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Subpart A - General Provisions =

Sec. 820.1 Scope EE]

(a) Applicability. (1) Current good manufacturing practice (CGMP) requirements are set forth in this quality system
regulation. The requirements in this part govern the methods used in, and the facilities and controls used for, the design,
manufacture, packaging, labeling, storage, installation, and servicing of all finished devices intended for human use. The
requirements in this part are intended to ensure that finished devices will be safe and effective and otherwise in
compliance with the Federal Food, Drug, and Cosmetic Act (the act). This part establishes basic requirements applicable
to manufacturers of finished medical devices. If a manufacturer engages in only some operations subject to the
requirements in this part, and not in others, that manufacturer need only comply with those requirements applicable to
the operations in which it is engaged. With respect to class | devices, design controls apply only to those devices listed
in § 820.30(a)(2). This regulation does not apply to manufacturers of components or parts of finished devices, but such
manufacturers are encouraged to use appropriate provisions of this regulation as guidance. Manufacturers of blood and
blood components used for transfusion or for further manufacturing are not subject to this part, but are subject to

subchapter F of this chapter. Manufacturersof human-cellstissuesand-cellularand-tissue-based prody HCT/Ps) 3

generak
a) EAM (1) KREAREIETEETEXIITGMPRIEK, IERFIMREINERERITHITE BT AR RS
BRI, 47, BE. tRic. BFE. =, #ERSURBT LAY DIORSINESEE. WEAESERRAmRSEMINZ

2B, ANEFGEHRm, AnfMtiimiR (FNER) . WERENETERTE S mEr mivER
2R, WRFNERERNERZRFRIEHUT, MIFRE, BPALEF R RBEFENERERTAERIES N gAY
FRANA], lREEMmS, B REAT820 30(a)2) BHAPIAIBRLES M. AR EMTMmEMHHIE S, B
SRIEEE P R ERLEARTESHNEFES. BTHMmedt— SR MRANM&RR D ISR A ZAE T HIZY
R, EZAEFFHEILR,

(2) The provisions of this part shall be applicable to any finished device as defined in this part, intended for human
use, that is manufactured, imported, or offered for import in any State or Territory of the United States, the District
of Columbia, or the Commonwealth of Puerto Rico.
(2) REBDEIMERIEBTAEEE. SHEIAHF KRS R BRI PIVHITMN I XENS, HOSHRAEORIZAERD
FrE X B A FE RO mEEE.
(3) In this regulation the term "where appropriate" is used several times. When a requirement is qualified by "where
appropriate,” it is deemed to be "appropriate" unless the manufacturer can document justification otherwise. A
requirement is "appropriate" if non-implementation could reasonably be expected to result in the product not
meeting its specified requirements or the manufacturer not being able to carry out any necessary corrective action.
(3) ERENMF, "EHER T —IIRSIRER, B—INERR S LS TREN, BMRIANR ESM", BRIk
SR BE AR S TOERIEH. MR TR RS R A E EM R KSR LA TR UL ZRIY B
e, MERIEZHRY",

(b) The quality system regulation in this part supplements regulations in other parts of this chapter except where explicitly
stated otherwise. In the event of a conflict between applicable regulations in this part and in other parts of this chapter,
the regulations specifically applicable to the device in question shall supersede any other generally applicable
requirements.

(b) HEBDHIREARRERENAETHEMERDIERAIT, MRABL BRI SAEAMEPS ZEREFR, 55



ERTAMREERFMME TR EBEBIIER,

(c) Authority. Part 820 is established and issued under authority of sections 501, 502, 510, 513, 514, 515, 518, 519, 520, 522,
701, 704, 801, 803 of the act (21 U.S.C. 351, 352, 360, 360c, 360d, 360e, 360h, 360i, 360j, 360I, 371, 374, 381, 383). The
failure to comply with any applicable provision in this part renders a device adulterated under section 501(h) of the act.
Such a device, as well as any person responsible for the failure to comply, is subject to regulatory action.

(c) B, 7 820 BB iRIBESRSE 501, 502, 510, 513, 514, 515, 518, 519, 520, 522, 701, 704, 801, 803 ¥ ({3=
[EXE) 5 2155 351, 352, 360, 360c, 360d. 360e, 360h. 360i, 360j. 360l 371, 374, 381, 383 ) AUIEAH
TEFAEM, RETFAEEMERNER, MWARBERSE 501 (h) BERANBRES, WEERIFREBEFIZIERIRN
RN, BEZRGETHRIZIR,

(d) Foreign manufacturers. If a manufacturer who offers devices for import into the United States refuses to permit or
allow the completion of a Food and Drug Administration (FDA) inspection of the foreign facility for the purpose of
determining compliance with this part, it shall appear for purposes of section 801(a) of the act, that the methods used in,
and the facilities and controls used for, the design, manufacture, packaging, labeling, storage, installation, or servicing of
any devices produced at such facility that are offered for import into the United States do not conform to the
requirements of section 520(f) of the act and this part and that the devices manufactured at that facility are adulterated
under section 507(h) of the act.

(d) BoMRER, ANROEERRHFHOIRENFIEHESE FOA WHBINRIEIMNSLIRRFEAESoNEK, USwHIE
Higit, #hE. 8%, Wns. 7. e mizemEr-HREEOEEENEEFRRNG A, RBFIEHAFS
BB RIEZE 520 (f) THIER, FIREAEZ=EE 501 (h) FA9IE, HExL] #IEF-muER.

(e) Exemptions or variances. (1) Any person who wishes to petition for an exemption or variance from any device quality

system requirement is subject to the requirements of section 520(f)(2) of the Federal Food, Drug, and Cosmetic Act.

20993-0002.

(e) EARIER. (1) HIAMMBBEARRHZEHTRBREBARENK, HWNFHE (KM Rm. Dmilitimi%) 5 520

(f) (2) SFBOESK, FARIZERIBMIZEBAES0.30 FHENRER, BD FDA BTBURER.
(2) FDA may initiate and grant a variance from any device quality system requirement when the agency determines
that such variance is in the best interest of the public health. Such variance will remain in effect only so long as there
remains a public health need for the device and the device would not likely be made sufficiently available without
the variance.

(2) 2 FDA B USEMAERRERNERMEARERIREFN AT, FOA sJLIkEFLEZER, REAR

HPAFEZREHEZREEIBNESNBER T rEHERRKNBER T, WESFSRELEIY,

Sec. 820.3 Definitions &Y.

(a) Act means the Federal Food, Drug, and Cosmetic Act, as amended (secs. 201-903, 52 Stat. 1040 et seq., as amended
(21 U.S.C. 321-394)). All definitions in section 201 of the act shall apply to the regulations in this part.

(a) EZERIEEETN (PR M. Amfilamizs) (588 201-903, 52 Stat1040 &, &iThR (21U.S.C.321-394)), i&
2% 201 BRI EE N MIEAF AR HIE.

(b) Complaint means any written, electronic, or oral communication that alleges deficiencies related to the identity, quality,
durability, reliability, safety, effectiveness, or performance of a device after it is released for distribution.

(b) WFEEEHTBmAY. BFRISAKATZRAER, EMTHENETSMFESREIMHE. RE. WA, TFRMT.



Lt BRMSEREERAYRE,

(c) Component means any raw material, substance, piece, part, software, firmware, labeling, or assembly which is
intended to be included as part of the finished, packaged, and labeled device.
(o) BHRIEEURMEL YR, . 2B, W BF. mEeEN, XERER YR, S SMEUEaRkm.

BEIIRCIRERI—H5,

(d) Control number means any distinctive symbols, such as a distinctive combination of letters or numbers, or both, from
which the history of the manufacturing, packaging, labeling, and distribution of a unit, lot, or batch of finished devices
can be determined.

(d) =HRSEETUEENHEIMEFNFTS, OINBHFHFEREEBEMNEERNES, BTFHRER N mak
HORF@AVEr, B2, RERDIBRIHE,

(e) Design history file (DHF) means a compilation of records which describes the design history of a finished device.
(e) RItHENXH (DHF) EieHMARRIEERITHEINCRICR.

