOEREE~DHEEE LT 5 OD VAT AHDHWIETrE AR
DFHfi, AFEE, NHEE, RUOB=ZFEELBROZ L,

Batch (Lot): A defined quantity of processed excipient which can be expected to be

homogeneous. In a continuous process, a batch corresponds to a defined portion of the
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production based on time or quantity (e.g., vessel's volume, one day's production, etc.).

NRoF (ry b)) WETHD EHFINTEEINZRNBIOEESIN-E, EFELED
BE. —oONRNyFIIFEEHAVITE BILETEERORE. —AY- oflE, %) o
DNWTER SINZBED—EIXIRT 5,

Batch Number (Lot Number): A unique and distinctive combination of numbers and/or
letters from which the complete history of the manufacture, processing, packaging,

coding, and distribution of a batch can be determined.

RyFFui— (Ry bFyR=) | BA TR % ) KAEERFRY () TFOHM
HEPET, TAUCL Y —>0 Sy FORIE, MT, @2, =— Ffb(coding) RUEHRD
o ) L RESHRTE 5,

Batch Process: A manufacturing process which produces the excipient from a discrete

supply of raw materials processed through discrete unit operations in one mass.

NyFFakvX: @ (FEg) CFEEZ8E L. —F&E 0 ToO@EB (REk:) ZRBEAL
BEIC X 0 iFnEl 2 8EdTs8E T k' A,

Batch Record: Documentation that provides a history of the manufacture of a batch of

excipient.

NyFra—F  ifFIONy FORGEBREZ R LI CE

Blending (Mixing): Intermingling different conforming grades into a homogeneous lot.
A - e (BR) : ERDEAELESL—FRERETH 2y MTTH I L,

Broker: An entity that acts as an intermediary between a buyer and a seller of products

or services. Brokers neither buy nor take possession of the products or services.

CHREE AT —EROBENE LR FOROMANOE B B0 A, ks
. BB —EREE S DL bFET A L b LA,

Calibration: The demonstration that a particular instrument or measuring device
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produces results within specified limits by comparison with those produced by a

reference or traceable standard over an appropriate range of measurements.

BIE : & 5IEED 5V ITERPRIE OFH THEONIRRZ, MRBUIHHR TRERFEIC
EDbDLLB L TEDDNZHEANICH DL LERT L,

CBP: Customs and Border Protection.

CBP : BiPAESE (7

CEP (Certificate of Suitability to the European Pharmacopoeia): Certification granted
to individual manufacturers by the European Directorate for the Quality of Medicines
when a specific excipient or active ingredient is judged to be in conformity with a

European Pharmacopoeia monograph.

CEP (BRMIRBHFEEREHA) : B EOTRMF S AVITEDR SN I —a v SERFOE ) 7
T VEET B LTS & Xz, EDAMIC LV & ofiEEEIC 5 2 b HEREE,

CFR: Code of Federal Regulations.

CFR : SK[EEFHAI

CFR (Cost and Freight, Named Destination): (Incoterm) Seller must pay the costs and
freight to bring the goods to the port of destination. However, risk is transferred to the
buyer once the goods have crossed the ship's rail (maritime transport only).

CFR GEESA. BEBKMH) : (> ay—2aX) BETELHELmME TEIT 2B ROE
BaXIhORTTR O, L LRR b, MRl —EROF TV E2-ANI, VX7
BEEICED (ELEEoRr),

c¢GMP: Current good manufacturing practices.

cGMP: >KE® GMP

CIF (Cost, Insurance, and Freight, Named Destination): (Incoterm) Same as CFR

except that the seller must, in addition, procure and pay for insurance for the buyer.
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CIF: GEEHRMELA. HEEHH) : (a3 —2X) BEIIBICEEO-DITREL
. BREBEE R TR DR TIE R SR NWZ EERRE, CFR EELC,

CIP (Carriage and Insurance Paid, Named Destination): (Incoterm) The containerized
transport or multimodal equivalent of CIF. Seller pays for carriage and insurance to the

named destination, but risk passes when the goods are handed over to the first carrier.

- CIP (BALBIRRRENA. BEBMH) : (12X —AX) CIFHEYD 2 FHEEIIES
Bk, FEEITETEEME COBMBEELROMEREZXH S, LrLERbL, BEmBARID
EEEEITB T LX) A7 FIBEENS,

Closed-Container Distributor (Pass-Through Distributor): A distributor who sells only
products that are tested, packaged, and sealed in the containers provided by the

original manufacturer.

REFEHE (BRARSICA-TEE) RERE HHH)  HBRrsh, gfsh, 2V V7
NWEGEEEIC LV B SN ARICEH SN/ OB 2R T D IREEE

Closed System: A system that is isolated from its surroundings by a boundary so that no

material can be transferred across it.

BSER  BERIC LV ZF N A B THWERB > T B ERHERNE S IR TWS, &
NGRS =% '

COA (Certificate of Analysis): A document that reports the results of a test of a

representative sample drawn from the batch of material that will be delivered.

