ISO 9001:2000
STANDART
MADDE NO
(STANDART
CLAUSE)

PARAGRAF /NOT
(PARAGRAPH/NOTE)

DEGISIKLIKLER (CHANGES)

E:EKLENEN

0.1

PARAGRAF 1
(PARAGRAPH 1)

(The de3|gn and
|mp|ementat|on of an oramzatlon s quallty management system is mfluenced by varying

a) Kurulusun cevresi, o ¢evredeki degisim ve o cevre tarafindan olusturulan
riskler ( its organizational environment, changes in that environment, and the
risks associated with that environment,)

b) Kurulusun degisen ihtiyaclari (its varying needs,)

c¢) Kurulusun 6zel amaglar (its particular objectives,)

d) Kurulusun sagladigi Grtin (the products it provides,)

e) Kurulusun calistirdigi prosesler (the processes it employs,)

f) Kurulug blyUklugi ve organizasyonel yapisi (its size and organizational
structure.)

Kalite yonetim sisteminin yapisindaki veya dokiimantasyonundaki tek tipliligin
uygulanmasi bu standardin amaci degildir. (It is not the intent of this International
Standard to imply uniformity in the structure of quality management systems or
uniformity of documentation.)

Bu standart belgelendirme kuruluslari da dahil olmak uzere, i¢ ve dis
taraflarca kurulusun musteri sartlarini, Grtine uygulanabilen kanun ve mevzuat
sartlarini ve kurulusun kendi sartlarini karsilamadaki yeterliligini
degerlendirmek icin kullanilabilir. (This International Standard can be used by
internal and external parties, including certification b odies, to assess the organization's
ability to meet customer, statutory and regulatory requirements applicable to the
product, and the organization's own requirements)

0.2

PARAGRAF 2
(PARAGRAPH 2)

Bir kurulus etkin olarak ¢alismasi igin, bircok baglantil faaliyetleri belirlemeli
ve yonetmelidir. Kaynaklari kullanan ve girdilerin ¢iktilara dontstimanin
saglanabilmesi i¢in yonetilen faaliyet yada faaliyetler grubu proses olarak
degerlendirilebilir. (For an organization to function effectively, it has to determine and
manage numerous linked activities. An activity or set of activities using resources, and
managed in order to enable the transformation of inputs into

outputs, can be considered as a process. Often the output from one process directly
forms the input to the next.)

0.2

PARAGRAF 3
(PARAGRAPH 3)

Kurulus icinde prosesler sisteminin bu proseslerin tanimlanmasi, etkilesimleri
ve istenilen ciktiyr Gretmek icin proseslerin yonetilmesi ile birlikte uygulanmasi
'‘proses yaklagimi' olarak adlandirilabilir. ( The application of a system of
processes within an organization, together with the identification and interactions of
these processes, and their management to produce the desired outcome, can be
referred to as the “process approach”.)

0.3

PARAGRAF 1
(PARAGRAPH 1)

ISO 9001 VE 9004 in meveutbaskHar-birbirini-tamamlayacak-sekilde
tasarlanmis; tutarh kalite yonetim sistemi standartlari olarak gelistiriimelerine
ragmen bagdimsiz olarak da kullanilabilirler.(The present editions of ISO 9001 and

ISO 9004 have-been-developed-as-a-consistentpairof-quality management system

standards which have been designed to complement each other, but can also be used

/ndependently ) Bu#kulusla;arasn—standﬁt—faﬂéh—kapsama—sahleelmalanna

0.3

PARAGRAF 3
(PARAGRAPH 3)

Bu uluslararasi standardin yayinlanmasi esnasinda 1ISO 9004
glncellenmektedir.ISO 9004 in giincellenmis baskisi ydnetime herhangi bir
kurulus icin karmasik, talepleri artan ve her daim degisen cevrede
sirdurdlebilir basariya ulagsmak icin kilavuzluk saglayacaktir. ISO 9004
kalitey6netim sistemine 1ISO 9001 den daha genis bir odaklanmayi saglar.
Kurulugsun performansinin sistematik ve surekli iyilestirilmesiyle tum ilgili
taraflarin ihtiyag ve beklentilerine ve memnuniyetlerine yer verir. Bununla
birlikte bu standart belgelendirme ve s6zlesme amacli degildir (At the time of
publication of this International Standard, ISO 9004 is under revision. The revised
edition of ISO 9004 will provide guidance to management for achieving sustained




success for any organization in a complex, demanding, and ever changing,
environment. ISO 9004 provides a wider focus on quality management than ISO 9001;
it addresses the needs and expectations of all interested parties and their satisfaction,
by the systematic and continual improvement of the organization’s performance.

