INSTITUTE FOR ACCREDITATION OF THE
REPUBLIC OF NORTH MACEDONIA

Field and Scope of Accreditation of Conformity
Assessment Bodies

PR 05-14

Edition 1
Version 2

Date of approval: 25.08.2021 Qality Manager Director Pagel1/33

Examined by: Approved by:



% Field and Scope of Accreditation of Conformity Assessment Bodies

Contents

1. PURPOSE (SUBJECT AND SCOPE OF APPLICATION)

2. REFERENCE DOCUMENTS

3. GUIDELINES FOR TESTING LABORATORIES

4. GUIDELINES FOR MEDICAL LABORATORIES

5. GUIDELINES FOR CALIBRATION LABORATORIES

6. GUIDELINES FOR CERTIFICATION BODIES FOR PRODUCTS,
PROCESSES AND SERVICES

7. GUIDELINES FOR CERTIFICATION BODIES FOR MANAGEMENT
SYSTEMS

8. GUIDELINES FOR INSPECTION BODIES

Edition 1 Page 2/33
Version 2



% 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 Macedonia (hereinafter: IARM), is to unify the manner of displaying the scope
of accreditation in the annexes to the certificates of the conformity assessment bodies.

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.
ILAC-P14: ILAC Policy for 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, Evaluation of measurement data — Guide to the expression of
uncertainty in measurement.
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
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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 OB05-22-1. 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 OB05-25.

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

Hoapauyje Ha TecTupame (k1acupukanuja cnopeq UAPM IpaBuwianukot P 15):

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

U ¢ukcen oncer O drexcuduieH oncer O ¢uxcen / ¢iexcuduiieH oncer
(fixed scope) (flexible scope) (fixed/flexible scope)
Hamomena: Co Crernen Ha (aekcubunHocT (copen mporeaypara I[P 05-09):
e Degree of flexibility (according Procedure PR 05-09):
obenexysa
(hACKCHOMITHUOT .
[] HOBM asKypUpaHH [ HOBM MaTepHjaJu/mponu3BoaH/IpPeIMeTH [l HoBH
oricer Bep3HH HA H/MJIH KAPAKTePUCTHKA/CBOjCTBO/aHAIUT CTaHIaPIU/A0KYMEHTH,
craHaapau/ KOj ce MepHU H/WJIH NPOIIMpPYBamke HA NPWIATOACHH HA
JOKYMEHTH MEPHHOT OIcer 0apamaTa Ha KIMEHTOT
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. O3naka Ha Hacnos Ha IHoapauyje (r) Ha Matrepujaim q
MeTO/TeXHHKA MeTOJ/TeXHHKa/Mapa | Mepeme, TeCTHPame OJHOCHO
MeTap H/nIu NPOU3BOIH e
Heoapenenoct (u)
Ha pe3yJTATHTE Off c
MepemeTo
T
0
T
a
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% Field and Scope of Accreditation of Conformity Assessment Bodies

Title of method/
No. Reference to technique /parameter Scope (r) of Materials f
method/technique measurement, testing /Products
and/or r
Uncertainty (u) of
result of testing e
q
u
e
n
c
y

Instructions for filling in the table:

The gray part of the table clearly and unambiguously defines each field of testing (according
to the IARM Rulebook, R 15) with numbers and letters. If the laboratory applies for
accreditation in a field that is not specified in the IARM 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 IARM 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 lists the reference of the 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 / testing
technique reference. 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.

Column 3:
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% Field and Scope of Accreditation of Conformity Assessment Bodies

The third 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 / the title of the testing technique / the title of the parameter tested.

Column 4:

The fourth column for each method / technique / parameter lists the scope of measurement,
testing and/or measurement uncertainty of the results if possible and important from the
point of view of informing the clients or in order to clearly limit the field of accreditation.

The manner in which the measuring field (measuring scope) is written is as follows:

1. The lower limit of the scope is written with a number that contains the Sl - 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 should be expressed in Sl units, and if they are not, they should
be converted and expressed in Sl units if possible. In cases where this is not possible, the
justification for such an expression should 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 SI-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.
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% Field and Scope of Accreditation of Conformity Assessment Bodies

Rules for writing measurement uncertainty:

1. 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 "+". Measurement uncertainty can also be expressed as a relative value in
percentage.

Column 5:

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

Column 6:

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:

IMoapauje Ha Tecrupame (kiacudukanuja cnopex MAPM IMpasuanuxot P 15)/ Field of testing (classification
according to IARM Regulation R15):

3. Xemuja/ Chemistry

8. MuxpoouoJioruja/ Microbiology

Knacudukanuja no Tun Ha npousBoan/mMaTtepujaiau 3a tectupame/ Classification according to types of
poducts/materials for testing

6.1 Bona/ Water

7.8 Bona /Waters

7. Xpana/ Foodstuffs

18.1 lo6uTouna xpana/ Feed

17.1 ®dapmauneBTcku npenapatu/ Pharmaceuticals

20. dpyro/ Others (0puceBu o1 paGoOTHH MOBPIIMHH U TPYIOBH HA 3aKJIAHM KUBOTHH/

swabs from working surfaces and surfaces from carcasses)

