VIEN CONG NHAN CHAT LUQNG VIET NAM

VIETNAM INSTITUTE OF ACCREDITATION

QUY TAC XAC PINH

THOI LUQONG PANH GIA
RULE FOR DETERMINATION OF

Mai s6/Code: VACL.R7.1.04

Ban hanh lAn/Reversion: 04

ASSESSMENT DURATION

0

Nguwoi soan thao Nguoi kiém tra Nguwoi phé duyét
Drafted by Check by Approved by
HQNZ;?H Dinh Thi Thay Trang Phan Minh Hai Hoang Hitu Tham
Chirc vu Chuyén gia Chuyén gia Vién trudng
Position Assessor Assessor Director
“ 53 w\ELAJ C/'/o
EN %
y cofl¢ NHA =\
Chir ky oHA] LUd'\ i
Signature

'VI A

Yy \
10y x W N

\Y% IEN TRUONG
"’ﬂ~ /h

s :/ﬂ\
] e (4
» I

( g

a
l
?
)y |




Quy tic xdc dinh thoi hegng dénh gid

Rule for determination of assessment duration VACLR7.1.04
NOI NHAN/ DISTRIBUTION TO
Phong Hanh chinh Phong Dich vu Khach
Ban Lanh dao/ Tong hop/ hang/
5 | Management Board | Y | Administration and O | Custome Service
Planning Division Division
Phong Nghiép vu 1/ Phong Nghiép vu 2/
0 | Accreditation Division | o | Accreditation Division | o
1 2

dé nghj véi thur ky dé c6 ban déng ddu kiém sodt.

request the secretary to have the control stamp.

1. Nguoi c6 lién quan phdi nghién cieu va thuc hién diung cdc ngi dung cua quy dinh nay.
Related persons must study and strictly comply with the contents of this regulation

2. Noi dung trong quy dinh nay cé hi¢u luc thi hanh nhu sw chi dao cua Lanh dao Vién.
The contents of this regulation take effect as directed by the Institute’s leaders

3. Mbi don vi chi duoc phdn phéi 01 ban (c6 dong ddu kzem sodt), cdac ban sao khéng cé
gza tri sir dung va can phdi logi bé. Khi cdc don vi ¢6 nhu cdu phdn phéi thém tai liéu phai

Each unit is only allowed to distribute 01 copy (with control stamp), the copies have no use
value and need to be removed. When the units need to distribute more documents, they must

TINH TRANG SUA POI TAI LIEU/ AMENDMENT STATUS

Lan sira dbi/ Ngay sira d6i/ N¢i dung va hang muc sira d6i/
Amend No Date Amandment content and related clause

Phé duyét/
Approved by

1 10/05/2019 | - Ban hanh lan 01
- Issued for 1% time

- Stra dbi ni dung quy dinh, ban hanh l4n

2 18/04/2021 | 02
- Editing content of regulation, issued for

2" time

3 15/12/2022 | - Stra ddi bd sung muyc ghi chi 3
- Amendments and additions to note 3

- Tich hop tai liéu song ngir, ban hanh lan
4. Bb sung bang 2 lién quan dén cach tinh
thoi lugng danh gia thir nghiém/hiéu

4 01/9/2023 | chuén.

- Integrating bilingual documents, issued
for the 4™ time. Table 2 is added regarding
the calculation of test/calibration
evaluation duration.
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Quy tdc xdc dinh thoi lwong danh gia
Rule for determination of assessment duration

VACIR7.1.04

1. Muc dich

1.Purpose

Vin ban ndy huéng din xéc dinh thoi
lugng ciia mdt cudc danh gla dugc thyuc
hién bdi Vién Céng nhan Chét lugng Viét
Nam dé coéng nhén va duy tri chuong
trinh cong nhan ddi voi cac td chie danh

gia sy phu hop.

This document guides the determination
of the duration of an audit conducted by
the Vietnam Institute of Accrediation to
the accreditation and maintenance of the
accreditation program for conformity
assessment bodies.

