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Onon YiceH Utramkmuitn @opym (OYUD) b
OVYUD-b1H TULITYYH33D HUTTOMKIIDIACOH
ToxupaeiH yHIArHUK Oakiryymiara (TYDB)-siH
rapracat Yp AYHT J3JIXUHN Aasap XYJI99H 36BIIO6pY,
HUtramokimauiin 6aiiryymnara (MB)-yynea myHzg
JDIIXUANA X3MKIIHUM XapUIILAaH XYJII9H 36BIIOOPOX
XOIIILPIPUNAT XIPATKYYIIX 3aMaap YHIABIPIATY
00JIOH 30XHIlyynard OaWryysuiaryynan J9MKIAT
Y3YYJI2H XyJaiaar XOHreBUMJIIer.

UTramMKIdA  Hb  UTIAOMIKIIATACOH — TOXHPJIIBIH
YHDJII39HUN Oaiiryymara (TYB)-yyn
UTIIMKIDJIMHH XaMpax XypIdHJ OarrtcaH axciaa
TYHLPTIAX YaJaMKTalr Oarimax 3amaap Ou3HeC
OOJIOH TAATIIPUIH XIPITIAIYART yUpax IPCAITUIT
oyypyynaar. OYU®-piH rumyyn Wb 6onon
TAAr33pUNAH UTAMXKIBIACOH TYDB-yya Hb 0510H
YIICBIH CTaHJapT, TIrI3P CTaHJAPTHIH
XOPATNIHUA ~ HUHALOTIN  Oalgany  30pHysicaH
OV ®-pIH 3aaBa garaxx MOpaeX OapuMT OUUTHIT
MepIeX IaapjjiaraTai.

OYU®-piH OnoH TanT XapwilaH XYJI33H
3eBieepex x3mmpdp (XX3X)-t woracon Ub-
YYABIH  WTIAMAJIIMAH  XeTenOepuilH  yiln
aXWJUIaraala UTrIIUNT 01l OOJITOXBIH TYI MK
TYBIIHUM ©Oaraac OYpACIH YHIII3r  TOITMOJI
apyyngar. OYU®-pin XX3X-uiiH OyTHMIH Taaap
OYU®-p11 6oanoreia 6apumt 6uuur 3 (IAF PL 3)
“OYUD-piH XX3X-uitH XamMmpax XypaIsHUH OyTa1l
6a OYU®D-piH XX3X-uilH XaMpax XypIsHHUH
epreTreauiiH  60/10ro, Kypam™ -1 JITIPIHTYH
tycracad. Men OYU®-piH XX3X-uiiH Xxampax
xypaoHuii tamaap OYU®-pin XX3X-uifH craryc
06apuMT OMUUTT TycracaH.

OVYU®-p1H XX3X-uiiH Hb Aapaax TaBaH TYBIUHUN
OyTouTn. YyHa:

1-p tyBumu Hp ISO/IEC 17011 crangapTeir
x9parkyymary 6yx Mb-yyamag xamaapax 3aaBan
Mep/IeX IANTYYpPHIT TOJOPXOMIHO. 2-p TYBUIHUN
yin axwuiaraa 00JIOH XOJIOOTIOX 3-p TYBIIHHI
HOpMaTuB OapuMT OWuMr(yyn)-udH HATAJIUIT
XX3X-ulH YHACOH XaMpax Xypad Ik HIPIIIAT.
4-p TyBmMH (X3p3B Oaifraa 6om) OomoH 5-p
TYBIIHUNA XOJIOOTI0X HOPMATUB OapUMT OMUTHITH

The International Accreditation Forum, Inc.
(1AF) facilitates trade and supports industry and
regulators by operating a worldwide mutual
recognition arrangement among Accreditation
Bodies (ABs) in order that the results issued by
Conformity  Assessment Bodies (CABsS)
accredited by IAF members can be accepted
globally.

Accreditation reduces risk for business and its
customers by assuring them that accredited
CABs are competent to carry out the work they
undertake within their scope of accreditation.
ABs that are members of IAF and their accredited
CABs are required to comply with appropriate
international standards and IAF mandatory
documents for the consistent application of those
standards.

ABs that are signatories to the IAF Multilateral
Recognition Arrangement (MLA) are evaluated
regularly by an appointed team of peers to
provide confidence in the operation of their
accreditation programs. The structure of the IAF
MLA is detailed in IAF PL 3 - Policies and
Procedures on the IAF MLA Structure and for
Expansion of the Scope of the IAF MLA. The
scope of the IAF MLA is detailed in the IAF
MLA Status document.

The IAF MLA is structured in five levels: Level
1 specifies mandatory criteria that apply to all
ABs, ISO/IEC 17011. The combination of a
Level 2 activity(ies) and the corresponding Level
3 normative document(s) is called the main scope
of the MLA, and the combination of Level 4 (if
applicable) and Level 5 relevant normative
documents is called a sub-scope of the MLA.



Horumir  XX3X-uilH 134 Xampax Xypad Ik
HAPJIBJIOT.

e XX3X-uiiH  YHAC3H  XaMmMpax  XYpIdH[I
OYyTI3rI1PXYYHUIl OaranraaxyynaiaT I3X MIT
yitn axwmmtaraa 6omon ISO/IEC 17065 33par
X0J100rA0X 3aaBaj MepeX CTaHIapT OartaHa.
YHICOH XaMmpax XypasHui TyBIIMHI TY b-bIH
XUNCOH Oartanraar WKW HaWaBapTald Ik
Y3HD.

o XX3X-uitn it XYPI3HI TOXUPJIIBIH
YHAIrIHUN 1maapiaryyn oyroy ISO 9001
O0JIOH  CXeMHWIH  Tycraii  maapjjara,
tyxainban ISO 22003-1 crannmaptyyn
Oarrana. [Ipm xampax XYpIdHHH TYBIIUH]
TYDB-b1H xuiicoH OaTanraar WKW TIHITYY K
Y3HD.

OVU®D-pH XX3X Hb TOXUPJBIH YHAIMSHUN Yp
OYHT 33X 3331  XYJI93H  36BILIO6pPOXe]
maapiararai uTranuir tepyynusr. OYUO-eH
XX3X-r  rapelH  ycar  3ypcan  Hb-aap
UTTOMKIIITICOH OaiiryysiarsH OVYU®D-p1H
XX3X-uiH XYpadHJ rapracan Oartairaar IdJIXUi
JAxXuHJ XYJI23H 30BIIOOpY, yJIMaap OJIOH YIICHIH
XyJlajaaar XOHroBYUIIHO.
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e The main scope of the MLA includes
activities e.g. product certification and
associated mandated standards e.g. ISO/IEC
17065. The attestations made by CABs at the
main scope level are considered to be equally
reliable.

e The sub scope of the MLA includes
conformity assessment requirements e.g.
ISO 9001 and scheme specific requirements,
where applicable, e.g. ISO 22003-1. The
attestations made by CABs at the sub scope
level are considered to be equivalent.

The IAF MLA delivers the confidence needed for
market acceptance of conformity assessment
outcomes. An attestation issued, within the scope
of the IAF MLA, by a body that is accredited by
an IAF MLA signatory AB can be recognized
worldwide, thereby facilitating international
trade.
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OYHW®-bIH M3/I33JJINH BAPUMT
BUUTWIH TAHUWIIYYJITA

Onaxyy OVYUOD-piH MbomdmumiiH - GapumT
Oouunr Hb OVYUD-pIH TUIIYYOUHRH — DHD
acyyJ/utaapxX 3eBINWILJIMAT TycracaH Oereej
nlaapyarbir TyyLITau XOPIrKYYIIXI]
JOMXKIIAT Y3YYJIdX 3opwiroroil. Tyc Oapumt
OMUrMIT 36BXOH MDPAUIMHH  30pUIITO0P
6osoBcpyyicat Tyn OYUD-bIH UTIIMKIIANIH
OalfryymnarblH TUIIYYZ OOJIOH TAIAr33pHiiH
UTIIMKIIIIACOH ToxupnsiH YHJIT3HUI
Oaiiryymnaryya %H OapuMT OWYHMIT 3aacaH
3YWICHHT allWriax, Jarax Mepuex yypar
XYJIB3XTYH.

INTRODUCTION TO
IAF INFORMATIVE DOCUMENTS

This IAF Informative Document reflects the
consensus of IAF members on this subject and is
intended to support the consistent application of
requirements. However, being a document for
information purposes only, IAF Accreditation
Body Members, and the Conformity Assessment
Bodies they accredit, are not under any obligation
to use or comply with anything in this document.



OJIOH CAJIBAPTAM
MEHEKMEHTHUIH TOI' TOJILLOOHbBI
HAT'ICOH AYIAUTBHIH AYIUTHIH
XYT'ALHAAT TOJOPXOMJIOX 3AABAP

1. YAUPTT' AJ

MeHeXMEHTUNH TOT'TOJILIO0 00JIOH
OaTayiraaxXyyiajlThlH XOJIOOTJIOX CTaHAAPTHIH
TOO  HAOMArA»K  Oaiiraa  Hb  YaHAPBIH
MeHeXMeHTI1 3opuynaracad [AF MD 5 6apumt
OMUrMiiH  mIaapajiaraac  Xd3CATWIdH  ACBIJ
MDBJIBTAIX VUL suIraatan [IaapIaryyasir
OartaacaH ayJUTBIH Xyraaar TOA0pXOHIoX eep
eep apra 3yHr HOMAIAYYJIDXDA XYPriciH.
Cucrem (UMO), Baitrane OpPYHBI
MeHexMeHTUuH Ttorroioo (BOMC) 6omon
XeaeIMepHIH 3pYY MIH/, alOYITYd OalIbIH
MeHEeKMEHTUIH TorToiioo (OH&SMS).

Haammnban, onon canbapraii MEHEKMEHTHITH
TOITOJI00, XO&p ©0a TYYH?3C 9311 ©ep
YAUPIJIArblH TOTTOJIOOHBI HATACOH ayIUTHIT
XOCIyYyJICAaH TOXHOJJIONI AayAWTBIH Xyraraar
TOJOPXOWIIOX Hb WIIYY TOBOI'TIH OOJIIOT.

DHIXYY 2APIITIHU HOXIIe Oailgan Hb ayAUThIH
HUWT Xyranaar TOJOPXOHJIOXOJ XYBb HAIMIP
opyyJKk Oyl apraunan OypuiH YHJICOH XY4YHH
3YWJICUHH XOCJIOJIBIT 36B aBY Y3OXUUH TYJA
3aaBapywiiraa erex Iaapjajararaii Oaifraar
xapyyink OaifHa.

2. XAMPAX XYPOD
OHAXYY MOIPIIUIMHH OapuMT OWYMI Hb SH3
OYpHilH yAMpIJIarblH TOTTOJI[OOHBI AyIWUTHIH
ISO/IEC 17021-1 craHmapThiH XOJOOTI0X
maapJyarblH -~ Jlaryy — ayguThlH — Xyraraar
TOAOPXOMJIOX  YHICOH  TYBIIMHI  XYpP3X
YAUPIAMKUUT Oraer.

e YanapplH MEHEKMEHTHIH TOITOJI00

(UMC)
e baiirans OpYHBI MEHEXMEHTUIH
torronoo (bOMC)

e XoIeIMOpPUIH 3pYYJ MOHJ, AYITYH
Oali[UIbIH MEHEKMEHTHWH TOI'TOJIII00

(OH&SMS)

GUIDANCE ON THE DETERMINATION
OF AUDIT TIME FOR INTEGRATED
AUDIT OF MULTI-SITE MANAGEMENT
SYSTEMS

1. INTRODUCTION

The growth in the number of management systems
and respective reference standards for certification
has led to the increase of different methodologies
for determining the audit time, that include
requirements partially or significantly different
from those of the document IAF MD 5 that was
basically designed for Quality Management
Systems (QMS), Environmental Management
Systems (EMS) and Occupational Health and
Safety Management Systems (OH&SMS).

Furthermore, the determination of audit time
becomes more complicated in the case of the
combination of multi-site management systems
and integrated audits of two or more different
management systems.

This complex situation has highlighted the need to
provide a guide to ensure that the combination of
all the main factors of each methodology
contributing to the determination of the total audit
time is correctly considered.

2. SCOPE
This informative document provides guidance for
achieving a basic level of consistency for
determining the audit time according to the
application of the relevant requirements of
ISO/IEC 17021-1 for audits of different
management systems, such as:

e Quality Management Systems (QMS)

e Environmental Management Systems (EMS)

e Occupational Health and Safety Management

Systems (OH&SMS)
e Energy Management Systems (EnMS)
e Food Safety Management Systems (FSMS)



e Dpuum XYYHHU MEHEKMEHTUIH
torroimoo ( EnMS)
e XYHCHMI aAlYyITryi Oaii1yIbIH

MeHEe)KMEeHTHHH Tortoiioo (FSMS)
e  MbmomumiiH aryIryn OalIbIH
MEHEKMEHTHIH TOrToiioo (ISMS)

e  Mbm3mIniH TEXHOJOTUNH
YHAITYUIITI9HU I MEHEXMEHTHUITH
torroiioo (ITSMS)

e  DMHA3JITUIMH TOXOOPOMKUIH

MeHEeKMEHTHIH Tortoiioo (MDMS)
Yyumii wxun apra OGapuisir 6ycan ISO/IEC
17021-1 CTaHIapTaa cyypuiicaH
TIPUMIITIKYYIDX CXEM/T U allluriIaxk O0JIHO.

3. HOP TOMBEO, TOJOPXOMJIOJIT

3.1 MeHeXKMeHTHITH TOI'TOJILOOHBI
0aTajraakyyJjaajaTbiH cXeM

MeHexMEHTUIIH  TOTTOJNLOOTIH  XO0JIO0OTOM
TOXMPJBIH YHDJIIMIIHUA CHUCTEM Hb KU
TONOPXOM  IIaapjjara, TOJOPXOH  JIYpAM,
MIPOLIECCHIT MOPIOT.

[9x cypBamxk: 1.1-p 3yitn, IAF MDS5:2019]

3.2 YilrwayyJard 6airyyJsuiara

A axyWH HAK 3CBAJT yAUPATIArbiH TOTTOJIOO0T
AKWUTYyIDK Oyl  ax  axylH  HOIIDKuUH
TOAOPXOMUIICOH XICIT.

[Ox cypBaik: 1.2-p 3yiun, IAF MDS5:2019]

3.3 YHaCIH yila axkuiiaraa
MeHeKMEeHTUMH TOT'TOJIL[OOT
TOBJIOPYYJIOH XSIHAJAT YHUT YYPIT.
Taitn6ap 1: “YuxacsH yiln  axwusuiaraa’-Hbl
Tonopxoinont, maapanareir IAF MD1:2018-
UiH 5-p 3y 3aacaH O0JHO.

[Ox cypsanoc: |AF MD1:2018-w6i1 2.5-p 3aanm]

XapuyLax,

3.4 BaiiHrbiH cajdap
Yiumunyysra Gaiiryysuiara axuil TYHIPTIDIAT
ACBYJI TACPAITIYH YHITYHITI) Y3YYIIAT canbdap
(Oumet HCcBAI BUpTYa).
Taitn6ap: “Canbap”-blH TOJIOPXOMIIONT,
mraapanareir |AF MD1:2018-uiin 3.1.1 Gosnon
3.1.2-1 3aacan 6OJHO.

e Information Security Management Systems
(ISMS)

¢ Information Technology
Management Systems (ITSMS)

e Medical Devices Management Systems
(MDMS)

The same approach may also be extended to any

other ISO/IEC 17021-1 based certification

schemes.

Service

3. TERMS AND DEFINITIONS
3.1 Management Systems Certification Scheme

Conformity assessment system related to
management systems to which the same specified
requirements, specific rules and processes apply.
[Source: clause 1.1, IAF MD5:2019]

3.2 Client Organization

Entity or defined part of an entity operating a
management system.

[Source: clause 1.2, IAF MD5:2019]

3.3 Central Function

The function that is responsible for and centrally
controls the management system.

Note: Descriptions and requirements of “central
function” are provided in clause 5 of IAF
MD1:2018.

[Source: clause 2.5, IAF MD1:2018]

3.4 Permanent Site

Site (physical or virtual) where a client
organization performs work or provides a service
on a continuing basis.

Note: Descriptions and requirements of “site” are
provided in clauses 3.1.1 and 3.1.2 of IAF
MD1:2018.



[Ox cypsanoc: |1AF MD5:2019-6in 1.3 6001
IAF MD1:2018-wt1 2.2-p 3aanm]

3.5 Bupryau canoap

Yimwnyymard Oairyysiara Hb eep eep (U3HNK
OalpIUIBIH  XYMYYCT YIUI SIBUBIT TYHIITIOX
OOJIOMKUUT OJITOJIOT OHJIAMH OPYHBIT alllUTJIaH
QKW TYHLRTIHAST 3CBAUT YHIYWIrI? Y3YYILIAT
BUpTYaJl Oaiipimi

Taiin6ap 1: Bupryan canbapsir aryynax, Gpusux
TYPIIUITHIH nabopaTopH, ouer
OYTI3rIPXYYHUIT Cyypuilyynax, 3acBapiax Iax
MAT (PU3UK OPUMHJI TYHIPTIIX ECTON TIK Y39K
00J0XTIYH.

Taitn6ap 2: Wiim BupTyas1 canbapbiH KUIIII 00
YYJ?H OpUMHJ aXuJulajar, ajcaac akuuiajaar
HUWT QKWIYUATAH JHU3alH, XOIKYYJIJITHIH
OaiiryyIiara oM.

Taitn6ap 3: Bupryan canbap (kumm>sia6si,
OaifryyiuiarslH J10TOOJ CYJDK33) Hb ayJIUThIH
Xyraraar TOOL00JI0X 30PHIIT00P HAT canbdap rax
TOOLLIOT.