O ¢ukcen oncer O drexcudunieH oncer JO duxcen / gpuaexcubuien oncer
(fixed scope) (flexible scope) (fixed/flexible scope)
Hamomena: Co Cremnen Ha (iaekcubunHocT (criopesn nporexypara [P 05-09):
»Fce Degree of flexibility (according Procedure PR 05-09):
obenexyBa
g’;:g:HGHHHHOT JO noBm axxypupanu | V[ HOBM MaTepujau/MpoOU3BOAM/NPEAMETH H/HIN VO HoBH
BEpP3UHU HA KapaKTepUCTHKA/CBOjCTBO/aHAJMT KOj ce MepH /MU | CTaHIapIu/I0KyMeHTH,
CTaH}.IapI[Pl/ NpoIMpyBamke€ HA MEPHUOT oIicer NnpuwJjaroeHu Ha
JOKYMEHTH new materials/ products/ items and/or measured 0apamaTa Ha KJIHEHTOT
new up-date versions | characteristic/ property/ analyte, and/or extension of new standards/
of the standards/ measuring scope documents, upon a
documents reguest by the client
Bp. O3naka Ha HacioB Ha IHoapauje (r) Ha Matepujanan q
MeTO/I/TeXHHKA MeTO//TeXHUKa/apaMeTap Mepeme, OHOCHO e
TecTHpPame MPOU3BOIH c
/AN T
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Heoapenenoct (U) 0
HA pe3yJaTaTuTe 0 T
MepeHeTo a
No. Reference to Scope (r) of Materials f
method/technique Title of method/ technique measurement, /Products r
/parameter testing e
and/or q
Uncertainty (u) of u
result of testing e
n
c
y
1. MKC EN ISO Jleteknuja u Opoewme Ha BOJIA
16266:2006 Pseudomonas aeruginosa -
Meton co MeMOpaHCcKa
¢unrpanuja
water
Detection and enumeration of
Pseudomonas aeruginosa -
Method by membrane filtration
2. MKC EN ISO 6461- Jleteknuja u OpoeHe Ha CIIOPH BOJIa
2:1986 o]l cyl(pUTOPETyKTUBHH
6axtepuu (knoctpunuu), Her 2:
MewmOpaHcka uiaTparja
Water Quality-Detection and water
enumeration of the spores of
sulphite reducing anaerobes
(clostridia), Part 2: Membrane
filtration
3. MKC EN ISO 21528- XOpHU30HTAITHI METO/IH 32 XpaHa U XpaHa
2:2004 JIETEeKIIMja U OpOCHe Ha 3a JKUBOTHH,
Enterobacteriaceae Jen 2: OpuceBH 0]
Merto/ Ha Opoeme Ha KOJIOHUH paboTHH
TMOBPUIMHU U
TPYIIOBH Ha
3aKJIaHU
JXUBOTHH
Horizontal methods for the food and
detection and enumeration of animal feed,
Edition 1 Page 8/33




o#

Field and Scope of Accreditation of Conformity Assessment Bodies

Enterobacteriaceae Part 2: swabs from
Colony-count method working
surfaces and
surfaces from
carcasses
4, MKC EN ISO 937:1978 Meco u IpOM3BOIHU O Orcer/Scope: MECO 1 HE]J]
MECO — ONpe/eyBambe (0+10) g/100 g MPOU3BOJIH OJT
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 OcraTony Ha NECTHLUIN BO Orcer/Scope: -XpaHa co HE
AOAC 2007.01:2007 XpaHa co eKcTpakuuja/ 0,010 mg/L 0,500 | BHCOKa
MApTUIHOHUPALE CO mg/L COJPIKUHA HA
LC-MS-MS nerexnmja ALETOHUTPUII U MaTPUKC MacTH
nucnep3uBHa SPE Carbofuran -XpaHa co
LC-MS-MS detection (LC-MS-MS nerekuuja) Carbaryl HHCKa
Fenvalerate COApKHHA Ha
Diazinon MacTH
Pesticide residues in foods by Malathion
acetonitrile extraction/ Dichloros -food with
partitioning and matrix Parathion high fat
dispersive SPE Amitraz content
(LC-MS-MS detection) Coumaphos -food with low | w
Bromopropylate fat content
Bifenthrin
Cypermethrin
Permethrin
Deltamethrin
6.* Ph. Eur. MoHnorpaduu u MeToan ®dapmMmarieBTcK
Banuaupanu nponuinanu Bo EBporicka W mpernaparu:
AHATIUTHYKU METOJIU O]1 (apmakoreja - cypo
MPOU3BOIUTEIOT Creundukanuy 1 BaTHIUPAHU BUHHU
AHAJMTUYKU METOJIHU O]1
JIOKyMEHTaI[1ja Ha - dapm
MPOU3BOIUTENOT 32 ALIEBTCKH
(hapMarieBTCKHUTE IpenapaTH. HO3HpPAHH
Co npuMeHa Ha ClIe/{HHBE bopmn,
TEXHUKH: HPOIMIIAHN
- pH — metpuja Bo Ph.Eur.
- joHOMeTpHja
- TpaBUMETpHja
- TATPUMETpHja
- TECT Ha PacTBOPIMBOCT
(amapar 3a pacTBOPIJIUBOCT)
- TECT 3a PacHaIMBOCT
(amapar 3a pacnajiuBoCT)
- UV/VIS cnexrpodoromerpuja
- xpomatorpaduja Ha
teHok cJioj (TLC)
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- racHa Xxpomarorpaduja
(GC/FID/ECD) u
Headspace texHuka

- BUCOKO e)UKacHa Te4Ha
xpomarorpaduja (HPLC/
DAD/FLD/RID/MS-MS)
- KOHAYKTOMETpHja