2. Pham vi ap dung

2. Scope

Vién ban nay dugc ép dung tai Vlcn Cong
nhéan Chét lugng Viét Nam va cac td chic
dénh gid sy phu hgp theo céc chuong
trinh cong nhén phong thi nghi¢m, td chirc
chung nhén va td chirc gidam dinh dang ky
cong nhén va da dugc cong nhén (sau nay
goi chung 13 t6 chuc dénh gia sy phu
hop).

This document is applied at the Vietnam
Institute of Accrediatation and conformity
assessment bodies under the accreditation
programs of laboratories, certification
bodies and inspection organizations
registered for accreditation and have been
accredited (referred to as conformity
assessment bodies)

3. Tai liéu vién dén

3. Normative references

TCVN ISO/IEC 17011:2017: Pénh gid sy
phu hop-Yéu cau chung d6i véi td chuc
cong nhan céc td chirc danh gia sy phu
hop

TCVN ISO/IEC 17025:2017: Yéu céu
chung vé niang lyc cua phong thi
nghiém va hiéu chuén

TCVN ISO/IEC 15189:2014: Phong thi
nghiém y té - Yéu clu vé chit lugng va
nédng lyc

Bo tiéu chuin TCVN ISO/EC 17021
Dénh gid sy phi hop - Yéu céu dbi véi tb
chic dénh gia va ching nhan hé théng
quan ly

TCVN ISO/IEC 17020:2012 Dénh gid sy
phu hop - Yéu cau ddi véi hoat dong cla
td chirc tién hanh giam dinh

TCVN IEC/ISO 17065: 2013 Dénh gié sy
phu hop - Yéu cdu ddi véi td chirc chimg
nhén san phdm, qua trinh, dich vu

TCVN ISO/TS 22003 : 2008 H¢ thong an
toan thuc pham Yéu ciu dbi véi céc tb
chirc danh gia va ching nhén hé théng
quan ly an toan thuc phdm

TCVN ISO/IEC TS 17023:2015 DPéanh gia

TCVN ISO/IEC 17011:2017: Conformity
assessment- Requirements for
accreditation bodies accrediting
conformity assessment bodies

TCVN ISO/IEC 17025:2017: General
requirements for the competences of
testing and calibration laboratories

TCVN ISO/IEC 15189:2014: Medical
laboratories- Requirements for quality and
competence

TCVN ISO/IEC 17021 Conformity
assessment- Requirements for bodies
providing audit and certification of
management systems.

TCVN ISO/IEC 17020:2012 Conformity
assessment-  Requirements for the
operation of various types of bodies
performing inspection.

TCVN IEC/ISO 17065: 2013 Conformity
assessment- Requirements for bodies
certifying products, processes and
services

TCVN ISO/TS 22003 : 2008 Food safety
management systems-Requirements for
bodies providing audit and certification
of food safety management systems

TCVN ISO/IEC TS  17023:2015
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Quy tdc xdc dinh thoi lwong danh gid
Rule for determination of assessment duration

VACIR7.1.04

su phi hgp — Huéng dan xac dinh thoi
lwong dénh gia chimg nhan hé théng quan
ly

IAF MD1, IAF mandatory document Jor
the certification of multiple sites based on
sampling (Tai liu bét budc cua IAF a6i
VOi céc ching nhan nhiéu dia diém trén
co s& 14y méu)

IAF MDS, IAF mandatory document for
duration of QMS and EMS audits (Tai
liéu bit budc ctia IAF vé thoi lurgng dénh
gia QMS va EMS)

IAF MD11, IAF mandatory document for
the application of ISO/IEC 17021 for
audits  of integrated management
systems (Tai liéu bat budc cua IAF dbi
v6i vige dp dung ISO/IEC 17021 cho cac
cudc danh gié h¢ théng quan 1y tich hgp)

Conformity assessment- Guidelines for
determining the duration of management
system certification audits

IAF MDI, IAF mandatory document for

the certification of multiple sites based on
sampling

IAF MD3, IAF mandatory document for
duration of QMS and EMS audits

IAF MD11, IAF mandatory document for
the application of ISO/IEC 17021 for
audits of integrated management systems

4. Thuit ngit-dinh nghia va chir viét tit

4.Terms- Definitions and

Abbreviations

4.1 Thujt ngir - dinh nghia

4.1 Terms- definitions

Té chire khach hang: Thu'c the hodc mot
phan xac dinh cua thyc thé tién hanh hoat
dong danh gia sy phu hop.

