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% Field and Scope of Accreditation of Conformity Assessment Bodies

1. PURPOSE

The purpose of this procedure, issued by the Director of the Institute for Accreditation of the
Republic of North Macedonia (hereinafter: IARNM), is to unify the manner of displaying the
fixed scope of accreditation in the annexes to the certificates of the conformity assessment
bodies. The displaying of flexible scope together with assessment criteria are given the
Procedure for accreditation of flexible scope, PR 05-09.

2. REFERENCE DOCUMENTS
ISO/IEC 17000: Conformity assessment. VVocabulary and general principles.
ISO/IEC 17011: Conformity assessment. Requirements for accreditation bodies accrediting
conformity assessment bodies
Standards of 1SO 80000 series - from part 1 to part 14: Quantities and Units.
Global ACI-TECH-1-009 (M): GLOBAL ACI Policy for Measurement Uncertainty in
Calibration
ILAC-G18: Guidelines for the formulation of Scopes of accreditation for Laboratories.
EA-2/15 M: EA Requirements for the Accreditation of Flexible Scopes
EA-4/02 M: Evaluation of the Uncertainty of Measurement in Calibration.
EA-4/17 M. EA Position Paper on the description of scopes of accreditation of medical
laboratories
EA 1/22 A: EA Procedure and Criteria for the Evaluation of Conformity Assessment
Schemes by EA Accreditation Body Members
MKC EN ISO/IEC 17025:2018
JCGM 100:2008, GUM 1995 with minor corrections, Evaluation of measurement data —
Guide to the expression of uncertainty in measurement. Bxiyaysa u Boauuu 3a Evaluation of
measurement data (JIoctamen Ha https://www.bipm.org/en/publications/guides/)
MKC EN ISO/IEC 17065:2012 Conformity assessment — Requirements for bodies
certifying products, processes and services
MKC EN ISO/IEC 17067:2013 Conformity assessment — Fundamentals of product
certification and guidelines for product certification scheme

Edition 1 Page 3/32
Version 6



o#

Field and Scope of Accreditation of Conformity Assessment Bodies

3. GUIDELINES FOR TESTING LABORATORIES

The scope of activities of the testing laboratories that require accreditation is stated in the
Application for Testing Laboratory Accreditation OB 05-22-1. By filling in the relevant
tables, the applicant shall indicate the scope for which they are seeking accreditation and
which will be, after granting the accreditation, re-accreditation, extension of accreditation or
after the changes made, specified in the Annex to the accreditation certificate OB 05-25.

Sample table showing the scope of accreditation of a testing laboratory:

IHoapauje Ha TecTupame (kIacupuxanuja cnopeqr UAPCM IlpaBuianukor P 15):

Field of testing (classification according to IARNM Regulation R15):

0 ¢pukcen oncer
(fixed scope)

0 ¢rexcuduIeH oncer
(flexible scope)

[ ¢puxcen / ¢jiekcHOUJIEH omcer
(fixed/flexible scope)

Hamomena: Co Crernen Ha (aekcubunHocT (criopes mporeaypata I[P 05-09):
»* e Degree of flexibility (according Procedure PR 05-09):
obenexyBa
(ITeKCHOMITHUOT -
oncer 0 HoBM axypupaHu [ HOBM MaTepHjaau/Npon3BoaAH/MpeaMeTH 0 HoBH
BeP3UHU HA H/AIH KapaKTepHCTHKA/CBOjCTBO/AHAIUT CTaHAAPAN/IOKYMEHTH,
cTanaapau/ KOj ce MepH M/HJIH NPOLIMPYBame HA NPHJIAroieHu Ha
JAOKYMEHTH MEPHUOT omcer ﬁapaH)aTa Ha KJIHEHTOT
new up-date versions | new materials/ products/ items and/or new standards/ documents,
of the standards/ measured characteristic/ property/ analyte, upon a request by the client
documents and/or extension of measuring scope
Bp. O3Haka Ha HaciioB Ha IMoapauje (r) Ha Marepujayu q
CTaH/Iap/IHaTa METO/Ia, CTaHAapJHaTa METO/Ia, | Mepeme, TECTUPAbE OHOCHO e
HECTaHIapAHATa METOJa, HeCTaHIapIHATA MPOU3BOIH c
METOJIa pa3BUCHA BO METO/a, METOIa T
nmabopaTopuja, MeToa pa3BUCHA BO 0
cnenuduIpana ox naboparopuja, MeTos1a T
CTpaHa Ha cnenuuIUpana o a
MIPOU3BOIUTEIIOT HA CTpaHa Ha
ompemara, MeToJa MIPOM3BOIUTEIIOT HA
o0jaBeHa o1 yriieHa ompeMara, METo/1a
TEeXHUYKA HHCTUTYIIHja o0jaBeHa 01 yriileiHa
WM MeTo/Ia 00jaBeHa BO | TEXHHYKA MHCTUTYIHja
pelleBaHTHU HAYYIHU WK MeTo/a o0jaBeHa
TPYAOBH I BECHUITH BO PEIICBAaHTHU HAYYHU
TPYAOBH HIIH BECHUIIH
Reference to standard Title of standard Range (r) of Materials f
testing method, testing method, measurement, testing /Products r
nonstandard testing nonstandard testing e
method, method method, method q
developed by the developed by the u
laboratory, method laboratory, method e
specified by the specified by the n
manufacturer of the manufacturer of the c
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% Field and Scope of Accreditation of Conformity Assessment Bodies

equipment, method equipment, method y
published by reputable published by reputable
technical technical
organization or method | organization or method
No. published in relevant published in relevant
scientific texts or journals scientific texts or
journals

Instructions for filling in the table:

The gray part of the table clearly and unambiguously defines each field of testing (according
to the IARNM Rulebook, R 15) with numbers and letters. If the laboratory applies for
accreditation in a field that is not specified in the IARNM Rulebook, R 15, then that field is
defined under the item "other”, where it is clearly and unambiguously described. Also in the
gray part of the table the type of accreditation scope is stated, fixed, flexible or if the scope is
a combination of fixed and flexible methods, fixed/flexible scope is stated in the type of
scope. The degree of flexibility according to the IARNM procedure, PR 05-09 must also be
stated. The flexible scope is clearly marked with the symbol "*" in the first column next to
the ordinal number of the test method.

Column 1:

The ordinal numbers of the test methods are entered in the first column of the table. The
numbers are placed sequentially throughout the scope, with each method being uniformly
denoted (do not start every table with the number 1 from the beginning). In this column the
"*'" indicates the flexible scope next to the ordinal number of the test method.

Column 2:

The second column presents clearly and precise the reference of the method used, i.e.
standard method, non-standard method, laboratory method, method specified by the
equipment manufacturer, method published by a reputable technical institution, or method
published in relevant scientific journals. The name and the reference of the relevant law or
bylaw, manufacturer instruction, scientific paper, textbook or other recognized sources, also
shall be stated if relevant. In case of standard method and fixed scope, in addition to the
standard method reference, the year of the edition must be stated whereby the laboratory must
use the latest edition. When the method is specified by the equipment manufacturer, the
name/type of the equipment shall be specified, a reference to the appropriate laboratory
instruction describing the test procedure, and the status of its revision (if necessary).

Column 3:

The third column, which correspondents with the second column, lists the original title of
the standard method, non-standard method, method developed in the laboratory, method
specified by the equipment manufacturer, method published by a reputable technical
institution or the method published in relevant scientific journals. In this column the title of
the testing technique (where appropriate) and the title of the parameter tested, shall be stated.

Column 4:
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The fourth column for each method / technique / parameter lists the measurement range.
The manner in which the measurement range is written is as follows:

1. The lower limit of the scope is written with a number that contains the SI - unit of
measurement, then it is separated by the sign "+" or with "-", and then the upper limit of the
scope is written with a number that is accompanied by the SI unit of measurement, or the
upper and lower limit separated by parentheses and accompanied by the unit of measurement.

Example: 0,010 mg/L + 0,500 mg/L, or (0 - 100) g/100g.
2. The following rule must be observed: Value - space - symbol of the unit of measurement
* This rule also applies to the percentage sign (%)

* There is an exception for the symbols for plane angle, minutes and seconds (°, " and
"), when there is no space, ie: value - symbol for unit of measurement.

3. Decimal numbers are written with a comma ",".

4. All units of measurement shall be expressed in Sl units, and if they are not, they shall be
converted and expressed in Sl units if possible. In cases where this is not possible, the
justification for such an expression shall be supported by reference documents where units
other than the SI system are given.