- pedpakromerpuja
- moJapumeTpuja
- AToMCKa ancoprniioHna

cnekrpometpuja (AAS)

DU3NYKH ¥ XEMUCKH
UCIIUTYBamba (COOABETHO 3a
MpernapaTor)

- m3ren

-  OucTpUHA Ha PacTBOp

- 0o0ja Ha pacTBOp

- pH

- KOHIICHTpaIl{ja Ha jOHH BO

pacTBop
- TYOHTOK CO CyLIeHe

- CcoJp)KuHA Ha BoJa

- OCTaToK I10 UCTIapyBambe
- cyndareH menen

- BKYIICH Iernen

- TOJIEMHHA Ha YECTHUIIN

- HWHJICKC Ha pedpakiuja

- crieludpuvHa ONTHYKA
poranuja

- uneHTtHdUKAIHUja

- OmpeJenyBame Ha
COJIp>)KMHA

- BOCIHAYCHOCT HaA
JA03UpaHu €AUHUIIN

- pacTBOPIMBOCT Ha

Edition 1
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aKTHMBHA KOMIIOHCHTA
- panayinBOCT Ha IBPCTU

Jo3upHH (HOpMHU
- KHCEJHHCKH Opoj

- ecrepcku Opoj

- TepOoKCHACH Opoj

- XUJAPOKCHUJICH Opoj

- jozxeH Opoj

- camyHH(UKAIHOHEH OpOj
- HECAIyHJIMBU MaTepUH

- CIPOBOJUTHBOCT Ha BOJA

- oJlpeyBame Ha
€JIeMEeHTHU

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

Pharmaceutic
als:

raw materials
- pharmaceuti

cal dosage
forms, as
described in
Ph.Eur.
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- polarimetry
- AAS spectrometry
Physical and Chemical tests

(as appropriate to product)
- 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

rotation

- identification

- assay

- uniformity of dosage
units

- dissolution of active
ingredient

- disintegration of solid

dosage forms
- acid value

ester value

- peroxide value

hydroxyl value

Edition 1
Version 2
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- iodine value

- saponification value
- unsaponifiable matter
- conductivity of water

- determination of
elements

7. MKC EN 1015-11: 2009 | Metoau 3a UCTIUTYBamkE Ha U= 0,05 N/mm? Manrepu I1

Manrep 3a suname -Jlen 11:
OppenyBame Ha jJaKOCT Ha
CBUTKYBambE M jaKOCT Ha
MPUTHCOK HA CTBPAHAT MaJTEP

Methods of test for mortar for
masonry — Part 11:
Determination of flexural and
compressive strength of
hardened mortar

Mortars P

4. GUIDELINES FOR MEDICAL LABORATORIES

The scope of activities of medical laboratories that require accreditation is stated in the
Medical Laboratory Accreditation Application OB05-22-2-1. 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 OB05-25-1.

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

IMoapauje Ha TecTupame (KiIacupuxkanmja cnopen UAPM Ilpasuinnukor P 15):

Field of testing (classification according to IARM Regulation R 15):

O ¢ukceH oncer O drexcuduniien oncer O ¢pukcen / gpaexcudueH oncer
(fix scope) (flexible scope) (fix/flexible scope)
Hamomena: Co | CreneH Ha duekcuOmiHoCT (cniopen npouenypata [P 05-09):
» ¥ ce Degree of flexibility (according Procedure PR 05-09):
oben xyBa
(nexcuOMITHY | [ HOBHM a:KypHpaHH U HOBH MaTepHjaJIi/MPOU3BOAN/TIPeIMeTH 0O HOBH
OT OIICer BEP3UH HA H/WJIH KapaKTePHCTHKA/CBOjCTBO/aHATHT KOj CTaHAAPAN/IOKYMEHTH,
cTangapau/ ce MepH H/MJIH MPOIINPYBake HA MEPHUOT NPHJIArOAeHH HA
AOKYMEHTH orcer 6apaH,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
documents and/or extension of measuring scope client
bp. O3Haka Ha MeTOJ HacJuoB Ha meTog Moapauyje (r) Ha BuoJiomku MmaTepujan y
Mepeme,
HCIUTYBame
Edition 1 Page 13/33
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No. f
Reference to method Title of method Biological material
Scope (r) of
measurement,
examination

Instructions for filling in the table:

The gray part of the table clearly and unambiguously defines each scope of measurement
(according to the IARM Rulebook, R 15) with numbers and letters. If the laboratory applies
for accreditation in a field that is not specified in the IARM 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 the 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 IARM 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 in the first column of the table. The numbers are
placed sequentially throughout the scope, with each method being uniformly referenced (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 indicates the reference 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, describing the testing method. This column also states the type or
principle of the test method used. When the method is specified by the equipment
manufacturer, the name/type of equipment, reference to the appropriate laboratory instruction
describing the testing procedure and revision status (if necessary) is stated.

Column 3:

The third 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. This column also lists the analyzed indicator / analyte / parameter.

Column 4:
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The fourth column for each method states the scope of measurement, testing. For tests for
which a qualitative result is issued, the scope of measurement and testing is not specified.