0.4

PARAGRAF 1
(PARAGRAPH 1)

Bu uluslar arasi standardin gelistiriimesi esnasinda kullanici toplulugun
yararina iki standardin uyumlulugunu arttirmak i¢in 1ISO 14001:2004 (in
maddelerine/ hukimlerine gereken 6zen gosterilmistir. Ek A 1ISO 9001:2008
ile ISO 14001:2004 arasindaki karsilastirmayi gosterir. (During the development
of this International Standard, due consideration was given to the provisions of ISO
14001:2004 to enhance the compatibility of the two standards for the benefit of the user

community. Annex A shows the correspondence between ISO 9001:2008 and ISO
14001:2004.)

1.1

a)

Musteri taleplerini ve yururlikteki kanun ve mevzuat sartlarini karsilayan
Urtin dizenli bir sekilde saglama yetenegini gdsterme ihtiyaci oldugunda
(needs to demonstrate its ability to consistently provide product that meets customer
and applicable statutory and regulatory requirements, and)

1.1

b)

Sistemin surekli iyilestirilmesi ve musteriye yurirlukteki kanun ve mevzuat
sartlarina uyuldugu giivencesinin verilmesi icin, prosesler de dahil olmak
Uizere, sistemin etkin uygulanmasi yoluyla musteri memnuniyetinin arttiriimasi
amacina yoneldigi durumlarda (aims to enhance customer satisfaction through the
effective application of the system, including processes for continual improvement of
the system and the assurance of conformity to customer and applicable statutory and
regulatory requirements.)

1.1

NOT

NOT 1:Bu ulusararasi standartta ‘Griin’ terimi sadece (NOTE 1 In this
International Standard, the term “product” only applies to)

a)musteri i¢in tasarlanan veya msteri tarafindan talep edilen trln (product
intended for, or required by, a customer,)

b) Uriin gerceklestirme proseslerinden meydana gelen herhangi bir
tasarlanmis ¢ikti (any intended output resulting from the product realization
processes.)

NOT 2: Kanun ve mevzuat sartlari yasal sartlar olarak tanimlanabilir.
(NOTE 2 : Statutory and regulatory requirements can be expressed as legal

requirements.)

PARAGRAF
1((PARAGRAPH 1)

Asagida atif yapilan dékiimanlar bu dékiimanin uygulanmasi igin
kacinilmazdir. Tarih belirtilen atiflarda sadece bahsedilen baski kullanilir.
Tarih belirtiimeyen atiflarda, atif yapilan dékiimanin ( her turlt dizeltmeler
dahil) son baskisi uygulanir. (The following referenced documents are
indispensable for the application of this document. For dated references, only the
edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies)




International-Standards)
1ISO 9000:2005, Quality management systems — Fundamentals and

Vocabulary
(ISO 9000:2000, Quality management systems — Fundamentals and vocabulary)

PARAGRAF1
((PARAGRAPH 1)

Bu dokimanin amaci bakimindan 1SO 9000 de verilen terim ve tarifler
uygulanir.

(For the purposes of this document, the terms and definitions given in ISO 9000 apply.)
Bu wluslararasistandardin amaci bakimindan ISO 9000 de verilen terim ve
tarifler uygulanir. (For the purposes of this International Standard, the terms and
definitions given in ISO 9000 apply)

PARAGRAF 2, 3
(PARAGRAPH 2,3)

“sut tracto :n)

4.1

a)

Kalite yonetim sistemi icin ihtiya¢ duyulan prosesleri ve bunlarin butin
kurulustaki uygulamalarini belirlemeli (bkz 1.2) (determine the processes needed
for the quality management system and their application throughout the organization
(see 1.2))

Kalite yoOnetim sisteminin gerektirdigi prosesleri ve butin kurulugtaki
uygulamalarini tantmlamahl (Madde 1.2), fidentify the processes needed for the
quality management system and their application throughout the organization (see 1.2))

4.1

e)

Bu prosesileri izlemeli, uygulanabildigi yerde dlgmeli ve analiz etmeli
(monitor, measure where applicable, and analyse these processes, and)

4.1

PARAGRAF 4
((PARAGRAPH 4)

Kurulug Uriinin sartlarina uygunlugunu etkileyecek herhangi bir prosesi dis
kaynakh hale getirmeyi sectiginde, bu tir prosesler Uzerindeki kontroli
saglamalidir. Bu dis kaynakli proseslere uygulanacak kontrolin sekli ve
kapsami kalite yonetim sistemi icinde tanimlanmalidir.