5. The symbols of the units of measurement are written in Latin or Greek alphabet (Q and p),
roman letters - italic letters are used for sizes (eg m for mass).

6. The symbols of the units of measurement are written in lower case ("m", "s", "mol"),
except when they are derived from the name of a person (eg unit of pressure named after the
scientist Blaise Pascal - "Pa") .

e Exception is the "liter" sign - it is recommended to use a capital "L".

7. Symbols of derived units formed by division are displayed with a sign (/), or as a negative
degree. Example: g/L or g« L.

8. In the expression of the measuring units it is necessary to use the Sl-prefixes in accordance
with the Rulebook on definitions, names and symbols, field and manner of application,
obligation for use and manner of writing legal measuring units ("Official Gazette of the
Republic of Macedonia”, No. 104/2007). This means that measuring scopes are not expressed
in numbers with more than three digits. Example: 20 mg + 100 kg, and not 20 mg + 100 000
mg.

Column 5:

The fifth column lists the materials or products to be tested.

Column 6:
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The sixth column lists the "frequency” (F) with which the tests are performed: (D) daily;
(WEEK) once or several times a week; (M) per month; (P) periodically or several times a
year.

Practical examples: (These are just examples of writing the scope and may not conform to the current
version of the methods/standards)

IMoapauje nHa Tecrupame (kiacudukanuja cnopen MAPCM Ilpasuanuxot P 15)/ Field of testing (classification
according to IARNM Regulation R15):

3. Xemmuja/ Chemistry

8. Mukpoouoaoruja/ Microbiology

Kinacudpukauuja mo Tun Ha npou3Boau/matepujanu 3a recrupame/ Classification according to types of
poducts/materials for testing

6.1 Bona/ Water

7.8 Boga /Waters

7. Xpana/ Foodstuffs

18.1 lo6uTouna xpana/ Feed

17.1 ®dapmaueBTcku npenapatu/ Pharmaceuticals

20. Apyro/ Others (bpuceBu ox padOTHH MOBPUIMHHE U TPYIOBH HA 3AKJIAHM KUBOTHH/

swabs from working surfaces and surfaces from carcasses)

O ¢ukcen oncer O ¢pnexcuduien oncer JO puxcen / puaexcubuien oncer

Version 6

(fixed scope) (flexible scope) (fixed/flexible scope)
Hanowmena: Co Crenen Ha direkcubmIHOCT (criopen mporeaypata [1P 05-09):
»*ce Degree of flexibility (according Procedure PR 05-09):
obenexyBa
g);(?g:H(SHHHHOT VO noBu axxypupanu | JO HOBH MaTepHjaau/NpOU3BOIH/IPEAMETH H/UIH 0 HoBH
Bep3Ud HA KapaKTepHCTHKA/CBOjCTBO/aHAJIUT KOj ce MepH H/WJIH | CTaHJApAH/I0KYMEHTH,
cTaHuap)m/ npomMpyBambe HA MEPHUOT oIcer npujiaroeHu Ha
JOKYMEHTH new materials/ products/ items and/or measured 6apamaTa HA KJIHEHTOT
new up-date versions | characteristic/ property/ analyte, and/or extension of new standards/
of the standards/ measuring scope documents, upon a
documents request by the client
bp. O3naka Ha HacnoB Ha cTtannapaHaTta Moapauje (r) Ha Marepujanu 9
CTaHIapJHATa METO/Ia, MeTO/a, HeCTaHIapIHaTa MEPEE, TECTUPAHE OIHOCHO e
HECTaHAapJHATa METOAA, METOJIa, METO/Ia pa3BHEHA BO TMPOU3BOIH c
METOJIa Pa3BUCHA BO nmabopaTopuja, MeToa T
nabopaTopuja, MeTo1a cnenuduUIIpaHa o1 CTpaHa Ha 0
crenuuIpana o MPOU3BOTUTEIIOT HA OIpeMara, T
CTpaHa Ha MeToJia 00jaBeHa o yTriieHa a
MPOM3BOJUTEIOT HA TEXHUYKA NHCTUTYIIM]a WK
ompemMara, METo/1a MeToJia 06jaBeHa BO
objaBeHa 0J1 yrieaHa pelleBaHTHU HayYHU TPYIOBU
No. TEXHWYKAa HHCTUTYIIH]a WA BECHULIN
WJIM MeTO/1a 00jaBeHa BO
PEJICBaHTHH HAYYHU
TPYAOBH HIIH BECHUIIH
Reference to standard Title of standard testing Range (r) of Materials f
testing method, method, nonstandard testing measurement, [Products r
nonstandard testing method, method developed by testing e
method, method the laboratory, method specified q
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developed by the by the manufacturer of the u
laboratory, method equipment, method published by e
specified by the reputable technical n
manufacturer of the organization or method c
equipment, method published in relevant scientific y
published by reputable texts or journals
technical
organization or method
published in relevant
scientific texts or
journals
1. MKC EN ISO Jerekunja u Opoeme Ha BOJIa
16266:2006 Pseudomonas aeruginosa -
Mertox co MemOpaHcKa
¢unrpanuja
water
Detection and enumeration of
Pseudomonas aeruginosa -
Method by membrane filtration
2. MKC EN ISO 6461- Jetekuuja u Opoewme Ha CIIOPH BO/Ia
2:1986 oJ1 Cyln(pUTOPETYKTHBHA
Oakrepuu (knocTpunun), e 2:
MewmOpaHcka raTparja
Water Quality-Detection and water
enumeration of the spores of
sulphite reducing anaerobes
(clostridia), Part 2: Membrane
filtration
3. MKC EN ISO 21528- XOpU30HTAIHU METOIU 3a XpaHa U XpaHa
2:2004 JIETEeKIIHja U OpOocHe Ha 3a JKMBOTHU,
Enterobacteriaceae Jen 2: OpuceBu on
Mertox Ha Opoere Ha KOJIOHHH paboTHH
TIOBPIIWHU U
TPYIOBU Ha
3aKJIaHU
KHUBOTHHU
Horizontal methods for the food and
detection and enumeration of animal feed,
Enterobacteriaceae Part 2: swabs from
Colony-count method working
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surfaces and
surfaces from
carcasses
4. MKC EN ISO 937:1978 | Meco u mpou3BOIM OJT Omncer/Scope: Meco U HE]J]
MECO — OIpe/eyBambhe (0 +10) g/100 g MIPOM3BOJIU OJ1
Ha COJIP>KMHA Ha a30T Meco
(Kjeldahl meton)
Meat and meat products- meat and meat
Determination of product W
nitrogen content
(Kjeldahl method)
5.* MKS EN 15662:2011 Ocrarony Ha IECTULIUINA BO Orcer/Scope: -XpaHa co HEJ
AOAC 2007.01:2007 XpaHa co eKCcTpakuuja/ 0,010 mg/L + 0,500 | BHCOKa
MapTUIIHOHHUPAKHE CO mg/L COIIp>KUHA Ha
ALCTOHUTPUIT U MAaTPUKC MacCTHu
nucnep3uBHa SPE -XpaHa co
(LC-MS-MS perexnuja)® HHCKa
COJpIKMHA Ha
mactu®
Pesticide residues in foods by
acetonitrile extraction/ -food with
partitioning and matrix high fat
dispersive SPE content
(LC-MS-MS detection)® -food with low | w
fat content®
6.* Ph. Eur. MoHnorpaduu u MeToan ®dapMmarieBTCcK
Banugupanu nponuiiasy Bo EBponcka U IIpenaparu:
AQHATTUTHYIKA METOJTN O] (hapmakomneja - cypo
npoussoauTenor CrienuKauy 1 BaTHIAPaHU BUHH
AHATUTHYKA METOIIH O
JIOKYMEHTAI[Hja Ha - dapm
TIPOU3BOTUTENIOT 32 ATICBTCKH
(hapMarieBTCKUTE TpenapaTH. J—
Co TIpuMeHa Ha CIeIHHBE bopum,
TEXHUKH: HPOIMIIAHN
- pH — meTpHja Bo Ph.Eur.®
- joHOMeTpHja
- TpaBUMETpHja
- TATPUMETpH]ja
- TECT Ha PacTBOPIUBOCT
(amapar 3a pacTBOPIJIUBOCT)
- TECT 3a PacHaJTUBOCT
(amapar 3a pacnayIuBOCT)
- UV/VIS cnekrpodoTomerpuja
- xpomatorpadwuja Ha
teHok cioj (TLC)
- racHa xpoMarorpaduja
(GC/FID/ECD) n
Headspace Texnuka
- BUCOKO e(pMKacHa TeYHA
xpomatorpaguja (HPLC/
DAD/FLD/RID/MS-MS)
- KOHIYKTOMETpHja
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- pedpaxromerpuja
- [oJapuMeTpHja
- Artomcka ancopniuoHa

cnekTpomerpuja (AAS)