(f) Design input means the physical and performance requirements of a device that are used as a basis for device design.
() A SEF RERIT RN ERPIEIEREEK,

(g) Design output means the results of a design effort at each design phase and at the end of the total design effort.
The finished design output is the basis for the device master record. The total finished design output consists of the
device, its packaging and labeling, and the device master record.

(9) Rt EERIT LIFES MR BRASIRIT TIFERINAVER. TARIRITHTEEREEICROE]. D898
ittt eERE. EREMRSIINREEICR,

(h) Design review means a documented, comprehensive, systematic examination of a design to evaluate the adequacy
of the design requirements, to evaluate the capability of the design to meet these requirements, and to identify problems.
(h) RITFEEIEXRITEH TN, £EY. Rafas, DUHHIRITEKRNFTES M, IHMmRIHHEXLEKRAIEE,

FIRB AR,

(i) Device history record (DHR) means a compilation of records containing the production history of a finished device.
(i) wEHFIER (DHR) 1BE8EMmREEFHERNCRILk.

(j) Device master record (DMR) means a compilation of records containing the procedures and specifications for a
finished device.
() m&Fiex (DMR) e EMmEEEFNILEICRLR,

(k) Establish means define, document (in writing or electronically), and implement.
(k) #BZIBEN. iBxR (PEIBF) L,

() Finished device means any device or accessory to any device that is suitable for use or capable of functioning, whether
or not it is packaged, labeled, or sterilized.
(1) PR BRIEEEERAsREEIE TANE IR EEHTREAMHE, TeHRREE. mCaKE.

(m) Lot or batch means one or more components or finished devices that consist of a single type, model, class, size,
composition, or software version that are manufactured under essentially the same conditions and that are intended to
have uniform characteristics and quality within specified limits.

(m) #HRSIERE—KE, BS K RY. ORI BRN— PSR amas, XU HalmExs



EEREENFM TS, FENERSEENEER—IMFIEIRE.

(n) Management with executive responsibility means those senior employees of a manufacturer who have the authority
to establish or make changes to the manufacturer's quality policy and quality system.
(n) BETEGRENEERRETIESHSHNER, tIBTGRY S ENFIEHAIRES HHIRENRER.

(0) Manufacturer means any person who designs, manufactures, fabricates, assembles, or processes a finished device.
Manufacturer includes but is not limited to those who perform the functions of contract sterilization, installation,
relabeling, remanufacturing, repacking, or specification development, and initial distributors of foreign entities
performing these functions.

(o) HiEEEiERIT. B, BE. HERSINTARESIEUA, FIEHERENRTEITSRNE. =i, BT
BilE. SMEESIEEHEIREENAR, DIRETIXLEREIINESTARIYIIE S HE.

(p) Manufacturing material means any material or substance used in or used to facilitate the manufacturing process, a
concomitant constituent, or a byproduct constituent produced during the manufacturing process, which is present in or
on the finished device as a residue or impurity not by design or intent of the manufacturer.

(p) HIEMHZERT AT RAFISIEIEOU SR, TSR ErIFMER DI mks, BEfFNEEY
FNRFAETREESTRE L, MAEHBEHRITEEEIEMAY.

() Nonconformity means the nonfulfillment of a specified requirement.
(q) FEREENHENEERERK,

() Product means components, manufacturing materials, in- process devices, finished devices, and returned devices.
(r) Frontaebit. BISHRL Fim. AmiliREIRNRE.

(s) Quality means the totality of features and characteristics that bear on the ability of a device to satisfy fitness-for-use,
including safety and performance.
(s) REREMMREHEEHIE (BEZEMMMRE) SENRFTERERITL,

(t) Quality audit means a systematic, independent examination of a manufacturer's quality system that is performed at
defined intervals and at sufficient frequency to determine whether both quality system activities and the results of such
activities comply with quality system procedures, that these procedures are implemented effectively, and that these
procedures are suitable to achieve quality system objectives.

(1) AEFZEENHEHREARAITRR. MRS, ZOENENENEIBIESERNE THT, LIRERSHE
KB EFINEREEMERERRESF, XEEFEROBNEE, URXLEFERTLNRERR BT,

(u) Quality policy means the overall intentions and direction of an organization with respect to quality, as established by
management with executive responsibility.
() REFFREHEAERESENSAEENLGE, BRETERENSEESIE,

(v) Quality system means the organizational structure, responsibilities, procedures, processes, and resources for
implementing quality management.
(v) REARSELRREEENARNEE,. RR. BF. IENRE,

(w) Remanufacturer means any person who processes, conditions, renovates, repackages, restores, or does any other
act to a finished device that significantly changes the finished device's performance or safety specifications, or intended
use.

(W) BHISHRENRMmKEHTINT., L2, 8. 2k, WESRBEOEMMTH), BENTNmREERER



EAEEFHARRRYHI A,

(x) Rework means action taken on a nonconforming product so that it will fulfill the specified DMR requirements before
it is released for distribution.
(x) BRITZIENTSIE@RINAERE, LUEERITRIHEMEL DMR £3K,

(y) Specification means any requirement with which a product, process, service, or other activity must conform.
(y) MBRtar-m. Ti2. RSSEMENGRFERIETERK,

(z) Validation means confirmation by examination and provision of objective evidence that the particular requirements
for a specific intended use can be consistently fulfilled.
(z) WibEiEBIte B ENIIHE RS ETEE BRI EE KRBT D iH .

(1) Process validation means establishing by objective evidence that a process consistently produces a result or
product meeting its predetermined specifications.

(1) SRRNIEEREBRIEMIHERE — NI RIR R A S e BAYE RE .
(2) Design validation means establishing by objective evidence that device specifications conform with user needs
and intended use(s).

(2) witiiEEEEd SRS E ™ RIFE RS P f SRR,

(aa) Verification means confirmation by examination and provision of objective evidence that specified requirements
have been fulfilled.
(aa) WIERIEEICEIHREENIHEHA S HENERIZER,

Sec. 820.5 Quality system FREAR

Each manufacturer shall establish and maintain a quality system that is appropriate for the specific medical device(s)

designed or manufactured, and that meets the requirements of this part.
BHEBMEZH RIFERTRITSHIEINTEETSMIIRERR, FimERaboHIEK,



Subpart B - Quality System Requirements REFREEK

Sec. 820.20 Management responsibility SIEIRE

(a) Quality policy. Management with executive responsibility shall establish its policy and objectives for, and commitment
to, quality. Management with executive responsibility shall ensure that the quality policy is understood, implemented,
and maintained at all levels of the organization.

(a) RETSEH. BANTRANEERENFIEREST. BinfEis, BEATERANEERENIHRRES RIS
TER LSRR, SRS,

(b) Organization. Each manufacturer shall establish and maintain an adequate organizational structure to ensure that
devices are designed and produced in accordance with the requirements of this part.
(b) AR, SHEBNEIHEFEIRVEREN, LIRREEINRITIEFFEREMAIERK,

(1) Responsibility and authority. Each manufacturer shall establish the appropriate responsibility, authority, and
interrelation of all personnel who manage, perform, and assess work affecting quality, and provide the
independence and authority necessary to perform these tasks.

(1) JEMNSD, SHEBMAEEE. FITIIHERMERE TIFRMB ARBIEZIRE. RMEEXR, FiRit
PUTIXEAES PR AR IZ IEFIR,

(2) Resources. Each manufacturer shall provide adequate resources, including the assignment of trained personnel,
for management, performance of work, and assessment activities, including internal quality audits, to meet the
requirements of this part.

(2) Bl BTHIEHIEHEBNRR, SFEERIGERNAR, BTFEE. PITTENIHEES, SERERR
EEZLIBENEMEK,

(3) Management representative. Management with executive responsibility shall appoint, and document such
appointment of, a member of management who, irrespective of other responsibilities, shall have established
authority over and responsibility for:

(3) BEENE, EEEN EHHICREBEEMRANED, ZARTICEAMSREUM, HRHHzIA FERERAI DTSR
£:

(i) Ensuring that quality system requirements are effectively established and effectively maintained in
accordance with this part; and
(i) HHREERRERIERANENEREILART, LK
(i) Reporting on the performance of the quality system to management with executive responsibility for review.
(i) MREITERENSEEREREARIITER, LHFEE,

(c) Management review. Management with executive responsibility shall review the suitability and effectiveness of the
quality system at defined intervals and with sufficient frequency according to established procedures to ensure that the
quality system satisfies the requirements of this part and the manufacturer's established quality policy and objectives.
The dates and results of quality system reviews shall be documented.

