M3INUTBATEJIEH HEHTHP I''IOBAJITECT TESTING CENTER GLOBALTEST

MPOILETYPA 10 KAYECTBOTO QP 7.2-1/ Ver. 1/ 2020/05/05
QUALITY PROCEDURE

BEPUOUILNPAHE / BAJIMANPAHE HA METO/JIMTE 3A UBIIUTBAHE
VERIFICATION/VALIDATION OF TEST METHODS

1.Hen 1. Purpose

Ilenra Ha HacTOsAIIaTa TPOIEAYpa € Jia npejocTaBu moaxox The purpose of this procedure is to provide an approach to
Opy  U3BBpIIBaHEe Ha BamuaupaHe/Bepuduuumpane na Vvalidating/ verifying a laboratory test method

1a00paTopeH METOT 3a U3MUTBAHE.

2. O6xBar 2. Scope

Hacrosiara nporenypa ooxBaia BCHUKY ctanaaptuzupann  This procedure covers all standardized and developed by the
1 pa3paboTeHu OT 1abopaTtopusita MEeTOIH, u3mbiHsBaiu ce  laboratory methods, implemented at IC Globaltest Ltd. It is
B UII I'nobanrect OO/. Ilpennasnayena e na ce m3mbansBa  intended to be performed by all collaborators in chemical and
OT  BCHYKM  CHTPYIHHIM B  xummdeckara u Mmicrobiological laboratories as well as collaborators
MHUKpoOHOIIOrHYHaTa Jaboparopud, KakTo M chTpyauuinu  performing sampling.

M3BBbpIIBAIIA npo60133eMaHe.

3. TepMuHU U onpeneIeHust 3. Terms and definitions

3.1 Baaupupane - IlIposepka/Bepudmmupane gamu 3.1. Validation — verification, where the specified requirements
OIpeIeIEHUTE M3MCKBAaHU ca MOIXOIAINM 3a peasuaeHara are adequate for an intended use

yrmoTpeoa.

3.2 TIIpoBepka/Bepucpuuupane - IlpemocraBsne Ha 3.2. Verification — provision of objective evidence that a given

00EKTHBHE J0Ka3aTeNICTBa, e mameH obekt ymomersopsisa item fulfils specified requirements
OIpEJIEIICHH U3UCKBAHUS

3.3 I'panuna Ha orkpuBane (LOD) 3.3. Limit of detection (LOD)
Sblank — CTAHIAPTHOTO OTKJIOHEHHUE Shiank — Standard deviation of a blank
Ha npa3Hara nmpoda For the Spunk evaluation, at least 10 blank
3a OIEHABAHETO Ha Splank CE U3BBPIIBAT determinations are performed, the remote values
MuHUMYM 10 onpeneneHus Ha pa3Hu IpooH, LOD =3eS,,,,« being also included in the calculation (i.e. the
KaTo OTJaJIEYEHUTE CTOMHOCTH CBIIO CE measurement "noise" is estimated)

BKJIFOYBAT B U3YUCIICHUCTO (T.e. OIICHsBA CC
“mryma” Ha U3MEpBaHETO)
3.3.1 Onpenenenne 1 - U3mepena konuuectsena croinocr, 3.3.1 Definition 1 - measured quantity value, obtained by a
MojlyueHa OT JaJeHa U3MepBareliHa Mporenypa, 3a kosaro given measurement procedure, for which the probability of
BEPOSATHOCTTA 3a (hajIIMBO MOTBBPIKIABaHEe Ha oTcheTBUeTo  falsely claiming the absence of a component in a material is j3,
HAa KOMIIOHGHT B Marepuan € [, u 3a kosTo e jnanmena given a probability a of falsely claiming its presence
BEPOSTHOCT ¢ 3a (haNIIMBO TOTBBPXKIaBaHE Ha HETOBOTO
MPUCBCTBUC
3.3.2 Onmpenenenne 2 - Ipanmia wa otkpuBane na 3.3.2 Definition 2 - The detection limit of the measurement
u3MepBarenHara npoleaypa ¢ Hali-MajakoTo KojaudecTBo or  procedure is the lowest quantity of analyte in a sample that can
omnpezessieMuss KOMIOHEHT B pobaTa, koeTo Moske na Obae  be reliably detected, but not necessarily quantified as an exact
OTKPUTO, HO HC 3aAB/DKHUTCIHO KOJIUYECTBEHO H3YHCIICHO value
KaTo TOYHA CTOMHOCT
34 T'panuna na onpenensine (LOQ) - T'panmma wa 3.4. Limit of quantitation (LOQ) - The limit of quantitation
orpezessiHe Ha M3MepBaTeIHaTa mpolenypa e Hait — mankoro  Of analytical procedure is the lowest amount of analyte in a
KOJIMYECTBO OT M3CIE/BaHUs KOMIOHEHT B mpobara, koero sample which can be quantitatively determined with suitable
MOXe Ja Oble OmpeneseHo ¢ MOIXOJdlia Mpelu3HocT W Precision and accuracy
TOYHOCT
Shiank — CTAHAAPTHOTO OTKJIOHEHHE LOQ =6eS, ... Sphiank — Standard deviation of a blank
Ha npazHara nmpoda
3.5 U3mepBarenna npoueaypa - [eraiinno onucanue Ha 3.5 Measurement procedure - detailed description of a
W3MEPBAaHETO B CBHOTBETCTBHE C €IWH WIM TMOBe4e Mmeasurement according to one or more measurement principles
HU3MepBaTelHM TMPUHIMIK, WIM C jJajeH wu3Mmepsarenen and to a given measurement method, based on a measurement
Meron, OasupaHo Ha m3MepBareneH momen u BkmrouBamo —model and including any calculation to obtain a measurement
BCSIKO U3YHCIICHHE, H3ITOJI3BAHO 32 ONPEACIITHE Ha pe3yarara  result
OT U3MEpBaHe
3.6 CesiexruBHOCT - CBOIICTBO Ha M3MepBaTenHara cuctema, 3.6 Selectivity - property of a measuring system, used with a
M3MON3BAHO TPH ONpelelicHa HM3MepBaTelHa mpoueaypa, specified measurement procedure, whereby it provides
4ype3 KOETO C€ OCUrypsiBaT u3MepeHHn KomuuectBeHn —Mmeasured quantity values for one or more measurands such that
CTOMHOCTH 3a €IWMH WM TMoBeue KommoHeHtu mo TakbB the values of each measurand are independent of other
Ha4yuH, 4€ CTOMHOCTHTE Ha BCEKH KOMITOHEHT Ca He3aBHCHUMU
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OT JIPYT¥ KOMIIOHEHTH WIIM KOJMYECTBA B SBICHHE, [JIABHA
YacT WM CyOCTaHIUSI, 00EKTH Ha H3CIICIBAHETO.