Du3nUKy 1 XeMHUCKH
HCTIMTYBamba (COOIBETHO 3a
MpernapaTor)

- H3IIIEN

- OuCTpUHA Ha PacTBOp

- 00ja Ha pacTBOp

- pH

- KOHIICHTpAIl{ja Ha jOHU BO

pacTBop
- TyOHTOK CO CylIeHe

- COApXHHA Ha BoJa

- OCTaTOK IO UCTIApyBambe
- cyndareH nemnen

- BKYIICH Iereln

- TOJIEMHMHA Ha YECTHUIIN

- WHIEKC Ha pedpaximja

- crnenu(UIHA ONTHYKA
poranuja

- UACHTU(DUKAIIH]A

- ompenenyBame Ha
COJIPYKHHA

- BOCIHAYCHOCT Ha
J03UpaHu €AUHUIIA

- PacTBOPJIMBOCT Ha

AaKTHMBHA KOMIIOHCHTA
- panayinBoOCT Ha UBPCTU

O3upHA HOpMH
- KHCEJIMHCKH Opoj

- ecrepcku Opoj
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- TepoKcHIEH Opoj

- XHJPOKCHIICH Opoj

- jomeH Opoj

- camyHu(pHUKannoHEH Opoj
- HeCallyHJIUBU MaTe€pUU

- CIPOBOUIMBOCT Ha BOJA

- oJlpeyBame Ha
€JIEMEHTH

Ph. Eur.

Validated analytical
methods from the
manufacturer®

Monographs and methods
described in European
Pharmacopoeia (Ph.Eur.).

Specifications and validated
analytical methods from the
manufacturer’s documentation
of the pharmaceuticals.

Using the following techniques:

- potentiometric
determination of pH

- gravimetric techniques

- titrimetric techniques

- dissolution test
(dissolution apparatus)

- disintegration test
(disintegration apparatus)
- UV/VIS spectrophotometry
- thin layer
chromatography (TLC)

- gas chromatography

(GC/FID/ECD) & Headspace
- high performance

liquid

chromatography (HPLC/
DAD/FLD/RID/MS-MS)

- conductometry

- refractometry

- polarimetry

- AAS spectrometry

Physical and Chemical tests
(as appropriate to product)

Pharmaceutic
als:

raw materials
- pharmaceuti
cal dosage
forms, as
described in
Ph.Eur®
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rotation

units

appearance
clarity of liquids
colour of liquids
solubility

pH

ion concentration

loss on drying

content of water
residue on evaporation
sulphate ash

total ash

particle size

refractive index

specific optical

identification
assay

uniformity of dosage

dissolution of active

ingredient

disintegration of solid

dosage forms

acid value

ester value

peroxide value
hydroxyl value
iodine value
saponification value

unsaponifiable matter
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elements

conductivity of water

determination of

7. VnarcTBo Ha
MIPOU3BOTUTEIIOT Mini
VIDAS, BioMerieux

COIT XXX, Bep3mja 1

JHerexkunja Ha L.
Monocytogenes

Detection of L. Monocytogenes

XpaHa u
XpaHa 3a
KHUBOTHHU

Food and feed

*

(1) Itis hereby allowed to introduce new versions of standards/ methods, procedures for examination in a
rapidly evolving area.
(2) Itis allowed to introduce additional materials/products/items for testing/ examination within the limits of
application of the method, and/or characteristic/ property/ parameter that is measured/ tested

4. GUIDELINES FOR MEDICAL LABORATORIES

The scope of activities of medical laboratories that require accreditation is stated in the
Medical Laboratory Accreditation Application OB05-33. By filling in the relevant tables, the
applicant shall indicate the scope for which they are seeking accreditation and which will be,
after granting accreditation, re-accreditation, extension of accreditation or after the changes
made, specified in the Annex to the accreditation certificate OB 05-33-4 (the Annex
according to MKC EN ISO 15189:2022.

Sample table showing the scope of accreditation of a medical laboratory in Annex OB

05-33-4:

Knacugukaryja mo moapadja 3a o61acta Ha Tectupame cropenq MAPCM Tpasunauk P 15/ Classification
according to testing areas given in IARNM Regulation R 15

Knacudukanuja no Tun Ha Ipou3BOAY/MaTepHUjaau 3a TecTupame cnopes MAPCM IlpaBunHuk P 15/
Classification according to types of products/materials for testing given in [ARNM Regulation R 15

O ¢ukcen oncer
(fix scope)

O drexcudunien oncer
(flexible scope)

O duxcen / diiexcuOuiieH
orcer
(fix/flexible scope)

Hamomena: Co
»Ece

Crenen Ha (iexkcubmiHOCT (criopen mponemypata ITP 05-09):
Degree of flexibility (according to Procedure PR 05-09):

obenexyBa

(I)HCKCI/IGI/IJIHI/I 0 mpoMeHa Ha onmpema/ (] mogaBam-€ HA HOBH AHATHTH/ [0 nopaBam€e HA HOBU

OT omcer MeTo// mpoueaypa 3a napaMeTpu/ KApaKTEPHCTHKH KOH ce MaTepHujaan/ MaTPUKCH 32
]/lCl]IilTyBaH)e l/lClI](ITyBaaT ](ICl'Il/[TyBa]-be
changing of equipment/ addition of new analytes/ parameters/ addition of new materials/
method/ examination characteristics for examination matrixes for examination
procedure
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Bp. Onpema/ MeTtozn/ TexHuka Aunanur/ Marepujan/
PedepeHnna Ha IlapameTap MaTtpukc 3a
npounejypara 3a HCIUTYyBambe
HCIUTyBambe
Equipment/ Method/ )
No. Reference to Technique
examination Analyte/ Parameter | Material/ Matrix for
procedure examination

I. Ce MOmnoJIHyBa [AOKOJIKY Te€JIOTO 3a OI€éHa Ha C006pa3HOCT BO CBOiOT CcoCTaB HMa INoOBeKe

Ja6opaTopuu (MU JIOKALLUHU)

I1. Ce monmoJiHyBa JOKOJIKY TEJIOTO 3a OLieHA Ha COOGPA3HOCT BO CBOjOT COCTAaB MMa MOBeKe
Ja6éopaTopuu (MIU JIOKALUM)

Instructions for filling out the table:

In the grey part of the table, indicate the classification by field and type of testing
product/material according to IARNM Regulations R 15 (use the classification for testing
laboratories and medical laboratories, point 2). If you specify "other”, please write what it
refers to and where it belongs.

Select whether the scope is fixed, flexible, or fixed/flexible, as well as the degree of
flexibility, according to IARNM Procedure PR 05-09. For a flexible scope, mark it with "*"
the sequence number of activities with a flexible scope that you have listed sequentially in the
table.

Correctly list in individual tables the examination you perform in the laboratory, as well as
those performed on site, i.e. at the temporary location of the laboratory. Mark it on each table
(copy the table as many times as you need). If the laboratory has multiple locations, the scope
for each location shall be clearly identified.

Input of examination activities (methods/procedures) from the accreditation scope:

Enter the data so that each examination method/parameter (analyte) is entered in a single row
of the table. Add as many rows as you need.
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In the first column of the table are the current numbers of the examination methods. Put the
numbers across the entire scope so that the method is uniquely labelled (do not start each
table with the number 1 at the beginning). In this column, with "*" label the flexible scope
next to the ordinal number of the test method.

The second column describes the method (procedure) of the examination. When a method is
specified by the equipment manufacturer, the name/type of equipment (including the code
version) and a reference to the appropriate laboratory instruction (or procedure) describing
the examination procedure or designation and version of the test kit shall be specified. When
a method is defined according to an international standard method, a non-standard method, a
method developed in a laboratory, a method published by a reputable technical institution, or
a method published in relevant scientific journals, the source document (or citation of the
paper) and a reference to the relevant laboratory manual (or procedure) describing the
examination procedure and the status of version/revision of the document shall be clearly
stated. If you are using any modified procedure, it shall be marked "modified".