The manner in which the field of measurement (scope of measurement) 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: 0,12 pmol/L+179 pmol/L, (0,12 — 179) umol/L.
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 should be expressed in Sl units, and if they are not, they should
be converted and expressed in Sl units if possible. In cases where this is not possible, the
justification for such an expression should 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 letters (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 written 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 biological material being tested.
Column 6:

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

Practical examples:

Iloapauje Ha TecTupame (k1acudukanuja cnopeq UAPM Ilpasunnukor P 15):
2. buonorwuja, buoxemuja/ 2.4 En3umMcku TecToBH; 2.5 VIMyHOJIOIKA TECTOBH
7. Mexanmuko Tectupame/ 7.3 MHUKPOCKOIICKO TECTHPAE

Knacudukanuja no Tum Ha npou3BoAu/MaTEPHjaJIu 32 TECTUPAH€
1. brosomku mpumepory / 1.1 KmuHUYKY 1 MATOIOMKH MTPUMEPOITH

Field of testing (classification according to IARM Regulation R15):
2. Biology, biochemistry / 2.4 Enzyme tests; 2.5 Immunological tests
7. Mechanical testing/ 7.3 Microscopic testing

Classification according to types of products/materials for testing
1.Biological samples / 1.1Clinical and pathological samples

VO (uxcen oncer O drexcudunieH oncer O ¢uxcen / (pyiexcuOuIeH oncer
(fixed scope) (flexible scope) (fixed/flexible scope)
Hamomena: Co | Cremen Ha ¢iekcubumHocT (cmopen nporeaypara I[TP 05-09):
»Fce Degree of flexibility (according Procedure PR 05-09):
obernexyBa
(beKCUOUITHUOT | [ HOBM a)KypHpaHH 0 HOBHM MaTepHjaJi/Ipou3BoAu/nipeaMeTH | [] HOBU CTaHIApAN/IOKYMEHTH,
orcer BEpP3WHU HA cTaHaapan/ H/WJIH KapaKTePUCTHKA/CBOjCTBO/AHAIMT | NMPUWJIAroJeHH HA GapamaTa Ha
AOKYMEHTH KOj ce Mmepu H/HIn npoumupyBame Ha KJIMCHTOT
new up-date versions of MEPHHOT Oricer new standards/ documents, upon
the standards/ documents | new materials/ products/ items and/or a request by the client
measured characteristic/ property/
analyte, and/or extension of measuring
scope
bp. O3Haka Ha MeTO[ HacJioB Ha meTox IToapauje (r) Ha Buosomku 4
Mepeme, MaTepujan
HCIIUTYBaIbLEC
No. Reference to method Title of method Scope (r) of Biologipal f
measurement, material
examination
SYSMEX XP-300 - .
1. OppeayBatbe Ha : MonHa Kps / il
ABTOMaTU3NPAH KPBEH
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6pojau/ SYSMEX XP-300
Automated cell counting

Whole Blood

(AcC)
EputpounTtn ) 1

ACC RBC (Red blood cells) (0,3 -14,9) x 107/

ACC XeMorooux 0,1 g/dL-25,0 g/dL
Hemoglobin

ACC XeMaToKpuT (0-99,9) %
Hematocrit

ACC MCV (0-200) fL
Mean cell volume

ACC MCH 10 pg - 50 pg
Mean cell hemoglobin
MCHC

ACC Mean cell hemoglobin 10g/dL-50 g/dL
concentration

ACC TpombouuTH (0-99,9) x 10°/L
Platelets

MINDRAY BS-120 -
ABTOMAaTCKU 6MOXEMUCKU
aHanusartop/

MINDRAY BS-120 -
Auotomated Biochemistry

Oppeanysatse Ha:

HEL,

Analyzer

Cepymcko Fe

PHO (1,1-179) umol/L cepym / serum
Fe in serum
TIBC
BKyneH KanauuTeT 3a

PHO y 4 (0,12-179) umol/L cepym / serum
BP3yBakbe Ha »Keneso
Total Iron Binding Capacity
PepuTtuH

TURB 4 ug/L - 500 pg/L cepym / serum
Ferritin

PHO HDL (0,01-5,18) mmol/L cepym / serum

CALC LDL (0,07-25,6) mmol/L cepym / serum
Ypea

PHO (0,42-50) mmol/L cepym / serum
Urea
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1gM (MmyHornobynnH M)

3. |ananusartop/ LIAISON
chemiluminescence
analyzer (CLIA)

OppenyBatse Ha:

TURB (0,02-3) g/L cepym / serum
Immunoglobulin M
c3
TURB KOMMN/iIeMeHTa Ha KOMMOHEHT - (0,9-1,8) g/L cepym / serum
3 / complement component -3
XEeMUCKN U MUKPOCKOMCKM
npernep,
M-SKOP / ypuHa / urine
Chemical and microscopic
examination
MuKpoanbymunHypuja
PHO / ypuHa / urine
Microalbuminuria
CeaymeHTaumja Ha
GRAV epuTpOLNTH / cepym / serum
Erythrocyte sedimentation rate
LIAISON -
XemunymmuHuUcLeHTeH

HE[

CLIA

FSH

PONVKYNO CTUMYNNPAYKM
XOPMOH

Follicle stimulating hormone

(0,25-400) mIU/mL

cepym / serum

CLIA

Ectpaauon (E2)

Estradiol (E2)

(12-1100) pg/mL

cepym / serum

CLIA

MporectepoH

Progesterone

(0,4-40) ng/mL

cepym / serum

CLIA

Helicobacter pylori SA

(Xennkobaktep nuaopu
aHTUreH Bo ctoaunua /
Helicobacter pylori Stool
Antigen)

(0-78) index

deuec / feces
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LT-4000 Microplate Reader