3.7 Tounoct Ha usMmepBanero (A) - CtemeH Ha GIH30CT
MEXIy H3MepeHara CpefHa KOJNMYECTBEHa CTOMHOCT U
UCTUHCKATa KOJMYECTBEHA CTOMHOCT Ha M3MepBaHara
BenuuMHA. TOYHOCTTA ce ompenelss or JjaBa (akropa:
MCTUHHOCT U NPENU3HOCT. KOJIMYECTBEHOTO NPEICTABSHE Ha
TOYHOCTTA C€ JaBa C aHAIMTHYHHS JOOHB

X - cpenHa CTOMHOCT OT pe3yaTaTUTE, NOJTYICHU

VERIFICATION/VALIDATION OF TEST METHODS

measurands or other quantities in the phenomenon, body, or
substance being investigated

3.7. Accuracy of measurement (A) - closeness of agreement
between a measured quantity value and a true quantity value of
a measurand. The Accuracy is determined by two factors:
measurement trueness and measurement precision. The
quantification of the accuracy is given in the recovery.

X - mean concentration of the results obtained

OT CTaHAapTHA Ipooa;

H _“ycrunckara” win MpUeTaTa CTOWHOCT Ha
CTaHlapTHaTa npooa;
A - TouHOCT B %.
3.8 Ucrunnoct - CrerneH Ha 0JIM30CT MEXAY CpejHaTa Ha
Oe3kpaeH OpoOil KOJIMYECTBEHH IOBTOPSIEMH CTOMHOCTH W
pedepenTHa KomuuecTBeHa croiiHOCT. McTHHHOCTTA €
oOpaTMO CBBp3aHa ChC CHCTEMAaTHYHATa TpeIIKa Ha
n3MmepBadero. Ilopazu Tasu INpuYMHA KOJIUYECTBEHOTO
H3MepeHre Ha HCTUHHOCTTA Ce M3pa3sBa 4pe3 OTMECTBAHETO
Ha U3MEPBAHETO
3.9 Ipeunsnoct - CrerneH Ha OIM30CT MEXIY WHIUKAIIUH
WIN HM3MEPEHHM KOJIMYECTBEHHW CTOWHOCTH, IOJIy4EHU IpU
MMOBTOPSIEMH W3MEpBaHWs Ha COWH M CBII I OJNU3KH
00€KTH, IPU OIpEIeNICHH yCIOBHUS
3.10 IloBropsiemocT (r) - Ilpenu3HOCT Ha H3MEpBaHETO,
MOJTyueHa [P ONpesieNneH Habop OT MOBTOPSIEMH yCIIOBHS Ha
n3MepBaHe
3.11 Bu3npousBoauMoct - [Ipernu3HocT Ha U3MEPBAHETO,
MONMy4YeHa TIPH ONpeAeiieH Habop OT BB3MPOU3BOJAUMHU
YCIIOBHS HA U3MEpBaHe
3.12 I'panuna Ha noBTopsieMocT - CTOWHOCTTA, ITOJ KOATO
ce HaMHpa C OIpeneleHa BEpOATHOCT abCoOTHATa
CTOMHOCT Ha pa3IMKaTa MEeXKAy JABa pesyilrata oOT
M3MUTBAHETO, TIOTYYEHH MIPH YCIOBHS Ha TOBTOPSEMOCT
Sy —CTaHIapPTHOTO OTKJIOHEHHUE OT PE3YITaTHTE,
TIOJTy4eHH 3a JlaJieHa CTaHJapTHa npoda, mpu
€/IHAKBH YCIIOBHS;
2,8 — KoehHIHEHT, KOMTO MPOU3JIM3a OT HOPMATHOTO
pasnpenenenue (BJIC ISO 5725-6:2004, 1.4)
I'panuiniaTa Ha MOBTAPSIEMOCT € CTOMHOCT, KOSITO C
JIOBEpHUTEIHA BEPOSATHOCT 95% He mpeBuIana mo
a0COJIIOTHA CTOWHOCT pa3jfKaTa MEeKIY J1Ba
pe3ysiTara OT U3MEpBaHe, MOJIy4YEHH B yCIOBUsATA HA
TTOBTapPSIEMOCT.
3.13 I'panuna Ha BB3Mpou3BoaAMMoOcCT - CToiHOCTTa, 1MOJ
KOSITO Ce HaMHpa C OIpeAelicHa BEpOSITHOCT abCOIIOTHATa
CTOMHOCT Ha pa3IMKaTta MEeXAy /JBa pesyilrata oOT
M3MIUTBAHETO, IOIYYCHH IIPH YCIOBHS Ha BB3IPOU3BOANMOCT
S| — CTaHIapTHOTO OTKJIOHEHHE OT PE3YJITATHUTE,
MTOJTyYeHH B €/IHA U ChIla JabopaTopus, C eUH 1
CBIIIM METOJ 33 €THAK'BB CPABHUTEJICH CTAaHJapTEeH
MaTepuai, Ipu Pa3IuIHU YCIOBHS;
2,8 — KoehHuIUEHT, TPOU3IU3AI] OT HOPMATHOTO
pasnpenenenue (bJC ISO 5725-6:2004, T.4).
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from a standard sample;

H _the "true” or accepted value of the standard
sample;

A — precision in %.

3.8 Trueness - closeness of agreement between the average of
an infinite number of replicate measured quantity values and a
reference quantity value. Measurement trueness is inversely
related to systematic measurement error, but is not related to
random measurement error. For this reason, the quantitative
dimension of truth is expressed by the deviation of the
measurement

3.9 Precision - closeness of agreement between indications or
measured quantity values obtained by replicate measurements
on the same or similar objects under specified conditions

3.10 Repeatability - measurement precision under a set of
repeatability conditions of measurement
3.11 Reproducibility - measurement under
reproducibility conditions of measurement

precision

3.12 Repeatability limit — The value below which with a
certain probability is the absolute value of the difference
between two test results obtained under repeatability conditions

S; — the standard deviation from the results obtained
for a given standard sample under the same
conditions;

2,8 — coefficient derived from the normal distribution
(BDS 1SO 5725-6:2004, 1.4)

The repeatability limit is a value which, with a
confidence level of 95%, does not exceed in absolute
value the difference between two measurement
results obtained under repeatability.

28es,

3.13 Reproducibility limit - The value below which with a
certain probability is the absolute value of the difference
between two test results obtained under reproducibility
conditions

S, - the standard deviation from the results
obtained in the same laboratory by the same
method for the same standard reference material
under different conditions