(c) BIEiTH, BATHRENEIEENMZBRIERER, UNENITEERMEBISIERYREARRINEE BRI
ITFE, LIAGRRERRHEANENIERIFIEHEEERIRE D $HHB 5. REARRITRIVHERFIZERNAZ A .

(d) Quality planning. Each manufacturer shall establish a quality plan which defines the quality practices, resources, and
activities relevant to devices that are designed and manufactured. The manufacturer shall establish how the requirements
for quality will be met.

(d) REitKl, BPFIEBNFIE— RS, BEFAET SRIHFIFIEMNRSHEXIREXE. KFME, FI58
RAAEA i B REE K,



(e) Quality system procedures. Each manufacturer shall establish quality system procedures and instructions. An outline
of the structure of the documentation used in the quality system shall be established where appropriate.
(e) REARERF., SHISHNEVRERFEFINRE, AEANERT, RSN AEERIRN,

Sec. 820.22 Quality audit FREE#

Each manufacturer shall establish procedures for quality audits and conduct such audits to assure that the quality system
is in compliance with the established quality system requirements and to determine the effectiveness of the quality system.
Quality audits shall be conducted by individuals who do not have direct responsibility for the matters being audited.
Corrective action(s), including a reaudit of deficient matters, shall be taken when necessary. A report of the results of
each quality audit, and reaudit(s) where taken, shall be made and such reports shall be reviewed by management having
responsibility for the matters audited. The dates and results of quality audits and reaudits shall be documented.
BhERNHERERIE, FHTIHEER, LIRRREFREFTEHMENREFRRER, AHERERFIEIE, &
SHEZNAXNEREINCEESINARE T, LB, MR IEERE, SEEMEZRESN. SRREFZAVERIR
SFEFEZ (WNiRT) NHARERSINEEERTHEZ. NICRREFTABHEZI ISR,

Sec. 820.25 Personnel AR

(a) General. Each manufacturer shall have sufficient personnel with the necessary education, background, training, and
experience to assure that all activities required by this part are correctly performed.
(a) 2, B PFIESHNREEBNAR, BEEVENAE. 5=, JIFNEK, LAISRERNTAED FFRRIPTE &,

(b) Training. Each manufacturer shall establish procedures for identifying training needs and ensure that all personnel
are trained to adequately perform their assigned responsibilities. Training shall be documented.

(b) =Fll, BHEHINEIIRBFIFKRER, FHERIMEARBEIE), URDEITES IR, IR
.

(1) As part of their training, personnel shall be made aware of device defects which may occur from the improper
performance of their specific jobs.

(1) ERER)IN—3F%, MEARTB- RIS, XYtan]semTESE LIFR R SHTERAT.
(2) Personnel who perform verification and validation activities shall be made aware of defects and errors that may
be encountered as part of their job functions.

(2) PITIIEFRNBNERIAIA R 7 R E T (FERgERR] sEid IRV TR IERNEIR.

10



Subpart C - Design Controls 2112l

Sec. 820.30 Design controls &3

(a) General. (1) Each manufacturer of any class Il or class Il device, and the class | devices listed in paragraph (a)(2) of this
section, shall establish and maintain procedures to control the design of the device in order to ensure that specified
design requirements are met.

(@) S, (1) {Ffa Il 23k | ZEEELR FIIREFIIER | REENB NSRRI RIFEF ISR,
T RMERIRITERIEEHE,

(2) The following class | devices are subject to design controls:
(2) LUF | BB mgitissl:

(i) Devices automated with computer software; and
(i) ERTENREGBENREINER, KR

(ii) The devices listed in the following chart.

(i) FERAYIEE,

5 Section IEE Device
868.6810 Catheter, Tracheobronchial Suction. §&. XSEHKSE,
878.4460 Glove, Surgeon's. 4MEIFE,
880.6760 Restraint, Protective. #4958, {RIFEEE,
892.5650 System, Applicator, Radionuclide, Manual. R4, &Rk, BETtHEZER, Fl.
892.5740 Source, Radionuclide Teletherapy. HETIR, MEHEZERITIEATT.

(b) Design and development planning. Each manufacturer shall establish and maintain plans that describe or reference
the design and development activities and define responsibility for implementation. The plans shall identify and describe
the interfaces with different groups or activities that provide, or result in, input to the design and development process.
The plans shall be reviewed, updated, and approved as design and development evolves.

(b) WITAIFFRZEL, SHEBIBE ARSI &SRR REL ST, RIRIRFIFIEA SR EER IS
AVEO, XEERIFNENRIT RS RRRERA, BERTIFRNRRE, MG THHTIEE. EHRNthe,

(c) Design input. Each manufacturer shall establish and maintain procedures to ensure that the design requirements
relating to a device are appropriate and address the intended use of the device, including the needs of the user and
patient. The procedures shall include a mechanism for addressing incomplete, ambiguous, or conflicting requirements.
The design input requirements shall be documented and shall be reviewed and approved by a designated individual(s).
The approval, including the date and signature of the individual(s) approving the requirements, shall be documented.

(o) witaAN, SHIEBHMNHEIMEIFERF, DIBRSRSEXIRITEREY, FHBREmEiAg, SEBFE
EBNFE, BFNEOEMERTE. Ss0PRESRAMWE, RITMAZSRIICRAESR, FNHEEE N ABZFIE, HHE,
EEMEZSSRA P AN BEINES, MiCRER.

(d) Design output. Each manufacturer shall establish and maintain procedures for defining and documenting design
output in terms that allow an adequate evaluation of conformance to design input requirements. Design output
procedures shall contain or make reference to acceptance criteria and shall ensure that those design outputs that are
essential for the proper functioning of the device are identified. Design output shall be documented, reviewed, and
approved before release. The approval, including the date and signature of the individual(s) approving the output, shall
be documented.

(d) withatt, SESEHIEZAFERSEFUENINCFRRITEEH, DUENRITMAZRIFEIEEITRA T, &t
HRRFNEENS RRKNE, WRIRAEIEEERETEXBEARITREL. RITEBEERMRINAA S, HITiTE
b, MicEAE, SEMERDIEERFTINATE,

11



(e) Design review. Each manufacturer shall establish and maintain procedures to ensure that formal documented reviews
of the design results are planned and conducted at appropriate stages of the device's design development. The
procedures shall ensure that participants at each design review include representatives of all functions concerned with
the design stage being reviewed and an individual(s) who does not have direct responsibility for the design stage being
reviewed, as well as any specialists needed. The results of a design review, including identification of the design, the date,
and the individual(s) performing the review, shall be documented in the design history file (the DHF).

(e) wRiti¥eH, BHEMNGIEEFRER, DBRERSRITARNEISMERITUFH TR HERNEX X HFE, 2
FRIBREORITRENS 5E B SHFEE R BRAXNF AR IR EER SRR N OB EER
FERPALURBIEOER, RITTENER, SExIHTFEREIR. BEFIHTIFRR DA, MiCRERITTH L

(DHF) =,

(f) Design verification. Each manufacturer shall establish and maintain procedures for verifying the device design. Design
verification shall confirm that the design output meets the design input requirements. The results of the design verification,
including identification of the design, method(s), the date, and the individual(s) performing the verification, shall be
documented in the DHF.

(f) RitIGiE. SHEBMEZH RFRIESERITAER. RITRIENESANRITTEHHERITBMAZRK, RITIGIERYZE
R, BETRIEANRA. A, BERFIHITIIERNAR, MiCHRE DHF &,

(g) Design validation. Each manufacturer shall establish and maintain procedures for validating the device design. Design
validation shall be performed under defined operating conditions on initial production units, lots, or batches, or their
equivalents. Design validation shall ensure that devices conform to defined user needs and intended uses and shall
include testing of production units under actual or simulated use conditions. Design validation shall include software
validation and risk analysis, where appropriate. The results of the design validation, including identification of the design,
method(s), the date, and the individual(s) performing the validation, shall be documented in the DHF.