Anti-Thyroid Peroxidase

4. OppenyBatbe Ha:
ELISA HEQ
Anti-TPO — (Tpounaea)
ELISA AHTU-TUpPOMaea NepoKcnaasa (0,2-1500) U/MI cepym / serum

If abbreviations are used, they are listed in the List of Abbreviations:

Example of a List of Abbreviations:

ACC Automated Cell Counting ABTOMaTCKa onpeaenyBatbe Ha AndbepeHumjanHa KpBHa
C/MKa
CALC Calculation MpecmeTka
CLIA Chemiluminiscencelmmunoassaywith XeMWUIYMUHUCLEHTHO MMYHO onpeaesyBakbe Co
paramagnetic microparticle napamarHeTHM MUKPOYECTUYKM
ELISA Enzyme-linked Immunosorbent Assay MMmyHO onpegenyBarbe CO eH3MMCKa peakunja
GRAV Gravimetry lpaBumeTpuja
HWS Haemostasis Work Station PaboTHa cTaHUUA 3a onpeaeNlyBaktbe Ha XemMoCTasa
M-SKOP Microscopy Mwukpockonuja
PHO Spectrophotometry CnektpodoTomeTpuja
TURB Turbidimetry Typbuanmetpuja
ELISA-SMC® Enzyme-linked Immunosorbent Assay — MMyHO onpegenyBatbe CO EH3MMCKA peaKkumja —
Sensotronic Memorized Calibration CEeH30TPOHCKa MeMopu3unpaHa Kannbpupauuja
(naTeHTMpaHa o4 NPOU3BOAUTENOT)

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 OB05-02. 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 should be in accordance with ILAC-P14: 09/2020, item 4.

| Honpauje (o MIAPM nokymentor P 15) / Field (from the IARM document R 15):
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Jlokanuja kaje ce n3BeayBa Kanuopauujara:

Ipenmer Ha Kann6pa1mc1<a MEpHa
Penen e . MO>KHOCT Merona Ha
. Kanuopanuja Mepen oncer . : - 3abernenka
0poj Subject of Measuring range Calibration Kammopaiuja Remark
No. nject g rang measurement Method of calibration
calibration o -
capability (cmc)
1 2 3 4 5 6

Before filling in the columns in the header, list the field and the corresponding sub-field in
accordance with P 15 "Rulebook for determining the fields for calibration, testing, inspection
and certification areas”, 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.

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

Example 1:

I[I/IMGHSI/IOHaHHI/I roJEMHHH / I[OJ'DKI/IHa
Dimensional quantities / Length

Jlokaiuja kajzie ce u3BeAyBa Kamopalmjara;

KammuOpanucka mepHa
IIpenmer Ha
Penen . MO>KHOCT Merona Ha
. Kanuopanuja MepeH ornicer - - . 3abernenka
6poj - - Calibration KanuOparuja
Subject of Measuring range Lo Remark
No. S measurement Method of calibration
calibration o .
capability (cmc)
Jluneanu / Rulers
1 0 mm + 200 mm
2 200 mm + 500 mm
3 500 mm + 2000 mm

Column 2 "'Subiject 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 should 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:

Jumen3noHaHu rosieMunn / JloJkuHA
Dimensional quantities / Length

Jlokanuja Kaje ce n3BeayBa Kanuopanujara:

Kammubpanucka mepHa
[Ipenmer Ha
Penen . MOJKHOCT Merona Ha
. Kanubpanuja Mepen oncer - - . 3aberenka
6poj - - Calibration Kanubparuja
Subject of Measuring range Lo Remark
No. S measurement Method of calibration
calibration - -
capability (cmc)
Jluneanu / Rulers
1 0 mm + 200 mm 0,6 um+4,5x106 L L - wu3sMepeHara
2 200 mm + 500 mm 2,5 um+4,5x10 L JOJDKHHA
3 500 mm + 2000 mm 3,1 um+4,5x10° L (B0 MepHa enuHuuA
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o#

KakKo BO
oricer)

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

MEpHHUOT

range)
Mepuu nentd /
Tape measures
4 Omm~+35Sm 3,1 um+4,5x106 L L - wu3mepeHara
5 Sm=+30m 21 pm NOJDKUHA
(B0 MepHa eqMHUIIA
KakKo BO MEpHHUOT
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 Sl 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
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.

Example 5:

Enextpuann ronemunn / EnHonacoyeH HUCKO(PEKBEHTEH HAIIOH

Electricity / DC/LF Voltage

Jlokaruja kaje ce n3BeayBa KamOpanyjara;

IIpenmer Ha Kanu6panucka
Penen R Meroma Ha
. KanuoOpanmja Mepen omncer MepHa MOKHOCT . 3abernemka
6poj - . o Kanuopanuja
Subject of Measuring range Calibration N Remark
No. S Method of calibration
calibration measurement
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capability (cmc)*
1 JluruTaana 100 mV+1 V 0,5 mV/V
MYJITHMETPH, (40 Hz +100 kHz)
BOJITMETPU U
Mepuiia Ha
HaAN3MCHUYCH
2 HaIlOH KOH HE Ce V=10V 2mvIiv
HAMCHCTH 3a OBaa (40 Hz +100 kHZ)
BCJIMYHWHA KaKO OCI I[I/IpeKHa MGT'O}Ja Ha
0]l HEeKOja Jpyra KaJ'II/I6p6aI_[I/I_]a co
3 Cneoiqoa?f onl My | LV10V 12mviv EURAMET/cg.15/V.2 WAVETEK 4308
Digital multimeters, | (00 H *1 MH2) “Guidelines on the
voltmeters and Calibration of Digital Crpenbena Meto/a
measuring Multimeters” Ha Kanubpanuja co
4 instruments of AC | 10V =100V 3mv/IiV MyITHMETAp
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 typeand | (40 Hz +20 kHz)
with frequency
lower than 1 MHz

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

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

Column 4 "Calibration measurement capability'': This column lists the extended
measurement uncertainty with a coverage factor k (in the case of a normal Gaussian
distribution, k is a value of 2), which refers to:

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 should 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.
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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.