Pia diém thwong xuyén: Dia diém (thuc
hay 40) ma t6 chuc khéch hang thyc hién
cong viéc hodc cung cép dich vu danh gia
sy phu hgp mét cach lién tuc.

Dia dlem tam thoi: Dia diém (thuc hay
40) ma tb chirc khach hang thuce hién cong
viéc cu thé hoic cung cip dich vu danh
gid sy phu hop trong mdt khoang thoi
gian x4c dinh va khéng dy dinh tré thanh
mét co s¢ thuong xuyén (3.4).

To chirc c6 nhiéu dia diém: T chuc véan
hanh mot hé théng quan ly duy nhét tai
dia diém trung tdm xdac dinh (khong nhét
thiét 14 tru s& chinh cia td chirc) ma tai d6
cac qua trinh/hoat (dong nhét dinh dugc
lap ké hoach va kiém soat, va tai mot so
dia diém (thuong xuyén, tam thoi hodc di
dong) tai d6 cac qua trinh/cac hoat dong
dugc thuc hién toan bd hodic mot phén

Thoi gian d4anh gia: Thoi gian can thiét
dé hoach dinh va hoan thanh d4nh gid mot

Client organization: entity or an
identifiable part of an entity that conducts
the conformity assessment activity.

Permanent site: the location (real or
virtual) where the client organization
performs work or provides conformity
assessment services on an ongoing basis.

Temporary site: the location (real or
virtual) where the client organization
performs specific work or provides
conformity assessment services for a
specified period of time and is not
intended to become a regular basis (3.4).

Multi-site organization: an organization
that operates a single management system
at a defined central location (not
necessarily its headquarters) at which its
processes/ certain activities are planned
and controlled, and at several locations
(regular, temporary or mobile) where
processes/ activities are performed in
whole or in part.

Audit time: the time required to plan and
complete, and effective evaluation of the
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Quy tdc xdc dinh thoi lwong danh gid
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VACIR7.1.04

cach day di va hi¢u lyc hé¢ thong quan ly
cta tb chirc khach hang.

Ngay danh gia: Thoi gian cua mot ngay
danh gié la 8 gio va khong bao gom thoi
gian nghi trua,

Thoi lwgng danh gia: Thoi gian danh
gid, tinh theo ngay/chuyén gia) 601 voi tat
ca cac loai hinh danh gia bao gom téng
thoi gian dénh gié tai dia didm ctia khach
hang va thoi gian ngoai dja diém dé thuc

client organization’s management system

Audit day: the duration of an audit day is
8 hours and does not include lunch breaks

Audit  duration: audit time, in
days/expert) for all audit types including
total on-site audit time and off-site time to
perform planning, review documents,
interact with client staff, and write

hién 1ap ké hoach, xem xét tai ligu, tuong | reports.

tic voi nhén vién cua khich hang va viét

bao céo.

4.2 Chir viét tit 4.2 Abbreviations

VACI: Vién Coéng nhan Chét luong Viét
Nam

DGPH: Déanh gia sy phu hop

TCDGPH: Té chirc dénh gi4 sy phi hop
HTQL: Hé théng quan ly

PTN: Phong thi nghiém

VACI: Vietnam Institute of Accreditation

DGPH: conformity assessment
TCDGPH: conformity assessment body
HTQL: management system

PTN: laboratory

5. N¢i dung

5. Content

5.1 Tong quan

5.1 General

Vige xac dinh thoi lugng cia mot cudc
danh gié dé cong nhén ning luc cia
TCDGPH phu thudc vao loai hinh, pham
vi ddnh gid va cac yéu t6 dugc liét ké
trong muc 5.2 dudi day.

Chu thich: Thoi gian di chuyén giita cdc

dia diém khong dwoc tinh vao khi xdc
dinh thoi lugng ddanh gid.

The determination of the duration of an
audit to accreditation the capacity of the
conformity assessment bodies depends on
the type, scope of assessment and the
factors listed in section 5.2 below.