(9) RITIRIE, BHEBNE AP IIERERITIER. RITIRIENENEINRESRME N Er2<E. R
IRBEESHIHT, RITIENRREE S NERIR P FRITUEARRE, F N QA TSR R ME RSN P Er < Eit
AT, RTHIIEN SIERAIIERIXME ST (WNEMA). RITINIERIER, BiERIT. 3. BEFFHTIRIERI A RAIAR
R, RACRTE DHF A,

(h) Design transfer. Each manufacturer shall establish and maintain procedures to ensure that the device design is
correctly translated into production specifications.
(h) itiEig, S HERNEZAIGERER, LISREEIRITIERIE AL BT,

(i) Design changes. Each manufacturer shall establish and maintain procedures for the identification, documentation,
validation or where appropriate verification, review, and approval of design changes before their implementation.
(i) wit8E, SHIEMMESLERITEE A, B4R, 4 WIFsiE=R0iIE. REMHERRS,

(j) Design history file. Each manufacturer shall establish and maintain a DHF for each type of device. The DHF shall
contain or reference the records necessary to demonstrate that the design was developed in accordance with the
approved design plan and the requirements of this part.

() RIHHEE, BTEIEEAASMERNERERH4EF— DHF, DHF B2 5 |IBHENICR, LUEBRITE
R ERNRIHTRIFIARER D ROESRIFARY.
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Subpart D - Document Controls 3Z4&4=Hl

Sec. 820.40 Document controls 3Z{&3z8

Each manufacturer shall establish and maintain procedures to control all documents that are required by this part. The
procedures shall provide for the following:

SIS NE Y FHRIFER N ENERIFTE X EF. EFNESLITRE:

(a) Document approval and distribution. Each manufacturer shall designate an individual(s) to review for adequacy and
approve prior to issuance all documents established to meet the requirements of this part. The approval, including the
date and signature of the individual(s) approving the document, shall be documented. Documents established to meet
the requirements of this part shall be available at all locations for which they are designated, used, or otherwise necessary,
and all obsolete documents shall be promptly removed from all points of use or otherwise prevented from unintended
use.
(a) XHHLEMD R, SHEBMIEE—RAR, ERMBENENERIIEX M2, MESIMHTREIE,

I, NESERE RSB, im e A ERME AN AN E AR RIREG, SwEIT3k1S.
PRETRR S RAZBDM AT ER =R, LAt TR LEAFFRERER.

(b) Document changes. Changes to documents shall be reviewed and approved by an individual(s) in the same function
or organization that performed the original review and approval, unless specifically designated otherwise. Approved
changes shall be communicated to the appropriate personnel in a timely manner. Each manufacturer shall maintain
records of changes to documents. Change records shall include a description of the change, identification of the affected
documents, the signature of the approving individual(s), the approval date, and when the change becomes effective.
(b) MHEZE, FIESERBIME, MHRTENBRFEN JHTEEIE, HENTENRAHEAGEIAR, &
BHIEBNARF XM ESICR, LEICRMNBIELEE, ZR0AAWRR. #EARE . #hERBRAR R EARIAIAT E,

Subpart E - Purchasing Controls SRRzl

Sec. 820.50 Purchasing controls SER&izl

Each manufacturer shall establish and maintain procedures to ensure that all purchased or otherwise received product
and services conform to specified requirements.
BHSHINHEFEFER, LSRG RWs B A mAlR S a e E K,

(a) Evaluation of suppliers, contractors, and consultants. Each manufacturer shall establish and maintain the requirements,
including quality requirements that must be met by suppliers, contractors, and consultants. Each manufacturer shall:

(a) HLNE. ASBMRSRT . SEHSEHNEEA RT (BEREFEKR) W—EREK, HNE. ARSI
BIZER, HPEE:

(1) Evaluate and select potential suppliers, contractors, and consultants on the basis of their ability to meet specified
requirements, including quality requirements. The evaluation shall be documented.

(1) THMEBEMLNE. AR ImENERK (BEREER) W98, FE TR, NN,

(2) Define the type and extent of control to be exercised over the product, services, suppliers, contractors, and
consultants, based on the evaluation results.

(2) IRHEER, WENT@. RS, MR, AESTIMOMHERESREMERE.,

(3) Establish and maintain records of acceptable suppliers, contractors, and consultants.

(3) B FHEHFERENE. AERMMIICR.

(b) Purchasing data. Each manufacturer shall establish and maintain data that clearly describe or reference the specified
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requirements, including quality requirements, for purchased or otherwise received product and services. Purchasing
documents shall include, where possible, an agreement that the suppliers, contractors, and consultants agree to notify
the manufacturer of changes in the product or service so that manufacturers may determine whether the changes may
affect the quality of a finished device. Purchasing data shall be approved in accordance with § 820.40.

(b) RGEWE, SHIEBHRERZANLFEE, PARBs AR SRR RSIOMEE R, SEREEKR, &0
BERIBEIR T, RS EFEA AR, AB MO RS maRSHNEEBMEISEHMY, LUEHEHHELESR
SRR ERIRE. RIWHIENIRYES820.40 iTHL /&,

Subpart F - Identification and Traceability #RIRFIETIE M

Sec. 820.60 Identification #xiR

Each manufacturer shall establish and maintain procedures for identifying product during all stages of receipt, production,
distribution, and installation to prevent mixups.
BHIEENRS AN, 7. DIETIRRRTEM BRI miviEr, LALLERE.

Sec. 820.65 Traceability BIE¥AME

Subpart G - Production and Process Controls 421324

Sec. 820.70 Production and process controls 4F=fI3 e =4

(a) General. Each manufacturer shall develop, conduct, control, and monitor production processes to ensure that a device
conforms to its specifications. Where deviations from device specifications could occur as a result of the manufacturing
process, the manufacturer shall establish and maintain process control procedures that describe any process controls
necessary to ensure conformance to specifications. Where process controls are needed they shall include:

(a) 2 SHHhEEisRz. K. EHFEEE~ERE, URHRREFEEINTE. IRHIEEEIESHSRENTRY
RE, HIEBMEHREIRREEER, RBHRERESIDCFBRRE oIS, INRE2IiEEs, NEE:

(1) Documented instructions, standard operating procedures (SOP's), and methods that define and control the
manner of production;
(1) ERMHNIEIESS, TnERRIERRR (SOPS), MEFHEHIEARIAEE,
(2) Monitoring and control of process parameters and component and device characteristics during production;
(2) EruREhEESH. AEFeSMFERnE,;
(3) Compliance with specified reference standards or codes;
(3) FEMERISETES S,
(4) The approval of processes and process equipment; and
(4) IRENIEREEHE;
(5) Criteria for workmanship which shall be expressed in documented standards or by means of identified and
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approved representative samples.

(5) IZtnEN LIS RE I eI R mE.

(b) Production and process changes. Each manufacturer shall establish and maintain procedures for changes to a
specification, method, process, or procedure. Such changes shall be verified or where appropriate validated according
to § 820.75, before implementation and these activities shall be documented. Changes shall be approved in accordance
with § 820.40.

(b) F£FHIIZ2EE, SHERMEAREINE. TA LZ23EFTEER, WETENELmRIRTES20.75 #
TRIESAEHER FHITIIIE, HEXEEMNNICRESR, MNiRIES820.40 #t/ELSE

(c) Environmental control. Where environmental conditions could reasonably be expected to have an adverse effect on
product quality, the manufacturer shall establish and maintain procedures to adequately control these environmental
conditions. Environmental control system(s) shall be periodically inspected to verify that the system, including necessary
equipment, is adequate and functioning properly. These activities shall be documented and reviewed.