Rules for writing measurement uncertainty:

1. 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 "+".

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

3. 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®

4. 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 um + 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.

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

6. The numerical values of the extended uncertainty - CMC (according to ILAC P14, 6.3),
should be expressed 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

Mexanmuku rojxeMurn / BoixymeH u mpoTok Ha Guynau
Mechanical quantities / Volume and flow of fluids

Jlokamuja kaje ce n3BeayBa KamOpanyjara;

Kamubpariucka
[Ipenmer Ha Mepra
Penen . MOYKHOCT .
. KajuOpanmja MepeH oricer - - Merona Ha kanuoOparuja 3abenemka
6poj - . Calibration Lo
Subject of Measuring range Method of calibration Remark
No. S measurement
calibration -
capability
(cme)*
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Kanmubpanuja Ha
BOJZIOMEPH 32
TOIUIA U JIaJHA
BOJA

Calibration of

0,2 m%h + 40 m%h

IIpu Qn e

0,2% relative

STN 12345 (IP-20)

Macen meron co
(PMKCEH IPOTOK U
KOPHCTEH MEUYM
e JajHa Boja
Qn— HOMHHAJIECH
MPOTOK
Qmin -
MaKCUMaJeH
MIPOTOK
Mass method with

water meters for Ipu Qmin €

hot and cold water

fixed flow and cold
water as medium
used
Qn—nominal flow
Qmin — maximum
flow

0,39 % relative

“In order to avoid ambiguities in the expression of the values of the calibration measurement
capability CMC, the requirements of ILAC-P14:09/2020 (item 4 and item 5) and the
guideline for expressing measurement uncertainty: JCGM 100:2008, GUM 1995 must be
applied.

“ Useful examples for calculating and expressing CMC values are given in the UKAS M3003
manual, 04/2019.

Column 5 ""Calibration method'’: This column lists the reference documents with which
the laboratory performs the calibration or its internal procedures. 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, as well as internal laboratory
procedures, with appropriate references.

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:

Mexannuku rojlemunn / Maca

Mechanical quantities / Mass

Jlokanuja Kaje ce n3BeayBa Kanuopauujara:

Kanubpanmcka
Penen [Tpenmer Ha ME€pHa MOKHOCT
6 Ho' Kanmopanuja MepeH ormcer Calibration Meroza Ha KanuoOparuja 3abenerika
I\Il)oj Subject of Measuring range measurement Method of calibration Remark
' calibration capability
(cme)*
1 Heasromarcku 1g~+ 10 g 18 ug + 35 ug EURAMET/cg.18/V .4“Guidelines Uncertainties
o quoted depend on
Bary on the Calibration of Non- the performance
2 Non-automatic 10 g+ 100 N Automatic Weighing Instruments” | _Of the weighing
g g 35 g +92 g ghne instruments under
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weighing
instruments

0,1kg +1Kkg 92 ug +920 pg
1 kg + 10 kg 0,92mg +9,2
mg

calibration, and
can not be less
than the
uncertainty of the
weights used for
the calibration.

Mexannuku roreMun / [IpuTHCOK 1 BakKyyM
Mechanical quantities / Pressure and vacuum

Ilo3utuBeH u
HETraTHBCH

IIPUTHUCOK 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

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

Meauymor 3a
3a7aBambe Ha
TIPUTHCOK € Tac

Pe— orcramysame
Ha MPUMEPOKOT
npe] UKIYCOT Ha
KanuOpanmja
(B0 MepHa
eIMHMIA KaKo BO

MEpPHHUOT OIICer)

Pressure medium
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:

Onrruku ronemunu / Optical quantities

Ocobunu Ha ontuuku cucremu / Optical system properties

Jlokanuja kane ce u3BeayBa kanubpanujara: Location where calibration is performed:

KanuGpanmcka
[Tpenmer Ha
PeIIEH . MEpHa MOXHOCT .
. Kanuoparuja Mepen oncer - - Mertona Ha kanubpanuja 3abenemnka
6poj - - Calibration Lo
Subject of Measuring range Method of calibration Remark
No. U measurement
calibration - -
capability (cmc)
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Ypenu 3a

W31yBHUTE
racoBH OJ]
BO3MJIATA

for diesel

vehicles

Mepeme Ha
3aTeMHETOCTa Ha

OIIPEMHH CO
JA3€T MOTOPH —

0% + 100 %

0,26 %

Onaunmetpu /
Emission testers

powered motor

0mt+99,99 m?