2,8 — coefficient derived from the normal
distribution (BDS ISO 5725-6:2004, 1.4).
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Koraro pesynrature ca HOIy4eHH OT pa3iIMiHH
JabopaTopuu, BH3MPOU3BOIUMOCTTA CE HaApUYa
MexnyiaaboparopHa Be3npounssoaumoct (R) u ce
neduHUpa Ype3 CTAaHAAPTHOTO OTKJIOHEHHE Ha
pe3ysTaTuTe, MoJay4eHH OT PAa3IMYHUTE
naboparopun (Sr), mpu 95% moBepuTenHa
BEPOSITHOCT.
3.14 OoxBat - Habop oT CTOHHOCTH Ha KONHYECTBA OT eIUH
W ChII BHA, KOMUTO MOTar Ja ObIaT HM3MEpEeHH C JalieH
n3MepBarTelieH MHCTPYMEHT WM M3MEpBAaTeNIHA CHUCTEMa C
onpezieieHa  MHCTPYMEHTAJHa  HEONpPEAETIeHOCT  Ha
M3MEpBaHETo, IIpU ompeneleHn ycnosus. Onpexpens ce oT
WHTEpBaJIa MEXy I'PaHUIaTa Ha KOJMYECTBEHO OIpe/elsiHe
U TOpHATa TPaHUNa, IPU KOSITO BBH3HUKBA HEIPUEMIIHBA
mpoMsAHa B YYBCTBUTCIHOCTTA WJIM B HEONPCACICHOCTTA OT
n3MepBaHe
3.15 JIuneiiHoct - CriocoOHOCTTA J1a ce MoJIydaT ¢ IIOMOIITa
Ha aHATTMTHYHATA MPOIeaAypa (B 1aJcH 00XBaT) pe3yaTaTH OT
U3NUTBAaHE, KOWTO Ca  IPaBONPONOPLUOHAIHM  Ha
KOHLEHTpanuATa (KOJIMYECTBOTO) HA  aHAJIM3HPAHOTO
BEIL[ECTBO B Ipodara
3.16 HeonpeneaeHocr -
XapakTepu3upar]
CTOWHOCTH,

Heortpunarenen mapaMeTsp,
JUCTIEPCHATAa Ha  KOJNMYECTBEHHTE
KOMTO MoOraT Jja ObJar TpPUIHCAHH HA
U3MepBaHaTa BeJIMYMHA, Oa3UpaH HA  MU3MOJI3BAHATa
uHpopManys. XapakTepucTHKaTa € HENpUIOXKnMa 32
HCKOJIMYECCTBCHU MECTO/IH.

3.17 OtmecrBane (d) - YUwucrmena cToiHOCT, W3pa3sBaia
CHCTEMATHYHATA IPEILKA HA U3MEPBAHETO

When the results are obtained from different
laboratories, reproducibility is called
interlaboratory reproducibility (R) and is defined
by the standard deviation of the results obtained
by different laboratories (sg) at 95% confidence
probability

3.14 Range - A set of values of quantities of the same type that
can be measured with a given measuring instrument or
measuring system with a defined instrumental measurement
uncertainty, under certain conditions. It is determined from the
interval between the limit of quantification and the upper limit
at which an unacceptable change in sensitivity or uncertainty of
measurement

3.15 Linearity - the ability to derive test results using the
analytical procedure (within a given range) that are directly
proportional to the concentration (quantity) of the analyte in the
sample

3.16 Uncertainty - non-negative parameter characterizing the
dispersion of the quantity values being attributed to a
measurand, based on the information used. The characteristic is
not applicable to non-quantifiable methods

3.17 Deviation (d) - Numeric value expressing the systematic
measurement error

X - cpeiHa CTOHHOCT OT Pe3yJITaTUTE, MOJYICHU d=x—u X - mean concentration of the results obtained
OT CTaHAapTHa npooa; wan (or) from a standard sample;
H - “yerunckara” win [pUETaTa CTOMHOCT Ha - H _the "true” or accepted value of the standard
CTaHjapTHaTa npoba; ( = X~ U ¢100% sample;
y7]

3.18 OTHocuTesIHO cTaHAapTHO oTKJIOHeHHe (RSTD %) -
OTHOCHUTETHO CTaHJIAPTHO OTKJIOHEHWE € OTHOIIEHHUETO Ha
CTaHJAPTHOTO OTKJIOHEHHE, MOIYYeHO OT M3MEPBAHETO Ha
Hali-Masiko 10 moBTOpeHMsA Ha €AHa U ChIla CTaHIApTHa
mpo0a u cpeTHOAPUTMETHIHATA UM CTOHHOCT

3.18 Relative standard deviation (RSTD%) - Relative
standard deviation is the ratio of the standard deviation obtained
by measuring at least 10 iterations of the same standard sample
and its arithmetic mean

X - cpejiHa CTOMHOCT OT PE3YNTATHTE, IOAYYEHN OT  RSTD = S ¢100% * - mean concentration of the results obtained

CTaHAapTHa pooa;

S — CTaHJAPTHO OTKJIOHCHHE
3.19 CucremaTnyHa rpemka - KOMIOHEHT Ha rpenikaTa Ha
WU3MEPBAHETO, KOWTO INPH H3BBPIIBAHE Ha I[TOBTOPUMH
M3MEpBaHUs OCTaBa MOCTOSHEH WM Bapupa 110 MPeBH M
HAa4YUH
3.20 V¥Ycroiiuunocr - CrnocoOHOCT Ha aHaNMTHUYHATA
nporeaypa la OCTaHe He3acerHaTa OT MaJKH IPOMEHH B
HEWHHUTE MapaMeTpu

from a standard sample;

s — standard deviation

3.19 Systematic error - component of measurement error that
in replicate measurements remains constant or varies in a
predictable manner

X

3.20 Stability - The ability of the analytical procedure to remain
unaffected by minor changes in its parameters

TloBropenust /

®axropu / Factors

Iterations A

Pesynratu / Results
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1 + + + Y1
2 + - - Y2
3 - - + Y3
4 - + - Y4

IpomenwuTe B Tporieaypara ce o3Hadasar (+) wim (-), komrto  Changes to the procedure are marked (+) or (-), which indicate
o3HauaBaT mnpucherBuero (+) wmiam orcectBuero (-) Ha  the presence (+) or absence (-) of changes in the influencing
npoMeHu BB Bimsenure Gakropu. [lonyuenute pesynratu  factors. The results obtained are indicated by Y. The absolute
ce o3HauaBaT ¢ Yi AbcomortHusar edext (Ea) 3a Bcekm effect (Ea) for each factor is calculated by the formula:
dbakTop ce nzuncisiea mo Gopmysara:

ZYA+ - cyma oT pe3ynTarute Ha Y, KBIETO ZYA+ - sum of results of Y, where factor A is
(hakTop A e 03HaYEH ChC 3HaKa (+), T.c. marked with (+), i.e.
Y1+Y2; n=2) Y1+Y2; n=2)
ZYA_ - cyMa OT pe3yaTarute Ha Y, KBIETO E - ZYA+ - ZYA— ZYA_ - sum of results of Y;, where factor A is
(axTop A e 03HaYCH ChC 3HaKa (-), T.C. A n marked with (-), i.e.
Y3a+Ys; n=2) Y3t+Yy; n:2)
N — 6poit Ha (+) wiH (-) MPOMEHSIIH ce n —number of (+) or (-) changing factors
(axropu Exis significant if:
EA e 3HaunTENEH aKo:
S| — CTaHJapTHOTO OTKJIOHEHHE Ha S| — the standard deviation of the results obtained
pesynTaTuTe, MOJTy4eHH TIPH ONpe/esHe Ha E,>14es, in determining the reproducibility
BB3MPOU3BOAUMOCTTA