(Where an organization chooses to outsource any process that affects product
conformity to requirements, the organization shall ensure control over such processes.
The type and extent of control to be applied to these outsourced processes shall be
defined within the quality management system.)

4.1

NOT (NOTE)

NOT 1: Yukarida s6z konusu olan, kalite yénetim sistemi icin ihtiya¢ duyulan
prosesler; yonetim faaliyetleri, kaynaklarin temini, Griin gerceklestirme, dlgme,
analiz ve iyilestirme ile ilgili prosesleri icerir.

(NOTE 1 Processes needed for the quality management system referred to above
include processes for management activities, provision of resources, product
realization, measurement, analysis and improvement.)

4.1

NOT 2, 3 (NOTE 2, 3)

NOTE 2: ‘Dis kaynakh bir proses’ kurulusun kalite yonetim sistemi i¢in ihtiyac
duydugu ve kurulusun disaridan bir kurulus tarafindan yuratilmesini sectigi
bir prosestir. (NOTE 2: An “outsourced process” is a process that the organization
needs for its quality management system and which the organization chooses to have
performed by an external party.)

NOT 3: Dig kaynakli proseslerin kontroltintin saglanmasi kurulugu misteri
sartlarina, yasal ve kanuni sartlara uygunluk sorumlulugundan kurtarmaz.
Dis kaynakl prosesler i¢in uygulanacak kontroliin sekli ve kapsami bazi
faktorlerden etkilenebilir drnegin (NOTE 3 Ensuring control over outsourced
processes does not absolve the organization of the responsibility of conformity to all
customer, statutory and regulatory requirements. The type and extent of control to be
applied to the outsourced process can be influenced by factors such as




4.1

NOT 3 (NOTE 3)
a)

Kurulusun sartlara uygun Uriin saglama yeterliligine dis kaynakli prosesin
etkisi (the potential impact of the outsourced process on the organization's capability
to provide product that conforms to requirements,)

4.1

NOT 3 (NOTE 3)
b)

Paylasilan prosesin kontrol derecesi (the degree to which the control for the
process is shared,)

4.1

NOT 3 (NOTE 3)
c)

7.4 Un uygulanmasi boyunca gerekli kontroliin yakalanmasinin yeterliligi (
the capability of achieving the necessary control through the application of
7.4.)

4.21

c)

Bu uluslar arasi standardin 6ngérdiigi dokiimante edilmis proseddrler ve

kayitlar, ve (documented procedures and records required by this International
Standard, and)

4.21

d)

Proseslerin etkin planlanmasini, uygulanmasini ve kontroliinii saglamak igin
kurulus tarafindan gerekli oldugu tanimlanan kayitlari da iceren dékiimanlar
(documents, including records, determined by the organization to be necessary to
ensure the effective planning, operation and control of its processes.)

Proseslerin etkin planlanmasi, uygulanmasi ve kontrolinii saglamak icin

kurulusun iktiyac-duyduge dokimanlari,

(documents needed- by the organization to ensure the effective planning, operation
and control of its processes; and)

4.21

e)

‘ daschn ngBrdug kaytar (424 & bakiniz

4.21

NOT 1 (NOTE 1)

Not 1 - Bu standardda “dokiimante edilmis prosedir” ifadesi goruldigi
yerlerde, bu prosedirin olusturulmus, dokiimante edilmis, uygulanmis ve
surekliliginin saglanmis oldugu anlasilir. Tek bir dokiiman, bir veya daha fazla
prosedirun sartlarini karsilayabilecegi gibi dokimante edilmis bir prosedir
icin bir sart birden fazla dokiiman tarafindan karsilanabilir.

(NOTE 1: Where the term “documented procedure” appears within this International
Standard, this means that the procedure is established, documented, implemented and
maintained. A single document may address the requirements for one or more
procedures. A requirement for a documented procedure may be covered by more than
one document.)

4.23

Kurulug tarafindan kalite ydnetim sisteminin planlanmasi ve uygulanmasi igin
gerekli oldugu saptanan dis kaynakli dékiimanlarin belirlenmesi ve bunlarin
dagitiminin kontroliiniin saglanmasi, ve

(to ensure that documents of external origin determined by the organization to be
necessary for the planning and operation of the quality management system are
identified and their distribution controlled, and)

4.2.4

PARAGRAF 1
(PARAGRAPH 1)

Kalite yonetim sisteminin sartlara uygunlugunu ve etkin olarak uygulandigini
kanitlamak i¢in olusturulan kayitlar kontrol edilmelidir.