0,0059 m*

Pedepentan
erajjonn 3a: /
Reference
standard for:
CARTEC -
LCS 2100
CARTEC -
LCS 2400
MAHA - MDO
2
CAPELEC/SUN
-DSS 3

3. 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. IIpoussoan/mpouecu/ycayru Ceprudrkanmona mema Crangapn(n) n/mnm

ApyTH HOpMATHBHU
JAOKYMCHTH
No. Products/Processes/Services Certification Scheme
Standard(s) and/or other
@ (2 ®3) 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,
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if applicable, Part VI of Table 1 ISO / IEC 17067 (for example, type testing or annual
support system audits) must be mentioned.

Part 11 and VI of MKS EN ISO / IEC 17067:2013

Il Determining the characteristics, if applicable, through:
a) (type) testing

b) inspection

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:

Bp. IIpoussoan/mpouecu/ycayru Cepruduxanuona Cranpapa(un)
memMa
No. Products/Processes/Services
Certification Scheme Standard(s)
@) ) (4)
(©)
Beron/ Concrete WnTepHa MKC EN 206:2014+A1:2017
cepTUdHKAIIUCKA beron - Cnenudukarum, cBOjcTBa,
1 meMa 3a OETOH, MIPOU3BOJICTBO U COOOPA3HOCT
' PeBusnja 0X, Concrete - Specification,
20XX performance, production and
conformity
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-ITouetHa koHTposa
Ha CHCTEMOT Ha
(abpmuka KOHTpoOJIA
(FPC),
-KonTunyupan
Ha/A30p, OLEHa U
eBajlyalyja Ha
CHCTEMOT Ha
(abpruka KOHTpoOINa
(FPC)

- Tecrupame Ha
CITyJajHI
MIPUMEPOIH 3€MEHHU
0]l MPOH3BOJCTBOTO

- Initial inspection of
factory production
control (FPC) system
- Countinious
surveillance,
assessment and
evaluation of factory
production control
(FPC) system

- Testing of samples
from the factory

Examples of certification of construction products in a harmonized field:

Bbp. || Ipon3Boau/mpouecu/ycryru Cucrem Ha Cranpapa(u)
OINIIIC
No. Products/Processes/Services AVCP system Standard(s)
@) @) @) )
Ilement/ Cement 1+ MKC EN 197-1:2012, llemenr - Jlen

1: Cocras, crienupuKanuy u
KPUTEPUYMH 32 COOOPa3HOCT 32

1. 00OMYEH [IEMEHT

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

Edition 1 Page 28/33
Version 2



% Field and Scope of Accreditation of Conformity Assessment Bodies

Arperaru/Aggregates

2+

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

MKC EN 13043:2006, MKC EN
13043:2006/AC:2006, Arperar 3a
61/ITYM6HCKI/I MCIIAaBUHHU U ITOBPINHHCKA
00pabOTKH 3a MAaTHUINTa, ACPOIPOMH H
JIpyTH cooOpakajHu MMOBPIIHH,
Aggregates for bituminous mixtures and
surface treatments for roads, airfields and
other trafficked areas

MKC EN 13055-1:2006, MKC EN 13055-
1:2006/AC:2006, Jlecuu arperatu - [len
1: JlecHu arperatu 3a OETOH, ManTep U
HEMCHTCH MaJITCP

Lightweight aggregates - Part 1:
Lightweight aggregates for concrete,
mortar and grout

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

MKC EN 13242+A1:2009, Arperartu 3a
HEBP3aHU U 34 XUAPAYJIUYKHU Bp3aHU
MaTepHjalii, KOU ce KOPUCTAT BO
rpaJeKHUINTBOTO U BO M3rpajadara Ha
nmaTuaira

Aggregates for unbound and hydraulically
bound materials for use in civil
engineering work and road construction

MKC EN 13383-1:2006, MKC EN 13383-
1:2006/AC:2006, [lenkan kameH - Jlen 1:
Crenmdukanmja

Armourstone - Part 1: Specification

MKC EN 13450:2006, MKC EN
13450:2006/AC:2006, Arperaru 3a
KEJIE3HUYKHN TOBap

Aggregates for railway ballast

OIIIIC - cucteMm UM CUCTEMHU 32 OILIEHA U TOTBP/A Ha MTOCTOJaHOCT Ha CBOjCTBATa Ha CEKOJ
BUJI WM KaTeropuja Ha rpajgexxHu npousBoan/ (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
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Bp. || [IpousBogu/mpouecu/ycayru |[llema Ha ceptudukanuja / IlpaBuia, mnpomexypud IOBP3aHU CO
oIpeieHa TIpyna Ha OIpenelieHH Oapama (CTaHAapAu WIN Jpyrd
HOPMaTHBHH JJOKyMEHTH)
No. Products/Processes/Services Scheme of certification/ Rules, procedures related to particular set
(1) (2) of specified requirements (standards or other normative documents)
@)+ @)
PacTeHuja ¥ pacTUTEITHN 3aKOH 3a OPraHCKO 3eMjO/IeJICKO pon3BoCcTBO HAa PM (,,Cin.BecHuk Ha
MPOU3BOJIY, BKIY4yBajKU U PM 6p.146/2009 u ,,Cn.Becunk Ha PM 6p.53/2011%)
CaMOHUKHATH BHJIOBU
[IpaBuIHMK 32 HAYKMH M TIOCTAIKa 32 BPIICHE CTPYYHA KOHTPOJIA BO
CTogapcko OpraHcKo OPTaHCKO 3eMjO/IeIICKO Mpon3BoACTBO (,,Ci.BecHnk Ha PM
MIPOM3BOJICTBO, BKITyUyBajKI 0p.163/2010%),
YETIAPCTBO M ITIEIAPCKH
POU3BOIN [MpaBminHuK 32 hopMaTa U coapKUHATA HA popMaTa Ha OTBPAATA,
HAa4YMHOT Ha HEj3UHOTO M3JaBarbe, KaKo M II0CTaNKaTa 3a CoOUpame,
[IpousBoncTBO U npepaboTKa, |MaKyBambe, IPEBO3 U CKIIAIUpahe Ha Oprancku npoussoau (,,Cin.BecHuk
Ha npexpaHOeHu NPOU3BOIU Ha PM 6p.163/2010%),
[ITO CE COCTOjaT O PACTUTEIHH
Y CTOYHU [TPOM3BO/IH, [TpaBuaHMK 32 IpaBuIIa ¥ MOCTAIKK BO PACTHTEIHO OPTaHCKO
BKJIy4yBajKd M TProBHja Ha npousBocTBo (,,Cit.Becnuk Ha PM 6p.163/2010%),
OPTaHCKHU 3€MjOJIENICKH
POU3BOIN [TpaBrITHHK 32 NPaBIJIA M IIOCTAIIKH BO mYenapcTBoTO (,,Cit.BecHuk Ha
PM 6p.163/2010%),
[TpaBrITHHK 32 IOCTANIKKUTE Ha OATJICAYBAaKkE, MUHUMYM HOBPILHHY 32
CMECTyBambhe Ha Pa3JIMYHY BUIOBU KUBOTHU M MAaKCHMaJIeH Opoj Ha
JKUBOTHH 110 XexTap ( ,,Cin.Becruk va PM 6p.162/2010)
1.