3.21 Merposoruuyna mpociaexumoct - CsoiictBo Ha 3.21 Metrological traceability - property of a measurement
pe3yAarar oT u3MepBaHe, ChIIIACHO KOETO, pe3yaTarsT Moxe  result whereby the result can be related to a reference through a
na  Obiae cBbp3aH ¢ pebdepenten ememeHt upe3 documented unbroken chain of calibrations, each contributing
JOKYMEHTHpaHa HeNMpeKbCcHaTa Bepura oT Kamubpupanus, (0 the measurement uncertainty
BCAKO OT KOMTO BHACA NPHUHOC KbM HECOIPEACICHOCTTA Ha
HA3MeEpBaHe

CrnenuguyHN XapaKTepUCTHKH 32 MUKPOOHOJIOTHYHA METOAH

Specific characteristics for microbiological methods

3.22 Tounocr - Toumocrra Ha Meroma e Mspka 3a 3.22 Accuracy - The accuracy of the method is a measure of
OpuOIIDKCHUETO Ha pe3ynTatute KbM  ucThHckara”  the approximation of the results to the "true" value. Numerical

CTOMWHOCT. YHCIIEHO TOYHOCTTA CE U3Pa3siBa ¢ accuracy is expressed by
X . CpeaHa CTOMHOCT OT Pe3yJATaTUTE B X' _ mean concentration of the results
TOITY4CHH 38 PEBEPEHTHATA IPOOA; 1uri00m / accuracy (%) X 1000 Obtained from a reference sample;
W - ,,ACTHHCKAaTa” (WJIM MpUeTara) CTOMHOCT u u - the "true" or accepted value of the
JajeHa 3a pepepenTHara nmpoda reference sample;

3.23 loina rpanuna Ha oTkpuBaHe - Ilpu meroaure, npu  3.23 Lower detection limit - For methods with colonies count,
KOMTO ce wu30posiBar KoioHuH, nonHata rpanuna Ha the lower limit of detection of the method is the number of
OTKpHBaHE Ha METO/1a € TO3U Opoit MuKpoopranusmu (X), mpu  micro-organisms () in which the probability (Po) to establish a
koiito BepositHoctta (Po) na ce ycranoBu otpumarenen negative result is 5% (P, = 0,05).

pesyarar e paBHa Ha 5% (P, = 0,05). Using the Poisson distribution

Wsnon3Baiiku pa3npenenenneto Ha Poisson

X . cpefHa CTOHHOCT OT X' - mean concentration of the
pe3ynTaThTe MOJyUYeHH 3a 1 1 results obtained from a reference
pedepenTHara npoda x=Inl— |=Inl —— |=1In (20) =3,00 sample;
W - ,,ACTHHCKAaTa” (MM IpUeTaTa) Po ,05 u - the “true" or accepted value of
CTOMHOCT JaJieHa 3a pedepeHTHATA the reference sample;

mpoba
[pu MeToIHTE, IPU KOMTO CE ONpenes Hafi-BeposiTHO ynciao  For methods where a most probable number (MPN) is
(HBY) nonnata rpaHuima Ha OTKpuBaHe Ha Meroma e determined, the lower limit of detection of the method is the
KpaliHUsIT ciTydail, KoraTto camo efHa enpyseTka oT Habopa e  final stage when only one test tube is positive.
C nosootcumesien pe3yirar.
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3.24. 'opna rpannua Ha oTKpuBaHe - [Ipu Meronure, npu
KOMTO ce u30posiBaT KOJOHMHM, TOpHATa TpaHulla Ha
OTKpHMBaHE € KpailHuAT ciy4aid, Npu KOWTO Opost Ha
MHKPOOPTaHU3MHUTE CTaBa HESICEH, 3a /1a CE MOJIyYH BAIUIHO
U TOYHO ompenensiHe. Ta3u rpaHuna He € SCHO (HUKCHPaHO
YHCIIO.
[pu MeToUTE, IPH KOUTO CE OTpe Ielisl Hali-BEpOsSTHO YHUCIIO
(HBY) ropnara rpaHuiia Ha OTKpUBaHe € KPalHUAT CIIydaii,
KOTaTo caMO €/lHa elpyBeTKa OT Habopa € C OTpHLAaTeNeH
pe3ynrar
3.25. Cneundpuunoct - CrerupUUHOCTTa € OTHOIIEHUETO
MeX1y Opost Ha ,MCTHHCKUTE” OTpPHUIATEIHH KOJOHHUH H
oOmmss Opoll HAa OTPHUIATCITHUTE KOJOHUHU (,,MCTHHCKH
OTpUIATETHH KOJIOHUM U ,JIBXKIMBU — TIOJOXKUTEIHU
KOJIOHUH) U30POCHH B IIPE3YMIITUBHUS €Tall
(d) e GposT penTIONaraeMu OTPULIATETHA
KOJIOHUH, I0OKa3aHH KaTO OTPHIIATEIIHN C
MTOTBBPIKIABAIIH TECTOBE (,, ACTHHCKH’
OTPUIIATEITHU KOJIOHUH )
(c) e Opoii npeanoNaraeMu MOJIOKUTEITHU
KOJIOHUH, IOKa3aHHU KaTO OTPHLIATEIIHN C
MTOTBBPIKIABAIIH TECTOBE (, IBKIABH
TIOJIO>KUTEITHU KOJIOHUH )
3.26. YyBcTBUTENHOCT - HyBCTBUTEITHOCTTA € OTHOIIEHUETO
MEXIy Oposi Ha ,,ACTUHCKHTE TOJIOKUTEIHN KOJOHUH |
oOmmss Opo¥ Ha TOJOXKHUTETHUTE KOJOHUH (,,ACTHHCKH
MOJIOKWUTENHA KOJIOHMM W, JIBXIUBH’ ~ OTPHIATEITHH
KOJIOHHH) U30pOCHN B IIPE3YMIITUBHHS €Tl
(a) e GposT npemnonaraeMu
TIOJIO>KUTETHY KOJIOHUH, JOKa3aHU KaTo
TIOJIOXKUTETHHU C TIOTBBPKAaBAIIH
TecToBE (,,ACTHHCKHN ~ MTOJOKUTEITHA
KOJIOHHH)
(b) e Gpoit mpeanonaraeMu OTPULIATETHH
KOJIOHUH, JIOKa3aHH KaTO MOJIOKHUTEITHH
C MOTBBPKIABAIIH TECTOBE (,, THXIUBU
OTPUIIATETTHA KOJIOHWUH)

cneyugpuuno cm | specificity = ———

VERIFICATION/VALIDATION OF TEST METHODS

3.24. Upper detection limit - In the methods of colony
counting, the upper limit of detection is the final stage where
the number of micro-organisms becomes obscure in order to
obtain a valid and accurate determination. This limit is not a
clearly fixed number.