CoA (RBAEMEE) : HRW SN DBEONy FRLEEMONTEARYT TV ORBFERE
WET 5 E

COC (Certificate of Conformance): A document that certifies that the supplied goods or
_ service meets the required specifications. Also known as Certificate of Conformity and

Certificate of Compliance.
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COC GEAEAE) e SN mB8 ATV — AR ER I N-HEIOESTH 2 L 2518
+ 5, Certificate of Conformity &KX Certificate of Compliance & L THEIHILT
Wa,

Commissioning: The introduction of equipment for use in a controlled manner.
alyvazmr 7 fERTOESREHIE SN FETEATLII L,

Compounding: The preparation, mixing, assembling, altering, packaging, and labeling
of a drug, drug-delivery device, or device in accordance with a licensed practitioner's
prescription, medication order, or initiative based on the
practitioner/patient/pharmacist/compounder relationship in the course of professional
practice (defined in USP general chapter Pharmaceutical Compounding-Nonsterile

Preparations <795>).

ARG T 4 VT EMEATRICRT B BB SEHIE, SR OBfRICEE-S <

FEkE, BERMOLATE, EYWIREOER, XA =V 7 F 7o RIERER, EkE

FNA R F AL ZAOH, BE HE AV E X AR T Y o F (USP general chapter
® Pharmaceutical Compounding—3FIRE A <795> IZEZRIIL TV D),

Consignee/Consignor: Person or firm (usually the seller) who delivers a consignment to
a carrier for transportation to a consignee (usually the buyer) named in the

transportation documents.

BN /RN BEEEICEL SN E GREEVE) 0% 5% - EHEEC
FIAEW 4B X ETEA IS (BEE D F),

Contamination: The undesired introduction of impurities of a chemical or
microbiological nature or foreign matter into or onto a raw material, intermediate, or

excipient durihg production, sampling, packaging or repackaging, storage, or transport.
B Bk, Yo7 o) BENTHOE. RE. NIMEOMIZEIT 5. BFERUT
WMAEMZFRRE Z RO SUIERY O, B, FRE&SUIRINF OWNE S 5 ITRE~
DEFE L 2WEY AS,

Continuous Process: A manufacturing process that continually produces the excipient
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from a continuous supply of raw material.

e e R FURH 2 ERe e LIRNA &2 S Ic jE T 5 T ek A,
Contract Giver: A person or organization letting a contract.

ZREE « ZRTICHE AR,

Contract Acceptor: A person or organization accepting the terms of a contract and
thereby agreeing to carry out the work or provide the services as specified in the

contract.

ZE  HAEPOLEEZII AN, FRICED FOEKICEEINTWAHEELZITI
HAHNTY— P REFEEET B 2 L ICEE U E A UL,

Critical: A process step, process condition, test requirement, or other relevant

parameter or item that must be controlled within predetermined criteria to ensure that

the excipient meets its specification.

BER AR OFEIHEET 52 2 2MEICT O, Aibo TRD bl &
DEFEIC 2 Fo— L ENRTIER DRV TREE, TR, RBERFE, Ho
WD) 72 /3T A —F —XIJIHE,

Critical to Quality: See Quality, Critical.

REICEER : Quality, Critical &HE

Cross-Contamination: Contamination of a material or product with another material or

product.
RXAGY « D JFRE SO IR X 2 TR USRS 075,

Customer: The organization that receives the excipient once it has left the control of the

excipient manufacturer; includes brokers, agents, and users.
BE : IWNAIELEEE OFE) DRENZIRINE 22 TR D MR ; s, REEERV=
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—F—% 51,
Deviation: Departure from an approved instruction or established standard.
R . AR SN EEREIRE SN EEND DD OEE

Distributor: An entity that buys products from a manufacturer, takes possession of
those products, and resells them to another party or parties. An essential characteristic
of a distributor is the order of these transactions. Distributors buy products G.e., hold

inventory) before making sales.

IRFEHEE MR LEEEELVEBAL, ZhofEZFTAE L, 210 2 MO BEEUIEK
DERE BT T 217, BUEEE DEERFAIL. ZhoORSIDIEFTH D, T
EEIT, BEIIRET 2ENCEAT S (TRbLEREEZFSILTHD).

Drug Master File (DMF): Detailed information about the manufacture of an excipient
that is submitted to the US FDA.

K5 v <X &—7 74 (DVF) : US FDA IZHEH S 2 WA 0 BIE 1 B3 2 36 72 15 48,

Drug (Medicinal) Producti The dosage form in the final immediate packaging intended

for marketing.
BB« ARGEH O BB R E BRI A o T AR

Drug Substance: Any substance or mixture of substances that is intended for use in the
manufacture of a drug product and that, when used in the production of a drug, becomes
an active ingredient of the drug product. Such substances are intended to furnish
pharmacological activity or other direct efféct in the diagnosis, cure, mitigation,
treatment, or prevention of disease, or to affect the structure or any function of the body

of humans or animals.

B RKEFIOMEFERTHZ L 2BERLEYEIMEOREY T, BEEHORE
WCHWEBEICZE OREBBIOBDIRINRD D, FO XD RWEIZ, EBRPIEED
DUVIIRW, TR, B, MED D WVITER TICS OO E#ENZRZIREE =T &
BT MUTEMW DD 5 T OREE UM L ORI ER2 525 Z L 2BRLTW5,
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