The third column lists the technique, i.e. the type or principle of the test method used. If an
abbreviation is given (e.g. ECLIA), a disambiguation of the abbreviation, i.e. the full name of
the abbreviation, must be provided at the end of the table.

The fourth column lists the parameters, i.e. analytes or characteristics that are examined by
the appropriate method/technique.

The fifth column lists the material, i.e. the matrix being examine

Practical examples: (These are just examples of writing the scope and may not conform to the current
version of the methods/standards)

Kracudukanuja o moapadja 3a obnacra ua rectupame cnopen MAPCM Ipasunnuk P 15/ Classification
according to testing areas given in IARNM Regulation R 15

Knacudukanuja o moxpadja 3a obnacra Ha recturame/ Classification according to testing areas
2. buonozuja, buoxemuja/Biology, biochemistry

2.4 Enzumcku mecmosu/ Enzyme tests

3. Xemuja/ Chemistry

3.1 @usuuro-xemucku memoou/ Physicochemical methods

3.2 Knacuunu memoou 3a ananuza/ Conventional method of analyses

7. Mexanuuxo mecmuparoe/ Mechanical testing

7.3 Muxpockoncko mecmuparse/ Microscopic testing

Knacu¢ukanuja mo TuI Ha IPOM3BOIM/ MaTepHjanu 3a Tectupame cnopea MAPCM Ilpasuinuk P 15/
Classification according to types of products/materials for testing given in IARNM Regulation R 15
1. Buonowxu npumepoyu [Biological samples

1.1 Knunuuxu u namonowku npumepoyu/ Clinical and pathological samples

¢ (ukceH oncer O ¢nexcuduien oncer O ¢uxcen / dpuiexcuduieH
(fix scope) (flexible scope) orncer
(fix/flexible scope)
Hamomena: Co | Crenen Ha durekcubmiHOCT (criopen mporeaypara [P 05-09):
¥ ce Degree of flexibility (according to Procedure PR 05-09):
obenexyna
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¢nexkcnOmTHE | 0 mpomena Ha onpema/ O nonaBame Ha HOBH AaHAJIUTH/ [ nonaBame Ha HOBH
OT OIICET MeTo// mpoueaypa 3a nmapamMeTpu/ KapaKTePUCTHKH KOH ce MaTepujaan/ MATPUKCH 32
HCIIUTYBAKC HCIIUTYBaaT HCIIUTYBAaBE
changing of equipment/ addition of new analytes/ parameters/ addition of new materials/
method/ examination characteristics for examination matrixes for examination
procedure
bp./ Onpema/ Meton/ Texuuka / Technique Anamur/ Ilapamerap Marepujan/
No. Pedepenna Ha Analyte/ Parameter Marpukc 3a
npoueaypara 3a HCIIUTYBame
HCIIUTYBaIbe
Equipment/ Method/ Material/
Reference to Matrix for
examination procedure examination
HNme na sadoparopujaTa u jokanuja/ agpeca
1. ABTOMAaTCKH AEIC (Automatic [onna xps/
XEeMAaToJIOUIKK Opojay electric impedance for Whole blood
Mindray BC-30s counting)
COIT xxxx
CALC (ITpecmeTka)
Automatic Hematology AEIC Jleyxouuru / Leukocytes
counter
Mindray BC-30s
y AEIC Eputpoumru/ Erythrocytes
PHO Xemornobun/ HGB
CALC MCV (Mean cell volume)
CALC HCT (Hematocrit)
AEIC TpombouuT/ PLT
2. ABTOMATCKH AEIC (Automatic electric [onua xps/
XEeMaToJIOIKK Opojay impedance for counting) Whole blood
Mindray BC-30/
Automatic Hematology CALC (Tlpecmemrka)
counter AEIC Jleykommtu / Leukocytes
Mindray BC-30
COIT xxxX
AEIC Epurpormri/ Erythrocytes
PHO Xemornooun/ HGB
CALC MCV (Mean cell volume)
CALC HCT (Hematocrit)
AEIC Tpomoouwmt/ PLT
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3. CennmeHTanuja Ha Becmepepen memooa HutpatHa
eputporutu/ -Meperve Ha NAA3MamcKU nosHa kps/
Sedimentation rate of cmonb Ha 2padyupana Citrate whole
erythrocytes ckana / blood
COIT XXXXX Westergren method

4, YpuHoaHanMU3aTOP Maxkpockoncku onuc u Ypuna/Urine
DocUReader 2 Pro/ MYTMUNAPAMEemapcKu
Urinalysis on ypunapru mecm aeHmu/

DocUReader2 Pro Macroscopic and
COIT Xxxx multiparametar dip-stick
urinalysis
macroscopic (MAC)
dip-stick (DS)
MAC Wsrnen/ Appearance
MAC Boja/ Colour
DS Criermudruna TexxnHa/ Specific
gravity
DS pH
DS I'mykoza/Glucose
DS Bunpyoun/ Bilirubin
DS Keronu/Ketones
DS Epurpormt/ Erythrocytes
DS Jleykommru/ Leukocytes
DS IIpotennw/ Proteins
DS Ypobunmraoren/ Urobilinogen
DS Hutpurn/ Nitrites
4, MUKpPOCKOTICKO Muxpockonuparee/ CenuMeHT Ha ypuHa/ Vpuna/ Urine
HCIUTYBambE Ha MIC (microscopic) Urine sediment (MIC)
CEeIMMEHT Ha
ypuna/Microscopic
examination of the Jleykountn/ Leukocytes
urinary sediment
COIT xxx
Epurponutn/ Erythrocytes
Enurennu xnetkwn/ Epithelial
cells
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XWjannHCKU THITHHAPH/
Hyaline casts

I'panynupanu nuuHapY/
Granular casts

bakrepun/ Bacteria

Kpucramu/Crystals
5. Buoxemucku Domomempucku Cepym/ Serum
ananmusarop Architect memoou /
c4000/ Photometric methods
Biochemical analyzer (PHO)
Architect c4000 PHO I'nyko3a/Glucose
COIIT xxx
COIT xxx
COIT XXX PHO Brf}]HeH X(;JICCTCpOH/ Total
COIT XXX cholestero
PHO Tpurmuuepunu/ Triglicerides
PHO VYpea / Urea
PHO Kpeatunun/ Creatinine
PHO ACT (Acnaprat
amuHoTpanchepasza)/ AST
(Aspartate aminotransferase)
PHO AJIT (Ananuna
amuHOTpaHchepasza)/ ALT
(Alanine aminotransferase)
PHO Cepymcko xene3o/ [ron

5. GUIDELINES FOR CALIBRATION LABORATORIES

The scope of activities of the calibration laboratories that require accreditation is stated in the
Application for Calibration Laboratory Accreditation OB 05-02. By filling in the relevant
tables, the applicant shall indicate the scope for which they are seeking accreditation and
which will be, after granting accreditation, re-accreditation, extension of accreditation or after
the changes made, specified in the Annex to the accreditation certificate of the calibration

laboratory OB05-32.

* The scope of accreditation shall be in accordance with Global ACI-TECH-1-009, item 4.

Kanubpanucka u mepaa moxuoct (Calibration and Measurement Capability) - CMC

Ioapayje (og MAPCM pokymenror P 15) / Field (from the IARNM document R 15):

Jlokarmuja kajie ce n3BeyBa KauOpanuyjara:

Edition 1
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Pesten IIpenmer Ha Merona Ha
6p0j Kann§paunja Mepel'i orcer Mepna HEOIPE/IEHOCT KaimuOpanuja 3abenemka
No Subject of Measuring range Measurement uncertainty* Method of Remark
' calibration calibration
1 2 3 4 5 6

Calibration and measurement capability (CMC) is mandatory element of the scope of
calibration laboratory, expressed in terms of: measurand or reference material, calibration or
measurement method or procedure and type of instrument or material to be calibrated or
measured, measurement range and additional parameters where applicable, and measurement
uncertainty (as given in OB 05-32).

Before filling the columns in the table, by which the calibration and measurement capability
is expressed, the field (physical quantity) and the corresponding sub-field in accordance with
P 15 "Rulebook for determining the fields for calibration, testing, inspection and certification
areas" shall be stated, without the ordinal number of the field / sub-field.

In the field "Location where the calibration is performed” the following is stated: "in the

laboratory”, "on site", etc.
Instructions for filling the table:

Column 1 ""Ordinal number': In this column, the ordinal numbers for each measuring
range are filled in sequentially.