For methods where a probable number is determined, the upper
limit of detection is the final stage when only one test tube has
a negative result

3.25. Specificity - Specificity is the ratio between the number
of "true" negative colonies and the total number of negative
colonies (“true™ negative colonies and "false" positive colonies)
listed in the presumption phase

(d) is the number of suspected negative
colonies proven to be negative with
confirmatory tests (“true" negative
colonies)

(c) is a number of suspected positive
colonies proven to be negative with
confirmatory tests (“false™ positive
colonies)

3.26. Sensitivity - Sensitivity is the ratio between the number
of “true” positive colonies and the total number of positive
colonies (“true” positive colonies and “false” negative colonies)
listed in the presumption phase

c+d

(a) is the number of suspected positive colonies
proven positive with confirmatory tests (“true”
positive colonies);

a . . .
yyecmeumennocm=—— (b) is anumber of suspected negative colonies

a+b proven positive with confirmatory tests (“false"

negative colonies);

npeanoJjaraeMu
n TOJIOKUTEJTHH KOJTOHUH
suspected positive colonies

Ne Ha npoda
Sample Ne

suspected negative colonies

YyBCTBUTEJTHOCT
Sensitivity
%

npeamnojaraemMu
OTPUHATETHU KOJIOHUH a b
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3.27. IloBTapsiemoct CreneH Ha CBOTBETCTBHE Ha
pesynratute TodaydeHH oT moHe 10 TmociemoBaTeNHU
W3MepBaHUs HA WACHTHYHU MPOOH, MPOBEJICHU NPH €IHU U
CBIIY YCIOBHSA Ha U3MepBaHe (€IUH U CHIIU METOJ, OT eHH
W CBIIM ONEpaTop, NPH E€AHW M ChIIM AHATUTHYHH/
TEeXHUYECKH ITapaMeTpH U arapartypa B eqHa JabopaTopus 3a
MaKCHMAJIHO KPaTbK IIEpUOJI OT BpeMe).
Msipka 3a IOBTOPSIEMOCTTA I' € CTAHAAPTHOTO OTKJIIOHEHU E Ha
Te3u pesynraru Sy (Opoit manHu > 10). IloBropsiemocrra r
(tpu 95% moBepuTeNHA BEPOSTHOCT) ce Ae(UHUPA Upe3
(Sr) — cranmapTHO OTKIIOHEHHE OT PE3yJITATUTE
MOJyYEeHH C e/IMH U ChII METO/I 33 €JTHAK'bB TECTBAH
i pedyepeHTeH MaTeprall, Py eHAKBH yCIOBHSA

3.27. Repeatability - Degree of conformity of results obtained
from at least 10 consecutive measurements of identical samples
carried out under the same measurement conditions (same
method, from the same operator, for the same analytical /
technical parameters and apparatus in a single laboratory for the
maximum short period of time).

The measure of repeatability r is the standard deviation of these
results s, (data count > 10). Repeatability r (95% confidence
probability) is defined by

(sr) — standard deviation from the results obtained
with the same method for the same test or reference
material under the same conditions

\/_ r= 2,8 * s \/_
KOe(PUIIMEHTHT 28=2v2 U TIPOM3IIH3a OT the coefficient 28=2v2 and derives from the

nopmanHoto pasnpenenenue. (bJIC ISO 5725-6, normal distribution. (BDS ISO 5725-6, p.4)

T.4)
Ne npo6a = Ccv 2
B B X
Sample # ' 2 X 5 %
Cpenno / Average:

Koedpumuent Ha Bapuaumus (CV) - 3a meotpuuarenuute Coefficient of variation (CV) - for non-negative

XapaKTePUCTUKUA TOBA € OTHOIICHUETO HA CTaHIAaPTHOTO
OTKJIOHEHHE KbM CPEIHOAPUTMETHYHOTO
CV e xoepuIueHT Ha BapHaIus

S

X e CpeIHa CTOHHOCT IOJTy4deHa OT JABE
YCIIOPEAHU MOCEBKU
S e cTaHmapTHOTO OTKIOHEHHE
Hupexc Ha pasceiiBane Ha IToacon - X2 - M3uucnsasa ce
HHIEKCHT Ha pasceliBaHe Ha IloacoH 3a nBe ycnopenHu
ITOCEBKH

B1 u B; e n1Be ycnopeHu OCEBKHU

CpaBHsBa ce MojydeHaTa cToHHOCT (XZexp) €
TabnuyHa cToitHOCT (X2ra6,), IPH Xep = Z
CHOTBETHUTE CTENEHU Ha cBoboaa (N -1),
KBIETO N € 6post pobu (N =2)
Croiinoctn Ha X2ran NPH 3a1aJeHa BepoATHOCT P u eqna
cTeneH Ha cB00o1a

CV =—=-100%
X

(B;1 - B;2)
(B;1 + B;2)

characteristics, this is the ratio of the standard deviation to the
arithmetic mean
CV is coefficient of variation

X isan average value obtained from two parallel
platings

S is standard deviation

Poisson Scattering Index - X2 - The poisson scattering index
for two parallel platings

B; and B are two parallel platings

Compare the resulting value (X%,) with table
value (X%a), with the corresponding degrees of
freedom (n-1), where n is the number of samples
(in this case n = 2).

X2ab values with a set probability P and one degree of
freedom

P 0,95 0,90 0,80 0,70 | 0,60

0,50 0,40 0,30 0,20 0,10 0,05

X2 0,004 | 0,016 | 0,064 | 0,148 | 0,256

0,455 | 0,722 | 1,07 1,62 2,71 3,84

- ako (X%xp ) < ( XPwgn ), TO BapHALMATA € B PaMKHTE Ha
CIIy4allHOCTTA M clie/iBa pasrpezencHuero Ha Poisson.

- ako ( Xzexp) > ( X261 ), TOTABa MMa HAIHM4YHE Ha CBPBX
JIMCIIEPCHs], KOATO MOXeE Jla C€ JBJDKUA Ha IOBEJICHUETO Ha
MHUKPOOPraHU3MHUTE WM MOKAa3Ba JIMICA HAa MPELU3HOCT Ha
pabora.

- if (X2exp) < (X%ab), then the variance is within randomness and
follows the Poisson distribution.

- if (X%exp) > (X?ub) then there is an over-dispersion that may be
due to the behavior of the microorganisms or a lack of precision.
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3.28. OrtHocHTeTHA HMCTHHHOCT — CTENEHTa Ha
CBHOTBETCTBHE Ha PE3YJTAaTUTE OT M3MEpBaHE, MOIYYCHH C
TIOMOIITA HA OIEHSBAaHMS METOJ M C IOMOIITA Ha TPH3HAT
pedepeHTeH MeTo.

3.29. OTpunAaTe/HO OTKJIOHEHNE — BH3HUKBA B CIIy4aii, ye
ANTEPHATUBHUAT METOX [aBa OTPHULIATENEH pe3ynTar 0e3
MOTBBPXKACHHE, KOraro pedepeHTHUSIT MeToh  JaBa
MIOJIOXKUTENNEH pe3ynTaT. ToBa OTKIOHEHHE ce NpeBpblIa B
GdanmuB OTpHLIATENIEH pE3yNTaT, KOraro HCTHHCKUST
pesyarar Moxxe a Obie JOKa3aH KaTo MOJO0KUTEICH.

3.30. ITos10KMTETHO OTKJIOHEHHe- Bb3HHKBA B CIy4Yail, ue
ANTEPHATUBHUAT METOJ JaBa MOJOXKHTEICH pe3yiarar 0e3
MOTBBPXKAECHHE, KOraro peepeHTHUSIT MeToJ  JaBa
OTpHLATeNIeH pe3ynTaT. ToBa OTKIOHEHHE Ce NPEeBpbhILa B
GalmMB IMONOKHUTENEH PEe3yITaT, KOraro HCTHHCKUST
pe3yarar Moxe a Obie JOKa3aH KaTo OTPULATEleH.