[Ox cypBammk: 1.4-p 3yiin, IAF MD5:2019 6a
2.6-p 3y, IAF MD1:2018]

3.6 Typ caadap

Yimunyymasra  Oaiiryymiiara TOXOPXOH — axHIl
TYHIPTIIAT  3CBAI  TOJOPXOH  XyramaaHp
YHITUMars y3yyink, OalHrbIH canbap 0osiox
30pWIITOTY# Garpiii (OUeT SCBAI BUPTYa).
[Ox cypBamwk: 1.5-p 3yiin, IAF MDS5:2019 0a
2.3-p 3y, IAF MD1:2018]

3.7 AynuThIH Xyramaa

Yimunyyasrd  GalfryynnarslH  yIupJUIarblH
TOTTOJILIOOH]] 3K OYP3H, YPp AYHTIH ayuT XUUX
QXJIBIT TOJIOBIIOX, XAPATKYYIIX) 1Iaapaariax
Xyraraa.

[Ox cypBamk: 3.16-p 3yitn, ISO/IEC 17021-
1:2015 6a 1.6, IAF MD5:2019]

3.8 MeHe:XxMeHTUH TOTTOJIOOHBI
0aTaaraa:kyyjaajThiH ayAWUTBIH YPIIJIKIIX
Xyraimaa

[Source: clause 1.3, IAF MD5:2019 and clause
2.2, IAF MD1:2018]

3.5 Virtual Site

Virtual location where a client organization
performs work or provides a service using an
online environment allowing persons irrespective
of physical locations to execute processes.

Note 1: A virtual site cannot be considered as such
where the processes must be executed in a physical
environment, e.g. warehousing, manufacturing,
physical testing laboratories, installation or repairs
to physical products.

Note 2: An example of such a virtual site is a
design & development organisation with all
employees performing work located remotely,
working in a cloud environment.

Note 3: A virtual site (e.g. an organisation’s
intranet) is considered a single site for the
calculation of audit time.

[Source: clause 1.4, IAF MD5:2019 and clause
2.6, IAF MD1:2018]

3.6 Temporary Site

Location (physical or virtual) where a client
organization performs specific work or provides a
service for a finite period of time, and which is not
intended to become a permanent site.

[Source: clause 1.5, IAF MD5:2019 and clause
2.3, IAF MD1:2018]

3.7 Audit Time

Time needed to plan and accomplish a complete
and effective audit of the client organization’s
management system.

[Source: clauses 3.16, ISO/IEC 17021-1:2015 and
1.6, IAF MD5:2019]

3.8 Duration of
Certification Audits

Management  System



HoonTuiin Xxyprnaac xaalThlH Xypall XYpTdJX
ayJIUThIH yin aXuiaraa  sByyJaxan
3apIlyyJiCaH ayJIUThIH LIarHUiH HAT XACAT Hb
Taiinbap 1: AyauteiH Yill — aXuuiaraanp
UX3BWIAH JJapaaxb 3YWIC OPHO.

® HOIOITUIH XYPJIBIT XUIDK OaitHa

® ayauT XWX ABLOAL OapuMT OWYTHIH

[IJITAIIT XUIX

® AyJUTHIH YEdp Xapuiiax
XeTed, AKUTIIATYAH YYPOr,
XapUyLJIarsll XyBaapuiax
MBI IYTIyyJax, Oaranraaxyyinax
ayJIUTHIH JYTHAJIT raprax
AyJIUTBIH AYTHAJIT O3ITIIX

XaaJIThIH XYpJIBIT XMilK OaiiHa
[Ox cypsansc: 3.17-p 3yin, ISO/IEC 17021-
1:2015 6a 1.7, IAF MD5:2019]

3.9 AynuThIH e1ep

[ManrantelH ©ApUNH YPraJDKIdX Xyrauaa Hb
UX3BWIBH 8 1ar 6ereej; OpoH HYTTHIH XYYJb
TOITOOM>KMIMH Jaryy YAMUH LaWHbI 3aBcapiara
opyyJlaxryi 6aiix 007IHO.

[2x cypBamk: 1.8-p 3yiin, IAF MD5:2019]

3.10 A4 X0100r10JITOI AKUJITHBI TOO
AXHINTHBI Yp AYHTIH TOO HB D29JDK OypT
aXWUIaK Oaliraa aXWITHYYIBIT OpOJIYYJIaH
OaranraaXyyJlalTblH XYPIIHI Xamparjcan Oyx
00J10BCOH XY4uH (OalfHTbIH, TYP, Xarac HaruiH)
OypmeHd. bartanraaxyynanTelH XaMpax Xypaor
Xampax TOXUOIAOJA OalHTBIH Oyc ( KHIIDD Hb,
TYHIDTIAMY) QKWITHYYABIT MOH XaMpyyJTHa .
YyHn TyxaiiH OGaifryymiarslH - yaupasiara,
HolleoHI Oaiiraa a)XWi, aKWITal XO0J000TOH
YT axuiaraa 3px3Jadr TIPI3T TYHIPTIATY,
TYCJaH TYHIPTIArd OaiTyyIuiarbH yaupuiarbiH
TOTTOJIIOOHBI TYHIITIA]T HOJIOOK 00I30IITYI
QKWITHYYIBIT XaMpyyJTHa.

Taiinbap: 3apum cxem(yya) Hb "Yp IYHTOH
00JIOBCOH XYYHUH TOO"-BIH TOJOPXOMIOITHIT
MD5-n 3aacHaac eep TOIOPXOMIONTTON Oaiixk
6omHO, xummd He ISO 50003:2021-uiin 3.5-p
3YMIL

[Ox cypBamk: 1.9-p 3yitr, IAF MD5:2019
©OpUJIOT/ICEH |

Part of audit time spent conducting audit activities
from the opening meeting to the closing meeting,
inclusive.
Note 1 to entry: Audit activities normally include:
e conducting the opening meeting
e performing document review while
conducting the audit communicating
during the audit
e assigning roles and responsibilities of
guides and observers
e collecting and verifying information
e generating audit findings
e preparing audit conclusions
e conducting the closing meeting
[Source: clauses 3.17, ISO/IEC 17021-1:2015 and
1.7, IAF MD5:2019]

3.9 Audit Day

The duration of an audit day is normally 8 hours
and may or may not include a lunch break
depending upon local legislation.

[Source: clause 1.8, IAF MD5:2019]

3.10 Effective Number of Personnel

The effective number of personnel consists of all
personnel (permanent, temporary, and part-time)
involved within the scope of certification including
those working on each shift. When included within
the scope of certification, it shall also include non-
permanent (e.g. contractors’) personnel.

It shall also include personnel from contractors and
subcontractors performing work or work-related
activities that are under the control or influence of
the organization, that can have impact on the
organization’s management system performance.
Note: Certain scheme(s) may have a different
definition for “Effective Number of Personnel”
than the one in MD5, e.g. for ISO 50003:2021,
clause 3.5.

[Source: clause 1.9, IAF MD5:2019 modified]



3.11 Haracon MenexmenTuiin Torrosmoo
TyxailH MHTErpalMiiH TYBIIMHJ HAII3C OJIOH
yAUPJIarbiH CTaHJapThIH maap/yiarsir
XaHTaxXblH Ty OalTyyJularblH TYHIDTTIIUIH
OJIOH CaJI0aphIT yaUpAIar HAT MEHEKMEHTUIH
TOTTON00. MEHEeKMEHTUHH TOrTOJII00 Hb
ayIUTBIH MIANTyyp/cTaHAapT OYpPHIH XYBbA
Tycllaa MEHEKMEHTUHH TOITOJIIOOI HAMJIAT
HOTJICOH CHCTEMAAC OXJI3J HAr CHUCTEMUMH
OapuMT OWYMI, YAUPAJATBIH TOTTOJILIOOHBI
DJIIEMEHTYYZ OOJIOH  YYpar  XapuyIJiarbir
XyBaaJiar Horacon MeHneXxMEHTUH
TOTTOJIIIOO XYPT3J Oakix OOJHO .

[9x cypBaik: 1.2-p 3yitn, IAF MD11:2013]

3.12 HaracaH TOrToJI00HbI 33P3T

Hsrasc  onoH  yaupanarblH - TOTTOJILIOOHBI
CTaHAApPTBIH IAapAJarbll XaHTaxblH  TYJJ
OaliryyiiarblH TYHUPTIIUAH  OJIOH  TaJbIT
VOIUPAAXbIH  TYAJ  HIT  MEHEKMEHTHUIH
TOT'TOJILLOOT amuriajar TYBILHH.
WuTerpamunan A3  Hb  YAUPJJIarkiH
TOTTOJIIO0 Hb XOEp OYyIOy TYYHI3C 13311 Oarm
ayIUTBIH IANryyp/CTaHAapTTail  Xo1000Toi
OapuMT OWYMI, YAUPAJATbIH TOTTOJILIOOHBI
30XMX  DJIEMEHTYYA OOJIOH  Xapuylularbir
HAI'TIAX YaJBapTail 6aiixtail X01000TOi oM.
TaitnbGap: AyIuUTBIH MANTYYyp Hb TOXHUPIBIH
YHOIIT?), OaTairaakyyjaaldThlH YHAIC OOJITOH
ammriaaar YAUPIarbiH TOT'TOJILIOOHBI
CTaHJAPTYYIbIl OWIroxonx 3opuynaracad (
*kum>a0s1, ISO 9001, ISO 14001, ISO/IEC
20000, ISO 22000, ISO/IEC 27001 rax MaT).
[Ox cypBaik: 1.3-p 3yiun, IAF MD11:2013]

3.13 Harncou MenesxxkmenTnitH TorroimooHbl
ayaur
Baiiryynnarsln y1upanarslH TOTTOIIOOH X0Ep
Oyloy  TYyH?3C JP3m  Oarii  ayJauThIH
MIANTYyp/CTaHAAPTYYABIT 33PATIYYJdH ayAuT
XUHUX.

[9x cypBamk: 1.1-p 3yin, IAF MD11:2013]

3.14 Baiiryyaaara

3.11 Integrated Management System

A single management system managing multiple
aspects of organizational performance to meet the
requirements of more than one management
standard, at a given level of integration. A
management system may range from a combined
system adding separate management systems for
each set of audit criteria/standard, to an Integrated
Management System, sharing in single system
documentation, management system elements, and
responsibilities.

[Source: clause 1.2, IAF MD11:2013]

3.12 Level of Integration

The level to which an organization uses one single
management system to manage multiple aspects of
organizational — performance to meet the
requirements of more than one management
system standard. Integration relates to the
management system being able to integrate
documentation, appropriate management system
elements and responsibilities in relation to two or
more sets of audit criteria/standards.

Note: Audit criteria are intended to mean
management system standards used as a basis for
conformity assessment and certification (e.g. 1ISO
9001, ISO 14001, ISO/IEC 20000, ISO 22000,
ISO/IEC 27001, etc.).

[Source: clause 1.3, IAF MD11:2013]

3.13 Audit of Integrated Management System

An audit of an organization’s management system
against two or more sets of audit criteria/standards
conducted at the same time.

[Source: clause 1.1, IAF MD11:2013]

3.14 Organization



30pUIro100 XYPAXUIH Tyl YYPIT XapuylJara,
IpX M3IRII , Xapuwinaa Xxoi1000 Oyxuil eepuilH
I'3CHH YUT YYPIrTIH XYH 3CB31 OYJIAr XYMYYC .
[Ox cypBaink: 2.1-p 3yitn, IAF MD1:2018]

3.15 Ouion canbapraii 6aiiryyJuiara
Tomopxoi yiln sIBI/YiT aKuJIIaraar TeJIOBIIOX,
XsSHAJar  TOAOPXOH  TeB  4YWT  YYpar
(GaiiryysutareiH TeB Oaiip Oaiix anbaryii), MeH
WM YII SABL sABarjjar Xxd3J4 Xd3JPH CauT
(GalfHTBIH, TYP 3yYPBIH 3CB3JI BUPTYailb) OYXUi
YAUPAJIArblH  HOTJICOH CHUCTEMJI XaMparjcaH
Oaliryymnara. yii1 axwiaraa OypsH Oyroy
X3CATYIdH XUWUTICOH.

[Ox cypBamk: 2.4-p 3yiin, IAF MD1:2018]

4, HHUUAT AYIUTBIH XYTALIAAT
TOOIIOX APTA 3YH
4.1 Epenxuii maapaJjara
MeHeXKMEHTHIH TOTTOJIIOOT Oarairaaxyylax
ayJUThIH Xyrauaar TOJIOPXOIII0X 100
yiuTwiyysary 6airyyiiaraac aBcaH M3A33J3I11
YHIICIIPH ayAWUTBIH TOJIOBIIOreer O3ITI3X33¢
©MH6 TOTTOOHO.
BaranraaxyynanteiH Oaiiryyiiara ayaIuTblH
Xyraraar TOIrTOOX YWJI SBIIbIH Yp HeJleer ye ye
XsiHaX Oaiix €cToi .
AynuTBIH  HUUT  Xyramaar  TOJOPXOWIIOX
aprawiaig  Hb ISO/IEC 17021-1:2015
CTaHJApPTBIH XOJOOII0X 3aaNTyyAblH €pOHXHM
IIaap/yiaraji YHI3Ca3¢oH OOJHO.

e 0.1.4 “AynuTelH Xyramaar TOJOpXOHI0X’

e 9.1.5" OmoH mprasc a3k aBax"

e 0.1.6 “OnoH yaup[uiarblH TOTTOJLIOOHBI

cTangapryyn”

4.2 Tycraii maapaJara

MeHeXMEeHTUHH TOTTONI00 OypT Xamaapax
tycrail maapmiaryyasir IAF MLA Level 4
crannaptyyn Oonon I[AF-uiiH 3aaBanm marax
MepAex OapuMT OWYHUIT Tycrax, JaHraap Hb
00JI0H XOciyynaH xX3parmxuiir 5.1 6a 5.2-1
JKarcaacaH 0ereeji X3pATJHHUHA IIIMIPIHTYH
MR35 Oyxuit XycHart 1, 2-T TailarHacaH
00IHO.

Person or group of people that has its own
functions with responsibilities, authorities and
relationships to achieve its objectives.
[Source: clause 2.1, IAF MD1:2018]

3.15 Multi-site Organization

An organization covered by a single management
system comprising an identified central function
(not necessarily the headquarters of the
organization) at which certain processes/activities
are planned and controlled, and a number of sites
(permanent, temporary or virtual) at which such
processes/activities are fully or partially carried
out.

[Source: clause 2.4, IAF MD1:2018]

4. METHODOLOGY FOR DETERMINING
THE TOTAL AUDIT TIME
4.1 General Requirements
The determination of the audit time for the
certification of management systems should be
based on the information obtained from the client
organization and established before the preparation
of the audit plan.
The certification body should periodically review
the effectiveness of the process to establish the
audit time.
The methodology for determining the total audit
time is based on the general requirements of the
relevant clauses of ISO/IEC 17021-1:2015:

e 9.1.4 “Determining audit time”

e 9.1.5 “Multi-site sampling”

e 9.1.6 “Multiple management systems

standards”

4.2 Specific Requirements

The specific requirements applicable to each
management system are included in the IAF MLA
Level 4 standards and IAF mandatory documents,
to be used alone or in combination, listed in clauses
5.1 and 5.2 and reported in Tables 1 and 2 with
details of the application.



4.3 Apra 3yiiH xaHjJjara
3 6a 4-p tyBmiHui MLA GapuMT OMYHUTT 3aacaH

TOT'TOJILOOT aluriad yimayymnary
Oaiiryymaras TyCraiian 30puyJICaH
yIUpUIarblH TOT'TOJILIOOHBI
OaranraaxyysiaiaTblH ayIqUTBIH Xyramaar

TOAOPXOUIIOX YIIT SIBIIBIT OOJIOBCPYYJIax ECTOM.

Apra 3yiH XaHajareir 1-p 3ypart y3yYJICoH Yl
SIBIBIH Jaryy 30XHOH Oalryynx, XyCHIrT 2-T

JBITIPIHTYH

TailnbapnacaH  adXMyyIbIH

Jlapaaiiaap 30XHOH Oairyynas.

1.

B w

10.

11.

Hor Oyoy Xd1 Xd13H MEHEKMEHTHIH
TOTTOJII00 XAPATJIIX OOJTOMMKTON ICIXUUT
Ianrax,  XoJa0oraox  CTaHaapTyYAbIT
TOIOPXOMIIHO (XYCHAIT 1-Hiir y3H? YY).
Baitryymiara 010H CalTBIH IIPUYMIITI) aBax
APXTIU ICHXUUT YHIIIIX.

J123k aBax Hb TOXUPOM>KTOM 3CIXUUT YHIII.

JIEEY S aBCaH CalTyyIbIH TOOT
TOJIOPXOMIIOX.
Canbap Ttyc OypuiiH MEHEKMEHTUUH

TOTTOJII00 OYPHITH Yp OYHTAH XYHUH TOOT
(XBX) Ton0pXx0iisiox (X0a00TJ0X CXEMHIH
Hraapjaiarajl YHI9CISH X0I00r0X Yen).

Canbap T1yc OYpuiiH MEHEKMEHTHITH
TOTTOJIOO0 OypuiiH HapuiiH TeBerTHH
OailIIbIH TYBILIWHT TOAOPXOUIIOX

(6omomxToit 60 ).

MeHeXMEHTUIHH TOTTOJI00 Tyc OypuilH
ayJIUThIH xyranaar TOAOPXOMIIOX
(6omomkTO# 60).

MeHeXMEHTUIH TOrTOJIo0 Tyc Oypa
(GomomkToit  6071) Oyypyyjdax  3CBOII
HAMAIIYYJIIX3A  TOXUPYYITBIH — XYYHH
3YWINHT TOJOPXOMIIOX.

Onon canbapTaif TOXHOJIONJ CaWT Tyc
OypuiiH aymuThiH Xyrarnaar (0OJIOMXTOM
0071) naarmm 6aracraxsir TOJOPXOHITHO.
Osnon TOOHBI MEHEKMEHTHIH
TOTTOJIOO0TIM TOXUOJIOJI HATJACOH AyAUT
XHMHX HOXI1OJ Oaiiraa 3COXHHIT HIajraga.
Hbaracan ynupanarsia Torronmoosst (IMS)
ayAUTBIH HUWT XyrauaaHbl 3XJ3X LRTUANWT
TOAOPXOUITHO.