(Records established to provide evidence of conformity to requirements and of the
effective operation of the quality management system shall be controlled.)

Kurulug, kayitlarin tanimlanmasi, muhafazasi, korunmasi, tekrar elde edilebilir
olmasi, saklama siresi ve elden cikarilmasi icin gereken kontrollerin
tanimlanmasi amaciyla dékiimante edilmis bir prosedir olusturmalidir. (The
organization shall establish a documented procedure to define the controls needed for
the identification, storage, protection, retrieval, retention and disposition of records.)

Kayitlar, kalite yonetim sisteminin sartlara uygunlugunun ve etkin olarak

uygulandiginin  kanitlanmasi icin elusturuimab—ve—muhafaza—edilmelidir.

Kayitlar—okunabilir—olarak—kalmah,—kelaylikla—ayirt—edilebilir—ve—tekrar—elde
edilebilirolmahdi Kayitlarin tanimlanmasi, muhafazasi, korunmasi, tekrar
elde edilebilir olmasi, saklama —sétresi ve elden cikariimasi igin gereken
kontrollerin ~ tanimlanmasi amaciyla dokimante edilmis  prosedir
olusturulmalidir.

(Records shall be established—-and-maintained to provide evidence of conformity to
requirements and of the effective operation of the quality management system.

cords—shallremain—legible,—readily—identifiable—and—retrievable- A documented

procedure shall be established to define the controls needed for the identification,
storage, protection, retrieval, retention-time and disposition of records)

5.5.2

PARAGRAF 1
(PARAGRAPH 1)

Ust yonetim, diger sorumluluk alanlarina bakilmaksizin agagida belirtilen yetki
ve sorumluluklara sahip olacak kurulus yonetiminden bir tiyeyi temsilci olarak

atamalidir: (Top management shall appoint a member of the organization's
management who, irrespective of other responsibilities, shall have responsibility and
authority that includes)




6.2.1

PARAGRAF 1
(PARAGRAPH 1)

Uriin sartlarina uygunlugu etkileyen isi yapan personel, uygun egitim,
o6grenim, beceri ve deneyim ydnunden yeterli olmalidir.

(Personnel performing work affecting conformity to product requirements shall be
competent on the basis of appropriate education, training, skills and experience.)

Uriin kalitesini etkileyen isi yapan personel, uygun egitim, 6grenim, beceri ve
deneyim ydniinden yeterli olmalidir.

(Personnel performing work affecting product quality-shall be competent on the basis of
appropriate education, training, skills and experience.)

6.2.1

NOT (NOTE)

NOT: Uriin sartlarina uygunluk, kalite yonetim sisteminde yer alan herhangi
bir igi ylriten personel tarafindan direkt ya da dolayli olarak etkilenebilir.
(NOTE Conformity to product requirements can be affected directly or indirectly by
personnel performing any task within the quality management system.)

6.2.2

BASLIK (TITLE)

YETKINLIK, EGITIM VE FARKINDA OLMA (BILING)
(Competence, training and awareness)

YETKINLIK, FARKINDA- OLMA-BILINC) VE ECITIM

{Competence, Awareness and Training)

6.2.2

a)

Uriin sartlarina uygunlugu etkileyen igleri yiriten personel icin gerekli
yeterliligi belirlemek (determine the necessary competence for personnel performing
work affecting conformity to product requirements,)

Uriin kalitesini etkileyen faaliyetleri yiiriiten personelin sahip olmasi gereken
yeterliligi belirlemeli,
(Determine the necessary competence for personnel performing work affecting product

quality;)

6.2.2

b)

Uygulanabildigi yerlerde, gerekli yetkinlige ulasmak icin egitim saglanmali
veya bu gibi ihtiyaclari kasilamak icin diger tedbirleri almali

(Where applicable, provide training or take other actions to achieve the necessary
competence,)

Egitim saglanmali veya bu-ihtivaclar-karsHanmak-gin diger tebirler ahnmah
(provide training or take other actions to-satisfythese-needs;)

6.3

c)

Destek hizmetler (ulastirma, iletisim veya bilgi sistemleri gibi) (supporting
services (such as transport, communication or information systems).

6.4

NOT (NOTE)

NOT:'Calisma Ortami * terimi fiziksel, cevresel ve diger faktorleri (guriltd,

sicaklik, nem, aydinlatma ya da hava gibi) iceren isin yapildigi kosullarla

ilgilidir.