Note: travel time between locations is not
included when determining assessment
duration.

5.2 Cic yéu tb6 xac dinh thoi lwgng
danh gia

5.2 Factors
duration

determing  assessment

- Chuin muc va loai hinh d4nh gia: thoi
lvgng danh gia c6 thé _phu thudc vao céc
tiéu chuan lién quan vé yéu clu chung va
yéu cau cu thé vé niing luc cia TCDGPH,
yéu cdu cua chuong trinh cong nhin va
loai hinh dénh gié (vi dy d4nh gia l4n ddu,
giam sat, cong nhén lai, danh gia mé rong,
danh gid bd sung, dénh gia chuyén tiép,
wv...).

- S6 dia diém hoat dong DGPH dugc
danh gia.

- Standards and types of assessment: the
duration of the assessment may depend on
the relevant standards on general
requirements and specific requirements of
the accreditation program and the type of
assessment (e.g. initial audits, monitoring,
reaccreditation, extended audits,
additional audits, transitional audits,etc.).

- The number of sites of conformity
assessment activities to be assessed.

i
J
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- Pham vi hoat dong DGPH cua t6 chuc

+ 86 lugng linh vyre, phép thir trong mot
chuong trinh cdng nhén;

+ S6 lugng sén phim, nhém sén phim 1a
ddi tuong ciia hoat dong giam dinh.

- Mirc d¢ phire tap cao (hodc binh thudng)
cua qua trinh hoat dong PGPH

+ Dbi véi PTN: 1a mirc d¢ phirc tap cao
cua phuong phép phép thir (vi du, adi
tugng hiéu chuén c6 tinh ndng ky thuat do
luomg cao nhu chuin do ludng chinh, sin
phdm, vat lidu thir, mAu bénh phdm xét
nghiém co nhiéu dic tinh phuc tap, yéu
cau cao vé k§y thudt thir nghi¢ém va doi héi
kiém soat didu kién thr nghiém nghiém
ngat, vv...);

" Dm véi TCCN: 1a mie d phic tap cao
vé tinh chit k¥ thudt cua linh vie chimg

nhdn c6 lién quan dén yéu clu nghi¢m
ngit vé an toan, sirc khéde, méi truong;

+ D01 voi TCGD: 1a mirc d6 phire tap cao
vé dic tinh ky thuét cia nhém san phdm
va/hogc ky thudt gidm dinh ¢6 lién quan
dén yéu cau nghiém ngit vé an toan, sirc
khoe, moi truong.

Ghi chu: mirc dj phirc tap cao hodc binh
thuong cua qud trinh hoat déng DGPH
dugc xdc dinh boi chuyén gia ddnh gid
chuyén nganh hodc chuyén gia kj thudt
khi xdy dung chwong trinh danh gid.

- Scope of the organization’s conformity
assessment activities

+ The number of fields in an accreditation
program;

+ Number of products and groups of
products that are subject to inspection
activities.

- High (or nomal) complexity of the
conformity assessment process

+ For laboratories: is a high degree of
complexity of the test method (for
example, a calibration object with high
metrological features such as a primary

measurement standard, product, test
material, test products have many
complex characteristics, high

requirements on testing techniques and
strict control of test conditions, etc..)

+ For the accreditation body: is the high
level of technical complexity of the

certification field related to strict
requirements on safety, health and
environment.

+ For inspection bodies: is a high level of
complexity in technical characteristics of
product groups and/or inspection
techniques related to strict requirements
on safety, health and environment.

Note: The high or normal complexity of
the assessment process is determined by
the specialized auditor or technical expert
when developing the audit program.

5.3 Xac dinh thoi lwgng danh gia 5.3 Determination of evaluation
duration

5.3.1 Ddi v6i déanh gid cong nhan 14n|5.3.1 For the first accreditation

dau voi giam dinh, ching nhén thoi | assessment with an inspector, the

lugng danh gia cong nhén dwoc du tinh
theo bang 1.