4.3 Methodological Approach

The certification body should use the framework
provided in Level 3 and Level 4 MLA documents
to develop a process to determine the time of the
management system certification audit specific to
the client organization.

The methodological approach is structured as a
sequence of steps organized according to the
process flow reported in Figure 1 and described in
detail in Table 2:

1.

ok~

10.

11.

12.

13.

Check whether one or more management
systems are applicable and determine the
applicable standards (see Table 1).
Evaluate whether the organization is
eligible for multi-site certification.
Evaluate whether sampling is appropriate
or not.

Determine the number of sampled sites.
Determine the Effective Number of
Persons (ENP) for each management
system at each site (when relevant based on
the applicable scheme requirements).
Determine the complexity level for each
management system at each site (when
applicable).

Determine the audit time for each
management system at each site (as
applicable).

Determine the adjustment factors in
reduction or increase for each management
system at each site (when applicable).

In case of multi-site determine a further
reduction in audit time for each site (when
applicable).

In case of multiple management systems
check whether there are the conditions for
conducting an integrated audit.

Determine the starting point for the total
audit time of the integrated management
system (IMS).

Adjust the integrated audit time by
considering factors that may increase or
reduce the required audit time.

Calculate the on-site audit duration.



12. laapanararait ayJIUTHIH xyraraar
HOMOTAYYJIDX JCBA  Oaracrax  XyduH
3YWJICHHAT Xapraia3aH HATJACOH ayAUTHIH
Xyraraar TOXupyyJiHa.

13. Tazap JIPX ayJIUTHIH
TOOLI00JIOX.

14. AynuteH xyranaar 1-p mart 60J10H 2-p mar
XOOPOHJ X3PXdH XyBaax Tamaap 000K
Y323p3ii .

15. Xguant [IaaTanT, IaxuH
OaranraaKyynanTbhlH ayAUT XUHX ayJAUThIH
Xyranaar TOJOpXOIoX.

16. AynuThIH Xyramaar 6aTanraaxyysax 3CB3JI
OaranraaxyynaiaTblH — MOWIeruidH  yen
maap/yiarataii 00J1 TOXUpyyJira Xuux .

Taitn6ap: TyxallH CaWTBIH XOJIOOTJOX XYYHH

3YWJICHIT Xaprais3aH TYYBIPJIICIH canbap OypT

(xonbormox TOXHMOMAONA) 6-aac A3 ajixam

XUUX [1aapjyiararail.

Xyramgaar

4.4 HoMaaT aBY Y33X 3YHJIC
441 Toa Xy4mH 3yl
Tonopxon yIUPAJIArblH TOTTOJILIOOT
Oaranraaxyynax ayJUTbIH xyraraar
TOJOPXOIMJIOXBIH TyNJ sIH3 OYpHiH XYy4uH
3YWIMIT amuriax [maapjjarataid. AHxaapax
€CTOM IOl XY4YUH 3YHIYYZ Hb ayIUTHIH TOPOJI,
XaMpax Xypa3HI3C XaMaapHa.
® Yp IyHT3i1 00JIOBCOH XYUHUH TOO
® Yiinuwiyyasrd Gairyynnarsia
OYTI3IIPXYYH, YIUT SIBIT 3CBAJT YHIT
axuiuiaraatail xoabooroi spcadn 6a
HapUiiH TOBOITIH OaliNIbIH aHTHIIaN
(xomborox cxeMUiiH 1aapjsara, TyxaiH
casi0bapbIH OHLJIOTT TOXUPCOH HOXIIOJ ]
xamaapanrai 60i)
® MeHeKMEHTUIH TOTTONIOOHBI CTAHAAPT
® AyIUT XUHX CAUTBIH TOO
e Hor Oyroy HAr/ICOH MEHE)KMEHTUIH
TOI'TOJILI00
® Y upUiarblH HATJICOH CUCTEM JI3X
MHTETPaLUIH TYBIINH
® MeHeXMEHTHIH TOTTOJI00 Tyc OYpHUitH
OHILUIOT LIIMHX YaHapTai Oycaa Xy4uH
3yinyyn (XycHArT 2-r y3H3 YY)

14. Consider how to split the audit time
between Stage 1 and Stage 2.

15. Determine the audit time for surveillance
and recertification audits.

16. Confirm audit time or make adjustments as
needed during the certification cycle.

Note: Steps from 6 onwards are required per sampled
site (where relevant), considering the relevant factors
for that site.

4.4 Additional Considerations

4.4.1 Main Factors

Different factors should be wused for the
determination of the audit time for the certification
of specific management systems. The main factors
to be taken into account should depend on the type
and scope of audit:

e Effective number of personnel

e Risk and complexity categories associated

with the products, processes or activities of

the client organization (when relevant

based on the applicable scheme

requirements and site-specific conditions)

Management system standard

Number of sites to be audited

Single or integrated management systems

Level of integration in an integrated

management system

e Other factors specific for each management
system (see Table 2)



baranraaxyymanteiH Oairyysiiara Hb TyXalH
YWY YJIery OairyysutarslH ay JUThIH Xyraraar
TOXUpYyJlaxajJ  HeJleellk 000X  XY4YUH
3YWICHUT TOJOPXOMIOX ECTOM.

4.4.2 Xoadoraox MeHne:xMeHTHITH
Torronmoonsl Cranmapt(yya) 6ojon Oycan
aapiaryysu

VYnaupanarelH — TOTTOJLOOHBI  cTaHIApT(Yyn)

60110H OarairaaxKyyJiaiTblH CXEMUIH

maapjyiara, ayJuTblH Tepiaeec ( KUIIIIOAI,

AQHXHBI ay/IuT, TaHJANIT, JaxXuH

OaranraaxxyyJyair, Tycraii ayJur) XxamaapHa .

a) AyauThir xo€p ye Imarraiiraap XWHX yeo
(kMIPAI10971, aHXHBI ayauT 0a JaxuH
OaranraaXyynaiTblH ayIuT) yIUpJIarbH
TOT'TOJILIOOHBI OaTaNraa)xyyJaajiThlH ayIUThIH
YPIIJDKIIDX Xyramaa Hb HAT 0a xoépmyraap
IIaTHBI HUMIO3D IOM.

b)Asutan  skyymuinana  3apmyysicaH — mar
(MapuipyT 3cBa canbap XOOpoHI) 0O0JIOH
alMBaa  3aBcapjlara  Hb  yJUPIJIArbIH
TOT'TOJILIOOHBI OaTaNraa)xyyJaaJiThlH ayIUThIH
Xyraraar ToJOpXOHUI0X0/l OpOOryi OOIHO.

C) Byx TepnuiiH ayIuThIH ayIUTHIH Xyraaa Hb
yiumuwnyymsruuiin  Oadipmming (6uer O0osioH
BUPTYyalb) Trazap JA33p 3aplyyJcaH HUNT
xyraiaa OOJIOH TeJeBJIeJT, 0apuUMT OUUTUNAT
miayrax, YAIaIyyJordron Xapuiilax, Taijian
OMYMXd1 3apIryysicaH Xxyramaa oarrasa.

d) Yiiranyymoruuiiy  Gaiiprumng (Ouet 3cBa
BUpPTyall) raszap JP3p 3apIyyJjcaH HHUT
Xyramnaa Hb MEHEXMEHTHIH TOITOJIOOHBI
OaranraaXyylaiTblH ayAWTBIH YPIIJDKIIX
Xyramaa oM. OH? 00N HIINITUHH Xypami
HXJIIXIIC XAQAITBIH Xypall JyycaxX XypTiJiX
xyraraa (3.8).

e) bycan ayJATHIT (Tycraii ayJInT,
MIWDKYYATUHRH  ayauT) Xxuibk Oonox 0Oa
AyIUTBIH 30pWIT0OC XamaapaH TyXalH
AyIUTBIH YPrJDKIdX Xyramaar HXdBUIdH
TOXHOJIIAO0I OYPI3P TOTTOOIOT.

5. AHIUTJIAX BAPUMT BAYT'YY/]

5.1 I1SO cranpapryyn

The certification body should identify the
applicable factors which can contribute to the
adjustment of the audit time for a particular client
organization.

442 Relevant Management
Standard(s) and Other Requirements

System

The duration of management system certification
audits can depend on relevant management system
standard(s) and certification scheme requirements
and the type of audit (e.g. initial audit, surveillance,
recertification, special audit):

a) When an audit is done in two stages (e.g.
initial audit and recertification audit), the
duration  of  management  system
certification audits is the sum of stage one
and stage two.

b) The time spent travelling (en-route or
between sites) and any breaks are not
included in the determination of the
duration  of  management  system
certification audits.

c) The audit time for all types of audits
includes the total time spent on site at a
client's location (physical or virtual) and
the time spent off site carrying out
planning, document review, interacting
with client personnel and report writing.

d) The total time spent on site at a client’s
location (physical or virtual) is the duration
of a management system certification
audit. This is the time from the start of the
opening meeting to the end of the closing
meeting (3.8).

e) Other audits (e.g. special audits, transfer
audits) can be performed and the duration
of such audits is usually established on a
case-by-case basis depending on the
objectives of the audits.

5. APPLICABLE DOCUMENTS

5.1 ISO Standards



5.1.1 MeHexXMEHTUIWH TOTTOJII00]] XaMaapax

IAF MLA 3-p TyBIIHHI CTaHAApPT

e ISO/IEC 17021-1:2015 Toxupavin yH21295.
Menesicmenmutin -~ mo2moayooHvl — ayoum
bonon  bamaneaadxcyyianmole  yuydImMesx
batieyynnaead masux waaponaea. 1-p xacae:.
Hlaaponaza

5.1.2 MeHeKMEeHTUIH TOI'TOJIIOOH/I

xamaapax OVYU®D-pin XX3X-miin 4-p
TYBUIHUI CTAHAAPTYYA
Tonopxoit MEHEKMEHTUIH TOITOJILIO0

ISO/IEC 17021-1:2015-Taii xaMT X3pArJdX
ISO/IEC 17021-1:2015 cTanaapraj aryyniarmax
HAMOJIT HIANTYYPYYIBIT aryyjicaH CTaHAapTYY/.
Yysa:

e I1SO 50003:2021 Spuum xyunuu
MEHeHCMEHMUUH MOSMOAY00 IpUum
XYUHULL MEHEeHCMEHMULH MO2MOIYOOHb]
ayoum 00JI0H 6bamaneaaxicyyiaim
eytiysamesx batieyyniazad masux waapoiaca

e ISO/IEC 27006:2015 M»>0221utin
mexHnono2u. Awoyneyu 6auonvin apea.
M»302311utin aroyneyii 6auonsbiH YOupoiacbiH
MO2MOAYOOHO AYOUM XULLX,
bamanzaaxcyynax oatieyyinazao magux
waaponaea - “Hamant eepunent 1:2020”

e ISO/IEC -20000-6:2017 M>0951uiin
mexHon02u — YinuunedoHutl MeHenCMeHmu
— 6-p xacoe: Yinuunessuui
MEHeHCMEeHMULH MOSMOIYOOHO ayOum
00I0H 6amManeaaxcyyianm Xutx
batieyynnaeao masux waaponaza

e ISO/TS 22003:2013 Xyncnuii aroyreyii
OAUONILIH MEHEHCMEHMUIIH MO2MOAYO0O —
XyHchuil aroyneyi 6aionvik
MEHeHCMEeHMULH MOSMOIYOOHO ayOum
00I0H 6aManeaaxicyyianm Xutx
batieyynnaead masux waaponaza

5.1.3 MeHe:KMeHTHIiH
xamaapax OYHU®D-pin
TYBIIHMHA CTAHAAPTYYH
Standards used by the accredited conformity
assessment body to deliver an accredited
conformity assessment field:

TOI'TOJILOOH ]
XX3X-uitH  S5-p

5.1.1 IAF MLA Level 3 Standard Applicable to
Management Systems
e ISO/IEC 17021-1:2015  Conformity
assessment — Requirements for bodies
providing audit and certification of
management  systems — Part 1:
Requirements

5.1.2 1AF MLA Level 4 Standards Applicable
to Management Systems

Standards containing criteria supplementary to
those contained in ISO/IEC 17021-1:2015 to be
used in conjunction with ISO/IEC 17021-1:2015
for specific management systems:

e |SO 50003:2021 Energy management
systems — Requirements for bodies
providing audit and certification of energy
management systems

e [SO/IEC 27006:2015 Information
technology — Security techniques —
Requirements for bodies providing audit
and certification of information security
management systems - “Amendment
1:2020”

e |SO/IEC -20000-6:2017 Information
technology — Service management —
Part 6: Requirements for bodies providing
audit and certification of service
management systems

e ISO/TS 22003:2013 Food safety
management systems — Requirements for
bodies providing audit and certification of
food safety management systems

5.1.3 1AF MLA Level 5 Standards Applicable
to Management Systems

Standards used by the accredited conformity
assessment body to deliver an accredited
conformity assessment field:



e ISO 9001:2015 Yawnapwvin memnescmenmutin
moemonyoo Llaaponaca

e ISO 14001:2015 baiticans OpUHbL
Menedcmenmutin moemoayoo. Lllaaponaca

e ISO 45001:2018 Xeoenrmepuiin aroyneyi
batidan, Opyyr axyuH MeHedCMEeHMULH
moemonyoo — Lllaaponaza, xapsensx 3aasap

e ISO 50001:2018 Opuum XyuHull
Menedcmenmutin - moemoayoo Illlaaponaea,
X2PI2NIX apaa 3yuH 3aa8ap

e ISO/IEC 27001:2013 M»>090nnutin aroyreyi
batioan, kubep aryneyi 6aidan, HyyyiaiviH

xameaananm. M>03311utiH aryneyu
OQUONbLIH ~ MEHeNCMEeHMULIH — MO2MOIY0O.
Hlaaponaza

e ISO/IEC 20000-1:2018 M>30951utiH
mexHon02u — YinuuneooHu MeHescMeHm —
1-p xocse: Yinuunessnuii menexrcmeHmuiin
MOCMONYOOHL Waaponazd

e 1SO 22000:2018 XyrcHuu aroyreyii 6ationvin
MEHeHCMEeHMUUH Mmo2moayoo — XyHCHUU
YUSTDNUUH VUL AHCUNNASAAHO  IPXIISUUO
masux wiaapoiaza

e ISO 13485:2016 Ommuaneutin  xsprecan
Yanapoln — MeHeICMEeHMUUH  Mocmoayoo
3oxuyyyranmoin 30punzoop masux
waaponaza

5.2 OYU®-piH 3aaBag Mepaex Oapumr
onuryyn

Documents containing additional mandatory
requirements to those contained in ISO/IEC
17021-1:2015 for determining the audit time
when conducting separate or integrated audits in
case of single-site or multi-site management
systems:

o |IAF MD 1:2018 Onon canbapmaii
Oatieyynnacblh MeHe’CMEeHMULH
Mo2moyooHsl ayoum 6a bamaneaa-
ACYYANMA0 3aA8aN MOPOOX bapumm oudue

e |AF MD 5:2019 Yanap, baiiecans opuun
bon0n Xeooimoepuiin aroyreyi batoar,
IPYY AXYUH MEHEHCMEHMULIH
MO2MOAYOOHO AYOUMbIH Xy2eayade
MOOOPXOUIOX 3aa8ap

e ISO 9001:2015 Quality management
systems — Requirements

« ISO 14001:2015 Environmental
management systems — Requirements

e 1SO 45001:2018 Occupational health and
safety management systems —
Requirements with guidance for use

e ISO 50001:2018 Energy management
systems — Requirements with guidance for

use
e ISO/IEC 27001:2013 Information
technology —  Security  techniques —

Information security management
systems — Requirements

« ISO/IEC  20000-1:2018 Information
technology — Service management — Part
1: Service management system
requirements

e 1SO 22000:2018 Food safety management
systems — Requirements for any
organization in the food chain

e« [ISO 13485:2016 Medical devices—
Quality management systems —
Requirements for regulatory purposes

5.2 IAF Mandatory Documents

Documents containing additional mandatory
requirements to those contained in ISO/IEC
17021-1:2015 for determining the audit time when
conducting separate or integrated audits in case of
single-site or multi-site management systems:

e |IAF MD 1:2018 IAF Mandatory
Document for the Audit and Certification
of a Management System Operated by a
Multi-Site Organization

e |IAF MD 5:2019 Determination of Audit
Time of Quality, Environmental, and
Occupational Health & Safety
Management Systems


https://www.iaf.nu/workstation/upFiles/MD1Issue2Jan2018Pub29012018.pdf
https://www.iaf.nu/workstation/upFiles/MD1Issue2Jan2018Pub29012018.pdf
https://www.iaf.nu/workstation/upFiles/MD1Issue2Jan2018Pub29012018.pdf
https://www.iaf.nu/workstation/upFiles/MD1Issue2Jan2018Pub29012018.pdf
https://www.iaf.nu/upFiles/IAF%20MD5%20Issue%204%20Version%202%2011112019.pdf
https://www.iaf.nu/workstation/upFiles/MD1Issue2Jan2018Pub29012018.pdf
https://www.iaf.nu/workstation/upFiles/MD1Issue2Jan2018Pub29012018.pdf
https://www.iaf.nu/workstation/upFiles/MD1Issue2Jan2018Pub29012018.pdf
https://www.iaf.nu/workstation/upFiles/MD1Issue2Jan2018Pub29012018.pdf
https://www.iaf.nu/upFiles/IAF%20MD5%20Issue%204%20Version%202%2011112019.pdf
https://www.iaf.nu/upFiles/IAF%20MD5%20Issue%204%20Version%202%2011112019.pdf
https://www.iaf.nu/upFiles/IAF%20MD5%20Issue%204%20Version%202%2011112019.pdf
https://www.iaf.nu/upFiles/IAF%20MD5%20Issue%204%20Version%202%2011112019.pdf

o IAF MD 9:2022 ISO/IEC 17021-1
CMaHOapmuviH X3p22133- IMHIICUUH
X3PI2CIULH YAHADBIH MEHEHCMEHMULH
moemoayoo (1SO 13485)

e IAF MD 11:2013 ISO/IEC 17021-1
cmanoapmuit Xapa2133. Hreocon
Memnescmenmutin Toemonayoo (HMT)-nwi
ayoumao 3aasan Mepoex bapumm ouyue