(o) MEEHl, WMRATLASEFEAMESM SN REREFETFEN, SNSRI RS SIsHIXEINESARYI2
. NEGENEIEHRS, DIRIEZRS (BELENRE) REEBEIETIER, XEEHMMICRINTH,

(d) Personnel. Each manufacturer shall establish and maintain requirements for the health, cleanliness, personal practices,
and clothing of personnel if contact between such personnel and product or environment could reasonably be expected
to have an adverse effect on product quality. The manufacturer shall ensure that maintenance and other personnel who
are required to work temporarily under special environmental conditions are appropriately trained or supervised by a
trained individual.

(d) AR, SIRA RS e MERYEAR R BERXI R EF~EAFIFN0, NSHNEB A HIEHRIFII A RAIEER. ;‘%‘}Eﬁ
DAITHFRERER, HIEBNARFEEERAMIMESRM MRl TIFR4ER ARFMEM A RBESIFIRARHETIES

Yl B RN

(e) Contamination control. Each manufacturer shall establish and maintain procedures to prevent contamination of
equipment or product by substances that could reasonably be expected to have an adverse effect on product quality.

(e) BZY=zHl. SHRNEBNHIEMNGHIIER, PHIOREIT mE AR miREr M FIF BRI 55,

(f) Buildings. Buildings shall be of suitable design and contain sufficient space to perform necessary operations, prevent
mixups, and assure orderly handling.

() ERH. BRYNEFEIMIRT, FEEBNTERHTURNRE, BHIDRS, FMREFLE.

(g) Equipment. Each manufacturer shall ensure that all equipment used in the manufacturing process meets specified
requirements and is appropriately designed, constructed, placed, and installed to facilitate maintenance, adjustment,
cleaning, and use.

(9) BT, SHESMHEREISIRPEBIMEREFESNEER, FHTEIRNRIT. 1B, MERE, LIETHE
. ER. BEMER.

(1) Maintenance schedule. Each manufacturer shall establish and maintain schedules for the adjustment, cleaning,
and other maintenance of equipment to ensure that manufacturing specifications are met. Maintenance activities,
including the date and individual(s) performing the maintenance activities, shall be documented.

(1) #EPtE, STISHNEEHEPREIIEZE. BEIEMERTY, LISREEEFINE, MICR4ERE,
BRI THIM BB ERFIA R,
(2) Inspection. Each manufacturer shall conduct periodic inspections in accordance with established procedures to
ensure adherence to applicable equipment maintenance schedules. The inspections, including the date and
individual(s) conducting the inspections, shall be documented.
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(2) B, JFEHNIZREEREFEPNE, IHRETEMRIREENTY, RENEERITRENRERDA
FZRSL
(3) Adjustment. Each manufacturer shall ensure that any inherent limitations or allowable tolerances are visibly
posted on or near equipment requiring periodic adjustments or are readily available to personnel performing these
adjustments.

(3) HE, SHIEBNHRERTEEHHEIRE LoiRENINARERKGHUREERFISEITFAZE, SHTXLEE
AIARAIBERTERISIX L RBISNAZE,

(h) Manufacturing material. Where a manufacturing material could reasonably be expected to have an adverse effect on
product quality, the manufacturer shall establish and maintain procedures for the use and removal of such manufacturing
material to ensure that it is removed or limited to an amount that does not adversely affect the device's quality. The
removal or reduction of such manufacturing material shall be documented.

(h) &, NRATUASIEFRERBIEM SIS mREFEAFIFN, BIERNEFHRIFERFIRIRI SIS AR
2R, LISRERIIREIEMNENSIREREEAFIEM, SICRILEFISH ARSI,

(i) Automated processes. When computers or automated data processing systems are used as part of production or the
quality system, the manufacturer shall validate computer software for its intended use according to an established
protocol. All software changes shall be validated before approval and issuance. These validation activities and results
shall be documented.

(i) Bohttiniz. JtENSREEECIERFFAENEEARRN—EBD RN, HIEENREREEMYIIETE]
PAROTUHARR, PRE S E R RN R R RIEH TIIE, XS ENFIERICREZ,

Sec. 820.72 Inspection, measuring, and test equipment 3¢, MEBFISLIRIRE

(a) Control of inspection, measuring, and test equipment. Each manufacturer shall ensure that all inspection, measuring,
and test equipment, including mechanical, automated, or electronic inspection and test equipment, is suitable for its
intended purposes and is capable of producing valid results. Each manufacturer shall establish and maintain procedures
to ensure that equipment is routinely calibrated, inspected, checked, and maintained. The procedures shall include
provisions for handling, preservation, and storage of equipment, so that its accuracy and fitness for use are maintained.
These activities shall be documented.

(a) @i, NEFAKREES. SHSHMBERIEER. NEMNKE, SFEVM. BateBEFaelainidisr
%, ERTHEHMEAE, HEBEEE8ER. 8T HISEBMEMERER, UIBRRETHRE. 98, OB,
BFNEEREIIRE. REDEFEIE, LURFEEREIERE. XEEDNICRESR.

(b) Calibration. Calibration procedures shall include specific directions and limits for accuracy and precision. When
accuracy and precision limits are not met, there shall be provisions for remedial action to reestablish the limits and to
evaluate whether there was any adverse effect on the device's quality. These activities shall be documented.

(b) Wk, RERFNEESEBIIEREFIBREINR, S TNREEENBERTIET, NAENGEE, LIEHE
YRIE, FHMERENREREFEHT I, XEEMNNICRES,

(1) Calibration standards. Calibration standards used for inspection, measuring, and test equipment shall be
traceable to national or international standards. If national or international standards are not practical or available,
the manufacturer shall use an independent reproducible standard. If no applicable standard exists, the manufacturer
shall establish and maintain an in-house standard.

(1) Bt BT, NSFAREIREREN BB EERSEMMRE, WRREERSEFNER S
FRRT, HIEmAEAIRZAIRI SR E, NRIKBEMIINE, BIERNEIFHRITAIIRE,
(2) Calibration records. The equipment identification, calibration dates, the individual performing each calibration,
and the next calibration date shall be documented. These records shall be displayed on or near each piece of

16



equipment or shall be readily available to the personnel using such equipment and to the individuals responsible
for calibrating the equipment.

(2) WECH, NMiCRKREIFA. RERR. FITE8RRENARUR T —RRUER, XEICRN B RESHRSE
FERRhiE, shRpERIR A RLIER BN ARG SERERENAR.

Sec. 820.75 Process validation 1SFEfEIA

(a) Where the results of a process cannot be fully verified by subsequent inspection and test, the process shall be validated
with a high degree of assurance and approved according to established procedures. The validation activities and results,
including the date and signature of the individual(s) approving the validation and where appropriate the major
equipment validated, shall be documented.

(a) MR—MIRRNERT BT EEIRIEIIHIGSEITAWIE, VINIRBHEERSIREFNZIRHTINE, F%
REEERIE I THUE, MICRIIBEIANER, SiEiERIFRIBIIINESS, UREESER MO TERS, MK
X4,

(b) Each manufacturer shall establish and maintain procedures for monitoring and control of process parameters for
validated processes to ensure that the specified requirements continue to be met.
(b) FHNSEREEFHRIFEWIETZN T Z S TImNAESIRZR, LIRRMEH EMENEK,

(1) Each manufacturer shall ensure that validated processes are performed by qualified individual(s).
(1) SFEBMRRERIDIERERRITARIT,
(2) For validated processes, the monitoring and control methods and data, the date performed, and, where
appropriate, the individual(s) performing the process or the major equipment used shall be documented.
(2) WFTEWIERNIRE, NiCRmNAESTTEAFIEE. RITHRE, UIREESERT, FUTIIER N ASERE
FiRE,
(c) When changes or process deviations occur, the manufacturer shall review and evaluate the process and perform
revalidation where appropriate. These activities shall be documented.
(0) BARETENT ZRER, FISHNFESMNHMELE, FEELER MHTHENIE, XY ENNICRESR.

Subpart H - Acceptance Activities #ZIKGERD

Sec. 820.80 Receiving, in-process, and finished device acceptance #HEF=R. TR RIREF-RITEK

(a) General. Each manufacturer shall establish and maintain procedures for acceptance activities. Acceptance activities
include inspections, tests, or other verification activities.