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

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.

Example:

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

IAF* [Tonpauje NACE rev.2**

8 Nsnasauka nejuoct/Publishing companies 58.1

9 I[Meuatapcka aejaoct/Printing companies 18

28 pagexuumrteo/ Construction 41, 42
Tprosuja Ha roseMo U TProBuja Ha Maio; [lompaBka Ha MOTOPHH BO3MJIA, MOTOLIUKITH U

29 MpeMETH 3a JIMYHA yIoTpeda U 3a TOMaKMHCTBATa/ 45 46, 47
Wholesale and retail trade; Repair of motor vehicles, motorcycles and personal and S
household goods

*IAF code as per IAF 1D 1:2020

**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 HHCIIEKINjaTa
MPOU3BOJ, (mpmBa, JlermciatuBa Ha Koja ce
nmpouec, nepuoanyHa | MHcnekuucku pedepupaar MmeroauTe
I/IHCTaJIaIII/Ija BOHpEIHA METOAMN
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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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:

Version 2

bp. | HHoapauje Ha | Tun Ha
HHCIIEKIUja HHCIIEeKIUjaTa
MPOU3BOJI, (npBa, JlerucjiatuBa Ha Koja ce
nmpoiuec, nmepuoauviHa I/IHCl'leKIIl/ICKI/I petbepnpaaT MeTOoaAUuTE
HHCTAJANuja BOHpeEIHA MEeTOaM
Field of inspection | u.1.H) Legislation which refers to
product, process, | Inspection type | Inspection methods the methods
installation (first,
periodical,
extraordinary
etc.)
JludroBu Ouena Ha | [Iponienypa 3a omena | [IpaBuiiHMK 3a mymTamke Ha
coobpa3HOCT Ha CcOoOOpa3HOCT Ha |ma3ap Ha JUPTOBH U
- Iloeguneuna | nudroBU CUT'YPHOCHHU ypean 3a
Bepudukanuja mudptoBu (Cia. BECHUK Ha
Ha smdToBu | PabotHo ymarctBo 3a | P.M. 6p. 23/2007
(Monyn “G”) HCIIUTYBambE u
- HcnutyBame | mpoBepka Ha JUPTOBU
Ha THUIT Ha | IIpu OL€Ha Ha
1. TUPTOBH CO00pa3HOCT
(Mmonyn “B”)
- 3aBpIHa
WHCIIEKIM]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
- MOCTOBCKHM | -  Texnnuku | IIpouenypa 3a | IIpaBuiHUK 3a KOpPUCTEHE HA
JUTAJIKU (KpaHOBH) | MIpeTrJie U | TEXHUYKU IIpErje] Ha | AUTaJIKu W UHAYCTPUCKHU
- IOpPTaJHH U | HCIUTYBama JHUTanKu u | Tpancnioprepu (Ci. BeCHHUK
MOJTYHOPTAIHUA MpeJl CTaBame | MHIYCTPUCKHU Ha P.M. 32/2009)
JUrajky (KpaHoBH) | BO  ynoTpeba | TpaHCIOpTEpH
- IIOABHKHU u (HpB TEXHUYKHU
HEIOJIBUKHU Iperien) PabGotHo ymarctBO 3a
KOH30JIHHN AUTaJIKHu | - HCpI/IO,HI/I‘IeH HUCIIUTYBAKC u
(xpaHoBn) U BOHpPEJIEH | IPOBEPKAa HAa JUTAJIKU
- IIOABHKHU n | TCXHUYKU u HHAYCTPUCKU
HEIOABMKHUA rperien U | TPaHCIIOPTEDP
JUTaNKU (KPAaHOBH) | UCIIUTYBamba
CO CTOJIO HITH KyJIa
- MOOWITHU
JUTaJIKU (KpaHOBH)
- JUTAIKHA
2. | MOHTHpPAHU Ha
BO3MJI1a
- 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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