IAF MD 9:2022 Application of ISO/IEC
17021-1 in the Field of Medical Device
Quality Management Systems (ISO 13485)
IAF MD 11:2013 IAF Mandatory
Document for Application of ISO/IEC
17021 for Audits of Integrated
Management Systems (IMS)


https://www.iaf.nu/workstation/upFiles/IAFMD9Issue309062017.pdf
https://www.iaf.nu/workstation/upFiles/IAFMD9Issue309062017.pdf
https://www.iaf.nu/workstation/upFiles/IAFMD9Issue309062017.pdf
https://www.iaf.nu/workstation/upFiles/IAFMD9Issue309062017.pdf
https://www.iaf.nu/upFiles/MD_on_the_Application_of_ISO_17021_to_Audits_of_IMS__v_3__Final3_clean.pdf
https://www.iaf.nu/workstation/upFiles/IAFMD9Issue309062017.pdf
https://www.iaf.nu/workstation/upFiles/IAFMD9Issue309062017.pdf
https://www.iaf.nu/workstation/upFiles/IAFMD9Issue309062017.pdf
https://www.iaf.nu/upFiles/MD_on_the_Application_of_ISO_17021_to_Audits_of_IMS__v_3__Final3_clean.pdf
https://www.iaf.nu/upFiles/MD_on_the_Application_of_ISO_17021_to_Audits_of_IMS__v_3__Final3_clean.pdf
https://www.iaf.nu/upFiles/MD_on_the_Application_of_ISO_17021_to_Audits_of_IMS__v_3__Final3_clean.pdf
https://www.iaf.nu/upFiles/MD_on_the_Application_of_ISO_17021_to_Audits_of_IMS__v_3__Final3_clean.pdf

XYCHOI'T 1 — AWUINAX BAPUMT BUYUAT, LUAAPONATA

QMs BOMC ‘ OH&SMS ‘ EnMS ISMS ITSMS FSMS MDMS
5-p TyBIWH. 1SO 9001:2015 | ISO 14001:2015 | ISO 45001:2018 1S0/50001:2018 ISO/IEC 27001:2013 ISO/IEC 20000-1:2018 1SO 22000:2018 1SO 13485:2016
4-p TYBLIWH. - - - 1SO 50003:20211 ISO/IEC 27006:2015 - Amd.1:2020)2 | ISO/IEC 20000-6:2017° | ISO/TS 22003:20134 -
IAF MD5: 2019  [IAF MD5: 2019 |IAF MD5: 2019 [ISO 50003:2021: ISO/IEC 27006:2015-Amd.1:2020): ISO/IEC 20000-6:2017:  [ISO/TS 22003:2013: [IAF MD9:2022 7:
OH OH OH o 1.9.1.4 "AyauTbIH Xyrauaar e cl.9.1.4 " AyguTbIH Xyrauaar o ¢l.9.1.4" AyanTblH e l.9.1.2 e cLMD9.14
TO[OPXOMNOX" 5 TOAOPXOMNOX " Xyrauaar Togopxoinox " |Xascpant B “AyauTbid | "AyauTbiH Laruir
XaBcpant A " EnMS ayauTtbiH XaBcpant B “AyauTbiH xyrauaa” xamruiiH 6ara xyrauaa’| TOZOPXOMNox" Hb
xyrauaa" (HopmaTy) o B1 "Eperxui" MD5:2019-uitH
o A.1"EpeHxuin" o £5.3.3 “AyanTblH LaruitH TooLo0” o B2 "OxHuin QMS1 xycHarTvir
o ENMS-uitH yp AyHTa1 60N0BCOH e Xyrauaar ToXupyynax XyuuH synnyya GaTanraaxyynantbiH| opryyncaH IAF
XY4HWIAT TOAOPXOIATOX " ! ayauUTbIH XaMriiH MD9:2022-b1H
AYAUTBIH o A.3 "OpUnM Xy4HWit TOPIMIT o B.3.5 “AyouTbiH xyrauaaHsl 6ara xyrauaar Xascpant D-uitH D.1
XYTALAAHbI inox" XasalnThir xsiaraapnax” T00L400110X" XycHorraac 6ycan
TOZOPXOWNONT TOROPXOMROX” ; . . IAF
o ENMS-WitH HapuitH TeBerTall o 5.3.6 Tasap n3apx ayauTbiH xyravaa TOX“0NAONA
ISO/IEC 17021- GaiiansIr ToROpXOANoxX " o 5.4 “TaHganT Xuitx ayauTbIH XyraLaa ' MD5:2019-5
1:2015 o EnMS ayauThiH Xyrauaar o B.5 “[laxuH Gatanraaxyynant xuiix xamaapHa.
o814 TOHOpXOMMOX " ayAuTbIH Xyrauaa” * Xagcpant D,
H LA o A6 "AyauTbiH xyrauaar Toxupyynax [* B.6 "Onox TanGaiit ayautbiH i(VCHerT D1
TOZI0PXOIANOX Xy ayfinyy” xyraLaa” AyauTbIH xyrauaar
XaBcpant D "AyauTbiH TOOLOOHbI XaBcpanT B "AyauTbIH Larvir TOAOPXOWOX
RMLWSS " (MA0aITIMIAH YaHapTan):  [TOOLI00NIoX apra” (M339nan)®
o D1 AyauTbiH xyrauaaHbi Toouoo  [* C1 "Eperxuit" o
o D2 Har BaitHrbiH rasap o Xyraljaar TOOLOOJIOX Xy4MH 3yWncuitH
o D3 OMOH CaifTbIH 30XMIOH aHrunan "
Gairyynant o C3 "AyauTbIH Larviir TooLoonox
KU

IS0 5003:2021-a |AF MD11-uifr ayauTbiH TooLoo (D.2 6a D.3-p 3yiin) 60noH HOM 3yitH XWLL33HYyAMitH A.6.3-bIH TaMaarnang aypacan 6onHo. IAF MD1 6a MD5-uifr x3333 4 aypaaaryit
2ISO/IEC 27006:2015 (HamanT 1:2020)-a IAF MD1, MD5 6onoH MD11-uir gypraaryit 6onHo — Yyruiir IAF MD1, cl.1, IAF MD11, cl.2.1.5.1-g aypacaH, IAF MD5-g aypaaaryii 6onHo.

3 ISO/IEC 20000-6:2017-4 IAF MD1, MD5 6onox MD11-uitr aypgaaryit - IAF MD1, IAF MD5, IAF MD11-a aypaaaryit 6051Ho.
41SO/TS 22003:2013-4 IAF MD1, MD5 6onox MD11-uitH Tyxait iypaaaryi - IAF MD1, cl.1-g aypacaH, IAF MD11, ¢l.2.1.5.1-g nypacaH, IAF MD5-g fypaaaryit 6omHo.

51S0 50003 : 2021 ayauTbiH XyraLaar TOfOPXOANOX0L aHxaapax XyuuH 3yinyys :

a) EnMS yp gyHTait 60MOBCOH Xy4HMIA TOO;

6) 3pUMM XyUHWIA TepnyyauiH TOo;
B) KUMMAH 3p4NM Xy4HUIA X3aparnaa (TJ);
uyxan xaparnaaHuii Too (SEUs) .
61SO/IEC 27006:2015 (1:2020 HaM3NT eepunenTesp HIMIAC3H) - AyAUTLIH Xyravaar TooL00NoxX Aapaanan:
o 1-p anxam - GusHec, bairyynnaratait xon6ooToM XyuuH 3yincuiir Togopxoiinox (MT-aac 6ycap): XycHarT C.2-T ereraceH aHrvunan Tyc Gypa TOXMPOX YHIMT33r TOZOPXONIXK, yp [yH HIMTIaH LyrHaH3.
o Anxam 2 - Maa3annuitH TEXHONOTUIAH OPYUHTON XONBOOTOM Xy4MH 3yANCUiAr Togopxoimnox: XycHarT C.3-T ererficeH aHrunan Tyc 6ypa TOXMpOX 33p3rnanuiir TOAOPXONIXK, YP AyHT HIMTIaH3.
o Anxam 3 - 033px 1 6a 2-p anxamblH yp AyHA YHASCNAH XYCHArT C.4-T TOXUPOX BUYUATUIAT COHIOH ayauTbIH XyraLiaaHa y3yymax Xy4uH 3yAncuitH Heneer TOAOPXOMIHO.
® 4-p anxam - SLCUIH TOOLL00: AyaMTbIH LaritH rpacivk (XycHarT B.1)-uiAr almrnaH ToBOpXOMNCOH efpuitH TOOr 3-p anxambiH yp AyHA 61t GONCOH XyumuH 3ynnasap ypxyynHa. OnoH raspaac TyyBapnanT awmrnax 6airaa TOXMONaonz TOOLOONCOH
ayauTbIH efPYYLVIAT ONOH CaiTbIH 33X aBax TeneBrnereer Xapankyynaxag Waapanaratai Xy4nH YapmaiinT.
7 |AF MD9:2022 Hb IAF MD5 6onoH IAF MD11-uitH 9.1.4-T 3aacaH xaparnaar xanxa. IAF MD1-uitH Tanaap aypaaaryit




BOMC

OH&SMS

ONOH CANTHIH ['AF MD1:2018  [IAF MD1:2018 (IAF MD1:2018 [ISO 50003:2021: ISO/IEC 27006:2015 - Amd.1:2020)  [ISO/IEC 20000-6:2017:  [ISO/TS 22003:2013: [IAF MD9:2022:
AYOUT OH OH OH e c.9.1.5 “ OnoH caittaac A3ax asax "[e ¢1.9.1.5 “ OnoH caitTaac faax asax " [e ¢l.9.1.5 “ OnoH caittaac | ¢l.9.1.5 "OnoH e c|.MD 9.1.5 “ OroH
ISO/IEC 17021- XaBcpant B "OnoH warasc fesx agax’ [XaBcpant B *AyawTbii xyrauaa’ [39% aBax’ caitrrait caifTaac 30X aBax’
1:2015 33an7 9.15 IAF MD22:2019  |o B.1 "Epexwii’ (Hopwatng) e €9.23.1-5M9.33.1 Gaiiryynnaryygeik  |e (1AF MD1-ute
"O.J'IOH - ,qaa)K cl.9.1.4 o B.2 "OrioH caitTTait Gaitryynnara | cl.B6 "O‘J"IOH CalTbIH ayanTbIH "[133x aBax Hapuie4ynan'| rapunnras Oypdaaeyti)
aBax" cl.9.1.5 Aaxb cantyyg" Xyrauaa )
o B.3 “BaiiryynnarsiH TyysapnanTuitH [Xascpant B “AyanTbIH uarvir
LWaapAnara XxaHracaH acax” TOOL00MIOX apra” (M333131)
o B.4 “TyyBapnonTuitd apra sy’ |* C3 "AYAUTBIH Liarviir TooLoorox
o B.5"AyauT 6a Gatanraakyynant" | KWed", 4-p anxam
e XaBcpant D "AyaunTbIH TOOLIOOHbI
KIS ":
e D1 AyauTbIH XyrauaaHsl TOOL00
e D2 Har GaifHrbIH rasap
e D3 OnoH canTbIH 30XMOH
Banryynant
IAF MD11: IAF MD11: IAF MD11: 1SO 50003:2021: ISO/IEC 27006:2015 - Amd.1:2020):  [ISO/IEC 20000-6:2017:  [ISO/TS 22003:2013: [IAF MD9:2022:
2013 on 2013 on 2013 oH o cl. 9.1.6 “OnoH yanpanarsiH o ¢1.9.1.5.1-1S 9.1.5 "OnioH caittyyg " e ¢1.9.1.6 "OnoH o B.1"AyauTbIH o cl.MD 9.1.4
TOITONLOOHBI CTaHAAPTYYA" o ¢l.9.1.6 "OnoH yaupanarsix YAMPANarbiH CUCTEMUAH | xamruitH Bara "AyOuTbIH Laruiar
(MeH 2021 0Hbl  |(MeH 2021 0Hbl - |(MeH 2021 OHbl - [o A 6 "AyuTbIH XyraLjaar ToXVpyyniax | cucTemuiti cranaapTyyn” cTaHpapTyya" xyrauaa" TOZOPXOMMOX" Hb 1SO
11-p capbiH 2-Hb! 11-p capbiH 2-Hb! 11-p capbiH 2-Hbvl XY4UH 3yitnyya" ® ¢1.9.1.6.1SM9.16.1 [ D.2"Bpregen 9001-93c bycan
Oyeaap MD11-ull (0yeaap MD11-uiiH (dyeaap MD11-UlH [y 2 cpan D "AyauTbiH TOOLOOHI Yaupanarsiu wanrax" CTaHAAPTbIH HATACSH
HArAC3H AYAUT #zmgz:nuue #z;zgz;:” utie #gmgj;f{”uue DKILLIGS ": CUCTEMUIH ayanTbIr ayputan IAF MD11-
ISO/IEC 17021- |eepunenmeylieaspleepdnenmeytieaspleepunenmeylieasp| o D1 Ayﬂmb}“ Xyrauaatibi TooLoo Xocnyynax VAH X3pOTN3ar XAHG.
e D2 Har baiiHrbIH rasap e ¢l.9.1.6.25M9.1.6.2
1:2015 Y3H3 vy) Y3H3 vy) ¥3H3 vy) ISO/EC 20000-1

9.1.6 paxb 3aant
"OnoH yaupanarsiH
CUCTEMUIH

cTanpaptyys"

e D3 OnoH canTblH 30XMOH
Banryynant

6onon ISO/IEC 27001-
WAH yAMpAnarbiH
CUCTEMUAH ayANTbIT
xocnyynax
o cl.9.1.4.3-SM9.1.4.3
"Bycaa yaupanarbiH
TOITOMNLOOHbI
CTaHAapTbIiH
6atanraaxyynantbiH
ToXupyynra"




TABLE 1 — APPLICABLE DOCUMENTS AND REQUIREMENTS

Level 5 std. 1S0 9001:2015 | ISO 14001:2015 |1SO 45001:2018 1S0/50001:2018 ISO/IEC 27001:2013 ISO/IEC 20000-1:2018 1S0O 22000:2018 1SO 13485:2016
Level 4 std. - - - 1SO 50003:2021 ISO/IEC 27006:2015 - Amd.1:2020) ISO/IEC 20000-6:2017 | ISO/TS 22003:2013 -
IAF MD5: 2019 [IAF MD5:2019  [IAF MD5: 2019 [ISO 50003:2021: ISO/IEC 27006:2015-Amd.1:2020): ISO/IEC 20000-6:2017: ISO/TS 22003:2013: IAF MD9:2022:
ocl.9.1.4 “Determining audit time” e ¢l.9.1.4 “Determining audit time” o cl.9.1.4'Determining audit|e ¢|.9.1.2 ® c|.MD 9.1.4 “Determining
Annex A “EnMS audit time” Annex B “Audit time” (normative time® [Annex B “Minimum audit time” refers to IAF
oA.1“General’ e B.3.3 “Audit time calculation” audit time” MD5:2019 as applicable
oAf.fZ “E)eterminationl of the EnMS  |e B.3.4 “Factors for adjusting audit time” o B1 “General” with exception of table D.1
effective personnel” o B.3.5 “Limitation of deviation of audit . ) in Annex D, of IAF
D(I)EI':I' iﬁ“g#ﬁ':’? *A.3 “Determination of energy types”| time” ° %?nigilr(;uilra]ittliz T of MD9:2022 which replaces
oA 4 “Determination of an EnMS o B.3.6 “On-site audit time” certification audit table QMS1 of MD5:2019
ISO/IEC 17021- complexity” o B.4 “Audit time for surveillance” time” ® Annex D
1:2015 oA.5 “Determination of EnMS audit e B.5 “Audit time for re-certification” me TaWDetermination of
__Clause 9.1.4 time” o B.6 “Audit time of muli-site” Audit Time’
Determining audit A6 “Factors for adjustment of the  |Annex C “Methods for audit time
time audit time” calculation” (informative)
[Annex D “Examples of audit e C1“General”
calculations” (informative): o C2 “Classification of factors for
D1 Audit time calculation calculating audit time”
#D2 Single permanent site o C3 “Example for audit time calculation’
*D3 Multi-site organization
MULTISITE AUDIT [!AF MD1:2018 [IAF MD1:2018 [IAF MD1: 2018 [ISO 50003:2021: ISO/IEC 27006:2015 - Amd.1:2020)  [ISO/IEC 20000-6:2017: ISO/TS 22003:2013: |IAF MD9:2022:
ISO/IEC 17021- ecl.9.1 5 “Mu!t|-§|te sampllng" e cl.9.1 .5““Mu!t|-_sﬁefampl|ng" o cl.9.1 5 “Mult|-5|te ©cl915 ® c|.MD 9.1.5 “Multi-site
1:2015 dlause 9.1.5 IAF MD22:2019 Annex“B Multl-"s|te sampling Annex B Au.d|tl time (normqt|_\/?) sampling “Certification of sampling”
“Multi-site sampling” 01.9.1.4 *B.1 “General o cl.B6 “Audit time of multll-s[te . cI.9.2.3I.1-SM9.3.3.1" multi-site o (IAF MD1 ot mentioned)
915 oB.2 “Sites in a multi-site Annex C “Mgthods folr audit time “Sampling accuracy’ organizations”
organization” calculation” (informative)
B.3 “Eligibility of an organization for [ C3 “Example for audit time
sampling” calculation”, step 4
*B.4 “Sampling methodology”
*B.5 “Audit and certification”
eAnnex D “Examples of audit
calculations”
oD1 Audit time calculation
oD2 Single permanent site
*D3 Multi-site organization
IAF MD11: IAF MD11: IAF MD11: 1ISO 50003:2021: ISO/IEC 27006:2015 - Amd.1:2020):  [ISO/IEC 20000-6:2017: ISO/TS 22003:2013: |IAF MD9:2022:
INTIIE\(lsJRD?rTED 2013 2013 2013 ocl. 9.1.6 “Multiple ’fnanagement o c.9.1.5.1-IS 9.1 .5 “Multiple sites” o .9.1.6 “Multiple ® B.1 “Minimum ® ¢l.MD 9.1.4 “Determining
system standards e ¢1.9.1.6 “Multiple management management systems audit time” audit time” refers to the
ISO/IEC ity (also see new  |(also see new draft |(also see new A8 .“F.ath,',rS foradjustment of the | systems standards® standards” ® D.2 “Application application of IAF MD11
cI aLSZE? ;_51‘6 Graft MD11, issue VD11, issue 2, |oraft MD11, ssue Anilie‘f("é'fﬁéxam e of audi . g:&bﬁnL S';"ng-r:fgmem review” for integrated audit for
“Multiole 2, nov.'2021 with nov_.2021 withno |2, nov.l2021 with — p gr 9 standards other than ISO
P no major changes)|major changes)  [no major calculations™ system audits 9001
management ’ changes) oD1 Audit time calculation o c1.9.1.6.2 SM9.1.6.2
systems standards’” D2 Single permanent site Combining management