(NOTE The term “work environment” relates to those conditions under which work is

performed including physical,
environmental and other factors (such as noise, temperature, humidity, lighting or
weather).

71

b)

Proseslerin ve dokimanlarin olusturulmasi ve Uriine 6zgl kaynaklarin
saglanmasi icin ihtiyag. (the need to establish processes and documents, and to
provide resources specific to the product;)

71

c)

Uriine 6zgu gerekli gegerli kilma, dogrulama, izleme, 6lcme, muayene ve
deney faaliyetleri ve Urtn kabuli igin kriterleri, (required verification, validation,
monitoring, measurement, inspection and test activities specific to the product and the
criteria for product acceptance;)

7.21

c)

Uriine uygulanabilir kanun ve mevzuat sartlarini (statutory and regulatory
requirements applicable to the product, and)

Uriinle ilgili yasal ve mevzuat sartlarini,

(statutory and regulatory requirements related to the product; and)

7.21

d)

Kurulug tarafindan gerekli oldugu dustnilen ilave sartlar (any additional
requirements considered necessary by the organization.)

Kurulus tarafindan-belidenen-ilave sartlar (any additional requirements
determined-by the organization.)

7.21

NOT (NOTE)

NOT: Teslim sonrasi faaliyetler, 6rnegin garanti kapsami altindaki faaliyetler,
bakim hizmetleri ve geri déniisiim veya son elden cikartma gibi destekleyici
hizmetler benzeri sdzlegmeli sartlari icerir.

(NOTE Post-delivery activities include, for example, actions under warranty provisions,
contractual obligations such as maintenance services, and supplementary services
such as recycling or final disposal)




7.31

NOT (NOTE)

NOT:Tasarim ve gelistrmenin gbzden gecirilmesi, gecerli kilinmasi ve
dogrulanmasinin farkli amaglari vardir.Bunlar Griin ve kurulus icin uygun bir
sekilde ayri olarak veya her tir kombinasyonda yaratalip ve
kaydedilebilirler.

(NOTE Design and development review, verification and validation have distinct
purposes. They can be conducted and recorded separately or in any combination, as
suitable for the product and the organization.)

7.3.2

PARAGRAF 2
(PARAGRAPH 2)

Girdiler girdiler, yeterlilik bakimindan gézden gecirilmelidir. Sartlar, tam, tek
anlamh olmal ve birbiri ile ¢eligkili olmamahdir.

(The inputs shall be reviewed for adequacy. Requirements shall be complete,
unambiguous and not in conflict with each other.)

Bu girdiler, yeterlilik bakimindan gézden gegirilmelidir. Sartlar, tam, tek
anlamh olmal ve birbiri ile ¢eligkili olmamahdir

(These inputs shall be reviewed for adequacy. Requirements shall be complete,
unambiguous and not in conflict with each other.)

7.3.3

PARAGRAF 1
(PARAGRAPH 1)

Tasarim ve gelistirme c¢iktilar, tasarim ve gelistirme girdisine karsi
dogrulama icin uygun bir yapida olmali ve dagitimdan énce onaylanmalidir.
(The outputs of design and development shall be in a form suitable for verification
against the design and development input and shall be approved prior to release.)
Tasarim ve gelistirme ciktilan, tasarim ve gelistirme girdisine karsi

dogrulamayt—saglayabilecek—bir formda—temin—edilmeli ve dagitimdan 6nce
onaylanmalidir.

(The outputs of design and development shall be provided—in—a—form—that-enables
verification against the design and development input and shall be approved prior to
release)

7.3.3

NOT (NOTE)

NOT:Uretim ve servis sunumu igin bilgi tiriiniin muhafazasi igin detaylari
icerebilir.

(NOTE Information for production and service provision can include details for the
preservation of product.)

7.51

d)

izleme ve dlcme techizatlarinin mevcudiyeti ve kullanimi
(the availability and use of monitoring and measuring equipment)

izleme ve 6lgme eihazlarrmn mevcudiyeti ve kullanimi
(the availability and use of monitoring and measuring devices;)}

7.51

f)

Uriini serbest birakma, teslimat ve teslimat sonrasi faaliyetlerin uygulanmasi
(the implementation of product release, delivery and post-delivery activities.)

7.5.2

PARAGRAF 1
(PARAGRAPH 1)

Kurulus, elde edilen ¢iktinin, bir sonraki izleme ve dlgme ile dogrulanamadigi
yerlerde, Uretim ve hizmet saglama prosesini gecerli kilmalidir ve sonug
olarak kusurlar sadece Uriin kullanima girdikten veya hizmet verildikten sonra
gorunlr duruma geger.