Thoi lugng danh gia cong nhéan thuc té
phu thugc vao quy mé va mirc d§ phirc
tap cua hé théng tai li€u quan ly va sb
lugng phép thi/hiéu chuén trong linh
vuc thi nghiém va nhém nganh/hoat
dong/san phim 12 ma trong yéu trong linh

duration of the accreditation assessment
is estimated according to table 1.

The actual duration of accreditation
assessment depends on the scale and
complexity of the management
documentation system and the number
of tests/calibrations in the field of
testing and the industry/activity/product
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Quy tdc xdc dinh thoi lwong ddnh gid
Rule for determination of assessment duration

VACIR7.1.04

vuc DGSPH va dugc xac dinh bai truéng
doan danh gia va CGDGKT/CGKT khi
xdy dung k€ hoach déanh gia.

5.3.2 Dbi v6i danh gid cong nhén lan
dau d6i véi thir nghiém/hiéu chuin. Thoi
lugng danh gia dugc dy tinh theo bing
2 gom tdi thiéu 2 phan. Thoi lrong dénh
gi4 hé théng quéan ly va thoi lugng dénh
gia phép tht (bao gébm ca thoi gian
ching kién phép thir).

VACI khong dp dung chinh séch danh
gia da diém. Tat ca moi dia diém cong
nhan déu phai dugc danh gia. Thoi
lugng danh gia dia diém tht hai tré di
dugc tinh nhu danh gid dia diém thi
nhit.

5.3.3 Déi v6i cac loai hinh dénh gia
khéc

a) Danh gid gidm sdt

Trong chu ky cong nhén, thoi lugng danh
gia dénh gia gidm sat dugc tinh bing 1/3
thoi lugng dy tinh trong bang 1, 1am tron
dén % ngay va trong moi trudng hgp
khong it hon 1 ngay.

b) Ddnh gid cong nhdn lgi, cong nhén mé
réng, cong nhan két hop

Thoi lugng danh gia déi véi danh gia
cong nhan lai, cong nhin mé rong, cong
nhan két hop 2 chuin muc cong nhan
dugc tinh bang 2/3 thoi lugng du tinh
trong bang 1.

Thoi lugng danh gia d6i véi danh gia
cong nhén chuyén tiép dugc tinh tuong
duong véi thoi gian danh gia gidam sat.

¢) Ddnh gid bdt thuong

Déi v6i cude danh g1a bt thuong, tay
theo tinh chat cta sy bét thuong, céc yéu
t6 lién quan dé xac dinh thoi lugng danh
gi4 va yéu ciu cua cac bén lién quan, thoi
lugng danh gid duoc tinh todn theo
chuong trinh dénh gia cu thé.

group that is the key code. weak in the
field of assessment and assessment and
determined by the assessment team
leader and the assessment and evaluation
officer/CGKT when developing the

assessment plan.

3.3.2 For initial validation of
testing/calibration. = The  assessment
duration is estimated according to Table
2, including at least 2 parts: the
assessment of management system and
the assessment of test (including time
for witnessing the test).

VACI does not have a policy for multi-
site assessment. All the site onward
could be calculated as which of the first
site.

5.3.3. For other types of assessment

a) surveillance assessment

During the accreditation cycle, the
surveillance audit duration is calculated as
1/3 of the estimated duration in Table 1,
done in %2 day and in any case not less
than 1 day.

b)Reaccreditation, extending
accreditation, transition to new standards
assessement

The audit duration for reaccreditation,
extended accreditation, and combined
accreditation of two  accreditation
standards is calculated as 2/3 of the
estimated time in table 1.

The audit duration for the transitional
accreditation audit is calculated as the
same as the surveillance assessment time.