OH&SMS

*D3 Multi-site organization system audits for ISO/EC
20000-1 and ISO/IEC
27001
cl.9.1.4.3-SM9.1.4.3
“Adjustment for other
management systems
standard certification”
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XYCHOIIT 2 — AYOUTbIH HUAT XYTALAAT TOQOPXOWIIOX MPOLECCHIH YPCIrAN

TyxanH canTblH XON0OrgoX Xy4YnH 3yNICUIAT XapranaaH TyyBIpnacaH Tanban Tyc 6ypa (xondoraox Toxmongona) 6-aac 433 anxam XUnx

Qms

BOMC

OHaSMS

EnMS

ISMS

ITSMS

FSMS

MDMS

1. [Har Gytoy xap X3A3H |133pX XyCHAIT 1-MiAr y3H3|A33PX XYCHIIT 1-MHAr y3H3|033pX XYCHAIT 1-WiAr y3H3|A33PX XYCHIIT 1-MAr y3H3 |A33pX XYCHAIT 1-MiAr  [133pX XYCHAIT 1-Wiir  [033pX XYCHAIT 1-uiAr  |A33pX XyCHArT 1-nir
YApAnarbiH cucTemiyy YY YY YY Y3H3 YY Y3HO Yy Y3H3 VY Y3H3 YY
[xaparnax
GonomxToN 3CIXMNr
wanrax, Xxon6oraox
CTaHAapTyyAbIr
TofopXonnHo
2. |Bauryynnara onoH [IAF MD1:2018 : IAF MD1:2018 : IAF MD1:2018 : 1ISO 50003:2021: ISO/IEC 27006:2015- [ISO/IEC 20000- ISO/TS 22003:2013:  |[IAF MD9:2022:
CalTbIH rapuunras |e cl.5 "OnoH caittrait  |e cl.5 "OnoH caittrait  |e cl.5 "OrioH caittrait  [e cl.B.3 “BaitryynnariH  JAmd.1:2020: 6:2017: e l.9.1.5.1 o c|.MD 9.1.5 “ OroH
aBax apxTan GauryynnarsiH GauryynnarsiH GanryynnarsiH [33% aBax apx” e cl.9.1.5 “ OnoH e ¢l.9.1.5 “ OnoH e cl.9.15.2 CalTbIH rapUMNrad
9CIXUNT YHINIX FAPUMNIa3KYYNIX 3pX [  raPUMNrasKyynax apx "[ rapumnraskyynax apx | e Xychart 6.1 Mgmt. canTaac 139X aax’ | canTaac 139X aax’ asax bonomxroin”
cuctemuit erernen [ ¢1.9.1.5.1-1S9.1.5 e cl.9.1.5.1-SM 9.1.5
o XyCHarT 5.2 3puum "OnoH cant" “OnoH TanbaiH
XyUHUIA TyALBTTAMMiAH F93X aBax wanryyp”
erergen
3. |Caiitaac paax aBax [IAF MD1:2018 : IAF MD1:2018 : IAF MD1:2018 : 1SO 50003:2021: ISO/IEC 27006:2015- |ISO/IEC 20000- ISO/TS 22003:2013:  [IAF MD9: 2022
Hb TOXMPOMXKTOW, [e cl.6.1: TanGaitH 43ax [e cl.6.1: TanGaitH 433X [e cl.6.1: TanGaitH gaax [ B.5.4.1... wanryyp Amd.1:2020: 6:2017: o ¢1.9.1.5.3 6a xycHarT [e cl.MD 9.1.5 “ OroH
Yry# 3CIXMIAT YH3N | aBaX Hb TOXMPOMXTOW | aBaX Hb TOXMPOMXTON | aBaXx Hb TOXMPOMXTOW | y3yynanT Hb A3ax aBy [e ¢1.9.1.5.1-1S9.1.5 |e c.9.1.5.1-SM9.1.5 | A.1 "XyHcHui caifTaac 43X aBax”:
o l.6.2: TanbaiiH Jaax |e cl.6.2: TanbaiH 0eax  |e cl.6.2: Tan6aiH 099X Bonox, TyyBapiax "OrnoH cant": "OrnoH TanGanH CyIDK33HMiA aHrunan'; [e “3ypae mecen
aBax Hb TOXUPOMXTYI | aBax Hb TOXMPOMXIYA | aBax Hb TOXMPOMXIYA | GOMOMXTYIA, 3CBaN CB Hb onoH Tanbapt| TyyBapnanTHitH e MyYPHbI XyBb[] ONTOH 6oroscpyynax,
o cl.6.3: TyyB3apnax o cl.6.3: TyyB3pnax ® TyyB3prax 60MOMXTON | X0€ynaHr Hb XocmyyncaH 6aTanraa>KyynanTb| wanryyp": Cb Hb raspaac 13ax asax | 060708cpyynaxad
BonomxToi 6onoH BonomxTol 6onoH BonoH Gonomxryit Baitk 6ornHo. H ayauT Xnxass OJOH CanTbIH GonomxToii. A, B, oponydoe catimyyd
Bonomxryii caitTyyabiH| - Bonomkryit caitTyyabiH| caitryyasik xocrion  [e cl.B.4 "TyysapnanTvitn | TYYB3PT cyypunca [ Gatanraakyynanteldf  E, F, G 6onow 60110 aMHan2utH
XOCHoN XOCHon apra ayit" aprbir alnrnax ayauTap, TyyBapT 34rasp aHrmnang X3p32CAUlH
IAF MD22:2019 o cl.B.4.1 EpeHxuii Tanaap 6oAox CyypuncaH aprbir VXU TOCTIN yiin yuindeapsian
e cl9.1.4 « ¢lB.4.2 Hoxyen 6omHo alwvrmax Tanaap axvnnaraa (Xycraem A.1.1-1.6
e cl9.15 Gaiigan Bonox GonHo. asyynaar 20 rapyit | “OMHameuiiH 6315+
o cl.B.4.3 CailTbiH cantTai xapaecan’) 03ax agax
COHIONT KOMMaHuyA. 6onomxeyl "
o C.B.4.4 Typ 3yypbiH o MyypHbI XyBbZ ONOH|e yiifT axurinazaa 3¢easn
ra3pbir COHrOX raspaac f3dx aBax | 90 aHeuydbH
Bonomxryit . C, D y(indeapnano
0POAYCOH 2a3pyydble

(xycHaem A1.7 “Xacae
6a yun4unes3’) 93ax

agy 60sHo.




MpoueccbiH OH&SMS
ypcranbIH ye wat

. |@aax aBcaH IAF MD1:2018 : IAF MD1:2018 : IAF MD1:2018 : 1SO 50003:2021 ISO/IEC 27006:2015 - |ISO/IEC 20000- ISO/TS 22003:2013:  [IAF MD9:2022 :
CaiTyyAbIH TOOT o cl.6.1.2"[0oax aBax" [e cl.6.1.2 "Noox aBax" [e cl.6.1.2 "[oax aBax" [ cl.B.4 “[eox asax apra [Amd.1:2020: 6:2017: e cl.9.1.5.4 GoroH o cLMD 9.15
Topopxoinox? ® o l.6.1.3: "Mook aBax | cl.6.1.3: "Naax aBax |e cl.6.1.3: "Naax aax 3yi” o ¢1.9.1.5.1-1S9.15 [cl.9.1.5.1-SM 9.1.5 xycHarT 1 "OnoH Taiin6ap : IAF

X3MK33": X3MK33": X3MK33": o Cl.B.4.5 "[a3xuitH "OrnoH caittyyn " |‘OnoH Larasc aaax TanbaiH aeax asax  |MD1:2018-ble
= AHxHbI aydum: = AHxHbl ayoum: = AHxHbI aydum: XaMK33": Talin6ap: IAF MD1-  [aBax Wwanryyp” Yeq ayauT Xuiix Oypdaaezyii 6onoed A.1.7
y=Vx y=Vx y=x = AHxHbI y=\X utie Oypdaaeyi Taunbap: IAF MD1- Tan6aiH TOoHb! XyCHa2Ma0 myyHui
= XaHanm: y=0.6\x | = Xananm:y=0.6\x | = Xananm:y=0.6\x| = Xawanm:y=0.6vx |60nosy ISO 27006 e [uliz Oypdaaeyli 60s1064) xuwss": VvHO3CTaNUle auwumax
= [laxuH = [axvH = [laxuH = Jaxun myyeapnanmad /SO 20000-6 Hb e < =20 caifT: §33X  |6osHo.
6aranraaxyynant Baranraaxyynant 6aranraaxyynant 6Gamaneaaxyynanm |CYypuncaH xaHonaesie myyeapnanmad aBaxryu
- MS yp AyHTSit : MS yp AyHTai - MS yp pyHTait :MS yp dyumaii  [modopxod CyypuncaH xaHomazoie | e > 20 catr: 20-00¢
600X Hb 60nox Hb 60mn0x Hb 60710X Hb 3e8Weepdee myn modopxotl 193w 5 cant
farnargcaH y=vx fatnaracaH y=vx BarnargcaH y=vx Gamnazdcan y=\x |059KulH xomxss,  [3e8Weepdee myn TyTamg 1
acBan y=0.8vx acan y=0.8vx acBan y=0.8vx 30811 y=0.8Vx manbaliH myyepuliH XaMx33, TyYBSPMaCcaH calT
o Cl.4.6 "dpcpan’ coH20nmmot manbatiH
xon6oomot myyHuli  |coHeonmmoli
yHO3C3nulie xon6oomoli
awuanax 6omiHo (IAF  |yHOacnanutie
MD1 Hb ISO/IEC xapaenax 6onHo (IAF
27006-e dypdcaH) MD1 Hb ISO/IEC
20000-6-2 OypdcaH)

. [Tan6ait Tyc GypuiH (IAF MD5:2019 : IAF MD5:2019 : IAF MD5:2019 : 1SO 50003:2021: ISO/IEC 27006:2015- |ISO/IEC 20000- ISO/TS 22003:2013:  [IAF MD5:2019 :
yaupanarbiH cuctem|e cl.1.9 ( ENP-uitn o l.1.9 ( ENP-nitH o cl.1.9 (ENP-uitH o cl.9.144EnMS“Yyp  [Amd.1:2020): 6:2017: o XaBcpant B “Ayautbit|e cl.1.9 ( ENP-nitH
OYPUIH yp OyHTIH TOLOPXOMNIONT) TOLOPXOMNIONT) TOZOPXOINONT) ByHTalh 6ONOBCOH e cl.B.2.1 e ¢1.9.1.4.1-SM9.1.4.1 | xamruitH Gara TOLOPXOMONT)
xyMyycuith Toor  [e cl. 2.3 (ENP-uitn o cl. 2.3 (ENP-nitH o cl. 2.3 (ENP-uitH Xy4HWi1 T00” "Baiiryynnarbi4 "AyouTbIH Xyrauaar | xyrauaa” o cl. 2.3 (ENP-witH
(ENP) Togopxoiinox | To0L00 ) TOOL00 ) TOOL00 ) o ENMS-MitH yp AyHTait xsHanTag bairaa TOLOPXOMNOX", TOO0L{00 )
(xon6oraox yen) 6ONIOBCOH XyUHHIr @K 3PXAMK 6‘3'/17| Tainbap

TOZOPXOMNoX " XyMyyCU1H TOO

. [Tan6ait Tyc GypuiH (IAF MD5:2019 : IAF MD5:2019 : |AF MD5:2019 : 1SO 50003:2021 : ISO/IEC 27006:2015 |ISO/IEC 20000- ISO/TS 22003:2013:  [IAF MD5:2019 :
yaupanarbiH cuctem|fe xycHarmr QMS2: o XycHarTr BOMC2: o XycHarT OH&SMS2: e A.3 “Dpunm xyuHuii [Amd.1:2020 : 6:2017: XycHaem B.1-0 “AHxHbl |e XycHaem D1,
GYpUIH HapuitH BaitryynnarbiH Baitryynnarbix Baiiryynnarbis Tepnuiir Togopxoiinox  |e C.3 "AyauTbiH XycrHaem 1-0 "Yp 6amaneaaxyynanmeiH | Xagcpanm D-0
TeBerTan GalanbiH | GuHecuitH canbap Bu3HecuitH canbapt OBuanecuit canbapT e EnMS-uitH HapuitH Xyrauaar TooLoonox |dy#maii 60108coH ayoumbiH xameuliH 6aza| xamaapaxeyli
TYBLNHT [133p CyypuricaH CcyypuncaH HapuiH CyypuricaH HapuitH TeBerTal 6aianbir KALWIS" XyuHUl moo 6a xyeayaa” -0 opyynaxad
ropopxoiinox HapWiH TeBerTal TeBerTail baianbiH TeBerTail baianbiH 10T00pXOMNOX " e XyraLiaar TOOLIOOMOX [moxupyysiea xuiixsac  [HapuiH megeemali
(GonomxTolt 6on) 6aitanbIH TYBLUMH) TYBLUMH TYBLUMH o XyCHT A1 “AyauTbiH | XYUUH 3y/AnKitH leMHeX ayOumbIH batidan waapdnazazyl.

Xyraaar aHrunan" Xyeauaa (aHXHb!
TOAOPXOANOX 3puMm  |® XYCHAIT C.2 “BuaHec|aydum) xoopoHObIH
XYUHII HapUitH Ga Gairyynnarataii |xamaapan"-bie
TeBerTai GaianbIH XonGooTol XyunH  |opyynaxad HapuliH
XYHH 3yinyyg’ ayinyya (MT-aac  [meeeemaii 6atidan
6ycan)’ waapdnazazyd.

8|AF MD1 cl.6.1.3.4: "TeB (hyHKL ... aHXaH LaTHbI 6atanraaxyynanTbiH siBuas 601oH faxuH batanraaxyynantbiH ayauT Gyp 60MOH XyaHNUIAH XML HIr3ac AOOLLryiA yaaa TaHAAMTLIH XYP33HA ayauT XUIAH3 .
9IAF MD1-33cC: y = 133X aBaX CailTblH TOO; X = HWIAT CailTbIH TOO.
101SO 50003:2021: EnMS-uitH HapuitH TeBerTalh Gaitaan Hb XUAUAH SPUAM XyUHHIA X3P3rNaa, 3pUMM XyUHUIA TepryyAUIH TOO, SPUMM XyUHUI Yyxan XaparnasHuii Too (SEUS) racaH rypeaH LwanryypT cyypungar.



MpouecchbIH

ypcranblH ye war

OH&SMS

o EnMS Hapuith e xycHarT C.3
TeBerTan GananbIiH “M3pa3nnuitH
TYBLWH " TEXHONOTUAH
o clA4.2 OpYMHTON
Haputin meseemaii Xx0n6ooToi Xy4uH
6aiidrbiH mombéo 3yinyya”
C=(Fecx0,25) + (Fer | xycHarT C.4
x0,25) +(F seu%0,50) “AyAMTbIH
XyrauaaHg y3yynax
HeneennMMH Xy4uH
3yinc”
o B3.4 "AyanTbiH
xyrauaar
TOXMPYYMaX Xy4uH
3yinyya"
YavpanarbiH IAF MD5:2019 : IAF MD5:2019 : IAF MD5:2019 : 1SO 50003:2021 : ISO/IEC 27006:2015 [ISO/IEC 20000-6:2017 [ISO/TS 22003:2013:  [IAF MD9:2022 :
cucTteM Tyc GypuiiH o QMS 1 xycHarT o xycHarT BOMC 1 e OH&SMS 1 xycHarT e EnMS ayauTbiH xyrauaarjAmd.1:2020 1 . o Cl.B.2 “AHXHbI o cl. MD9.14
ayAuTbIH Xyrauaar |Taunbap: XycHsemuiH |Tatinbap: XycHsemutiH |Tatinbap: XycHaemuliH TOAOPXOMNOX e c.B.3.3 "AyantbiH e c.9.1.4.1-SM9.1.4.1 | GatanraaxyynanTbiH [e Xascpant D, xycHarT
TOAOPXOMNIOX eapanm Hb "aydumbiH  |eapanm Hb "aydumeiH  |eapaam Hb "ayoumbiH ® XyCHAIT A.3 “AHXHbI LiarniH TooLoo" "AygouTbIH Xyrauaar | aymuTblH XamruitH DA
(6onomxroit 6on)  [xyeauaa” xy2auaa" xyeauaa” GatanraaxyynantbiH [e cl. B6 "OnoH caittsiH| T0A0PXOIANOX " fara xyrataaHbl
XamruiH bara ayanTbiH xyrayaa "' e XycHart 1"Yp Toou0” 6onoH
ayanTbIH Xyrawaa o XyCHarT B.1 “AyauT | AyHTS aXunTHbI XycHarT B.1
(ayauTbIH xoHor)" XUiAX LarvitH 100 6a TOXVpYynra | e Har caitTag ayauT
rpacpuk” XWNX33C OMHeX XMiiX xamruitH 6ara
o C.3"AyOuTbIH ayauTbIH Xyrauaa xyrauaa :13
Xyrauaar TooLoomnox | (aHxHbl ayauT)" o L=
KALWIS" Tatinbap: XycHazmutiH TD+TH+TMS+TFT
leapanm Hp "aydumsiH E
xyeauaa" Tatinbap: XycHaemuliH
leapanm Hp "aydumsiH
xyeayaa"
. |TanGait Tyc 6ypuiH [IAF MD5:2019 : IAF MD5:2019 : IAF MD5:2019 : 1SO 50003:2021 : ISO/IEC 27006:2015- |ISO/IEC 20000-6:2017 [ISO/TS 22003:2013:  [IAF MD9: 2022,
yaupanarbiH cuctem (Amd.1:2020 : :