Example 1:

Kanu6panucka u mepra moxkuaoct (Calibration and Measurement Capability) - CMC

Jlumen3noHa Hu rojieMunn / JloymkuHa
Dimensional quantities / Length

Jlokaruja kazie ce n3BeayBa KamOpanyjara:

Penen Tpenver Ha Mepna HeoapeieHOCT Mertona Ha
o KauOpanmja MepeH orncer p Ape Ala Ha 3abenemka
6poj - - Measurement Kanopanuja
Subject of Measuring range e Lo Remark
No. L uncertainty Method of calibration
calibration
Jluneanu / Rulers
1 0 mm + 200 mm
2 200 mm + 500 mm
3 500 mm + 2000 mm

Column 2 ""Subject of calibration (meters to be calibrated)': This column lists the types
of measuring instruments that have common characteristics in terms of measurement size. To
define the attachment more precisely, the types of measuring instruments shall be described
and named in sufficient detail to give a clear meaning for which measuring instruments the
laboratory has the capacity to calibrate. The name in Macedonian is written in roman letters
while the English translation is written in italics.

Example 2:
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Kanubpanucka u mepaa moxuoct (Calibration and Measurement Capability) - CMC

JluMeH3uoHaIHH rojieMuHu / JIoKuHA
Dimensional quantities / Length

Jlokaruja KaJzie ce U3BeAyBa Kamopanujara:

IIpenmer Ha

Kanuopanuja Mepen oncer
Subject of Measuring range
calibration

Penen
0poj
No.

MepHa HEoapENEHOCT Merona Ha
Measurement KanuOpanuja
uncertainty* Method of calibration

3abenerika
Remark

JIuneanu / Rulers

1 0 mm + 200 mm 0,6 um+4,5x10° L L — wu3sMepeHara

N

200 mm + 500 mm 2,5 pm+4,5x10° L AOIDKMHA

3 500 mm + 2000 mm 3,1 um+4,5x10° L (Bo MepHa enMHMIA
KakKo BO MEPHUOT

oricer)

L — measured length
(in measurement unit
as in the measuring
range)

Mepuu nentd /
Tape measures

4 Omm=5m 3,1 um+4,5x10° L L -~ wu3sMepeHara

5 5m=+30m 21 pm MOJDKUHA

(Bo MepHa enuHHUIA
KakKo BO MEPHUOT
oricer)

L — measured length
(in measurement unit
as in the measuring
range)

Column 3 ""Measuring range': This column lists the measuring range of the measuring
instruments for which the laboratory has the capacity to perform the calibration. In case the
measuring instruments have several ranges, or it is a set of measuring instruments with
different ranges, it is necessary to specify the lower limit of the lowest range and the upper
limit of the highest range. Analogously, for a set of unit values (resistors, weights, etc.) the
measuring range is expressed by stating the lowest nominal value and then the highest
nominal value. Measuring ranges are written as follows:

1. The lower limit of the range is written with a number that contains Sl - unit of
measurement, then it is separated by the sign "+", and then the upper limit of the range is
written with a number that is accompanied by the SI unit of measurement.

Example 3:20 mg + 100 mg.

2. In the expression of the measuring units it is necessary to use the Sl-prefixes in accordance
with the Rulebook on definitions, names and symbols, field and manner of application,
obligation for use and manner of writing legal measuring units ("Official Gazette of the
Republic of Macedonia”, No. 104/2007). This means that measuring ranges are not expressed
in numbers with more than three digits.

Example 4: 20 mg + 100 kg, and not 20 mg + 100 000 mg.

3. If the measuring range consists of two ranges that refer to two different sizes that
characterize the measuring signal, first the range for which the data given in column 4 refers
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to is written and then in parentheses the range of the second size is written. Such are the
ranges of alternating voltage, alternating current, power, etc.

4. If the measuring range consists of multi-series continuous measuring ranges with common
calibration points (lower and upper limits), where applicable, the continuous ranges shall be
displayed clearly and accurately whereby the upper limit of the range must represent the
lower limit of the successive continuous range. Subsequently, the accompanying
measurement uncertainty within multi-series continuous measurement ranges shall be clearly
displayed (Example 5 and Example 8, column “Measuring range”).

Example 5:

Kanubpanucka u mepaa moxuoct (Calibration and Measurement Capability) - CMC

Enextpuynu ronemunn / EmHOHACOYCH HUCKO(GPEKBEHTEH HAIIOH
Electricity / DC/LF Voltage

Jlokaruja kaze ce u3BeayBa Kauopalmjara:

[Ipenmer Ha Mepna
Penen . Metona Ha
600 Kanut?paunja Mepeg orcer HEOJPEeICHOCT KanHGparia 3abernemka
l\li) ) Subject of Measuring range Measurement paia Remark
0. T - Method of calibration
calibration uncertainty*
1 Jlururanau 100 mvV+1V 0,5 mV/V
MYJITHMETpH, (40 Hz +100 kHz)
BOJTMETPU U
Mepuiia Ha
Han3MCHHUYCH
2 HaITlOH KOH HE Ce 1v=10V 2mvIiv
Havenern 3a opaa | (40 HZ =100 kHz)
BEJIMYMHA KaKoO AC Jupexna MeTf)[La Ha
0J1 HeKOja Apyra u KaJ'II/I6p6aIII/I_]a co
KBEHIIN] - kanubparop
3| S e 1 Mt (11\0/0*“1402\1 L MH2) 12mviv EURAMET/cg.15/V.2 | WAVETEK 4808
Digital multimeters, ' “Guidelines on the
voltmeters and Calibration of Digital Cnpenbena mMetoa
measuring Multimeters” Ha KanuOpanuuja co
4 instruments of AC | 10V =100 V 3mVv/vV MYJITHMETap
Voltage which are | (40 Hz +100 kHz) AGILENT 3458A
not primary
untended for
measuring
5 quantities of a 100 V + 1000 V 1,4 mVIV
different type and | (40 Hz +20 kHz)
with frequency
lower than 1 MHz

5. Decimal numbers are written with a comma ",".

6. All measurement units shall be expressed in Sl units, and if they are not, they shall be
converted and expressed in Sl units if possible. In cases where this is not possible, the
justification for such expression shall be supported by reference documents where units of
non-SI system are given.

Column 4 ""Measurement Uncertainty*'": This column lists the expanded measurement
uncertainty with a coverage factor k (in the case of a normal Gaussian distribution, k is a
value of 2), which refers to:
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1. Calibration of measuring instruments, given in column 2 of the table with the measuring
range given in column 3;

2. Method of calibration, in accordance with the reference documents listed in column 5 and
with the equipment specified in the controlled laboratory documentation or in column 6;

3. The working environment in which the calibration is performed, and is specified in the
controlled laboratory documentation;

4. Execution of activities (preparation, overall measurement process, evaluation, etc.) by the
selected technical staff in accordance with the conditions prescribed in the calibration
methods or other regulations.

If there are conditions that have a great impact on the measurement uncertainty (most often it
refers to the type ofmeasuring instrument, its accuracy, accuracy class, etc.), it is
recommended to list them in the form of a note in column 2, if they refer to the characteristics
of the measuring instrument (given in Example 5) or in column 6, if these influences do not
come from the measuring instrument r (eg, from the standards used or from other sources, as
in Example 9).

When witnessing the method, during the accreditation, the laboratory shall show all relevant
accompanying and auxiliary elements (materials, equipment, etc.) with which the
measurement uncertainty is expressed, as well as the calculation / evaluation methodology,
estimates, additional factors and analyzes, which affect the calculation.

The measurement uncertainty, which is listed in column 4, must not be a value that the
laboratory can achieve in special conditions and circumstances, such as: longer measurement
period, certain personnel, specific ambient conditions and the like. All these conditions and
circumstances do not occur in normal practice and are not specified in the laboratory
documentation as such.

If the condition for normal distribution is not met, a coverage factor k is used, which
corresponds to a probability interval of approximately 95%. In case of using the coverage
factor, which corresponds to another coverage interval, it is stated in addition to the declared
measurement uncertainty.

*A note below the range provides an explanation of the measurement uncertainty arising
from the following: The measurement uncertainty is expressed by the expanded measurement
uncertainty in a given field EA-4/02. The measurement uncertainty is expressed as an
expanded measurement uncertainty with the coverage factor k=2, which when using the
Gaussian distribution gives a confidence interval of approximately 95%. (In the case of a
different probability distribution, the value of k is also different from k=2, however in this
case the expanded uncertainty should give a confidence interval of approximately 95%).