3.31. Heomnpeneiaenoct - HeoTpunatenen mapamersp,
XapaKTepU3Mpall  JUCIepCcUsTa Ha  KOJMYESCTBEHHTE
CTOHHOCTH, KOMTO MOraT Ja ObJaT MpUNUCaHH Ha
U3MepBaHaTa BeJMYMHA, Oa3upaH Ha  W3IOJI3BaHATa
nHdopmaryst. XapaKTepUCTUKaTa € HENpWIOKUMa 3a
HEKOJINYECTBEHH METOH.

3.32. Be3npou3BogumocT - Br3npoussoaumoctTa € Mspka
3a CHOTBETCTBHETO MEXIy PE3y/ITAaTUTE IOJIYyUYCHU B €HA U
chlia jgaboparopus C €IMH M ChUIM METOJ 32 €IHAKbB
TECTBaH WIN pedepeHTeH MaTepuall Ipy pa3InyHu yCIOBHS
(pa3nmuyHM aHANHUTHK, 000pYyIBaHE U IO PA3NIUIHO BpEMe).
Tazu BB3MIPOU3BOMUMOCT ce Hapuya omie
BBTPEITHOIA00paTOPHA BB3MPOU3BOAUMOCT R . MsipkaTta 3a
BB3MPOU3BOAUMOCTTa R € CTaHIapTHOTO OTKJIOHEHHE Ha
TE3 pe3ynTaTu Si.

Bw3npoussogumoctTa R ce n3uncisisa upes:

SL — cTaHJapTHO OTKJIOHEHHE OT Pe3yJITaTUTe
MIOJTyYeHH B €JIHA U ChIla TabopaTopHs, C eAUH U
ChIIl METO/]] 32 €/IHAK'BB TECTBAH WM pedepeHTeH

Marepua, Ipy PasInyHU YCIOBUS

2.8=22

KOC(HIHEHTHT 1 TIPOM3IIH3a OT
Hopmannoto pasnpenenenne (BIC 1SO 5725-6,
T.4)
4. PaboTHa cxemMa NpH H3BBPLIBAHE HA BaJuIupaHe/
BepuUIUPAHE HA METO/ 32 U3NUTBAHE

R.= 2,8* SL

VERIFICATION/VALIDATION OF TEST METHODS

3.28. Relative trueness — the degree of correspondence of the
result of the method under evaluation to those obtained using a
recognised reference method.

3.29. Negative deviation — occurs when the alternative method
gives negative result without conformation when the reference
method gives a positive result. This deviation becomes a false
negative result when the true result can be proved as being
positive.

3.30. Positive deviation - occurs when the alternative method
gives positive result without conformation when the reference
method gives a negative result. This deviation becomes a false
positive result when the true result can be proved as being
negative.

3.31. Uncertainty - non-negative parameter characterizing the
dispersion of the quantity values being attributed to a
measurand, based on the information used. The characteristic is
not applicable to non-quantifiable methods

3.32. Reproducibility - Reproducibility is a measure of the
conformity of results obtained in the same laboratory with the
same method for the same test or reference material under
different conditions (different analyst, equipment and different
time).

This  reproducibility is also called intra-laboratory
reproducibility R.. The reproducibility measure R_ is the
standard deviation of these S, results.

Reproducibility R, is calculated by:

S| — a standard deviation from the results obtained
in the same laboratory by the same method for the
same test or reference material under different
conditions

the coefficient 28 = 22 and derives from the
normal distribution. (BDS ISO 5725-6, p.4)

4. Operation scheme for validation / verification of the test
method
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SEES QUALITY PROCEDURE
=€=E = BEPH®UIMPAHE / BAJITUANPAHE HA METOJMTE 3A H3IUTBAHE
—f VERIFICATION / VALIDATION OF TEST METHODS

Etanu npu u3BbpLIBaHe Ha BajuaupaHe / BepuuuupaHe Ha METO] 32
N3IIUTBaHE
Validation / verification steps of the test method

.

TloxGop Ha KOMOHWHAIHS OT XapaKTEPUCTUKH, B 3aBUCHMOCT OT OIIpEIeNICHUTE U3NCKBAHUS Ha IpeBUICHATA yIoTpeOa
Selection of a combination of characteristics, depending on the intended use of the intended use

/I/Isqncuﬂsaﬂe Ha XapaKTepUCTHKHTE HA MeTo/a Calculation of the characteristics of the method \

OO0xBaTt (MHTEpBaJ Ha U3MEPBAHE) 1. Scope (measurement interval)
CenexktuBHOCT/CrieUPHIHOCT 2. Selectivity/ Specificity
Jluneiinoct 3. Linearity
I'panuia Ha OTKpUBaHe 4. Limit of detection
I'pannIia Ha KOJIHYECTBEHO OMPEIeIsIHE 5. Limit of quantification
TounocT 6. Accuracy
AnanuTHyeH 100uB 6.1. Recovery
OTMecTBaHe 6.2. Deviation
IpeuusHoct 7. Precision
[oBTOpsieMOCT W/HH BB3IMPON3BOIUMOCT 7.1. Repeatability and reproducibility
YcroiunBocT 8. Stability
9. Relative trueness
10. Positive and negative deviation

11 Sensitivity
K HeonpeneneHocT Ha U3MEpBaHETO 12. Measurement uncertainty /

CpaBHsBaHE Ha MOJIYYEHUTE PEIYATATH C AHATUTUYHU KPUTEPUU
Comparing results with analytical criteria

I/I3rpa>K;[aHe Ha MMPOTOKOJI OT BaJ'II/II[I/IpaHe/ BepI/I(I)I/II_II/IpaHe Ha METOA 3a U3IIMTBAHC
Preparing a Report for validation / verification of test method

5. MW3uckBaHusi KbM mepcoHand, usBbpmBam 5. Requirements for the personnel performing the
BaJiMpaHe/BepuduIMpPaHe HA METOJ 32 H3NUTBaHe validation / verification of the test method

Iporieaypara no Bamuaupane/Bepuduupane Ha meronq 3a  The procedure for validating / verifying the test method is
uW3NUTBaHe ce  wm3BbpmBa oT  chrpyanunuare B performed by the collaborators in  the chemical /
XAMHYecKaTa/MuKpobronornynara Jsabopatopun. Bceku  microbiological laboratories. Anyone involved in the validation
eIMH ydvacTBaml B Opoueaypara mno Bamugupane/ [/ verification process of a test method should be authorized by
BepuduUIMpaHe Ha MeEToJ 3a M3nuTBaHe TpsiOBa nma Owae the laboratory manager according to QL 6.2.6

YOBIHOMOIIEH OT P’LKOBOZ[I/ITGJISI Ha na6opaTopHﬂTa,

copriacHo QL 6.2.6
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6. M3uckBaHMsi KbM M3M0J3BAHHTE PEAKTHBH IpHU
W3BbPUIBAHE HA BAJTWJAUpPaHe/BepuHUIEPaHe HA METOJ
32 M3NUTBaHe