S0 50003:2021: 3yitn A.4 6a XycHarT A.1: HapuitH TeBerTai GaitanbiH Xy4uH 3yiNc: F g KUK 3pUMM Xy4YHUA X3P3rnasHuil XyBba F £ 3pUMM XyuHWit TOPNUIAH TOO, F ggy Yyxan ady xonborgonToin apUvM Xy4HuiA XaparnasHuii TOOHbI XyBbz,
12|SO/IEC 27006:2015 (1:2020 H3M3NT eepunenTeep HIMTACaH) - AyAnTbIH Laruiir TOOL0OMOX Japaanan:
o 1-p anxam - 6usHec, baiiryynnaratai xonbooTol xy4uH 3yincuir Togopxoinox (MT-aac Bycag): XycHarT C.2-T ererceH aHrunan Tyc bypa TOXMPOX YHIN33r TOGOPXOMIK, YP AYHT HAITTaH JyrHaHA.
o Anxam 2 - M3aaannuitH TEXHONOTUIAH OPUMHTON XONBOOTOM Xy4MH 3yINCUiAr ToBopXoimnox: XycHarT C.3-T ererficeH aHrunan Tyc 6ypa TOXMpOX 33p3rnanuiir TOAOPXONIXK, yp LyHr HIMTIaHa.
o Anxam 3 - 033px 1 6a 2-p anxamblH yp AyHA YHASCHAH XyCHAIT C.4-T TOXUPOX BUYUATUIAT COHIOH ayauThIH XyraLiaaHz y3yymnax Xy4uH 3yrcuitH Hemneer TOLOPXOMIHO.
® 4-p anxam - ALCUIH TOOLI00: AyaAMTbIH LiarwitH rpadouk (XycHarT B.1)-uiAr alwmrnaH To[OpXOMNCOH efpuitH Toor 3-p anxaMbiH yp AyHA 61t G0NCOH XyumnH 3ynnaap ypxyynHa. OnoH raspaac TyyBapnanT awmrnax 6airaa ToXMonaong TooL00NCOoH
ayauTbIH efpyYAWIAT ONOH CaNTbIH 433X aBax Tenesnereer Xapankyynaxag LWaapanaratai Xy4uH YapmaiinT.
13FSMS ayanTbiH xamrnitH Gara xyrawaatbl Xysby: T, = rasap 4oapx ayanTbiH yHACSH xyrauaa (egep); T , = HACCP-uitH HomanT cypanraaHg ayauT xvitx eapuitd n°; T o = XonBoraox yaupanarsii TorronLoo 6aitxryit TOXMONAONA ayAuTbIH efpuiiH n°;

T Fre = @XUNYAbIH TOOHA HOTAOX aYANTBIH BAPUAH N°



H Mpoueccbid Qms BOMC OH&SMS EnMS ISMS ITSMS FSMS MDMS
ypcranbiH ye war
6ypuiiH byypant o cl.8 “ AyauTbiH o Cl.8 “ AyauTbiH e cl.8 “ AyguTblH e cl.A.6 "AyauTbiH o cl.B.3.4 "AyauTbiH e cl.9.1.4.2-SM9.1.4.2 |e XycHarT B.1 (cyynuith [Xascpant D, xycHarT
3CBIN eCeNnTUiiH Xyraujaar Toxupyynax Xyraujaar Toxupyynax Xyrauaar Toxvpyynax Xyrauaar Toxvpyynax Xyrauaar "AyauTbIH Larvir 6araHa): HamanT D.1, XycHart D.1-33c
TOXWUPYYNTBIH XYYMH | XyuuH 3yimnyya " XY4UH 3yinyya " XY4UH 3yinyya ™ XY4UH 3yinyya": TOXUPYYTaX Xy4nH TOXUpYyynax": 304NNCOH calT BypT  |ayauTbIH Xyrauaar
3ynnuir = byypyynax: = byypyynax: = byypyynax: = XaMeullH ux 3yinyya" o XycHaem 2 rasap [33px ayauTbiH [Toxupyynaxag
ropopxoitnox XameUuiH ux03a XaMeuliH ux033 XameuliH ux033 6yypanm: XycHsem |e cl.B.3.5 "AyauThiH ‘AydumbiH XamruiH bara awwmrnacaH Xy4uH
(6onomxToi 6on) 30% 30% 30% A.3 (A.6.2)-aac XyrauaaHsl Xyeauaae XyrauaaHsl 50% -uap [3yinyya:
= ecenmute = ecenmute = ecenmutie ayoumbiH Xasanntbir bazacaax Xy4uH Byypyynax ® a) moo20op
moozoop moo2oop moozoop xyeauaarbi 30% xs3raapnax": 3ylinyyd”: max. Gonomxroit unapxutinaedaseyl
unapxutinaseyii unapxutinaseyii unapxutinaseyti = XamauliH ux XameutiH ux033 30% 6yypanm 30% |e B.1 (cyynuitH ecenm
ecenmuliz 6yypyynHa o XycHaem 3 eryynoap): ... 6ycan e 6) xameuiH uxdss
mo0200p o C.3 "AyauTbIH “AyOumsiH XYUMH 3yAnyyamiar 20% 6yypyynax
unapxutinaseyl xyrau,a?r TOOL00110X Xyeauaae HAMArayynax ® M3383PIaX
KALLBI ypmaceax XyquH | (Wwaapanaratan 6amx | yiinyuness” -uiH
* Xycraem C.1 3ydnyyd”: BonHo ayauTbiH 6Gamanzaaxyynanms!
XyYUH 3yUnuiH Ham32dyyniax moo| xamruitH Gara xyrauaa|  xampax xypase
aHeuriarn) XOMX33 buL 50%-uap 6yypyynax
o xycHaem C.4:
6usHec 6or1oH
M3033n1udH
MexHOso2UUH
HapulH
meseamali
6atidnaac
xamaapaH
HaM320yynax /
6yypyynax

9. |OnoH Tan6Gaiitan  [IAF MD1:2018 : IAF MD1:2018 : IAF MD1:2018 : 1SO 50003:2021 : ISO/IEC 27006:2015 |ISO/IEC 20000-6:2017 |/AF MD1-utie OypOaaeyU|lAF MD9:2022 :
Toxuongong cait e cl.7.3 “AyauThiH o l.7.3 “AyauTbIH o cl.7.3 “AyanTbIH o c|.B.5.4.2: manbatie Amd.1:2020 : Tatinbap: IAF MD1-  |6onosy IAF MD1-0 ISO |e c.MD 9.1.5
TyC OypuiiH Xyrauaar Tooujoonox”: | xyrauaar Tooyoonox”: | xyrauaar Toouoonox”: | yaawud bazaceax o "CailTbiH LaawablH |utie Oypdaaeyl : TS 22003-bi2 OypdcaH |Tatinbap : IAF
QyAuTbIH Xyrauaar TOLIOPXO CXEM33P TOZIOPXO CXEM33p TOLOPXOiA CXEM33P manaap Oypdaaeyli 6yypanTbit Tanaap |'LaawpsiH Tanbaik  |myn myyrul MD1:2018-bie
Laawmp baracraxbir | xacargaaryi 6on xacargaaryi 6on xacargaaryi 6on nyppaaryin” GyypanTeir aypaaryin” |lyHoacnanulie awuenax |0ypdaaeyl 6omosy A.1.7
Topopxoiinox TYyB3pnacaH Tanbang | TyyBapnacaH Tanbaig | TyyBapnacaH Tanbailg 60/1HO. xycHa2mad myyruli
(6onomxToii 6on) ayauThIH Xyraaar ayauTbIH Xyralaar ayauTbIH Xyralaar (Oa23paac MeH y3H3 yy ) |yHdacnanulie awuenax

Baracrax Hb 50%-nac | 6aracrax Hb 50%-nac | 6aracrax Hb 50%-nac 6oHo.
uxry# GaitHa. uxryi baiHa. nxryi baiiHa.

10. [OnoH ToOHBbI IAF MD11:2013 : IAF MD11:2013 : IAF MD11:2013 : 1SO 50003:2021 ISO/IEC 27006:2015 |ISO/IEC 20000-6:2017 |ISO/TS 22003:2013:  [IAF MD9:2022 :
yavpanarbiH e cl.2 "Mporpam" e cl.2 "Mporpam" e cl.2 "porpam" e cl.9.1.6 "OnoH Amd.1:2020 : . o cl.B.1 "EpeHxuin": o cl.MD 9.1.4-a |AF
cuctemTan yaupanarsiH cuctemuiti e cl.9.1.6 "Onox e cl. 9.1.6 "OnoH FSMS-Tait xamtapcaH | MD11-uiar ISO 9001-
Toxuongona craHgaptyya" yAMpAnarsiH YAMpANarsIH ayauT Xuiix 3ac bycap
HIrAC3H ayauT XUNX cl. A.6.3 Taitnbap Hb IAF cucrem” cucrem” TOXMONZONA ayAUTbIH |  CTaHAAPTbIH HATACH
Hexuen Gairaa MD11-g xamaapHa 27006 ( cl.1.3, Taiinbap: IAF MD11- | xyrauaar 6aracrax ayauTag Xaparnax
3CIXWNAT WanraHa cl.2.1.5.1)-utie utiz Oypdaaeyli 6011084| GOMOMKTON . BonoMKTON rax

dypdcan myn myyHuil [IAF MD11-0 ISO/IEC [ Xascpant D "Eperxuii| 3aacaH Gaitgar.
yHO3Cnanule 20000 (cl.1.3)-bre FOPUANIZHMI YT e Xascpant I': 1ISO 9001
awuenax 60sHo. dypdcaH myn myyHull | yypruid saasap" 6a ISO 13485




H MpoueccbiH Qms BOMC OH&SMS EnMS ISMS ITSMS FSMS MDMS
ypcranbIH ye wart
yHOacnanulie Tatin6ap: IAF MD11-utie] cTaHBapTblH ayanTbIr
awuenax 60sHo. Oypdaaeyli 6omogy IAF | xamTap Hb Xuiixaas
MD11-9 ISO/TS 22003 | XascpanT D-a 3aacHbl
(2.1.5.1-p 3ytin) [faryy TooL0ONCOH
OypdcaH myn myyHuli ayauTbIH XyrauaaHa
yHO3Canuile awuenax | Xamrvi Garanaa
GorHo. 25%-1T HIMHS.
11.[Harpcau IAF MD11:2013 : IAF MD11:2013 : IAF MD11:2013 : IAF MD11:2013 : IAF MD11:2013 : IAF MD11:2013 : IAF MD11:2013 : IAF MD9:2022 :
yampanarbii o Cl.2.1.5.1b: IMS-nitH e cl.2.1.5.1b: IMS-nitH e ¢l.2.1.5.1b: IMS-nitH ~ |e ¢l.2.1.5.1b: IMS-uitH o ¢l.2.1.5.1b: IMS-nitn [c1.2.1.5.1b: IMS-nitH  [c1.2.1.5.1b: yanpanarbid |e cl.MD 9.1.4-n IAF
TorTonuooHb (IMS) | ayauTbiH HuiT ayauUTbIH HAIAT ayauTbIH HIAIAT ayuUTBIH HWAT Xyrauaar | aysuTbiH HUIAT @yauUTbIH HAIAT cvcTem Tyc Gypasp MD11-uiar ISO 9001-
@yavTbIH HUIAT Xyratjaar T00L00N0X Xyratiaar T00Lj00nox Xyrauaar TooL00mnoxX TOOL{00F10X 3XNINMAH XyraLaar TooL00s10X |XyraLiaar TOOLeOMOX  [TOOLICOH ayauTbIH 93c bycan
XyrauaaHbl 3Xnax IXITAMNNAH LSrMiAr SXM3NMIAH L3rmir SXM3NMIAH LSIMiAr LIBTUAr TyyHWRA AXNAMNIAH LBTMAT  [SXITANWIAH Liarvir Xyrauaar Hamx IMS-uiiH | - cTaHaapTbIH HArAC3H
Larnir TyYHWiA BypanaaxyyH | TyyHWi OypanaaxyyH | TyyHWi OypanaaxyyH | GypanmaxyyH xacar TYYHUR TYYHUA BypanaaxyyH |ayauTbiH HUIAT Xyrauaar | ayauTag Xaparmnax
TOAOpPXOANOX. xacar 6onox xacar 6onox xacar 6onox Gonox yavpanarsiH BypanmaxyyH xacar [xacar 6omox TOOLI0X 9XIAMNMIAH LIaruiar|  BONOMXKTON rax
yovpanarbiH cuctem yovpanarbiH cuctem yavpanarbiH CUCTEM CUCTEM TYC 6yp33p Bonox yavpanarsiH yavpanarbiH CUCTEM TO/:[OpXOVIJ‘IHO. 3aacaH 6a171,uar.
Tyc Oypa3p TOOLCOH Tyc Oypa3p TOOLCOH TyC Bypasap TOOLICOH TOOLCOH ayAUTbIH cnctem Tyc Gypaap [ryc Gypaap ToowcoH IAF MD11:2013 :
ayauTbIH Xyrauaar ayauTbIH Xyrauaar ayauTbIH Xyravaar Xyrataar Hamx TOOLICOH ayfuThIH  |aYANTBIH XyraLiaar e cl.2.1.5.1b: MDMS-
H3MX TOBOPXOMITHO. H3MX TOAOPXOITHO. H3MX TOAOPXOMIHO. TOAOPXOMIHO . Xyrauaar Hamx H3M)X TOBOPXOMITHO. WIAH ayauTbIH
1ISO 50003:2021 TOLOPXOWITHO. xyrauaar 6ycag
o cl.A.6.3, TaitnGap CXEMWIH ayauUTbIH
o cl.B.5.4.2 XyrataaHbl HUANG3ap
7193 HAMaX
12. |xyrauaar IAF MD11:2013 : IAF MD11:2013 : IAF MD11:2013 : 1SO 50003:2021 ISO/IEC 27006:2015 - |ISO/IEC 20000-6:2017 [ISO/TS 22003:2013:  [IAF MD9:2022 :
HIM3rAYYN3X 3CBAN |e ayauT XMitxaz o ay[IUT XMiX3z o ay[IuT XMiXaz cl.A.6.3 "YavpanarsiH Amd.1:2020 : : o 5.1 "EpeHxvit” 3aanT :|e ¢l.MD 9.1.4-1 IAF
Garacrax Xy4uH Waapgargax xyrayaar | waappargax xyrauaar | Wwaapgargax xyrauaar [HarAC3H TOrTonLOOHA, e ¢1.9.1.6 "OnoH e cl. 9.1.6 "OrnoH TTBC-Tait xamtapcaH | MD11-uiar ISO 9001-
3yincuir xapransaH| HOMarayynax acsan H3Margyynax acsan HAMArIyymax 3CBaN  [ayawT XMiAX Hb ayauThIH yoavpanarbiH yavpAnarbIH ayauT Xuix 3ac bycap
3XN19X LarMnH Baracrax xy4uH Baracrax XyuuH Garacrax XxyumH xyrauaar ypTacrax 6onosd | cucrem" cucrem” Toxuongonga CTaHAapTbIH HArAC3H
3ypruiir ToxupyynHa| ayiincuiir xapranaaH | 3yincwiir xapranaaH | 3yincuiir xapransan  [0aracsan 20% -uac Taun6ap: IAF MD11-  |Tatnbap: IAF MD11- | yHpacnanTai, ayauTaf Xaparnax
yy Y3H3 V3HO V3Ho XaTpaxryit baitx éctoi”  |uile dypdaaeyii ulie dypdaaeyii 6011084| BapUMTKyyncaH BOMOMXKTON rax
o Garvit yp Yageap o Garvit yp Yaneap o GarviH yp Yaneap 6orosy IAF MD11-0  |IAF MD11-0 ISO/IEC | Toxvionmonyg ayauTeiH | 3aacat Gainar.
[133P YHICN3H [193p YHECNH [133p YHA3CII3H ISO/IEC 27006 (cl.1.3, 120000 (cl.1.3)-ble | xyrauaar Garacrax ~ [IAF MD 11:2013:
6yypanT 0-20% 6yypanT 0-20% 6yypan 0-20% 2.1.5.1 )-uuevdypdcaH OypdcaH myn myyHul Gf)nommToM. s BaruitH yp yagsap
XOOPOH xanBanaaar. | xoopoHa xanbanagar. | xoopowa xanGanaaar. myn myyHuU yHOacnanule Taiinbap: IAF MD11-utle| - o3p yHA3CN3H
o XascpanT 1 “AyauTuiH |e Xascpant 1 “AyanTuii |e Xascpant 1 “AyanToin yHO3Cranule aLuuanax 601Ho. Oypdaaeyi Gomoey IAF | Gyypant 0-20%
xyrauaar 6aracrax” xyrauaar 6aracrax” xyrauaar 6aracrax’ aLuunax 6orHo. MD11-0 ISO/TS 22003 | X0OpOHA XanGan3par.
(2.1.5.1-p 3yiin) o XaBcpant 1 “AyanTbiH
OypdcaH myn myyHuli xyrauaar 6aracrax”
yHO3cnanulie awuenax
6071HO.
13.|Fa3ap Aaapx IAF MD5:2019 : IAF MD5:2019 : IAF MD5:2019 : 1SO 50003:2021 ISO/IEC 27006:2015 - |ISO/IEC 20000-6:2017 [ISO/TS 22003:2013:  [IAF MD9:2022 :
ayAWUTBbIH Xyrauaar |e cl.4.1: ayant xuiix o Cl.4.1: ayauT Xuiix o Cl.4.1: ayauT Xuix cl.9.1.4.2: ayant xuitx Amd.1:2020 : : o Cl.B.1 "EpeHxuit": o cl.MD 9.1.4-1 IAF
TooL00n0X xyravjaaHbl 80%-1ac xyravuaaHbl 80%-unac xyraLaaHbl 80%-#ac  [xyrauaaHsl 80%-nac cl. 5.3.6 “Tasap oapx [e ¢1.9.1.4.1-SM9.1.4.1 | e Baiiryynnarbix MDS5-uifr xaparnax
Gararyit 6aitHa Gararyit 6aitHa Gararyit baitHa Gararyit 6aitHa ayOouTbIH Xyrauaa’™: "AyauTbIH Xyrauaar BYTI3rIBXYVH, BOnoMXTON rax
ayauTbIH XyraLaaHbl TOAOPXOMIOX": VIANUANTasKy rasap | 3aacaH
70%-ac bararyit ay[uT Xuix paop Ho wanrant  ['AF MD5:2019 :