Rules for calculation and expression of measurement uncertainty by calibration laboratories:

1. Calibration laboratory shall calculate and express the measurement uncertainty in
compliance with the GUM.

2. The measurement result shall include the measured quantity value y and the associated
expanded uncertainty U. In calibration certificates the measurement result should be
reported as y + U associated with the units of y and U. Tabular presentation of the
measurement result may be used and the relative expanded uncertainty U / |y| may also be
provided if appropriate. The coverage factor and the coverage probability shall be stated
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7.

8.

on the calibration certificate. To this an explanatory note shall be added, which may have
the following content:

“The reported expanded measurement uncertainty is stated as the standard measurement
uncertainty multiplied by the coverage factor k such that the coverage probability
corresponds to approximately 95 %.”

. Uncertainty is given in absolute value for the measuring point and it is rounded to two

significant digits. Column 4 indicates only the value and the Sl unit of measure without
indicating "+".

It is not allowed to present the measurement uncertainty as an open interval, ie U> 12%
relative.

If for certain measuring instruments it is usual to use the expression of measurement
uncertainty in relative value, it is necessary to indicate that it is relative, only if it is
expressed in percentage. Other estimates are not allowed such as ppm, pph and the like.
Example 6: 0,1% relative or only 0,001

12 ppm — may not be used, but must be written as 12 + 10

In certain cases, when the measurement uncertainty is expressed depending on a
parameter, such as: measured value, measuring range or a constant, it is necessary for this
parameter, in column 6, to be stated and defined.
Example 7: If the measurement uncertainty is 34 pm + 14 » 10 « L then in column 6 write
"L is the measured length". The table is shown in Example 7.

Example 8: The measurement uncertainty for calibration of analog manometers if it is
expressed as 0,65 pbar + 4,4 « 10 » pe in column 6 states "pe - deviation of the sample
before the calibration cycle". The table is shown in Example 9.

If the measurement uncertainty refers to the calibration of meters with precisely defined
technical characteristics, it is necessary to declare them.

The numerical values of the expanded uncertainty (according to Global ACI-TECH-1-
009, 5.3), shall be given with at most two significant digits.

Note: Asymmetric uncertainty may require a non - y + U - shaped representation. This also refers to
uncertainties determined by Monte Carlo simulations (distribution propagations) or logarithmic
units.

Example 8: Calibration of water meters for hot and cold water (These are just examples of writing

the

scope and may not conform to the current version of the methods/standards)

Kanubpanucka u mepaa moxuoct (Calibration and Measurement Capability) - CMC

Mexanndku roeMuad / BoimymeH u mpoTok Ha Giynan
Mechanical guantities / Volume and flow of fluids

Jlokamuja kaJzie ce u3BeAyBa Kamopanujara:

Penen [Ipenmer Ha
6 Ho' Kanuopanuja Mepen oncer Measurement Mertona Ha kanubpanuja 3abereka
I\II)oJ Subject of Measuring range uncertainty* Method of calibration Remark
' calibration
Kann6pauuja ua Tlpu Qu © Macen meron co

(hMIKCEH IPOTOK U
KOPUCTEH MEIHYM
€ J1ajiHa BoJa
STN 12345 (IP-20) Qn— HOMHHAJICH

HPOTOK

BOJIOMEpH 3a
TOILIA U JaJHa

BOJA 0,2% relative

0,2 m3/h + 40 mé/h
Calibration of e
water meters for min

MaKCHUMaJICH
hot and cold water
MPOTOK
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Mass method with

Ipu Qmin € fixed flow and cold

water as medium
used

Qn— nominal flow

Qmin — maximum
flow

0,39 % relative

Note: In order to avoid ambiguities in the expression of the values of the calibration
measurement capability CMC, the requirements of Global ACI-TECH-1-009 (item 4 and item
5) and the guideline for expressing measurement uncertainty: JCGM GUM, must be applied.

Column 5 "Calibration method': This column lists the reference documents with which
the laboratory performs the calibration or its internal procedures (in the case of laboratory
developed methods which are validated. Reference document means: standards, relevant
publications from the metrological organizations EURAMET and OIML as well as from
National Metrological Institutes, which are members of these metrological organizations,
published papers in the field, instructions from manufacturers that are validated and have
their own version and year of issue. The laboratory shall clearly state the calibration method,
whether a reference document or an internal procedure is used, and it is not allowed to
specify both documents.

Column 6 ""Note'": This column lists important specifications which, by their nature, are not
covered by the previous columns, but are restrictive:

1. List all factors that are characteristic in terms of measurement uncertainty, as well as all
additional clarifications, in terms of the calibration method used by the laboratory.

Example 9: (These are just examples of writing the scope and may not conform to the current version of the
methods/standards)

Kanubparucka u mepaa moxuoct (Calibration and Measurement Capability) — CMC

Mexannuku rojlemunn / Maca
Mechanical quantities / Mass

Jlokaruja KaJie ce u3BeAyBa Kamopaumjara:

Penen [Ipeamer Ha Mepna
6 Ho' Kanubpanuja Mepen oncer HEOJIPE/ICHOCT Mertona Ha kanubpanuja 3aberenka
I\Il)oj Subject of Measuring range Measurement Method of calibration Remark
' calibration uncertainty*
Uncertainties
1 HeaBTOMATCKIL 1g+10g 18 pg +35 ng quoted depend on
the performance
Baru of the weighing
2 10g+100 . :
Non-automatic g J 35Mg+92 10 | FURAMET/cg.18/V.4“Guidelines | INStruments under
calibration, and
weighing on the Calibration of Non- can not be less
3 0,1 kg +1 kg 92 )
instruments Hg =920 pg Automatic Weighing Instruments” th"’!” the
uncertainty of the
weights used for
4 1kg + 10 kg 0,92mg+9,2 the calibration.
mg
Mexannuku roaeMudn / [IpUTHCOK 1 BaKyyM
Edition 1 Page 24/32

Version 6




o#

Field and Scope of Accreditation of Conformity Assessment Bodies

Mechanical quantities / Pressure and vacuum

Ilo3utHBeH 1
HEraTUBEH

MIPUTHCOK Pe

Positive and
negative pressure

Pe

-1 bar + -0,03 bar

5,0 pbar +5,0 x
10-5pe

-0,03 bar = 0,15 bar

0,25 pbar +3,3
X 10-5pe

0,15 bar + 1,8 bar

3,4 pbar +1,9 x
10"5pe

1,8 bar + 7 bar 14 pbar +1,9 x
10-5pe
7 bar =70 bar 0,4mbar +2,6 x

10"5pe

Menuymort 3a
3aJaBambe Ha
TIPUTHUCOK € rac

Pe— otcranysame
Ha IIPUMEPOKOT
npe/ UKITYCOT Ha
Kanubpanuja
(Bo MepHa
eIMHHIA KaKo BO

MEpPHHOT OIICEr)

DIN EN 837:1997 DKD-R 6-
1:2014 EURAMET cg-3, Version
1.0 EURAMET cg-17, Version
Pressure medium
2.0 .

is gas
Pe - deviation of
the sample before
the calibration
cycle
(in measurement
unit as in the
measuring range)

2. Certain measuring instruments that have a specific nature and are protected as a brand by
the manufacturer with a password such asdevices measuring the breaking force of vehicles,
emission testers for diesel powered motor vehicles, meters for exhaust emission quality of

gasoline powered motor vehicles - gas analyzers, etc.

3. Measuring instruments with specific and non-standard dimensions of reference templates
to be calibrated such as: system - chamber for measuring emission testers for diesel powered
motor vehicles.

Example 10: (These are just examples of writing the scope and may not conform to the current version of the
methods/standards)

Kanu6panucka u mepaa moxkraoct (Calibration and Measurement Capability) — CMC

Onruuku ronemunn / Optical quantities

Ocob6unu Ha ontruky cucremu / Optical system properties

Jlokanmja kane ce u3BeayBa KanuOpanujara: Location where calibration is performed:

Pesen [Tpenmer Ha MepHa .
6p0j Kann6_paunja Mepel_-l orcer HEOAPEeICHOCT Merona Ha Kaanpa_unJa 3alenemka
No. Su_bject_of Measuring range Measure_ment Method of calibration Remark
calibration uncertainty*
VYpenu 3a Pedepentan
MEpEmE Ha eTaoHn 3a: /
3aTEeMHETOCTa Ha Reference
H30yBHUTE standard for:
1 FaCZBI/I ol 0 %+ 100 % 0,26 % CARTEC —
BO3WJIaTa LCS 2100
ONPEMHH CO CARTEC -
JTH3E]T MOTOPH — LCS 2400
OnanumeTpu / MAHA - MDO
2 Emission testers | 0 m®+ 99,99 m? | 0,0059 m- 2
for diesel CAPELEC/SUN
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powered motor -DSS3
vehicles

4. The scope of application of calibration activities, e.g. in cases where there are technical
limitations or when it comes to a regulated sector where reference is made to relevant laws or
directives, etc.