Bcuuku peakTvBH, H3MOI3BaHU 110 BPEME Ha N3BBPILIBAHE HA
BaMIMpane/BepuULMpaHe Ha METO] 32 U3NKUTBaHE TPsiOBa
ma OpmarT ¢ TOOXOMAINO AaHAJIWTHYHO KadecTBO. 3a
B paHe/BepuULMpaHe Ha METOJ 3a M3IUTBaHE Ce

W3II0I3BAT CepTUGHIMPAHH CpaBHUTEIIHH
Marepuany/cepTHQUIUPaHd  pedepeHTHH  IaMOBE  C
JOKa3aHa  METPOJIOTHYHA  NPOCIHCOUMOCT, KakTo |

cpaBHHTENHH Marepuany. CIMCHKBT Ha M3MOJI3BAHUTE TIPH
Bamuaupane/BepuuIMpaHe Ha METOJ 332 H3MUTBaHE
PCaKTHUBH, CEPTUOHUIMPAHH CPABHUTENHH  MaTepuani/
ceprupunypann pedepeHTHH MIaMOBE H CPaBHUTEITHH
Marepuanu, ca mocoueHu B QL 6.4-2.1 ,Chomcek Ha
cepTuUIMpPaHN CPAaBHUTEIHM MATEPUAIN W CPaBHUTEIHH
Mmarepuanu“ u QL 6.4-2.2 ,Cnucek Ha cepTU(HIMpPAHU
pedepeHTHH mamMoBe U IaMoBe*.

7. JonbIHUTEIHN U3HCKBAHUA KbM
BaJIM/IMpaHe/BepuUIMpPaHe HA METO 32 H3MUTBaHe

7.1 Ha Banmaupane ce mnojylaraT HeCTaHJApTH3HPAHUTE
METO/IM 32 U3IUTBAHE, METOIUTE 32 U3ITUTBAHE, pa3pabOTeHN
oT Jjaboparopusra, KakTO W CTaHJApTU3UPAaHH METOIH,
W3MOJI3BaHN U3BBH IpefHa3HaYeHHs 00XBaT, WM U3MEHEHH
Mo Jpyr Ha4yWH. BammampaHero ce M3BBPIIBA JIO CTEIEH,
HeoOXonmMMa, 3a Ja YIOBJICTBOPH TIOTPEOHOCTHUTE 3a
JaneHarta ynorpeba uim o0sracT Ha MPUIIOKEHHE

7.2 Ha  Bepudpummpane ce  momrarar  BCHYKH
CTQHJAPTU3UPAHU METOMM, KaKTO U METOIHM YTBBPACHH OT
TIPU3HATH MEXIYHApOAHU OpTaHU3alnH, KOHTPOJIHHU OpTaHH
WJIM TaKMBa IOCOYEHHU B HOpMAaTUBHATa ypenda

7.3 Ilpu u3BBpIIBaHE Ha BaJlHIMpaHe/BepuduLUpaHe Ha
METOA 3a U3NHTBaHE, BaJIMAUPaHETO/BepUHUIIPAHETO
oOXBamar pa3IuYHH KOMOWHAIMU OT XapaKTEPUCTHUKH, B
3aBHCHMOCT OT TpelBHJeHaTa yNoTpeda, Taka 4e Ja ce
MIOCTUTHE CHOTBETCTBUE C OIPEEICHUTE 31 CKBAHUS

7.4 Tlpu w3BBpUIBAHE Ha BaTuAWpaHe/BepuHIMpaHe HA
METO]] 332 U3MHUTBAaHE OCBEH BaIMAWpaHe/Bepu(HIMpaHe HA
OIIpeNeNICHUTEe XapaKTEePUCTHKN Ha METOa 3a U3IHUTBAaHE ce
M3BBPIIBA M3YUCISIBAHE M OIICHSBAHE Ha HEOIIPEIEICHOCTTa
Ha M3MEPBAaHETO € LeN Ja Ce OCHTYPH METPOJOTHYHA
IIPOCIIEMMOCT Ha METO/Ia 3a M3NUTBaHe. M3uncnsaBaHero ce
M3BBPIIBA CIpIMO mporeaypa QP 7.6-1

7.5 OrmpenensHeTo Ha OTJEIHATE XapaKTEPUCTUKU Ha
MEeTOo/la P BaJUAUpaHe/BepuHIUpaHe, KAKTO U TIXHOTO
W3YHCIISIBAHE CE U3BBPILBA CIIPSIMO paboTHU MHCTpyKumu WI
7.2-1, W1 7.2-2, W1 7.2-3, WI 7.2-4 u W1 7.2-5

7.6 TlonydeHute pe3yaTaTd OT BaTHIUPaHe/BepudUIpaHe
Ha METOA 3a H3IHMTBaHE CE CPaBHABAT C OIPEACNICHU
AQHAIMTHYHA KPUTEPHHM, KaTo JaHHUTE OT TOBA CPaBHEHHE
CITyXaT 3a H3TpaXIaHE Ha IIPOTOKOJ oT
B pane/BepupuumpaHe Ha MeTo 3a nznursane mo QF
7.2-1uQF 7.2-2
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6. Requirements for the reagents used in the validation /
verification of the test method

All reagents used during the validation / verification of the test
method shall be of adequate analytical quality. Validation /
verification of the test method uses certified reference
materials/certified reference strain with proven metrological
traceability as well as comparative materials. The list of
reagents used for validation / verification of test method,
certified reference materials/certified reference strains and
reference materials are given in QL 6.4-2.1 “List of certified
reference materials and reference materials” and QL 6.4-2.2
“List of certified reference strains and strains”

7. Additional requirements for validation / verification of a
test method

7.1 Validation shall be subject to non-standardized test
methods, test methods developed by the laboratory as well as
standardized methods used outside the intended scope or
otherwise modified. Validation is done to the extent necessary
to meet the needs of the given use or area of application

7.2 Verification shall be subject to all standardized methods as
well as methods validated by recognized international
organizations, control bodies or those specified in the
regulatory legislation

7.3 When validating / verifying a test method, the validation /
verification  shall  cover different combinations of
characteristics, depending on the intended use, so as to achieve
compliance with the specified requirements

7.4 When validating / verifying a test method, in addition to
validating / verifying the specified test method characteristics,
the measurement uncertainty shall be calculated and evaluated
in order to ensure the metrological traceability of the test
method. Calculation is performed using QP 7.6-1.

7.5 The determination of the individual characteristics of the
validation / verification test method as well as its calculation
shall be carried out in accordance with procedures W17.2-1, WI
7.2-2, WI 7.2-3, WI 7.2-4 u W1 7.2-5

7.6. The validated / verified test method results are compared
with certain analytical criteria and the data from this
comparison serve to construct a validation / verification report
under QF 7.2-1 and QF 7.2-2
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7.7 HoBo BanuaupaHe Ha METO]] C€ W3BBPIIBA IIPU BHACSIHE
Ha UBMCHCHUA IIPpU BEYEC BaAJIMAHUPAH HCCTAHAAPTUIUPAH UIIU
BBTPEIIHOIa00paTOPEH METO T

7.8 HoBa Bepudukaius Ha METOJ] € M3BHPILBA IPU MPOMSIHA
Ha METoda, MpoMsaHa Ha TEXHUYECKOTO CPCIACTBO, IIPU HOB
CCM/CPI] nwmm korato PeroBoguTenaT Ha JabopaTopusara
NIPEeLeHH, Y€ € He00X0ANMO.