H Mpoueccbid Qms BOMC OH&SMS EnMS ISMS ITSMS FSMS MDMS
ypcranbiH ye war
xyrauaatol 80% - XWX xaMruith 6ara e cl.4.1: ayauTbiH
vac bararyit Xyrauaa Hb xyrauaaHbl 80%-vac
ayauTbiH Xammiid | Gararyit Gaiix)
Bara xyravLjaaHbl
50% Gaiix éctoit
(byx TOpnnitH
ayauTag
XamaapHa).
® XSiHaH Lanrax ,
camkpyynaxtai
xon6ooToi yin
axunnaraar
opyynaaryi 6omHo .
14.|AyauTbIH xyrauaar 1|IAF MD5:2019 : IAF MD5:2019 : IAF MD5:2019 : Talinb6ap: IAF MD5-utie  |Tatin6ap: IAF MD5-  |Taln6ap: IAF MD5-  |Tatin6ap: IAF MD5-utiz (IAF MD9: 2022 :
GonoH 2-p ye wat |e ¢l 3.1, Tainbap: 2-p |e cl 3.1, Tatnbap: 2-p |e cl 3.1, Tatin6ap: 2-p  |OypOaacyii 6omosy uxun |utie ypdaacyli utie dypdaaeyli 6onoay4|dypdaaeyli 6onosy o cl.MD 9.1.4-1 IAF
XOOPOHA X3PX3H wamaHO 3apuyyncaH | wamaH0 3apuyyncaH | wamand 3apuyyncaH |yHO3cranulie xapaanax  |6008Y WwKuT Lxun yHOacnanulie  |uxun yHA3CIanule MD5-nitr xaparnax
XxyBaax Tanaap Xxyeauaa Hb 1-p Xxyeauaa Hb 1-p Xyeauaa Hb 1-p 60/1HO yHO3cnanutie Xap3aenax 60HO Xapaenax 60HO BonomxTon rax
600k y333paii 14 wamaHO 3apuyyncaH | wamaHO 3apuyyncaH | wamaHd 3apuyyncaH xapaenax 6onHo 3aacaH
XyeauaaHaac 0agcaH XyeauaaHaac 0agcaH XyeauaaHaac dagcaH IAF MD5:2019 :
6atidae Hb epAuliH 6atidae Hb epdutiH 6atidae Hb epduliH o cl 3.1, Tatinbap: 2-p
nNpakmUuK 1M . npakmuk oM . NPakmMUuK 1M . wamand 3apuyyscaH
Xyeayaa Hb 1-p
wamard 3apyyyrcaH
XyeauaaHaac 0agcaH
6alidae Hb epOuliH
NPaKmuK KM .
15.|XsiHanT wanrant,  |IAF MD5: 2019: IAF MD5: 2019: IAF MD5: 2019: 1SO 50003:2021 ISO/IEC 27006:2015 - |ISO/IEC 20000-6:2017 [ISO/TS 22003:2013:  [IAF MD9: 2017 :
naxXuH o Cl.5 "XsHaNT": aHxHbl |e .5 "XaHanT": aHxHbl |e cl.5 "XaHanT": aHxHbl  |¢ ENMS ayauTbiH xyrauaar|Amd.1:2020: . o cl.B.3 "XaHant o cl.MD 9.1.4-1 IAF
Gatanraaxyynantbl | GatanraaxyynantbiH BatanraaxyynantbliH 6atanraaxyynantbiH TOZOPXOINOX ® cl.B4 "XaHant o cl.9.1.4.4- SM9 Lianrant, AaxuH MDS5-uifr xaparnax
H ayanT XWX aypurag 3apLyyncaH aypurag sapLyyncaH ayawTap 3apuyyncad  |e xycHart A.4 XaHant 6a LanranTblH 1.4.4 “Xanan, BatanraaxyynantelH | 60MOMXTON rax
@yAVTBIH Xyrauaar | ayauTbiH XyralaaHbl ayauThIH XyralaaHbl ayauThIH XyralaaHbl JaxvH ayouTbiH Xyrayaa™: | paxuH ayauTbIH XaMruitH 3aacaH
Tonopxonnox 1/3 opumm (1 md -aac | 1/3 opuum (1 md -aac | 1/3 opumm (1 md -aac | GatanraaxyynanTblx aHXHbI BaranraaxyynanteiH| ©ara xyraLaaHs IAF MD5:2019 :
Gararyi Gaiix écToit ) | Gararyit Gaitx &cToit) | Gararyi Gaitx écToit ) | ayauTbiH xyrauaa 6aTanraaxyynantblH| ayauTbiH ayauTbIH TOOL00" o cl.5 "XaHant":
o cl.6: "axuH o l.6: "axuH o cl.6: "[laxuH (ayawT-xoHor) ayauran Xyrataar e TaH[anT: aHxaH BaTanraaxyynantblH
Batanraaxyynant": Batanraaxyynant": 6atanraaxyynant": 3apLyyncaH TOAOpXOArox " LWaTHbI ayauT XMAX | aHXHbI ayauTtag
X3paB gaxuH X3paB gaxuH XapaB gaxuH ayanTbIH XyrauaaHbl | e TaHganT: MUH. ayauThiH 3apLiyyncaH ayauTbiH
GaTanraakyynanTelH | GaTanraaxyynantelH | 6GaTanraaxyynanTbi 1/3 opunm . AHXHbI ayauT xyrayaatbl 13-4 | xyrauaatbi 1/3 opunm.
Yeq aHxaH WaTHl Yer aHxaH wWaTHb! Ye[ aHxaH LwaTHl o ¢l.B5 "[axuH XWX ayAnTbIH (xamruitH 6aragaa 1je cl.6: "daxuH
wanrant xuirgax 6on | wanrant xuirraax 6on | wanrant xuiirgax Gon GatanraaxyynantbiH xyrauaamsl 1/3 efep, Aba b Batanraaxyynant":
BatanraaxyynantbliH BatanraaxyynantbliH 6atanraaxyynantbiH aYAUT XWX ayANTbIH (xamrviH barapaa KaTeropuga xamruiiH | - Xap3ae gaxvH
aHXHbl AyUT XWX | aHXHbl ayauT XMiXad | aHXHbI ayauT XMiXag Xyrauaa": TyxaiH 1 epep) Garagaa 0,5 xoHor) | GaTanraaxyynantbiH
Laapgargax ayauTblH | waappargax ayauteiH | Waapaaraax ayautbii Gairyynnarag faxvhf e gaxiu ® [axuH YEQ aHXaH LaTHbI
XyrauaaHbl 2/3 opuum | xyrauaaHbl 2/3 opuum | xyrauaaHsl 2/3 opuum Garanraaxyynant 6aranraaxyynant Batanraaxyynant: | wanrant xuirrgax 6on

4 OnoH calTbiH XyBb[ 1-p AT Hb MX3BYMAH TEBUIAH (PYHKLIIIP XsA3raapraraax, alnrmail rax y3caH bycag caityyz Gaibk 6onHo.




MpouecchbIH

ypcranblH ye war

OH&SMS

Hb (1 md -aac 6araryit | Hb (1 md -aac 6araryit| Hb (1 md -aac bararyit XMANTaxaap ayanT : MUH. AHXHbI MWH. AHXHbI ayauT | BaTtanraaxyynantbiH
Baiix éctoi ) Baiix écToi ) Ganx écton ) XWiAX ye[ aHxaH ayanT Xuirx XWX ayAuTbIH aHXHbI ayANUT XUIX3A
LIaTHbI ayauTbiH XyrauaaHsl 2/3 Laapgargax ayauTblH
GaTanraaxyynantbiH XyrauaaHbl 2/3 (xamrvitH Baragaa 1| xyrauaaHbl 2/3 opunm
ayauT Xuinxag (xamruiH baragaa efiep, A 6a b Hb
laapgaraax 2 XOHor) kateropug 0,5
Xyrauaabl 2/3-aac XOHor)
Z0OLUMYM Hb.

16. [AyanTbIH xyrauaar [AyauTbiH Xyrauaar AyanTbIH Xyrauaar AyauTblH Xyravaar AYAnTbIH XyraLaar eMHex [e cl.B4 "XsHanTbiH - [AyauTbiH xyrauaar — [AyauTbiH xyrauaar AyauTBIH Xyravaar
Gatanraaxyynax  |eMHeX ayAuTbIH yp [iyHT [eMHeX ayAuTbIH yp AyHT [eMHeX ayAuTbIH yp AyHT [ayauTbiH yp AyHT ayauT XWX ayauTbiH|eMHeX ayauThiH yp  |eMHeX ayauTbiH yp AYHT[eMHeX ayanTbiH yp AyHT
acBan XapransaH Laaling XapransaH Laaling xapransaH Laalung xapranaaH Laamp, Xxyrauaa" nyHr xapransaH XapransaH Ljaalung [xapransaH Laalumg
GaTanraaxyynantbl [Toxvpyymx GomnHo [Toxvipyymx 6onHo TOXMpYymK 60MHO TOXVUpYymx BomnHo o cl.BS "flaxun Liaalmg ToxMpyymx  [Toxmpyymk 6onHo Toxupyymx 6omHo
H Meuneruiti yes e ISO/IEC 17021-1:2015-[e ISO/IEC 17021-1:2015-[e ISO/IEC 17021-1:2015-]e ISO/IEC 17021-1:2015- | 6aranraaxyynantbin|6onHo o ISO/IEC 17021- e ISO/IEC 17021-
waapanaratai 6on | bivcl.9.1.4.2 biH ¢1.9.1.4.2 biH ¢.9.1.4.2 blH €1.9.1.4.2 ayauT xuinx ayautbitle ISO/IEC 17021- 1:2015-biH ¢1.9.1.4.2 1:2015-biH ¢1.9.1.4.2
ToXvpyynra xwix  le |AF MD5:2019-uifH cl.5 |e IAF MD5:2019-uik cl.5 Je IAF MD5:2019-uifH cl.5 e IAF MD11:2013-uitH ¢l.4 | Xxyrauaa” 1:2015-biH €1.9.1.4.2 [IAF MD11:2013-itH cl.4 | IAF MD5:2019-uitH

6a 6
o |AF MD11:2013-uitH
cl4

6a 6
o |AF MD11:2013-uitH
cl4

6a 6
o |AF MD11:2013-1itH
cl.4

IAF MD11:2013-uitH
cl.4

cl.56a 6
o |AF MD11:2013-nitH
cl4




N  Process flow

TABLE 2 — PROCESS FLOW FOR THE DETERMINATION OF THE TOTAL AUDIT TIME
Steps from 6 onwards are required per each sampled site (where relevant), considering the relevant factors for that site.

OH&SMS

see table 1 above

see table 1 above

see table 1 above

see table 1 above

see table 1 above

see table 1 above

see table 1 above

see table 1 above

applicable
standards
2. Evaluate IAF MD1:2018: IAF MD1:2018: IAF MD1:2018: 1SO 50003:2021: ISO/IEC 27006:2015- |ISO/IEC 20000-6:2017: |ISO/TS 22003:2013: IAF MD9:2022:
whetherthe g |5 Eligibility ofa [ cl.5Eligibiltyofa [ cl.5 “Eligibiltyofa  |e cl.B.3 “Eligibility of an  {Amd.1:2020: o c.9.1.5 Multisite |8 cl.9.15.1 o c|.MD 9.1.5 “Multi-site
organizationis | - mylf-site organization |  multi-site organization|  multi-site organization for ® 1.9.1.5 “Multi-site sampling” o cl.9.15.2 certification eligible”
eIIg]I;[)Igtfor for certification” for certification” organization for sampling” sampling” o C19.1.51-SM9.15
e certification” o Table B.1 Mgmt. o cl9.15.1-1S9.15 | “Criteria for multi-site
certification Alinla citac? A
system data Multiple sites sampling
® Table B.2 Energy
performance data
Evaluate IAF MD1:2018: IAF MD1:2018: IAF MD1:2018: 1SO 50003:2021: ISO/IEC 27006:2015- |ISO/IEC 20000-6:2017: [ISO/TS 22003:2013: IAF MD9:2022
whether site |g (6 1: site sampling is |® cl.6.1: site sampling is|® cl.6.1: site sampling [®B.5.4.1... eligibility ~ {Amd.1:2020: o 19.151-SM9.1.5 [®cl.9.15.3 and table A1 o cl.MD 9.1.5 “Multi-site
sampling :5 appropriate appropriate is appropriate criteria may consist of [® ¢.9.1.5.1-S9.1.5 “Criteria for multi-site | “Food chain categories”: sampling’:
';l‘zfroprla 0" lo ¢16.2: site sampling is |® ¢l.6.2: site sampling is|® c1.6.2: site sampling | Sites that can be “Multiple sites™ sampling”: CBs may  |e my-site sampling is ® “Sites involved in
not appropriate not appropriate is not appropriate samplttadb, sites “I‘a(t’ CBs may con|3|der CO”S'?erb“S'"éJ g possible for cat. A, B, E,F | design, development
® ¢1.6.3: combination of [e cl.6.3: combination of |# cl6.3: combination of | Sarne’ D¢ SATIRIEC Ol SING 2 sampe B e and G and companies with > | - and manufacturing of
" " " combination of both based approach to approach to multiple-| 99 sites operating similar medical devices
sites that can and sites that can and sites that can and . ) miblecsite sitalcartification audit perating
cannot be sampled cannot be sampled cannot be sampled [ ¢l-B4 “Sampling b ; processes within these (Table A.1.1-1.6
methodology” certification audit categories. “Finished medical
. ® cl.B.4.1 General ® multi-site sampling is not devices")” cannot be
IAF MD22:2019 o D42 ot possible for cat. C. D sampled
° cl9.14 - o sites involved in
® cl9.15 c.l y t.' e associated activities or|
sl } manufacturing of parts
® cl.B.4.4 Selection of (table A1.7 “Parts and
temporary sites services’) can be
sampled
etermine the : : : : : : 5 : : 7006:2015 - -6:2017: : : : :
D ine the [IAF MD1:2018 IAF MD1:2018 IAF MD1:2018 1SO 50003:2021 ISO/IEC 27006:2015 - |ISO/IEC 20000-6:2017: |ISO/TS 22003:2013 IAF MD9:2022
number of g 1612 Sampling’ [ ¢l.6.1.2"Sampling’ |e ¢l.6.1.2“Sampling’ | cl.B.4 “Sampling Amd.1:2020: cl.9.1.5.1-SM9.15 = g ¢9.1.5.4 and table 1 eclMD9.15
sampledsites ||\ o1 aigioof  |e 0613 Sizeof  |e 613 “Size of methodology” o ¢9.15.1-159.1.5 Criteria for multi-site - «Examples of the number of [Note: IAF MD1:2018 is
sampling” sampling” sampling”: o C1.B.4.5 “Size of the “Multiple sites” sampling sites to be audited when not mentioned, but its
Iy . Iy " )y . sample” Note: IAF MD1 not  [Note: IAF MD1 not multi-site sampling is used”: | rationale may be
o Initial audit: y=\x ® Initial audit: y=Nx |® Initial audit: y=\x mple™. ) - mentioned. but its , , o
Initial: y=~x mentioned, but its ! : o < =20 sites: no sampling applied in case of
o Surveillance: y=0.6\x |® Surveillance: ® Surveillance: Surveilance: y=0.6\x rationale, related to rationale, related to table A.1.7
y=0.6Vx y=0.6\x e.g. sample size and e.g. sample size and