(The organization shall validate any processes for production and service provision
where the resulting output cannot be verified by subsequent monitoring or
measurement and, as a consequence, deficiencies become apparent only after the
product is in use or the service has been delivered.)

Kurulusg, elde edilen ¢iktinin, bir sonraki izleme ve 6lgcme ile dogrulanamadigi
yerlerde, Uretim ve hizmet saglama prosesini gecgerli kilmalidir. B4, sadece
Urtin kullanima glrdlkten veya hlzmet verildikten sonra kusurlarin gériintir
oldugu

(The organization shall validate any processes for production and service provision
where the resulting output cannot be verified by subsequent monitoring or

measurement. This—includes—any-process—where—deficiencies become apparent only

after the product is in use or the service has been delivered.)

7.5.3

PARAGRAF 2
(PARAGRAPH 2)

Kurulus, 0rin gerceklestirme boyunca urin durumunu izleme ve dlgme
sartlarina gore tanimlamahdir.

(The organization shall identify the product status with respect to monitoring and
measurement requirements throughout product realization.)

7.5.3

PARAGRAF 3
(PARAGRAPH 3)

izlenebilirlik bir sart oldugunda, kurulus, Griin tek olara belirlenmesini kontrol
etmeli ve kayitlari muhafaza etmelidir (Madde 4.2.4).

(Where traceability is a requirement, the organization shall control the unique
identification of the product and maintain records (see 4.2.4).

izlenebilirlik bir sart oldugunda, kurulus, Urind tek olarak, kontrol ve—kayt
etmelidir (Madde 4.2.4).

(Where traceability is a requirement, the organization shall control and-recerd the
unique identification of the product (see 4.2.4).

7.5.4

PARAGRAF 1
(PARAGRAPH 1)

Herhangi bir misteri mali kaybolursa, zarar goriirse veya kullanim igin uygun
olmayan halde bulunursa, kurulus bunu musteriye raporlamali ve kayitlar
muhaza edilmelidir.




If any customer property is lost, damaged or otherwise found to be unsuitable for use,

the organization shall report this to the customer and maintain records (see 4.2.4).

Herhangi bir musteri mal kaybolursa, zarar gorirse veya kullanim icin uygun

olmayan halde bulunursa, bu-durum-misteriye bildiritmeli-ve kayitlar

maha#a—z—a—edmmehm#(Madde 4.2.4)

(/f any customer property is lost, damaged or otherW/se found to be unsuitable for use,
(see 4.2.4))

7.5.4 NOTE(NOT) NOT:Musteri mali entelektliel milkii ve kisisel bilgiyi de kapsayabilir.
(NOTE Customer property can include intellectual property and personal data.)

7.5.5 PARAGRAF 1 Kurulus, ic proses slresince ve amaclanan teslimatin yerine ulasmasina

(PARAGRAPH 1) kadar irini  sartlara uygunlugu saglamak icin muhafaza etmelidir.

Uygulanabilir oldugunda muhafaza; tanimlamayi, tasimayi, ambalajlamayi,
depolamayi ve korumay!i icermelidir. (The organization shall preserve the product
during internal processing and delivery to the intended destination in order to maintain
conformity to requirements. As applicable, preservation shall include identification,
handling, packaging, storage and protection.)
Kurulus, i¢ proses siresince ve amaglanan teslimatin yerine ulasmasina
kadar Urinia-uyguniuguna-muhafaza etmelidir. Bo-muhafaza, tanimlamayi,
tasimayi, ambalajlamayi, depolamayi ve korumayi icermelidir. (The
organization shall preserve the eenformity-of product during internal processing and
delivery to the intended destination. This preservation shall include identification,
handling, packaging, storage and protection.)

7.6 BASLIK (TITLE) IZLEME VE OLGME TEGHIZATININ KONTROLU
(Control of monitoring and measuring equipment)
IZLEME VE OLCME-CIHAZEARININ KONTROLU
(Control of Monitoring and Measuring Devices)

7.6 PARAGRAF 1 Kurulug, taahhlt edilen izleme ve Urinin belirlenen sartlara uygunlugunu

(PARAGRAPH 1) kanitlamak icin gereken izleme ve élcme techizatlarini belirlemelidir

(The organization shall determine the monitoring and measurement to be undertaken
and the monitoring and measuring equipment needed to provide evidence of conformity
of product to determined requirements.)
Kurulug, taahhit edilen izleme ve drindn belirlenen sartlara uygunlugunu
kanitlamak icin gereken izleme ve Olcme ecihazlannt belirlemelidir<{Madde
(The organization shall determine the monitoring and measurement to be undertaken
and the monitoring and measuring devices needed to provide evidence of conformity of
product to determined requirements {see-#-2-1)

7.6 a) Belirlenmis araliklarla veya kullanimdan 6nce uluslar arasi veya ulusal 6lgme
standardlarina kesintisiz bir zincirle izlenebilir 6lcme standartlari ile kalibrae
edilmeli veya dogrulanmali yada her ikisi de yapilmalidir.