(a) 2N, HENEBNEIEFEFRKEDER. BUCEIEEGRE. WidsEMRiIEED,

(b) Receiving acceptance activities. Each manufacturer shall establish and maintain procedures for acceptance of
incoming product. Incoming product shall be inspected, tested, or otherwise verified as conforming to specified
requirements. Acceptance or rejection shall be documented.

(b) EWEQWGERN, BHIEBIEZFRIFHERBIEF, HERUEGE, M EHBIEMEMERNER, WIKEL
B RICRIESR,

(c) In-process acceptance activities. Each manufacturer shall establish and maintain acceptance procedures, where
appropriate, to ensure that specified requirements for in-process product are met. Such procedures shall ensure that in-
process product is controlled until the required inspection and tests or other verification activities have been completed,
or necessary approvals are received, and are documented.
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(0) e miEllEs. SHIEBNEIARTEIREGER, LBRBENEIIE~mAIER, XEEFNRFRID
Brrmt TS, BRIHAG IR T Ias I Ss5ek, SEILERIME, FRZRSH.

(d) Final acceptance activities. Each manufacturer shall establish and maintain procedures for finished device acceptance
to ensure that each production run, lot, or batch of finished devices meets acceptance criteria. Finished devices shall be
held in quarantine or otherwise adequately controlled until released. Finished devices shall not be released for
distribution until:

(d) BEFmIIEKE. STISHNEIEFEFRmRERIGER, LIBRE— MRS fFaRlinE. o
REEBITRINPR R SAR S m D i=Hl. AmmiREERATRINSThY FiEs:

(1) The activities required in the DMR are completed;
(1) 52pk DMR RRESKAYELN;
(2) the associated data and documentation is reviewed;
(2) HEXREIBFIHEINE,;
(3) the release is authorized by the signature of a designated individual(s); and
(3) HECARSFHUERST, UK
(4) the authorization is dated.
(4) #EBER,

(e) Acceptance records. Each manufacturer shall document acceptance activities required by this part. These records
shall include:
(e) BEICR., BHISHNICRAERGKTER, XEACTKNEIE:
(1) The acceptance activities performed;
(1) STRYRIEEIG SN,
(2) the dates acceptance activities are performed;
(2) STRLRYESZIERIRIEER
(3) the results;
(3) &R,
(4) the signature of the individual(s) conducting the acceptance activities; and
(4) PUTEMCERI N ARNES, LK
(5) where appropriate the equipment used. These records shall be part of the DHR.
(5) EEINBER MEFRE, XEICRNA DHR A9—3#85,

Sec. 820.86 Acceptance status ZFWUIRZS

Each manufacturer shall identify by suitable means the acceptance status of product, to indicate the conformance or
nonconformance of product with acceptance criteria. The identification of acceptance status shall be maintained
throughout manufacturing, packaging, labeling, installation, and servicing of the product to ensure that only product
which has passed the required acceptance activities is distributed, used, or installed.
BHERNBTIE SRS VR AV BORTE:, LIRIF i ae M aaliting, Ermivthis, Xk, Mirs. &k
MEEITIET, NMARFRECASIWRR, LSRR EBIEAHREGEIA T m BeRiHE. ERsi%%.
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Subpart | - Nonconforming Product ~&#&aa

Sec. 820.90 Nonconforming product ~&#&mm

(a) Control of nonconforming product. Each manufacturer shall establish and maintain procedures to control product
that does not conform to specified requirements. The procedures shall address the identification, documentation,
evaluation, segregation, and disposition of nonconforming product. The evaluation of nonconformance shall include a
determination of the need for an investigation and notification of the persons or organizations responsible for the
nonconformance. The evaluation and any investigation shall be documented.
(a) FESmAYES, STERNEZFHRIFET, IEH M ENEERIT m. EFNAENSEmARR. X4,

i, FREIILE. WASERATHENEERER BB NI MRS A RBRHTEEFNEMN, IHMEFIEERIC
FRHER,

(b) Nonconformity review and disposition. (1) Each manufacturer shall establish and maintain procedures that define the
responsibility for review and the authority for the disposition of nonconforming product. The procedures shall set forth
the review and disposition process. Disposition of nonconforming product shall be documented. Documentation shall
include the justification for use of nonconforming product and the signature of the individual(s) authorizing the use.

(b) TEETEIINE. (1) STEBINREIIARTFEF, WEFSE@ANTRRETIGCENR, ERNIEESLtE
08, AEEmAI BRI, SN EIEBRAA S mIEBEHEIEINER A RS S,

(2) Each manufacturer shall establish and maintain procedures for rework, to include retesting and reevaluation of
the nonconforming product after rework, to ensure that the product meets its current approved specifications.
Rework and reevaluation activities, including a determination of any adverse effect from the rework upon the
product, shall be documented in the DHR.

(2) BHERMEYFHAFR TR, SERTEAEET mAVEFNLIOMENITHE, LISR-mFaE S Er
e, RIFEINTEES, SEHER T RAMEOUAFEIE, FISRE DHR &,

Subpart J - Corrective and Preventive Action £ IEFOTRBGIENE

Sec. 820.100 Corrective and preventive action Z4IEFOFRFGHEHE

(a) Each manufacturer shall establish and maintain procedures for implementing corrective and preventive action. The
procedures shall include requirements for:
(a) BHNERNHEH ST IERTRLIEIERIE . RN EEU T o EIERK:

(1) Analyzing processes, work operations, concessions, quality audit reports, quality records, service records,
complaints, returned product, and other sources of quality data to identify existing and potential causes of
nonconforming product, or other quality problems. Appropriate statistical methodology shall be employed where
necessary to detect recurring quality problems;

(1) o, TIERFE. L. REFERRE. REICR. RBICR. KiF. REMEMRSHERR, LIBER
BiE R EMREENIEMNEERRE. YEN, NRAEINRIT D ERGUES R IRIREDR,
(2) Investigating the cause of nonconformities relating to product, processes, and the quality system;

(2) BESm. TEHRERREXRIITEBER
(3) Identifying the action(s) needed to correct and prevent recurrence of nonconforming product and other quality
problems;

(3) RAIFBERIMIEREIE, LBBLEASEmilEMRERBRAE,
(4) Verifying or validating the corrective and preventive action to ensure that such action is effective and does not
adversely affect the finished device;

(4) BIESKEALIERDTRFGENE, LIRRIEEREEB M E NS planr=EA RIS,
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(5) Implementing and recording changes in methods and procedures needed to correct and prevent identified
quality problems;

(5) SEHEFCFRMIEAFEL SIRB R E DR FRY D e FHIERE
(6) Ensuring that information related to quality problems or nonconforming product is disseminated to those directly
responsible for assuring the quality of such product or the prevention of such problems; and

(6) MWRSREBOBSAGEmB X EREREEEATRRIZRAEFTZTRAIALR,; LK
(7) Submitting relevant information on identified quality problems, as well as corrective and preventive actions, for
management review.

(7) MWRMAFEEER, LURMIEFIFRR RIS KRR SR,

(b) All activities required under this section, and their results, shall be documented.

(b) ABERNEIBENRELERMICRESR,

Subpart K - Labeling and Packaging Control fricflB etz

Sec. 820.120 Device labeling =&ttmC

Each manufacturer shall establish and maintain procedures to control labeling activities.
B SR N FHRIHE R IR S B aRE .

(a) Label integrity. Labels shall be printed and applied so as to remain legible and affixed during the customary conditions
of processing, storage, handling, distribution, and where appropriate use.
(a) TREEEM, IRSRFTEDFGER, FHESHANI. #F. Wz, 2 AMEMESSEE MREEMANE.

(b) Labeling inspection. Labeling shall not be released for storage or use until a designated individual(s) has examined
the labeling for accuracy including, where applicable, the correct unique device identifier (UDI) or universal product code
(UPQ), expiration date, control number, storage instructions, handling instructions, and any additional processing
instructions. The release, including the date and signature of the individual(s) performing the examination, shall be
documented in the DHR.