N | Process flow QMs EMS OH&SMS EnMS ISMS ITSMS FSMS MDMS
step
e Recertification: y=\x |e Recertification: y=vx |e Recertification: y=\x | Recertification: y=\x orlsite selection may be | site selection may be e > 20 sites: 1 sampled site
ory=0.8Vxwhere MS | ory=0.8Vx where MS|  or y=0.8\x where MS y=0.8\x where MS has|applied since ISO applied since ISO per 5 sites above 20
has proved to be has proved to be has proved to be proved to be effective |27006 e'xpl/cmy allows | 20000-6 eXpIICI’ﬂy
effective effective effective ® cl.4.6 “Risk’ @ sampling-based allows a sampling-
approach (IAF MD1 based approach (IAF
mentions ISO/IEC MD1 mentions
27006) ISO/IEC 20000-6)
Determine the |IAF MD5:2019: IAF MD5:2019: IAF MD5:2019: 1SO 50003:2021: ISO/IEC 27006:2015- |ISO/IEC 20000-6:2017: |ISO/TS 22003:2013: IAF MD5:2019:
Effective o cl.1.9 (definionof  |® ¢l.1.9 (definitionof [ ¢l.1.9 (definition of  [®cl. 9.1.4.4 EnMS Amd.1:2020): o .9.1.4.1-SM9.1.4.1 |® Annex B “Minimum audit  |®cl.1.9 (definition of
gumbef °IfENP ENP) ENP) ENP) “Effective number of  |e cl.B.2.1 “Number of | “Determining the time” ENP)
foerr::::]; (ENP) g ¢l. 2.3 (calculation of [ cl. 2.3 (calculation of [ l. 2.3 (calculation of | Personnel’ persons doing work | audit time”, Note e cl. 2.3 (calculation of
¢ | ENP) ENP) ENP) o A.2 ‘Determination of | under the ENP)
managemen the EnMS effective organization's
system at each personnel control”
site (when
relevant)
Determine the [IAF MD5:2019: IAF MD5:2019: IAF MD5:2019: IS0 50003:2021: ISO/IEC 27006:2015 [ISO/IEC 20000-6:2017: [ISOITS 22003:2013: IAF MD5:2019:
complexity e taple QMS2: o table EMS2: o table OH&SMS2:  |®A.3 “Determination of | Amd.1:2020: Note: complexity is not - Note: complexity is not needed e Not applicable for
level foreach | complexity level based| — complexity level complexity level energy types o C.3 “Example for needed for entering | for entering info Table B.1 - entering Table D1,
management on the business sector| based on the based on the o A4 “Determination of | audittime Tto Table 1 M’”,””,”m”’”’t’a’ certification | Annex D
system ateach| o the organization) business sector of the|  business sector of EnMS complexity’: calculation” Relationship audit time
site (when ot ot ’ between effective
\ organization the organization . o table C1
applicable) o table A.1 “Energy GUEL L number of personnel
complexity factors Classification of and audit time before
for determination of | factorsfor adjustments (initial
audit time” ;:_alctllatlng audit audit)”
otableA2“Levelof |
the EnMS ® table C.2 “Factors
complexity” related to business
o ClA42 & organization
Complexity formula: (other than IT)
C = (F.x0,25) + e table C.3 “Factors
(F.x0,25) +(F.x0,50) | related toIT
environment”
e table C.4 “Impact
factors on audit
time”
® B3.4 “Factors for
adjustment of audit
time”
Determine the [JAF MD5:2019: IAF MD5:2019: IAF MD5:2019: SO 50003:2021: ISO/IEC 27006:2015 [ISO/IEC 20000-6:2017: [ISOITS 22003:2013: IAF MD9:2022:
audit time for |o taple QMS 1 e table EMS 1 o table OH&SMS1 [ A5 Determinationof | Amd.1:2020: o 1.9.1.4.1-SM9.1.4.1 |e cl.B.2 “Calculation of o cl.MD 9.1.4
each Note: Table outputis  |Note: Table outputis  |Note: Table output is EnMS audit time ® cl.B.3.3 "Audittime | “Determining the minimum initial certification |e Annex D, table D.1
mar:agen;ent “audit time” “audit time” “audit time” o table A3 “Initial calculation” audit time” audit time” and table B.1
system a :

certification




N | Process flow QMs EMS OH&SMS EnMS ISMS ITSMS FSMS MDMS
step
each site (as minimum audit time e ¢|. B “Audit time of |® Table 1 “Relationship[e minimum audit time for a
applicable) (audit days) multi-site” between effective single site:
o table B.1 “Audittime| ~number of personnel (g Ts = TD+TH+TMS+TFTE
chart’ agq atUd't tt'm‘? ptc?f?re Note: Table output is “audit
e I
auldlt Itlrpe Y Note: Table output is
calculation waudlit time”
Determine the [IAF MD5:2019: IAF MD5:2019: IAF MD5:2019: 1SO 50003:2021: ISO/IEC 27006:2015- |ISO/IEC 20000-6:2017: [ISO/TS 22003:2013: IAF MD9:2022,
adjustment o 8 “Factors for ® cl.8 “Factors for ® cl.8 “Factors for ® cl.A.6 “Factors for Amd.1:2020: ® 1.9.1.4.2-SM9.1.4.2 |e table B.1 (last column): Annex D, table D.1,
factors in adjustment of audit adjustment of audit adjustment of audit | adjustmentof audit  |® cl.B.3.4 “Factors for| “Adjustment to audit | possible reduction 50% of Factors used to adjust
fed”‘:"°"f°" time”: time”: time”: time”: adjustment of audit |  time”: minimum on-site audit time Epebfugltﬂme from
'e':::; 3¢ 101 o reduction: 30% max [e reduction: 30% max e reduction: 30% max | Max reduction: 30% of | - time” o table 2 “Factors for each additional site abie Bt
® increase not quantified|e increase not ® increase not audi time from Table e ¢.8.3.5 *Limitation | - which can decrease | ViSted ©a) increase fot
management q A3(A62) iati - it time”- .| quantified
System at each quantified quantified -2 (2.0 of deviation of audit |  audit time”: max. ~ [® clause B.1 (last sentence): | 9
site (when max increase not time™: reduction 30% ... other factors may ® b) reduction 20% max
applicable) quantified 30% max reduction e taple 3 “Factors necessitate increasing the |e ¢) requction 50% max
® (.3 “Example for which can increase | Minimum audit time. . solely for the
audit time audit time”: increase certification scope of
calculation” not quantified “Distribution or
e fable C.1 transportation
classification of Services”
factors)
® fable C.4: increase /
reduction depending|
on the business and
IT complexity
In case of IAF MD1:2018: IAF MD1:2018: IAF MD1:2018: 1SO 50003:2021: ISO/IEC 27006:2015 |ISO/IEC 20000-6:2017 |/AF MD1 not mentioned, but its||AF MD9:2022:
multi-site o ¢ 7.3 Calculation of [e cl.7.3 “Calculation of [e ¢1.7.3 “Calculation of |®cl.B.5.4.2: furthersite | Amd.1:2020: Note: IAF MD1 not rationale may be applied e MD 9.1.5
determine audit time”: unless audit time”: unless audit time”: unless | reduction not o “Further site mentioned. “Further | - since IAF MD1 mentions ISO|ote: IAF MD1:2018 is
further precluded by specific |  precluded by specific |  precluded by specific | mentioned reduction not site reduction not TS 22003 not mentioned, but its
reduction in schemes, the schemes, the schemes, the mentioned” mentioned (See also above) rationale may be
audittime for | reqyction of audittime |  reduction of audittime|  reduction of audit applied in case of
each site per sampled site shall | per sampled site shall|  time per sampled site table A.1.7
(when not be greater than not be greater than shall not be greater
applicable) 50%. 50%. than 50%.

10. [In case of IAF MD11:2013: IAF MD11:2013: IAF MD11:2013: 1SO 50003:2021 ISO/IEC 27006:2015 |ISO/IEC 20000-6:2017: |ISO/TS 22003:2013: IAF MD9:2022:
multiple o cl.2 “Application” o cl.2“Application”  [® cl.2 “Application”  [ecl.9.1.6 “Multiple Amd.1:2020: o ¢.9.1.6“Multiple  [® cl.B.1 “General”: in case of a [®cl.MD 9.1.4 states the
management management systems [® ¢l.9.1.6 “Multiple management combined audit involving applicability of IAF
systems check standards” management systems” FSMS, a reduction of the MD11 for integrated
Wwhether there cl. A.6.3 Note refers to systems” Note: IAF MD11 not audit time can be audit for standards
are g‘f ; IAF MD11 Note: IAF MD11 not mentioned, but its implemented other than ISO 9001
gg:dlu:;ir:\sg :rr‘ mentioned, but its rationale may be e Annex D “Guidance on ® Annex D: when

rationale may be applied since IAF generic certificate functions” | conducting an 1SO
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integrated applied since IAF MD11 mentions Note: IAF MD11 not 9001 and ISO 13485
audit MD11 mentions ISO/IEC 20000 mentioned, but its rationale | audit together, a
ISO/IEC (cl.1.3) may be applied since IAF minimum of 25% will
27006 (cl.1.3, MD11 mentions ISO/TS be added to audit time
cl.2.1.5.1) 22003 (clauses 2.1.5.1) calculated per Annex
D.

11. [Determine the |IAF MD11:2013: IAF MD11:2013: IAF MD11:2013: IAF MD11:2013: IAF MD11:2013: IAF MD11:2013: IAF MD11:2013: IAF MD9:2022:
starting point |e ¢ 2 1.5.1b: determine [® ¢l.2.1.5.1b: determine [® ¢l.2.1.5.1b: determine|® cl.2.1.5.1b: determine [® cl.2.1.5.1b: c.2.1.5.1b: determine  |cl.2.1.5.1b: determine the o cl.MD 9.1.4 states the
for the total the starting point for the starting point for the starting point for | the starting point for determine the the starting point for  starting point for calculating the( g plicability of IAF
audit time of calculating the total calculating the total calculating the total | calculating the total starting point for calculating the total  ftotal audit ime of an IMS by MD11 for integrated
the integrated | it time ofan IMS | audittime ofanIMS |  audittime ofan IMS | audittime ofan IMS by| calculating the total | @udit time of an IMS jadding the auit times audit for standards
management [y adding the audit by adding the audit by adding the audit | adding the audittimes | audit time of an IMS| by adding the audit ~ fcalculated for each other than 1SO 9001
system (IMS) times calculated for times calculated for times calculated for | calculated for each by adding the audit | fimes calculated for  Imanagement system IAF MD11:2013:

each management each management each management | management system times calculated for [ €ach management ocl.2.1.5.1b: add the
system that is part of it| ~ system thatis partof |  system thatis partof | thatis part of it each management |  System thatis part of audit time of MDMS to
it it 1SO 50003:2021 system that is part it the sum of the audit
® cl.A.6.3, Note of it time of other schemes
eclB54.2

12. |Adjust the IAF MD11:2013: IAF MD11:2013: IAF MD11:2013: 1SO 50003:2021 ISO/IEC 27006:2015 - |ISO/IEC 20000-6:2017: |ISO/TS 22003:2013: IAF MD9:2022:
starting point | 215 1c takeinto |® cl2.1.5.1c: takeinto [ cl.2.15.1c: take into |[¢-A-6.3 “An audit of an Amd.1:2020: ® cl.9.1.6 “Multiple  |® clause B.1"General”: in the |®cl.MD 9.1.4 states the
figure by account factors that account factors that account factors that | integrated ® ¢.9.1.6 “Multiple management case of a combined audit applicability of IAF
considering may increase or may increase or may increase or management system management systems” involving the FSMS, a MD11 for integrated
factors that reduce the time reduce the time reduce the time can resultin increased [ gystoms’ Note: IAF MD11 not reduction of the auditime | audit for standards
may increase | yequired for the audit required for the audit required for the audit | @udit time, but where it | ote: jAF MD11 not mentioned, but its can be implemented if other than 1SO 9001
or re_du:e tt:ie:t o 012152 reduction |e 612152 reduction |e ¢.2.15.2: reduction r?’lSlfllts l? reducngZ% [',} , | mentioned, butits | rationale may be justified and documented  [IAF MD 11:2013:
:rn?:"e audi ranges from 0% to ranges from 0% to ranges from 0% to shaflnot exceed 20 rationale may be applied since IAF |Note: IAF MD11 not ®cl.2.1.5.2: reduction

20% based on the 20% based on the 20% based on the applied since IAF MD11 mentions . mentioned, but ts rationale ranges from 0% to
integration level ofthe | integration level ofthe|  integration level of MD11 mentions ISO/EC 20000 may be applied since IAF 20% based on the
organization MS and organization MS and the organization MS ISO/IEC 27006 (cl1.3) MD11 mentions ISO/TS 22003 | integration level of the
of the competence of | of the competence of |  and of the (cl1.3,2.1.5.1) (clauses 2.1.5.1) organization MS and
the CB audit team the CB audit team competence of the of the competence of

e Annex 1 ‘Reduction of[e Annex 1 ‘Reduction off ~ CB audit team the CB audit team
audit time” audit time” ® Annex 1 “Reduction ® Annex 1 “Reduction of

of audit time” audit time”

13. [Calculate the |IAF MD5:2019: IAF MD5:2019: IAF MD5:2019: 1SO 50003:2021 ISO/IEC 27006:2015 - |ISO/IEC 20000-6:2017: |ISO/TS 22003:2013: IAF MD9:2022:
on-site audit o ¢ 4.1: should notbe  [e cl.4.1: should notbe [ cl.4.1: should not be [01-9-14.2: shall notbe 1 Amd.1:2020: o ¢9.1.4.1-5M9.1.4.1 [® cl.B.1°General” o cLMD 9.1.4 states the
duration less than 80% of the | less than 80% of the | less than 80% of the 'ess_tt?a“ 80% ofthe o | B.3.6 “On-site “Determining the (¢ The minimum time for on-site| applicabilty of IAF

audit time audit time audit time auditime audit time”: audit time”: minimum i MD5
Adl ol auditing of the product
minimum 70% of 80% of the audittime| and/or service realization of [IAF MD5:2019:
the audit time the organization shallbe  [®cl.4.1: should not be
50% of the total minimum less than 80% of audit
audit time (applies to all type | time)
of audits).
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step
@ Note 2: Product and service
realization processes do not
include activities related to
FSMS development, training,
control, audit, review and
improvement.
Consider how [IAF MD5:2019: IAF MD5:2019: IAF MD5:2019: Note: IAF MD5 not Note: IAF MD5 not  |Note: IAF MD5 not Note: IAF MD5 not mentioned, (IAF MD9:2022:
to split the o ¢l 3.1, Note: Normal [ ¢l 3.1, Note: Normal |® ¢l 3.1, Note: Normal | mentioned, but same mentioned, but mentioned, but same | - but same rationale may be e ¢| MD 9.1.4 states the
audit time practice is that time practice is that time practice is that ime | rationale may be same rationale may | - rationale may be applied applicability of IAF
between Stage | - spent for Stage 2 spent for Stage 2 spent for Stage 2 | @pplied be applied applied MD5
TandStage 2 | oyceeds fime spent for|  exceeds time spent exceeds time spent IAF MD5:2019:
Stage 1. for Stage 1. for Stage 1. ¢l 3.1, Note: Normal
practice is that time
spent for Stage 2
exceeds time spent for|
Stage 1.
Determine the [IAF MD5:2019: IAF MD5:2019: IAF MD5:2019: 1SO 50003:2021 ISO/IEC 27006:2015 - [ISO/IEC 20000-6:2017: [ISO/TS 22003:2013: IAF MD9:2017:
audittime for lg ¢ 5 Syrveillance”.  |o cl5 “Surveillance” [ cl.5“Surveillance™  |® A.5 Determination of | Amd.1:2020: o 19.144-SM9.1.44 [e cl.B.3 “Calculation of o cI.MD 9.1.4 states the
surveillance about 1/3 of the audit | about 1/3 of the audit |  about 1/3 of the audit| EnMS audit time ® c|.B4 “Audittime for| “Determining audit minimum surveillance and | applicability of IAF
and L time spent on the time spent on the time spent on the o table A.4 Surveillance surveillance audit”: time for surveillance | recertification audit time” MD5
';i‘;“igf'cam“ initil certification audit|  initial certification initial certification and recertification audit| about 1/3 of the and.rte’Fenification o surveillance: in1/3ofthe  |JAF MD5:2019:
(should not be less audit (should not be audit (should notbe | time (audit-days) aud!t pme spent on audits audit time for the initial audit |® cl.5 “Surveillance:
than 1 md) less than 1 md) less than 1 md) the !nma! ~|® surveillance: min. 1/3] (min. 1 day, min 0,5 day for | about 1/3 of the audit
® cl.6: “Recertification”: [® cl.6: “Recertification”: |® cl.6: “Recertification”: certification audit of the audit time for | cat.Aand B) time spent on the
about 2/3 of the audit about 2/3 of the audit about 2/3 of the audit ® cl.B5 “Audit time for |  the initial audit (min. initial certification

time that would be
required for an initial
certification audit, if
such an initial audit
were to be carried out
at the time of
recertification (should
not be less than 1 md)

time that would be
required for an initial
certification audit, if
such an initial audit
were to be carried out
at the time of
recertification (should
not be less than 1 md)

time that would be
required for an initial
certification audit, if
such an initial audit
were to be carried out
at the time of
recertification (should
not be less than 1

re-certification
audit”: at least 2/3 of]
the time that would
be required for initial
certification audit of
the same
organization at the
time that it is to be

1 day)
recertification: min.
2/3 of the audit time
for the initial audit
(min. 2 days)

@ recertification: min. 2/3 of the
audit time for the initial audit
(min.1 day, min 0,5 day for
cat.A and B)

audit.

® cl.6: “Recertification”:
about 2/3 of the audit
time that would be
required for an initial
certification audit, if
such an initial audit
were to be carried out

md) audited for re- at the time of
certification recertification
16. |Confirm audit |The audittime canbe  [The audittime canbe  [The audittime canbe  |The audittime canbe |o | B4 “Audit time for |The audit time can be  |The audit time can be furtherly The audit time can be
time or make furtherly adapted furtherly adapted furtherly adapted furtherly adapted surveillance audit” furtherly adapted adapted considering the furtherly adapted
adjustments as| considering the results|  considering the considering the considering the results o ¢l B5 “Audit time fi considering the results of any prior audit considering the results
needed during [  of any prior audit results of any prior results of any prior | of any prior audit :é-ce rtifilcjzaltiolrr\n:u;:" results of any prior e ¢1.9.1.4.2 of ISO/IEC 17021- | ©f any prior audit
the e cl9.1420fISONEC | audit audit ¢19.1.4.2 of ISO/IEC audit 1:2015 01.9.1.4.2 of ISO/IEC
certllflcatlon 17021-1:2015 ® ¢1.9.1.420fISO/NEC |® cl.9.1.4.20f ISO/IEC | 17021-1:2015 ® ¢1.9.1.4.2 of ISO/IEC |cl.4 of IAF MD11:2013 17021-1:2015
cycle e cl5and 6 of IAF 17021-1:2015 17021-1:2015 o .4 of IAF MD11:2013 17021-1:2015 o cl.5 and 6 of IAF
MD5:2019 e cl5and6of IAF  [e cl5and6of IAF cl-4 of IAF MD11:2013 MD5:2019

cl.4 of IAF MD11:2013

MD5:2019

MD5:2019

@ cl.4 of IAF MD11:2013
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step

® cl4 of IAF ® cl4of IAF
MD11:2013 MD11:2013
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PROCESS FLOW STEPS (see table 2)
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FIGURE 1 - PROCESS FLOW CHART FOR THE DETERMINATION OF THE TOTAL AUDIT TIME

PROCESS FLOW STEPS (see table 2)
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Note: Steps from 6 onwards are required per each sampled site (where relevant), considering the relevant factors for that site.
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