Bu tipte standardlarin bulunmadidi yerlerde, kalibrasyon veya dogrulamada “
esas alinan hususlar " kaydedilmelidir (Madde 4.2.4)

(be calibrated or verified, or both, at specified intervals, or prior to use, against
measurement standards traceable to international or national measurement standards;
where no such standards exist, the basis used for calibration or verification shall be
recorded (see 4.2.4);

7.6 c) Kalibrasyon durumunun belirlenebilmesi ig¢in tanimlamasi bulunmalidir
(have identification in order to determine its calibration status;)

Kalibrasyon durumunu tespit etmeye imkan verecek sekilde-tantmlanmahdir
{identitied-to enable the calibration status to be determined;)

7.6 NOT (NOTE) Tasarlanmis uygulamay karsilamak icin bilgisayar yaziliminin yeterliliginin
kanitlanmasi kullanim igin uygunlugu saglamak icin yazilimin gecerli kilinmasi
ve konfiglrasyon yonetimini icerebilir.

(NOTE Confirmation of the ability of computer software to satisfy the intended
application would typically include its verification and configuration management to
maintain its suitability for use.)

K icinl SO 10012 S010012-2 - I
(NOTE See1SO-10012-1-and1SO-10012-2 for guidance)

8.1 a) Uriin sartlarina uygunlugu gostermek

(to demonstrate conformity to product requirements)
Uriinén uygunlugunu gostermek
(to demonstrate conformity efthe product;)
8.21 NOT (NOTE) NOT: Miisteri algilamasinin izlenmesi; misteri memnuniyet anketleri,

sunulan Urun kalitesiyle ilgili mUsteri verileri, kullanici fikir arastirmalari, kayip




is analizi, memnuniyetler, garanti talepleri ve satis raporlari gibi
kaynaklardan girdilerin saglanmasini icerebilir.
(NOTE Monitoring customer perception can include obtaining input from sources such
as customer satisfaction surveys, customer data on delivered product quality, user
opinion surveys, lost business analysis, compliments, warranty claims and dealer
reports.)

8.2.2

YENI PARAGRAF
(NEW PARAGRAPH)

Tetkiklerin planlanmasi ve yiritilmesi, kayitlarin olusturulmasi ve sonuclarin
raporlanmasinda sorumluluklar ve sartlarin tanimlanmasi igin dékimante
edilmis bir prosedir olusturulmalidir.

(A documented procedure shall be established to define the responsibilities and
requirements for planning and conducting audits, establishing records and reporting

results.)

8.2.2

PARAGRAF 3
(PARAGRAPH 3)

Tetkiklerin kayitlari ve sonuglari muhafaza edilmelidir. (4.2.4 2 bakiniz)

(Records of the audits and their results shall be maintained (see 4.2.4).

8.2.2

PARAGRAF 4
(PARAGRAPH 4)

Tetkik edilmekte olan alandan sorumlu yonetim, tespit edilmis
uygunsuzluklarin ve bunlarin nedenlerinin ortadan kaldiriimasi igin
gecikmeksizin gerekli olan her tirlt diizeltmelerin ve dizeltici faaliyetlerin
baslatiimasini saglamalidir.

(The management responsible for the area being audited shall ensure that any
necessary corrections and corrective actions are taken without undue delay to eliminate
detected nonconformities and their causes.)

8.2.2

NOT(NOTE)

Kilavuz bilgi i¢in bakiniz 1SO 19011 (NOTE See ISO 19011 for guidance)
Kilavuz bilgi igin +SO-10011-1,4SO-10011-2 ve 1SO-10011-3 standardlarina
bakiniz.( NOTE See {SO-10011-11S0-10011-2 and1SO-10011-3-for guidance)

8.2.3

PARAGRAF 1
(PARAGRAPH 1)

Kurulug, gerektiginde Kkalite yonetim sistemi proseslerinin o6lcilmesi ve
izlenmesi icin uygun metotlari uygulamalidir. Bu metotlar, planlanmis
sonuglart elde etmeye yonelik proseslerin yetenegini gostermelidir.
Planlanmis sonuclar basarilamadiginda, &rbntn—dygunlugund-saglamak-icin
uygun oldugunda diizeltmeler ve diizeltici faaliyetler yapiimalidir.