6. GUIDELINES FOR CERTIFICATION BODIES FOR PRODUCTS,

PROCESSES AND SERVICES

The scope of activities of the certification bodies for products, processes and services that
require accreditation is stated in the Application for Accreditation of Certification Bodies for
Products, Processes and Services OB 05-04-1. By filling in the relevant tables, the applicant
shall indicate the scope for which they are seeking accreditation and which will be, after
granting accreditation, re-accreditation, extension of accreditation or after the changes made,
specified in the Annex to the Accreditation Certificate OB 05-36-1.

Sample table showing the scope of the certification body for products, processes and

services:

Bp. IIpousBoan/mpouecu/yciayru Ceprudukanmona mema Crangapn(u) w/unu

JpYrd HOPMaTUBHUA
JIOKYMEHTH
No. Products/Processes/Services Certification Scheme
Standard(s) and/or other
1 (2 ©)) normativ documents
(4)
Column (1)

In the first column of the table are the ordinal numbers of the products / processes /
services for which certification has been granted.

Column (2)
The second column of the table lists the products / processes / services for which
certification has been granted.

Column (3)
The third column of the table lists the applied certification scheme*.

Under the scheme name, the conformity assessment methods as set out in Table 1 of
MKS EN ISO / IEC 17067: 2013 must be listed. The applicable activities of Part Il and,
if applicable, Part VI of Table 1 ISO / IEC 17067 (for example, type testing or annual
support system audits) must be mentioned.

Part Il and VI of MKS EN ISO / IEC 17067:2013
Il Determining the characteristics, if applicable, through:

a) (type) testing
b) inspection
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c) design evaluation
d) evaluation of services or processes
e) other determining activities, e.g. verification

VI Supervision, if applicable, through:

a) testing or inspection of market samples

b) testing or verification of factory samples

c) evaluation of production, service delivery or process operation

d) management system audits in combination with random tests or inspections

* Certification scheme is a certification system related to specific products to which the
same specific requirements, rules and procedures apply.

A scheme owner is a person or organization responsible for developing and maintaining
a specific certification scheme.

Note: The scheme can be owned by the certification body itself, a group of certification
bodies, a government body, manufacturers and their associations, trade associations that
buy or sell products subject to certification, NGOs and consumer organizations,
standardization bodies.

Accreditation bodies cannot be owners of a scheme.

Column (4)

The fourth column lists the standard(s) and/or other normative documents, including
their date of publication, on the basis of which it is assessed whether the product(s),
process(s) or service(s) is harmonized with them.

Examples of certification of construction products in a non-harmonized field: (These are
just examples of writing the scope and may not conform to the current version of the methods/standards)

Bp. IIpousBoaun/mpouecu/ycayru CepTudukanmnona Cranpapa(un)
memMa
No. Products/Processes/Services
Certification Scheme Standard(s)
1) ) 4)
@)
Beton/ Concrete 2+ MKC EN 206:2013+A2:2022 beron -

Crernudukanys, CBOjCTBa,
MIPOU3BOACTBO M COOOPA3HOCT
Concrete - Specification,

1 performance, production and

conformity MKC 1016:2018+A1:2020
Beron - Crnerudukaiija, CBOjCTBa,
MPOM3BOJCTBO U COOOPA3HOCT -
[IpaBuna 3a ymorpedba Ha MKC EN
206:2014+A1:2017

Examples of certification of construction products in a harmonized field: (These are just
examples of writing the scope and may not conform to the current version of the methods/standards)
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Bp.

No.

@)

IIpousBoan/npouecu/yciayrun

Products/Processes/Services

@

Cucrem Ha
OIIIIC

AVCP system
©)

Crangapa(u)

Standard(s)
(4)

Lement/ Cement

1+

MKC EN 197-1:2012, llemenr - [en
1: CocTas, cienudpuKanua 1
KPUTEPUYMH 32 COOOPA3HOCT 3a
00MYEH LIEMEHT

Cement - Part 1: Composition,
specifications and conformity criteria
for common cements

Arperati/Aggregates

2+

MKC EN 12620+A1:2009, Arperartu 3a
0eToH
Aggregates for concrete

MKC EN 13043:2006, MKC EN
13043:2006/AC:2006, Arperat 3a
6I/ITYM€HCKI/I MCIIAaBWHH W ITOBPINMHCKHU
00pabOTKH 3a MATHUINTA, ACPOIPOMH H
JIPyTu cooOpakajHu MOBPIIHHH,
Aggregates for bituminous mixtures and
surface treatments for roads, airfields and
other trafficked areas

MKC EN 13055-1:2016 Jlecuu arperaru -
Lightweight aggregates

MKC EN 13139:2006, MKC EN
13139:2006/AC:2006, MantepHu Macu
Aggregates for mortar

MKC EN 13383-1:2006, MKC EN 13383-
1:2006/AC:2006, [lenkan kameH - Jen 1:
Crendukanmja

Armourstone - Part 1: Specification

MKC EN 13450:2006, MKC EN
13450:2006/AC:2006, ArperaTtu 3a
KEJIIE3HUYKH TOBAp

Aggregates for railway ballast

OIIIIC - cuctem WM CUCTEMH 3a OIIEHA U MOTBP/A HA TIOCTOJaHOCT Ha CBOJCTBATa HA CEKOJ
BUJI WM KaTeropuja Ha rpajgexxHu npousoan/ (AVCP) the system or systems of assessment
and verification of constancy of performance of the construction product (AVCP)

Examples of certification of production processes of organic agricultural products, in

accordance with the Law on Organic Agricultural Production (These are just examples of
writing the scope and may not conform to the current version of the methods/standards/regulations)
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Plant and plant products,
including wild collection

Livestock and livestock
products, including beekeeping
and beekeeping products

Production and processing of
plant and livestock products and
foodstuffs composed of plant
and livestock products,
including trade of organic
agricultural products

bp. | MpousBoan/mpouecu/ycayru Ceprudukannona nrema, Crangapza(u) u/wiu gpyru
HOPMaTHUBHH TOKYMEHTH
Certification Scheme, Standard(s) and/or other
normativ documents )
No. [ Products/Processes/Services (3) +(4)
@) O]
PacTennja i pacTUTEITHH 3aKoH 3a OpraHcKo 3eMjoencko mpom3BoacTBo Ha PM (,,Ci.BecHuk Ha
MIPOM3BO/IH, BKITyYyBajKH U PM 6p.146/2009% u ,,Cn.Becauk Ha PM 6p.53/2011%)
CaMOHHKHATH BUIOBH
[paBUITHKK 32 HAYKMH M MTOCTAIKA 3@ BPLICHHE CTPYyYHA KOHTPOJIA BO
CTOYapcKO OPraHCKO OPTaHCKO 3eMjO0JIeNICKO TPOou3BoACTBO (,,Cin.Becank Ha PM
[POU3BOJICTBO, BKIIY4yBajK1 6p.163/2010),
[MUEJIAPCTBO U TYETIAPCKH
MPOU3BOJIH [IpaBumHuK 3a popMmarta u coapkuHaTa Ha (hopmara Ha OTBpATa,
HAYMHOT Ha HEJ3UHOTO U3/1aBambe, KAKO U MOCTAIKaTa 3a COOUpase,
[Ipon3BoACTBO U MpepaboTKa, |MaKyBame, PEBO3 U CKIAIUpamke Ha OpraHcKy npousBoaH (,,Ci.BecHuk
Ha MPeXpaHOCHU POU3BOAH Ha PM 6p.163/2010%),
IITO C€ COCTOjaT O] PACTUTEITHH
W CTOYHHU MTPOU3BOIH, [TpaBrITHHK 32 PaBHIIA M IIOCTAIIKK BO PACTUTEIIHO OPTaHCKO
BKITy4yBajKH U TPTOBHja Ha npou3BocTBO (,,Ci.Becank Ha PM 6p.163/2010°),
OpPTaHCKHU 3€M]OJICIICKH
POU3BOIH [TpaBuHMK 32 MpaBMIIa ¥ NOCTAIKY BO IuenapcTBoTo (,,Cin.BecHuk Ha
PM 6p.163/2010%),
HpaBI/IHHI/IK 3a NOCTAINKUTE HA OAIJICAYBAkbC, MUHUMYM MMOBPIIWHU 3a
CMECTYBAK€ HA PA3JIMYHN BUAOBU )KUBOTHU U MAKCUMAJICH 6p0_] Ha
JKUBOTHH 110 XekTap ( ,,Cin.Becuuk va PM 6p.162/2010)
1.