(b) BB, AEETANERERDERIR, NMERMIrIAMEFEER, SEERNE-RERRG (UD)
BAF@ARS (UPC). ZUESRER. 1£6S. MR8, IERSBEFHEEMINGIRRE, &%, SFEHRTIRERN D ARNBE
FI%5, Nt DHR FicR,

(c) Labeling storage. Each manufacturer shall store labeling in a manner that provides proper identification and is
designed to prevent mixups.
(o) Ir&tiElF, BTHIEBNIRESMRRILIUEFIRE, FORITALILES.

(d) Labeling operations. Each manufacturer shall control labeling and packaging operations to prevent labeling mixups.
The label and labeling used for each production unit, lot, or batch shall be documented in the DHR.
(d) IREIRIE, BHISHNIZEIREMBARERIE, LIHLIERRSIEE. DHR RAICREDNE27T. #OREHERERRIRE

(e) Control number. Where a control number is required by § 820.65, that control number shall be on or shall accompany

the device through distribution.
(e) =HIHS. a1R8820.65 BXIEMHTHIRS, WzizhtRmSIERxE L, HNEEE—RD A,
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Sec. 820.130 Device packaging s&tifaE

Each manufacturer shall ensure that device packaging and shipping containers are designed and constructed to protect
the device from alteration or damage during the customary conditions of processing, storage, handling, and distribution.
BHIEBNARIREEEIIRISERMBANRITIINE, BERERIFIREELE. 7. RSO BINEMREM AL
HRER,

Subpart L - Handling, Storage, Distribution, and Installation #i=, %, EoiXfiZzd

Sec. 820.140 Handling iz

Each manufacturer shall establish and maintain procedures to ensure that mixups, damage, deterioration, contamination,
or other adverse effects to product do not occur during handling.
BHEBMEZHRIFES, DHREREIEFASHINES. T8, TR, ISHRSEEXI mAY R FISE,

Sec. 820.150 Storage fi#7=

(a) Each manufacturer shall establish and maintain procedures for the control of storage areas and stock rooms for
product to prevent mixups, damage, deterioration, contamination, or other adverse effects pending use or distribution
and to ensure that no obsolete, rejected, or deteriorated product is used or distributed. When the quality of product
deteriorates over time, it shall be stored in a manner to facilitate proper stock rotation, and its condition shall be assessed
as appropriate.

(a) BHEEMEIFHRFREFXIIEFENEGRER, UBLEEERs o ERERINRE. A, TR, SRS E
AR, FHRRAEREDIHIIN. EWEERm. S mRERENEER T, NLETESEFER
B IER, FRARE RS BRI 71T,

(b) Each manufacturer shall establish and maintain procedures that describe the methods for authorizing receipt from
and dispatch to storage areas and stock rooms.

(b) BHNEBNEFHRIFIER, RIPRIRRAIAREE T XA F =X,

Sec. 820.160 Distribution FEgix
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Subpart M — Records i

Sec. 820.180 General requirements &3k

All records required by this part shall be maintained at the manufacturing establishment or other location that is
reasonably accessible to responsible officials of the manufacturer and to employees of FDA designated to perform
inspections. Such records, including those not stored at the inspected establishment, shall be made readily available for
review and copying by FDA employee(s). Such records shall be legible and shall be stored to minimize deterioration and
to prevent loss. Those records stored in automated data processing systems shall be backed up.

RERD ERAPTEICRINRFERIERARE R FDA IEEMTRENR T SIRNERIHIE stEER, WERER,
BEREFERIGETIMANCSE, NIERTIH FDA RTHEHER. HEICRABEMZIE, FUR SR ERMPILIEESX,
NE O FEEENERNIERSTHRIICR.

(a) Confidentiality. Records deemed confidential by the manufacturer may be marked to aid FDA in determining whether
information may be disclosed under the public information regulation in part 20 of this chapter.
(a) 7%, PSS AVIZRNCRAEIRC, LAFSE) FDA RS IRIBAES 20 F90 (AREBEA) HEER.

(b) Record retention period. All records required by this part shall be retained for a period of time equivalent to the
design and expected life of the device, but in no case less than 2 years from the date of release for commercial distribution
by the manufacturer.

(b) ICRRFHR. AFDERIFABICRIURENMET EE RIS RHIE, BEEUERT, MEOFHESA
mABTEWSEZ iR 2 F,

(c) Exceptions. This section does not apply to the reports required by § 820.20(c) Management review, § 820.22 Quality
audits, and supplier audit reports used to meet the requirements of § 820.50(a) Evaluation of suppliers, contractors, and
consultants, but does apply to procedures established under these provisions. Upon request of a designated employee
of FDA, an employee in management with executive responsibility shall certify in writing that the management reviews
and quality audits required under this part, and supplier audits where applicable, have been performed and documented,
the dates on which they were performed, and that any required corrective action has been undertaken.

(c) BIIMBEIR. ATBANEAET820.20 (c) BIEIFEH, §820.22 lREETHEXRMIRE, UKATF#HESS20.50 (a) (.
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AGBHREIHMEERIORNEFRIHRS, EERTREXENEREETF. NEmIHREEREERTHER, E
TEERENEEER TN LABEF LRSS rERISIETFRRSFZURMNEEZ (ER) BEMTHICRT
WITEER, EREUELUEIINIERE,

Sec. 820.181 Device master record 2&fiEiER

Each manufacturer shall maintain device master records (DMR's). Each manufacturer shall ensure that each DMR is
prepared and approved in accordance with § 820.40. The DMR for each type of device shall include, or refer to the
location of, the following information:

ZEEBNRFREEICHE (DMR), SHIERNHIERIZEE8820.40 FONEmREIFHIEES DMR, SMEEER] DMR NEEDR
2EL MERRMUE:

(a) Device specifications including appropriate drawings, composition, formulation, component specifications, and
software specifications;
(a) REWT, BIFELNEL. Bk Bin. BTSRRI,

(b) Production process specifications including the appropriate equipment specifications, production methods,
production procedures, and production environment specifications;
(b) £F-IZHe, SEEIRNRENT. £ mE £ EFEINEIE,

(c) Quality assurance procedures and specifications including acceptance criteria and the quality assurance equipment
to be used;
() REBRIEPEFIISE, BENKINERIPTERNEERIERE,

(d) Packaging and labeling specifications, including methods and processes used; and

(d) BEMREAGE, SREERRTEMSE, UK

(e) Installation, maintenance, and servicing procedures and methods.

(e) &=, HHPHIHHEIEFTTIE.

Sec. 820.184 Device history record ZEHAIHSEICR

Each manufacturer shall maintain device history records (DHR's). Each manufacturer shall establish and maintain
procedures to ensure that DHR's for each batch, lot, or unit are maintained to demonstrate that the device is
manufactured in accordance with the DMR and the requirements of this part. The DHR shall include, or refer to the
location of, the following information:

BHEENRFRENLICRE (DHR), BHIERMEYFHRGER, LIBREHIREERTH) DHR SEICR, LUERXER
1288 DMR FOAREBDRIZEKHNER)., DHR REEFIRRIAMERRIUE:

(a) The dates of manufacture;
(a) HIEHER;

(b) The quantity manufactured;
(b) HNEHE,

(c) The quantity released for distribution;

(0) REHE,
(d) The acceptance records which demonstrate the device is manufactured in accordance with the DMR;
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(d) B EIZER DMR $IEA93GINCR;

(e) The primary identification label and labeling used for each production unit; and
(e) EBRPIGEMABTENEFBTHIFE, LK

(f) Any unique device identifier (UDI) or universal product code (UPC), and any other device identification(s) and control
number(s) used.
(f) HOUE—RETRFE (UD) suBAr-mfas (UPC), LARGERIHIEMREIRRIIESIRS,

Sec. 820.186 Quality system record JREARKICHE

Each manufacturer shall maintain a quality system record (QSR). The QSR shall include, or refer to the location of
procedures and the documentation of activities required by this part that are not specific to a particular type of device(s),
including, but not limited to, the records required by § 820.20. Each manufacturer shall ensure that the QSR is prepared
and approved in accordance with § 820.40.