¢) Abnormal assessment

For an abnormal assessment, depending
on the nature of the abnormaly, the
relevant factors to determine the audit
durativon and the requirements of the
stakeholders, the audit duration is
calculated according to the specific
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Rule for determination of assessment duration
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Bang 1/ Table 1

Noi dung/hinh thire | Xem xét tai ligu, hd so vé viée | Chimg kién 01 linh vuc thi
danh gia xdy dyng va dp dung 01 |nghiém hoic linh vyc PGPH
HTQL cua td chirc (nhom nganh/hoat d6ng/sén
phim 12 ma trong yéu)?/
Content/  form  of | Review  documents  and | Witness 01 field of experiment
assessment records on the development | or field of assessment (group
and  application of 01 | of industry/activity/producr is
management system of the | the key code)’
body
Thoi lugng dénh gid | Tai dia diém |Tai 1 dia|Tai dia didm|Tai 1 dia
d6i voi  hoat dong | trung tdm cta | diém  khéc trung tdm | diém  khéc
DGPH c¢6 muc do | td chuc tiép theo, néu | thyuc hién hoat tiép theo, néu
phtrc tap binh co dong PGPH | c6
et 3 0,5+12 1 0,5+12
Ngay/chuyén gia
(man/day)
Ghi chu:

1) Déi vé6i hoat dong thi nghiém hodc hoat dong DGPH c6 mirc d¢ phitc tap cao hodc pham
vi hoat dong gom nhiéu linh vuc, thoi lugng ddnh gid tinh bdng 1,2 x thoi luong du tinh
trong bang 1, lam tron dén ¥ ngay |
For high-complexity test or conformity assessment activity or a multidisciplinary scope, the
assessment duratiuon is 1,2x the estimated duration in Table 1, making up to % day.

2) Thoi luong 0,5+1 man/day phu thudc vao pham vi cua linh vuc chirng kién.
The duration 0,5+1 man/day depends on the extent of the witness field.

3) Nhém nganh/hoat dong/san phim la ma trong yéu can phadi chitng kién khi danh gid
cong nhdn dwoc quy dinh tai VACLR7.1.05 Quy dmh vé chon mau ddnh gia cong nhdn
déi véi PTN va TCGD va VACLR7.2.05 Quy dinh vé chon mdu ddnh gid cong nhdn doi
voi TCCN.

Industry/activity/product group is a key code that needs to be witnessed when assessing
accreditation as specified in VACLR7.1.05 Regulations on sample selection for accreditation
assessment for laboratories and inspection organization and VACLR7.2.05 Regulations on
sample selection for accreditation assessment for Certification Bodies

Bang 2/ Table 2

N¢i dung/hinh thie | Xem xét tai liéu, hd so vé viée | Chimg  kién linh  vue  thi
déanh gia/ X4y dung va 4p dung Ol | nghiém
HTQL ctia td chirc/
Content/  form  of | Review documents  and
assessment records on the development | Witness field of experiment
and  application of 01
management system of the
body
Thoi lugng déanh gid | Tai dia diém trung tdm cua t6 | Tai dia diém trung tAm thuc

Ngay ban hanh/ Date: 01/9/2023 Lan ban hanh/ Reversion: 04 7/8




Quy tdc xdc dinh thoi lwong ddnh gid

Rule for determination of assessment duration VACIR7.1.04
doi voi hoat dong | chirc/ hién hoat dong PGPH/

bGPH At the central location of the | At the central location,
Ngay/chuyén gia | body conduct the approproiate
(man/day) assessment

Evaluation  duration 1-5 nhan vién: 1,5 ngay cong Linh vuc tha nhit: 2 ngay
Jor complexity | 1-5 employee: 1,5 manday cong

assessment activities The first field: 2 manday

s ] EXPer ['6-10 nhan vién: 2 ngay oo ; ¥ 2: the ~
(man/day) " +«Ngay cong | Linh vyuc thir 2: thém 1 ngay

6-10 employee: 2 manday

cong/ 1 linh vuec.
The second field:
manday per field

add 1

11-15 nhén vién: 2,5 ngay
cong
11-15 employee: 2,5 manday

10 phép thir dau tién ciia mot
linh vuc: 1 ngay cong.

The first 10 tests of a field: 01
manday

16-25 nhan vién: 3,0 ngay
cong
16-25 employee: 3,0 manday

Tir phép thir thir 11 dén phép
thir 50 ctia mot linh vyuc: thém
0,1 ngay cong/ phép thir

From the 11" test to the 50"
test of a field: add 0,1 manday
per test

26-45 nhan vién: 4,0 ngay
cong
26-45 employee: 4,0 manday

.................

.......
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