Law on Organic Agricultural Production (Official Gazette no 146/2009)
and the Law amending the Law on Organic Agricultural Production
(Official Gazette N0.53/2011),

Regulation on the Manner and procedure for performing of
Professional control of the organic Agricultural Production (Official
Gazette N0.163/2010),

Regulation on the form and content of the certificate the manner of its
issuance and the procedure for collecting packaging, transport and
storage of organic products (Official Gazette N0.163/2010), Regulation
on rules and procedures in organic crop production (Official Gazette
N0.163/2010),

Regulation on rules and Procedures in beekeeping (Official Gazette
N0.163/2010),

Regulation on the procedures for cultivation the minimum area to
accommodate a variety of species and maximum number of animals per
hectare (Official Gazette N0.162/2010)

7. GUIDELINES FOR CERTIFICATION BODIES FOR MANAGEMENT
SYSTEMS
The scope of activities of the certification bodies for management systems that require
accreditation is stated in the Application for Accreditation of Certification Bodies for
management systems OB 05-03-1. By filling the application the applicants shall indicate the
management system standard and the activities for which they are seeking accreditation and
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which will be, after granting accreditation, re-accreditation, extension of accreditation or after
the changes made, specified in the Annex to the Accreditation Certificate OB 05-23.

Ex

ample:

Quality management system certification, according to MKC EN 1SO 9001:2015, by applying
MKC EN ISO/IEC 17021-3:2019

IAF* | Tlompauje NACE rev.2**

8 Wsznasauka gejuoct/Publishing companies 58.1

9 INeuarapcka aejuoct/Printing companies 18

28 I'panexuumrso/ Construction 41, 42
Tprosuja Ha ToTeMo U TproBuja Ha Mano; [lompaBka Ha MOTOPHH BO3MIIA, MOTOITMKIA 1

29 MpeIMETH 3a JIMYHA YIoTpeda U 3a TOMaKWHCTBATa/ 45 46. 47
Wholesale and retail trade; Repair of motor vehicles, motorcycles and personal and S
household goods

*]AF code as per IAF ID 1:2023

**NACE code, as per Regulation 1893/2006/EC of the European Parliament and of the Council

8. GUIDELINES FOR INSPECTION BODIES

The scope of activities of inspection bodies seeking accreditation is stated in the Application
for Accreditation of Inspection Bodies OB 05-06-1. By filling in the relevant tables, the
applicant shall indicate the scope for which they are seeking accreditation and which will be,
after granting accreditation, re-accreditation, extension of accreditation or after the changes
made, specified in the Annex to the Accreditation Certificate OB 05-31-1.

Sample table showing the scope of an inspection body:

bp. | lloapauyje Ha | Tun HA
HHCIIEKIHUja HHCIIEKIMjaTa
MPOU3BOJ, (npBa, JlermciatuBa Ha Koja ce
nmpouec, nepuoanyHa | MHcnekuucku pedepupaar MeroauTe
UHCTAJIaNnuja BOHpe/HA MeToau
Field of inspection | u.T.H) Legislation which refers to
product, process, | Inspection type | Inspection methods the methods
installation (first,
periodical,
extraordinary
etc.)
Column (1)

In the first column of the table are the ordinal numbers of the product / process that is part of

the accredited activity.

Column (2)
The second column of the table lists the field of product inspection, process, installation.
Column (3)
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o#

The third column of the table indicates the type of inspection (first, periodic, extraordinary,
before commissioning, at the request of the customer, conformity assessment of a new
product which lists the modules according to which the conformity assessment is performed,
etc.)

Column (4)

The fourth column lists the inspection methods and procedures according to which the
inspection bodies perform inspections. If the inspection method is performed in full
compliance with the standard, then the standard (with the year of issue of the standard) can be
stated as a replacement for the internal inspection method.

Column (5)

The fifth column states the legislation (if applicable) according to which the inspection is
performed, as well as bylaws and other regulations. Also clearly and unequivocally, if
necessary, the exclusion or specification of the application of certain articles or parts of
articles of the legislation should be stated.

Examples of inspection in a regulated field: (These are just examples of writing the scope and may
not conform to the current version of the methods/standards/regulations)

Version 6

bp. | lloapauyje Ha | Tun Ha
HHCIIEKIHja HHCIeKIUjaTa
NPOU3BOJI, (npBa, JlermciatuBa Ha Koja ce
npouec, nepuoauyHa | MHcneknucku pedepupaar meToauTe
HHCTAJAIHUja BOHpeIHA MeTOoAn
Field of inspection | u.T.H) Legislation which refers to
product, process, | Inspection type | Inspection methods the methods
installation (first,
periodical,
extraordinary
etc.)
JludroBu Onena Ha | [Iponenypa 3a ouena | [IpaBuiHUK 3a mymTame Ha
coobpa3HOCT Ha CcOoOOpa3HOCT Ha |ma3ap Ha  JUPTOBU U
- Iloenuneuna | mudroBu CUT'YpPHOCHH ypeau 3a
Bepudukanyja mudroBu (Ca. BECHHK Ha
Ha smdToBu | PaboTtHo ymarctBo 3a | P.M. 6p. 23/2007
(Monyn “G”) HCIIUTYBaKkE u
- HcnutyBame | mpoBepka Ha JUPTOBU
HA TUO Ha | IpU olieHa Ha
1. mudToBH coo0pa3HOCT
(Mmomyn “B”)
- 3aBpIiHa
MHCIIEKIIM]ja Ha
TudToBH
Lifts Conformity Procedure for | Rulebook for placement on
assessment conformity assessment | the market of lifts and lift
- Unit | of lifts; safety components (Official
verification of Gazette of R.M. No. 23/2007)
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cantilever cranes

service (first —

Instructions for testing

lifts  (Module | Instructions for testing
G) - Type|and examination of
examination of | lifts during conformity
lifts (Module | assessment
B) - Final
inspection  of
lifts
- MOCTOBCKH | - Texuuuku | [Ipouenypa 3a | [IpaBUIHUK 32 KOPUCTEHE HA
JUTajKy (KpaHOBHU) | Mperyesn U | TEXHUYKU Mperjiea Ha | AMrajkd M4 HHIYCTPUCKH
- IMopTaJIHU H | UCIIUTYBakba AJUTrajJikKn H | TPAHCIIOPTCPH (CJ'I BC€CHHUK
HOJIyTIOPTAJIHU IpeJl CTaBame | MHAYCTPUCKU Ha P.M. 32/2009)
TUranky (KpaHoBH) | BO  ymoTpeba | TpaHCropTepu
- NOABWXKHU U | (IpB TEXHUYKH
HEMOABW>XHU IperJien) PaGotHo ymarcTBO 3a
KOH30JIHHU AUTaJIKHu | - Hepnozmqu HUCIIUTYyBakC u
(kpaHOBHM) u BOHPEIEH | IPOBEpKA Ha IUTAJIKA
- IIOABHXXKHU U | TCXHUYKU u HHAYCTPUCKU
HEIIOABUXKHU Iperica H | TPAHCIIOPTEP
JTUTaIKU (KpaHOBHU) | HUCIIUTYBamba
€O CTOI0 MIIH KylJia
- MOOMIIHU
TUTaNKu (KpaHOBHU)
- JOUTaJIKU
2. | MOHTHpPAHU Ha
BO3UJIa
- bridge cranes - Technical | Procedure for | Rulebook on use of hoists and
- gantry and semi- | examination technical examination | industrial conveyors (Off.
gantry cranes and tests of | of cranes and | Gazette of R.M. 32/2009);
- movable and | lifts before | industrial conveyors
stationary jib and | putting into

- movable and | initial of cranes and
stationary mast | technical industrial ~ conveyors
and tower cranes examination) during technical
- mobile cranes - Periodical | examination;
- hoists mounted | and
on vehicles (loader | extraordinary
cranes), technical
examination
and tests
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