BHNEBNRIFREBAFRICHE (QSR), QSR NEIEARERS FrESRANENHIRFA A, XL B XIS B IRE M,
EIEEABRT$820.20 FrZsRANCR. BHNSELHHR QSR #%885820.40 BN ELRHIFNHE,

Sec. 820.198 Complaint files 38283744

(@) Each manufacturer shall maintain complaint files. Each manufacturer shall establish and maintain procedures for
receiving, reviewing, and evaluating complaints by a formally designated unit. Such procedures shall ensure that:
(a) SHNEBNIRFHRIFE, SHIEBLEZATHIEISERD JZW. FEMTEIRIFER, WEEEFNRR:

(1) All complaints are processed in a uniform and timely manner;
(1) FBIRRI9EEI5— R ATHIRME,
(2) Oral complaints are documented upon receipt; and
(2) OLBF—EWEIRMCRESR, LUK
(3) Complaints are evaluated to determine whether the complaint represents an event which is required to be reported
to FDA under part 803 of this chapter, Medical Device Reporting.
(3) SHRIFHITITME, LIAERIFEFERBATSE 803 &5 " Ersemiiks K6 FDA IRE.

(b) Each manufacturer shall review and evaluate all complaints to determine whether an investigation is necessary. When
no investigation is made, the manufacturer shall maintain a record that includes the reason no investigation was made
and the name of the individual responsible for the decision not to investigate.

(b) BZFNEBNESIIHEIERF, LRERESELEHTAE., IRRHTEE, HEBNFREF—MICR, BiFRE
TRENREEMNBERENFEALE.

(c) Any complaint involving the possible failure of a device, labeling, or packaging to meet any of its specifications shall
be reviewed, evaluated, and investigated, unless such investigation has already been performed for a similar complaint
and another investigation is not necessary.

(o) HUPRIRE. REHREEIEAFEEHUNTRRIFAHITEE. THMEMEAE, RIFLEEEESXIEIUFH
17, BEREHITE RS,

(d) Any complaint that represents an event which must be reported to FDA under part 803 of this chapter shall be
promptly reviewed, evaluated, and investigated by a designated individual(s) and shall be maintained in a separate
portion of the complaint files or otherwise clearly identified. In addition to the information required by § 820.198(e),
records of investigation under this paragraph shall include a determination of:
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(d)HRIEAES 803 BoRIME , W0 B @A R EIREIRENARSMHIRRM EEEN N AZBIHE, THMETIEE,
H R RFERF AN R HER D e AR5 LR RS, BR8820.198 (e) FrEKRAVEESS, AEMEREEICERALNEIE
LATRE
(1) Whether the device failed to meet specifications;

1) REEATMIEIBER;
(2) Whether the device was being used for treatment or diagnosis; and

(2) RE=OETATIZH, LR
(3) The relationship, if any, of the device to the reported incident or adverse event.

3) RESHKEEHHFAREMIXE (WH).

)
(

(e) When an investigation is made under this section, a record of the investigation shall be maintained by the formally
designated unit identified in paragraph (a) of this section. The record of investigation shall include:
(e) EATHITREERN, AT%E (a) FNENEXBERUNMRFPEABICR, FEICRNEE:

) The name of the device;

(1) REBAWR,;

(2) The date the complaint was received;
(2) WEHFAIEER;

(3) Any unique device identifier (UDI) or universal product code (UPC), and any other device identification(s) and

(1

control number(s) used;
(3) HIE—ESEIMRE (UD) sBAr-mARE (UPC), URERIHUIEMSEINRINETIRS,
(4) The name, address, and phone number of the complainant;
(4) IR ARME. MU NEIESHY;
(5) The nature and details of the complaint;
(5) BIFAIERANATS
(6) The dates and results of the investigation;
(6) FERBERFILER
(7) Any corrective action taken; and
(7) RENYE@L iEEE; LUK
(8) Any reply to the complainant.
(8) XHLFRARMEOZEE,

(f) When the manufacturer's formally designated complaint unit is located at a site separate from the manufacturing
establishment, the investigated complaint(s) and the record(s) of investigation shall be reasonably accessible to the
manufacturing establishment.

(f) HENERESERIREMERIFAIR ) SHEmt A E—EN, WRERRFNIEEICRNETHE GIEER.,

(g) If a manufacturer's formally designated complaint unit is located outside of the United States, records required by this
section shall be reasonably accessible in the United States at either:
(9) MRHFNEBESERIERIFRM(TEERI, UATERCRNAEEESES, BIRERINT:

(1) A location in the United States where the manufacturer's records are regularly kept; or
(1) EESERERFRFHISEECRIEIR, %
(2) The location of the initial distributor.

(2) ¥aHEAIE,
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Subpart N — Servicing BRSS

Sec. 820.200 Servicing fRSS

Subpart O - Statistical Techniques ZeitHR

Sec. 820.250 Statistical techniques ZEit#EAR

(@) Where appropriate, each manufacturer shall establish and maintain procedures for identifying valid statistical
techniques required for establishing, controlling, and verifying the acceptability of process capability and product
characteristics.

(a) EESMERT, S HIEHMRIAERFER, LRI, HFIES 2t DA it =2 4 FrRns
ERIHA,

(b) Sampling plans, when used, shall be written and based on a valid statistical rationale. Each manufacturer shall establish
and maintain procedures to ensure that sampling methods are adequate for their intended use and to ensure that when
changes occur the sampling plans are reviewed. These activities shall be documented.

(b) fEFRAFTRIRY, NIABXMAIGITRIEAEMBSHFITY. STIEHNEFHRFER, AR ZEEGHEM
HARIR, FRGRERETMR, MBS TESE, XY EMMICRES,

26



	Subpart A - General Provisions 总则
	Sec. 820.1 Scope 范围
	Sec. 820.3 Definitions 定义
	Sec. 820.5 Quality system 质量体系

	Subpart B - Quality System Requirements 质量体系要求
	Sec. 820.20 Management responsibility 管理职责
	Sec. 820.22 Quality audit 质量审核
	Sec. 820.25 Personnel 人员

	Subpart C - Design Controls 设计控制
	Sec. 820.30 Design controls 设计控制

	Subpart D - Document Controls 文件控制
	Sec. 820.40 Document controls 文件控制

	Subpart E - Purchasing Controls 采购控制
	Sec. 820.50 Purchasing controls 采购控制

	Subpart F - Identification and Traceability 标识和可追溯性
	Sec. 820.60 Identification 标识
	Sec. 820.65 Traceability 可追溯性

	Subpart G - Production and Process Controls 生产和过程控制
	Sec. 820.70 Production and process controls 生产和过程控制
	Sec. 820.72 Inspection, measuring, and test equipment 检验、测量和实验设备
	Sec. 820.75 Process validation 过程确认

	Subpart H - Acceptance Activities 接收活动
	Sec. 820.80 Receiving, in-process, and finished device acceptance 进货产品、过程产品和最终产品的接收
	Sec. 820.86 Acceptance status 接收状态

	Subpart I - Nonconforming Product 不合格品
	Sec. 820.90 Nonconforming product 不合格品
	Sec. 820.100 Corrective and preventive action 纠正和预防措施

	Subpart K - Labeling and Packaging Control 标记和包装控制
	Sec. 820.120 Device labeling 器械标记
	Sec. 820.130 Device packaging 器械包装

	Subpart L - Handling, Storage, Distribution, and Installation 搬运、储存、配送和安装
	Sec. 820.140 Handling 搬运
	Sec. 820.150 Storage 储存
	Sec. 820.160 Distribution 配送
	Sec. 820.170 Installation 安装

	Subpart M – Records 记录
	Sec. 820.180 General requirements 总要求
	Sec. 820.181 Device master record 器械主记录
	Sec. 820.184 Device history record 器械的历史记录
	Sec. 820.181 Device master record 器械主记录
	Sec. 820.184 Device history record 器械的历史记录
	Sec. 820.181 Device master record 器械主记录
	Sec. 820.184 Device history record 器械的历史记录
	Sec. 820.181 Device master record 器械主记录
	Sec. 820.184 Device history record 器械的历史记录