(The organization shall apply suitable methods for monitoring and, where applicable,
measurement of the quality management system processes. These methods shall
demonstrate the ability of the processes to achieve planned results. When planned
results are not achieved, correction and corrective action shall be taken, as appropriate,

to-ensure-conformity-of the-product)

8.2.3

NOT

NOT: Uygun yontemleri tanimlarken kurulugun her bir prosesine uygun olan
izleme ve oOlgmenin, Urlin sartlarina uygunlugu Uzerindeki etkileri ve kalite
yOnetim sisteminin etkinligiyle iligkili olarak sekli ve kapsamini dikkate almasi
tavsiye edilir.

(NOTE When determining suitable methods, it is advisable that the organization
consider the type and extent of monitoring or measurement appropriate to each of its
processes in relation to their impact on the conformity to product requirements and on
the effectiveness of the quality management system.)

8.24

PARAGRAF 2
(PARAGRAPH 2)

Kayitlar, Griiniin musteriye sunulmasi icin serbest birakilmasinda yetkili kisi /
kisileri gostermelidir (Madde 4.2.4).

(Records shall indicate the person(s) authorizing release of product for delivery to the
customer (see 4.2.4)

8.24

PARAGRAF 4
(PARAGRAPH 4)

Uriinuin serbest birakilmasi ve hizmetin miisteriye sunumu , ilgili yetkili
tarafindan ve uygulanabilen durumlarda misteri tarafindan onaylanmadikca
planh dizenlemelerin ( Madde 7.1) tatmin edici olarak tamamlanmasina kadar
yapilmamahdir.

(The release of product and delivery of service to the customer shall not proceed until
the planned arrangements (see 7.1) have been satisfactorily completed, unless
otherwise approved by a relevant authority and, where applicable, by the customer.)

Uriinii-serbest-birakma-ve-servis-sunumu-ilgili yetkili tarafindan ve




uygulanabilen durumlarda muisteri tarafindan onaylanmadikca planh
diizenlemelerin ( Madde 7.1) tatmin edici olarak tamamlanmasina kadar
yapilmamalhdir.

j shall not proceed until the planned arrangements
(see 7.1) have been satisfactorily completed, unless otherwise approved by a relevant
authority and, where applicable, by the customer)

8.3 PARAGRAF 1 Bu kontroller ve uygun olmayan riiniin ele alinmasiyla ilgili sorumluluklar ve
(PARAGRAPH 1) yetkileri tanimlamak icin dékiimante edilmis bir prosedir olusturulmahdir.
(A documented procedure shall be established to define the controls and related
responsibilities and authorities for dealing with nonconforming product.)
8.3 PARAGRAF 2 Uygulanabilir oldugunda, kurulug, uygun olmayan Uriint; asagidaki yollardan
(PARAGRAPH 2) biri veya birden fazlasi ile ele almaidir:
(Where applicable, the organization shall deal with nonconforming product by one or
more of the following ways)
8.3 d) (YENI MADDE) d) Uygun olmayan triin teslimden sonra fark edildiginde ya da kullaniimaya
(NEW CLAUSE) basIndiginda uygunsuzlugun etkilerine ya da potansiyel etkilerine karsi 6nlem
alarak (by taking action appropriate to the effects, or potential effects, of the
nonconformity when nonconforming product is detected after delivery or use has
started.)
8.4 b) Uriin sartlarina uygunluk (Madde 8.2.4),
(conformity to product requirements (see 8.2.4),
Uriin sartlarina uygunluk {(Madde-7-2.1);
(conformity to product requirements {see#2-1);
8.4 c) Onleyici faaliyet icin firsatlar da dahil olmak tizere, proseslerin ve drinlerin
Ozellikleri ve egilimleri,(8.2.3 ve 8.2.4 e bakiniz)
(characteristics and trends of processes and products, including opportunities for
preventive action (see 8.2.3 and 8.2.4), and)
8.4 d) Tedarikgiler (7.4 e bakiniz)
Suppliers (see 7.4)
8.5.2 f) Baglatilan duizeltici faaliyetin etkinliginin gézden gegirilmesi igin,
(reviewing the effectiveness of the corrective action taken.)
8.5.3 e) Baglatilan onleyici faaliyetin etkinliginin gézdengegirilmesi

(reviewing the effectiveness of the preventive action taken)




