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INTERNATIONAL STANDARD ISO 13485:2003(E)

Medical devices — Quality management systems — Requirements
for regulatory purposes

1 Scope
1.1 General

This International Standard specifies requirements for a quality management system where an
organization needs to demonstrate its ability to provide medical devices and related services that
consistently meet customer requirements and regulatory requirements applicable to medical devices
and related services.

The primary objective of this International Standard is to facilitate harmonized medical device
requlatory requirements for quality management systems. As a result, it includes some particular
requirements for medical devices and excludes some of the requirements of ISO 9001 that are not
appropriate as regulatory requirements. Because of these exclusions, organizations whose quality
management systems conform to this International Standard cannot claim conformity to ISO 9001
unless their quality management systems conform to all the requirements of ISO 9001 (see Annex B).

1.2 Application

All requirements of this International Standard are specific to organizations providing medical devices,
regardless of the type or size of the organization.

If regulatory requirements permit exclusions of design and development controls (see 7.3), this can be
used as a justification for their exclusion from the quality management system. These regulations can
provide alternative arrangements that are to be addressed in the quality management system. It is the
responsibility of the organization to ensure that claims of conformity with this International Standard
reflect exclusion of design and development controls [see 4.2.2 a) and 7.3].

If any requirement(s) in Clause 7 of this International Standard is(are) not applicable due to the nature
of the medical device(s) for which the quality management system is applied, the organization does
not need to include such a requirement(s) in its quality management system [see 4.2.2 a)].

The processes required by this International Standard, which are applicable to the medical device(s),
but which are not performed by the organization, are the responsibility of the organization and are
accounted for in the organization’s quality management system [see 4.1 a)].

In this International Standard the terms ‘if appropriate” and “where appropriate” are used several
times. When a requirement is qualified by either of these phrases, it is deemed to be “appropriate”
unless the organization can document a justification otherwise. A requirement is considered
“appropriate” if it is necessary in order for

- the product to meet specified requirements, and/or
- the organization to carry out corrective action.

© ISO 2003 — All rights reserved
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INTERNATIONAL STANDARD ©1SO I1ISO 2859-1:1999(E)

Sampling procedures for inspection by attributes —

Part 1:

Sampling schemes indexed by acceptance quality limit (AQL)
for lot-by-lot inspection

1 Scope

1.1 This part of ISO 2859 specifies an acceptance sampling system for inspection by attributes. It is
indexed in terms of the acceptance quality limit (AQL).

Its purpose is to induce a supplier through the economic and psychological pressure of lot non-
acceptance to maintain a process average at least as good as the specified acceptance quality limit,
while at the same time providing an upper limit for the risk to the consumer of accepting the occasional
poor lot.

Sampling schemes designated in this part of ISO 2859 are applicable, but not limited, to inspection of
— end items,

— components and raw materials,

— operations,

— materials in process,

— supplies in storage,

— maintenance operations,

— data or records, and

— administrative procedures.

1.2 These schemes are intended primarily to be used for a continuing series of lots, that is, a series
long enough to allow the switching rules (9.3) to be applied. These rules provide:

a) a protection to the consumer (by means of a switch to tightened inspection or discontinuation of
sampling inspection) should a deterioration in quality be detected;

b) an incentive (at the discretion of the responsible authority) to reduce inspection costs (by means of
a switch to reduced inspection) should consistently good quality be achieved.

Sampling plans in this part of ISO 2859 may also be used for the inspection of lots in isolation but, in
this case the user is strongly advised to consult the operating characteristic curves to find a plan that
will yield the desired protection (see 12.6). In that case, the user is also referred to the sampling plans
indexed by limiting quality (LQ) given in ISO 2859-2.

YISND NN NNIHN



YINIYIN 0PNN PN
1/10/9 Y9991

MYNN Y89 NINtAY ’H NAD)

NINRPI MIAIY NDIN

:PIRN
11259
YHNIYIN DIPNN PO

IIN

INIVIN D2IPNN 1919 YW 171079 39919 YDA ceeereereereane..” 01 $129Y 119130

Ma9ya 0995 N2 O N L ("PaYN” oND) ( an) nwpaHao
2 PNY) @ (D9ON NIVY) 10,000 DY TOD TY DIDD DO DYWNY ,NININ YNV MIMN NDA ,NVINMN NINNDNY
TPIOINN NOWON T DY DDIMY 19 308D HHDON DXVNNN TTNRD NTHNN SWION NN L(")9ph 1907
NTRNNN WM YIPN D) 1PN VNN NTINN ONINA (741907 :1PNY) 1D DPN PON DI IN NPPVLDVLLD