7.7 YrpaBineHHETO Ha BCHYKH 3alMCH CE W3BBPIIBA CIIPIMO
mporenypa QP 8.4-1

8. OTroBopHocTH U NIpaBa

Bepudukanusra u BUIMIUpaHETO HA METOJUTE 32 U3NTUTBAHE
ce H3BBPUIBA OT CBHTPYAHULUUTE Ha CBHOTBETHUTE
71a00paToOpuy, YI'BIHOMOLICHH 3a H3BBPUIBAHE Ha Ta3H
neitHocT.  CBTpyAHULUTE  OTTOBApsAT 32  CTPUKTHO
U3IBJIHEHHE Ha METO/UTE 33 N3IUTBAaHE U 33 CBOCBPEMEHHO
JOKJIajBaHe HA PBKOBOAMTENS Ha JabopaTopusara INpu
YCTaHOBSABAHE Ha HEIOMMYCTUMU OTKJIOHCHUS Ha
pesyiaraTure.

PekoBomurersit wa WI[ TJIOBAJITECT ortroBaps 3a
YTBBPKIABaHE W NpHJIaraHe Ha HOBUTE CTAHIAPTH3UPAHU
METO/IH 32 U3MUTBAHE.

9. U3nos3BaHN JOKYMEHTH

- BAC EN ISO/IEC 17025:2018 OO wu3uckBaHus 3a
KOMIIETEHTHOCTTa Ha JIabopaTopu 3a M3IUTBaHE W
kanmb6pupane (ISO/IEC 17025:2017)

VERIFICATION/VALIDATION OF TEST METHODS

7.7 A new validation of a method is carried out when changes
are made to an already validated non-standardized or intra-
laboratory method

7.8 A new verification of the method shall be carried out in the
case of a change of method, change of the technical means,
using a new CRMs or where the laboratory manager considers
it necessary

7.7 All records are handled in accordance with QP procedure
8.4-1

8. Responsibilities and Rights

Verification and validation of test methods shall be carried out
by the collaborators of the appropriate laboratories authorized
to carry out this activity. The collaborators are responsible for
the rigorous implementation of test methods and for timely
reporting to the Lab manager in the case of inappropriate
performance deviations.

The Lab manager is responsible for validating and
implementing the new standardized testing methods.

9. Used documents
BDS EN ISO/IEC 17025:208 General requirements for the
competence of testing and calibration laboratories

- Eurachem Guide. The Fitness for Purpose of Analytical Methods. Laboratory Guide to Method Validation and Related
Topics. Second edition.
- International vocabulary of metrology — Basic and general concepts and associated terms (VIM) 3rd edition 2008 version
with minor corrections
- The selection and use of reference materials a basic guide for laboratories and accreditation bodies
- Eurachem Guide - 04/10 Accreditation of Microbiological laboratories

10. CpbTCTBAIM JOKYMEHTH

10. Accompanying documents

TouHOCT (MCTUHHOCT U NPELU3HOCT) Ha METOAM U BDS ISO .
o3 HTaTI({ oT M3ME BaHep qI;CT 6 H)SHOHSBaHI; Ha 5795 Accuracy (trueness and precision) of measurement methods
pesy Mep ’ ’ and results - Part 6: Use in practice of accuracy values
CTOMHOCTH 332 TOYHOCT B IIPAKTUKATa 6:2004
VrobaHoMomaBaHe Ha mepcoHana QL 6.2.6 Authorization of personnel
Cruchk Ha cepTHGUIMPAHU CPABHUTEIHN MaTEPUAIIN U
cpasHurenHu Matepuann QL 6.4-2.1  List of Certified Reference Materials and Reference Materials
Crmcbk Ha cepTUUIMpPaHU pedepeHTHH IaMOoBe U
mamoBe QL 6.4-2.2  List of Certified Reference Strains and strains
OueHsiBaHE Ha HEONPEEICHOCT Ha M3MepBaHe QP 7.6-1 Evaluation of measurement uncertainty
VrpasrieHue Ha 3auCUTe QP 84-1 Control of records
U3uncnaBane Ha X KTCPUCTHUKHUTEC, IMOJJIC)KAIIHU H - - - . . .
;aﬂ; u zHZ/Be ;(11))31 ;pa:e Ha Teer’ﬂoileeMeTlg H: WI 7.2-1 Calculating the characteristics subject to validation /
P PHOHLHD A ' verification of gravimetric test method
HU3IIUTBAHC
M3uncisBane Ha XapaKTEPUCTUKUTE, TOICHKAIIH Ha - - - . . .
BanHHpare/se quin aé)e A THT ,BaJIZ[CH MCTHSH a W1 7.2-2 Calculating the characteristics subject to validation /
P P P Py ' verification of titrimetric test method
HU3IIUTBAHC
M3uncisBane Ha XapaKTEPUCTUKUTE, IOIJICHKAIIH Ha - . .- . . .
;anc u aHZ/Be Hgn Hpa:e a ari; aOTl;HeMeTH; a WI 7.2-3 Calculating the characteristics subject to validation /
D PHOULHP P A ) verification of instrumental test method
HU3IIUTBAHC
M3uncnsaBaHe Ha XapaKTEPUCTUKUTE, TIOJICHKAIIH HA - - - . . .
p p » oA - Calculating the characteristics subject to validation /
BaTMMpaHe/BepuuIpaHe Ha MUKPOOHOIOT HICH WI 7.2-4

KOJIMYCCTBCH METO/] HA U3IIMTBAHC
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MN3MMUTBATEJIEH IEHTBP I'IOBAJITECT TESTING CENTER GLOBALTEST

MPOILETYPA 10 KAYECTBOTO QP 7.2-1/ Ver. 1/ 2020/05/05
QUALITY PROCEDURE

BEPUOUILNPAHE / BAJIMANPAHE HA METO/JIMTE 3A UBIIUTBAHE
VERIFICATION/VALIDATION OF TEST METHODS

M3uncnsiBaHe Ha XapaKTEPUCTUKUTE, NOJJICHKAIIH Ha
BaJIIUpaHe/BepUpUIIIpaHe Ha MUKPOOHOIOT HIEeH WI 7.2-5
KayeCTBEH METO/] Ha M3IHTBaHE

Tpotoxoxt sa Banupane/sepuiupanc Ha MeTon QF 7.2-1 Report for test method validation/verification (chemical)

Calculating the characteristics subject to validation /
verification of microbiological qualitive test method

(xumuyeH)
Tporoxon sa Basumpane/sepudpuipane Ha Metox QF 7.2-2 Report for test method validation/verification (microbiology)
(MUKpOOHOTIOTHYEH)
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