.(7Ma9yn 91997 oND NI

IPYTO DN TINNN NN .1

TOYINN NOYON T DY OYAD DYAN DMMDIMNNN 12 DMMINYN MDD TTND TNy N MY 01D
: 0NN DOXNINA I DIPN PON DI N NPPVDLLDD

DY WD T - MTIO T17
A% M9y Y9 DY 0ONYIIT NYAPY OTIP NNINKD DDIdONNY TTHN - 7YINN TN

NTRNNN YWIAN PP OTION TTHN NMIYD NDY WINN TT0N ¥ 972N ON : PNDTI 12N NTHNNN YW
P YTNN TT0N OX OTIDMN TTH2 IRNIND RPN YTNN TTH2 MIAIYN DII0 NYAdNY NNYN DIDON
121902 MAIWYN DITDY 1Y DINYIITI NPIN DIFDN IN MAIWN DD NN DY BHYI PTIDN T1I1 TN

REAL AN

NNNND OONYOIT NOAP INNRD YTHN 9N ,INIVYRIN DINYIT 290 MIAIYN DID0 NN DD OO DN .2

NP WPY THON 0) NI NYITY MY NXTA DIDIN 1T MW NMINNA TN KOO D00 NOUNINN

2N ,MAIYN DIDD DY NYY> XDV 1AV NYAITA 2IPIN DIDD D5 DO DHYI NN ,MMDDIDPI MYNNNI
L2990 NN NDNN DIVYNN NN YITTY DX2ON PINY D20 ,00NYIIT NN NYIINY NN DIDY DOPVND

PN D20 TINH DY INIOY BIF0 U3 DY DY DY NNINI YT MWD WHND DIRYI DINDY DN .3
MY I 03D DHYIY YIPN DIDD TINK DMNIDN Y TOV T252) POY NNIND NTAND YWISN DIID I8
.M129YN D90 DY 1YY NY DIDIODN D7ND) YIPN DIDD DY IV XY NNY

9 DY DIYYNN ININD DIRYI 7PN XD NN ,NIY NI N0 DN MIAIWN DX HVIY OORYI MM XD N .4
1792 Y5 M27Y MYV DO HY UNINM ¥IINNI DT DINNN NN NNV NDW N DN NT MY 2and
P79 5y 290 NN

.120NY INA NI2YAY MY MPNX I MY .5
NI 90NY NN NI NIYIIT YD) U553 T 31.05.10 DY TV NNRNIN OYH 9N NN I MW .6

TN INND DT TV TY 101 TPYIIOPAL IN/ NYNIY 01 PID NIINO2
N5V NHVA MAIWYN PIN MY

,17 Ao

nrya 7
NIY MY NOI Yapns KY - NN

YISND NN NNIHN



YINIYIN 0PNN PN
1/10/9 Y9991

MYNN YINNY NINtAY 7 NAD)

199120 295901 NAYYNY NNIVN-IN/NNIDN
(PNINN NTHY NV SOMDIN PHNN NIV N))

95 Yy NN INYNN MY L3900 200N NOWND NPNY IN NYP WIIN 12 NIPNIY IR YT WSNN
;1N HINTHY NN NN NN 1P2) 19D P2 ,319910Y XiNY 2DV Y52 PPN

21 NNIDN MYINRD INNDINN I NIYVNI TI2NDN IPDN DD NPYND DIIDN 1

(W80 NOINN) : ¥99071 Y9N0N NHWND DYI0N

TIOD> DY VYIVAN Y95 ,0INDNN NIN’ NHOWND DIIDN N ¥IINN MDNONN PON NOWND DMDIVN .2
: DNAN OMIYLN

:NNODIN ONYOUNY DMONDN 2.1

: DNYVYNY NNIDN PRY DONON 2.2

277 DYINDNN NPWND DIIDN INMN WNNN DI DIYLN 2.3

ANYLNI TN IINDN NIVND DYIDN N .3

: DDNDNN NWND DII0N ION YNNN DI DINYLN

VNN NN NN
N9Nan

12N DYNONN NN NPIVND OX NOONNN TN ,MPIINI PHRIND NTHYD INYT 1N NINNY NN 1NN
INDTY DY IN OX NON ,TTYD2 110NN YT 0NN V8NN DY 131900 200N TINND NYND 0YDN0N

DINKX 20N> NONOIN
DIDIAY NN - DIDN 5910 MYKN YNNI MNTIDHIN XM PADTIINNNON

YISND NN NNIHN



